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IMPORTANT NOTICE 
The Government Printing Works will not be held responsible for faxed documents not received due 
to errors on the fax machine or faxes received which are unclear or Incomplete. Please be advised 
that an "OK" slip, received from a fax machine, will not be accepted as proof that documents were 
received by the GPW for printing. If documents are faxed to the GPW it will be the sender's respon­
sibility to phone and confirm that the documents were received In good order. 
Furthermore the Government Printing Works will also not be held responsible for cancellations and 
amendments which have not been done on original documents received from clients. 

CONTENTS 

No. 
Page Gazette 

Health, Department of 

General Notice 

GENERAL NOTICE 

761 Medicines and Related Substances Act 
(101/1965): Medicines Control Council: 
Conditions of registration of a medicine 
in terms of the provisions of section 15(7) 

No. No, 

3 34702 

INHOUD 

No, 
Bladsy Koerant 

ALGEMENE KENNISGEWING 

Gesondheld, Departement van 

Algemene Kennisgewi'}g 
761 Wet oj:> Beheer van Medisyne en 

Verwante Stowwe (101/1965): 
Medisynebeheerraad: Voorwaardes vir 
die registrasie van 'n medisyne in terme 
van die bepalings van artikeI15(7) ......... 

No. No. 

4 34702 



STAATSKOERANT, 28 OKTOBER 2011 

GENERAL NOTICE 

ALGEMENE KENNISGEWING 

NOTICE 761 OF 2011 

MEDICINES CONTROL COUNCIL 

CONDITIONS OF REGISTRATION OF A MEDICINE IN TERMS OF THE PROVISIONS 
OF SECTION 15(7) OF THE MEDICINES AND RELATED 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 Act, 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 efficacy, 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 a/so 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 inspttction 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 allacated 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. 
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KENNISGEWING 761 VAN 2011 

MEDISYNEBEHEERRAAD 

VOORWAARDES VIR DIE REGISTRASIE VAN 'N MEDISYNE IN TERME VAN DIE 
BEPAUNGS VAN ARTiKEL 15(7) VAN DIE WET OP BEHEER VAN MEDtSYNE EN 

VERWANTE STOWWE, 1965 (WET 101 VAN 1965) 

1. Ole appllkant sal verseker dat die medisyne vervaardig en beheer word 
ooreenkomstig huidlge Goele Vervaardigingspraktyke soos bepaal deur die 
Medisynebeheerraad. 

2. Die vervaardlglng van hierdie medisyne is onderhewig aan gereelde ondersoeke 
en Inspeksies deur Inspekteurs, aangestel Ingevolge Artikel 25 van die Wet, om 
die nakomlng van Goele Vervaardigingspraktyke te bepaaJ. 

3. Ole Inligtlng soos vervat In the voubiljet moet op 'n gereelde grondslag 
opgedateer word in ooreenstemming met 'n voubllJet wat onlangs deur die Raad 
g09kgekeur Is. 

4. Ole appllkant moat voldoen aan aile wetlike vereistes van die Wet op Medisyne 
en Verwante Stowwe. 1965 rNet 101 van 1965). 

5. Ole registrasle van hierdle medisyne Is onderhewig aan gereelde hersiening met 
tussenpose soos deur die Raad bepaal, rakende kwaliteit, veillgheid en 
effektlwitelt, en die registrasle van hierdie medisyne kan gewysig word 
onderhewig aan kwessies na goeddunke van die Raad, 

6. Ole eerste twee produkslelotte moet ten volle gevalldeer word ooreenkomstlg die 
bre9dvoerige prosesvaUdasie protokol wat ingedien is ten tye van die aansoek 
om reglstrasle, en die validasieverslag moet binne die bestek van een maand na 
die voltoollng van die valldasle ingedien word. 

7. Ole produk mag slegs aan die beroep9 geadverteer word. 
8. Die toegekende voorloplge rakleeftyd moet bevestig word met stablliteltsdata 

volgens die Stabillteitsriglyn op die aerste twee produksielotte (bekende aktiewe 
bestanddele), of aerste drle produksielotte (nuwe chemiese entiteite), wat die 
volle rakleeftydperlode dek. Stabillteitstoetse wat op proefJotte Ingedlen Is, moet 
ook voltool word en die verslae lngedien word. Ole stablliteltsverslag moet binne 
ses maande na voltooilng van die stabiliteitsproef inged/en word. Ole Raad moat 
egter onmlddellik In kennls gestel word indlen enige parameter 'n betekenlsvolle 
veranderlng of buite-spesiflkasieresultaat tydens die stabiliteitsproef lewer. 

9. 'n Na-registrasie-inspeksle moet op die aerste produksielot van elke plaasllke 
vervaardiger uitgevoer word. 

10. 'n Na-registrasie-Inspeksie moet op die aerste produksielot van die Ingevoerde 
produk uitgevoer word. 

11. Bemarklng van die produk mag slegs 'n aanvang neem nadat 'n bevredigende 
na-registrasle-inspeksieverslag gedien het. 

12. Een monster van elke lot moet tesame met vier kopi&e van die protokolle vir die 
toets van die massalot en die vullot sowsl as ses koplee van die 
vrystellingsertiflkaat wat uitgereik is deur die verantwoordelike beheerliggaam in 
die land waar die produk vervaardig word. ingedien word by die Raad vir 
Iotvrysteillngsdoeleindes. 

13. Ole vervaldatum toegeken. sal gewysig word deur 'n verklarlng by fe voeg dat 
die virusstamme tans vir Suid-Afrlkaanse gebruik gedurende die gespesifiseerde 
jaar aanbevael word. 

14. Ole stamme van die oorspronklike saadvirusse moet elke jaar deur die 
Departement van Gesondheid goedgekeur word. 



MRF 15 MRF15 MRF 15 
Regis1ration 07/17.3/31 Registration number: 42120.2.8/0001 Registration 42120.2.810073 number: number: 
Name 01 medicine: OTILAN Name of medicine: TRIPLAVAR Name 01 medicine: STRIDES EFAVIRENZ 200 mg 
Dosage form: DROPS Dosage form: TABLET Dosage form: TABLET 
Active ingredients: EACH 1,0 ml SOLUTION Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS; 

CONTAINS; LAMIVUDINE 150,0 mg EFAVIRENZ 200,Omg 
MICONAZOLE NITRATE 23.0 mg ZIDOVUDINE 300,0 mg 
POLYMIXIN B 5500,0 iu NEVlRAPINE 200,0 mg 
PREDNISOLONE ACETATE 
5,Omg 

Conditions 01 1,2.3,4,5,6,7,8 Cond~ions 01 1, 2, 3, 4, 5, 6, 7 Conditions 01 1.2.3,4,5,6,7,8 registration: registration: registration: en 
Applicant: CIPLA MEDPRO (PTY) L TO Applicant: CIPLA MEDPRO (PTY) L TO Applicant: STRIDES SA ~ 

PHARMACEUTICALS (PTY) LTD ~ en Manufacturer: CIPLA L TO. PALGHAR, THANE, Manufadurer: CIPLA L TO. (UNIT III), VERNA, Manufacturer: STRIDES ARCOLAB L TO, A MAHARASHTRA, INDIA GOA,INDIA ANEKAL TALUK, BANGALORE, 0 
INDIA m 

Jl Packer: CIPLA L TO, PALGHAR, THANE, Packer: CIPLA LTO. (UNIT III), VERNA, Packer. STRIDESARCOLAB LTD, » 
Z MAHARASHTRA, INDIA GOA,INDIA ANEKAL TALUK, BANGAlORE, :-I INDIA 
I\) 

Laboratory: FPRC: CIPLA L TO, PALGHAR, THANE, Laboratory: CIPLA l TO, (UNIT III), VERNA, Laboratory: FPRC: STRIDES ARCOLAB L TO. 
(Xl 

MAHARASHTRA, INDIA FPRC: GOA, INDIA ANEKAL TAlUK, BANGALORE, 0 
INDIA q 
COLUMBIA 0 
PHARMACEUTICALS, BARDENE. III 
BOKSBURG m 

Jl INSTITUTE FOR 
I\) 

PHARMACEUTICAL SERVICES, 0 
SllVERTONDALE, PRETORIA .... ..... 
NOVARTlS SA. SPARTAN. 
KEMPTON PARK 

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

PRETORIA 
Shelf.flfe: 24 months (Provisional) SheIf.frfe: 24 months Shelf-life: 24 months (Provisional) 
Date of registration: 15 APRil 2011 Date of registlalioo: 15 APRil 2011 Date 01 15 APRIL 2011 

regis1ration: 
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en 



G) 

z 
0 

MRF 15 MRF15 MRF 15 I ~ Registration 42120.2.8/0074 Registration number: 42121.3/0670 Registration 42121.3/0671 
number: number: 

Name of medicine: STRIDES EFAVIRENZ 600 mg Name of medicine: SYNTHROID 25 J.Lg Name of medicine: SYNTHROID 50 IJ.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: 
EFAVIRENZ 600,0 mg LEVOTHYROXINE SODIUM 25.0 J.Lg LEVOTHYROXINE SODIUM 

50,0J.Lg 

Condttions of 1,2,3,4,5.6,7,6 Conditions of 1, 2, 3.4,5.6,7,8 Conditions of 1,2,3,4,5,6,7,8 
registration: registration: registration: 

G) 
Applicant: STRIDES SA Applicant· ABBOTT LABORATORIES SA (PTY) Applicant ABBOTT LABORATORIES SA 0 

PHARMACEUTICALS (PTY) LTD LTD (PTYJ LTD < m 
Manufacturer: STRIDES ARCOLAB LTD, Manufacturer ABBOTT LABORATORIES. JAYUYA, Manufacturer: ABBOTT LABORATORIES, JJ 

Z ANEKAL TAL UK, BANGALORE, PUERTO RICO JAYUYA. PUERTO RICO s:: INDIA m 
Pac:lter: STRIDES ARCOLAB LTD, Pac:lter: ABBOTT LABORATORIES, JAYUYA, Pac:lter: ABBOTT LABORATORIES, 

Z 
-i 

ANEKAL TALUK. BANGALORE, PUERTO RICO JAYUYA. PUERTO RICO G) 
INDIA » 

N 
Laboratory: 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, m 
COLUMBIA CHICAGO, ILLINOIS, USA NORTH CHICAGO, ILLINOIS, USA 

. 
I\) 

PHARMACEUTICALS. (Xl 

BARDENE,BOKSBURG 0 
INSTITIJfE FOR 0 
PHARMACEUTICAL SERVICES. d SILVERTONDALE, PRETORIA 
NOVARTIS SA, SPARTAN, 

[J) 
m 

KEMPTON PARK JJ 

FPRR: STRIDES SA FPRCIFPRR: ABBOTT LABORATORIES SA. FPRCIFPRR: ABBOTT LABORATORIES SA. 
I\) 
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 registration: 15 APRIL 2011 Date of registration: 15 APRIL 2011 Date of regiS1ra1ion: 15 APRIL 2011 



MRF 15 MRF15 

Registration 42121.3/0672 
number. 

Registration number: 42121.310673 

Name of SYNTHROID 75 llg Name of medicine: SYNTHROID 88 llg medicine: 

Dosage form· TABLET Dosage form: TABLET 

Active EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
ingredients: LEVOTHYROXINE SODIUM LEVOTHYROXINE SODIUM 

75.0 J.lg 88.0 llg 

Conditions of 1.2.3.4,5.6.7.8 Condijions of registration: 1,2.3,4. 5.6,7. 8 
registraUon: 

Applicant: ABBOTT LABORATORIES SA Appflcant: ABBOTT LABORATORIES SA 
(PTY) LTD (PTY) LTD \ 

ManufactullIl': ABBOTT LABORATORIES, Manufacturer: ABBOTT LABORATORIES, 
JAYUYA, PUERTO RICO JAYUYA. PUERTO RICO 

Packer. ABBOTT LABORATORIES. Packer: ABBOTT LABORATORIES, 
JAYUYA, PUERTO RICO JAYUYA. PUERTO RICO 

Laboratory: ABBOTT LABORATORIES. Laboratory: ABBOTT LABORATORIES. 
FPRC: JAYUYA. PUERTO RICO FPRC: JAYUYA. PUERTO RICO 

ABBOTT LABORATORIES. ABBOTT LABORATORIES. 
NORTH CHICAGO. ILUNOIS. NORTH CHICAGO. ILUNOIS, 
USA USA 

FPRCJFPRR: ABBOTT LABORATORIES FPRCIFPRR: ABBOTT LABORATORIES SA, 
SA, CONSTANTIA !<LOOF. CONSTANTIA KLOOF. 
JOHANNESBURG JOHANNESBURG 

Shelf-life: 24 months (provisional) She!f-life: 24 months (Provisional) 

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

MRF15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Cond~ions of 
registration: 

Applicant: 

Manufacturer: 

Pacl<er. 

Laboratory: fPRC: 

FPRCJFPRR: 

Shelf-life: 

Dale of registration: 

42121.3/0674 

SYNTHROID 100 llg 

TABLET 

EACH TABLET CONTAINS: 
LEVOTHYROXINE SODIUM 100,0 

llg 

1.2.3.4,5,6.7.8 

ABBOTT LABORATORIES SA (PTY) 
LTD 

ABBOTT LABORATORIES. JAYUYA. 
PUERTO RICO 

ABBOTT LABORATORIES. JAYUYA, 
PUERTO RICO 

ABBOTT LABORATORIES. JAYUYA. 
PUERTO RICO 
ABBOTT LABORATORIES. NORTH 
CHICAGO. ILLINOIS. USA 

ABBOTT LABORATORIES SA, 
CONSTANTIA KLOOF. 
JOHANNESBURG 

24 months (PrOvisional) 

15 APRIL 2011 
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MRF 15 MRF15 MRF 15 w 
"'" Registration number. 42121.3/0675 Reglstlation number. 42121.3/0676 Registration number. 42121.3/06n ...." 
0 
I\) 

Name of mediane: SYNTHROID 112 J.1g Name of medicine: SYNTHROID 125 J.1& Name of medicine: SYNTHROID 137 J.1g 

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

Ac6ve ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LEVOTHYROXINE SODIUM LEVOTHYROXINE SODIUM LEVOTHYROXINE SODIUM 
112.0 J.1g 125.0 !lg 137.0 JJ.g 

Condrtions of registration: 1.2.3.4.5.6.7.8 Conditions of regilrtration: 1,2.3.4.5.6,7.8 Conditions of regilrtralion: 1.2.3,4,5,6.7,8 

Applicant: ABBOn LABORATORIES SA Applicant: ABBOTT LABORATORIES Applicant: ABBOn LABORATORIES G> (PTY) LTD SA (PTY) LTD SA (PTY) LTD 0 
Manufacturer: ABBOn LABORATORIES, Manufacturer. ABBOTT LABORATORIES. Manufacturer. ABBOTT LABORATORIES, < m 

JAYUYA. PUERTO RICO JAYUYA, PUERTO RICO JAYUYA. PUERTO RICO JJ 
ABBOn LABORATORIES. Packer. ABBOTT LABORATORIES. Packer: ABBOTT LABORATORIES. 

Z Packer: s: 
JAYUYA. PUERTO RICO JAYUYA. PUERTO RICO JAYUYA. PUERTO RICO m 

ABBOTT LABORATORIES. Z 
Labolalory: FPRC: ABBOn LABORATORIES. labomtory: FPRC: ABBOTT LABORATORIES. Laboratory: FPRC: 

JAYUYA. PUERTO RICO ~ 
JAYUYA. PUERTO RICO JAYUYA, PUERTO RICO ABBOTT LABORATORIES, G> 
ABBon LABORATORIES. ABBOTT LABORATORIES. NORTH CHICAGO. » 
NORTH CHICAGO. ILLINOIS. NORTH CHICAGO. N 

ILLINOIS. USA m USA ILLINOIS. USA :::j 
m 

FPRCIFPRR: ABBon LABORATORIES SA. FPRCIFPRR: ABBOTT LABORATORIES FPRCIFPRR: ABBOTT LABORATORIES 
. 
I\) 

CONSTANTIA KLOOF, SA. CONSTANTIA KLOOF. SA. CONSTANTIA KLOOF. (I) 
JOHANNESBURG JOHANNESBURG JOHANNESBURG 0 

Sheif-life: 24 months (Provisional) Shefl.life: 24 months (Provisional) Sheif-life: 24 months (provisional) 
(") 

b Date of registralion: 15 APRIL 2011 Date of registration: 15 APRIL 2011 Date of registration: 15 APRIL 2011 tl! m 
JJ 
I\) 
0 ... 



MRF 15 MRF15 

Registration number: 42121.310678 Reglslnltion number: 42121.310679 

Name ot medicine: SYNTHROID 150 Ilg Na"", of me<llcin.: SYNTHROID 175 Ilg 

Dosage form TABLET DosagefOmr TABLET 

Active ingredients EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LEVOTHYROXINE LEVOTHYROXINE SODIUM 
SODIUM 150.0).Lg 175.0 Jlg 

ConditiOf\$ of reglstra~on' 1.2.3.4.5.6.7.8 Conditions of registration: 1.2,3,4,5,6.7,8 

Applicant ABBOTT LABORATORIES Applicant ABBOn LABORATORIES SA 
SA(PTY) LTD (PTY) LTD 

ManutaClUref: ABBOTT LABORATORIES, Manutaclurer. ABBon LABORATORIES. 
JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO 

Packer. ABBOTT LABORATORIES, PB<ter. ABBOn LABORATORIES, 
JAYUYA, PUERTO RICO JAYUYA. PUERTO RICO 

Laboralory: FPRC ABBOTT LABORATORIES. laboratory: FPRC: ABBOn LABORATORIES, 
JAYUYA, PUERTO RICO JAYUYA. PUERTO RICO 
ABBOTT LABORATORIES, ABBOTT LABORATORIES, 
NORTH CHICAGO, NORTH CHICAGO, ILLINOIS. 
ILLINOIS. USA USA 

FPRClFPRR' ABBOn LABORATORIES S FPRClFPRR: ABBOn LABORATORIES 
CONSTANTIA KLOOF, SA, CONSTANTIA KLOOF, 
JOHANNESBURG JOHANNESBURG 

S1leH~ife: 24 months (Provisional) Shell-life, 24 months (Provisional) 

OUte of "'IIislration: 15 APRIL 2011 OUte of "'IIiwation: 15APRIL2011 

MRF 15 

Reglalration_ 42121.310680 

Name of medicine' SYNTHROID 200 jlg 

Dosage fOrm: TABLET 

Acwe Ingmdlen"': EACH TABLET CONTAINS: 
LEVOTHYROXINE SODIUM 
200.0 jlg 

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

Applicant ABBOn LABORATORIES SA 
(PTY) LTD 

Manuta<:run!r: ABBOTT LABORATORIES. 
JAYUYA. PUERTO RICO 

Padcer: ABBOTT LABORATORIES. 
JAYUYA. PUERTO RICO 

Laboraloly: FPRC. ABBOTT LABORATORIES, 
JAYUYA, PUERTO RICO 
ABBOn LABORATORIES, 
NORTH CHICAGO. ILLINOIS, 
USA 

FPRClFPRR ABBOTT LABORATORIES SA, 
CONSTANTIA KLOOF, 
JOHANNESBURG 

~ife: 24 months (Provisional) 

Date at "'IIiwation: 15 APRIL 2011 
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MRF 15 MRF15 I ~ Registration number: 42121.310681 Registration number: 42120.2.8/0884 Registration number: 42115.411006 

Name of medicine: SYNTHROID 300 IJg Name of medicine: STRIDES-STAVUDINE 30 mg & Name of medicine: NEVANAC 
LAMIVUDINE 150 mg & 
NEVIRAPINE 200 mg 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH 1,Oml 
LEVOTHYROXINE SODIUM STAVUDINE 30.0 mg SUSPENSION 
300.0 J.lg LAM1VUDINE l50,Omg CONTAINS: 

NEVI RAPINE 200,0 mg NEPAFENAC 1.0mg 

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 G> 
0 

registration: registration: < 
Applicant: ABBOn LABORATORIES Applicant: STRIDES SA 

m 
Applicant: AlCON LABORATORIES II 

SA (PTY)LTD PHARMACEUTICALS (PlY) L TO (PTY) LTD z 
3: 

Manufacturer: ABBOn LABORATORIES. Manufacturer: STRIDESARCOLAB LTD. Manufacturer: SA ALCON COUVREUR m 
JAYUYA. PUERTO RICO ANEKAL TALUK. BANGALORE. N.V .• PUURS. BELGIUM Z 

INDIA -I 
G> 

Packer: ABBon LABORATORIES. Packer: STRIDESARCOLAB LTD. Packer: SA ALCON COUVREUR » 
JAYUYA, PUERTO RICO ANEKAL TALUK, BANGALORE. N,V .• PUURS, BELGIUM N 

m 
INDIA 

~ 
Laboratory: FPRC : ABBon LABORATORIES, Laboratory: FPRC: STRIDESARCOLAB LTD. Laboratory: FPRC SA ALCON COUVREUR m 

JAYUYA. PUERTO RICO ANEKAL TALUK, BANGALORE, N,V., PUURS. BELGIUM II.) 
ABBOn LABORATORIES, INDIA RESEARCH INSTITUTE (I) 

NORTH CHICAGO. ILLINOIS, COLUMBIA FOR INDUSTRIAL 0 
USA PHARMACEUTICALS, PHARMACY. NORTH 0 

BARDENE.BOKSBURG lIVEST UNIVERSITY, d POTCHEFSTROOM III 

FPRC/FPRR: ABBOn LABORATORIES STRIDES SA FPRR: ALCON LABORATORIES 
m 
II 

SA, CONSTANTIA KLOOF. FPRR PHARMACEUTICALS, ARCADIA. (SA). BRYANSTON. II.) 
JOHANNESBURG PRETORIA JOHANNESBURG 0 

"7 
Shelf-life: 24 months (Provisional) Shelf-life: 24 months Shelf-life: 24 months 

Date of registration: 15 APRIL 2011 Date of registration: 15 APRIL 2011 Date of registration: 15 APRIL 2011 



MRF15 MRF15 ;lIRF.J§. 

Registration number: 4217.511050 Registration number: 4217.511051 Registration number: 4217.511052 

Name of mecflCine: ATORVASTATIN UNICORN 10 Name of mecfodne: ATORVASTATIN UNICORN 20 Name of medicine: ATORVASTAllN UNICORN 40 

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

Active ingredienlS: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS Active ingredients: EACH TABLET CONTAINS: 
ATORVASTATIN 10,0 mg ATORVASTATIN 20,Omg ATORVASTAllN 40,Omg 

Conditions of registJation: 1,2,3,4, 5.6,7 Conditions of regist!8tion: 1.2,3,4,5, S, 7 CondHions of registra1ion: 1. 2, 3.4, 5, S, 7 

Applicant PHARMACIA SOUTH AFRICA Applicant: PHARMACIA SOUTH AFRICA Applicant: PHARMACIA SOUTH AFRICA 
(Pn')LTD (pTY)Lm (PTY)Lm 

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 LLC. VEGA BAJA, PUERTO LLC, VEGA BAJA, PUERTO (J) 
PFIZER IRELAND RICO RICO ~ PHARMACEUTICALS, PFIZER IRELAND PFIZER IRELAND 
RINGASKIDDY COUNTY CORK, PHARMACEUTICALS. PHARMACEUTICALS, ~ 
IRELAND RINGASKIDDY COUNTY RINGASKIDDY COUNTY (J) 

CORK, IRELAND CORK. IRELAND " 0 
Pad<er. GODECKE GmbH. FREIBURG, Packer. GOoECKE GmbH, FREIBURG, PacI<er. GODECKE GmbH. FREIBURG, m 

GERMANYPFIZER GERMANY GERMANY :c 
PHARMACEUTICALS LLC, VEGA PFIZER PHARMACEUTICALS PFIZER PHARMACEUTICALS » 
BAJA, PUERTO RICO LtC. VEGA BAJA, PUERTO LLC. VEGA BAJA. PUERTO Z 

RICO RICO :1 
Laboratory: FMC: GODECKE GmbH, FREIBURG, Laboratory: FPRC GODECKE GmbH. FREIBURG, Laboratory: FPRC GODECKEGmbH, FREIBURG, 

N 
CD 

GERMANY GERMANY GERMANY 0 PFIZER PHARMACEUTICALS ltC, PFIZER PHARMACEUTICALS PFIZER PHARMACEUTICALS 

" VEGA BAJA, PUERTO RICO LtC, VEGA BAJA. PUERTO LLC. VEGA BAJA, PUERTO d PFIZER LABORATORIES. RICO RICO 
RETREAT, CAPE TOWN PFIZER LABORATORIES, PFIZER LABORATORIES, OJ 
CONSULTING CHEMICAL RETREAGCAPETOVVN RETREAT,CAPETOVVN m 
LABORATORIES, A TLASVILLE. CONSULTING CHEMICAL CONSUL llNG CHEMICAl :c 
BOKSSURG LABORATORIES, A TLASVlLLE, LABORATORIES, ATLASVILLE, N 
SABS PHARMACEUTICAL BOKSBURG BOKSBURG 0 
CHEMISTRY LABORATORY, SABSPHARMACEUllCAL SABS PHARMACeUTICAL 

..... 
GROENKLOOF, PRETORIA CHEMISTRY LABORATORY, CHEMISTRY LABORATORY. 
M&l LABORATORY SERVICES, GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA 
UMBRO BUSINESS PARK, M&L LABORATORY M&L LABORATORY 
SANDTON SERVICES, UMBRO SERVICES. UMBRO 
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, SANoTON, FPRR PHARMACIA SA, SANDTON. 
JOHANNESBURG JOHANNESBURG JOHANNESBURG 

SheIf.life: 36 month.s Shelf-life: 3Smonths Shelf-life: 36 months 

Z 
Date of regis\nIIion: 15 APRIL 2011 Date of regislration: 15 APRIL 2011 Date 01 regis1rallon: 15 APRIL2011 !:l 
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MRF15 MRF15 MRF 15 Ii Registration number. 4212.6.511074 Registration number: 4212.6.511075 Registration number: 4212.6.511076 

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

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

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

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 Conditions of registration: 1, 2, 3. 4, 5, 6. 7 Conditions of registration: 1.2.3,4.5,6,7 

Applicant: DR REDDY'S Applicant DR REDDY'S Applicant: DR REDDY'S LABORATORIES G) 
LABORATORIES (PTY) LTD LABORATORIES (PrY) LTD (PTY) LTD 0 

< 
Manufadurer. DR REDDY'S Manufadurer: DRREDDY'S Manufadurer. DR REDDY'S LABORATORIES m 

Jl LABORATORIES LTD, LABORATORIES LTD, LTD,QUTHUBULLAPUR Z 
QUTHUBULLAPUR MANDAL, QUTHUBULLAPUR MANDAL, RANGA REDDY. 3: 
RANGA REDDY, ANDHRA MANDAL, RANGA REDDY, ANDHRA PRADESH. INDIA m 
PRADESH. INDIA ANDHRA PRADESH. INDIA Z 

-i 
Padler: DRREDDY'S Packer: DR REDDY'S Padler: DR REDDY'S LABORATORIES G) 

LABORATORIES LTD, LABORATORIES LTD, LTD,QUTHUBULLAPUR » 
QUTHUBULLAPUR MANDAL, QUTHUBULLAPUR MANDAL. RANGA REDDY. N m RANGA REDDY, ANDHRA MANDAL, RANGA REDDY, ANDHRA PRADESH, INDIA 

~ PRADESH, INDIA ANDHRA PRADESH, INDIA 
m 

laboratory: FPRC: DR REDDY'S laboratory: FPRC: DR REDDY'S Laboratory: FPRC: DR REDDY'S LABORATORIES I\) 
LABORATORIES LTD, LABORATORIES LTD. LTD. QUTHUBULLAPUR (l) 

QUTHUBULLAPUR MANDAL, QUTHUBULLAPUR MANDAL, RANGA REDDY, 0 
RANGA REDDY, ANDHRA MANDAL. RANGA REDDY, ANDHRA PRADESH, INDIA 0 
PRADESH, INDIA ANDHRA PRADESH, INDIA RESEARCH I NSTlTUTE FOR -i 
RESEARCH INSTITUTE FOR RESEARCH INSTITUTE INDUSTRIAL PHARMACY, 0 

ID INDUSTRIAL PHARMACY, FOR INDUSTRIAL NORTH-WEST UNIVERSITY, m 
NORTH-WEST UNIVERSITY, PHARMACY, NORTH-WEST POTCHEFSTROOM Jl 
POTCHEFSTROOM UNIVERSITY, I\) 

POTCHEFSTROOM 0 
..& 

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

Shelt~ife: 24 months She1f~ife: 24 months She1f4ife: 24 months 

Date of registration: 15 APRIL 2011 Date of regis1tation: 15 APRIL 2011 Oate of regislllltion: 15 APRIL2011 



MRF15 MRF15 

Reglslnltion number. 4212.6.5/1077 Registration number: 4312.6.510069 

Name of medicine: DRL-QUETIAPINE 300 Name of mediane: OLEANZ RAPITAB 5 

Dosage fonn: TABLET Dosage form: TABLET 

Adive ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
QUETIAPINE FUMARATE OLANZAPINE 5.0mg 
EQUIVALENT TO 
QUETIAPINE 300,0mg 

Conditions of registration: 1,2,3,4,5,6,1 Condnions of registration: 1,2,3,4,5,6.7.8 

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

Manufacturer. DRREDDY'S Manufacturer. SUN PHARMACEUTICAL 
LABORATORIES LTD. INDUSTRIES L TO. HALOL. 
QUTHUBUlLAPUR MANDAl. PANCHMAHAL. GUJARAT. 
RANGA REDDY. ANDHRA INDIA 
PRADESH. INDIA 

Packer: DRREDDY'S Packer: SUN PHARMACEUTICAL 
LABORATORIES L TO. INDUSTRIES L TO. HALOl, 
QUTHUBUUAPUR MANDAL. PANCHMAHAL, GUJARAT. 
RANGA REDDY, ANDHRA INDIA 
PRADESH. INDIA 

laboratory: FPRC: DR REDDY'S Laboratory: FPRC: SUN PHARMACEUTiCAl 
LABORATORIES L TO. INDUSTRIES L TO. HAlOL. 
QUTHUBUUAPUR MANDAL, PANCHMAHAL, GUJARAT. 
RANGA REDDY. ANDHRA INDIA 
PRADESH. INDIA CONSULTING CHEMiCAl 
RESEARCH INSTITUTE FOR LABORATORIES, 
INDUSTRIAL PHARMACY, A11..ASVllLE, BOKSBURG 
NORTH-WEST UNIVERSITY. 
POTCHEFSTROOM 

FPRR: DRREDOY'S FPRR: PHARMAPLAN, MIDRAND, 
lABORATORIES, RSA 
MURRAYFIELD. PRETORIA 

SheIf.Iife: 24 months SheIf~ife: 24 months (Provisional) 

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

MRF 15 

Registration number. 

Name of medicine: 

Dosagefonn: 

Active ingredients: 

Cond~ions of registration: 

Applicant: 

Manufacturer 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf~ife: 

Date 01 ntgistration: 

4312.6.510010 

OLEANZ RAPITAB 10 

TABLET 

EACH TABLET CONTAINS: 
OLANZAPINE 10,Omg 

1.2,3.4,5,6,1.8 

PHARMAPLAN (PTY) L TO 

SUN PHARMACEUTICAL 
INDUSTRIES L TO. HALOL. 
PANCHMAHAL. GUJARAT, 
INDIA 

SUN PHARMACEUTICAL 
INDUSTRIES l TO. HALOL, 
PANCHMAHAL. GUJARAT. 
INDIA 

SUN PHARMACEUTiCAl 
INDUSTRIES l TO. HAlOl, 
PANCHMAHAL. GUJARAT. 
INDIA 
CONSULTING CHEMICAL 
LABORATORIES. 
A11..ASVlLlE. BOKSBURG 

PHARMAPLAN. MIORAND. 
RSA 

24 months (Provisional) 

15 APRIL 2011 
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MRF15 MRF15 I ~ Registration number. 4312.6.510429 Registration number: 4312.6.510430 Registration number: 43/2.6.5/0431 

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

Oosage 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 25,0 mg QUETIAPINE 100.0 mg QUETIAPINE 200,0mg 

Conditions of 1. 2. 3. 4. 5. 6, 7 Conditions of registration: 1.2.3.4.5.6,7 Condrtions of 1, 2. 3. 4. 5, 6. 7 
registration: registration: 

G') 
Applicant: DR REDDY'S LABORATORIES Applicant: DRREDDY'S Applicant: DR REDDY'S LABORATORIES (PTY) 0 

(PTY) LTD LABORATORIES (PTY) LTD LTD < m 
Manufacturer: DR REDDY'S LABORATORIES Manufacturer: OR REDDY'S Manufacturer. DR REDDY'S LABORATORIES LTD, 11 

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

ANDHRA PRADESH, INDIA -i 

Pad<er: OR REDDY'S LABORATORIES Packer: DR REDDY'S Padler: DR REDDY'S LABORATORIES LTD. 
G') 
> 

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, :j 
ORA PHARMACEUTICALS, ANDHRA PRADESH. INDIA CENTURION rn 
IRENE. CENTURION DRA PHARMACEUTICALS. !\) 

IRENE. CENTURION CD 

Laboratory: FPRC OR REDDY'S LABORATORIES Laboratory: FPRC: DR REDDY'S Laboratory: FPRC: DR REDDY'S LABORATORIES LTD. 
0 
(") 

LTD.QUTHUBULLAPUR LABORATORIES LTD, QUTHUBULLAPUR MANDAL, RANGA -i 
MANDAL. RANGA REDDY, QUTHUBULLAPUR REDDY. ANDHRA PRADESH. INDIA 0 
ANDHRA PRADESH. INDIA MANDAL. RANGA REDDY. RESEARCH INSTITUTE FOR OJ m 
RESEARCH INSTITUTE FOR ANDHRA PRADESH, INDIA INDUSTRIAL PHARMACY. NORTH- 11 
INDUSTRIAL PHARMACY, RESEARCH INSTITUTE WEST UNIVERSITY. !\) 
NORTH-WEST UNIVERSITY, FOR INDUSTRIAL POTCHEFSTROOM 0 

POTCHEFSTROOM PHARMAC~NORTH-WEST 
..... 

UNIVERSITY. 
POTCHEFSTROOM 

FPRR; DR REDDY'S LABORATORIES. DR REDDY'S FPRR: DR REDDY'S LABORATORIES. 
MURRAYFIELD. PRETORIA FPRR: LABORATORIES. MURRAYFIELD. PRETORIA 

MURRAYFIELD. PRETORIA 

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

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



MRF 15 MRF15 

RegistJation numbe~ 43/2.6.5/0432 Registration number: 43120.1.1/0758 

Name of medicine: DOPAQUEL 300 Name of medicine: NOVAPIME 500 mg 

Dosage form: TABLET Dosage form: INJECTION 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS: 
QUETIAPINE FUMARATE CEFEPIME HYDROCHLORIDE 
EQUIVALENT TO EQUIVALENT TO 
QUETIAPINE 300.0mg CEFEPIME 500.0mg 

Conditions of registration 1.2.3.4.5,6,7 Conditions of registration: 1.2.3.4.5.6.7,8 

Applicant: DR REpDY'S LABORATORIES Applicant: PHARMA DYNAMICS (PTV) L TO 
(PTY) LiD . 

Manufadurer: DR REDDY'S LABORATORIES Manufadurer: LUPIN LTD. MANDl DEEP, 
LTD, QUTHUBULLAPUR RAISEN, INDIA 
MANDAL. RANGA REDDY, 
ANDHRA PRADESH, INDIA 

Pad<er: DR REDDY'S LABORATORIES Packer. LUPIN LTD, MANDIDEEP. 
LTD,QUTHUBULLAPUR RAISEN, INDIA 
MANDAL, RANGA REDDY. 
ANDHRA PRADESH, INDIA 
ORA PHARMACEUTICALS, 
IRENE, CENTURION 

Laboratory: FPRC: DR REDDY'S LABORATORIES Laboratory: FPRC: LUPIN LTD, MANDl DEEP, 
LTD, QUTHUBULLAPUR RAISEN, INDIA 
MANDAL, RANGA REDDY. CONSUL TlNG CHEMICAL 
ANDHRA PRADESH, INDIA LABORATORIES, ATLASVILLE, 
RESEARCH INSTITUTE FOR BOKSBURG 
INDUSTRIAL PHARMACY, 
NORTH-WEST UNIVERSITY, 
POTCHEFSTROOM 

FPRR: DR REDDY'S LABORATORIES, FPRR: PHARMA DYNAMICS. 
MURRAYFIELD. PRETORIA SILVERWOOD. WESTLAKE 

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

Date of regislra!ion: 15 APRIL 2011 Date of registration: 15 APRIL 2011 

MRF15 

Registration numbe~ 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of 
registration: 

>Applicant: 

Manufac1urer. 

Packer. 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of regisWtion: 

43120.1.110759 

NOVAPIME 1 9 

INJECTION 

EACH VIAL CONTAINS: 
CEFEPIME HYDROCHLORIDE 
EQUIVALENT TO 
CEFEPIME 1,0 9 

1.2,3,4,5,6,7,8 

PHAtlMA DYNAMICS (PTV) LTD 
I 
I 

• LUPIN LTD, MANDIDEEP, RAISEN. 
INDIA 

LUPIN LTD. MANDl DEEP. RAISEN. 
INDIA 

LUPIN LTD, MANDl DEEP, RAISEN, 
INDIA 
CONSULTING CHEMICAL 
LABORATORIES, ATLASVILLE, 
BOKSBURG 

PHARMA DYNAMICS, SILVERWOOD. 
WESTLAKE 

24 months (PrOvisional) 

15 APRIL 2011 
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MRF15 MRF15 I ~ RegiSlration number. 43120.1.110760 Registration number. 44120.2.8/0835 Registmtion number. 44120.2.8/0836 

Name of medicine: NOVAPIME2g Name of medicine: ADCO-EMTEVIR Name of medicine: TEMECIT 

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,Og FUMARATE 300.0 mg FUMARATE 300,0 mg 

Cond~ions of regiSlralion: 1,2,3.4.5.6.7.8 CondHions of registration: 1,2,3.4.5.6,7,8 Cond~ions of regiSlralion: 1,2,3,4,5,6,7,8 

Applicant: 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, < 
RAISEN. INDIA JEEDIMETLA. HYDERABAD, JEEDIMETLA, HYDERABAD, m 

:0 
INDIA INDIA Z 
ADCOCK INGRAM ADCOCK INGRAM !: 
HEAL THCARE, WADEVlLLE, HEAL THCARE, WADEVILLE, m 
GERMISTON GERMISTON Z 

..; 
Paeller: LUPIN LTD, MANDl DEEP, Packer. HETERO DRUG lTD, Paeller: HETERO DRUG LTD, G> 

RAISEN, INDIA JEEDIMETLA, HYDERABAD, JEEDIMETLA. HYDERABAD. » 
INDIA INDIA N m 
ADCOCK INGRAM ADCOCK INGRAM ~ HEAL THCARE, WADEVlLlE, HEAL THCARE, WADEVILLE, 
GERMISTON GERMISTON .rn 

I\) 
Laboratory: FPRC: LUPIN LTD. MANDIDEEP. laboratory: HETERO DRUG LTD, Laboratory: FPRC HETERO DRUG LTD. CI) 

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

LABORATORIES, ATLASVlLLE, ADCOCK INGRAM ADCOCK INGRAM ..; 

BOKSBURG HEAL THCARE. WADEVlLLE, HEAL THCARE. WADEVllLE, 0 
III 

GERMISTON GERMISTON m 
:0 

FPRR: PHARMA DYNAMICS, FPRC/FPRR: ADCOCK INGRAM LTD, FPRClFPRR: ADCOCK INGRAM LTD, !\) 
SILVERWOOD, WESTlAKE AEROTON,JOHANNESBURG AEROTON, 0 

JOHANNESBURG 
... 

Shelf-life: 24 months (Provisional) FPRR: ADCOCK INGRAM FPRR: 
ADCOCK INGRAM lTD. 
ERAND GARDENS, 

LTD,ERAND MIDRAND 
GARDENS. MIDRAND 

Dale of registration: 15 APRIL 2011 Shetf-life: 24 months (Provisional) Shetf-life: 24 months (Provisional) 

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



MRF15 

Regislnltion number. 

Name of medicine: 

Dosage form: 

Aclive ingrediems: 

Conditions of 
registration: 

Applicant: 

Manufacturer. 

Packer: 

Labonitory: 
FPRC: 

FPRClFPRR: 

FPRR: 

Shelf-life: 

Date of regiSlllltion: 

44120.2.810837 

TENOBINE 

TABLET 

EACH TABLET CONTAINS: 
EMTRICITABINE 200.0 mg 
TENOFOVIR DISOPROXIL 
FUMARATE 300.0 mg 

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

ADCOCK INGRAM LIMITED 

HETERO DRUG LTD, 
METLA. HYDERABAD, INDIA 
ADCOCK INGRAM 
HEAL THCARE. WADEVILLE. 
GERMISTON 

HETERO DRUG LTD, 
JEEDIMETLA. HYDERABAD. 
INDIA 
ADCOCK INGRAM 
HEAL THCARE. WADEVILLE. 
GERMISTON 

HETERO DRUG LTD, 
JEEDIMETLA, HYDERABAD, 
INDIA 
ADCOCK INGRAM 
HEAL THCARE, WADEVILLE. 
GERMISTON 

ADCOCK INGRAM L TO, 
AEROTON, 
JOHANNESBURG 

ADCOCK INGRAM L TO. 
ERAND GARDENS. 
MIDRAND 

24 months (Provisional) 

15 APRIL2011 

MRF15 

Regislration number. 0813.1.21012 

Name of medicine: MET ACAM 5 mgfml FOR 
DOGS AND CATS 

Dosage form: INJECTION 

Active ingredients EACH 1,0 ml SOLUTION 
CONTAINS: 
MELOXICAM 5,0 mg 

Cond~ion$ of 1. 2. 3. 4. 5. 6. 7 
regisl!ation: 

Applicant 

Manufac:tl.lrer. 

Pad!;er. 

Laboratory: 
FPRC: 

FPRR: 

Shelf-life: 

Date of regislration: 

INGELHEIM 
PHARMACEUTICALS 
(PTY) LTO 

LABlANA LIFE SCIENCES 
SA, LES FONTS DE 
TERRASSA. 
BARCELONA, SPAIN 

LABIANA LIFE SCIENCES 
SA, LES FONTS DE 
TERRASSA, 
BARCELONA, SPAIN 

LABlANA LIFE SCIENCES 
SA. LES FONTS DE 
TERRASSA. 
BARCELONA. SPAIN 
WINTHROP 
PHARMACEUTICALS. 
WAL TLOO. PRETORIA 

INGELHEIM 
PHARMACEUTICALS, 
FERNDALE.RANDBURG 

36 months 

03 June 2011 

Registlation number. 0813.1.21013 

Name of medicine: METACAM 15 mglml FOR 
HORSES 

Dosage form: SUSPENSION 

Active ingredients: EACH 1.0 ml SUSPENSION 
CONTAINS: 
MELOXICAM 15.0mg 

Conditions of 1.2,3,4.5,6,7 
regislration: 

Applicant 

Manufacturer. 

Packer: 

Laboratory: FPRC: 

FPRR: 

She/f-life: 

Date of registration: 

INGELHEIM 
PHARMACEUTICALS (PTY) L TO 

BOEHRINGER INGELHEIM 
VETMEDICA, ELWOOD, 
KANSAS,USA 

BOEHRINGER INGELHEIM 
VETMEDICA. ELWOOD. 
KANSAS. USA 
BOEHRINGER INGELHEIM 
VETMEDICA, ST JOSEPH. 
MISSOURI, USA 

BOEHRINGER INGELHEIM 
VETMEDICA. ELWOOD, 
KANSAS. USA 
WINTHROP 
PHARMACEUTICALS, 
WALTLOO. PRETORIA 

INGELHEIM 
PHARMACEUTICALS, 
FERNDALE.RANDBURG 

36 months 

03 June 2011 
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MRF15 MRF15 
Registration number: 43(5.210277 Registration number: 

Name of medicine: DEZZOMIN 50 Name of medicine: 

Dosage form: TABLET Dosage lonn: 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: 

ATENOLOL 50,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 Conditions 01 registration: 

Applicant: DEZZO TRADING 392 (PlY) Applicant: 
L TO Va INDO PHARMA 

Manufacturer: INDOeO REMEDIES LTD, ManufaclUrer: 
VERNA, GOA, INDIA 

Pm:ker. INDOCO REMEDIES L TO, PaCker: 
VERNA, GOA, INDIA 

laboratory: FPRC; INDOeO REMEDIES LTD, Laboratory: 
VERNA, GOA, INDIA FPRC: 

CONSULTING CHEMICAL 
LABORATORIES, 
ATLASVILLE, BOKSBURG 

FPRR; DEZZO TRADING tla INDO FPRR: 
PHARMA, ANCHORVILLE, 
LENASIA 

Shelf-life; 36 months Shelf-life: 

Date of registration: 03 June 2011 Date of registration: 

MRF15 
43/5.210278 Registration number: 

DEZZOMIN 100 Name of medicine; 

TABLET Dosage lonn: 

EACH TABLET CONTAINS: Active ingredients; 
ATENOLOL 100,Omg 

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

DEZZO TRADING 392 (PTY) Applicant: 
LTD Va INDO PHARMA 

INOOCO REMEDIES L TO, Manufacturer: 
VERNA, GOA, INDIA 

INDOCO REMEDIES LTD, Packer: 
VERNA, GOA, INDIA 

INDOeO REMEDIES LTD, Laboratory: FPRC 
VERNA, GOA, INDIA 
CONSULTING CHEMICAL 
lABORATORIES, 
ATLASVlLLE, BOKSBURG 

DEZZO TRADING Va INDO FPRR: 
PHARMA, ANCHORVILLE, 
LENASIA 

36 months Shelf-life: 

03 June 2011 Date of registration: 

43/5.210279 

DEZZO ATENOLOL 50 

TABLET 

EACH TABLET CONTAINS: 
ATENOLOL 50,Omg 

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

DEZZO TRADING 392 (PTY) L TO Va 
INDOPHARMA 

INDOeO REMEDIES LTD, VERNA, 
GOA, INDIA 

INDOeO REMEDIES LTD, VERNA, 
GOA, INDIA 

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

DEZZO TRADING tla INDO 
PHARMA, ANCHORVILLE, LENASIA 

36 months 

03 June 2011 
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MRF 15 MRF15 MRF 15 

Registration number. 43/5.210280 RegiStration number. 4212O.2.Bl01n RegistJation number. 42120.2.8/0178 

Name of medicine: DEZZO A TENOl0l100 Name of medicine: LASTAVINE 30 mg/150 mg Name of medicine: LASTAVINE 40 mg/150 mg 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
ATENOLOL 100,Omg STAVUDINE 30,0 mg STAVUDINE 40,0 mg 

LAMIVUDINE 150,0 mg LAMIVUDINE 150,0 mg 

Conditions of registra1ion: 1,2, 3, 4, 5, 6, 7 Conditions of registration: 1,2,3,4,5,6,7 Condttions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: DEZZO TRADING 392 (PlY) LTD lIa Applicant PHARMACARE LIMITED Applicant: PHARMACARE LIMITED 
INDOPHARMA 

Manufacturer. INDOCO REMEDIES LTD, VlERNA, Manufacturer. STRIDES ARCOLAB LTD, ANEKAL Manufacturer. STRIDES ARCOLAB LTD, 
GOA, INDIA TALUK, BANGALORE, INDIA ANEKAL TALUK, BANGALORE, U) 

PHARMACARE LTD, KORSTEN, INDIA 
~ PORT ELIZABETH, RSA PHARMACARE LTD, KORSTEN, 

PORT ELIZABETH, RSA ~ 
Packer. INDOCO REMEDIES LTD, VlERNA, Packer. STRIDES ARCOLAB LTD, ANEKAL Packer. STRIDES ARCOLAB LTD, m 

GOA,INDIA TALUK, BANGALORE, INDIA ANEKAL TALUK, BANGALORE, A 
PHARMACARE LTD, KORSTEN, INDIA 0 
PORT ELIZABETH, RSA PHARMACARE LTD, KORSTEN, m 

lJ PORT ELIZABETH, RSA » 
laboratory: FPRC: INDOCO REMEDIES LTD, VlERNA, Laboratory: STRIDES ARCOLAB LTD, ANEKAL Laboratory: FPRC STRIDES ARCOLAB LTD, Z 

GOA,INDIA FPRC: TALUK, BANGALORE, INDIA ANEKAL TALUK, BANGALORE, .:-f 
CONSULTING CHEMICAL SABSPHARMACEUTICAL INDIA I\:l 
LABORATORIES, ATLASVlLLE, CHEMISTRY LABORATORY, SABS PHARMACEUTICAL CD 

BOKSBURG GROENKl..OOF, PRETORIA, RSA CHEMISTRY LABORATORY, 0 
M&l LABORATORY SERVICES, GROENKLOOF, PRETORIA, A 
ORMONDE, JOHANNESBURG, RSA RSA b RESEARCH INSTITUTE FOR M&l LABORATORY SERVICES, 
INDUSTRIA PHARMACY NORTH- ORMONDE, JOHANNESBURG, OJ 

m 'MOST UNIVERSITY, RSA lJ 
POTCHEFSTROOM,RSA RESEARCH INSTITUTE FOR 

I\:l INDUSTRIA PHARMACY 0 
NORTH-'MOST UNIVERSITY, ..... 
POTCHEFSTROOM,RSA 

FPRR: DEZZO TRADING lIa INDO PHARMA, FPRC/FPRR: PHARMACARE LTD, KORSTEN, FPRCIFPRR: PHARMACARE LTD, KORSTEN, 
ANCHORVILLE, LENASIA PORT ELIZABETl-t, RSA PORT ELIZABETH, RSA 

Shelf.flfa: 36 monlhs FPRR: PHARMACARE LTD, FPRR: PHARMACARE LTD, 
WOOMEAD, SANOTON, WODMEAD, 
RSA SANDTON,RSA 

Date of registration: 03 June 2011 She/f.ife: 24monlhs Shalf-life: 24 months 

Date of regislJallon: 01 Odober2010 Date of registration: 01 Odober2010 
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MRF 15 MRF15 MRF15 

I~ Registration number: 07/25.3.21103 Registration number: 07/25.3.21104 RegistratiOn number: 07125.3.21105 

Name d medicine: ATOPICA 10 Name of medicine: ATOPICA25 Name of medicine: ATOPICA50 

Dosage form: SOFT CAPSULES Dosage form: SOFT CAPSULES Dosage Iorm: SOFT CAPSULES 

Active ingredients: 
EACH CAPSULE 

Active ingredients: 
EACH CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: CONTAINS: CONTAINS: 
CICLOSPORIN 10,Omg CIClOSPORIN 25,0 mg CIClOSPORIN 50,0 mg 

Conditions of negistration: 1.2,3,4.5.6,7 Conditions of registration: 1.2,3.4.5.6.7 Conditions of negistration: 1.2.3,4,5.6.7 

Applicant: NOVARllS SOUTH AFRICA AppflC3nt: NOVARTlS SOUTH Applicant: NOVARTIS SOUTH AFRICA 
(PTY) LTD AFRICA (PTY) L TO (PTY) LTO G> 

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 II 
ALlPACK GROUP AG, Z 

Packer: ALLPACK GROUP AG. Packer: ALL PACK GROUP AG, Packer: KAGENSllRASSE. REINACH, !\: 
KAGENSllRASSE, KAGENSllRASSE, SWlTZERLAND m 
REINACH, SWlTZERLAND REINACH, SWlTZERLAND Z 

ALLPACK GROUP AG, -i ALLPACK GROUP AG, ALLPACK GROUP AG, PFEFFINGERSTR, REINACH, G> PFEFFINGERSTR., PFEFFINGERSTR, SWlTZERLAND » REINACH, SWlTZERLAND REINACH, SWlTZERLAND N m 
NOVARTlS SANTE ANIMALE =l 

l.aboratOIy: FPRC: NOVARTlS SANTE Laboratory: FPRC: NOVARTIS SANTE Laboratmy: FPRC S.A.S, HUNINGUE, FRANCE m 
ANI MALE SA.S. ANIMALE S.A.S, NOVARTlS SOUTH AFRICA I\) 
HUNINGUE, FRANCE HUNINGUE, FRANCE (PTY) L TO. SPARTAN, CD 
NOVARllS SOUTH AFRICA NOVARllS SOUTH KEMPTON PARK 0 
(PTY) L TO. SPARTAN. AFRICA (PrY) l TO, 0 
KEMPTON PARK SPARTAN. KEMPTON d PARK to 
NOVARTIS SOUTH AFRICA FPRR: NOVARTlS SOUTH FPRR: 

NOVARllS SOUTH AFRICA m FPRR; (PTY) LTO, SPARTAN, II 
(PTY) L TO, SPARTAN, AFRICA (PrY) L TO. KEMPTON PARK I\) 
KEMPTON PARK SPARTAN. KEMPTON 0 

PARK 
~ 

~ 

Sheff-lifll: 36 mon1hs Shelf-lifll: 36monlhs Shelf-lifll: 36monlhs 

Date of negistnltion: 5 AUGUST 2011 Dale of negistlation: 5 AUGUST 2011 Date of regislration: 5 AUGUST 2011 



MRF 15 MRF15 

Registration number. 07/25.3.21106 Registtation number. 

Name of medicine: ATOPICA 100 Name of mecflCine: 

Dosage form: SOFT CAPSULES Dosage form: 

Adive ingredients: EACH CAPSULE CONTAINS: Active ingredients: 
CICLOSPORIN 100,0 mg 

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

Applicant: NOVARTIS SOUTH AFRICA Applicant: 
(PTY) LTD 

Manufacturer: RP. SCHERER GmbH & Co. Manufacturer. 
KG,EBERBACH,GERMANY 

Packer. ALLPACK GROUP AG, Packer. 
KAGENSTRASSE, REINACH, 
SWITZERLAND 
ALLPACK GROUP AG, 
PFEFFINGERSTR, REINACH, 
SWITZERlAND 

labonJIory: FPRC: NOVARTIS SANTE ANI MALE labomtory: 

SAS, HUNINGUE, FRANCE FPRC: 

NOVARTIS SOUTH AFRICA 
(PTY) LTD, SPARTAN, 
KEMPTON PARK 

FPRR: NOVARTIS SOUTH AFRICA FPRR: 
(PlY) LTD, SPARTAN, 
KEMPTON PARK 

S~: 36 months Shelf.Jife: 

Date of registration: 5 AUGUST 2011 Date of registration: 

MRF 15 

3612.710292 Registrstion number: 

ALFOXID Name of medicine: 

SUSPENSION Dosage form: 

EACH 5,0 ml CONTAINS: Aclive ingredients: 
MEFENAMIC ACID 50,0 mg 

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

MDICC Applicant: 

PHARMANOVA (PVT) LTD, Manufacturer. 
HARARE, ZIMBABWE 

PHARMANOVA (PVT) LTD, Packer. 
HARARE, ZIMBABWE 

PHARMANOVA (PVT) LTD, laboratory: FPRC 
HARARE. ZIMBABWE 

MOl ce, MENLO PARK, FPRR: 
PRETORIA 

24 months (Provisional) Shell-life: 

5 AUGUST 2011 Date of registration: 

A05I21.1107 

VETRIMOXIN 50 

POWDER 

EACH 100,0 9 PRODUCT 
CONTAINS: 
AMOXYCILLIN 
TRIHYDRATE 50,0 mg 

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

CEVAANIMAL HEALTH 
SOUTHERN AFRICA (PTY) 
LTD 

CEVA SANTE ANIMALE, 
LOUDEAC, FRANCE 

CEVA SANTE ANI MALE, 
LOUDEAC, FRANCE 

eEVA SANTE ANI MALE, 
LOUDEAC. FRANCE 
BIO-INDUSTRIAL 
SERVICES, KEMPTON 
PARK 

CEVAANIMAL HEALTH 
SOUTHERN AFRICA (PlY) 
LTD, RANDJIESPARK. 
MIDRAND 

24 months 

5 AUGUST 2011 
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MRF15 MRF15 

I~ RegistJation number: A38111.10/0444 Registration number: A38111.10/0445 Registration number: A38/11.10/0446 

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

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active 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,Omg SODIUM BICARBONATE 133.5 mg 
CALCIUM CARBONATE 80,0 mg CALCIUM CARBONATE CALCIUM CARBONATE 

160,0 mg 80,Omg Gl 
Conditions of registration: 1,2,3,4,5,6 Conditions of registration: 1,2,3.4.5,6 Conditions of registration: 1,2,3,4,5,6 0 

< 
AppflCant: RECKITT BENCKISER Applicant: RECKITT BENCKISER Applicant: RECKITT BENCKISER 

m 
:D 

PHARMACEUTICALS (PTY) LTD PHARMACEUTICALS(PTY) L TO PHARMACEUTICALS(PTY) LTD Z 
~ 

Manufacturer: RECKITT BENCKISER Manufacturer: RECK ITT BENCKISER Manufacturer: RECK ITT BENCKISER m 
HEAL THCARE (UK) LIMITED, HEAL THCARE (UK) LIMITED. HEAL THCARE (UK) LIMITED. HULL, Z 
HUll. NORTHUMBERSIDE, UK HUll, NORTHUMBERSIDE, UK NORTHUMBERSIDE, UK -i 

Gl paer. RECKITT BENCKISER Packer. RECKITT BENCKISER Packer: RECKITT BENCKISER ~ HEAL THCARE (UK) LIMITED, HEAL THCARE (UK) LIMITED, HEAL THCARE (UK) LIMITED. HULL, m HULL, NORTHUMBERSIDE, UK HUll. NORTHUMBERSIDE, UK NORTHUMBERSIDE, UK :j 
Laboratory: FPRC: RECKITT BENCKISER Laboratory: RECKITT BENCKISER Laboratory: FPRC RECKITT BENCKISER ..m 

HEALTHCARE (UK) LIMITED, FPRC: HEAL THCARE (UK) LIMITED, HEALTHCARE (UK) LIMITED. HULL, !\) 
HULL, NORTHUMBERSIDE, UK HUll, NORTHUMBERSIDE, UK NORTHUMBERSIDE, UK CD 
CONSULTING CHEMICAL CONSULTING CHEMICAL CONSULTING CHEMICAL 0 
LABORATORIES, ATlASVlLLE, LABORATORIES, ATlASVILLE, LABORATORIES, ATlASVILlE. 0 
BOKSBURG BOKSBURG BOKSBURG d SASS PHARMACEUTICAL SASS PHARMACEUTICAL SABS PHARMACEUTICAL CD 
CHEMISTRY lABORATORY, CHEMISTRY LABORATORY, CHEMISTRY lABORATORY, m 
GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA :D 

FPRR: RECKITT BENCKISER FPRR: RECKITT BENCKISER FPRR: RECKITT BENCKISER 
!\) 
0 

PHARMACEUTICAlS(PTY) LTD, PHARMACEUTICALS(PTY) PHARMACEUTICALS (PTY) LTD, ... 
ELANOSFONTEIN LTD, ElANOSFONTEIN ELANDSFONTEIN 

SheIf.frfe: 24monlhs Shelf-life: 24monlhs SheIf-lite: 24 months 

Date of registJation: 5 AUGUST 2011 Date of registJation: 5 AUGUST 2011 Date of regislralion: 5 AUGUST 2011 



MRF15 MRF15 

Registration number: A3611 1.1010447 ReglSlration number: 

Name of mediCine: GAVISCON 500 PEPPERMINT Name of medicine: 

Dosage form: TABLET Dosage form: 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: 

SODIUM ALGINATE 500,0 mg 
SODIUM BICARBONATE 
267,0 mg 
CALCIUM CARBONATE 
160,Omg 

Conditions of registration: 1.2, 3. 4, 5,6 Condttions of registration: 

Applicant: RECKITT BENCKISER Applicant: 

PHARMACEUTICALS (PTY)L TO 

Manufacturer: RECKITT BENCKISER Manufacturer: 

HEAL THCARE (UK) LIMITED, 
HULL, NORTHUMBERSIDE, UK 

Packer. RECKITT BENCKISER Packer. 

HEALTHCARE (UK) LIMITED, 
HULL. NORTHUMBERSIDE, UK 

laboratory: FPRC: RECKITT BENCKISER Laboratory: FPRC: 

HEALTHCARE (UK) LIMITED, 
HUU, NORTHUMBERSIDE. UK 
CONSULTING CHEMICAL 
LABORATORIES, ATLASVILLE. 
BOKSBURG 
SABSPHARMACEunCAL 
CHEMISTRY LABORATORY, 
GROENKLOOF. PRETORIA 

FPRR: RECKITT BENCKISER FPRR: 

PHARMACEUTICALS(PTY) LTO. 
ELANDSFONTEIN 

Shelf.Jife: 24 months She1f.Jifa: 

Date of registlation: 5 AUGUST 2011 Date of regiSlration: 

A381410540 

CARBOCAINE A 2 0/0 
(1 :100000) 

TABLET 

EACH 1.6 ml CONTAINS: 
MEPIVACAINE HC136,0 mg 
ADRENALINE 18,0 J.l9 

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

ADCOCK INGRAM LIMITED 

PHARMA-Q (PrY) L TO, 
INDUSTRIA. 
JOHANNESBURG 

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

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

ADCOCK INGRAM 
LIMITED. ERAND 
GARDENS, MIDRAND 

24 months 

5 AUGUST 2011 

MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer. 

Packer: 

Labomtory: FPRC 

FPRR: 

She1f.Jife: 

Date of registration: 

A3814f0541 

CARBOCAINE A 2 % 
(1:200 000) 

TABLET 

EACH 1.8 ml CONTAINS: 
MEPIVACAINE HCI 
36.0mg 
ADRENALINE 9,0 \1g 

1,2.3.4,5,6,7 

ADCOCK INGRAM 
LIMITED 

PHARMA-Q (PTY) LTD, 
INDUSTRIA, 
JOHANNESBURG 

PHARMA-Q (PrY) LTO. 
INDUSTRIA. 
JOHANNESBURG 

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

ADCOCK INGRAM 
LIMITED. ERAND 
GARDENS, MIDRAND 

24 months 

5 AUGUST 2011 
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MRF 15 MRF15 MRF 15 w 
~ 

Registration number. MO/l1 ,5/0050 Registration number. A4011 ,210345 Registtation number: A40/l.210346 -..j 
0 

Name of medicine: SENOKOT OS 15 mg Name of medicine: TlMALIUM 25 mg Name of medicine: MELINOR 25 mg 
I\) 

Dosage form: TABLET Dosage form: TABLET Oosage form; TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS 
SENNOSIDES A & B EQUIVALENT AGOMELATINE 25,Omg AGOMELATINE 25,Omg 
TO SENNOSIDE B 15,Omg 

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

Applicant: RECKITT BENCKISER Applicant: EGIS PHARMACEUTICALS SA Applicant: BIOGMAN SA (PrY) L TO 
PHARMACEUTICAlS (PrY) l TO (PTY)lTO 

Q 
Manufacturer: RECKITT BENCKISER Manufacturer. LES lASORATOIRES SERVIER Manufacturer: lES LABORATOIRES SERVIER 0 

HEALTHCARE,HULl,EAST INOUSTRIE, GIOIE, FRANCE INDUSTRIE, GIOIE, FRANCE < 
YORKSHIRE, UK SERVIER (IRELAND) INDUSTRIES SERVIER (IRElAND) m 

lTD.,ARKlOW, IRELAND INDUSTRIES LTO., ARKlOW, JJ 
IRElAND Z s:: 

Packer: RECKITT BENCKISER Packer. LES LABORATOIRES SERVIER Packer: LES LABORATOIRES SERVIER m 
HEAL THCARE, HULL, EAST INDUSTRIE, GIDIE, FRANCE INDUSTRIE, GIDIE, FRANCE Z 
YORKSHIRE, UK SERVIER (IRElAND) INDUSTRIES SERVIER (IRELAND) -i 

l TO., ARKlOW, IRELAND INDUSTRIES LTO., ARKlOW, Q 
TECHNIKON LABORATORIES IRElAND » 
(PrY) LTD, ROBERTVILLE, TECHNIKON LABORATORIES N 
FLORIDA, RSA (PrY) LTD, ROBERTVILLE, m 

FLORIDA, RSA ~ 
laboratory: FPRC: RECKITT BENCKISER Laboratory: LES LABORA TOIRES SERVIER laboratory: FPRC LES lASORA TOIRES SERVIER !" 

HEAlTHCARE,HULL, EAST FPRC: INDUSTRIE, GIDIE, FRANCE INDUSTRIE, GIDIE, FRANCE I\) 

YORKSHIRE, UK SERVIER (IRELAND) INDUSTRIES SERVIER (IRELAND) CD 

CONSULTING CHEMICAL l TO., ARKlOW, IRELAND INDUSTRIES L TO., ARKlOW, 0 
lASORA TORIES, A TLASVILLE. IRELAND 0 
BOKSBURG 0 SABS PHARMACEUTICAL 
CHEMISTRY LABORATORY, til 
GROENKlOOF, PRETORIA m 

JJ 
FPRCIFPRR: RECKITT BENCKISER FPRR: EGIS PHARMACEUTICALS SA FPRR: BIOGARAN SA (PrY)lTO, I\) 

PHARMACEUTICAlS, (PrY) l TO, RIVONIA RIVONIA 0 ...... 
ELANDSFONTEIN. KEMPTON PARK 

Shelf.Jife: 24 months Shelf-life: 24 months Shelf-life: 24 months 

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



MRF 15 MRF15 MRF 15 

Registration number: A4OI1.210347 Registration number. A40111.10/0512 Registration number. A40120.1.110774 

Name of medicine: VALDOXANE 25 mg Name of medicine: GAVISCON TABLETS COOLMINT Name of medicine; AURO-CEFALEXIN CAPSULES 
250mg 

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

Active ingredients; EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH CAPSULE CONTAINS: 
AGOMELATINE 25,Omg SODIUM ALGINATE 250.0 mg CEFALEXIN MONOHYDRATE 

EQUIVALENT TO CEFALEXIN 
250,Omg 

Cond~ions of regislration: 1,2, 3, 4, 5, 6, 7 Cond~ions of registration: 1, 2, 3, 4, 5, 6, a CondHions of registration: 1,2,3,4,5,6.7 

Applicant SERVIER LABORATORIES SA (PTY) Applicant RECKnT BENCKlSER Applicanl: AUROBINDO PHARMA (PTY) 
LTD PHARMACEUTICALS (PTY) LTD LTD 

C/) 

Manufacturer. LES LABORA TOIRES SERVIER Manufacturer. RECKlTT BENCKlSER Manufacturer. AUROBINOO PHARMA LIMITED, )1 
II'I'lUSTRIE, GIDIE, FRANCE HEAL THCARE (UK) LTD. HULL, UNIT VI,PATANCHERU 
SERVIER (IRB..ANO) INDUSTRIES EAST YORKSHIRE. UK MANDAL, MEOAK DISTRICT, ~ 
LTD .. ARKLOW,IRELANO ANOHRA PRADESH, INDIA (J) 

Packer: LES LABORATOlRES SERVIER AUROBINOO PHARMA LIMITED, '" Packer: RECKnT BENCKlSER Packer. 0 
INDUSTRlE, GIDIE, FRANCE HEAL THCARE (UK) LTD, HULL, UNIT VI, PAT ANCHERU m 
SERVIER (IRB..AND) INDUSTRIES EAST YORKSHIRE, UK MANOAL, MEDAK DISTRICT, II 
LTD., ARKl.OW, IRElAND ANDHRA PRADESH, INOlA }>-

TECHN1KON LABORATORIES (PlY) Z 
LTD. ROBERTVILLE, FlORIDA, RSA .:-I 

laboraloljl: FPRC: LES LABORAT01RES SERVIER Labolaloljl: RECKnT BENCKlSER laboratory: FPRC AUR08INDO PHARMA LIMITED, 
I\) 
CO 

INOUSTRfE, GIDIE, FRANCE FPRC: HEALTHCARE (UK) LTD. HULL. UNIT VI,PATANCHERU 0 
SERViER (IRB..AND) INDUSTRIES EAST YORKSHIRE, UK MANDAL, MEDAK DISTRICT, 

a LTD., ARKl.OW. IRELAND RECKlTT BENCKISER ANDHRA PRADESH, INOlA 
PHARMACEUTICALS (PTY) LTD, 
ELANDSFONTEIN III 
CONSULTING CHEMICAL m 
LABORATORIES, ATLASVILLE, II 
BOKSBURG I\) 

SABSPHARMACEUTICAL 0 ... 
CHEMISTRY LABORATORY, ..... 
GROENKILOOF, PRETORIA 

FPRR: SERViER LABORATORIES SA (PrY) FPRR: RECKlTT BENCKlSER FPRR: AUROBINOO PHARMA, 
LTD. RIVONlA PHARMACEUTICALS(PTY) LTD, MEYERSOAL,JOHANNESBURG 

ELANDSFONTEIN, KEMPTON 
PARK,RSA 

Shelf~i1e: 24 months SheIf~i1e: 24 mon1hs (Provisional) Shelf·life: 24 mon1hs 

Dale of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 
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MRF15 MRF15 MRF 15 

I/~ Registla1lon number: A40120, 1,1/0775 Registration number: 41",1,310083 Registration number: 41",1.3/0087 

Name of medicine: AURO-CEFALEXIN CAPSULES 500 Nama 01 medicine: LOTENSIN CO 50 TABLETS Name 01 medicine: LOSACAR CO 50112.5 
,I mg I 

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

Active ingredients: EACH CAPSULE CONTAINS; Active ingredients; EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
CEFALEXIN MONOHYORATE LOSARTAN POTASSIUM LOSARTAN POTASSIUM 
EQUIVALENT TO CEFALEXIN 500,0 50,0 mg 50,0 mg 
mg HYOROCHLOROTH~DE HYDROCHLOROTHIAZIDE 

12,5mg 12,5 mg 

Conditions 01 registration: 1,2.3.4,5,6.7 Conditions 01 registration: 1,2,3,4,5,6,7 Condrtions 01 registration: 1,2,3,4,5,6,7 
G) 

Applicant: AUROBINDO PHARMA (pTY) LTD Applicant: ZVOUS HEAL THCARE SA (PTY) Applicant: ZVOUS HEAL THCARE SA (PTY) 0 
LTD LTD < m 

Manufadurer. AUROBINDD PHARMA LIMITED. Manufadurer: ZVOUS CADILA HEAL THCARE Manufacturer; ZVDUS CADILA HEALTHCARE :D 
UNIT VI, PATANCHERU MANDAL, LIMITED. MORAIYA. SANAND. LTD AHMEDABAD,INDIA Z 
MEDAK DISTRICT. ANDHRA AHMEDABAD, INDIA ~ 
PRADESH. INDIA m 

Z 
Packer. AUROBINDO PHARMA LIMITED, Pacl<er. ZVOUS CADILA HEAL THCARE Pacl<er: ZVDUS CADILA HEAL THCARE -i 

UNIT VI.PATANCHERU MANDAL. LIMITED. MORAIYA. SANAND. LTDAHMEDABAO,INDIA G) 
MEDAK DISTRICT. ANDHRA AHMEDABAO. INDIA » 
PRADESH. INDIA N 

ZVOUS CADILA HEAL THCARE 
m 

Labotalory: FPRC: AUROBINDD PHARMA LIMITED. Laboratory: Laboratory: FPRC ZVOUS CADILA HEAL THCARE :j UNIT VI.PATANCHERU MANDAL, FPRC: LIMITED. MORAIYA. SANAND, LTD AHMEDABAD. INDIA 
MEDAK DISTRICT, ANDHRA AHMEDABAD, INDIA INSTlTUTE FOR !" 
PRADESH, INDIA INSTITUTE FOR PHARMACEUTICAL AND I\) 

PHARMACEUTICAL AND CHEMICAL SERVICES. (l) 

CHEMICAL SERVICES. DEKGRAS ROAD, 0 SIVERTONOALE SllVERTONDALE, RETORIA 0 RESEARCH INSTITUTE FOR RESEARCH INSTITUTE FOR -i 
INDUSTRIAL PHARMACY, NORTH INDUSTRIAL PHARMACY, 0 
\/VEST UNIVERSITY, N8RTH \/VEST UNIVERSITY, to 
POTCHEFSTROOM P TSCHEFSTRODM m 

:D 
FPRR: AUROIIINDO PHARMA, FPRR: ZVOUS HEAL THCARE SA. (PTY) FPRR: ZVOUS AL THeARE SA (PTY) I\) 

MEYERSDAL, JOHANNESBURG LTD, VAN DER HOFF PARK. LTD, POTCHEFSTROOM, RSA 0 
POTCHEFSTROOM ... 

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

Oate of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registratlon: 5 AUGUST 2011 



MRF15 MRF15 

RegistJ:ation number: 41120.1.110112 Registration number: 

Name of medicine: AURO CEFADROXlL CAPSULES 500 Name of medicine: 
rog 

Dosage form: CAPSULE Dosage form: 

Active ingredients: EACH CAPSULE CONTAINS: Active ingredients: 
CEFADROXJL MONOHYDRATE 
EQUIVALENT TO CEFADROXIL 
SOD,Grog 

Conditions of registnllion: 1,2,3,4,5,6.7,8 Conditions of registration: 

Applicant: AUROBINOO PHARMA (PTY) LTD Applicant: 

Manufadurer: AUROBINOO PHARMA LIMITED. Manufacturer. 
UNIT VI, PATANCHERU MANDAL. 
MEDAK DISTRICT. ANDHRA 
PRADESH. INDIA 

Packer: AUROBINOO PHARMA LIMITED. Packer: 
UNIT VI. PATANCHERU MANDAL, 
MEDAK DISTRICT. ANDHRA 
PRADESH, INOlA 

Labora!ory: FPRC: AUROBINOO PHARMA LIMITED, Laboratory: 
UNITVI. PATANCHERU MANDAL, FPRC; 
MEDAK DISTRICT. ANDHRA 
PRADESH. INDIA 

FPRR: AUROBINDQ PHARMA. FPRR: 
IEYERSDAL. JOHANNESBURG 

Shelf.frfe: 24 monOIs (PnMsionaI) Shelf-life: 

Dale of regisIndion: 5 AUGUST 2011 Date of registration: 

4112.1110255 

ADCD TENYl25l'9fh 

PATCH 

EACH PATCH CONTAINS: 
FENTANYL 25.0 ~gJh 

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

ADCOCK INGRAM LIMITED 

LABORATORIOS BETA SA, 
OVINCIA de La RIOJA, ARGENTINA 

LABORATORIOS BETA SA. 
PROVINCIA de La RIOJA, 
ARGENTINA 

LABORATORIOS BETA SA, 
PROVINCIA de La RIOJA, 
ARGENTINA 
ADCOCK INGRAM HEAL THCARE 
(PTY) LTD, WADEVILLE, 
GERMISTON 
ADCOCK INGRAM HEAL THCARE 
(PTY) LTD CLAYVILLE, 
OUFANTSFONTEIN 

ADCOCK INGRAM HEAL THCARE 
(PTY) LTD, WADEVlLLE. 
GERMISTON 
ADCOCK INGRAM HEALTHCARE 
(PTY) LTD. CLAYVILLE, 
OUFANTSFONTEIN 
ADCOCK INGRAM LTD. ERAND 
GARDENS, MIDRANO 

24monIM 

5 AUGUST 2011 

MRF 15 

Registration number. 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration; 

Applicant: 

Manufacturer. 

Packer. 

Laboratory: FPRC 

FPRR; 

Sheff4We: 

Date of registration: 

4112.11/0256 

AOCD TENYL SO II9Ih 

PATCH 

EACH PATCH CONTAINS: 
FENTANYL SO,O II9Ih 

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

ADCOCK INGRAM LIMITED 

LABORATORIOS BETA SA, 
PROVINCIA de La RIOJA, 
ARGENTINA 

LABORATORIOS BETA SA. 
PROVINCIA de La RIOJA, 
ARGENTINA 

LABORATORIOS BETA SA. 
PROVINCIA de La RIOJA, 
ARGENTINA 
ADCDCK INGRAM 
HEALTHCARE (PlY) LTD. 
WADEVILLE, GERMISTON 
ADCOCK INGRAM 
HEALTHCARE (PlY) LTD 
CLAYVILLE.OUFANTSFONTEIN 

ADCOCK INGRAM 
HEAL THCARE (PlY) LTD. 
WADEVILLE, GERMISTON 
ADCOCK INGRAM 
HEALTHCARE (PTY) LTD. 
CLAYVILLE, OUFANTSFONTEIN 
ADCOCK INGRAM LTD. ERAND 
GARDENS. MIDRAN:I 

24mon1hs 

5 AUGUST 2011 
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MRF 15 MRF15 
0 

MRF15 
eN 

Registration number. 4112.11/0257 Registration number: 4112.1110258 Regis1Jation number. 4112610415 
.j:. 
"'-I 

Name of medicine: ADCO TENYl 75 Ilgih Name of medicine: ADCO TENYL 100 Ilg/h 
0 

Name of medicine: MITOXANTRON EBEW'E 10 mg I\) 

Dosage form: PATCH Dosage form: PATCH Oosage form: CONCENTRATE FOR 
SOLUTION FOR INFUSION 

Active ingredients: EACH PATCH CONTAINS: Active ingredients: EACH PATCH CONTAINS: Active ingredients: EACH VIAL CONTAINS: 
FENTANYL 75,01lgih FENTANYL 100,Ollgih MITOXANTRONE HCl 

EQUIVALENT TO 
MITOXANTRONE 10,0 mg 

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

Applicant: ADCOCK INGRAM LIMITED Applicant· ADCOCK INGRAM LIMITED Applicant: KEY ONCOLOGICS (PTY) LID G) 

Manufacturer: LABORATORIOS BETA SA. Manufacturer. LABORATORIOS BETA SA., Manufacturer. EBEW'E PHARMA GmbH Nfg.KG. 
0 
< PROVINCIA de La RIOJA, PROVINCIA de La RIOJA. UNTERACH, AUSTRIA m 

ARGENTINA ARGENTINA JJ 
Packer: LABORATORIOS BETA SA. Packer. LABORATORIOS BETA SA., Packer: EBEW'E PHARMA GmbH Nfg.KG. 

Z 
s: PROVINCIA de La RIOJA, PROVINCIA de La RIOJA. UNTERACH, AUSTRIA m ARGENTINA ARGENTINA Z 

laboratory: FPRC: LABORATORIOS BETA SA. Laboratory: LABORATORIOS BETA SA. Laboratory: FPRC EBEW'E PHARMA GmbH Nfg.KG. 
...; 

PROVINCIA de La RIOJA. FPRC: PROVINCIA de La RIOJA. UNTERACH. AUSTRIA G) 
ARGENTINA ARGENTINA MIKROBIOlOGISCHES » 

N ADCOCK INGRAM HEAL THCARE AOCOCK INGRAM HEAL THCARE PRUFLABOR, INNSBRUCK. m (PTY) LTD. WADEVILlE, (PTY) LID. WADEVILlE. AUSTRIA ::t GERMISTON GERMISTON LABOR l+SAG BAD BOCKlET. 
ADCOCK INGRAM HEAL THCARE ADCOCK INGRAM HEAL THCARE GERMANY m 
(PTY) LTD CLAYVILLE. (PTY) lID CLAYVIllE. SABS PHARMACEUTICAL I\) 
OUFANTSFONTEIN OUFANTSFONTEIN CHEMISTRY LABORATORY. 0) 

GROENKLOOF. PRETORIA 0 CONSULTING CHEMICAL () 
LABORATORIES. ATLASVlLlE. b BOKSBURG 

FPRR: ADCOCK INGRAM HEAL THCARE FPRR: AOCOCK INGRAM HEAL THCARE FPRR: KEY ONCOlOGICS. 
OJ 
m 

(PTY) LTD. WADEVILLE. (PTY) LID, WADEVILLE, HOUGHTON. JOHANNESBURG JJ 
GERMISTON GERMISTON 

I\) 
ADCOCK INGRAM HEAL THCARE AOCOCK INGRAM HEAL THCARE 0 
(PTY) L TD.CLAYVILLE. (PTY) LTD,CLAYVILLE. .... 
OLIFANTSFONTEIN OLIFANTSFONTEIN 

..... 
ADCOCK INGRAM LID, ERAND AOCOCK INGRAM LTD. ERAND 
GARDENS. MIDRAND GARDENS. MIDRAND 

SheIf~ife: 24 months Shelf-life: 24 months Shelf.life: 24 months 

Date of registra1ion: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 



MRF15 MRF15 MRF15 

Registration number. 4112610416 Registration number. 41120.2.810451 Reglstnltion number: 41120.1.110646 

Name of medicine: MITOXANTRON EBEWE 20 mg Name of medicine: INVI-RASE 500 Name of medicine: GULF CEfUROXIME 150 

Dosage form: CONCENTRATE FOR SOLUTION Dosage 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 SODIUM 
TO MITOXANTRONE 20.0 mg EQUIVALENT TO EQUIVALENT TO 

SAQUINAVIR Soo.omg CEfUROXIME 150.0mg 

Cond~ions of regis1ration: 1.2. 3,4. 5, 6, 1 Condrtions of regis1ration: 1, 2, 3, 4, 5, 6, 1 Conditions of regis1ration: 1,2,3.4,5,6,7.8 

Applicant: KEY ONCOLOGICS (PTY) L TO Appficant: ROCHE PRODUCTS (PTY) LTD Applicant: GULF DRUG COMPANY (PTY) 
LTD 

(fl 
Manufacturer. EBEWE PHARMA GmbH Nfg.KG, Manufacturer. ROCHE PHARMA SA, MADRID, Manufacturer: LABORATORIO REIG JOFRE, ~ UNTERACH, AUSTRIA SPAIN TOLEDO, SPAIN 

~ Pad<er: EBEWE PHARMA GmbH Nfg.KG, Pad<er: ROCHE PHARMA SA, MADRID, Pad<er: LABORATORIO REIG JOFRE, (fl 
UNTERACH, AUSTRIA SPAIN TOLEDO, SPAIN 

'" F. HOFFMANN-lA ROCHE L TO, OIVPHARM MANUFACTURING 0 
KAISERAUGST SWITZERLAND & PACKAGING, LONGDALE, m 

JOHANNESBURG II 
TECHNIKON LABORATORIES, » 
ROBERTVILLE, FLORIDA, RSA Z 

Laboralofy: FPRC: EBEWE PHARMA GmbH Nfg.KG, Laboratory: FPRC LABORATORIO REIG JOFRE, 
:-i 

Laboratory: ROCHE PHARMA SA. MADRID, I\) 
UNTERACH. AUSTRIA FPRC: SPAIN TOLEDO. SPAIN (Xl 

MIKROBIOlOGISCHES F. HOFFMANN-lA ROCHE LTD, SABS PHARMACEUTICAL 0 PRUFLABOR, INNSBRUCK, BASEL, SWITZERLANO CHEMISTRY LABORATORY, 
AUSTRIA GROENKLOOF. PRETORIA ~ LABOR L +SAG BAD BOCKLET, CONSULTING CHEMICAL 
GERMANY LABORATORIES, ATLASVILLE. III 
SABS PHARMACEUTICAL BOKSBURG m 
CHEMISTRY LABORATORY. PHARMA..Q (PTY) L TO, II 
GROENKLOOF, PRETORIA INDUSTRIAL WEST, I\) 

CONSULTING CHEMICAL JOHANNESBURG 0 
lABORATORIES, ATLASVlLLE. INSTITUTE FOR .... 
BOKSBURG PHARMACEUTICAL SERVICES. 

SIL VERTONOALE. PRETORIA. 
RSA 
CONSULTING 
MICROBIOLOGICAL 
LABORATORY (PTY) LTD. 
BEYERSPARK. RSA 

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

NORTHLANOS. RSA OlRBAN 

SheIf..!ife: 24 months Shelf-flfa: 36 months SIletf.Iife: 24 months (Provisional) 
Z 

Date of reglstnIIion: 5 AUGUST 2011 Dale of regisIIation: 5 AUGUST 2011 Dale fA regis1Jation: 5 AUGUST 2011 ? 
W .,.. 
-.,J 
0 
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MRF15 MRF15 MRF 15 ~ 
Co) 

R....-"'-: 4fl21.2m56 Reogistnltion .... -. 41121.2Al8S7 
Registlalion _, 

4112.510848 
.,.. 
.... 

ACCORD GUMEPIRIDE 2 mg 
0 _clf1'IOIIicine: ACCORDGUIoIEPlRIDE 1 trill N ..... otmeclicine: Name of med!dne: TOPIRAN 56 mg III 

Dosage1\:lrm: TABLET Dosage1\:lrm: TABlET Douge fOrm: TABLET 

Activeirge<ftOnlS: E.tai TABLET CONTAINS: _ ingre<fi_: E.tai TABLET CONTAINS: AdM! ingredients. EACH TABLeT CONTAINS: 
GUIoIEPlRfDE 1.0mg GUIoIEPlRIDE 2,Omg TOPIRAMATE SO.O mg 

Con<fIliOnS cI~: 1.2.3.4.5.6.7.8 Conditions of registration: 1.2.3.4.5.6,7.8 Condition. of regislration: 1.2.3,4,5.6.7 

AppIic:ant: ACCORD HEAlTHCARE (PrY) L TO Applicant ACCORD HEAlTHCARE (PlY) L TO Applicant PHARMACARE l TO 

M.8nu!a<:1unIr. IHTAS PHARMACEUTICALS LTD. Manufad1Jre, INTAS PHARMACEUTICAlS LTD. Manufacwrer GENPHARM PHARMACEUTlCAl.S 
IIA'I'OOA. SANANO. AHMEDABAD. INDIA MATOOA. ANAND. AHMEDABAD. INDIA INC .. ET08ICOKE. ONTARIO. 

CANAOA 
G) PHARMACARE L TO. KORSTEN. PE 

ASPEN PHARMACARE EAST 0 
LONDON. WlLSONIA, EAST LONDON < 

IHTASPHARIoIACEUTICAlS LTD. IHTAS PHARMACEUTICAlS LTO. Pa""., m Pad!e1: Pacl<er. GENPHARM PHARMACEUTlCALS JJ MATOOA, SANANO. AHMEDABAD. INDIA MATOOA. SANAND. AHMEDABAD. INDIA INC" ET08ICOKE. ONTARIO. Z CANADA !: PHARMACARE LTD. KaRSTEN. PE 
ASPEN PHARMACARE EAST m 
LONDON. WIlSONIA, EAST LONDON Z 
MC DERMOTT lABORATORIES TIA -f 
GERARD G) 
LABORATORIES. OOIlUN. IRELANO » GENERICS UK LTO., POTTERS BAR. N HERTFOROSHIRE. UK m 

La~Fl'RC: MAS PlW!IoIACEUTlCALS LTD. LaIIoratory: FPRC: IHTAS PHARMACEUTICALS LTD. Labollltory: FPRC GENPHARM PHARMACEl1T1CAlS ~ IoIATOOA, SANANO. AHMEDABAD, INDIA MATOOA. SANl\l'/D. AHMEDABAD. INDIA INC" ET08ICOKE. ONTARIO. !'1 CONSUlTINGCHEMlCAl CONSULTING CHEMICAl. CANADA 
lABORATORIES. Al1AS\/1LLE. I.ABORATORIES. ATLAS\/1LLE. PHARMACARE L TO. KORSTEN. PE III 
IIOI<SIlURG IIOI<SBURG ASPEN PHARIoIACARE EAST GO 

LONDON. WllSONIA. EAST lONIlON 0 SASS PHARMACEUTlCAl. 
CHEMISTRY LABORATORY. 0 
GROENKLOOF. PRETORIA -f 
RESEARCH INSmunE FOR 0 
INDUSTRIAl tIl 
PHARMACY, NORTH WEST m 
UNIllERSrTY. POTCI<4EFSTROOM JJ 

FPRR: ACCORD HEAl THCARE. RIVONIA, RSA FPRR: ACCORD HeALTHCARE. RIVONIA, RSA FPRR: PHARMACARE LTD, KORSTEN, PE III 
0 ASPEN PHARIoIACARE EAST ... 

LONDON, WIlSOMA, EAST lONIlON ... 
PHARMACARE LTD. WOOOIIiIEA.O. 
RSA 

SheII-Ife: 24na1h1<-J St>eII-life: 24manth11~ ShetJ.llfll: 241'1lDn1hs 

Date 01 regioIrIIIon: 5 AUGUST 2011 Dale at regiaInIIicn: 5 AIJGIJST 2011 Date of Algillnltion: 5 AUG\JST 2011 



MRF 15 MRF15 

Registlation number: 4112.5I!l847 RegiS1ralion number: 4112.~ 

Name of medicine: TOPIRAN 100 mg Name of medicine: TOPIRAN 25 mg 

Dosage form: TABLET Dosage form: TABLET 

EACH TABLET CONT AIHS: Active ingredients: EACH TABLET CONTAINS: 
TOPIRAMATE 100.0mg TOPIRAMATE 25.0mg 

Active ingredients: 

Canartions of registration: 1. 2. 3. 4. 5. e. 7 Conditions of registration: 1.2. 3, 4. S, 6. 7 

Applicant: PHARMACARE LTD Applicant: PHARMACARE LTD 

GENPHARM PHARMACEUTICALS INC., Manufacturer: GENPHARM PHARMACEUTICALS INC. 
ETOSICOKE. ONTARIO. CANADA ETOBICOKE. ONTARIO. CANADA 

Manufacturer: 

PHARMACARELTO.KORSTEN.PE PHARMACAREL1D. KORSTEN. PE 
ASPEN PHARMACARE EAST LONDON, ASPEN PHARMACARE EAST LONDON. 
WlLSONiA, EAST LONDON WlLSONIA. EAST LONDON 

Packer: GENPHARM PHARMACEUTICALS INC .. Packer. GENPHARM PHARMACEUTICAlS INC .. 
ETOBICOKE. ONTARIO. CANADA ETOBICOKE, ONTARIO, CANADA 
PHARMACARE LTO. KORSTEN. PE PHARMACARE LTO. KaRSTEN. PE 
ASPEN PHARMACARE EAST LONDON, ASPEN PHARMACARE EAST LONDON, 
WlLSONIA. EAST LONDON WlLSONIA. EAST LONDON 
Me DERMOTT LABORATORIES TIA MC DERMOTT LABORATORIES TIA 
GERARD GERARD 
LABORATORIES. DUBLIN. IRELAND LABORATORIES. DUBLIN. IRELAND 
GENERICS UK L TO., POTTERS BAR. GENERICS UK LTD., POTTERS BAR, 
HERTFORDSHIRE. UK HERTI'OROSHIRE, UK 

GENPHARM PHARMACEUTICAlS INC .. Laboratory: FPRC: GENPHARM PHARMACEUTICALS INC. 
ET08ICOKE. ONTARIO, CANADA ETOBICOKE, ONTARIO, CANAOA 

Laboratory: FPRC: 

PHARMACARELTO.KORSTEN,PE PHARMACARE LTD. KORSTEN. PE 
ASPEN PHARMACARE EAST LONDON. ASPEN PHARMACARE EAST LONDON, 
WlLSONIA. EAST LONDON WlLSONIA. EAST LONDON 
SASS PHARMACEUTICAL CHEMISTRY SASS PHARMACEUTICAL CHEMISTRY 
lABORATORY, GROENKLOOF, PRETORIA LABORATORY, GROENKLOOF. 
RESEARCH INSTITUTE FOR INDUSTRIAl PRETORIA 
PHARMACY, NORTH WIEST UNIVERSITY. RESEARCH INSTITUTE FORINOUSTRIAl 
POTCHEfSTROOM PHARMACY, NORTH WEST UNIVERSITY. 

POTCHEfSTROOM 

FPRR: PHARMACARELTD,KORSTEN,PE FPRR: PHARMACARE LTD, KaRSTEN, PE 
ASPEN PHARMACARE EAST LONCON. ASPEN PHARMACARE EAST LONDON, 
WlLSONIA. EAST LONDON WlLSONIA. EAST LONDON 
PHARMACARE LTO, WOOOMEAO. RSA PHARMACARE LIMITED. WOOOMEAO, 

RSA 

ShelHife: 24,.,._ Shelf-fife: 241'/1CCl11\s 

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

MRF15 

Registlation number: 41/2.510859 

Name of medicine: TOPIRAN 200 mg 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS. 
TOPIRAMATE 200.0mg 

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

Applicant: PHARMACARE LTO 

Manufacturer: GENPHARM PHARMACEUTICALS 
INC .• ETOSICOKE. ONTARIO. 
CAlWJA 
Ptt\RMACARE L TO. KORSTEN. PE 
ASPEN PHARMACARE EAST 
LoNDON. WllSONIA. EAST LONDON 

Packer: GENPHARM PHARMACEUTICALS 
INC:., ETOB!COKE. ONTARIO, 
CANADA 
PHARMACARE L TO, KORSTEN. PE 
ASPEN PHARMACARE EAST 
LONCON. WllSONIA. EAST LONDON 
MC OERMOTT LASORATORIES TIA 
GERARD 
LABORATORIES, DUBLIN. IRELAND 
GENERICS UK L TO .. POTTERS BAR. 
HERTI'OROSHIRE. UK 

GENPHARM PHARMACEUTICAlS Laboratory: FPRC 
INC" ETOBICOKE, ONTARIO, 
CANAOA 
PHARMACARE L TO, KORSTEN. PE 
ASPEN PHARMACARE EAST 
LONCON, WlLSONIA. EAST LONCON 
SASS PHARMACEUTICAL 
CHEMISTRY LABORATORY. 
GROENKLDOF. PRETORIA 
RESEARCH INSTITUTE FOR 
INDUSTRIAl PHARMACY, NORTH 
WEST UNIVERSITY. 
POTCHEFSTRODM 

FPRR: PHARMACARE LTD, KORSTEN, PE 
ASPEN PHARMACARE EAST 
LONDON, WlLSONIA. EAST LONDON 
PHARMACARE L TO. WOODMEAO, 
RSA 

Shelf-life: 24mon!11s 

Date of registration: 5 AUGUST 2011 
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MRF15 MRF15 MRF 15 Ii Registrlltion number. 41n.1.310969 Registration number. 41n.1.310970 Registration number: 41n.1.310971 

Name of medicine: TEKTURNA 150 Name of medicine: TEKTURNA 300 Name of medicine: RASILEZ 150 

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 
to Aliskiren 150,0 mg equivalent to equivalent to 

Aliskiren 300,0 mg Aliskiren 150,0 mg 

Conditions of registration: 1,2,3,4.5.6,7 Conditions of registration: 1,2,3,4,5,6,7 Conditions of registration: 1. 2. 3, 4, 5, 6, 7 

Applicant: NOVARTlS SA (PlY) L TO Applicant NOVARTIS SA (PTY) LTD Applicant: NOVARTIS SA (PlY) L TO Q 
0 Manufacturer: NOVARTlS PHARMA STEIN AG. Manufadurer: NOVARTIS PHARMA STEIN Manufacturer. NOVARTIS PHARMA STEIN < 

STEIN, SWITZERLAND AG. STEIN, SWITZERLAND AG, STEIN, SWITZERLAND m 
::u 

Pacl<er: NOVARllS PHARMA STEIN AG. Packer. NOVARTIS PHARMA STEIN Packer. NOVARTIS PHARMA STEIN Z 
STEIN, SWITZERLAND AG. STEIN, SWITZERLAND AG, STEIN, SWITZERLAND 3: 
ALLPACK GROUP AG, ALLPACK GROUP AG, ALLPACK GROUP AG. m 

Z REINACH. SWITZERlAND REINACH. SWITZERLAND RElNACH, SWITZERLAND -l 
KONAPHARMA AG, PRATTELN, KONAPHARMA AG, KONAPHARMA AG. Q 
SWITZERlAND PRATTELN,SWlTZERLAND PRATTELN, SWITZERlAND j!;j IVERs-t.EE AG. BURGHOF, IVERS-LEE AG, BURGHOF. IVERS-LEE AG. BURGHOF, m SWITZERlAND SWITZERLAND SWITZERLAND 

::f NOVARTlS SA. SPARTAN, NOVARTIS SA. SPARTAN. NOVARTIS SA. SPARTAN, 
KEMPTON PARK KEMPTON PARK KEMPTON PARK .fI1 

laboratory: FPRC: NOVARllS PHARMA STEIN AG, 1..abofatoIy: FPRC: NOVARTIS PHARMA STEIN LaIloralory: FPRC NOVARTlS PHARMA STEIN 
I\) 
(l) 

STEIN. SWITZERLAND AG. STEIN. SWITZERlAND AG, STEIN, SWITZERLAND 0 NOVARTlS PHARMANAl YTlCA NOVARTIS PHARMANAL YTICA NOVARTlS () 
SA, LOCARNO. SWITZERlAND SA. LOCARNO, SWITZERlAND PHARMANAL YTlCA SA, -l 
NOVARTlS SA. SPARTAN, NOVARTIS SA, SPARTAN, LOCARNO, SWITZERlAND 0 

OJ KEMPTON PARK KEMPTON PARK NOVARTIS SA, SPARTAN. m 
KEMPTON PARK ::u 

FPRR: NOVARTlS SA (PlY) l TO. FPRR: NOVARTlS SA (PlY) LTD. FPRR: NOVARTIS SA (PlY) LTD. 
I\) 
0 

SPARTAN. KEMPTON PARK SPARTAN. KEMPTON PARK SPARTAN. KEMPTON PARK ..... ..... 

Shelf-life: 24monlhs Shelf-life: 24 months Shelf:.frfe: 24monlhs 

Date of regislnltion: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Dale of registration: 5 AUGUST 2011 



MRF 15 MRF15 MRF 15 

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

Name 01 medicine: RASILEZ300 Name 01 medicine: SPEC-LOSARTAN CO 50 Name of medicine: SPEC-LOSARTAN CO 100 

Dosage loon: TABLET Oosagefol1l1: TABLET Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
Aliskiren hemifumarate equivalent LOSARTAN POTASSIUM LOSARTAN POTASSIUM 
to Aliskiren 300,0 mg 50,Omg 100.0 mg 

HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE 
12.5mg 25.0mg 

Cond~ions 01 registration: 1.2,3.4,5.6,7 Cond~ions of registration: 1. 2. 3, 4. 5. 6, 7 Cond~ions 01 registration: 1.2,3,4,5,6.7 

Applicant NOVARTIS SA (PlY) L TO Applicant: SPECPHARM (PrY) LTD Applicant: SPECPHARM (PrY) L TO 
(J) 

Manufacturer: NOVARTIS PHARMA STEIN AG, Manufacturer. SPECIFAR SA, ATHENS, Manufacturer: SPECIFAR SA, ATHENS, ~ STEIN, SWITZERLAND GREECE GREECE 
~ 

Packer. NOVARTIS PHARMA STEIN AG, Packer: SPECIFAR SA, ATHENS, Packer: SPECIFAR SA., ATHENS, (J) 

STEIN. SWITZERLAND GREECE GREECE " ALlPACK GROUP AG, SPECPHARM HOLDINGS SPECPHARM HOLDINGS 0 
m 

REINACH, SWITZERLAND (PrY) LTD, HALFWAY HOUSE, (PrY) LTO. HAlFWAY ::II 
KONAPHARMA AG, PRATTELN, MIDRAND HOUSE, MIDRAND » 
SWITZERLAND DIVPHARM MANUFACTURING DIVPHARM Z 

IVERS-LEE AG, BURGHOF, & PACKAGING (PlY) L TO, MANUFACTURING & .:-i 
SWITZERLAND INDUSTRIA, JOHANNESBURG PACKAGING (PrY) L TO, 1\) 

CD 
NOVARTIS SA. SPARTAN, INDUSTRIA, 0 
KEMPTON PARK JOHANNESBURG 

" Laboratory: FPRC: NOVARTIS PHARMA STEIN AG, Laboratory: FPRC: SPECIFAR SA, ATHENS, laboratory: FPRC SPECIFAR SA., ATHENS, d 
STEIN, SWITZERLAND GREECE GREECE III 
NOVARTIS PHARMANAl YnCA SPECPHARM HOLDINGS SPECPHARM HOLDINGS m 
SA. LOCARNO, SWITZERLAND (PrY) LTO, HALFWAY HOUSE, (PrY)LTO, HAlFWAY ::II 

NOVARTIS SA. SPARTAN, MIDRAND HOUSE, MIDRAND 1\) 
0 

KEMPTON PARK CONSULTING CHEMICAL CONSULTING CHEMICAL .... 
LABORATORY ATlASVlLLE, LABORATORY. 
BOKSBURG ATlASVlLLE, BOKSBURG 

FPRR: NOVARTIS SA (PlY) L TO, FPRR: SPECPHARM (PlY) L TO, FPRR: SPECPHARM (PTY) L TO, 
SPARTAN. KEMPTON PARK $ANDTON. GAUTENG SANDTON.GAUTENG 

She!f.jife: 24 months She!f-life: 24 months She/f.jife: 24 months 

Date 01 regisltation: 5 AUGUST 2011 Date 01 regislration: 5 AUGUST 2011 Date 01 registration: 5 AUGUST 2011 

I 
Z 
? 
c.> 
~ 
..,.j 
0 
1\) 

Co) 
Co) 



W 
41> 

Z 
MRF 15 MRF15 MRF15 I; RegiSlnltion number: 41120.1.1/1020 Registration number. 41120.1.111021 RegisImIIon number. 41120.1.111022 ~ 
Name of medicine: AUSVANIC-250 Name of medicine: AUSVANIC-500 Name of medidne: LEVOSTEL-250 I\) 

Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET 
Active ingredients: EACH TABLET CONTAINS; Active ingredients; EACH TABLET CONTAINS; Active ingredients: EACH TABLET CONTAINS: 

LEVOFLOXACIN LEVOFLOXACIN LEVOFLOXACIN 
HEMIHYDRATE EQUIVALENT HEMIHYDRA TE EQUIVALENT HEMIHYORATE 
TO LEVOFLOXACIN 250.0 mg TO LEVOFLOXACIN 500,0 mg EQUIVALENT TO 

LEVOFLOXACIN 250.0 mg 
Conditions of registtBtion: 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 G> 
Applicant: AUSTELL LABORATORIES Appficant: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES 0 

(PTY)LTO (PTY) LTD (PTY) LTD < m 
Manufacturer. IPCA LABORATORIES LIMITED. Manufac:lurer. IPCA LABORATORIES Manufaclurer. IPCA LABORATORIES II 

Z PLOT NO. 255/1 LIMITED. PLOT NO. 255/1 LIMITED, PLOT NO. 25511 3: DADRA AND NAGAR HAVEl!, DADRAAND NAGAR HAVEl!, DAORA AND NAGAR m 
INDIA INDIA HAVELI, INDIA Z 

-I 
Packet: IPCA lABORATORIES LIMITED, PaCker. IPCA lABORATORIES Padter. IPCA lABORATORIES G> PLOT NO. 25511 l!MITED, PLOT NO. 25511 LIMITED, PLOT NO. 25511 ~ DADRA AND NAGAR HAVEl!, DADRA AND NAGAR HAVEl!, DADRA AND NAGAR 

INDIA INDIA HAVELI,INDIA m 
:j 

laboratory: FPRC: IPCA lABORATORIES LIMITED, Laboratory: FPRC: IPCA LABORATORIES Laboratory: FPRC IPCA LABORATORIES !" PLOT NO. 25511 DADRA AND LIMITED, PLOT NO. 25511 LIMITED, PLOT NO. 25511 I\) NAGAR HAVELI, INDIA DADRA AND NAGAR HAVElI, DADRA AND NAGAR CD 
SABS PHARMACEUTICAL INDIA HAVELI, INDIA 0 CHEMISTRY LABORATORY, SABS PHARMACEUTICAL SABS PHARMACEUTICAL () 
GROENKLOOF, PRETORIA CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, d INSTITUTE FOR GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA 
PHARMACEUTICAL SERVICES, INSTITUTE FOR INSTITUTE FOR m 

m SILVERTONDALE, PRETORIA PHARMACEUTICAL PHARMACEUTICAL II 
SERVICES, SIL VERTONDALE, SERVICES, !\) 
PRETORIA SILVERTONDALE, 0 ... 

PRETORIA .... 
FPRR: AUSTELL lABORATORIES FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES 

(PTY) L TO, SPRINGFIELD, (PlY} L TO. SPRINGFIELD. (PT¥) L TO. SPRINGFIELD, 
JOHANNESBURG JOHANNESBURG JOHANNESBURG 

SheIr-life: 24 months (Provisional) Shelf.life: 24 months (Provisional) SheIf~iIe: 24monlhs 
(Provisional) 

Dale of registrlltion: 5 AUGUST 2011 Date of registmtIon: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 



MRF15 MRF15 

RegistnIIion number: 41120.1.111023 Registration number. 4112.911130 

Name 01 medicine: lEVOSTEL-500 Name of medicine: JURNISTA 8 mg 

Dosage form: TABLET Dosage form: TABlET 

Active ingredien!s: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LEVOFLOXACIN Hydromorphone HCI 8.0mg 
HEMIHYDRATE EQUIVALENT 
TO lEVOFlOXACIN 500.0 mg 

Cortd'ltions of registration: 1.2,3.4,5,6,7,8 Condrtions of regis1ration: 1,2,3,4,5,6.7 

Applicant: AUSTEU lABORATORIES Applicant: JANSSEN PHARMACEUTICA 
(P1Y)lTD (PlY) LTD 

Manufacturer: IPCA lABORATORIES LIMITED, Manufacturer: AUA CORPORATION. 
PLOT NO. 25511 DADRA AND VACAVIllE, CALIFORNIA, USA 
NAGAR HAVELI. INDIA 

Padter: IPCA lABORATORIES LIMITED. Packer: PSGA - ORTHO-MCNEIL 
PLOT NO. 25511 DADRA AND PHARMACEUTICAL INC., 
NAGAR HAVEU. INDIA MOUNTAINVlEW, 

CALIFORNIA. USA 

Laboratory: FPRC: IPCA lABORATORIES LIMITED. Laboratory: FPRC: JANSSEN PHARMACEUTICA 
PLOT NO. 25511 DADRA AND NY, BEERSE. BELGIUM 
NAGAR HAVEU, INDIA 
SASS PHARMACEUTICAL 
CHEMISTRY lABORATORY. 
GROENI<l..OOF. PRETORIA 
1NS1T1UTE FOR 
PHARMACEUTICAL SERVICES. 
SILVERTONDALE, PRETORIA 

FPRR: AUSTEll lABORATORIES FPRR: JANSSEN PHARMACEUTICA 
(PlY) LTD, SPRINGFIELD. (PlY) LTD, WOODMEAD. 
JOHANNESBURG $ANDTON 

SheIf./ile: 24 mon1hs (Provisional) She1f-life: 24 monthS 

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

MRF 15 

RegistnJtion number: 4112.9/1131 

Name of medicine: JURNISTA 16 mg 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
Hydromorphone HCI 16.0 mg 

Conditions of registration: 1.2.3,4,5,6.7 

Applicant: JANSSEN 
PHARMACEUTICA (PTY) 
LTD 

Manufacturer: AlZA CORPORATION. 
VACAVIllE, CALIFORNIA. 
USA 

Packer: PSGA - ORTHO-MCNEIL 
PHARMACEUTICAL INC., 
MOUNTAINYIEW. 
CALIFORNIA, USA 

Laboratory: FPRC JANSSEN 
PHARMACEUTICA NY. 
BEERSE. BELGIUM 

FPRR: JANSSEN 
PHARMACEUTICA (PTY) 
LTD, WOODMEAD, 
SANDTON 

Shelf·4ife: 24 monthS 

Date of registration: 5 AUGUST 2011 
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MRF 15 MRF15 MRF 15 Ii Registration number. 4112.911132 Registration number. 4112.911133 Registration number. 4112.911136 

Name of medicine: JURNISTA 32 mg Name of medicine: JURNISTA 64 mg Name of medicine: JURNISTA 4 mg 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET 
Hydromorphone HCI 32,0 mg Hydromorphone HCI 64,0 mg CONT AINS:Hydromorphone 

HCI 4,Omg 
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: JANSSEN PHARMACEUTICA Applicant: JANSSEN PHARMACEUTICA Appficant: JANSSEN 
(PTY) LTD (PlY) LTD PHARMACEUTICA (PTY) G> 

LTD 0 
< 

Manufacturer. AI.2A CORPORATION, Manufacturer. ALZA CORPORA Manufacturer. ALZA CORPORATION, m 
Jl VACAVILLE, CALIFORNIA, USA TION. VACAVILLE, VACAVILLE, CALIFORNIA, Z CALIFORNIA, USA USA is: 

Packer: PSGA - ORTHO-MCNEIL Packer: m Packer. PSGA - ORTHQ-MCNEIL PSGA - ORTHQ-MCNEIL Z 
PHARMACEUTICAL INC., PHARMACEUTICAL INC .. PHARMACEUTICAL INC .• -l 
MOUNTAINVIEW, CALIFORNIA, MOUNTAINVIEW. MOUNTAINVIEW, G> 
USA CALIFORNIA. USA CALIFORNIA. USA iei 

Laboratory: FPRC; JANSSENPHARMACEUTICA Laboratory: FPRC: JANSSEN PHARMACEUTICA Laboratory: FPRC JANSSEN m 
NV. BEERSE, BELGIUM NV, BEERSE, BELGIUM PHARMACEUTICA NV, ::1 

BEERSE, BELGIUM m 
FPRR: JANSSEN PHARMACEUTICA FPRR: JANSSENPHARMACEUTICA FPRR: JANSSEN II) 

(t) 
(PlY) LTD. WOODMEAD. (PlY) LTD, WOODMEAD, PHARMACEUTICA (PlY) 0 SANDTON SANDTON LTD, WOODMEAD. 0 

SANDTON -l 
Shelf-life: 24 months Sheif-life: 24 months Shelf-life: 24 months 

0 
CD 

Date of registtation: 5 AUGUST 2011 Date of regillttation: 5 AUGUST2011 Date of reglstra1ion: 5 AUGUST 2011 
m 
Jl 
II) 
0 ..... ... 



MRF 15 MRF15 MRF 15 

Registration number. 4217 .1.310027 Regislralion number. 4217.1.310028 Registration number: 42fl.1.310029 

Name of medicine: AUSTELL LOSARTAN CO Name of medicine: AUSTOZAAR-CO Name of medicine: LORTAN-CO 
TABLETS 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LOSARTAN POTASSIUM LOSARTAN POTASSIUM LOSARTAN POTASSIUM 
EQUNALENT TO EQUIVALENT TO EQUIVALENT TO 
LOSARTAN 50.0 mg LOSARTAN 50.0mg LOSARTAN 50.0 mg 

HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE 
12,5mg 12.5 mg 12.5 mg 

Conditions of regis!tation: 1.2.3,4.5.6,7 Conditions of registration: 1.2.3.4,5.6,7 Cond~ions of registration: 1.2,3.4.5.6,7 (J) 

Applicant: AUSTELL LABORATORIES Applicant: AUSTELL lABORATORIES Applicant: AUSTELL LABORATORIES ~ 
(PTY) LTO (PTY) LTD (PTY) LTD ;.; 

Manufacturer: IPCA LABORATORIES LIMITED. Manufacturer: IPCA lABORATORIES Manufacturer. IPCA LABORATORIES 
(J) 
A 

PLOT NO. 25511 DADRA AND LIMITED, PLOT NO. 25511 LIMITED, PLOT NO. 255/1 0 
NAGAR HAVEU, INDIA DADRA AND NAGAR HAVEU, DADRA AND NAGAR m 

INDIA HAVELI.INDIA J] 
> 

Packer. IPCA LABORATORIES LIMITED. Packer: IPCA LABORATORIES Packer. IPCA LABORATORIES Z 

PLOT NO. 25511 DADRAAND LIMITED. PLOT NO. 255/1 LIMITED. PLOT NO. 25511 .:-t 
NAGAR HAVELI. INDIA DADRA AND NAGAR HAVELI. DADRA AND NAGAR 

I\:) 
<Xl 

INDIA HAVELI. INDIA 0 
LaboIlllDly: FPRC: IPCA lABORATORIES LIMITED. Laboratory: FPRC: IPCA LABORATORIES Laboratory: FPRC IPCA lABORATORIES A 

PLOT NO. 25511 DADRA AND LIMITED. PLOT NO. 255/1 LIMITED, PLOT NO. 25511 b 
NAGAR HAVEL!, INDIA DADRA AND NAGAR HAVEU. OADRA AND NAGAR m 
SABSPHARMACEUTICAL INDIA HAVELI.INDIA m 
CHEMISTRY LABORATORY, SABSPHARMACEUTICAL SASS PHARMACEUTICAL 

J] 

GROENKLOOF.PRETORIA CHEMISTRY LABORATORY. CHEMISTRY LABORATORY. 
I\:) 
0 

INSTITUTE FOR GROENKLOOF, PRETORIA GROENKLOOF. PRETORIA ..... 

PHARMACEUTICAL SERVICES. INST1T\JTE FOR INSTITUTE FOR 
SILVERTONDALE, PRETORIA PHARMACEUTICAL PHARMACEUTICAL 

SERVICES. SILVERTONOALE. SERVICES. 
PRETORIA SILVERTONDALE. 

PRETORIA 

FPRR: AUSTELL lABORATORIES FPRR: AUSTELL LABORATORIES FPRR: AUSTEll LABORATORIES 

(PTY) LTD, SPRINGFIELD, (PTY) LTD, SPRINGFIELD. (PTY) LTD. SPRINGAElD. 

JOHANNESBURG JOHANNESBURG JOHANNESBURG 

Shelf-llfe: 24monlhs SheIf-lIfe: 24 months Shelf-life: 24monlhs 

Date of reglstration: 5 AUGUST 2011 Date of reglstJalion: 5 AUGUST 2011 Date of regislralion: 5 AUGUST 2011 I Z 
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MRF 15 MRF15 MRF15 Ii RegisInIIIon number: 42120.1.210038 Registration number: 42120.1.210039 Registration number: 42120.1.210040 
Name of medicine: METPEN125 Name of medicine: METPEN250 Name of medicine: AUSTELL· PEN VI< 125 
Dosage form: POWDER FOR ORAL Dosage form: POWDER FOR ORAL Dosage form: POWDER FOR ORAL 

SOLUTION SOLUTION SOLUTION 

Active ingreClents: EACH 5.0 ml CONTAINS: Active ingredients: EACH 5.0 ml CONTAINS: Active ingredients: EACH 5,0 ml CONTAINS: 
Pheno)(ymethylpeniclltin Phenoxymethylpenicillin Phenoxymethylpenicilfin 
Potassilll1 equivalent 10 Potassium equivalent to Potassium equivalent to 
Phenoxymethylpenicillin Phenoxymethylpeniclilin PhenoxymethylpeniclUin 
125.0 mg 250.0mg 125,0 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 (j) 
0 

Applicant AUSTElL LASORA TORIES Applicant: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES < 
(PrY) LTD (PTY)LTD (PrY) LID m 

:D 
Manufacturer: IPCA LABORATORIES LIMITED, Manufacturer: IPCA LABORATORIES Manufacturer: IPCA LABORATORIES Z 

~ GANDHIDHAM. GWARAT. LIMITED. GANDHIDHAM. LIMITED. GANDHIDHAM. m INDIA GUJARAT. INDIA GUJARAT. INDIA Z 
-l Padter: IPCA LABORATORIES LIMITED. Packer: IPCA LABORATORIES Packer: IPCA LABORATORIES (j) 

GANDHIDHAM. GUJARA T. LIMITED. GANDHIDHAM. LIMITED. GANDHIDHAM. 
~ INDIA GUJARAT. INDIA GUJARAT.INDIA 
m 

Laboratory: FPRC: IPCA LABORATORIES LIMITED. Laboratory: FPRC: IPCA LABORATORIES Laboratory: FPRC IPCA LABORATORIES ::j 
GANDHIDHAM. GWARAT. LIMITED. GANDHIDHAM. LIMITED. GANDHIDHAM. m 
INDIA GUJARAT.INDIA GUJARAT. INDIA -
SASS PHARMACEUTICAL SABS PHARMACEUTICAL SABS PHARMACEUTICAL 

I\) 
m 

CHEMISTRY LABORATORY. CHEMISTRY LABORATORY. CHEMISTRY LABORATORY, 0 GROENKLOOF. PRETORIA GROENKLOOF. PRETORIA GROENKLOOF. PRETORIA 0 INSTITUTE FOR INSTITUTE FOR INSTITUTE FOR d PHARMACEUTICAL SERVICES. PHARMACEUTICAL PHARMACEUTICAL 
SILVERTONDALE. PRETORIA. SERVICES. SILVERTONDALE, SERVICES. !D 

m RSA PRETORIA. RSA SILVERTONDALE, :D 
PRETORIA. RSA I\) 

0 
FPRR: AUSTElL LABORATORIES FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES .... 

(PrY) L Tn. SPRINGFIELD. (PTY) LTD. SPRINGFIELD. (PrY) LTD. SPRINGFIELD. 
JOHANNESBURG JOHANNESBURG JOHANNESBURG 

Shelf-&fe: 24 months (Provisional) Shelf.life: 24 months (Provisional) Shelf-life: 24 months 
(PrOvisional) 

Dale 01 regisIraIion: 5 AUGUST 2011 Date at registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 



MRF 15 MRF15 MRF 15 
RegisItaIjon number: 42120.1.210041 Registration number: 42121.1210119 Registration number: 4212610152 
Name of medicine: AUSTEll- PEN VI< 250 Name of medicine: ARIGOUNE 0,5 mg Name of medicine: EPICORD10 
Dosage fonn: POWDER FOR ORAL Dosage form: TABLET Dosage form: INJECTION SOLUTION 

Active ingredients: EACH 5.0 ml CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH 1,0 ml SOLUTION Phenoxymelhylpenicillin CABERGOLINE O.5mg CONTAINS: Potassium equivalent to 
EPIRUBICIN Phenoxymelhylpenicillin 
HYDROCHLORIDE 2.0 mg 250,0mg 

Conditions of registration: 1.2.3,4.5.6.7.8 Conditions of registration: 1.2.3.4.5.6.7.8 Condrtions of registration: 1.2.3.4.5.6.7.8 
Applicant: AUSTELL LABORATORIES Applicant: ARROW PHARMA SOUTH Applicant: ACCORD HEALTHCARE Cfl (PTY) LTD AFRICA (PTY) lTD (PTY) LTD ~ Manufacturer: IPCA LABORATORIES LIMITED. Manufacturer: ARROW LABORATORIES. Manufacturer. INTAS !j 

GANDHIDHAM. GUJARAT. CROYDON SOUTH. VICTORIA. PHARMACEUTICALS. Cfl 
A INDIA AUSTRALIA MATODA. SANAND. 0 AHMEDABAD. INDIA m f>ad(er. IPCA LABORATORIES LIMITED. INTAS lJ Packer: ARROW LABORATORIES. Packer: » GANDHIDHAM, GUJARAT. CROYDON SOUTH, VICTORIA. PHARMACEUTICALS. Z INDIA AUSTRALIA MATODA. SANAND. .:-I 

COBALT PHARMACEUTICALS AHMEDABAD. INDIA I\) 

INC .• MISSISSAUGA, CANADA CD 

DlVPHARM MANUFACTURING 0 
A & PACKAGING (PTY) LTD. 

d LONGDALE. INDUSTRIA 
Laboratory: FPRC: OJ IPCA LABORATORIES LIMITED. LaboratOly: FPRC: COBALT PHARMACEUTICALS Laboratory: FPRC INTAS m GANDHIDHAM, GUJARAT, INC., MISSISSAUGA. CANADA PHARMACEUTICALS, lJ INDIA SEDEK AGRIKEM, MATODA, SANAND, I\) 

0 SABS PHARMACEUTICAL KAMEElDRIFT-EAST, AHMEDABAD, INDIA .... CHEMISTRY LABORATORY. PRETORIA CONSULTING CHEMICAL ..... 
GROENKlOOF, PRETORIA 

LABORATORIES. INSTITUTE FOR 
ATLASVlLLE. BOKSBURG PHARMACEUTICAL SERVlCES. 

SILVERTON DALE. PRETORIA, 
RSA 

FPRR: AUSTELL LABORATORIES FPRR: ARROW PHARMA SA (PTY) FPRR: ACCORD HEAL THCARE. (PTY) LTD, SPRINGFIELD, LTD, WOODMEAD RIVONIA. RSA JOHANNESBURG 

Shelf-lne: 24 months (ProviSional) Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) 
Dille of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Dille of registration: 5 AUGUST 2011 Z 
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MRF15 MRF15 MRF 15 !' 
Registration number. 4212610153 Registration number. 42121.1210248 Registration number. 4217 .1.3/0288 W .. 

"'" Name of medicine: ACCORD EPIRUBICIN 10 Name of med'tc:ine: PROSTERID Name of medicine: SARTOC 100125 mg 0 
/I) 

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

Adive ingredients: EACH 1.0 mI SOLUTION CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
EPIRUBICIN HYDROCHLORIDE FINASTERIDE 5.0mg LOSARTAN POTASSIUM 100,0 
2.0mg mg 

HYDROCHLOROTHIAZIDE 25.0 
mg 

Cond~ions of registration: 1.2.3.4.5,6.7,8 Conditions of regislration: 1.2, 3. 4, 5. 6, 7 Conditions of registration: 1. 2. 3. 4. 5, 6. 7 

Applicant 
ACCORD HEAL THCARE (fTfY) LID 

Applicant: PHARMAPLAN (PlY) L TO Applicant: PHARMACARE LIMITED 
G) 

Manufacturer. INTAS PHARMACEUTICALS, TODA. Manufacturer: GIDEON RICHTER L TO. Manufacturer: PHARMATHEN SA ATIIKIS. 0 
SANAND. AHMEDABAD. INDIA BUOAPES~HUNGARY GREECE < 

PHARMACARE LIMITED. PORT m 
ELIZABETH. SA :D 
ASPEN PHARMACARE. EAST Z 
LONDON (PlY) LID. WlLSONIA. :!: 
EAST LONDON. RSA m 

Z 
Packer: INTAS PHARMACEUTICALS. Packer. GIDEON RICHTER LID. Packer. PHARMATHEN SA. ATIIKIS, -I 

MATOCA. SANAND, AHMEDABAD, BUDAPEST. HUNGARY GREECE G> INDIA PHARMACARE LIMITED. PORT » 
ElIZABETH, SA N 
ASPEN PHARMACARE EAST m 
LONDON (PlY) LID, WlLSONIA, ~ EAST LONDON. RSA m 

Laboratory: FPRC: INTAS PHARMACEUTICALS. Laboratory: GIDEON RICHTER LID, Laboratory: FPRC PHARMATHEN SA. ATTlKlS. /I) 
MATODA. SANANO, AHMEDABAD. FPRC: BUDAPEST. HUNGARY GREECE CXl 
INDIA CONSULTING CHEMICAL PHARMACARE LIMITED, PORT 0 CONSULTING CHEMICAL LABORATORIES. A TLASVILLE. ELIZABETH, SA () 
lABORATORIES. ATLASVlLLE, BOKSBURG ASPEN PHARMACARE, EAST a BOK~G LONDON (PlY) LID. WlLSONIA, 

EAST LONDON. RSA !D 
SABS PHARMACEUTICAL m 
CHEMISTRY LABORATORY, :D 
GROENKLOOF. PRETORIA I\) 

RESEARCH INSTITUTE FOR 0 
INDUSTRlAlPHARMACY. 

.... 
NORTH WEST UNIVERSITY, 
POTCHEFSTROOM,RSA 

FPRR: ACCORD HEALTHCARE, RIVONIA. FPRR: PHARMAPLAN (PlY) LID. FPRR: PHARMACARE LIMITED. PORT 
RSA MIDRAND, RSA ELIZABETH. RSA 

ASPEN PHARMACARE EAST 
LONDON (PlY) LID. WlLSONIA, 
EAST LOfllXlN. RSA 
PHARMACARE LID, 
WOOOMEAO, RSA 

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

Date of registration: 5 AUGUST 2011 Dale of registration: 5 AUGUST 2011 Date of regis1ration: 5 AUGUST 2011 



MRF 15 MRF15 

Regis1nllion numlMr 42111.4.310313 Regis1nllion nu_r 4212.6.510330 

Name of medicine: ASPEN PANTOPRAZOLE N Name of medicino: AUROPERDAl 0.5 mg 

Dosage"'nn: POWDER FOR SOLUTION FOR Dosage Ionn: TABLET 
INJECTION 

Active ingre<l,en!S: EACM ViAl CONTAINS: Active ingredien1s: EACH TABLET CONTAINS: 
PANTOPRAZOLE SODIUM RISPERIDONE O.Smg 
SESQUIHYDRATE 
EQUNAlENT TO PANTOPRAZOLE 40,0 
mg 

Conditions .1 regi.lr.ltion: 1,2.3.4,5.6.7. a Conditions 01 registration: 1,2,3,4, 5.6.7.8 

Applicant: PHARMACARE LIMITED Applicant AUROBINDO PHARIAA (PTV) LTD 

Manulaclurer: LASIANA PHARMACEUTICAlS, S.L. U. Manutac:llJrer AUROBINDOPHARMA LTD, UNIT III 
BARCELONA. SPAIN QUTHUaULLAPUR MANDAI... RANGA 

REDDY, ANDHRA PRADESH. INDIA 

PaCl<er. LASlANAPHARMACEUTICAlS, S.LU. PaCI<er: AUROBINDO PHARMA LTD, UNIT lit 
BARCELONA. SPAIN QUTHUBULLAPUR MANDAI... RANGA 
PHARIAACARE LIMITED, KORSTEN. PORT REDDY, ANDHRA PRADESH, INDIA 
EUZABETH. RSA 
ASPEN PHARMACARE EAST LONDON 
(PTY) LTD, WlLSONlA. EAST LONDON, 
RSA 

laboratDty. FPRC: LASIANA PHARMACEUTICAlS. S.L U. laboratory FPRC: AUROBINDO PHARMA LTD. UNIT III 
BARCELONA. SPAIN QUTHUBULLAPUR MANDAI... RANGA 
PHARMACARE LIMITED, PORT REDDY. ANDHRA PRADESH, INDIA 
EUZABETH, SA 
ASPEN PHARMACARE. EAST LONDON 
(PTY) LTD, WlLSONlA. EAST LONDON, 
RSA 
SABS PHARMACEUTICAl. CHEMISTRY 
LABORATORY, GROENKLOOF, PRETORIA. 
RESEARCH INSTlruTE FOR INDUSTRIAl 
PHARMACY, NORTH WIEST UNIVERSITY, 
POTCHEFSTRDOM, RSA 

FPRR: PHARIAACARE UMITEO, PORT FPRR: AUROBINDO PHARMA. MEYERSDAl, 
EUZABETH, RSA JOHANNESBURG 
ASPEN PHARMACARE EAST LONDON 
(PTY) LTD, WlLSONlA. EAST LONDON, 
RSA 
PHARMACARE LTD, WOODMEAD, RSA 

Shlln-llfe: 24 monlll. {PIoYIsional) SheII~iI8: 24 monIIl. (Provlalona6 

Date of registration: 5 AUGUST 2011 Dale 01 registration: 5 AUGUST 2011 

MRF15 

Regl_on number. 4212.6501:>331 

Name of medicine: AUROPERDAl 1 mg 

OosagololT!l: TABLET 

Active Ingredien1s: EACH TABLET CONTAINS 
RISPERIDONE 1,Omg 

Conclltions of regislr.ltion: 1.2,3.4,5,6,7.8 

Applicant AUROBINDO PHARMA (PTV) l TO 

Manulacrurer. AUROBINDO PHARMA LTD. UNIT III 
QUTHUaULLAPUR MANDAl, RANGA 
REDDY, ANDHRA PRADESH, INDIA 

PaCl<.r AUROBINDOPHARMA LTD, UNIT III 
QUTHUBUlLAPUR MANDAl, RANGA 
REDDY. ANDHRA PRADESH, INOlA 

laboratory: FPRC AUROBINDO PHARMA LTD. UNIT III 
QUTHUBULLAPUR MANOAl. RANGA 
REDDY, ANDHRA PRADESH, INOlA 

FPRR: AUROBINDD PHARMA. MEYERSDAI... 
JOHANNESBURG 

SI1eIf..IiIe: 24 months (ProviSIonal) 

Dateof~: 5 AUGUST 2011 
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MRF15 MRF15 Ii RegiSlration number. 4212.6.510332 Registration number. 4212.6.510333 Regisllation number: 4212.6.510334 

Name of mediclne: AUROPERDAL 2 mg Name of medicine: AUROPERDAL 3 mg Name of medicine: AUROPERDAL 4 mg 

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

EACH TABLET CONTAINS: Active ingredients: 
EACH TABLET CONTAINS: 

Active ingredients: Active ingredients: RISPERIDONE 3.0mg EACH TABLET CONTAINS: 
RISPERIDONE 2.0mg RISPERIDONE 4.0mg 

Condrtions of registration: 1,2.3,4,5.6. 7. 8 Conditions of registration: 1.2.3.4.5.6.7.8 Conditions of regiSlration: 1, 2, 3, 4. 5,6, 7, 8 

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

G> 
Manufacturer: AUROBINDO PHARMA L TO, Manufacturer: AUROBINDO PHARMA L TO, Manufacturer. AUROBINDO PHARMA LTD, 0 

UNIT III QUTHUBULLAPUR UNIT III QUTHUBULLAPUR UNIT III QUTHUBULLAPUR < 
MANDAl, RANGA REDDY, MANDAL, RANGA REDDY, MANDAL, RANGA REDDY, m 

:n ANDHRA PRADESH, INDIA ANDHRA PRADESH, INDIA ANDHRA PRADESH. INDIA Z 
Packer: AUROBINDO PHARMA l TO, Packer: AUROBINDO PHARMA LTD, Packer. AUROBINDO PHARMA L TO, ~ 

m UNIT III QUTHUBUlLAPUR UNIT !II QUTHUBULLAPUR UNIT III QUTHUBUlLAPUR Z 
MANDAl, RANGA REDDY, MANDAL, RANGA REDDY, MANDAL, RANGA REDDY, -I 
ANDHRA PRADESH, INDIA ANDHRA PRADESH, INDIA ANDHRA PRADESH, INDIA G> 

AUROBINDO PHARMA LTD, l.aboratory: FPRC » l.aboratory: FPRC: AUROBINDO PHARMA L TO, Laboratory: AUROBINDO PHARMA L TO, N 
UNIT III QUTHUBUlLAPUR FPRC: UNIT III QUTHUBULLAPUR UNIT III QUTHUBULLAPUR m 
MANDAL, RANGA REDDY, MANDAL, RANGA REDDY, MANDAL, RANGA REDDY, =l 
ANDHRA PRADESH, INDIA ANDHRA PRADESH, INDIA ANDHRA PRADESH, INDIA ..m 

FPRR: AUROBINDO PHARMA, FPRR: AUROBINDO PHARMA, FPRR: AUROBINOO PHARMA, I\l 
CO 

MEYERSDAL, JOHANNESBURG MEYERSDAL, MEYERSDAL, 0 JOHANNESBURG JOHANNESBURG () 
-I 

Shelf-life: 24 months (Provisional) Shelf-life: 24 months (PrOvisional) Shelf-life: 24 months 0 
(Provisional) !D 

m 
Date of regiWation: 5 AUGUST 2011 Dale of registration: 5 AUGUST 2011 Dale of registration: 5 AUGUST 2011 :n 

I\l 
0 .... .... 



MRF15 

Registration number: 

Name of medicine: 

Dosage 1onn: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registlation: 

42120.1.110506 

CIPLA AZlTHROMYCIN 500 

TABLET 

EACH TABLET CONTAINS: 
Azithromycin dihydrate equivalent to 
Azithromycin 500.0mg 

1.2.3.4. S. 6. 7. a 
CIPLA LIFE SCIENCES (PTY) L TO 

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

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

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

CIPLA LIFE SCIENCES (PrY) L TO, 
ROSENPARK, BELLVIlLE, SOUTH 
AFRICA 

24 montha (Provisional) 

S AUGUST 2011 

MRF15 

Registration number: 

Name of medicine: 

Dosage fonn: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer. 

Packer: 

Laboratory: 
FPRC: 

FPRR: 

SheIf.fIfe: 

Date of regisIration: 

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 
ELIZABETH. SA 
ASPEN PHARMACARE EAST 
LONDON (PTY) L TO. WlLSONIA. 
EAST LONDON. RSA 

STRIDES ACROLAB LIMITED. 
BANGALORE, INDIA 
PHARMACARE LIMITED. PORT 
ELIZABETH, SA 
ASPEN PHARMACARE, EAST 
LONDON (PTY) L TO, WILSON lA, 
EAST LONDON, RSA 
RESEARCH INSTITUTE FOR 
INDUSTRIAL PHARMACY, 
POTCHEFSTROOM,RSA 
SABSPHARMACeUTICAL 
CHEMISTRY LASORA TORY. 
GROENKLOOF. PRETORIA 

PHARMACARE LIMITED, 
KORSTEN,PORTEL~BETH,RSA 
ASPEN PHARMACARE EAST 
LONDON, WILSON lA, EAST 
LONOON.RSA 
PHARMACARE LIMITED, 
WOODMEAD. SANDTON 

36montha 

S AUGUST 2011 

MRF15 

Registration number: 

Name of mediCine: 

Dosage lonn: 

Active ingredients: 

Condrtions of registration: 

Applicant: 

Manufacturer: 

Packer. 

Laboratory: FPRC 

FPRR: 

Shelf-life: 

Date of registmlion: 

42120.1.110632 

LlNTRIP2SO 

TABLET 

EACH TABLET CONTAINS 
lEVOFLOXACIN 
HEMIHYDRATE EQUIVALENT 
TO LEVOFLOXACIN 250.0 mg 

1,2.3,4,5.6.7.8 

DR REDDY'S LABORATORIES 
(PTY) LTO 

OR REDDY'S LABORATORIES 
LTD. No41. OUTHUBULLAPUR 
MANDAL, RANGA REDDY 
DISTRICT. ANDHRA PRADESH, 
INDIA 

OR REDDY'S LABORATORIES 
L TO, No 41, OUTHUBULLAPUR 
MANDAL. RANGA REDDY 
DISTRICT. ANDHRA PRADESH. 
INDIA 
ORA PHARMACEUTICALS. 
IRENE. CENnJRION 

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

DR REDDY'S LABORATORIES. 
MURRAYFIELD. PRETORIA 

24 months (Provisional) 

5 AUGUST 2011 
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MRF15 MRF15 MRF15 !l 
(.,) 

RegIatnItion number. 42120.1.110033 Registration number. 42120.1.1/0642 Registration number: 4212O.2.8ill696 ~ 

'" Name of medicine: LlNTRIP500 Name of medicine: GULF CEFUROXIME 1 500 Name of medicine: CIPLA NELFINAVIR 0 
I\) 

Dosage farm: TABLET Dosage form: INJECT10N Dosage form: 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 
SOO.Omg CEFUROXIME 1500,0 mg NELFINAVIR 250,Omg 

ConOrtions 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: OR REDDY'S LABORATORIES (PlY) Applicant GULF DRUG COMPANY (PTY) LTD Applicant: CIPLA MEDPRO (PlY) L TO 
LTD !i) 

Manufacturer: OR REDDY'S LABORATORIES LTD. Manufacturer: LABORA TORIO REIG JOFRE, Manufaclurer: CIPLA LTD, UNIT III. VERNA, 0 
No 4, QUTHUBUllAPUR MANDAL, TOLEDO, SPAIN GOA,INDIA < 
RANGA REDDY DISTRICT. ANDHRA m 
PRADESH, INDIA JJ 

Z 
Packer: OR REDDY'S LABORATORIES LTD, Packer: LABORA TORIO REIG JOFRE, Packer: CIPLALTD, UNIT III. VERNA, s:: 

No 4, QUTHUBULLAPUR MANDAL, TOLEDO, SPAIN GOA INDIA m 
RANGA REDDY DISTRICT. ANDHRA OIVPHARM MANUFACTURING & Z 
PRADESH, INDIA PACKAGING, LONGDALE. -; 
ORA PHARMACEUTICAlS, IRENE. JOHANNESBURG G') 
CENTURION TECHNIKON LABORATORIES, » 

ROBERTVILLE, FLORIDA, RSA N m 
Laboratory: FPRC: OR REDDY'S LABORATORIES LTD, Laboratory: LABORATORIO REIG JOFRE, Laboratory: FPRC CIPLA LTD, UNIT Ill, VERNA, =l No4, QUTHUBUllAPUR MANDAl, FPRC: TOlEDO, SPAIN GOA,INDIA .m RANGA REDDY DISTRICT, ANDHRA SASS PHARMACEUTICAL 

PRADESH, INOlA CHEMISTRY lABORATORY, I\) 

RESEARCH INSTITUTE FOR GROENKLOOF, PRETORIA ex> 
INDUSTRIAL PHARMACY, NORTH CONSULT1NG CHEMICAl 0 
VIlEST UNIVERSITY, LABORATORIES, ATlASVlUE, C1 
POTCHEFSTROOM BOKSBURG d PHARMA-O (PlY) LTD, 

INDUSTRIAL VIlEST, IX) 
m JOHANNESBURG JJ INSTITUTE FOR 

PHARMACEUTICAl SERVICES, I\) 
0 

SILVERTONDALE. PRETORIA. RSA .... 
CONSULT1NG MICROBIOLOGICAL .... 
LABORATORY (PlY) LTD, 
BEYERSPARK. RSA 

FPRR: OR REDDY'S LABORATORIES, FPRR: GULF DRUG COMPANY (PlY) LTD. FPRR: CIPLA MEDPRO, ROSENPARK. 
MURRAYFIELO. PRETORIA MOUNT EDGECOMBE. DURBAN BEUVILLE 

Shelf-life: 24 mon1hs (provisional) She/f-life: 24momhs(P~nm) Shelf-life: 24 momhs (Provisional) 

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



MRF15 MRF15 MRF 15 

Registration number: 4217 .1.310723 Registration number: 4217.1.310724 Registration number: 4217.1.310725 

Name of medicine: CIPLAZAR CO 50/12,5 Name of medicine: CIPLAZAR CO 100/25 Name of medicine: CIPLA-LOSARTAN AND 
HYDROCHLOROTHIAZIDE 
50/12,5 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LOSARTAN POTASSIUM LOSARTAN POTASSIUM LOSARTAN POTASSIUM 
50,0 mg 100,0 mg 50.0mg 
HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE 
12,5 mg 25,Omg 12,5mg 

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 (fJ 

Applicant CIPLA MEDPRO (PTY) LTD Applicant: CIPLA MEDPRO (PTY) LTD Applicant: CIPLA LIFE SCIENCES (PTY) ~ 
LTD ~ 

Manufacturer: CIPLA LTD, PATALGANGA. Manufacturer: CIPLA LTD, PATALGANGA. Manufacturer: CIPLA LTD. PATALGANGA, (fJ 
A 

RAlGAO. MAHARASHTRA. RAIGAO. MAHARASHTRA. RAIGAD. MAHARASHTRA. 0 
INDIA INDIA INDIA m 
EMCUREPHARMACEUTICALS EMCURE PHARMACEUTICALS EMCURE PHARMACEUTICALS II 
LTD, HINJWADI, PUNE. INDIA LTD. HINJWADI. PUNE. INDIA LTD, HINJWADI. PUNE, INDIA » 

Z 
Packer: CIPLA LTD. PATALGANGA. Packer: CIPLA LTD, PATALGANGA. f>ad<er. CIPLA LTD, PATALGANGA. ;-i 

RAIGAD. MAHARASHTRA, RAIGAD. MAHARASHTRA. RAIGAD. MAHARASHTRA. N 

INDIA INDIA INDIA 
CO 

EMCURE PHARMACEUTICALS EMCURE PHARMACEUTICALS EMCURE PHARMACEUTICALS 0 
LTD, HINJWADI, PUNE, INDIA LTD, HINJWADI. PUNE. INDIA LTD, HINJWADI. PUNE, INDIA A 

d 
t..al:IoI3tory: FPRC: CIPLA LTD, PATALGANGA. Labota1ory. FPRC: CIPLA LTD, PATALGANGA. Labota1ory. FPRC CIPLA LTD, PATALGANGA, III 

RAIGAD, MAHARASHTRA, RAIGAD. MAHARASHTRA, RAIGAD. MAHARASHTRA, m 
INDIA INDIA INDIA II 
EMCURE PHARMACEUTICALS EMCUREPHARMACEUTICALS EMCURE PHARMACEUTICALS N 

L ro, HINJWADI. PUNE, INDIA LTD. HINJWADI. PUNE, INDIA LTD, HINJWADI, PUNE, INDIA 
0 
~ 

~ 

FPRR: CIPLA MEDPRO, ROSEN PARK. FPRR: CIPLA MEDPRO, ROSEN PARK, FPRR: CIPLA LIFE SCIENCES, 
BELLVILLE BELLVILLE ROSENPARK, BELLVILLE 

Shell-life: 24 months (ProviSional) Shell-life: 24 months (Provisional) SheIf..fife: 24 months 
(ProviSional) 

Date of registration: 5 AUGUST 2011 Oate of registration: 5 AUGUST 2011 Oate of registration: 5 AUGUST 2011 
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MRF15 MRF15 I i Registration number. 4217 .1.310726 Registration number. 4211.210789 Registration number: 42126/0897 

Name Of medicine: CIPLA·LOSARTAN AND Name Of medicine: STRA TTERA 80 mg Name Of medicine: EPICORD50 
HYDROCHLOROTHIAZIDE 
100/25 

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

Active ingredients: EACH TABLET CONTAINS: Active 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) 

Cond~ions of registration: 1,2,3,4,5,6,7,8 Ccnd~ions of registration: 1,2,3,4.5,6,7 Cond~ions of registration' 1,2,3,4,5,6,7,8 0 
< 

Applicant CIPLA LIFE SCIENCES (PTY) Applicant: ELI LILLY SA (PTY) LTD Applicant: ACCORD HEALTHCARE 
m 
Jl 

LTD (PTY) LTD Z 
Manufacturer. CIPLA LTD, PATALGANGA, Manufacturer. LILLY Del CARIBE INC., Manufacturer. INTAS 

s: 
m 

RAIGAD, MAHARASHTRA, CAROLINA, PUERTO RICO PHARMACEUTICALS, Z 
INDIA MATODA, SANAND, -I 
EMCUREPHARMACEUTICALS AHMEDABAD. INDIA G) 
LTD. HINJWADI. PUNE.INDIA » 

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

RAIGAD. MAHARASHTRA, MADRID, SPAIN PHARMACEUnCALS, :l 
INDIA MATODA. SANAND. m 
EMCUREPHARMACEUTICAlS AHMEDABAD, INDIA !\) 

L TO. HINJWADI, PUNE, INDIA (Xl 

Laboratory: FPRC: CIPLALTO. PATALGANGA, LaboIBIory: FPRC: LILLY Del CARIBE INC .• Laboratory: FPRC INTAS 
0 
0 

RAIGAD, MAHARASHTRA, CAROLINA, PUERTO RICO PHARMACEUTICALS. d INDIA LILLY SA. ALCOBENDAS. MATODA, SANAND. 
EMCUREPHARMACEUTICALS MADRID. SPAIN AHMEDABAD. INDIA m 

m 
L TO. HINJWADI. PUNE. INDIA SASS PHARMACEUTICAL CONSUL nNG CHEMICAL :::0 

CHEMISTRY LABORATORY. LABORATORIES. !\) 

GROENKLOOF. PRETORIA ATLASVlLLE. BOKSBURG 0 ..... 
FPRR; CIPLA LIFE SCIENCES. FPRR: ELI LILLY SA (PTY) LTD. FPRR: ACCORD HEALTHCARE. 

ROSEN PARK. BELLVILlE BRYANSTON. SOUTH AFRICA RIVONIA. RSA 

SheII4ife: 24 months (Provisional) Shelf..life; 36 months Shelf.life: 24 months 
(Provisional) 

Dale of registration: 5 AUGUST 2011 Dale of registration: 5 AUGUST 2011 Date Of registration: 5 AUGUST 2011 



MRF15 MRF15 
ReglAalion number. 4212Ml9OO Regimllon .... _~ 42lt.1.lI1088 
Name of medicine: ACCORD EPIRUBICIN SO Name of rne<lidna: ZAATAN CO SO/12.5 
Dosage form: INJECTION Oosallltl'ortn: TABLET 
AdIva ingredients: EACH 1.0 mI SOLUTION CONTAINS: AdjlltJ ingnIdiants: EACH TABLET CONTAINS: 

EPIRUBICIN HYDROCHLORIDE 2.0 mg LOSARTAN POTASSIUM EQUIVALENT 
TOLOSARTAN 50.0mg 
HYDROCHLOROTHIAZIDE 12.Smg 

Conditions of regIs1tation 1. 2.3, 4, 5, 6, 7. 8 Conditions of registration: 1.2.3,4,5,6,7, e 
Applicant: ACCORD HEALTHCARE (P'IY) LTD Applicant: PHARMA DYNAMICS (P'IY) lTD 
Manufac:wrer. INTAS PHARMACEUTICAl..S. MATODA. Manufaaurer. LABORATORIES LlCONSA SA, 

SANANO. AHMEDABAD, INDIA A2UOUECA DE HENARES 
(GUADAlAiARA). SPAIN 

Packer: INTAS PHARMACEUTICALS, MATODA. Packer: LABORATORIES LICONSA SA, 
SANAND, AHMEDABAD. INDIA A2UQUECA DE HENARES 

(GUAOAtAJARA). SPAIN 
DIVPHARM MANUFACTURING & 
PACKAGING (PTY) lTD. LONGOAILE. 
INDUSTRIA 
TECHNIKON LABORATORIES (PTY) lTD. 
ROSERlVILILE, FLORIDA RSA 
PHARMACEUTICAL ENTERPRISES (PlY) 
LTD, MORNINGSIDE DRIVE.IrOABENI, 
PlNELANOS 

Lab()rn!ory: FPRC: INTAS PHARMACEUTICALS, MATOOA. Labcfatory FPRC: LABORATORIES LlCONSA SA. 
SANANO. AHMEDABAD, INDIA A2UQUECA DE HENARES 
CONSULTING CHEMICAL (GUADAlAJARA), SPAIN 
lABORATORIES, ATlASVlLILE, DR. ECHEVARNE SA BARCELONA. 
BOI<SBURG SPAIN 

IOIFARMA. 
DESARROLlOFARMACEUTICO S.L. 
NAVARRA, SPAIN 
CONSULTING CHEMICAL 
lABORATORIES. ATlASVlLILE. 
BCIl<SBURG 

FPRR: ACCORD HEAL THCARE. RIVONIA, RSA FPRR: Pt1ARMA DYNAMICS (F'TY) LTD. 
SILVIERWOCO. WESTLAXE. RSA 

ShelHrfe: 24 mon1hs (1'n:MIionII) SheII-lIfa: 24 mon1II$ (ProvItionaI) 

oate of reglslt8tiofl: 5 AUGUST 201 1 Dab> tJI rag1Slt8lion: 5 AUGUST 2011 

MRF 15 

RegisInl1ion runIIet: 

Name of medicine: 

Doug.fonn: 

Active Ingredients: 

Conditions 01 registtation: 

Applicant 

Manufacwrer. 

Paci<er: 

labOratory FPRC 

FPRR: 

Shelf.life: 

Dab> of reglaVafjon: 

42Jt.1.lI1089 

ZAAT AN CO 100125 

TABLET 

EACH TABLET CONTAINS: 
LOSARTAN POTASSIUM 
EQUIVAILENT TO 
LOSARTAN 10D.Omg 
HYDROCHLOROTHIAZIDE 25.0 mg 

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

PHARMA DYNAMICS (PTY) L TO 

LABORATORIES LlCONSA SA. 
AZUOUECA DE HENARES 
(GUACAlAJARA). SPAIN 

LABORATORIES LICONSA SA. 
AZUQUECA DE HENARES 
(GUADAlAJARA). SPAIN 
OiVPHARM MANUFACTURING & 
PACKAGING (P'IY) LTD. LONGDALE, 
INDUSTRIA 
TECHNIKON LABORATORIES (P'IY) 
LTD, ROBERlVILILE. FLORIDA. RSA 
Pt1ARMACEUTICAL ENTERPRISES 
(F'TY) lTD, MORNINGSIDE DRIVE, 
N'OABENI. PlNELANOS 

lABORATORIES LICONSA SA. 
AZUOUECA DE HENARES 
(GUADAlAJARA). SPAIN 
DR. ECHEVARNE SA BARCELONA. 
SPAIN 
IOIFARMA. 
DESARROIlLOFARMAceunco S.L. 
NAVARRA, SPAIN 
CONSULTING CHEMICAL 
LABORATORIES. ATlASVlLILE. 
BOKSBURG 

Pt1ARMA DYNAMICS (PTY) L m. 
SILVERWOOO. WESTlAKE, RSA 

24 II1CI'I1M (_ona~ 

5 AUGUST 2011 
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MRF15 MRF15 !:l 

Registration number. 43I26l0009 Registration number: 43121.1210073 Registration number: 4312610165 ~ 
"-I 

Name of medicine: TEVA·FLUDARABINE 25 Name of medicine: ANASTROZOLE SANOOZ 1 mg 
0 

Name of medicine: EXIPLAT 50 mg I\) 

Dosage form: CONCENTRA lE FOR SOLUTION Dosage form: TABLET Dosage lorm: POWDER FOR SOLUTION FOR 
FOR INJECTION OR INFUSION INFUSION 

AClive ingredients: EACH VIAL CONTAINS: Active Ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VlAL CONTAINS: 
FLUDARABINE PHOSPHATE ANASTROZOLE 1,Omg OXALIPLATIN 50,0 mg 
50.0 mgl2 ml 

Cond~ions of registration: 1, 2, 3, 4, 5, 6. 7 Conditions of registration: 1.2,3,4.5,6,7,8 Conditions of registration: 1.2, 3.4,5.6,7 

Applicant: TEVA PHARMACEUTICALS (PlY) Applicant SANDOZ SA (PTY) lTD Applicant: PHARMAPlAN(PlY)LTO 
LTD (j) 

Manufacturer: PHARMACHEMIE B.V .. HAARLEM, Manufacturer. SALUTAS PHARMA GmbH, Manufacturer: SUN PHARMACEUTICAL 0 
< THE NETliERlANDS BARLEBEN.GERMANY INDUSTRIES L TO m 

DISTRICT PANCHMAHAl, Il 
GUJARAT,INDIA Z 

Packer. PHARMACHEMIE av., HAARlEM, Packer: SALUTAS PHARMA GmbH, Packer: SUN PHARMACEUTICAL s:: 
m THE NETliERLANDS BARLEaEN,GERMANY INDUSTRIES L TO DISTRICT Z SANDOZ SA (PTY) LTD, SPARTAN, PANCHMAHAL, GUJARAT, -f 

KEMPTON PARK INDIA (j) 
Laboratory: FPRC: PHARMACHEMIE av., HAARLEM, Laboratory: FPRC: SAlUTAS PHARMA GmbH, Laboratory: FPRC SUN PHARMACEUTICAL ~ THE NETliERlANDS BARlEBEN,GERMANY INDUSTRIES LTD DISTRICT m CONSULTING CHEMICAL SANDOZ SA (PTY) LTD. SPARTAN, PANCHMAHAL. GUJARAT, 

~ LABORATORIES (PlY) LTD, KEMPTON PARK INDIA 
ATlLASVllLE, BOKSBURG SASS PHARMACEUTICAL CONSULTING CHEMICAL m 
INSTrTUTE FOR PHARMACEUTICAL CHEMISTRY LABORATORY. LABORATORIES. A TlLASVllLE. I\) 
AND CHEMICAL SERVICES. GROENKLOOF. PRETORIA BOKSBURG (Xl 
Sll VERTONDALE. PRETORIA 0 RESEARCH INSTITUTE FOR 
INDUSTRIAL PHARMACY. NORTH (") 

WEST UNIVERSITY, d POTCHEFSTROOM 0) 
SASS PHARMACEUTICAL m 
CHEMISTRY LABORATORY, Il 
GROENKlOOF. PRETORIA I\) 

FPRR: TEVA PHARMACEUTICALS (PlY) FPRR: SANDOZ SA (PTY) LTD. SPARTAN, FPRR: PHARMAPlAN (PlY) LTD. 
0 ..... 

LTD,ROODEPOORT,GAUTENG KEMPTON PARK MIDRAND. SOUTH AFRICA 

She1f.flfe: 24 months at 2 - 8 "C Shelf-llfe: 24 months (ProvIsional) Shelf.life: 38 months 

Date of registration: 5 AUGUST 2011 Date 01 regiatration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 



MRF15 MRF15 

Registration number: 43/2610166 Registration number: 43111,1010195 

Name of medicine: EXIPLAT 100 mg Name of medicine: SALOFALl< 500 mg 

Dosage fooo: POWDER FOR SOLUTION FOR Dosagefooo: GRANULES 
INFUSION 

Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH SACHET CONTAINS: 
OXALlPLATIN l00,Omg MESALAZINE 500,0 mg 

Con<fdions of regiS1ratiOn: 1,2,3,4,5,6,7 Conditions of registration: 1,2,3,4,5,6,7,8 

Applicant: PHARMAPLAN (PTY) LTO Applicant: ORPHAN SA PHARMACEUTICALS 
(PTY) LTD 

Manufacturer: SUN PHARMACEUTICAL Manufacturer: LOSAN PHARMA GmbH, 
INDUSTRIES L m NEUENBURG,GERMANY 
DISTRICT PANCHMAHAL, PHARBIL PHARMA GmbH, 
GUJARA T. INDIA BIELEFELD, GERMANY 

Packer: SUN PHARMACEUTICAL Packer: LOSAN PHARMA GmbH, 
INDUSTRIES L TO NEUENBURG,GERMANY 
DISTRICT PANCHMAHAL, PHARBIL PHARMA GmbH, 
GUJARAT, INDIA BIELEFELD, GERMANY 

DIVPHARM MANUFACTURING & 
PACKAGING, LONGDALE, 
JOHANNESBURG 

Laboratory: FPRC: SUN PHARMACEUTICAL Laboradory: FPRC: LOSAN PHARMA GmbH, 
INDUSTRIES L TO DISTRICT NEUENBURG, GERMANY 
PANCHMAHAI., GWARAT,INDIA PHARBIL PHARMA GmbH, 
CONSULTING CHEMICAL BIELEFELD, GERMANY 
LASORA TORIES, A TlLASVILLE, DR FALK PHARMA GmbH, 
BOKSBURG FREIBURG, GERMANY 

INSTfTlJTE FOR 
PHARMACEUTICAL SERVICES, 
SIL VERTONDALE, PRETORIA 
CONSULTING CHEMICAL 
LABORATORIES, A TlASVlLLE, 
BOKSBURG 

FPRR: PHARMAPLAN (PTY) LTO, FPRR: ORPHAN SA PHARMACEUTICAlS 
MIDRAND, SOUTH AFRICA (PTY) l TO, LONEHILL, RSA 

SheIt.flf&: 36rnan1hs Sheif-life: 24 monllla (Provisional) 

Date of nlgistralion: 5 AUGUST 2011 Deta of nlgistration: 5 AUGUST 2011 

MRF15 

Registration number. 

Name of medicine: 

Dosage fonn: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC 

FPRR: 

StleIf.Iife: 

Dale of regislration: 

43111,1010196 

SALOFALl< 1000 mg 

GRANULES 

EACH SACHET CONTAINS: 
MESALAZINE 1000,Omg 

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

ORPHAN SA 
PHARMACEUTICALS (PTY) L TO 

LOSAN PHARMA GmbH, 
NEUENBURG,GERMANY 
PHARBIL PHARMA GmbH, 
BIELEFELD, GERMANY 

LOSAN PHARMA GmbH, 
NEUENBURG,GERMANY 
PHARBIL PHARMA GmbH, 
BIELEFELD, GERMANY 
DIVPHARM MANUFACTURING 
& PACKAGING, LONGDALE, 
JOHANNESBURG 

LOSAN PHARMA GmbH, 
NEUENBURG,GERMANY 
PHARBIL PHARMA GmbH, 
BIELEFELD, GERMANY 
DR FAll< PHARMA GmbH, 
FREIBURG, GERMANY 
INSTITUTE FOR 
PHARMACEUTICAL SERVICES, 
SILVERTONDALE, PRETORIA 
CONSULTING CHEMICAL 
LABORATORIES, ATlASVlLLE, 
BOKSBURG 

ORPHAN SA 
PHARMACEUTICALS (PTY) 
LTO, LONEHllL, RSA 

24 months (provisional) 

5 AUGUST 2011 
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MRF15 MRF15 MRF 15 Ii Registration number: 4312.6.510326 Registration number: 43J2.6.510327 Reglstra!ion number: 4312.6.510328 

Name of medicine: OLEANZ2.5 Name of medicine: OLEANZ5 Name of medicine: OLEANZ10 

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

Adivelngredienls: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
OLANZAPINE 2.5mg OlANZAPINE 5.0mg OLANZAPINE 10.0mg 

Conditions of registralion: 1.2.3.4.5,6.7.8 Conditions of registration: 1, 2.3, 4. 5. 6. 7. 8 Cond~ions of registllllion: 1, 2.3.4.5,6,7.8 

Applicant: PHARMAPLAN (PlY) LTD Applicant: PHARMAPLAN (PTY) L TO Applicant: PHARMAPLAN (PTY) L TO 

Manufacturer: SUNPHARMACEunCAL Manufacturer: SUN PHARMACEUTICAl Manufacturer: SUN PHARMACEUTICAL (j) 
INDUSTRIES LTD .. DISTRICT INDUSTRIES L TO" DISTRICT INDUSTRIES L TO .. 0 
PANCHMAHAL. GUJARAT. PANCHMAHAL. GWARAT. DISTRICT PANCHMAHAl. < 
INDIA INDIA GUJARAT. INDIA m 

JJ 
Packer: SUN PHARMACEUTICAL Packer: SUN PHARMACEUTICAL Packer: SUN PHARMACEUTICAL Z 

INDUSTRIES LTD .• DISTRICT INDUSTRIES L TO .• DISTRICT INDUSTRIES LTD., =:: 
PANCHMAHAL, GUJARAT. PANCHMAHAL, GUJARAT. DISTRICT PANCHMAHAL. m 

Z 
INDIA INDIA GUJARAT. INDIA -! 

Laboratory: FPRC: SUN PHARMACEUTICAL Laboratory: FPRC: SUN PHARMACEUTICAL Laboratory: FPRC SUN PHARMACEUTICAL 
(j) 

INDUSTRIES LTD .• DISTRICT INDUSTRIES L TO .. DISTRICT INDUSTRIES L TO •• ~ 
PANCHMAHAL, GUJARAT. PANCHMAHAL. GUJARAT. DISTRICT PANCHMAHAL. m 
INDIA INDIA GUJARAT.INDIA :j 
CONSULTING CHEMICAL CONSUL nNG CHEMICAL CONSUL nNG CHEMICAL .!l1 
LABORATORIES LTD. lABORATORIES LTO. LABORATORIES LTD. I\) 
ATLASVlLLE. BOKSBURG A TI.ASVlLLE. BOKSBURG AnLASVlLLE. BOKSBURG (XI 

FPRR: PHARMAPLAN (PTY) L TO •• FPRR: PHARMAPLAN (PTY) L TO. 16 FPRR: PHARMAPLAN (PTY) L TO .• 0 
0 MIDRANO ROAD. MIDRAND MIDRAND a 
CD 

SheII'life: 24 months (Provisional) SheIf-Hfe: 24 months (Provisional) Shelf-life: 24 months (provisional) 

I~ Date of registration: 5 AUGUST 2011 Oate of raglslration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 
0 .... ... 



MRF15 MRF15 

Registration number. 43121.1210395 Registration number. 4312610427 

Name at medicine: FENRYDE5 Name at medicine: VElCAOE 1 mg 

Dosage fonn: TABLET Dosage form: POWDER FOR SOLUTION FOR 
INJECTION 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS: 
FINASTERIDE 5,Omg BORTEZOMIB 1,Omg 

Conditions of regislration: 1.2.3.4,5.6,7 Condnions of registration: 1, 2. 3, 4, 5, 6, 7 

Applicant: BRIMPHARM SA (PTY) LTD Applicant: JANSSEN PHARMACEUTICA (PTY) 
LTD 

Manufacturer KERN PHARMA S,L, BARCELONA, Manufacturer. BEN VENUE LABORATORIES INC. 
SPAIN BEDFORD, OHIO, USA 
ORION CORPORATION ORION 
PHARMA, TURKU. FINLAND 

Packer KERN PHARMA S.L, BARCELONA, Packer: BEN VENUE LABORATORIES INC, 
SPAIN BEDFORD, OHIO, USA 
ORION CORPORATION ORION JANSSEN PHARMACEUTICA NV, 
PHARMA. TURKU. FINLAND BEERSE. BELGIUM 
HAUPT PHARMA MUNSTER GmbH, 
MUNSTER. GERMANY 

Laboratory: FPRC: KERN PHARMA S.L, BARCELONA, Laboratory: FPRC: JANSSEN PHARMACEUTICA NV, 
SPAIN BEERSE, BELGIUM 
ORION CORPORATION ORION 
PHARMA. TURKU, FINLAND 
CONSUlTING CHEMICAL 
LABORATORIES (PTY) LTD, 
ATLASVlu.E, BOKSBURG. RSA 

FPRR: BRIMPHARM SA (PTY) LTD. FPRR: JANSSEN PHARMACEUTICA (PTY) 
ATHLONE. INDUSTRIA, CAPE LTD. WOODMEAO. SOUTH AFRICA 
TOWN 

She!f-life: 36 months S/leIf..flfe: 24 months 

Dale of registra!ion: 5 AUGUST 2011 Date of regisInItion: 5 AUGUST 2011 

MRF15 

Regisl!ation number. 43111.1010442 

Name at medicine: URSOFAU< 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
URSODEOXYCHOLIC ACID 
250,0 mg 

Cond~ions of registration: 1. 2,3.4.5,6.7,8 

Applicant: ORPHAN SA 
PHARMACEUTICALS (PTY) LTD 

Manufacturer: LOSAN PHARMA GmbH, 
NEUENBURG.GERMANY 
KLOCKE PHARMA·SERVICE 
APPENWEIER, GERMANY 

Packer: LOSAN PHARMA GmbH. 
NEUENBURG.GERMANY 
KLOCKE PHARMA·SERVICE 
APPENWEIER, GERMANY 
DIVPHARM MANUFACTURING 
& PACKAGING, LONGDALE. 
JOHANNESBURG 

Laboratory: FPRC LOSAN PHARMA GmbH. 
NEUENBURG,GERMANY 
KLOCKE PHARMA-SERVICE 
APPENWEIER, GERMANY 
OR FALX PHARMA GmbH, 
FRElBURG, GERMANY 
INSTITUTE FOR 
PHARMACEUTICAL SERVICES. 
SILVERTONDALE, PRETORIA 
CONSULTING CHEMICAL 
LABORATORIES. ATLASVILLE. 
BOKSBURG 

FPRR: ORPHAN SA 
PHARMACEUTICALS (PTY) 
LTD, LONEHILL. RSA 

She!f..jife: 24 months (ProVisional) 

Date of registration: 5 AUGUST 2011 
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MRF 15 MRF15 ? 

(J.) 

Registration number. 4317.1.3/0473 Registration number: 4317.1.310414 Registration number: 43/10.2.210510 .". 
"'-J 

QUINAPRIL HYDROCHLOROTHIAZID Name of medicine: 
0 Name of medicine: QUINAPRIL HYDROCHLOROTHIAZID Name of medicine: AMUC0200 mg I\) 

ZVOUS 10112.5 ZYDUS 20112,5 EFFERVESCENT 

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

Active ingredients: EACH TABLET CONTAINS Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
QUINAPRIL 10,0 mg QUINAPRll 20,0 mg ACETYlCYSTEINE 200.0mg 
HYDROCHLOROTHIAZIDE 12.5mg HYDROCHLOROTHIAZIDE 12,5 mg 

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

Applicant: ZVDUS HEAL THCARE SA (PTY) LTD Applicant: ZYDUS HEAL THCARE SA (PTY) Applicant: CAMOX PHARMACEUTICALS 
LTO (PTY) LTD (j) 

Manufacturer. ZVOUS CADI LA HEALTHCARE LTD, Manufacturer. ZYDUS CADILA HEAl THCARE LTD, Manufacturer. H & E PHARMA SA, BIOGGIO, 0 
< MDRAIYA, SANAND. AHMEDABAD. MORAIYA, SANAND, AHMEDABAD. SWITZERlAND m INDIA INDIA J) 

Packer: ZYDUS CADILA HEALTHCARE LTD, Packer: ZYDUS CADILA HEAL THCARE L TO, Packer: H & E PHARMA SA. BIOGGIO, Z 
s:: MORAIYA, SANAND, AHMEDABAD, MORAIYA. SANANO, AHMEDABAD, SWITZERlAND m INDIA INDIA KLOCKE PHARMA-SERVICE Z APPENWEIER, GERMANY -1 

DIVPHARM MANUFACTURING (j) & PACKAGING, LONGDALE, » JOHANNESBURG N 
Laboratory: FPRC: ZVOUS CADILA HEAL THCARE LTD. Laboratory: ZYDUS CADILA HEALTHCARE LTD, Laboratory: FPRC H & E PHARMA SA. BIOGGIO, m 

MORAIYA. SANAND. AHMEDABAD. FPRC: MORAIYA, SANAND, AHMEDABAD, SWITZERlAND ::j 
INDIA INDIA SABSPHARMACEUnCAL .rn RESEARCH INSTITUTE FOR RESEARCH INSTITUTE FOR CHEMISTRY LABORATORY. 

I\) INDUSTRIAL PHARMACY. NORTH INDUSTRIAl PHARMACY, NORTH GROENKLOOF. PRETORIA 0) 
WEST UNIVERSITY, WEST UNIVERSITY, INSTf11JTE FOR 

0 POTCHEFSTROOM POTCHEFSTROOM PHARMACEUTICAL SERVICES, 
SILVERTONDALE, PRETORIA () 

FPRR: ZVOUS HEALTHCARE SA, VAN DER FPRR: ZVOUS HEAl THCARE SA, VAN FPRR: CAMOXPHARMACEunCALS d 
HOFF PARK, POTCHEFSTROOM DER HOFF PARK, (PlY) LTD. JOHANNESBURG, CD 

m POTCHEFSTROOM RSA J) 

SIlelf-life: 24 months (Provisional) Shelf-rd'e: 24 months (PfOIIisional) $half-life: 24 months 
I\) 
0 .... 

Date of registration: 5 AUGUSn011 Date of registration: 5 AUGUST 2011 Date of regislration: 5 AUGUST 2011 
.... 



MRF 15 MRF15 

Registration number: 43110.2.210511 Registration number: 43110.2.210512 

Name of medicine: CAMOX ACETYLCYSTEINE Name of medicine: APEX ACETYLCYSTEINE 
200mg 200mg 

Dosage form: TABLET Dosage form: TABLET . 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
ACETYLCYSTEINE 200,0 mg ACETYLCYSTEINE 200,0 mg 

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

Appficant: CAMOX PHARMACEUTICALS Applicant: CAMOXPHARMACEUnCALS 
(PTY) LTD (PTY) LTD 

Manufacturer: H & E PHARMA SA, BIOGGIO. Manufacturer: H & E PHARMA SA, BIOGGIO, 
SWITZERLAND SWITZERLAND 

Packer: H & E PHARMA SA, BIOGGIO, Packer: H & E PHARMA SA, BrOGGIO, 
SWITZERLAND SWITZERLAND 
KLOCKE PHARMA·SERVICE KLOCKE PHARMA-SERVICE 
APPENWEIER, GERMANY APPENWEIER. GERMANY 
DIVPHARM MANUFACTURING DIVPHARM MANUFACTURING 
& PACKAGING, LONGDALE, & PACKAGING, LONGDALE, 
JOHANNESBURG JOHANNESBURG 

Laboratory: FPRC: H & E PHARMA SA, BIOGGIO, Laboratory: H & E PHARMA SA, 81ooGIO, 
SWITZERLAND FPRC: SWITZERLAND 
SASS PHARMACEUTICAL SABS PHARMACEunCAL 
CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, 
GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA 
INSTITUTE FOR INSllTUTE FOR 
PHARMACEunCAL SERVICES, PHARMACEunCAL 
SILVERTONDALE, PRETORIA SERVICES, SILVERTONDALE, 

PRETORIA 

FPRR: CAMOX PHARMACEunCALS FPRR: CAMOXPHARMACEunCALS 
(PTY) LTD. JOHANNESBURG, (PTY) LTD. JOHANNESBURG, 
RSA RSA 

Shell-flfe: 24 months Shelf.flfe: 24 months 

Dale of registration: 5 AUGUST 2011 Date of reglsllation: 5 AUGUST 2011 

MRF 15 

Registnltioo number. 

Name of medicine: 

Dosage form: 

Active ingredients: 

Condrtions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC 

FPRR: 

Shelf-life: 

Date of registration: 

43/20.1.1/0612 

CIPLA AZITHROMYCIN 
500lNJ 

INJECTION 

EACH VIAL CONTAINS: 
Azithromycin dihydrate 
equivalent to 
Azithromycin 500,Omg 

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

CIPLA LIFE SCIENCES 
(PTY) LTD 

CIPLA L TO, UNIT IX, 
VERNA,GOA 

CIPLA LTD, UNIT IX, 
VERNA,GOA 

CIPLA LTD. UNIT IX, 
VERNA,GOA 

CIPLA LIFE SCIENCES 
(PlY) LTD, ROSENPARK. 
BELVILLE, SOUTH AFRICA 

24 months (Provisional) 

5 AUGUST 2011 
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MRF15 MRF15 
P 
c.:l 

Regislnillion number. 43120.1.110614 RegistJatlon number. 4312.5/0617 Registration number: 
-I>-

43/2.510618 ...., 
0 

Name of medidne: zrmo 500 INJ Name of medicine: ASPEN GABAPENTIN 100 mg Name of medicine: ASPEN GABAPEN11N 300 mg !\) 

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

Active ingredients: EACH VIAl CONTAINS: Adlve ingredients: EACH CAPSULE CONTAINS: Active ingredients: EACH CAPSULE CONTAINS: 
Azithmmyan dihydrate equivalent to GABAPENTIN 100.0 mg GABAPENTIN 300.0 mg 
Azithromyan 500.0 mg 

Conditions of registration: 1.2.3,4.5.6.7 Conditions of regiSll'ation: 1,2,3,4.5,6.7 Cond~ions of registration: 1. 2, 3. 4. 5, 6,7 

Applicant: CIPLA LIFE SCIENCES (PTY) L TO AppliCant: PHARMACARE LIMITED Applicant: PHARMACARE LIMITED 

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

SPAIN < 
Packer: CIPLA L TO, UNIT IX, VERNA, GOA Packer. KERN PHARMA SL, TERRASSA. Packer: KERN PHARMA SL, 

m 
:D 

BARCELONA, SPAIN TERRASSA. BARCELONA, Z 
MPF av. (Manufacturing Packaging SPAIN ~ Farmac:a), RX OUDEHASKE, THE MPF BV. (Manufacturing m 
NETHERLANDS Packaging Farmaca), RX Z 
SOFARIMEX INDUSTRIA QUIMICA OUDEHASKE, THE -i 
e FARMACEUTICA, Lea, AGUALVA, NETHERLANDS G) 
CACEM, PORTUGAL SOFARIMEX INDUSTRIA 

~ QUI MICA e FARMACeuTICA. 
Lea, AGUALVA, CACEM, m 
PORTUGAL ::j 

Laboratory: FPRC: CIPLA LTD, UNIT IX. VERNA. GOA Laboratory: FPRC: KERN PHARMA S.L, TERRASSA, Laboratory: FPRC KERN PHARMA S.L, m 
BARCELONA, SPAIN TERRASSA.BARCELONA. III 
RESEARCH INSTITUTE FOR SPAIN ()) 

INOUSlRIAL PHARMACY, NORTH RESEARCH INSTITUTE FOR 0 WEST UNIVERSITY. INDUSlRIAL PHARMACY, () 
POTCHEFSlROOM NORTH WEST UNIVERSITY. a SASS PHARMACEUTICAL POTCHEFSlROOM 
CHEMISTRY LABORATORY, SABS PHARMACEUTICAL OJ 
GROENKLOOF. PRETORIA CHEMISTRY LABORATORY. m 

GROENKLOOF. PRETORIA :II 

FPRR: CIPLA LIFE SCIENCES (PrY) L TO. FPRR: PHARMACARE LIMITED. FPRR: PHARMACARE LIMITED. 
!\) 
0 

ROSENPARK. BELLVILLE. SOUTH WOODMEAD, SANOTON. WOODMEAD, SANDTON. ..... 
AFRICA 

SheIf.Jife: 24 monthS Shelf-life: 36 months SheH-life: 36 months 

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



MRF15 MRF15 
Registration number. 43118.310672 Registration number: 43121.1210733 

Name of medicine: BARRS MIST. POT. CIT Name of medicine: LETROZOLE AOCO 2.5 

Dosage fOI111: SOLLITION Dosage form: TABLET 

Active ingredients: EACH 5,0 ml CONTAINS: AClive ingredients: EACH TABLET CONTAINS: 
Potassium citrate 1.5g LETROZOLE 2.5mg 
Citric acid monohydrate 0.259 

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

Applicant: BARRS PHARMACEUTICAL Applicant: ADCOCK INGRAM LIMITED 
INDUSTRIES ex: 

Manufacturer: BARRS PHARMACEUTICAL Manufacturer: HAUPT PHARMA MUNSTER GmbH, 
INDUSTRIES ex:, NDABENI. CAPE MUNSTER. GERMANY 
TOWN 

Packer: BARRS PHARMACEUTICAL Packer: HAUPT PHARMA MUNSTER GmbH. 
INDUSTRIES ex:. NDABENI. CAPE MUNSTER. GERMANY 
TOWN 

Laboratory: FPRC BARRS PHARMACEUTICAL Laboratory: FPRC: HAUPT PHARMA MUNSTER GmbH. 
INDUSTRIES ex:. NDABENI, CAPE MUNSTER, GERMANY 
TOWN UMWEL TLABOR ACB, MUNSTER, 

GERMANY 
LABOR L +S AG. BAO BOCKlET-
GROBENBRACH.GERMANY 
ADCOCK INGRAM HEAL THCARE 
(PTY) LTD. WADEVILLE. 
GERMISTON 
ADCOCK INGRAM LTD. 
(RESEARCH AND DEVELOPMENT). 
AEROTON. JOHANNESBURG 

FPRR: BARRS PHARMACEUTICAL FPRR: AOCOCK INGRAM HEAL THCARE 
INDUSTRIES ex:. NOABENI. CAPE (PTY) LTD. WAOEVlllE. 
TOWN GERMISTON 

ADCOCK INGRAM LTD. 
(RESEARCH AND DEVELOPMENT), 
AEROTON,JOHANNESBURG 
ADCOCK INGRAM LTD. ERAND 
GARDENS, MIDRANO 

Shelf-life: 24 months {Provisional} Shelf-life: 24 months (Pmvisional) 

Date of regis1IIItion: 5 AUGUST 2011 Oate of registration: 5 AUGUST 2011 

MRF15 
Regis1llltion number: 

Name of medicine: 

Dosage form: 

Aclive ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer. 

Laboratory: FPRC 

FPRR: 

Shelf~ife: 

Date of registration: 

43121.1210734 

FEMZOLE2.5 

TABLET 

EACH TABLET CONTAINS: 
LETROZOLE 2.5mg 

1,2,3.4,5,6.7,8 

AOCOCK INGRAM LIMITED 

HAUPT PHARMA MUNSTER 
GmbH,MUNSTER.GERMANY 

HAUPT PHARMA MUNSTER 
GmbH,MUNSTER.GERMANY 

HAUPT PHARMA MUNSTER 
GmbH,MUNSTER, GERMANY 
UMwa TLABOR ACB. 
MUNSTER, GERMANY 
LABOR L+SAG. BAD BOCKlET-
GROBENBRACH,GERMANY 
ADCOCK INGRAM 
HEAL THCARE (PTY) LTD, 
WADEVILLE. GERMISTON 
ADCOCK INGRAM LTD. 
(RESEARCH AND 
DEVELOPMENT), AEROTON. 
JOHANNESBURG 

AOCOCK INGRAM 
HEAL THCARE (PrY) LTD. 
WADEVlllE. GERMISTDN 
ADCOCK INGRAM LTD. 
(RESEARCH AND 
DEVELOPMENT). AEROTON. 
JOHANNESBURG 
ADCOCK INGRAM LTD. ERANO 
GARDENS. MIDRAND 

24 months (Provisional) 

5 AUGUST 2011 
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MRF 15 MRF15 MRF 15 

0 

W 
Registration number. 43120.2.8/0780 Registration number. 43/2.6.5/0796 Registration number. 4312.6.510797 ~ 

-..J 
0 

Name of medicine: IN"TELENCE Name of medicine: SEREZ 25 Name of medicine: SEREZ 100 I\) 

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

Active ingredients: EACH TABLET CONTAINS: Active 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 regislraUon: 1,2,3,4, 5,6, 7, 8 Conditions of registration: 1,2,3,4,5,6,7,8 CondiUons of registration: 1,2,3,4,5,6,7,8 

Applicant: JANSSEN PHARMACEUTICA Applicant: LASARA TRADERS (PTY) LTD Applicant: LASARA TRADERS (PTY) (j) 
(PTY) LTD LTD 0 

< 
Manufacturer. JANSSEN-CILAG S.P.A, Manufacturer. PHARMASCIENCE INC, Manufacturer. PHARMASCIENCE INC, m 

LATINA, ITALY MONTREAL, QUEBEC, MONTREAL, QUEBEC, II 
Z 

CANADA CANADA s:: 
Packer. JANSSEN-CILAG S.P.A, Packer. PENDOPHARM INC (DIVISION Packer. PENDOPHARM INC m 

Z 
LATINA, ITALY OF PHARMASCIENCE), (DIVISION OF -I 
SPECPHARM HOLDINGS (PTY) MONTREAL, QUEBEC, PHARMASCIENCE), (j) 
LTD, HALFWAY HOUSE, CANADA MONTREAL, QUEBEC, 

~ MIDRAND ROPACK INC, MONTREAL, CANADA 
CANADA ROPACK INC, MONTREAL, m 
SPECPHARM HOLDINGS CANADA =I 
(PlY) LTD, HALFWAY HOUSE, SPECPHARM HOLDINGS m 
MIDRAND (PlY) LID, HALFWAY I\) 

HOUSE, MIDRAND CO 

Laboratory: FPRC: JANSSEN-CILAG S.P.A, Laboratory: FPRC: PHARMASCIENCE INC, Laboratory: FPRC PHARMASCIENCE INC, 
0 
() 

LATINA, ITALY MONTREAL, QUEBEC, MONTREAL, QUEBEC, -I 
SPECPHARM HOLDINGS (PlY) CANADA CANADA 0 
LID, HALFWAY HOUSE, SPECPHARM HOLDINGS SPECPHARM HOLDINGS III 

m 
MIDRAND (PlY) LTD, HALFWAY HOUSE, (PlY) LID, HALFWAY II 

MIDRAND HOUSE, MIDRAND I\) 
0 

FPRR: JANSSENPHARMACEUTICA FPRR: LASARA TRADERS (PlY) LTD, FPRR: LASARA TRADERS (PlY) .... 
(PlY) LTD, WOODMEAD MORELETA PARK, PRETORIA LTD, MORELETA 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 



MRF 15 MRF15 

Registnllion number. 4312.6.5/0798 Registration number: 4312.6.510799 

Name of medicine: SEREZ200 Name of medicine: SEREZ300 

Dosage fonn: TABLET Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
QUETIAPINE FUMARATE QUETIAPINE FUMARATE 
EQUIVALENT TO QUETlAPINE EQUIVALENT TO QUETIAPINE 
200,Omg 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 

Applicant: LASARA TRADERS (PTY) LTD Applicant: LASARA TRADERS (PTY) LTD 

Manufacturer. PHARMASCIENCE INC, I Manufacturer. PHARMASCIENCE INC. 
MONTREAL. QUEBEC, CANADA MONTREAL. QUEBEC, 

CANADA 

PaCKer: PENDOPHARM INC (DIVISION PaCKer. PENDOPHARM INC (DIVISION 
OF PHARMASCIENCE). OF PHARMASCIENCE). 
MONTREAL. QUEBEC. CANADA MONTREAL. QUEBEC. 
ROPACK INC, MONTREAL, CANADA 
CANADA ROPACK INC. MONTREAL. 
SPECPHARM HOLDINGS (PTYJ CANADA 
LTD, HALFWAY HOUSE, SPECPHARM HOLDINGS 
MIDRAND (PTY) LTD, HALFWAY HOUSE. 

MIDRAND 

Laboratory: FPRC: PHARMASCIENCE INC, Laboratory: FPRC: PHARMASCIENCE INC, 
MONTREAL, QUEBEC, CANADA MONTREAL, QUEBEC, 
SPECPHARM HOLDINGS (PTYJ CANADA 
LTD, HALFWAY HOUSE. SPECPHARM HOLDINGS 
MIDRAND (PTY) LTD. HALFWAY HOUSE, 

MIDRAND 

FPRR: LASARA TRADERS (PTY) LTD. FPRR: LASARA TRADERS (PrY) LTD. 
MORELETA PARK. PRETORIA MORELETA PARK. PRETDRIA 

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

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

MRF15 

Registnllion number. 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer. 

Pac1<er. 

laboratory: FPRC 

FPRR: 

Shelf-life: 

Date of registration: 

43/2.6.5/0800 

QUETOSER25 

TABLET 

EACH TABLET CONTAINS: 
QUETIAPINE FUMARATE 
EQUIVALENT TO 
QUETIAPINE 25,0 mg 

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

LASARA TRADERS (PTY) 
LTD 

PHARMASCIENCE INC, 
MONTREAL. QUEBEC, 
CANADA 

PENDOPHARMINC 
(DIVISION OF 
PHARMASCIENCE). 
MONTREAL, QUEBEC, 
CANADA 
ROPACK INC. MONTREAL, 
CANADA 
SPECPHARM HOLDINGS 
(PTY) LTD, HALFWAY 
HOUSE, MIDRAND 

PHARMASCIENCE INC, 
MONTREAL, QUEBEC, 
CANADA 
SPECPHARM HOLDINGS 
(PTYJ LTD. HALFWAY 
HOUSE, MIDRAND 

LASARA TRADERS (PTY) 
LTD. MORELETAPARK, 
PRETORIA 

24 months (PrOvisional) 

5 AUGUST 2011 

en 
~ 
~ en 
A 
0 
m 
11 » 
Z 
.:-i 
I\) 
(X) 

0 
A 

d 
III 
m 
11 
I\) 
0 ..... 

z 
!J 
~ 
"-J 
o 
I\) 

~ 



UI 
Ci) 

Z 
MRF15 MRF15 MRF15 Ii Registration number: 4312.6.5/0801 Registration nlJ!11ber. 4312.6.5/0802 Registration number: 4312.6.5/0803 

Name of medicine: QUETOSER 100 Name of medicine: QUETOSER 200 Name of medicine: QUETOSER 300 

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 QUETIAP1NE EQUIVALENT TO QUETIAPINE EQUIVALENT TO 
100.0 mg 200.0 rng QUETIAPINE 300.0 mg 

Cond.itions 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) Gl 
LTD 0 

< 
Manufacturer: PHARMASCIENCE INC, Manufacturer: PHARMASCIENCE INC, Manufacturer: PHARMASCIENCE INC, m 

MONTREAL, QUEBEC, MONTREAL, QUEBEC. MONTREAL. QUEBEC, Jl 
CANADA CANADA CANADA Z s:: 

Packer. PENDOPHARM INC (DIVISION Packer: PENDOPHARM INC (DIVISION Packer: PENDOPHARMINC m 
Z OF PHARMASCIENCE), OF PHARMASCIENCE). (DIVISION OF -I 

MONTREAL,QUEBEC,CANADA MONTREAL, QUEBEC, PHARMASCIENCE), Gl 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 ::j 
MIDRAND (PTY) LTD, HALFWAY HOUSE, SPECPHARM HOLDINGS .m 

MIDRAND (PTY) LTD, HALFWAY I\') 
HOUSE, MIDRAND (l) 

Laboratory: FPRC: PHARMASCIENCE INC, Laboratory: PHARMASCIENCE INC, Laboratory: FPRC PHARMASCIENCE INC, 0 
() 

MONTREAL, QUEBEC, CANADA FPRC: MONTREAL. QUEBEC. MONTREAL, QUEBEC, d SPECPHARM HOLDINGS (PTY) CANADA CANADA 
LTD, HALFWAY HOUSE. SPECPHARM HOLDINGS SPECPHARM HOLDINGS ro 

m 
MIDRAND (PTY) LTD, HALFWAY HOUSE, (PTY) LTD, HALFWAY Jl 

MIDRAND HOUSE, MIDRAND I\') 
0 

FPRR: LASARA TRADERS (PTY) LTD, FPRR: LASARA TRADERS (PTY) LTD, FPRR: LASARA TRADERS (PTY) ..... ..... 
MORELETA PARK, PRETORIA MORELETA PARK. PRETORIA LTD, MORELETA PARK, 

PRETORIA 

Shalf-rtfll: 24 months (Provisional) Shetf-life: 24 months (Provisional) Shalf-life: 24 months (Provisional) 

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



MRF15 MRF15 

Reglslration numt>er: 43f.Zla 110841 Regimt!on number, 

Name of medicine: MYlAN LEVOFlOXACIN 250 "'II Name of medicine: 

Dosage foIm' TABLET Oosage foIm: 

Active IngredienlS: EACH TABLET CONTAINS. Active ingredients: 
LEVOFLOXACIN HEMIHYDRA TE 
EQUIVAlENT TO LEVOFLOXACIN 2SO.0 
mg 

Condrtions of regi"J3~on: 1,2.3,4,5,6,7,8 Conditions of registration. 

Applicant XIXIA PHARMACEUTICAlS (PTY) LTD ApplK;ant 

Ma~t;fac:ufer GEN?HARM INC. ETOB1COKE. O~iARiC, Mamt.act ... rer 
CANADA 
GERARD LABORATORIES. DUBLIN, 
IRELAND 

PaCker. GENPHARM INC, ETOBICOKE, ONTARIO, PaCker. 
CANADA 
GERARD LABORATORIES. DUBLIN, 
IRELAND 
PHARMA.Q, INDUSTRIA WEST, 
JOHANNESBURG 
MERCK PHARMACEUTICAl 
MANUFACTURING, WADEVILLE, 
GERM!STON 

Labora:o,'Y' FPRC. GENPHARM INC. ETOBICOKE, ONTARIO. Laberalory. "PRC: 
CANADA 
GERARD LABORATORIES. DUBLIN, 
IRELAND 
PHARMA.Q. INDUSTRIA WEST. 
JOHANNESBURG 
MERCKPHARMACEUnCAl 
MANUFACTURING. WADEVILLE, 
GERMISTON 
SABS PHARMACEUTICAL CHEMISTRY 
LABORATORY, GROENKLOOF, PRETORIA 
RESEARCH INSTITUTE FOR INDUSTRIAl 
PHARMACY, NORTH WEST UNIVERSITY. 
POTCHEFSTROOM 
CONSULTING CHEMICAL 
l.A8ORA TORIES, A TLASI/ILLE, 
BOKSBURG 

FPRR: Xll(lA PHARMACEUTICAlS, FPRR: 
MOODERFONTEIN 

She!f.lfe: 24 mon1ll. (Provisional) SheIf.Iif1I: 

Date of registraIiorI: 5 AUGUST 2011 Date of regislr8tion: 

MRF..:!§. 

43120,1.1Jtl842 Rogi&(ration number. 

MYl.AN LEVOFlOXACIN 500 mg Name of medicine: 

TABLET Dosage to,"" 
EACH TABLET CONTAINS: Active ingredIents" 
LEVOFLOXAClN HEMIHYDRATE 
EQUIVAlENT TO LEVOFLOXACIN SOO.O 
"'S 

1.2,3.4,5,6,7,8 Conditions of registratJon: 

XIXIA PHARMACEUTICALS (PTY) L TO Applicant 

G~NPHARM iNC. ETOBICCKE. CNTArtO, Manu:acturer: 
CANADA 
GERARD LABORATORIES, CUBLlN, 
IRELAND 

GENPHARM INC. ETOBICOKE. ONTARIO, Packer 
CANADA 
GERARD LABORATORIES, DUBLIN, 
IRELAND 
PHARMA.Q, INDUSTRIA WEST, 
JOHANNESBURG 
MERCK PHARMACEUTICAL 
MANUFACTURING. WADEVILlE, 
GERMISTON 

GcNPHARM INC. ETOBICOKE, ONTARIO, Laboratory. FPRC 
CANADA 
GERARD LABORATORIES. OUBLIN. 
IRELAND 
PHARMA-Q, INDUSTRIA WEST, 
JOHANNESBURG 
MERCK PHARMACEUnCAl 
MANUFACTURING, WADEVILLE, 
GERMISTON 
SABS PHARMACEUTiCAl CHEMISTRY 
LABORATORY, GROENKLOOF, 
PRETORIA 
RESEARCH INSTITUTE FOR INDUSTRIAl 
PHARMACY, NORTH WEST UNIVERSITY, 
POTCHEFSTROOM 
CONSULTING CHEMICAL 
l.A8ORATORIES, ATLAS\/ILLE, 
BOKSBURG 

XIXlA PHARMACEUTlCALS, FPRR: 
MOODERFONTEIN 

24 l1l«I111. (Provisional) ShIlIf.frfe: 

5 AUGUST 2011 Date of regiltnlfion: 

43120,2.810847 

INOXOR 30 mg/15O mg/200 mg 

TABLET 

EACH TABLET CONTAINS: 
lAMlVUDINE lSO.Omg 
STAVUDINE 3O,Omg 
NEVIRAPINE lOn.Omg 

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

AUROBINOO PHARMA (PTY) LTD 

AUROBINCO ?HARMA UMlTcD, \,;Nli 
III QUTHUBULlAPUR. ANDHRA 
PRADESH, INDIA 

AUROBINOO PHARMA LIMITED, UNIT 
III aUTHUBULlAPUR. ANDHRA 
PRADESH. INDIA 

AUROBINDO PHARMA LIMITED, UNIT 
III 
aUTHUBULLAPUR. ANDHRA 
PRADESH. INDIA 
KHULUlEKANILABORATORY 
SERVICeS, COVENTRY PARK. 
MIDRAND 

AUROBINDO PHARMA (PTY) LID, 
MEYERSD~JOHANNESBURG,RSA 

24 months (Provisional) 

5 AUGUST 2011 
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MRF15 MRF15 MRF15 ~ 

Col 
Registnltion number: 44120.1.1/0012 Registration number: 44130.1/0058 Registration number: 45120.2,310037 ".. 

"-I 

Name of medicine: DYNA CEFPODOXlME 100 mg Name of medicine: ZOSTAVAX Name of mi9d'lCine: PASER GRANULES 
0 
I\') 

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

ACIive ingrealllnts: EACH TABLET CONTAINS: Active ingllldients: EACH 0,65 ml DOSE CONTAINS: ACIive ingredients: EACH PACKET CONTAINS: 
Cefpodoxime Prcxelil equivalent 10 LIVE ATTENUATED OKAlMERCK AMINOSALICYLIC ACID 4,0 9 
Cefpodoxime 100,0 mg STRAiN OF VARICELLA·ZOSTER 

VIRUS. 19400,0 PFU 

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

Applicant: PHARMA DYNAMICS (PrY) LTD Applicant: MSD. (PlY) L TO Applicant: PHARMAPLAN (PlY) L TO 

Manufacturer. LUPIN LIMITED, RAISEN, MADHYA Manufacturer: MERCK & CO, INC, WEST POINT, Manufacturer: JACOBUSPHARMACEunCAL 
(j) 
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, WEST POINT, Packer. JACOBUS PHARMACEUTiCAL ~ 
m PRADESH, INDIA PENNSYLVANIA, USA COMPANY INC, PLAINSBORO, Z MERCK SHARP & DOHME BV, NJ, USA ...; 

HAARLEM,NETHERLANDS FUTURE PAK LTD .. WlXAM, 
(j) MICHIGAN, USA 

RYT·WAY PACKAGING > 
N COMPANY, LAKEVILLE, m 

MINNESOTA, USA ~ 
Laboratory: FPRC: CONSULTING CHEMICAL laboratory: FPRC: MERCK & CO, INC, WEST POINT, laboratory: FPRC JACOBUS PHARMACEUTICAL 1'" 

lASORA TORIES (PrY) L TO, PENNSYLVANIA, USA COMPANY INC., PLAINSBORO, 
I\') 

ATt.ASVllLE, BOKSaURG MERCK SHARP & OOHME av., NJ,U5A CO 
HAARLBM,NETHERLANDS CONSULTING CHEMiCAL 

0 LABORATORiES, A TLASVIULE, 
BOKSBURG 0 
RESEARCHINSTtTUTEFOR d INDUSTRIAL PHARMACY, III 
NORTH WEST UNIVERSITY, m 
POTCHEFSTROOM lJ 

FPRR: PHARMA DYNAMICS (PlY) L TO, FPRR: MSD (PrY) L TO, HALFWAY HOUSE, FPRR: PHARMAPLAN (PTY) LTD, I\') 
0 

WESTlAKE, CAPE TOWN SOUTH AFRICA MIDRAND ... 

Sh.eIf-life: 24 rnonth.S Sh.eIf-life: 18 month.S stored at 2 -rc Shelf-life: 36 months at 2 - 8 ·C 

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




