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Worldwide Approvals
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£ Country Trade Name Active Holder Status Approval Date Agency Application Number
EU Vizarsin sildenafil citrate Krka. d.d.. Movo mesto Approved 21 Sep 2009 EMA EMEA/MH/C/0010TE
EU Patrax sildenafil citrate Pfizer Limited Approved 15 Sep 1998 EMA EMEA/H/C/000204
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US Filings & Approvals
Pages: 12345 m
4 Trade Hame Applicant  Active Ingredient Strength Dose Form Route of Administration  ||Filing/Approval Detals

-
Abacavir Sulfate 20mg Cipla Lfd | abacavir sulfate Solution Oral ANDA
Abacavir Sulfate 300 MG Cipla I#d | abacavir sulfate Tablet Oral IANDA
Abacavir Sulfate; 60mg Cipla Ltd | abacavir sulfate Tablet Oral 505(b)(2)
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sildenafil citrate
Label Infermation
Pages: 12 Excel = | Export Filter Data
Trade Hame Dose Form Strength Labeler 2 Analysis API Source. Label Details
Revision Date -
Sildenafil TABLET, FILM COATED | 20 mg Apotex Corp. Apotex Research Private 02 Apr 2015
Limited
Sildenafil TABLET, FILM COATED | 20 mg Apotex Corp. Apotex Research Private 02 Apr 2015
Limited
Viagra TABLET, FILM COATED | 100 mg Lake Erie Medical Surgical and Supply DBA Quality | Pfizer PGM Pfizer Pharmaceuticals LLC Pfizer Laboratories Div Pfizer Ireland 28 Dec 2011
Care Products LLC Pfizer Inc Pharmaceuticals

C: LT (Launches) & & HrZ(5 & (Label Information), EIREZLBAEATIERALAEIERES, #—TERREIMHEIBEER
SREFTRERMN,

4. B4, EFEGIMATRERE LTASFTEEERRST, I EHXIE (Launch regions) £, WA{ERE %8 o

2 Clarivate | zyzpe=
’ Analytics HEnR=



NEWPORT PREMIUM RIEIEERT: 1R

Product Profiie ‘ Approvals [u.m.mg;} US Markst Stats | RE&D | Patents | US Patent Chaliengss. ‘ &P ‘ Pathways ‘ Dests ‘ Markst Gl | Regulstions | Product Changes Set dlent I

sildenafil citrate
Show Praduct Family ask ims.

Launched Drug Forms Detail
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Name A Capsule - J
Capsule 100MG sildenfil citrate ERECTRA PROCAPS Procaps SA Ukraine g:ﬁ“‘”'e‘ Extended Release [
Capsule 100MG sildenafil citrate HELPIN LIQUICAPS RECALCINE M Abbott Laboratories Chile
Capsule 100MG sildenafil citrate SILDEMAFIL-GENFAR GENFAR Sanofi Central Ameriff Launch Regions:
Capsule 25MG sildenafil citrate ALTUS UNIMED Solvay SA Peru Asia Pacific o
Capsule 25MG sildenafil citrate ERECTRA PROCAPS Procaps SA Ukraine Eastem Europe =B
Capsule 25MG sildenafil citrate GELPIN COLMED Colombiana de Suministros Medicos Hospitalarios Ltda Colombia Latin America =
Capsule 25MG sildenafil citrate HELPIN LIQUICAPS RECALCINE M Abbatt L ab Chile m
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Corporate Group Detail | Desls | Subsidiaries | R&D | Approvals | Launches | Patents | AP | Regulations | Corporate Group Changas | Sat Alert
C|p|a |_td Request Due Diligence Report
Cipla Ltd Corporate Group Type: API/Biotech/US Generic
289 Belasis Road, Mumbai Central. . R
Mumbai, Maharashtra 400 008 India US FDA Warning L efters:
phone: 91 22 23082591 Hold US ANDAs: Yes
fax: 91 22 23070013 — -
web: www.cipla.com Latest GDUFA facility fees paid: Yes
Registered facilities as of: 06 May 2015
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Global Regulatory Comparison Topics

: Generl:s Biosimilars StabilityData ProductCertificates(CPP) |ApprovalTimes Quality Systems & GXP
Global Gomparison Tables User Fees eCTD Acceptance Pharmacopoeias [Manufacturing Changes Packaging & Labeling ransparency
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Local Regulatnry Requirements |

Country How To Market Generics & Biosimil Drug Master File GMP Ci i & i Import & Export Procedures

Drug Application Formats Pricing & Reis |
For Non-Subscribers Sample Sample Sample Sample Sample Sample
Algeria Coming Soon Coming Soon Coming Soon Coming Soon Coming Soon Coming Soon
Argentina Available Available Available Available Available Available
Australia Available Available Available Available Available Available
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Regulatory Filings

Excal - [[Export ] [ FikerData |

4 Active Ingredient Filing Holder Date Number Status

Type ipti
sildenafil Us DMF Idylan L aborataries Inc Idylan L aborataries Limited 26 Dec 2012 | DO26777 | Active I SILDENAFIL
sildenafil uUs DMF Polpharma Polpharma 19 May 2014 | D028318 | Active 1 SILDENAFIL BASE
sildenafil citrate Us DMF Nuray Chemicals Private Limited Nuray Chemicals Private Limited 21 Aug 2009 | DO23067 | Active Il SILDENAFIL CITRATE (NON-STERILE BULK DRUG SUBSTANCE)
sildenafil citrate Ccos Maprimed SA Maprimed SA 23 Feb2015 | 2013-100 | Valid Chemistry
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Dr Reddy's Laboratories Ltd

Dr Reddy’s Laboratories Ltd
Unit V, Peddadevulapally Village
Tripuraram

Malgonda, Telangana 508 207
India
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