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— TWER#EIOIYFAYFAE (Postmarketing Commitments: PMC)

— TEIR##EZFFFE (Postmarketing Requirements: PMR)
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— zo1o¢9ﬁ30E|wﬂ%‘f"—i'cfs%TL,'CL\m\Pmc&UPMRli &11,4554TH 5,

LEMEICEIEZERDHZERER (New Drug Application: NDA) EZ TR v EZ D &R (Abbreviated
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REERET (FDADMHIZZ T THENLTLSED)
— Observational pharmacoepidemiologic studies
— Meta-analyses
— Clinical trials
— Safety studies in animals
— Invitro laboratory safety studies
— Pharmacokinetic studies or clinical trials
Studies or clinical trials designed to evaluate drug interactions or bioavailability
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. BAEORHRE
— 1992512118/, 5201057A 1B E TICFOAR R HAKEL - AFEDIndicationl

o [TDVWTIFTEREAETERERLSHERIN ., ERAFZEICES, EndpointDNERIZLLTDREY :
— survival (10 indications)
— progression-free survival or time to progression (7 indications)
— response rate (5 indications)
— disease-free survival (3 indications)
— cardiac safety (1 indication)
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BlEksrt AR PMR - PMRDO%%

Sorafenib Nexavar Bayer Healthcare | 20054-12820H PMR : 0
Tosylate PMC : 7
Sunitinib Malate | Sutent CPPI CV 200641 H26H PMR : 5
PMC : 4

Temsirolimus Torisel Wyeth 200758 30H PMR : 0
Pharmaceuticals PMC : 2

Everolimus Afinitor Novartis 20094-3H30H PMR : 1
PMC : 2

Bevacizumab Avastin Genentech 200947H31H PMR : 0
PMC : 0

Pazopanib Votrient Glaxosmithkline 20094108 19H PMR : 5
Hydrochloride PMC : 3
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19; Sorafenib =4 78 (Overall Survival)
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