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FRATIAME O72 FOFURREEEH XTANDI™ (TUHFILE2 S F)
3 E FDA h 5 A FEERTS

T AT T AEEASAE (OREE B, AR T A2 LR T AT T AREE ) 1%, KE R
T =g A LR TR 2D TS XTANDI™  CKESRLE4 . p-INN* : =L 3 R
BA%E = — 1 : MDV3100) (22W T, FEZ Fw/IC L DLFRIERITIE 24 9 5 sk L 54RHT
PERISZHRAY A DSIRE - IR T, KERMEEKSF (FDA) NOARBAEGLELZOT, BHLYE
LET,

s &L, 1 H 1A 160mg (A0mg L% 4o) OS5 (ARRIE/-IIA%) T, AT
oA R (., L R=Y) ORI ARETT,

TIRZ KRB & LT, ERIEOY R 7 O@mWREERR L Lz, A—7 U Z2atill (H
F:160mg/H) ZFEfEid 252 & T, FDA L AE L TCWET, HBERIX 2019 412 FDA ~f2fit &
HFPETT,

FDA (%, 2012 4-7 A 23 HIZ, XTANDI OIREFFAIRGE 2B L, B2 RBOE L, £
D, T T HIEH ToH 5 PDUFA (Prescription Drugs User Fee Act) 727 > a > -5 —h & LT,
201211 A 22 HEfEET D5 A2 @M L CWE L7,

RRMNEZE ST (EMA) ~OIRGEFF TG b ZH SN TWET,

A B DO AGREEZ RN, T AT T ABIKIF~ AN AN LT3 EHT RAEATF f_R— g
HIZHHWES, F72. XTANDI 1, 2012 4E 9 AT AICHTET HTETT, ZNHITES ., T A
T 7 ARG (201343 A EETHOBEETXHY HA,

T AT T AT AR OKBEEIC LY, F B REIR AR 5 2 L T BN AT
JEICEHBRCTXAbDEEZTWET,

W, ARIECOWTIE, KEIZERWT, BEHIRHE 8 A 31 HITHARER L TWET,
Uk

* p-INN: proposed international nonproprietary name, INN: [E & —fi%4
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