B30l KGMP REREE
HAYHNE CETEILE)

HYM HChS 2|2

H] I| | 01 2 5mg

IjLEAE2|= Smg

M- #2118 3

TILIAE|2I=(USP)

H7IM(Er2AA) © PM2S 2R0|E012

& o] Mol Y YEIYH

(85 - 321 SUNAUMHILS

- SETYYE|UE Sl MY

- HIZE MEMel B3 9 27 M

- 24 |uje| Yz 2

- MM dex HF&(Transurethral Resection of the Prostate) ¥ &

o Hrled S8 TG pa0 WY A2

(8% - 3] TiLLAERIEZAM 12 18] 5 mgE AARRL BIAIgl0] ZRE0ISICE

- 28 Al 340 HMEC2tE 24 674870 |27t Wasich

- AlsH gixl: oEsAEoa & o o 29| £of Al ol BiSlz giglen
2 of2f ZRo MRH XNIHOIEIHHAE : 9.0 mL/minoiAl 8% =H
& mert gict,

- DAt 2 704 014 TXHA 2lof of kol HiHo| At AAET= St &
dg 23 T2= 9ot

[Ar8Ae) FelArE]

5.0mg

1. 32
1) 0 22 Aot = ofM0IA Fofatx| =Lt
2) Y E= YNEID UB JISHO| U= 012 mUARRIEY B4 U
2 o0j% 4 efotol st B Al 7540 U282 of el B
MEAL e z2tg GERME QF Eicl, of o2 AYsle | HE
o, TRXIZALE RMZIX| QUCHH A XF Aol #Y dEnel

HES UNE 4 Uk

2. 3 Extoil= FOi5tx| ¥ A
1) 0] o Ei= 0] ofe] FAME DRI Bxt
2) 614 Ei= Aot
3) Y& = YMEIT U2 THs N0l U= oY
4) 0] %2 LU ARSI YSSR, UAE/A ZUM(galactose
intolerance), Lapp RE&sig4 Z28S(Lapp lactase deficiency) &
£ ZEY-UAERA E4A0M(glucose-galactose malabsorption)
59 R Ex7t Qe EXlolrs Fofs3 of H®Cl
Chg #xtole MES| Foig A
271500 oldol QU= #xt
4. 0lyErg
1) 0f 42 Uelo] 4310 0|AHISE YHHoR Holstn AAIE0IHCE
2) gi=el AN
413710] UThE YMAIE(PLESS, Proscar Long Term Efficacy and
Safety Study)olM 0] %OZ XBE W 15240 Xt} o X2E
W2 151632 Exto) Cist 4ol HE HHM BIHE MAJSICE of o
o2 X2 37 %(67H &b, YU XBE 2.1 % (328 #xp
It 1T o|diSeR XRE BEEIC, 1R it B
O[S R AVl ojABBO0Il) 4dziel ANAFEIM HotEct
E2 BIE2 WHHGIHD 0] AojMel UHBO| 1 % O1Y0IAH YAl
Bolnxtol olsf otEnt Bl U Jts4ol L, ofolz =]
QAL BHE| BRE0] kD ZFE OARISR CfF B1at ZUCE Y
HAY 2~AdoME S0P IR, 482E, YT gl 7
QB xfo|7t AL

w

1, A28 ojlus

14 (%) 2~ (%)
0] 2Hn=1524}| | %{n=1516)| 0l 2Hn=1524) |9} %{n=1516)
e 8.1 37 5.1 5.1
geuE 6.4 34 26 2.6
A 3.7 0.8 1.5 0.5
Aol 08 0.1 0.2 0.1
St 05 0.1 1.8 1.1
FUUS 04 0.1 0.7 0.3
ER 0.5 0.2 0.5 0.1

3) A7IAB0) Het XE
304722 BRI Aoz 4~6UZt 233t 2o U YYUE AMAE
OlA, 0l & 5 mgE F0ist SoiTAf 4219] RUIRt0| WHsIRD, AL
¥ YNUEZ0ME LMSHR| ULk Hzo 304089 EXIE Y
OF 47t 235 QAT UNAIFOIN Ao 2712 Reto] ¢
MBIHT 0 O 5 mg FOTOAE LAGHK] YT 18,8822 HAo|
EHojgt 7uztel AT =AMAE(Prostate Cancer Prevention Trial,
PCPT)0liA 0 o £0i X Y0l 22t 1210] Rueto] LML)
A puiolo] et AR £ =0t oItk of o] B7iZt foie AR
4h MBIl B2 BR UM UX| odch,
PCPT QAAEE ZESXIZAA HA0T HEM Z0/8#(Prostate
Specific Antigen, PSA) |7} <3.0 ng/mL2! 554 014 18,882&2}
0] Fojst 7dzte] 29| 0|FUY, AT YYAIFoIRCE HY
£2 0] 9 5 mg £E HYUS 1Y 15 FoUoict XSS ofsh ZT
XA Y PSAE W70, MHZAZHAE PSATH ASEZLE XE
SXZAIN HIENOR L2 Aot ANAIF ofX|9o) AMSIACE ¢
og o2 HA(l1 %)) Bis) of %42 Fofd2 HH(1.8 %)M
Gleason §3 8~109] FMzMefe| WAHIZI} of EUCL CIE S8t
B4 AMR(SEIAEEIE)0 et 4WZto] SOtz MAHME
GleasonSE 8~109| MM Cfst RAE Zap7t BREJUCH %
SEIAHZIE vs, 92 0.5 %). 0] o 5 mge Fo1HHS MM Extof
M| YE [olde UBER| gt
4) =0 AjTH & RA
0| o J2j1/EE 0] & MBI CHS 22 0|30l 2 21
SIUCE O] OjAS S BEH QTNCIA XKooz HTE Ao7| o
Sof, YMHIEE NN QA oiEsIL Y8BT ANVAS &Y
Ste A2 YHHoR JhsaA| Yct
(1) el - 7248, Feofy| Y HERE(RE, 3 S7Y H 929 3
g Z@at g2 ok
(2) Ha - 285, £of 3¢ & xl4sl= 4RYE
(3) A2 o R - DBS : Rof BT 2 X4EE 4IIs YoH(LIIRE,
APl © EA B D2ln/EE FHo M Ml IUAHZIE Fof
B 3 FoAo| U g3t 22 Mol BRI 1 HY U
(4) HEHoH (A1), 0iX|H, 8
5) JLHS| AR 2 ZA}
6SOH 3675 HACZ MAISH AlTt & ZAM 2t ojNEIge| WH
HIZ8S olntazet AEelo] 107H0lM 12474(3.37 %)0| EDEIUT,
ol & 0] Ut QUBBAT} AUS & U= A2 TWE A2 AYYol(S
M), w|9H SSUE| ACHN(EAZ 24), BT, 7S, B,
FE, X0l
(1) AB1A : AshEE, |, ALWOHAMY) S018 § 724019 %)
(2) Bl E7IRN, Me2E| ARYZ(EAFLL) § 1022
(2.78 %)
(3) W& : U, JRi8E § 2240.05 %)
(4) T SANY, DiDIBtg, S8, BefZ § 624(0.16 %)
(5) 7IE} : OfXIE, S0Ig, 275 ol4 § 724019 %)
5. Uk Fof
1) Of ool ot okE= FAI FUSHA LIEILIX] YoB2 Ci¥9 VIRLE
JHRlE Exit NS 240 2As X oA 22U s
ZOJZiA ZArtotof Bict,
2) SAk= 0] %oZ XIZE ARSIol $M AY, B, HA & A



~

©

©

TN S Ee SHMZMHIUSEPHIZ KA CI2 MZTS2 Solst
7| 95t ZHEt HIIS MAlHO} S, EXiolA| MSHYME oS
X=sin AMYS AN ot 3 o gloj==g siof #xkS0l of o
It pRAE FA YRS QMBS BiTh,

3) QAk= o] A2 X|Zshs SO YT HAA AFgAHo| HAH 4 Tt
= g Exioi| of ich 012 AP 2t HYHR Wiss
sishs AH2R Holxls ¥X|2 o] ASE XBE Y HXiolA L7IRY
ot MEAR 4YE 22 9l

4) ZELSRIHAIAM Haoln PSA £X17k <3.0 ng/mLe! 554 oldel &

48 el 74zt of o 1Y 5 mge =88 PCPT AYAMHNN
Gleason S& 8~109] MM «2lM0| SIEIUCHLILIAEZIE 1.8
% vs. 9% 1.1 %). CI2 S84 ANF(FEIAHRIS)I % FEIA
HIZIS vs. 0.5 % Aol ChBH 419710] otTix JMAHOIME H25H
Zuph BEER, se-gEss AXH= 1SS MEMe UM Ay
S Z7HIE & QloLt, MEM RIIE LANTI| Aft s-2gA X
X &t giZelx|, oj2qEt RSl Hulo| YEE 0lxl= OE 25 o
20Xl HEEX] T

SRR

yeng
1) Of oDt PRE ASYSHEL Yl bt gict,
2) 0] &2 CYP-450 B ABUiAEAA 0 FHS 7KKl efe22 0]

23t 7Moo Mgl S0l DRHakeE RN, FojHaE 20t
2, Hem2l olE|n@l S0 Y5XEL LIEtUR| oh=d

3) ACE2{NIM), SMRICH|, HERITA, ZaMEXIttH, HYYTAEK, of
A, H2ZERH, HMG CoAEtEBANM, HIAHZOEYAHTEH
(NSAIDS), #=Ex| MZC/OME Sotel HEFUA yHoz Rost
O[S E LIENIR| phect,

9 3l 2RE0 it &

1) 0} 242 YL YAt US HsH0| Us olgol= ol FBCh 0f
g YRt 28 Al deforel RYATI] IS RaE & Tt
(1Y 5-BEA ARHDE HAEAHZO| LS0IEREHAEAHZOR
Helgl= g XaBich, 2 of &g YN B0 EERALL E= 0] o
2 285t S&0 Yo /2 YMoiMol JAeqotol chEt BxHK 2
NS YUFoloF Bict, AN HES oz Bt SSHEHIM YN B
off X80l o] %S Fofoi¥S W LA USFI|ES FehsiATh
0] ot £ Z2o| Emlof Yol Haejor el MAD0f BIHYS
ZE 4 QoD 0] Ao HAMX 222 YL RS JHsHol U
€ o] Fgshals o Bk 2aiLt of 242 MOXIALE SAXIX] 2%t
i AEo| Eof lof WAE! HFAlole FHR0 =FEX) ohect
UMAIEAA Of 2 5 mg/dayB® 6~24F Sot =88 mEXte HoKo|
M Aol mUAE|2|ET SEiQlct QNS oo of %2 X8
g2 gixtol Hoz kHe k= IUAHRIE ST rhesus ¥&0|
SSAHA 21E efoto] L2 J|Fo) thEt no-effect levelof sHESH
£ DLIAERI=) EEECE 50~1008) % golct,

4) o ofo] RR29| ojHoi SASHA| YoH +RFME FOisHX YeCh

1

@

. 20t0f gt £of

Aotofl chet oEY W RE40| S0l UAX| o9z AopiAs RO
= glch

X0l gt £of

oIR0fA YotthE YYAR(PLESS)0) B2t DIgH & 65M) 012 1,480
O[T 754 Ola2 105oIACt, nAxle A2 mFxilol AT} &
4o fofst xtol7h BAX| YA, CIE UMM ZBoINE DI
2ot He #RRriel B30l Xfolot alIch Dxio| cist 82xHo| RSt
X| fact,

10, YA} A

1) 0] 24o2 XRE w2 MM AXlolM UMY 552 US| pn
UCH HZE AMARIOIN HAEXQ! MAMSO[AHPSA) x|t TN
Yoz PSAZ Z7HE SYTYMBINS EXtE DUER SiRic ol2f
B BPHYMAIZ0IA, 0| o2 TRMRL Tt HIZS BISAFIX| B A
O UEiC), £3t MEMelol MAKQl HHEE 0| o2 x2S ¢
2 SR} = Yo XRE W2 HAlolH RS Ko7} AT
0] of2 MRS Exf soM= YYTYML|HS BRI HY PSA &
=8 O3 50 %Y AAZICL 012 ZAE JHE Riof izt WA
QU BixIE, A PSASE| BN E7kssICh PLESS AAAIRS

1.

3,000 04 #XIZRE 22 PSA X2 2AZ3} 6/HE o1y 0] %o
2 X2E W2 HENol X0l PSASRE XI2E UK Y2 "y
HA oot HlmA] 2ui2 EHsfof Stch= Atdo| Eelslgld, of2l X
o2 PSA BAlo] Rigiest So|=7t BELT, HYMY FPSHS
S| 4 Qo
0] %02 X|2F W= #xi9 XIAE! PSA 3 BVt 0] 49 X2
o Lt BiES 2HIS Dafste AS BIRsto] FoAZA Boksol St
R2| PSASX| HES(E PSAY U3t R2| PSA2 BIE)2 0] %oz o
il Rolshi ZAsHA et & PSA tist R2] PSAS| IS of o
of ®3 slofME 12 RXIEC MY THo] [2f PSAS| HE
88 22X $HOZ H33k= Z2, 0f +X|of et 2Fo| E2LRsiCh
) FAMTZMHICHE BXtoA, 0] %2 TElS, ojAERIC|S, D2AE L
AR 228 Ex EENY oF Yo FYS FX Adch BY
A Z2oUE & BAGE, MUSX|HY DU=|CH S
MElE) EE BUT0| i3t YANOoZ FRF %S Fui= HUTX| ¥
ATk 0] %2 B ExIN ABYS2R(LH)Z HEASs22
(FSH)O| ©F 10 % B7tat= X0l MU=, »E2 FYUL OIUR
o, 2428 XXM o] o Xj2= MMKISS2R Wa Xt dist
LHet FSHO| #iSS ISRl ef=dl, Ol AIMSHR Hstes D@
£0| gErx| gge AARITL
2428 A XK WY nietolel§ Wotsty| flst 245249 0] o
Xlae B 55, 284, F6, pHol YyHC2 [90F FYS FX| ¥
Uk APRAL FR| HotZo| AR 0.6 mL(22.1 %) BE AYY
Zart gEERl ol metnjels B4 &5 Hel o IeH Xz
SHist 2P| ARISI0 B2 847% 71N HEiZ SISEC)
IRAE0AY HF
1) 0] ofe| ict BAlo| AHsE SEE xRS Yk
2) 0l 22 400 mg7tx| EHEIS0iEI2LE 3HHt 12 80 mg7ix| B2 &
O3t EXjofiAf OlYEFS O] LIEILIR] 2Rtk

)

12, 22 9 HFNC FOUE

1) of2loje] 20| ¥X| G Rofl BEBICE
2) 2 87lol HiR0] g A2 Aln¥Qlo) et BE RXIHM B
Zsix| ptoa2 0|2 Fosic),

[==etef] 308
[REE] A2(1~300)2, X278
* 222 703 © AUIB0| AL HE HI £ 228 KBS

FUXHE Satol mesto SLICH

* ENBE2 SYAUANE DAl AHIRHRYSNZTIE| o D E= BY Y

8 2 U,

* 9ofF 2ol¥F Y JlEH XIME 9AE FEE 2aRlo= M hitp//

drug.mfds.go.kng EEsHIAIL,

[BHOlix} (F)Og MSEYA 727 ZQI2 397 7F, 8F

[HIZX}] HolHERBLARKF) YL GTA Sl

BhEI12 56

[RIZoIZIx}] (F)CHICIA SHEE 0Kt £ Stz 342
[HIZ22l] (F)CHAHICIZ 080-850-5206 (4-AIXHEE)

AZHHYHYY: 2015.05.29
20150612/00

HEo2|xt
DASANG ) (F)ChatmiCl 2

Fef ORMA| =0T IR 342



	IN_2015060300281_00_1P
	IN_2015060300281_00_2P

