\:ﬂg_ggfg O ZEREERS
=348 22X =A| 267
Of|ITf LT A]
122|2% |mLAEZ|I=E
30T
LN N

- oY N

[HEFE 2 O 28 18 5]

I [ e S 1.0mg
H7M(E=2R) | AHOEEMOITYE(A-2A), RE+IAE(A-2F)

HIIA(EIEMA) . JMPs L=0|520|=

[M4] gyoio| 225 T2ty DY0| Sz LEFEIFK

(85 - &3]
ST 18 ~ 41M)2) 9T FESCIERA E25)9 A=
(Y - 83]

UEHO 2 TUAHRIEZM 1Y 18] ImgS HATF00IH, AMARH EAG0] FHE 4+ UL,

gZS 56T Rad0l SUEt= 27171 ik

HENOE R Ol =3oll0F Xz s & 4 UACH, X2l FXIE ?oll ASHC=E S8 A= dE
et} Xz 7|2t Reds XEHZ FII6lof oIt =& StHolH 12718 U X=&= Al2tX|A Eof.

[AF2He] F=2IAtE]

1. OLIAHZ|E ImgS 4 HZE SX0A 132 F0{5IAS 0 AfS-HTY 0|4EHS(%)
0| 2 n = 945 2f2t n = 934
SEUE 1.8 1.3
47| 1.3 Ll
AEZ O (AP ZEA) 1.2(0.8) 0.7(0.4)
of=-TRAN 7|5 B O[AHSOR la FH 1.2 0.9

O|4ErS EMZANE SElel HH 0| A2 FHHE2 945F 9| Xt § 36FH(3.8%)0[, HUS Fo{HI2
034FH9| At F 20H(2.1%)0] 17H 0]t 47|15 2T 0l4ESE FRGIRUCHp = 0.04). 475 & Ok
HIZo = Q1510 Fofs Het 42, FABH 0= ZE SAI0IA] 0[2{8 O|4EHS0| AR H, £24S
Al&et SRS HEZ0IA 0| fFHS0] AL

A4t 530 0] oF 22 £ 1€ 12] 1-8S 4857 FO0i0h AT AN ZAE0| SYUZ 44
0.3mL(=11%), 0.2 mL (—8%)Ct. 0| 2t2| 5Hf & (dmg/Y)S FoHet CIE F YAIA AFFHA
UAZO| ZYUS HUFHZ H| WA & 0.5mL(-25%)2 F2ot ZUAS EROLL 0[2{8 HH2 AU
&StiotH SSEUC YIARUM EXE 7EYUS - HM, #UES H 128159 FE=2 FL L
AHLZHA FAFSIC,

2) 0| ©f 5SmgE F0{8t YAl

A= 70| QTR UMAIEI(PLESS, Proscar Long—Term Efficacy and Safety Study)0f| Al 45401 A 78Al
o M MH|CH BIAHEAFFLt FH) 3,040HE 4= 440 ZEl QUMY HIE AASIUCE, 0 &
SmgR 2 X|ZBF 3.7%(57F2] &K}, Y= X|=Z 8 21%(32FY A7 H7|s & O|MEIESeR X2
£ aH6IRen, 713 vIHEHA| E0E O|MUISE 47582 O|NEISO0IRACE 497t0] UNAF A H<
Hot 2 2 o6 0| & 5mgollAe] HeiE0] 1% O|H0|ULH UMAKALXI0| Sls =0
HH7I5E0| UAHL, HYe| AN UHL, BHS| HBEH QCtD 72H5E 0|MEIS2 L H28
ZUCEH HHAE 2~4E0|N= RO 27|28 J2SAHE AFF geisol S X0(7t SiUALCH

1. 81

1) O] 24S AOIEX 22 M0f|A| ECGHHAME O EicHAO | CHE £0i8 3 YFol| Cift £0{8H 2x),

2) Y5 £ MG US 7540 U= 00| Ao HMT =22 UX|= HL, LIBE Saf 0] 20|
Ag|0f SAENOH YBIS XafE JhsA0| Qoo QEL} QIMSHE JHSA0| Qe (AL 0] 2ko
BANZE EZHE QA= ¢ ElCt, of efel EH2 IEE ez FHA 7 EAXIX] &2 HEjolA
HMXoZ FZE Hols FHED HELX| RS0 st Foigt A=),

2. Ot5 A= §HatA 2 A
1) Y5 F= Ak IS 7I540| U= A - 0] &1t 22 sa—SEsA YXiXl= HAEAHEO| Cls|=
SHAEAHECE Mett= AS Xallsie=z YF7t 0| s E86i= FS HAEHOF £ MA7[Q] H|H
AS Zdigt 4 Qlot matA YAE0 0] efE SR 0] 2F S50 Y4lsHA| 2 Z<0l= g-HElot
Ooff st & E AT HS SAJo|A LoF0{0f StrHATS L0 chst S04t &=x), 27 SHEN A 24l
7121=2 0] 29| XEeES SIS Of £ XK} U2 4A 7|9] B HA0| == AL,
2) O] & E= 0] 2FQ| 1M =0] choll 2 IHtSS LIEt = &K}
3) Y& HEMb|iE S22 Qlsl| 0] &f bmg E= O bo—=EHE A AUAXKIE S8t U= &AL
4) 0| U2 FY= SRt ez UHELA Flfd(galaciose intolerance), Lapp R =llg4 ZEHS
(Lapp lactase deficiency) B= ZEH-ZUHEQ A S4A0(glucose—galactose malabsorption) 2 SH
Aol 2H|7t Q= &Ko Al= E06tH OF EICt

= HA= AE5| FHE A
oF= ZHiAM ZFEAGH dAERZ 717|500 0140] U= BXHf thaik= F=2l5t0] FO0{SHTt,

OlyEtS

) NS YRS SX0Z 0] O ImgS SO{E UNAIE
127020l Z17 30Ol CHEMAIZIONN, ST F 14%0 BRI} 20t BEIHSHO| UALE N
(0] QU7{L T Mo Huls| QUrtn HE o[4S oI5l UNAHEE Zsgion
SOIR0| A= 1.2%, YAZUNE 0.9%2] AL U SOZ QlF 4|5 B 0|4US B0
QAN 01 A] ZEEQICHRIORE : n = 934 16%).0] OF 22 oIS 247t 12787 SOf5IAS 1 1%
00| BI=2 LI O|4S 5 o1t BRl JH5 40| UL AFs| 0] UL = BANO)
5] QICD 2 TE O[AHISS B10| LIERIAC,

w
SV [

[

B2, OLIAHZ|E SmgE MEMH|CH SXI0Al F0{A| ASHE O[S
114(%) 2 ~ A4(%)
oL} AH|E|E Smg S oL} AH|E|E 5mg S
(n =1,524) (n = 1,516) (n =1,524) (n = 1,516)

47|18 H 8.1 3.7 5.1 5.1
22 E| 6.4 3.4 2.6 2.6
AEEEA 3.7 0.8 1.5 0.5
APZZEoH 0.8 0.1 0.2 0.1
FaH|Cy 0.5 0.1 1.8 1
FHUS 0.4 0.1 07 0.3
FlE 05 0.2 0.5 0.1

MM H|CHS &Kol A| 0] 2F 5SmgS E0{s 187 TR, 34 AUNAIET 5E7H 8 E ZIH, SEAIY
A2 Ol S 202 QALGIICE 0| 2f 5mgel F£047|2t0| E7Fal0] w2t 0|AHES0| F7F6HK| HRUT
E07|Zt 2t MEF 9E dd d7|s 0ldtse| 207t 4 6IALt.

3,047He| BIXIE HACZ 4 ~ 67 f8eh YO 3 YMCE YMAIEA, O] S 5Smga F0HEt FHZ
OlA 449 FEiefo] HMaIHT Ao X AMHAZH M= LMK FUCH HE=O| 3 040HO| SHXIE
HAOZ 4EAZF 285t QO AUMAISA HUZU A 2719 FHRt0| WMSHR}T 0] F 5mg E0
Ol A= SAMSHR] EUCEH 18,882H Q| et HA0| &ofgt 7 E7t] AU =M AIS(Prostate Cancer
Prevention Trial, PCPT)0| Al O] &f 5mg S0 1 749 SE0| 2hMEHAL, HUHUAME 1 49
Fato| SMSIRICE of 2F Imgaf 5mglilA H Faietof ciet A[H 5 B17}t QI 0 efe] &7 (7t E0iet
HHeU MMEZE0] BN Sl UM UX| UCHPCPT YUMNAEL ZIReX|ZA A A0 PSA
FX[7F <3.0ng/mL2! 55M| 0|4 18,882H2| 'H4J0| &5t 7A2te] RAQ| 0|5YH, HAUUE UYAIH
O|RUCt HHEEZ 0| & 5mg = YS 19 18] £ UL, SXS2 sl 2EeX|EA 2 PSA
oo, MAAEAA= PSAZE HEEHL AESX[AHAMAM HEHNOZ L2 22 YA
OFR|Sf0f M= RACE H%S FHEE2 HE(1.1%)01| Hsl 0] ofS FHE2 H(1.8%)0l A Cleason &
8~109| HF Mo MBI} O ZUCH CHE s5a-ERHEA HAH|(SELAHZIE)0| CHSE 4E879] 2
R UM AEHAME Gleason S5 8~109] HEMetof e SAFSH A7t HEAEQUCHI% FEIAHIZIE
vs, Y 0.5%). 0| 2f Img= FOH{E2 HHMAQ UAN FoldS UM UKX| 4t

Q' ujry

TH O

[k

3} Al 2 ChEat 22 0|k S0[ 712 2nEYUCt o] 0l8tise 25¢ A7 AHM AfaXoz B

A0(7] m=2ol, FHL=E MY AA 0Fd7 L dEE0 QWA S HEske A TEER=
7+S3HAl L.

- pop] w7, U1, S| W HESEQS, 5, 27 % 920 FHS T 22 S

- A =8, F0 SH = X&EHe S2EE
- A A 7Y RUYUS R HIMY; 18E; F0{ SE F X&Hs 71 HOH(R7|SH, AFEEM), 2=

ks o ; b £91 12/ 2/EE Hoto| & Kot 0] % £0{ BT = | A HAS £ HM0| B2

g/Uck 23 [t
- AFTONELE), KR, £8, F2HE, 7t8h £X| o5
5, &gIH %9
1) Atz EXHA| 2, 85 L FFEHIE, FUHI, 48 X MMES ZEIT FYUO HEPJt US 82
A3 QANfA| E6l=S QBT
2) 2lAk= 0| Ao R X|Esh= S UF SR AFEZ0| ZAE £~ Th= AS Stxjol|#| Y=qof ict. o[
MNEE ZaTt HYHRI d7|5E Yalse A= B0[A|= HXITH 0| o= XZE L SX0fA 2o
X YSAET LS s QU
3) ZEX[ZHA0A 0|12 PSA 4X|7F <3.0ng/mL2! 55A1| 0]&2l HHE = 7447t 0] 9 LY 5mg
2 =88 PCPT YA|E0lA Cleason &5 8~109 HE MY 0| B7t=|RACH (TLIAHIZIE 1.8% vs
{9 1.1%). L2 So—SEEA HXIK|(FEIAHZIE) (1% FEIAHZIE vs 0.5% H2f)of Tt 44219] 29
E UMNAIENAMNE T Hatrt BRI Sa-BtHSA AHKe 152 ML U AHNS
S7tAE 2 AL, FEM RIS HAAF|7| Yt Sa—2EHEA ANA 2 WELUX], of2{TF AFS2
A0 FE2 0|x|= OE 22E HEQIKs &K YU
6. A= XE
YaHoz ZRet ASHUSHES Holdl vt GlLL. 0] 2 CYP-450 &El A=UMELA M= B

XA Fetn YR Ce|n|Rl, Cj=SAl S2|FelE, S2HS20|E, T2 ack=sE, U2 & 20l
St 0] 2| HSEE ZAIE 9ot LMARE At Bl QoL felet 45 EZ0| HEL|X| AU HIF
NSAE0 ot HRE AMAGHKE UL LUMAEA| 0] 2f iImg E2 11 0|49 2 OIMEOD| =,
OLM|EAe| Al o—RIHA|, RISH|, ACEXSHA| SAEH|, HACIOMMT, R-XIHA|, ZeMEXIHA|, Cardiac
nitrates, 0= A|, H2 ZI8HH|, HMG—CoA SHlg& A AsHA| Prostaglandin synthetase XaiAI(INSAIDs) 2! =
27 M2t UNECZ Folft O|NHLS Bl0| HEoKH AIRLIULE

Qo cifEt &

1)
2)

3)

4)

0| &S oMol A EAHEIHAE Qt=it

Ol AISH BHEOf| A 0| 22 100meg/kg/L~100mg/kg/L Q] REHH|(ARZOIM L] ALEF0| 5~5 000HH)=
EolH 231 XXMM S 2 =51 (hypospadias)?] EHAE0| E622F0] H|2]|510 3.6~100%= &7}
ZIACE 0] 2f 30mcg/kg/Y OAC| E2F(AIFOIMCl NE2Fo| 1.5 HY O|A)S tlAlst SHENAH F05IH
MEMar ol 2A 7t ZALD ZOlE2|7F X|HEH, YAIECl QRS HO|= 471 AKX MAt
Z|RUCE 2t 3meg/kg/Y 0|49 (AL 48 1/4)2 HLlet SHEMH F0{otH 20t 447
AMO|S] A2 7t HAE 74 RHAIZE MAMERICH 01218t 21H50| £3 SHENA| R=E= Al7l= |4 16
~ 172 ALO[Q] Z{iO 2 YIERICE O HEIEL type || 5a—SHAEA AHKF AHo| 28 A4=2E9| of2|aHE
SuUE MPHOZ type Il So—2@A2 AT AEE SHFO0IN E0E Hfet SAISICE XIZLH0|A] 0] 22!
Craret 2250 =d =0 Qs 23 KMROAE HIEAR AH0| HALX] LUCH

0] &2 B2 7 SHE(BOMg/kg/Y, AIFHUASY MHETF9| 488HH)2t 0] 242 SRR RS U3
EE WO[A|7 MAE X 1M 230 2 A MK ME LA HIFME AA0| HEEX| EUCT
ME7| Y 227|152 3mg/kg/L2l ST(AIRIAMC] AE2f2| 15081)S FO0AI0f= Al 1MCH =70 RpAL
0| 2Ei50| ZHO|otA ZASIRCL:, Y3 A= OFFE FEko| ULt Y4l 6~18Y AtO|0i| Xtz
OflAl O] 2F2] 100mg/kg/H2| SZHAIZH|AL] AEZF| 5000H)d &= E7(9| EfXI0| A= E|7|F2
HE YHS 4 QAL 2Lt 0 >IN E MAA LUMA|Z|SC 0] 20| =E5|X| RAUCDZE 47
Al7|0f CHEt FEF2 7[CHE 4= QURALCH

HHAH S EfXF A7 1S KIZ Lo O] 20l === |US Q] Ek= HELF E7|0f Ho Al2He] 2
oMl HEE O & OIS Y + U siFs SEZEQ 2|l MA RS0|0|A H7H=ACHA 20~1002),
UAIBE PS0|0f A 800ng/Uel B2(1mg/UC| &S E&dt= B9 HAUCREH HYHH 52 4+
U= 0| oF £ 0| 250t 0|2 HUFOHHS 1 £3 ENXIIAMQ] HIFE] A2 BHEIE|X] QIUCE
AKE EfOS] BrM DRHO M| AERE oIEst7| el B0 REE A8k 0| HABHKIE &0lst7| Y5l
0| °f 2mg/kg/dE AUNTt HSO0|0IH BFFH S W, A EfXt 2FHAT(0f M HIF YA A20|
SEZRACH £ EiX0IAM S CHE Ol&2 LA K] HUCH, SA EfXA= O £ EE0|Al= 0
Ofnt BHAT 0|NS HEAE|X| UCH

0% O &= 21 09 »&

8. 750i Chgh &0
0] 2= K 0f|AH FOoottHA= 2Lt 0] 20| &L= FH|==X| R = E2A UK K.

0. Aofof et &
0| 2kE A0 Bxtof| 7| F0{5IM= CHELE A0HfAL] QY & Rede EEE0 UK KL,

10. Z2XH| it &0
0| 2F2 65| 0|MC| EXIE HMCE SN0 et UNHTE AlAlGHA] RUCH O] & 5mgS F048!

1.

ASHHXRSE 2AE O 0| A= DYXO|A FHA| ESEE0| QoK O 2|4, 0f &2 1F X0
et 7280 2= UX ALt

OIMNAAX|0f|2] Y&t

18~41M| BIALE tHNO2 Gt AAISH 0] o] YNAIFUIM EHLH XM E0| SHR(PSA)S| HFZt0]
0.7ng/mLOIlA 1270 Emoll= 0.5 ng/mLE ZALIRICE 0| oS HPYMH|CHBES 71E THXIIA| AFRE moll=
PSA £X|7} 2F 50% ZA 8 Ht U, 0] 22 E856t1 U= S PSA £XIE ZAS A0 1 21t
X2 XA iAot AHE 12{5t0{0} Fict,

12, AFEO0AI| XX

ANAIEAl0f 0] o 400mgS 13| S85t7Lt 80mg/US 8O = Y 8% FR0= 0|4HSS
SLMBIR| QURUACE 71T} AR 7| MPIXIE 0] Of M EZAl0]| E0|F KX[HOZ ML Digt S
QiCh 421 Y 2131 OpRA0] 1,500mg/m?500mg/kg)l BHO 2 15| APE0BHALL YA U 2% SHE0]
2,.360mg/m%400mg/kg). 5,900mg/m%1000mg/kg)E 22 13| d1F0{8t 2R0= 725t X[AkE0| 2
|t

13. 2 & FZdo| FAAE

1) OR0[Q] 20| EX| = 0| HRFHL
2) thE 8710 B0 E= A2 MLHERU0| EAL FERAIFUM A BIF XSt BLE=Z 0|5 F2jpitt,

14, 7|ef

1) e

271 SHEf| Al 160mg/kg/Y, 271 BHEO| Al 320mg/kg/L7IX| 247427t E0EIGHE O ZUHAES
LIEFHLHK] SLUCE O BF2 AR HEEF?! 0] 9f Img/US FOigh G4 T ==F2| 212t 88842}
219201 s{EStC}, CD-1 OfRAE 0|28 197 &2 LA S0 A 250mg/kg/L Q] SH AR - E2F0)
1.824H1)0 M SA SR = Fo5t £F(p<0,05)9] &9 2|0|H(Leydig) MZMEQ| F717t HEEULCH,
25mg/kg/Lo| BEHAIE 20| 184H1)S F0{8 0F2ARL 40mg/kg/Lol S2HAE AReFol 31241)S
Est HE0 M o] ML ZAM EE LH £X| HE(HLYZECH 2 ~ 3ul)0| SI=|RUCH

2) 42| HiE|2[of SAHO| AlF

& SCUH0| Alg E= MAe| Lz ESAIgolN HO|HA0| ZHEEX] U MA|Ll HAK|
O|AAIE0| A 0] ©f9] T&E(450 ~ 550umol}E Chinese hamster ovary celldf £05IS o SAMH|
0|&0] ezt 715U,

3) 265 &4

SHOZ =Bt SARE|A 0 oF 80mg/kg/H(AIZ =E89| 488HH)E 6F E= 12F 20 HAIS0
ote] ROlgt BES O|X|X| EULL, 245 E= 30F7IK| X|& SO0{GIRAS o, MAsT 859
glaloh ZA0 Fgm MEd F12 7oy Us A4t HEERID. 0[2{8 2& He= FRSH 60|
JIAMoZ B|=L ULt 0] of= FO{5t HEM MATS9 A= B4 H7[HS(HS Y FH)oi| st
gtz FAX(seminal plug)s oKl Rol Hdi= 2XMHQl Zmo|ct, FAX2 HEQ FHHH
wHSH B4 240|0 AMFR HAEH RA| B

[HZEH] UHgr| &7|S Dlslo 15~30TER
[ZETE]] 30E((108/PTPIX])

% M(S8)71810] XLt OJOrES AIZ5HR| DHIAIR.

% NR(S2)71310] FUEIUAL, RS 5 W, Y = Q2 NBS TGS 1=

75t 22 Ssl0] ZA| msH0l SR

% O|OFES 0f0|0] 20 ZA| % HEsHAIAIL.

% O[OFZ S0{AIH B J|ek AN IR HE 2ajolojotm AR(ntip://drug.mis.go kIS
3 SI5H 4 Usict

N [ESSENS,

e

7| A EEE MFEEH3E 120
=% . 031-353—-7351

HEEAEY : 2017.03.23

W[EN

@
= Q1240
JV SAA%
HolcEFE2neHT
Y T %5 EhZ 56

STT MO




