LY FRTE X2

B0{0|0|= (2] 1mg

O|LIAH|2|E(Finasteride)

[EE2%E A 2E] 183
¢ QAR L ILPAEZ|E(USP) +o v e rersessemsrses st st 1 mg
< EDHH(ERAL) © M
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LIEE, AHoI2A0a4|E, 2utEzt0| 25(85644100)
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UotHo2 mlUAHRIERM 19 18] 1 mg2 ZTE0{oln, AlAfet #A|%0] F04& 4 Tk

SYS ZYotH RaX0| BriEck= 247t ik

Ytro2 e ok =EaH0t XIRRUE B + AOH, ARSI RAIS sl XILXoR 288 Jis AL
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1) 0] %2 AOFEIAL 22 Of0) A F0{5l0{Al= oF EICHAO it £043 I QL0 CiSH Fof3t &x),

2) Y2 E= UGk QIS 7K A0| Q= ofd
0] 20| £AZI 224 0HX|i= 22, TEE Saf 0] 20| B4+ =lof FAEHoLo] HiS
02 AL} YUHS TH540] U= G2 0] 22| BAZI £2S Shx{Al= O EICk 0] <
=jo] Qoo HH7 EMXIX| %2 dEfol N BAXo2 HFE nol= TR HEEX| YerhYR
L3t 2048 &%),

3) 7|Hsint 225
IUAERIE 1 mgS F0{3H EiXloA 228t 7|2, R250| HuEY D, 0|2z M2 2142 XpaMzts
ZE5H 720l Hnsich HAUSE SHof ciel XIS BEskn, Brer SixtolA ol2fst S0
LMsl= 22 IUAHEIC £0IE ST AR TR I0|A| HESIZE sHot Bict,
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2. THS Etxlofls SOfstx| 2 2
1) Y& EE= MGt U 7HSA0] U= 01N © 0] ot Z2 5a—-BHHEA AHIHIE EAEAE|R0| CI5|=2
HAEAHZEOR MEC= XS Malctaz U7t 0] A4S E8ot= &R Hedrlor Mo HIZYS
ZefE 4 UCk Tt YIS0l 0] o2 EZ5IUAAL 0] &4 28F0] LblotH = ZR0ol= H4eotol thEt
A S SxjolA LeiFolor BTHATE, Y20l Tt £0i3 Ax), U HEMH Yl7IzESe 0l
20| MBS F0{olAUS T 278 XHAIRF IR 47| 9] HIFHO| Zef=ict
2) 0] o E= 0] 20| FALE0] chief TS S LIEtl= SiXt
3) YHETYMHICHS S22 QlsH 0 & 5 mg = CHE 5a-2YEA AHHE S85tn QU= &t
4) RYS aRsin Yooz ZAE QA BifjA(galactose intolerance), Lapp REEHEA ZLS(Lapp lactose
deficiency), Z=EH-ZHERA E4H0H(glucose—galactose maldbsorplion) § R0 2Rt Qe Xt
07 0] 22 FodeiM= of Ect,
3, Ok #xjoll= ME3| R0iE 2,
0] 2 ZHollA ZLIotH CHAERR 7171501 00| U= Extol hslAl= F2lsto] Foitct,
4, 0[AtS
1) S 223 SRl 0] & 1 mgS FOf3 UM
127120l 27! 37He| CHEAMAIZOIN, EAZ 5 1.4 %2 BAP} B0t HRATISH0| UL M| St
0] QUL 0] Hes| Qlctn BUE 014822 0l5o] YMARESE FYERICH FAR0M=
1.2%, YLTOIA= 0.9 %9 SRS £0i2 QISH 7|5 HE 0|ALHS 20 LaAIZoIM Z2EQict
(Yo : n=034 = 1.6 %).
H1, IUAHZIE 1| mgS 2 225 SRiolA| 157 SOGI3E 1 AS-—HEY 0JAEtS (%)

U Aot
n =945 n=934
d24E 18 13
! 13 0.7
ANEHOA AL 1.20.8) 0.700.4)
fS-HEY HJIs BE 0|4EEeR Qlsl B 12 09
0] % £2 U2 212t 127427 FOfIAS I 1 % 02l BIER LIEIH 0|EiS & A=nt &8l 7Hs 4ol

QICkn EnE 0l48tSS J10 LIEHAACE
O|4HtS EMZANES F3ls] HM 0] %S FOLR 945H0| BHXt 5 36(38 %)0|, A4S EHE 934F0|
SiXE & 20%(2.1 %)0| 17§ Olafel H7ls B 0|AESS FEBIACHp=004). &Vl B ojMLrgeR
Ql5104 OIS TS A2, BOET 20 2E BAKI0IM 0[5 0IAEES0| ARIFOH, RS Aast
SIXtO| LHEE0]M 0|ARES0] Af2HECE
215 Aol 0] & £2 9o 1Y 13] 18S 4857 F0{5H QMO AP ZAR0| ZUZS 242t
0.3 mL(=11%), 0.2 mL (-8 %)ZCL. 0] <] 54 S2HE mg/Y)S FO{St T2 T UNAIB0IM AN ZtAZ
o ZYE2 AATOITI} HIWA| O 0.6 mL(-25 %2 RSt ZAE HAOLL, 0[2{5 HAR FAS BH
I SI= ST, YMAZOM ETE QUE - Hic), THEIES Y nEE0| RS2 SOkt YOHH0IA
AL

2) 0] 2 5 mg2 F0{3t UMAIH
414740] QofTx UMAIBI(PLESS, Proscar Long-Term Eficacy and Safety Study)ollA] 45MI014 78412]
FIRAMH|CH BXHESARFL P2 30402 4O 40| 27 OFHN TIIZ MASICE 0] & 5 mgo2
X|28t37 %572 EXY), AR X|@BH 2.1 %(32H| AN} A7 |SHB 0|AESO2 XRE BT
o, 71 I EE O|AURSE H7ISE OANI0IMC) 47t UMABNIA Yot &2
SIE2 USIGIAT 0] o 5 mgOf M| LUBHS0| 1 % 0[40IACH UMAIRHTXI0] st A2t MY
0] 7L, AEs| HAN QAL 2H5| ZRAL|0] Urkn 218 0jANIS CFS H20t ZUT), YA
2~ 4H0ME RO U |, S 2E, AFRE) g Fol8t Xol7t I
H2, UAE[RIE 5 mgS HZMH|ch SXjofA| oA ASHH 0jAEES

14(%) 2r4i1(%)
I|LIAHR|E 5 mg Qfof IJLAE2IE 5 mg oA
(n=1524) (n=1516) (n=1524) (h=1516)
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NatE 6.4 34 26 26
AL 31 08 15 05
ArgEof 08 01 02 01
S 05 0.1 18 11
FUIE 04 01 07 03
aix| 05 02 05 01

FHRI B 2017 0] ©F 5 oS F0iBH 11171 Tk, 34 JAAIBIT 52t A8E Tl Szl
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MNEZ B0 YR QIS S Wallshe A2 2O IXk= gXIRt 0] %oz x|=:
I HFLEP s e oItk
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vs Y% 1.1 %).CHE Ba &S A ANK(FEIAERIS) (1 % FELAEZIS vs 05 % Aol ChBH 4zte]
HOITHE UMAIBOIME Hlxst Zutrt 2RI 5e-SAEA MM 1SS MM LHO| sty
S I 4 QloL, TR BIE ZAN7|7| Yot Sa—BIREA ARR| Z1t GEQIX|, 0[2{5 H7EQ
Zulo| IS DIXIE CE 2915 HEQIXE S2ZIX| ottt

6. 45X2

UMEOZ ZO5H ASASASO UIFEI I} QUL 0] %42 CYP-450 HE ASUAIRAHOE HES 7IXIK|

QleCtn YR OlEm2l, OB, 2282, ZaiSat|c, T2aaK=E HloTRl U =2l 1t 0|

oto] NEXE ZAIS 25t UNAIZS AASH b QOLt ROISt ASEZ0| HHEIX| QU HIZ ASEE0

Bt ATE MABHAIE YRAOLE LMAIZAI 0] 2 1 mg B2 1 0149 B2 OLHIEOH|.H, OpNiARIA

A g —RITHR|, ZISH), ACEMSHR, EZ2IH, HIZCIOPRIT, p-XIEHH|, ZAFHLRITHA, Cardiac nirates, O[wX,

H2 Z8H), HMG-CoA &iEA HafiH|, Prostaglandin synthetase HaHRINSADS) ¥ #=27| EzHole

AYHo2 ROI5t 0[4EHS 10| HESIH AIBEIC,

AL0f| LSt £01

1) 0| A4S G0l FOi510iME QHEICt,

2) Y4I5t HEfA 0] 2S 100 meg/kg/Y ~ 100 mg/kg/U] BFHAARIOIMS] 48| 5 ~ 5,000 )2
S0I51H 471 RHARIOIM Q| 2 =51 (hypospadias)2] LAE0| E0{2Z0] HI2{5t0{ 36 ~ 100 %2 S7te]
QICk. 0] 9 30 meg/kg/Y 0149l SEHARIGIMS] A8 1.5 B 0|A)S UAIBH HENA| Fof5HH HIYM
It FO| LAt ZAED RIIRE|7 XM, UAHRI RFLES HOl= 231 JMAH YAIACE E35t
3 mog/kg/2 Ol4k0] SZHAIROIML| NEZH0| 1/4)2 LAIBt HE M| FO{5HH SRt MAl7|M0l2| 2|7
LAE 238 IMAEHHMECE 0[2f8H BAE0| £3 HEWA REEH= A7k YA 16 ~ 17 A0[RI
Ao YBIFCE o] HSIS2 type | a—BHRIEA AHH AZ0| 45t ASEQ| 2|5 Sz, MHHO
2 type Il 5a-BIB A7} ZHE SHR0I00M 20 B9 RABICEL ALZLH0IA 0] 2ol CHABH o]
EE H0| QU= AT RIMKIOME HIFAT AZ0| LAZIX| UL

3) 0] A4S FOHH2 231 HE(B0 mo/kg/Y, ARIOIMS] A82H9| 488 HH)2t 0] A4S FOILX| 942 A HES
WOIAJZ AAE R 1AIC] 22 U RIMRIOAE LA HIFAE AZ0| BEEIX| YRUCH YMST| Y
2R7159 3 mg/ko/U| SZHARZOIML A82H9| 150 th}2 FCIAIOE & 1AL 238 RHARIO| 2EH50]
Z0lskAl ZAsIALL U3 RMXIol= 012 HEO| GiACE LA 6 ~ 18 U AL0|0fl X LH0JA 0] 2]
100 m/ko/2L2| B0 42252| 5000 tjol =2 E712| EfRtoIME 27|32l ZHE Yt
QAACE T22ILE O] AIZOIME MAIA| UMAZISOt 0] Ofofl LB X YOO 231 MA|0f Chpt HE
7|HE 4 ATk

4) BRt 3 ERXE A7 1SO XEZ LjoM 0] 2ol LB SIS mhol Sak= HELE E7of HIsH A2l LAaky
olMe] SHS O H 0S8 4 Wl siFE S22 2lMA A50(01M BIIEIACHYAI 20 ~ 100 Y
ASH HE0[0|A| 800 ng/U2| (1 mg/UQ| S EB5H= 40| HAORZLE oMo =EE 4
Qli= 0] 9 &1 S240| 250 ti 0|A)S HUSOIMS of 23 EAXIIMC] HIFAR AAR BEEIX| Ut
AL EHoRO] A 2RO O| BEHS OIS | s HS0| 2US ABSH= 20| HESKIE oI5t | 5t0]
0] 2 2 mg/kg/YUS UNIBH HS0(0A ZTEC S O, £3 ENXE AR MAT (oI M2 HIFAT A7i0| ZE
SIUCE 430 EfXIOIMS] CHE O|MR WARIX| QRton], U3 EfXiIME O £ BZOIME 0f 22t
T 0|A2 BAT|X| YU

8. &350 Cist £of
0] 4= o140l FO{510{ME= QHEICE 0] 20| RECR BH|Sl=X| 0iRE UK UK| YCt

9. A0t chst £04
0] 2%4S A0} 2xl0|A| FO{5I0{M= QHEICE AOtofMQl OHFN W RENR SRS UX| Yt

10. DXt chst £04

0] 242 654 0|Ak0] BHAIS LHAOR RENN TSt UNHTE AAISHK| QUL 0] 2 5 mgS FO{St U453t
HriRE 2713 0f 0] 24 DI FOIA| BFEHO0| LRSHA| 94Tt J2{Lt, 0] 242 DXl CiFt REN
0| r4=|of Qx| Q4ck

. UNTAR Ol BE

18 ~ 41K XIS THAOR 510 AAISH 0] ko] UAAENIA S FRIN S0| FRAPSA)| B0l 0.7

ng/mLOIIN 127420l 05 ng/mL2 ZHAEIRICE 0] A4S HBMHIISS 712l DZXoIH AEE moll=

PSA 417} 2 50 % 243ttt QICk 0] A4S 23K QU= S0t PSA £XI2 AR 2200 1 Za4iis

M5 siMst= XS Taifstoior Bick

TLE0A &z

QUMAIZIAO] 0] ©F 400 mgS 15| E&517{Lt 80 mg/U2| BHCZ IH7H =5 ZR0I= 0SS Ll

SHR| 4RIk F71EETE ATE| FiXls 0] o IZ=EAl| 0I5 MAIHOR HEIE 0ist w2 gict

S Y U7 0rRA 1500 mg/mA(500 mg/kg)e] RO 15| ATEGIZILE U U 424 HEO 2,360

mg/mA400 mg/kg), 5,900 mg/mA1000 mg/kg)S 242t 13| ZFE0H AR0= FOI5H XIAS0| HEEUC,
13, 28 U FZAO| FolAE
1) 0210]2] £0| ZX| Y= 20| BHBC
2) T2 87|0f 70| 2= 22 A fRl0| Si7Lt BHURXIHOIM HIZHEIGHK| o0 = 0|5 Fof3ict.

14, QURZSHAHHE
NEQH DL U2 (L ABRIC N EURICHE) ChES T2AJ0FY 1| 2 4(m|LIAE 2 =) 3=
AACIRNS 2X2 MAAZOR ZH 154 7425t MOl 250l B2 Al T8 ZTECIGH BF TILIAEZ|
EE ZX5t A, H|DEIIFSRIAUC, CredS 2IHEGI SAXIGIUS T, BTR| Xt2| 90% A2t
0l log 0.801IA log 1.26 O|LiZA MEsto2 S58S UBIAUCL

=

mjo 4>

1

1

N

HEEES FIHE
TE AUC ovate Gt Trax i
(ng - hr/mL) (ng/mL) () (t)
Z2NA0E1 222 156
JuEeld (TLAE|2IZ) 737042070 | 12.06+2.35 2 522+1.42
(ER2AIATR) A
LRI Ya| 200
Aot (ILAERIE) 733642085 | 10.15%1.72 - 5354166
(@A) e
L ER log 09475 | log 0.8046 _ _
(71% : log0.8~log1.25) ~10309 | ~ 08944
(AUC, Cmax, tir2 ; Bt + BEHR, Tra s ZYEHS), n=25)
AUC : BUARIRE| HEESSE HEAZHIIX|S] @R sE-AZEM6lHA
Crax : HDEEEL
e © ATEEEE T2AZE
tie T LT AN 7|
* HIEIRSRIS 2IHH HF 70| QOBAZT

1, 0] A2 FUARKF miLiH2E1 Ya| 2H(mUAR|S)0H SUSH HEE AI8sl0] YT Mxge

o ZES YUMAEO HEF MEIUS.
15. 7|E

1) L2 HEOIA 160 mo/kg/Y, Y2 SHEOA| 320 mg/kg/LTHX| 247487t E0{6IUS Tf YRS

LIEFLIX] 4QUCE O] 82 Algf AR 0] 24 1 mg/AUS F0{Ft Hedl MM-E2o| 212} 8aatiiet
21920 SHBICE CD-1 DRAS 0|85 197427 LARM G0 250 mg/kg/UO| BZAR-EZ|
1.824bH)0l 4 SABHOR FOIH £F(0<0,06)2| 18] 20| (Leydig) MENZQ| F717+ HH=UCE
25 mo/kg/L2| (MY LEZ0| 1842 F043t 0fRACH 40 mg/kg/US| B(ARZ MEH| 312tH)S
E0{3H SHE0M 2[0]= MO BT BA LH 2| SS(RAZL 2 ~ 30| Fl=Uct,

2) M2l defzjor SHH0| ABELRZ SHHO| A E= M9l U2z 8EARMA HolMo| HE=X|
CIQATE AH|2| HMF| 0| AAIZ0fIA 0] 2h] DE5=(450 ~ 550 umol)E Chinese hamster ovary celloll £04
oIS T FAH 0140| A2t B7IGIAUCE
SEis U4H0R Hadt 2IEHEA 0] o 80 mo/kg/LME =59 488HH)E 65 E= 12F 20|
MAISO ciote] RS RS DIXIX] YUSL 24F E= 30F7HK| Xl ROoIS o, HAlsT
A5 S4E ZA0t M MM RA R U= ZA7t HHEUC, 0[2{F RE Hsk= FoIFH
63 Loll 7I9xo2 SIS EUCE 0] A4S FHEH HEO|M HAVISY ZaEs B4 7SR YD HY)
o cht S Tt2 U (seminal plug)S BeoHA| R5101 A= 2AHEQI Zujo|c, FAUT2 HEQ| HMH
SEISOl Z4H 240(H Azt 22%0f UX| gt
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[ZZEHR(] 30%/PTP(10E/PTP X 3)
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