M7 Lfx 05227

(FErAHZIE)

[HEUE Y 1 2 0] o 12(466.0mg)
B GAE  EELAFR[E(TE) rrvrrrer e 0.5mg
u7 BRI - AR HERALRIMOIIYE, 2eoitiZaMRI0ls, Ra0ieazts, 012
MEZQAI0!, OIZFPMEZRA200, FES|ISZAIERY, 2U=210|-2HAH(03B52165), SAHERIZ (M2t
0|, 7l2LI24}e, IRAZH|E, ZH|E, Z2|SABIIOIKIR, ZORRMAHORILIES

[H4] o5t Mo] ehzks LEEIHR|

[E6 - 50l U4 MM H|thE2| R|2

A TN HIHE B4l M, S QXMF SN 24, SN MM HichSn o
o1 HA(RH8~50M)2| HAIS ErB(androgenetic alopecia)2] X2

(8% . 8]

0] oto| RS2 12 18] 18(0.5mg)O|Ct 0] A4S WrALE K| o4 S A7 2830} Sict 0] A2
AlAfet EAZI0| S8 4 UCH AFoH BHAt EE Ol SXtofA 0] Aol 8BS ZHS LeE ol 74
off Etxtoi|| o] 2t2 Foi5H X2t 317 | W20l ZFEol ExtoliAle] o] 2to| HABRL SRIE|0] UK| 4ct
[ArS 4ol FoALEH

of

rn
4

.o
& LM 44,

1.Z1
1) b0l =& Al Xt Efotol 0xl= et
0| o2 MRS SN S4-ECt T2t 0] 2fef S+ 7tsdnt Xt EHOLOlA OIXl= EHXE 7[2o] I3
| 242 FFhM= of Bk E, 02 0] U2
vi

7t5d W0l LAAALE Y 7E550] U= 010] 0] 242 F s 3
= motct FofsHof ot 0] ool EMX|ALE I Z2kg BHiARE OF Eit

2) 20}
0| 92 WEE Sl S+EIO2, AOK= 0] 20 BMAIALE 7HZI 22 QM=

o

b &I},

-

N

£
2. Ck3 Exlolli= FoishR| 2 A
1) oA
2) 18X Djgtel Aot
3) 0 fo|L} 0] 2o 2
3. O3 xtol= AE3| Fofdt A,
1) LIS AZlEtn Us 42l (0] A4S HAY HRRIZ0 A Al MAls0| FES & 4 Jo0z 9f
Ate] TEH Slofl AE3| F0d)
2) QURY0| 27{Lt BF 2F LA} LIEH= #Xt
0[2{5t &txte| ZR0l= So—reductase MK F0{7} HIZIAIGHR| ot
2 afof Sict,
3) ZHjolf Etxt
0] 2o okzstof ZHHol7t 0jxl= FEe ST
3

M2 FE OE 5a-reductase ARH|0| T2IS0| Ql= BHxt
=

+
30
(5]
ko
=
I
™
1o
By
=
c
m

=l bt QICH 0] 9F2 LIS CHALEID W27 |7t of

3~6%0|22, 717150] 0[40] U= EXtoiIAl= 0 US Folsto FoiaH

4) Z4243t CYP3M 2AHIHIQt HEEN
0] 20| ZHLISIA HAFEIOIE S75tT ChAle HESI AUSASEIE0] USH AIES HAGH| %A
0] Z25t CYP3A4 HIRIC] HEFS AISHX| QQUCh A4S ASEE2| 7tsd R0l L2 CYP3M
F4 HIF(0, 2ELIHIZ)S PHYXoR 2oishs SRt 0] 242 E0iE th= Folsteiof Sict,

4. O|AES

1) | 0|4HS2 AE = 530U, YKo 0] O F0iF Tt 2O FoIT DF0|A F0i5H=
SOho|l S|=EQiCt T SOIZOIM AIZS STGIA| Bt 74a BISH OIS MAl7 |9 22 QIQiCt

2) UMAISOIAS LIEF O[AES

O YYTBNM HIHS LMAEIOIN FEIABZIS TS S04 A| LIEK 04EHS

Ml 42| Yt 34 AUMAIE0IA 4,300 0|42 LYATRIM HHES Ho DEXIE A Ei= 0] U
0.5mgS FOGH=Z UQIHHAGIALE 2,167l 0] AS FOGIMEE 0IF 1,77220] 1524 1510H0]
247 0] %2 SOBIICE TIERIQ| S 47~04M(T B6M)RLL, 010 90%S HRIC 20f ZEI
£ok 7|ZH S9H 376%(Z AR 9%)0] 0[SO QI5t0Y AIZ0IN S2ISIHE=D|, 20| A7
Ao R UL AF0IM 7|18 7H5 40| Qle ol4EES o= AL BT AlRLS STSH
HRE 0| o F0f WEXIQ| 4%, /o F0f LERI2| 3%0]A LIEFTE Of2fet 20| H7LA7} 0] funt 2

o
ok
s}

W

OIS S(19%0140] HIEE A5t O|4HISSI0] BHe 3 SIThE AMA
oft B|m3{0] Cf X% Hnsoic,

=l
=)

Ol 0] 2F E0{AJ0f| /ot
1%0/ 2] Iz 2 SHAl5H o] ofut 2 = 0|dHE s
olusre £0] 14 S LIt Bl £0 24 S0t LiEH gl
212t (n=2158) 0] 2Hn=2167) 2{2K{n=1736) 0] 2H{(n=1744)
P 3% 6% 1% 2%
Mg Za* 2% 4% 1% (1%
AP Zof* 1% 2% A% (1%
CEEET (1% 1% (1% 1%

* Of2f3t 4715 0
&), ol olyiSs

ysigse ceLAERIc Sofot B0l ICHEIS 01 3 EARA
o

O HBLUE 2

22 20! BE S0l K48 4 2k 0l0] Tt FEIALlRISo] e URARIx| U,
19 ST QU vy 23
SR OletS BTjelol st gilct

=Y AUS
2 Soto| S

@ HdS 22 dYAR0IN FEAE]

S TS £0] Al LIEH O8RS

2710] 712 SIOICHE 3 AAIZ! 9 1210 24 UAAIBIOIA] O] Ofo] g3 S |0 chh St el
Ct. Ol YAAIZ0IN, AR} O] ofm T2t 9l s WEIS Oj4MIS2(% OlAel 1) Ofefet 2
o, o 2o Piofa blmsfo] o A1 Hasigic

SIOTThE 24 AYNBOIA S0f 6708 SOt Liekt ojgersel vl

olaiutg
2|2kn=64) FELAHZ|= 0.5mg(n=68)
TS 2(3%) 4(6%)
EH Nt I 8 0 2(3%)

SIOF T 54 YANIE 1014 S01 67 B2t LIEft OISOl Bl

2|2k{n=181) FEIAH[Z|=0.5mg(n=184)
7|7 I5Eol 6(3%) 10(5%)
EERES 2(1%) 4(2%)
SIOFCZ: 34 UAAIE 201K S01 678 S0 LIEF 0[521Z 0] Ik
oIS Siokn=75)

FEIAHZ|= 0.5mg(n=73)

Ir

J7IsHol

2(3%)

3(4%)

@ YT HIKS LYNEOIN FEAE

coded

HEHRH OJ4HISS

(1% Olg2l =X Hie2

2|=9 EfARAIO] HBEOIA| LIEH 0|4EHS
FEIAHZIE 05mg & EIAZY 04mgS 1Y 18], B= = YWEEWAIS Hlwsly| 2I8t 437t
CombAT(Combination of Avodart and Tamsulosin)AII0IIA A7} FEFAH|Z|EQ} B Ql= ez

L3t 01 YEESE)0] OfeHet Zo| EaE|Qict.

AuISE
£0{ 7|7F SO LiEtt Mz
o AEES
13 24 3d a4
HEE0T) (n=1610) (n=1428) (n=1283) (n=1200)
FEAHZIE (n=1623) (n=1464) (n=1325) (n=1200)
EAZA (n=1611) (n=1468) (n=1281) (n=1112)
EFESi
H2EN 6% 2% 1% A%
FELAHZIE 5% 2% 1% 1%
EARM 3% 1% (1% 1%
FEFPSY
H2ENT 5% (1% 1% 0%
FELAH2IE 4% 1% % 0%
EARAl : 2% (1% % 1%
APY Efol™
H2E0{™ 9% 1% 1% 1%
FELAH2IE 1% (1% 1% %
EfARAl ] 3% (1% % %
SEEo™
H2ENT 2% 1% A% %
SEFAHZIE 2% 1% % %
EAZA (1% (1% 1% 0%

R
HEE0™) 1% 1% 1% 1%
FEIAHIZIE 1% {1% (1% 1%
EtARAM 1% {1% (1% 0%

) B8 E0f= FEFAH2|E 05mgt EIARZA 04mgS 1Y 13| HRE0]
2) 0243t M7I5 OIS ER FEIAHZIE R0i2h TR0| QLHEE F0f Y HARANI0| HEE0S
), 0] OASES 0§ BT B0 KI&E 4 ULk 0]0f] ChSH FELAE|2|=0f HEH2 UX|X| QAT
Z3) Y LSt R H|ch =F
o AEH : CombAT UMAIZOIN 47te] T0f & HEE0Z(12/1,610; 0.7%)0lAS] SEH AL
Of Wb BTt 0] oF CHE Z047(2/1623; 0.1%) ¥ BARA THE S04R(9/1611; 0.6%)0f HIsH Cf
QUL TRMRL HM 2[3H0| U= HMES o2 0] U WIkst| YISt HEo| 47to] Yok tix ¢
MAOIME SEH AEH0| ZAIZIQICE S F0f 2 DXL SEE AR WA gledt
0.4%(15/4,126)21 Z30f| HISt0 0| A F0f B TIBXI0AQ] LA BIZ= 0.6%(26/4,105) ALt F UM
AROIM MEHS XIH DERISO| HREES MRH o Sotet Hate SeHsie XL D Qi ot
2RA|, AEH0AL] X1 ETE0f et UMK ojol= Ui QUX| GICt T LMAIZOIA HEHHel A
S 04 BHS RIZ0f QojMel ERE2 BEEIX| QU
3) &7| &of
@ AA7|7 2 R Zol: 0f 2o et 3712 L oF ChE A4 MM HIHS UMAIRIOIM, 242t 4
9 7|2t S, £0f 7(Zte] Butofl W2 AS T HY|5 O|MEFS(LY|2H, HBZA, AFYT) £=
8 Hofo| LM S7tofl it SHE UL OIS 3719 UMAIY Sol|Al, FEFAE|Z|S FOIZ0fA 1
2, $1oF SOIZOlIA 17429] Fuieto] LASIACE 47| CombAT UMAIE Y 4H7t| REDUCE Y4
ANEOIME o= oM R0] HTEIX| UL 0f o] &7 Fojet HA Rt MMS WAl 7to|
A= SIRHVEX| L{X|X| QLACE
@ D52 MM REDUCE UAMAIES 815 PSA £X17} 2.5ng/mL~10.0ng/mLO[HA 0| 674 0]
LHofl FEIM MRIZZIZAOIM SHOIUH 50~7542] H4A 8.231F0| S2E 29| 015 =71, 1o
CHE LAAIROIACE RS2 FAHIHOR H2HN=4,126) E= 0] 2 0.5mg(N=4,105) 12 13]
Z[C] 47 SOMIQICE TF A2 63MBT, 91%7 FFIAIRL0IUCE TIFAIES ZRES0| HAE
2 X|2 260 2 ACol| i E TEM MHTZAALS BLY, Qadolo| Tthof w2t o ME|X| O
2 AIHOIM $O! FHS ISH MAHIZRIZAIS BIUCE SIAS F0f B2 HA(0.5%)0fl HlsH 0] A4S &
Of B2 LEA(1.0%)0llA Gleason S2 8-102] MMt BhAlH =7} of =QtT} T2 5a—reductase M|
HM(TILIAH[EIE 5mg, Z2AFH0f ChSH 747ko] /o TR LMAIZOIN, Gleason S& 8-10 of T
Motof| chsto] AR Zatt ZEAEIQICH (TILIAEIRIS 1.8% vs. I 1.1%). 0] &S Fof B2 MM
o SXI0A YMH FAUNS USE(R| UL
4) A2t = X7
o4t e 7|2 Y wizH2 Me[sict flee Ch3nt 2ok iR E5HHl(21/10), S5k (=
1/100~1/10), THTHZ(>1/1,000~1/100), ESA|(=1/10,000~<1/1000), TS EZ7((1/10,000). OIS O]
AHISSL 2ot YiX|X| Y2 YHORRE| AIUMOR2 HIE o[4S E TG UJ| 20| A
A gleot OhE 4 Qlct,
0] & At & H T o[RS ChEat Zct
@ T - 0h2 S22 UE, V1RISE, FE2|, B4 B, MU DR,
B EVES
Q@ B - 2 =2 285 712
Q@ miF 2 IstEY : EEH HREFE M2 24), 2E
@ A7 Y R 0ie =S nEE, 13t 8|
© AN RIS Y [uier
5) U Al & ZAL
@ ZLHOIM THAAIE 25101 61(2004,04.23~2010.04.22) SOt LA FZA HICHS EHXt 3870 Chat
O MAISt A[ZF F AFBMEEARZT
— QafARIS] LHE2 QlntEA|9t ARIZI0| 38%(1465/3,870F, 19871)2 E1EQICt 0] & 0] 2t QI
THAS HIHE 5 Gl ASKeHHIS UHE 34%(131H/3 870, 171242 L7 |58 19%(72%/3,870
o 7571), M2UA 13%(49E/3870%, 4971), AFIEON 0.8%(29%/3870%, 2971), AsH=2t 0.1%(5
/3870%, 571), GIEEFY 0.1%(5F/3870%, 571), EHE 0.1%(2F/3870%, 271), 25, At HXlg
o, 27|, ¥, HIEE 2} 0.03%(1Z/3870F, 174)0| HOEIACL S QoA LRSS olnfzzi|et
A0 0.1%(6%/3870%, 571)2 SHMLIEE, Y, HAME, K, MAHE0EUCt
OflAI5HX| 28t RaA] LSS Ikt AES0| 0.5%(20%/3870F, 2871)2 FUUXS 37, ¥
H|, 25, E015, MAL ZH o7l ), FOIH0|NR S, 7E, (IREF, TRIEM, 22F, HISE, AN
HHE, o Q5 A AR XA S35, HY, HMHES, MY, SMMLHES 21710 EnEon 0
£ 0] At QIRAES HiHIE 4 Gle USRS LHSL 0.16%(6F/3870F, 7212 EHE 271,

HISE, 58, HAL SXI2H, € 2 1240] 2ueiQict,

ng
r

Bx =9 mal
23 52 =8

rot

2 0|y 0] ofS Forpt YIIASA 768S HYCZ SIYaSEAS AR 21}, R woig2
Qlakzirot AR3l0| 7.80%(6%/769, 1072 HuECt. 0] & 0f ofnt QnktA|S HiKIE 4 gl= oF
SRS LS 5.3%(4T/76F, 52 24 271, W2, ASHER, AFYEo 2t 1710] Huk
UCt. Sriet RefiAl= laiet YRglo] HAMNMS, W 2t 1210] Bum|on], olsik| 2ot 7
SliAfll= Qlnkizet HEglo] HATHS, FIH0IYRS, FEUZXS, HE 2 1210 EnEgict

@ FU0IIM THYAIS 2lotof 4:(2009,07.23~2013, 0725 GHBLRARE flsf 0242 Foft2

oI E(18-41M) 71282 o= MASH A 3 ARBEXZAZD

— SR LSS QlatatAet AHelo] 15.4%(110/7123, 13824)2 Bu=IQlct 0f & 0f Afut
AlS HiHE 4 Y= USRS LHS2 93%(66/7128, 8071)2 422U 97, Astad 871
7, W2 8l SGPTE7 2} 52, LT, 71501 2 471 59| 202 HueRict,
et Rafite] LSS lukeiilel HRIZI0| 0.6%(4/7128, 572 ¢IFH 27, S
0[21A g 2} 1740] 2oLt Srhpt AS RS SHFEIXI= pUCt

OllJBIA] Rt RafiAle] LEHE2 QlntetAIot HEGI0| 81%(68/7128, 6974)2 1FH 674, SGPT S7t
57, OEE, MZL|RY 2t 474, X2, LIRS SGOT 371 2t 32, 2dY, &%l 542718, XY,
7583, FEAE 2 27, Ao, HEELRY, LRy LAY, f1Y, 1YY, £, L2lRYEs,
Y=Y, B2, JHSSATIY, +EHEM, W7YH, DeMEF, DSHYRUES, MESIL 2
01y, HAEAHZZA, SAS, ZMZUY, HO[2AZLY, MZZE, Xt 0|, oY, JYSF
M2, MEY DIZEAS, RMSUYS 2 12 202 Huiglon 0IF 0f Ant olnflS HiAE
% ol USRS LHE2 35%(25/7128, 2970)2 SGPT 57t 574, SGOT 57+ 374, OI=F, 1|2
o 299, T2/ 2 22, TRLRY, X, At £, L2|RYEE, oI5y, +EHEN, 1EY

RUSE, HES7L 22001, BlAEAZ2IA, 20| DTS 24 71 2oe B s

N

g, 22, bt

2

i}

@ 0] <foi| CHet =LY KHHAF RefAlet XIS B8 HUXIRE FU AR 671 2E AATS thd

oz =nEl SafAlel SaxEet A SEARN S8 Bkt 2, C2 9E oPiZdN Hos
SatAfalol blsh 0] 01N Aoz Loishi ol =l Sallal 5 AE HolEl HSe ciga 2
C. Ciet, 0] 23t i SE Chgol Sallaiziol Qe UEE 22 olnisks X ofLic
et 24712 Sk GI=E, Tz

Afzbof: Alziol}

742l B ek K2t

iAF 3 o) ek 25

bl A gk AFOLY, B

A1 Zol): F0ly

LS AT

5. Qi) ol

)l

2)

3

N TR BlOEOl Bi 2 SN0 MM U2 EEE T2 bl ao| KEst Y 4 otk of
o £0i 70| Ch2 bliz |7 20| Q| ERIE Bkt s,
EE

£3 Alof 2

ol 225t 5
5

Oi7 0f 2f0] Foi=l= ZiS YX[517| lst0d, 0] oS E&5t= &Xt= DiX|U2Z 0]
|4 67H20| Zuket W7IX| sl of FiCt
PSA)

b 4T

= S5

HEM 0| 3

2l

o

O L T HIhSERIolA o] of FO0IE AlZfS| H, 12|11 £of 20 Fr|Hoz TEM ol ot

CF2 7t 0 OfLiat &% 2| ZAE AAIHODOF B,

@ PSA 28 &= FEIM of FIEiS 2iet Aald Ehfol E28 2.40[c),

®0

o2 & 2% PSA 5= F0f 3712 S0l= o 40%71HK|, £0f 67HE =

[= ©f 50%7IX| AR
=

I2tM 0] oS S8t U= HollM Y PSAZS aliddsly| Pfaliii= PSA 5=2 Z73tE &
3~67HE 201l THA 2FsHoF 51, M22 0] 27132 at 21215t PSAZL THAS! HES HIIS
7| %faHl 03to{of Sict.

E

2

@ 0] o 58 FI &iAt & TEMA A92/d0| Ledt #Ak= 0] of £ 67HE 20 M2 PSA 7|K

X[7} SHE|ofof BiTt. 01F FI|IHOR PSAZS 2UERISHE 20| AYEICL 0] 2f2 Fojsk= SOt
PSAZ} ZMX|2RE S7tot 20| 2felE Z2 TEMA| Zxf Ei= 0] 2A4o29| X0 iz 2849
Mo 4 Qlonf 2213 2E0] Sa-—reductase AXMIE S35IX| o2 HollA] FY He ol 2
= P2t slCiete 30| 2 Fotelojof Bict. 0] 22 28st= EXlof tigt PSAZR aiiAfol /014,
H|ZE Pl 07 PSA 2{0] F1|0fof Bict, 0] 2f0] F£0i= ME2 PSA 7IMA7} 22 E 20| TZM
Qf UL I8t BE SHOR M| PSAQ| AIZS WellotX| =Lt

© 0] o £0§ ZHZ 671 Lol PSAQ| & 83 BEE X7IgoR 3= e,

©® & PSAZIO] T3t 22| PSAZL| HIS2 0| A4S E85t= S0l= LHsh| FXIEC

4)

Bie} o] oig =
301 24 HxlolA] MM o2 KTk Sish 9Pt R2| PAC| 2SS Metls Z20s of
Aol cfst B2 Hasx| o,

FRld

=+ otg



