| | IT
HEL=E

E2HS (267

El‘EE"ElEg 1mg

TILIAHIEIS)

[H29FF 3 1 2&] 15(150mg) &

QSN OLIAHZ|E(EP) 1mg
wEIH (Ef2AL)  SM5S A2 0)52(0]5, PM25 220|503

I (EERUGE) : RETES(L, 2R), AHOEZUOIIHS(, 2X)

n7[EFETIA DA HUEE QA QUIERI0|EE(20B64648), MRS HULIEE, TXH|E

[44] o0 223 B4 DYo| Mz4 BEATYY

e b= 5 = 884-cco

S
(85 - BT 4@ 18 - 41M)S H4Y BRFEIC2 223) A2

(84 - 28]

QUHOZ MUAHRIERZM 12 18] 1 mgS ZTHF0{5I0, AAMet 2AGI0| F0{E + ULt &S SYoHH 50| SHEU=
27t elTt LMo 2 I OlY 2ZaH0F AIZEUE & 4 YO, ARG RXIS flol A&HCR 58 IS AL Xz
JRI REYE NEHOZ YIIsH0f STt 58S ST 12702 L X2 &2k AEXI| HCt

(A842] FoME]

1.810
1) 0] 2k AOKEIR}F £2 O 0i7| FO0{510{A = OF EICHAOH Cifet F018H ! AL0f Cifst F0J8 EX).
il

3|
3 g
2) s S QNEHT 9IS TRS 0| Sl 010 0] BAT 242 BIX|E 9, TS £
o

] 0l 20l E4E/0f A0 S8
£248 7K540] 1002 QSIL} ANSHS JH5H0| QUi LIS 0] o AR T2 BERIAY oF L), 0] o] BHR 3]

0f 91002 FAYL SAXIX 22 MEfM HYFOZ HTF Tols AR YEEIR SH=CHUTO (et S0i 27,
3) 7|20 925

TUABRIE Tmgg S0/3 SRioM 983 7|2, ©250] HAEYT, O[CH TS A4 XMZIS E&S 7|2H0)

SRS, FAIEE S0 el XIS HASHT, DI} RO Of2i3t SA0| st 2L ILARRIE 5012 FHEHD

SZHEINOIA HEEES Bof BiCk

2. C}3 EXi0l= SO0f5HR| 2 A,

1) Y2 E= ANGHT QS 7H540| U= 014 1 0] ot Z2 5e-BtAEA ARKE EIAEAHZ0| CIS|ERHAEAHZOR M
E= AS Molol22 YRt 0] A4S 585k FP HHEOr YA BIYYS ZaHg 4 AUCH M2tM YJHS0 0] oS
Bo1U7Lt 0] & SEF0 YUI5HA| B ZL0= GHENOL] THE BHY SIS SRI0l|A| U2iF0{0F SITHZ NS, U0 Chst
E0E 2Z). Y3 HEOA| LA7|ZESQ 0] %o MEHES T05IS T 271 ARIRL QIRMA7|9] HIFAO0| Zel=ACt

2) 0] & = 0] 20| T AR0] Ca THRIHHSS LIEH = &Rt

3) YHTEMH|NS SO Qlah 0] &4 5 mg Fi= THE Se-2AsA ARKE S85tw U= &xt

4) 0] 242 QS 819511 Y002 ZAEQA EllM(galactose intolerance), Lapp REEHELAZES (Lapp lactase deficiency)
EE REG-ZAEQA 20 (glucose-galactose malabsorption)S2| REHE! 2Rt Qli= BXZ= S01518 of BTt

3. C13 Extol= ME5| E0E A,

1) 0] 22 ZHoflA ZHIIGHA| CHALEISE 2t71501 0[440] U= BHRIO| THalikle F:0l510f S0{5Ht,

2) 0] 22 EHA55 (MMAZ R FCF, Sunset Yellow FCF)E &5t YD 0] HE0f URUSHALE YH|27] H0] Q= EXfol=
NE3| RO,

4, O[Htg

1) GHE HBZ SR0IH 0] & 1 mgS FO0I5H YUAIY
127020l 271 3702 HEUMAIRHONN, T F 1.4 %2 SRV AZ D HEIFSHO| UALE HES| ZAE0] UL 20|
HUS| ACE HTE O|HEFZOR QISH MAYEE HULAUOH FAZM= 1.2 %, AAZ0ME= 0.9 %2 A7} o2
E0{2 QI5t 4715 T 0|4tS ME0 UMAIZOIA HEACHRALZ 1 n = 9343 1.6 %).

Tk JHr rigk

1 ILAHRIE 1 mg 2 H4 ZRE SRl 1 U7 S0iSIE 1) o2 0[S (%)
0] 2 = 945) 212f(n =934)
H27g 18 13
27 |ER 13 07
APEEONAEZA) 12008) 07(04)
ofg- Tz 47|55 U 0[AIgOR ols) Bt 12 09

0] & 22 9ok 717t 12747 SO{5IAS T 1 % 0142 HITR LIEHF OJARES 5 QFE 0t T 7k 40| QAL ALS| et
UL} = 20| US| QI B E OJYEHES H10| LIEHAATE
o

=y
O[S BAZIS Sploh 28 0] %2 FOIL2 9450 B} 5 368(3.8 %)0], 1ot SO 93450| #At 5 20% (2.1
%)0| 17 0149l 4715 2 OlEISS ZHGIATHp = 0.04). 7|5 B 0[YEIZOZ QI5t0] T2 FHE FR, FATH

S0jli= ZE SXI0IA] 0[2{3H O[AHESO] AlRPHOM, A4S AI&5 SHXt0| THEE0A 0JAHHS0] ARREHCE

L5 GH0A 01 % 52 1% 1Y 13] 1S 4857t SO UMAIOIA APHY ZAZO| SAUS 212 0.3 mL(-11 %), 0.2

mL (-8 %)Lt 0] 22| St SH(G mg/Y)S FO{53t CI2 F YOI APEAH ZAZO| AU HATZ0IZD HIWAl % 0.5 mL

-25 %)2 ROI8t ZAE HYOLY, 0243 S42 £AS ZHOIH SIS =T YMAIHA HIE RULE - Hith, LIRS %
1EHE0| QEELS SO AT RAIGIACE

2) 0 & 5 mgs FOI5H YAAIH
4A710] QIOHTHZE AAAIH(PLESS, Proscar Long-Term Efficacy and Safety Study)OilAf 45K[011A 78KI2] TIZIAMH|CH BIXHEAS
29 2) 3,040HS O 40 ZT QMY HILS HAIGIRICE 0] & 5 mgQE XIESH 3.7 %(57HY 2HAY), Yoz
25 2.1 %32 &7 47 |SEH O[S OR KBS FHAIAUCH, 71 HIMoH B 1E OAHSE 47|58 0|4
UESOIACE 4A7H0] AUAIHOIN YYEC E2 HIEE WHGIAT 0] 2 5 mgOilA2] LHHZO| 1 % O|HO|ACH YUMAIEAT
XHof| Ofsf 2FE 1t HATHSHO| UL, HFD| HHE|0] UL, EH5| HHE0] JACHT ZHFE 0|43 ThZ B2t 2L
UMAIE 2 ~ 4F0AE S0IRTH LTS, HSYUE|, APSE0 LES0 FoI5t X0[7t ST

TILIAH[ZIE 5 mg S HEHHCH 2ol SOIA| ASHE 0JAIRIS
1HE(%) 2~ 4'E(%)
I|LIAH2|E 5 mg of T|LIAH[2|E 5 mg Hef
(n=1524) (n=1,516) (n=1524) (n=1516)
EdSal 81 37 51 5.1
ez 64 34 26 26
AL 37 08 15 05
AREEOl 08 0.1 02 01
KL 05 0.1 18 11
[us 04 0.1 07 03
el 05 02 05 01
(H2)

TEY HICHS S0 O] & 5 mgS 0I5 117t QIOTHE, 34 QAT 52 ~E SN, SEAI-0M | O ftitg =
ZIUR RASIAC 0] 2F 5 mge| £047|710] Z7H3t0] W2t O[&EFZ0| S7I5IX| QRATH FO7I2H SO MZR off &3 7
S O|AHt30| B 7t ZASICE
3,047H9 XIS HHORZ 4 ~ 67 235t 91oF 5l QYT UXAIRO0IA, O] & 5 mgS S0 FOZ0|A 4719 RYAO|
AT, Yot Y SNNE RO WASI] QAL HE0| 3,040 SIXIS HAOR 4U17H 235t QIATHE AMAIZ0
M IFF0IM 2249] LERI0| WHSIAL 0] % 5 mg FUHZOIM= LUGIA| IUTE 18,882 Ziget Hed0] Fojet 7142t
QIO EUAA B (Prostate Cancer Prevention Trial, PCPT)OIA] O] 2F 5 mg E0{Z0A] 1 Z12] QEIH0| LAISIAT, HFZ0IA]
1249 QEUet0] LYSIACE. 0] 9F 1 mgk 5 mgOiM 'He R0 ChEH Al & H117t QT 0] o] 37|12t Foet HE|
W AYE 7] HAE2 XY UM UX| YT
PCPT YAA[SIS ZIZS XA HA0|T PSA £X17F <3.0 ng/mLQl 554 04 18,8822 40| Fofat 717to] 2xtQ),
05U, HITHZ YLAHOIUCL FHS2 0] 2 5 mg = AAS 1€ 18] RO WAL SAS2 Mo 2FXHA X PSAS
HIMIUCH, HHZZHAE PSATE HEE 7L 2 EXIBAM HIZYOZ L2 2L YA DXZ0] ARYEACE YAS
E0u2 (1.1 %)0f HIS 0] 22 FO0{2t2 HA(1.8 %)0IA Gleason S3 8 ~ 109] MMto] UMBIET} I EUCH T2
S5c-2aA ARH|(FELAEZ|S)0 HE 4A7H0] UTHE e AFOIME Gleason S 8 ~ 109] HE MU0 TSt RARE 2
I7F HHEUCHT % FEFAHIZIE vs. 212 0.5 %). 0] & 1 mgs FO{Er2 SN0N 9] AT Qo182 AR{X QUX| iCt.

3) AT & CHSIE 22 O[4EHS0] £7t2 EEC) 0] 0j4HS2 E5F QI7FTUM UK oR H1E 710[7| 20, LAl
EE NEY QU IS5 A2 S0t QA S SEichs A2 YUHO R JHSSHX| ALt
- HO| T V1R, FER| Y HURE (S, o, S1Y 2 929 A BN 22 nuins

- 222 L HEEY ) : 388, 293

- H| : 985, £0 56 3 N4 5= 48 2E, 50

- AP % Q4 QOIS 91 B TRS; HHIS; 201 S 5 RIE= AP7 |5 SN |, AEON, Q2715 Fot 4 2
2[5 R0 S Ko, 0] o £01 S 2 Holo| T HAst £2 0] SISk HE R
YTIONSAE), OXIE, 58, F2AY, UaA 43/ 43

1) QAk= SXI01H S, §5 Y RFRHIZ, FUHIN, A4S 3 UMES Z3T RYY HED US 2 &3] AM0H Bt
£ Qi)
2) OJAk= 0] %O R|F5k= S0 YR SRIOIM APIZO| ZAE 2 QITH= 245 SRIOA| U2{0F STt 01 AVEE ZA7H HEHI
F7152 Yalichs 22= HOIX|= oX[2t 0] 402 X|2E W= SHRIOIH| U7 | R ML SSYEJH U 22 Tt
) ZIESXIZAIA FA0|1 PSA X7t <3.0 ng/mL2l 554 0142 F4E A OR 7147t 0] o YY 5 mge =85 PCPT Y
HAIZEOIM Gleason S5 8 ~ 109] MMef 0] Z7H=IUCH (WLAHZIE 1.8 % vs A% 1.1 %).CHE Se-2teEA o
HIH(FEFAEIZIE) (1 % FEIAHZIE vs 0.5 % A0 T3t 45710 AT YYAFOIME HI=5H 27 BHEACE Sa-
SHAEA AXH= 15F MM UM AHLES SIHZ 2 QLOLL, MY 2L|S ZAMN7|7| 3t Se-SHHEA MK F2t
M=QIX], O[2f3t A7 S| Z0f F&2 OX|= THE Q0I5 TEQIXI= SHZ K| AT
6. 43HE
UAHOR FO5 ASHSIER 95Tl Hi7f eiCh 0] A2 CYP-450 2H ASHHAEAA = FES NIXIX| f=Ci Y2{HCE
QE|IE, OZ, S222|E, S2NIA0E, T2a2=S HUY U Y20 Sit 0] 49| Y52 TAIS 5t YAIHES
A3 HE AOL ROlot §SAIEO| ZEL|X] YUTE HIE YSAE0| 2st A7E HABIKI= UUCLE, UHAI-AI 0] % 1 mg B2
1 0jf9| 82 OLMEOD| L, OPMEA 2|2t o-XITHH), TISH, ACEXGHA, SZAZM, HIZCIOFHIH, p-RIEHH), Za i ERITHA,
Cardiac nitrates, O['xXl, H2 Z&HH|, HMG-CoA &t2ig4 XaliA, Prostaglandin synthetase XfaiXI(NSAIDs) ¥ =24 &z
Mot PXo=z [OI5 0 4HES 0] HESI0 ALEIUCE
7. U=0) st 204
1) 0 22 010l E0{5t0{Al= QHEILE
2) QA SHEA 0] %2 100 meg/kg/ ~ 100 mg/kg/L2| STHNZMM 485 ~ 5,000 th)2 FO5IH 271 &t
ARHoMC] 2518 (hypospadias) 2| LAE0] £OISE0| HIZ510] 3.6 ~ 100 %Z S7H=IACE 0] 9f 30 meg/kg/ 042
SYAZMO] 48O 1.5 ti O4)S YAIGH HEOA F0I5HH MM Ho| SH 7 ZAR D ZH|F2|7t XA/, UAH
Ol QEULS HO|E 271 RAIRIZE YMEIQICE E5t 3 meg/kg/Y 0149 BF AU 48| 1/4)g LAs HEWH &
O3 St AT |A0]2] AH2|7F ZAE 58RI HAEIQICY, Of2fet FIHS0] 471 HEUH K== AlZl= YA 16 ~ 179
AO[QI O Z HSILE. 219 HIHER type Il Se-SHAEA A HH0| £3t 4259 A2|eH Gz, MHHOZ type Il 5«
-SHAEA AYE SER0I0IM EH HiOF RASICH KIZLHOIA O] 2fof Cfet 80| L& 0| U= L7 ALK = H]
TN AH0] UAUE|X| AUTE
3) 0] S FO0IHR2 271 HE (B0 mg/kg/ Y, ALROIMC] A829| 488 Hi)2t 0] oS FOJRIX] 42 i3 HES WOAA YAE K|
THIEH 31 3 278 RN S LAYATO] BN A0 HEEIX] YUTH LAZ7| W 2R7I89 3 mg/kg/L2 STAZO
M| 48| 150 Hi)g FOIAl0l= Al 1MTH 231 ARAIXLO] 2E{S0] ZO[SHA ZASIAOLY, A% XM= 0FF3 FE0| ¢f
Ak YA 6 ~ 18 U ALOJ0i] Xt LHOIA] O] 249] 100 mg/kg/ Ll SZAZ0IAMC| A-822] 5000 )0l ‘EE E712] EAXIOIA
= E7|8Q BHE LU 4 fUCH T2{LE O] AI-0AlE YAIA LEAIZISO 0] ofol] =SE|X| UUCTZ 271 AAZ|0f ThE
BES 7| 2~ iUCt
4) BiXE 3 ENRE A7 SO R LHOIA O] 0] LeEE|QUS mo] Sk= MHELL E7|0) HlaH AlZie] SIPoAe] J3ts o 2
058 2 U siF= SEZUQ 2|MA 2S00 HIHEACHYI 20 ~ 100 ). YAIEH 2150[014 800 ng/Le 8(1 mg/
o] g2 S8ok= 2 HACZLE OA0A EE 4 U= 0] & 21 80 250 Hi 014)S HUS0{3HS O 7 EAXI0|
MO HIHAH A7 BETIX] PAC ALZ EHOFS] L OIS FES 0IF317| 2foh 50| BES AE5h= 20| A
£ E0I517] Y5101 0] & 2 mg/kg/US YAIFH AS0\0A ZTE0] HS M, 27 EIR QRYAT|0M O] HIHAT A7H0] HE
ST 721 EHRIOIMQ] CHE 042 LAHIX| J2ACH, A7 EfXKIOIM = OfF S04 SOIME O] ofinf ZAAE 042 ZEEX| QAT
8. +RE0 it £
0] 92 01 JoilA| F05IHM= QHEICt, 0] 0] RELZ RH|E=X| = LM UK Tt
9. 20t0] Cifst £0]
0] S A0 SIXIO|H| FOH5[01M = QHEICE. AOHIAMS Q1Y X REHR S-EI] UX| ALt
10. 1ERH0| Chet =0
0] F2 65M) 0]42] SIS QR REH et YHHTLE HAGIK| UL 0] &4 5 mgS FO0iot ASSAMMFE ZAHL I 0]
S THX0A FOIA| 8ZZHO| BRSHK] YTt J2{LE 0] o2 nHEXI0f T3t RE 40| =0 2UX] 4Tt
. YUY ZARIO) B
18 ~ 41M SIS WY 50] HAISH 0] o] YHAIH0IM YL T £0|
Ol= 0.5 ng/mLE ZAEICE 0] %S MY MHIHES 718 IFHX0A| ArEE:
=351 A= S PSA £IS ZARH ZR0IE 1 Z4XIS HESHA aiAlchs
. IZEOAIY M|
ALAIZAION 0] & 400 mgS 18] SE3I7Lt 80 mg/US| BYOR ATt 58 HR0T O[S WHSHK| ATt £t
Bt SHET| MKl 0] o UF=ZA|0] S0|8t MXHOR HAE U5t 2 eirh 22 X Y3 OFRAN 1,500 mg/m2(500
mg/kg)Q BYOZ 13| ZTE0otALE 47 Y 27 SEH 2,360 mg/m2(400 mg/kg), 5,900 mg/m2(1000 mg/kg)E 22 1
3| A7E0I5 Z0il= 225t XIAH20| ZHEUC
13. 22t 3 FZ Y9 FYAE
1) O{210]9] £0] EX| gi= R0f| HESICE
2) Ct2 &7|0f HH20f Ei= A2 ALnQI0] 7Lt EHKRX|HO|A HIZIAISH| fCB 2 0|5 Fol3tct
14, AESSYAR YHF
7k A SI01 1212 73 (1] LHAEZ| 5) [SHSH10| QUIDHE)] 2 LA Z2H|A|0FY 1 Ya| 13 (I LIAHZ|E) = A0 ACI(R)]
2 2x2 WANHOZ 2} 134 7425t 0I0H 3= Al B3| AR 05101 20| B3 DLIAHZ|ES SHEH 21} HIuHIRI=R]

w

194(PSA)2] B20] 0.7 ng/mLOIA 127428}
= PSA 237} oF 50 % 243 B UTH 0] &8
Bl

]
L=

£ UZEH
Hl2EtaEe Howiys
g2 AUCO-24h
(ng “hejml) (ncgr}‘;xu Tmax(hr) t1/2(r)

i SZOAORY1L2| 724 150

E (WLAE2|E) 42281477 639:1.99 (1.00-4.00) 5.65+1.34

of (B ALI(R)] el

MR 100

E (MUAHzZ|E) 433241781 6.602.30 (1.00~4.00) 5.55£167

o [st2H10|T0H(Z)] kit

90% 41277t log 0.9331 ~ log 0.9675~ ~ ~
(71Z : log 0.8 ~ log 1.25) 1.1005 1.1207
(AUCt, Cmax, T1/2 ; B3+ BEHERL Tmax ; SY2H(ES), n=20)

AUCt: EOAZIRE XZSZEE HYAZHIIX S EEE-AF61HY

Cmax : E18FEE

Tmax : Z18FsE TEAIZH

t1/2 LT AN T

* HDWIESAIE I8 BAR| A2 90%AZ 7Y

F1.0] 22 FHEHI0|QUITHY |0 12F 12| JTH(IUAHRZIS) SU3t ARE AI80I0 SYs MEYHOR HIHS Hatt
O] UK /& HIESIUZ.
15. 7IE
1) g2 HEH 160 mg/kg/Y, 428 HEOH 320 mg/kg/LMK| 247427t ROIGIRS T SYAUYS LIEHHK| UL, O]
SY2 A EYBYY 0] & 1 mg/Yg T3 HyQ MU-E0| 22t 8382t 2192401 SHZBHTE. CD-1 DIRAE 085
197427 groreld AN 250 mg/kg/ Ll STHARR-EZFO| 1,824bH) M EASHOZ Q05 £%(p<0.05)2 122 3|
O] (Leydig) MIENZO| E7t7F ZEEIQICE 25 mg/kg/ U0l SFAE =EH2| 184HH)S F0{3t DIRA} 40 mg/kg/YC 8
(A2 489 3124H)S F015t SHEOA] 2(0|S] MZO| SAITH ST LH x| 4S(AAZECE 2 ~ 3H)0] HOI|LE.
2) MH|2| BIE[2|0F SAH0| AFERF SAHO0| AE E= AHQ| UZ2| SEAIFA HO|RH0| HEE|X] QAT M9 FMF
O MAIZ0IA O] 22 = (450 ~ 550 zmol)E Chinese hamster ovary celltf] £0{51%2 T SAIH) 0 40| 247t S7}5IACE,
3) $EiS EHYXOR Y&t RIHENA 0] of 80 mg/ke/BAE 529 488H)S 65 E= 125 20 HAS0 Tsto R
3t HEH2 DIX|X] YACLL, 245 = 307K K& F0ISIRS M, P25 2852 2adh ZA0t Wl HEd £A4 9
4 U= PAIH BHEC, 0[2{5 RE Wak= RUSH 63 W0 7HAXOR FRLIQIC). 0] A2 F015t HEAM HA7I59 2
AR B A7ILS(EPMY )0 et 2142 HAT (seminal plug)S FA5HK| 26101 YNT= 231501 ZTjo|Ct, FAUTR
SHE O] MAK SEfS0| T4 Q0|0 ARRIIF AT QK| 4Tt
[MEWH] LH7|, 7|2 1si0f 15~30C 2
[AF2712H] MEYzEE 36742
[HIZ2IZ|X}] SIRAMARHZF) / HE AL 47| ATHRE2 106
[MIZX}] 220 QTIOKE) / HHZHA HHT SMT12 43
[AH|XHEHA] 063-853-8110
% THOF LUA| AFR7|5H0| ZRtE| UL WA, HIY, TEE HE2 FYUKE S610] wekst SZLICH
* RRASE AP MUK RS S EAIAH (https://nedrug.mfds.go.kr)g Sot07 EQIGH & UHLICE
% SARE MIolA] A : 3h0l R E O M| fl(1644-6223)
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