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LA |Opxi1 a) 72

(TLIAE|R|E)

BHESYEUEH 193
- REMR : IUABEIEEP) 1.00221 73
7S ERUER) | RERSE(, 2F), AHOIRMOIIUISEXI/EX], £/2AD)
- IIHEEAA) - YA25 ¢20|520|3, M5 AR0|E0|2
- F|EFRJHA| : D|ZPEER A, QUICEI0|2E(20B64648), HESRSMUES, DUH|E
B84 YHO| S=5H B2 BYo| Xz LEIYFR|
Sk - &3 A0IH(EH8 ~ 41K)2 A8 SREQiEed Seg)el X2
H2Y- 8
YO HLAERIERM 1Y 18] 1 mgS FTR0ISIH, AAR 2EARI0| S0{3 4= UL} 8YE SYIH R840| SHEE
A7} YUk UHYOE 3K OjY = °H0F KIE‘EI'-IE 2 4 9lom, 251 RAIS Po] ALHO2 S8% X B X=
7|7kt R84S X&EO = Wls|of S}, £88 FHSIH 127Hé LHOJ R=Z K= AR St

1*;‘3—1 Folug
PR-2 1

1) 0] %S AOHEIAF £ OHEOIA| S0{510{Al= QF HCHAO O] et S0i8 & ‘él—.—OII EHEP =08 BF).

2) = EE= YNBH UAS THSHO| U= 01490] 2F0] BAT R2}S AIX|= FL, HE S5 0] 40| E4-5/0f SHEOI0] AHS

£33 TH5AJ0| YIOOE Sl 21ATRIE K540 i OJAI2 0] O10] EA £218 BIRAYE 9f EIck 0] ofel B T
| SO5E Sl SR 2 40N BIOR ABT W0k SR HASH YTl e S0 85

. e A
TLIABEIE 1mg 013t SRj0lA 228t 7]k, 2BB0| HISRLT, OluCls SIS 2142 AANAS THE 7|EHE0| BT
SioiC}. IS S0 oS BRE M, SISt BiRl0)7 Ol2fet S40| LABHs 39 ILIAHEIS RoiE B0t o2e
7401 SEHES 80} Sict.

2. L} EXlok= S0f3Ix| U A,
1) ‘?:I‘:' = AT U 7K5440| Q= 0144 : 0] 22t Z2 Sa-BRBA UK|K|= EAEAHZO0| CJ5|EREAEAEEOR F8t
= X MalislE2 A7} 0] oS S&SI= AP HHE0r AEMAT|0| HIgYS RS 4 ULt DRtk| QNS0 0] %2 =8
0?%7“4 0] o 2850 UM E Z0= HAJEOL] THE! ZIRHE IEHS EIXI0IH Y2iZ=0{0F BICHA TS, QL0 CiSt ECH
8 EX). A HEA YMI|7HSOt 0] 249 RISHS FO0ISIUS T 3 AHMXL Q24 417|9] HIY40| ZBH=|QUCt
2) 0] 2 = 0] 99| TYHR0 ey AT S LIEHHE SRt
3) %’“‘MHIEH SO Qlaf 0| 9 5 mg Fi= [} 5a—2HHEA YAIHE =851 Q= 2Kt
4) 0] 22 QS B}dIL O OZ, LURIE QA EllM(galactose intolerance), Lapp SEE6H%EA ZHS(Lapp lactase deficien
cy) EE REH-ZE QA BTN (glucose—galactose malabsorption) 52| REE 2H|7t U BRI = FH6HH
QHECL
3, IS #ixlol= MS5]| SOl 2,
1) 0] 242 710 FHLIGHA| LIAIEIDR 217 )50 01AJ0] QK= BHKI0N ChaANS F2I510] SOIICY,
2) 0] o °’°I SMEB(MMIUZL FCF, Sunset Yellow FCRS 19511 YOO 2 0] A0 M2U5|AL Lg|27| HH0| U= SRl
LS| OIS
4, OIS
1) 248 223 BXI0|H 0] 2f 1 mgS S018H UMAIE1 270 Hol| 27 37H9] hEUUMBUM, EAUZ S 1.4 %S| EXI7t k23
BE7Fs40] UAHLL 4T5| HEE0] AZLL BEA0] FHlis| ATt H11EH 04HIZOR 25t YYAFCS BEACH T4
OllME 1.2 %), AT 0.9 %2 EAI7HAF FO0I2 QU5 47| T OlEHS TE0| LAAIBOIA HRAZIUCHYYT 1 n =
934% 1.6 %).

B1. TLABRIE 1 mgS Ha 225 S0 15971 S0fsixie 1f ohe-E olgues)
0/9n=945 | 2%n=934
4825 1.8 13
o] 13 07
AEEHAEAL) 1208 070.4)
FS-TEY A7Fs B OIZOR oldf 3H 12 08

0] 9 52 9IoF2 2i7} 12702t SOISIAS M 1 % O|412] HIER LIEHL OIS 5 ofS Tt 3 71540] UL ME8| Bs
0f AL} = 40| P3| QUCHD HTE OpNEISS F10) LIEHNACE
O48tS 2AZIE Bio] BT 0| AS SRS 94590 SIXt = 36%(3.8 %)0|, AYS SO 93439 Eixt 5 209
(2.1 %) 0 171 O1A9| 47|55 B 0|‘3“'°§ HHBINCHp = 0.04). 47| B O[S0 Q5101 FOIS TS AP, TOf
S B0|= ZE BAI0|M 0[2{5t O[HISO| MRPHOM, SoHS H&5t BXL9| LRI O|44HS0| AR
24245 S0l 0] OF B2 20 19 13| 15E 4857t FOEE QUAAIBOIN AR 24250 SAZS 2124 0.3 mL(-11 %), 0.2
mL(-8 %)Lt 0] °fC| 5t S5 mg/U)S FO13 CIE = QMAIFOIM Al ZAZI0| SAUZLS OIS0 H|A| 2 0.5
mL(-25 %)2 {25t Z4AE HHOLY, 0[2{F A2 SIS SHGIH SI=CUCt AUMMBUA ETE QYIS - Hio), TS
2 TEE0| QUED SOl QOKR0M QABICE

2) 0] 9 5 mgS S5 ANABAAZIO| 2oz YAAIR(PLESS, Proscar Long-Term Efficacy and Safety Study)OilA 454101
A 78K[9] Y AMH|CH SIS AR R0 /) 3,040H2 MO 450 2 QIFY BILE MAGIRCE 0] &% 5 mgORE X5t
3.7 %(57H0| BHRY, SIOFOR X|F5t 2,1 %(32YQ| XNt 47| O|MHEOR =S FHAIYUH, 71 ¢IHsHA s
O|4EHE2 7| S IR O[MEFS0IQUTE 41A7H0] LUMAIEIONA SIOFECH =2 HIE 2 URSIHT 0] 2 5 mgbilae] Walg0l 1 %
O[40|2A00 AHAIFHTAI0] Qs A2t HUAZISHO| AAHY, HEfs| HBEH UL}, 2AS| URAE|0] QUCkY 215H OJ4HS
2 O3 B29 ZUT. AMAIE 2 ~ 4E0ME ROIRZH L7 |98, SR, AFEOH LHS0| S8t X107t AT

MUAHIZIS 5 mgS F2IMH|CH SEXI0IH SOIA| FSHS OEES
18(%) 2~ 44(%)
TLABZIE 5 mg 2ef TUAHEIE 5 mg ¥
(n=1,524) (n=1516) (n=1,524) (n=1,516)
s 8.1 3.7 5.1 5.1
CERE] 64 34 26 286
AELL 37 0.8 15 0.5
APEE 0.8 01 0.2 0.1
S 05 0.1 18 1.1
[Ys 0.4 0.1 0.7 03
] 0.5 0.2 0.5 0.1

(B2)

HEH HIHS XA 0] 2F 5 mgS F0{8t 1187t AATHE, 34 AR 51zt +8E J7H, SEIAIRI0IA Q] O HrS T2}
U2 QABIZCE. 01 Y b mge] 0171710 7180l Tt 014HES0| F7I5HX] PAM. F07|ZH S MER 2= B 4715 Ok
UKol H vt ZAsiCt
3,047 HKE LNOE 4 ~ 62 35 YOF o YHTNE JAUNTO)AL, 0] O 5 mgS F0I5H FOIZ0|A 4719] FUII0| W
MBI, YT & YYURTOIA= LWMGHA| ALY HZO| 3,040H0] HIXIS QR AAZF 2351 2OHYE QIMAIFNIA
PIFT0lLA 2712 RHIL0| LB T 0] 9F 5 mg FOIT0IA= LS| URUCE 18,8829 ZiZhBt HH0| Fofdt 7 1A74o] ot
4% Q4 Al&l(Prostate Cancer Prevention Trial, PCPT)OIA] O] & 5 mg SOHZO0IA] 1 21| SYRI0] LMBIAT, IFZOINE
1 Z19] SEI0| LUBIACE. 0] f 1 mgat b mgOilA =4 S0 thEt AT & 217t ULt 0] of] Z7IZH F0i9 [t Ay
E719] BAN2 #X) UK UK 4CEPCPT LA ZXXIZAMOA F4o| 2 PSA $X|7} 3.0 ng/mL2I 554 014
18,88249] 40| 0I5t 751710) A9, 05U, YATNE YAZOILY HHEE2 01 % 5 mg E= Y2 19 15 F0f it
QUCE SIRIS2 O & Z4AIZA Y PSAS F7HUQIOH, MAIEAAM= PSA7P3"EI7‘I|4 AESXAMOIA HIFYCZ L2
ZQ0t QIAA|H DEX|2f0fl AIBEACY Yok SOEES HAH(1.1 %)l HIaH O] 242 £O0IL2 H4(1.8 %)M Gleason S5 8 ~
102] MMt WMMIEI O HUCH T2 Sa-EEEA ARA(FEIAHZIS)0l hEt 49719 AATHE Ay AIR0AE
Gleason S5 8 ~ 109] ZIZYA0 CHEH AR ZRE7H REEIACKT % FEIAERIE vs. §12F 0.5 %). 01 & 1 mgS F0f2
HHOIAY UMY UMD oaiH UK it

3) A & ChSat 262 O|AHHS0| 712 EIEIQICH 0] O|HISS S5 QI HOIY AIUNOS B uE Z0)7| MR, Lyeiz
£ M=l A olSsHAL ASI s QINEAIS SR Sh= 2 YRIHOR JHS5HX| YLt
- H U, 712, SEAY| 2 HERERlE, 6, 57Y W 20| FHE ZE)N 22 AUNS
-o227 W AAZA ol : 28§, 27HS
- FHMA 285, B0 3H & Xi&E= YSUE, 20t
— MA|A 2l ©H} - OHPOLE Bl HIC|: 13E: #EME: EQ =05 K20l M7= ZJE7|EX AMKE]D Q271 XI0H -

HAIgtHE oLt KI5t ¥BSEFO0| BAE|X| YU HIE ASEE0| st FTE HAGIAIE AL, AYAIBA 0] 2 1 mg &2
71049 82 OLMIEOH| LT, OLMIEIARIAM, o-RIEAl, ZSA, ACEX{SHA, SZTA, HIZCIOMH, g-RIEHH|, iRl
A, Cardiac nitrates, 0lkcAl, H2 Z&H|, HMG-CoA &#iE4A Ko, Prostaglandin synthetase Xai&I(NSAIDs) & #HE&EH &
EJHIE}E UMEOZ 0I5 O[MHIS Q10| HEGIH MEEIULCE.
7. d=0] gt 2o
1) 0| 252 Of40fIA| £0{5}01A = QIEIC
2) YMBH HEO|A| 0] 242 100 meg/kg/2 ~ 100 mg/kg/Uo| SZFHAMZNMC] 4820 5~ 5,000 HZ F0I5HH 43¢ KM
AofA9 2=aiH(hypospadias)] HAE0| FOIEZ HIHIBIN 3.6 ~ 100 %2 S7IEIRICE 0] F 30 meg/kg/ 0[49] B
(AFHOIIAIS] 4 83] 1.5  014)S Y45t HEO|H FOioHH MEMD} FO| 2A7t ZA& 1 ZIlEE|7} XHE|H, YAIO!
FELUYS H0l= 27 AR YMEQIC) E5E3 meg/kg/ 00| SFAIZOIML 48F9 1/412 LIS HEH F0ist
H 20 MAT|A0|9] He7t A E 3 RPUXE7L MMEIICE 0123 SUS0| 7 HEOH RESE M7= Ui 16 ~17Y
Alo2l Z1O=E SIBIEICE 219 HEIS2 type || Sa-EREA ARA AL &5t A252| 22(EH §H2, AMMOR type || bar
-SHEAT AYUE Y00 2 E HISE FARSITE AZLH0IA 0] 2o Ciofst 830l (=2 Ho| Q= AT RN
HIENH A70] U7X QULCE
3)0/ 92 E0ﬂ|*"° 224 HE(B0 mg/kg/Y, MBI 4E829| 488 HH)S} O] A4S FO{UHX| 042 A7 BIES WNO|AIF MAE
H wlﬂl 271 2 YA APKOIM= WAAEO] IR A710] ZEER| URICHLYMZT] U $87I52 3 mg/kg/YUS] AR
A2| 4220|160 H)S FOIAI0= | 1AIH 23 RMIARS] 2EHS0] 20|51 ZA5IHOLE, S RRMAL]= O1F2! HE0| QIR
Ch 41 6 ~ 18 U Afojol] Xz LHOYIA O] 22l 100 mg/kg/Yel S AIZOIAIS] 483] 5000 bl .-&E E719] EiXIOAE=
=7 l%’ui "71;9?742 2= QA2ACE 2L} O] AIEOIAE HAA UMAZISS O] 40| eEX| oD 31 MAl7|ol ciet Yst
g7
4 HHX} % ERE E‘SAPIE"* A2 L{oIA 0] 0]l LeE5RUS mo| Suk= HEL E70] Ha Alzre] SyuPgoiMe] Hg2 o & of
&8 4 YA HFEE SSRUQI ZMA HS0(0|A TIHZAUCHA 20 ~ 100 L), G 220[0i7] 800 ng/Le] BH(1 mg/Y
o gFS %%EIE Y| FUOREE CLg0fIA| LB 4 U= 0] of £ 89| 250 H 014)S HUSO{S T 7 ENRIGIAL
Of HIYE A2 BELIX] QIUCH ME EROLO] B ZPFUAS] HEH2 OS] Hlof HS0| DR A5} A0| HHEIKE &
Ql517| {5101 0] % 2 mg/kg/US LI PSOI0)A| ZT50] S O, 31 EIA QA0S HIFHE AH0| BHEYTY
23 BIR0IA 2 T2 0142 WHEA| Ao, U3 EfRI0|A= 01T O SH0AME 0] it BEHE O]42 ZAEA| ol
8. ~G0] Ojst 0]
0] 2k 014017 FO{5I0{M= QHEILEO| 20| REOE =H|E=X| OiF = LA U] Qot.
9. A0 CiEt =0
0| OF2 A0} EERI0|H E0I5I0HAIS QHEICE, AOAL] OHFIM U 25442 512 0] QK| it
10. 2 FX}oY Chgt RO
0] 22 654| 014 SIS HAOR B0 [t QIAOITE MAISHA| YT, O] % 5 mgS E0i3t A= SxxRE 2HE 1 0]
ofg TRiXI0| S0iA| BEE0| WasiA| Yok 2L, 0f ok 1K) 5 Rao| S0 Al Nk
11, SAENFe| 28
18 ~ 41| SIRHE RO 5101 MAlgt 0| Ofe] UMAIZOIA S Rzl S0| SA(PSA) BRt0] 0.7 ng/mLOIA 127H2R0
£ 0.5 ng/mLE ZAEZ|QICt 0] oS MPYHINSS 718 THXI0AH ALBE Toll= PSA £X[7} 9 50 % ZAFt HE ULt 0] 22 =
85l U= S PSA £AIE AR 420= 1 aumls EHa1H siddsh= 22 12i510{0f BiCt
12. AYFOIAIL] XX|
YUHAIHA0 0] 2 400 mgE 18] 283517L} 80 mg/US| EYOR I 585t ZR0= O[4HISS LS| UL
F718R7} S5 | MK 0] of TFEBAI0] EOIﬂf MAHOZ FEIE OISt W2 QiCk A3 & US 012A0 1,500 mg/m?
(500 mo/kg)e| 8= 13| ZTEF08IAL A L 43 HE 2,360 mg/m¥400 mg/kg), 5,900 mg/m*(1000 mg/kg)2 Ztzt
15| Z7E0 g 200 |.o/8H XIME0| ZELAUC
13, B 5! HE4e FolArg
1) O120I2| 20| X| Y= RO EABICL
2) LI 87|0| B R= 318 A 9210] H7LL SEFX|HOA HIAZ|GIA| Y02 0|5 FoFiC
14, QYESSHYAIY Y™
7h Al 3012281 Y| JH(LLIAE[2|E)[EHEHI0| QUIDKEE) 2 CHAEF IR HIA|OFE 1L 2| TA(TLIAE ) [EH=EAAACIR)]
2 22 MANEQR 2} 1 - AL HOI0H 35 Al TS| 270510 2089 B3 LLUAHYES S35 29, HwH7ESR|
(AUCt, Cra)S 21HEGI SHXMRISIUE o, %%._‘il 12| 90% A=71210] log0.801A log1.25 O|LHZA YESKOR F5RIS
YzsiA.

PP HWE
7= AUCo-24nr Crnx Trmax 2
(ng - hr/mL) (ng/mL) (hr) [Gls]
rppoy | EEMAOEISSECMAYED) | momia77 | 630199 | g oigp | 5654134
Ao | AORSHIBUIMCHCAND | maparer | 660230 | kg | 5954167
90% Az g09331 | log0.9675 _ _
(712 log 0.8 log 1.25) S10005 | ~1.1207

(AUC, Cmax, 112 ; HoatEEMRL, Tmax ; SYTHHS), n=20)

AUC: : EHAZIRE ZBESEE YIS BEE=-AREH6HY
Cimax : 2 IEEEE

Trax : | IHSESE CHAZE

i/ D HE AH HIZP)

* 2B IPSAIE 2THASH YR R| 210 90% M=

#10| k2 5H2HI0| QDI S0 I 21 Y| TH(MUABE|S)0 SYUSH HRE A5 SYst XY O HIYS stat}

5 7&9”']'@0" HE AESIAS.

1) R34 HEOA| 160 ma/kg/, UF MEO|A| 320 mg/kg/YUTIK| 2474247t £O0IGIUS [ ZYYLS LIEIHK| ULt 0|
SH2 AL HEEHDI 0| % 1 mg/YS FOI5H g9 MUEZ0| 2124 888HH9} 2,192HH0]l S{FBICL.CD-1 ORAS 085
1977t LRl S5100A 250 mg/kg/Lo] BFHAME-EHC 1,824t)0IA SAHSIHQR QoYF £2(p<0.05)2] 11Ete] 20|
'EI(Leydlg) HIZHES| F717+ HEECE25 mo/kg/UQ MY =52 1848)S F0I8t OFPA} 40 mg/kg/U BHAM

2 N8| 3124l)2 0I5t SHEN|M 2|0 S| ZAI S | H 41| HS(HYTHC) 2 ~ 3u)0| SOI=|QICt

2) SAS] HfEfRI0r SCH0| ATHESR S0 A8 T M9 23] SEAH0IA H0[20] BREIX| UCH MA 24
OMA[E0llM 0] 2f9] T1==(450 ~ 550 umol}S Chinese hamster ovary cellfl £0{51H2 Tf HAYX| O[AH0| 24zt B7I5I%LE.

3) PEis AHYHOE Y45t AUHEA 0] 9F 80 mg/kg/UAIR B0 488HH)E 65 Ei= 125 S0|| HAIS0] CH5I0] K5t
Ak OIR[X| GAOU, 242 = 30R7IK| K| FOTOINS Y, HAIST His0| BMch 240 Feu} e 229 oy
QU= ZATt HELIL, 0f243t BE HEl= SOISTH 65 LK) 719ZO2 S|RQiC, 0] o2 R03 HENN H47|50| A=
F& 47| HSEEMT ol gt 542 HHH(seminal pluglS BASIX| Zol0] Y= 2R1E01 Zjo|Ck FAHS HEQ|
’8’8’51 LEHSOl H4T 2A0|0 Alghnt B UK Gt

W AU - A87(2 R, £7|E T/5lK 15~30°C B, HEU=LE| 3674
W EHTR] 30T/ 41 58/PTPx2)

W HECIEIK} - TR S ORQURONE) - MASE ART ST AFMHIZ 100
W A} BH2HI0| QIOKE) - LIEEHA| =T YA E1Z 43

2 QSR 25 ERRIE Bt AIBULL, 72 Al AF871ZH0] HRERALL HE, HIY Fi= Q&F AE0| UAE AP0 TeIRAE 83
WE10] E-LICH

W WSROI HZE LIRD Alokx| SIOHZ S5 HIA| A (hitps://nedrug.mids.go.krOllA ZOIGHA 4 QLI
W QO 2R MisHTR| A1 - SI0JORZORMARI(1644-6223 = 14-3330)

AH|XHAEH] 080-700-0052 / hittp://www.koreaprime.co.kr
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