.|.|.| LI'ﬁE"_Iﬁ]EE'ED!:I,I KGMP | [E9E]
| @orsizie) EERL]

| FINASTEN tab. 1mg
(Finasteride)

HES R T

«B7HRIERAA):. HMSYUR0)s2]0|2

FHRIE SR E): RYSEIE0IUSEL, ABRLR)

« 7|EFIZHA|: 2t RESHIIES, H2fE QA80, AH[OI2ADIIH|E, 2T=EI0[EE 85644100, M2

ZIEMIEE

4 A grgMo] opio] B8t Tzky Dol WETEY

[iﬁ - B3] Holh(Eg ~ A1M)e] oY HREEIC2 HRE) KB

['g'u ) 'g'

YUHhE o2 TLIAEIZIEZA 12 18] 1 mgE ZTER0{5HH, HAet 27| glo] Fofgt 4= Tk

SIS s FEH0| BoiECH= 2747} 8ict

YutE o= JE oY SZ5H0F AT ENE £ £ A2, A& SX|F /6l XI4Z 2 288 Jg AL

X2 7|7t2 REME XX o2 Yrlsio} STt S8E STHHIH 12714 Lol X E2&h= AlRkXA ot

[Ar84te] FojAgl

1.2

1) O] 242 AOHRIAL E2 0] dof|7| F01510{ A= o EICHAO}O]| Chish Ro78H 3 Q5io]| CHE! FO0i 8 &),

2) R E= Yot QU2 7H5H0| U= 0140] 2o 2ATI X2 RIX|= Z2, TR E §ai 0] 20| E4EI0] |
MEfol0| %S zefE 70| Qo T2 QL QMRS THs M0 U AR 0] ofe] BAJTI X248 TRkl
OF EIC, 0] ofe| B2 RYE(0] D2 FAZH PAMKIK] 2 HE0M BAF o2 HFE mjo= TR Y
EEIX| F=CHYHol oig R018 &E).

3) 7|2 225
T|LIAHZIE 1megS S048H BXIOIA 2851 712, RE50| B0, O=HCH: H2 AS2 XAN2LS ZH5H
7|RHEo| BAE|RIC) FHASHH Faol| cisl EXHE 2talst, Qiof EtXiofA| ol2idt S40] Yish=
Z2 TLIAEE|E E0E STHL 2 HEIA HEEH=S ok BiCh

2, ChS #tXloll= FOfakX| & 2

DRUR F= Y45 QS TRSHO| U= 014 : 0] A 22 Sa-BREA HRIFI= BIAEAE|Z0| O8] =26~
EAHROR ML= S KiofsloR YRt 0| %42 S8oh= A HAJE0r AR WA7|o HiEAS FafE
QICH mEpA YIS0l 0] %S S23IUALH 0] & B2F0l YlstA| £ ZP0l= HHEfotoll THEE ZRHE 84
2 BRI L2400 BICHZ g, =0l st SOl E%), 23 HEOA| Y47IZtE0 0| A HEHYE T
Of31%US m 3 RMXL Q|24 7| 9| HIF O] ZeYEIRACE

2) 0] of Fi= 0] 2fe] TLidAd o) Chal ZI2IMtS S LIEE= it

NLHTRMHINES SO QI8 0] 25 mg F= T2 So-HREA AXINE S2311 Sl BIAt

HRS FQsln Yoo YEE A B M (galactose intolerance), Lapp SEHRalEA HES(Lapp lactose
deficiency), Z =H-ZEE 9 E4H0l(glucose-galactose malabsorption) 5 SHEQ| 2R[7t Sl
EXIOA 0] 2f2 FofaliM= of FICt

5) CHE-R0i| 2iTIst7L 22l27] H2{0] Ql= EHX}

6) 3 F= T30l ARIS0| U= &
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1) A SIS S0 0] o 1 meS 03t QAAIH127H0] 221 370 CHEMAOIM, T2 514 %
9| A7} ofS 1t AATHSHO| UALE MEHs| HHUE|0] AALE BB 0] Hs] Cta BE OjAES
OF QI5{0] UMY TS S o0 FATOAE= 1.2 %, YAFZ0AE= 0.9 %2 BXI7L A Foi2
QIt 7|5 2t O[S R0 AMARIOIA SI=EQUCHYR : n = 9345 1.6 %)

1 ILAERIE 1 mg2 HY H2E SixjolA| 11647t SofalHS m oF2-BEly o[ AES(%)
o < oy
n =945 n=934
FErG 18 13
] 13 07
AR A AZA) 1.2(0.8) 0.70.4)
ofE-EEN 715 R ojMutS o olsf BT 12 09

0| o &2 9jokg 712} 1271/7t FOi5IAS I 1 % 02| HIT 2 LIEKT O|AHE & o2t 27 7k540[ %1
Lt AEks| HE|0] QAL E= AEA0| Yus] rtn HnE o[4S S H10f LIELKRICE
O|AfilS EMZE Fhis| 2H 0] o2 E0{ul2 94530] &1X} 5 36%(3.8 %)0], Pk Tk 93450| i}
£ 20(2.1%)0] 174 0 42] 47| 2 O|AHS S ZHSIUCHp = 0.04). 47| HE o[4S o= olsto] £
£ Bthet F2, FST $0= 2E EtXiollA O[2{3 Ol4HHS0| AlRPROM, FoF2 48t giXle| HREMM
O[AHEZ.0| AL
2ist 0l 0] o B2 21981213 1HS 4857t FO{3t AMAHO|A] AEY ZA0| A2 42}
0.3 mL(-11%), 0.2 mL (-8 %)ZC 0| 22| 5t 825 me/2)S F0ipt CIE & RUMAR0IM AP ZAZ0| S
{OHFOIET HImA| O 0.5 mL(-25 %)2 RO[8t AAE HYOLY, 0[2{3t @42 FOk2 FHtolH 5|SE|CL
Aol HnEl geiefs-H], ek 3 ngtEol REES Sokwnt kR0l FASICL

2) 0] 2 5 mgS RO{Bt UMAIBAAZIC| QIO QUM AIBI(PLESS, Proscar Long-Term Efficacy and Safety
Study)oll 454olld 78Ale] H2lH|C SIHSAR oL £H) 30402 CHAC R 40| ZEl okElY WIS
AAISI%LE, 0] 2F 5 mgQ 2 X|2 8t 3.7 %57 &HAD, Y2 X|Z6H 2.1 %(32HL| EADZ| M7|sH
OjAlilgOR XIRE FLsigom, I HikstA| 1 o|ASE 7S olAg0|UCk 4d7te| oy
AR IFECH 22 Hc 2 SHEIRIT 0] 9 5 meOliAQ] 0] 1% 0[40IN2 YAl sl
ok2 i} 2RA7HSH0| QUFLE, A5 HRE|0] ALY, B S| 2RO UCID ZIFE] 0|AIS 2 ChS 220}
LRI UAAE 2 ~ 40| M E FolR7 U7 |RH, HSUE|, AEEol g0l fols 10|27t )Igict

T|LIAEZ|E 5 mg2 MEIAHICH EX10|7] SE0{A| SHEBE O|NEFS
114(%) 2~413(%)
™| et | TSN | g oiersie

7|2 8.1 37 51 51
HEUE| 6.4 34 26 26
Agoza 37 0.8 15 05
Aol 0.8 0.1 0.2 01
ST 05 0.1 18 11
[uetE 04 0.1 07 03
27 05 0.2 05 01
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1Y HICHS X107 0] 2 5 mg FO0i3H 1A IOITHE, 34 QAR zt 5117t 8T T, ZPUAIROIN
9| ojAlekg Z2YUS RABIICE 0] 2f 5 mge| F0{7|7H0| F7talo| Tzt olAlekS0| S7tetx] QAL
E0{712t S0t M2 ofF 2 4715 olalekge| Bt ZiAsiirt
3,04799| BIXIE CHYOZ 4 ~ 617 285t A2k F YMTZE AYXAIEOIA, O] 2 5 mgS FOIEH F0IZ0IA|
4719| uioto] dhidisioln, 2(ok7 U FYCHER| M= UMSIRIZUCE 'H-0] 3,04080| BXIS CHYOZ 4771
2Bt AT MAIROIA A0l 2219] U0 E5IQl M 0] % 5 mg R0 Al= Hils] YUTE
18,882%9| 712}t 4J0| &08t 7 14710| Q|CHEIARA|E (Prostate Cancer Prevention Trial, PCPT)OIA 0] &
5 mg SO0 A 1 22| Hfeto] Wisiia, Yot T 1719 RHrto] Wsigict. 0] oF 1 mgat 5 mgdl
Al Riotol Cish AjE & 27} QICt Of o] F7[ZH R0t Hd i MuE7te| M2 ) A IX| %
L} PCPT YA R4 AIZALIA FA0|1 PSA $:%7} <3.0 ng/mLQI 554 04} 18,8829 HAl0| F0ist
7210] 9], 05U, 2(ATHE LMAIHOIICE HHS2 0] 5 mg £= 24 19 18] £0f WL BRI
2 Ol ZESXIZAL Y PSAS F7HURtO, YR ZEIZALE PSAZHASEAHLE ZELX|AAIN HEdoR
L2 A0t AMAIY DX|010| AMIE|ACE HoFS RO 4(11 %)0H] HIaH O] OF2 FOJEH2 H4(1.8 %)
0l Gleason S2 8 ~ 102| HzlMete] YMRI=T} o =94k CIE So-gtalg4 ARIR|(FELAEZ|S)0 of
Bt 414710] Qoftlz oAk AHOIME Gleason S 8 ~ 102 TR Mololl cht LA Hap7t ZEEIRICHT %
FEIAE[Z|E vs. 9(9F 0.5 %). 0] 2F 1 mgS SO HH0l|M2] Q4] [ol82 Aix UK YL
3) A & L1370 22 O[MEES0| 712 HuE|Qir, 0] 0|8HIS2 S54 olrato| A Koz 2l Z10]7]
Tj20f, WHIZE MY AUA| oIESHALL FEET}o] QlaliAS gelsts 22 U o= JH531K| ict.
- | WE, 1B, FEA7| W EHEE(YUS, o, 57Y ¥ Y2 FHE TR L2 1l
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- HAA  R8F, R0 ST E AAE = HE2E| 2ot
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21435] QAjollA| 2SS oHLBICE
2) YAH= 0| A2 X|25h= SOt UL EXIO|M ARSZO| A8 2 ICH= S EHXjo)|7] Leiof SiCt
O APgE 2471 HAHPI 47|58 Wallsls 2S & HO|X|= Y|Pt 0] o= AR E 2= EXlol
2 7| S 8 UETL UM 2L QU0
3) Z[EXIZAMOIA FA0|11 PSA £:X[7} <3,0 ng/mLQl 554] Ol&4Q| HAME TSR 7497+ 0| of YU 5 mg
2 E85HPCPT YMAE0|M Gleason 53 8 ~ 102 FEMY $I&40| S71=|UCH EILIAH[EI= 1.8 % vs
919 1.1%). CHE So-EHalE 2 ARA|(FEFAHZIE) (1 % FERAHZIE vs 0.5 % 2210l ChE 417t 2|ofth
Z YNABOIM E |25t Z0l7} HEtE| it Sa-BllE 4 ARiRls 153 HEdet Wl YEds 57t
Al % /oL, H2IY 2olE ZAAAI77) 93t Sa-ElEA AF 27t HEQIX], o[2i3 ¢S] Zutoj|
FEE 0]xl= CHE Q21 HRQIK|= HEEIX| YACt

4) X|apeata Sst Ho| of Al BXI07 0 k2 Soigt o BAXHIE HAE XS AFsiCt | HHS &3
X|o| MiolHido| E5E5ICtn HHE Z0= 0] 90| 012 HHs| T &A1V} CIE §58 KRS 5Al
O 012 QICHE 0] of FO| HER|E BAE|0] Y= X|Ho| 2 12isio] 1 X|HR|Q| FoiS ZAsof sict.
6. 4338
UNHOZ ZOF FSMBEIRS YHS{T Hi7} §{Ch. 0 OF2 CYP-450 H3 SBCHAEAH 0= FEk 7KK o
ECtn gt otelmR, |2, SaiHalc, 2ajuSain|c, Teual=g HoUel I o=ngl St o] ofel 4
SAE ZAE Qe AYAIHES AR HE YOLtT Rofet ASZR0| ZEEX| OfSICHHIS 4380 et 7 E
AABIX|= fAOLL, QIAAIRA 0] % 1 mg &2 1 0[4to] 82 OtYEOD LW, ORMEIARIAN, o-RITHH), TISH|
ACEX{SHA, ZZR), WI=C (ot B-RIctA|, ZaxRITtH), Cardiac nitrates, 0]'=A|, H2 ZER, HMG-CoA &
A& XA, Prostaglandin synthetase XSfIFINSAIDs) 3 HE2A SRR YATOR Qolst OjARLS 2l0|
HE3510| ALBEIRIC
7. L0 Ch3t &
1) 0| 242 ofolj| F0J310iA = HEICE
2) YMIgt HEOA 0] 242 100 meg/kg/Y ~ 100 mg/kg/2o| SN0 M] 248H2| 5 ~ 5000 H)ZE
2095k 34 XXM @ =5t H(hypospadias)2| WAE0| FOIEE0| HIZE1 3.6 ~ 100 %2 S7t=|
ALt 0] 2F 30 megfke/Y OlAel BRARIOIAL] 48T 15 HY O[S R4St BEOA| FO{51H HEHT
o] RAD AL D FulEa|7t XIHE|H, LA K| RFUES HO|E $3 XAKIZHYAE|RICE 5t 3
meg/kg/ OlAte] SEHALOIMS] Agatel 1/4)2 M SIEA ROi5HH St HAl7|Aole] A7t 2
AE| 23 ZRARIZ} AHAEICE 0[2{3F ETE0| 23 HEOH FEl= A7I= Y4116 ~ 17U Al0jel ez
UISIRICE o] HEIEE type || So-HRIEA ARIK| A Hol| 43t FSE0| of2[aty FUZ, MEHOR type
1 5a-2HelaA7t ZEE 4 R0t0ld Hag Hiel QAISICL XtZLiold of o Cioish 8ol -&E FHo|
= A3 AR = HIFYE 270] YAK] JRUCL
3) 0] o2 RO 23 HE(B0 mg/kg/Y, AMRH0|M2] 8o 488 B2} 0] OFS FOJEHX| Q2 3 HES
W0|AZ Yot R 1A 3 Y 23 MM E Aol HIFAE Azo| BEtE|X| ITEYMEI| Y 4
97|50t 3 mg/kg/U0| BTHALIOIMC| A0 150 tH}S ECIAI0IE A 14IcH £:28 XpARIQ| 2eHS0| 20|
Sl AR, 2R ZRMXI0l= OFF R o] SIRUCL Y4 6 ~ 18 Y A0[0] XEZ Lol O] 22| 100 mg/
kg/2e] BHAIZ0IAL A8l 5000 thol =& E7|o| EfXlolME 27189 SHE was 4 oolck O
2Lt 0| AP-OM= MADA| A7 ISRt 0] 20| LeB|X| UOTR 3 AT |of T &S 7ICHE 3 BIQICH
4) HHXE 9 ERXF SN | SOF X LjollAf Of 20l LB SIS mlo] Sk SHEL || HlsH Algtel T EM
o HES o & 058 4 U ST E SERUC! 2| HA §S0[olM BII=IACHYIA 20 ~ 100 Y). Qlst
50(017] 800 ng/Uo| (1 mg/AS| 8BS S8 HA HYOZLE KMoA =EE £ U= 0/ 22
829 250 Hf 0|4 HUSOIHS m 23 ERIOIMS] HIEAE A2 AE(X| YUTE ARt EjOLo] 2y 21
OllMo] HES 0l5517| 2l5 Rla0| 2US MBS 20| FHSKIE Elst7| /5101 0] o 2 mg/kg/AS il
HS0[0lIH ZTEN S m, 23 ENXL S |0fl 42 HIFAH A70| ZHEIFIUCE £3 EfXI0AIL CI2
042 WAHE|X| ggkory, e EfXIoA= OfE 0| SR T 0] Ofzt AE O|A42 HEEX| UL
8. =3H0] Ciist £0f
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10. DAto] chet £0f
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X2E 2AHE 1 0] %42 DKo FoiA| SFZEH0| YLK gt 2Lt 0] 2F2 DYKof oie fE40|
25/ x| Tk
1. aZAR|ole| Bk
18 ~ 414] BIXIS CHAO 2 5101 MAISH 0] 2fo] QIR0 EHL) HEIY S0| BR(PSA)S] B#4t0] 0.7 ng/
mLOjA| 127H2Molli= 0.5 ng/mLE ZAEICE. 0] 242 MEMHICHSS 7H TRL0|A| A8 miofl= PSA £~
|7tk 50 % 2hAk HE RUCL O] o2 S 85k QL= S0 PSA £XIE AR ZR0l= 1 XIS HHaH
si4i5t A4S nefstolof itk
12 HE0IA|Q] X
QUAHA[IAlOl 0] OF 400 mgE 15| BB517{Lt 80 mg/Uo| BHOR A7 S8 AP0 OAEHSE HY
BHX| QU FIFETE E ]| FAtAlE 0f o AZEBAI0) SOl MAY o2 A ghet W2 irt 3
% 2fzd OFRA0 1,500 mg/m%(500 mg/kg)e| 8O 18] 21 E0F3FALE 27 X 3 BE0] 2,360 mg/m?
(400 mg/kg), 5900 mg/mX1000 mg/kg)E 2{2} 13| Z15F0{8t ZR0l= Folft XAE0| HEERICE
13 B B FZael oAk
1) 0f2l0]9] £0| x| ofi= 2ol HRBICL
2) LHE 87/0] H}0{ '4= 22 ADRlQlo| 7Lt EXRX| Tl HIZHZISIK| oo ofF Fofpit
14. QJIESSHAIY HEF
71 Mot TjL 211 2| T A @ LA =X YR KT CHEF IRH|A ORI L] J#(ER=EMSD)S 2x2 1
RARSR 2 174 22t el 2580 35 Al ttel Z7E0i0t0] 83 TLtARRRI=E S5t Wt
HSIAUC, Cu)E 2RSS0 SAMISIAE T, B XH2| 90% AIE|7Z10] log0.80i|M logl.25 O|L
M YEsNos 582 SR,

H g7 gt
7 AUCo-24rr C T max i
(ng - hr/mL) (ng/mL) (hr) (hr)

cyze| “EHIBIAT | 73700070 | 1206235 | 100040) | 5226142

| HUHEEIEE
Ng%| (@UARES) | 73362085 | 10158172 | 20(.0~40) | 535:165
(FURAR)

90% M7t log 0.9475~ | log 0.8046~
(7]Z : log 0.8~log 1.25) 1.0399 0.8944

(AUC, Cmax, tuz; BT + BEHR, Tmax; SYUHS), n=25)
AUCr: EFAZIRE 2 ZBB 5T FEA7ZH T1X]9] BFE-AZt 2 M5 HE
Cmax: 2 2YS =T
Tmax: E| I8 EE THAIZH
tj2: Yot AM B
* H WEIIEERE ZIHES HRR| Mol 90%NE 72t
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# IS YYURHFol et AzsIAE.
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T) 2hefdda3 HE0A| 160 mg/kg/2l, 22 HEOA| 320 mg/kg/RUIK| 247Kt FOf5IAE T SARYS Lt
ERHX] QLT O] S22 ARt AE8DI 0] &1 mg/US 015 ko] FAl-S2fo| 2f2 gggtet 2,1926H0]
SHEBICECD-1 OFRAS 0|88t 19737t YRl S0l 250 mg/kg/o| BMEL-229| 1824tl)0|4 &
SO Qo £7(p<0.05)2| 1E2| 2{0/=|(Leydig) MEMBQ| 5717t RHEEIQICE25 mg/kg/Yo] SAt
2 &30 184Hl)S F0{5H DIRALL 40 mg/keg/U2| BEHALZ 4| 31241} R0I8 SHEG|M ZO|=] Al
ZO| SAM 8H LH £X| A5(QIFZEC 2 ~ 3H)0| EI=|RiCt

2) 42| Bfefl2jof EFHEHO| AR SEXHHO| AE EE Willo| a| SEAIH0M Ho[2i40| HE=(K| o
ULt MR[Q| HAR| O|AAIROA 0] 2| TSE(450 ~ 550 pmol}= Chinese hamster ovary cellol] £0451%
£ 1 FAA OjA0] 247t STIBIZICE.

3) 2EfS SAME oD Mast £HAENH 0] 2 80 me/ke/Y(AR L E2O| 488H)S 63 FE= 125 30 4
Als0l| Cist] Qo3 Y DIX|X| AULOLL, 24% Fi= 305K K| ROISIHS I, YA5 4+552 &
gt 2ot T TEM FAH|2) QoY U AT ZESIQICE 0215 RE HElE FOIBT 65 Lo 71
Ho= 5|SE(IC) 0] kS FOiet AEO|M YA7[5e| ZAs B4 H7|ZEER Yt HEo tiEt sut2
HYH(seminal plug)S Y4datx| Zot0] M=l 2R1H Q! A0ICk HAH HEO| HYF Seis0 D4E
DA0|H A3 HHE] K| 9Tt
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