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Proscar®
(finasteride)

o HEE IR
(153. 8mg) &,
[EME  ILLAHEIE (E7) 5.0mg

HIIM(Et2MA) . HM2 S

JIEbE7HM: ERMOIELES, DIZYWAER2A, MIIE[E, AHol2IMOIOUE, RE3E, MEZEIEUUEES, ME3dR, 23, MLsEE,
A,

sesAzzTgdERe

o e
HMo=  Hofl= MSD72 7+ CHE Tofl= Proscar 7F M7AZ Al 2 o] ZLE I RIHA
o 50
PREESEESEES
- FETBIMEIHE B4 9| 7
-HIFE MBIl B 2l 2R M
-24 ool wMeIE ZHA
- M2 Ze T Mxl&(Transurethral Resection of the Prostate) 2! Z1&|M Mxl|l¢~& S2 Z & 2ol oM Za

o 84-8%
U ABIEIERA 1 Y 15 5mg & AlAbet BAIgi0] TR odict.
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1) o] 92 Lot E& oiMolH Foistx| =Lt

2) ¥ & Udstn AF 7540l YE o8 TiLAHEIEY &+ U 1 olf 4 Efoto] CiEt FAEH Aol stsHol U=22E 0] %9
BMR|AU T =2t BrXME o Eot. o] of2 I'E|o] 17| 2o, MXIZL BMXIX| At HAXHl FHZ Aol &4 d20to] HES
Wx|g 4 Aok

3) 7MY 22F
IUAERE 5mgE Foift ExlolM 228 JIE, 2850 2EnED, o/ECtE M2 H42 AarMzig Tt JigHd"o| Euklcth
gty 4ol CHsH #HAHE #asta, ey #atol A ole#t F4o| AdsiE H2 ZHBtollA ¥EHSHT= R siof Bt

2. Ch& #xtolE Foistx| & 2
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4) O] &2 REYS FRStn Ao 2, UFELA ELH4(galactose intolerance), Lapp RFEEMNEL ZE S (Lapp lactase deficiency) F= ZL Y-
ZEtE 2 A & olf(glucose-galactose malabsorption) S2| R A9 2|7} e & AtolAH = F0{5tH o EICt.
3. Ch& #xlol= AS35| Fofd A

=

7150l o|¥o| A= A

4. 01448
1) O 92 LHSF 40| 24341 0483 YEHHO R F0Istm YAIS0I9iCh
2) olZ o] U4t
4617ho] QIetTHE 2l

AbA|Z(PLESS, Proscar Long Term Efficacy and Safety Study)0ilA{ 0] 222
BHXtoll CHEH 4 'Hol| ZEI obEy =Y

2 XrE 2

FE AAISHRACE o] 2oz x|ZBt 3.7%(57 Bo| &), gz

H2

Yol gxtet 2ok x|ZE W
X228t 2.1%(32 He| &xh)7t

1,524

H7lsHH o|4EtSoR X2 E SHEIMCH, 7HE B E0E o|4ES2 HU|SHH o|4E8S0IUCE 4 'HZHo| UM AR YL 22
QT2 2345t o] 2Follx{o| 34E 0| 1% Ol4 oM A& AlgdoiTRtol| ofa St BTT|o] S 7ts40| UL, oot ZAE|0] QUL
B gadzlof ot ZHEE olMErS 2 Ohg E 1 I ZiCh AMAIE 2~ 4 HoME oz 7zt |8, MSZE|, AtYEof gego] falFt
xto|7} gidct
E1. YEEH oINS
159(%) 2~ 44(%)
0| 9f(n=1,524) £|2k(n=1,516) 0| 2f(n=1,524) 2?|2f(n=1,516)
EE = 8.1 3.7 5.1 5.1
HEUE 6.4 34 2.6 2.6
A HZE A 3.7 0.8 1.5 0.5
A& E Ol 0.8 0.1 0.2 0.1
el 0.5 0.1 1.8 1.1
SYAS 0.4 0.1 0.7 0.3
g 0.5 0.2 0.5 0.1
3) ZUIASof Bt Rt
3,047 Ho| EAIE A4S =R 4-6 ' AZH 3T 2I9F L AAMOIE A4 AIRI0IAM, O] & 5mg & F0i8t FoiZ0M 4 7do| Febeto] &MsiD, 9oz U
SFEOIE oM E LMER| ofdct HE ol 3,040 Fo| EAE CHASR 4 U7 85 AT UMAIRM LdZoM 2 7ol geteto|

YAMEAT 0] of 5mg Fo{R oM E LG K| oACh 18,882 BO| 0| Fofst 7 A7 |FCHZ= 24 A& (Prostate Cancer Prevention Trial,
PCPT)0IA O] &f F0iz U eFZ0llM 22 1 74| fyeto] WAL 24 ebetol ChEt AlZ & 217} Qlch o] ool &7|Zh Foiet HHey
AEEzto| BAM2 FHAY 2edM UX| efch

PCPT A& AIE2 ZEt K| HAM A o|T MEIM S0|& & (Prostate Specific Antigen, PSA) £=%|7} < 3.0 ng/mL @1 55 Al 0|4+ 18,882 9| 40|
ot 7 AZto| RQ| 0| YH, IACHE L& AROIUCE HHES 0] & 5mg = /LS 1Y 13| Foferirt ExES oHsH TEFX|HA &
PSA & "itdrotom, HHZEHAE PSA 7t HSEHL HEE=XIEAMM HIEHYESE L2 Zeet AMAE orx|Zol Al&stict fI%s
Fofer2 HAM(1.1%)0l HISH O] 42 Fofer2 =H4(1.8%)0A Gleason S& 8-10 o M| Meto| YT o &=Lt CHE 5a -ERHEL
A (FEFAEIZIE)0f CHE 4 HA7H| QATHE UM AR ME Gleason S& 8-10 2| T Mtol| CHEF FALEH 237t BAE|UICH1% FEFAE|E|E
vs. 2| 0.5%). 0| & 5mg & Fo{r2 MM ExtoMel A4 Ralde ASE|X| ofgtet.
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ol o a2|T/EE 0] & XBTolM Ch2: Z2 o|MHS0| 712 EIEQUC 0] ojAlHle2 5% QIRECtoM AHYUX o2 EnE Zi0|7|

2o, YIS MM A S5 AL FE-E 0| QBB A E & Elste W2 detMoz Jts35tx| et

(1) HAdA : 7tedg, FEBl7| U EHES(YE, 5, STE L U2 &2 x3hot Z2 nulets

(2 2S4A W ALGZE Fo . 288, 2FHS

() HAlAH : 225, Foi B * X|&ls USUE

(4) MAA LU R4 TEE, EHHUE; Fol BH £ XKl M7|s Foi(U7IRH, AFEE); 24 8¢ J2ln/eEe HHol & X5t TLUAEEIE
o BZC & Moo| I MAS 22 Mol EDEIRICH ; A fYY

(5) RIEFOH(HME), oX|H, £5

5) SLHO| A|TH & ZAL

650 3,675 Wa CHA SR AAIE AIE £ TAL A o|4EHS ol UHEIZ 82 QlubEhz|or 4#ei0| 107 HollM 124 74(3.37%) 0| E1E[®iT, 0]
5 0| &3 QUBEAITL IS = U WO HILE XS TG ME), YI |8, HSUE|, MYTof(HHZ ZL), LT, 7tedg, Belerg, £8,

o{x|Zgol|eict.

(1) 28t71H : 2812, HH|, 5 7?1(0.19%)

@) Hl A

Q) mF L, IHHES



(4) T4 M, BRI, 55,
s 0

HENZY S 6 74(0.16%)
(5) 7IEt : 0X|H, 0l 7| s7

& 74(0.19%)
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) ol ofoil olt ofx: FA| Hisr Lietx| oloo @ ChEol HRE TRl B MZetHl R40] ZAR BAHE FOHHQl 22 TE Cis
Fo|Z3 ZArrobof .
O|AlE O] o2

-

X2E AES7|0f SM ZY, TR MY, A e MEE U £ FHTEMUICHS (BPH)TF RFALE CHE AZETES &0l 7|
I8k Mt WIS MAlSHof stH, EAtH MEMBME olEE S X|T5tn xS ZAIE motct 8 o 2lo{2= 5 Stof #XtE0| o] 2kt
HEE 2 M HEE QlIAIGH T & Bt
3) oAt o] Aoz X|ZsE S0 YR EAtolM APHAO| ZAE  UCte WS BXtol|A YeEdoF Stoh ol A ZtATh HAMQl Mulss
Walste Ho= 20|X|e efX|g 0| ¥z |2 E e EAtoH YR MSUED}L e ME £~ Qo
4) EEEX|GAoI A HaolT PSA #=X[7t < 3.0 ng/mL 21 55 Ml 0|4 2| &4 CHet o2 7 A7 0| oF 1 Y 5mg & 588t PCPT &4 AlRl0of A Gleason
52 8-10 o TEMet /Mol S7HEIUCH (TILLAHIZI= 1.8 % vs £12F 1.1 %).
CHE 50 -2t E A UANK(FELAEIZIE) (1% FEFAEIZIE vs 0.5% 220l CHEH 4 1 H7H0| QIfTHE UM AIHIME %8t 2yt & E|Qict 5a -
BeEL UNME ISE MY wXol EMS BIHAIZ £ out, HEM 2|8 ZAAMF|7| 918 50 -BH &L HXA =0 HEQIX], 0|28
AT Eo| Aol P2 O|xle CHE QIS WEQIK|E & RIEIX| et tCh.
6. 458
1) O] 2o HAHE B X2 {7l Ht Qict
2) O] of2 CYP-450 &3 SFECMELAE EE WX ten2 ol2{8t 7|Me= thALElE 220 ZREBHEE, C|F 4, SElEa|E, ot=ntal,
ElE2, ote|m|R Snto| #5282 LEtLEX| gt
3) ACE XA, utRithal,  HIERRIEA],  ZERDRICA, AT LEMAA, oA, H2 ZEAM, HMG CoA EH=AAXA,
HIAE|2O0|=EEAPTISH(NSAIDS), H=EA|, HAC|otAEl S1to| HEF oAl d4 oz Go|ft o|4ES2 LIEtLLX| of=Ct.
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1) ol 22 ARL} dI5tT US 7t
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Ch 2L, O] 92 THOIR|HLE R MRIX| fRtted Z =0 £lof Rlo] HH Xl FZAlos FEEMH = E=X| =t

5mg/day & 6 ~ 24 F 52 S8 LIFXto YAHoM L-F | TLIAHIZIET} &2
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o A&lst ofdol|7i| o] ofe 2 xR E &

[=} 4O —I
Etrtol HHo2 L ELA Ele IILIAHEIE SE= rhesus S0 SEAENM E1E Eljoto] &< 7|0 CHEt no- effect level ol i &t

ILtAHEIES sEECH50 ~ 100 B &2 & olct.

Ol %ol ZRZo| oI = & M3t K| f2d =R FolE Foi5tx| of=rt.
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ol %oz xIBE e MMY HXlM USH 252 UBEX ST UCH CHE U4 AHIM HATQ MBS 0|FH(PSA) Al T
M7oZ PSATH B7HE YNTBIMEICHS BAE ZUIEIZ SH2CH Ol2{8t BPH UM AIHIOIA, Of o2 MIMet FIEH HISS HatAZIX| o
o= LEtytet, 8, MEMerel ol
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=
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2) FETBIMHICHS BRIoIM, O] o2 ZE|E, AERICIS, ZR2E ZdHM XF S2& £ S| =& Fol T2 Fx| . &% |2
Z20e(F & ZAEE, MUDXIEY, XY, ERZEIMEIE) EE L OiE d4Hoz SQF FFE Futs EEIX| 2AgACH Of
%2 =8stE EX0A %*Kil%igié%(LH)EF HEZXAFZE2E(FSH)O| o 10% &7tstE 20| HEEIUX|D, +E2 YYHL! ojuiict A
X|gRtolM o] efol x|z dMAtF 222 WE QIXtol CHEF LH o FSH 9| B8 S H3tAIZIX| §f=dl, ol AlYSHE Llsted g So| JF
etgg AlAbgtot
U e = KRt HH mte2t0lEE Boteto| 9IFt 24 F7H0| 0| of X2 E YWY 5, 284, H, pH ol YYH2 2 Folft ¥ FX| &2
AEA T HHZO| ZAEIUT 0.6 mL(22.1%)2] B MEZE ZA7t 2R EICH Ol H2t0EE Y =& Yol ool AUSH XIZE SH
£EE|7| AlF}sto] B 84 F £ T7|X HEHZ 2|5 E|UCH

1. FRo{A|e| X%
1) 0| 20| tct S Alof HE L= SHE R[22 gict.
2) 0| 22 400 mg 7t K| EH3|5F 045t HLE 3 THEZH 1 Y 80 mg 7 K| BH= 043t B Rlol A O| A RFS 0| LIEFLEX| OFRLCH

12. 22t A #Z Y| FoIMY

1) of2lolel £0] &x| of= =oll Ea-Etct.

2) CHE 8700l HtHof FiE W2 A elo| =lAHL FE |X[HM HHE ESHX| t2 22 0|§ FolEtot.

o MEggy

Qe EF £7|

o ZFES
30 &(15 B/PTP X 2)

=Rt
sr2AolAL|(F)
MESHA| 57 SHZUCHZ 416 H2AF0{23 5 (HCHEZ 571
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