=55 02670 0790101

Mofecia mab. |KG\P|FH292E
% QOHES A2517| Hofl B 2ME ApK|5] QUOIEA|IT JOHET} S| BRFHAIAIL.

[g3o= gl 7 Ha 1M =

I LEAH[Z|E(USP) +evvrrrrrsnensasnnienininniiiiiin e 18131 7728
V=Rt ds) RereEllEdsEd NEFHR)
AIHEIRAA) | BADS

(&5 - &) MOILAN(OH18 ~ 41M))C] AT ERZ(Otc 2 €RZ)0| X2

[BY - &8
2HOZ MAHZIEZA 1 12 1 mgz Z+E00I0, HAE TAG0] F0iE 4 USLICT,
a5= 350l 7wad0| SUEhe 371 b etgUC

2O = JE 0|y =ZaH0F & EET AL gt 7FAIE ?loll XISHCE =8
EA RS {HE (8 AL ?I?"M E:"‘*'D RIAHOZ Tylsfof BLICE 222 FTEHM 12712

Lol Xz k= AtX|A gL,

ABAZTIN]

1. 81

1) 0| 242 AOKERH 52 CHYO| SOfEtolAl= 9t BLICKAOl st S0i3 Y s ot S03% 7).
2) s = AT 9 K5 K0] A O1K0] ool SAE £2S Bl 79, IS Saf 0] 20| &

2 501 S SEi0 92 A 7i5H0| 9002 O RNHE JHSK0| A 012 0] 29l 3

X 2248 oAl O BTk 0] o) 2R AL 9002 Mt SRR 22 Aol HAHo
2 Fag ELIIIHE R0 HEE|R| GSLICHYR et Fofe HX),

3) ”‘E‘ﬁ%ﬂi TE_

DLARZE mgS FOfet XN P28 72, $2350| EuH@ly, 0= M2 72

REEZE Zofet 7|E “4%‘0! LIk ';I-Itf %‘9 Mot S0 chel BHAtE 2o, 2ror axiofA|

0|2{et 50| Lddks 2% mUAHZE F0E STt A= HZ7101H TS 5H0f ST,

o 2T

2. T2 BAl0= F045HA] DRYAIR,

1) 98 E= UlolT QIS 7IsA0| Az 0 : 0] UL} 2= ba -BHHS A HHK= HIAEAHZ0|
ElG|EEE!*Ei‘:Eﬂ§_§ MetE= Eﬂg Ko H 192 Y271 0] AS ZBol= 4 HEIOF LFHA
719 H|EdS iﬂHE‘é#ﬂﬁl—M et 28 0] 2= =Bt/ 0] of =350 Lot =
AL0= SAER00] CHe ATHA HNS BHR0fA| R2F00F SLCHZ DS, AL0| thet Eofe &
2) g HENA 7|2tz 0] 4o XBHE F0oI%S I R AHIAT LEHAT|C Hlm*ﬂl
e RS,
2) 0] & £= 0] %49 AAH=0 tfe| PSS LiEiti= ®X}

3) YHMMHILHS S22 Olaf 0| &% 5 mg = TE S -2ASA AHHE E2411 = X
4) 0] &2 RYZ 8Foln glonZ ?”%*E_*L =L g(galactose intolerance), Lapp FE=algs ZE
&(Lapp lactase deficiency) £= ZEH-ZEHEQA Z4A0l(glucose—galactose malabsorption) &2
%IJIJEL' =h7t U= BX0A= FooH o gyt

S0 DRIk Hrl=7] BH0| Uz &

|

6) E: &30 S0 = 2Rt
3. L5 = A1S35| FO0foluAl2

1) 0] 2= Z10flA %HJQIEMI HAIES2 2750 010 e A0 CiiohAte 39lo0] SO,
2) DXHMS, S=EHINEES ! AT S AITA Oy X E= II'“"M HE A183| F0
3

otiOF o= 2A
4. 0Ets

) 548 T2 207 0] %4 1mes F EJ SN

1020l 27 3742 CHEYUHAOA, FUZ 5 14 %S AT U2 HE7ISH0| WAL 4F 5]
A0 UL 0| ”:'H”DI At ELEJ 0ttSO= Qlot ALA[ES SHEUCH F
TOIME 12% HUZ0NE 0.9%9 27t AE FO02 Qlot 7|5 e 0|dHiS HZ0]| RlaAliolX
SRS UHHYT i n = 93&1% 6%)

GI B i%— H"%E 212} 12742t SFOoforGiE I 1% 0lC) HIE2 LIEH O[S & A= &2 ks

c15| BRSO} QiL| i Beta0| Wik 0D B 4SS ol LERISIBL
% Z3i5 281 0] %42 S0JL 94530| 2%} 5 36T(38 %)0], YIS Fofte
021 %)0] 7 012 A7l 2 0[4E1SS ZBHsIoIALICHD = 0.04), A7l

O
Lﬁu
o0&

1o

ol

3—|_

m r::|

L=

o OlyHtseg Qloty £24s SHet 3% FASH 20c L& 2104 0/2fet 0[EHHS0[ A2ty
Of, FUE 7|58t X

12 LHER0A U[ﬁtﬁgm At RELIC
:"*7" or H01A| 0] 9 22 Y 1Y 18] 18S 4872F Tt UMAISI0M AFEN ZASF9| SAYUS
21240.3 mL(-11 %} U mL (-8 %)$SLICt 0] 29| B 25 mg/L)=s E0or CHE T UM A
APHOK ZEAZIO| ZOp7tO =l

HUEOLDS B WA & 0.5 mL(-25 %)= Tt AAS HHOL;
BAS OIS SCHR! S SIOMLICE ANAZOI HDH QYIS - o

Lo T2 oL oy N [ 7 e
ol FHES FAU AT FARIRSLIC

H1, DLIAHZIE 1 mg2 Y B2E XA 187t F0f5191S 1f A2 Y 04HS(%)
0] & n = 945 A 2 n=0934
S=24E 1.8 1.3
EYLS £ 0.7
AEEOHAPEAZA) 1.2(0.8) 0.7(0.4)
AN W Hd 0| 8HISOZ Olah S 1.2 0.9
2) 0] &5 mgS E05H AUMAZ4AZ O] QHThA UMNAI(PLESS, Pm&:ar Long—Term Hficacy
and Safety Study)0| A 45M|0f|lA 78M12] FEAH|C iPIHEH%E | 5 3[}&1{1 = yo=s 4
o 22 o7ty 7l AABIStELI 0] 4§ mgoz 28137 W57l EX), 90I02 X3
2.1 %329 E}IH AV |sad OJAlEIE o2 XRE SHEINoH THA 'ﬂtﬂoﬂ’ﬂ HOE QA
o= o/ I5HE I*HE*SGID*“‘LIEI 4E710] AUMAIZOfA] HDFEE} == Jlee Eoo% 0f
o 5 mgDiAjo] 10 20| 1% 014019100 AN AEARION Ofef U2 2} B27KS 40| YA, 4
Sa| I QL 2HE| 2E T 25 0|4EIS2 Org H29t ZUSLIC UMM
2 480 ke B B[R 245 AEE0 EE0l 728t X107 SIS,
H2. DLHAHIZIE 5 mgS M dlH|Ch 2K A| F0A| dE4E 0|8t
Ir;:! (G/D) 2””4'& (%.)
I|LAB|ZIE 5 mg olF | mLAHZIE 5mg olor
(n = 1.524) (n = 1516) (n = 1524) (n = 1516)
27|84 8.1 3.7 51 51
S=24E 6.4 3.4 2.6 2.6
MNEEdA 37 0.8 kS 0.5
MEEO0N 0.8 0. 0.2 0.1
S| 0.5 0.1 1.8 1.1
OHIOIE 0.4 0.’ 0.7 0.3
EE 0.5 0.2 0.5 0.1
RIRIM HICHS BHXI0I7] 0] 9 5 moS S043t 1142+ QOITHE, 3A QIMAJ3a} Bzt AdEl ZH

SATAS MY 0| tts Z2OfUZ FABIASUCE 0] 2F 5 mgll £R7(710] S7Fl0]] T2t 0]y
50| B7t6tA| EUSULCH 07| S0 Mz2E U= 2 AV|s 0|NBSS B 7t Z45iUE
LCt,
3047HY| XIS EO= 4 ~ gL pobich 210 O UMHA YMAIRNA, 0] L 5 moz £
of E0{Z0|A] 4712] S410| MG 1 U U UMUHELH M LAGHK| UCEH HEO)
3040F9] XS HiyC=Z 487t palich YAUTHE AUNAZUA HYLUA 2712 FEA0| LAE]
%1 0] 25 mg ERAZMAME Lo USLICE 18,8820 7140t H0| Af0et 7E79] 99
CHZESIAA| S (Prostate Cancer Prevention Trial, PCPT)OIA] 0] 2F 5 mg 0620 A 1 712 Kk
2 QolTL, AATOAE 1 419 &R0 ZEoIREUD. 0] & 1 mgk 5 mgOiM 59 =&
Ciot AJTr = 81071 QIGLICEH 0] 9] H7|7F £09F HAFY M=o frag2 Sixf LK
QK| BELICEPCPT ANA[Z A XBA0IA B40]| PSA £X|71 <30 ng/mL2! 554 0]
1888282 50| I*01*-“?*7 1710 2R 0|5UWE, HUDE ANAZ0(RNS LIE} 582 0| &
5mg E= HUZ 1Y 18] £6 '.ﬂ:*ﬂ‘QLIEt AX== sl ANLAGA & PSAS BIHEIOH, o
HERZAME PSATL 85U HEXIGAA HIENCR Lz 32% %“&:.*»‘\I%* OFR| 0] At
CoigUC YUz E0ER2 HA(11 %)l Hisl 0] 2 2 -?—04%*5 (1.8 %)M GleasonSg 8 ~
108] Jagaorol B 71 '—Eﬂé“tlﬁ [IE by —2HH3A UX HI(—'%EHHIEIE)OH tjft 47t
O] HYTHE G4 A0 M= Gleason & 104 Id%l*‘a”%*ﬂl Lot TAre A7t BET IS
EH1%TEME1IEIE vs, H2 0.5 %). O] ‘i’ﬂ moz S0 540 HE’J A8 RodE U 1
AKX HEL|

Dt:ll
]"I::llI

FEE

3 AT 2 Chisit £2 0lgEs0l #712 EnHREL. 0] OlgHs2 258 YT A

Ho= Bud 2007] 420f, TS Hely Q| ofSatAL AEE00| QHRAS SEot
L i oHiMo 2 Jh=5A| esLCH

- poy| T Jfeig Foely| U BESE(QS 5 S7Y U 220 F8S T3 22 1S

- HA: 285, 01 55 3 XA a8

- AV U 9 QUUIS 3t DS S0 5T 3 KA A7l HOlL7ISH, A
92715 F0f ; 4 59 J2/0/EE k| F A, 0] 9 50§ B § FU| U w3 22
0] SDsiRALITE Sy 4
- RRNALE), ORI, 5, S, 2484 47 45

5. I|:|}x~i ?:_l
) OME EXI0|A YE, E3 L STEH|E, QUit|, oS & MNES TS5t Q80| Bigt I
%ﬂ%’i M&5| QAfA ET6teE OHHSILICY,

2) OM= 0] %OZ R|=ole 52 TF RI0A AHES

aAsh 2 Qli= As &R0 AH Lo
F 0 |

|- |E‘| |-I‘|E.|= ¥ x‘x;-'l» I‘|J~.|'I‘|DI_| '|;-'|'—":' Hi= Hﬁh_ %Eﬁ [:||I|E L:E-I| ﬂ| Dk_i I|EE
SIXIO|A| 71550t NEZE 7 st 2 QgL O,
AR AAA HAO|T PSA (7t <30 ﬂg/mLﬂ" 5oM 0|AQl H42 tiNoz 7H7H 0| &
2 5 mgS 225t PCPT UMAIE0A Gleason S2 8 ~ 102 M2lMot 9stMo| Z7tEiaLCt
iEHEIE 18 % vs Y 1.1 %), LI 5a %ﬂﬂ O EEf*"‘HHIEIEJ (1 % FEIAHIZIE vs
AHof| CHsH 41471 OUTHE UAMAHMME Hli'a* A7t BECYEUC 5e - HEA
131 HIL VS5 MEM HiX0| ASINZ FTIAIZ 4 QoL MM ?ﬂli LANZ|7| Y5t 5a
SIHEA ARK 21t GEQIX|, 0f2et B39 20 "2 0|z OE 295 (EQX|= &2
K| 4QkELICH
4) X[tz EEot 30| AT XA 0 42 E0Y O FAXIARIE HaS A2 BN
LIC} O] M2 Saff X9 HQHiAMo| 25260t HHE 420|= 0] 49 EKHE MA5| £ X
LIC} 2Pt 2 HEE XAHE SA/0| F0Ein QITHH 0] & F0| HH2 2x=H Q= XA
o ok= Mefottd 1 X|ZNC| XS ZAsl0F gL,

oh =2
_E

NE o
rlr

3

R ——

C:J}-I

Jﬂ[_IE

1S ol ok =

B, MEILE
UNKOZ ZQ5H USNSTEO (X! b7} GALICE 0] 242 CYP-450 T3 USUNE A=
S 71X Q=0T YANALIC, e, CI2N Seieelc, 2eZololc, Danelsg

Hli‘é'%' 2 A=ME 511 0] 249 NSAE EAE %"45_? AEAl= OLt 7ot *E*"‘*
20| HEX| AusU, HiE N34S0 ot B2 '»‘xlofllt ?J"EEELL olAiA SA[SIA O] &

22 70|40 B2 0k IEﬂlﬂlill1| Ofk |E""‘*E"é' b —XITHH|, XISK|, ACEXGHK, 2tZ=iK)| ”“I
CIOFRI, g —XITHA|, ZERHERIHA, Cardiac nitrates, 0] A, He 2 %, K|, HMG-CoA SHHZ AXEHA,
Prostaglandin symhease Mol HINSADs) & = J#I SIAHQIE AUAHO 2 20|51 0|ABIS 210
H2o107 ABEUsLL,

7. L0 Cifet &0
) ] DFD Cq’HO'”H T[HD}O:UCIL_ L I:ILH:-|'
2 %'H'ﬂ SHEOA| 0] 2k= 100 meg/kg/¥ ~ 100 mg/kg/LC| 22 (A=A Q] A229| § ~
5,0{]{] )2 S5 £20 AR ML 2 =612 (hypospadias) LME0) TEHE’-E*DH H|E1|5l04 36

~ 100 %= S7t/USLCE 0] 2 30 mog/ko/Y 01A9] SZHAIFH AL AEZ9] 15 Hi 0[4)Z &

Aot SHEH|A F0olH MEldn Fy9l THIF# AAED T2 7t XALH, UAHO %’E%*%S
H0|z= 71 AMARPE AMISLCH E9F 3 meg/kg/d 0|AQ] S ARINAC] A8 1/4)2 &
Aot %E{HIHI EMol™ g=1 %“%‘?I»‘af O] H2|7t 4AE #fd KHMARZ A ASLICE Of2yet
2050| £7 HEWAH R A7|E YA 16 ~ 172 A0[8] 7102 SH{RaL|CH ol HsE2
type Il 5a -O.:*LEIE ORA Alof 45t ASE0| of2|aHH T2 MMAHOZ fype || 5y —&HEA

7 ZWE LS00 EE HIQF SARBILICH KEZLI0IA 0] Q0| Clofst Kk LEE Mo| Q=
2 XK AE BIEEA AA0] EADX] S
3) 0 ‘1=E = Hte A1 BHE (80 mo/ka/Y, AZIOIAIQ] AR2H0| 488 Hi)Q! 0] OFS E0fHHR| 2

O

A0IAA SAHE R 16K 3 3 215 RRITIOIA S 28] B g™ A20) pag
. CJ*'Mm?l 3 +77/52 3 mo/kg/22 ESAZHAMY 43 1 5OH = 0JA[of
1| MﬂtH A3 AATI9] 2E150] 0I5 24O U A0S 022 30| Y%

C, 416~ 18 & AOI0f 23 L0l 0] 821 100 mgfkg/ei2] 3 STAFEHANY 3852/ 5000
ol =28 E719) SR ME 2718 SHE 223 + UlELIL, 121 0 NEiie 45A
YA7IE2 0] 0] =E &R G*"”E_E T2 GA7(0f TRt JS 7|eHE 4 BiEUT

4) B 30 EfRF 2AA7[01 R Lol 0] O] =2EIGS 19| E2iE ELt E700] Hioh AR

IMTR0IO] 282 T B 0152 4 O Sk S22 24 230014 BIEgRLL 20

20 ~ 100 &), &5t E=0(07A 800 ng/2S B mg/&S| B =8ot= 89 YAORTE

o7 =28 + Sl 01 % 2|1 829 200 tf O)S JUFHS T 7 ERI0 M) B

X A2 DR QOIALIC, AR Holo] 4 2010 SIS iEap| 9fpt 20| DU

Afgah_ 240] KBRS SO1517] 23104 0] o 2 mofkg/2S OJAIet AB00IA 270k S .

7 BiR} El%‘e”r‘%'»‘fimwﬂ HIZSX A70| 2L L|Er A% HROIAC) LIE 014 2
ojo/00, 93 FXOAE OfF S0f SZ0KE 0 of7f el Ol BEE oAU

8, A250) EH &0

0] 245 Cie0fA F0atoiAl= OF BUCEO[ 0] 3802 2H|=f=A| 0= doiX A JaL/

ADHHI ot 201
0] 212 A0} &xjol| Sofefoti= O ELICE Aojojule] O U SEMS SElsiof 9] gALICH
0, TR0 et 5
0] ©F2 654 Olefe] BXIE CHEQR Fa80f Chet YA HAotA| PUSUIC 0] % 5 meS

EG :’-Hi
»Q A
1> Irn
L ru

0
o

Crir

m:: o=

rﬂll

{:nll ﬂJ|

E0fst Y5 XZE 24T 0 0| U2 DIXA FHA| 2
0|22 1 2 IHHI (5t 7240] S0 U] GELLE,
11, QIAZAIR ]l &t
18 ~ 41M EXIE HE*EE of0f MAlet 0] 99 & ] S MY
2101 0.7 ng/mLOI A 1274 Emol= 0.5 ng/mLE LA | SLCHL 0] Y= MEdH =
oflA A& mol= PSﬁx Tif?lf’%ﬂ%?*m* Ht ASLICE 0] U= E80f1 Uz FOF PSA 4%
AAE ZR0= 1 £ MHs}H difAlsl= A= 12461040k SLCH
12. TFHFF0A|S Xx|
AUMAIRIAI] O] 2 400 mg 13| E245tLt 80 mg/Y9| E=O= 3717 S50t Z20 T 0] AL
AMOHA| LUBLITE FHEET L] TTKI= 0] 9 D= A0 S0[ot KMoz HEY o
or 2 SisUn 2 & A DFRAN] 1500 mg/mel500 mo/kg)d 8FO= 12| Z1FHolHL &
#F EHEGH 2.360 mg/mel400 mg/kg), 5,900 mg/me(1000 mg/kg)S 22t 18] ZAT1E0 G A20= SO
J_.l':":l' | L_[Er

FH 2 H2HY FYAE
) 0120[9f £0] FX| %= 0] EEeiLC,

ACE 7101 Y E= A2 A E2I0] EAL SEFAIHAM HiFZGHK| 2otz 0| FSUT
14_ 7|EL
f) Lo
7 AE0A 160 mg/kg/E, &2 HEUIA 320 mg/kg/BAIA| 247487 Foi%E T SSEY=E LIE
LIK| QHORALICH 0| K2 A2 HAZE0| ) DF]mg/mG E(H5E YUA0| MAILZ =250l 7+7 888

Ls amd o N Y R 00O =i I_ oo

21920i| SHFRILICECD-1 DIPAE O[Zor 197h 27 HURY S04 200 mg/kg/Z2 8 (A tE2F2
1.8248)0 A Eﬁlﬁ”‘*i% o £2{p<0.05)2 122 &|0|5(Leydig) MZMEY ‘"”“?P | HEESEY
[t 25 mg/kg/YY| BHME 59 1B4)S FOSH 0FPAR} 40 mg/ko/UO| B (AIF H8FY 312
Hi)= S04t HEO A HlUIE' HIZO| B4 X [H %] AS{HUREC} 2 ~ 3H)0]| 21 HSLIT,
2) ‘x| 2| BiE| 2|0t HE0| Al

Iq5 SHH0| A[E E= e 2Ze] SZEAZ0A HO|ES IUELIC AH| 2| B

OIAAIE0A] 0] k0] T=E(450 ~ 550 2 mol}2 Chinese hamster mrar},r celld]] F0401%= T SAlx|
010[ 9t B7kol%EUT:

AE0| ZRGHA| &L 2Lt

IZI:‘_—: _||m

rob HE reb rlo D

AL O
3) wEs £
MNMog “:;L i ZHE A 0] 2 80 mg/kg/LAR =589 1188H E 62 E= PZS( MAL=Q
st 0/8t &S 0lx(x| AIOU, 243 Ei= 0FIT| K14 SUIAS 1, ATt 285 4 B4
ot 249 Iw MEL DA|9] Q0N Ol AT} BEE(f Lm 0[2f3t BE Hisl= S0jAT 6%

il o402 855t ] S Sofe A0 ALt 2 Sl (B 4
0§21 52 0UFlsemoal o) BUBIR| 25101 S oxfel 2L
HOPHO HE | HAK AEpS0] Tax| Q4010 Azl HEEio] O Ut

AT 30H(10%/PTPX3)

1) DE87|, £7|2 T/sto] 1530 CEE

(28)712 MZUZLE 36712

OSFEYHAF), SHEE STA £93 et 56

OlZIXH] (F)RHIAERS, CHZFAA| LT LIUNZ 104HZ 46

._:ﬂ.._}d
FH B4 oo
-
E
E

p OUZS 2 27|0A HUK T2 27(0 EGis AR AAE Q0 95t At LMoLt 9UZ
ZAI o] §0I0| E 4 Qloaz Fzfol 27| 1 & Hop HRGIIAIR,

p 2 HES Yot EXNUE AAS HSILICE THer 19 AI NE(S8)7[010] AL HA
QAL AN UZ2 J12USH UL S E5H0 W6l SELILY

P 2 HS0| 0|40 QI3 A2 ST/ YHE 1A| AH|RIEM HﬁJ'ITfHI A ne F= HA HS 4
Ql&LLt

p OOIE 201ATH 9! J|E} XiMo QUEHHE 22f01000FE M dug.midsgo.kr) YUE FEHE
AZoHAL,

% J|EH RRMISH AFRIO|L MEE A0 ARt 0|2 BIZAE LIE2 AH|RPNEAI070-4481-6051)2
FOIGtAl7| iU

Al A ZEQITE - 2016, 01, 25
" SZN JWEYAL: 2017, 08, 22

1S 2ot S| oflLX]

NUVIST

Huvist Pharm. Co,, Ltd. (F)RHIAEA|2F
CHEA| CHE S AMUMZ 10422 46
T2HARCEA] - 070-4481-6051 / www huvist.co kr



