HT-190327

|_ I:! MIAE
EI 2 5mg

(Gilﬁ%*gi-l b AMEol2IZE)

SEME | 0| AUABCIHMAMHOIRFBIHT) oo 3.69mg
(| AUZCITIOZ M 25mg)
WSS R : R4S (1RSS4, AZE 1 29)
J|EFETH  S4Q D|AMMER oA AHOIEAMIIOWE E20|240]
MEIRA JRAFBUIOALIER

(4 &) 2ol 223 T
(55 - 50

D3R, TS| THIMOIHEAS) £ AR HEAALE()
BN Ot A2ABEE

Sat oo 211 31 283

42 ‘ Crl\*°‘§[‘.iﬂl_¢-_}d 12 18] 25 mgs A7E0i5I0 2Hate| Bkgo et
2 Z|c 5 mg7tX| BT 4 ULk S0l 2t 2Es| SHSi,

[AS4e| FolrE]
1. CI2 EXliAHl= SOfstR & 2,
1):0] 2ol ol ofe| A HE
29| Haio| = #Xt
2) U = CUAISHT QIS ZisH0| s oY U R
3) 43 SIX{AIRMAST TBH
4) E59| tisUMHEE Six}
5) EOFHEME SRt
6} *'Jé*ﬁ Y S 1708 oL kXt
Z£Z0| 7t |20l 2txt
) ZZo| XY &t
9) 0| o2 SE4ElES BRsin glong AAUEQA ElfH(galactose
intolerance), Lapp S 2alg 4 7‘ﬂu(LapD lactase deficiency) E=
HEEC-ZBE QA SAZ0l(glucose—galaciose malabsorplion) 2]
S| 27t e EAjolAlE F0{6H 2t ElCt
2 OIS #xlofl= MES| Fofet A,
) E5Y %_‘7|%’80H§IH$@.2 SHO} Ghe AT St 28l
2) IEK
3) S HEH St
4) DR 7| BHA}
5) 45 ~ S5=0| 27 [sTEol =kt
3, olANIS
1) Y2CIES LhefMdo] £Ct vEY &
H

E= L2 Clole2njz|HA of S 2

e A EelEE] Ot HolUlE 2UMA
oA, 71 S5t LIEtt ojdErEE Chaat 2Lt
(1) AEEAZA - FUs Sret 22(5s] 2R AIRA)
(@) ®A W2 B2E

(3) AlEA M?ﬂc”‘l Az £7| 22 8 ST ANS Bxi2| &
AZo| wM HIE A7t BT Z7HEo| HAE-dSURE 2l

aEsx4 “’zﬂ%.*?il ORI SE(E5| X2 £7)), BEE, 9as

(5) A517|H : BE, 79, 25152

(6) HAlA: &8

(7) 2277 . Y=S8E
QUAA|EI0A LZCILDt Ci2tzjo] YUMo Fofsh HEMXIZAL
OI.*D*S 2 x| et

2 AL S HmH M2 dic e PHEE o|MEE Caa} 2ot

(1) RIgLIEA - TUTE, Uo7t

(2) Ml 23 Y, E5 MEl EoH/ LA, 26

(3) MEEA MY MAMEY, MYAY, LR, ST, A 8
o SIREX

(@) B 9 dRMZT - IR 2N AL0lY, EEAHAES, 0]
2104 21, OfH|

(5) MA7|A - 22|28, oM Y

(B) 25177 : BHtES o] o} AstEe) YE, X2 H|E, HEE 7&
TOHY ASSRI/ZI} AZIR2 220t

7) CHAY/S : D8, 245, 33 S2AHE M8, I20IEI7|LIOHICK) 45
Cj

27IE), S

=

( &
(B) 2247 - HEE 28

OIAx AlX EEX
===, GDC)

(0 201 2 A METAAE, pAuA50) Lithd o gloa=
?:AF Wi £ VIS LSl

0
03
rm

0
R
Iy

(0) kA 61, 1282, 47150, Zo, 01215, S, 5]
A Bl 92 Hol =2 2R E3Y
H

w

(1) 5871 712, 38 ae Ui =
(12) T 2 TGkl | S0, XM T AL ECRi| BOIAES,
Wi RIS, SR AT, NS 1, g, 8

PRE EMTnARRE|
)’*7*7|71| 0%, AI”OIg. HolE 24| 585, ¢FUE, 220/,
o[Ziol, Al2ix{st

(14) Hw 7| © B EIE 7| o R0l Obu S, Ch, =5

(15) ZHEte s« 7he, aler 2t 4X|e] 44 50| iR =87 EnslRie
o, OlS0| iSRS EHEeslyal 22i0] Ygic Uil LR o
2 Z30|90d UL A0 M= Y2C|R9| A1} eizio| icin &
Lzemgu. EH='=' U2 AL0M= YZCILe| QlaRA7t 23

SIS0} 77|SElo) UAS AN, SHE, JAE, Q2 XAE= 7o)
ol Y 2 ”m 510l 2 =30/ PR, 217} AT
2i2i0] LiEl! 90| S012 EXlotn et ZXIS st

(15) S Jl2iE, w7, HEvE, CEMEEs, desel s

2. BT O
IBEHAEIEZL :;-C.L?)—E 15t otz27|9130| HusIiC),
02f8t 2EIRLS0] LIERE AR0l= FHE SAIBIC,
3 CIE Hax xrtrxlmluernrxmni CISe ojysIgS0| =2 &
Relgl=t 0[50] 7 NEEoE o3 201 g0l sl HeIKE 7

2 ‘:OI LIEf“ a9 El g Ffo[ LiEith :’5'5? == = = %I\é
1 XMxst Hx|2 sic)
(2) 281717 w2 HRHRE, HAL F2 B, | 50| LiEtg 4 ok
(3) oj%: =2 LB EEE, YEY ?’Eg wal S0 Lieft 4 QL)
(4) 7IEL : mff R FEZ S WK 4ot 50| LElS 4 QIch
2 Fo|

e

1) ZSANIRITHE 2501 F0i BXIE 22 Z40] ASHE 0|7 21&(0f
Qleaz Felo| West AR0l= xd’EBI 7% 1, #HEE EF0| 8ith
Lol ZRjollz] 2lAtel RI»‘\I“'O! =oks EX !;W RIEE FelE AlZIC,

2) M2 Etxtoll cist S0f - siEY Helo| gl= NYHAIL VEE —l el
Eixfol et 2Clmiol 77124 flellx Ai%‘(PRALSE—E)OiIH oj2f2 9
ofnt H|mA| AR e| ofst20] RelRl 2107} gl B HE
& 2119| vt ¢Eio| ict

32 *?!L”OH Bl ciet S0 | 25 ZAMNIXITHL 0RDIZ 22
Clmel gtzt7l= 27 IS 2xlolA HoiH2n, o5 Etajof thgt &
o -'Fia‘EJII oIoict J2i=2 03 SRIS2 Folo0] £0{sict,

4) %1’8%5-5 8717t Zof £0i5 SX|gt ifHIE 2iokst HeIZSIZIZ0| Lt

Chioz, S0t A% [IE HelBiE Soiis Zeole 82 %
o{ZH20l| =ofstn &txtel HEHS l*r-‘o}“’w MES| Fofaict

5) STRHE0| "Wﬁl LFEME o= KRS Rel= SUTHE NENE
-‘-}"" :"lEHE .0 tu\

6) 0 of2 Z2¢ %‘Eiém el Sgeict,
7) SZstEso] st Oiil% 50| LIEfe £ oo nAXY, ISk}

rﬁ%ﬂ“‘“”lﬁl‘” | Felpict, oA, 75, L2 .82 70| 9l
S}= BS S0 20| )IE + U282 FYTCL

[l

AQ}S_XER

) QIS EOIK|E A 0fs K, LTI, HEFIEIA, ACESUIM, X2

1o,

AlZio] 21 EMELH|, LIERS2|ME! dolE, BlAH iOWE_’tC&H%HI.
SN, T EEUstHIR HEA| eHEICE

D

2) AREES 0|25 ASAEIIZE AR2C|R0| C|F4A, HLUER! ef20)
2l olzmeprlol cieiAstolf FSES 0|AIX| S Che A8 YECL
A=
2t

3) TI2RA : IZCIES AZ0|L AIZFAS}HERA] 25 SIKI0IA] A45/0]
22 x|z olst @oIEEIe| £717| LIEF 4 Yoz HEES

HERSIE| Sr=rt,
4) Ci2 Y250 Y=2c|t ol g

(1) A|HEIE - HEES Al 2C|Elo| erssto| Hato| eiiCt

(2) Y205/0uEHMA) - 220|5/0104E MARS thelgztol

si=CiEll 9 ol | zcitle] oiS o] Seixe 3] gt
(3) AlciLp - SiTaiolEixlo) ACILIE 100 mg E8I230| Foj= eiar

Tle| ehEEiE N2t Eje)| HebS OXIR| ATt S2CITY éEILl“é'S .

5o S0 AL 21 1S Hame 2i2io) MEIISIEAIE YA
(4) CYP3R42IMIH| : CYPIAMIHIMIRe] HEEH(EE 2l ti2lE
Z0t0|Al & DEXI0M ZEOFIAl YRC|L] HEksEot Z212F 22
% 2 50 %A S7ISIFOLt UAEQ! e BiEix) HE gict 2
215t CYP3AMCIHIE(0f, HEDLEE, O|ECITLE, 2|ELHIZ)7t &
2rjmle| st =2 cE|opdne] HIENM LIERS HECH O
=S $X|2 B7IAZ AL HiHIE 4= SICH YRS CYP3Ad
HIKIt HREA| Foale] FHFICH 2Lt o USHE HE
oz 7|QI o|MEESE B E uf gict.
(5) CYP3A4 2| - CYP3A4 SEA (ol 21Hmla, A2 5 EA
(hypericum perforalum))fe] HEEME= Y2C|Be| BHEEE H
AlZ 4= Qict JP{eg 35| L2t CyP3M SR UOT(HS =
717H 8 T 020 Ets 2LE2Ii T 82F 2E8 Teshof sict
5) y=C|mio| Ci2 AS S0 0|kl Fet
(1) OfE2HFAE}E! : OFE 2HIAEE! 80 mgt Y2CIH 10 mg CI3[E2
'g" H2E0A| OtESHIAEIEIO| BPHAEEA nletn|Eof 2=
3|7} glodr)
(2) CI=A XS'S?_' X0l Y2C)mat Ciails HEEH Al ZE0
TAO| 4% E2 Aol AE Z2|oj2 A BiEl }%‘,\‘”E}
(3) ¥== 110 mg L2C[Te “*2\ 2 BEES0A| 2R EC AEsi| B
o=l HE7} SRt
(4) et=njgl : u2C|Ein) of2nielo| HEsA| eEndl-D2ESYI
HESA[ZHO| o] SiRict
(5) AIZRAZR . A2 AR2I0] Chst fES AIFoM Y2C|E0] Al
ai_gaoi OFEQ C1E=s JH__E quf}\lﬂ;(' ci-ol[}

B) CIHE HUZGI : L2 EUZGINILE HEA EUUSIENE 57
olct, E3| Z&IRICHH S} HIEIRITHIS HE2 MEME Ao &
o, M} AZAMPIX] futel 4 QloaR Folsict

7) AlED] a2 EULSIFUE E7IME + UL

8) RIAMEXIA - St Aut0f EHa' 0| 2to| ZaHE FIHAIE £ ULk,

9) g Haly \(OHJIECPg ?‘ELI =) 284S AUNEE0| HE 4 Qlct

10) E|@Zi210} of 2 DEH : 2SI RIEHIE CYP-450 AL SlEsk=

HI@TI2In o2 DEMIS| CHALOl ZHYEE 4= QUCL O] 2fntel HEA| 2
£ HHoz #3g Zio| HHEC]

1) E*E%E.i’-Oi‘l.' | CHE 2D "49*0%" BEIE|R| St S248
olM 0] 2nl CIESAUS FOIHS Ul X[HEQI MM MS0| BHEE vt QU
Ch Wbk ZEERICH2t L'E%ﬁgl H2E0i= 93E 4 qlot

12) HIZ2H  SUZGHEE0| Of HE 4= QlCh

0

|m I-
% o

IHS![m

20 4>

D

L4

. i 9 980 Chat Sof

1) 0] 2te] ol Cifst QIXAS S25|X| AL, 2Lxiol B Ak
250] 50uf0 SHEFaH= 20| 0] kS E0fSt SN ERIXR! 3 otz
Of LIEfICE S5t SZARE 0] of IS0 MAS 0| LEHICL

2) 0] ote] 2850 ciEt NS slzisix BioICh WA, 0 &S &

[ . Bl e TR

sle EPllle +RE ST

£2 2Al7) S7MA| BAES S0BIRS U YRCITIe| B4 ok 2
ASlRlr), % ZAS0/E SME| RBY 4 Uk 0] o] AT o8t
QRO AZit KEIRIS MET 557158 KIF SLIE 5. AR

%f[

YX|Z SHEC) A SXIGH| AT M2 M & RuldHs SR
6| 51 O}L‘ :ol I-i:UE-IOI AI—L,_D,‘“}H [‘_ 5 umo JI\_HE DH'_} 5.;11._

SEH| ARRE 275t S 2ot ofL|2f, HEZIES 3 SUS 5

St FU4EHTH KB 4 Uk ZAMSFHAL SUS HAT)
Lo ZAZREMEC] W0t RBE 4 YUrt, YICIWS TIZEE

0| 02 oo HHEMD =20| £|X| eh=C)

g

|

i

r
r

10, BB & $13Y0| T

)0|a|0|—l £0| 2X| oh= 2ol 2Btk
P\

2) L2 8700l u70] e 22 AFRRISI0] SIZiLE BRRXIRI0IA ui2t
gl glooz 0}F Fole,

MM

1) gery
=i 05,125 25 moflg/dy® B2 i S0fe s 3
DI AOLK el o] Z71i= LIEHLIX| I9IC), 3, 0] A0l Sois

Zngake ntRAo| Eof Lok SLE‘FG'” DEEIECHOR A M= mg/
m? 7|EeR YUMo BEER0110 mgoi 2HE T, AENM= Y
Ab 2|0 EEE2Ho| 24f%)
2) s¢itold
EEH0| A[Z0IA 0] U2 {HAI S A29 £X|0f HEES QlRIK| $UCk
3) +Eis 0fA
10 mo/kg/day227IX|0| 2C|Bl(mg/m? 7|02 YA 2{HHEEH
0110 mge| 8Hi" )02 AMi|s HE(WO|F0| £7I2 64 SO Y2 14
o sot Mz|)olM sElfs0] cist Fek2 LIEILEX] 2UCt
* Extel #iE 50 kg 71E

12, YIESSHAE FEF

IF AER! DI AQIRL|EI|AING0|48FE 5 e | (A FERICH )}
CHE0} 2EIMED 52Ia| JH(OIZOIR(F)S 2x2 DAINEOR Al
é4ot 1X-i =1] LHXDI 21‘1‘:’ ?-I :o‘: MO\O“}” _A_E )\ C}g' .74_';1 T@o}m

30| $E OJAUZCIHS et 23, HIDEIBZXIAUC, Crs
= ZHEGHH EA1X2] u} =, WAx| X2 90% 4I12[7172H0] log
0801 Iog 125 0|2 A ABEIKO = SE3I2 BB,

HlRE e HWER
T AUCo-72r Cmax Tmax tifz
(ng - hr/mL)| (ng/mL} | (hr) | (hr)
U ewerzpsaeay | a9+ | 2407+ (450000,\, 4235+
o (QFROHE(F)) 16.89 0.468 : 16.10
o £.00)
ot || ALA SR
Al| HASSCEMISES | sosteof Bopie |00 |ag2s
8| oamRsgaag | LT | N5 [@oo~|'oes
o (aHEHE) - 48 1e00) | &
90% Az|2H log 1.0090 | log 1.0318] -
(71Z : log 0.8 ~ log 1.25)| ~ 1.0718 | ~ 1.0898
(AUCH, Crra, iz : Tt BEBRE T ; SUAZNHE), n=31)
AUC:: EOINIISE] AETESE B M| HEEE-AIZI2
)\JD}D-‘iIi

Trae : A DEESE SLAZH

bz 2 EF A4l HIZT]
* BRI IEERIE 2OHEe BAR| 22 90%ME2

Lt QB ESMAIE7|E H7AM2E0] e}, AIRS) O ARZ 0t
o4t SU2 MAHETHRHFNE A ol A= CiTA
M0+ EEEUR| THATLHHF)RC| HIRESARAIZE T
Eotgion, tixont 222N SSaIUCE ol et siE Az2XM
MEEIHESMS olxsloir)

. 200]l Cist = F Q| 02 ALKCIHIOHZS) Of| ASIR || ALAIS X 50la| 78D
A0jo e 934 o 548 SEE01 2 2k S51t HaE AIBel St ALRUHOR HEAG LRHAEI
ol o ol SIE! HIZBIHE
atboz "?‘XHNF?{\ R HYUZIGIS BIEIGHK| 6Tt DRI AL
°%°l e 07}6 U717t 201Kl ’4°'04 [COF MESE  [mAICH] 30%/2, 300%/4
5043 AlEGhs S BiAte] delis PEslTM LS| SO
iSO s (M U MR7(ZH 7(227| A2(1~30T)HE, HELR L 24HS
A TIIS0] Al Mot LRSS S BANY BIE LER 4 9
LIS 20| SIR7IXIS] XIZ0IA HSSIC), 3! HAN KEY) B2 S5 x 2 0OIES 925t ZNWR|S Lt MEULICH Q1o TN W, vy &
AL Uie, AJEI0|Y, NUEDY BOUAH 0NOR AT SN B & QA N3 Wi A0 Tolefhl o122 S510f m8lclo] SR
AEIIX| OJF % SIC), 207151 KU YZCIE 10 maS 02! SA  x 2 HFol chsiol AME! Fg Bt 22 AU HU03-67-

?909) 2 20l5HA|7) HEEILICY
0] HHEEM JHHUK} 0|5 HAE HES SIZFHAXMUF) EHO0IX]|
(www.hutecs.cokr)oll A Z0laH FAA|

ofe ofziole] 20| x| 9= 2o S EEHo} LIt |

@ gz;UEII/\x“OF (ZX)

Hzol2lf - #REHANAE) 2715 3k e mermeaz oo [CIY g

oAdoRHATR]

HOE A AHENSHE)  ls S HeE Hergee T

M HEY 190327




