T St Y 2I|HIE x|=2H| arx3toln Al 0(0%) 1(0.88%) 1(0.45%)
—1 A I @z LM 0(0%) 1(0.88%) 1(0.45%)
[ i HA HEAUZ A R
= ooz 149 e - -
(REZTIAELES + 2 ME2IZIGMS) RN P, =98 | 0(0%) | tossw [ 1045w
SE7|A =t
e p——— &z [ oW [ tosw | 104w
= -l —O =

FE4E | BHRIAELIES(EP)
| EAE|2IZIGAMA(ET)

HIIM(EIZ ML) EMss

HIHESERUSE) : FEFEE(L 2R)

J|EFETIA| : ROIZRA, DIZHHER QA ASIE[E A - 512 H[0|XIMO| SEFHTH ZEMS, AHOIZM

0ia4ls, AE2M, 2u=aio|SM(Y-1-7000), HMASIE Z20|=40|MEHA, SRAFIZHZQA

LIEE, &3, SMMSIH SIEEAZRLUMER QA S|Z2HZQA

]

H3H 2tAO| | B! HIO[X MO FHIS BiR She 4, S HI0IX|Me| 2Rt ZEMEH

-+ 1040mg(2HIZIIAEZ A 10mg)
5.00mg
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01 3l BHoA| Ofxfel MAH 11 13, 18] &S Ko ZTEofEit,
ZEHRIAECS} EMEZTIE HEO2 28511 QL= #XIQ FR, &
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(A8Yel FolAre]

. CI2 Exiof= Sofskx| & A,
1) 0] &, 0] 20| FdedE X S|IEZARI Ei= NmRITIR A0 BLERS St
2 Al

AMEZ BIRHCLCR ( 10mL/min), EHEMS gt Qli= Bix}
3) YU 2 QAIGHT S ThsHol s B2l +35
4) 0] U2 2 SISl Qlona ZUAEQA ELN(galactose intolerance), Lapp SEEsHEA

ZEZ(Lapp lactase deficiency) = ZEH-ZZEQA E4XE0j(glucose—galactose
malabsorption) 52| RHEC 2x|7t U= EXi0) Al F0ioIH o Fict,

2. [} Exjoll= MEs| Foie A,

1) MBI ZMERITIO &2 €5 S=I XISE 4= Ut
2) ZFROHERIRIEMEI2ITIS] 22 B85 S=7t XI&E £ &

3) THXKHLMEZIZIS| =2 83 =7t RI&E 4 Lt

4) 0] U2 SM5S(MAMIAZL FCF, Sunset Yellow FCFIZ SIQ6HT 9oz 0] AL0)| 2R I5HL
U|27| HEHo| QU= EXloll= LS| RO

3. O[AuES

1) oA 0lMQ] HAE 2 Mol i) U=7| | 40| s HAIBIRE
0] 2tofl CHSH QMM 154 OAte| HAH 2 MHoloa CHAN Urf=7| bl 40| Q= HAERt
242 hAoR St 2ERIAE X UMAIFOIN BIIZIRICE 457t0] X277 S0t 0] oF
E0iZ0IM 5t EE 0lHtS2 M7|=ZH(351%), HIQIFEH(2.63%), HEIE0N(1.75%), HEH
(1.75%) OIQICt. o] ofup HAE O|MASHSS TZ 171, MMz QTEHY 171 olgled, 2%
BBOE LIERIC TS B 0 YMAENA QlntzA|et Aztelo] A FoiZ 224%(
SHZIIAE S0 110, 0| & ZOoi2 140 LA5H 0]&EtS & 1% 0l Eng|7iLt,
BHRIIAE SOo{ZECH 22 HISR WS 0|AEES 0| hHIZS @0kt Zio|Ct,

g oy | BRSO | O |

Az HE

A2 0(0%) 1(0.88%) 1(0.45%)

o 0(0%) 1(0.88%) 1(0.45%)

LR} 0(0%) 2(1.75%) 2(0.89%)

Az AR Mt 0(0%) 1(0.88%) 1(0.45%)

ey tha 557 0(0%) 1(0.88%) 1(0.45%)

HEEE 0(0%) 1(0.88%) 1(0.45%)
LR ol et S0 2| el

QMHEE 0(0%) 1(0.88%) 1(0.45%)

g3 0(0%) 1(0.88%) 1(0.45%)

7z 0(0%) 1(0.88%) 1(0.45%)
4

H|QISH 0(0%) 3(2.63%) 3(1.34%)

ol 0(0%) 1(0.88%) 1(0.45%)

2|2 0(0%) 1(0.88%) 1(0.45%)

Heg 1(0.91%) 2(1.75%) 3(1.34%)

M7= 4(3.64%) 4(351%) 8(3.57%)
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Myezorem | 0(0%) | tossw [ 1045%)
CHAF 2 FtZtol

DEAAHEES | 0(0%) | tossw | 1045%)
oY, Y, ERER 42 3Y

2ft [ oow [ tosew | 1045w
NZA Fat

2) 15 0|AC] HAE U MOl ChAN Uzl =27 b|HEBHxt

0] 250i| CHSt QFHAR 15A] 0o HAE 2 HRIOR CHAN U|27| H|HSIXt 283HE AR
of BHIZIAE 2 HEMERIZI HEF0TL i MR HEF0TS Hluwsts LNARAM
HIIIICE 4F7e| R[22 SOt WEENZA E5tH EnE 0|MESS 47|=ZIE(2.20%),
F5(220%), HZE2H2.20%), HIZE(Q220%), FE21712.20%), AAAN7|4E(1.10%), oz
(1.10%), T E(1.10%), HAK1.10%), TZEZAZ(1.10%), E(1.10%), HIQIFE(1.10%), H=EH(1.10%), AT
AB(1.10%), AST ME(1.10%), HA(110%), TZUF S5(1.10%), TEHH(1.10%) OIUCt 0f 2zt
HAE o|AISHIEe AZAX 1, ALT(Alanine aminotransferase) A& 174, AST(Aspartate
aminotransferase) &4 174, H|ZAZ 2710|Y2M, R ZBZO=Z LEIGICE O H= 0
QUMA[SIOA ClatAQ ARIRM0] M| F0Z 283H(RHIRAE S0 98, |EMEIZITI
o7 94%, HERNZ 91H)0IA LME o|dHtS F 1% Ol4 EDEAL, I Mg
HER0ZEC =2 HISR LASH 0[S ol eMBI=S Q9Fst Z10|Ct,

A7z ZERIAE A EMEIZ! HEE0Z x| £oiZ
0| 4titS E0F(n=98) N(%) | F0Z(n=94) N(%) | (n=91%) N(%) | (n=283) N(%)

HE M

guwirs [ oow [ oow | o | 103%)
= Hg

oz | oow | 00w | 0% | 103%
Az Het

T 0(0%) 0(0%) 1(1.10%) 1(0.35%)
= 1(1.02%) 0(0%) 1(1.10%) 2(0.71%)
RRATUE 0(0%) 0(0%) 1(1.10%) 1(0.35%)
L 0(0%) 0(0%) 1(1.10%) 1(0.35%)
Ep]

HIQIEH 1(1.02%) 1(1.06%) 1(1.10%) 3(1.06%)
HEH 0(0%) 0(0%) 1(1.10%) 1(0.35%)
yll=1] 2(2.04%) 5(5.32%) 22.20%) 9(3.18%)
A

AT A5 1(1.02%) 1(1.06%) 1(1.10%) 3(1.06%)
AST 45 0(0%) 1(1.06%) 1(1.10%) 2(0.71%)
MBA Hgt

cE 0(0%) 2(2.13%) 22.20%) 4(1.41%)
EE] 2(2.04%) 3(3.19%) 0(0%) 5(1.77%)
MA7|A 2 R4 HEt

=Py 2(2.04%) 0(0%) 22.20%) 4(1.41%)
SE7|A Het

| 0(0%) 0(0%) 1(1.10%) 1(0.35%)
HZAx 0(0%) 0(0%) 22.20%) 2(0.71%)
THIEES 1(1.02%) 0(0%) 1(1.10%) 2(0.71%)
o2 U nfshxz] Rt

I 0(0%) 0(0%) 1(1.10%) 1(0.35%)
= 3(3.06%) 0(0%) 22.20%) 5(1.77%)
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5. 4858

1)

2

0] 0] FAol Be|EFIAES L HEIRIE W S0f A| iEoR
QOJet OISBIA ABRIRS LiEHLIX] oI

riE ogsa 2ej2tas/HeMERE SaRsle] A as T
Ot o A3ER] gl 2i210] iolrjol SIS ATslE o,
oz yERIgN et A ofhet 20t

0 ZHZIIAE
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()

ZERIAEC} FMAQ ot 2 AT| XRE Lo H8C= CIE UES
Sl FASIS M O|AESO| BIIEIQICHE B Qirt ASASHE
HTUM SEIRFIAE A2 Chg ASSY U8 YdHoR
S5 B MIAIX| QUCH:

HoERl, ZYCcLE TYHCELEE, ZT8 DU =20[EIAEZ 1mg/
OEIAERICIS 35ug), HIZHILIT, TS o=k

RIHMQl tEMSAE HTE MASHKIE UURIT UMAIEAM
ZHZRIAEE 55| MU= ClAet AS0 HEFHAS W
UAMOR on| Y= HSEES TR LUCE LMAZAIL] S
MDA US2= AN S22, TN E[HA|, HIAEIZ0|SN AKX,
SHIZC|OFRIE, ZER74M| S0| It

7t IAFE R6te HlcHIZHIE2 10mg 829 2HRIIAEE 1
E0{S S5 2HIRIAES| AUCE 2 40% ZAAIZICE
ZERIAES| EHZH T2 UQSIX| oLt 2HIZIAES}
H-HEH|E, 2lEnd T HUEQIn 22 ZEfst CYP-450
FEHE YET0E mol= NS AN BLHAS MAlsts
HIEISHCE

In vitro A0 2HRIFFAETF CYP2C82| MaHHIQ! Lo LIEFOLL,
SH2IIAEC} 2AIZ2|EIE(CYP2CER 2 [hAlzl= CHEXO! 2kZ)o|
ASIIR UMAROAN 2HZIIAELE in vivoll A= CYP2C8S Xfsli5HX|
= 20| LBEALCL
wetMd 2HRIAEE CYP2CSH o F2 CHAtZlE AFS(0],
mE2/E ZAIZ2EE, ioEalLE)el ALS MaAIZIX| S
Aoz Mzt=r;,

In vitro HT0A 2EHRIIAEE CYP2CS, CYP2C9 U CYP3A4Q]
7|2Yo| ERlioict 2EH|IRIFIAEQ} An| =2 ZYCYP2C8Rt CYP2CI2
MRl A MRS S0l5h| ATt UMAIES S3if An==E0|
BHRIAES| MM &S 448) BIIIFIE Ao LIEIGCE J2|1
ZE5t CYP3ad XatixRl O|ERtFLIES AnE2% U 2HRIAES}
YEEOHS moll= 2EIRIAES| WA F0| T 014 B7IGHK| Y=
Ao HOI|UCE HRI0IH 5171E 82! 10mgELCt TSHOR F0HE
OFFA AARAS ZIH0il: A210i| CHSH 200mg/12 227, 900mg/1L7HX|
Y510 of 13 £0f) YMoR 5t UF 0|4utS0| HELX|
AT, BEHIZIFIAES| MA LF0] CHEt AME 20| HE2 AUMKoZ
oln| Qle FES OIXIX| e o= HEEL watM, AnE22nt
HEE0 Al 2HRIAEQ| £0183 ZH2 WRSIX| ALt In viro Zntol|
ZEIAS O, 2ERFAEE E2|HEZYT} 22 T2 AT CYP2CS
Malixlet LMMoR FQ5 AE NSXES LIEIX| e AC2
MZIEICt 0 ofLjat 2EIRIIAES} O|ESFUENS S FH3lS
= 2E|RFAES| MAl LEO| R0I5 B7t= LIEKIR| U
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CIE Sf6|AEIRIKSt ORI 2 Di2fo] 22t WEBEN SIX| ph=th
etMolRiEtokd el MEl2izlol Zeol= LR 20| Foig B7IMI7IX|
%2 o2 BHX|L{05y/L BN £F) |2AME2EN YRS = J|E}
CNS AHHIE HEFOS= B2 ZAM0l 3712 ZAE + AT ¥
TS 0F7 [ 4 Qlct,

HEAMEI2ITIn0| YSXBS BARH Si7l= GUXIZH O1RIQ! MEI2ITIRe]
YSAES A 77} =t QEITR, #E0HER, ol2IAZ0[of,
OFX|AZ0t0, AETLIE, AHE|Ti k= HSXI80| YL HIQERI1Y
400mg) o] CHE2 ARIoM= ME[2IX! Sajof21AT} ZnlEHi6%) ZAS
=t

2ELf[of= MEIZIZIC) 87| B7K58%) X S2lofA ZA(29%)2t &7
S AUCE 42%7IX| B7HAIZICE 2IELH|019] AESE= ME[2Eme]
HEEOZ Qlaff QA7+ HEH11% ZA)=IACH,

S 20| E8A| 4 45 BRI SaEl= FY2 HAsH
=Lt

6. &% 3 SR, 7iJoiol st Fof

(1)

)

)
@

SHIRIAES HEOH| 400mg/kg/day SZHARIO| 2| 1Y Z7 FOZ
AUCS] 100t L=&0i| SHE)7IK| ZTE0IE W, EnlofA 300mg/ka/day
22HAHIo| Z|r 12 AT F042F AUCS| 1108 =201 SH7IX| HTE0]
& o, 7|3 S & QIICh BHIRIAEE SHE Y ET0IM
BFENS e ENfol= AOZ B0 J2iLt QRS thatoZ §t
CHZEA[E Zot= gloH SS0lIMC] MAZMAR Zapyt AoAC] Zntet
A UR[GIX|= =L,

St HEMERIZI S8 HE J|FEMo| BT HE GOl OFF
SE5 A7t glonZ 0] U2 AUR= FOEHK| Ri=Ct

HMAIM AAIE AT S ZALOIAM YAT[2E S0 2HIZFAES 285t
0349 THAA MR ARK|ZE0| E2A EDEQIC 0] 0149
HEES M ZH S0t COiE MAX|ZHE S&slCn, 0] olAEEST
ZHRIAERIO| QlukiAl= SRIT(X| AUCE

HEMERIZIZ SENSO| OIRlE EE0] 2ot SEARS HAIZIR| 24Tt
HENM 2EIRIAEE RECR 0[#E|= 202 TEEICE
BHRIAETL AR ZRE 2H|Ti=Xl= U2iX QUX| oLt B2 20|
DRBOR 0[H|OZ 0] A4S +FF0A FOIGHK| =Lt

7. 20101 chet £0f

ol

22 15| D2te] A0toflAf Tty - E40| BHZI=|0] QK| Gt

8. il Chet =i
ofholl FAIE FHE= 2HRIAES HEMHERIT I SRof st
STL0]Af LIEHE Z1HS 2712 B A0[Ct.

0 BHIRIAE

SHRIAES| M| YA HHAKIS 65M O[4e] =012 35%

Fon 75M| 0|Ae| =012 0.4%%Ct TRXITI FHS BRIZ 70

QPN = 2540 FAHR! X0l HET|X| URUCH CIE UMH

Xo|lz EIEX| UUCH T2t DHXN 2EHZIAEN i

8340l S7H 7Hs 2 iR 4 eict

o HEMERIE

AEMERIZIR F2 MEE Sof iidEoz getoz MKs0|

MatElof s DYXME BF = Tt MEWTL XISE £

Rlooz Mg AS5| FHS ARGt 0[40| QI¥E AR0l=

2L FUust MES MRS SiCh

9, UMZIALX|Olle] FEF

AEMERIZIS Ly2A DuErSS AxsieZ

HLEFSAAE AAGH| 3-5Y Holl= 0] A4S 51X

HREISICE

10. ZI¥EOIA|Q| XR|
offoll YAlE M= 2HRIAESL HEMERIZE! 712 L2
CHEH A0l LIEKt ZaiE 242 $t Zio|ct,

0 BHIRIAE

(1) 2HRIAEZS OFRANA| 5000mg/kg 22FA010| Xt 1Y ZAT
E0f2F AUCS] 335t =E0f i) 7Hx| 13| ZTE0fE o, SHEOA
5,000mg/kg 8«2lel Zoi 1Y ZA+ F0iE AUCS| 230K
&0 sHEIX| 18] ZTE0IE W, RIALE S22 IICh

(2) SHIRHAES VTS M AIBE 2 U= S01FQl Mx[HS
QAT &7| MAIGITIOIN BIRIS0A 27 SOt RHRIAES 1Y
200mg S| EHHS wiLE 7| HT0A BXES0lA| 15 SOt
BHIZIAEES 19 900mg S| EGHS Mol AMHo=
ZQ5 o|AErS S HARX| QM LZECAE YOl
HEXIZ(OIS SH SR Y2 ASS AZBAZEE Mot
AN DLES AAGHH, 2R3t A0l BEXRERI XZE AA|)
£ 3= 20| g2I™olct,

(3) AlZ ZAtet U4t A0 Hol 2 Aoprt BEIRIIAES
1000mg7Ix| 2 E045t Z40| BTEIRIOL}, ZHEE UMBAMO|Lt
UAZAL Zap 401 2 AOtEIRIC| QRN HE QL Rj0|7t GIUCE,

JHY ol E1E ojMESE 28 £3, 435, 5 7E ¥
RSN 53T 50(1, 0] 24| QHHN Mot UR[SINCE,
(4) 0] 20| 28t EMo|Lt SHEMO R FAHTI=XIE L{A UK| QL
o HEMERIZE

(1) MQI2 IZF=OIA| Z2I0] LIEILLT A0 AP &9t QFEEH0|
MSE & ZE0| LIERHTE

(2) HIEMERIZl0]l CiSt St SHERP GO0 2 MUEN A| HELH
= XXIQHS AAISICE T 7 TRISCIA| 9| MES AABIC,

(3) HIEMEZIZIS HAEMo| ols STFEOR H|H=|X| =L,
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2 T2 87 B0 e 242 Amelo] EhiLt E3 SAIB01N
BIRHR| o0 0fg FofiC
13. 7IE}
012 AKG Al 2 EXRIRIO| 37 BT,

[Riztard] 71287|, Me(~30T)2R
[ZRce]] sozass

[HE=2lx]
SHI|QUZ(Z) AHIRFAIZHA 1 080-916-9000 ($AIRIR 2L

X 2 HES TAfRAQIRal TA AIRIZHEIZI IR0 o) BAS
4 glati,
(7 Al N7I3t EE RE7I5t0] ZuEAL - Bilf - O3
HES PeIXE Sal0f me EE 2250l R

% ARZ7|30| Zufst HE2 S&3IK| oMM,

= 2t olelofi= AZSIR| OMIAIR.
2 B0t Yol 21t & 25N,

37 & BTE0| US B, Aol MHat ARSStAZ| Hizt,
e & FZAS A Hot BESHIAR. (MEIFHAHZHM)S HX|
ORMAIR)

HZ 7§ N E= 52 Aol ZAPHE71, AOIA)of
MHE 98 4 9lou] FolsiAie.
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