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Malnp e 27|H|Eo| 25 U= A= 1€ 18], 18] 18 E= 1ZE MY =S5t S
=
2Oot2tAo M e 8= xHE2 ZL5HX| ot
My £ U3 27(H|H
10mg ™A | Mol 2 15M] ofate] HAHA BHEIAEZAM 12 13 10mgS
AFF0{5tC}
5mg & | 6M~14M Of2I0| : 2E|IZIIAEZM 12 13| 5mge HoiM =&stct
O k2 AJAL M 1A|ZF &= AlAL & 24|70 FofsiCl,
4mg £H | 2M~5M| of2l0| : EE|RIIAERM 12 13 4mges AU =Zict
O k2 AlAL M 1A[ZE £ AAL = 2A|Zto| SF0{Shet,
A e
4mg 2MI~5M| of2lo] : ZHFIIAEZAM | 2M|~5A| 0fZl0] EHFRIIAEZEAM
NER K 12l 15| 4mgE T F0igtcl. 12l 15| 4mge & T F0istcl.
1270 ~2M| oj2t Hot : o] U222 A | 24 OJgte] ot A=  AHH
1 13| ,4mge M4of | L 27(d|goll gt wEHd W
g Foisct et Mol == of UX| Lo
1270 ojgte] Holof|AHl= HAlol | 67H&~2M 02 Hot : o] A*SZAM
st #Ed 2 oMol =el=of |12 13/4mgS Z T F0istct
UX| 2fCh. 67 ojgkel dolofAl= AT
gel|27(d[go st REAH W
et Mol SE=of UX| ot
MEH SSEHE:
o 2t 4 mg MEXM= 2y d7F S3stHLE 222 5 mL)2l A2 olstel olf4l, 27
e o Z2 Ast32l(soft food)oll A10IM S8 5 Uct SSEXNMKA| EES
NefiMe ot=lnd, 7HE Fol= JFA(158 oluol) olfAl, 2ZF E£= SAo MHAHL
O2 MPS S3stES ek olR4Al, ZfF = Ao A2 &efz o s 2
x| = otEod, Tt we{of sk o] k2 o|FAlO|LE 2R ol2le] SEo| EM
=58st=E s HE2 oflX|EH =8 T JFA sEE HOE Zch o 22
AAA|ZEDE B2 588 £ Ut
At atol Fo|Alet
1. 41 (4280 & 44208, 4280 FF sl &HEh
of <ol #F=EO0 Us ASHo|H otAmEES HUHolA 2sHEOo mdYzide=z
At=l22, HYgetde] MFE Az 2t Aes FuMdEsel HEAHAERS

ghxtoll= FoiE HMete Z

5l
A
-12 ol 82w B

ofAmEr S WHO JHZH2H40 mg/kg/1)olst2 =X (7tsst st &2

60 kg Mol 1 == 249

2. kg #Xfo7Al= Foiskx| & A

1) ol ot & of etof MM ol nelgky At

2) o %2 REYS RS Yz, LAER
REEN =L ZES(Lapp lactase deficiency) =
galactose malabsorption) S2 F&& ¢l ZH| 7}

gt M Aol eteth).

=Ll A (galactose intolerance), Lapp
ELE-ZEEQA 570l (glucose-
= EXtol| A= FoistH oF =t (Y
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3. o|&bEtE
1) 15M| ol Ao A 3 Mol MAl BkXt

O 2fF 10 mgel M2 154 olatel Had 3 Mol X ok 29500 ZEIteh

AaA S Soll "= Uch AU =LA ROA Foiet=Entel UHAME2 He2SHK]

2oLt 1% olate| HIEE HO|HA UM ECt FooA o ol whdst

o|MtEtS 2 Cts3h &t

SolotE ol BEMS WA oLt
1% O|Ae| HIEE HO|HA 2{2dFo|MECH FokTolAf
Cf Bfol wist oaters
=HRIIAELIEE A ?let
10 mg/day (%, n=1,955) (%, n=1,180)

Al

FHI/H = 1.8 1.2

ahod 1.5 0.9

2E 2.9 2.5

-/ O
2B A

LB EH 2.1 1.1

Zo el 15 0.5

iE 1.7 1.0
MAHEMA

olx| e 1.9 14

=4 18.4 18.1
SEIIA

el 1.6 1.3

7| & 2.7 2.4

ol Z =0 X} 4.2 3.9
SEYEEE ESTE

EIPN| 1.6 1.2
ol Atz Afakel ofaberg”

ALT &7t 2.1 2.0

AST &7} 1.6 1.2

sl 1.0 0.9

"ALT 2 AST E-™Aoll= Fof7ol= 1,935%, ko= 1,170H 2| &AoF &EHotstden, sk

Al = Fefzoll= 1,924Y, fIefTol= 1,159 2 2X}IF Zotstict

U C7F o|ECt W2 CfE o|AEtg e A Fokzmt ¢k 7Zto xto|7F iict.

FH5107 AHEJ}ZS I o <2Fo| AAAHOIAM 569WHe| EA:= MOE 67fE =2

480H 2| 2HAt= 1A IS¢ 49| BXt= 2 Feb 0| 22 Fojgktct F2U(7Ho|

O X|H2lE O|AEIS YWME2 Fo|st HEE HO[X| LULCE
2) 6~14AM| Atole| z~of Al 2HAL

O 2 5 mg 2 SHHdME2 6~14A Atole] Z~of EHAL 476HO0| FIISH AMAIHE Sl

HotE|QACt A5t MEHEUS Mf 0 22| AMAIHOA 289H | 2tAt= HMO{E 67HH

S0t 241 9| EXt= 1 ofatel 7[Zhs¢et o] kg Fofgkhch

aof BHAE ez 8F Zob o/SWHHM 2o AAIEH AMA[ROAM o] 2f29

ojMtELS LUMER MoloM E2 Zoet MMAEc=Z FAtSIQCH Fo{ekE1e] HHAME2

YelstX| oLt 2% o|ate] HIEE HOo|HAM fekZe| 2of EAMAECt Fek7e| 2o}
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W
stXtol| A Of %ol st o|AEES 2 Chsnb Zct @ AFY, AESRAUX}, UH 2H|5H,
T, MAl AEEREX, Y, dHlolyad ZY ¥ F5FY. deEelEIl o|Hct e
o|atEtE el A Fokzml fekzzio| Xto|7}b eiRich Fefv|zZio] Ho{X|H2lE o AtES
HMES Fo|st HiEtE HO|X| Lhct
MAEssS TIotst AMAIEHOM o] <k obMM ZzHEE J|Eo AAEH He}
AUX|SIHCE 6~8Mel olEXIE Aoz MZEES "I 56772H2| o|SWHAIEM A,
o] Aol AotztXio|AM oMol ZEE Ho| AT HoZAM, FojtE1le| THMES
Y EtSIX| 2oLt 2% o|Ate| HIEE HO|HAM f|efe| Aol &hXfo| M ECt Fek2e| 4of
BHXlolAl O ol wAMSH o|MEIES 2 CIS3f Zot @ &, (FgAHd, =5, IE3Y,
OIEI I 2, Z4 J7|MX[H, x|lo} 2, & Z2E L ZA

rlot

3)2~54 Atole| Zrof F4| BHx}
Ol o 4 mgel SFMAE 2~5A Atole| o} EA 573HS CjACR MAE CHE wE
U= SOAIOIAl BIbEIQICH TRl ATEAS o, UMAIHIA 2~54 Afol
2of EHA} 426H2 HO{E 37HE Ofah, 230W2 670 olA, J2(1 63H=2 14 of&t
7|2k Sot of o2 Fojmyich AMAIHOIA O o 4 mg2 1Y 13| FAAl 28 o
Myrdoz  uerNol 431%ch O o2 =ofgh 2~54  Aole]  obEHRI|A]
Sojobgulel mEMe WK oL} 29 olite] YITE WolEM flormel o
SRfof MEch SotTol Ao EAfIA Cf ol WME OlMUIS S Ch3B Zoh : wY,
JlE, 28, MAL 5, 22, 2u5Y, AY, ASFAX, ¢

SERY|, £, HY, IRy L B

S B, =,

4)6~237H& Atole| a~of M4 =}
6~1270& Atole| 2of MAl fhAlofM el oMM B REMHE2 EHE E[X| $UCH
6~237H& Alole| ottt 175HE A2 otddE "rleh 2z, 632 AAE
olsUd, flfh= LLAIHAAM o] 2kof oty 2 Mol 2 2~144 Atole
ZobgtAtel obM M Z 2 H I} FALSIRICE Of 22 1 FE Al Foigh mf MutHo=
HetMdol 43Utk o <2 Fo{E2 6~237HE Ato|o| AotEhXlofA, 2= Ife
lupgiA et F25HA, Fefxel XA fiefZEct o B £
gz HEOFE oldits2 &7k 49, MMAE, ol
H|Zolict  olEct 2 "Rz HIIE Oo|MHSel wWge
FAFSEICE.

A 32 Hol F
O] ofo| oMM 2 15M o|atel HAad 2 Mol 2Xt 21998 S M Z SF AMAIHES
Sofl "It=EACH ol &4S 1Y 13 ot Ex= NMYo| Foist¥sS o e{eknt RARS
oMM Z2Ig JHXHM M=z WMol oot 9k hx  AAAEHA
FoiekEnte| THM 2 WESIK| LOL} 1% Olate| HIEE HO|[HA koM 2t
ForrolM O Eo| ghdsh o|AEIS 2 ChE3 Zoh - AV A (T 1.9%, T
1.5%). 45F2F AA|SH 2ot = Ak AlEollA ZHEHE oMM ZZEE2 2F Algel Z2et
UX|SIUCE ZE AlFHoM E5sael Uag2 S FASHACH

=y -]

5) 154 ol&tel Ead & Mol AE =278 X

ik

6) 2~14M| Atol2| ot AHE Le=7[H|Y &
O ofof otHd2 2~14M Ato[2| of &AL 2808 S Hiate=z AAlRH 257
ol W, #ek =, gl oy AlgolM "ot=2Ach o 2 12 13 M Yo
TSI S W fltnt FAter oMY Z2HZ JHXHEAM M=z detdol f5IRAEt of
Aol Fojef=xtel M2 YESHK| gelt 2% ool HIEE HOo|HA
fletE ot FebFolM Bo| st ojdutse thE2t Zoh ¢ 78, S0lg, dFE &
AT S
o [y |
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N
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-
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7)15M oldel Ead & Mol HF =Y Xt
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Ol ofo] otMM2 154 oldel FHad U del dF YA =7(H|Y At 3,357HS
aez o & 79 =

o

677 AMAIBOA HItHYUD, of & 163230l of o
Soigrgict. of 42 12 13 SOEAES U MUKOZ Uferdol PHEAUD oY
D2 AN Y 2T|uPERIM P2 Htel UXBUD, AT FABIACL O F
10| YMAIZOIM FofebE el BRAS HESX oLt 1% 0[4e] HITE BO|BIA
SlobRECH SobRolAl BO| WMBH O|MEHS S Ch3I Zoh : RHISY, ATIE U

(Ll y ©
=5 &(sinus headache), 7|&, 2T 2 ALT 571 E59 U882 423 FASIAICH

—=

8) 67H2~144 Ato|2| 2o 91F U 27|b|Y EA}
2~144 Atolo] Zob 91F el 2|8 EXIO| CHE Of oo oHMAME 22 elyel A
Uaf27|u|Y BRI ONA ARE YZECH 67HH~24 Atolel fofol ChEt orxAS
of elzel M4 HAE Ao 3 oA U FEAM I, °
oS3t AREA YSHC

== =

9) AMAIFEHZL SHEAM
41742 2|of th= AMAIE(15M o4 &tXfof|A{2] A7 357; 6~14AM2| Z~of2kX|ol| A2
AT 6H)0AM IBSE HIMUHS ALEsto] XA Cisto] S EA0| AA =AU
Ol UAAMAIZOA o 2k F0{st 9,929 1} 2Jeks Foist 7,780H | &AL =, 0| <k
FoiZ & stHo| EXjo|M AAS S0l EUEQICH F 2 ZF0A XA XAA D e
OlE FH|st7| fIst & S2 UAUCH
HEE 46429 fIAtix AXAIF(SM olak 2HXfoMel AT 3574; 37HE~144(2
Aofgtxtofl M el 47 1174) oM I S-2E 0| & EhS(behavior-related adverse experiences,
BRAEs)oll chet S&&40| AMA=[3dCt OlF LMAIHAA o 22 Foigt 11,6732}
?lets Fofst 8,827H<e| BAL F, Mo{: $F 749l BRAEZF EIE EX= o] <F
F0{Z0A 2.73%0|12 ¢k FoiZoM 2.27%RUCt ; odds ratio= 1.12 (95% CI [0.93;
1.36])0l 24k
SEA0 EZoE AMAHES2 A Eo|Lt BRAEsS ZHIUIE flsl SHoHA A=E
A2 ot Act

g

fon

10) Al ES ZAtOIAM EAE O &HHHS
CtE2 AlEE ZALE Soff 72 21E oj¢etsolct
(1) &9 7= 49

ol 2t O S8 7 BAT EE)
(4) HAA : BN WE w£& Mol mEE £x =k sumo ¥ 7 28
Rld2izof, 29, Mo, 2obY, 2RY, AU 5 U FS (KA ), A

- 9 o =27 A wa

(5) &1EA : X Z, &

(6) A EA - AATH

(7) 2&7IA, 857 & 545 : 24
(8) 2=2k7[A AL 2=, 7Y, i =27 HEH, &

(9) ZH-EHEA - ALT & ASTe| 37t e E=27 HE=HY 2hg, 2h=zd 2h &4

o EEE 7+ &40 HBIsoL), fiREEe] AeE mE MU JlE
So| S Ze Zhste| JhsMo| Sl #XoIH of o2 FoiEILL,
CHE o2 AME3HE S cf2 =Tet aelol ofgk Zolict,

(10) T& 2 TELEZ : PELE, A, AN B I, LN, 527

(1) 2224H 2 Ze=xz : BHE, IS2US et 255

(12) MAl o Soigel : RHZ/mE, 25,
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2) FIHEQl UAEAMSEE AFE MASHK = LUX|TH AAMAIFHAA O] 2*Z =7
Mutel= Chefst okEn HEFOoSIQEs O Aoz oo Us MIEER
BHEFE| K] ekotct, %“é;‘ [ Alofl & JHHFEIME HEZE 7*““ s2&=, ¥d
Z[HH, HAH 20|EM &GH|, HIEC[otMEH, SEMAM Sol Uct,

3) 7t UALE ®ESts H-HI2H[EE2 10 mg %%@—I %HI—.—%&E% 13 Foix
ZXMst Z2HIRIIAESl AUCE 2F 40% ZAAlZICE o] <kol Fojg2zF z=dMe
LestX| efout, o <fnt A H-Hi2d|Eto|Lt 2[Eu|lAl E£& HUYEQID ER2
225t CYP-450 &2 REHE HEFoie ol HESH M ZULEZES MASH=
Zo| di2talsiot

4) In vitroA|EHollA EE|FIFIAETL CYP2C8el AMallAMol ZHe=z LiEtteLn), o] <knt
ZAZE|EIE (CYP2CBLZ F=Z OjAIE = CfEAQl %%)9 AT EZ AMAIEH A
0] <2 in vivoollA= CYP2C8E2 AalisHX] 2= ZHo|l LSEJUCEH m2hA,
ZHFIIAEE= CYP2C8d 2ol F=2 A== =0, mEe2|Ed, ZAZ2|EHE,
duZelHE)e tALE XMalA|Z|X| &S A2 MZtECt

6. 4 A F=FFo| st Fof

1) BHRIIAEE HEO 400 mg/kg/day Al zof 1€ dATF FoiEF AUCS
1008 ==o sHE)7IX] dFFoier W, E7|oA 300 mg/kg/day ST elel =|Ci
12 47 Foizk AUCS| 1108 =&of sHE)7IX| dFF0of & mf, 7|y S et
T Ut o] &2 HE 3 EVoM HFF = EftE Shste A2 ENEQUCH
JefL 2 E tjae=z s =AY Zite= gich SSoA e dASMHAIY ZAopot
APE*OHA‘IOI 741}9} S AX|SIX|E 2oz AFoH s Aol Huls| oXMEs=
Aolgt F0istE S Shct

2) ™ A1|74I01|A1 AN = Alm ZAOIM AaZ[Z2F SoF o] 22 =Zet 0942 X0l A

3)

o =
MEAl AX|ZA L0 EE7 EI=Qlct o] ofdel HEE
sl ond, o O|AFHIS D} O] ofmpo| QIMpHA S & g X

HAXENS 28 SEIS =R x| et
HEO|A o ot RESZ olYEE HoE EEYCL 0 ol Alte BRE
BHIE=X= 2™ JX| goL B2 o] mRELE oldzZz o] %48

RO Foig moll= F2[E 7|S0{0F FHol.

7. 2xotof tiet £of

1)

2)

3)

4)

6~14A Atole| 2of MAL shXtollA o] 2fol oMM I FEME 0 AHHO EAE
Hetoz of A S0l 2ofciA & 2gl=of RACE o A 2ot shXtoAM o b
X 7 T2 delolM LIEHE Anel RASIICKS. ofatgts e &=x).
2~14M| Atolo| Zof AE Y 2I(H[Y At R 67HE~14M Atole] of AEF
e =78 etAtof et o] ko] ®REM2 15M oldel YA =T(H|YH gHAtol A
FadoAM iR ooy, S ol sHAtZiel AHo| At Hefjda|st &
850 2252z FAlsiotE 7HHE 2HE Sk
4 mg FEo| HHHEE2 2~5M Alolel Zof HA AE A=
ASoll 2lsiM Z == ACK3. of &bk ol
2 6AMl ol HA XM AT
Zto| Aol A1} Hefda[st & of=2o 550 2=z FAlSICHE 7HY
b otEst AIRE ZHE SkC 0 2o REM2 2~54 Atole] &ALE
e o2 oMY AFoAM 2 BMA REM HIIKNER ASEUCH
4mg AMIZH el oMM 67Ha~237H& Atole| ot MA EHAL 175HE
2 gotstelct o Aol tiet etdd HE= del R 2M ojdel AR
o WEel RAISIAUCKS. ol&EtESE E=). 6 ~237H$J Atolel z~of etXtof
FEA2 6AM oo M4 gXtollk
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781 s fAtet sst ARE 2ZHE SICE

5) 2~14M| Atolo| Z~of Y2 27|H|H etXtoll tigh o 2k 4 mg2t 5 mg FE 2| cHdd2
Z¢2 dEael A =XE =2 o AMA S AmoM ASEACL O]
AT AE L EIHE SHAE Aoz T M AEE2 RAEE oMYy
Z2HS HEHACKS. ofatekS et Fx).

o [=]

6703 oldel E e =r(H(¥ Xtol ek ol 2f 4 mg MEAel otHdE

6~237H& Alo[o| o A FAE ez oF duAFHolMel otHY AR 5
delel HMAl =&u 6~237HE Atole] aotetAtel Al =&EE Hlug ¢4ESEt
At=oll A 2| &5HAEE

6) 2 do| = AaAHolM o] efol AtEZ| o|Fel ot MAEHALe| MES0 JetkS

X @S0l dS=ACH

7) Ol 2f2 67HE~14M Atole] 2o ALE a2 AWUAFES AAISHCH 12 7HE
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