24, ef|27) B X 2A

= AI= ©10ms

(SHIRIIAELIER)

REYEHIZYNI™S
- REHE  EHIREIAELIEE(USP) - 10.4mg(E2E| 27 IAEZ A 10mg)

H7HIEERUED) : REsE@ 2R)
7|E} 7H|: DAY UZE 2R A, AH|OL2MOIIUIE, RUHEAL01FEA(03B63246),
FIELIRH, ARAFIHBOALIES SIEEAZZEMEZOA

[44]
HloX|Me] EME[7F S2 Atz 2EIYEH|

1. FHALS] K| 2 K| X2
2.7 2 04 a2l A 2t

e

(8- 831

Ol SF2 12! 13| =3t HAl ERf0| AL K0l SB5Hn, L22TIH I BHxtel AR HXIS) eyl np
2} E9pAZHS Haict,

Al a2 10| 25 Pl SRHe 12015, 15 182 K0 S8BT S Bict

10mg A Mol 2 15A| oMo A : FEIRFIAERM 1212 10 mgE A7FRO0fBICE

[ArE&e] FolAfst]
1. CH2 Eixjoll= Fofapx| 2 2
1) 0l of 2l o] ofe| il Rol| 2pIEks Bt
2) 0| o2 fotg stestn Qoo 2 e 9 A SL|M(galactose intolerance), Lapp SEE51EA 4
E=(Lapp lactase defidency) = EEE-ZZHE @ A ELTH0l(glucose-galactose malabsorption)
So| REHCI2ZH|7}+ Q= SRl = o151 OHEICE

2.0[8hg

1) 15A] Ol&te| HA-H L MOl Al
o

o

A 2 ool FA 8
Ol 2F 10 mge| QFFIAIS 154 OAF°] Bt 2 ol
e LR eSOV LS EREETE
SloFRO Ak EoRmol o Ho| st ofiteis

rlo riek

X} 0 295080] E715t UNAZS B34 T
BEsA| 20U 1% OJAte| HIZE HOlBiA]
chec

rlo

SojolEnte| 2E e HESHA| 2oLE1% Ole| BIZE HO|MHA S0l MECt FOFR0IM Of Zo|
ShMiSt O[AEHS
Se|@Itiel 8 B $lof
10 mg/day (%, n=1,955) (%, n=1180)
M
Se=/mz 18 12
E 15 0.9
== 29 25
oAt 10 08
25717
ES==r 2.1 11
Zedd eE 15 05
A= 17 1.0
AEFEUA
Xz 19 1.4
5= 184 18.1
SE7A
] il 1.6 13
— 71" 27 24
E— QIZRUX} 42 39
E— L|S/m| &7 |2t
— Erl 1.6 12
E— UAZANLS| O|&HEES *
AT B7} 21 20
AST &7} 16 12
Sk 1.0 0.9

* ALT 2 AST SHAl0l= E0foll= 19353, 2100l 117030] SR 271519100, i A
& EoFm0 19243, 9IF2oli= 115980 8t 2vlslgick

Silz 7} 0|} SH2 T2 OlAIS 0| AL Eor2u elofm2tol 20l IgiCk S Ai310] ATl=gtS
I} O] of] QIAFAEI0lA| 56912] SHXH= S0 67li® Sot, 480mie] SHRH= 114 Sot, 49010 BHRH= 24
S0t 0| ofZ F0{2iRiCk F0i7[710] JOJRICITHE OIS LB S QoI5 watS 5O|X] iolth

2) 6~14M| AfO] 9] 2-0F FA BHRL

0] 9f 5 mg 2| QM2 6~ 144 AO|2| 40 BHRt 47610 E7 15 AMAIRS Sall B I=I2ACE =X
5101 LTS I Of of2| YMA[RIM 2890| Stz ol 671 St 24182 k=14 0
ol 7|7tE0t 0] ofS FOEULE

20t XS YO = 85 S0t O[FUHHO| 2fal AIGH ALA[RHOM O] oFe] o4l UMER
doloilM 2 Antet TAIH o= RASIRICE FoiofEnte| BiAM 2 HalslA| LOLt 2% oj4e] B
=5 HO[HM 2[ofz0| A-0F SR MECH FOFO] 40 SRHOIM Tf BO| LAlish Ol EIS2 Chg
THZCL: OIRY, CIZRRUR, &, HH|SH, 79, AL AISEE ], Hol2Ad Y A =5
LBl T1 0|0 2 O|4BkS 0| A Fofmnt 9{9f=7H0]| XO[7 SIRIC Fof7 (70| ZOojXIEH2t
= OlYErs HYES Rofst H3HE HO(X| &9iCh

7008

MEEE Golet AAARO|M 0] efe| oFFd mRE2 J|Z=o| UMAIE Aztet URISHACE 6~ 8M|
o| A0KEIRIE CHMS R HEAE S HIlst 563:2t2| O|ZSWHA0|M, O] PIzdTe| A0KEHRH|M O]
ol ZHEHE 20| giRAE ZIS 2N, FojetEnte| ZRMd2 WalkstA| EOLt 2% o2l /IEE HO|
M flofo| A0SR MELCE FOF20| AO0F BRI M [ 0| 2HMI5H oA ukS 2 Chamt ALt :
FE EOHIY aF 2IEY, OLET|N| 2, S4 72K, X|0F 24, TR 2 2 24

3) 2~5M| AO|2| A0 FAL SR}
0] 9f 4 mge| QFEAME 2~5M| AtO]o] A0 EHR} 573 S ChA O = MAJEl TS| tEE Bhe ROJA |
M EHIIEIQACE X510 MT{ QLS [, UAAIEOIM 2~5M| Ato]o] A0} 2IXL 42672 HO{E 374
20l 2302 671 O, TJ2|1 632 114 0|42| 7|2h S0t 0] of S FOo{=IOITE QIAA[R0IM
0| of 4 mgS 1Y 13| ZEIA| 283 I HEFE O 2 LifA0| 24-5191CL O] oS E045t 2~5M| ALO|
o 20LEHRIO|M Fo12FS 10| PRAME HEISIA| 2oLt 2% O[42| HIES HO|BM f|of=o| A0}
EIXHO||MECHEOFR0] A0t SIRHOAM ] TEO| 2ASHO MRS ChEnt 2 - e 717l =5, MAL
S5, RE SHISY MY, SRR} 2Tl 1SS, fIFAY, &7, Fo7], 25 HE, T8 2
Zakd

4) 6~2372 Ato[e] A0t FA SRt
6~1271& Atole] A0t HAl 2ixtofMe] ORI L RS Me SI|X| oirt
6~2371 2 AfO|2| 20LEHR} 175TS CHA O 2 oA S HISH ABf 657t MAIR O|ZWH, ofch
Z= AAAIRO|| M 0] 2ko| oFFA mRELS Mol Tl )~ 14M| A0|2] A0tEHRIL| OFFIA ZE T} S A
SIQICE O] 2F2 14 18] &l A| FO{EH Il MEFE o= L{ofM0| R456191C) O] o Fofet2 6~23
TH& AtOlo] AOFEIRIOl|M, SFE2te] Olnpat|ot 2EstA|, Fetro| 2ixto|M fIetmert o ol g
MSET 29%0[Me| BIER BT OMBISE2 A7| & Zhed, wbiizizl Zo|d, oled, med, 7|1&l
H|O|QACt 0|2} 2 HIZ 2 0S| O|MEIS0| B5lE 2 2|0l X |22 2I0] SAEHRICE

5) 15M| Ol Afe] HAMA 3 Mol A M oy 27|H | 2Hxt
0] ofo| OFHM2 15M| Ofaf2| HAA 3! MQI 2IX} 2199 S CHACR 5t AMAIES Sl HII=I3!
L} O] 2k 12 15| OFEl Eoi= X0l R045191S I 92 RARSH OFM IRLUS JEX|HAM CHAI2
LieF 0] 245120 Plof CHE UMAIEOIM FojetE2te| M2 HESHA| 2oLt 1% o4 ¢!
5 HO|HM SIAFOMECH FAFM O 0| 2SO AEhS 2 Chazt 2ot - 47| = ZH(E
QFT1.9%, SISFT 1.5%). 4352 MASH QIOTHAE UM AIEOIM BEFE oM Z2El2 )3 AjEe]| A
Lot AX[SIACE ZE AlR0IM ESTIAC| eSS Qlornt FALSHRICE

6) 2~14M| AfO|2] A0k HIEN 2y 27|H( stxt
0] efo] OFFM 2 2~14M| AtO|2] A0t 2HXt 280 S CHAIC R MAJSH 2571 CE &, OfF WH, 9|t
CH2E, Halim oA AfZiolA EI=IQACE O] 2F2 12 13| x| ol FO045121ES m Plofnt RAKS oFF
o Z2EUS JIXHM CHHIZ LHSFH0] 2451210t O] A0 R0t Ente] B2 HEISHA| &
OLE2%0[40| BIZE HO|HAM fletRECH EOFR0||M TH0| 2hayst ojAehS 2 gt 2Lt : &5,
S0, Q= 2 A7 7

7) 15M| Ol Ae] HAMA 3 Mol oI5 A 27| Bhxt
0] efo| oMM 15M| Of&ke| A I Mol i Uy 27|H| #HA} 3 357HE T ot = A
657t AMAIHOM E7H=IRA1, 0] F 16320 0] oFS FOLQICE 0] of 2 12 15| Ro{alls
HEH o= LiCf0| 24612110 OHXl e TR T2 A Mok 27|H|Y SRt M 22 Anet ARSI
1, 2|kt RASIICE O] & 742 AMA[EO|AM FoietE e By 2 HESHA| 2oL 19%0[42]
QIS HO|MM R ECH EFR0|M BHo| 2list O|MRHS 2 Chant 20) : BH|EY, 47| &
Y, 2F&(sinus headache), 71, TT| 2 ALT 7. E230| LIS2 2IA20 RAGIL

8) 67H&~14M| Ato[o] A0t IF A2 7|HIH BIXt
2~14M| Mo]2] A0t $1F YRl 27 |H| SHXHo| Chst O efo| oFHME Zhe oido) AIH Yaj| =7 |H|Y
gixte| oty AR 2 USEICE 671 ~ 2M| At0]o] A0H| st oFHAE O] Yzdo| HAl #IXtE of
Ao gt olHd U R HIIAIE, aiEst L Moloj| Mol efEst AIE2M USEIC

9) UMA[EA T SEHEM
A7) SIf THAE AAAIBII5M| 014 BRI M) P17 3571; 6~14M|2] A0FEIRHOAM 2] 9172 674)0i|
M OIESEl WoHiHE AHEsto] XAk Chato] SEHEAMO0| MAIZIRICE O1F A A0 Of o
& F0I5t 9929Wmt 2[oks R045t 7780W 2| BHAFF, 0| of R0i & SHHQ| BIXHI|IM XHAHES0]
ENEQICE & BR0M XA, AHA|E = 0|2 EH[eP| et s S2 i%ict
HE 2 46710] YIOTHE UMAI5M| 014 BRI M| 9172 3571; 3712~ 14412 A0LEROl|A 2]
A2 117) 0| M #E-2HA 0| AHHHS(behavior-related adverse experiences, BRAES)O|| CHEH E5HEM
O HAIZIICE OIF UMAIEOIM O] &S F045t 11673 2lakg F0i5t 8 8272 &AL F, Ho|
= oF 719| BRAEZ| 2 11El EHXH= 0] f RE0IR0IM 2.73%0| 12 212f FZUIM 2.27%2Ct ; odds
ratio= 1.12 (95% CI [0.93; 1.361)0|2ICk.
SEEMO| ZaE UMAES2 RHAZE0|LEBRAESS| H7HE 2lo S-aHA| AlglE 242 ORIk

10) A== AN 2 0E O|AHES

C22 AleE RALS Salf 712 BE olAekSolct.

r

8l

()2 47| 24

Q) goy iz S8l 571, Hagan

(3) Plof|: BRI SORFEIAIR, DhS E2A| 7t SM7 e

(@) Al 2745 e T Ho|S Eis 2%, 20, 98, Aeimo), FofRiEol, 20imo) 2 3
2}, 01, 7lolol, MNP St E(oly, Hord, TIF Z8) 29 M E5 U

SR =3, El

G A OX2IE, E5, XIZO/AIAHE| Y i@ =2A| 221 25

(6) tIEA|: MR

787, e 4 E4s Il b SHIB7IS

(&) 227 - 2L 2512, 79, 0! S8 #igd, 7E

@) Z-EH=A - ALT S ASTO| B71, IS E27| RS EMd 21, =g 2t ey Bl BplRl 2
Ol EnE(gloLt isRo| 9= AP s MFLL 7| Ralol ZigiSat 22 s
7hs40] l= ERtollA o] ofS FORI7ILY, ThE oS AFBSHE S THE SEe |
ofl of5t Z10|94Ct

(0) mfs Y ulstzs  HERE o Cligtl 28d g8l 712iE, 27, Fo2|, SS YRl

= —
R
(1) 222 2 #3ta| HHE DS AL BS DSE

(12) &1 L B[ A0f0Me] o=
(13) AAl 2l Sojsle| peizm|z, B wot
0] o2 =R &l 8%} F LS| TN SATETIE0| LIERE 4 2100 Churg-Strauss S92
Sl o] SiEiolS LIERICE Ofafst ZAIS 2 F2E|3AF|20|= MAQUHOR X|Zst
4 QICt MAISARETIES Tnf2 F2E|BAR|Z0|C A7 Sofato] ZtAo} 0| 9Lt ol
sixjol| M SA7E71E, SEolas ST TiEAro] ofsf, AREIHE W/ NZWEO| S|
NIz BESIO{ofEIC 0| ofef ofefst MMl olnkEs Slelx aoitt

11) U0 RHAIAE 915104 61 S0t 1635TS CHAOR MAJsH Alshs ALRAEZAIZD Ol Se]
wrsizal2 S olnfaio} A Eiglo] 282(1.796)0/ 64710I94Ck O] Z 0] ofmto] Olnkeb|S ufe:
4 2= OlAEISS 624 (03790 67122, PR, BF, 2528, 2oz, Jlags0llon,
0| 5 ERES ojatstx| 25 ol OjAleiSo 2 A0FRKI0|A 12{7} HEIgiCE

3. kY R0
1) O] 22 MAIX|yAEl(status asthmaticus)S S HAI 2FEEA |0 LI H= 7| 2EK| 2| X|ZR|7} oF
Lick
2) XS0 HEs 8 ASE AAISHES ST 0] A2 FAO| S4 YsPAI0l| = AlLsiM Ates
£ 9lck
T AT

3) OlAfo] Z 510l E2B TZE|TAL|R0|C HH|| EOUS HAHOR BOLIZ 4 QIO URA
&7l B2i2 52 278 F2E|BAHZOIE HFE 0| 24O DASIOIME OHEICE

4)0] o2 E0f5t BRI AR SHSO0| HIEICH2. OIS 8 H2), Of{3t SHS0| 0]
o3} QIkEIAP| QK| 2AA|X] 21Tk OlAHS Ofa5H OPRHSO| Chsfod SR = wKtof
O[O [3{01OF BICE, B SEE HSTE Of21 51} bttt Aol 22| soiof sict,

5) 20l ofsh FLE 7[2X| B XZE 25l 0 oS HEOZ ALZS| M CHEICL 25 0|0l &4
O] ofafEl b= oY FHO=E BUE p-Z5H S4B S AIZsH0| ArZstoior st 224 &Y

2 R-E5HE S22 A8 £ 2lCt
6) OFAT|ZI0] it DR IRFS S 7HA| D Qlis SHRbe O] of S8ots S0t OLAL|EI S2 HIAH|Z0|=
o AYRIE SE5ME CHEICE HIS 0] 20| OFAT|ZI0 Chst 2HRIEHS 242 71l BiXto| HAIA|o|
7|22 7|SE IWMAIFATE EREO0[7 [i=5tt, 0] 2f0] OFAT|ZI BT 1A FA] SEXHOl| M OLAT|ZIO]
LHH|AE|20|=d AR|0f ol R 713K 258 XES 4 Q=Al0l Chei A BsiE! vt gict
7) SR Bt
0| ofg S8 MA| 8Kt T & MAISHASTIS0| LIEH 4= Q190 Churg-Strauss 272t &
oI5t OlAIZANO| SITIRIS LIENACE O[2{5F AL 2 F2E|DAH|R0|C MAQHO 2 X284
QUL SR ETIEE HHE F2E|RAE|Z0|= B Fof2re| LAt 20| QICk o|Ahs &t
KoM SHTAS7HE, SRS 9T HESae| ofs) AEEEES 2/ AEHES0| Sst=Xl A
Z5| 21040k stk o] ofnh ol2qst MiZae| bl SE=|X| LQUCHD. O|AHtS B &)

4 yEng

1) Ol 2fp} FAle ot 21 37| XIZE Ioh A4BEI CIS ASS B7H FBIS 1f ol 1]
QICH= BTt gith ABNEEE oi70|M 0] of 4822 Chs dfEsel ofssld YiHoz Fe

8 k2 7IRIA) goitt - HlQEE], ma LI, mACLIZE, Z78 el 20|EIAE|E 1 me/

ol ol ASaCIS 35 ug), EIZHLIE, CI24] of=ute]

£7150| ISAFER o178 MBI SIOIKIS!, LLAIZOIA 0] oS B3| Hiel= Chorst of

211 E8E0BIUS U YNEOR ool Y= HSEBE BErElx] Solth QUMAIEAI] S X

wloie] k@R M S22, FIRA FBN, BIAS|Z0|= 2¢K|, MALIOME, SHH7H S

ol 9ick

ZHCIAFE =3t HibIZH|ES 10 mg B2 BEISIIASE 13| £0I% S5t 2ejRstAc0)

AUCE 9} 40% Z2AAIZICE 0] ofe] £0i82f 282 EQsix| oLt of ofat s Hi-ti2k|e, 2|

Bl e BLE LD 22 s CYP-450 B4 REAS HEE0IS mjols Haist ola pUE

23 HAlste 7ol biaalsict

4) Invitro AIIOllM RE|R7HAE7} CYP2CBO| XBHRIOI HOR LIERLOLY, 0] ofnk @A B2 IEFE(CYP
2082 F2 Tl CHERP| of2)0] A5HE U Of R in vivodllAfi= CYPACES HisH
8K 9ri= 20| QIEEIRICE Hat BE|ZFHAE S CYP2C8Y] of8 F2 CHAkEl= Of2(0], 22l
4 2AZAERE, ai2eiLDe] CARE RsAl7Ix] 848 2o = Metsict

5) In vitro 70| REIEIRAEE CYP2CS, CYPAC 2 CYP3A4C] 7[ERJ0| 9 IIRit 0] oft 2l
S2E(CYPACES} CYP2CO2| ARARIC) o2 A5EBS Solsy| olet UiAlzig S5 Hul2x
Ol Eel2TtAES| 74l B 448 SIIN7|= HOR LIEKITE 12|70 Zeis CYP3A4 AISIFIS)
OlE2TLIES Aal=2x 2 o] o2 BECHHE ol 0] Ofe] A 1=50| T 0j4 S7K5t| 8
= 202 SRIEIICE AI0I0|7| 5471 B2l 10meiiCt TR0 S0iEl OIFIA Il 23}
(0l &4910f Cs104 200me/12 22, 900me/I27IA] EEs10] % 135 £0) MO Zas o2
OIS 0| BHakelx| 2iokm, O] ofe] Fial i 50f chet Auls o] ofgke esoR ojp| ol &
&2 0[3|X| 2 2O WEIEICE HfhM, 2| S @EnHE8 0] A] 0 ofo] £0igE e Tast
K| giek In vitro Z2joll 23122 , 0] 2fS E2ib|E ZeID} 22 T2 et CYPaCaxistFIet 2l
MHO2 O3 o2 4SEBS LIERIX| 28 2O MZIEICE #51 OfLf, o] ofzt ol EatmLLE
B2 8l OIS Whi O] 2o Tl ol Rojat £71 LI kA gt

)

w

(%]

olz ol Ao B0 st £04
- OT XTI [ _ _
1) 2EIRIIAES SHEO|AH| 400 mg/ke/day 2ZHAICIO] Z|CH 12 7T E042F AUCS| 100HH L-S0| 3
EIA| BEOIE W, E770I|A| 300 mg/kg/day E2HAI010] Z|CH 12 A7 042 AUCS| 1108] =
Z20| VK| B0 2 I, 7 [F LM S BHaret 4= giRICE O] A2 B E 2 E7|0|M Z2F0IF EY
g Edlote 292 HTE|IC JLE R E L O R 5t CERAIY ZAoh= giCh SS0|MC] Al
SAAE R AZoMe] Zotet skt UR[SHAE oo 2 ARl TR Mo| Hels| oY=

L goo
A20jot Sofsi == sk
+Oado] RHAAOM QI AX|Z
0

N

) A AAHOIM A At = A A7 2 S0t 0] ofs =86
©0| S22 HE|2{Ct 0] 00| CHRER et7[7h SO ThE MAXIEHE S22, 0] 01y
Bkg o] ofnfe| oIk = SR (X| L9LCt

) SHEO|IM 0| 242 REORZ OR=|= 2O = PEE|ICE O] A0 MO RRE 2H|=|=X|= 22K
AR oLt B2 0| ZRECE O[-E|2 = 0] oS 4~ R0 Fof2t oll= FoIS 71200k Bt

w

[=2}

. 22010 CHEt S04

1) 6~14K] AMO[O] 20 ZA! SEXHOI|A Of 20| Q1T Sl R 242 0| HHO| BIRHS CHYO = B YA
S0l ol Z SII=|0f QUCh O] o7 A0F SRHOIIMO| oIFIM A R TRTR JOIo M LIEH
et RABIICH2. OjMEHS 8 &),

2) 2~14K| MO[C] 2:0F A1 =7 [H|H FE S 67131~ 14M| AO|2] 201 935 22| =7|H| Sxtof|
ChEE O] ofo| R 22 154 O] 2|27 |H|E EhxtollM &RIEl RE oM elisigiond, Edt of
21 Sixtzto| ZHo| Znt WedE (S 3l ofF 0| £50| 2EHOE FMSILHE 71 E 2712 sigith

3) 0] & 4 mg O QITIM2 2~ 5K AMO|O| 20k MA| SIS CHY O = 5 JUA[RSO ofaiM 2 =
EE[UCK2. ol dElS 8 &), O] R0l ChEt O] oo R 242 6M| Oyo] 4! SixtollM USE |
E240IM AYsiRion], O Sixkzzto| ZHo| A Wel A e 2 20| 50| 2EHOE |A
SICHE 7P 4% RARSH S8l MRS 2712 SI9ICE 0| 42| REM2 2~ 54 AMOIO SRS Ty
O 5O oIy A0 @2 HAE REd BOMtE R ASEIRICE

4) 0] 2F 4 mg MR 9| o2 67l&d ~ 23711 & Af0]2| A-0f HA| Bt 1758 S CHY O =2 HIISINACE
Of EFRk2 0| CHEt QI Tl Fid= M1 2 24| 0|40 Sk 3 2|0f=0| Yot RABIFICH2. ot
S B EX). 6~23743 Af0|2] 2-0F EEXi0| CHEE O] 9o RE T2 6M| 042l FA| EhxtollM SHElEl
FELOIM Qlitsigiond, o2 Extz7tel ZEol ot Hedals! 3l of20| £50| 2EHOE §
ARSICH= 7Pt 45 AR ASE! A2 S 2712 sI9iCh

5) 2~14M| At0[2] -0t 22|27 || BExtol| T O] of 4 ment 5 mg 0| IFM2 22 =0l M
A SRS Yoz 5 PUARS| ZHR0M USEISACE O HEZO| AIE Y227 |H|E SRS Ty
O 5 OITly AIF2 RALSH Ol Z2ES LIERAICH. OfYElS & &),

67113 Ojf2| 91 22| 27|H| BHRI0| ChEH O] oF 4 mg MIEF|S| QT2 6~ 23742 Atole] 40t
T EIS YO B JUAFIMO| oI TY Rz 2 dolo| Tl eEnt 6~ 23713 Ao]2] 40t
Exto| MY Le=2 H|wdt 4S8! K20l M ARSI,

6) 271°| THZ YA M O] 20| AHE7| 0T12] A0t MAEIRIO| Y E| FEra FX
L= jls

7) O] 22 6713 ~ 144 AO|2] -0t XS IO AMAIRS &
B+ 3 6712 O|2to] A0 35 A7 || SRtolM2] oiFd B R &2 S| QK| 2ot

’.

=

0.

5
o
=}
o
ol

o >
ol
R
jui
]
i S
i
i=)
2
i
b
2
oot
3

7. ARYR|O| chist £of

O ko] FH| QLA CHARES 654 04| L2 35%31201 754 Of&2 L0l 0.4%3iCt DA
T} F2 SRR QP = REHO| TAER! X[0|= BHEE|X| 2IR{00] THE A RI0|= Hatk|
A| g9ACh T12{LE ROl offoll thEt BHSH0| SV THs g2 HimIEt 4 gitt

8. AZIEOIAI2] M|

1) 2E|RIHAEE 0120 5000 mefkg BH(AP1 2 A0t0] 2k 12 27 EOf2F AUCS] 2424 335
b 51 2106 =0 ST 13] ZRE0T 1, BHEOI 5000 mekg BH(SOISL 20t Z[cf
2l 27 0T AUCC) 212} 2308 2 1458 B0l SHEPIA| 15 ZRE0fE! o XM SBE ioiCck

2) O] 92 BRFEOIHS T AL 4+ QL= S0[E2l KIS Girk 37| 4 S10l S0l 22
F S0t PE|RIAES 120 200 mg SHTIA| SO TIL, £7| H70IM SRS 1F S0 2
ElSIHAES 12 900 mg B SOIMS ol YAFOR F98 OluISe Patelx| 2t
CF. DIZFEOIAIO UHIEOI HEXIZ0IE S B4slx| oo oSS SEEAZRE A7k o
& BUERIZ ANsH], st 290 B9 x2S AANS st 20| S2solct

3) Al ZAf} 14t AIZIOIA 4391 51 2017}O0] €12 1,000 mekx| 242 S0i3t 20| HuslgioLt,
EHEE| QAZAOILE QAN ZDP} 01 2l AOFRIXIO| 91 Fidoh XDV gigiCE, 71 10|
TEONHISS BE, BS 25, £5, 75 U BUSSH BEHT S0|1, 0] oo o Fuiot
AR[SHACE

4)0] 0] =2} EMOLH HAUEMOE M el=Rl= 22{R Y| irk

9. BT 8 F1Z 40| FONS
1) 0f210]2] 20| x| 94 R0 HRHCk
2)CI2 87 10] 870} 19 22 Amelolo] HlALHET SAIRIOIN HREISH oo = ol Fofsich

10. 2AESSHYAE =™

7 A[EO} OtARFPHI0me(ZRE| R IAELIES)(E-M )2t =0 AlZ3ofF10L2 | J(=E|12
FIAELIEE)EHRAALI(R)S 2X2 DAA[HOR 2} 154 7125t Q1017 2= A| £H5| Z50i5}
01 29H0| HZE ZE|RILAES EF5H Zuf, H| REIIEEX|(AUC, Gr)S 21HEKSI0] EAXM2IEINS
IH, Hrx| XF2| 90% £12|172710] log 0.80{| M log 1.25 O|LHZM MESIE o2 5512 Q=59C)

HlDERE HnEte
= AUCo-24tr Cirax
(ng-hrfmL) (ngfmb) Tmax(hr) tiathr)
of | A=2oj=hodzJH 300
= | (REHRIAELIES) 3586+926 481.4+146.7 : 5.08+0.58
of | @RUNACIR) (5056,00)
Al OFAZIFE10mg 200
g | (BHFEFIAELIEE) 3578+807 518.9£106.0 : 5.11£0.76
o (HEFHZ) (1.00~6.00)
90% Al2|P7H 10g0.9526 ~ l0g1.0256 ~ _ -
(71% : log 0.8 ~ log 1.25) 1.0503 1.1834
(AUC:, Cmax, ti | BEZHEETFHRL, Tmex | ZUZLEHRD, n=29)
AUC: : EQLARITE] ST HT S E YA UIXI2] HESE- AR M5
Crmex : Z| DHESLE
Trex : F DEEEE ESAIZH
tyz © ETE A BIZET|
* H|MEZIEEXE 2OMES Hir k| X2 90% 4277t

10| o2 HEHAEF) OLARIFYI0me(ZEIRIAELIE )T S 25 RS AHE610] S2UEH HIZYY
SE M FE HFHE) IR M=RAE.

1. 7IE}

ERE 25t R

1) 0] 9f2 FAl0| ofsfe|= 7[7HE OfLIZF S40| gi= 72t SO0l = X0l w2t o =Z35t0{0f 5104,
TAO| H ZEE|A| pfs o= BEoMet dolst=S St

2) O o2 g MAILAA] R|ZH|7} OFLIDY, TA] ASIAIS CiH[5I0] HEE £5d EUE B-25H
£ 2RSS Bk

3)0| %S S28oh= S £5H BYUS 7 [2A| AP BARCHH A5 HLsHA
A 2ol 19 F[ol MY Sl 0|4 O = ZRI0| HRsh| ™, oMo TRt S HES Fict

4) QAT X|AIEH BT OMLIZNH, 0] of2 S85H= SOF LhE T X|ZR|2| Fofzks 2017t 582
Sl QLEICE

I
M
I
I
Fob
0x
N
[

5) 2E0| of5 REEl= MABIKI| AL, OMTHHER X|A|SH A7} OF|2HH ol oz E)lg
B-E5H| YBYS L0 ALSI0{0F i) 5 2= SRt SE82E 4524 BB B-&25A

£ ARBH=S Bl
6) 271 0] o S8 F0| MFAIZ S| A Slolpl 22U SHO{0F BiCk
7) OLATIZI0| Chet DB S 1| D i 7j0] B9, 0 OfZ BBt S0t ORATIZIOLF HIAE|Z
Ol 22N =B5Hx Sz = Bick,
m xR
71287, 87| U Y Tisjol 42(1~300

L
28%(7H/PTP X 4)

X 2 HZ2 Q40/0rE Hix 2 BRI EKGMP) 2J510] 225 22
27[310[ A5t ILt SET4Y F WAl HI) £ QAE KIZ0| 9o ARSI
St A01M DEBIAL| HFRILICH

3 OJOFES 0f210]2] 0] ZX| Qi HRHSIAL7] HiZLICE

X EEEMOl 7|RHEIX| 252 O 4UHS0| LIEH AR, OJARL OfA EE= FhmOlAF QN BIE| /l(drugsafe.
orkr>2|FZ 0| AR E )0l L2|A|7| UIZHL|CE

X BRI E oI

TH

2[e): ofofE HA2 M T I DS TH ME1644-6223) / Tish Al A2 F8(14-3330)

XHF NS Al E= Fle Aol ZXRITHE7 |, 0|20l 4ME YUS o= 2L FOlGHAI7| BRLICE

% 0| 2 OIAF =
3

TolAfe] &0l of3t0] BB 4 9l FZoloERILICE 0] o] SIS BRHS
DAL}l of 21 ol chet ol afglol ks Z2

b3 of =
OJAMOALR} AESIAI7| HIZILICE

lr of

O] MESM HEHURK21E 01 18Y)0|5 HZAS LHES www.kdpharma.cokrLt 02-576-6121, 30{|A &
Qleh 4= Qlom, oJofE S01MY 2 7|EH XIS OjFE HEE AZOIFEONA o AE S AL
(http://nedrug.mfds.go.kr)/E &H2S5HA| 7| HIZILICE”

HIZ=R} - HEHAEE)
SHHE it SE8M EME 254

H|Zol= - Rt : ZESHfE)
7 27| SHdA| AT HIfTHK|Z 224-3

@asﬂleralmxr

« BTt 2020.12.31
- WS 21018

AH[XFAEA MEIHS : (02)576-6121, 3



