0AQ79-00

o

HEY,

| meem

[HEAE R IR %™ S

O FHME: TE|CI(USP) -errrrrrrrrarrressnnes s 20mg
7S ERAYE) | REYFEEL fR

«7|EF 7 A | ARIOIE2MOITH|E, QUEEI0[2IM(03F68945), S44HE, ZH|IE

o ]
Mol MY WEIREA

[&& - &3]

1.Fas &0
MOIRIHAY, EHEHY, AR ASIHEH (DS Y, SHAE AL EHHIHo|
olgh), eRAAEY, E87-Un|2EFZ, CFS Talo| FEat Yozl 58, U, 23)
9| 7iM : SMLIH, ThRIe| SMofE|

[8Y - 831

1 LKA, BREHY, R AsRSH(ASIAY, B2 A Y, EHLH
0ll ofh), HARYAEY, E-AH-YE|2FEE : Yol HEE[TIS2 M 15| 20mg 12 23]
OFRIAMZE, M FAME E= FIEA) FTR0{517 LIEE 18] 40mg 124 15/(FHEA)
HTEOBI. YEAsR EHo| YR0= B8 FAMME RZE WA, F75R0{7t
7kssHAH E #oll= TR0 2 HieLt

2.0HS EEe| 2F0 HHOR, &8, 2, £35)2 /1M S49Y, Bl 9ot
57| ol IE|TIS R A 18] 10mg 124 28|(0FAAAE, MHAME E= £ A) 7
ROfEtAL = 18] 20mg 19 13|(FHEA) FTROEIT 6, Yol Ot HEs| 26l

[A24te| FojALEl]
1. ChS &iXtolls Ro48kx| 2 A,
1) 0 2f9| di % CIE H2 £8X| Zg Aol 2H2S2| HH0| Q4= #tXt
2) 0] 9f2 Qe $1gstn Qloen 2 ZLEIE QA HifM(galactose intolerance), Lapp &
=R &4 HEIE(Lapp lactase deficiency) T= ZTE-EHEQA E4A0l(glucose
-galactose malabsorption) 52| RTEQ! 2X|7t = &Xtol|7l= F£015tH CHEICE
2. O #ixoll= AEs| FoE 2
1) A= S0l Cigt DjoiEe| Wo| Y= SXt
2) HEol BIAHEE 7t A&ED 2 RORFE ZastL RORZIZE £ A& Z)
3) A EXHME AL 2EEE Yol 4 Qlrh
4) 2FEoll EXKE 40| o3 4= UChH
5) DAk
3. 5&g
1) St B2kg
O %, AeIE(01% 0|2h : &, JRS(EER, HAUEE, WRRSRIHEE, IFES
>, FoE7| 8)g Yo 4 Qoo s 235
EF0{E SX[otn HEst XIS SiCL
Q HET &4, RAZRE, AYUETHUIE, SEMIHERIZTEY), EAE ZA(0.1%0]
ah e 24 SRS, HYSFYYE SHEYE, AT UMET|IEYeR
TAIRENZ, 22, st - FAkstEE, YA S)0| LIEE 4 Qo0 2 HI Moo= #Y
ZAE AAIBEL, 0|40] IFE|= ZR0ll= F0IE FX|3t0 HESH MZ|E ST
Q AEIEA-ZLEFITENYUASED), elASERESHRIZMNS)EI=EY) :
AE|EA-FEASSAI|HNAUCIESER), 2| UEEZESHUELIAIS)O| LIEI &
ooz HES FE35| 5t 0|2{3 Z40| LIEK ZR0ll= S0E SX|51D, At
XX|E SiCt
@ 7|5 Fol|, EEHRIZEY) : ASTGOT)-ALT(GPT) 59 45, $20| LIEl 4 ooz
2EE 53| 310 0|40 QIEEI= ZR0ll= RS SX[5tn XA XXIE Sict
G FZD2BHI-EY) : @E28MS0| LE U202 DUEHE, 0|22 2y,
Y 5 28840 8iXs 45, 228 50| 2FE= F200= F0IE SX/stn HHst
XIS BiCt
® QT ¢, AARIEKESAIE E ZQIEE FE), MANSHIEZY) : QT $IF, Alaldl
BESAIE £ ZQIES =), AAMS0| el ooz HEg S85| 5t 0
40| 2FE= ZR0il= RIS FXI3h= S MBS MX|E SO §3] MASKA2ZY,
EAE, MEE S)0| U= EXOIA LIEILEZ| $IREE, F0iE EXIo| MElo] Fo5Ht.
@ olAlEol, ZHHI=EY) : oA Zol|, MMARFENY, 74, 22icid)o] LE 4
ooz UES 235 5t 0|40] AFE|= HR0ll= F0iE SX|5ts 5 HES A
XIE BTk £3], 217|5 FHol7} Q= S0l LIEL| #4282 Fol3ict
Mg MY, 24 MEFEIEEY) | 7 MY, 24 ARHO| LIEfE 4= eag,
Z7|1B4CE UFE nj7l, M7[s AR O[HBUN-I[OHE|H 45 8) S0 ¢IFEl=
4R0l= S| R0IE SX|ot1 ZFSH MRS STt
O 7Y HEEI=EY) : 1Y, 7|3, SEZC X 85 X-ray O|&S SHIs 2HE A HE
O LIEfd 4= oD 2, 0|2{5t 40| LIEL = AR0|= F0E SX|511 IE|IAH|
E20|=E HBR0IsH= S MHESH MRS Bt
® 282%(0.1%0|2H : CIE HA8A| ZEH0M EX4-Z0] LtEFHTH= 27t ULk

2) 7|}
= 0.1 ~5% 0|2k 0.1% A2k HITEY
= Ox - o, B
Al - S|y, oleis
e [rIEETTY A5t -
o T,
Aspp | 70 7, Eoup -
AgeR A S
s2p - S, ORIEE, Of MO, BB LRI
&I - TR 2 -
wy | ASTEOD ATEP: | suamwDngss | wisow gE 28
TR, SRR, 5, 71 SEAH),
B - 2 80 3% 2%, 8% o8 77,
Heze PO B57 | ool KRS
Ly=sp - T oERY -
CKICPK)&%, Ol
JIEd - uEs B

1 0|21t S40| LIEILL= ZR0ll= £O1E SXIFICL
4. elyiry =0
1) ZZ2A FAE EE3| 2E|0], ZHo| ML K24 HRE|AFHS ALZSIT, 0| o=
ii'_]pt l-}fEH-PXI o= P20l= T2 RYCE HREC w8t @AY, 2|5, 27|15 SOl
ZROJBICL
2) 0| of2 2ZLHo| M SeH=|X|2, AN Fe(X| BOO2 Efl E= E2 H7IC
3) Eé—?—%??oﬂﬂl Of ofnt It ZEINIE SEY ZR EIUEE &5 &4 I-0| &
== UEL

5 4S8

otz ANZA-R{RIL 7ot
RS gz o|=ataL e 0l k| QiaHEH| SfRIERo|

o|EatauE 85 5=t AstEct O|E2tALIES| P7ESE NatAlZIC

6. ||| ChEt £0q
DPAR= 0| oS Z7 = ROIZHS st S MS3| ROBICHER MFOE HiY
E|X|at DRl 417150| MSHE[0] U 27t Bot BE 527t |FAIE 2271 UC).
7. 5 A [0 Chigh £of
1) 4o chigt £0f
Q= E= 2ista 1S 7H5A0| AU FoloiAl= XZH2| R0l YHME H5(s
Cho Wt = 2202 ROBITHRIAS S| F0{0) Cift QFEIE2 &IRE|0] AUX| fTh).
2) 7= ciist F0]
DRE220| 00| HuL|o Qoo £08E £QE SHSICL
8. 2:010]) Cijt £0
2010 Tt OHH-A0| SEIE|0f QK| BHTHAIEHEO| FLCt).
9. O EESYAIE FHEH
7t M@ Of At E| B (2 E| T m| of )Tt TS SO HAEF20 2| 234
SE|E)(SOOAEIE)S 2x2 MAIA[HLR 2} 14| et Holo|7| S Al tHa]
TE0I510] 2499| HF niRE|tlS 3 2o, H|WHIEX|(AUCLCradE 2
el SAXIE] SRS o, Bix| xte] 90%412| 7710 log 0.801|4 log 1.25 OJLY

EM YESF o= SS5E AUSSIMUCL
lmere iy oE]
T 2 AUCoate Cr
(g - hrfmL) (ng/mL) Tmax (1} tuz (hr)
Cizot SOPIAEIY20 2| IM@TE(C) 4817+ 7044+ 3.00 460+
- (SO AE|E) 108 2552 |(1.00~6.00)| 0.90
AR
Aot o éﬁﬁ%@ 4980+ | 6961t | 300 | 470
= ArolHIolE) 116.1 1563 |(150~400)| 070
90% M2i7zk log 0.9666 | log 0.9395 B B
(7| :log 0.8~ log 1.25) ~log 11042 | ~ log 1.0871
(AUC, Crax, tvo : B GHEFBRL, Trac: YT, n=24)
AUC:: EYARISE ZITEF ST YA X2 EEsE-A7ISMs1HE
Crax ! E|TYSEE
Trex : H|DHBEE CLAIZE
= ]
*HInH7 = RIS 2OHEsH Bz Xle] 90% Al=77t

0| of2 ptolw|ols Aot ETIY@RE| )T SUSH WEE AFS510] SUsH A=
o= M ZHS Molx|fEol HE RMEFIRS.
10. 7|E}
0] 2fo| F042 9(to]| oIt Z40| 2HIE £ o0 of40] oK S EroIst Fof| F0f
[HEYH] Ungr| de0~300828
[MEEFE)7IZ MEY=RE 36 7Y
[==ctel] 303/, 100034
[AHIRFAYEN] 080-957-7190
X 2 HES2 242I00F A= Y EXER|7|EKGMP)O|| w2t &= W EEHAME 8t oJotE
QL|Ck gtef, RIA| A7 |5H0| A= AL HE, il e 29 3 AME FES 7Y
& S510] mESA|7| HIZIL|CL & X|Z0| 0|410| U2 AR SHAHHKRE| A| AH|XE
2HA7 |0l 9|7 ek = BAYS £ QUSLICL 7B Kb 9|oFE HE = ookZ Bt
FHEA|AH (https:/nedrugmfds.go.k)9] ‘QIA4ES HEHY S Sl &0l & £ USGLICE
X Bxtg mlsiA]| A : $H2o|oRE ol 21(1644-6223, 14-3330)
HESA SHYERY : 2022.05.03

ot

C}.

{+]
L £ [ ESE N
somorEApAl (B AHIAOIN )
QAHBAA 2HT HoI= 13 £t HotA| ST ZMH ZM|2 539

/7 : (02)928-0661



