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2) 15M] Ol4e] HAE U MOl Chay U2 7| H|HExt
O <fof| it Q2 154 0l4e FAH & Molo= Cidy daf2
7| HIEEL 283HE Moz 5t BEIZIIAE U BEMEZE HE
S0zt JHH HE HER0IES Hlwshs YAARIAM BIt=IUCE 4
F2to] X717t SO T 0iZoIM E51A EuE OS2 47|
EZAH(2.20%), F5(2.20%), HAZEH2.20%), HIZAZ(2.20%), F=
71(2.20%), £IA471215(1.10%), QAZAR(1.10%), TEH(1.10%), 4
AH1.10%), FZAX(110%), SH(1.10%), HIQISH1.10%), H=H
(1.10%), ALT &5(1.10%), AST 45(1.10%), Z1A/(1.10%), 7LUIF &5
(1.10%), TISEE(1.10%) OIACE, 0] tn} B o|yASHSES 742
Z 17, AUT(Alanine aminotransferase) 4& 174, AST(Aspartate
aminotransferase) A4 174, HIZAZ 2710|{CH, 25 AZOR LIEH
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Tt (21271 2042 983, 2 MEl2|zl Soiz B, WRE0HR of
’ SH)ollAf LALEH OJAES 5 19 OJA Hl{LY, JH7H AR HEE0iZ
(A8 Fond] 50} 52 BIS2 HME 0lAISe WANIEE R0t 2Ol
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1) A oA HHPIRE | & oin08) | S01R(1=04) (-91%) | (n=283)
BRI AES 203t X0 SCHEE AZEA O[ARIZE AT orders N(%) N N | NG
% ZAlolM Ensioict, HuE Al i Clfstnl, £, 24 8 T
5, 201 22, x|cl2R0l, FoA0N, UHSE, $BE0} U #2, 2 =S .
B, JIoisl, 21905, BAS SIS (el Mo, 7 BE) 2 HEIOFE] 00% | 00w | 1(.10%) | 10.35%)
R4, 2 25 o s (A 28 € S0| ZEECL 26|2FAE0} et
OIRE| AIZFAZY OfAARol BBt 7| SR & AR UK| Lt ol | o0%) [ 00% [ 11.10%) [ 1(0.35%)
0] 242 {8t Al, SIAFS 0 Ofe| ol 21 930l cislol BHxt 2 &2 oy HE
Sxjet=of3tn, 0] 2 28 Al M2 NFTA F4 EE #=o| =
isiol tish Z9/8 7|S0/=E B7} 2 BEX0I Jasic) WEe n.o aoel L oo LW 110
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2) M SXHCLer < 10mL/min), EAEMS BT QU= BHx} =
3 oI5 Bl oliskn 9IS Mol Sl Lo AsH ATAS [ 10102%) | 101.06%) | 1(110%) [ 3(1.06%)
4)0] %2 Que BLlD ooz, ZAEQA ELA(galactose AST A& _ | 0(0%) | 1(1.06%) ‘ 1(1.10%) | 2(0.71%)
intolerance), Lapp SEEslEA ZES(Lapp lactase deficiency) E AlgA A
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1) Mot HMEIRIZI) =2 85 St XI4E 4 UCh mms T o
2) ZRONBRHRALMEIRITIS £2 B5 27t X4 4 ict) HEER | do0a%) | O0% | 2e20%) | 4t
3) DARHZMERIZIO] &2 BE 557 XI4T 4 Urt) 871 2@
4. O[S ] 0(0%) 0(0%) 1(1.10%) | 1(0.35%)
1)154] 0140 BAL 9 4191 et el i) S4o) gl HAlETY HIZiE 00%) | 00% | 2(220%) | 200.71%)
Ol /o] Cifgt OMES 154 0l4do] B 3 Holo2 ChAY a2 U= ES | 1(1.02%) 0(0%) 1110%) | 2(0.71%)
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Oi= 110, 0] o £0iZ 114F)olA LMBH O|4HES & 1% 0|4 En
E7|U, BHRIIAE ROZEC 52 HIS2 WY 0|4l W
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Astze 0(0%) 1(0.88%) 1(0.45%)
A 0(0%) 1(0.88%) 1(0.45%)
SlaEoy 0(0%) 2(1.75%) 2(0.89%)
SHAE G2 A | 00%) 1(0.88%) 1(0.45%)
WU Y EE2 | 0(0%) 1(0.88%) 1(0.45%)
HE8s 0(0%) 1(0.88%) 1(0.45%)
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e 0(0%) 1(0.88%) 1(0.45%)
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) 1(0.91%) 21.75%) 3(1.34%)
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FAlol 34 o3t Aloll= ALaA ASE 4 QlCt

(3) 2lAte| Z=3t0l EU FZE|TAHZ0|E KK Foi2ts Rt
o2 EOLIZ 4 loLf, URAR| EAU8 82 F78 T=2E|
TAHRO0E HFS BEZFAER TASIOIAE QHEICE
20| ol RLE 72| ZHO| X2 2fsH REHRIAES T
SOZ AliMiE otElnt, 28 0IF0] MAjo] ofstE Sxt= oy
SEoRE EU8 p-&5H J8YS ALSI0 AZsloio} slod,
454 EU8 p-aSHE SIS AIBY 4 AUch
(5) OrAm|Zlol ChE MAIHSS Tix|n QU= BAl= 2EHRIIAES =
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1) 0] ofof FHEOI RE|RIIAEC BB AE|2|X HE R0 Al YA
2 Q0I5 AFSIX HSEIZS LIEHIX| UL
2) L2 ASE3 2ERIAE/R|EAME2|ZE SEiH|2te] ASHS I
LS o= SEE|X| U 24zto| HUR|o| Si7IAIES Musiie
f, ASASIZ0 st He= ofefet 2ot
OZE|RIAE
(1) 2EIZFIAESL HAO| ot Y HY| XZE sl 4BE= CH2
ASS EH| FUSIUS 1f 0|MEHS0| BUIEIRICkE B eict
USHSEE HA0N BEIRIIAE HBS [} US| o
Sshol| AMMoR F25t oS 7IRIX| YUCH:
BT, TYCLL TYELEE, 78 mUAU(L-20EIAH
£ 1 mg/0|EIZ20AERITIS 35 ug), BIZHLI, CIZ4Al, =2l
(2) F7180l ASHUSAG HTE MASIKI= UUXITL, ULAIF
N BHZIAES 55| XUEl= Cltst oS HESHSIRS
of YaMo=z ojn| U= NSRS HATX| UUCH LMA
Aol 87 AYTUH AS2E ZMM S22 FIYN Z|HF, 4|
AH20=4 A, MIZCIOME, S| S| UL
(3) 2t CHAIE R=5H= HlcHEZH|ERR 10 mg 822 2HIRIIAE
£ 13| £0{% X5 2 RIIAEO| AUCE 2t 40% ZAAIZICE
BHRIAES S8 ZH2 WQSHX| YoUt, BHZRIIAE
o 8 H-HiEH|Y, 2|TOA EE HUEQID 2 st
CYP-450 54 REHE YEFHE mol= MESH A4 BLIE
S AAlsh= 20| HIESICE
(4) In vitro A[E0IA 2EHIZFIAET} CYP2C8S| MaHHQ HoZ Lt
EltoL}, 2E|IZIIAES} 2AIZ2|EFE(CYP2C8E F2 AL
= HEHQI AS)o| 4SEE UMAIHN 2EIRIAEE in
vivoOilAli= CYP2C8S XaliotA| 2= 20| USEUC
matd ZEIRIFIAEE CYP2C80 25 F2 CHAMEl= 2AS(ol,
mEa|E, 2AIZ2(ELE, 2IE2|LE)2| tHAS XsiAl7|X| o
S 2oz Mgt
(5) In vitro B 0N 2HIRIIAEE CYP2C8, CYP2CO X CYP3A4
of 7|Eo| Eol|rt, BEEIIAESL An|=2E(CYP2C8Y
CYP2C92| Mafixl)el AS ASEES Si0l5t| It YaAIES
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A& ZaHol: 410l cH5to] 200mg/1Y 223, 900mg/1YHX|
Z2510] 2 13 £0]) YAHOZ FQ5H A4S o[4S 0| RHEE|
X| tn, BE|RIAEC] MM 20| CfSt A= 2Eo| Fat
2 YaNoR ojn| = FES DIRIX| Y= Ao 2 WHEL, ot
2iAl, 2= 220 HEE0f A| 2E|RIIAEC] 2018 X2
LR35t ALt In vitro Zaofl 2HSIUS M, RHZRIAEE E
2HEZ D Z2 CHE L34ZI CYP2C8AfERIL LMMoz 5
235t A4S HSAZS LIEHHX| S 22 MZIEic) @0t of
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0| F712 ZUAE £ 1 8 FoHS 0f7|& 4 Uk
(3) AlEMEI2|RInte] AS RS EASH HTLE GlX|B O|MAIQ! M
E|2|ZIate| ASE8S 2ASH AI7u} Ql=r| QHE|mR!, SoH
21, ol2|AZ0to] A, OFX|AZO0|Al, HETLIE, AHE|Tat=
ASER0| QiICt HRTRI(1Y 400mg)te] CHEZ AlZoAl=
MEI2|ZI S2|0{BATt H0|5H16%) HAS 2Lt
(4) 2IELHI0lE MEI2ITIQ Bt2b7| B7K53%) X S2oA ZA
(29%)2t 87| B% AUCE 42%71HX| Z7FAIZACE 2IELH| 09| oS
SEi= MEI2|ZIate] HEROR 0I5 bzt #sK11% ZA)ICE
(5) SAl1t 20| 28A| B4 A== HOXIX|S S5 E22
ASIR| of=rh
7. 98 9 238 Jolojdo| et £of
(1) 2EIRIAES SHEOH 400 mg/kg/day B(HRI0| /] 12U 27
Fof2 AUCS] 100HH L-E0ll sHiE)7kx| ZTE0iE of, EmloiA 300
mg/kg/day S2H(4219] Z/tf 12 Z7 £042 AUCS| 1108 L=Z0f| 3
STIR| ATE0 B O, 7|HEUNS BAS 4 UL BEEIAEL
HE U ETjo|M AT EfEES Satsts 2OR HuEQirt 12
Lt QIS o2 Bt AR Hute YoH SE0|MQ| HASHA|
& Zuprt M0 MO| Zuntet B4 UR|SHXI= ef=rt,
E5t EME2|ZIQ S8 A Hnt 7|FeMo| Eag vt gloLY, OFE
SE5 A7} glonz 0| A4S YRl F0{5HK| Y=Ct
(2) 0] 242 BroA| RS A20)T UM S0f ALS3HoFRiCt MM U &
SX0| ISE HEREE A2 O0[El= BHZIAES M85 &
HollMe £ MMl A& S A4S B ARMS HYsIX| R
it ol2f8t HPER A2 BE 37|, ZR0| Hi2td $EHo=Z 27
E X2t SUSHK| 42 tET AFE S WHEZXQI HEHHo| AUk
(3) BIEMEIZIZIS SESO DIXIE FE0| 5t SSAIB2 MAX|
ek
(4) HEOM 2HIRIIAEE QECR O|dlE|E Ho 2 HAUCE 26|
FIAET} AR BRE BH|T=X|E UK QUK| oL, B2 of
0| 2REOR OHE|D2 0| AS +FEH FO{5HK| of=Ct.
8, 2010 st £of
0] 2k2 154 D|2te] Aotofl M QY - REA0| ERIEIN UK| fct.
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ofHoll HAIE Y 2ERIIAES} HEMERIZ! K| Mol thst
HT0|A LIEKS ZatE 2= 8t ZoIck
ORHZIIAE
ZHRIIAES| MA| UMAIY CHHXES 65M| 0149] 212 35%A2
o 754 01429 =212 0.4%RACt AR A SRRZ0l| ey
= RENO| MAIHQI Rlol= HEAX| UUOH CIE LMH xlo|z
HUEX| Ut J2iLt DKM 2EIRIIAE S HSH0| B
7HE 7K HiRIE 4 2l
oEAME2|ZI
HEMEZIZI2 F2 MYS Saf tMEoE Ydtboz MJ|s0| &
SHEIO Qe TXOAE 85 S aict AEi7t XIAE 4 ooz
HMEBYo= MZS3| £O0IE ARG 0[40| QFE HR0l= ZSIH
Lt otst XEst XXIS SiCh.
10, L&A ofle] Fg
HEME2IZIS L2 DfErSS AXSIaR U2 DILHEtSZIAL
£ MAI517| 3-5Y Holl= 0] oS FASIA| of= 20| HIREISt
1. ZEEOIAIQ] XX
of2Ho| HAIE HeE= 2E2FIAESL HEMEIRIZ W70 Mol it
HOA LIEKt Zaks 242 Bt Z0Ick
ORHRIIAE
(1) 2HZIIAEES OF2A0A 5,000 mg/kg EHA0I| A 12 &
T Eof2 AUCS| 335t =0l SHE)7IK| 18] ZTR0{E I, HE
0l 5,000 mg/kg S2H(AI0| Fth 12 AT Fo6f2Z AUCS| 230
tH =20l SHE)TIX| 18] ZTEOE I, RIAE S22 AUUCL

(2) BHIRIAES LSS ©f MEE 4 U= S0IZQ! MAIY

rlo

SUCH 7| FAAT0IN EXLS0lA| 225 SOt ZEHRIIAES
1 200 mg S| RS WLt ©7| AN SXES0A 1
F 3¢ BEIRFIAEE 19 900 mg 7| Fo{FHE mollz Y
YHoZ Febt 0|YHS2 HHL|X| Tt IFFHA0E &
ghElel ISRIR(0E ST S4ElX| 22 ASS ALARSE
M7t Ay RLERIS HASHH, 2R3t FR0l= EXHQI R
2E HADE sl= Aol g2ixo|ct,
(3) Al ZAIRL UM AlBI0f N 42l L A0t EEIRIIAES 1,000
mg7}x| f2f £0f3t 20| HnEIIoL), 2HEEH ANSHO|LE Y
HAF Zapt gel 5l AOketxtol Qb et R{0I7} QLT Tt
Y 20| B0 o[y 82 58, £8, 25, F5, FE X R
S8 ST 0|1, 0] °fo] oty HHet UR|GIUCE
(4) 0] oto| 20t EMo|Lt BAEHOR H7i=l=Xl= L2iH UX| Yot
oA E2|ZI
(1) Hel2 TR0l E20| LIELID A0t HP X0t OHHRH
0| M&E £ ZF0| LiEfCh
(2) 2 ME2ITlo) chEt E'2st si=7} g0 MAEN Al S
28 EE= XXQYS HARICL G AZR0Al 9 MHS 2Al
Bt
(3) l=ME2ITH2 EHEMo| ofs RHOR HAHEX| o=t
12, X840l Fo|
1) Hojl £okdsty| W20l £89f Fo
13. B2 3 HSHo| FoAE
1) of2lo[o] £0| ZX| o= Rof| FHSIC)
2) CHE &7 (0] HHR0] Ei= 22 AtmdRlo] 7Lt E2 S0 HE
2Z5IX| {282 0| FoSit,
14, QS SSHYAAYE
1) ASEH Ha
Alglor 2eRIFFAMATIONF)]at iR} 2E|2|RIZ4S(5H|of
SRS 2x2 AR ZH1F & 1 AEM 7iZsH &olofA 3=
Al e8] BTE0{5H0] 3580| B3 ZHIZIIAE U 34Yo| A 2=
MEI2ITIg £t Zal, HluTIIRISRIAUC, Cra)S 218125101
SAX2| SIS o, W] X2 90% LIZT2H0] log 0.8 0 A log
1.25 0|2 A Y=31% SSBS USSIAC
[BEIRFAEHEE]

i

S & = US WIHK| JHSSHR| S=Ct.

HmEIES HnwEe

= AUCo-24nr Crnax Tmax | tir2

(ng - hr/mL) | (ng/mL) (hr) | (hr)

U eepmume | sser | aso0: [g'gg_ 470+

o [BOIAEF)] 993 1250 | og | 082

A e | aeor | sorex | 350 |ases

of | [FAATIKZF] 1331 165.2 6.00] 056

90% METZF  [log 09011 ~|log 09113~ |
(71%: 10g0.8~l0g1.25) | log 1.0397 | log 1.0787

(AUC:, Crmx, 172 ; Wi ot BETRE, Tma ZUZHHS), n=35)
AUCH: ROIZHRE HBHSET AR X2 BEEE-AZ
e
Crax: A DHSEE
Toex: HTHEESE EYAZH
tye: LEH AM HIYT)

* U nEIISERIE 2SS BHX| Xfe| 90% Al2lTzt
(M EII TG ]

HluFrtes DY

= AUCo-36tr Crnax Tmax | 2

(ng - hr/mL) | (ng/mL) | (hr) | (hr)

4 seemus | e | 287: [&'(5)8_ 772%

of [BH0|E(F)] 370 55.5 300] | 8

Ml emmzm | emr | 2004 [8-;05_ T+

o [ZABATIKF)] 399 50.0 200] | 13

90% M2mZF  [log 09714 ~[log 09320~ |
(71 log0.8~log1.25) | log 1.0221 | log 1.0410

(AUC:, Crmax, ti/2 ; Bt + EEMR}, Tmas ZYAUH), n=34)

AUCH EUARZIZE HEATEE HYAR IRle] HESE-Alt
2stein

Crex: E|TESSE
Trax: ATSSEE ELAZH
ti2: LT AM BIZED|
* U REIISERIE 2OHES BHER| Xfe| 90% ARzt
10| OF2 TAMAMOKFE) BEZZY(ZHZIAELIES, HEME|
2IZIgAMH)a SUSH URE ALBSt0 SUS MIZWHO = HBHS
FAWATHIKF)O| e} HZSHAS.
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(2713 oems &x
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(F)niANCt BYRE ZAUA| XS SHE2242 18
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FAYATIONT), FHSE BT &
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T 245 Q& WYAR 168-23

* M HE Al EE HT Al ZEIE7], AolA)l AXE S 4 U
oL FofslAAIR.

X 2 HE2 2498 Mx ¥ S|V IEKGMP) 2t HE X &

HZAE TSt HZYLICE ok | AFS7(5H0| Znt HAALE A,

HI, @2E HZ0| LA A= PUSHI A2E Saff w5t =8

Lict,

ZHMAUXKH2023. 11, 29) O1F HAE LIO|L} XiM|H B2 617t Ee

TAEHS EA(070-7457-8819)2 2QISHAI7LE E= AlZo|oFEok

* o|or= E5IAH A|AH(https://nedrug.mids.go.kr)ollAf Zelgt 4 QL
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* 28T 3 EiTAAY: StEolokE okt Rtal (1644-6223, 14~
3330)

o=

ZhAel 1 20231 118 20

4041 014 oo ojgoz
ojeiize| 72 xR

| () DA o

|
Ji =3 MOTHER'S PHARMACEUTICAL CO.,LTD.




