00-€018L¢13d

403 Thetg, w2 Feep|
= 2330 #7223
2 AST,ALTALP &5
Nz BUN, Z2[OfE|H&E
o TEEE
RRRIED) 2ilp—L=
e=sbwoz rallRY iR . o 2efz, 93, 2212 02004, 28 424 [0 o
7t = 2|, 2, B2, W2k  2AR OISt 40 |7 o

=

2

3) FU A5 ZAZDH(EAFAA 751F) B0 OS2 IS 2D, 0] Ofttel 23 Of= Srloha| 9Tk: 7|24, 713, LIRAM, Ofte, 2
32713,003, 53

4. 988 2]

|-=" A H-l E_I b 1) 0] 92 A8 1), 223 HEHOR AN SHO| FUSHORIT FA B2 20l U (LBY, HUMUS T 512 220|M0| 222Y, 222M3,
= ="' 8 20mg (zzmjsz1gAe)

gt

3% 5)0| 24 920] Fosofct

HEoodE 2) 23515120 20| HASHHMHITH S) BIAHS 1 23t0] 2|27} SHA|E/0{oF BT}
Popiverine Hydrochloride 20mg E285: 02590 3) QR ATOY, £TT0Y, £, O}/ LIEKS 4 Q0D E RS £ 50| AU/ 7|A 22 512 %= 2 ZOlpict
5. A5XE
CFS 21T 48 S0f5= Z0li= ROf3ITk SN, 41217 87, Hi-E0RIA) %2, MAORAIA|(F 2248 50| S7HEigichs Bt ict)
RUEUE Y e 5 2 6.USUAcE0 Tt sG] ] ] )
A As: BETSIS A (KP) - 20.0m 1) YA Z0] E0{0f T3t Q0] S21el0f 42| 2002 Ut 8 ANBHT IS THS40| QU= OfA0f= E0(5H] i 20| BB
I (EESAMD): SaAtE (s, 98 2) 243! (HE)0|A R5020| 27} B 1E/0f YOO E £2501 014S 298 ZX5Hs 20| HRASICY,
(S2R24E) RE482 (2, B _ _ _ 7. A010] 3t E0f
. ZE ;ﬂxﬂ. 24435 NZHUER0A FIZSANYLER0AZE BT, AHOI2MIIILIS, S|Z2U2QA, 2202226000, MSIEIE, 72 Soiol CSH SIAVEI} & 0174 A0| &1ZIE10] Q12| SO0 2 SOfBlA| i 20| BIEISICt
e 8. M| st £0f
.3 5 TR 21715, M7150| AHEI0f Y Z97H B0 02 OFHAIS 1215101 10 mg/U2 SO0IZ HAISH: S AZ5| E0i3ict
WAL Bldo| 93 L2 DEIA7| 9_ﬁa§réov|9|l%i| [SOI Afot=/0] Q= BP7H 42 1245101 10 mg/ Y2 FOE HHAISHE S 4133| FOfetct
mas. 5% 1) B4k 5lAa], B2, HAZH, HAH0Y, AOLROY, AHS, D SATIM, O, ¥Ioh SOLAS, HNZZ ZKM0) SO| g
1. BIOFSE I ofe AJEHOY OISt bl QAT AT AIZANIL ST, WA TAEH GHSTE, oHYFRIAGH) 2) A QM3 OfE 2T TUzkolo| 329 DIADIR HATICL 018 S, HIQAEI2I(SBUSY U3, S| 2408 S| ti5RES 3t
2. IFEHE Bro] At Huizt Hly, ) HEtY QAID ' ’ ' ’ 10. B2 Y 2ZA0| ZolArs )
eSS SERSIEAa, L 2 eRe=ee 1) 0f2lo[o] £0] | o= 20 BT3ICH
ms . 8% 2) CH2 270] 820{ B 242 A RII0] E[Z{LE 2 SA/BOIA B3R 00 02 0|2 Zolsict
o1 SETMRIZNI0 2A 12 13| 20 mgS AL Z7E01Bict 11, QB S SN Ha? . - s
ZAj0l w2t 2 2SR, BaHEZ S50 ORI X7 QICHH 20 mg 12 281HA) 283 4 it 7 Algior T2 H2I ZAH20UR D7 [ () Lot 2t CHROF B| 11| -4 32022 I3 (T2 M HZIYMY) [HYUF ()] S 2 2 UANSOR 2 1YY A
ST A SRS e ES el A TS eST AT 5t 5ol0f| 22 A| T3] Z7E0IEI0] 2470] $E TS ZH5H A 0| RHIIER| (AUC, Cre) 2 212510 EHH2I5IS 1, B3|
mARAte 2ol 22| 90%41217710] log 0.8 0}Af log 1.25 O|HZA 481202 EE3/S UZ3ISACH
1. CFS BhRjOll= E0f51A| 2 2. HlIE e Famlae
1) 0] 9 = 0] 0to] AN R0 TRIS W2t0] Qi B2t 7
2) 92, HO[2Z U AT HM SR} (SH WER0| 22 Y 252 X510 ZAS ABNZL £ ULt) AUCo-721r(ng - hr/mL) Cinax (ng/mL) Trnax(hr)
3) Y224 TL AP 0[S SRHEZAUROR ZAS AUBAL 4 QUTt) [PTETEE——————
4) 21 SAH(E122 20 ol HiizAO] §B+20| Hofel1 £40| st 4 ) gt | R T | essasss 18.82+18.93 20040005
5) M7= 2t 312} (B 2RIAIR O 2 Q1I0| A5 ZAIS OI3IAIZ £ ICt) -
6) £2 2024Z Sa}(3 2R 02 TN ABAIZ 2 L) _ TamaEAEH0Ya|1H
g 23 0lelaz o) ﬂ‘aa@ﬂggf%g%%w%#%q_) Aot 1 ()28 22 704.1£269.1 50.43+17.04 2.00(1.00~5.00)
8) SAILIZAE B3t
0) FILA CHA BIAHZEA THZAO| LIERE £ Qict) 90% A&|7LZk (7|21 1og 0.8 ~ log 1.25) log 0.9796 ~ 1.1651 log 0.9407 ~ 1.1673 =
10) 2 £ E2 7H-04 81t . — 41
1) S8 £ T 20| QL B2(7]2}42 50| HDE(0] Y002 ZAS 043 T AEAJZ 4 9Uch) et mmi n . (AUC, Cro,tr B2 + BT, Tras SR, n=24)
12) 0] 22 952 819511 9002, Z2HE OA SLiA (galactose intolerance), Lapp ST 2 EA 2B (Lapp lactase deficiency) T EEgh-2 éUCF:jEQQQE HBBISE YA ORI BB SE-ARIR G
2E 0 A 430 (glucose-galactose malabsorption) 52| RX42{01 237} Q= BRI/ £01513 oF ik, T e S
2. Che Bkajol= A1) E0f8 2 Tinif as‘%ﬁfa*l 2
I h=! B . _ o) LTH AAIHEZES
1) 22t SERHHRMHICHE SO b 222 TS OBIA AL 7t 27 4 ) JA ke v G S
2) 201 = 1 0] QL= BIRHF2 210 M HAREID 2 O|AIHS0] LiEfiCHs B 17} olct) *HEIZIYRAS 2SR Ha A 20 0%t 2t
3) A0} T 1 W2A0| QI BHRH(AHA0] ZHAS O[ARFSO] LIERITHE B 7t It AMOJLE SEA AR 7|015H 1k, 0fZbo} 7124 HEASH(, #1000 ()23 SR 0% T S 95 SRS ARl EUs A RAOE H DA (3) 0l O A Zeas
e easoled AU 21 i ek EE ” 7“:3\ O ()Yt H2I|GMBH20LR| 1T SUSH YRS ARSI EUS HZWHOR U 2HS () Usi I HZIINS.
4) I S4 T 32 Z00 2R (S40| Aste|ZLt ZANZZH0| LK 4 QlCt) "ObA BHE [ DFOAQ| DLA7F HILE SIS T AT BHE O] 0101 QIAFREE0| 190H o E AIZOF A OFOAQ| OIOIA QIA 2aF0
5) P |15712 SR80S MS o 12N BRAN0| ISt 2310 - i e e L s L e S
6) TAH(R2A}0] Lt 501 3 42) TR L o oS SUSR e S m e S
7) AEAIZHZ, BASUHASE AZich QEAH I HMHIHE, S51E, 0B A AE %02 oot AR5|2L{0Hhiatus hernia) 83 AR 72187 A2 (] ~307)
8) t=LHZ BH2}(0] O AR ZH=L 2 BRjol| 27[0|C A4S 2t =L O] olof = B2 220 ofs} 0telo] Al sto] SA0| ofske £ 9ict) e

3. 0[S

7|2k M| 2 2 2E Y/
1) BHat oAt W ABIZE HE U2 RE 367he

(1) FAAZ: T} 2 £2} SA2]7} LiER 4 9002 HAS 355) 5101 0[213t Z40] LIEH 320/ S08 BASHT 33 YIS 3T) W EYE: 303/, 1008/
(2) A817]7): 27 ot FTAZ0| gl 4 Y002 HA2 35) 310] A3 |, SLIAR S0] Liefe 290 018 37/5kn 2% 3
Z3ict
£ sict,
(3) REA: 71T, 712445, M, TR, HE4HI, RSB So| Lield 4 Y002, 385 0| e 3901E & O[OFE 2 of218t BUS W HBAULICH FY AIR7I3H0] BT SSUALL RETY B WA - BT} i QAT HZ0| WA B0 IYUSHN %43

S SAI511 Aot A2 S it

to} 85101 C2IL|Ck 320 243 2o/ F5L070-4346-12132 AP HfALIC
(4) HOU: AT 21A74 LiEf 4 9002 0[AHSO| LiEfH= 390l S0/8 B5tn 2% 2

* 2

2
X2 OUZS =] (ARR)SH| 0| MEEME FAAA A0, HEZAl= QIAZ 0 BHH| 2 HGH0] FHAIR.
x 2

3t =g ]

(5) 7|7 : IH|2 BUN, B3 2(01E] o] AT 22 4715 204 9 QujptLtefet 4+ 9jonz 50| Ligfe 220|= 5012 X 2 ofor=0] thst 7B A AZCIoHEOA o[HEESIA R A|AH (https://nedrug.mfds. go.kr) 0] ‘CIQHEZAY Ol 211 4 QgsLiCH
517 225 2312 Sict X 9k 01210] ] £0| TX| 9LE2 BR5I0{0F BHLIL

(6) I8 DS HAOLZ BT (AEJSA-24 Z57)0| LiEKE 4 Q1002 HAUS 525 511 B, B4 7122, £33, 7L So| 0}4#120| LiEtH: X CloHE S22 TshA| A% SHRolorEokARRlRl (1644-6223, 14-3330)

HO0|= S0{5 ZX/51I G XIS B,

(7) = E2 QIRIRF0| LojL 4 LI A2 OpJaf 19, SEZ 4413t OHE, AR5 S| LiER 4910
20| Ll Z20j= 018 B3I ZA| 225t

8) 72k ALP, AST, ALT, y-GTP2| A4 S8 AHISH= 7k7|55 0f, BISH0| LIEFL 4 QIO 02 TS 2835|511 0|AIS0| LIEILIS AQ0= E0i2 _ .

( )%ﬂa}fgﬂgﬁrﬂi}{%@q_‘oo S2 2UBH= 71715 Hof, o] L 49 22 223|511 0[AISO| LIERI= 290 S0i5 Az T E B T =alss

|0
fu
e
[
mjo
o
HIT
ol
ﬂ
2
=
o
i
o
ox
re

JHAAEY: 202244 078 14Y

n N

2

9) 2B 28T, DT, (KNS, BE EE 03 0|03 2HI 442 SYO= Bl FRTBIIZ0| LiErD 4 2002, 0j2{3 A0l £01E EA5 b = 5
<)ﬂz;é§|w;lréﬁﬁn N5, 25 EE 23 0/032Y 442 EY02 5= BLIBHZO| Lk 49 BRETIEEE S Py
2) 7|Ek T =
W (F)32H(UE
2 5% 0.1% ~ < 5% 0.1% > HIE=H
23P71A| T2 |4, S8, 7Y, 1E ASEY, gAH AR, U, 29
i 77| i 2t 2t Q0| AA
OJAIZION ([ZtA0H, YTpY AT, Tl
AN A 3 = Ozt 2 2o mal ] Sastslonl IEeie Lol tE
I ofE, =5 iz, 28, 29, = 2 oS T ) S
oA Aot AR, 2 g, 7|92, 71585




