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1) G ZHEIER
(1) 02 ZREFZAAA AQ FE7 AR, S ZGSUEFS B

ZHEUEFS oFFA

Jd, Hledd, HotAld 53 22 o=

(2) SIA Tt wlo]A2E79] in vitro AlFAA S| ZEUEF-S CYP-450(CYP2C19¢}
CYP3A4) Al &aof o3 A= ATh ol2gk Alg@ollA Al W epjzetEe] 5
FTEE CYP3A4E AaletAY fF=atA] &tk IA F vlo]A2E&79] in vitro
Ao A g ZgEVEFS AZFE2ZdY hAS Adfstdon, olnf 1C50
62 uMo| o, o] FE+= AT ALATF 20 mgH 14Y3E HE¢
Hi FFEY 508 o] FEolth ol#3 A A ZeF
2t=3 frAbsith

B) otetAtum= - AZTE A Atel] ofEfAb4EIE2 300 mg/EEWHIE 100 mgt
QW Ze}E40 mg 1¢ 13]) =& SERAUHIE 400 mgd &4 ZE(60 mg 1
A 13])9] HEFAA olgAUYNE =257} AAZF o7 7Has YT ofekAY

N F4E pH o EHolT) o oo WeRo ATHA sigkor) sE =

BAdeld ArIIEe B oF 30 % 3 =
2 %7k FASSith EF o ok} olEdsE, ATEPE BN olF
FEO BF 5k AR Seivh Uk mebd olUF kR of g WET
ofste] §FxMol WY A%, BAUE wUHYs ] AYSHES A}

(6) DAABAA AWAG el zerE PN ARk FEAES 5] 9
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s AAlE Aol RAY AlabAl e} FzAFgo] BEEA AT s

PEA, FARSnIY g S AlaA e o] ofe FAl M8 T3 A5
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AHAl Fof 1A b Fof] BRI B W EFEEFAsHAl 448 %, 6 %

AtE k= vt At

A AolE HHT QRe] dAARAN SAFE YRFoE 4BA A
$EAGo] YT AW Holsh P PHZABUEFS FolA PulZaE
o F57 44T o7 AAD F YA FF AEAUQSH A1 FFEE

§ A8 : 1699 AFF AQANA Bl ZeEUEF 20mgH of
5 5o 3

W FARSA T eh Z e AUCQ‘r H1dTs=E 2442 11 %, 34 %
Rom 14-3|EEAFY Y EZntol (S EZto|le] &4 TiALA) Q]
AUCS H1d8Fseve &5 FAAY ol nls) 27 42 %, 46 % F7H= AT
o] ZtzetEd M-S EFAZHBERZNo| =& FUle YAHeE {9

g Bi, IYdEeksst AT (population pharmacokinetic studies) 2
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11. #8749 5
o] oF= AAY Fo] HESA == stH, HAE ARl A BEIATh

1) ool &£o] ¥R ¢be 3ol Rt

2) T2 §7]o HpFol ¥ 22 Atmdlle] HAY FA FA WA v A
romg o]E Fo|gt}

13. 7€}k

1) v& Z2EFZAAA AL@uZetE)ol sl 2=olA Agd 47t Yelgt

2) & Z2EFPZAAA AGewzetE, dhxgE)d diE] RE ZU|F ATFF
At ZAAAZANA ol 7tEH o= TP TE Bart A o] A=
Enterochromaffin-like M| 3 (ECLA| 22)&] 73 do] B AT

3) TEAY(HAE ATF 25 mg/kgold)ollA AT 2 dFE S0l 713
U= Baurt lom=s AREA 375 92 4.

) Al ©]&3 in vitro 57 SQAWH|AZAA 3k FHAM] FREEdE A
=3

5) TEAFNA TS UEhll= A2 HuHr.

6) T=dd ARNAM S ZHIZUHEFS LD50= 33T FAA Rl A

>
1,000 mg/kg, AENA > 1,300 mg/kg ©IAtt. St ZHSUEF A S o
3 AFFAA AelA > 2,000 mg/kg [AHR BAEH(A, 20 mg/day)e] oF
2,500 ~ 5,0009H], &3 AHFAA whg-2oX > 200 mg/kg, HENA > 150
mg/kg olATh PF-2=o 4 100 mg/kg, AEANA 300 mg/kg, 7NllAl 25 mg/kg
Aol 23] AFE&F FAF I3 F T AFAAAY 93 F FE(Cmax
= 427 ng/mL)®| 8 ~ 374} ©]3dTh

- ez E - FAAFZAA A (PPL, proton pump inhibitor)Z4] H+/K+-ATPase
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2) SFEst/ore s HR

A7E A4 408e ez 3 T wg, I, o3 9 AFelA guze
FUEF/SHFLUEF 10/500mg EF A S ZEUHEF 10mg G294 1€
18], 797 AT 5o A g ZHEUESF] AUCtauss® TdAl oiul 234 ]

a}
L 1.0766°193, 90% A1F TS 1.0212-1.13500.2 A=A =
Hl EghAle] 7)etE #H 8-S 1.26602 90% A FHe

2
u)

o}

A7 A 408HE e s 3 7219 wA, 3, Ak A AdA ez

EF 10/500mg HFA e}t Sl ZHEUEF 10mg TEA 1

13], 743 7 Fo $ 243t integrated gastric acidity 7F4 &&(%)2 hdlZ g}t

YEFH HZgSYHEF TIANA A2 59.63+22.36%,

ow ©dA] wir] EFAS TEE T HIE2 09041019101,
90% A T-7HE 0.8045-1.0159= 2 At

- DMF T&% 3 : 20200210-211-]-557

A 2 A EAeTtEel, FAYE o4k Abmg AHS3Y 226 22F,

3-2%, 4%, 3015
O FAE : tIZHSYHEF
- DMF 553 : 20180502-209-]-146

- Az B aAA - AAAYE AT, SAES ARA Hel ¥ =2 59

14 37t=2A @HFsts 49
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o] o
o HA W

16 FUFAA9NA8 AF A% @A 49

—{o

l‘li‘

o AP

o] o
o HA W

HAEF o) oFF 3% 2 A AF-4190, 2021.06.22.)

18 AEH
7)1& QA F-EA Q A B8 | YROJoREEE
2 2| zman [N A-rEA A FA Yot ESE
44 A= #4 = A5 #E A=
AAYA} | 2021.08.17. | 2021.08.18. 2021.08.17. 2021.08.18. -
17 2021.10.20. |  2021.10.13 2021.10.19
—8_% oéx,l_ . . . . . . . . . - -
13t 2021.11.29. |  2021.11.30 2021.11.29
Z‘j_{r\-oéx]_ . . . . . . . . . - -
2t 2021.12.24. |  2021.12.10 2021.12.22
P 12.24. 12.10. 12.22. _ i
22t 2021.12.24. |  2021.12.28 2021.12.24
Z‘j_{r\-oéx]_ . . . . . . . . . - -
FHZFA g
;Z} 2021.12.30. | 2021.12.28. 2021.12.28. 2021.10.07. -
[EY 1] HAAR-FEAH 2 7| D AU AA 29
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CELENEEY

O HHAFA : oofkFe FE37E - AlaL - AARFAH (AR B3] L ABAZFE 3. Fa8EY A=
2 EE BT ZHTUAHEA)
A5 W 3 7Y
aw =25 ) = 2 - ~ 3 . 4 5 6 g [
R R eREBDREBEBERM 2 n 2 -
ANEAFE OXXAOOOAAAAOOOAAxxOxAAXXXonxoxooi
e T A A A T T A T dololololololol =l Ao - | A ol o A A A <1< <10l <00
2.7k F4do 3% A5 (YE%F) : DMF ARE 4%
g |5 STl B A F Y ARG w5 ekl YA WA b
L ARAAY oA - AR AN BASAG AN sRssttiehs ANsE He] Fo)
S0 ARHE Ao AP AEAEs BAT 5 3o
O A&As 55
1. 719 = 2 9 /AL 33 A5
2 F2AR, B A0 BY AREL B A4
. gAlolekEe] B 4B
1) 9EHE ¥ 1 B3 B3 AR
2) Azl B3 A4S
3) 71& 2 Aol 7iAd A=
4) 71 2 A # AR
5 NEAA #3 A5
6) EZE 9 Aok A B AR
7) 47 B 2ol B2 A2
3. HHA ] A AR
L, A o okFell ek A
1) A712E2ANY =5 SR
6. AP DY AR
7). QAR Eﬂ
7. 91%e] A4UT ol BH AR
8. U FAAIEHS RuAE 2 T3l oFsY S4o #3 As
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EAo] mugt ooz ZA M3 adverse effects)Z HT3. 79 WMIELS F2 gl zetEe] AgE vgd
INPANM BEH class effectZ F FHA U WHEFAZGADANA B Fofo 3t 2L FAHS #F
92 F%e

o URAFEAA #F AR AAHFEH(EHZGS/BATAUER) S S Zg S A& S tiAE] A%
A0 BAFAUEES H7 ’5‘}0:] gh Z et o]l 48 w7hA 4k F3eta ff4te] 93t o~ w et
9 Z3E WA A MNEE AAEA, AT ALANA AFoF B oo zetE)e T3] 3 ow
B Fof A of5ehz|/ ok etz Hrtd i dAekeAY 18s A=

- A7 49 408 S oo E g FAS] W, I, WHEREA, wal QA FEA g ZaE/ @A AUE
F 79 9 7

EAqA g ZetE2 Cmaxss$t AUCtaussE F w3t oA zbol gk AFA/T/R)G ©]

90% AlFFHE Hrtd AP, Cmaxsst 12660 (1.0897-14708), AUCtausst 1.0766 (1.0212-1.1350)=
AUCtauss= thZ2%FH 5 W9 WA oY Cmaxsse 55 W A3 7S o4 o

- olgE 7Y HIE Eo & 7] X‘]i] thH] 24A17F integrated gastric acidity 7H4 #&E W¥Es Fgsa ¢
of Algef gtz 27} 59.63%, 6314%E WERS oW F 13t ZlstEa it 0% AT 09041
(0. 04510159)§ Sads %Elf& AolE HolA egkomz Agefd tlxod AT sl FAHH

[otof U & o]

AUC,, Area Undef The Plasma Concentration Curve-Time Curve at Steady-State
For A Dosing Interval

CI Confidence Interval

Crax Maximum Observed Concentration After The 1% Dose

Cax.ss Maximum Observed Concentration at steady state

PPI Proton-Pump Inhibitors

Toax Time of Cuax Over The Time Span Specified

Thax.ss Time of Cuax Over The Time at Steady State

1718 EE UA % HLHA BE KE

11 AEAHRE
o AFH : A 10/5002 2] 1
- FAL S ZgESYEE, ST AUEF
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21. 959 %F(Drug substance)

211 WA R
Z: | ZZtZUEF (Rabeprazole Sodium)

o

Auka: sodium;2-[[4-(3-methoxypropoxy)-3-methylpyridin-2-ylJmethylsulfinyl]benzimidazol-1-ide
e A4 C18H20N3NaO3S (381.43 g/mol)

o HA: 4L UEF (Sodium bicarbonate)
W sodium;hydrogen carbonate
2]

: NaHCO3 (84.01 g/mol)
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A F T 45E 3 WE A
* EFAE kAR, FARA Y, SI2EWIAIE, A3 EAY
* BN HAETEAY, 959 YAEANF T
3. et Mol T Xt=
31 45 F ARBA
o IUF
32, SAI G efF] A
NEEF Ngzd L1 ge /A A3
A7V HEND 25T /60% RH o 25}
71448 40C/75% RH HDPE 3, PP 3 &k
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4243 FRAAZLAY D 27 SAE AT 8

4244, 287 5EANE 9L 7EF (Ao &7
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53. Ak AP (Ee GAA G )

o HATH
54. F5 - BZ - A W do] #F XY
o gle.
541 F4(CTD 4222) (Ao a2
oSl g8
542 BE(CTD 4223) (Ao a2
oSG g
543. TIAHCTD 4224) (Aok 3=
oSG e
544, H)A(CTD 4225) (Ao a2
oSG e
55. ¢glo ti@ AAA oA
o AHEZE PASFEUEFS WAeke] B ZetEe] §59 WA A4S FAFIL Sk o el zetEo)
CEEN LI E
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ANE | A i [ F98%F| Fo = .
A W) | 23 gzl s | 9w | )7 B e A3}
%l’%%ﬂ*l"ﬁ
A7 A ALAE dde = YPI 011 2 Rabeprazole @Al A7 £ Ao gtz ofestz £4 d
?Hj*é% Hlﬂé}ﬂ %%L ”’if%ﬂﬁxé , 3, BEEES | waAdA, Al 1 AAAE [YJ26-101]
* YPI-011: 2pwlze}& TA2UEEF 10/500mg
1% 2R E A, *7H, %Er@l A KFFED> k53>
o7 A @3] 9 RHERE Al le T3] F o
oA G A} 44 g4 F =gt - =S Cmax, Tmax, T1/2, CL/F, Vd/F,
= 5= AUCtau
oS oY - B3R
- 1¥ 13 AFEA Cmax, AUCt Nl EE
- T8, 74 HlE R - HFE 2o Al - gl =& AUCtau,ss, Cmin,ss, Cmax,ss,
- Fofr] 14¥ o)A Cmax,ss, Tmax,ss, t1/2,ss, CLss/F, Vd,ss/F
- Algek YPI-011 10/500mg AUCtau,ss
- gz g =ZE 10mg < sk
Ela= 1y - 71A A givl B s FAEE(%)
integrated ~ gastric
acidity #4 &% [KHHA>
- oS T
A
oS T
641 ABT AR(F/EE BAAAY FEFAFEKF A A (Aeke o9)
ST e
64.2. WA AR thdt PK (At 62
ST e
64.3. 9U4 AR W PK (At 52
ST e
644. AT FFIANY (2l 513

o3 Rl

64.5. FHFAY(PD) (A 313
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6.62. ICH E5 £& Dol w& %&9 #+4 387t

o3 Bl

6.6.3. 7t A &5 7}

o3 gl

664. 7FTH7I U AN

67. Ao TE AR

o ARFE(EZHE/BAFLIER) S Sl ZE FEIHS YA AP BHOE BUFAIEFS H

7bete] el ZetEo] g w7hA] kS S8t 914kl o3 ol 2emekEe FE WAE
H AAZAM, 377 AL oA ARef 9 i zok(ei zeE) S
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o AT A 408 toR & TR WA, 3, WHEEY,
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2 A P ZehE/ S EUES 7
A Al @ AFART/R)T ol 0% Az

T W7k A7, Cmaxsst 1.2660 (1.0897-1.4708), AUCtauss= 1.0766 (1.0212-1.1350)% AUCtau,ss= tH32F

I3 55 B9 WHoY Cmaxsse= 55 B A% 7|58 Ui Hlojd

o o} 79 HHE Fo] & 7] thH] 24A7 integrated gastric acidity 74 E&E HEE YA gitol
o

N 2 otz 27t 59.63%, 63.14%2 JERgow T g 7S W% 90% A= 0.9041
(0.8045-1.0159) 2 T3+ Fold zto]& HolA| fgkomz Aok thxofs} Y=o Fdste thel FARE A
A-frane] ol& Zog ddd

8. I FAIMI Z2te| HlnHE R Gl 2ftEFS2| Mol &F A=

o g EAI0EE TW T FHIIAE) B uE A=

_24_



