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2) dlzem ZetES CYP2C197 CYP3A4el 23l tiAtEth I8]al o ~ew ZeE
2 o] ¢Fo] F UIAE Al CYP2C19S Attt HolAlF, Alg=2 2y, ojm gy,
Fzrzeprl, HYES], ¢k=ExY 53 o] CYP2C199l o3l tiAtE = =3t W
A ol FEY EF =V SUHE F UoBEE olE FEo el Bod
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A% A 4a78= ez 3 729 WA, 3, HEF
Nz ZetE/F4kst v E 20/350mg HHAl ek o 2~
19 18], 79 AT Fo A d2=emzetEe] AUCtau?
TZH2 0.9231(0.8596-0.9912) 0. 2 2= S
E3 oaewzetE/aksri vl 20/350mgEHAIS ol 2 ZEHE 20mg
A 1€ 18], 74 AT T F, 71AA ] 2440 T A= (integrated  gastric
acidity) 71:}'./3\_5‘%(%)19_‘ Nz ZetE /oSt v g B @A 9 ol xemzeE o
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1) ooz En v s4T3&
O A ZY : Lee Pharma Limited

O &AA : Sy.No. 10/G-1, Gaddapotharam Village, Jinnaram Mandal, Medak

District, Telangana, India

O DMF &5&WH3S : 20170727-127-H-316-26(1)
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o SAANF BF AZEAE W) ¢ JFFe] FEFRITAAIA (A FA ) AwBEA4TA ZAG ] EF
Aol 23 =E fHER SANPS AAste Zo] Forsinta gHd wet Y AEARE ud_xﬂl'%k

(2o ZehErt v g/ A )2 2o ZetE | %

Aty A EHes Fistuavge Hriete dzenzetEe] F4E YA s zi}—s}ﬂ 94kl

e WA Sl AgE AAZA, 3BT AN Ao 8o

of Al FFeHA /A Hrte] gk A 18 AST

- A A 78S R & FAY wA, S, WERY, 1 YFAFAA Ao e/ fasinta

g 20/350mg E&HASH oW ZetE 20mg TEA 1Y 13, 74 AT Fo A £43 A3, 2oz
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23 FAsT I g0l BHE Qe BRoKElLoM ZAE UMY WaA FEIFHOR WE F4 ¥

- ob&d 79 WHE Fo T 7]AA] thH] 24A17) integrated gastric acidity?4A EE&E HEE FHEH Fol
0.9380 (0.8732 - 1.0076)°. S N9l08125ME BRE o], AHoke thxok} YA E A

Z
S|
sl AR FAA-FEAC] e HoE Auy

ot
2

[otof 2 Fel]

ADR Adverse Drug Reaction

AE Adverse Event

AUC,, Area Under The Plasma Concentration Curve-Time Curve Over The
Dosing Interval After Dose (0-24hours)

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

CI Confidence Interval

Crax Maximum Observed Concentration After The 1% Dose

Crnax.ss Maximum Observed Concentration at steady state

GERD GastroEsophageal Reflux Disease

PPI Proton—Pump Inhibitors

SAE Serious adverse event

SOP Standard Operating Procedure

TEAE Treatment Emergent Adverse Event

T max Time of Chux Over The Time Span Specified

Thax.ss Time of Chux Over The Time at Steady State
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o AEH : oaMESZY2A 20/3500 8 1Y
- FARAE  dzevzgEuadsaastE, Fakste s
o 2| Zgo] WE 7 (Pharmacological class) : 232 2344 A &4
o oFEAE 1A
- daemzeE ¢ AP ZIA A (Proton Pump Inhibitor) 24 H+/K+-ATPaseS AA3le] H4HEHIE 94|
- Fselad g kR dE g FEEA AR FIAA AU AEE TaAT

ARAR] FA g I gS ol &ste] 9 UF pHE FSAA, ol ofh o 2o m e} E(PPI)o] oA £3)
HA & FrEA st FEAS AT

4>
>~

12. 71 & /A
o FEAEY NZE 2A(TYA-EFA)E AdE AF.

ARFEE drevzetEs Thate JkFo, FU 7187t olgo] Y& ‘@xot2E Azt YA EH
(el =em Z2kEy (2000.10.19. 317H8H ALHAQ] Fatstntavlge FAROE sk A2 249 HdAY.
NAEFES AA asade “HE 9FA®e A2, A4 Ad AdAE dFeE HIP2105%

S4< vusty] A4 TR, g, w5 Fo,

13. 4% 453 /M8 & X8y
o A4 ALF : AAEYFAHGERD) 2 thE e Bd HFwA 23
o Agto] Oig WA : AAE dFRATL 9 W20 HER dRst s HuEds S4E DI
HEEel HEqRe A= HEofol 24

Qoluf 2848F 5 T Atk A=t 9 Aol B
o

14, NAFESY AHd 8% AN AA
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