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W EE20kg EOGRKROWNRIZIZZ Y AT TV — e L
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T, BEMETRWZ LR L TR TDH 2L,
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o Cax Tax AUC T2
BoR (ng/mL) (hr) (ng * hr/mL) (hl/r)
10mg 375.5 1. 00-5. 00 824. 82 1. 169
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10kgBLE110mg | 9|1y | (Logs.00) | (azew) 9| o, 189
20kg A B B o -
tome | 10| 5% 152 995 0.97
m
I~1gg | (110.4%) | (0.92-6.00) | (78.3%) © | =0. 559
20kgbll| || 1007 47 3454 1.08
m,
€ (41.5%) | (093152 | (50.9%) | =0.44
311 1.57 618 1.37
10mg | 9
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c) P EAEAEFZE d) n=7 e) n=9
16. 1. 4 E£YFHNRSFHEFER

(=Y AT 5 — ) H TE20mg [HHK])

TV ATl A 20mg THM] ERF T LT
20mg% 7 B A — N—JEIZ LV ZENENIA T 'L (VAT
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A7 2ng T +322.2 +174.949 | +0.96 | +0.18
b AN 661. 2 470. 598 2.01 0.85
17 )120mg +348.8 +206. 664 +0.91 +0.21
(Mean=S.D.)
(ng/mL)
500 —@— IVATSY— LA Tt IL20mel B HK]
—-O— RF I LHTEIL20me
Mean+=S.D., n=76
400
I
%
th
T 300
A
4
A
‘Ij 200
L
]:E
> 100

EH5 % ORI
MRS OmIEh T Y 27T — VR

[X16-1
() B&kES
#16-5 BB G OEMBHE T A —H

T A —X BBIRT A—H
AUCo-12 Crax Thax Tise
(ng * hr/mL) (ng/mL) (hr) (hr)
TYAT T =N 553.3 391. 884 4.52 0. 81
h 7w 20mg [HH] +306. 2 +170. 951 +0. 66 +0. 22
XX VT A 559.0 393. 107 4. 62 0. 80
1 71 20mg +315.5 +170. 755 +0.93 +0.18
(Mean=S.D.)
(ng/mL)
500 - —O— IUATSY—ILhT 2L 20mel EH
O RF Y LAT )L 20mg
Mean=#S8.D., n=100
i 400 +
3=
T
S 300 |
A
Z
Z
‘|/ 200
L
=
100
00 L __—
0 2 4 6 8 10 12
5% OBEhr)

X162 BHFLGOMPEFT Y AT T —LjEE
M AE R FE A OUZAUC, Chax 20D /8T A —Z 13, #BRE OFRIN
PRI OERIEEL - BFE S ORBREMHIC L - TR 2 AREMEN H
b
1) homo EM : CYP2C19*1/*1
hetero EM : CYP2C19*1/*2 X 1%CYP2C19%1/*3
PM : CYP2C19%2/%2, CYP2C19*2/*3 X (XCYP2C19%3/%3
16.3 97
16.3. 1 MPFAKES
TV AT T = (FINPRSE : 230%20umol /L) Dt I EE
M= (in vitro) 1397% Tdh -~ 7=,

16. 4
in vitro FFAEIEEBR OFEE NS,  Fua xRk, 5-0-i X F
JARDAERZIZIZCYP2C19, AL IR AR D A BRI IFCYP3A4 23 B 5-
L. INB3EORFY~ONRH 7 VT 7 v ZZABRETHD
LHESNTNWEY, =Y AT TV —Din vitro IFRFHTE
WT, B R Xkl O6-0-BAFVIEDERICEST 5
CYP2C19D %53 (RV#lEA 2 V7 > A : CLind) 1X73%TH -
729, SMEADOT — & TlE, BERRACUCHE#R= Y A ST —
NEHERR O EE Uiz & & MmsEh o BREIE A VR AR K
Qe FexifhkTh-o729, [9.3, 10. BH]
16.5 HEt
SNEADOT — 4 Tlx, Ul Y A 7T Y — L ZHEk O &5
L7 b &, W5 METHEDHKI95% 348 HE ] &£ TR L O IC
Pt & 4u, R AR & PRI O ISR 1 TH - 729,
16.6 HEDEREETHEE
16. 6. 1 SEE
HNEANDTF —F TiE, =V AT TV — L EGRRE I
HiE5HHXEROEE L s &, &55H H DAUCK UChaxld
B OFE ML H BRE W TERE L0 @B E R L, 80T
SO (fEREEln R EE) 135 2 1. 25 (95%(F X
M :0.94-1.67), 1.18 ([ :0.91-1.52) ThH 7",
16.6.2 FrigeEpEE RS
SEANDT —F Tld, = AT TV — L& TR ERE I
A1ES A B RER ARG Lz s &, AUC. 1, FFEREIK T o/
JEfEVE E R E W E R IS I O RS RERE E R TIE
2.3 @<L BRE~RRREOF#REE RS THEDOkITL. 4~
1.8 TH o728,
16. 7 EWMHEEER
16.7.1 S7ENL, Jz=bA2ORIEITILTFY Y
FEHFRCYP2C1I9K ' "IF 7 v Y — L& HWD in vitro iRBR
IZBWTZ Y AT TV — LECYP2C19DIEMEZ L E L7~ (Ki
B : 7.9% 8. 6uM) 7%, CYP2A6. CYP1A2, CYP2D6, CYP2E1.
CYP2C9 } RCYP3AADTEMEIZ DUV TIEFHE L 22 W o3 72 BHAE
ER &R LD 10
NEANDOT—FTiX, VTENRSL, To= I INLT 7
Yy (R-UNT77 U Y) (Lhk, CYP2C1I9DIE) Ly A 7T
VA OUFHICLEY ., PTENRA, Tx= R~ L OAUCIEEN
Fh81%, 13%H kL. R-UL 77 U romiEd hT 7T
13% &L=, [10. 28]
16. 7.2 20D EEH|
TVRAST— NI F Y AL VBT EXF VY UK
fmoftRicLy, 77020, v EORTEF VU K
T OMEEPEEICHE L hotzi, 7T 2a<A D
LN ARBRLARE OAUC ITIE R LT, £/, =Y AT T —1
DOAUC ATFEGFABE DR 2fE IR LIz, F= 10 57 n
XL, mXxyFa T F R TAY TR LD
VAT — VO T EERIIRD b enoiz,
16.8 =itk
(=Y AT T =)L H T/ 10mg [HHK])
TYRAS T = TN 0mg T 13, TEENERDR
M BT RAF O A AR SRR T A RT 4 v ILikS&, =
VAT T = H TN 20mg [HbR) ZREHERRIE Uiz & X
RS E | AWERNICRS LR ShiY,

17. BRERREAR
1.1 BERUREHICET 58
GEFRERER)
17.1.1 EREI 118588 (BA)
WM RERE MR L L T EEREERBR I, AT
V= 20mg, TV AT TV —120mg XIiT40mg) 1 A 1[A]H K8HE
MG &, BE58HEFOZTNENOERE [95%EHEXM] 1X
87.4% (166/190f%1) [81.9%, 91.4%]. 87.3% (165/189f)
[81.8%, 91.3%] K1r90.0% (171/190%1) [84.9%. 93.5%] T
HY, ARAT T —=N20mgllkT DY AT T —L20mg N
40mg DIELPENRFEH LI TN D,
BIVERRBEE X, =Y A7 T —)120mghETT7. 9% (15/189
B) Thote, ERFEWERIZTHE2E (1.1%)., 77=r 73
J NZ AT = 7 —BmE (1.1%) EROm$ 7 v7F ok
ARFF—BHMm2f (1. 1%) Th-o7-19,



17.1.2 EAREI1#ER8% (RA)
WPERIE R ORI EE 238 & L —EEREEREBRICB W
T, AAT TV = imgl g L=y 275 ' — L 10mg KT

20mg D1 H 1[R12438 [E 4% 5-HF 12 33 1T 2 i it £ 18 25 O R Il %h
ERBEDOLNTND,
#17-1 HREEEROIEFIHE
TYIAT TS =V ZIRAT TS =)V | AT T —)u
20mg (1884 10mg (188f3) 10mg (18714)
BRI 1441 2244 31451
D)
%iiigi;;gi) 92. 0% 87. 5% 82. %
o 88. 0~96. 0% 82. 7~92. 4% 77.2~88. 3%
[oswEg] | - ot WL H
0.62 [0.32~1.21]
MANF— R (=Y ATTF Y =N 20nghkvs ™ Y A 7T —)L10nghE)
[95%(F 45 X i ] 0.43 [0.23~0.80]
(=Y AT T —=N20mghtvs A A 77V — L 10mght)
p=0. 158
(=Y ATT Y =N 20nghtvs ™Y A7 =)L 10ngh¥)
pfiEb)
p=0. 007
(=Y AT T —=N20mghtvsA A 7T — /L 10mght)

a) Kaplan-MeieriiiZ L A H#EE

b) Log-rankfiiE, AEKAE MHI5%,
RE DL BEEOFHEE

BIERSEBMERE X, =Y A 75 Y —/L20mglET9. 0% (17/188
Bl) RO Y AF 5 — )L 10mghET8. 0% (15/1884]) TdH -
7o EREWERIZ= Y A 7T Y —N20mglETIF 27 LT F R
AR FF—HEM2f (1.1%) ThHH, =/ AF 7Y —/10mg
BEC RG] (1.1%) ROULFZ L7 F kR AR T —EHm2
Bl (1.1%) ToH-o7z19. 17,

(FERTO4 FHEHAESE (NSAID) BEBICEITZBEEEXIE

+ZH=EESOBRIG)

17.1.3 EREI 8RR (RA)

HLMIB S OBEE 2 3 2 NSAIDAkRE IR AR H 2 kg L Lz
EEREERBRICBNTT Y A 75— 120mg? 1 H 1[8]12438 [#]

Hochberg® J7iEIZ & 5

B BB 5 HIEE T+ RIS O E R IMEI B3GR
bNTW5D,
F17-2  {HALMEEE O IERIESE
TYATTY—N20mg (17361) | TR (1684i)
FEIEIER 645l 5645
&?é?;;if@ 96. 0% 64. 4%
OB X R [92.8~99. 1%] [56. 8~71.9%]
NP F
e 0.09 [0.04~0.20]
pfiE® p<0. 001
a) Kaplan-MeierikIZ X AHEE b) Log-rankiiiE. A E/KUE
W1 5%

BUWERRBMEIZ, =Y A 75 Y — 1 20mghET13. 9% (24/173
) Thot, EREIEMRIZ EMEEHRE2E (1.2%) . FH24l
(1.2%) . fEER2H] (1.2%) . mErM:2f] (1.2%) K ORFHERE R w2
B (1.2%) ThH-o7=19,

17.1. 4 EREHFEEER (RA)
7‘%11[:%?%%%@%@?%ﬁa“éNSAIDﬁsHﬁfﬁH&)ﬂ%#ﬁ‘%ﬂ%&& L=
VAT T —)20mg®D 1 H 1A521H M # 5-REZ 31 5 B iEE T
+ TR ER O JERIE R iMT@&iﬂf&;é

F17-3  {HALMEEE O IERIE R
B 52M%IHIER (Kaplan-Meierik)

TY AT TV =V 20mght (130f51) 95. 9%

BIVERRBMEIL, =Y XA 7T Y — 1 20mghET16. 9% (22/130
) Thotz, ERBWERIZHEKE2E (1.5%) ., y—27 L4 2
/w?/x7:3ﬁt“tﬁﬁbu2fﬂ (1.5%), FEy@26 (1.5%) KO
FFHERERF 2051 (1.5%) Tdh-7219,

(BRE7REY UEBEBICET2BEBXETEHEESEOHE

FEHNHD

17.1.5 ZO7HRAEBEHER (BRA)

LB OMEE2 AT 2EHAET A€ ) > (81~324mg) ik
RAEE (BAARANBEGT) 25 L Lic7 V7 HFRFEITL
W%ﬁﬁﬁ@ﬁ%%ﬂﬁ%ﬁéﬁ%ﬁ%wf\IV%??7~
JL20mgo>1 B 1[m14838 [ #% 5-RFIZ 5 1F 2 B IEE 33+ R IHES
OB ENBOOENT NS, S5, PRI, —
/%77/~wﬁ®%%%®ﬁ&5#%ﬁéh\I7%7?
Y — L 20mg % 1 H 1Al B 72 M G- Rz B\ T, & 572 % D
FEFHIEFRIL96. 4% Th o7z, ok, ARBRIZBW Ty 27
TV =B TIRRBEE IS T s v — R EJFH LT
W,

F1T-4  THALIEIEE O IERIE =R
TYRAT TV =N2mg (1821) | 77 &R (1824)

FEAE K 243 22451
i 5. 1.2
(96 65%(Z I 1] [95. 7~100%] [72.7~89. 7%]

NF—FH
[96. 65%(% A< 4] 0.09 10.02~0.41]

pfiE? p<0. 001

a) Kaplan-Meier{EIZ L D2HEE b) Log—rankfiiiE. A E/KYE
{13 35%
T AT T — L 20mg % GFIER2 1451 F 3161 (14. 5%) OEIVEA
75‘?& SNTW5B, EREIERIZ. TH261 (0.9%) . OV AME
Ko (0.9%) . MEEERE 26 (0.9%) . BARY — 724
(O. 9%) . &2l (0.9%) %?T&)of‘”) 20
(BEB. +—HERAS. ES. SFUb/u'I!{EEiEﬁfﬁf.
$E. Zollinger- Elllsnnﬁﬁiﬁf;blﬂ(- BE. T-ERES.
BMALTY V&, BtEm/MMREmo g%, BHEEICHT S
NEFEARKRE. NJans 48— - EOYBEBRIZETIA
Yyanya—- 0 OBREOHE
FE NI 38\ Tk AT 2 00 Ji B Bk 24 oD B4 FH 5 LA 708 B ke &
D RER A FEM L TR,
(BES. +tKBES. MEES. FULAMBRETR
fE. HRERER. X[thlllnger EllisonfiEfREE)

*17.1.6 EREI/I1EHE (HREGNMR)

BiEG. + RBEE. WEEHEE. EOL AME/ENT
SE. WiFMEAIE K., XitZollinger-EllisonJEEREAZ /T 5 X
EETD5VDH DH1~145E DO BRELH 2 x4 & LIZIEE Mt
BrClE. KT 10kglL F20kgAi (10 [(HH1FE]) lcm Y AT 5
YV —L1[E10mg %, 20kgll LIC1[E10mg (1~114% 100 [E52RE],
12~145% 106 [BEARE]) Xix1[E20mg (1~115% 1061 [ZE3%E],
12~145% 1001 [4558E]) Z1H 1A ASHEMKR S Lz, #&%5
FEO EEEZHER (B0, FER. O, KO EEEAR

PR 1d, BERNTERZAE L TV BED40%LL EoEIE T
MR L, £, BERICABRSINFMAER TEBED S
HIFBLZAIAT B 23580 H 2361 R TIZ B W TR 5% ISP A
PR LT,
F17-5 IR OV OFRER R
B5RE | BLEE HoRE IRt ARt HEoRE
(E5hE) | (1of) (10%1) (1041) (10451) (10451)
sstin 1Pl b 1~115% 12~145%
10kglh oL
RE 20kg it 20kgbh -
B5E | lomg lomg | 20mg | 1omg | 20mg
Kaplan-MeieriE|Z & 2 fof& i i oD BRI e R
fla<>iF | 100% () | 66.7% (3(1) | 100% (16) | 50% (2f) | 75% (445i)
FlE | 75% (4f) | 100% (31) | 80% (5f) | 50% (4f) | 100% (4f51)
DT | 100% () | 50% (6f1) | 100% (64) | 40% (54) | 57.1% (74)
LAY | 100% (361) | 66.7% (6%1) | 100% (4f) | 60% (5) | 50% (64)
() BEERNTERZAH LTk

1~ 14% D BESOF 261 (4.0%) OBMERANHRESHTND
ZOWNERIE, TR ONERE, SRl mEE RS 161 (2. 0%) T
HotY,



18. xR
18.1 {EFF

HBEHINL O MM EIAFAE T D S2 A AR~ B RS 0 i &
MATDHZ LIk, HEEMENICENT— %@%ﬁ“wﬁm
NBED, ZORIGORMKBTETIL, BRI SH % i
L, ROVICKZRV AT 1 bR 7 E MR D BESR HME)
WTW5, ZYRATITY—E, Z07a bRy ToME E
TS 2 Sk > T, HEROWE TG 52,
x18.2 £ FTOEA
18.2.1 BAMHIZRIZTEE
EFRERAICIBWT, =Y A7 TV —)L10ng, 20mgfK M40mg#t 5-
(2 &0 24BERI IS E NpHAM L E AR TR 0B &1L, hnE
48 +£23%, 62+ 14%M% 68 +E8%TdH - 729,
INBEBEFESFNZBWT, =Y A7 TV — /L 10mg M 20mg#% 5-12
XV 12EE R IS B NpHAN4LL b &2 R o BIA X, 51. 2%~
98. 3% ThH -7z,
18. 3 JEEREREAERIC (B /ERA
18.3.1 A bR THEER

X EREE RO T e h R T (1,
PR 2R L2,
18.3.2 BEs IFI{ER
HifE Y X FHERICER
7;:25) .
%E?yh&@%ﬂwmmpmm4; BT, IR
STz HEE WA KT L IR 2 78 L7220, 20

BN UIOFEEs)5 %) T%él/%77/~wﬁ T IRTHDHA
AT T = DO—FORFEMEE (SIK) THD,

19. BRSBTS BIEFMER

K*-ATPase) (ZxI L T

1% B ERPEAT K L CTIfE 2R L

AL

— L =Y AT T~ T RxT Ak (Esomeprazole
Magnesium Hydrate)

{b54 : Bis{5-methoxy-2-[ (S )-(4-methoxy-3, 5-
dimethylpyridin—2-yl)methanesulfinyl]-1/4-
benzimidazol-1-yl}monomagnesium trihydrate

313 1 CaaHaeMgNe06S2 + 3Ho0

yf-H 767,17

PER BB~ TWRAXIE I 9T WEHAOKR KR TH
b
AH =)V 7 —v (99.5) IZEEITRT <, K
Tz 0y,

LS

HsC
\
OQN CHs
“F;L\S/’ ;O O CHs | Mg?*+3H20
[l
(0] N _~
CHs
L 12
1. RBEH
EIRGM Y A7 EHHEBEZREO L, BWUICERT &,
2. @ %

(TYATSI=LATEIL10mg T&HHI)

1007 7% [104 7&/A (PTP) X10. #IEFIAY ]
1400 7&/v [140 7k (PTP) X 10, HZIEAIAD ]
3004 v D, /NT | HRAIAY ]
(IYATS)—=ILATEIN10mg THHI)

1004 7w [105 7L (PTP) X10, BZEHIAY ]
1408 7& L (145 7&/ (PTP) X 10, WIEAIAD ]
300 v [, /N7, HLEEAIAY ]

*23. FEXH

D) ENE IHKEESRR (¥ UL 70 201147
FGE, HEARMEE2.7.2.2, 2.7.6.2)

2) DOGIHK MR O (HARN) (RFv 7 AL T /L 20114F
THIRAR, HiEgrHiE2. 7.2.3)

3) BANNBEREICBITZE 1 /IERER (XX UL 7%
»MMﬁ%%ﬁ\@ 201841 H 19 H AR, WiEE R
2.7.6.2)

4) Fa—VUr U AT ¢ AHENSHANEE

T RAT T =)V T 10mg T[] « 20mg T4 @
LEW I RS MR BRI B 2 R
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. HEEEREMEEE2.6.2. 1)

23) f%m%(u/\ f - EEPREESE. 2011, 27(10), 735-746

24) UHXH, K-ATPaselZxtd B1EH (RXT ULl FENL :
201 14RT A1 HIKGR, HFEERMESE2. 6. 2. 2)

25) HEEy X HIERICBTAER (¥ v ah 7R 2011
HETHTHEGE, WA RMEE2. 6. 2. 2)

26) BET > MIBITLHEHR (XX U LB 7B 20114ETH
HKGE. HEEEEMEZ2. 6.2.2)

27) Heidenhain PouchA X (BT HIEH (RX> T LI TN :

201 14RT H 1 H KGR, HFEERMBEEE2. 6. 2. 2)
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26. BERFTEES
26. 1 BERRSET
Fa—U U AT ¢ FREREAH

B L R R A T - 8857
26. 2 BR5ET

A RELER RS AT

BRCHR T XA B A DU T B 63 i
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