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F 720 ARHOEEESWIIEIEIIC L 0 . BEHISER WL % i
RIHHT 52 L0 b,

10.1 HARRURALIEVCT L)
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EAWEBL T nZ LR iERT A 2 L 2B, AHI1A20mg
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1 EXFEIER
A0 Yav o BEHERH), PFHI745FY—CGEEAN)
1.2 GRIEBRREAN CRHEEANE) . SRFERIERAE (B AH) . MIVR
WA (0. 19%F0) « AR G5 EARH)
11.1.3 BIERFR CHERH) . FFEEEREE (0. 1~5%Ai) . &IEB
(BHEA)
11.1.4 REEMAR (0. 1%Ki)
FEE WMk, IR, e oS (18525 SEANRO NG A
1Zid, R I XSO E T L L. AFIOFxG- 2 HIkT
Ll BB EAVE CH ORGSO MEZ(T) Tk,
11.1.5 REREE HERH)
v 35 1 5% Bz 458 58 @l f% JiE (Toxic Epidermal Necrolysis:TEN) .
R J& RE IR AE 3 B (Stevens—JohnsondEMEHE) . ZIALIESE A D
S5bNDLZENRD 5,
11.1.6 SUBES CHEAY) . MEMHEBR HERH)
BOBEBEME (BUN, 2 L7 F = V5 IIEET L 2 &,
11.1.7 &7 MU D LINAE GEEEARH)
11.1.8 1ERUBARIARAE (O A H)
WA, B CKER, M RRM I+ oy bq%
F e 3 2R RREDR D S b b 2 DD b,
11.1.9 $1HEE GHEARH)
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14.1 FERIZAFOER

14.1.1 PTPAEOHEHKIIPTPY — M50 ) L TR 5 &
IFEFTH I L, PTPY — FORRERIZE D . WA EE
HiBEARIA L, FI2Idgflz B2 L CHEBIR £S5 0T E 2 46k
EERT LI ED DD,

14.1.2 RHNEGESFETH ) . RAICH 2o TE, BAZD .,
WD, OALETEIHIERETLI L,
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15.1 RERERICE DK Bk

15.1.1 AF O BEMHLEFICEEDO TR — 72 B o7z & s
Wb

15.1.2 A B 2 EEOBIZE T, 7oty Ry Ffreye
¥ =2 L BHEIC B CTHFMBRIE L) RS, FRIEE
. FHEEIRO) A7 BINA S SN Cn b, FRZ, mHRRD
FIIM (ELLR) OB 2 7288 T, 3o 27288 72,

15.1.3 MAMI BT 2 FICAREEEZ IR E L - EEOBENE
T, 7O bRy TA ey —%2HKG5 LEE BT
AMYTHI A T AT AN K DB ) A 7 BENASER
EHENTWDS,

15.2 JEERARAERICE D < fBHR

15.2.1 J v MIbmg/kgbh B & 24 BRI S L -3 BRIC B
WC, MECBIZH VT /A FOBENRARLNT: L OHEDND D,

15.2.2 B FEER (T v M RO 5-25mg/kgbh 1) THURMRH 2 &
QI A 0 X Y OBMPHREI N WL T, HfIZH
7o o TIEHIRBEARRE IR T %,
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16.1 MR

16.1.1 MR AT T-1220me % A A F 3L BRI I3% S L O B
TSR L =SB/ S 5 2 — & OTfE % F157 0, [16.2. 158

SRR O A PR BIRE X T A — %

Chnax tmax AUC
ru ks s
el aeth (ng/mL) (hr) (ng-hr/mL)
M 437 %237 3.6%0.9 937+617
s 453+138 5.3%x1.4 901 544

(Mean*S.D., n=12)
F 7o, BEBRAST125mg. 10mg. 20mg# i T CREXRG L 72k
(%550 ) OEYEEE T A —F IZLUTOEB) THBHY,
BN 712 B 2 AEH S (5mg. 10mg. 20mg) DILEH T X7 T —
VI P AOIEYEE ST XA —F

e . max max AUC o+ 12
Pl | R (ng/mL) (thr) (ng 'Iflg/(;nUL) (thr)
5meg EM* 146+ 56 3.0(2.0-4.5) 236+ 97 1.8%£0.9
PM* 252+ 55 2.5(1.5-5.5) 585 +137 4.2%0.5
10mg EM>< 383+ 83 3.3(2.0-5.0) 539 =200 1.5+0.4
PM* 509+ 64 2.8(2.0-4.5) 1230 £ 200 3.8%+0.3
20mg EM* 654 + 348 4.0(2.5-8.0) 994 £477 2.3x1.4
PM* 822+232 3.3(3.0-6.0) 2331 £663 3.7%0.3

(Mean £8S. D, tmaxldMedian (Min-Max), EM n=16, PM n=8)

MIFCHEER T b 2 0 — 4P450 2C19(CYP2C19) BRI, Fridtfz TRl L ) /8 s

na,

EM (extensive metabolizer):CYP2C19*1/*1, CYP2C19*1/*231ZCYP2C19*1/*3

PM (poor metabolizer):CYP2C19*2/*2, CYP2C19*2/*331ZCYP2C19*3/*3
16.1.2 EMFHIEIEF MR

7 X7 7= )VNagg20mg[ 7 A J &3 v b §E20mg % RS

FRENZNIEE(TART TV =) b 74k L C20mg) 225 I H.[A]
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Too BN YERE/XT X — % (AUC, Cmax) |2 DV CHEFHFENT &

1To 72065, WAl &S0 S iR S iz,
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Cmax Tmax Tz AUCo-10nr
(ng/mL) (hr) (hr) (ng-hr/mL)
7 N7 — )V Na$iE p . -
20mel 7 1 ] 618 +233 4.0+1.0 1.0£0.2 1255+759
/X1) Ty b §E20mg 628 =290 3.7+0.9 1.0+0.3 1193 +667
(Mean+S.D.)
800 —e— 575V — L NafE20mg[H 7 1 ]

IfiL ---0--- N Ty S E20mg

Z?f Mean=S. D. (n=23)
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(ng/mL)
0 & ey T
1 2253354455556 8 10
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MAEHEE 7 & OIZAUC, CmaxD /89 X — ¥ 13, B o@iR,
WOBRIUAIEL - B O RBRE I X > TR 2 WHEND D %,
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16.2.1 REDOXE

TEHE R AT 712 20mg % fi A T U A BICR O S L2k, AR5 T
FAE A TG U tnad] . TR LR IE S 2 & & O ISR A 2 ATFR
HHENTWVEY[16.1.15H]

16.4 {34

R AT F1210mg. 20mg % #1135 L - BE o4 rh o s, =
WCIEBERM R RICBC L VAR L2 F A =T VR TH o720 2D
il A b 2 1 — AP450 2C19(CYP2C19) A3 5-3 5 i £ 7

&

WALSUGIZ &0 Al L 72 2 F v ik, 3A4(CYP3A4) "B 5§ 5 ALk
ABBUBIZ &9 AL 72 200k A AETR0 B 0 90 [10. 28]
16.5 HEitt

TR NS F1220me % FEIH 5 L 72356, $25-F22405 M £ TIZIRHIC
TNRT T =T M) AORBAEIEIHRBENT, KRB THEH
WRVEERRZD 7V 7 0 BRI S B DOR29~40%, A V7
7 — VIR AR D13~ 19%Hkl S e 9

16.7 ZEYMEE(ERA

HHE(E AT IV =) THRBEEEREF ~ 7 1 — 2P450 2C19
(CYP2C19) ~o R @HA I L WM EEHAD RO LN T DL V7 £
Ay IV T ) YR-TNT ) )KL TINRNTT =+ by
TAFINS OFEAOMHPIREICHEL G 2 R LGS Tn
Bo Fo HE(T TSIV =) THRBESET P o — AP450
1A2(CYPIA2) OFEIC L WV HENEHFRD LN T LT+ 7 41) Y1

KLTHINTFT =)l b HAFIMAEEICEEZ 52 2wk
M ST B0,

17. BRPRREAE
17.1 BERURLEICET R
17.1.1 —ARERAREAER A O —E SR BELER

Hihs, IR, AR RE I OW SRS & 6 U1 H LA
10mg X 1320mg & #-5- U 72— B R S5 % O — 5 5 M b el (4 5- 440
f:6~8M) DEAHE FEDO LB Y TH BV,

ES S NI 2
ERie 94.0% (189f51/20141)
TR 99.4% (15951/160%1)
W EE % 90.9% (501 /5561)
Wy & ik 5 83.3% (10f1/1241)

WHHEROCHEO 7O bRy T4 e ¥F —RBICIRPED o

T EEREE 2R E LS 8ABRONERAEIC L 2 HEERIET
KOLBYTH-727,[7.22]]
1[A120mg 1 10mg 118120mg
1H1H 1H2[H 1H2[H
Lotk 58.8% 78.4% 77.0%
(60%1,/1021) (80%1/10241) (77%1/10011)
grade AR Y 65.1% 87.1% 79.5%
grade B* (5611/86%1) (74%1/85%1) (66%1,/83%1)
grade CLOY 25.0% 35.3% 64.7%
grade D* (4151/1641) (641/1761) (11%1/17%1)

F)INT T —=)VF b A10mg/H. 72V 75— L30mg/H, AT 57—
20mg/H %SJDF:Euh&‘fﬂﬁc:K%ﬁ%ﬁlti%ﬁﬁ#ﬁiﬂﬂL:ﬁ%é

M BV A G (SZE2) 12 & B EAERE

F 7o, BREEHERABICB W CHNpH EAERA I X T 5 /=)L F b Y

%7 A1 H1A120mg#%5-C1H 1E10mgk 5- 12 A Thl < o #EA TS 10
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18. EFNEE

18.1 {EFER
FNRT T =)V M) AEER G O TR I TR AR (AL T =
ST IFE)IICRY, Fa bk Ry F(H. K-ATPase) DSHE: % 14 fii

L CREREMEZ S L, Baomx il 2%, & 6ICME SR BHR
WO EEIZIE. FIERGA S O OHEED L WIE 7 VY FF
L DEHEOEEPEES L TnbsrdboEEZONL, O, 7
W& FF N Lo TREREWDE S 2 e b S p19,
18.2 BE&SWBHINHIER
18.2.1 EEER AR FICBIF 2 H A Y v lilsEEs W Ly 1H1A
10mg5-. 1H1E20mg#5-T& b Iz TwH 75"9%‘5}5] T E & R
L. #5510 H K O7H H OB W e O %IE1H 1E10mgfx 5-T72~
76%. 90~96%. 1H IIEIZOmg&’? T88~89%. 99% T 5% 2V,
18 2.2 Y FRMIBEERICBIF LY TFIUNTA ) 7AMP¢I I3
X B HER W R I 5% (m vitro) o
18 2.3 BHEAIEEAERNIIBILLAS IV, RUFZHA M) Yl
HEEw, LTy MIBUTAEBEERSWML e A7 3 VRl E
B 55 up L 2ok Ly e 3R & 7R 322720
4 XBHAHVIET v MIBIT S EHES MW%WH@E@H flio 71k
VARV THERCHE LEL, MHFT A MY o LRI RWR D)
18.3 BApH LE1ER
fREEE R AT T 1281 5 BpHIZH L. 1H1ESmgf%5-. 1H 1M 10mg%
H. ITH1M20mg#5-CT& b ICEW 2 FAER 2R L, 550 H D24
g ) H 2 pHARL | % 7R 9 R 0 E1 A 131 H 1 5mgdk 5 OEM™ T46%.
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ng—tsﬁﬁﬁ+ b2 00— 4P450 2C19(CYP2C19) EHIANL, FilB{zTH# L ) 5%
HE b,
EM (extensive metabolizer):CYP2C19*1/*1. CYP2C19*1/*2X 1ZCYP2C19*1/*3
PM (poor metabolizer):CYP2C19*2/*2, CYP2C19*2/*331&CYP2C19*3/*3
18.4 H'. K*-ATPasePR={EH
AL P E APV N
$19% (7n vitro) o
18.5 HUEEER
7 v MR B REBRE S 2\ L FEE AR GRS A L
KEBHHEA P LA, BIFIRS, Y AF7 30, Hl-28 ) — )V

U‘TX YU SR Ly SRCHUEEE & 5 I3 B R &
SR )

19. ﬁ?fjﬁﬁﬁh_ﬁé?%ﬂf EEHFR
—ME TN T T =)k ’) '7L\ (Rabeprazole Sodium)
: Monosodium(®S)-2-({[4-(3-methoxypropoxy)-3-methylpyridin—-
2-yllmethyl}sulfinyl)- lH benzimidazolide
Cis8H20NsNaOsS
381.42
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7 = (99.5) 12T R Ve 0.0lmol/LAKEE L F ~ U 7 43Rk
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