&) VIATRIS

20244F 1 HELET (B0

7’k R THEH

INTZI=IF I LR

st 3 RISV —)JUNagEg20mgl VTRS |

RABEPRAZOLE Na Tablets

BE O EIRMRE

) R - EMSEOMTEI LY MHHT AL

BARESR I HES

872329

[ 3B &S | 22300AMX00931 |

| BRs=pIsa |

20114E12H

2. B (ROBEICBERELEWVWI L)

2.1 RHOBIR LBBRE OB ED & % B E

2.2 THIFFUEMEMIE, )WY ) VIEREE RS RO RE
[10.1Z:H]

3. #ERE - MR
3.1 #
Wi5e 4 5 N7F = )V NafE20mg [VTRS]
AR B 5 5 HIE 9X7FV—uF h)wa 20.0mg
D-vr= b=, BAb= 7 A>T 4, #iditrvo—A, e Fo¥x
STUENE LT — A, HNVAT—AH VT a, KEREL FO
o Fy 7Ol a—A, AFT) VYT AT T A, TF)L RV

O—A, EFUAT—RAT ¥ VBIZAT IV, 7)) LRI A
T, BLF Y L ST vy osay

3.2 WAOMRK

b4SiA By ) o
Wi5e s Al — K o i
BN T il
e = et
7'2\077 F/Vngjdﬁ RZ20 | W7 1A
e o s [ T
7.2mm 3.8mm 142mg

4. SHEEX IR
BiEE. T-HBEES. MEHEE. URMEEEX. Zollinger-
EllisonfE{&E

5. REERFHHRICEET 2FE
AR ORGP EHN X DIERZ BT 5 2 e 03H 50T, EETER
WZ EERMERRD ) AFGTH T Lo

6. HEARUAE

(BigB. +=iEBEE. WAIkEE. Zollinger-EllisonfERE)
WE. BAIEFIRTFI V=) )y a s LCLE10mg% 1H1E
RS 525 R & D 1E20meg > 1H 1RGO 5556 2 &8
T&b, B, @F. Bl WaETEECIsEME . +248
W& ClE6EM F ToRG L5,

(WM RE )
WP EB R OBRIZ BT, BFE. RAIZIETRT TV — )
U WA E L TUR10mg % 1T H RO 59 2 25, mIRIC & Y 10l
20mgx 1HIMROEK G5 2D TE L, B, W, SAMET
DG T D, 720 TEINYRYTA Y Y — L DEETH
WA+ 24, 1E10mg i3 1[20mg% 1 H 20, & & (283 [
O 59 5 2 LA TE S, 7275 L. 1[120mgl H 2014 513 F o
BGELZ BT LHEIE S,

7. BERVARICEET 5%

(Big%. +=#EBEE. WEHEE. Zollinger-EllisonfE&EE)

7.1 FIRATE LA R O - #AEO 8412 1M 20mg % 1 H 1A
BT LI ENTE D,

(FEFRMERERX)

7.2 FIRAE LA R O - #A RO 4121 20mg % 1 H 1A
B5 3220 CED (F5 - TR A (B3 0t Al R OHERS
W, 7O bR T Y =L BB THEAR TSRS
B <)e /20 FTUu YRy TA ¥ =12 L BIHEBFETRHER
+o5 7 BT L1AN0mg X IE 1R 20mg 2 1 H2[A, & & |28 %
B3 286, WHBERE CHEREEERIEEL CwianI Lz
MRTHZ L, B, AFIEI20mgn1 H2E #5132, WK T
HEORGE LR L - HAICR b, [17.1.128]

8. ERLEKRNER

(xhRESLIE)

8.1 AHOFH-HIZIE, MR IFRRR I TER L. BB i iy
A - AL AR 21T ) S E R E L,

(B, ToEmEE. UakEn

8.2 RMOMHREATHTRWOT, MRHREIIHV RV &8

2T L,

9. RENEREZHJ 2BEICHT 2R
9.1 BHHE - IXEZFDH 3 BE
9.1.1 EVBREDEREEDH 5 EE

9.3 fripeREERE

B BE CRFERIE DR A 5 -

9.5 11w

TR SR L C\» 2 T REME O & 2 I3 EE Lo F A G
ez B EH S NBHEIIOREST LI L, BWER (5
b #E11400mg/kg. 7 F#I30me/kg) THRIEFHME (9 v Tk
FIRIE, 7Y FTREOMRT, fLFIREIL) 25 SN T2,

9.6 BRIl

R LRI R OHILREO RN ZZE L ZILoMkGUI
RG22 8 BER (72 ) THIFTR~BITT 22 24

FHEIN TV D,
9.7 NRZH

NREER G E LR EERIIFERE L T 2w,

9.8 EEE

THALSHERESEORBIEH 23 & b N 7B 5 3RIET 5 4 LEE IS
FAHT L AFNIEE L THIETHH SN 575, Hilnd TlaF%aE

PERTLTW2EZEHE L, BWERDRH bbb 2 WD b,

10. #EEA

AH O AN LA

WEEFE T~ 70— 4P450 2C19 (CYP2C19)

e UBA4 (CYP3A4) OGSO LN T W5, [16.4ZH]
720 AHN OB I WIMEIEN X0 GRS ORI % e 51
Hil$2Z b b,

10.1 HHAZRZ HALEVWCI L)

[2.22M1]
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1. BMEA

WROBWERDS S S bID 2 DB LD T, BlEL LT, BE
WO LN GEIIIH G 2R 5 % EREY) R LE R 2 L,
1.1 EXAEER
A1 Yavy GEERH), 7F7145%2— (HERE)
11.1.2 JAMERES CHEAH) . \FEWEE GHEZEAWH). M/MRE
2 (0.1%Ki) . BIMMEEm (BEEAR)
11.1.3 BUEFTR GHEEAH)  FTHEREREE (0. 1~5%Ai) BB (JHEANHH)
11.1.4 BEEMRRE (0.1%KiH)
FEE, LB, WPLAEE, BE ORE (R F0NAO b NINE
2, BRI XS OME L EiE L. AFlOKG 2 HhIEd 5
LBl BIBERERIVE VRIOBRGEHEOEY RLEXITH T &,
11.1.5 BEEE GHEAR)
rRE R R R SE R SE (Toxic Epidermal Necrolysis : TEN). K2
JEREEIRFEERE (Stevens—JohnsonJEMERE) . ZIEALTEEED S & bl
LHIENHD,
11.1.6 SHBEE (HEAH), BEMERX HEEAH)
BRI (BUN, Z L7 F =25 ISEETLHI &,
11.1.7 EF MUY LIME CHEEAH)
11.1.8 ERUHRBARE CHEARHD)
AR, BT, CK LS. M R ORP I 4 7 a e Fo % R
& T BIRUHRMERED D S b D 2 LWH S,
11.1.9 RAEE GHEAR)
11.1.10 $BELIRRE CHEAH)
AR, BEATE), REME. LR, AR BB WBUESH S
NS EDNH 5,
11.2 ZOOEIER

15.1.3 WAHI BT 2 FICAREE LN L L2 HBROBIEMIE T,
TRy T ey =G LBEIIBW TR N Y
TLT AT ATV E B EBEGED) A7 EISHRE ST D,

15.2 FEERARERBRICE D C 1R

15.2.1 7 v MiZbmg/kghl L x# 2FE RO G L 72 EMERBRIC B w
T MECTHIZH VT I A ROFERA LN & OWMEDND D,

15.2.2 B (5 v MELO%G25mg/kgbl £) CHIRBRE R K O
M A T X2 Y OWIMAME SN TVEDT, HHIZH> T
FURBR AR REICEE T 50

16. ZEYEHRE

16.1 Mgk

16.1.1 BE - RIEKRE

TR AT F1220mg & #i A F UL AR ISR 5 L 22 R B c Bl L
ToHEMENRE ST A — & OFIE T £ITRTY, [16.2. 12 ]

G RAREOH W E L ST A — 5

Cmax tmax AUC
b K 1]
BTN (ng/mL) (hr) (ng - hr/mL)
AT 437+237 3.6+0.9 937+617
i 453+138 5.3%1.4 901 +544

(Mean=S.D., n=12)
F 7o, BEEEAE T125mg. 10mg. 20mg# At & F CRIEHS L2k (%55
HE) OFEWEFE ST A —F ZUTOEBY THEY,
TR A T2 B 2 A 58 (5mg. 10mg. 20mg) DIfiEd 5 X752/ —
W M) LD ERE ST A — 5

. Chnax tmax AUC oo tie
T FHH
BT I (ng/mL) (hr) (ng - hr/mL) (hr)
5 EM* 146 =56 3.0 (2.0-4.5) 236+97 1.8%€0.9
mg )
PM* 252+55 2.5 (1.5-5.5) 585+137 4.2%0.5
0 EM* 383+83 3.3 (2.0-5.0) 539+ 200 1.5%0.4
mg
PM* 509 + 64 2.8 (2.0-4.5) 1230 +200 3.8+0.3
% EM* 654+ 348 4.0 (2.5-8.0) 994 477 2.3*1.4
mg -
PM* 822+232 3.3 (3.0-6.0) 2331 663 3.7+0.3

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

MIFCERE R T 7 10— AP450 2C19 (CYP2C19) #HENL, FreMfz iy ) sz,
EM (extensive metabolizer) : CYP2C19*1/*1, CYP2C19*1/*2X13CYP2C19*1/*3
PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*3313CYP2C19*3/*3

16.1.2 AEYFHREFEMHER
I NR7' T — )V NagE20mg [VIRS] &/3) v b§E20mgh . 7 0 A 4 — /83—
FEICE D ERZENLE (ST TV = VF ) Ak LT20mg) HERAR
TS AR A e 5 L i 7 X7 7 U — Vg2 e L, Hoh/
B EE/ T A — 5 (AUC, Coax) 12DV THERHIRIT % 1T o 7245 % log (0.80)
~log (1.25) OFFANTH Y, WHIOAEWFHFESEEDHRR S iz,

M T XTS5 — L QY THE/ ST X — ¥

HIENT A =% BHEINT A=Y
AUC: Conax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
5T — )V Naf£20mg N . + £0.0
[VTRS 861.9+264.8 | 501.6+162.5 2.8+0.7 1.0£0.2
s81) Ty M §E20mg 853.3%310.6 | 545.6+220.9 3.5%0.7 0.9%0.1

0.1~5%Ai 0. 19%A B AR
S HAE RIs . Ik FERRE
iR EIMERRA FIMERN | ARk i Bk
ML AFEEERESZ . B | B ) oo SERE
JHHEL AST. ALT. Al-P. BEYIVE DR
y -GTP. LDH® -5
R I F5 BiFE
HLE RS, T, IR | WO, PR, 1 o T8 | A, TR, B
&, A TN % JE. Hh 7z 1. | K% (collagenous
HEHAR, B colitis. lymphocytic
colitis)
FEARE R | U HFEFV, SHOE R | AR, ik
S DUBERETT. ANt
Bk BIEE, dob
EHNPSET
Z O WAL ATO= ) - | AT AH RE B | HOb5D &, BIHEIR,
YRR - BUNO R5, | &, 3824, BiBfE. L | BiWHG. &7 v €=7
H|EUR, M TSHEM | 01U, CKo k5 e, K~ 7 327 A
e, ZHEALFLE

) FEBVHIE I BGENE il A T & o

14. BAEDEFE

141 ERXAEOER

14.1.1 PTPAREOHEAIZPTPY — b A ST Y ML CTIRET 5 & 545
Y Bl PTPY — FORAKIZ L D . W8 A58 A L R~
AL, FIZIEZEILAE B L CHERIN SO EE 2 GIHEZ IR 5
ZENDH D,

14.1.2 FARGBEETH Y RAICH 2o TE WAZZD, v/
DETIZ, DAL ETEIFEETLZ L,

15. ZOMOEE

15.1 ERPR{EMAICE D < &R

15.1.1 AHOEMESPICEEOE R — T 42807 L O h D %,

15.1.2 WM B 2 BB OBEMRET. 7 by Ry Tf e sy —
(2 & BIERIC BV CEERE ISR ) BRI, FRAETET. Bk
FIRD) A7 BINDPHE SN Twbe, Bz, mHAERCERE (1
EULE) OBEE I EE T B0 A7 L 72,

(Pl = IR, n=29)
¥k 5 75— L DN

600 -
= —— 575y — L Naf#20mg VTRS
751 500 - -—0--/X1) Ty }§E20mg
o~ . o )
R S = AR, n=29
b
2300 |
=
T 200t ;

100 T

“9/?

0 2 4 6 8 10
i (hr)
M EENE ONIZAUC, CoadS D785 A — 71, WERE O3IR, R ORI
A%k - BRSO RERSATIC L o> TRE DML D 5o



16.2 TRYN

16.2.1 BREOHE
TR R AT 112 20mg % A £ T S B IR % 5 L 72, SIS Tl
FFBEGAITH Lt THERIE 5 5 & & b ISR ZEDTTRD H 1 Tw
%Y, [16.1.1%1]

16.4 X3
AT F1210mg. 20mg % #& ¥ 5 L 7z i vp o 11X, F212 3k
BERMW R ICISIC XV ER L72FF =T VR TH > 720 ZDOMI A
B b 7 10— 24 P450 2C19 (CYP2C19) 7SS4 B A FIVILRIGIZ L Y
R L 72l A F vk, 3A4 (CYP3A4) AB5-3 2 AN R LRIGIZ & 0 4
B L 72 AV R AEHRRD H /-0 [10. 2]

16.5 HEittt
RS AT T 1220mg % R 5 L 72856, e 552415 ) & TR T RT
T = F )T AOREARIIBRIB E N T REWTD D 7R EEE
NZD 7NV 70 v BERERIHEG 5 OR29~40%, A )V 71 7 — VT &k
P313~19%HE = 7zv

16.7 EWHEEER
B (F AT TV =) CTHREIEESRT b2 0 — 4P450 2C19 (CYP2C19)
AORHHFHA I L VB RO N T WAL T TENL TV T 7)) ¥ (R-
INT 7)) I LTIRT T —F Y A5 I NS DK O
WEEICHER SR VI EPREENTWE, K (S YT —))
THACHEESR T b7 0 — 4P450 1A2 (CYPLA2) OFHEIZ L Y AHEERAFE
OENTVETH 74 ) VL TLIRT TV —)bF b 7 AFEId bk
RSB RS2 W EPHRE STV B,

17. ERERRIE

17.1 AR ORLMICEET 555k

17.1.1 —EFRAEBR LV _ETHRIEERHKR
B T IRBES . WA R R O A E S 2 A R H 1 10mg X
1320mg % %5 L 72— Ak B A sl B B O 3 M L kB (P S5-3I« 6~ 83 )
DRI TEDEBY THBHT19,

JOE /35 WL EEH

5 94.0% (189f/201%1)

+ R 99.4% (159f1/160%1)

U ESTEPS 90.9% (50f11/551)

Vkeg:isi 83.3% (10f1/12f1)

WBEMELOHEOTE bRy T4 2 e €5 — BRI o itk &
BHRER TN G E LG8 RO ABEIRA IS X 200
Tho7zs [7.228]

1/A120mg 11A/10mg 11A]20mg
101 102 1H2mE
o 58.8% 78.4% 77.0%
= (60%1/102f31) (80%1/102f1) (77#1/100f51)
N . 65.1% 87.1% 79.5%
grade A KU grade B (5601/861) (7451850 (6651/8311)
. 25.0% 35.3% 64.7%
N ¢
grade C U grade D (4f51/16f1) (6051/1781) (1161/171)

W) 9NT I VT by A0mg/Hy TV ST —V30mg/H. F AT~ 20me/H
% QIR LEA% 5 TSR S MR P I T 5
XU B AGHE (S£2) 12X AEAEE
F 7o, BREHEFEERIC BV CHENpH LA T X T T =)V b)) 7 A
1H1M20mg#%5 T1H 1A 10mgf 512 R T < HERTERIS IS T 5 5
75 =)V b A5ELH 1EI20metk G- O FMEARED H I Tn» 5810,

18. ZExpIEIR
18.1 {ERR

FTRTF =) F 8 ASEEGWAIE O RIS TSR (AV T 2T
SRR W2y, Fu bk rRy 7 (HY K-ATPase) OSHHE % 154 L THE
REWZ IE L, B A3 29,

18.2 BEEMBIHIER

18.2.1 fEREAE T2 B 24 A by e w26t Ly 1H 1A 10mg 5
1H1A20mgf5- T & I G- H 2> 5 FEHAIEWEH 2] L. #%£51H B %
O7H B OB & O A #5131 H 1A 10mg#k 5-T72~76%. 90~96%. 1H1
[F120mg% 5-T88~89%. 99%Td 592,

18.2.2 wH FHHEWERICB T2 7F UMY A4 7)) v 7 AMPRIEIC & %
B 2 9 52 (n vitro) o

18.2.3 BUFEAIEEHRIIBITLLAY IV, XU H AN 2 HlHE %
G WS T v MCBU BEBREEES MR e A 3 R E B Wk
L) 2 e & s 32
A XBHDBVIET v MIBIT D EERSWEIHER O REIE, o7 bR
FREANCIE LE L M A A Y 2O EFIEA RN,

18.3 BMpH LHF1EA

fREEE A 112 B0 A BWpHIZA L. 1H1H5mgf 5. 1H1E10mgf 5. 1

H1R20mge5-CT & b IZEM L LAEM 2R L, $%5-5H H 024K H12pH4

VB A IR o #4131 H 1 R5mg# 5-OEM* T46%. PM*T63%. 1H1[H

10mg#% 5-OEM*T58%. PM*T72%. 1H1[A20mg#5 OEM*T61%. PM*

T76%TH 57,

KIFCHEER T b 2 10— 4P450 2C19(CYP2C19) FHIAN, FRlilifz TRl & Y s b,
EM (extensive metabolizer) : CYP2C19*1/*1, CYP2C19*1/*2XiZCYP2C19*1/*3
PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*3X(ZCYP2C19*3/*3

18.4 H*. K*-ATPasefHE(ER
75 BRI L ) B 72H K'-ATPaselth L SV BHEER 2R 329 (n
vitro)

18.5 HEBIEA
Ty MRV EEERESEH 5 VIEEREREFERE (EGWHEA ML A,
KERFA LA, WIFIREER, VAT 737, Hl-28 /- VROT7 AE
V) Zx Ly WP R & 5 I3 B R AU 2R R

19. BERIHRSCET 2 EBIEZFR
— &I 4FE 0 I XT T — )b+ 1) A (Rabeprazole Sodium)
b4 © Monosodium (RS) -2- ( {[4- (3-methoxypropoxy) -3-methylpyridin-2-
yllmethylf sulfinyl) -1/7-benzimidazolide
4313 1 CisH20N3NaOsS
e 381.42
PEIR © A ~E OB KR TH 5.
IO THEIFRLT . TF 7 =)V (99.5) IZHETRLT V.
0.01mol/LAKEE L F + 1) 7 23T o
R TdH 5,
I (1—20) 1 ZHEHEZR R & 2 v,
KB RO LN D,
= -
O—CHs

H3C O—/—/

N

a
%3\ N—7 RUBEREG
N b

20. BBV EDEE
20.1 7OV IEERE R E B TRET 2 2 &

22. ak
1008 [108E (PTP) Xx10. §ZAEAIA D ]

23. EEXW

1) Yasuda S.et al. : Int J Clin Pharmacol Ther. 1994 : 32 (9) : 466-473

2) R ABEA G E U HRIERRER (%) =y M : 2014.12. 267K72
CTD2.7.6.1)

3) AR EWFENRSEERE (975 V=V Nafi20mg [VTRS])

4) Yasuda S,et al. : Clin Pharmacol Ther. 1995 ;58 (2) : 143-154

5) Ishizaki T,et al. : Clin Pharmacol Ther. 1995 ; 58 (2) : 155-164

6) Ishizaki T,et al. : Aliment Pharmacol Ther. 1999 : 13 (Suppl.3) : 27-36

7) WE=MBIZ2 : Modern Physician. 1994 ; 14 (S.) : 38-68

8) AFBHIE2 : Modern Physician. 1994 ; 14 (S.) : 23-37

9) fEFAEAIZA : Modern Physician. 1994 ; 14 (S.) : 69-84

10) JUZIHEIZA : Modern Physician. 1994 ; 14 (S.) : 85-99

11) #)II#ELiE A : Modern Physician. 1994 ; 14 (S.) : 100-107

12) #H (2% : Modern Physician. 1994 : 14 (S.) : 108-115

13) RE#T375* © Modern Physician. 1994 : 14 (S.) : 116-123

14) #+MIFIEA - Modern Physician. 1994 : 14 (S.) : 124-136

15) 1134 : Modern Physician. 1994 ; 14 (S.) : 137-147

16) hiE=HBITAH : Modern Physician. 1994 ; 14 (&EETIS) : 1-22

17) Kinoshita Y, et al. : Am ] Gastroenterol. 2012 : 107 (4) : 522-530

18) &5 T\YIE  HASRH@IE . BIIEE. 2021 @ C-5995-6001

19) ‘AWA B3 SEHEEHE. 1999 5 27 (4) @ 705-712

20) FFEIEHIEA C NEFERL. 1994 5 41 (7) : 143-150

21) Fujisaki H,et al. : Biochem Pharmacol. 1991 ; 42 (2) : 321-328

22) Fujisaki H,et al. : Drug Invest. 1991 : 3 (5) : 328-332

23) k22132 0 G T Research. 1993 ;1 (5) : 493-496

24) WEFEIED 0 G T Research. 1993 : 1 (3) : 274-280

25) HEIRSFEHAIZ A @ HARSEBESERE . 1993 5 102 (6) : 389-397

26) Morii M,et al. : Biochem Pharmacol. 1990 ; 39 (4) : 661-667

27) # E%135 0 G 1 Research. 1993 : 1 (5) : 497-500

28) HUEHIER (/S) v ME 0 2014.12. 2672, CTD2.6.2.2)
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