202311 AET (B815K)
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BAgEs 7 EFIVER

TP EFIVEI0Mg[VILNS]

J7EFIUEE20mg[VILINS]
Famotidine Tablets [TSURUHARAI

| BAEEmmLyEES | 872325 |

$£10mg $E20mg

22500AMX

B o 22500AMX
REBE S| 07155000 | 01156000

iz 72 B %8 | 20044E7H | 200447H

222 (ROFBEICEFESLBVWIE)
2.1 FEI O UBHBIEDBHERE D & % BE

IR RE(LRRE D EF L. RPFEEAPED T 20T RO
kO nHEEZERET S . [9.2 2]
1[E20mg1 F2E#% 5 % Kt & 4 5154

3. #ERE - IR TVUTFFZVIIT IR s
3.1 #HAX (mL/min) B5E&
Bz 4 7 7 E®F Y U EE10mg 7 7 E®F T $E20mg Ccrz60 1[E120mg 1 H2[E
> B22%4 R2I2A%4 605> Cers>30 1E20mg 1H1E
BRES | 18R 7 7 EF Y 10mg| L§E+FH 7 7 EF Y > 20mg 1[E[10mg 1H2[H
AR, by EwaY |[HEKEY. by EOaY 30> Cer 1E20mg 2~3HIZ1E
FrIUgERELVO—A, | Tr Ty SRV O — R, - 1[E10mg 1HI1[E
EB#EL Fuod> ot |KB#EL Fofy oy [ 1[E20mg  #EH#%1[E
LELT—Z, b ROFY | LELO—2, b RaFs BT 1E10mg 1H1E
WAl | Fueltiu—2, A7 | Faitila—2X, AT
TUYBY IR YL, B TU VBRI IR YL, b 8. EERERIEER
7aAa—A, FLT, B THAU—R, vr/HT- M. FrHSeE. BHRESIOERT S &
{bF% . ILFNT 7 L6000, ¥ L7, BT e - e
v HLFIATY L. [EDNDERZEIZEBICHAT B EE
3.2 BIEI DML 9.1 GHIE - BIEEEDHBIEE
Bz 4 77 EF T UHE1Omg 77 EF T 5E20mg 9'1:1 'L‘ﬁfﬁ@ﬁ%’fﬁ% .
e E222%4 2284 DIMNERDBEERZEC T BTNFH5H. [11.1.6 ZH]
=12 TANLI—FT 4 VI8 | 74 VbLT—F 1V 7%E 9.1.2 EVBEEDEMEREDH 2 EE
& A~ MELE B~ HEAE 9.2 BiEERS RS
MHABENIFHET 20T, HEEEZET 20EE5MEEZH T T
e (:)(:)G@ EHT3E, (7.1, 11.1.7 2]
9.3 FFikeEREZSRE
P ERDVELT2BZN0H 5,
BiE 6.1 #7.6
i I P 250 05 i | |
HR % 80m % 160m 1R AXIER L T W A ATBEE D B 5 I IXIEE L OB SIS
T e e Rtz LE 2 SHBS N2 BAIORTET 5 &,

4. FHEEX (EFR
OBEE. TERHES. WEIES. LEFHLEHm CHkk
B X FURER. HMEERICELD) | ERERER.
Zollinger-EllisonfiElzg¥
OTEEREDSHIRRE (USh. Hill. Fik. FE) ONE
SEER. BEEROIMETH

6. HERUHE
(BiEE. T-EBEE. UEHEs. LENELEHm CHkiE
R, SR FURESR. HMEERICKD) . ERERER.
Zollinger-EllisonfE{REE)
WHEBAICIET7 7 €F Y2 & LTLER20mgZ 1 H2E (&%,

HREBREIRER) EORET 5. o,

1[E40mg% 1 H1[E

(FEIERT) BORSTHIEHTE S,

B, Fiw - ERICKDEEERT %, 72720, LEHELEH
MOBEIIEE TEF TIREZRAE L. WIRRTEEIC 2 > 7248
FREOBEICTI0 P22 5,

(TEREDBHRRE (USh. WM. EiR ZE) OWE
SEBR. BUEEROIIHEER)
WHEBAICIET7 7 E€F Y2 & LT1EIOMgZ 1 H2E (&%,
Y EBEIEER) FO%5T 5. £/-. 1E20mg% 1H1[E
(BRERT) BOKETH LB TE 5,
B, ER - ERIC X D EEERT 5.
7. BiENUHEICEET %8
7.1 BEREERTRENDIRSE
77 EFIVEEL LTEREY S REETHRE S NS . B
RETEZFCT 7 EFVVERET S L, BHEORTELED

9.6 {E3.IF
BELOEREROCBARBEOEREZZE L. FALOMEX
EHIEZEETT 5 & RAFICBITT 2 2 &G SN TV,

9.7 INR
NREZRE LB R OREME 2 IBIZ & U7z lRRER I
EHEL TV,

9.8 S
AEEFET 2P EREHBEEEET 50 CEEICKET 5 L,
AENIFEE LTERL» SRt SN2 M. B TlX. BHKED
ERLTWRZEBZVDIMPREDSERT 2BZN¥H 5,

10. HE{EH
102 fHAEE (HAICEREISIL)

HRRE R ARIEIR - BT W - falRAE T

TV LREER | AROEAOMPEE
A NSaFI—)L 753\{&7:3_50

AN B B AN
P2 =R EE A OFE TR
INEETSE223,

1. 8IfER
WOEHWERNH 6bNB I ENHHDT, BEZTFITTV,
HENROONTIGE I3RS 21T 50 S 2 B 21T
‘5 : &0

11.1 EXRZEER

M1 2avd, PFIT45FY— (£0.1%KH)
vav g, 7F74 5%y — (HREREE 2580, mEEF
[E (EERE. WIERES) « EEE) "o bhbd I Wb
éo

11.1.2 BEARMEN. AmERRAS. SEFEMEE. B4 m

(W NBSEEARRA) . MIVMEES (0.1%)



HAANRMEN, JLOBkEd, BERIE, BimEEm, mh
BED (FIEERE L CaaBaRk. B, KT - KERH,
REE) PHobNbdIENH50T, EHNICMBEHREZE
L. BESROONIZBEICEESICES2FIEL, @k
WEZITS T &,

MI3 PEHEREIRFERBMBE (Toxic Epidermal
Necrolysis : TEN) . FZEHSIRIRAEIREF (Stevens-Johnson
REIREY) (LI BEERE)

11.1.4 Fri&aERE=. EE (WL EARH)

AST - ALTE%D ER, BENHSDNEZ ENDH S,

11.1.5 #EUERRARAE (BHEAEA)
=) T AIME, IS4 70 VR, MERNEROFR L BR.
FNRENRD oNTGEICEES ICEREZFRIE L. B0
ExTO &

11.1.6 QTR (BHEAE)

FRODER (DHIFE. REE. DHES) 26958BFICB
WTHEDLNPTVDT, REROEBEDREBICTIEET S
Z&. [9.1.1 BHE]

11.1.7 SEEE. B2 (WINLHEEARH)

HifEE, 2888 (REE. MRE. IA70—-X %) »
HOONBZENDH D, FICBEREREEZAETL2BEICIBVT
HEONRPTVDOT, FEIT AL, [9.2 ]

11.1.8 HEMEX. SHBEE (WITNLHEEAH)

WHER & U CHE KZ, EREREERE (BUN- 7L 7
F=U ERE) ENPROOSNIEEICITESICREEZFIEL,
BYILAERITH &,

11.1.9 HE MR (BEEEAE)

FEEL IZIR. MPIRREE, MEXRREE LA MEEM Y H 5
DNAEZEFHBZDT. TOXIBERPH SbNIEEICIE
BEA2HIEL, BIBREFRLE VAHORSS OB 2 LB 21T
ST &,

11.1.10 =1

11.2 ZD D EIEA

16. Y ENHE

16.1 MRE

16.1.1 £YFHEF 4R
77 E®FIUEE20mME [VINT ] EHRAY —§E20mgE . 7 U AT —
N=EIC KD ZNENIEE (77 EF PV 220mg) 2 BRMABTFICER
FEHEHEORS U MR RELEBEZAE L, BN E)EER
F A —% (AUC. Cmax) 122D\ T0%BEXEIEIC THREMEIT 1T -
7AER, log (0.8) ~log (1.25) O#EHENTH V. WAIOEMEHNFE
HORRESNY

80 r

E” 50 - —— O FEF U EOME
i /! TYbng)
K ! .
Q a0 | f 0= AR —EE20m g
|
# i
N~ 20
™
&
% ‘
4 79 6 12 18 2%
B (hr)
HIEISTRA—% BEINGRA—Y
Al(jr?go'_m Cmax Tmax t1
ng/mL hr
hr/mL) (ng/mL) () (hr)
77¥FIY S20mg | 50624365 | 763455 |28+03|28+0.2
YN ]
HAY—4E20m g | 510.1+353 | 78.3+£54 |2.9+0.3|2.8+0.2

(mean =S.E.. n=19)

MEEFEEILIC AUC, Cmax ED/87 X —4 1%, #HEE OBIR, &
KOREEE - B ORBEEMFIC I > TR D REDSH 5,

166 HENEHRZETHES

16.6.1 BikEEEEEE

77 ®F YV 20mgEIRNE S L& ED)8F A =5 D

0.1~5%Ki | 0.1%AK SAEAE

R - BB, &
S WE (ALHE)
EEFE

I H ek WFERERIEZ

TR - ERfEL O
8. B - TR,
MEE R, &
AR, OR%

LS fEERR

MBS, S| HIR. S0k, B

15 CerfE t1/25 AUC Ctot
(mL/min/1.48m?) (h) (ng-h/mL) | (mL/min)
98.9 n=7 2.59 857 412
73.8 n=9 2.92 909 381
49.2 n=5 472 1424 242
10.3 n=10 12.07 4503 84

16.8 ZDfth

77 EFYUEEIOME [YANT] X [EBRPEL S ZOBEMF D4
MENREERBE T R T4 2 CPR12E2A 14HEEE4S) | 1K
DSE, 77 EFVUEE20mg YN T ] EIEERIE E L b &, BHE
%L, EMENICRIZEE AR SNEY

18. ZEZEIR

rEIEE ! k 18.1 fEF&RF
ML, BB Z7uv7 BRI O H, 2A 42N L. EROWENEHT s EIcky, B
ASTER. ALT|EC UL Y B errane <o +TiEEEE, BASOBENRERTO .
R bR ALPER R, LDHER |TUCRERE] 182k bcofm
TREOBIR 18.2.1 BERUARTY V5 iIEIHER
LEBER. ®| TS A0 (1) ERRUSERE
RS shm. mE. | B 2 2RE, [REER UL BIE RS 12 51 5 . BRI OB EASEIE SO
. IR i N =N QBB R T Y A UWE . 20mgiROREIc kD EhenT1.6
e HFE WV ~99.6%. 29.5~96.9%i#| S5,
I AR 8| o om BEOW | R UM
AR (L5 LR M () | mEIE (%)
CK L5, R Hpoyw? 98.0 71.0
ZDAfth H. BRE. T FNIHZ Y > (4 pg/kg AR RIS 94.7 75.1
B N —)L (1mg/kg. FiiE) RS me 99.6 96.9
FBERE |3, KRR E TR E AR EGRICED A >RV > (0.21U/kg. #iE) F#GW 71.6 29.5

WTWa,

14 BRALDIER

14.1 ZRIZDREDER

14.1.1 PTPEEOEAIPTPY — 2o WO H L TIRAT AL
BET AL, PTPY— FOREKICKD . BOSIAIRD EER
FEARIA L. BIZIZSEA 2B L THBRASOEE L AME
EHETHIEND D,

15. ZDfthDER

15.1 RRERICED B
AR OHRENBEICLLDEREZERT S ENHHDT, B
TEWI ERERRD D ARG T2 &,

F70. 20mgBIRPIR S CREA, T RIHA R >, RT Y-
TR WA 5100+ 10,

() ‘DB
AR S LB B E O 48 1 187 5 FRI6E £ TO 7
BRUATY L EIE. 20mglROE51C & D Zh2Nn91.8%,
71.8% M E NS 12 ,

(3) 24H5R9533% - BMpH
[REEFEA O BE S WR 3. 20mgEIR51C kD, %8R 5 1285
RILLEIC b7 DHIE S5, BApHIL. 512864 % T4.2~6.0
DRETHRT 513 ,

(4) MR & BEsS BINFI1ER
P & B B ISR & ORI ZEOMBBIGA A 5 N, BB
W ES0%IMET 5 & = DIEAEIX13ng/mLTH 5 14 .

18.2.2 BASBMFRICRIFTHE




0.1~0.2mg/kg DEIRNZ S TIIERHRA O BREMTE 2N &5
MEEDRD H5NBH ),
18.2.3 BRI MBICRIF T RHE
BEREO BRI ERE ICHEE R
18.2.4 BASHHHEEICRIF T RE
BEE. T EREEEEIC20mgROKRS L5,
BT E WD

18.2.5 FFIM{TENAEIC K23 T &
zolrgg’?#mﬁm?ﬁgzi\ RFERAD MR, FIRMTEE
[RREON

18.2.6 MAHR MU MBEICKRIFTHE
BiEE. + —fEBEERE IC20mgl H2E 1~27ARO#E LGS
MAHA N EICHEZRITS BN,

18.2.7 MP OS5I F VEICRIFTHE
20mg# RN 5. 20mgl H2BI4AERROHR 513, BEEA. HELEE
BEEOMFPSOT7F 0 HIRIEALE Y HRILVE VEICEER
KIFE 1120

18.3 EI¥ITDIEA

18.3.1 Hf‘x‘ﬁﬁﬁ*}‘“ {EF
In Vu‘fo Té%)b% v MEHDEOLARE VDT v MEHTFE DI
g2l 124 R in vivoD BB 22 & HEHEIC U7z Hy R B AR HE
%m\vx%/z CHUL10~148[E%71TH %,

18.3.2 BEESWAMIHIER
WIIHEIRIE Y X F DI LIEA

Fanwnlio

BHFHREICEEE

- msu
.7

B ERITE

A XD Ay I VHBEO BBy
B THI40MEER < . B T3~ 1.5FE W23 . 24
18.3.3 BiLiRDMICRIFTHE
Ty FDA N LAICK D BREPEERARORD ZEHEICHEIT 529
18.3.4 REREEICX I B1ER
T RDA Y RERXY Y, TAYY Y, L R=vVay, AL AKY
HFEIRIC K A BBEH A VIIA Y YV — LI K B IR ESORLE
ERILTYAF VY X0 HROIFEIRRZRT 25 ~ 20, F7-, dHEH
BIZEOHRICEABEEERIAYY V=)L 5FHEBEEDRR
EREL, AT AF I XN 2D
18.3.5 BHEMICx 9 21EA
BiIfR e 24 2 UAREIC K BTy RO FHIMIIN LITEIER 2789 24 .
18.3.6 Rt BHERZEICH T 31ERA
Ty DI I—)LE-LRAY I, ¥yud—)LE-—ta b=,
EE—7 A U ROER -4 ) — LI XA EBERERE =TT %
DOHEHT. I—R7E b7 I NICk s BHBERZOREZEET 528 ,
19. B ICRE T 2L ZHAR
—H%HRHE: 7 7 €5 > (Famotidine)
{E24 : N-Aminosulfonyl-3- {[2- (diaminomethyleneamino) -1,3-
thiazol-4-yl] methylsulfanyl} propanimidamide

FFI 1 CgHsN7O,S3

DFE: 337.45

M R 7rEFOVEAB~HEOBOBRETH S, BB (100) 12
IR T =)L (95) IZEIFICL L KIS TEY
12< W, 0.5mol/LIEBFREICE T 5. KTk > TIRZ ICER
ERCE

ALk A st .
{EEEER - NH20 o
NH. \\S//
NN
N NH,

AN N s
H,N N—<S]/\

B M A164T (0fR)

20. RV EDER
TV I REERIIER BT TRET S &

22. @
(F7EFIYVEI0Mg [VILIN\S] )
PTP : 100%% (10 #£x10) . 1,000%% (10 $x100. EHIAD)
NT [R] :1,2008E
(F7EFIVE20mMg [VILINS] )
PTP : 100§ (10 §£X10) . 1,000%F (10 $&x100. EEHIAD)
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