2024F 1 HELET (BB 16R)
Hrdk - EiRORAT
AR : 3 £

H2 SEEHIE

BA%Er J 7 EF I VEE
D7EFIIRI0mgITCK
J7EFIUER20mgITCKU

FAMOTIDINE Tablets [TCK]

HAEEER D EES

872325
$210mg #£20mg
AR ES| 21800AMZ10303000 | 21800AMX 10343000
HR7eRfin 200647 H 2003%7H

2. R (ROFBEICIFRS LBV &)
2.1 KAIOETI LIRBUEDOBUEE D & % &

3. #ERE - MK
3.1 #8r%

HR7E 4 B (1 $EH) A
T7rEFIUSE|T7EFYY (H|HBEANY., ERELo— .
10mg [TCK] /&) 10mg ryERITTUT Y, K

VERKFENILT T L, B RO F
yruiltiiao—R, &K
Bitr 4%, L2, 2577V
Ve SRV L, B TS

TJrEFIVUR|TFEFVY (H

20mg [TCKI @) 20mg E7ILK, vr7ad—)
6000, EB&fLF% >, HLF
Nuary
3.2 &EIOMIK
il e s
s BE | Bs | 5 HITE: Shigt
(mm) | (mm) | (mg)
7TV @ - O e~ HEEE | ToHT

10mg [TCK] HERSE 10
7.1 | 37 | 140

He~mEAeE | Tu-HT
TS 20

572z z0m| ()| OO

20mg [TCK]

8.0 43 | 200

4. WMEEX(FZHR
OBER. T-ERES. USEES. LEUHEEEm CHbk
R, 2 MURER. BMEBRICEKD) . ERERENR.
Zollinger-Ellison fE{®E$
OTEEEDBHRRE (FSh. WM. FiR. FE) DS
SMBER. BUBROIMHETH

6. ERUAE

(BiEE. TEBES. UalEs. LEPEtERm CEtiE
5. 2R NV RER. HIIMERICKD)., ERERER.
Zollinger-Ellison fE{&EE)
BEBRAICIET7 7EFYELT1IE20mg 21 H2MEH (&
%, Y BEBREIIRER) BOHRET 5, £72. 1 H40mg = 1
H1[E (BtERT) RORE5T2HIEHTE S,
mH. F - ERICKOBEEERT 2. 2720, EERE(LE LI
DOBEITEETHTA TIHE 2B L. PIRFTEEIC 2 - 72 134E
A& 0D A %,

(TEEBDBHERE (USA. WM. FiR. FE) OE
SEBER. BUERORIIEER)
BEBRAICIET7 7EFYELT1IE10Mg 21 H2EH (&
%, YEBECIRER) ROKRST 2. £/2. 10 20mg % 1
H1[E (BtET) ROKE5T2EIEHTE S,
B, Fin - ERICK D EEERET 5,

7. BENUHEICRHEYT 3R

7.1 BHEERTRENDRSE
T77EFVVREELTCEEP O REMMGTHESI NS, BE
BETREC 7 72F V25T 2L, BREDETEEBIC
MARECRRES EF U RPFREDPED 20T, kDK S
EREEZERET S, [9.2 BHE]

1 6 20mgl H 2 ml52HEE LT 258

Cerz60 1 [E20mg 1 H2ME
60>Ccr>30 i %fggg i E é %

30=Ccr i%%ggg %~E]31Elﬁtl: 10

BITEE i%fgﬁg alégﬂl& Ell [6]

8. ERREANIR
Mg FFeE. BRESICERT LI L,

9. RIEDERZEIT DEEICRHTIER

9.1 GHIE - BIFEEDH 3 EE

9.1.1 DEEDH I EE
DIMEROBEWER AR ITBENDTSH 5, [11.1.6 BHE]

9.1.2 EYBBFEDEIEEDSH 2 EE

9.2 BiaeEEERE
MABEPRFRT 50T, HEEZWT 2R E5EEE H T THE
HAd a2 &, [7.1. 11.1.7 ]

9.3 FFieerE=EEE
FERPBILT B2BENN D5,

9.5 Him
IR S TER U C W AR EEE D b A i ICIX IR Lo B
fabgEtE % R L HESNBIGEICOAIRET S L,

9.6 FH.im
BELOEREROBAREOERELZRE L. RO L
FIEZMET 52 Lo BAHFICHITT A EPMESN TV S,

9.7 INE
NREZ TR E LB EROCREE TR & U R
FEhE L T,

9.8 SiE
KEZHET 5P HEHBEEERET 2 EEEIRET S &,
AENIFEE LTBED, SRS N 2755, SiHE TIE. BRENME
TLTWBRZENZWOMPBENRRT2BZNMD0H 5.

10. #BE{EHA
10.2 HAER (HAICERTD L)

A7 E ERIRIEIR - RS E T W - fEkET

7Y - LEHE
[ESE S ‘
4 ~7arV

—J

2 FL O FEA O I R
EWETT %,

KA D B w0l
1 i A3 72 B2 2 A o #%
OmIRZE TS €
52.3)




1. 8HERA
WOBIERMPH 65bNBZENHAHDT, BEEZHDIITHL, B
WEORDOENIIFHIIIERE 2PIET 5% S#EY R LB Z1TD
Zé&s

1.1 EXBEIER

MN.1.1 Yavd, 7FI745FY— (% 0.1%KiH)

Tav o, TFI745Fy— (BREE, 28, MEFE
(BEEFE. WEFES). SREE) PorobNdIendd,

11.1.2 BEARMEMN. NMEGEL . |EBENIRE. BmEEm (v
TNHHEEARE), MIWREL (0. 1%KH)
HARBEEIM, FLMERED . MEREGE, W&, /MR
B (ENERE LTeaBRR. M. BT - METHIm, 5
BE) BHobNBIENHHOT. EMNICMBERE 2 EH
L. EEPROOSNTGRICXES ICEEZFRIEL. B 2LEB
ETH T L,

11.1.3 hEMREIBFERMEAE (Toxic Epidermal Necrolysis :
TEN). EZS#5RRAREIREE (Stevens-Johnson fEREE) (W1
& 5EEANR)

11.1.4 FHEEEEREE. &8 (W9 NS HERH)

AST - ALTEDO LR, BEEISH6DLNEZENDH S,

11.1.5 BIERERE (BEEAHH)
BAYTLAMAE. 3470 VR, MEEHBEEOERZ L7,
HARENRO SNBEICIIES RS ZFIE L., B 40E
ETH T L,

11.1.6 QTR (BHEARH)

FRODER (DBEZE, AIRE. DIVES) 263 58FICB0
THODLNPT VDT, BEHBOBEDREBICHIEET S
&, [9.1.1 &H]

11.1.7 BHES. B2 (LI NLHEERH)

BEEEE, 2582 (EEE. BRE. 3A70-3x2) 2H
5bNBZENHD. FICBRERELETLIEZEICBLTH
S5bNPT VDT, EEIT ST L, [9.2 ]

11.1.8 EEMER. [UBREE (WI N HEERH)

MHERER & U TR, B2, BHREREEEY (BUN- L7
Fov ERE) ENROONLBEICEESICREEFIEL, #
PHMEBERITO L.

11.1.9 BEEMMR (SEERER)

BN M DRIREREE, BOER X AREES LS EER A H 5
PNBEZEDHAHDT. TOXIERDH 6 b2 HEITITHK
GafikU, BIBERERLVE VRIOBRSEOEY) 5 B 21T
Eo

11.1.10 RLUNHE

11.2 ZOthDEIER

0.1~5%

0. 1%k

R 5. #
RRZ (ALHD). 3
I
TR S

MR- ERE. O
8, ED - &,
FEERRZ Rk &
AR, OA%E

mEES. HiE | R 580k, B
R BiS E AR

SRR

BERE

IR B I BRkiEA>
HIbER {E R

FEHUHE L, KRR T OB KB O BGERERERICED
WTWb,

14. BRALDFRE

14.1 EFIZAFOER

14.1.1 PTP FEOFEAIZ PTP ¥ — Mo WO H L TIRAT 5 &
SHEITBHT & PTP ¥ — FORMEUT KD WS AH BB
JEARIA L, BIZIZE 2B I L THRIRAREOEE = aHEE
HRITLEPDH S,

15. ZDMDER
15.1 BRIRERICE DB

REIOFEG P EEIC L DIERERRT A2 ENHHDOT, BET
W EEHERDD AHRET B &,

16. ZEHEHRE

16.1 MERE

16.1.1 EYZHEF R

(F7EF Y VEE 20mg [TCKI)

77 E®F T UHE20mg [TCK] &EHAY —§E 20mg 2. 70 A
F—N—FEICEDFNENL$E (77 EF V> 20mg) BEERA
BRICHAREROZS L CEFRAREMABERBEL, 85
Ni-#EY#EE/)S5 X —% (AUC. Cmax) IZ2W\WT 90%EHEX
A TIRETIRIT 21T - 72 fEH. log (0.80) ~log (1.25) @
HENTH D, WAOEMENREENSTER S NI,

HTEIST A —4 HEINT A —F
AUCo-24hr Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
T77EFV U
20mg [TCK] 463.36+111.76 | 66.57£16.97 | 3.2+0.8 |2.84+0.83
ST A% —§E 20mg | 475.41£126.58 | 69.69+17.73 | 2.9£0.7 [2.68+£0.84

(Mean=£S.D., n=19)

60

~8 0

- 77 EFYUEE20mgl TCK]

T HRAE—$E20mg
Mean+S.D.,n=19

404

BEVUHHNNBESE

1 2 3 45 6 8 10 2’4
#1 ()

MEEFEEN IC AUC, Cmax FED/8T X —# 13, HEE DR
R ARROBREEE - BEEEORBESEMIC L > TE R DA
H5
16.6 HEDERZHIZEE

iy

AST k& ALT
E5F.A-P ER

wryiLeyk
. LDH k&

AP 3% RE B ¥ .
HE

TR

LHBERE, &
EVL N
IR&. AR

RIS O $EELR
B, 5 DIREE.
B, EREE.
HFEV

RERIES

AREARIE, 2tk
L

FLIH IR HAE

Z DAt

CK E&. W&
B A
Gk

16.6.1 BHRERESRE
77 EF Y 20mg BN S Lz ED8T X —FD
g Cer ti2p 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 4.72 1424 242
10.3 n=10 12.07 4503 84
16.8 ZDfth

(I7EFIVE 10mg [TCK])
77 EF YU 10mg [TCK] k. [EEHRZ 5RO A
DEMFENRSEERBET A T4 (B 12E2 A 14 HER
E645)] IKEDE, T EF VU 20mg [TCK] #iZHesl
Al Lz &, BMHEHNEL, EMENICRAFEL AL SN
729,




18. ZapEEIE

18.1 {ERKRE
BRAREEMER O Ho RAE 28T L. BROW2IHd 52 &1
&0, B - +THEREE. BRAFORENRERTY,

18.2 £ FTOIEA

18.2.1 BERURTY Vo3 ipNEIER

(1) BEREROSEREHD W
BERASITE BB RE 0BT 5. AR OSEREAIRS
B 2 BRI U Y v auEid, 20mg EOBREICED Z
NZEN71.6~99.6%. 29.5~96.9% Mz 2.

BRAW | RTY W

HIE (%) | #HIE (%)
RS 98.0 71.0
FRIHA N Y (Aug/kg. BE) B 94.7 75.1
NZV—) (Img/kg. k) FEHW 99.6 96.9
42U > (0.21U/kg. BE) RI#SRY 71.6 29.5

F72. 20mg BIRNE S TEBESW. T hIHA M) Ry
— VRIS i 2 4 g A 10010

(2) =DM
RFEMA LB LEBEEREDOFR 11 B2 SR 6 BETD 7
BEEBRE U7 Y AL, 20mg BOKSICED ZhZh
91.8%. 71.8%iMflxNn 512,

(3) 24 857w - BA pH
EFERADBBSWEIL. 20mg FBOFESICLD ., FE SHIH
12 BREIDL Eich-viiflsnsd, BN pH I &5 12 BE%E
T4.2~6.0 DEFATHELT 59,

(4) MowEE & BB WIHITER
MAFEE & B UIHR E ORICIZIEOHEBGRS A5, B
B % 50%iME 3 % & EDIMAFEEIL 13ng/mL TH 519,

18.2.2 BHEIMREICKIETHE
0.1~0.2mg/kg OEIRANE S TITEEERA O B AR5 T8 % 1
mEEaEANRD 5N B0,

18.2.3 BILEDMICRIFTHE
EEEREOBRTHBNERE ICHELRITS 200,

18.2.4 BNBHHEEICRIFTRE
BiEE. +EBEEEREIC 20mg RO/RS L2154, BHHEE
ICHE % RIS 20T,

18.2.5 FFM{TENERIC KT T &
20mg BIRMNIR S, BERAOFMTE. FIRMTEICEEZ
RIFTE 77018,

18.2.6 MHAAR MU MEICKRIFTRE
BiES. +TIEBEEREIC 20mgl H 2R, 1~2 HAREO#K
B LG4, MBHZA M) MEICEEZ FITE R0,

18.2.7 MO I FVEICKRIFTHE
20mg B RN S, 20mgl H 2 [ 4 B OHRS I BEBA.
HtEEEREOMA YOS 7 F >, HRREAILEY . AL
EUHEICHEE RIS 0D,

18.3 BN TOIEA

18.3.1 H SEKIEHIER
nvitrolZBF 5 E)LEY FMEHOEO MRS T v MMEHTF
HOWHE . WA X in vivo D BEE 2 Z1E/EIZ L7 Ha
SZERMEEFAEAIL, Y AF IV UICHL 10~ 148 15381 TH 5.

18.3.2 BEEWNHI{ER
A XD RY I VRIBREO B EEDIINHIZIRIE. A F T VI
LB TR 40 55 < FRERSR T 1.3~ 1.5 R 122,

18.3.3 BILEDMICRIFTTHE
Ty FDRA ML RICK S EREFEEARORD 2 BRI
T5H,

18.3.4 REEBICX T B1EH
SY MDA YRAZY Y, TAYY Y, FLR=Vay, AhL
AR VMFIRERERICE 2 BEBEH A VIIALY Y —Lick b+
BEBEORAEIIH LTI AF I YLD LBRVWITHIRIER 2R
IO Fi EHERGICKVERICLSBEERIA L) Y —

Nk B+ ZiEEEBORBEREL. BHHEIAF I ED
1, 126,27)

18.3.5 BHIMICX T B1ER
Bk e 24 3 VU 5I1C& 2Ty b BHIMICH LIMHIER
TN

18.3.6 RUEBHBERE(ICHT B1EH
Fy bOFIOI—LVE—AY IV, Fyua—)LBE—+to b
—v BE-7 ) Y ROER-TY ) — LI X 5 E BHER
ExFHTH2OHZH6T, I— K7 b7 3 FICKSBERERE
DIBEEEET 5%,

19. YD CERT BIBLFHAR
—#9EFE . 7 7 EF V> (Famotidine)
ft % 4 :N-Amino-3- {[2- (diaminomethyleneamin

0) -1,3-thiazol-4-yl] methylsulfanyl} propanim

idamide
7 F I CsHisN7O2S3
3 F & :337.45
Al M9 164C (9fR)
BB K
NH:0 O
NH:2 A/& \\S//
/§ N S N7 N\\H,
HN N{/ |
S
(63 R AE~FHEABROKETH S,
Fefg (100) ICB% 9 <, =¥/ —)L (95) IV
FI2< <L AKIZHRD THEIFIZ < W,
0.5mol/L EEFRICIAE T %,
FICE>THRAICERT 5,
22. @&

(T7EFIVE 10mg [TCK])
100 $& (10 % (PTP) x10)
1,000 #& (10$ (PTP) x100)

(T 7EFIVE 20mg [TCK])
100 $& (10 % (PTP) x10)
1,000 #& (10$ (PTP) x100)
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6) H+/AME HARRHBNE. %)IBE. 2021 1 C4521-
C4524.
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