2023F8HIET (51

BPE  HIRARTE
BIWHA - 34

BAFERM D HES

872325
AKipES HR7eRala
#£10mg 22600AMX00728000 200349H
$E20mg 22600AMX00727000 2003495

H ZEFSEHAl
axxrn J 7 EF I VEE
I7EFIVE10MEIIG]
T27EFIVE20mMg[IG]

Famotidine Tablets

2.
2.

2 (ROBEICEESLEBEVWIE)
1 KAID BN UBBUEDBHERED & 5 &

iy |

3. 4ERK -
3.1 #/

IR

HR7E 4

77 EF Y UEE10mg [JG)

7 7 EF Y UE20mg (]G]

ARG

Ed
HRE 77EF9r
10mg

L
HE 77x57Yv
20mg

INIA

FRE KA. Rt La—
2, EEB#EELr RFufy 7o
vltra—2, AF7Y >
[ ST NSV N =
W, e uxXu—2x, v 70
T—)L6000. ER{bF% >\
WK VERKEAIL T T L
VEREREE LT I SV
Ly ZAN=iyj

FREKFY, ST o—
2, e RoFrFuitiL
o—A, hvEQIayFrs
VN ATTU VR TR
L, BB Z V. TRRERER
NN T, TITETIL
K BEFy >, RUAF
IF L (105) R)AF
ZFav’Ly (5) 7Y a—i,

vFuxo—RA, FILI,
FILFrNay

3.2 BAIDOMHRK

BR7E 4 77 EF Y UEE10mg [JG) ‘77%9‘-*‘}‘/%%20mg 1G]

& - Al H &~ MEE EOHEREE

- |®00 | @00
BE 6.8mm 8.2mm
R
~ E= 3.8mm 4.4mm
HE 140mg 210mg
WAl — K chll6 chl17

4. FHEER (IR

o BiER. TSR, USHES. EEELERMm CHbE
BEE. 2R MURESR. HMEBRICKD) . ERERE
. Zollinger-EllisonfE{RE#

O TELREBEDBHERE (FSh. W, FR. ZE) ONE
SEBK. BEBROMEERH

6. AERUHEZ
(BEE. T HEEES. UEEs. LEBHEERm CHb
B, SR MUREE. HMESRICESD) . ERERER.
Zollinger-EllisonfiE{RE%)
BWHERAICIZ Y7 7 €57 Y0 & LT1E20mg#% 1 H2ME (S,
Y E%E - IIHER) RO®E5T 5. £/, 1E40mg%E1H1
[ (BLEHT) ROKETHIEBHTE S,
mB. Fl - ERICKDEEERT 5. 72720, EERHLE
MOBGEIITBETHAF TR 2B L. PIRATREIC 2 - 7
FREORESICTDN»Z 5,
(TERAEBOBHIFERE (U'Sh. M. ik, FE) OXE
SEER. EBEBROREIETER)
BEBRAICIET 7EFY & LT1EIIOMEZ 1 H2[E (Fi&k.
Y EBFZIIRER) BOKET 2. £/-, 1E20mgE1H1
| (BLEHD) ROARE5T2IEDHTE S,
B, E BRI K D EEEET 5.

7. BERUBEICEET 3R
7.1 BEEETEENDRSE
77 EFIVVRELLTCEREY SREETHRES NS, BH
RETEFIC 7 7EFVVERETHE. BREOERTEED
IR ZBLARRE DS ER L. IREHRESEADT 20T, RO
kO RBE5EEZALET S, [9.2 2E]
1[E20mgl H2E#H 52 BHE LT 2156

71/7?‘(L‘/7A‘J7’7‘/X E
mL/min)
Ccr=60 1[E20mg 1H2[E
1[E20mg 1H1ME
60>Ccr>30 1E10mg 1H2ME
1[E20mg 2~3HIC1EH
30=Cer 1E10mg 1H1E
. 1[E120mg  EAT# 11E
B 1[E10mg 1H1[E

8. ERLBEFNIER
M. ke, BREFICERT S &,

I . BENERZFIIEEICHTIER

9.1 BRI - BIFEEDH D EE

9.1.1 DVREDH B EE
DIMERDBIERZR I TBENTH 5,

9.1.2 EYBRBUEDEIEEDH 3 EE

9.2 BrEEEEEE
MAEESREGET 50T HE5BZHT 2 PEE5HEEH T
ERTAZ &, [7.1. 11.1.7 ZH&]

9.3 FFHEElEZ EE
ERPET 2BEFNDD 5.

9.5 iFtF
IR SRR L T W A REEME O H 2 oI I3ieE Eo BN
fabiEtt 2 EE 3 EHE SN2 BEEICORZEET H &,

9.6 ZILIF
BELOBRERUCBARBEORREZEE L. BAOREXL
WHIEEZBET A2 &, BARICETT A EARESLTY
%o

9.7 1INR
NREZWNRE LIZBMEROREM 2 BIZE Uz EREERIL
EEL Tz,

9.8 HinE
KA ZBET S PHREEELEET SR EEEIRET S
Lo RENGFEL LTERE > oFRS NS, SiRETIE. BHE
BEPMETRTLTWAS Z EDPZW-DIMTBENEGT 287D
H5o

10. 8 E{FH
10.2 HAZER (HAICERTZ L)

[11.1.6 Z&]

AR E BRI - HEBETE WP - fElEE T

TV -VRTEEE | AL OEA OMmARE
AT FI—= | BERT B

AAN D B B I
P73 22 BLEE A D E TR
REEFSE523,




1. BI{ER
WROBWERDH S5HNE T ERHHDT, BEETDITIT,
BEPRD SNIGEICERES 2L 57 S#Y) 2 0E % T
22 &,

1.1 EXGEIER

MA112avd, P7F745F9— (F0.1%KiH)

Tavwg, TFI745Fy— (IFREE., 2580, MERE
(BEmEFE, WSHRES) . M%) PHobnbd Il &rdh b,
11.1.2 BEFTRMED., AMEREA . EFPRNERE. BMEEm

(WFNHEHEEAH) . MIWRES (0.1%KH)
HEARBRMEM, FlskEd, WERIRE, B, m/h
WA (EERE LT2a8E8R. B, BT - MERH
M. ¥8%) PHobhb I ENHHOT, EHRNICMEHRE
REREL. BEPROONIGEICTES ICREZHIEL. #
Y MEZT> 2 &,

11.1.3 hE4REIESERIARE (Toxic Epidermal Necrolysis :
TEN) . FEHFRIRAEIREE (Stevens-JohnsonfEfREE) (W
THHEEEARR)

11.1.4 FHSREREE. BB (W I L HEREH)

AST - ALTEO LR, BEFHODLNEHZENDH B,

11.1.5 1&REhRIARAE (SHEAHR)

EHU LM, 3470 VR, MiEEHEEZEOERL -
. BARSENRDONGEICIES ICREEZFRIE L. Y
BHEEITH T &

11.1.6 QTER (BHEAHH)

BHODER (DAFEE., FEE. DAVES) 23 58EICE
WTHEDLNRTVDOT, BEZHDOBEDKREICHTERT S

ZE. [9.1.1 2HE]

11.1.7 BHEE, &2 (LWINLHEERH)

BEEE 25E% (BEE. MR, A 7o-xx2) »
HODONBEZEND D, BICBREREL»FTHEFIIBNT
HEOLNRT VDT, EETSHI &, [9.2 2]

11.1.8 EEMHER. SIUEEE (LI N HEEERE)
WEEER & U TRE. RE. BHEREERE BUN- 7L
TFor ERE) RO NBEICIIES SRS IR
L. B MERITS &,

11.1.9 FEE AN (BEE )

FEE TZME, PRORERIEE, MOSXHREE S 204> MEEM AL H
EONBZENHBHDOT, TOXDBERIH O DONIZHEIC
B35 ZHIEL, BIBERERILVE VAIORSSEOET L LE 2
o2&,

11.1.10 ALY HE

1.2 Z0ttDEI{ER

0.1 ~ 5% 0.19%K1i SHEEAA

P - 5. B
B (A3 |
VI

H Bk FEREIES

fEERN T BE. O
5. BiD - B,

REERRE RS BAk
AR OINZE

MmEEF. HEH
#L. HIE

AR, SRR,
Juav s

iR

AST S ALT k
5. Al-P LR

wevirerk
7. LDHER

ZE
FFRERE . ®E

TR

EX{i SV N
NS R, IR
R DR

Al 3 O #8 ELDIR
&, S DOMRRE, =
B, BEEE ©
ED

W WH

ARERNIE. 2tk

FUTIRHVE

AE

Z DAt CKER., hRER

BT B

FBAREI, AR £ T ORI K O SGERERERICED
WTWa,

14. BRLDER

14.1 ZRIRMFOER

14.1.1 PTPEEOEAIZPTPY — bSO ML TRAT 5 &
S1EET 2L, PTPY— hOMMIC KD BOSHARIRE
HEARIA L, BICEZEA 2B U THIBAASOESE L&
EEMFET B EN DD,

15. ZDfthDER

15.1 ERREAICE DB
KAOREGEPBREICLDERERBT 22 EFHH0T, EH
ThRWI ERTERD S ARG T HT &,

16. EMENRE

16.1 MOUEE

16.1.1 EMZHIEF AR

(I7EFYVEE10mg [JG] )
7 7E®FVUHEIOME [JGl EAHAY —§E10mg#% . /0 A4 —
N=IEIC kD ZENZENI1SE (77 EF V& LT10mg) BERK
ANBFICEEREEROZE LRy 7 £F DV BEZ Y
EL. Bon-#EWEE/$5 X —% (AUC, Cmax) oW\ T
90%EREX FIEIC THEEHARIT 21T - 72458, log (0.80) ~log
(1.25) OEENTH . WA OEMEHEFENS TR S
729,

(ng,/mL)
50 1
o 40! —e— 7 7EF Y V$E10mg (]G]
b3 —0— HAY —§E10mg
? 30 ¢ Mean= S.D., n=19
7
=
7 20¢
=z
BO10 ¢+
i1
0 s s s s ‘ =
0 4 8 12 16 20 24
B 5% Or (hr)
HIENTA—% SENTA—%
AUCO,24 Cmax Tmax ti2
(ng-hr/mL) | (ng/mL) (hr) (hr)
T7EFVUEE 196.05 32.92 2.84 4.74
10mg [JG] +56.48 +11.47 +0.60 +1.05
N 198.34 31.50 3.11 4.35
R P £0.66 +0.41

(Mean £S.D., n=19)

MEFBELECICAUC, CmaxZ0n/8T A — 13, HiEaE R
R ARROREEIL - BEEZOHEBREMIC L > TR A6
R %o

(F7EF I VE20mg [JG] )
77 E®F Y UEE20mg [JG) & HAY —5E20mg% . 7 10 A —
N=IEICE D ENENISE (77 EF V& LT20mg) BERK
ABFICEERBEROZS L CmEF 7 7 £F DV BEZH
EL. BN WEE/SF X —% (AUC, Cmax) 20\ T
0% EREX IS THEEHARIT 21T - 72458, log (0.80) ~log
(1.25) O#EENTH . WA OEMEHNEFEI TR S
725,

(ng/mL)

80
" —— 7 7 EF Y U$E20mg ]G]
8 ot —0— A AY —$E20mg
E; Mean=+ S.D., n =20
7 L
= 40
7.
N
~ 20t
7
&=

O L L L L L
0 4 8 12 16 20 24

#E5#% ORsE (hr)




HENT A% SEINTA—4
AUCO,24 Cmax Tmax ti
(nghr/mL) | (ng/mL) (hr) (hr)
TrEFIUEE | 462.85 62.71 2.85 3.45
20mg [JGJ +100.77 | +17.47 +1.14 +1.02
. 457.84 62.71 3.00 358
ART=FR20mE | 10593 | +17,01 +1.21 +1.09

(Mean £S.D., n=20)

MAFFEEN NICAUC, CmaxEn 8T X —# 1%, #EaE D&
R MAREOEREEIE - FFEEOREESEMFIC K > TR 575
WdH 5o

16.6 HENERZHIHEE

16.6.1 EHkhEBEEE"Y

7 7E®F Y 20mgEIRAIEES LIz EEDIST A =%

F5Ccrfl tl/ZB AUC Ctot
(mL/min/1.48m?2) (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

18. ERFEIE
18.1 fEA%F

BRSIEEE M i D H, 2 A A 2Bl L. BER W E 2 2 &I
0. B HTEBEE. BREORENREZRT,
18.2 £ hTODEA
18.2.1 BEMURT YV a3ipEIfER
(1) BRNUSER S
R SUITEEERIEEFIC BT 5. ElE & OCEHERIH
A GREO2R BB R O T Y W3, 20mgiE a4
BIZ&DZENENT1.6~99.6%. 29.5~96.9%FIS N5,

BRI RT3
R (%) R (%)
Hwmo 98.0 71.0
FRIHANI Y (4ug/kg. Bik)
g 94.7 75.1
&Y= (Img/kg. FHE) FIE
PN &xe 99.6 96.9
1> 20> (0.21U/kg. #HE) Hl3
Ao ( g FHE) RIB 716 29.5

F 72, 20mgHIRMZ S TERIW. 7 P IHARY V. R
73— VR W & g 5 9 10)
(2) mES B
REMASIH L EEREOFRLLIED S Fhl6kE T
O7EEEBEEORT Y VaWEld. 20mgROE5I1ck D
ZFNZFhN9o1.8%. 71.8%iMEIsh 51D,
(3) 2485R85 3 - BEApH
EERADBBRSWEIX. 20megEOR5ICk D, F%Ik
26 12BN Eicbz0ilflsnsg., EHpHIZ. 512
R F T4.2~6.00HE THKL T 5 12,
(4) MOEE & BB W NHIER
M & B WMIHEIER & ORI IZIE OGS A 5
. BEWERS0%IH T 5 & &omFEEIX13ng/mL
TH5H13,
18.2.2 BHEMREICRIFTRHE
0.1 ~0.2mg/kgD BRI 5T I3 B AL A 0 B KSR I 7 8 %
msgaEmA RO NS 14,
18.2.3 BB MICRIFTRE
BEEREOBRPEENERE I CHEL RIS RN,
18.2.4 BASHIHEEICRIFTRE
BiEE. FTIEREEEREIC20mgiRO®RE Li-BE, BHkH
HEICHE R RITE 0 10,
18.2.5 FFM{TENEEIC M (T I R
20mgEEIRA T 5 1. R OFIMTE. FIRMGE ICHE
ERIFES VI,
18.2.6 M AR MU NBEICKIFTRE
BEE. +oREEEEREIC20mgl H2M, 1~20 BREOHRS
Liztga, AT A N MEICEERRITS VIS,
18.2.7 M’ OS I F VEICRIFTHE
20mgRAIE S 20mgl H2[E 4RO 51 EERA.
EltEEEREomMtT YOS 7 F >, HRREAILE S, R
WVE MBI EEZRITSH WD,

18.3 EM¥ITDIEH

18.3.1 H,Z S {KEHI{ER
In vitrolZ BF 5 ENLE Y MEHOEOMIKKE DT v MMEH
FEOIHE . WA Xin vivoD BEES WD ZHgEI1C L7-
HySAUREFERIL, S A F Y U ICH L10~ 148(E8 1 Th 5.

18.3.2 BEEMMNHIER
A XD RAY I VRIEEO BB AIHEIZIRIE, Y AF Y Ik
UERIT8E THI40M550< | Fftif TR 1.3~ 1558122, 23)

18.3.3 BGRDMBICRIF T RE
Zv FDOA L RICK 2 BHEFEEAEDORD 2 BRI
Es 23) R

18.3.4 RERERBICWIT B1EH
SY MDAV RRAY Y, FAYY Y, FLR=Vor, At
L AR OHFIREIRIC L A2 BEEH 5 0IEA Y V=Lt k5 +
THEBBEORAEICH LTI AF IV &0 RWHILIR 2R
24229, iz, EEREIC K DEERIC K 2 EBERT A Y
VeI E BT EBEEORREEE L. I AFI
k y)gﬁbxzs)‘ 26)

18.3.5 BHMICx 9 21EM
PR O e 2% I 512855y OB IS LINEIER
ZRYT 23,

18.3.6 S BHRRZEICW T B1EH
Ty hOy¥ITOI— - AY IV, ¥yud—)LEE—tno
ho, EBEE—T7 A VRO -5 ) — LI A ER
BREZFHT20DA %563, I—R7E 7 I NICKEBH
SRS DG 2 (BT 527,

19. B ICA T 2 IBEENAR

—RRINEFE . 7 7 £F Y (Famotidine)

{E24& : N-Aminosulfonyl-3-{[2-(diaminomethyleneamino)-

1,3-thiazol-4-yllmethylsulfanyl}propanimidamide
CgH15N70,53
337.45
HE~HEABOERTH 5,
Fefe (100) 1S9 <. =4 /=)L (95) 127
FIT< <L AKITHRSD THTFIT W,
0.5mol/LIEREFRTEICVE T 5.

FHIZE > THREICERT S,

PFR:
PDFE:
MR

NH2
" /\/&
N S
/& / s N SNH
v S|
s

B R i9164T (77f)

22. 9

(F7EFYVEI10mMg [JG] )
1008 [108E (PTP) x10]

(F7EFIYVE20mMg [JG] )
100#E [108E (PTP) x10]
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