202441 HElET (8100 KS

H2 & EnE]

HAEE R M &S
872325

BARERS 77EFIVER

J
J

»EF s
»EF s

: 10mg"ZE.
:20mg"ZE.

FAMOTIDINE TaBLETS

AP« HIRRAE
MR : 3%

$E10mg $E20mg
AiR%FS |30100AMX00077|30100AMX00078
AL 20024E7H

% (RDEEICIF RS LN L)
1 REN OB UVBBHRE O BER D b 2 BE

3. #ERE - MR
3.1 #HRE
Wi 4 77 EF VU 77 EF VU
e 10mg [ZE] 20mg [ZE]
o - e HE 77EFY> HRE 7752
(1 ggrh) 10mg 20mg

MK VEKEHANLT T LA, byETQITVT S
Y.D-vv= b=, e FRaFySuitino
IsHOAEl — A, TANSLT—L (L-7z=V75=V1t&H
M 1-A Y b—)b, BEEKT A, YL7, A
FTY VBT TR T L

3.2 SFIDMIR

Wi & T7EF I UEE T7EFIUEE
e 10mg [ZE] 20mg [ZE]
e & HE~MER®G
N7 #iE
CIGIOISGIGI=
$E1% (mm)
E JE# (mm) 3.6 3.9
HE (mg) 160 220
#BAla— R ZE13 ZE14

4. FNEEXITFNR
OBEE. T—ERES. WEias. tEEbEdm CHkH
BEE. AR NURER. HMEERICE D). EHRERER.
Zollinger-Ellison fE{RE#
OTEEREDBHERE (FSA. WM. k. 2B ONE
SHER. BEEROSEE

6. iENUHE

(BER. TiERES. UEEEs. J:Elliiéiﬂ:"“tﬂm (GEEEE
5. ANV RESR. HIEBERICK D). ERERER.
Zollinger-Ellison fE(RE$)
WHEBACZ 7 7EF Y ELT1E20mg 2 1 H 2 [ (&
%, A BB EIHREN) BOKS5T S, £/, 1 [H40mg =
1 H 1\ (@) ROKETHILHTES,
BB, - ERICK VEEERT 5. 72720, J:EB%‘F}'H:%Hij
OEEITILERETHA a2 U NIRFTEEIC & - 7821308
A5V 25,

(TERBDOBHIRRE (USh. . Rk FE) OWE

SEER. BEBROSIEEEE)

1_'?'-%52}\ W77EFVELTIE10mMg 2 1 H2 M (R
%, A BB EIHREN) BOKS5T S, £/, 1H 20mg %=
1 H 1 (@) BOKETHZLHTES,
B E - ERIC K D EEERT 5.

7. ERUREICEEY 3R

7.1 BREETRENORSE
T77EFVVRELLTEREY» S REMG TSNS, B
RETEEICT 7 EF V02595 L BREDETLEBIC
MARRZACFRE D B U RBFREAED T S5O T RO &S
REEHEERRET 2D, [9.2 B]

18] 20mgl H 2 [H#5 2 &L § 55HH

Cerz60 1[E20mg 1H2ME
woon |G 101
aver {2 B

8. ERREANIR
M. e EHESICERT A L,

9. B¥EDHEEZEIHEEICEHTIER

9.1 SHE - BIEEEDH D EE

9.1.1 MEREDHZEE
DMEROBWEHZEZTBENSH 5. [11.1.6 BE]
9.1.2 EYBEEDEIEEDHDEE

9.2 BiEEEESEE
m¢%ﬁﬁﬁﬁ¢é@zx&5%&&?6#&5@@%@HT@
Hdsz &, (7.1, 11.1.7 BH]

9.3 FHEeEEEEE
TERPBELT 2BENDD 5,

9.5 FiF
TR SUSIEIR L T W B ATBEME O B % otk I3 IG B L0 A 2E D
fabEtE % Em 2 EHR SN BBEICORKET HT &,

9.6 AR
BB LOAERERUBAREOEREZEE L. RALOMKE X
FiEZBET A&, BAFIBITT A EPHRESN TV,

9.7 VR

INRZEENRE LIEEIEROR2E2BIE S UZERHABR I
EfE LTz,

9.8 Hikin

FEZEET 20 RE5ME2EET 25 EEEICHRST ST &,
AENZEE LTBED SRt S 57, B Tl BHRENE
TLTWBRZENZVWIDMFRENERT 2BZTNPH 5,

10. #HE{ERA
10.2 HAERE HAICEETS L)
A2 & HBRER - IBEGE | W7 - falRET
7V — ) R B E | LR O A O MR | A E] O B B
B S EPETY %, VER 3 e B A D #%
R A= AR zETS €
— )L 52.3)




1. BIEA
WROBWERDH S5bNE T ERHHDT, BEELTDTITITH, B
WHRO SNTIGH RG22 PIET 574 E#E) 2 0B 2175
Z&s

1.1 EXBEIER

MN1.1 Yavd, ZFI45FY— (% 0.1%Kii)
vav g, TF74 5%y — (WRREE., 258, mERE
(FEmEEFE. WIHZES) . ERE%) »"dobhalendb b,

11.1.2 BEFRMEEM. NMERFEA . S\EERERE. /SMIMEEm (»

THOLEEARH), MRS (0.1%KH)
HAERBEEM., JLMBRED ., BMERERE, BIEEN. MM
B (WHHERE LTaaBark. Bijl. BT - ERHMm.
BE) FHobLNEIENHHDOT, EMRICIMERE 2 i
L. BEDSROONIGEICIES ICEE 2R L, @i ug
25T &,

11.1.3 hEMREIBIFERARAE (Toxic Epidermal Necrolysis :
TEN). FIE¥hERARAE(REE (Stevens-Johnson fE(REE) (LT
& HEEAH)

11.1.4 FHESREREE. &E (WINLHEEARH)

AST - ALT %0 LR, #HESHS5DLNEZENDH 5,

11.1.5 1EIEARIARAE (SHEERHH)

EAHYYAME,. IS4 U UR, MEEHEREOZEHL FR.
MRS RD SN EEICIIE S IR S 20k L. B 2@
BTHZ &,

11.1.6 QTIER (JHEARHH)

FroDER (D%, FBE. DIVES) 263 2BEICBL
THHDONPT VDT, BERODBEDREBICHFIERT S
L. [9.1.1 1]

11.1.7 BHES, &2 (WINLHEEALH)

BEHmE, egrs REt. RN, IF70-x2H) »H
bbNBIENDHB. FICBERERELETHIREZIIBVTH
5bNPLTVOT, FETSH L, [9.2 ]

11.1.8 HEMEER. SUBEE (LWIFNLHEERH)

WHGER & UCRE. FE, BHRERAEEREY BUN- L7
Fo U LRE) SFROONIGEICEES IS ZFIEL., @
U MEZT> 2 &,

11.1.9 FEEEMEERN (BEEAHH)

FEEN, MG, PRIRIREE, Mo X SREES LS MEEM RS H
5bNBZENDHAHDT.ZDOXDBIERN D S bNGEITIE
BE52HIEL, BIBREARLVE VHIOBREEDEY 2 UEB 21T
Zé&s

11.1.10 A2UXHE

11.2 ZDfthDEIER

0.1~ 5%k 0. 1%

IEBE L - B, #

FRE (KLBE) .

IS

TFREER I 2

TR - BR[O
B, ELD - B
R RE R R
B BAAR.
HNZ%E

BB A ME LS. B | #RIR. 580k, 55
AL, BHIS E7uvy

iidi] AST E J BB U LY I e RN .
ALT ER. Al-|E B . LDH #E

P LR 7
EHBRER, M W] %% O 8L
KR, FEFE.RE. 5o
AR, AR RE. R, B
fEE, HFEWL
AREARIE, £tk | FLH IR HE
LA R
ZDAth CK E&. HkHE
BE. MR,
5]

FEBUHRL I3\ AKRE IR & T OB R O AR B AR R E D
WTWa,

SHEEANH

iRl B Bk
HILas fEE R

FERTRER

W%

14. BRALOER

14.1 FAIZFHOER

14.1.1 PTP @2 0#EAZ PTP ¥ — b A SO H L TRAT 5 &
SEBEITHI L, PTP ¥ — hORMBIC KD . BOHARIRE
REARIA LVEICII L2 B 2 L THEIRARE O EE 2 & OHE
EHETHIEN DS,

15. ZDfDER

15.1 BRPRERICE D < &R
AR OEEGPEEICLIEREZBHRT 2 EPHL5OT . EBHET
TWZ EEHERDH ARG TH L,

16. ZF4PENHE

16.1 MORE

16.1.1 EZRHEF AR

(7 EFIVEE 10mg [ZE])
T77EFTUHE 10mE [ZE] EHAY —§E 10mg 2. 7O AF
—N—FICkDENEN28E (7 7EF Y& LT 20mg) R
FRABF I A BERE O# S U ISR LR EE 2 JIE L.
BoNEYHELICT X —% (AUC, Cmax) 1ZDWT 90%IEHH
XA THEEHEEIT 21T - 724528, log (0.80) ~log (1.25)
OHENTH VD WA OEMENFREEI RS NI,

SEMBNRE/ ST A — %

HENRT A—4 BENRT A=
AUC (0—24) Cmax Trmax t12
(ng - hr/mL)| (ng/mL) (hr) (hr)
T7EFT U
+ + + +
10mg [ZE] 283.0+£82.9| 47.8+12.1 | 2.4+0.8 | 3.6%1.3
HAY—§ 273.9+£76.0| 47.1+11.2 | 2.3+£0.7 | 3.4%1.8
10mg
(Mean=S.D., n=20)
(ng/mL)
70
60
M —o— J7EFULEE10mg[ZE]
g S0 —A— fzH—§E10mg
LS Mean * S.D., n=20
7 4wt
3
7 30t
i
B20 |-
)3
10
0 ! +
0 6 12 18 24
B (hr)
MiER7 7 £ F YV BEH#E

(F7EF I VEE 20mg [ZE])
7 7EF VU8 20mg [ZE] EHRAY —8E20mg %, 7 HAF
—N—EICEDERENR L§E (77 EF Y2 & LT 20mg) R
FRABFICHE R REHE RS U TSR UERE 2 IE L.
Boni-FEMEEL/IXT X —% (AUC, Cmax) IZDWT 90%EHE
XA THEEHEEIT 21T > 72458, log (0.80) ~log (1.25)
OHENTH V. WHIOEMENREEI TR S 75,

HEMBRENT A —F

HEINT A =% BEINTA—H
AUC (0-24) Cmax Tmax t12
(ng - hr/mL) | (ng/mL) (hr) (hr)
T7EFY U
Somg 2] |326-4%42.1/50.3%11.1| 2.620.9 | 4.9%2.2
HAY—HE 358 1+86.551.7413.8 | 2.8%0.7 | 4.7+1.7
20mg

(Mean®S.D., n=12)



(ng/mL)

70

60
" —o— TJ7EFVLEE20mg[ZE]
g 50 —A— HRa—§E20mg
& Mean = S.D., n=12
7 a0l
7
£
7 30
>4
>
®o20 |
-4
10 b
0 L L L 'y
0 6 12 18 24
R (hr)
M#EF7 7 5D VIREH#R

MAEHFREILCIC AUC, Crax FEDO/INT X =513, #EFHOE
R AR OFREVEEL - RS OFERSEAFIC &k - TEZ L RN
H%o

16.6 HEDERZEIT 3EE

16.6.1 BHEEESERE

7 7 ®F Y 20mg BRNEG Lz &S D8 XA —FD

5 Cer @ ti/2p AUC CLitot
(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

18. FNEE
18.1 {ERHER

BAREEENINE D Hy ZAE 2 ERT L. BROWZIMHT 52 &1
L0, B - FTEBEE. HERAFORENRETRTO,

18.2 &£ FTOIEA

18.2.1 BEERURTY V3B iEI{ER

(1) BRRUSER RS W
BN SUITH LIRS B 2B T 2 B0 K S RIAI 5
B0 2 EREBK O T Y W, 20mg ZOKREICED %
NZNT71.6~99.6%. 29.5~96.9% M N 2,

BRI RT U5
I (%) MEE (%)
EREI 98.0 1.0
TEIHAMY Y (4dug/kg.
i) B 94.7 75.1
~RFJ—)L (Img/kg. Bk
RIS 99.6 9.9
A4 ¥ 29 ¥ (0.21U/kg. #
) RS W 71.6 29.5

F 7z, 20mg BARNIL S TEBESW. T EIHARY >V, RV
— VST IR A ] 3 5 10.10

(2) ®=ESw
TR A SUSH LB REOFE 11 B2 S/ 6 L TO
7 BEBEBEORT Y VAR, 20mg BO#EGIC KD ENE
191.8%. 71.8%MEsn 52,

(3) 24 mEESW - BW pH
TR A O BB E X, 20mg BROFKSICED ., FH KIS
12 BEBDLEichiz D MElsns, BN pH Ik, 12 % ET
4.2~6.0 0HFEATHET 51,

(4) MR & BER W HNHIER
MR & B WMIHIR & OICIZEOHBEMGES A5, B
By ibE % S50%MH T 2 & E0MmAEEI 13ng/mL TdH
24

18.2.2 BHERIITEICKIFTHE
0.1~0.2mg/kg OFARNIE S TIZEBFEKRA O BRELTR R %
HINSE2EmPRD 5 NB,

18.2.3 BHRDMICRITTHE
BEEEEOBRPMBERE ICEELRITES 2N,

18.2.4 BABHHREICKRIF T HE
BiEE. +TEREEEREIC 20mg ROKS Lz, BHH
HICHEERITS VT,

18.2.5 FFIM{TENREICMIF T REE
20mg BRI S 3 BB A MRS, FIRMLGE ICHES
KIS 208,

18.2.6 MhAHR U NEICRIFTRE
BEE. TTEBBBEHIC 20mgl H 2 [E. 1~2 7 HREO#K
S84, MHhHA N VMEICHEZ RITE BN,

18.2.7 M’ OS I F VEICRIZFTHE
20mg #IRPAES. 20mgl H 2 | 4 BREFE O35, BER
A HbEBEREOIMM YOS 75>, WIEREALEY .
FIVE VEICHERRITS 0D,

18.3 EMITDIEA

18.3.1 Ho SEAEHIER
In vitro\Z B 5ENLEY MEHDEOMAFKT T v iEH
FEONEY . YT A X in vivo D BB ZEEIC LT
Ho ZAMEFMERIZ. Y AF Y UICHL 10~ 148 1581 TH
%o

18.3.2 BERSHINHIER
£ XD AY I VHEEOBBRSMINEHRIE, O AF Y VIck
L1’)FJ$)J9§T§’C“%’\J 40 B <. FikFB TR 1.3~1.5EE
123).24)

18.3.3 BHRDBICRIFTRE
Ty MDA ML RICKZBREREEEEORD 2GR IHIH]
'9"%:24)0

18.3.4 EEREBICHT D1ER
SY MDAV R, FAYY Y, FLR=vVary, AL
AR OFIFEIRICE A2 BEED A VIIA Y Y —LIZX b+
BBEBEOREICH LTI AF VY X HWIMEIRHE 2R
IB0), Fio, BEHERSICLOFHRICLSBEERTALYY
KB+ THRBEBEOREEEE L NI AF VU KD
§§L326),27)0

18.3.5 BHIMICx T S1ER
BRMEOe 2% I 0 E5I1CK% Ty bo Bl LIEIER
ERT,

18.3.6 RMBHIEREICWT S1EA
Ty rDYITOI=)LE-—AY IV . ¥yyaa—)LE—tu b

VBB -7 A YV ROER - T Y ) —)UIZ & B & B RER

E2FHTH5DOAZ5T.I— K7t b7 I FICK % BRERE

DR EHET 52,

19. BKSICRET BIE(EEHXR

—f%% . 7 7 EF Y (Famotidine) (JAN)

{b224% : N-Aminosulfonyl-3- {[2- (diaminomethylenea—
mino) -1,3-thiazol-4-yl] methylsulfanyl} propa—
nimidamide
CsHi15sN702S3
337.45
I7ryEFVVIIAG~FHEOBOKR TH D, BB
(100) IZEFRF L. ¥/ =)L (95) KBt <.,
FKIZHED THEFIZ < Vo 0.5mol/L IR ICIAET 5.
FIZ X > THREIZERT S,

7R
TR
R

NHZO 0

N7

NH;

HZN/&N %:]/\S/\/&

B N A9 164C (9fR)

22. Qi

(F77EF YV 10mg [ZE)
100 $% [10%E (PTP) x10]
1,000 $% [10 %% (PTP) x100]
1,000 $t (A%, N5, GEAIAD]

(77 EF IV 20mg [ZE])
100 $& [10%E (PTP) x10]
1,000 $% [10 %% (PTP) x100]
1,000 $t (A8, N5, GEAIAY]

23. FEW

N/S\NH2

1) $&TYS% fih: Prog Med. 1996; 16 (11) :2897-2903

2) ZARZ A: Today’s Therapy. 1994; 18: 42-45

3) Lim SG, et al.: Aliment Pharmacol Ther. 1993; 7:
317-321

4) HAERL EMFRESEEHE (88 10mg)

5) HHNER: EMENESEERE (88 20mg)



6) E+NA\BUEBRARFERZH@EHE. BIIFIE; 2021:
C-4521-4526
) RILEHA fth: WRFER. 1983; 30 (11) : 365-378
) RILBHA fth: WRIER. 1984; 31 (1) : 11-24
) TEEREES fth: SEIE &AM, 1983; 11 (9) @ 3637-3650
) SRS fh: EREEERIR. 1983; 17 (9) : 2909-2916
) SHFRKES fth: EREEERAR. 1983; 17 (9) :2917-2927
) RILBHA fth: WRIER. 1984; 31 (2) :51-62
) HRIERR fth: HAH LRS- AMEEE. 1983; 80 (Suppl.) :
694
14) Miwa M, et al.: Int J Clin Pharmacol Ther Toxicol.
1984; 22 (4) : 214-217
) BARTER fth: L VARE. 1983; 11 (9) : 3651-3658
) & IB8 fth: HARERR. 1984; 42 (1) : 150-157
) FIR R fth: B2 & HEE. 1983; 20 (9) : 1859-1864
18) KPEAIZE fili: I LG, 1983; 11 (10) : 4301-4304
) SHFRKES fth: BREEEERAR. 1983; 32 (9) @ 1383-1395
) I R fth: BRARALAR. 1984; 14 (4) : 571-577
) TTHHIERA fth: ZERE EERPR. 1983; 17 (9) : 2878-2882
) Takeda M, et al.: Eur J Pharmacol. 1983; 91 (4) :
371-376
23) Takagi T, et al.: Arch Int Pharmacodyn Ther. 1982;
256 (1) :49-58
24) FTHIEBA fii: EEEEERK. 1984; 18 (12) : 6125-6134
25) Takeda M, et al.: Arzneimittel-Forschung. 1982; 32
(7) :734-737
26) REES e fh: JSFHZEIE. 1984; 27 (3) : 563-569
27) Ishihara Y, et al.: Digestion. 1983; 27 (1) : 29-35
28) EHEEE fth: BEREEERRK. 1987; 21 (16) : 6063-6073

24. XFERERUEVSDOESE
SRR TEKRASM  RERRE
T 545-0051  KERHFIEE XARAT 1-2-7
%81 0120-189-228
TEL 06-6630-8820
FAX 06-6630-8990

26. BHERGTRES

26.1 SGSHRSTIT
EER BT RIKANE=N
ABRAFIEEHAERT 1-2-7

26.2 F5ET
EEFEEMKRIAEm
SRR EIETB]2-4-12
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