% 20264E10 B ELET (Z52H00) BFXELEmRTBES
20244F1 HERET (BB1AR) 872325
By & L EIRGRAT 10mg 20mg
HEHHAM - 365 & 52 & 5 | 22600AMX00627000 | 22600AMX00628000
Ho 225 k15515 B 5 B 18 200248 H 200248 H

xRy J ppEF

~

iR
g

77EF Y5 10me TBP.
27EF20me TBP,

FAMOTIDINE Tablets 10mg *+ 20mg “TBP”

2. B (ROBEICEBELEVIE)
2.1 AHN OB R UBBEAE D BALEE D & 5 B

3. MR - MR

3.1 #m

W5e4 7 7 EF Y v$E 10mg[ TBPJ| 7 7 £F ¥ i 20mg[ TBP

Ay }f%q] 77EFT Y 10mg ltlf)%qj 77EFT Y 20mg
FLHARI, #ES v — A, K Y ERREA VD7 A

A JUAHNVAT—=AF YA, EFads 7ot

=2, SRR AR, ¥V, 71— 6000, A

TTV YR T AT T LA, e Tu A=A, BRILFS >~

3.2 WE DMK

Wi 7 7 €Y 4 10mg[ TBP)| 7 7 £F ¥~ § 20mg [ TBP |
& - FE P~ H B 7 4 )V s a—
EQ] L i} filna B} Hif fR0THT

" Ole|® 0=

B |6.6mm 7.6mm
Ras

J£E|30mm 3.6mm
B #7 93mg # 158mg
kg — 8 TBP272 TBP273

4. shEERIhE
OBE%E. T-HEREE. Walas., LBEEEm Gl
BE. M ML REE, HIEERICKD). FRERER.
Zollinger-Ellison fE{&EE
OTREBOBHERE (UbA. HIl. EiF. ZE) OX%=E
SMBEX. BUHBROSMIEEH

6. AERUAE

(BBE. +-iEREE. WALREE. LEHtEED CGHEME
B, AMXMLREE, HOMERICELD), BRMEER.
Zollinger-Ellison fEMREE)
WHEBRACIET77EFY L LT1IH20mg % 1 H 20 (84
B, A EBEEEEN) BO%S5 54, £72, 10 40mg % 1
H 1M s o5+ 22EdTE 5,
B Mk ERICE D EERR T 5. 272 L. REBHARAE Hif
DAL B EFF THBE LG L. WIRTTEEIC 72 o 722138
512810 202 %0

(FRABOBHMBERE (U A. . K. 2B OHE
SHBEX. BHEBROSMEELR)
WHEBRACIET77EFY L LT1IH0mg % 1 H 20 (&
B, FEBEEEEN) BO%S5 54, £72, 11 20mg % 1
H 1M GtgEn) o542 2EdTE 5,
B, EE - ERICL ) EEMET 5,

7. BEARVARICEEY 3F8

7.1 BREEETERENDRSE
T77EFVIEL LTERD S RE(UETIRES NS, B
REERTERICT7 72 F V0 2T 55 &, HREORT L L1
MARZACRRRE D E5 L PR A3 2 0T kD L9
nixGEE BT 5V, (9.2 2]

1] 20mgl H 2 [l = a5 296

T i i
Cor=60 10 20mg 11 2
60>Cer>30 i ?ggi i E{ ;
30=Cer 1?225 ?EBIHIELI: 1
BEE 1:f$§ ?E?;ﬂ

8. ERGEFNER
M5, HRkRE. ERRESIIERT A2 Lo

9. HENEREHT2REHICETIEE

9.1 &HHE - BIEEEDH 2 8H

9.1.1 DREBDH DBHE
LEROBNEH ZR I T BENNH 5. [11.1.6 ZH]

9.1.2 EYMRBEOCREEDSH 3 BE

9.2 BikEEERE
M REEAFE 3 5 O T, #5558 % 3 5 2 4% 5- Wb & & 1 Tl
MT5Z 8. (7.1 11.1.7 ]

9.3 FFikaeEERE
JERDPEALT 2 BENDD D,

9.5 iE7
WA IR LT 2 TR0 & 5 11k i Lo F 351k
faftkz R & HW SN LS EICORKETH L,

9.6 ®ILB
G OGN O REO G I Z ZRE L LM L
FIEE R T2 2 L BAHICRAITT A 2 LM ST 5,

9.7 NRZE
INBEER R & LR R O a2 IR & L R BRI
Fiht LTV 7e v,

9.8 EfE
KA & m S b0 GHF A LR T 5% SEE RSS2 L,
ARHENT T L L CEIED SHEIES LD 25, SEling Tl B
TLTWAZENZ WM RENFRT 2BEN0DH 5,




10. #HEEA
10.2 HHREE BFRICERTS L)

4 BURAEN - B | B - b
7= VRBEHE |/ OHH 0 Lo | A 0 F B 0 1
{7 aFT—n [HEFT 5. S RS 0 R LR

AT S+229,

1. BEA
WROBIWERI S HbN D Z e D LD T, BigE 51 rv, £
FARRO O NI G & T B e L) A AL A 4T )
ks

1.1 EXAEHER

¥11.1.1 3y 9, PF747% 32— (% 0.1%Kii)
vav s, TF745%y— (RN, 4B, mes kiR
(BHTENFIE, WERIESE) . BB 2h bbb I b b,

11.1.2 BERRMEN, FMEKRKD . ERERIRE. BMAEEMm (W

FTNOHEA), m/MRiES (0. 1%Ki)
PHAARRER M, PR BERERE . P E L, (/R
WA (WERER L L CaBmi, B, BT - ME M, 5
BEE) NHOLDNDL I EDNDHDHOT, EMRYIC MR % it
L. BRSO S NGAICIEE S IG5 2 ik L, #Y) 2 L
2119 2k,

11.1.3 hEMERBIEILBMBIE (Toxic Epidermal Necrolysis :
TEN). REHEIRIERSE (Stevens-Johnson fEMEEE) (W1
b HHEEAE)

11.1.4 FAEREEE. |E (WInbHEEARH)

AST - ALT 50 L5, BEFDHLDONDLZ L0 D,

11.1.5 HERUBRIARE (HEAH)

B )y AME, IS4 7B VR, MERRBEROFH L LA
MR AR O N A EE BT 2 dik L, #b) 2 A
119 2k,

11.1.6 QT &R CHEAH)

RO COIIgE, fPlUE. ORESE) 243 288128V
THOLDLNRTVOT, HGHOEZOREBICTHEET A
£.09.1.1 K]

11.1.7 BEEE. B (I NLHEERH)

ERkbE Gt (R, A, IS4 o—x 2t H
LbNbIENDHD, FFICERERELATLEHIIBVWTH
LN TVOT, EETAHI L, [9.2 2]

11.1.8 HEMEX. 2MBEE (IO HEARH)

WHER & UCEsE, BB, BRI AER Y BUN- 2 LT 5
=V EAER) SRR b NG A ICIEE LIRS 2R L, &)
HALERATH T &,
11.1.9 BEMmME (HEAH)
FEEN, WEIE, NP REE, MO X ARELE SR A AR D MR KN &
PNDLZEDRHLDT, 2D L) BIERDVD O b T-E 1213
GadiE L, BIERERVE Y RORGEOBY) 2 MEL1TH
Lo

11.1.10 R2UNRE

1.2 ZOOEIER

0. 1~5%Ai

o

0. 19
505 - s, #
B (K3, B
M
KRR S
A B 18,
L L I
i, SRR,
FIPI%

HFE 5 )
i H

BEY) LY R
5. LDH L5

SR

B EE

I FmER A

fiE

HLas

IR, BUR. FHE
AR

JFFRES . wE

i

AST 4. ALT

ik £, AP ES

0.1~5%kK | 0.1k BT
SR W01 0 3 ALK
, LN N NNV
WA
A IR . B, »
o
AN LALLM
i PRI, (|7 e
b
CK L3 Wi
e o 5P

FEBUHIIE, AKGEIRE £ T OB IRBUSR K OV Bt Al A1 2 2D
WTWwb,

14, WAEDZEE

141 FHZAEOTE

14.1.1 PTP @ 0#FEHIZ PTP ¥ — M2 6O L TIRM T 5 X
IREFTH I L, PTP ¥ — FORRIKIC L) | BV AH A
R L, B3 22iLE B 2 L CHERRIR 5 0 B 2 4 0HE
BRI H DD D,

15. ZOOEE

15.1 BRER{ER ICE D 153
RHNOBEGDEFE L HEREZEHT 22 L03HHDT, BT
BN EERERRD ) 2T T H T L.

16. EWEEE
16.1 MehigE
16.1.1 EYFHIEF MR
(7 7EF Y >4 10mg [TBP))

77 EFY 4 10mg [TBP) & A% —4E10mg &, 7 O AF
—N—FEICE ) ENEN28E (77 EF Y2 E LT 20mg)
J NS T IS H MR I - L CImAE i RS LR & L
BONIEYFRE/NT 2 —% (AUC, Cmax) 122WT 0% EH
XA CRERHIAT 2 47 > 7245 F. log (0.8) ~log (1.25) Ol
PHNCTH O . Wi O =R RISE AR S ey,

AUCo-24 Crnax Trmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
TTEFY U
+ + + +
10mg [TEP 393.6+112.3| 65.3+19.0 | 3.05+0.60 | 3.19+0.77
AL —§E 10mg | 383.3+86.1 | 67.3+14.4 |2.90+0.72|3.43+0.86

(Mean+S.D., n=20)

(ng/mL)
801

-
o

— 77 EF Y EEI0ngTBP)
-e- T2 —§E10ng
Mean=£S.D., n=20

[SA =23
S S

BEEC GBS
g 5

— Do
o o

10 24
5% (hr)

IMAE IS ONNZ AUC, Cmax ZE0D/785 A — & 1&, HBRE O@IR,
PRI OFRIAN 5L - WS O BR SR IC & o TR 2 W REMEA D
5o

(7 7EF Y 8 20mg [TBP))
7 7EFY U 20mg [TBP) & HAY —4$E20mg #. 7 O A
—N—FEICE ) ERENLEE (77 EF Y 2L LT 20mg)
J N T IS MR I - L CImAE i RS LR & L
BoN-EYEHE/NT A —% (AUC, Cmad) 122WT 90%ETH
X2 CTHERTRNT 2 4T o 72459, log (0.8) ~log (1.25) D
PHNCH O . Wi O A SR RISE AR S izd),

0 2 4 6 8




AUCo-24 Chnax Trmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
T rEFV U
+ + + +
20mg [TBP) 399.3+104.0| 67.3+18.2 | 3.00£0.6 | 3.08%=1.05
AL —§E 20mg | 423.8+122.4| 66.5+23.0 | 3.00£0.6 |[3.05+0.84

(Mean#*S.D., n=18)

(ng/mL)

90 1
I 801 —— 77 EF Y EE20ngTBP|
%'E 0 -e- JJ A& —§E20mg

60 Mean=£S.D., n=18

1‘0

PEERLHER (hr)
A AR O AUC, Crmax 250785 2 — & 1d, HBRE 0@IR,
R OFRIUAI 5L - WER S O RBR SR IC & o THRA L W REED D
Do

16.6 HENEREF T 2EH

16.6.1 BiRpEEERE

0 2 4 6 8

24

7 7EF VY 20mg BRMNESG LzE ED8T A —4D
35 Cer 1 ti/2p AUC Cot
(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. EERhIEIR
18.1 1EFARF
LAY I v He S BEARGERTEE . He 225K S BRI HL Y 72

RE R LTHBEDT, INTERTAHILICLD, IR E
“"(Z HIHIER 2 3979,
18.2 & F TO1EA
18.2.1 BBRUNT Y o 2miEHER
(1) ERRUESERHRS B
TERE R A S A LRSS BB 2 B B SRR OSBRI A -
FE 2 B H R O 7Y v piwald, 20mg G2k ) 2
NZNT71.6~99.6%. 29.5~96.9%HH S5,

e RV
= (%) FIEE (%)
FERE 53D 98.0 71.0
FRIHAAN) v (dug/keg. HiTE)
94.7 75.1
Tl o3
S S— L N kA—.‘}‘{ 1] 3584 4
/\5 V= (Img/kg. i) M5 09,6 9.9
(468’
A A ¥ (0.21U/kg. EHE) 5
o 71.6 29.5

F 72, 20mg BHIRPIE G- CHBETW, TR ITA Y v, Ny
— VST % 5 B 100D

(2) mER®
TR N OIS EEOT R LIPS FRI 6 R E TD 7
BN N RT Y V5 (‘Jég I, 20mg G2 L) Tz
91.8%. 71.8%Mfil £ 512,

(3) 24 EERG49 - BA pH
TR A O BB R X, 20mg B GI2 XD . Fih SIS
12K L iz ) B S s, B pH Ik, %5 12 B £
T4.2~6.0 OFPACTHERBT L1,

(4) MAFRE & BRI BIFIER
M & E R = & OB IEOMBARRS A S, B
gy % 500406 $ 5 & & oIt 13ng/mL T 59,
18.2.2 BHEMREICRIFTHE
0.1~0.2mg/kg OEIRPITE G- TR A O B Rk
NS 2 EHmAFERD BB,
18.2.3 BRAAEDMBICRIFTHE
B BE O B R BRI
18.2.4 BNRHHEEICRIFTRE
B, T TiRBEERE I 20mg #EO%S- LG4, BHkHTE
\ZREE% TS WD,

L %

> Bogmn
7

B RMATE N0,

18.2.5 FFIMITEIREIC RIF T &
20mg BIRAHE G-\, R A OFF IR, PIIRIMG & 8%
AT S 28,

18.2.6 MHPAHRX b AMEICRIFTHE
B, TR ESEREIC 20mgl H 2 1, 1~2 » ARO#%YS:
L7286, M A M) EICREEE RITE W19,
18.2.7 M 7OZ 7 F L ZHICRIFTHE
20mg FIRMFES-. 20mgl H 2 [0 4 A RFE O G0% . HEFE A
WL E BB oIh 7 a5 75 2, W «%mk)wa NN T2
EUEISHEE RITE RO,
18.3 E))%T@ﬁ?ﬁﬁ
18.3.1 H2 -‘i‘-%‘%ﬁ#?‘fﬁm
In vitro \ 2B A ENVE Y MEHLEOLHAEL T T v MEh T
B ONGED L BN A R in vivo D BRI 2RI L7 He %
BARFEPUERIZ, v A F T /2L 10~148 f558 /1 CTH 5o
18.3.2 BERZMINFIIERA
A XD ALY I RO GBS WIIEIR R, Y AF Y I
LAERIBREE TR 40 R558 < . FRBEREIRI TR 1.3~1.5 fF R W22,
18.3.3 BRAAEDMBICRIFTHE
7y MDA ML AL B FRERHEE AR O & B B
j—%zmo
18.3.4 EENEEICXI T B1EH
Gy DALY RAY Ty, TAE) Y, FLF=vyary, AL

AR CHEPIRERICL 2 HBEDH LI A ) V= 2L 512
TR EBOFAEIH LTy AT Y 2 80 bmeintsh 2R

me F o, IR GICL D ERERIC L 2 BEE RO A YY) v —
XA TIRGEEOWEEREL, R AT YR

95211326).2/)0
18.3.5 BHmMICX T 31ER

Bk e A% 2 51285 T v o E I
RTH,
18.3.6 2MBHRERZE MY 51EH

Ty OO I— V- AY IV, Fyaad— V-0
SV V- T A VRO - T8 — V2 X B4 BRI
TrFiTr0H%5F, I—F7X M7 3 FI2X 5 ERBRZE
DG EAEHET 52,

19. BRI ICEEY BIBLEMFR
ik
7 7%EF Y (Famotidine)
1tZ2%
N-Aminosulfonyl-3-

xh L #nii 1 A

{[2- (diaminomethyleneamino) -1,3-
thiazol-4-yl] methylsulfanyll propanimidamide
FFR
CsH15N702S3
FFE
337.45
R
AREFHO~HEAROJBETH 5,
AGIEFEEE (100) 12T <, =7 7 =) (95)
<L IRISHBD THEITFIZ v,

2T



Afi 0.5mol/L HEERHEIZET 5o
AREMITEIZ & > THRA IZERT D,
EZEER

mN/gNﬂgfj/\S/\\/gN/S\Nm
S

NH:

o=
#5164C  (53fi#)

22, AE

(77

EFT 8 10mg [TBPJ)

100 #£ [10$E (PTP) x10]
500 ¢ [10 € (PTP) x50]

(77

EFT U4 20mg [TBP])

100 #£ [10$E (PTP) x10]
500 ¢ [10 € (PTP) x50]

23. FEXH

D
2)
3)

4)
5)
6)
7)
8)
9)
10)
11)
12)
13)

14)

15)
16)
17)
18)
19)
20)
21)
22)

23)

24)
25)

26)
27)
28)

MEHR M- Prog. Med. 1996 ;16 (11) : 2897-2903
ZKFF N : Today's Therapy. 1994 ; 18 (2) : 42-45

Lim, S. G. etal : Aliment. Pharmacol. Ther. 1993:7:
317-321

FEPVERE AR R (10mg)

FEPTERL AR R SRR (20mg)

TSR H AR Iy st &, BIETE. 20215 C-4521-4524
KILBRE b WEFE. 19835 30 (11) : 365-378
KILEHR A WEFEE. 1984131 (1) @ 11-24

PR S Ah  EHLE B 1983 5 11 (9) ¢ 3637-3650
SRS A B L BRIR. 1983 5 17 (9) : 2909-2916
SRS A B L BRIR. 1983 5 17 (9) ¢ 2917-2927
KILEHR A WEFEE. 1984131 (2) 1 51-62

iR Ml HATE LRSS MERE. 1983 5 80 (Suppl.) ¢
694

Miwa, M. etal. :Int. J. Clin. Pharmacol. Ther.
Toxicol. 1984 ; 22 (4) : 214-217

EARTHR b SEFR XA 19835 11 (9) 1 3651-3658
F*OEB HARERR. 19845 42 (1) © 150-157

IR A R L HTEE. 19835 20 (9) : 1859-1864
KUEAZE A 3L B, 1983 0 11 (10) © 4301-4304
SRR A TR L RR. 1983 5 32 (9) ¢ 1383-1395
BI85 b BRRBCAGR. 1984 5 14 (4) : 571-577
PrHIER b - ESBEE ERR. 1983 5 17 (9) : 2878-2882
Takeda, M. etal. :Eur. J. Pharmacol. 1983 ;91 (4) :
371-376

Takagi, T. etal. : Arch. Int. Pharmacodyn. Ther.
1982 ; 256 (1) : 49-58

PrHIERT b JREE L BERPR. 1984 5 18 (12) : 6125-6134
Takeda, M. et al. : Arzneimittel-Forschung. 1982;32 (7) :
734-737

WE st A IS HSEEE 1984 ;27 (3) : 563-569
Ishihara, Y. et al. : Digestion. 1983 : 27 (1) : 29-35
EHEE] A IREE L ERPR. 1987 5 21 (16) : 6063-6073

24, XHFKRERVHEVEDHESE
FEHEan TEMRA S etk - Bk
T 160-0023 HLTHRH 17 [X V4 HifiE 6-3-1
TEL 03-6304-5403
FAX 03-6304-5932

26. BEERGTEES
26.1 BHERRFEIT
SRS L AR e

RREFEEXAFBOTBEIFT1S
*26.2 BER5EIC

W HEEDTERASH

o0
g AIRHRRREE—TE 78105
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