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% 202647 HET (H3hR)
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B3R 34

H25

BAEEE R HE S
872325
S ) AR7ERRA
21900AMX00336000| 2007 £ 7 A
BAS AL

77 EF I VOENRRELE

77EF > 0D 10mg JG,

Famotidine OD Tablets

16 20mgl H 2 E5+ AL T 2584

2. BB (ROBBCHESLBNTE) L H2omgl BIERGeRRLT 60E
2.1 ARIOBS IH LBBIEOBEED 5 5 B gl 5%
s - Cerz60 1 20mg 1 H2ME
. A% - | 1H20mg 1 H1E
*3.1 48R 60>Cer>30 1@ 102? 1826

. B ‘ 1 20mg 2~3HIC 1@

s (1 ) R 30=Cer 1@102? 1H1E
D-v Y= b= AZTABHBTILI K 1 [ 20 BATE 1

VEET TR L, BV VU R A BITEE 1%10$§ 1 gff@E

*

UL, BFOAT—R, KT AL
XFNELT—Z, FLT)-6-F
TrEFIV VAN NEED A B N/ I §:
OD % 10mg IE'O’?H TTETIY L s UABIFL - A5
el & VEEAFILTRY 7 —, KYAF
IFLY /)27 22T —T),
FTANT =4 (L-7z=)V7 5=
EEW) . FRN YLT0 ATFTY

DY 7 AN
3.2 WFIDMIR
fR7E4 & - Al e - K& - ER #pla— K
KH HEH RE
TrEFIV
M~ (—
OD #E 10mg CID <:> 1]G
NG) BOHRSE
[EXES E& HE
7.5mm 34mm  150mg

4. MEERIHR
OBER. TTiERER. UEEES. EEREEEHm ik
HES. SR FURER. HMEERICELD). ERERE
%, Zollinger-Ellison fE{R8$
OTEREDBHERE (S, HIN. R, ZE) ONE
SEBR. EBUEBRORMEEER

6. FiERUHE

(BBE. T-EHEE. WEtias. tEbEtBHm CHtbiEs
5. SR NURES. HIEERICESD)., ERERER.
Zollinger-Ellison fE{REE)
WHEBAIET77EFYELT1IE20mg %2 1 H2H (8
B, YERFZEIHREN) OS5 5. £7-. 1[0 40mg
Z1H1ME (3B BO/ETHEHTES,
aiB. - ERICKVEEERT 5. 2L REHELE R
MOBE T EEESFCIHE LR L. WIRATEEIC 2 5 7%
BREORESITO NP2 5,

(TERAEBDOBHIERE (USh. . ik FE) ONE
SHEBK. BEBSROIMHEE)
BERACIE77EF YL LT 1IE10mg % 1 H 2 [ (54
B%. YEBECIEIHERN) &O®/RS5T 5. £/, 1[0 20mg
z1H1HE (GEf) BOR5T22LbTE5,
7B, ER BRI D EEERT 5.

7. HERUHECEEY 3R
7.1 BHRERTEENDRSE

T77EFVVIIEELTEREY SREMETHRE S NS, B
BETEEI7 7EF VYV E2RETHE, BREOETEED
IZMAFRZECFBRED LR U RAGEEPHD T 20T, RO
EO B EEEBERET 5, [9.2 ]

8. EERBEANIR
M. ke, BEREFICERT S &,

9. HEDERZRT SBEICHT IR
9.1 BIHIE - BiEEFDHZEE
9.1.1 REDHDEE
DINERDOEWERZE T BN H 5, [11.1.6 ZH]
9.1.2 EYBREDEHEEDNSH 2 EE
9.2 BitaElEEERE
MAREPFRT 20T, RE5EBZWI 2, REMEZH T T
fHHT 2 & (7.1 11.1.7 SH]
9.3 FHREEIRSEE
ERPBILT 2B 2D H 5,
9.5 1TiF
PRI SRR U C W B EREME D & 2 A I e L OB #EED
felEtz EE2 SHs N 258IC0s 5T 5 &,
9.6 =FR
BEEOERERCBARBEORERE2ZER L. BALOMEX
BHEEBRT S L. BAHRIIBT IS EARESNTY

%o

9.7 VR
NRE AR E LB R OB 2EIE & U BRI
EEL TR,

9.8 SEE

KElzHET HPREHBEERT 25 EEEICKRET S5
Eo FAIREE LTERE, SHHES NS D, EilE TlE, B
HEAETLTVSZENZV O MHPREDPFRT 52BN

H%o
10. #8E{FA
10.2 f#AEFE HAICEETDCL)
EH % BRAEIR - SEETTE W - faREF
TV IVRFUEESE | 7R 0 A o M | A 0 B R i I E
A rFary—u |PMETFT 5. 7 7 RE A 0 % 1R
IREERS 229,
1. BWER

ROBWERPHoHONBIENHBHDT, BEEZ 7T,
RENROONIZBEICIRE2HIEY 274 EEY) LB 21T
ST,
1.1 EXGEIER
*%11.1.1 Y3avd, 7FIT45FY— (% 0.1%KH)
Yav i, TFT7 4 7% — (HREE, 5. MEEE
il (PRI TRBRIEIESE ) SRRZE) Do bbbl ENdH .




11.1.2 BEFARMEEM. FAMmMEGEA . \|ERIE. SmEEm
(WFNBHIEERE), MIRREAL (0.1%E)
BARRWEEM, Nk, MERERE. AmEEm. m/)
D (IHERE L C2amamE. M. BT - K T Hmm.
REE) BHODNDEIENHBDT. EHWICIMERE % E
L. BEEPRDONIESICZESICES 2RIEL, Bk
WBZTH>T &,

11.1.3 hEMREIRFERIAFAE (Toxic Epidermal Necrolysis :
TEN). REFEIRARAEIREE (Stevens-Johnson fEIREY) (3
NHSEERET)

11.1.4 FHESREREE, &8 (WINLHEERH)

AST - ALTE0DO LR, BEFPHLDLNEZ ENDH 5,

11.1.5 HEIEHRIERAE (S ANHH)

EAY AL, 470 VIR, MEERBEROFERL: ER.,
RSP RO SN-BEICIEES ICRE LRI L, EY) gl
BxiTo I &,

11.1.6 QTER (BHERE)

BCDRER (DEIEZE, FEE. DIES) 26T 5BEICHE
WTHODNRT VDT, BERDODBEOREBICHTERT S
ZE.[9.1.1 ]

11.1.7 BHES, &2 (LWINLIEEALH)

EilmE, 258 GEEE. B, 34 7o0-—-x2) »
HOoONBEIENH D, FHICERERELETLIELZICBVLT
HobNPTVDT, EETSHI L, [9.2 ]

11.1.8 EEBEHBER. IUBEE (LI NLEERH)

FEEIR & UCHE, 5. BHREREMEEY (BUN- 7L 7T
F_ v ERZE) EXRDONTEEICIEES ICES2HIEL,
W2 MBEZITH &,

11.1.9 RAESMERGRN (SHERAEA)

R MEME. PRORREE, Mool X SEES 2 MEERM AP H
S5DLNBETENHBELDT, TOXDERERDID S bLNIZIGEIC
S EFRIE L, BIERERILVE CRORE%OMEY) 2 UE %
75 &

11.1.10 A2UE

11.2 ZOfthDFIHEA

15. ZOfDER

15.1 ERRERICE D 1B
FAIOBRENERICL2ERZRER TS EVHL0T, B
TRV EZERDI ARET B &

16. EMENRE

*16.1 MoRE

16.1.1 EMRHEZ R

(1) KTHRA
77 EFY > OD#E 10mg [JG] &HAY—D$E 10mg %, /10 A% —
N=FEICXDENZEN 1§ (77 EF T2 & LT 10mg) BEEASHEIC
7K 150mL &I ABER %S L C SR RZ(LABE2RE L., 3
5NT-HEMEFE/ S5 A —% (AUC, Cmax) 122\ T 90%IFHEX I
THEHRIT 21T 5 7453 log (0.8) ~log (1.25) O#EENTH Y. MW
Al DL ENESEEDI R Sz,

(ng/mL)
60
-o— 77 EFY>OD§El0mg [JG)
50 ¢ —e— #1A%—D$E10mg
40 L Mean*S.D., n=10

30 ¢

20 ¢

it AN NS AN =S 1=

10

0

01234 6 8 12 24
HE5 %O (hr)
HEMERE/ ST X%

HTEIST A—% SENRT A=Y
AUCo-24 Cmax Tmax T
(ng - hr/mL) (ng/mL) (hr) (hr)

7 7EFYY OD§E

+ + +
10mg [JG) 277.3£84.5 | 40.7+10.9 2.7£0.8 | 3.59%1.05

0.1 ~5% 0. 1%k AR
R - BB, B
B BRE % (hLEE). HmE
IFIE

Jiiiky3 = hiiEzel e IFERERIE 2

A N - EE, O
B BiD - EH,
REERI TR AR
AR, COR%
MM EF . HEE#|HRIR. SR, B=E
1. HIB Javw s

AST ER. ALT[ME VU L ¥ v E|FHERY. 85
L5 AP EF |A. LDH E#
EHBERE, R | R o 8 LR
TR, BETE. R OO &
& AR B, BEEE, O
F

BREANIE. 2ot FLT IR HRE

HE

TR

CK E5. HRHERE
Z DAt W.HAR. B
kA
FEHRSARE X AREEHR & T O RRRFER K O A SRR R IO A
DNTWd,

14. BRALOFER

14.1 FRIRMAEOER

14.1.1 PTP R DHEANI PTP ¥ — + 25 HID H U TIRAT 2 &
SEET LI, PTP ¥ — FORREUIC KD BLHATPRE
REARIA L, ISR ZB Z L CHERRAAEOEE L &0F
FEZHHTHENDH 5.

14.1.2 KANIED LICOE THER 2 RE S €5 CAET 2720,
K7z UCTIRAFIRECH %0 £7z. KTIRATZ2Z LB TE %,

14.1.3 KANZE-FZORETIZ, K LTIRASEZVW I &,

HAY—D §E

262.3£65.7 38.8+£9.9 2.6+0.7 |3.92+1.06
10mg

(Mean+S.D., n=10)

MIEEFMAEL N AUC, Cmax S0/85 A — 513, HEEDRR, (ki
DIRE - BRI D RERZIEIT & > TR BTN B 5.

@ K%L THRA
7 7EF V> OD 4 10mg [JG] £ # A% — D4k 10mg %, 7O AA—
N—fElc kD ZNZN 15 (77 EF V2 & LT 10mg) BEBASR I
K7 LT A RERE OIS LT M8 R L R 2 A L 18 5 hre
MBI ST A—5 (AUC. Cmax) 1o\ 1C Q0%(EHK M T Hati
#2177 72458, log (0.8) ~log (1.25) DEENTH Y. WA DEY
SRS AR S 7Y,

(ng/mL)
60
-o— 77 EF Y >OD$EIOmg ]G]
i S0t —e— H A% —DiEl0mg
3
40 | Mean+£S.D., n=9
7
7
£ 30 ¢t
v
2ot
i3
E
10 ¢
- SN ‘
01234 6 8 12 24

HE5 &K (hr)
EYBEI ST A -4

HTEIRT A= BENTA—Y
AUCo-24 Cmax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)

7 7EF Y OD §E

10mg [JG) 289.3+£43.0 42.3+£7.9 2.9+0.6 |4.03+1.20

HAY—D §
10mg

282.0+£54.7 37.8+8.1 3.3+£0.7 | 3.74+0.94

(Mean=S.D., n=9)



MAEFIBENONC AUC, Cmax F0/87 XA — 513, #HEE OEIR, AR
OFRENEE - BEEOHBFMIC L > TR 2REMEN D 5.

16.6 BEDHRZHT 2EE

16.6.1 BHHEEEERE

77 E®F TV 20mg HIRNEG LI L ED/85 2 =41

4 Cer f# 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
18. FERpFIR
18.1 {ERR

BB Ho XAG 2B L. BRAWEMH T2 21280,
B - TR, BRAFOREHRERTY,

18.2 £ hTOIER

18.2.1 BEERURTY V5 iHI{ER

(1) BERKRUSER#HD B
(R A SURE LR B E 1B 2 Bl R OREREAE RS RO 2 K
BEBKORTY v3BER, 20mg EOREICEDERZNT71.6~
99.6%. 29.5~96.9%fI SN %,

BRSWIHEIR (%) | T2 3BHER (%)

LRSI 98.0 71.0

TEIHAN) Y (dug/kg.

W) IR 047 51
=1 (Img/kg. L) Al
Ayl 99.6 96.9
4 YAV ¥ (0.21U/kg. #E) #I
e 71.6 29.5

F72. 20mg EIRNIRS TEBDB. TR I HA R > RY Y —)LHE
A IS 2910,

(2) wES W
BFEBMAIIHEEEEEREOF % 1l B oFai 6 BE To 7 HHEE
BERORT Y V3 WEIE 20mg FOREIC KD 221 91.8%.71.8%
mHlsnsW,

(3) 24 b5 - B pH
BERAD BB WEIL. 20mg BOBRESICE D, F5% KA, S 12 K
DlEicbhbrzomglsns, EWpH 3. 12 BEKBET4.2~6.0 O#iH
TH®ET 512,

(4) MoRE & SESWINHEIER
AR & BE S WMIEIR & ORI IZEDHEBEGE A A 5N, BBRSWE
% 50%MH T 5 & ZOMAEEIX 13ng/mL Th 59,

18.2.2 BHERMTECKIFTHE
0.1~0.2mg/kg DEIRMNES T I3 ERERAO BREMTGE 25N s ¢
HIERAASRD 5B,

18.2.3 B¥ERDMICKIFTHE
BEEFOBRTHBMERE CHEEZRITS VD),

18.2.4 BNBHEHREICRIFTRE
BiEE. +EBESEEEIC 20mg BOKRS L254. BHHHEEICHE
B RIF S 7N,

18.2.5 FFM{TEIREICRIF T &
20mg BIRNIR S, BERAOMTE. PIRMTGRICHEEL2 RIS
7;CL\17)0

18.2.6 MhAHR MU MBICKRIF T RE
BiEE. +TIEBEBEHIC 20mgl H 20, 1~2 ZAROHRS LG
A MFHA Y MEICHEE RIES 208,

18.2.7 M’ OS5 I F VEICRIFTRE
20mg BRMIES. 20mgl B 2 [E 4 BEREEOHRS . BFERA. EtE
WEBEFOMPTOT 7 F o, HWIRAEALVE Y, EhRLEVEICEES
RIFE 7m0,

18.3 EMITOIER

18.3.1 H2 SHHEHIER
In vitrolZBF 5 ELEY MEHLEOOMERKL VDT v MMEHTFED
B SN A X in vivo O BEES WY ZABIZIC U7z Ho SBAETE
HlZ, Y AF I ICHL 10~148 &8 1 TH 5.

18.3.2 BESWIHEIER
A XOEAY I VFEEEO BB WMEIZIR I, > X F D I LIERR
FETH 40 558 < . FEERERITRH 1.3~ 1.5 RN,

18.3.3 BYERDMICRIFTHE
Ty FOAMLRAICEZBHEFEEAROBDZERICIFH T 22,

18.3.4 KEXEBICX T B1EH
Sy MDA YRRV, TAEY Y, FLR=ZVE Y, 2 LA
FIEERIC K B2 BEBED A VWIIA Y V= LI X 5+ TIEBEEORAEIC
HUTYRAF I XD BBOMEIIRZ RS, 7z, BERSICK
DEERRIC L 2 BB RO A Y Y YV —)LIC & 5+ IS OB 2 (L
L. ZIHIB Y XFY 0 & D252,

18.3.5 B g B{ER
BRI O 2% 2 510K 5Ty FOBHIMIIHN LITEIER 2R3,

18.3.6 RIEBHERZEICT 3R
Sy hOFIOI-)EE—LAY IV, yyuaad—)iE—to =, &
B—7 ALY Y ROEBR -4 ) — LI X AR BHERE 2 FHT 50
HE6F, I—RFRT7E 7 I FICL3ER-EREDREZIEET 52,

19. BMRSICET 2IBEEHNMR

—f%% . 7 7 EF V> (Famotidine)

{b&4 : N-Aminosulfonyl-3-{[2-(diaminomethyleneamino)-1,3-
thiazol-4-ylJmethylsulfanyl}propanimidamide

¥ 0 CsHisN702S3

FF& : 337.45

% R AE~FHEACOBRETH S,
EeER (100) 123 d <, T —)b (95) 1EFIC< <L K
IR TEITFIT Vo
0.5mol/L HEEFHRICTIE T 5.
HAZE > TIRAICEET B,

BER

NH: \ 7

H2N /<N4</Nj/\ SA/&N/ ™ NH:
S

B R 164C (53FR)

20. BURWL EDFE
BEZITER 28T TRET S &,

*22. TR

100 #2 [10#E (PTP) x10. FZRAIAD]
1000 # [10%¢E (PTP) x100. EZEAIAD]
500§ [T AF v 7B NT, ERAIAD]
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) KEALLE i FEIEEIHE 19835 11 (10) : 4301-4304
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)
)
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23) YTHIIEBA fth @ EREEERIR 19845 18 (12) 1 6125-6134

24) Takeda, M. et al. : Arzneimittel-Forschung. 1982 ; 32 (7) :
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26) Ishihara, Y. et al. : Digestion. 1983 ;27 (1) : 29-35
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