20264F 8 HLLET (520K)
2023411 HEET (1R

Bk SR IRAT
FREIE - 34

HS2 R A
BAERS 77EFD 8

BAEEERIEES
872325
$£10mg $£20mg
AERES | 22300AMX00803000| 22300AMX 00804000
BRFERANG 20114F11H 20114E11H

77EFY 8E10mg [HETL]
J7EFY 8g20mg [HEIL]

Famotidine Tablets

2. B2 (ROBEICEBELEWVNI L)
2.1 KA OB LB OREAED & 5 B

3. #ERk - MR
3.1 fHmk
W4 7 7 EF T $E10mg 7 7 EF Y Y$E20mg
e [HET] [HET]
15t 1§
BRI TrETFT TrEFT
10mg 20mg
FUBEKRIY ., MK Y ERREA VT T AL KL O — 2
A e RoFryue -2, REREe Fu ks oa
o bl u—A, BHERTAM. ATT) VBT A
TAL FNT L BT v
3.2 WEIDOMIK
B4 7 7 EF Y $E10mg 7 7 EF Y Y $E20mg
e [HET] [HET]
JilbiZ TANLKT—T 4 VT
o34 =)
- n
A 468
V| 2 O Q
T = =
B (mm) 76 8.1
JE& (mm) 37 38
i (mg) 160 195
Kfka—F 71 468 7 469
ST —F 468 @469

4. FHEEX IR
OB EE. THEmFEE. WEEhES. LEEEHm GEbM
EE. SMX ML REE. HMPEBERICE D). EHRMEER.
Zollinger-EllisonfE{&REf
OTREBRODERERE (UsA. Hl. . FE) OX%=E
AMER. BEBROSMMES

6. AERUHA=E
(BiEE. T-HBEE. UASHES. ESEtERm CYbME
B. aMAMLZEE, HOEERICL?). UHRMEER.
Zollinger-EllisonfE{ZE)
WEEANICIE 7 7EF Y & LTCLIR20mgx 1H 2 (Fifk, &
B F 3N BO%S 35, 72,0 140mgZE 1H1E (it
$Ea) ROEGTHZELTED,
%B. AER - ERIC K D EERRT 5, 22720, REE L Hin
DA NNLBEE RS H THEE L B L. WIRWTEEIC 72 o 7272135
#5280 2 5,
(TREBDBHBIRE (b A, BN, R, FE) OXE
SHBEX. BHEBROSMEELE)
EEEAICIE 7 7 EF Y & LTCLANOmgx 1 H2M (&R, ¥
BB EIREN) OS5, 72, 1A20mgZ1H1A (i
D RS T AL L TE B,
B, AER - ERICK ) EEHEKT S,

7. BERUHEICEET 3EE

7.1 BHEERKTEEADEREE
77 EFVFELE LTHEED S RELETHEES LS, EHRE
BFEHIC 77 EF YV rafhb3 s e, BREORKTE &L 2m
PRGBS B L L IRPHREDSEA T 20T, kD L9 7%
BHEr HRE 350, [92 5]

11M20mgl [ 2[a1#% 5% JEUE & § B34

= 1 A N
VT T /7‘)77/Z Py 5.
(mL/min)
Cer=60 1[0120mg 1 H2[H]
1A120mg 1 H 1\
60>Cer>30 1AI10mg 112l
1n20mg  2~301 L[
=
30=Cer 1H10mg 1H 1/
e 118120mg &A1
AT
BB 110mg  1H L[l

8. ERLEFNIEE
M5, HERkRE. ERRESEICIER T A 2 Lo

9. HENERZEIHBEICHTIEE

9.1 A - REEEZEDH 2 8F

911 DRBEDHZEE
LIMEROBIEM AR $TBENNH 5, [11.16 2]

912 EWEBEDHREEDSH 3 EBE

9.2 BipeEERE

M EEASFHRST 2 DT, HG5EEWT 2 25 MR H 1 T
AT 5Z &, [71, 1117 BIE]

9.3 FrikgefE=aE

SERDEAL T 2 BENDDH 5o

9.5 1147

TEIR SR ITR L T B W REME O & 5 I3 G # L OB HIEAE
Btk a B2 &SN A GEIC0RFESTH I L,

9.6 ®RILiB

B EOFIEME R O REOG L EE L. BRI O LIL
ke 2L BILFICBIT T2 2 LG SN Tw 5,

9.7 INRE

INBEE R R E LRI O e R e L R AR 5
i LTy,

9.8 &

RH %2 BET 0% G MHEYEET L2 L EEICHT T2 L,
AFNTFEE U CTEED SRS N DA%, EE Tl BEE R
TLTWA I DBV o MiREA T 2 BZ b D 5.

10. HHEAEA
102 HtREE BARICEE TS L)

A4S FRARIEIR - $5 87 Wy - faRE T

T = VR PUE  5E 7o o SEF o 1 A
4 Farv— PMET T %,

ARFN O B W5 ws A0 1
F A FE R A 0 7% 110,
PWEET S5 9,

11. BElfEH

WORIWERD S 5D 2 D DHDT, BEEE 5T, 2
HEOFRO LN AT AP IET 5% EEY) R E AT O
s

11.1 EXEEER

111 Zavy, PF7147% 32— (K01%AKiH)
vav s, TF 7495y — (PR, 45 miAl, mEFE
(EEM AR . WHEERAESE) . FRRES) dobNb 2 ehd b,

|[HA-06



1112 BERBMEM., AMmMEKS. EFERERE. B
(WFNBBEEARH) . MR (0.1%A:)
FARBEAN, JUNEREA . SEREGE, EmERm. VR
WA CEIEIR & U CagBai&, By, BF - BT i, 38
BE) BhHSbNE I ENHLHDT, EMMIC MHE % £
L. BEPROSNEIIFE SIS % ik L, @) 2 i
2119 2k,

11.1.3 hEMRRIBIEFMMBAE (Toxic Epidermal Necrolysis :
TEN). BEILERIERE (Stevens-JohnsonfEMEEE) (Wi d
HHEEANHT)

11.1.4 FHERERS. JE (W3O HERY)

AST - ALT# 0D EFL, WHEHBEHHDNDLZ ENDH D,

11.1.5 HEBBRE (BEAH)

EAY) Yy AMGE. IS4 7O R, GRS OEW 2 A
AR DT SN AR B IS 2 Pk L, ) 2 gLE
frH 2k,

11.1.6 QTER CHEAH)

Rz COAIZE, FRIBUE. OES) 2 AT 58 IIBW
THoLbLNRTVOT, HEHDOBEDIREICHMEETH S
o (911 =)

11.1.7 BEEE. BE (I OHERH)

EEEREE . AR REEME. AN, IS4z o— XA A
LMD H L, FICEHERELGTL2EBZIBRTHS
ONRLTVOT, FETHI L, [92 2]

11.1.8 HEMER. SHBEE (W INbHEARH)

MIAREIR & L CH, KB, Bk ERs (BUN- 2 L7
F =V LR EPEOONLELAICIFE LIRS eIk L, @
WARE 4T 2 &,
11.1.9 BEMRX HERH)
SEB DL, PR ORIEE . BER XGRS AR A R O RN RN B
PNDLZEDRHDLDT, DL RIERDD S b E 12138
Gk L, BIRE RV E Y HIOFRGL5 @Y 2 LUE & 179 2
s
11.1.10 RLYNE
1.2 ZOORIERA

0.1~5%A i 0.19% A BB
BIUE Ei NS
% (KLBE) . B
IR
kg3 Bk A T RER I %
HALR: feE T RfEL

. L - M
MEERI R, ARk
AR, LI %

TEBR %R MUE B I | AR, AR, P
FL. HUE A
JFF e AST LS. ALT[# Y )V E ¥ I | IFt&iess,

b5, APER A LDHER

HEAAE R GBS Tl 1k o 8 EL R
T, B RR|RE, ) OIREE, &
S AR B, EHEE ©
EA%
[SEIRlEN AREANE, ZMEAL | FLIT 8 AR
L
Z D1t CKLEH. WWER
WLOWAE. HHD
i

FEBUHEE L, KRR & C O RRIRABR N OV A GRGR A S 2D W T v b,

14. BHEDEE

141 ERZFEOZE

1411 PTPAEOHFIIPTPY — b2 bMWY L TIRETA L)
68T 52 Lo PTPY — FOREEKIZ LD . WA T AR
~HIA L, FICIEZILE B 2 L CHEFRIR 24 0 TS 7 & BHE % BF
BT B ENH D,

15. ZD/DEE

15.1 EER{ERICE D 1B
AHIOPGHERNC L AERZ BT 5 2 L BH L DT, BT
HTWI LR ERRD ) 25T 52 L,

16. EYE)E

16.1 MiEE

16.1.1 E£MFFRSEMHER

(1) 7Z7EFT#10mg [HEL]

7 7EF Y UEEIOmg THEL] ROHT A —§10mgx . 7 1A
F=N—=L Y ENEN2E (77 EF YL LT20mg) fEHE
AT T A R 4% S LTI 7 7 £ O VIR 2 e
L. BN/ 8YBHEE/ ST A —% (AUC, Cmax) 22\ TI0%
EHERX B TREHRIT 217 - 7285 %, log (0.8) ~log (1.25)
OHPANTH 0 . FIH O EWF RS EDHER S L,

HWBYRE/ ST A — %

HEINT A —F BEINTG A—F
AUCo24 Cmax Tmax ti/2
(ng - hr/mL) (ng/mL) (hr) (hr)
T7EFTV U 622.805 87.62 31 3.768
10mg [HEET] +190.734 +23.667 +0.949 +(.394
HAY —§E 589.047 83.08 28 3787
10mg +193.200 +27.364 +(0.850 +0419
(28% Y-, mean=SD. n=23)
(ng/mL)
1204
5?;*100 —— J7EFTiEiomg [HETL]
F -A- X2 —§E10mg
; 801
£ , R 2§45, mean*S.D., n=23
F 60 /
V2 \
- il T \\
e 401
B | RN
201, Y
/ N
!
0 . . . . . e
0 4 8 12 16 20 24
BEfE (hr)
IMHE SR R EEHERS

MAE R ENE NIZAUC, Cmax®50 /8T 4 — &1, #Hilig o
W A OFRIUAIEL - R ORBRGIRC & o TRA W EE kDS
H5bo

2 77EFT820mg [HETI]
T77EFVUE20mg [HET] KOH A Y —§20mgx. 7 0 A
F—N—EIZE Y ENENLE (77 EF Y 2L LT20mg)
NI A AR %S L CIiEh 7 7 27 0 ViR E 2 HE
L. 6N YEhRE/ ¢S5 X —% (AUC. Cmax) 22wV T990%
FE R S THREEHIRIT 24T > 7285 58, log (0.8) ~log (1.25)
OFPHNTDH Y . WH O EYF I RS HER S 5,

HYERE/ ST A — 5

HEINT A —F BHEINTG A—F
AUCo24 Cmax Tmax ti2
(ng * hr/mL) (ng/mL) (hr) (hr)
T7EFTV VEE 549.758 80.05 3.2 3873
20mg [HEET] +104.324 +22272 +1.049 +(.380
HAY —§E 557.587 7742 3.1 3.985
20mg +151.146 +21.723 +1.248 +0517
(152445, mean+SD. n=24)
(ng/mL)
120,
%10@ o 77 EF Y §20mg [HETL]
ch -A- H X2 —§E20mg
z, 80 1
£ 188#%5, mean£S.D., n=24
T 601 y
> / \
=z
P 401 |
|
20!
l)
0 - . . - . !
0 4 8 12 16 20 24

BEfE (hr)
e SR R EEHERS

MAEFEEENE IZAUC, Cmax®0/38T X — F1d, Wl o

g;‘ R OFRILAE, - BEHSFE ORI & o TR B WHEMEAT
%O

166 HEDEREZHT 5 BE
16.6.1 BREEEERE

7 7 EF T 20mgiiRNixG Lzt D87 A =4

S Cerfli ti2g AUC Ctot
(mL/min/1.48m?2) (h) (ng - h/mL) (mL/min)
989 n=7 259 857 412
738 n=9 292 909 381
49.2 n=5 4.72 1424 242
10.3 n=10 12.07 4503 84




18. ExpFiE

18.1 {ERH#FF
FORRBERRNE O HoZ AR 2 B 0T L W 2 0§72 2 & 12 &
D8 - TR, BRFORENRERT,

18.2 £ hTOEA

18.2.1 BERRUNT Y e

(1) ERRUEERHD B
TEREB N UL LB B 2 B B B OV 5
W D2MEIH H B L O 70 v opiild, 20mgREH G2 L ) £
ZIT716~99.6%. 295~96.9% M S 1%,

BEEW [T v a

e (%) | #il=E (%)
FERRE 5D 980 710
FNIHANY v (dug/kg. fiiE) MW 94.7 75.1
~NF =V (Img/kg. FiiE) HEswe 99.6 9.9
A A ¥ (021U/kg. H#HE) I 716 295

F 72, 20mgift R N G- C AL 5 us
= VI e B A 10 1D,

(2) ®wHED®
TERER N I LM B B OB 11 2 & S Ri6IE: F T 7RERH
HBREOXRT L yoawEld, 20mgROES5 1) Eenen
91.8%. 71.8%¥Mi] S 512,

(3) 24BffE9 - EWpH
TERHERA O B R 1E. 20mefE i 512 X 0. k8D 512
FERIDL b Il b, BNpHIE, 512/ % £ T4.2
~60DHPHCTHRE T A,

4) MARE & BB BMElER
MR & B BRI & OB IZIE O BB RA A S, B
Tl 53 Ih i & 500 3 % & X DI i 13 183ng/mLTdh 519,

18.2.2 BHERIMREICKIFTHE
0.1~0.2mg/kg D IR PIF% 5T 13 e B R A 0 kG I8 0L 8 % B
S LEHFATRD LB,

18.2.3 BHEMMBICKIFTHE
R O B PR R R RUT S 7016,

1824 BARHHEEICRIZIHE
BiEs. TR EEEE I 20meR %G L2,
RSB T T S 7D,

18.2.5 FFMITEIREIC RIF I HE
20mgERIRNFE 5408, S A O BT I . PIBR LG & e %
BT E 1),

18.2.6 MeAH R b AMEICKIFTHE
BiEss. TR EEEE IZ20mel H2l0, 1~24 A&O#%S L
7ot MR A A M) AEICREEE RIS v,

1827 M 7O 7 FHICRIFTE
20mgFH RIS 20mgl H 2458 B O3S 14, EHE A
bR EZoMT 70T 75 v RS VE Y, hRLvE
B E RITE R0,

18.3 B TOIEA

18.3.1 HZR{FIEHIER
In vitro \2BUF 5 EVE v MEROEOLHEK YT v MEET
EOWPHKED, NI A Xin vivo D BEEHW2 FIRIEZ L 7-He
FAEREHERIE, S AF Y VI L0~ 148155011 Th 5o

18.3.2 BEAMBINEI1ER
A XD AY I VHRIED BB IIHIRIR L, v 2 F Y VIl
LAE R BREE CRI40ME5R < o BRI CRI1L3~ 15 R V). 20,

18.3.3 BH&EMMBICRIFTHE
5 ‘7) FOA LA K B H R R 8 0 & A R
624 o

18.3.4 EBEEICXT 21EM
SYNDA Y FAY Yy, TAY) ., L F=vyary, AkL
AR OB L B HilEH 2 VI A Y V= iz X 5+ 23R
BB OREICT LTI AF T X0 b fshE %2R
25,20, F 7o, HEHGICLDFERICLAEEERLOT ALY
V=V & BT RBEEORE A RAE L, T A F Y&
V)Eﬁlﬂ%)\ 27)o

18.3.5 BHIMmICxtd 21EH
PRI O 2% X %5128 5 5 v o BT LEEER %
NEEDN

18.3.6 SMBMERZEICHT 2/ER
Ty MO U= VEE-LAY Iy, yoyua—)EE—-+tu b
=, - T A VR OERE - Ty ) — VI & B & R
LEFTAORLST, I—F7L M7 3 FICL D ERERZE
DG EARET 52,

19. BRI ICRET BIEB{LERIFR
—fEI%HR 0 7 7 EF Y~ (Famotidine)
b4 © N-Aminosulfonyl-3-{2-(diaminomethyleneamino)-1,3-
thiazol-4-yllmethylsulfanylipropanimidamide
G CsHisN702S3
: 33745

FRIAANY ¥, NG

H Pkt aE

IR B~ TEO RO TH L.
FElE (100) 1ZETR$ <, =8 7 —b (95) ITEITIS
Ly AKITHRD THEITIZ Vo
0.5mol/LIERE I E T % o
ol Lo TIRA IZHEBT 5,
[ S
NH: 0 O

NH, 0\

N /\/g /S\
HaN /&N_</ jl/\s N NH:
S

AR AY164T ()

20. BV EDFEE
o WREETTRELTF SV,

22. 9%

(7 7EFT UfE10mg [HEL])
1005 [10%E x 10 : PTP]

(7 7EFTV 2 $20mg [HEL])
100%% [10%E x 10 ; PTP]
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3) Lim S. G, et al : Aliment. Pharmacol. Ther. 1993 ; 7 :
317-321
BRI SR ($810mg)
TEPERL - AR E SR ($820mg)
1 NDE H AR st & B )E 2021 © C4521-C4524
KiLBEG b MEFERL. 1983 530 (11) : 365-378
KITEEWE Al NEFEER. 19845 31 (1) : 1124
TEEAE = A SR X HHR 1983 5 11 (9)  : 3637-3650
SRS At SRR X BRAR. 1983 5 17 (9) ¢ 2909-2916
SOFRRE M A REIR. 1983 5 17 (9) 1 2917-2927
KILEEG A ARFERL. 1984 5 31 (2) 5162
MR A HARTHALER N aHEES. 1983 1 80
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FEORTHE b c SRR XA 19831 11 (9)
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ORI A B2 & HT3E 1983520 (9) : 1859-1864
KWEALZ b 3L X (R 1983 5 11 (10) : 4301-4304
SRS A HTEE R 1983 5 32 (9) ¢ 1383-1395
NG b BRIREC AN, 1984 5 14 (4) 571577
PrHIER At SRR & RPR. 1983 5 17 (9) : 2878-2882
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PrHIERT i o R & ERAR. 1984 5 18 (12) : 6125-6134
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24. XEFEKRERVEVEDESR
HETHRASHE BRI A- s —
T930-8583 LML T H 6721
TEL (0120) 517215
FAX (076) 442-8948

26. HERTTEESE
26.1 SGEARFETT

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

14)

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

- 3651-3658

23)

24)

25)

26) : 563-569
1 29-35

: 6063-6073
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