* % 202659 AR (B83hR) HAFERm D HES
* 2024F9H G (852h) 872325
BT | EIERF S f7ERdsn
B « 36 OD ¢ 10mg | 21900AMX00336000| 2007 £ 7
OD $# 20mg | 21900AMX00335000] 2007 ££ 7 A
HEZ S S NAl
7 7 ®F YV ORRERSE

I7EF>

S OD&E 10mg JG,

77EFT > 0DiE 20mg JG,

Famotidine OD Tablets

i —1

#Z2 (ROBBEICIFESULEWVTE)
Kﬁﬂ@ﬁiﬁ It LBBEDOBHEED & % BE

3.1 #HRE
73] b £,
W it AR
D-v>=h—=)b, AT ABETILI
VYT ARTT L, B-7OTHFR
MUY, eTara—R, KT R,
AFILELa—A, FIVa/)-6-F
TrEFIV e, [T RUV =AY =)L, ZJEARE
OD%HM@EE TTEFIY Ny o UABIFL - A5
MGl & LEAFLIRY7—, KYAFD
IFLY )Tz VI —T),
TANNT =L (L-7 =)V T7 5=
AeEM) . BN VT AT T Y
N8/ ST NN
D-v>=h—=)b, AT AHTILI
VB TR L, B- BT FA
MUY, BFOXa—R, K7 X,
AFLELA—RA, FLa)-5-F
TrEFIVV e, | ZRUV =AY =)L, ZJHARE
OD%Z%@EEI7T%%// Ry ZZULBIFIL - A5 2
MGl & LEEXF LAY v —, EYAFY
IFLY)Z)VT 2=V IT—T),
TANNT =L (L-7 =)LV T7 T =
AeEm) BRN VT AT TV
N S/ AVNN
3.2 FIDMIR
g - AlfE %% ﬁ%é %E ol a—
TrEFIV
ool (o) @ ==
1G] -
BEE Ex HE
7.5mm 3.4mm  150mg
P AE
TrEFTV
et edPI s @ = 1
MG] e
BE
8.5mm 40mm 230mg

4. FREN ISR
BEk. TTEBES. WEHEE. LA bEHm CAk
WER. X FURER. HIEERICELS). ERERE
%. Zollinger-Ellison fEREs
OTEEEDBHIERE (USh. BN, k. FiE) OE
SHEER. EUERORIEEEN

6. FiERUHE

(BiER. THEBEE. UESHESs. J:%Bi‘ﬁ'ﬂ:%ﬂjml CHEEE
5. SR MURER. HOEERICKLS). ERERER.
Zollinger-Ellison fE{RE%)
WE.BRAICIRT77EF Y ELTLIE20mg 2 1 H2E (88
B, YRBEIIIBRER) BO/RS5T 5, £, 16 40mg
z1H1E (BER) RORS5T2IEHTE2.
mB. - ERICKVEEERT 5. 220 EEELE
MOBEITBEE ESH B LR L. WIRFTEEIC 2 5724
WERFEOBRSICYIO PR 5,

(TERBEDBHIERE (UShk. . Fik, ZE) O%E
SEBK. EMEROIIEETHR)
AE. BRAKIE 7 7 EF Y ELT1IE10mg % 1 H2ME (3
B, YRESIIHER) BOH%Sd 2. £7/2. 1 [H20mg
%1 H1E BER) BOR5352L6TE5,
B, FEfy - ERICK O BEERET 5,

RERURAZICEET 53R

1 BREERTRENDKRSE
T7rEFVVREELTERY ORELG TSNS . B
RENEZFII 7 7EF V0 2RE59HE, BREOETNLED
IZIMHARZEACRRED ER U, ROFEEPED I 20T RO
EOnEEEEERET S, [9.2 BH]

1 [B20mgl H 2 W52 EE LT 555

71/79":«‘/7}}7’7‘/1 e
(mL/min)
Ccr=60 1[E20mg 1 H2I[E
1E20mg 1H1I[H
60>Ccr>30 1E 10mg 1 H2H
1| 20mg 2~3HiC1ME
30=Cer 1E10mg 1H1ME
R 1 [E20mg #&#7#4 1 [
Bt R 1[E10mg 1H1[E
8. BEEREANIR
MR, AR, BRESFIOEET 2 &,

9. HEDERZRTHEEICHT IR

9.1 BIHIE - BiEESFDSHZEE

9.1.1 REDHDEE
DINERDEWERZRITBENDFH 5.

9.1.2 EYBSEDEHEEDNSH 2 EE

9.2 BiEEREEE
m¢%§ﬁ%ﬁ¢émf\&5%%@?6#&5@@%%HT
BRI 2 & (7.1, 11.1.7 2]

[11.1.6 8]

9.3 FFH¥RE E%%
ERPENLT 2BZNNH 5,
9.5 1w

TR SOTIER L C W B R REE 0 & 5 i I I3 EE L 0B R ED
fafEtt % EE 5 EHSNABEICOABRET S &,

9.6 ILIF
BEEOBEREROEARBEOEREZZE L., HAOMKEX
WEFRIEZBET T2 2 &, BAFICBITT A EPHESATY
5



9.7 INR

INRE AR E LB RUR2EZBIZE S U BRI
EEL TV,
9.8 EHEE

AAZBET H2PEESHBELEERT 20 CEREICRET 52

Lo RAIFEE LTERE, SHHES NS D, SRE TIE, B
HEAETLTWSZENZV O MHREIRRT 2B Zn)
H%o

10. #BE{EA
10.2 HAEE HAISERTR L)
A% BRARIER - 1EE Y% WP - febaE T

0.1~5%K | 0. 1%k B
- AST 5. ALTC UL E > L fFliERs. &
EH. AP EF |H. LDH £&

BB, WA O ALK
\ FE. . IR 5Ok,
R . TR . RBEE.
I
- FETIR, (LR
%
CK F5. HME
2ot . HERE.
s

TV —IVRIERSR | 7550 O FA o I E | A A o B B 5 0
A TaFJ— |PETFT 5, P 72 B EE Al O E LT
INEERNE 229,

1. 8eRA

WOBWERDH6DONEZENBHAHDT, BEEZTDITITVL,
BENPRD SN IIEE 2 RILT 5 7% @) 2 LB % 1T
3 &,
1.1 EXGEIER

*¥%11.1.1 Yavd, PFIT«45FY— (£ 0.1%KiH)

Tavy, TH74 5% — (RREE, 2580, mEE2
fE (EERIE. INFEIRIES) . SR E) BHobhd 2 &P H 5.
11.1.2 BEFTRMEEM. FAMmMEGHED . |BERIE. BSmEEm
(WFNBHEEEARH), MR (0.1%FK)
BARNREEMm, PN, HERERE, AmEEm., /)
WD (FIEERE L T2 B mamE. B, BT - MR,
HEE) PHobnbT ENHHOT, EHNICIIERESFE
L. BRENBOSNLESICZES ICERS2AIEL, E%
WBZITH T &,

11.1.3 hEMRIIRFERARE (Toxic Epidermal Necrolysis :
TEN). ESHEIRAEIREE (Stevens-Johnson E(REY) (W19
NHEEEREA)

11.1.4 FHESREIEE. &E (LI NLHEERH)

AST - ALTED LR, HEPHOLDNHIEDH 5,

11.1.5 HEERIRRAE (BHEAHH)

EAY T LMRE. 3470 VR, MEEHREEOZEHE L ER,
HAREASRO 5 NBEICIIES ICHREEZFRIE L, EY L
BE2ITHZ &

11.1.6 QTER (EEREH)

BIODER (DAFIEZE. FBE. DIES) 263 58EFICH
WTHELNPT VDT, BEBROBEOREICHFIERT S
ZEL.[9.1.1 =]

1M.1.7 BHEE. B8 (LI NHHEREA)

EililmE, 25Ee OREE. BN, 347o0-—x2) o
HobNBIEND D, HICEREEELETLIEZICBVT
HobNPT VDT, EET ST L, [9.2 ]

11.1.8 EEMHER. RIUBEE (LWITNLIEERH)

MR & UCHE, KB, SHERAEERE BUN: Z7L7
F_ v ERE) EPROONIEEICZESICRSE2FRIEL,
R MEZITH T &

11.1.9 RAEEMERRR (SEERER)

B, IZME, PRORIREE, Mool X fREES 2 S EER AP H
EONBTENHBEIDT. TOXDERERDID S bONIZHEEIC
5 EFRIE L, BIERERILVE CHORESOMEY) 2 LE %
1T52 &,

11.1.10 R2UNHE

11.2 ZDfthDEIER

0.1~5%k#%

0. 1%
ESERENE iR
TBHE % (KL3E). FEmE
A
ikic3 =itz EES TFERBRIEZ
{E TR - BE. O
B, B - B,
PEERR RS, AAR
MR OAZ%
ME B B | RIR S8R, BE
AL, S Javy 7y

SRR

HLER

FBUFE I, KRR £ TR R O E R ARG R I &
SNTW5B,

14. BRALOZEE

14.1 ERIZAMEOES

14.1.1 PTP AEDOZEANL PTP ¥ — + 2 oW H L TRAT 5 &
S1EETHI L, PTP — hORBREUC KD LA EE
RRREARIA L, BICIIEEAL 2B I L THERIARZOEE 2 &0
EZHRETHIENFD 5,

14.1.2 RAIIZED LICOE THER 2 RE S5 EHET 720,
Kz UCIRATIRECH B0 F7z. IKTIRAT S LB TE S,

14.1.3 FAIRB/- £ ZORETIZ, K LTIRASEZWVWI &,

15. ZOfthDES

15.1 ERRERICE D ERHR
FAIOHE NP BRICL 2 ERZREMWMT S ENHHDT, B
ThHWI ERHERD S ARG THT L,

16. NS

16.1 MR

16.1.1 EWFHIEIZ R

(I7EFY ODEE 10mg [JG])

(1) KTHRFA
77 EF Y OD$E 10mg [JG] &A A% —D§E 10mg %, 70 A% —
N=HFEILEDENZN 1§ (7 7EF V> & LT 10mg) BERABMEIC
K 150mL & HICHEARER %S U ClEFRZ(LEBEL2EE L. &
SNT-FEMBEIRE/ST X —% (AUC, Cmax) IZ2W\WT 90%EHEXMEIC
THREHRIT %17 - 72483, log (0.8) ~log (1.25) O#EHENTHD .
Bl OEYENRSEEI TR S NI,

(ng/mL)
60 ¢
-o— 77 EF Y OD#E10mg (]G]
50 ¢ —o— /724 —D$El10mg
40 L Mean=£S.D., n=10

30 ¢

20 +

W R e N B

10

0

01234 6 38 12 24
5% OB (hr)
BYEREIST A =%

M T A BERTA—Y
AUCo-24 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
77%FIY ODE| )77 31845 | 40.7410.9 | 2.7+0.8 | 3.59+1.05
10mg ]G]
ﬁ;‘é*Dﬁ 262.3465.7 | 38.849.9 | 2.6£0.7 |3.92%1.06

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

MAEFEEN 2 AUC, Cmax Z0/85 X —# 1%, g OBRIR, 4K
DOEFEEE - REEEORBREHICE > TR DRENENH 5.

(2) K7 UTHRA
77 EF Y OD§ 10mg [JG] £ 2% — D 10mg %, 7O AA—
N=FEICKDZENZN1$E (7 7EF V& LT 10mg) BERABEIC
Kie U CHERERREOKRS U TR RE(LFRELZEE L G5 -3
YEhEE/)S 5 X —% (AUC. Cmax) 122\ T 90%EHEX %I THEHig




24T - 7:#5%. log (0.8) ~log (1.25) OHEENTH V. WAHIDEN
SRR AR S N,

(ng/mL)
60
-o— 7 7EFY>OD#10mg [JG)
i S0 ¢ -e— /7 A% —D#$E10mg
%E 40 + Mean+S.D., n=9
7
7
£ 30 ¢t
EA
>0t
B’
4
10 +
(. S — :
01234 6 8 12 24
5% 0K (hr)
HYFREI ST A —F
HIEINT A =4 BENTA—4
AUCo-24 Cmax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
77 EFY Y OD
Jomg 1G] 289.3+43.0 | 42.3%¥7.9 | 2.9+0.6 |4.03+1.20
f’(;xy_Dﬁ 282.0454.7 | 37.848.1 | 3.3%0.7 |3.74+0.94
mg

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

MmEEFEEY OIC AUC, Cmax H0/85 A — 413, #aE O®IR, Ak
OFREUEE - RS ORBEMFIC L > TR D AHEMENSH 5.
(I7EF Y OD#t 20mg [JG])
(1) KTHRFA
7 7%EF Y OD §E 20mg [JG] & A A% —D $E20mg &, /U AF —
N—FICEDENZN 18 (7 7EF V> & LT 20mg) BERABEIC
7K 150mL &I AR ERZ RS L st RE AR E2 E L. 8
SNHEMEIRE/ ST X —% (AUC, Cmax) 22T 90%(FHEXMEIC
THETEIT 21T - 74558 log (0.8) ~log (1.25) O#EENTH D i

Bl DA ORISR S N,
(ng/mL)
80
ol -o— 7 7EFYOD#E20mg ]G]
1 —o— JJ A% —D#$E20mg
5 60
h Mean®S.D., n=10
- 50
7
£ 40 ¢t
7 30t
z
2 20
10
0
01234 6 8 12 24
5 %O (hr)
EMEBEINT A -
HFEINT A —% BENTA—Y
AUCo-24 Cmax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
77 EF Y OD §E
20mg 1G] 492.4%£116.5| 69.2+14.4 2.6x0.5 |4.57+£0.54
;7(;Z$7—D§$ 466.0£113.7 | 66.6+14.7 2.5£0.5 |4.21%£0.73
mg

(Mean=£S.D., n=10)

MEEFEET O AUC, Cmax Z0/85 A — 13, HEE OBIR, (A
OFRENEIEL - BEEORBERMIC L > TR DFREMEN D 5o
(2) K1z UCHRA

7 7%&F Y OD #E 20mg [JG] &A% —D $#E20mg &, VU AF —
N=EIZEDZNZN 1§ (77 EF Y& LT 20mg) BERABEIC
Kia UCIEARREIEORS U MR RELEREZRE L SO N %
MERE/ ST A —% (AUC. Cmax) 122 T 0% EHEXMIEIC THaH#E
fafT-7:#%. log (0.8) ~log (1.25) O#HEANTH . WHIDEN
FHRISESHER S N,

(ng/mL)

9 ¢

80

0 -o— 77 EFY>OD§E20mg [JGJ
-~ 2% —D#E20mg

60 f

Mean=®S.D., n=10

il
4%
th
7
7 50t
t
F. 40t
P
~ L
?5 30
<20t
10 H
0
01234 6 8 12 24
#5440 (hr)
ERYBEEIST X — 4
HEIRT A= BEINT A —F
AUCo-24 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
77EF T OD HE
20mg 1G] 540.2+122.7| 73.8%£20.6 3.0£1.2 | 4.35+0.63
#HAZ =Dt 553.9+£127.7| 74.6%+19.4 3.2+0.9 | 4.38%£0.58
20mg

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

MR ONC AUC, Cmax E0/87 X — &3, #HEE ORI, (KK
DEREEE - REFORBRMFICE > TRRZ LR H 5.

16.6 WEDERZHIT 2BE

16.6.1 BtkpEEEERE

77 ®F TV 20mg BIRAES L L E D)5 A=4D

P4 Cer 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. ZEMFIE
18.1 {EFIEE

BREEE AT Ho A ZER L. BRASWEME T2 &10&D,
B -+ TEBEE. BREOBENRETTO,

18.2 & FTOEA

18.2.1 BEERURD Y V53 iiEIfER

(1) BRERUSERBD W
TR ASUDBE LS EE 108 2 B OB EAIHAR SR O 2 K
HBEBEOXT Y U auWaEid, 20mg BOBREIcED zhen71.6~
99.6%. 29.5~96.9%Hfl =N %,

BEBTHE (%) |7 SRR (%)
AW 98.0 1o
;)I\;JIJQQZ}(;;/ (4pg/kg. 5 04 7 o
?/%;(;é;”/ (Img/kg. k) ) 99.6 96.9
%;29‘3 > (0.21U/kg. #3%) # 16 o5

F7z. 20mg BARAE S TEBRED W T I HA MY >0 XYY — LFRE
SRR AT 51010,

(2) w5
R A GHCEBREBEOTR 11 B2 5 FH1 6 B E T 7 KEE
BERONXT Y V3 iElE. 20mg FOBEIC LD 22N 91.8%.71.8%
flsh a2,

(3) 24 BE5MW - BA pH
TR A O BEE W E L. 20mg BOFESIC LD F4% 8 K 5 12 B
Dlbicbzoifisnsg, §WNpH I3, 12 Bif%E T 4.2~6.0 OHiIFH
THERET 2,

(4) MoiRE & BERS W HIHIER
M EE & B R WMMEIR & ORNCIZIEOHBEBGE A A 5N, BEBROWE
% 50%iM#l S % & ZOMmFEEX 13ng/mL TH 319,

18.2.2 BHRIREICKIFTRE
0.1~0.2mg/kg DEARNHS Tl EFRRA O B REm 7 E 2 Hins ¢
BHIEEASRD 5N B,

18.2.3 BRERDBICRIFTRE
BHEEOBRPRRERE ICHEE RIS LW,




18.2.4 BAEHIHEEICRIFTRE

BiEE. +2EBESEEIC 20mg ROKS U254,
B RIFES 7N,
18.2.5 FFM{TENREICR:IF T &

20mg BARA S 1. BERAOFIiEE. PRI
7‘;“18)0
18.2.6 MPAHR MU NEICKIFTHE

BiEE. +2EBEBEEIC 20mgl H 2 [,
A, M HA N MEICHEE RIS 20,
18.2.7 M’ OS5 I F VEICRIFITRE
20mg BARMIES. 20mgl A 2 [ 4 B OHRS L. BERA. HbE
WEEEOMPTOT 7 F o, WIRAIERLVE Y ARLEVEICHES
RIFE 220,
18.3 EMITOIEA
18.3.1 H: SBFIEHIER

In vitro\Z B3 3 ELEY MEHOLEODMAKKE DT v MEHTFED
gD BT A X in vivo O BEES WD EABIZIC U Ho BRI UE
Fld. Y AFIUICHL 10~148 &8N TH %,
18.3.2 BESWNHIER

A XD AT I VHIEEEO BB INHIZIRIE, & A F 2 Ik LIER®
FETH 40 538 < . M THR 1.3~ 1.5 R\ 2,
18.3.3 BERDMICKIFTHE

Ty MDA ML RIZL 2 BRBEHHEEEHEORD 2 FRICEH T 52,
18.3.4 EEXEBICXT B1EA

TGy hDA YRRV, TARAEY Y, L R=VE Y, 2 LU ARUH
FIRRICK A BEBEDH A VIEA Y V= LIZk 5+ &%Fﬁ@%%
HLUTYRAF I D BEOMEIIRZRT D0, &7z, BfEREIC
DEEREIC L 2 HEERUAY Y YV — LI &L 5+ 15BEED) ﬁ%ﬁL
L. ZIHIR Y XFV 2 & DN,
18.3.5 BHIMICx T 31ERA

BRI O 2% 2 512K DTy N OB IS LIEIER 2R3,
18.3.6 SEBHERREICKT D1ER

Ty hOFIOI—)EE- A& IV, ¥yyud—)L—to b=, i
B—7 A Y ROER-—T¥ ) — LIk 3B EREREETHT 50
H5F, I—F7E b7 I FICE 2 BHERZE OB Z(EET 52,

19. BRI ICET EELFNAR

—f&% : 7 7 €F Y (Famotidine)

{t#4 : N-Aminosulfonyl-3-{[2-(diaminomethyleneamino)-1,3-
thiazol-4-yllmethylsulfanyl}propanimidamide
CsHi1sN702S53
337.45
HE~HEABOKETH S,

FEE (100) 1IR3 <. ¥ 7 =)L (95) 1aETIc< <, K
IZHRSD THEITFIT < Vo

0.5mol/L HEFERRICIE T 5.

Hick-oTHRZ ICERT 5,

s

EE a2

s L

LEE

ICHEE T

1~2 7 AROKRE L75

a1
SFE:

NH: /\/’Ez QLR
N

H:N /&N{/ jﬂs
s

S
N NH.
Bl M9 164T (9fR)

20. BRV\ EDEFR
FERIERZBT CTRET S &,

22. 9%

(I7EF Y ODEE 10mg [JG])
100 8 [10%E (PTP) x10. ¥EHIAD]
1000 $& [10%E (PTP) X100, EZIEHIAD]
500 8¢ [TIRF v 7&BE. NI, HRAIAD]

(I7EF Y OD#t 20mg [JG])
100 % [10%E (PTP) x10. &M@EAIAD]
1000 $& [10%E (PTP) X100, EZIEHIAD]
500 8¢ [TIRF v 7&BE. NI, HRAIAD]

23. EEER
1) #IYE% fih : Prog. Med. 1996 ; 16 (11) : 2897-2903
2) ZARZH A : Today's Therapy. 1994 ; 18 (2) : 42-45
3) Lim, S.G. et al. : Aliment. Pharmacol. Ther. 1993;7:317-321
4) HWNER  EPFENFREERE (OD 3§ 10mg)
5) #HWNER A HREEEHE (OD $ 20mg)
6) HE+/\SUE HAERH@EHE BE)IIFE 2021 ; C4521-C4524
7) KRILEHA i ABI=EE 1983 ; 30 (11) : 365-378
8) KILEHA fih @ WAIEE 1984 5 31 (1) : 11-24
9) = Aih : FIH A% 19835 11 (9) : 3637-3650
10) =4FRKE il - EEES PR 19835 17 (9) @ 2909-2916
11) ZMFRE  fh 2 ERECERER 19835 17 (9) @ 2917-2927
12) KRILEE @ WRHERK 1984 ; 31 (2) 51-62
13) #hifiER i A LERRESMEE 19835 80 (Suppl.) : 694
14) Miwa, M. et al. : Int. J. Clin. Pharmacol. Ther. Toxicol.
1984 ;22 (4) : 214-217

*

%

Takeda, M. et al.
Takagi, T. et al.
(1) : 49-58

) PTHIIEBA i EEECEEFR 19845 18 (12) : 6125-6134
Takeda, M. et al. : Arzneimittel-Forschung. 1982 ; 32 (7) :
7347737

il F DD 1984 5 27 (3) - 563-569

Ishlhara Y et al. : Digestion. 1983 ; 27 (1) : 29-35
EHER  fth EBEEEEK 1987 5 21 (16) : 6063-6073

24. WEEERERVUEVNEDER
AAY z 3 ) 7tkStt BES EHEKRE
T 108-0014 WHEEXZATH33®E11 5
TEL 0120-893-170 FAX 0120-893-172

26. BOERTRES
26.1 BHERRSET

@ BAYIRUVvOKRAEH

RRLEXZATBE3IIHF11S

:Eur. J. Pharmacol. 1983 ;91 (4) : 371-376
t Arch. Int. Pharmacodyn. Ther. 1982 ; 256

15) EARTHER i B EIAE 19835 11 (9) 1 3651-3658
16) Fipf fih: E{ZIKE’.?’Y“ 1984 ;42 (1) : 150-157

17) JFIREE i : 2B & %% 19835 20 (9) 1 1859-1864

18) KEALZE ﬁﬁ I EVAE 19835 11 (10) : 4301-4304
19) ZHFFKE  fth : HTEREFER 1983 5 32 (9) : 1383-1395
20) BRJIR il EERRXAGR 1984 5 14 (4) 1 571-577

21) YTHIEBR ft @ ZBEEEEK 19835 17 (9) : 2878-2882
22)

23)

3030153-004A



