* 20244E9 HikET (52hR) A S
20241 HEET (B1hR) 872325
B - ERERE S e ARZERANA
BIEAR : 34 OD #t 10mg | 21900AMX00336000| 2007 4E 7 H
OD & 20mg | 21900AMX00335000| 2007 4£ 7 A
HZ &S IEHE
7 7 EF IV VORNEIESE

I7EF>

S OD&E 10mg 'JG,

77EF > 0DiE 20mg JG,

Famotidine OD Tablets

i —1

#Z22 (ROBBEICIFESULEWVTE)
Kﬁﬂ@ﬁiﬁ It LBBEDBHEED & % BE

3.1 #HRE
73] > £,
W st AR
D-v>=h—=)b, AT ABETILI
VYT AT L, B-7OTHFR
MUY, eTara—R, KT R,
AFLELa—A, FIVa/)-6-F
TrEFIV e, | RUV =AY =)L, ZJEARE
OD%HM@EE TTETIY Ny o UABIFL - A5
MGl & LEEAFLIRY7—, KYAF
IFLY )Tz VT —TF),
TANNT =L (L-7 =)V T7 5=
AeEM) . RN VT ATTY
VEER T AT L
D-v> = k=)L, AT AHTILI
VBT ARTTIL, B- BT FA
MUY, OO —R, KT X,
AFLELA—A, L3 )-5-F
TrEFVV e, | ZRUV =AY =)L, ZJHARE
OD%Z%@§E17T%%// Ry ZZULBIFIL - A5 2
MGl & LEEXF LAY v —, FYAFY
IFLY)Z)VT =T —T),
TANT =L (L-72=)LT7 T =
AeE) BRN Vo AT T Y
N S/ AV NN
3.2 SFIDMIR
BR7E 8 == 1A %% ﬁ%é %E el 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. FHREN ISR
BEk. TTEBES. WEHEE. LA EEHm Cak
HER. X FURER. HIEERICES). ERERE
%, Zollinger-Ellison fEREs
OTEEEDBHIERE (USh. I, k. FiE) OE
SEER. EUBRORIEIEEN

6. FiERUHE

(BiEE. T—EBEE. Uaihias. J:Eﬂiﬁft%tﬁlm CGE{EMEE
5. SR MURER. HOEERICKLS). ERERER.
Zollinger-Ellison fE{&E%)
WE.BRAIKIRT77EF Y ELTLIE20mg 2 1 H2E (38
Bl Y RBEIIBER) BO/R5T S, £/, 1 [E 40mg
z 1 H1E (BER) BO%5352L6TES,
mB. E&% CFERICE D EEERT 5. 72720, EEEEER
MOBEIEBEE ESHA B ERA L. WNIRFTEEIC 2 5724
Liffilil?%’:} 0Nz s,

(TERBEDOBHIERE (U'Shk. . ik, ZE) O%E
SEBR. EUEROIEETHR)
EE. A7 7EF IV ELT1IE10mg % 1 H2E (5
B, YRESIIHER) BOH%Sd 2. £/, 1 [H20mg
%1 H1E BER) BOR5352L6TE5,
B, FEfy - BRI O EERET 5.

RERURAZICEET 53R

1 BRERTRENDKRSE
T7rEFVVBEELTERY ORELG TSNS . B
RENEZFII 7 7EF V0 2RE59HL, BREOENLED
AR ARE(RREN ER L, RPGEEPED T 20T RO
Lo uBEEEZERET S, [9.2 BE]

1 [B20mgl H 2 W52 EE LT 555

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

9. HEDERZRTHEEICHT IR
9.1 BIHIE - BiEEFDSHZEE

9.1.1 REDHDEE
DINERDEWERZRITBENDFH 5.

9.1.2 EYBSEDEHEENSH 2 EE

9.2 BiEEREEE
m¢%§ﬁ%ﬁ¢émf\&5%%@?6#&%@@%%”?

[11.1.6 8]

AT 2 & (7.1, 11.1.7 2]
9.3 FFH¥RE E%%

ERPELT 2BZNNH 5,
9.5 ¥im

TR TR L C W B R REE 0 & 5 i I I3 EE L 0B RIED
fafEtt % EE 5 EHSNABEICOARET S &,

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



9.7 INR
NEE AR E LB RUR2EZBIZE S U BRI
EfEL TR,
9.8 EHEE
AAZBET H2PEESHBLEERT 20 CEREICKRET 52
Lo RENIEE LTCBIE,» SHRtSNE M, BfnE T3, BH
BEAETRLTWAZ ENZ V-0 MHEEIERT 2B Fhd
H5Bo

10. #HE{EA
10.2 HAEE HAISERTR L)
A2 E AR - 1BBTE WP - falRE T
TV —IVRIERSR | 7550 O FA o I A0 E | A A o B B 5 0
A TaFV— |PETFT 5, P 72 B EE Al O E LR
IREE NS 229,

1. BIfEA
WOBIERPHSbNBHZENHAHDT. BEZTDITTV.
BEFPRDoNIGEEHICIHTRE 2 FRIET 570 Mt 2 8 %17
ST &,

1.1 EXGEIER

M.1.12avd. 7FIT45FY— (% 0.1%KH)
av i, TF74 5% — (RRRH, 25E. IEFE
(FmZE. WEFES). SRS PHobNd I end b,

11.1.2 BETRMEEM., FAMEGHED . |BERNIE. BSmEEm
(WFNBHEEEARH), MR (0.1%FK)
BARNREEMm, PN, HERERE, AmEEm., /)
WD (FIEEIRE LT 2B mamE. B, BT - R T Hm,
HEE) PHobhbdI ENHHOT, EHHNICIIERESFE
L. BEPRDONTESICIZES ICHREZFRIEL, #Ex
WEEITH T &,

11.1.3 hEMRIIRFEREARE (Toxic Epidermal Necrolysis :
TEN). ES#EIRAEIREE (Stevens-Johnson E(REE) (W19
NHEEERET)

11.1.4 FRESREREE. &E (LI NLEERH)

AST - ALTED LR, HEPHOLDNLIEDH 5,

11.1.5 HEERIRRAE (SHEAHH)

EAY YL, 3470 VR, MEEHREEOZERE L ER,
HAREASRO SN-BEICIIES ICHREE2FRIE L, EY L
BE2ITHZ &

11.1.6 QTER (HEREA)

BICDER (DAFIEZE. FBE. DIES) 263 58EFICE
WTHELNPT VDT, BEBROBEOREICHFAIERT S
ZE.[9.1.1 ]

1M.1.7 BHEE. B8 (LI N HHEREA)

EililmE, 25Ee OFEME. PR, 347o0-—x2) »
HobNBIEND D, HICEREEELETLIEZICBVT
HobNPT VDT, EEIT ST L, [9.2 ]

11.1.8 EEMHER. RIUBEE (LWITNLIEERH)

MR & UCHE, KB, SHERAEERE BUN: Z7L7
F_ v ERE) EPROONLEEICZESICRSE2FRIEL,
H R MEZITH &

11.1.9 RAEEMERRR (SEEZRER)

B IEME. PRORIREE. Bool X fREES 2 S EEM AP H
SEONBETENBHBEIDT. TOXDERERDID S bONIZHEEIC
5 EFRIE L, BIBERERILVE CHORESOMEY) 2 LE %
1T52 &,

11.1.10 A2UNHE

11.2 ZDfthDEIER

0.1~5%ki

0. 1%K1
R - BB, B
B BORE % (KL3E). HmE
TEHE
M 5 Bk > TFEEERIEZ
D T - BR{E, O
B, EHD - IR,
RE BRI R, BAR
RiE. OR%

M EF. BEEE R SR B=
f1. BB Jav

SRR

HLER

0.1~ 5%

0. 1%k

SR

JFF TG

AST E&. ALT
EF. Al-P ER

BryLer .k
F. LDH k&

JFRER® . B8

RERRRER

TRk, BHE. R
K NER

A O 88 FLIR
& S ORRE, &
B, BREE

E4R

ARENIE, AL | I RHIE
LE

[ FEl/ED

CK L&, RHEE
Z Dt H.HAR. B
EiSE]

FBUHE I, KRR £ TR R O E R A R I &
SNTW5B,

14. BRALOZER

14.1 EHIZMEOES

14.1.1 PTP AEDOZEANL PTP ¥ — +2 oW H L TRAT 5 &
SHEETHI &, PTP — bORREUIC LD LI EE
RREARIA L, BICIFEEAL 2B I L THERIARZEOEE 2 &0
EZHRETHIENFD %,

14.1.2 RAIZED LICOE THER 2 RE S5 EHET 2720,
Kie UCIRATIRECH B0 F7z. IKTIRAT S LB TE %,

14.1.3 RAIZB-EEORETIZ, K LTIRASEZWVWI &

15. ZOfthDEE

15.1 ERRERICE D EH
FAIOHENBRICL 2 ERZREMWMT S ENFHHDOT, B
ThHWI ERHERD S ARG T HT &,

16. FE4EHRE

16.1 MopRE

16.1.1 EWFHIEIZ 4R

(I7EFY OD & 10mg [JG])

(1) KTHRFA
77 EF Y OD$E 10mg [JG] &A A% —D§E 10mg %, 70 A% —
N=HFEILEDENZN 1 §E (7 7EF V> & LT 10mg) BERABMEIC
K 150mL & HICHEARERR O S U ClEFRELFBELEE L. £
SNT-FEMBEIRE/ST A —% (AUC, Cmax) 122\ T 90%EHEX MIEIC
THREHRIT %17 - 72488, log (0.8) ~log (1.25) 0#EHENTHD .
Rl OEY RSN S NI,

(ng/mL)
60 ¢
-o— 77 EF Y OD$E10mg (]G]
50 ¢ —o— /724 —D#$El0mg
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 T
(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%, #liEaE OBRIR, 4R
DOEFEEE - REEORBREHICE > TR DN H S,

(2) K7 UTHREA
77 EF Y OD§ 10mg [JG] £ 2% — D 10mg %, 7O AA—
N=FEICKDZENZN1$E (7 7EF V& LT 10mg) BERABEIC
Kie U CHEBERERREO#RS U TR RE(LFRELZEE L G573
YIS X —% (AUC. Cmax) 122\ T 90%EHEX %I CTHEtig



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

(ng/mL)
60
-o— 77 EFY>OD#t10mg [JG)
i S0 ¢ -e— /7 A% —D#$E10mg
%E 40 + Mean+S.D., n=9
7
7
£ 30+t
EA
>0t
B
4
10 +
(. SN :
01234 6 8 12 24
5% 0K (hr)
HYFREIST A —F
HIEINT A =4 BENTA—4
AUCo-24 Cmax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
77 EFYYOD
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 | 3.30.7 |3.74+0.94
mg

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

MEEFIEEEN NS AUC, Cmax 0785 A — ¥ 13, #EE ORI, Ak
OFREEE - BSOS IC L > TR ZWREEN B 5.
(I7EF Y OD#t 20mg [JG])
(1) KTHRFA
7 7%EF Y OD §E 20mg [JG] & A A% —D $E20mg &, /U AF —
N—ZFICEDENZN18E (7 7 EF V> & LT 20mg) BERABEIC
7K 150mL & F i A B ERRO# S U C PR Z(LAEE 2 RIE L. 5
5N HYERE/ST A —% (AUC. Cmax) 122\ T 90%FEXHIEIC
CREHRT 24T - 7248558, log (0.8) ~log (1.25) OEENTH Y.\ i

Bl DA ORISR S N,
(ng/mL)
80
ol -o— 7 7EFYOD#E20mg (]G]
I —o— JJ A% —D$E20mg
5 60
h Mean=®S.D., n=10
- 50
7
£ 40 ¢t
Z 30t
z
2 o201
10
0
01234 6 8 12 24
B5 %O (hr)
EMFBEISNTA—Y
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, #HBE OBIR, (A
OFRENEIEL - BEEORBERMIC L > TR DFREEN D 5o
(2) K1z U CHRA

7 7%EF Y OD #E 20mg [JG] &A% —D $#E20mg =, VU AF —
N=FEIZEDZNZN 18 (77 EF V> & LT 20mg) BERABEIC
Kia UCHEAREIEORS U MR RELEREZRE L. SoNH
MERE/ ST A —% (AUC, Cmax) 122 T 0% EHEXEIEIC CHaH#E
fafT-78%. log (0.8) ~log (1.25) O#HEANTH D, WHIDEN
FHRISESTER S N,

(ng/mL)

9

80

0 -o— 77 EF Y >OD§E20mg [JGJ
-o— A% —D#E20mg

60 f

Mean=®S.D., n=10

il
¥
h
7
7 50 f
t
F. 40t
v
~ L
?5 30
<20t
10 H
0
01234 6 8 12 24
#5540 (hr)
ERYBEEIST X — 4
HEIRT A= BEINTG 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)

MBI N AUC, Cmax E0/87 X — &3, #HEE ORI, (KK
DAL - REFORBRMFIC K > TR 2R H 5.

16.6 WEDERZHIT 2BE

16.6.1 BtkpEEEERE

77 EF YV 20mg BIRAES L L ED/85 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 SAGZER L. BRASWENME T2 &10&D,
B -+ TEBERE. BRSOBEIRETTO,

18.2 £ FTOEA

18.2.1 BEERURDT Y V5 iEIfER

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

BEBITHE (%) |7 R (%)
W 98.0 1o
;)I\;JIJQQZ}(;;/ (4pg/kg 5 94 7 o
?/%;(;é;”/ (Img/kg. Hit) ) 99.6 96.9
%;29‘3 > (0.21U/kg. #3%) # 16 o5

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

(2) w5
R A GHECEBREBEOTR 11 B2 5 FH1 6 B E T 7 KEE
R ONRT Y V3 iElE. 20mg FOBEIC LD 22N 91.8%.71.8%
flshs2,

(3) 24 BR5M - BA pH
TR A O BEE W E L. 20mg BOFESIC LD F4% 8 K 5 12 B
Dlkizbzoifisnsg, §WpH I3, 12 Bif% E T 4.2~6.0 OHiIF
THRET 2,

(4) MoiRE & BEES W HIHIER
MR & B R WMMEIR & ORNCIZEOHBEBGEA A 5, BBROWE
% 50%iM#lS % & 2O MFEEX 13ng/mL TH 39,

18.2.2 BHRIREICKIFTRE
0.1~0.2mg/kg DEARNHS TR A O B REm 7 E 2 Hins ¢
BHEBNRD 5B,

18.2.3 BAERDBICRIFTRE
BHEEOBRPRRERE CHEE RIS LW,




18.2.4 BANEHIHEEICRIFTRE

BiEE. +EBESEEIC 20mg ROKS U254,
B RIFS 7N,
18.2.5 FFM{TENREIC R T &

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

BiEE. +2EBEBEEIC 20mgl H 2 [,
A, M HA Y MEICHEE RIS 209,
18.2.7 M’ OS5 I F VEICRIFITRE
20mg BARMIES. 20mgl A 2 [ 4 B OHRS L. BERA. HbE
WEEHEOMPTOT 7 F o, WIRAIERLVE Y ARLEVEICHES
RIFE 2120,
18.3 ENMITOIEA
18.3.1 H: SBFIEHIER

In vitro\Z B3 3 ELEY MEHLEODMAKKE DT v MEHTFED
IE2D . SEONCA X in vivo O BEES WD EABIZIC U7z Ho BRI UE
Fld. Y AFIUICHL 10~148 58N TH %,
18.3.2 BESWMNHIER

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

Ty MDA ML RIZL 2 BRBEHHEEEHEORD 2 FRICEH T 22,
18.3.4 EEXEBICXT B1EA

TGy hDA YRRV TARAEY Y, L R=VE Y, 2 LU ARUH
FIRERICK A BEBEDH A VIEAY Y V= LIZk B+ &%Fﬁ@%%
HLUTYRAF I D BEOMEIIRZRT D0, F7z, BlEREIC
DEEREIC L 2 HEERUAY Y V=L &5+ Z15BEED) ﬁ%ﬁL
L. ZIHIR Y XFV 2 X DN,
18.3.5 BHIMICx T 31ERA

BRI O 2% 2 512K DTy N OB IS LITEIER 2R3,
18.3.6 SEBIERREICKT D1ER

Ty RO I—)EBE- Ay IV, ¥yyud—)L—to b=, i
B—7 A VYRR -T¥ ) — LIk 38 EREREETHT 50
H5F, I—F7E b7 I FICE 2 BHERZE OB Z(EET 52,

19. BRI ICET EEFNAR

—f&4 . 7 7 €F Y (Famotidine)

{t%#4 : N-Aminosulfonyl-3-{[2-(diaminomethyleneamino)-1,3-
thiazol-4-yllmethylsulfanyl}propanimidamide
CsHi1sN70283
337.45
HE~HEABOKETH S,

FEEE (100) 1IR3 <, ¥ 7 =)L (95) 1ETIc< <, K
IZHESD TIHEITFIT < Vo

0.5mol/L HEFERRICIE T 5.

Hick-oTHRZ ICERT 5,

s

EE a2

s L

LEE

ICHEE T

1~2 7 AROKRE L5

D1
SFE:

NH: /\/’Ez QLR
N

H:N /&N{/ jﬂs
s

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

20. BRV\ EDEFR
FERIZER LB CRET S &,

22. 9%

(I7EF YV ODEE 10mg [JG])
100 8 [10%E (PTP) x10. ¥ERIAD]
1000 $& [10%E (PTP) X100, EZIEHIAD]
500 8¢ [TIRF v I&EE. NI, HRAIAD]

(I7EF Y OD & 20mg [JG])
100 % [10%E (PTP) x10. &@EAIAD]
1000 $& [10%E (PTP) X100, EZIEHIAD]
500%E [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) HNER  EPFENFREERE (OD $E 10mg)
5) #HWNER A HREEHE (OD $ 20mg)
6) HE+/\MUE HAERH@EHE BE)IIFME 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 L IA% 19835 11 (9) 1 3637-3650
10) =/FRkE il - EBECEEFR 19835 17 (9) : 2909-2916
11) ZFRE  fh 2 ERECERER 19835 17 (9) @ 2917-2927
12) KRILEHE @ WRHERK 1984 ; 31 (2) 51-62
13) #hifER i BAHELERESMEE 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 EEECEEPR 19845 18 (12) : 6125-6134
Takeda, M. et al. : Arzneimittel-Forschung. 1982 ; 32 (7) :
7347737

il E 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 23w 7tkStt BES EHEKRE
T 108-0014 WHEEXZATH33®E11 5
TEL 0120-893-170 FAX 0120-893-172

26. BOERFTRES
26.1 BLERRSET

@ BAYIRUvOKRAEH

RRLEXZATBEIIHF11S

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

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

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

18) KEALZE ﬁﬁ ST VA% 19835 11 (10) : 4301-4304
19) ZHFFKE  fth © HTEREFER 1983 5 32 (9) : 1383-1395
20) RJIR il EERRXAGR 1984 5 14 (4) 1 571-577

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

23)

3030153-003



