20244E3 H 83T (5110

AXEEERABES
e v 872325
HoZ AR5 HUH)
Bk - SRR e 2E= %
%ggqﬁ;]@?jf 7 7 EF Y ¥ LIRS ARES | BEhie
RAlR] - 3 - v 10mg_[22500AMXO055
,7{;', }OD%E-I Omgrj_-/\‘] 20mg | 22500AMX00456
- v
- o] —_—
J7EFZ)0D20mer 1.
Famotidine OD Tablets “TEVA”
120mg 1H 204z 5% M & 5 5 By
2. BB (ROBEIERS LV E) e -
2.1 KA OB Ui OBARE D & 5 B (/i) Bk
mg
3.1 188 60>Cer>30 iome 1120
WiFe4 | 77EFYYODGI0me 73] | 77 EF T2 ODGE20mel 75 1%mg 2~30 1C1H
AT | 156k 77 EF VY 10mg | 156 77 EF Y 20mg 30=Cer 110mg  1H 1}
D-" Y= b= XZTAMTNVIVIEBR T AT T A B- e e 1M20mg &A1
Yr/UFFAN) Y, eFBAT=R, KT A, AFLE BT 1[E10mg  1H1E

VHa—R, FNVA/)-6-F7 N/ [-A =), Z7BRA
RERY, ZZ2VIVBIFIV - 22 )VEXF LR
=, RJFFTIFLY /)N T VI —F), TA
INF—A (-7 2=V T I= b)), BFRL L2,
AFT) VBT AT A

sl

3.2 RAOMERK

Wises: | 77%F Y OD§L0mg 73| 77 £ ¥ OD§20mgl 773
o - FE P8~ e 11 £ 0 LTRSS i e
HLE JEE o [ERES JFx o
75mm  34mm  150mg | 85mm  4.0mm = 230mg
kgl T —
(PTP) t 041 t 042

4. SHEE IR
OREE. +t-EBEE. WEEEE. LEEEE R GE{e
BE. AMX ML REE. HOMERICEK D). TREREER.
Zollinger-EllisonfEf& &
OTREBODBHERE (U5 A, HIN. R, 2B O%=E
SMBEX. BHEBEROSMEELY

6. AEARUVAZE

(Big%. T-HBEE. WaiEE. LEEEHM CEEMHE
B AMXMLRESR. HOMEBERICES). BRMEEX.
Zollinger-EllisonfE{EEE)
HHEL. RAIE 7 7EF Y & LTC1R20mg% 1 H 208 G,
A Btk F 7 ERD) B O% 53 5. 72, 11140mg% 1 H 18l 3k
HERDROEG T2 TE 5,
By MEE - ERIC K D EEBWT 5. 2L, LEHALE D

MLOBE L BHEEFH THBEL G L. WIRITHEIC 2 - 7214
AR A D AR B

(FREBOBMERE (b A. Hill. FiF. FE) OXE
SHEX. BMEROSMHEEE)
HHEL. RAIE 7 7EF Y & LC1E10mg% 1 H 208 &%,
A EEth F 7 RERD) B O% 53 5. 72, 11120mg% 1H 1l (Fk
HERNDROEG T2 TE b,
B, B - RIS ) EEHERT 5,

7. RARVAEICEET 38
7.1 BREETEEANOREE

77 ®FTVEEE LTEED, O REMETIRES NS, B
BRETERIC 7 7E2F Vv ekb5 3oL, BHREORTE LD
I RZAL IR IE DS B L R REDSRA 5 0T RO
£ R AR T 5, [9.2 28]

8. ERLEXNER
M. HRRRE, BRI T A 2 L,

9. RENERZHI2BREZICHETIEE
9.1 AHHE - BMEEZEDH 2 EH
9.1.1 DREBEDHDEE
DI ROBER R TBENNDH 5, [11.1.6 ]
9.1.2 EYWRBAEDREEDH 3 BE
9.2 BikEEEERE
M REAFE T 2 DT, #5RE2HT 2055 HE%H1TC
T 52 &, [7.1. 11.1.7 K]
9.3 FFi%EEEERE
JERDEALT 5 BZN0D 5,
9.5 iTiE
TR I XAITIR L C W 2 T O B % LRI I3 oA 35k
etk B2 LR s s BEICoRES T L,
9.6 &I
B O R O REOG R ZERE L. BFL O L
FHIEAMRET A L, BAFICRITT A 2 LGS hTwa,
9.7 NRE
NRFEETG L LA R R 2 R L UK BRI
FEhtiL TV AR,
9.8 SEE
ARH % Wt T B SR A LR T 5 % SEEICRES 52 L,
RENTEE LCHE2 SRS NS 25, EliE Tk, B
TFLTWEZ EPLNDIMHPREDS T 5 BZNEDH 5.

10. MHEERA
10.2 BFEEE BHICEET S &)
ES kL BEARRER - F51E
T =V ARPUEL RS [0 O FEH] o I
L FFaFV— ) |[EPMETT 5,

BT - fahR T
AR H R BII I
S ORI 5 T 58529,

1. BER
KROBEWER D 5bI BT EDHHDT, BlgE H5Icirv, B
B SN B EIII G F PR B R LY R AE 1T 2 &,
1.1 EXLEIER
N 2av s, 7F717%2—(%0.1%Ki)
Yav s, TF74 7% — (R, 4Bk, s s (5
TVENE, IHEHIESE) . SRES) B H bbb I END D,
11.1.2 BEREMEMN. AMBED . EFERENE. SmEEm (v
FTNHBFEAH) . MR (0.1%A:0)
FAEAR WA, FmERRAD . EERERAE, AMPER ., i
WA (RIEIR & L Cag BRIk, B, B2 - R T i,
RBE) DB b D EHNHHDT, EHMI MM 2 F




L. EE2FBDONIZGEICEES IS 2R L, @)z
BEEITH 2 L,

11.1.3 fh & 4 & K 1% 3 Bt #% 7 (Toxic Epidermal Necrolysis :
TEN). REHEEIREEREE (Stevens-JohnsonfEREE) (W1 d
SHEEANH)

11.1.4 FFgBEREE. FE (TR HERY)

AST - ALTS0 L5, SEPH HbLNDLI DD L,

11.1.5 HERUHBERE (HE )

EAY T AMSE. I A7 u e VR, M ETREEOFHZ: LA
MR EATRD DN 7AW BIc G2k L, ) 2
BEEITH 2 L,

11.1.6 QTER GHEAH)

BRI DR B GO ZE, FRIE. OIES) 263 2 BH 1BV
THobIPRTVOT, HH5HOBEORBICHHEET S
o [9.1.1 M)

11.1.7 BEES. B (V37 HERY)
kb, A s e, BARE. I u =X A 5D
LbNbIeH b, FICHREREZFTLIERICBVTDH
LbhNRTVOT, HET AL, [9.28]]

11.1.8 BMEMBEX. SHBES (VTN LHERD)

WWHEIR E UCHE. BB, BREMRAMREE BUN - 7 LT F
=V RS AR SN A I RE B IS 2k L. #EY)
BEEIT) T L,
11.1.9 B MR K CHEARD)
FEE, Wk, DT R S, R XSRS R 1 ) PR 475 &
PNLIEDRHHDT, DX RIERDD SbI a3
Lk L, B A VE VAl 5508 70 L iE % 17
11.1.10 R2YNHE
1.2 2O DOEIER

> -

IT &,

0. 1~5%Aiil 0. 19%A i BB
JRABE 395 - B, BE (AL
BE) . BAIFNE
JIR7:3 S LFm IR %
L% L TR R, T,
A N AT
BRI E
G B %t M E5 B, (IR IR, BT
Hig =4
iR AST L5 ALT] € U L ¥~ L5, R, #oE
5. Al-P L5 |LDH 5
FARER SRR, MU, |0 o 8 SR,
U, MRS ANHR 9 OARKE, R
ARBEE, D F W
RS HEAM, ZPALALGE | FLHR
Zofl CK 5. WRERSEH,
A, T

FEBUBIEIE, KGRI £ T OBRRAB R OISR A RO VW T w2,

14. BHALDZFE

141 EHXMAEOEE

14.1.1 PTPREDOHAIIPTPY — b2 5O L TIRHT 5 X9
R8T 22 L, PTPY — bOBEKICE Y. BHAIRATAE R,
A Ly BIZd sl ad B 2 L CHEREIR &5 o mE 2 A BHE
EWRETLIENDH S,

14.1.2 AFNTEHF O LIZOFTHE Z R S5 LT 5720,
K LCHHATRETH S, /2o KTHHATLZEHTEX S,

14.1.3 AFNIE-F FORETIE, KR LTHRASERZWZ &,

15. ZOMOIEE

15.1 ERER{EAICE D < &3k
KA DT LGA BRI L B ERERT 2 2 e sroT, Bl
THEWI E 2RO 25552 &,

16. ZEENEE

16.1 MeiEE

16.1.1 EMFHIFEMHE (DiE £ ODER)
E MI7 7 EF YV OENRESE (D$E)20mg XL 7 7 EF Y ¥
IPEN i E8E (OD$E) 20mg & #R T4 5 L7285 &, ¢ 5-B 49 3IRE[H]
RSP RIS E S B0 TN ENOFIE T RE OHERIX
FIZFE L TH Y, EWENICHETH BY,

it (mg) Cmax(ng/mL) | AUC(ng - h/mL)
D$i 20 63.4 363.3
OD$E 20 67.1 374.9

CF¥#fE, n=20)

16.1.2 £EMFHIEZE MR

(7 7EF T > ODEE10mg[ 7/8])

(1) 7 7 €F Y »OD#E10mg[ 7/ | & #' X ¥ —D#E10mg% 7 1 A
F=N—FIZL ) ERASFICERENISE (T 7 EF VY
& L Cl0mg) % #fi £ Bl RE T4 5 U CIAE i R ZE AL AR B &
EL. BoNHYERE/ NS 2 — % (AUC, Cmax) 2 T90%
X W0 TREHBAT 217 - 728 3. 10g(0.80) ~log(1.25) @
HPHNTH O W O AR RS EASTHERE S 7z,

HEXg X —% BHEINT A —F
AUCo-21 Cmax Tmax Tz
(ng - h/mL) | (ng/mL) (h) (h)
EFY0D§
K| 7727 FYODE | pegai30 | 423279 | 29406 | 40+12
| 10mgl 73]
£
M| %725 —Diil0mg | 2820547 | 378+81 | 3307 | 37409
7 7 EF Y Y ODSE
K| ZTETTIODE | yaiss | 407109 | 27408 | 36+10
< | 10mgl 73]
ik
W | 7725 —D§t10mg | 2623+657 | 388+99 | 26+07 | 39=11
(¥ = R, K% LCThin=9. K THHn=10)
- K7 LCIRAE
60
50 —e— 7 7 EF Y »OD$10mg[ 73]
= —-0-- A% —D§E10mg
Eoaf T+ B, n=0
230t
=
=]
& 201§
g I
10
O 1 1 1 >-.>---l->— 1
0 4 8 12 16 20 24
B3 OWER ()
KTk
60
50 —e— 7 7 EF Y YOD#E10mg[ 73]
= —-0-- A% —D§E10mg
Eoaof = B, n=10
= o3t L‘[
=
+
20
=
10}
0 1 1 1 1 n
0 4 8 12 16 20 24
Be'5 S OWER ()

(7 7EF Y > 0ODEE20mg[ /8 1)

(2) 7 7 £F Y ¥ OD$e20mgl 7 /3| & # A ¥ —D$i20mg% 7 1 A
F—= =L, AR FICERENISE(T 7 EF DV
& L T20mg) % il £ Wi Il 1P 5 U C e Hp R 2 AL AR 52 % 300
Z L. BoNFEYERE/ S5 2 —% (AUC. Cmax) 22 T90%
TEHAERX B2 TREEHIAT 2 47 o 7245 8. 1og(0.80) ~log(1.25) @
PN TH O FIH O F SR S WY,



HE T 2 — 5 BENRT A—F
AUCo-24 Cmax Tmax Tz
(ng-h/mL) | (ng/mL) (h) (h)
Kl 77EFTVL ¥
tJ; 7EFIYODE | oyioi1997 | 7385206 | 30412 | 44206
L 20mg[ 7 /3]
<
Hﬁg A% —D§E20mg | 5539=127.7 | 746+194 | 32409 | 44206
£F Y ¥ OD§i
K| 2T ETTZODR | 01165 | 6924144 | 26405 | 46205
= 20mgl 77V
Mk
B 952 4 —D4e20mg | 4660=1137 | 666+147 | 25+05 | 42+07
(¥ + {72, n=10)
- K7 LCIRA
100
8ol I —e— 7 7 EF ¥ ¥ OD§20mgl 775
3 , l -0m- 7 2 % —D$i20mg
S 60 | /’l S I+ AR, n=10
=
1312{ \
¥ o}
%
=
0d
0 4 8 12 16 20 24
5B O (b)
- K THRH
100
80+t —o— 7 7 EF ¥ »0OD$20mg[ 73]
3 0w A5 —DEE20mg
) 60 P £ BRER A n=10
(=]
=g
£ wl
=
Bl 20
0 e
0 4 8 12 16 20 24
5 OB ()

MAEPREEIENICAUC, CmaxS 0787 X — 13, BB O #EIR,
AL OTRILTEL - RFFSFE DRSS & o THZ B REMD D 5o
16.6 HEDERZHT HBE

16.6.1 BigEEERE
7 7 E®F Y 20mgikNFE G- Lz &g 2 =5V

¥ Cerfili Tizp AUC Ctot

(mL/min/1.48m?) (h) (ng - h/mL) | (mL/min)
989 n=7 259 857 412
738 n=9 292 909 381
492 n=>5 472 1424 242
10.3 n=10 12.07 4503 84

18. EERhIKIE

18.1 {ER#F

BRI O Mo 25K & T L. W w2 935 2 &1

L0, B FTEEEE. BREOBEMRE R

18.2 & hTOIEA

18.2.1 BERRUNT Y 2 iHiHl{ER

(1) ER RO BRI D
REREBE A S AL YRR B S BT By SR I OV 4 R S 45
G O2WE M W IR L R T Y v i E, 20meiE G 12& D
ZNENTL.6~99.6%. 29.5~96.9%Hl i 5.

HEESW | RS w
P (%) | BIEE (%)
JEHEs D 98.0 710
FEIHANY ¥ (dug/kg, FHE)RIE WS 94.7 75.1
~NF =) (Img/kg, H5iE) FIE W 99.6 96.9
£ Y2 (020U kg, #HE) R0 716 295

F 72, 20mgitRINEE G- TR W. T RI A AT ¥ RF Y —
VRIS Wh % il 5 %1010,

(2) w2

FEHE RN SUE AL BB B O PR 1L 20 5 T RI6I £ TOTIE
FIEBE RS Y v rlEid, 20mgiki#k51c k) 2hzh
91.8%. 71.8%#l &N %,

(3) 24B% R - ERpH

TERE A O H B 1 E. 20mgRE I 51C X 0. FHRSEED S
1228 DL Elch iz il s s, HNpHIE, 128R# F T4.2
~6.0DHPHTHER T 21,

(4) IR RE & BER I INHI{ER

ML EE & R - =R & o BN IZIE O FHBI B R AT A & 1,
R 20 Ih 5 & 50%3H) 4 5 & & oI i 13 13ng/mL T 5,
18.2.2 BHHEMFREICRIFTHE

0.1~0.2mg/kg ® F Ik NHE 5 C L e HE R 0 1 R R I 3 e % 34
& & 2 @580 5,
18.2.3 BRLAEDMBICRITTHE
R O BRI R R B\
18.2.4 BNRHHREICRIFTHE
HitE. s B 1C20me iRk S L2 a, Bk AE
B E RIFE WD,
18.2.5 FFIMITENREIC RIT T S&

20mgEHIR N FE 51, fRERE R A O T e 5 PR OO 3 2 U
BT E R,
18.2.6 MpH R M MEICRIFTHE

Wi, T IRGEE RS C20mg 1TH2M, 1~22 HEEIHY:
L7236, b A b)) AMEICRE LY RIZ S 0w,
18.2.7 M7 OV F o HILRIFTHE

20mgHHIR % 5o, 20mgl H2W 48 RIRE 1% 513, fEHE A,
ILEEEREZEomPR 7 a5 75 v, YRR Ve v AL
E ISR E RIS WD,
18.3 EMHTOIEA
18.3.1 H2 R HHEHER

In vitrolZ BT HENE Y MEHLEOLHABKR T T v M T
FOWHY . WA Rin vivod HEE W % AR L 72 He%
FRFEFEHIZ, Y AF Y A L10~1486558 )1 Tdh 56
18.3.2 BEESBIFI{ER

A XD AY I LRIEREOEBRSWIER AL, ¥ 25T 1
Yo UPER R EE CHIA085 58 < FRBEFEH CRI1.3~1.5f5 w2 2,
18.3.3 BRLAEDMBICRITTHE

F v FOA ML AT K B R AR A (i 0 A & A TSI
1;—2.)24)0
18.3.4 EEXEBICK T 51EA

Sy MDA Y ERAYY Y, TAYY Y, FLRF=ZvOry, &b
VAROHMMERICEI2BHBED L2 VIEAE ) Y —IZL 5
T RBEEOREICH LTI AF TV X0 RWIER R
IRTE B F e MG X D EERRIC X B WIEBE LU A K
V=V X BT RBREOREEIE L, I AF T
J: y) gﬁu\%),ﬂ)o
18.3.5 BHMICx ¥ 31EH

Bl ot e 2% 2 V#5128 55 v b o iz LEHIER
ZRTH,
18.3.6 S BHERZE X T 51EH

Ty rDOFIRA—VEE-LAF Iy, Fryuaa—)VEE-+o b
=, -7 A Y ROERE-T 5 ) —UIC X & E R
BEVHTHrOAELT, I—F7E 73 FICX 2 E R
BOHEERET 2%,

19. BESCEAT 2 EBLEMFEA
—f% + 7 7 €F ¥~ (Famotidine)
1424 © N-Aminosulfonyl-3-{[2-(diaminomethyleneamino)-1, 3-

ERIFEH WY,

-7 e

thiazol-4-yllmethylsulfanyljpropanimidamide
5513 0 CsHisN702S3



G 1H 1 337.45

PR A~ EAGORKSTH Do BERE(100) IR T <.
I 7 — (9B ITEHITIZK < KRITHED THITFIZ L v,
0.5mol/LYEEE I %0 T & o THR A ICHEMT 5,

NH2
NH:z Q\ //O

N S
mN/L\N{{j]/A\S N ONH:
S

20. BURWV EDEFE
BB ERR LT TRET L L,

22, @
(7 7EFT > 0ODE10mg[ /3 ])
100$€[105E (PTP) x 10, BZHEEHIAD 1,
1000%¢ [10$E (PTP) x 100, HZEHIA D 1,
1400%¢ [14%¢ (PTP) x 100, HZEHIA D 1,
5008 [ 75 AF v 2 R M v, NT, EEEHIAD ]
(7 7EF T > 0DE20mg[ F/\ )
100$€[105E (PTP) x 10, FZHEEHIAD 1,
1000%¢ [10$E (PTP) x 100, HZEHIA D 1,
1400%¢ [14%¢ (PTP) x 100, HZEHIA D 1,
5008 [ 75 AF v 2 R M v, NF, EEHIAD ]
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KRILEER i ARFE . 1984 ¢ 31 : 51-62

AR R Al HATHAL SRS, 1983 1 80(Suppl.) © 694

Miwa M. et al. : Int.].Clin.Pharmacol. Ther. Toxicol.

1984 ; 22 @ 214-217

ARG AL : SRR JRHE. 1983 5 11 : 3651-3658

O HARERIR. 1984 5 42 @ 150-157

JER % At R &R 1983 5 20 @ 1859-1864

KUEALZ - 83 &R, 1983 5 11 @ 4301-4304
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