20244E1 HELET (8160

HFEERRSEES

872325
By & L EIRGRAT 10mg 20mg
HEHHAM - 365 s A B E S | 22600X00657000 | 2260000656000
Sodaliiinids BRAS B | 200847/ 200847

7 7E®F T OBERNEIESE

7 7EF > 0D 10ms TP,
77EFS 0D 20ms "TBP,

FAMOTIDINE OD Tablets 10mg - 20mg “TBP”

2. B2 (ROBEICIEBELEWNI E)
2.1 REN OB LBBUEOBERE O H % B

B’

3. #rk - MR
3.1 #RK
_— 77 EFY > 0D 4§ 10mg|7 7 £F ¥ >~ OD § 20mg
o ['TBPJ [TBPJ
. 1 $EHh 1 g
75 yaN
el HE 77%FY> 10mg |HE 77%FY> 20mg
M d— AL FLBKA, e Fa¥ s TaEL A —
I Fo TR TR RBAKETFT MY T AL Ty
1IN

) M) ORI, FE, REEKT A AT T
VEER T AT A

3.2 WEOMEK

. 7 7 EF Y OD#$E 10mg| 7 7 £F ¥~ OD $E 20mg
e
[TBP [TBP/
o, - FH F0 0 TR P A 3 e
FIH 31 T FI LT AT
e A\ Q (e
7 = | &) =
B |70mm 8.0mm
K&
JEX  |32mm 3.1mm
B # 120mg # 150mg
g — K TBP262 TBP263

4. sHEE IR
OBE%E. T-HEREE. WaHas. LHEESmD CHb
BE. AMX ML REE, HIEBERICKD). FREEER.
Zollinger-Ellison fE{&#F
OTFREBOBHERE (UbA. HIl. Fik. ZE) OXE
SMBEX. BUHBEROSMIEEH
6. AZERUHZE
(Bigg. T—HB&E. WEiaE. LHEttERL CHEME
B, AMIXMLREE, HMMERICLD), TREREEX.
Zollinger-Ellison fEIREE)
WHEEANCIE 77 EF Y ELTIM20mg % 1 H 20 (Bi&
%, Y EBTImERN) BO%S5 35, $72. 1040mg % 1
H 1| (hEnr) #5352 0TE 5%,
B AFREY - IERIC X DB EINT 5. 7272 L. RESHLE
DY A LB H EFH TR % BLE L. WIRTTREIC 7 o 7212134
FH 5280 222 %,
(TREBOBHERE (oA, BN, K. 2E) O%E
SHER, BHBROSMHESR
WHEEANCIE 77 EF Y ELTIHIOmg % 1 H 20 (Bi&
%, Y EBTImEN) BO%S5 35, $72.0 10 20mg % 1
H 1| (hEnr) #5352 0TE 5%,
B, AW ERICE ) BEBERT S,

7. RERVAEICEEYT 338

7.1 BRERKTRENDOKREE
TrEFTVEFE LCEEA, S REMATHRE S LS, B
RETEEII7 7 EF Yy aib35 8, BREOERT L L I
M R CARREEDS B L SR HERDSRA T 20T ko X9
afGie el 59, (9.2 3]

1 [A] 20mgl H 2 [l 52 &t & 5 0

T st
Cor=60 1 20mg 1 H 20
60>Cer>30 1 fgii i g ;
30=Cer ifggi f?lﬁ: 1 1]
EEH 1 E‘fggi f_%g‘riﬁ ml [l

8. ERGEFRNEERE
Mg, FFRkRE. B ICER T 5 2 Lo

9. FENHEREFI2BREICHATIEE

9.1 AfHHE - MEEEDH 5 EH

9.1.1 DRBDH 5 BHE
LIMEROBIERZRETBZNNH 5, [11.1.6 S]]

9.1.2 EYRBEDOREEDSH 5 BE

9.2 BigEERE
M EEA TS 5 DT, 5225 2 0855 k4% 1 <l
MaZ L, (7.1, 11.1.7 3]

9.3 FrieelEEaE
SERDEAL S 2 BEND D B,

9.5 1%
TR IR L T 2 TR0 & B etk 121k G Lo B k)t
fabtt% L s EHE SN AGEICOAZGTH I L,

9.6 ®I@
EREOEFZMER CHILEBOE T R L. BILokibi Lt
PIEEBRT A 2 &0 BAPICBITT AL ME SN T2,

9.7 NRHE
AIBEE R R L LB R R R TR & L 7 BRI

FEE L TV,

9.8 EEE
FH 2 HEmTHPHEGMETIERT A2 EHEEICKG T2 L,
ARANTZF & L CEED S PRSI E 25, miE Cld. BREREAMK
TLTWAZEDNL WO REIFRT 52BN H 5,

10. #HE{EA
10.2 BHAEE BHRICEETS L)
eSS BEPRAER - A5 18715 Wy - fabriE T
TV IVRIIELREE | RL 0 FER o i v | A 0 1 R 53 s AR
ArTaAFT— | BETT 5, F A3 RESE A 0 % 110
AL S 229,




. BlfEH
A@ﬂ@%#%%bﬂé LB DHDT, BIEEET5IATV,
ERRD L NG ARG 2 ik § 5 7 L) e ALiE & 4T )
ZE,
1.1 EXLEIER
N avy, 7F7145%— (% 0.1%Ki)
avr, THI747F%y— (WPREEE, &Lt nETE
CETFAE, HIERIESE) . HRES) " bbb 2 EWid b,
11.1.2 BEREMEM. AMEKD . JEBERIKGE. FMMAEEMm (W
FTHOHEAR) . mMRRED (0. 19%A)
FRAEARRMAI., PUMERKA . #ERERE., EImPEE L., 1V
ﬁ&(W%ﬁ%ktf%%%ﬁ@\Mﬁ\&T‘ﬁﬁTﬁm‘%
>ﬁ%%hhé’a#%é@f\%ﬁ%umﬁ@ﬁ%%m
BHEDPED SN HEIIRE SIS 2k L, ) 2 0L
5o

o

T

L
5

11.1.3 hEMRFIFEILBMEE (Toxic Epidermal Necrolysis :
TEN). REHEIRAEREE (Stevens-Johnson fEEEE) (V911
b B EEANE)

11.1.4 FAEEREE. |E (Wb HEEARH])
Aﬁ‘ALT?@L%\EEﬁ%%%h%l&ﬁééo

11.1.5 HERUHBARE CHEAH)

AT AME. I 47 aY VR, MERREZOE 2 L5,
THRFEEARRD O N BB EE H IS 2 Wik L 8] 720 Al
279 2k,

11.1.6 QT &R (HHEAH)
RO CORgE, i,
ThobheTVwoT, HhHEOEEDIRGE
£.109.1.1 ]

11.1.7 BEEE. 2 (IO HER)

EbEE, SRR (REME. B, 34+ 0-2x %) 7%
%bﬂé LD D, FRICEREREELZFETLEZTIIBVTDH
LEbNRTVOT, EETLHI L, [9.2 ]

11.1.8 BEMHER. aMBEET (WINLHEAH)
WHGEIR & L o8B BB m%*@ﬁﬁ**(mm%ﬁvT%
=V PR HHRO SN HEIITE D ICHES F Ik L, #Ey)
TALEERATH T &

11.1.9 FEEMMR (HEAR)

SEEN WM, PR PR, SR X AR E SR ME M 0D 5
bﬂ%utﬁ%émf\;@lv&{“«]fﬁ O bNIHAEITITE
Haik L, BlE R E RV E R ORGS0 8E) 2 LiE 4179
Lo

11.1.10 R2UNE

11.2 ZOOEIEAR

ODESE) 2B T HBEEIZBY
[ R e = AP

0. 1~5%Kili 0. 1%kl 9 R
595 - BB, EHI
R % GIE). HE
P
i LBk I ERERIE %
i TR - W, 18,
. L - g,
g W AR IR,
IS
o WU _E 5 Rk, SR, e
A K. HE Ty
e AST E&H. ALT|# Y U Vv ¥ v k| IFHReRs . #E
L&, AP E&H . LDH &
k1 0 i ALK
e =
WAE. M LR
i ggrm Lotk | FLitR

0.1~5%#ii 0. 1% BHEEAH

CK k4. R

ot T AR '“jﬁﬁﬁ

FEBUHIZ L, KGR
WTWao

14, WAEDZE

141 EHZHFEOEE

14.1.1 PTP @ 0#EHE PTP ¥ — M5O L TIRA % X
HFEES L L, PTP ¥ — FPOBEMKIZE Y, TRV MERAAE
RS L, 13221l % 3B & L CHERRIR 255 0 IS 72 A PR
PRI B DD D,

14.1.2 FHNETHEO EI2oR THER 2 S5 LT 5720
K LTIRHTTRECTH Bo T720 KTIRHTAHIEDTE B,

14.1.3 AFNIE-F FOIRFETIX, KR LTRASEZVWI &,

15. ZOMOEE
15.1 ERER{ERICE D <18

RENOFG A EH L DR ZERT 22 2D L DT, BT
W ERIERRD ) 2G5 THIT L,

16. EWEhEE

16.1 MehigE

16.1.1 EMFHIFEEMEHER

(7 7EFY > 0D 10mg [TBP))
7 7EFY Y 0D §E 10mg [TBP) & A% — D §E 10mg =, 7
OAF—=N—=FIZL ) ZNZN28E (7 7EF V¥ & LT 20mg)

T 3 T O RFIR BUR L OV IR ARG R 2D

fREFBER AT 712Kk 1) e Ok 72 L CHE A AR 8% 5 L C i
FRORZEALIREE 2 HE L. S NS B S5 A — 5 (AUC
Cmax) (22T 90% B FEIX IR IS TRERTERIT % 17 o 7245 5. log
(0.8) ~log (1.25) OHFHHNTH D | ﬁﬁla)%%%ﬁﬁﬂ—‘r@ﬁ‘
%éﬁé ﬂf:4)o
K Y Feh
AUCo-21 Chnax Trmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
77EFT 0D
% 10mg [TBP) 463.13£57.26|62.98+10.55| 2.67+0.49 | 4.61£1.39
#25— Dk 456.02+42.54|60.05+10.85| 2.75+0.45 | 4.98+1.63
10mg
(Mean=S.D ., n=12)
(ng/mL)
80
I - 7 7 EF Y 0DE10ng TBP
460 - JT A% —D#E10ng
I;I Mean+S.D., n=12
7
£ 40+
}
>
207
3
0 2 4 6 8 10 12 14 16 18 20 22 24(n
1 51485
K7 L¥L
AUCo-24 Chmax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
77EFT Y OD
% 10mg [TBP) 452.08+64.45| 60.89+7.07 | 2.67+0.49 | 4.88+1.44
#A5 D 449.22+48.28| 60.53+4.83 | 2.75+0.45 | 4.93+1.44
10mg

(Mean=S.D., n=12)



(ng/mL)

80
i - 77 EF Y 0DEELI0mgTBP
560 - 7 2% —Dé#El0ng
'47] Mean+S.D., n=12
7
£ 40
7
>
20
53
04— : : . : : : : : : Y
0 2 4 6 8 10 12 14 16 18 20 22 24 (hr)
e 51213

A AR O AUC, Crmax 250785 2 — & 1&, #BRE O@IR,
PR OBREURI L - RS O B G 1 & o T4 2 W REME DS
Do
(7 7EFT > OD # 20mg [TBPJ)

77%EFY 0D 20mg [TBP) &A% —D§E20mg &, 7
OAF—N—Ri2E ) FhEN18E(7 7 EF T & LT 20me)
TEHER A B T2k D Y K UK 7 L CH M RS- L C I
HRZELAIRE 2 HE L, 55N mERE S S X — % (AUC.
Crmax) 122V T 0% B X BT TR % 17 - 7285 5. log
(0.8) ~log (1.25) OHFFAPNITH V) . Wil O LEW AR S AS
TR S 725,

K ) ¥5-
AUCo-24 Chnax Trmax T2
(ng + hr/mL) (ng/mL) (hr) (hr)
7 7EFT 0D
+ + + +
4 20mg [TBP) 441.30£71.02|60.41+10.35| 2.67+0.49 | 4.65+1.71
ALY —D §E
y- D& 439.88+72.58| 61.31+8.29 | 2.58+0.51 | 4.39+1.07
20mg
(Mean#*S.D., n=12)
(ng/mL)
80
i = 7 7 EF > 0DEE20mg TBP)
%2 60 ¢ —— 7 2% —D#§g20mg
;P Mean=£S.D., n=12
7
€ 40+
7
D
>
J20r
3
0% %
0 2 4 6 8 10 12 14 16 18 20 22 24 (hr)
G-k
K7 Lh
AUCo-2 Chmax Timax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
7 7EFT ¥ 0D
465.01£63.4 41+8.27 |1 2.75+0.45 | 4.78+1.
% 20mg [TBP) 65.01+63.45| 60 8.27 75%0.45 78 88
A4 — D&
;)mgy D st 464.47+77.18/60.87+13.25| 2.83%+0.39 | 4.58+1.50

(Mean+S.D., n=12)

(ng/mL)
80
i -= 77 EF Y >0DHE20mgTBP
5E 60 —— JJ 2% —D§¢20mg
;F Mean=£S.D., n=12
7
£ 40
7
>
20
=4
0 —_— 4
0 2 4 6 8 100 12 14 16 18 20 22 24 (hr)
P 512w

MAEFEEEENE N AUC, Cinax SF D787 X — &1&, #liias o347
PRI D TRIUT K - R S O SBRG A £ o TRZ B RN D
;Q)O

16.6 HENEREHT 28F

16.6.1 Bi¥geEERE

7 7EF VY 20mg HIRNTES- L7z EDoxF 2 =41

F#5 Cer fill ti/2p AUC Crot
(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. EERhIKIR
18.1 fERF

LAY 32 He e AARENIEE, He 2780003 1 R0 12 D iy 72
BEE R L THBEDOT, TNEERT LI LICED, W%
o B e &2 397,

18.2 & F TO1EH

18.2.1 BEERUNT Y Lo 1A

(1) ERRUEERBD B
TR R A SR T L I 5 R 1 30T B o JRERE I ON R AR 4% 5
e 2 BER BRI VT v pibald. 20mg fELH5- 1280 2
NI TL.6~99.6%. 29.5~96. 9%l X5,

1 SRIA RT Y VG
i (%) i (%)
FERE 5D 98.0 71.0
FNIHTANY) Y (dug/kg. HiF)
. oy 94.7 75.1
TG WS
H el i 1385045
‘/‘\57 J— )V (Img/kg. #iiE) M85 9 6 9%.9
ws
LR L B ]
/4/ )~ (0.21U/kg. #iE) il 716 29 5
anlil

720 20mg RN G- TEEE W, T F I WA NY 2 XF Y
— VIS W A 3 9 2 1010

(2) &ED
RN SOTTHALEE R EE O 11 Kr LA 6 KL TO 7
e B R S T 2 hpiaiE . 20mg ORG-Sk ) Enen
91.8%. 71.8%fl s %12,

(3) 24 BERES M - BA pH
RS O B R W L, 20mg G2 XD ik 8 e
12 PRI D72 ) #f S o BN pH &, #6512 &
T4.2~6.0 OFEFATHRET 219,

(4) MmARE & BRRSMMEIER
IR & W R IHIER & O BIIZIEDOMHBIBIfRS A S i,
g % 50% 83 % & & OIMHEEEZ L 13ng/mL Th %W,

18.2.2 BHEMRE ICRIFTHE
0.1~0.2mg/kg DR G- TILAEHE RN O BRI % 3
IS B MEATRD 5D,

5
ES




18.2.3 BROAEDMBICRIFTHE
S BE O BRI B R 2
18.2.4 BARHHAICRIFTHE
B T IR B 20mg & O¥5- L 72
WREE RITS W,
18.2.5 FFIMITEIRE(C RIF§ B
20mg BHHIRPIF% 51, M A OIS, FIRIMTT & 12 2 %
TF & 7218,
18.2.6 MAAH X b AMEICRIFTHE
B, T IR R 20mel H 2 [, 1~2 » ARG
L7zt M A M) MBI E RITE v,
1827M¢7D77?z%k&ﬁ1%ﬂ
20mg BIRMPE G-, 20mgl H 2 [0] 4 B EAE OG-, R AL
MWALHEERE oMb 7a S5 7 F o BRI VE » . RV
E ISR HITE v,
18.3 B TOIEA
18.3.1 H2 .’%%’-%Frfﬁﬁﬁ
In vitro \Z B % ENVE Y ML LDEOWHAEL T v M7
O, WA R in vivo O B EE A Z 3RIEZ L7 He 52
FRFEPUERIZ, v AF T L 10~148 55871 CTH 5 o
18.3.2 BB WINFI{ER
A XD Ay I VRO BRI R, > 272 Ik
LAEFIBREE TR 40 508 < o FRBEREEI TR 1.3~1.5 ff W20,
18.3.3 BB BICRITTHE
Z7v bPDOAMLAIZL D HHEPEE A= O & HE IS
T2,
18.3.4 EEEEICX T 51EH
5vh®4ny&yy TAEY) Y, L Rk=vur, AL
AW CHPIREERIC L B B D 5\ IEA ) V= LIZ L b+
fa W i85 O FE S J LTy AF V&) suflizhf s R
FWB) , F 7o WG K D FEBIC X A EEBE LA YY) U —
VICE BT ZRBEGOEEEZREL, iEi2Fv v kD
22020
18.3.5 BHmMICx T 31EMA
Bk e A% 2 51285 Ty b o E I
NEER
18.3.6 2 BHRERZE XY 51EH
Ty hDFTUI—VE-CAY Iy, yyaa—)VfE-+to b
UV - T A YR UNERE - T8 — VI & B & BRI
TrFiTr0H%5F, I—F7E b7 3 FI2X 5 BEHBRZE
DT 52,

19. FRIEAICET 2 IEEFRIHR
—RRRY TR
7 7%EF Y (Famotidine)
1tZ2%
N-Aminosulfonyl-3

> B
Sz

ERIZE 20,

Yt Bk

xF L #niiE

- {[2- (diaminomethyleneamino) -1.3-
thiazol-4-yl] methylsulfanyll propanimidamide
FFR
CsH15N702S3
SFE
337.45
fic IR VN
RIHO~FRHBORKETH 5,
AREEFERR (100) 12ETFR3 <, =8 2 —v (95)
<L AKITHRD THEITIZ { v
Amid 0.5mol/L MERREICE T 5,
RIS L o TRA ICEBT 5,
LEBEX

IZETIc]

NH:

HzN/RN{/N
S

B &
#5164C  (51%)
20. BRV EDEE
BB R IR 2 M TR T A 2 &,

22. A%
(7 7EFY > OD#E10mg [TBP))
100 $2 [10 8 (PTP) x10. ¥ZHEEHIAD ]
500 $ [10 $& (PTP) x50, #ZEEAIAD ]
(7 7EFY > OD#E20mg [TBP])
100 $2 [10 8 (PTP) x10. ¥ZHEEHIAD ]
500 $ [10 $& (PTP) x50, #ZEEAIAD ]
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PR AR SRS (20mg)
S5 NSE H AR SE R iy, B )lE. 2021 C-4521-4524
KILEEG A PBFER. 1983 5 30 (11) © 365-378
KILEEG A IRFER. 1984 5 31 (1) : 11-24
FEREE= A SEELE A, 1983 5 11 (9) : 3637-3650
SRS A BB L ERIR. 1983 5 17 (9) : 2909-2916
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Takeda, M. et al. 1983 ;91 (4) :
371-376
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PrEIER o JEEEE BEPR. 1984 5 18 (12) : 6125-6134
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734-737
WES s A IS HSERE 1984 ;27 (3) : 563-569
27) Ishihara, Y. etal. : Digestion. 1983 : 27 (1) : 29-35
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