% 20264E10 HE4ET (B2 BAEEERIEES
202441 HERET (160 872325
By & =R 10mg 20mg
HRBHAM - 39 o e b A B E R | 22600MX00657000 | 2260000656000
Sodaliiinidy BRAS B | 200847/ 200847

7 7E®F T OBERNEIESE

7 7EF > 0D 10ms " TBP.
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 - AR
3.1 #RK
_— 77 EFY > 0D 4§ 10mg|7 7 €F ¥ >~ OD § 20mg
o ['TBPJ [TBPJ
. 1 g 1 g
75 yaN
s HE 77EFY> 10mg |HE 77%FY> 20mg
M d— A, FLBKA, b Fa¥ s TaEL Ay —
I Fo AT YRS TR RBAKETFT R T AL Ty
1IN

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

3.2 WEOMEK

. 7 7 EF Y OD$E 10mg| 7 7 £F ¥~ OD % 20mg
et
[TBP [TBP/
o, - FIH F8 0> IR P A 3 e
I 231 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%. T—HEREE. Walas. LHEERmD CHb
BE. Al ML REE, HIEBERICKD). EREEER.
Zollinger-Ellison fE{&#F
OTFREBOBHERE (UbA. HIl. Fik. ZE) OXE
SMBEX. BUHBEROSMIEEH
6. AZERUVHZE
(Bigg. T—HB&E. WEiaE. EHEtERL CHEME
B, AMIXMLREE, HMMERICLD)., TREREER.
Zollinger-Ellison fEIREE)
WHEEANIE 77 EF Y ELTIM20mg % 1 H 20 (8i&
%, Y EBTImERN) BO%S5 35, $72. 1040mg % 1
H 1| (ghEnr) #5352 0TE 5%,
B AFRE - IERIC X D EEIRT 5. 7272 L. RESHALE
DY A LB H FEFH TR % BLE L. IRTTREIC 7 o 7212134
FH 5280 222 %,
(TREBOBHERE (s A. BN, K. 2E) O%E
SMER. BHBROSMHEER
WHEEANCIE 77 EF Y ELTIHIOmg % 1 H 20 (§if&
%, Y EBTIImEN) BOES5 35, $72. 10 20mg % 1
H 1| (hEnr) #5352 0TE 5%,
B, AR ERIC X ) EEBERT 5,

7. RERVAEICEEYT 338

7.1 BRERKTRENDOKREE
TrEFTVEFE LCEEA, S REMATHREE S LS, B
RETEEII7 7 EF YV aib35 8, BREOERT L L I
M R CARREEDS B L SR HERDSRA T 20T ko X9
fGie e $5Y9, (9.2 K]

1 [A] 20mgl H 2 |45 &g & 5 26

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

8. ERGEFNIEE
M5, FFRkRE. B IR 5 2 Lo

9. FENHEREF I 2BREICHATIEE

9.1 AHHE - MEBEDH 5 EH

9.1.1 DRBDH 5 BHE
LIMEROBIERZR T BZNNH 5, [11.1.6 S]]

9.1.2 EYRBEDOREEDSH 3 BE

9.2 BigEERL
M EEA RS 5 DT, 5225 2 0855 k4% 1y <l
MTHZ L, (7.1, 11.1.7 3]

9.3 FriaelEEaE
SERDEAL S 2 BEND D B,

9.5 11i%
TR IR L T 2 IR0 & B etk 121k G o B k)t
fabtt% L s S HE SN AGEICOAZGTH I L,

9.6 ®I@
EREOEFZMER CHILEBOE T R L. BILokii Lt
IEEBET S 2 &0 BAPICBITT A2 L ME SN T2,

9.7 NRHE
AIBEE R L L2 R a2 TR & L 7 BRI

FEE L TV,

9.8 EEE
FH % HEmTHPHGMETERT A2 EHEEICKG T2 L,
ARANTF & L CEED S PRSI A 25, miE Cld. BREREAMK
TLTWAZEDL WO REIFRT 52BN H 5,

10. #HE{EA
10.2 BrAZEE BHRICEETS L)
eSS BEPRAER - A5 18 715 Wy - fabriH T
TV IVRIIELREE | R 0 FER o i | A 0 1 R 53 s AR
ANTaFT— | BETFT 5, F A3 RESE A 0 % 110
AL S 229,




1. ElIfEA
KOBWERD D S D Z EHdDHDT, BELTIITV. %
TNFRD O N A 3G 2 k3 5 7 L) 2 ALE 2179
ZE,

1.1 EXLEIER

*11.11 Y3y o, PF745% 2 — (% 0.1%KiH)

Yav o, TFT4T% T — (RS, Abpmikn, i TE
CEETFE, IR . HRES) 2" bbb 2 ENd b,

11.1.2 BEREMEN. AMEKD . JFBERIKGE. FMMAEEMm (W
FTHOHEA) ., mMRED (0. 19%A)
FRAEARRMAIN., PUMERRA . #ERERE., FImPEE L., 1R
W FIRAEIR L L CeBmaE. B, BT - BB i, g

BEE) bbbz &7§>§)é®f\ SE 2 R A % SE
L. Em?ﬁ“”&)%ht B SIS 2k L, e 2 i
2&'/14;) Z o

11.1.3 hEMRFIFEILBMEE (Toxic Epidermal Necrolysis :
TEN). REHEIRAEREE (Stevens-Johnson fEEEE) (W 9" 1L
b HEEAH)

11.1.4 FAREREE. |E (Wb HEEARH)

AST - ALT ?@J:a%'m WHERHHLDNDL I EDNDH D,

11.1.5 HERUHBARE CHEAH)

AT AMEE. 47 aY VR, MR OE 7 A
AR DSREO BN AR B IS & ik L i) 2
i) 2k,

11.1.6 QT &R HEAH)

RO CORRZE, FIRE, OIES) 28T 2 BH 2B
ThHhobheTVOT, HHEHOBHEOIRBICTHEET L2
L. [9.1.1 ]

11.1.7 BEEE. 2 (I LHER)

EkbEE, SRR (REME. B, 37 o-22%)
%bhé END D, FRICEHEREELZ AT LEEIIBVWTD
LEbNRTVOT, EETHI L, [9.2 BH]

11.1.8 BEHEX. SMBEE (WL HEAR)

EIR & U TIe#, &K\W% B E (BUN- 2 L7 F
=V RRE) &R0 SNAICIRE B IS 2k L, )
BAEERIT) Tk,

11.1.9 BEMmME (HEAH)

FEEN RGBT RIS, Hodt X AR AR A RO RS %05 5
DNBLEZENHDLDT, 2D L) RIERDD b bNIHEITIETHE
HAadik L, BIBEEARVE CHIOESE0mY) 2 LiE %179 2
Lo

11.1.10 R2UNE

1.2 2 DOfDEIER

0.1~5%#ili 0. 1% KA

55 - KB, HIR
W HEE 9% (FLBE) . B
FIE

lIRi3 I Ek A [SRiEeE A

D TR BRAEL 108
B - MR BEER
TSI AR
TN %

LR

MRS I | AR, IR, R

I gm B
L . E 1y

AST b5, ALT[#B Y U Vv ¥ v LIy, #E

Fr, Ef. AP LS |5 LDH L5

SRk, | o 5 AL Ik
. o, T IR 15, S OIRAE, He
ki b b 42

AT i o

FAREAM, AL | 2Lt e

/\\‘l‘\/?: S
[SERlEN A5

0. 1~5%7if 0. 1% BHEEAI

CK k4. wRi

ot AR ”“iKJFH

FEBUHILIE . AKGEIRE % T O BRIR U K OV Bt Al 12 2D
WTWb,

14. EWAEDZE

141 BHZABEOITE

14.1.1 PTP @2 0#EHIE PTP ¥ — M5O L TIRA % X
IEETH I L, PTP ¥ — FORRIKIC L) | BIVEAH) A
R L, B3 22l % 3 2 L CHERRIR 5 0 B 2 4 0HE
BRI H DD D,

14.1.2 FHNITHEO Lo THER 22 S5 LS 5720
K LCTIRHTTRECTH Bo T720 KTIRHTAHIEDTE 5,

14.1.3 AFNIE-F FOIRETIE, KR LTHRASEZVWI &,

15. ZOMOEE

15.1 ERER{ERICE D <18
RENOPG A EH L DR Z BT 22 20D L DT, BT
W L RIERRD ) 2FG5THI L,

16. EWEEE

16.1 Mgk

16.1.1 EYZFHIEF MR

(7 7EF> OD# 10mg [TBPJ)

77 EFY Y 0D $E 10mg [TBP) & A% — D §E 10mg =, 7
OAF—=N—=FI2L ) ZNZN28E (7 7EF V¥ & LT 20mg)
TERERNB F 12Kk D Y KUK % L CHi BB mE 4% 5 L < ImiE
R LRI 2 L, S5 N3 mEIE S5 X — % (AUC,
Crmax) (22T 90% B HEK B2 CHRERHIAT & 1T o 7245 5. log
(0.8) ~log (1.25) DFPHKITD 1) . WK O LWy 7 <51k A
R E N2y,

K )5
AUCo-24 Crnax 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

TAY — D §E
#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 T 0DE10ng TBP
#E 60 - A% —Dé§&l0mg
I;I Mean=£S.D., n=12
7
£ 40
}
>
B 20
I3
—_ . T
0 2 4 6 8 10 12 14 16 18 20 22 24 (hr)
1 51485
Kz L5
AUCo-24 Chmax Trmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)

77 EFT 0D
$& 10mg [TBP

HAL—D §E
10mg

452.08+64.45| 60.89+7.07 | 2.67+0.49 | 4.883*1.44

449.22+48 28| 60.53*4.83 | 2.75+0.45 | 4.93+1.44

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




(ng/mL)

80
i - 77 EF Y 0DEELI0mgTBP )
560 1 - 7 2% —Dé#El0ng
'47] Mean+S.D., n=12
7
£ 40
7
>
20
53
04— : : . : : : : : : e
0 2 4 6 8 10 12 14 16 18 20 22 24 (hr)
e 51213

TAE AR N1 AUC, Cmax FE0D/3T A — # 1%, s O,
PRI OFREUA R - ISR OB GAT I L o TRZ 2 RS H
Do
(7 7EFY > OD # 20mg [TBPJ)

77%EFY 0D 20mg [TBP) &A% —D$E20mg &, 7
OAF—N—Ri2E ) FnEN18E(7 7 EF T & LT 20me)
TEHER N B T2k D Y K UK 7 L CH A RS- L CIsE
HRZELAIRE 2 HE L, 55 N2 mERE S5 X — % (AUC.
Crmax) 22T 90% 15 FEIX 1512 THEEHIRIT 2 4T - 7245 F. log
(0.8) ~log (1.25) OHIPHNTH V) . WA LW RS DS
TR SN2,

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
¥- 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
f = 7 7 EF > 0DEE20mg TBP)
#2601 —— 7 2% —D#g20mg
;P Mean=£S.D., n=12
7
€ 40+
7
D
>
20r
3
0% %
0 2 4 6 8 10 12 14 16 18 20 22 24 (hr)
G-k
K7 Lh
AUCo-2 Chnax Timax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
7 7EFT ¥ 0D
465.01 £63.4 41+8.27 | 2.75+0.45 | 4.78+1.
% 20mg [TBP) 65.01+63.45| 60 8.27 75%0.45 78 88
A h— 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§g20mg
;F Mean=£S.D., n=12
7
£ 40
7
>
20
&
0 —_— 4
0 2 4 6 8 10 12 14 16 18 20 22 24 (hr)
P 512w

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

16.6 HENEREHT 28F

16.6.1 Bi¥geEERE

7 7EF VY 20mg HIRNFES- L7z EDsxF 2 =41

F#5 Cer fill ti2p 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 AARENISE, He 270003 1 R 12 D iy 72
HEE R L TRBEDOT, TNEERT LI EICED, W%
o B E R &2 397,

18.2 & F TO1EH

18.2.1 BEERUNT Y Lo 1A

(1) ERRUEERBD B
TR R A SR T L I B R 1 30T B o JRERE I ON &A1 4% 5
e 2 BER B R VT v pibald. 20mg fELH5- 1280 &
NI TL.6~99.6%. 29.5~96. 9%l S5,

B SRIA RT Y VG
i (%) i (%)
FERE 5D 98.0 71.0
FNIHTANY) Y (dug/kg. HiF)
. oy 94.7 75.1
Pk Gt
H el O 1385045
‘/‘\57 =)V (Img/kg. #iiE) M85 9 6 9%.9
ws
2 O il 35
/4/ )~ (0.21U/kg. #iE) il 716 29 5
gl

720 20mg RN G- THEEE W, T F I A MY 2y RF Y
— VIS W % 3 9 2 1010

(2) &ER
RN SOTTHALIEE R EE OF % 11 r L AR 6 KL TO 7
e B R S O T 2 hpiaiE . 20mg ORG-S L ) Ehen
91.8%. 71.8%fl s %12,

(3) 24 B¥RES - BA pH
RS O B IR WL, 20mg FEHRG12 X D 5k 8 e
12 PRI D72 ) P S o BN pH &, #6512 &
T4.2~6.0 OFEFATHRET 219,

(4) MmARE & BRRSMIMEIER
IR E & W R IRIER & O BHIIZIE DB RS A S i,
g % 50% 83 % & & OIMHEEEZ L 13ng/mL Th %W,

18.2.2 BHEMRE ICRIFTHE
0.1~0.2mg/kg DR G- TIIAEHE RN O HORSHR I % 3
IS B MEATRD 551,

5
ES




18.2.3 BROAEDMBICRIFTHE
B EE O B PR H IR 8 E LTS o),

18.2.4 BARHHBEICRIFTHE
B, T IR IES R 20me BRTIRS- L 72 A . Bk AR
WREE RIZS W,

18.2.5 RFIMITENREIC R (T § &
20mg FIRPIFRG-1% . HEEER A O MF & PRI & 2 %
BT E 18,

18.2.6 MAH X b U MEICRIF T HE
B, T IR R 20mel H 2 [, 1~2 » ARG
L7zt M A b)) MBI E RIT S v,

1827M¢7D77?z%k&ﬁ1%ﬂ
20mg BIRMPE G-, 20mgl H 2 [0] 4 B EAE OG-, R AL
WALt EZEolh a5 7 F o, R A LV E >, kL
E ISR HITE v,

18.3 B TOIEA

18.3.1 Hz &?&ﬂ;#?‘fﬁﬁﬁ
In vitro \ 2B AENVE Y MEHLEOLHEL YT v MR T
BEONHED , WA X in vivo D BER A #3812 L7z He 5%
FRFEPUERIZ, v AF T L 10~148 55871 CTH 5 o

18.3.2 BB WINFI{ER
4 XD XY I VRIEIEEO BB WIEIRI R, A F T Ik
LAEFIBREE TR 40 R508 < o FRBEREEI TR 1.3~1.5 ff W22,

18.3.3 BB BICRITTHE
Z7v bPDOAMLAIZL D HHEPEE A= O & HE IS
@—;&)ZDO

18.3.4 EEEEICX T 51EH
5vh®4ny&yy TAE) Y, FLF=vary, AL
AR MR L A HERED A VIEA YY) V= IZ L5+
fa W i85 O FE S J LTI AFT v L0 bl zh R xR
FWB) , F 7o WG K D FEBIC X A EEBE LA YY) U —
VIZE BT ZiRBEGOEREEZREL, iEi2Fv v 8D
T 126)27)

18.3.5 BHMIZ*9 21EH
Pl e A% 3 #5128 55 vy o H i
NEER

18.3.6 2 BHRERZE XY 51EH
Ty hOFyTUIA—VEFE-AY Iy, Fyua—)VE-tO b
UV - T A YR UNERE - T8 — VI & B & BRI
BEFTHLOALLT, 9= FT7E b7 3 FIZ LD BEHRIBHRE
DT 52,

19. AR ICEAY BBILEMFER
—RgEY B

7 7%EF Y (Famotidine)
(d=E

N-Aminosulfonyl-3- {[2- (diaminomethyleneamino) -1.3-

xF L #niiE

thiazol-4-yl] methylsulfanyll propanimidamide
FFR
CsH15N702S3
SFE
337.45
fic IR VN
ARETHO~HEABOJETH 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{/NJASA/RN/S\NHZ
S

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

22. A%
(7 7EFY > 0Dt 10mg [TBP))
100 $2 [10 8 (PTP) x10. ¥HEHIAD ]
500 & [10 $& (PTP) x50, #ZEEAIAD ]
(7 7EFY > OD#E20mg [TBP])
100 $2 [10 8 (PTP) x10. ¥HEHIAD ]
500 & [10 $& (PTP) x50, #ZEAIAD ]
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