20244E1 HELET (8160

HFEEERSEES

872325
By & =IRGRAT 10mg 20mg
IR - 34 & 5 & 5 | 22600AMX00627000 | 22600AMX00628000
Ho = o s B 5 BA 1A 200248 H 200248 H

xRy J ppEF

~

iR
g

77EF Y5 10me TBP.
27EF20me TBP,

FAMOTIDINE Tablets 10mg *+ 20mg “TBP”

2. BB (ROBEICEBELEVIE)
2.1 AHN OB R UBBEAE D BALEE D & 5 B

3. MR - MR

3.1 #m

Wi5e4 7 7 EF Y v$E 10mg[ TBPJ| 7 7 £F ¥ i 20mg[ TBP

Ay }f%q] 77EFT Y 10mg ltlf)%qj 77EFT Y 20mg
FLHARI, #ES v — A, K Y ERREA VD7 A

A JUAHNVAT—=AF YA, EFads 7ot

O— 2, SRR A, ¥V, 71— 6000, A

TTV YR T AT T LA, e TuA 0=, BRILFS >~

3.2 WE DMK

Wi 7 7 €Y 4 10mg[ TBP)| 7 7 £F ¥ ~ § 20mg [ TBP |
& - FE P~ R G 7 4 )V s a— Mg
EQ] L i} filha B} L i} fR0THT

" Ole|® 0=

B |6.6mm 7.6mm
Ras

J£E |30mm 3.6mm
B #7 93mg # 158mg
kg — 8 TBP272 TBP273

4. shEERIhE
OBE%E. T-HEREE. WaHas. LBEESmM Gl
BE. M ML REE, HIEERICKD). FRERER.
Zollinger-Ellison fE{&EE
OTREBOBHERE (UbA. HIl. FiF. ZE) OX%=E
SMBEX. BUHBROSMIEEH

6. AERUVAE

(BBE. +-HEHEE. WALREE. EIHtEED CGHEME
B, AMIXMLREE, HOMERICELD), HRMEER.
Zollinger—Ellison fEMREE)
WHEBRACIET77EFY L LT1IH20mg % 1 H 20 (84
B, FEBEEEEN) BO%S 54, £72, 10 40mg % 1
H 1M GtgEn) o542 2EdTE 5,

B Mk ERICE D EERR T 5. 272 L. REBI LA Hif
DAL B EFF THBE LG L. WIRWEEIC 72 o 7252138
512810 202 %

(FRABOBMBERE (U A. Hilll. K. 2B OHE
SHBEX. BHEBROSMEELR)
WHEBRACIET77EFY L LT1IH0mg % 1 H 20 (84
%, A EBEEEEN) BO%S 54, £72, 11 20mg % 1
H 1M GtaEn) S5+ 22EdTE 5,

B, EE - ERICL ) EEMRT 5,

7. BEARVARICEEY 3I8

7.1 BREBEETERENDRSE
T77EFVIELE L TERED S RE(UETIRES NS, B
REERTERICT7 72 F Uy 2T 55 &, BREORT L L1
MARZACRRRE D E5 L PR A3 2 0T kD L9
nixGEE HE LT 5V, (9.2 2]

1101 20mgl H 2 52 it & § 296

T i i
Coer=60 1 20mg 1H2
60>Cer>30 i ?ggi i E{ ;
30=Cer 1?225 ?E[BIHIELI: 1
BEE 1:f$§ ?E?;ﬂ

8. ERGEFNER
M5, HHkRE. ERRESIIER T A2 Lo

9. HENE=EHT2REHICETIEE

9.1 &HHE - BIEEEDH 2 8F

9.1.1 DEREBDH D EHE
LEROBNEH Z R I T BENNH 5. [11.1.6 ZH]

9.1.2 EYMRBEOCREEDSH 3 BE

9.2 BikEeEERE
M REEEARE 3 5 O T, #5558 % 3 5 2455 W % & 1 Tl
MT5ZE. (7.1 11.1.7 ]

9.3 FrikaeEERE
JERDPEALT 2 BENDD D,

9.5 iFi7
TR SR LT 2 TR0 & 2 I3 i Lo F 351k
faftkz R & HE SN LG EICOREETH b,

9.6 ®ILB
G OGN O KEOG M Z ZRE L Lok L
FIEE R T2 2 L BAHICRITT A 2 LM ST b,

9.7 NRE
INBEER R & LR O a2 IR & L R BRI
Fiht LTV 7e v,

9.8 EfE
KA % m S b0 GHE A LR T 5% SEE RS T2 L,
RHENT T L L CEIED SHEIES LD 25, SEling Tl B
TLTWAZENZ WM RENFRT 2BEN0DH 5,



10. #HEEA
10.2 HREE BFRICERTS L)

4 BURAEN - R | B - b
7= VRBEHE |/ OHH 0 Lo | A 0 F B 0 1
{7 aFy—n |[BEFT 5. S R 0 R LR

WAL S&229,

1. BMER
KROBWER DS bbb I EDHHOT, BEL HoIfre, &
FARRO O N IIEI G & Ik B e L) A AL A 4T )
ks

1.1 EXAEER

MNAA a3y o, 7F747%2— (%0.1%KiH)
vavry, TFT74 7%y — (FREEE, 4@, e RE
CHEEIE, WERIESE) . 3RS o bbb I evd b,

11.1.2 BAEREMEMN, AMERD . HFEREVE, BOMEEMm (»

FNHHEEAH), Mo MRmgd (0. 1%4)
FHEARBMEE M, FiEkigd ., SEEhae, Eimtk &I, m/hg
WA FIHEIR & L CagBug, By, BT - fE T, 58
BEE) BHOLDNDL I EDNDHDLOT, EMRIC MR % it
L. BHEPBOOSNAHEITES IS 2k L, #Y) 2 L
Ok,

11.1.3 hEMERKIEIFRBMBIE (Toxic Epidermal Necrolysis :
TEN). REHEIRIEIREE (Stevens-Johnson fEEEE) (W1
b HHEA)

11.1.4 FAEEREE. JE (Wb HEERY)

AST - ALT H0 LA, HEXHSDbNDLZ LD b,

11.1.5 BEUGHRBE LR
B Y AME, SO CR, MEREEEOF LA
PSR 5N AR B IS & ik L, ) 2 LE
o B

11.1.6 QT &R GHEARY])

RO COIIgE, fpluE, OES) 243 2881280
ThHobNRTVOT, HHGHOBHEOREITHEET S
£, [9.1.1 1]

11.1.7 BEEE. B (3T NSHEEARY)

EEREE | LR (EEME. AN, 34z o—x M) 2H
Sbb I ehdb, FICEREEELZETLELICBVTH
SbhNRTVOT, HET AL, [9.2 ZH]

11.1.8 MEMEX. SHBEE (I HERD)

WIHEIR & UCHE, s, BiRemass (BUN- 7 L7 5
=V BRE) S90S NEAIEE B IS eIk L, @Y
BIERITH Tk,

11.1.9 EHEMMR FHEARY)

FEE, LI, PR . B X AR RS D MR R0 &
PNDLZEDRHLDT, 2D L) BIERDV D O b7 1213H%
G mik L, BB ARV E CHI O 550w 8) 2 LiE 2 179 2
Lo

11.1.10 R2UE

1.2 2O DOEIER

0. 1~5% i

o

0. 1% HHEEANH

B AN
% (KLBE). M
FIE

fié
%}
P‘r{‘f

I P Ik e A RN S

o TR AL T
ol - MERE, JEE
iz . ERRANIR
HMZ%E

HLas

MFE b5 B
#L. HUS

IR, BUR. e

p——rn ‘
TEBR >0y s

AST EH. ALT
EFL AP LS

wryrerk
5. LDH L5

T A B A J
Tl JFPERESR . HE

0.1~5%Kil | 0.1%Ki A
SUfRE, B W 0 g ALK
, JIK S RAL BB, 5 DIREE, AT
T Ee e
AR IR R, ®
Fo
AN, LMEAL | LR e
by PN KIEIE| ALt
Lz
CK EFt. W3R
o NN

FEBUHIIE, AKGEIRE £ T O HRIRRUSR K OV R Al 1 2 2D
WTWb,

14, WHEDZEE

141 EHZHEOEE

14.1.1 PTP @2 0#EHIE PTP ¥ — M5O L TIRA % X
IREFT LI L, PTP ¥ — FORRIKIC LY | BVEAE A
R L, B35l e B 2 L CHERRIR 5 0 B 2 4 0HE
PRI H DD D,

15. ZOOEE

15.1 BRER{ERICE D 153
RHNOHEGDERE L HEREZEHT 22 L0HHDT, BT
BN EERERRD ) 2T T H I L.

16. EWEEE
16.1 Mgk
16.1.1 EYFHIEF &
(7 7EF Y >4 10mg [TBP))

77 EF Y $E10mg [TBP) & A% —4E10mg &, 7 O AF
—N—EICE ) ENEN28E (77 EF Y2 E LT 20mg) fEE
J A T IS AH MR I - L C g i RS LR & L
BONZIEYFRE/NT 2 —% (AUC, Cmax) 122WT 0% EH
XA CRERHIAT 2 47 > 7245 F. log (0.8) ~log (1.25) Ol
PHNTH O . Wi O =R RIS AR S ey,

AUCo-24 Crnax Trmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
TTEFY U
+ + + +
10mg [TEP 393.6+112.3| 65.3+19.0 | 3.05+0.60 | 3.19+0.77
AL —§E 10mg | 383.3+86.1 | 67.3+14.4 |2.90+0.72|3.43+0.86

(Mean+S.D., n=20)

(ng/mL)
801

-
o

— 757 EF Y EEI0ngTBP)
-e- 7245 —§E10ng
Mean=£S.D., n=20

[SA =23
S S

BEEC GBS
g 5

— Do
o o

10 24
5% (hr)

MAE IS N2 AUC, Cmax 5D /85 A — & 1d, HBRE O@IR,

PRI ORI 5L - WS O BR SR IC & o TR 2 W REMEA D

5o

(7 7EF Y 8 20mg [TBP))

7 7EFY U 20mg [TBP) & HAY —4§E20mg . 7 O A

—N—EICE ) ERENLEE (77 EF Y 2L LT 20mg)

J AT TS MR I - L CImAE i RS LR & L

BoN-EYEHE/NT A—% (AUC, Cmad) 122WT 90%ETH

X CTHERTRNT 2 4T o 72459, log (0.8) ~log (1.25) D

PHNCH O . Wi O A SR RISE AR S izd),

0 2 4 6 8



AUCo-24 Chnax Trmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
T 7EFV U
+ + + +
20mg [TBP) 399.3+104.0| 67.3+18.2 | 3.00£0.6 | 3.08%=1.05
AL —§E 20mg | 423.8+122.4| 66.5+23.0 | 3.00£0.6 |[3.05+0.84

(Mean#*S.D., n=18)

(ng/mL)

90 1
I 801 —— 77 EF Y EE20ngTBP
%'E 0 -e- 2 & —§E20mg

60 Mean=£S.D., n=18

1‘0

PR (hr)
A AR O AUC, Cmax 250785 2 — & 1d, HBRE 0@IR,
R OFRIUAI 5L - WEM S O RBR SR IC & o THRA 2 W REMED D
Do

16.6 HENEREF T 2EH

16.6.1 BiREEEERE

0 2 4 6 8

24

7 7EF VY 20mg BRMNESG LizE &D8T A —4D
P35 Cer 1 ti/2p AUC Cot
(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. EERhIEIR
18.1 1EFARF
LAY Iy He S BEARERTEE . He 2250 S BRI HL 9 72

RE R LT AEDT, INTERTAHILICED, IR E
“"(Z HIHIER 2 399,
18.2 & F TO{EA
18.2.1 BBRUNT Y »2milEHER
(1) ERRUEERHRS B
TAERE R A S A YRS BB 2 B B SR R OSBRI A £ 5
FED 2 B H R O 7Y v piald, 20mg G2 L) 2
NZNT71.6~99.6%. 29.5~96.9%HH S5,

e RT YV
= (%) FIEE (%)
FERE 53D 98.0 71.0
FRIHAAN) v (dug/keg. HiTE)
94.7 75.1
Gl Gl
S S— L . kA—.‘}‘{ 1] 354 4
/\5 V= (Img/kg. i) M5 09,6 9.9
(468’
A A ¥ (0.21U/kg. EHE) H85
o 71.6 29.5

72, 20mg HHIRPIPE S CHBETM, TR ITA Y v, Ny
— VRIS % S B 100D

(2) mER®
TR N OIS EEOT R I NS FRI 6 E TD 7
B EE N N RT Y V5 (‘Jég I, 20mg OG- I2 L) Tz
91.8%. 71.8%Mfil x 512,

(3) 24 E¥RG49 - BA pH
TR A O BB EIE . 20mg G2 XD . Fih S S
12K L iz ) Bl S s, B pH Ik, %5 12 K% £
T4.2~6.0 OFPACTHRBT L9,

(4) MAFRE & BRI BIFIER
M & E R IS & OB IEOMBARRS A S i, B
ey % 500306 $ 5 & & oIt i 13ng/mL T 59,
18.2.2 BHEMREICRIFTHE
0.1~0.2mg/kg OEIRPITE G- TIL MR A O B Rk
NS 2 EHmAFED BB,
18.2.3 B DMBICRIFTHE
B BE O B R BRI
18.2.4 BNRHHAEICRIFTRE
B, T TiRBEERE I 20mg OG- L4, BHkTE
IR R TS WD,

L %

> B
7

B RMAITE N0,

18.2.5 FFIMITEIREIC RIF T &
20mg BIRMHE G-\, B A ORF I, PIIRIME &  f8%
RIS 28,

18.2.6 MHPAH R b AMEICRIFTHE
B, TR RS AR IC 20mgl H 2 1, 1~2 » ARO#%YS
U728t M A M) EICREEE RITE W1,
18.2.7 M 7OZ 7 F L HICRIFTHE
20mg FARMFE S 20mgl H 2 [0 4 A RFE OB G103, HEERA
WAL BB oh 7 a5 75 2, W «%mk)wa UL RV
EUBICHEE RITE RN,
18.3 i’f)%‘(d)fﬁﬂi
18.3.1 Hz "i"'@m*?‘fﬁm
In vitro \ 2B AENVE Y MEHLEOLHIBEL YT v MEh T
B ONGED L N A R in vivo D BRI 2RI L7 He %
BARFEPUERIZ, v A F T /2L 10~148 f558 /1 CTH 5 o
18.3.2 BERZMINFIIERA
A XD ALY I RO GBS WIIEIRI R, Y A F Y I
LAERIBREE TR 40 558 < . FRBEREIRI TR 1.3~1.5 fF R W22,
18.3.3 BRAAE T MICRIFTHE
7w MDA ML AL B FRERHEE RO & B B
j—%zmo
18.3.4 EENEEICX T B1EH
Gy MDA ATy, TAE) Y, FLF=vyary, A L

AR CHEPIRERICL 2 HBEDH LI A ) V= 2L 512
TR EBOFAEIH LTy AT Y 2 80 bRtz R

me F o, B GICL D ERERIC L 2 BEE RO A ) v —
XA TIREGEEOWEEMREL, v AT YR

95211326).2/)0
18.3.5 BHmMICx T 31ER

ik e 2% 2 51285 Ty b o E I
RTHW,
18.3.6 2MBHERZE WY 51EH

Ty OO I— V- AY IV, Fyaad— V-0
SV - T A VRO - T8 — V2 X B S BRI
LreFiTr0H%5F, I—F7X M7 3 FI2X 5 EHBRZE
D EAEHET 52,

19. BRI ICEEY BIB(LFEMFR
—RZRY BT
7 7%EF Y (Famotidine)
1tZ2%
N-Aminosulfonyl-3-

xF L #nii e A

{[2- (diaminomethyleneamino) -1,3-
thiazol-4-yl] methylsulfanyll propanimidamide
FFR
CsH15N702S3
FFE
337.45
R
AREFHO~HEAROJBERTH 5,
AGIEFEEE (100) 12T <. =% 7 =) (95)
<L TRISHBD THEITFIZ v,

2T



Afi 0.5mol/L HEERHEIZET 5o
AREMITEIZ & > THRA IZERT D,

1EEEER
NH:
/K N S NS Nm
H.N N{/ |
S

A o=

#164C  (5fi)
22. ‘a%

(7 7EF2 48 10mg [TBP])
100 $& [10 8 (PTP) x10]
500 $& [10 ¢ (PTP) x50]

(7 7EF T 8 20mg [TBP])
100 $& [10 8 (PTP) x10]
500 $& [10 ¢ (PTP) x50]
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9) WEHE= M
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26. BERTEEF
26.1 BGEERSET

(M) 33 5% 2 5 85 HR = A fie
BRRBHBEXAHFBOT BI3IF1S
26.2 BR5EIT

Y pamsTagtad

KRBT AIX 2= T H 3 &F11%
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