202546 H Uil (52h00) prr— =
20244E3 H e ET (1) E*%ﬁiggﬁﬁﬁ
HoZ AR FE DA
Bk - BT e N o =
kg i HASERT 775 V8 RBRE | B
¢ . - v 10mg [22500AMX00457 2002471
,? E ; - J } & -I O mg [57/\N] | 20mg [22500AMX00458
- v
- e —_
J7EF) )22 0mar7/1.
Famotidine Tablets “TEVA”
1120mg 1H 20l 5% 6 =+ 234
2. BB (ROBEIERS LV E) e -
2.1 AH OB LB O WA O 3 2 B3 (/i) Bk
mg
3.1 #Am% 60>Ccr>30 1E10mg  1H 20
Wi5es 77 EF Y UEE0mgl 7N | 7 7 ®F Y U EE20mgl 78] 1120mg  2~3H (=1}l
BRI | 1M 77 €7V l0mg| l6ih: 77 EF Y 20mg 30=Cer 110mg 1H 1
FUBRAI . # v i — A, KD VERRFE AV T A N 120mg  EHT 110
dmg | S FEFYTRELELE=, AL AR=A AN L, R 1010mg  1F1M

AFTY) VRS A YT LA, TR A0 — R, LT Y V.
< 27 13— L6000

3.2 RAOHERK

et | 77 €7V Y 50me[ 78] | 7 7€ F Y L 20mel 71
iy - FE H~MEAtD 7 4V Aa—F 1 ¥ 7§
O =m0 s
% Ik
[EXE 2 i [eXed JE % N
6.6mm 3lmm 115mg | 76mm 38mm  185mg
EUERE
(PTP) t FMT [l VIR 20mg

4. FhEEX IR
OBEE. T-HEREE. WEEEE. EEELEHm CEb
EBE. A ML REE. HIMERICEL D). EREREER.
Zollinger-EllisonfEf&EE
OTREBOBMERE (b A, Hll. K. ZE) OXE
AMEX. BMHEBEROSMEEY

6. AERUVHAE

(Bi&E. +t=kBaE. Wathias. LEFHEbE i GEbiia
B, AaMIXPLXBE. HOMHERICLD). EREREER.
Zollinger-EllisonfEf&EE)
WHEBAICIE T 7EF VL LCLR20mg% 1 H20 BAEHK, &
% E IIREN) RO 5$ 5. F /2. 140mg% 1 H 118 (5%
ERNDRORGTAZE L TE b,
BB, EEE - AEIRIC X D EERKT . 2220, RESIHALAE
MOBEE T BTG A THBEL B L. NIRWREIC 2 > 7214
RS ) 22 B

(TRABOBHBRE (U5 A, Hill. ik, FE) 0%z
AMER. EMBEROSMHEELY)
WHEBAICIE 7 7E€F VL LCLRI0mg% 1H20 BAEHK. 4
% EIIREN) RS $ 5. F /2. 1H20mg% 1 H 118 (5%
ERDRORGTAZE L TE b,
B, - ERIC K D EEEIRT %,

. AERUVAZRICEET 3EE
A BRERTEEAOKREE
77 EF T AIEE LTHEED b REMETIRES W 5, B
BETEZCT7 7 EF Vv 28G5 o L, BREOKRTEED
I ARZA LRI IE A B Ly KPR RS 2 DT RO
£ ¥ GE AR ET 5V, [9.2 28]

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

9. RENHERZHI2BREZICETIEE
9.1 AHHE - MEEEDH 2 EH
9.1.1 DREBDHDEE
DI ROBER R TBENNDH 5, [11.1.6 ]
9.1.2 EYRBAEDREEDH 3 BE
9.2 BikEEEERE
MR REAFRE T 2 DT, #H5RE2WT 2055 HE% H1FC
352 &, (7.1, 11.1.7 3]
9.3 FFi%pEEERE
SERDEALT 5 BZN0D 5,
9.5 iTiE
TEda A ITIR L C W 2 T EEE O B % I3 oA 35k
fabtkz B LR S A BEICoREES T L,
9.6 &I
B O R OB REOG IR ZRE L. IO L
FHIEERETT 5 2 L BELHRICBAITT 2 2 e S Tw b,
9.7 NRE
NRGFEETG L LA R R 2 iR L LR BRI
FEhti L TR,
9.8 EEE
AH % W T B G MR A LR 5 5 SEEICRES 52 L,
RAENTEE LCHED» SRS NS 25, EliE Tl B

ETFLTW2 DLW MPRENRHT 2 BTN D 5.

10. MHEEA
10.2 BFEEE BHICEET S L)
AT FRPRHREIR - e i
7=V RPEL I |7t o A o 1 R
AbFaFV—n [EPETFT 5.
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1.1 EXLEIER
N 2avy, 7F717%2—(%0.1%Kii)
Yav s, TFT74 7% — (R, 4Bk, s s (5
TVENE, IREHIESS) . SRES) B H bbb END D,
11.1.2 BEREMEMN. AMBED . EFERENE. SmEEm (v
FTNHBFEARH) . MR (0.1%A:0)
FAEAR WA, FUmERRAD . SRR ERAE, M PER . i/
WA (RIEEIR & L Cag BRIk, B, BT - BT i,
RBE) DB 5bIDZ EHNHHDT, EHMI MM 2 T

BT - fahR T
IS YT e
S DRI IS T 58529,




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

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

11.1.4 FABEREE. FE (TN HERY)

AST - ALTS0 L5, SEPH HbLNDLI DD L,

11.1.5 HERUHBERE (HE )

EAY T AMSE. I A7 u e VR, M ETEEEOFH R LA
MR EATRD DN 7AW BIc G- 2k 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 M7

11.1.7 BEES. EE (3T HERY)
kB, AR e, BARE. I u =X A 5D
LbNbIeH b, FICHREREZFTLIERICBVTDH
LbhNRTVOT, HETAHI L, [9.28]]

11.1.8 FMEMBEX. SHBEE (VTN LHIERD)

WIHEIR E UCHE, BB, BRERAMREE BUN - 7 LT F
=V RS AR SN A I RE B IS 2Rk L. #EY)
BEEIT) T L,
11.1.9 BB MR K CHEARD)
FEE, WUk, DT R S, R XSRS R 1 ) VR 45 &
PNLIEDRHBLDT, DX RIERDD SbIHE I3
Bk U, R R RV E LRI OV 5508y 7 iLE %
11.1.10 R2YHE
1.2 2O DEIER
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0. 1~5%Aiil 0. 19%A i BB
JRABE 395 - B, BE GRL
BE). PRI
I(R7:3 FLER %A LFm Rk %
kg L TR BRI,
A+ WRTH:REE R i
BERAIR, TNE
G B % M 5 WAL, (IR IR, BT
Hs =4
JHElik ASTES, ALT|# E YV V¥ ¥ E &7, |IFbkeRs,
5. Al-P L5 |LDH. LA
HEAIRR R LB, DI, | Tk o $EELIRAE,
U MRS ANIR 9 ORKE, R
RBEE, O F W
TSR ARAMA, AL | FLiTR
Z oAt CK L5, WREESF,
A, T b

FEBHUE L, ARG £ T ORRR BN O R AR R IO W T v B,

14. BHLDZFE

141 EHXMAEOEE

14.1.1 PTPREDHAIIPTPY — b2 5 WO L CTIRAHT 5 X9
R8T L, PTPY — bOREKICE Y. BWHAIRATAE R,
WA Ly BIZd sl ad B 2 L CHEREIR &5 o BE 2 A BHE
EWRETLIENDH S,

15. ZOMOIEE

15.1 ERER{EAICE D < &3k
RAOTELGH BRI L B EREFRT 2 2 e rxdbsroT, Bk
THEWI L 2RO 25552 &,

16. ZEMENRE

16.1 IMiEE

16.1.1 EMFHIFEEF M4 HER
77 EF Y EELI0mel 78] X7 7 ' F Y U 5E20mel TN &
HAY —E10mg XIE A A ¥ —$E20mgk 7 0 A F —/N—iEIl X
0. RS TICERENLE (7 7 EF Y v & LT10mg LI
20mg) % #i £ HL R TP G- L A v RZLARIE R 2 05 L.

BoNEYBAE/ ST 2 — % (AUC. Cmax) 122 TI0%IE X
IS TRERHRT 2 47 > 7245 82, 1og (0.80) ~log (1.25) D #HH N
TH Y. WAl OEYFI RS HER S Y,

(7 7EF T U810mg[F/8])

HEAT A~ BENRTA—S
AUCo-2 Cmax Tmax T2
(ng - h/mL) (ng/mL) (h) (h)
EFU U
7TEF I VGO | 06790 | 3244104 | 28+06 | 30203
[F3]
#A 5 —§E10mg 24414633 | 344+85 | 3006 | 31+04

(P + R, n=12)

50 ¢
40 b —e— 7 7 EF Y VEE1I0mg[ 73]
3 -0-- A A ¥ —§E 10mg
kS o, g HEE A, n=12
ERE NP NS
= l
£ wf -y
%
=
10 +
0 - - - A— - .
0 4 8 12 16 20 24
5O (h)
(7 7EFT fx20mg[7/3])
HENT A —F BENRT A —F
AUCo-2 Cmax Tmax Tz
(ng * h/mL) (ng/mL) (h) (h)
T rEFY U
TEFIERAMG | oo 187 | 717193 | 30206 | 32+07
[73]
H A & —§£20mg 536.1+1601 | 731+133 | 3006 | 33+08
(P = BEHEfR 7%, n=6)
100 -
80 - —o— 7 7 EF Y VEE20mgl 73]
3 —-0-- H A Y —§i 20mg
E I X T EERE, n=6
2 60f \
= j R}
£ wf
e T
20 -
.

12 20
He 5 OWE R (h)
TAE R EENE NIZAUC, CmaxZ:0/8F X — #7113, Beligs o#EH,
PR OFRAIE - R SFE D FRBRGAM & o TR B RN D %0
16.6 JENEREHF T 2EE
16.6.1 BpeEEEE
7 7 E®F Y Y 20mgiRNE G Lz ED8F X =5V

0 4 8 24

¥ Cer i Tuzs AUC Ctot
(mL/min/1.48m?) (h) (ng - h/mL) | (mL/min)
989 n=7 2.59 857 412
738 n=9 292 909 381
49.2 n=5 472 1424 242
10.3 n=10 12.07 4503 84
18. ZhEerE
18.1 {ERH#F

R BREA L O Ho 2 546 2 T L. B R 2 30§ 2 2 & 12
X0, H - TTERRE. BRFORBARE RV,




18.2 £ hTOEA

18.2.1 BERRUNT Y > ipHHl{ER

(1) BB RO & IERH D
FERE R SIS B B 1 B B, SR I OV R ) 45
G- D20 B IR L R T ¥ ¥ il iid, 20mgff 512 & D
ZTNZENTL.6~99.6%. 29.5~96.9%IH] S5,

W | T o
PO (%) | B (%)
JpE e 98.0 710
FRIHAN) v (4ug/kg, WHTE)REW" 94.7 75.1
N =) (Img/kg. i) f-w" 99.6 96.9
4 v 2 v (021U/kg, E) FIH WY 716 295

F 720 20mgftIRINTE G- CRAEG W, T R IH AR Y v, RE T —
IV % B 5 %210,

(2) mE 5
ERE B S AL PE G 55 o D IF R 11D S 2RI 61FF £ T O TIRE
I NEORT Y v rilaEid, 20mgik %512k h 2hzh
91.8%. 71.8%#l s 5,

(3) 24858 3is - B MpH
R O HEE SR IE, 20mgRE T 51c X 0. FHRSEED S
2 LA bz il S b, HWNpHIZ, 120 [1% $ T4.2
~6.0DHPATIHERS T 512,

(4) mAPiRfE & BER D I HIER
ML VP B & R 4 WA =R & o0 BT IE OB IR A4 &
R W & 50% 3 5 & X otk 1313ng/mLTH 5%,

18.2.2 BREMREICRIFTHE
0.1~0.2mg/kg D FHIR A% G- TL3 A8 A 0 B R R o7 12 % 1
s 258D 5 pW,

18.2.3 B EMBICRITTHE
TR E O BRI R

18.2.4 BARHIHEAEICRIT§ &

HiE. T iR R I 20me R S Lo a . HHEH R
R LT E W0,

18.2.5 FFIMITEIREIC RIT T FE
20mgHrlIR IR 513, fBE R AN O BT M, PIRR Mok & 2 8 %
AT & T,

18.2.6 MeAH R MU MEICRIFT
Hitss, iR RE A C20mg TH2E, 1~27 A5
L7z3it, My A B AR RIZS v,

18.2.7 M7’ OV F L HICRIFTRE
20mgHHR % 5-. 20mgl A 2mI4 8 R ¥ 513, e A,
LB EEOME 705 75 . RV E S Pl
EUEISEEE RITE R,

18.3 ENTOIER

18.3.1 H. 2R &HEHIEA
In vitrolZ B 5 EIVE Y MERLEOGIEK YT v Ml T
HOWHD, WA Xin vivod FHEESW % FEEEIC L 72He%Z
BARFEHEIZ, ¥ AF Y LI L10~ 14865581 THh 5o

18.3.2 BEEHINGI1ER
A XD RY I RO EBRSWIHRRE, x5V 1
o LR R EE CTRIM0R5 58 < | FRBERE TR, 3~ 1. 5fF Rwn& 29,

18.3.3 BiLAEMBICRITTHE
F v POR ML AT K B BRI R A i O R & A7 RS ]
‘3—623)0

18.3.4 KEEBICX T 51EH
TSy MDA Y ERRAY Y, TAEY Y, FLF=vrY, X}
VAR OHMHERICE2HEED20VEAEY) V= VIZE 5
TR EE OB LTY A F TV L) L iRmuInfsh &
IREWB, F 7z, R GIC X VEERBIC X 2 BB RO A Y
V=W L BT RBERGOREERE L, BETAF TV
JZ y)gﬁwzm.zfi)o

RIS WD,

27488

e

18.3.5 Bl 9 21EH
Pl e 2% I Y H512X 55 v b o BBz LI /EH
ZRTH,

18.3.6 S BHERZE X T 51EH
Ty hOFYIBI—VEE-L XY Iy, Fyua— )VE-tub
=V, -7 A VR OHERE-T 5 ) —VIC & B & E R
BETFHTH2OALST, I—F7+E b7 3 FICX 5 HRIER
BOHEERET 52,

19. B ICEIT 2 IEEZRIF R

—#% 7 7 €F ¥ ¥ (Famotidine)

14 © N-Aminosulfonyl-3-{[2-(diaminomethyleneamino)-1, 3-

thiazol-4-yllmethylsulfanyljpropanimidamide

13X 0 CsHisN702Ss

4rF-5 1 337.45

R A~ EARORRETH 5o BERE(100) ITHETRT L.
I & 7 — ) (95) IZIHEITIZ L &, KITHRD THIFIZ L v,
0.5mol/LIEMEFRIEITIE T B0 Wl & o THRA IZHEBT 5,

NH2 o o
\V/4

VN

NH2
N NH2

w7
S
22. A%

(Z7EFT f10mg[ T /7))
100$¢[10%¢ (PTP) x 101, 140%¢[14%¢ (PTP) x 101,
5008E[ 7V 348, NT]

(Z7EFT fE20mg[7/3])
100$¢[105¢ (PTP) x 101, 50087V I 48, /NF ]
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