20234E10 H 2LET (BB10R)

Bk SR IRAT
FREIE - 34

HoB B A
WL )
E*%Hﬁ 7P EF T

7 7EFVUEER
75EF3

Famotidine 1.V. Solution

BAEEEAPEES
872325
10mg 20mg
FERES | 30200AMX00791000 | 30200AMX00792000
BR5ERNA | 20204E12H 2020412

10mg [HEI]
S B E#KR20mg [HETL]

) EE-BESORLTEICL )M L

2. B2 (ROBHIZEHBELEWNI &)

2.1 AHI OIS Ll OB D & 5 B#

3. MR - R
3.1
4 77 EF Y U 77TV UEHET
i 10mg [HETL] 20mg [ HET |
% (10mL) & (20mL)
BRI TrEFI TrEFI Y
10mg 20mg
1% 1%
I I MEEF DY) 7 AKH T MERS R U 7 A KA
" Yomg. WEWE. V) . |Wimg. BEEE. V) VR,
SRR L), pHAIEIH SRR L), pHAAEIH
3.2 HWEIDOMIR
i 4 77TV UL 77 ET YRR
¢ 10mg [HET ] 20mg [ HET]
. VI ERER: Nl
A - TR e~ e B € B O
pH 6.2~6.8
. 09~11
- (B A 2 )

4. FHEEXIIzHE

O.I:E.‘Bi‘ﬁ;l:‘é‘ﬂ:}ﬂﬂ CHIEMEE. aMX ML XBE. BMHEER
[ )

OZzollinger-EllisonfiE{&EE

ORBIAMLX (FMERICEDTEEVEL T IXFM. £hA
EEWBEETIRMERBE - BBEIME - SRBFL - [LEEH
15) (&2 EERHEILE HIm OIS

ORRErai%EE

5 FBENIIHRICEEET 2EE

(BEEZ b L RIC & 3 EEB5H(LE H M OIMF)
FMAICEFERE LB L 55 KFl. P ERY LEE T 50
MRS - MG - Sl a - IRHEASEIC L), A ML A
EIEPSIET AREMESEZ ONLGEICBY AT L2 &,
4B, INEHHWIIBurn Index10OPL LB B4 L 3562 &,

6. BERUHE
(EEFE{EEEm CHEMES. M ML XEE, BEmEERIC
& 3). Zollinger-EllisonfEf&#. REX ML X (FiigICEPEE
EEETHIAFM. EhEEZzLELTIROEREE - B
15 - SWHBTL - LEERE) (C& 5 EEREEEHmOIE)
WE. AT rEFY & LTl[EZOmg%lE[Z[E (12518
) RRIEICEIRNES T 50 ISR A L CHaEiET 4.
B, AR - ERIC X V)l_ﬂi WY 5o FEEALE WK O
Zollinger-EllisonfiE BEHETl&, — 12 LE B ISR R0 288 %
A DD, WHRTRE & 72 o 72141 ifilj?xﬁ' YY) R B, BREZ D
A (PRI ETER 2 LI LT 5 KT, SR LEE
52 I - “ﬁ*lWHw - Bl A - IRHIHAE) 1L 5 bk
AL B o T, iR B i%*mf’i’zg&‘f
LI (FHEEA ML RISHERE., Z2oMoREZA L A
B7THBEAE) o5 L35,
<ﬁi§4—‘ﬁ"l?§¥)
WHEL. AT 7 EF Y 8 LCLR20mg & FRIEEE A 1HS B A
IZRERICEIRN I G- %0

7. BERUVHEICEET %R
7.1 BREETREANOKRSE
T7EF T ITEE LTHIED S REETHRE S S, F
KIFEEC772F V253 2L, BREOKTEED
HORBEALIRIRIZ A A L IR PED AT 2 0T RO &
HHEr B35V, [92 2]
11a120mg1 H 2[l35% - % 2EiE & 5~ B 46

P
i}
9%

JVTTF=s )T T VA B

(mL/min)
1H20mg  1H2[A]

Cer=60
1[1120mg  1H 10
60>Ccr>30 1a10mg  1H2[H

LW 10mg 2H 210

30=Cer 1i5mg 10 L[l

1A10mg  #EATF1A
1[5mg  1H1M

EATEE

8. ERLEFNIE

8.1 {HIRIZH 72 o T 2 HorICBIE L, JWIRIZIE Uil Eansd
BNROER (FATRER 1 mc;tgaf'uﬁ%rsz Z OMBIITH T
BE) A2k &, BREITEHRSH S N A I ORI )
WARB I, BB, M. FFREE. E%ﬁlei? TEET AL

9. BENHERZEIHBEICHTIEE

9.1 AHHE - BMEREDH 5 BE

911 DRBEDH DEE
LIERORERZR T BEWEH 5, [11.16 BHE]

9.1.2 EWEBEOEREFREDH 3H8E

9.2 BHEEEEEE
MR T A DT, H5=Z2 T 5 25 E 1T Tl
A4 s2&, [71. 1117 ]

9.3 FHgelEERE
FERDEALST L2 BENDD 5,

9.5 1Ti%
AT IR L T A AT FeE 0 & 5 I 3R L O ARG
Bt LS &SN AL IZORFEST LI L,

9.6 Il
EHEEOFREROCBIAFEO A MEE EE L. ZILOME L
EPJ}:%EEM% ko BRSBTS S S HIE XN TV D,

97 /IR
INREER TR E LA R O et e L L7z ER
L TV,

9.8 EiE
KENZHmT 5P GMBEERET 2% SHBEICKRG 528,
AAENTEE L TEED SHElES LA 25, EEE Tld, BHEEENYE
TLTWAZ ENZWIOMHPRENFT 2BENDH 5,

10. #HEfERA
10.2 HfRERE BRICEETS L)

ABRIEE

FEH) 5 BRRAEIR - #5iE5 | WF - ek T
T VAPLEL R SE R O SEHI o I Fp | AR o0 T R A3 s B

FENMET S %o 1 3 e RE 340 0 #%
F N 2 iF &+

52 3)0

A r7arvy—n

11. EIfER

WROBWEHDH S5b b Z EWdHLHDT, BRI Tn, 5



BEALEIER
111 Yav ¥y, 7F7145%7— (%01%Kii)
Tavry, THF747F— (PR, 458k, mesmE
(PHIETRNE . HBEIFIESS) . SRESE) 2" obNDE I LWH b,
11.1.2 BEAREMEMm. MBS, EFRIRE. BMiEEMm
(O FRH A . RS (0.1%K)
FAREEAM, JUNEREA . SRR ERGE, EmEEm. fIviK
W CEEIR & L CaBBug, B, BT - R T im, 5
B RHSbND I ENDHLOT, EMMIC MR % % i
L. BEPROSNHEIIZE LIRS 2 hik L, @) 2 s
119 2 ks

11.1.3 hEMRKIBIEFMMBIE (Toxic Epidermal Necrolysis :
TEN). REHEIRIEREE (Stevens-JohnsonfEMREE) (W1 d
SHEEANH)

11.1.4 FHEEEREE. BE (WIN L HEERH)
AST - ALTE 0O LR, HEFH S DONLZ DD 5,

11.1.5 EHBBE (HEEARD)
EA) Y AMSE, 47O VR, MESHEBEEOHE 2 A
WIRTREEA R0 H NG IFE B IG5 dik L. @) 2 WLE
2119 2k,

11.1.6 QTER. OF$F (Torsades de Pointesz&8). DE
HE (D SEEAN)
Rl COAEZE, FIBUE. OIESE) 283 A8 IIBV
THoLONRTVOT, HEHOBEDIRBIZTHEET L2
o (911 HE]

11.1.7 BEEE. EE (W9 HEARH)
AL, SR (EEE, A, S o—x 2%) 2iH
LML DD L, FIEREEELAETLI2EBFIIBVTHS
ONRTVOT, FETHI L, [92 2]

11.1.8 HEMER. SHBES (I b HEARH)
WHEIR & L CRE. Bis, BiREMEREY (BUN- 2L 7T
F= v ERE) SO O NHLAICIZEL IS 2RI L, #
Y@ %479 2 &,

11.1.9 BEEMmR GEEARH)
FEE, WUk, DR DR E, MR XA S A A bk ) BT 25
PNDLZEDHDLDT, DL BRIERDED S b 12133#%
HapiE L., BB RV E VHIOFRGSORY) R LEF 17 2
kO

11.1.10 RLYE

16. EMEHE

16.4 1R
EMIT 7 EF Y ERG LILE ZORBOMRHWIL, S-oxideEDATH Y, 5=
123 % S -oxide RO HI A I ZEIR N5 T2~8%Tdh 5V,

16.5 Bt
77 EF D ARG 524K F TOREALKO SRR, BRI S-TT1.5~72.3%
ThsbY,

16.6 HENEREHTHEHE

16.6.1 EiEEEEHRE

7 7SV Y 20mgBHIRMNIE G Lol 2 D/8F A =5V

SFICerfl ti2p AUC Ctot
(mL/min/1.48m?2) (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

17. ERPREIE

171 FHERVORLMICEET 258

(EERH{LE di )

17.1.1 ERERFRHER
FHIRNE 512 & 2 — Rkt (5761) . Hmmattbg (10361) KO " HEMILEER
(5961) . F219BIOBEIXRD L5 ThH 5B 9,

R IEMEHE

IR S-12 & A k) 521391.2% (165/181) #/RL. “HEHR
HBGRERZ & o TERFIOH AEA RS bz, HEfa Lo
CEERICERERC BT 2 E20me., 1 H2[EEIRAHE ST o 1kl
BAL91.0% (91/100) T, #5-36HER AN O 1L 11L5:1366.0% (66/
100). 3H LA O 1k 151384.0% (84/100) T - 720

WEMERFZIR -

RN G- C o IR IR S (LEI20mel H2[) 12 X 2 ik
PRI BRI CH o 72,

(BRI PLX (FHBCEPEREDEE T HAFH., ERAELVLEL T ZMOERE
= - BEESME - SRBETL - LHEARE) ([CX 2 EEHEEHMmOMmE)
17.1.2 ERERREER
FIRNE 512 & 2 — AR BRRABR (8561) . FHRMETER (18961) K& O~ HEMILEGER
(20961) . FHAS3BIDEEI KD & B Y TH B 16,

BRIEZ N LA XD | Tl PR e L8 L § 2 B ReE - M - A4 -
LHRHALAE I o3 | B ORI N L A X D RS W OTTHER IS 5 2 L 2 H I
Ll & L 2BRAEBRIZ BT 5 1M20mg. 1 H2REIRATE S T ORI
1377.4% (250/323) %R L. “HEEBRILERBIC X - TRAOFH
DB Bz,

(RRETIREE)
17.1.3 EIRERFRHER
HIRAE 12 & 2 F RGBS I OB Z RO L Y TH 517,

11.2 ZOMHOBER R4 BB S gmh%ﬁfgﬁi% BiE L{éﬁ:ﬂ;nﬁég
i 3 i AFNX1E20mg. BIRAHS 12 BT SIS B ik 2 i S8,
0.1~ 5% 0.196A%iif HEEA Flipllz L3t 54720 20 RMEI2892% (66/74) Tb o7,
I HUE % - B =
kB (RLBE) | 18. EEhEIR
JEE T {7 18.1 {ERRE ) i )

— —— e T EFVLEEAY I U ILEERERE TS 5. HZ AR BRI O 27
I F I ER IR ERYE % HERLLCVLOT, THEERT2 2 EI0L 0. W7 HES IR £ & 5 b
Y ) m N W +18)

HAL# fiHFi TJ%TJ Efkﬁ linl 182 b R TOMH
. EL IR 1821 BERUNT S iR
ML 8 E N (1) ERROKBRRD B
WL RN IR e A ALY T S B0 B, HERE T OB AR 4% 5 0 205 R B R T O <
l:[l}\lk N Ty vhribEd, 20mefE I G X ) FENT16~99.6%. 295~96.9% i LB o
TEERDR ME B BEIE R, SR, & BRI [ <73 > 5w
WKL, H E A T ég; ;1/;

s = WA S~ 42 B B Al A . X
i ALSE? ’F‘Z P ﬁI;,T ";L EL)D)}II/E Ef - E BRRER . W TEIHANY ¥ (dpg/kg, Wiik) FIHOHY 947 75.1
o A e e N5 V= (Img/kg, FHE) MHER™ 996 969
FEAAEE R & ?7%2 = rﬁ%\rﬂﬁ Efﬂi‘lémilj( RN 1A ¥ (021U/kg. BE) IS 716 25

KO, BEHE B ) DIREE.
A AR A Rk $ 70 20melRIIE G CRBES . T R THA R ¥ XF T — VRIS %
— e— - 222). 2
Sl HAREANE, 2otk (2 wES®
1LFLBE R LIPS B O PR LI & FRIGKS E COTRM B R OX 73 v 53k

FEBUHIRL (X, RGOS T C O MR BB OV Bt Al R 12 2D
WTWwb,

14, BREDEE

14.1 EXFREOZE

1411 AFNE. FHEBEF T VLA L2V L,
1412 7 4 )V 2SEREGISEPLPIENT 52 k.

15. ZOMOER

15.1 ERFRIERICE D 1B
RHNOHEGDERIZ L BIERERERT 52 D L0 T, BT
BN LR 25T H L,

f1E. 20mghE %512 & ) ZN2N91.8%. TL8%IHI S 520,
(3) 24B¥RE9 i - BWpH
TEHER A O E BRI, 20meRE 3R S & 0 L RS S 128 L2 b 7z Y H
ENs, HMpHIE, %5120 % ¥ T42~600 i TR 5%,
(4) MAFRE & BERSBIMEHER
MR & ER AR & OB IXIEOAHBIBIRRA A & 4L, H ER 4 % 50% M 4
5 L & OMPHEEIX13ng/mLTdH 52,
18.2.2 BHEIIREICRIFTHE
0.1~0.2mg/kg DR AL G- T I3 fERE L A 0 BRI Mt & B h0 & 8 2 @I 25580 &
7027}O
18.2.3 BHEMSBICRIFTHE
T O B R BRI\ A T S ),
1824 BARHHEAEICRIZTHE
FE, T IR RS 2 20me R I S L 22 A
18.2.5 FFHIITENREICR(F§ RE
20mgEIRMNF G-1d . R A O IF MR, PRI EICEEE RIS %030,
18.2.6 MFHZX b MEICRIFTE
. T IR 1 20mel H2ll, 1~27 S L7223 a
CEICREE RIS ),
18.27 M 7AS 7 F L KICRIFTE
20mg#iRINFE G- 20mgl H 2[B1458 AR 18513 BN, LIS B H o ik 7
05 F o WA VE VL HEARVE SEICEEE RIZE W),
18.3 B TOIERA
18.3.1 HZBHEHRER
In vitro \2 BT % ENVE Y MGHGEO OB T v Ml E oI, BN A X

HHRTRR IR RIT S ),

I A&~ 1)



in vivo O BB A ARIEIC L2 Ho 2 BRI ER X, ¥ A T2 VI L10~ 14855477
‘C;) ;‘933}~ 34'0

18.3.2 BERIHIER
AXDEAY I RIREO EEEGWIEIRI R L, ¥ A F T VIS LR THRI40R5 3
< PR THRIL3~ L5 89 36,
F72. 7V POKTEEEZ LA 7‘7 BRI EIEIR R L. YL B K
W & RS D BHVIERRML Y AF T Y, ToF Y VML DRV

18.3.3 BHESMICRIFTH
7y FOA LA & B ERB AR R O & A TSI 5%,

18.3.4 EERIEB I T B1FA
TGy NDA Y RAS YV TAEY v, FLRF=vB Y, A ML ARDHMMERIZLS
HilHEd VI A ) V= VIS L TR IEHEOFREIT LT A F Y v L) b
PR 2 RS F7o, A G L W RERRIC L B BB R A ) V=Ll K 5
TR OHR A RAE L, Z711E Y A F V2 LY iRse 0,

18.3.5 B d 51EA
BRI O e A% 3 V#5128 % T v b o B ISR LRI % 773730,

19. BRPICEAT BEBIEZHIER
— M %FR 0 7 7 €F Y (Famotidine)
1b4% © N -Aminosulfonyl-3-[2-(diaminomethyleneamino)-1,3-thiazol-4-yljmethylsulfanyl}
propanimidamide
43 F3X  CsHisN702Ss
45 Fm 33745
L N = LR u’émnaafd%c
ﬁ’kﬁi (100) T3 <, T8 7 =) (95) IS <L KIS THE
MEQEN
05mol/Li"Ea I\dill(ﬁ T4
iz k- TR~ 12
bt

NH, NH: 0 0

/\/& \\S//
/& /N > N \NHZ
>N N—< ‘

S

B 16T (R
20. BV EDZEE

T ANV ANEESPIRIASN T OB, 1 V=5 — (Er 7 aofifl]) HiE~
FHNEOMLCTODEE, 7 14 )V A ONHEIZKIFIED SN DRHIEH L 2T ko

22. ‘A&

(F7EF Y EEHKIOMg [HEL])
10mL x 10%

(7 7EFY CEEH20mg [HEL])
20mL x 1055
20mL x 504
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