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BAERF 77EFOUEHR
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FAMOTIDINE Intravenous Solution

BAEERLSEES
872325
10mg 20mg
EBEE | 22600AMX00059000 | 22600AMX00058000
BR5RAsA 20114E11 A 200547 A

) EE-EMEOLAGECIVEMT LI L

.23 (ROBHIZIHFESLELNIE)
2.1 RAIO A3 LBBE OBERIRE O & 5 B

3. #ARL - MR
3.1 4R
Wi 4 77TV URE 77TV URE
e 10mg 74K ) 20mg [#5HK]
IERE 10ml 20ml
S| BRZ77EFTy 10mg | ARZ7EFT L 20mg
7 NEFT N v AKE | =T NEERT N Y U LK
VA | e 2mg | reeeeeeeeeeeees 4mg
" Fefg, U VR, SIR(EA | BEER. U UER. SEOR(LALL
pHAAEE A pHAFHE A
3.2 HE DMK
Wis s, 77 EFVUEHE 77 EF VU
- 10mg 754K ] 20mg [#5HK]
FHTE IKVETE S A
PR 0~ P TR VB
pH 6.2~6.8
- 0.9~1.1
RBEL (A B e Ml 3 5 )
4. EER TR

Oi%ﬂiﬁ;bﬁﬂ:‘-m GHIEERS. SR FLRERS. HoEE %

I2&%

OZollinger-EllisonfE{xE

OBREBR FLR (FHRICENEERZVELT IRFHM. £k
BEVELTIROERES - BHNEG - SBETL - LEHEAZR
) IC& 2 LEEHEEHDOIE

ORFBAATIREE

5. ShEER TSI RICRIET 51

(REER b LRIZ& S LERHLEH mMONFD

FIRICEPE A M3 L9 2 KT, SEPIRRE MEE & DK
Mg S - SEIME - S AL - IREEAVEIC LY, A LR
TREDRIET D AN E 2 DN D ARV AT 2 &,
P, IRHEIPHEVEIIBurn Index10Lk FOBMEAR B L +5 2 L,

b. AERUVAE
(EEHEEHD GHIEEES. SR FLRES. HOEEL
I2&3). Zollinger-EllisonfEiRE. BER LR (FHikic
EhEHEVELTIRFM. EPAREZLELTHRmMERE
E - BHME - SEHRTE - LEERE) Tk 5 LEEIEEH
mo#F)

WH, A7 7 E2F P L LCLEI20mgZ 1 H2[E (1285
) BRRICHIRNZE ST 5, UTEIRICIES L CRliiET
5, 7B, - ERIC L D WEBET 5, IS Him &
UZollinger-EllisonfEERETIX, —MXRIIZ LIELANICZ R D
FEHRERDHN, NIRFHE L R BIIR ARSI 2 5,
REEZ U R (PRICEPERE LI LT 5 KFPI, E£HE
A M LT DM R - BUAME - ZiEaR R4 - IRELPAEL
%) 1 X2 EEVEARAE il o Bl ik, AR SR P B3R R
RIRAELIEL T HHM (FIFEEX MU AX3HMRE, 20
fhOREER N L AXTHBRRE) ok ET5,

(FRERATIRER)

W, A7 7B F Vo & LT 1IEI20me % FRIFHE A 1R &1
VZHRRIRIC RN 5972

1. BERUBEICEET 318
1.1 BHREETEREE~OKRSEE
77 E®FVUEEE LTEE» O RE(LE TRt SN D, B
BERTEFC 7 72TV rakbidse, BHEEOKTELED
W AR ARRE DS B L, RP PRSI T5 0T, ko
ko EEEERET DY, [9.28H]
1[A120mgl A 2[m1§ - % FEHE & 5~ 5356

v = ! VA N
VT T /7}77/ TS
(mL/min)
Cer=60 1[E120mg 1 H2[H]
1[F120mg 1 H 1[=]
60>Ccr>30 1[E10mg 1M 20
1[8]10mg 2 HZ1[9]
>
30=Cer 1El5mg 1 H 1]
s 1Al10mg  FEHT#%11R]
FAT R
BHTEE 1El5mg 1A 1[E]
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8.1 IBICH T2 » IR Z +ocBligg L, RIS CIRIE L
B /NROM A (FHHRER N LA XS ARTRE., TOMII7H
MIFREE) 12& &, BREITHENA LR WA I II OIS
B v 2 B2 b, ks, Mk, IFHSRE. BEHRESS IR T
5z,

LRBEDHRERT HBEICHT HER

9.1 AfHE - BEERZFDOHLBE
L.1.1 DERBOHSBE
DIERORERZ R Z S BENABH D, [11. 1. 65H#]
.2 EMBREOREREOH SEE
1 BERERE

PR E AR D O T, B G RAWT 5 0BG RMEE B T
WATHZ L, [7.1, 11 1. 75#]
3 FRRERERE

JERBELT 2B N5 5.,
9.5 5EI%

HEAR SCUAENR LTV 5 ATRERED & 5 PRI I3IATR L0 A 2SN
fEBPEA B2 &I S DB BICOBBET D L,
9.6 125

B O RMER ORISR O A 52 B8 L. RALOMEEX
FHUEERET S 2 L. BRPICBATT S 2 LaESh Ty
%

w o

w

9.7 MNRE

NSRRI G L LT A R OV R R & U7 BRI
Fhi LTV Ruy,

9.8 =T

A BWEST 2 0GB ER T2 EHECKRS T2
Lo AANTETEL LTEBEOHEIES N D2, &g Tk, Bk
RAERTLTWD Z LWl PREN R T 2 B2
H2D,

10. HE{ER
10.2 SFREE (BFRICEES S L)

SH 4 55 FHRARAEIR - #YE TR | BRFF - fEIRIN T

T =V RPUR RS | 72 RE O S O 1 R
A NTaFy—n | EMETFT 5,

AFN D E W 3 WA
YRR A3 fe s SR A D%
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11. Bl4EA
WORIWERZH b ENHDHDT, BEEHSITITV,
FE PR SN AICIT G & Pk D 2 P ) e AL A 4T
2Tk,

1.1 EXAEHER

1.1 2avdh. 7FI245F2— (%0, 1%KHH)
av s, TF7 4 7% — (FRIREE, 2L, S EE

(BRTEIE, WABHTRIESE) . SHB%) B bbhdZ b

Do

.12 BETRMEEMmM. AnKELS. REARE. FOHEEMH

(WFRHBEEARK) . IR (0. 1%A5)

ARG M, PR, WERIERE, Wi,
WD (RIER & LR BER. B, BT - KT
i, FEE) N HbiILd I ENHLHDT, EHIICMIFHRE
FEEL, BRESBOONTGAIIIEBICESEZFIEL, @
YIpiE =175 Z &,

11.1.3 hEMRFIEFTERMAE (Toxic Epidermal Necrolysis:
TEN). REHEIEARSEIREE (Stevens-JohnsonfEMEE) (W Ih b
Ll N))

11.1. 4 FRigeEESE. B8 (O LHEERH)

AST « ALT%: LR BB H LD Z R 5,

11.1.5 SRR (BE R
EmAV U LAMIE, I A7 e R, MiERESROFER R -
B BAEENRD b SEAICEb IR 2 TIE L, Y
TALEEITO Z &,

11.1.6 QTEE. D ESHMA (Torsades de PointesZEEL). DE
g (O FhoLEEEA)

BRI CLRTEZE, FRIBYE, OFES) 24158810k
WTHLLRRTVWOT, BEHROBEOREBICHSERETD
&, [9.1. 1]
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Bk, SR REME. B 47 e —xX k)
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WY 2R AE ZT D T &

11.1.9 FIEMM% (HEERH)

FEEN MR, TR DR T X SR R A O IR MR 2R S B
LD ERHLOT, ZOXIRIERND Lb=HAI
IR E AL, RIS REARNE LHIOR %O 70 E A
1152 &,
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14 ERALOERE

141 RFRAREOTE

W1 ARFN, SARETY L AR LRV L,
14.1.2 7 4 v DEBEBRERITEC IR T 5 2 &

15. ZDODEE

15. 1 BRERERICE D < 153k
AFNOF 5N FIRIZL HERZRETL2Z2E8/HDHDOT,
TRWIEEZERD I 2 WE5T5 L,

16. ¥ EHEE
16. 4 5
E M7 72F VB RELEEEODRTORGDIZ, S-
oxidefRDHTH Y | G- EIZKT D S —oxidelBKDE|EITEARN
B T2~80TH DY,
16.5 HEtt
7 7 E®F VRG240 £ TORBAGIKD R PR T,
IR 5 T71. 5~72. 3% T 59,
16.6 HEDEREETHEE
16.6. 1 BieEEERE
77TV 20mgE RN G LT L 2 DT A=K

M

SEHICer il ti/28 AUC Ctot

(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

17. ERERRAR

1.1 BERURLEICET 558

(LEHIEESMm)

17. 1.1 EINERKRER
BRI 512 & 2 —ARBR R ABR (5761) . BB (103
Fl) RO _EERLERER (5951 . #2198 oMEIXRO LB
Uv@j@é@w?&)(}

s e i | IEmEhR -

IR G2 L D1 gh 1391, 2% (165/
181) Z/r L., _HBEMRIEGERERIC X - TARA
OFRAERFED bz, AERFEBRE O
HEREGABRICI T 5 1[E120mg, 1 H 2Bk
G- TOIEMANEIT91. 0% (91/100) T, #
5-36WEM LA O 1k f1281366. 0% (66/100), 3H
PIN D Ik IR 1184, 0% (84/100) Td -7z,
IEm#ERSR -

FRA G To k& a5 (1E20mgl H2
E) 12X 5 kMR RIZIRF CTH -T2,

(REER F LR (FHRICRPERZDLRLE T IAFM. Khia
MEYEET HROERE - BT - SWBETFL - LHER
) 12k 3 EERHIEE R IMOHHE)

17.1. 2 EPERREAER
BRI B 51 & D — kiR e (8561) . H BT (189
f) KO HEMRILERE (20961), FH4836I OBE T KO L
BV THZI,

REEZ R LRI | B, ERIREE LB L MM RS - 5E

X B EEHACE | ERAME - AR R A - BMEOREEX F LR T X

HA 1L > 4l LEBOWOTHEEZIH T EEHE L
T~ ARFRBR T 1T A 11E120mg, 1 H 2[al# RN
HCOHMRIZTT. 4% (250/323) Z L.,
R ERGRBRIC L - TARAIOA FAERED
vz,

(ERERRTIRER)

17.1. 3 EINERRHAER
FRPN 512 K 2 I E M R BR8 LB D B I R D L B8 D Th
517)0

R Z 3601 2 RAmePE i K DG 1k &2 B & L
ToEERRBRIC B\ T AANLLEI20mg, FRARN
BHIZBWT, ARICHREREZRBD SH, H
WpH% EH &7, TOHZMEIE89. 2% (66/
74) ThH-oT-,

GSEEE s




18. xR
18.1 e

77%%//itx& UHeS RN TH D, Hoz
HEE *@%@&U%*tbf“é@f
:&n v, I EHEE
18.2 E FTOEA
18. 2.1 BERURT L U miEER

(1) ERRUEER B b

TERERR A UL LIRS BB IR 1T 5, %%&@%&ﬁﬁﬁ&
RO B K T v i EIE, 20mei® 1% 5
ZNENTL.6~99. 6%, 29.5~96. 9% < B,

FoLu N
INEIEWT D
SYUINEIER 2 & B39,

BHELSW | XT3
== (%) ik ()
LRSI 98.0 71.0
T RIHAANI Y (4ug/kg, FHTE)
O 94.7 75. 1
~_& = (Img/kg, fHiE)
I 0 99. 6 96. 9
LAY v (0.21U0/kg, HE)
S5 o 20
F7o. 20mgERARN R 5 TR W, T RIHARY > ¥
= VRIS A A 522 29
() "M% B

EHERR A UL M%F‘%%‘@tiﬁ’ﬁllﬂéfﬁ\%ﬁiﬁﬁfw%i TOTHE
FEBELE ORT VU aWaElL, 20mgRARGICL D ENnEFNn
91. 8%, 71. 8%l S B2,

(3) 24B5R945rib - BAPH
fEREER A O BRI R, 20mgR A 512X 0, FESHEND
120 LL Blcbz o mfil S d, B ApHIE, 5 128#% £ T
4. 2~6. 0DHIPH THERR 3 52,

(4) mehRE L BB wINGER
PR & R WA R & O IS IE O M BIBIR Y A B
H LW R 2 50%IHI 5 & & i #EEE X 13ng/mLTdH 520,

18.2. 2 B BEmMREICRIFTEE
0. 1~0. 2mg/kg D AR G- Tl s A O B REREI i & % 4
INEHAHEADERD 5520,

18.2.3 BHEDWICRIFTHE
BB RE O BRI L IR AR KISR0,

18.2. 4 BNRHHEEICRIZTEE
HiEE. T IR I 20mgfR O &5 L1254
TR KT S 72029

18. 2.5 HFmfTEIREIC &li?‘g‘ﬂ
20mgFFARN P G-, BERERR AN O FF i, PR i 2
FAE E72030

18.2.6 M HR b VEICRIFTEE
%Zaf‘ + IR R E I 20mgl H 2], 1~20 AR OHFE L
A, A A Y AEICEEE RIE S 203D,

18. 2.7 Iﬂ1¢'7°l:l SOFUEIZRIFTHE
20mg AR B G-, 20mgl F 2[E1 438 R #5013, Rk AL 1H
(bPEEBREE I 7' e 7 7 F o VERRg AR LE > PERL
TUEICEEE RIE SR,

18.3 B TR

18.3. 1 W2 &&EER/EA
In vitro \IZBIT 5 E/NE Y MiHOFEO DAL RT » MiH
FE DOUHE . NS A X in vivo D BEES W Z FEREIZ L-Ho5%
REFEHERIZ, Y AF P Ich L10~148fWm 1 Th
633)\ 34)0

18.3. 2 BEsS iMEIERA
A XD AZ I VRO BB WIHIRIL, v AT I

B AE

%Z%(IS %

e U/E B E THRIA0M5 IR < . Rl L. 3~1. 5% K
1/\35)\'36)
Flo, Ty FOKERBER N L RITRT D HE WIS

1T, BV BRI KT & RSN D DIER00E <, v
AFD v TF VU L0 D

18.3.3 B ESBICRIFTEHE
Z v FORA L AL D BT E A RO & A I
35,

18. 3. 4 REREBICHT 5/ER
Sy MDAV RAEL Y, TAEY Yy, L =Y, Ak
VAR OMPIFEZRICE 2 BEEH L2 WIEA LY Y — il L5+
THRBIEEOREICKH LT ATF U LD LW A R
T, F, EHRERGICLOEERIC I EEEL ALY Y —L
WX B+ THRIBEBOREEIE L, AT ATF VU LR
[/\38)’V40)0

18.3.5 BHmIzxd 54EH
Bl e e A% I EHICL DT bOE ikt UEn/ER
AN

19. HRIR S 12T 2 B{EENMR
—W%% . 77 EF Y (Famotidine)
b4 © N-Aminosul fonyl-3-{[2-(diaminomethyleneamino) -
1, 3-thiazol-4-yl]methylsulfanyl} propanimidamide
CsHi5N70253
337.45
HE~HHEAGOMSTH D,
ety (100) [l 7‘%3*% TH ) —/L (95)
12< <, AKITHRD THETFIZ W,
0. 5mol/Liﬁ%fwﬁz T TZ)
Kz ko TR IZE BT D,
Al #9164°C  (53fiR)
(b= N 20 0

\\//
N4 f
20. kL EDEE

T AV EIENEE IR BIN T WA, A P —2— (¥
VI EDEER) NEE~FOICECLTWDLE, 7 4 LADRN

YRR H

WK FRD HADRHIMH L2 Z &y

2. a%

(F7EF DX Img TEHERKD
10ml X 109 [RY =F L U RE,
(T7EFOUEINE THEHD
20ml X 105 [R VU =F L o KEe.
20ml X 50 [NV =F L Kis.
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