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X3 RARICHT BEHE (%)

TSI SCED O Bk >
14 B8R LOEE

20. ik LV EDEE

14.1 ERIRHBFOITE
1411 KFNE, A ET7 V2R BEE LAnZ b,
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ORBR FLR (FMRICEPIEBREVELTIRFM. EFABREVELTHRNMEES - BN
1% - 2RETFL - LHERE) (CL5LEEHEEEHDOME
O HERAT I 2

2. PREXEIDRICEHETIIE

5.RERIBRICEHET HEE

(BEEX F LRIZ& B EEHIEE HmaMMFE)

TP E 2 NI L T 5 RPN, EHIREZ L L T 2 Mg REE - BEIME - ZIRas 4 -
IEEEHEVEIZ L0 . A N L ATEBRARIET D AN B Z DN HHEAICROFEHTH 2 &,

ok, JREFHEME T Burn Index10 UL EOBME A H&Z L +5 2 &,

3. AERUVHE
(1) AERUVAEDORES
(LERHIEE M CAEEER. %X FLRER. HMEEXRITEKS) . Zollinger-Ellison fEEEE.
RBX FLR (FHRICKRPEREZEVDELTIRFMN. KRREAREVE L T HINMEMEE - IS -
LRBTF2 - CERARME) &5 LY EEHmOME)
WE, RAICIE 7 7 EF VL LT 1H 20mg &2 1 H 2 [0 (12 W) R ICEIRNZS1 5,
MRS U CAMEET 5, 728, i - I X 0 S a5, EEECE i kO
Zollinger-Ellison JEMEHE TIiX, —MAIZ 1 HFLUNICDROFEL L 5705, WIRATEEE 72 > 7212 1%
BOFHIZE D 232 5, REA R R (FEICETERL LI E T 5 KFH, EHIERA LI
T D MMM ERETE - SHEAME - ZIRER A A - RHFAEVE) 12 X 2 BEERE i o Tk, s
AP SUIE TR A LE L T2 (FIMRER L AL 3 AMRE, ZoMmoRIER L%
7 HRRRE) o#5LT5,
CRRBRATIZE)
WE, RAIZIZ7 7 EF V2 & LT 1R 20mg Z MEHE A 1 FRERATCEER ICFRIRNEE 595,
(2) BERUVAEORERE - B0
MG R R L




4. RERUVRAEICEHEY SIRE

THRERUVAEICEET 58
71 BRRBRETRE~NDEREER

itz Rz E4 52, [9.2 ZH]

TrERFUATEL LTHEN OREME TS D, BRERTEE Y 7 2F V25T
L. BHEROKT L & HITmPRE(LAERRED BA L, RPPEIES DT 5D T, kD L9 7k

118 20mgl A 2 [lfx b2 KU L 4 556

IVTF= I IT TR .
: &5k
(mL/min)
Cer=60 1[H20mg 1 H 21\
1 20mg 1 H 114
60>Ccr>30
1[8] 10mg 1 B 2[a]
1 10 2 Z1
30=Cer 2l 10me H =
1[E 5mg 1 H 1A
1[5 10mg &4 1 [\
e
1 5mg 1H 1

5. ERERALAE

(1) BERT—21Rvr—o
MG R R L

(2) ERERZEEFER
MR L

(3) AERGERER
MR L

(4) BREEAIEAER

1) AR
(LERH{EE H)
17.1.1 ENERKRRER

AR 502 & % — iR AR (57 B1)) . JHEmETUER (103 #1) KO " EE MBS (59 1),

2} 219 BlOREEIIRD L 50 Th 5 99,

EESE L i |35

1 M#EFFRIR

ThHo7T,

HEIRINR G2 K BB BT 91.2% (165/181) Z/x L., —EEMELERBRIC L -
TARKNOERAENRRD b, HERFRBPL O ZHEEREERRICKIT S 1 [
20mg. 1 H 2 FIFFIRNE G- CoIEMHRIT 91.0% (91/100) T, #4536 KFf#LL
WO (121X 66.0% (66/100), 3 HLAN® ILIM21E 84.0% (84/100) TH-7=,

R G- Co I B O #E (115 20mgl H 2 [B]) 12 & 5 1k MR 2h 5% B AT
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(BEEZX FLR (FHRICEPEBEZVEL T RFM, EFARELEL T IROEES - BHES
15 - 2RBAL - LEERE) (X2 EEHESHMOMNE)
17.1.2 ENEBKRER

AR F G- & D — kB R AR (85 #il) . I EmRETRER (189 #il) KU " H E iR (209 1),
71483 BIOME IR D LB Y TH D 719,

REIEZ b LA \FHilr, e e L8 LT 5 MMERTE « BHEIME - a4 - MEOREAX b

X2 EEHEEE|IVAICE D HBOWOTLEZGIT 2 L2 BN E LEEBERHARICET D 1 [

HHf > $ 20mg. 1 A 2 [FIFFRNE G TOAZRIL 77.4% (250/323) Z~xL. HEHEMK
BERBRIC K - TAKIOA HMENGED ST,

(FRERTIRE)

17.1.3 ERNBEKRFER
HARNEE B2 L B IE S ik 81 HloMf IR D LBV ThH 5 19,

FREFRTEE | FRERRRIC R 2 RRHEMERT R OBF 12 B & UZERRRBRICB VT, AFNT 1 (9]
20mg., FRNFEGIZBNT, AEICHBRELZBD S, Bk pH % LA ¥,
ZDHENMIL 89.2% (66/74) ThHh -7z,

2) REMHR
U ERR L
(5) BE - WEAHEER
MUERR L

(6) AEMEHR
1) SEARERE (—REAKERE. HECEARERE. CARBELERAE). REHRFTRT 4R
—RRE. RERFTREBRAROAR
M ERR L
2) RBEHLELTERFEORNENITEEL-RHE - RBROBME
Y L7
(7) £k
Y L7
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VI. EMEBICEYSEE

1. REPHICEAESSLEMX T EaMEF
Ha S2 B 5G]
TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. FBER
(1) {EREREL - VEFFF
77%%//itx&\>ﬂh§§%ﬁm%f&5Ih%ﬁ%i%%“* ZHUL A e B & 7 LT
WHDT, ZREENTLZEICLY, WAL EBWMHIERZ & 5iod 16,
(2) ENERMT SRR
18.2 £ F TR
18.2.1 BBEURTL U oinilE{EA
OERBEUVEER S
TR R A SUTTH LIRS R 1T T 5, JLfE K OV R £ G- D 2 KR B B8 . N7 o v 43 b
BT, 20mg O HICE 0 ZRTH 71.6~99.6%, 29.5~96.9%MiHl S 5,

STUAINEIER | T S AR
(%) (%)

LRy W 1D 98.0 71.0
TRIHARY > (4ughkg, FHiE) R 18 94.7 75.1
A& —)v (Imglkg, FHiE) HEES W 19 99.6 96.9
A AV (0.210/kg, FiE) FR W 19 71.6 29.5

7. 20mg RN G CTRIBESW., T F I H A R o RXE Y — VRIS W T 5 20 20,
Q®M &b

R R A SUTTH L MBS R O % 11 R BAFRT 6 IRFE T 7 K H K N7 2 i i
20mg B OEHIZ LD ZEh 91.8%., 71.8%Mifl S5 22,
@24 B2 - BA pH

TEEERR A O BB WA s, 20mg RO EHIC XD | F% SR b 12 KL Eich= v imfil v 5,
BN pH 1%, %5 12 Bf#% £ T 4.2~6.0 OFiH THER T 5 23,
@M hiRE & BEE S A HIH 1E

(MR EE & R S WA IR & ORICIXEDMHBIBERA 2 i, BEaW A 50% M7 2 & & om
T 13ng/mL TH 5 29,

18.2.2 BHEMREICRIZTEE

0.1~0.2mg/kg D FFARA G- Tl ek A o BRI i & 2 #5012 23538 Hiv b 20,
18.2.3 BB BICRITTRE

1B OB IR TSR E IR TR E KT S 720 260,

18.2.4 BABHHEEICRIZTHE

BiEg. 1+ IR R 2 20mg OG- L7-5a . BHHEHAE A NIF X720 2D

18.2.5 FMITEIEBICRIZTRE

20mg FARMNFL 518, EFERC A OIF My, PIRIM R &2 2 A K IT S 720 28),

18.2.6 MAAHR F UBEIZRIFTHE

BigE. + IRIBEEEAE I 20mel A 2@, 1~2 7 ARAO®KG LZEE, g A b AEICH
B IE S 7200 29,
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18.2.7 M TASH FUEICRIFTTRE
20mg FARAE G- 20mgl A 2 [A] 4 B[R A8 503, RS, MEIEEBERE oM 7 v Z 7 F
v PERRHIMAR LR L MEARLE BB A T 720 80,
18.3 BiITOER
18.3.1 H. Z&WEM/ER
In vitro \ZBF 5 E/NE Yy MEHOEO LKL T v MMEH B OUUHE, W ONZA X in vivo D'E
BRoY WA A FEHEIC LT Ho 2 SIRHESHUEINIL, S AF VT L 10~148 (558 ) Tdh % 8- 82),
18.3.2 BE& S i HI{E
A XD RZ I RO B R WD R, A F VAT LIEHTRE TR 40 (53 < . Fift
B T 1.3~ 1.5 5\ 33 39,
Fio, 7y POKFEFRER N L RIZET D BBz RIL, E LB U EEEKTIY & R
M D TR, VATV T=F VR X iR 99,
18.3.3 BHBENBICRIZTTRE
T FDOA LA K D B AETHEE A= OB 2 A BIHIT 5 39,
18.3.4 ERBEHZICHT HEA
Ty bDA LU RAZ Y TAE) Y L R=Yrr, AL AROEWMARERICE 2 HEED D
WIEAE Y Y = L5+ HRIBEEOREICH LTV AF VU I bWk R E2 R4, *
72 B G LV FIRRIC L 2 EBEL A YY) Y —c X B+ TR BIEE OB A RE L, 20
XV AF U2 F DR 3639,
18.3.5 BHiMI=x¥ 3R
B e 2% I 512857y bOF Ik LHIGITER 279 39,

(3) eSS - B
(TVI. 2. (2) 3E#hEHE T 5Bk OESBR)
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VI. EMBEICET HRE

1. MPREOHTR
(1) AERLEMWLGoLPRE
BRI L
(2) BEREBRTHERESL-OPRE
16.6.1 BREEEESRE
77 EF VL 20mg RN G- LI L EDRTA—52

SE¥) Cer fiE tuzg AUC Ctot
(mL/min/1.48m?2) (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
(3) i
EEER L

(4) BE - ftREORE
(Tvir. 7. #HALEH) OEZSHR)

2. EYEERB/INTA—S
(1) BAE
MG R R L
(2) BALERETEH
MR L
(3) HEEEEH
MG R R L
(4) UYFS32R
MG R R L
(5) SHEE
ZUERR L
(6) Tt
MG R R L

3. BEM (REaL—Lay) @
(1) A ZE
MR L
(2) RS A—LETHER
MR L

4. R
MR L
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5. 9

(1) mi%&-fxBEaFT@EiE
MR L

(2) mik-iadkEIFE @
(IVIl. 6. (5) #That) OIESMR)

(3) it~ iTiE
(Tvii. 6. (6) 3Lk OEHZSM)

(4) BEE~DOBITHE
MR L

(5) TOnHEB~DOBITHE
MR L

(6) MFEEAHESE
MR L

6. R

(1) FRBHERL R R

SRR L

(2) RBICEAS5I 58K (CYPH) O5FE. 5%
AR L

(3) MEEEHNROFRRUVEOEE
RH R L

(4) REPOFHEOEERVEEL, FELE
E N7 7EFVUERG LEZEEORTOREWIL, Soxide KOALTHY | BHEIZHTD
Soxide BROEIGIXEIRNE G- T 2~8%ThH 5 39,

7. et
7 7 BT VG 24 R £ TORZALAKDOR HPEIERIL, FIRNELS T 71.5~72.3%TH 5 9,

8. FSVARR—A—IZBHT S1EH
B R L

0. BIHIZLHRER
LR L

10. BENDEEZETH8F
(TVIL 1. (2) FGEPERBR CHERR SN IRE ] DHESM)

1. Z0Oith
MG R R L
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VI. £t (EAELOZEESF) CEY HEE

EERARETDOER
EIN TN

e

ERARLETOEMRA

2EE (ROBEIZIFBELLGZIN &)

2.1 AR ORI LEBUEDOBEAERED & 5 &

MREXIEZHRICEAET 53X & TDEH
(TVv. 2. %hhe

(IR RIBIE S L] 2ZRTDH2 L))
RERUREICEEY 53X L ZOEA

(TV. 4. FERUCHRICEES ZER] 228552 L,)
5. ERLGEFKIELEOER

BEERLERMIE

8.1 WBRICH Tz » TR 2 +40T B L. WIRITIS TR B NROMEH] (FHHREA F L2
(33 HRRREE, oM 7 ARRRE) 128 £, KAITHRN A DIRWGEEIZIIMORIEICY] D
MARHZE, ek, Mg, FFEERE

£, BHBRESICHEER T L,
6. BHEDEREAIIBEICHTIIRE

(1) AfHE - BIEEFOHIBHE

9.1 G6HE - MEEZEOHLBE
9.11 MERBOHLBE

LDILEROBERZEZTBENNH D, [11.1.6 ]
9.1.2 EMBRHEDCHREEDHSHE

(2) BHERERSE

9.2 BHREEESRAE

I PR EE AR S 2 DT, WHEEZRT 20 GMRE O AT 2 &, [7.1, 11.1.7 2]
(3) FriREEERE

9.3 ke EBRA
JERDEALT 2820 H D,

(4) &GEREZHT 5F
BEEIN TR
(5) b

9.5 ITiF

bt SATIEAR LT % ATRETE D & % ZMEICITIa R Lo At faittz B S L S 256
(COBFEGESTDH L,
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(6

(7

7.

(1

(2

) =3

9.6 1ZELIF
B EOBRMER ORARBORRMEEZERE L, BAOMKG TP IEE2HRET25 2 &, BATIZE
ITTHZEnMESh TV,

) IMNRE

9.7 MNR%E
AN TG & LT A R O BV AR & U 7= BRI AR BRI L i L T2,

) ElRE

9.8 BiNE
KA WET DR EREEZERET 5 CEEICKRGT 52 &, AANTEE L TEIE bR SR
BN, EEE TR, BHEREMETLTWAZ RSN EENRGTABEARH 5,

(fi#s)
TROKRO XS AEROHEZ AR LT 5 2,
<118 20mgl H 2 [A§ 52 JHE L 5355 >
20mg 1H 1A
10mg (F:5) 1H 2HE

HEEH

) StRESEZFOER
BEEIN TV

) EREE L ZDER
10.2 BtRFE (BFRICEET S L)
A E BRARIEIR - HEE T P - fEbRIA T
T VR AR 7R OO FEHI O i H 9 MR 9| AA O IR 4 W B 23 e R
A FFZaFy— %o AN O ORI AL T S5 0
41)

. Bl{EA

11.8/EH
ROBWERDB BN ZENRHLHOT, BlEZ 7TV, RENRBO GGk E 2T
14 %70 EIEO R LEZAT O 2 &,
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(1) EXGEHER & OHER
1.1 EXGEIERA

114 avy, ZF7245F— (4% 0.1%A0H)

Yavs T4 7%y~ OPRMEE RS0, MEEIE GREFIE, WIS . S
%) BbbbhD L Hb5,

11.1.2 BEFRMER M, AMBKED . EERRE . FMEAM (W90 & HEERE) | /MRS (0.1%
A

FARBMA M, ek, BEREE, WimtEg i, m/sasd WIHER & L TagEa
Wi, BT - AR T L, BEE) BHOND 2 ENnH L0 T, EHBIC MR 2 Eh L.
WORRO NG AICITELIZE G 2RI L, @ORAEEZITY 2 &,
1113 PESHEREIRIFEMMBIE (Toxic Epidermal Necrolysis
(Stevens-Johnson fEMREF) (W 9404 AEEEARHA)
11.1.4 FP#tgERER. =E (WL b HEARD)

AST - ALT %D L5, HENRHLDONDLZ LB D,
11.1.5 HRHREE (R

Jik
ZiniN
/E:

: TEN) . B2 & W B AR O 1 3%

@AY T AMAE, A7 e R, MIERGEER OFEP R B BHREENRD b EIITE
HickGahik L, WYRLEZITS Z L,

11.1.6 QT ERK. D=E4$FH (Torsades de Pointes Z& ). IDEMBY (V-1 b HHERH)

Frio R CLAREZE, FRIRUE, OIES) 2A T2 8F B0 THLONRTVOT, FH5ZD
BEOKREICHIEET D L, [9.1.1 2]

1.1.7 BHEE. B8 (Wb HEERH)
R, AR R CREEME, UM,

AT =AM BHLbhDZ ERH D, FRHCEHE
fEHEEZ AT HBECRBNTHLLNOTVOT, EETLHZE, [9.2 2]
11.1.8 HEEE X, SHETER (W I LEERN)

MIHHEIR & UCHREL, 22, Bl aELs (BUN- 7 L7 F=r ERSE) ER@EO N5
IXE DI EZRIE L, EURLEETTY L,

11.1.9 FIEMEMA GEEAH)

FEEN, UMK, PR IRIEE, W X BRI A O MBI R RN D bbb ZENH LD T,
RIERD S HONTEGAICITREZ I L, BIERERVE H O GE DY) 72 LE
ko

ZDLEH
iren %—f/‘? 5 -

11.1.10 F£UNHE

(fiftan)

11.1.10 REIULHE

AaUHE &, AR EOMEE T, AR T OB EEICRIT TWDREEHE T2, &l
EH & LT, DEIGEOENED T 5IRELEDTND,
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(2) Z0iDEI{ERA

1.2 ZOHOEIER
0.1~5%A 1 0.1% AT VN
WHUE % - BB, FRE (L
BE) . BiETEIE
IR [ 1fn BRk s> TFRER Y 2%
e B R T RO, Ve, L -
WM, R R, AAk
R, A%
B AR e R BEEEAL, FiRIR, Sk, B=E7 2 v
ne 7
JHF ik AST E5- ALT F5 AP U v b5 LDH|FHERE R &, S
5 -5
R EHEERK, BRI, |FEEOEELRE, 0o
9EsR. RS, IR RAE, O EARREE
Ny AR HBEARNE, LMEAvILE
FEHUEE X, AGRRE E T ORRRER &K O AGEFAE RS RICE STV 5D,

9. BERRERBRICRIZTEE
BE I TV

10. BEHS
FEEIN TR

1. BRLOEE

14 BRALDEE

14.1 EFIFRARFOIE

1411 AFNL, AL T 4V AEEEEZBRE L2 &
14.1.2 7 ¢ )V SEEERR L XSO 2 &,

12. ZOHODEE
(1) BREFERICE I HH

15.1 ERERBERICE D 1Bk
AHNOE G ER L DIEREZET 22 L3 HDHDOT, BHETRNWZ L 2RO I AREGTLHZ
&O

(2) JEEREREERRICE D 158
BE I TV
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEERE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REEBE5SHHR
AR L

(3) BizEBHEHR
AR L

(4) BARMERER
MR L

(5) &REFRESHERR
AR L

(6) BFRIHERER
AR L

(7) ZothoEHESH
MR L
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X, BEMERICEYTSRE

1. BERES

77 RFVUFHER 20mg THIET] | 1) EE-EMHFEOAUGTEICIVFENTLZ L

By | 7 7EF v L

. AR

3 4

. AERETORE

R PR AT

. BBEVWEDEER

20k LV EDEE
T 4V ANEEPEESUIHBINTWDBEE, A U —F— (B 7 a08EHR) BNEE
LTWBHRE, 7 4 Vv AONMEIZKENRBD SNDRFIFEH L2V &,

~He

iz

)

. BERITEM

BEMERL T A K
<FvoLsy - H
Z O D BE T ER - T

. F—H 5 - RAHE

[ —psr « A X —1ESHR 10mg. A A% —1ESHK 20mg

. EffEEEAR

R

. HERFARBEABRUVARES, REEENBEAE. RERKEAR

Wk 7e4 BUEIRTEAGEAEA H KRB FAMAEIGAEA B | BUEBReEA R

77 E®F Y UHEE
% 10mg HET )

2020 =8 H 17 H |30200AMX00791000 | 2020 4F 12 H 11 H [ 2020 4+ 12 H 11 H

77TV UHE
W 20mg THEL)]

2020 4= 8 H 17 H |30200AMX00792000| 2020 4= 12 A 11 H | 2020 4£ 12 A 11 H

9.

10.

1.

12,

MEXEHREMN. RERVABREEENEFEOEABRUVEZOAR
A Lgn

BEETER. AR LARFEABRVETORE
FAAPSA

BETHM
FPAROSA

REMRSGRICET H1EH
AFNZ, BEWRIEE$ D HIRITED G Ty,
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13. £fEa—F

JEAE TS A | R ERE S = — R B L7 NERELE
Wise 4 S " HOT (941 H& | ___
WA ESE G = — R (YJ =2—R) VAT LAHa—R
77 E®FVUHE
. 2325401A4011 2325401A4062 128256601 622825601
% 10mg HIET
77TV UEE
2325401A3015 2325401A3066 128257301 622825701

# 20mg [ HET

14. REHTLOIEE

ARANTZHRAIN L DR FEERMLTH D,
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XI.

AR

1)

23)
24)

. SIFAX#E

FENE R - REMERER

ITUER  fth : Prog. Med. 1996 ; 16 (11) : 2897-2903

WETh  fth  SKERL LRI 1983 5 11 (9) : 3659-3674

SRS fth s B LK. 1983 5 20 (10) : 2123-2132

N FERE fth  JKPR LB, 1983 ; 11 (10) : 4327-4335

WD o SRPR LR, 1984 ;12 (1) : 333-351

MRS fl B LR, 1990 ; 39 (12) : 2485-2493

JIESHEAE Ml Bk & PR, 1990 ; 39 (11) : 2238-2248

KWL th - FKEE L 5%, 1991 ; 19 (1) : 339-349

HAMI fth: E L HK521991 ;25 (1) @ 233-242

KFWSC il 2 2295 L #3E. 1990 5 27 (12) : 2235-2254

BRI fth : EE L 3521991 5 25 (2) : 499-513

KREWCC i - 2% & K. 1991 ; 28 (1) @ 1-12

KWL b - 2% &FrH. 1991 5 28 (1) : 13-23

FEHE b ERREEEE. 1987 ; 18 (3) : 553-564

FH\YOE A AR TR E BIETE 2021 ; C4521-C4524

RITEEE  fth - NWRFEK. 1983 5 30 (11) : 365-378

KITEETS  fth - NEFEK. 1984 ; 31 (1) : 11-24

EERLE = fth : SKER L 59, 1983 ; 11 (9) : 3637-3650

SUFRKEE fth c JEAE & ERER. 1983 5 17 (9) 1 2909-2916

SRR M JEEE LR, 1983 5 17 (9) @ 2917-2927

KITEHR  fh - WEFEK. 1984 ; 31 (2) : 51-62

HIRRIS o BARTHLEE TS HEES. 1983 ; 80 (Suppl.) : 694

Miwa M., et al.: Int. J. Clin. Pharmacol. Ther. Toxicol. 1984 ;22 (4) : 214-217 (PMID : 6325352)
HORTHER fth  BEER LA 1983 5 11 (9) : 3651-3658

ARIGHE M BASEREE. 1984 ; 42 (1) : 150-157

JFRGE fth - 229 & BT, 1983 ; 20 (9) : 1859-1864

REIZE o 388 L 959, 1983 ; 11 (10) : 4301-4304

SRS fth o BTEEC IR, 1983 ; 32 (9) : 1383-1395

IR fl: EEERAR AR, 1984 ; 14 (4) : 571-577

PrEIER  fh: SRR & R, 1983 5 17 (9) @ 2878-2882

Takeda M., et al. : Eur. J. Pharmacol. 1983 ; 91 (4) : 371-376 (PMID : 6137398)
Takagi T, et al. : Arch. Int. Pharmacodyn. Ther. 1982 ; 256 (1) : 49-58 (PMID : 6124219)
PrEIEF] . JERE CERER. 1984 5 18 (12) : 61256134

PEHEBIE fth o FLRE EERR. 1991 5 25 (1) @ 223-232

Takeda M., et al. : Arzneimittel-Forschung. 1982 ; 32 (7) : 734-737 (PMID : 6127086)
[l B fth S HSEER, 1984 ; 27 (3) : 563-569

Ishihara Y., et al. : Digestion. 1983 ; 27 (1) : 29-35 (PMID : 6136443)

Echizen H. and Ishizaki T. : Clin. Pharmacokinet. 1991 ; 21 (3) : 178-194 (PMID : 1764869)
T ARF N : Today's Therapy. 1994 ; 18 (2) : 42-45

Lim S. G, et al. : Aliment. Pharmacol. Ther. 1993 ; 7 : 317-321 (PMID : 8117350)
FENERE - ELA A LRER
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2. TOHOSEH
RUERR L
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XI. &84

1. ELESETORFTRE
AN B T D406

R, HEROHEZLUTO LB THY | HETORGIRIL L ITRR D,

BRE X TSN R

MIELR O &=

O EEyHbE Hif GEEMES. AR LR
B HIMERRICE D)

OZollinger-Ellison Jif {E##

OREA ML R (FIFRICETERELEL TS
KFM, EHIREEZ LB L T 2 M RFE - 596
HOME - Zligas A4 - INEPEEME) 1Tk D B
THARAE H i o> il

OSBRI 3K

(R R i (T ErETES, e b L RA{E
B HifrEE &2k %), Zollinger-EllisonJE R,
REEZ ML A (FINZRICETERZLEL T 5K
Fifr, EPIRRE L LI L T DM AE EE - B
%5« Ll R4 - INEEFAEVE) 1T X 5 BEWIRE
H 1 D)

WE L RACIE T 7 EF V& LC1E20mg% 1
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INDICATIONS AND USAGE

Famotidine Injection, supplied as a concentrated solution for intravenous injection, is intended for

intravenous use only. Famotidine Injection is indicated in some hospitalized patients with

pathological hypersecretory conditions or intractable ulcers, or as an alternative to the oral dosage

forms for short term use in patients who are unable to take oral medication for the following

conditions:

1.Short term treatment of active duodenal ulcer. Most adult patients heal within 4 weeks; there is

rarely reason to use famotidine at full dosage for longer than 6 to 8 weeks. Studies have not

assessed the safety of famotidine in uncomplicated active duodenal ulcer for periods of more than

eight weeks.

2.Maintenance therapy for duodenal ulcer patients at reduced dosage after healing of an active

ulcer. Controlled studies in adults have not extended beyond one year.

3.Short term treatment of active benign gastric ulcer. Most adult patients heal within 6 weeks.

Studies have not assessed the safety or efficacy of famotidine in uncomplicated active benign

gastric ulcer for periods of more than 8 weeks.
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4.Short term treatment of gastroesophageal reflux disease (GERD). Famotidine is indicated for
short term treatment of patients with symptoms of GERD.

Famotidine is also indicated for the short term treatment of esophagitis due to GERD including
erosive or ulcerative disease diagnosed by endoscopy.

5.Treatment of pathological hypersecretory conditions (e.g., Zollinger-Ellison Syndrome, multiple
endocrine adenomas).

DOSAGE AND ADMINISTRATION

In some hospitalized patients with pathological hypersecretory conditions or intractable ulcers, or
in patients who are unable to take oral medication, Famotidine Injection may be administered until
oral therapy can be instituted.

The recommended dosage for Famotidine Injection in adult patients is 20 mg intravenously q 12 h.

The doses and regimen for parenteral administration in patients with GERD have not been
established.

Dosage for Pediatric Patients < 1 Year of Age Gastroesophageal Reflux Disease (GERD)

The studies described in PRECAUTIONS, PEDIATRIC PATIENTS < 1 YEAR OF AGE suggest the
following starting doses in pediatric patients < 1 year of age: Gastroesophageal Reflux Disease
(GERD) — 0.5 mg/kg/dose of famotidine oral suspension for the treatment of GERD for up to 8 weeks
once daily in patients < 3 months of age and 0.5 mg/kg/dose twice daily in patients 3 months to <1
year of age. Patients should also be receiving conservative measures (e.g., thickened feedings). The
use of intravenous famotidine in pediatric patients < 1 year of age with GERD has not been
adequately studied.

Dosage for Pediatric Patients 1 to 16 Years of Age

The studies described in PRECAUTIONS, PEDIATRIC PATIENTS 1 TO 16 YEARS OF AGE
suggest that the starting dose in pediatric patients 1 to 16 years of age is 0.25 mg/kg intravenously
(injected over a period of not less than two minutes or as a 15-minute infusion) q 12 h up to 40
mg/day.

While published uncontrolled clinical studies suggest effectiveness of famotidine in the treatment of
peptic ulcer, data in pediatric patients are insufficient to establish percent response with dose and
duration of therapy. Therefore, treatment duration (initially based on adult duration
recommendations) and dose should be individualized based on clinical response and/or gastric pH
determination and endoscopy. Published uncontrolled studies in pediatric patients 1 to 16 years of
age have demonstrated gastric acid suppression with doses up to 0.5 mg/kg intravenously q 12 h.

Dosage Adjustments for Patients with Moderate or Severe Renal Insufficiency

In adult patients with moderate (creatinine clearance < 50 mL/min) or severe (creatinine clearance
< 10 mL/min) renal insufficiency, the elimination half-life of famotidine is increased. For patients
with severe renal insufficiency, it may exceed 20 hours, reaching approximately 24 hours in anuric
patients. Since CNS adverse effects have been reported in patients with moderate and severe renal
insufficiency, to avoid excess accumulation of the drug in patients with moderate or severe renal
insufficiency, the dose of Famotidine Injection may be reduced to half the dose, or the dosing
interval may be prolonged to 36 to 48 hours as indicated by the patient’s clinical response.

Based on the comparison of pharmacokinetic parameters for famotidine in adults and pediatric
patients, dosage adjustment in pediatric patients with moderate or severe renal insufficiency
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should be considered.

Pathological Hypersecretory Conditions (e.g., Zollinger-Ellison Syndrome, Multiple Endocrine
Adenomas)

The dosage of famotidine in patients with pathological hypersecretory conditions varies with the
individual patient. The recommended adult intravenous dose 1s 20 mg q 12 h. Doses should be
adjusted to individual patient needs and should continue as long as clinically indicated. In some
patients, a higher starting dose may be required. Oral doses up to 160 mg q 6 h have been
administered to some adult patients with severe Zollinger-Ellison Syndrome.

To prepare intravenous solutions, aseptically dilute 2 mL of Famotidine Injection (solution
containing 10 mg/mL) with Sodium Chloride Injection 0.9% or other compatible intravenous
solution to a total volume of either 5 mL or 10 mL and inject over a period of not less than 2
minutes.

To prepare intravenous infusion solutions, aseptically dilute 2 mL of Famotidine Injection with 100
mL of Dextrose 5% or other compatible solution, and infuse over a 15 to 30 minute period.

Concomitant Use of Antacids
Antacids may be given orally concomitantly if needed.

Stability
Parenteral drug products should be inspected visually for particulate matter and discoloration prior
to administration whenever solution and container permit.

When added to or diluted with most commonly used intravenous solutions, e.g., Water for Injection,
Sodium Chloride Injection 0.9%, Dextrose Injection 5% and 10% or Lactated Ringer’s Injection,
diluted Famotidine Injection is physically and chemically stable (i.e., maintains at least 90% of
initial potency) for 7 days at room temperature.

When added to or diluted with Sodium Bicarbonate Injection 5%, Famotidine Injection at a
concentration of 0.2 mg/mL (the recommended concentration of famotidine intravenous infusion
solutions) is physically and chemically stable (i.e., maintains at least 90% of initial potency) for 7
days at room temperature. However, a precipitate may form at higher concentrations of Famotidine

Injection (> 0.2 mg/mL) in Sodium Bicarbonate Injection 5%.

2. BB T LBREXIEFER
ERICET SBIMER (A —R S UTHE)
AT DM EOEBEOHDOFHE A—A NF U TS ITRR D,
(VI 6. ¥pEDE a2 AT HEECEAT LHEE] OHESR)
Drug Name Category
F—A N7 VT DGHH famotidine B1
(2021 4F 4 H#5R)

ZE RO
F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)
Category B1 :
Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fetus having been observed.

Studies in animals have not shown evidence of an increased occurrence of fetal damage.
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