® 20224F9 T LR GBI, ADieA T, RER O HEAT)

Bk SR IRAT
FREIE - 34

5-HT S 2o b ARt 5]
ENETE
55 =4 kOSBRI

77t hOEEHIMg [NIG]
72+ O EFHE3Mg [NIG]

BAELmanEES
872391
i1 lmg W 3mg
AEREE [22700AMX00009|22700AMX00010
BR5EBAMA | 20074E7H 20074E7H

Ny 7 1mg/50mL | /¥ v 7 3mg/50mL

ARES | 22400AMX01344 | 22400AMX01345

ARZERALE | 20124F12/ 20124F12H

N 7 3mg/100mL
ARRES | 22400AMX00642
BRoERsA | 20084E7H

77 2% bA2SEFRE/N Y 7 1mg/50mL [NIG)
77 =+ A2 REEE/N Y 73mg/50mL [NIG]
g5t rO HiEERE/NY 73mg/100mL [NIG]

Granisetron L.V. Injection, Bag for I.V. Infusion

) EE - ESORTEICLYMEATAZ L

2. B2 (ROEBEEFEICEEBEELEVWIE)
AN B R LS BEIE OB ER O & 2 B

3. FERE - MR
3.1 #Eg

i 77 =% huyHEflmg [NIG | 77 =+ o ¥ #HE3mg [NIG)

177V (ImL) # : 177V (3mL) H :
7=t bu R 112mg | 77 =+ bo UHEEE  335mg
(F9=%tur&lLTmg [(F7=t+u>& L T3mg)

A

g 7 T CEOKRWY . SERALH, pHAREA

7=t ruar 7=+t ruar VavA=% o v g
Wi7E4 FUEEHE N 7 FUEEHE N 7 PR N 7
1mg/50mL [NIG] | 3mg/50mL [NIG] | 3mg/100mL [NIG]

13y 7 (50mL) 13y 7 (50mL) 18 7 (100mL)
SR/ At N w I IS S/ 2= N = IVZ I SR A et o N I

HResr | R 1.12mg YalkYE  3.35mg YalstE  3.35mg
(ry=ttrur |(Fy=ttrur |(ry=ttruor
L L C1.00mg) L L T3.00mg) L 1 T3mg)

13y 7 (50mL) - 1%y 27 (100mL)
AL M)A (450mg) ®. Z T URE | P
RFIY . pHAR i) WAL+ by A
(900mg) *, 7 T
KA. pHA
HijF

TR

ML F B AR 09w/ v%

3.2 HAE DMK

- - B ES AP ECIN-M VPP
ko o T T TR

W74 7;]%’%:{;121 ’ 7;;:.;;;;3; 7| RS 7 | B 7 | SRS 7

e ool | el | me/Snl | Sme/Sml | 3mg/loimL

[NIG [NIG [NIG
[ERREZIN IO
pH 50~70
RIEIL M1 (RIS S 5 1)

* 4, RHEER IR
OMBMIEEH (AT F7F %) RERUKSEIRESICHIHE
ESRER (Bd, MEH)
OMEDMLRER (Bod. MEM)

5. REERIIZIRICEIET 5FE

5.1 Kz PUEMENEGH O 5120 5 HALEAEIR CELG, M) 12
LT 2%a1d, s B, M)A U 2 PUlErEE 55
(VAT FF V5) OFGIZR) T2 L

5.2 AHI & B HIRGT b ) THALEGHEIR CEC, TR 125 L Cff
AT 28a1E, BOEG, TEHAYE U 2 4 IR FIE IR G4
IR T2 2 &,

*6. AERVCHAE

<ﬁ%§$ﬂ§%§ﬂ (PRTZF %) BECHSHERER (ED.

Mg i
BN EE, ARSIk ha sl LT40ug/kgF1IH LM
R REE T A0 B, Fis. ERICK D EERIET S
L IERDUE SN WA, 40 u g/kgZF 1EREMES-CT&
%o
N, NBICIE ST 2 ba v L C40ug/kgx1H LA
BEEET 50 B, SER. IERIC & 0 EEBET 525, IEIRA
WEINZWIEGAICIE, 40ug/kgZ 1MEENIRG- TE 5,

(RUEHEERSH M S BIESRER (B0, IEMH))
WL A7 = ho vk LCL40 u g/kg % Bk
bo B, AEEG, ERICE ) EEET 5. 72720, 1H20 5
FTET 5,

T OBERER EO. 1EH))
HE. ARSI =k hay & LT Img % 0 S E
W15, &b, il ERICE ) EEET 2, 2770, 1H
3mgEF TLT 5,

7. BERUHAEICEET 2=

(BIEIHE)

7.1 WA RRER SRR S HALEHEIRICX L CTRE T A A1 g
TRETATIC TS T 50 B mE IR R ALE R 0 HU R
454+ (TBI : Total Body Irradiation) (29 HAbZHEIRIZ
RLUTHRAT 2560, 504N ME BL L5,

* 7.2 WBEOWALEERIZS L AT 25461, BETE sl

< %%ﬁﬁ; L. i Hiio# e s 4 3 v 75352 L,

Ny T
7.3 IR ST 5,

9. RENEREHJIHBEICHT IR

9.1 BHHE - BIEEFOH 5 BE

9.1.1 Ol BIRGREEEEDOS 5EE

N 7)) (EEEERRICET 3EE)
TEBR MR 23 2 & A S.UIC B E 200, ERIEALT 28
TNDDH D,

9.1.2 HILEBBEEDEKRDSH 5 BEH
RRBGRBEZ T3I12AT) T Lo AFOBEIZ & 1 HLEEE)
DIETHRHELNDLZ LD b,

9.2 BREERERE

N 7) EERERICET 5EE)
Koy AL M) AOBEE G ) 23 <L ERATEAL S
BN DB

9.5 1TiF
EHE L ORI a2 LE S & HE S N LA IZOEG T
b 2 Eo HEARET K ARG (9 v bL 01~6.0mg/kgh
)\ BROHEEREMES (7 v b, 03~9.0mg/kg#il,
¥, 03~30mg/kgiHE) . JHEM K OERAMRST (72 b, 01~
6.0mg/kg T) OFEHEIZB VT, MEMEDEFIRE, KIALE O
FH - RIS EI R (L AL A SN o7 V2



9.6 &I\
ERELOARER OHIAREOFREE ZE L., BRI oM X
PIlEE e T2 2 L, AT O T v MUCEM# T =k ba v
W 3me/ ke RN G- L. ZLIBICHAL S E 7B RO H
(Firz2&ELHNEY) FoltskrzllELzE A, HE5GED
05%LLFCTdhorz,

%97 /33
MBHEER (X757 F2%) B5ICHI HEIERER (B,

ERt) )
9.7.1 MRMAMGER., FrAK., FLRENS L U7CHRRERILFR L
T\,

(FEHREBH IS S HERER (Boo. B . WEROBEREIR
(BED. MEnt))
972 HREZHRE LABRFBRIIFNM L T v,
9.8 =&
BE oS EBUERE L, HEIZRT 52 L.

10. HE(ER
102 HfFAEE BHAICEETSC L)
A BRRAEAR - 1 7
AR (i b= R OR
BRI e T b = T\, SRR B, S,
Y A W& F IERL T IR, R

Wy - faliE T
o b= EH R
THEBLNDH B

(SSRI) i, IAro—x 2%
tu b=y VT | BhHoblbABENLD

FLF) CHERDY A
A FAEFH] (SNRI)
MAOMER &%

1. BMERA
KOBWERD S 5 bNE I LW DDOT, BIELTHITN, R
WSRO NI E I3 HG kT 5 7% S 2 RE 2175 2
to
1.1 EXLEERA
111 Yav Py, 7F7747F%F 2 — (WIS HEARM)
Yavr, 774 7% — GRERK FEAR. SRR,
W, METE) 255 bNhd L OWEDND o
11.2 ZOOEHER

b5

0.1~2% At HHEEANH]
FEHHIAE R AR B FE NV, FE
TEBR % SR
ekl fifs, B b7 IU& TR RS
JHF fidk AST (GOT). ALT (GPT)
L AEONT AR A R
Z DA EE, EHRRIK PHEIEAL

14. BRHEDXE
14.1 ZEZFREBEOZTE
sy 9y
1411 ROBAEFIEH L2V &,
CHMEATEIR L TV 5 L SR NENSEESRO bNE & &,
c WEERDEESUIRE L TWb & &,
14.1.2 FRIIHEH L w2 &,
1413 HHOWHK VB L 20T E L THATLZ L,
14.2 EHIBREEOIFE
(F>TIV)
AH % FET DA, BIRICHRES T A2 L,
Ny )
BEOREICL AEIE L HEY BT LI L,

15. ZORDEE

15.2 FEERIREBR ICE D  [E#k

15.21 BAEM
~TARWT v M1, 5. 50mg/kg % 24E AR ¥ G- Uk HaTE &
WL 720 ~ 7 A Tld50mg/kghE D it CHHIEAA . 50mg/ kgl
DOWETIFMIBRIE DRI A Sz 720 F v hTldbmg/kg
VL EFEDIE K O50mg/kght O il T RIS O S hnas & & iz,
L2 L. lmg/kgft (R HEOBMBIZHL T S) Tk, v 7 A
T b &b FFHIIES OB EED BN b o 72,

16. EYE)EE

16.1 MiEE

16.1.1 BERANICEH T 2HE

(1) BEEFRASERSY 5
TBERANBT66IC 7=t o vt LT40u g/kg% 305500 F T
BRI ST G- U 720 IBE P B L A A T R I IR i 2 7R Ly
DR 2AI MR 2R L 72,

Erasay Cmax tef AUC vd
(1 g/kg) (ng/mL) (hr) (ng - hr/mL) (L/kg)
40 19.48 +6.05 314+120 | 6306*3654 | 3.30+1.22
mean + SD

(2) HEFRAIREY
RN F1UBINC 77 = ba v & LT40 u g/kg% 255 [ 220 F
THIRNFS- L 720 IR B35 51250 Themi iz L. L
TRANMEIZH R L 720

ERECR o Cmax tiz AUC
(ug/kg) (ng/mL) (hr) (ng - hr/mL)
40 42772233 318+ 157 64.99 = 39.60
mean = SD

16.1.2 HEAICH T IHRE (&)
Wk NNESE B (2~168%. 3661) 27—k bar kL T40
U g/kg® 3055 T THIIRIN S HE S L 720 IUSE i 3 13 s %
TERCHEMEZ R L7 (B BB ORI 27 2 720, 3 S)
B85 X — 2 i3 hfE /- R TR L)

Ep R s Cmax tie AUC vd
(ug/keg) (ng/mL) (hr) (ng - hr/mL) (L/kg)
431 563 185 1.34
40 (143-276) | (09-211) | (437-781) | (0541-271)
n=236 n=27 n=22 n=22
) gLl (/s — 0k
16.4 fXE
16.4.1 XHERA®
g

16.4.2 fUHHZIR®
79 =% b IKREAL B O A F VAL DG E 0. e
WG HRRIVOKEILTH 5,
v MFIZ7a vy — 2% HWTIT%R > 72in vitro ikBEO#EF T,
79 =+t bu yOFEERTOKEILK ON-fE 2 F VLo
13P450 (CYP3A) OBG-2MREENT W2,

16.4.3 R4
PR IE. 7-hydroxy D BRI e & RIASECTH D . N9-
desmethyl}z ’N1-desmethyl 8.8 5 1172,

16.5 HEtt

16.5.1 HEtERALS
T 7 WA I B

16.5.2 kit

(1) BEERASFERSY
R AT T66IC, 7F =t bk LT40 ug/kg% 30517
TR ST S L 72 BR o SRRl 2 MGt L 72e 2 0REHR. 75
=t MO OFEPERFRIZLTO LB ) ThHh o7,

Fif (hr) | 0~2 2~4 4~6 6~12 12~24 | 24~48

HrilER 7.6% 2.1% 1.9% 2.1% 1.8% 1.0%

(2) HEFIRAESS
BEHER AR TLLHIC 79 =4 b v & LT40 u g/kg® #9247 M2
G CHEIRNE: G- L 72 B 0481 7% £ TR 7 7 =+ b a VR
FIF1104% TdH > 720

17. ERERFAR

17.1 BEEROLRLMICET 255k

17.1.1 REMESZIFREH OMEH

(1) BRADE
TEEMRILEEERN0 K ORI 12 OB RO L B
Thhbo

PUEEEEA (FE LTV AT IFY) HHI2E DB L -E
Oy EHCAF L 79 =k ba v & LT40 ug/kg% B L 7o
LA, BWE (BMLUL) 1386.6% (71/8261) Tho7z. %
7oy PUEMEER] (L LTI RATITF V) F53050IC s T =
v hu vl LT40 u g/kg® ST EE L -G EOFRE (AR
) 1383.3% (100/120%1) T - 7=,

2 MNROBAE

— AR ERY OMEIIROEBY) TH 5D,

PUEMERESES (& LTI AT IF V) &G0/ I =tk
02k LT40 u g/ke BilEHE L2 & S A, FHahE (2 L)
1373.0% (119/163%1) TdH Y, F/z. Arh= (EH20DIN) (X
85.3% (139/163%1) Td -7z BIEMIL. GOT L&3#:. GPT.L
i%ﬁﬂ%ﬁﬁﬁ\EU»EVﬁLﬁ\%%EUﬁ%ﬁ%ﬁT
Of:o

17.1.2 HEHERE B REH OMF]

— MR EERY OMEZEIIRDEBY) TH b,

B A S RE305 T 75 =& O v & LT40 u g/ke ik
FELZE A, R (W2 L) 1354.4% (37/68%1) TH
D, F7o0 AxhE (Er2\PIAN) 1377.9% (53/6861) Td -7z,
RIER, I ™) 2T FREREE S, ) oNERE, B
R4, GOT EH. GPTEAR DY VE Al EADKZ1IGT
})O 7‘:0



18. EERpEEIE

18.1 1ER#F

18.1.1 RESZHEAEIIX T 5 HFMY
F v FUZENE Y MNEERZ HWT, SRS TZ>77
=t Mo VEEOBMEERE LA, Ik ba vy
S5-HT3Z BRI H L TIdi S TH Bz R L7225 (Ki {IE:
0.26nM). 5-HT:1 (5-HTia. 5-HTisc. 5-HTic). 5-HT2, K/%3
YDae TRLFY Y ar a0, Xy IVT7EEY, ¥ru
FMEY VBRI AT I VHIL AT Fu, kLU 6 DFEZE
iz r2HMEFTIEAEROO N2> 72 (KifE>
1000nM) o

18.1.2 5-HTEHRIR IS T 21E/A
5-HTIC & A5-HTs% Bk = /v L7z — 8\ M0k (von Bezold-
Jarlsch reflex) | ﬂTZﬁ’FﬁH EIREET v P TCHREFL/ZE T A,
7o =t o IR o RS AR EE L 72

18.2 HUEMHIEEHIE AR O IH]

18.21 ¥ X7 5 F 2 FREHOME 19
Zxlby M Ik bu MRRIEEEHEL. 155 &ICV AT T
F U 10mg/kgx it L7z 2 A, 79 =+ b VIEERIE05mg/
kglij:fﬂliﬂilﬁlifl@ﬁi&ﬁQKU‘Uliﬂi( BRI R O F B 20 IR 7)Y

O BT,

18. 2 2 VRTITFUBREMICXT BHIHERT
Tzl MIYATTIF 2 10mg/kgx #HE L.
T, 77>+t bo VIEEIE0Smg/kgx EHE L7 2 A,
Be 512308 A Il S iz,

1823 RXVIVED > ELUOKRZAT7IRNHAILELS
2339 2R
Tzl MIFNFVYNVEY Yémg/kgd 7 0K AT 7 3 F80mg
kg BET 53055 HI M 3055 #4028, 7T =+ b o rERE
0.5mg/kgx HEL 72 L 2 A, MR R 550 8 B OV I 78 4K R T
DIEENFED L7z,

18.3 H SR ARG SR FAE A DN

18.3.1 H%%ié%ﬂﬁ%ﬁ%%"@”ﬂ:ﬁ?‘61‘FFH19)

Tl My I =k ba UHEEREE EHE L. 155 I U 4
G aiTo7/2 2 A, 77 =% b o UHMER0.05mg/kgh) T
WE I [ D A 7 70 98 B ORI R ] O R R IE R SRR H
72

19. BRI ICEAY 2 EB{EFHAMEA
— MR 7T =% b o VIR
(Granisetron Hydrochloride)
1b5244 - 1-Methyl-N- (endo -9-methyl-9-azabicyclo [3.3.1] non-
3-yl) -1H-indazole-3-carboxamide hydrochloride
75130 - CisHaaN4O - HCI
ot
RIS

: 34887

A~ OB R IO B 2B R TH Do KIZET
T, AY = VIZRRBEITIZL, =¥ /=)
(95) 1M TEHIFIZ L W,

st

We % 2 U &
et i 13

FRIEH

20. IRV EDEE

Ny )
PO E 2T A 720, RinZAA TV LHE
BIE L 2 nZ &,
F 7o, BEBZIEEe RS L &

22, ‘A

(5 =+ bOEEKkImg [NIG))
ImL xX57 ~ 7

(5 =+ O EE&3mg [NIG])
3mLxX57 ¥ 7))V

(J 7=+ b2 EEEEE/N Y 7 1mg/50mL [NIG])
50mL X 5/% v &7

(=& bO2EFEET/N Y 73mg/50mL [NIG])
50mL x 1073y 7

(J7=+ b0 EiEEE/\Y J3mg/100mL [NIG])
100mL x 1023w 7

23. EEX#

SIIfHEEE T

1) Baldwin,J.A.et al. : Z&8% & AR, 1990 ; 24 : 5043-5053
2) Baldwin,J.A.et al. : 28 &2 AR, 1990 ; 24 : 5055-5069
3) HaddockRE.et al. : FE6 & BEPE. 1990 : 24 : 6821-6843
4) REAMZ, il : 7Kl:7r<. 1990 : 6 (Supplb) : 25-34
5) /UG-, B EEPRIESE. 1990 6 (Supplb) : 3-24
6) /NI Al BEPREEEE. 1990 5 6 (Supplb) : 35-47

7) R AR
20005‘157H 3HAGE
Bloomer,].C.et al.
Clarke SE.et al. :
WL, A BREPREESE. 1990 5 6 (Supplb)
= HB AW, i ERRESE. 1990 5 6 (Supplb)
WY FH 3, A : BRPREESE. 1990 5 6 (Suppl5)
/NVRFEIS N BT B PR IE S A B G- A D B
L ERARER (A NV OVIEFHE @ 20004E7 H 3 H AGE.
BHE 1)

FAARE AR, Al 0 5 HORAE. 1999 ; 12 © 437444
Blower PR. : Eur.J.Cancer. 1990 ; 26 (Suppll) :8-11
Sanger,G.].et al. : Eur.J.Pharmacol. 1989 ; 159 : 113-124
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917“7%/5%‘%%”[% X3 HVER (A N IVEGHE
200047 H 3 H A2 AEEEE AL 1)

2 By X 3 58 liﬂj: SRR (A B ) IVEESRE ¢ 2000
FTHIHAGE., HEEErEzE AL 1-1)

24. XEEKRERVBEWEDHESE

HIE THSH BEEFR— MLy 5 —
T930-8583 Bl T H6E21
TEL (0120) 517-215

FAX (076) 442-8948

SUERTTRES
26 1 REHRTET

BEIIEE T B s

Nichiko & LTI B8R 1 T BB & 21
26.2 FETT

BU DI ERE (7 A4 bV IVIESHE -

Eﬁpa EOREZEAN2 2-1)

: Br.J.Clin.Pharmacol. 1994 ; 38 : 557-566
Xenobiotica. 1994 ; 24 : 1119-1131
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