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Radioactivity concentrations in blood, plasma, and brain after intraperitoneal

administration of [‘4C]P092 maleate to male mice at 10 mg/kg as free base..........

Radioactivity concentration of [MC]POQZ maleate in dosing formulation ..............

Radioactivity concentrations in blood, plasma, and brain 1 h after
intraperitoneal administration of [MC]P092 maleate to male mice at 10 mg/kg
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Radioactivity concentrations in blood, plasma, and brain 24 h after
intraperitoneal administration of [] 4C}PO92 maleate to male mice at 10 mg/kg
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Radioactivity concentrations in blood, plasma, and brain 168 h after
intraperitoneal administration of [MC]P092 maleate to male mice at 10 mg/kg
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Radioactivity concentrations in blood, plasma, and brain 336 h after
intraperitoneal administration of [**CJP092 maleate to male mice at 10 mg/kg
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5. EH
[MCIP092 « = L VEE B e~ 7 RIZ 10 mg/kg (7 VU —{AHE) o AR CHEEENES
L7z & & O iEO MR, MR OB FIREIC DOV CTHANCHE L.

ik, R OB AR REIRE IR 5% 1 ReICR®EEZ TR L, 0%, BIFMICED Lz,
BE1 1, 24, 168 RTN336 BFRICIWT, ME P A ERE X FN-E 1 1558.0, 570.6, 56.3
KV 155ngeq/mL TH Y, BEFAHEEREIXEN 21 2306, 1812, 752 K U53.8 ngeq./g
THofo. PG RERE XM P R E I TRRIZED L, 5% 1, 24, 168
TR 336 BRI BT B Kp fHIZFNFH0.15, 032, 1.34 RU347 Thoto. £7-, Mg
SPREIREE b M AT A BEIR B I~ TR I L Te.
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6. MPRUAX

6.1 WHEBRMHE

6.1.1 EFRiLEY

6.1.1.1 £&¥#

[CIP092 maleate ([CIP092 + < L “/iRHT)

6.1.1.2 BEXARUVERNE

o]
0] * 0 OH
H H 5
0 M0 IR IE

6.1.1.3 #NFE
736.70 (at this specific activity)

6.1.1.4 0OvwrEE
K0348-02

6.1.1.5 (bRt

99.5% (HPLC ¥, 2014 4 12 A 26 BE, Certificate of Analysis, Curachem)

6.1.1.6  HEiK5TEE

58.4 mCi/mmol (2.933 MBg/mg, 7 Y —{&& LT 4.288 MBg/mg)

6.1.1.7 REHLPHHE

98.9% (HPLC 1k, 2014 4= 12 A 26 RBIE, Certificate of Analysis, Curachem)

6.1.1.8 {4k
=F ) — VIR

6.1.1.9 EtEEERE

5 MBg/mL (BZBRMEIREE : 1.705 mg/mL, 7Y —{&& LT 1.166 mg/mL)

6.1.1.10 7)) —{KEZRH

14618 (FEIEZRATONF B 7V —{K: =LA VB =1:1.4618)

10
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6.1.1.11 &%

Curachem

6.1.1.12 RESHE

M (-80°C, FFASLEH : —60°C LIF, FERIE : ~82.1~-74.8°C), ¥, &

6.1.1.13 REBFT
W ERE BT (74)

6.1.1.14 WK LDEE
RiEATX, ~R7, TLAFREFHALL.

6.1.1.15 BRWEBRMEONE

B150047

BROWHWE L, BEET 2 EpEhEAl KL S I AT =2 BRI T

HHT L L.

6.1.2 FEFILED
6.1.21 &%
P092 « = L1 M ittE

6.1.22 0Ov &S
CMTPG-RQ

6.1.2.3 T —{kBEZHK
1.4618

6.1.24 K
HEDHE

6.1.2.5 IRtHE
ERNPNESCPN TN

6.1.2.6 BEEHE

BB GERSH : 1~10°C, FEHE : 2.0~6.5°C), i

6.1.2.7 BEBAH
WERMEIREBAT (42), (59) RO (29)

11
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6.1.2.8 HKLDEE
REAT X, <27, TLFREFH L.

6.1.2.9 RBREEERMEDINE
BROWSWE L, BEETARpERERR RXARLS I AT =X EEWFRF) <
FERTAHZE L.

6.2 K

6.21 &%
ARAER (BAKRS, KFREETIHE Lot No. K4G99)

6.3 FHEZE

Kix, BtikEbEs 25 A (Elix-UV 10, Milli-Q Advantage, A/V2) TR LZ &0 255
AKELTHWE, R, BHRUSCTHRO—ERS, RIEEEOIF%LL B0 026 H
L.

R
6.4.1 FBLIRE
1 mg/0.8576 MBg/mL (7 Y —{k& L)

6.4.2 FRAMAERUVHEE

5, DTOFRBECTRS Y BICHRTL -

PRI IERIMNERE 0 v N LTZBOBIT T CITV, FIREZR IRV IRE & 5 VW IXTHERE A D% % 5

L7,

(1) [CIP092 + = LA VI % 2.573 mL (7 Y —fK& LT3.0mg) WL, ERKIMT T
[E =7,

(2) P092 » < LA VESIRZ EFEICFEE L (17.5mg, 7V —f& LT 12.0 mg)

(3) BEZ ISmL A, AX—T—CHEELOOBEMSETZ.

(4) 022 pm 7 4 V& — (MILLEX®-GV, A/L7) TABLI-.

(5) \EHERO—E 2mL) Z4HE L, pH ZHE L T Lz (FERHE : pH4.282).

(6) FEABOBERITHE GFEM : 1~10°C) {RETCREL, RBRTHE CIoREEL
7.

6.4.3 MATEEREDRIE

BERIR R ERTHRIZ 6.9 THIZBWTHURERE 2 E L. BURRERE OFHENRE

JREED 90.0~110.0%DFFHNTH B = L W NCHIERF OLEFRE (CV) 28 5.0%UFCThd

NP [ A B el

12
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6.5 HER Y
6.5.1 BiE

A

6.5.2 EBEERROERH
P092 + ¥ L A VEBR DR EIERERICFEH S OV 2EMRETH 5.

6.5.3 Rk
Crl:CDI(ICR)

6.5.4 MEMLANL
SPF

6.5.5 BEAL
AARF v —/ A« Y o3i—

6.5.6 FEARER
9 ks

6.5.7 BAEIME
HE 30 T

6.5.8 &% - Bl

ATith, BRESZTEL, sETOr —JINE L.

BB EIC—ARIRED 6 AR RBE L TRERENRIFTHD Z L TR L.
BT B ROWESR T BICHRERES E L C, RERTROEENSARREL Y #EL,
JEFHIZ B L TWAHZ L 2R L=,

BERTHRLIESE (RGER) FTEAKELZBEL, BbEksL -,

6.5.9 BRE5FREE
10 Hfhp

6.5.10 RERTHKE
BIER TEHOEB OEERBEITEBEE £ 20%0/TH- 77,

6.5.11 B lT
BEERIZHST Lz, B, BB O — KB OV AT R ORI T I O AR B RIE D

EREY, BELEMEBIRL -
B RESIR EMARFICAE LEES) CBMES 25 L.

13
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