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2. B2 (ROEBECIFEBSULEBVLTE)

2.1 BEEPAHM. FhH. SR (RkgERO 7 M - TR,
HEEREICL N 0hs8RE [HOAHETLIEZN
DB 5]

2.2 FHIOEAI T VBB OBHERED 5 5 8%

2.3 MR SUSEIR L C WA ATREE D & 2 &tk [9.5.15H8]

3. #8R% - 1K

3.1 #8R%

IR 7 % ) IEY 2 v EiEEERA12800
INA 7L

B D | barREFT2U Y 7IL7 7 GBETHEZ)ELT
12,800U%

. IVAY )%

w oAl b?»ﬁ:yﬁéé@ing%%m

KEIDBENEDITH S Ay REF2Y Y LT 7 (CBETFHHME
) EETHETF v A = — AN LAY —JIEMIE, 7 Mg (=
21—V —=FVREXEIF—ANSUTE), b YREFT2Y YV
TILT 7 IIRAE) 7u—FAFERERALTWS,

a) EyEESRMEEREFR SR T 7 —<®WIcTH—bsh

e B 2 A
3.2 BEIOMR
W% A AT Y SR 12800
A TR

pH 6.8~7.39

a1 qa)

LR (E@ﬁé%ﬁﬁ?é&)
R OB IR, RS ERNAl

a) AEINA 7IVIC BRAEFEAER2MLZ N BE L 5e

4. BHEE - IR
NFEMEMEAMMREREEE (DIC)

5. 2Bk - DRICEHET B:FE

5.1 RENX. BEPERWICDICOREICH B Z & 2HER LG
AICROEAT S &,

5.2 EREEEICNT 2 BIBHIAEES AT, DICZEE S B/
ELTHFHROUEPHFT TS HVEZFICE, FHlE LTHEA
RS LEnwI &,

5.3 [GEMESEEIEE. BRYYED 2 WIXEE] DS 2 ERE S
T ADICEEZFIIODVWTI, RAIOBEGFERIZDR L, BREX
OREMITHELL TV, [9.3.2, 9.5.2, 9.7.1%]

6. A% -RAE
EHRAICIE b AREF 2> 777 & LTIHIE380U kg
EHI3053 700 CEEEET 5o 4B, RIS CEERET 5.

7. L - AEICEET 3=

7.1 REIOERRS R CHERBEREICBWT, THEMU oS
BRI AR ZTHED ERS L& oA R ORE
TEIZHESL L TR W0 RFIOMEAICH 72 > Tid, EFEERORE,

HBE I 2 RO AR B N OVR PR REIR S8 0> & I PR ML 8 [ U R B8 1
HBPEPERETHN L ECREHMEZIEL., BRE
BEEZRGT D ENBEVEITRETH L.

7.2 HELBREREOH 2 EEICIE. BEOERIISL, HE
130U/kgiciB@ L TRET 22 &, RFNREL LTEEL 5B
Mz, AAII30U/kgld. DICEE 2R E UK (H
BERERR) B THEIEIPROSNIHETH S, 8.2,
9.2.1, 16.6.12H]

8. EEREXNER

8.1 RENDFEHICH 72> Tid. HIMFERDOBIE - BIMFHRE%
3TV RENC K B EE 2 5N 5 HEMABROFR - #HEH A
SNBAICRFS2HIET 5T &, [9.1.1-9.1.5, 11.1.18H]

8.2 AAIMEHICHELBERERSIZO oNIBEE, ROk
ICERTAHI L,

- EHELBHREREICHEVHIEROFER - HEIAL SN2
alidksrzhikda L,

- AFIREIC K O EENRRD & NIZBEITIE. VIR BEE -
AR~ —h—. HIUERICER L2265, REIZ130U/kgIC
BEITHIEEEERT LI L, [7.22]

c REE B K B ENEDSFHETE TWARWEAIZIE, o3k
FICEET A EMEIT A &, AHN30U/kgr EERE
HERERRE B IS L RBRIE D 20,

8.3 Mo MK EEFHEARIT. B - BEEIREE D 5 W IZEHESR R
HLOMAICKD . SRIERAICMEA A U, M0 EBIC X DR
BICEST-EOMENH D, TOLDRIBEIAKAZFHT 5
LEICE. BEOMBREOBBEXROERE+SBIEL. BE
BHONTIGHR G 2PIEL, BYZLEBEZITH 2 &,

8.4 ARIEHEFITHY., Yav I, TFI4TFT—FNH5
DNDAREMD D 2 DT, BEZ 3TV TS DERDH
SONIHRICTES ICEEEZFIEL., BYZAEEITS 2 &,

8.5 DICOFFEICIIMAIOFER LS EER L. AFOBEKEIX.,
WE LB ERMEZ LE S RSN BBEICORIT
Z &, Fo ARIZERET 5. BIEROEE, &
MAEEDNZEE, 7 LILF—EREFIIOVTEREL BRI S &,
AEIFEEG ORI AMERVCREEIIHELISNTY
TV, Fiz, RFNHT 2FUESHET 22 &0 5,

9. BHEDERZFIBZEEICHTIIE

9.1 GHE - BEBEEDHZEE

9.1.1 BEFELAIICKMEREE CEEANHM. MEES) OBIE
DNHZEE
Him., HmMEE2EC L-5E, BEELERZ-E58
ZFNBDH 5. [8.12M]

9.1.2 2MRIEREREAIMRI BEFER &5 DICERIE U LEE
—BICEELHINEEERORERISEN EPHREShTL
%, [8.131H]

9.1.3 BIM"E CHRIBMEMERENN 00,000/ L ZHBZ B EE
leukostasiszHH 9 2HENE V2. MEEEES coHMm
WHEFRTH2BENTH 5, [8.1%]]




9.1.4 PIFHRRDFMIXIFIHSEZBDZVESE
HiZEET 2 H 2. [8.12H]

9.1.5 MM/IMR#%50,000/ u LLATFDEE. RIMNFHREICS VTR
BROBEREEHEIRONDEE
B R RERIC B W RFI SRR O 5 HIC /MRE D
50,000/ u LA R & 72 - 7- & Tlx. 50,000/ uLZ#B 2 5 EBHIC
HRHMEEBRORERISED 57z, £z, —MRICEIMZT
BEICBWTRERPBEICEEL LTV 2 RETIX. Hilo
YRAZIEEL 5D, [8.180]

9.1.6 ’OF 4 VCEENBEEICETLUTLSOEEMENENES
IHERBR O AR SR, IR ESRmBREEIC a1 CEE
ZEEL. 0% TOBKMETH Y. »ODICOWE NS A S5 N7%
WIBRITES P ICFI TORBICTIVE A L, TuTA Y
CORENHRHERALT (10%F) IEFLBETEIEDD
BWLABENDDH S, HBIMEERRABRICBWT, Tur~ Y CE
EA10% L FIE R Lz BEMIT VT AR 5%DICY 5
JEBER T H - 72,

9.2 BikEEEEERE

9.2.1 ERLEREEEDHZEE
[7.2, 16.6.1%]

9.3 FH&EEREEERE

9.3.1 ERFITREEEEDH2EE
— I RERESEEOEE TCI2EREBIIENLLE V.
[16.6.2%08]

9.3.2 BIERFRZEHEE L T 2DICEE
R LoBERESEEEE LE 2 SN 25/ICOAES
T5Z L, [5.320]

9.5 Hiw

9.5.1 HRXIFFIRL TV 3 OIEEEDH B4
BELEVWI L, BYERTRERSICED., Broolm (5
vk BV BEIOET (S b)) RUKREOFELE (FL)
BHESN TV , [2.38H]

9.5.2 ElF (ERREFEODICES)

W LoBERESEREEE LE 2 SN 25/ICOAESE
T, RHMZMESERICIE. FTHRERIATDLBE
DOHBEET B L, [5.3508]

9.6 F3.Im
HWELOERERVOCBARBEOGREZEE L. HALOMEEX
Bk EBRET s L. Ty MCEIRNIRS L - EBTIlitd
ANOBITFREShTWVEY

9.7 INR

9.7.1 FHAERICIE, B LOAREDIEREE LES EHEsh
DEBRICOHREET B L, [5.381]

9.7.2 NEZE AR E Uiz BERRBRITFEM L TV,

9.8 &

9.8.1 BEDOREZBR L AN SEEICKSET S &, KA.
FELTEE,OHRtSN D, —RICBHEES D& HEKRENE
TLTW5, [16.6.32]

9.8.2 HIDfEEMELIEE 2 BZNLDH 5, HIMHEKRBRICH
WCHEEREOHMOBIERAREENE.5% (59F1H54]) T
572D L. EileETI17.5% G7HIH106]) TH - 7.
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1. B8R

ROBWERNHSDONBZENHZHDT, BEZTIIATV. BHE
RO LNTFEIIREG 2T 574 SEY)LLEZITS 2 &,
1.1 EXBEIER

11.1.1 Hi

SHEP I (BEEEREA) it (0.9%) . IHALE i (SHEEARNER)
FOHEELHNMAHS5DNE I ENHHDT, BIESHSNT:
BEICIEGZIEICLIVER L. BE52HET 2%, HY %A

H Mg A A R %
BENDDH %,

H MR AR 9 5
BENFDH %

WMEZ1T>Z &, [8.15H]
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51) sk 7
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W, RUCE
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13. BERS
WO CBERE LGEICR, 20RoBESzHRIEL, HIMHE
MOEEBETFICBEZTV. BROEOEHIOERT 5. KH
OFREEER Z FH 9 2FA IS N TV,

14. EREDIFE

14.1 EFFAREFOER

14.1.1 FEEHROFELE © 1N 7L (12,800U) M0 2mLo HF
ABRAIERYIEHR 7 MU REESHR (5%) THEMET 5. OB
Wb BEDREICHDLE THERE &V E—OBEAFRLI00ML
ICHRL. REEET 2.

14.1.2 TLEIEZDO—FPNA T IVRIIHRET 22 ENH 5D
T FIAF v Ut (HEE) 3ERALAZW &,

14.1.3 BRBIEESPICHERT A2 &,

14.2 ERIESROER

14.2.1 85K SMEEICORMERT S &,

14.2.2 #5338 K309 CRMEIET S 2 &,

16. EYIEHRE

16.1 MOvEE

16.1.1 BERRREA
R A BHICAAIT, 90U/ A (0.3mg/N\) %2E D T
TEEY L, MO ra sy REF2Y Y 7T 73
BT #%ICCmaxiZiE U Z 0% TIHER U7z (Trao k4R
Ti2eI20050) 1V o BYIEERN/ST X —F 2D TFIRT .

£ OBERABEICIYRETFT2Y Y TILT 7 E2EBEEELE
L ZORYEERNIST A =4

YRR ST A — 5
(48> P fiE + IE R )
B5R Cmax AUCY Ti2a Tiag CLtot
(ng/mL) | (ng-hr/mL) (hr) (hr) | (mL/hr/kg)
1,900U 121.75£5.16 3030.89£291.62 | 3.97+1.96 |20.48£2.22| 1.52£0.25
(0.3mg)
a) K0~ HER KO fE
16.1.2 DICEE

BRI TR ORSH,. |HERGKR T, 6HE®RS
KT RU6HB®RS®R24KHE (THE) OmEhiREzHE
Lz & s, HMEEHREIHRIRFNLEMS 45 heH B
ERTRICREREICELZR, 6HBRER24ARBTETL
72 BEHOMPBHIREZLTIORT . B, bOYKRET
2y P77 OBRBICHEEZRD s NG o7

2500

—e— 380/kg (0. 006mg/kg)
g}% —o— 380U/kg (0. 06mg/kg)
i L
o 1500
S
ng 1000 +
7
mL
T 500
O L i
®h5a1 1HH 6 HH 7HH
w5% 5%
KR (H)
DICE#H TOER R D MEEHIEE
(CEH9fE £ fEH¥FZE, n=27-40 1H1E305EIRARS)
16.3 10

16.3.1 MIRFEEHES
Sy MIP-ba Y ARETFT2Y Y TLUT 7 E2EIRNZRS LB
T HRN 1 VAT AR 3 258 - E/Aw hedl /i AR S P SV E R
LA, WThOREBIMFEFICIE. RELEER CIEHAIEIC
DHRETREY = P Shi-2&»5, baYyRETFT2VY 7
L7 7 IRMIEEAE EOREEIZIZEAE VLD EEZ SNZY

16.3.2 #E@AD
Sy MIP-bRYARETFT2Y Y TLT 7 EBERNEERS L
B OISR E M TR b E < . B, B
ZOMBIIVITN D MIFFEE D21 %R T, MEBITHEIE
Podz. MERBATHEBE L BIE L WT N OREE S MERFEFT
RIZ5.3BLUTTH > 720 HEZWTNOMBE D M4E &3 ITFREE
DOEEZRLIZZENS, BREEERD NP7

16.4 {35
BEERABMEIC O Y RET2Y Y 77 7 2BIRNES L7
HEEICBW T, BER TR E TCORPIC, G LIZED
54~74% D ra Y REF 2 777 (ELISAICTHE) »°
EINS =2 &6, BIRRES SNz ey RET2) Y 7
L7 7 IEZDZLPREZZIIT . RE(ED F FRPICHEM
ShabntEZSNREZY ,

16.5 HEt
R ABEIC oY REF2Y Y 77 71,300U/A(0.2mg/
A) 220 CIHIEBEBERESHEIEY Lo L 2 A, mi
B 5480 £ TICRIRSRDT3.6% SRAFICHEt S hzY

16.6 HENERZFTIDEE

16.6.1 BiEEEEEERE
SRR EERRBRICB W T, BHEEREL S DICEZICA
#I380U/kg (0.06mg/kg) &5\ 1%130U/kg (0.02mg/kg) %
1H1[EI3053 721 COH R st L & 2 ofE 5% T7—4%
(£, K) Z2DTFIRTY o [7.2, 9.2.128]

= BEREEEEZESDICEZIC Y RETLYY TLI77 %
BT U7z & S OFEYEER ST A -5 (R S5R)

B4R RIS A5 (PYELEERR)
B58 o (mL/ ,)%/Jwﬁj: n? | Cmax | AUGCHx T CLtot
I (ng/mL) | (ng-hr/mL) | (hr) | (mL/hr/kg)
380U/k; 60.5~97.4
g(){)ﬁ 7.4 10 (0)| 807£160 |11,100£1,700|16.2£3.52|3.56£0.697
35.3~55.1
30< <60 79 6 (2)] 987294 | 14,303,010 22.0£2.93| 2.29+0.515
13.6~23.2
10 <30 181 6 (2) |1,110£460 | 14,400£4,480 |16.8£2.03| 2.76£0.731
0~9.9
<10 56 9 (8)| 828£156 [12,900£2,910(27.3£12.0{2.39£0.988




ERERN (5~ (THELRE
L p— BRSNS T2 -5 (PYELEERE)
HE58 Car (il ,)Ei/J‘~Eij( n? Cmax AUCru Tin CLtot
I g (ng/mL) | (ng-hr/mL) | () | (mL/hr/kg)
130U/kg |60< 2.3 1] 21 2,910 14 4.85
30< <60 - 0 - - - -
11.7~26.9
10 <30 05 3(1) | 390£95.0 | 5,58041,000 |19.9+4.25| 2.16£0.605
0.4~5.4
<10 33 4 (4) | 287+41.6 | 4,580£847 |23.0%5.72| 2.400.720
a) ¢ () PURHGERY MRS B BT FEHERE G4
1500 | 380U, kgt 5HE
2245 Cer (nL/min) 60< n=10
777777 F245H Cer (mL/min) 30< <60  n=6
[fll — - — - FE24FEH Cer (nL/min) 10< <30 n=6
i \ — — — FEI24FERI Cer (nL/min) <10 n=9
i 10009 A
i
3
ng
> 1
@; 500 A
0 T T T T T
5 10 15 20 25

B G- R (hr)

B RRERE 2 £ S DICEE T oM HMEE ORERHERS

(CFHE+HREERZE)

16.6.2 FFikaEESEE

JFRERERFICB VLTI,

forKRETFT2UY T

77 DHEBICEILIZED SNEP -2 o [9.3.12]
16.6.3 HpE
65U LoBERE T, EERELHBELTC Y RE
T2y FLIT7DI)T TV AREIENICER S
BT (16%FEE) BHRonD, RESEMEZLEET
HIEEOLDTREVWEEZL6NEY , [9.8.131F]
16.7 EYMEEIER
B A RRBICBLWTHARDOE D > 72 (15%5L
L) #H (77EFYY. JEEIR, LI FV )L,
TaTY) ) —I)VE) IIOWTENSOMAHICKS ra Y
RET2Y Y TIVT 7 OERANDHE L 1T LI FER,
WIS PO YARET2Y Y LT 7 OBEICIIHE
BRWZ EPHEREI NS,

F) AHOKRS NI - ARG E%. Ak, bar
AREF2Y Y 777 & LUTIHIEZE0U/kg% #3053 213 T i
WEET 5. &8, RIS CHEERRET 5.] THS.

17. BRPRERAE
17.1 BIMERULLEICEET 55
17.1.1 EINEE MAEEER

T M AR EEEE - BYWE 2 AR E &9 2DICEE 23t
S, AEl (1H1EI380U/kg) XiIxfHEEE & LTV
VIV LROHERS L ZEEMmEERRICB T
BB OO EIZROEB Y THBY
(1) #5mmB7THE (UEFIEEE) ODICHERRIX, &
MBS I Tl AAIRE65.6% (42/64651) . ~ %) B
45.9% (28/614) . ERYLRE TITAHIEE66.7% (32/48()
A1) VEE54.9% (28/5161) TdH > 7z, MM EMEIEE
BYEREE UTHE LA OBR. RFIBEA
I8 VEHCB T ADICEERROZO SHEEM (95% 51
XMHE) 1316.2% (3.3%~29.1%) TH -7z, FE95%
BHRFEIZIELHIRA —5% % LE>TH D . KA
DICHEEBIZh RS~ icxt LIES T H 5 2 & A EGE
Shiz,
(2) HIMEEROFZBIZB LT, RFFEIA/SY VB L
BN Tz (p=0.0271). [FIRICAFIRE O HIMTERIER
RIIANY) VHEEELTEDP -2,

(3) BEIMFEAREMMANIC AZZBEITBVTH, TAT,
D-%1~v—. PAI-IOKIEE T, BEKERE ZRIET
BHANOEALRTCARBETIIAN) VBB LT
DB ENTRBRENT,

(4) AFIBOHMICHEET 2EEHEROKEHK (THH)
1343.1% (50/116f1) TH Y. ~ISY Y EETD56.5%
(65/11501) L HBLTEMD -7z (p=0.0487). F7=.
HIMIcEE T 2 EELAAEEHERORKER (THH) 1.
KEIBET6.0% (7/11661). ~ %) »EET11.3% (13/115
Bl) THotz. ARBOHIMICHEET 2EELAEHR
3. BREHI. W, SGEHIm. R, i, X Lo,
Mg, AgHmTdH - 7.

(5) AFIBORIERFEHER (14HH) 1323.3% (27/116/1)
THotz. EREERIEAT — T VEEIRALING.0%
(7/116 #). MIEAST EHF6.0% (7/116f1). IMIEALT L
55.2% (6/116f) TH-7z0

17.2 BHERRGTILAESE

17.2.1 BHERRFSEERPREABR
Bz ERRE L T 5DICEE 2 0tgIc, A& (1H
1[E1380U/kg) Z#5 U7z JEEHIEnt IR LS IR 72 14 i R
HERICHB T B 101FOBEOEIZ. ROEBVTH 5,
8. KFOBSHEIZAMZEAEL L. HREI4HM
OEEETTREE Uiz, HEHMONFIE. 1~6HMA38
Bl 7T~14HRED63HTH - 7219

(1) DICHER: - FEBER A FHI AT BE T d o 7297HIC BV T
BSRGEHBTHE (Udhikr) ODICHEERHRIF28.9%
(28797651, 95%fEHEX[E20.1~39.0%). HE5&THE
H (XiEH kR oDICHERRHIE34.0% (33/97#l. 95
WBASHAXR24.7~44.3%) TH o7z

(2) HIcBEET 2 EEHROFHERIT, HE5HHBRTH
& T1348.5% (49/10141) . #5MK%ISHE L TIX
70.3% (71/10161) TH -7z

(3) BWERFEBRIZ B E5MB%RTHE £ TT13.9% (14/101
Bl). #ERKBRISHE X TT2.8% (21/10161) T
>7z. ERBEWERIZ. MER5.9% (6/10141). #IfM3.0%
(3/10141). ALPHEf13.0% (3/10141) T&H -7,

18. EEXNEFIR

18.1 {EFAR
AENZ. vEYEVICEBTOT A Y COEELZ R
5, ERLEERIETOT 1 > Cld. mHLEVRT
FOEEESEMR -2 AE LT A2 Lick-Thar e
YOEREMHEIL., MEEEROEELEZHEET 5, &
Al bor ey OEREEERICE DL FIEEER
12k 0. DICOFEZINET 5,

18.2 FOF 1 Y CGEMLIBEER
rarericksrlurA YCiENELEZRELZ (Un
vitro) '

18.3 MOV EVEREEER

18.3.1 e FEEFMEEICBWT, HBRTFTHFESINSE
HALEVRFRO 0 by Er—YiEHzHEEL, b
gy roLEMH Lz (n vitro) ¥ .

18.3.2 7usA >C. 7usA vSXE7>rFruarey
EHEAET LA MIEICBWT, HBRTFTHEHRS
7 btuarr—viEkEEELRE (Gn vitro) 7 .

18.4 +OYEYOREIEMHEICK T SPEE/ER
b NEEIMBICB IS b0 BEBBEZEE L
(in vitro) ' .

18.5 [MiERYREZER

18.5.1 & FMIVMRIZBWT R Y EVIC KB BERIEE
HELRZ (n vitro) ' .

18.5.2 HEEOBRERZEE Lz (n vitro) ¥ .



18.6 KERMIDICEFILICH T B1EMA

18.6.1 MME TFHEHDICET I (T v b, HL) IZBWT,
BRI AR E 2 e L0

18.6.2 TV R hF Y VHFHEDICETIL(SY M) IZBWT,
BIMENREEEZE LY

18.6.3 7 F tu b VEREE RS E MR
DICEFIL (5v b)) IZBWT., BRIMZEREEZ E
L%

18.6.4 #MBHETFFHFEDICET I (Fv ) IZBWVWT, H
M OER ZH L7z®

18.6.5 TV FhF T UHEHKDICETIL (Fv b)) IZBW
T REWET A S H A > OERKEOEESREEDFRE 2
L. EFEREHELLY

19. BAESICRET BIE(LEHAR

—ff% : bOYARETLY Y AT 7 (BIETHEL)
(JAN)

K H:ebhraryrRET2) VDI-48EEHOT I
BHEEZI—-RIHDNAOEBICED, Fv 1
Z—ANLRY — YIRS TR & N 5 498ME D
7 3 ) EEFRE (CaoHasrNenOrnsSso 3 7315 -
52,124.58) » 522Ky 08 (GFE K
64,000)

20. B4RV EDER
HAFERREMR ILEYE L TIREFT B Z o

22, @&
N 7Ly 1031 7 )L

23. EEXR

) Niimi S.et al. : Biologicals.2002;30(1),69-76
) EETLEM © BEIE L YEE 2007;35(12),1173-1199
) EETLEM I LR 2007;35(12),1211-1226
)
)

AW N =

AR HH it © BEFE &R 2007;35(12),1201-1209

FENER} © AT-908DARNEEHRER() T v M

B 254, REL BB (20084E1 H25H #&FR.

CTD2.6.4.4)

6) HHNERH: ART-123&~%) Y OAPTTIEEERIC
B 2T ERYME EAER O %81 (200851 H25H
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