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adaptive behavior AE

WIS TEME S iR [Vineland-ILEIMTEIRE (CTHUS1E#E]  (adaptive behavior age
equivalent)

ADCC FUMKIFIEMIRE/EZE (antibody-dependent cellular cytotoxicity)

AE FESFNS (age equivalent)

BBB Mm%AxBEPS (blood-brain barrier)

CDC AR IEMIRZEE (complement-dependent cytotoxicity)

DQ 152 (developmental quotient)

DS FILYD B (dermatan sulfate)

DTI LB > VILES (diffusion tensor imaging)

FAS EXROEFEMREN (full analysis set)

Fc ®BEIOT ) DfERIEFIEE T S X > b (fragment crystallizable)

FcRn RRIBMFCZE4A (neonatal Fc receptor)

GAG 2JUaY9=_/2JUHR> (glycosaminoglycan)

hiIDS E~rXO>EE-2-2JL T 74— (human iduronate-2-sulfatase)

higG1 E ~eEoOT UGl (human immunoglobulin G1)

HS ~NINS U ERES (heparan sulfate)

hTf E~RS>XTT YU (human transferrin)

hTfR ENRSORTT YRS (human transferrin receptor 1)

IR BEEERIE (infusion reaction)

IDS A XO>E8-2- 2L T 75— (iduronate-2-sulfatase)

Kb fRBETEER (dissociation constant)

Kel SHRERETESY (elimination rate constant)

LVMI EEDAEEFE (left ventricular mass index)

M6P <> ) —X-6-U> (mannose-6-phosphate)

M6PR DFAIHERERY> ) —RX-6-1) D EZEM (cation-independent mannose-6-
phosphate receptor)

mAb T/ 20—F)UdR (monoclonal antibody)

pAb RULZO—FILIR (polyclonal antibody)

Tf r>>XTJx U (transferrin)

TfR NS> XXTTYU>RERL (transferrin receptor 1)
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HEPHIPFRYP KEFQKLYPLE NITLAPDPEV PDGLPPVAYN PWMDIRQRED 700
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25+2°C/60+5%RH. B&Ff | 11 A MgCEaE LTz

AUERIER : BIA. FESRERER. pH. MEEAER. BREME. EEF

3. ARAS DHEHRE, ERE
TEERE BRI

RIFRIVT

BEsRIE

7
RIMRIGE

fin

E



IV. ®HAIZEIdSHER

1. #Hif
() FHORH
SRR FERAMR (RESIIREA)

(2 HEDOABRUHER
BAEORX (IR (RIEFZRERE)

3) @Ha—F
EA=1922\A

4 =HElIOwmE
BEERED pH : 6.2~6.8 (5 mg/mL BEFETAK)

RBEELE (EBEIERICHISEE) 1 0.9~1.2 (5 mg/mL BEZESIHK)

(O J0) ]
EXREHR

INATILAKBEETH D,

2. SAIDOIHERK
() BRES GEERS) OSERUFEMH
BR55% X Hh—J=iEEEEA 10mg
B IREFITRT FIILD7 (BfaFElz) 12.5 mg *?
(1)\+ 77)LHh)
N0 B\ cUDA 2.0 mg
(1L 7)LH) TEEEE 187.5 mg
DN v &~ i NI LwIIV/ %1 /)] 5.34 mg
U > B7KZR T B U LOKFID 5.64 mg
RUAFSITFL> (160) RUAFSTOEL> (30) FU—)LF) 0.8125 mg
IKEAEF UL e
180E pliik==1

1) FrAZ—X)\LRY—IIEHREROCRIEENS.

E2) AEIG. ARBOEEZZEERL. UAT7ILHB/IEFITRT FPILT7 (EFHEEER) 10 mgzisiaiRes U THRERI D

HICBEFRIEEN TS,
SE3) FIEMEHIE LTS T FILE ROFS MLI> ZER.

2) EREZEORE
EZ&1972{A

Q) #E

&%= U3

3. RiTAREDEBRRUVEER

ZH U0




4. N

ZH U0

5. \BAT SREIED & 5 RHMY)
REREROBAK, DT RIBHRUBHRY)

6. RAIDEEEHTICEITLIREN

ITERAMHE200 W-h/m2L

SUBRODIESR RIFEM RIFHAR RIFHRE RS
RAEMRTFER 5+3°C. HB&FR 361 R B|EHSIR)ATIL FH&ICES U
HLEFKER 25+2°C. 60+5%RH. 61 H (JLte. FrvI[HE) | BSCESLE

=l
STEERER | JRE | 40+£2°C. BEFR 38 H FH8ICEE U
P 25+27C, EERDINATIL + R Mg(CEE U
HERSTEERE120lux - hBA L, FERDNNATIL+HIEFERE | FIBICES U

ABRIEE @ IR, HESREHER. pH. FEEER. EBEREM. NBRUMAITF. S8F

1. RARERUBERROREM

FEROBRmEESORREOER(E [VIIL 11, @A LOFE] DIRSE,

AR RIFEAM 1RTFHARS R
SEETFEIK2.4 mLTAfAR | 5+3°C. BEFR 23E/M FHE(SEE U
25+2°C. B&FR 78/ HHE(CEE U

AERIEE : BxEE. AT S8%

8. fFlE DESEL (MEIEFHEI)

ZEERIRL

9. BHit%E

ZH U0




10. &BE-8%
() EESRELRSE - QK. MR RCESRE - QFICHT 515
EZ&1972{A

2) a%
A XH—JiEEREA 10mg : 181 7)L

Q) FHEE
EZ1972{A

@ BHROHE

s - MAER 7N
INAT77)L IROTABEASK (FE)
A LFa2S5-TFI)ILIA
JUwITATFvwDT | PILZZOA RUTOEL>

1. ARt SEHE

ZH U0

12. Z0ftt

E=1972{A
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V. BRICET SEE
1. MEEXIER

LTZHEAEIIEY

<FNHEX (FFNR DL ERNL>

AFIDOIEEX (FFNR(E. ADSHEEINEBEZNRE U TCERNTREMEUEI/IMERER (JR-141-101588) MUEEII/IIA
;AR (JR-141-30158R) ORERICEDEHELZ. JR-141-101HEETE, AT 2IILRILT 77— (BFHEIER) @
@& ISTL—XREEHER6 mg « LT, BIFBREA) (CLDBRSNTVDLISHEEINBEZNRELT. K
Fl7Z1.0X(& 2.0 mg/kg/BORAETE1BE40EEFRARS UICER | BIFBREFNSAF (CYDBR R EME
FRURRFDHSEERUDSIRE (CHFEITREEEEIHSNT . AFDOEHIERCH T BN BIFERREACH S0
ZENREENZ, S50 £ETOFETHOS — bY—D—THIMERERPHS RENRD U ENS. FRIRAICHE
S URABINMACET U CEREBZNMI 2 LRk,

JR-141-301iERTE. AODSHMPENRBEZWRE LT, AFZ2.0 mg/kg/BBORAETE 1EEH52EREFF MRS U
ToHER. AFE HEBERPHSRUDSIRE (T3 U TR RUERTFHNRER T D EN RSN, BRAREIRE L TDRE
EHADRR(CHNWTHEEMB (CFREFIHRDO LT X (FHFFHERN A SNIE ENS. AE (FHREERER (CH U TED
THdEHUIZ,

Fle. BIFBREF(CXDIERENHDFBEICHSNT, MBERHSIEE (JI%SHIHET & AT 268K R U5 2B 85 53 Tk
PU. MBERDSEE (26BN US2EFRICMNT TAETIREE (FH SN DIz, BIFERERN(CXDEEENDD
FBEDIKAHSKUDSRE(CDWT(E, FRPDOVEEREE S0 TR 28 U CHREQRZEE (IHSNEN oz, UE
DFEREKD . MBERRVRADHSEERUDSEE TRENDIEFIPR(CHNT(E, BIFEREFICHSSRVIRZEZET D
CENRER S NI, U EDERREERBHFEL D ATJSHEEIR(CH L. £HER IS T DMRIZIF TR < FIRFHERIEIA
NONREREESNIZC ENS. REX (IRRZ [ LAISHEAEIR | E/ELE.

2. HRENIIHRICEET HER

5 BREXITHRICEHET HER
AR RAEIR DN E X (FETOIFENME EEXSNDBE(CH U TRSERT T &,

<FEE>

ABIOFFMARSICKD ., ADSHEINRBEDOESFIERICINZ., PARMERIERCHRMPFTET DI ENS. DEE
[FHRICEETDEEELUT, [FIRHERIEIRONE X (SETOMFHNBELEEZISNDBE(CH U TIREZIRT IS
Z&. | EEREU

3. RERURE
(1) RERUVABOMS:
BE. /NEFTRT FILT7 (BEFHEMR) EUT. 1EWAE]L kgip/=02.0 mgZiBlE. SEEHEY 3.

SR R USRS SRR (E [VIIL 11, @A _LORRE] OESE,

(2) AZEBRUVRAEORTEREE - 1B

AREBFICHITDADLHEEIE (CH T IAFORAERVAZ(E. JR-141-101585%. JR-141-301:KERK T IR-141-
BR21IGERDIER (CEDERE L.

JR-141-1015ER(CHUT. 1.0 mg/kg/iB. 2.0 mg/kg/iBBDRSEIMT. BEERMNUBEIFRORIREIS(CKRER
EUME72 <, infusion reaction (IR) RIADEIREHZZERE U CABIDIRSHRARUESETRICTDRERZTDOI L.
Fie. RECSUCEYRALBEETS T ET. 2.0 mg/kg/BETOREEN RSN, MBETRYEE (L. %5
FIREIFZIN SHI3ERIE RSETHE) (CAZICKEFEULEChaZRU. WITNOARETHEIHELUOTOT 7 1)L THEEK
Uz, Efz. 3iE#% 4EBH%RSE) OXRBIRSHICERUEVWITNOBEDOMENSEEMHIEE SN TRV &
M5, AEIZ2.0 mg/kgE TCORETEIORERS Uz L ZDBREFRVEEZ BN,
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JR-141-301ER(ICH T, 2.0 mg/kgDAFKIZ=B 1 [E5t 520 sUEERIRAIIR S UTeiER . ABIDES(CKDIRICEZS
FRIEESBRORANRDOSNTZEDOD., FEIRSERORER(EIHSNEM > ENS. BIFERER| EHEART
HAFOZEMTOT 7 A IVICKERERFIIBRVOEHIRT U,

JR-141-BR21FHERICHSUVT. 1.0 mg/kg. 2.0 mg/kgX(34.0 mg/kgZEE1EIE26E sHEEMAIRES UIciER. &l
VERDREIREIE(34.0 mg/kgiSSEE CMOESEHCEEARTE L. 1.0 mg/kghktf2.0 mg/kgi% 58 CIEEMNGRER & F
BETHOz. £z, PIRMBRERZ M I D2 DHERERTHSEBE TlE. 1.0 mg/kgi& 58 (CLEL T,
2.0 mg/kgk 4.0 mg/kgiSEF CHIEIS SN S 26 F (CNT THERRIBI N H SNz, £EERZ Tl 9 S4hIE
BICBWTE., ARIDEIFERERCESSBRUVNREZE I D ENEREINIZ.

B EDERREEMRELD. ZEECDVWTHEIANSHE(GR <. D DMNEIERTDOHSEE DR #RXRIFET
=2 52%72.0 mg/kgE¥tT L. BERURER EE. \EFIJXRT 7ILT7 (EnFHEiRZ) LT 1@
KE1 kgdpi=D2.0 mgZziB1E, EENET D, | LFELL.

4 RERUARICEET HFE

1. AERUAEICEET 53R
HEESAKTE#EL. BREERIERTHRUIZRICIKEIDI L,

infusion reaction "EIRIT BB ZNHHDIcH. FEIRSDIRE. 8 mML/EEZBZ(ICIRSERRIT L., BEDESR
B+ ICHERBSINIBE. BRAISEDTHELL, L. WTNOBREE. IB5HREE33 my/BEBI 0T &,
[1.1.1.2,.81.,82., 11.1.1, 14.1.1 &87]

<fRE>

AHNC L BEWER & U Tinfusion reaction (IR) BRI LTWD, IRBEUDURIZLEM T BHKRELT. BEOEKR
SERZE D CERL. AFOESEEXEENSHIAL. IRBPECLBVEDSICTHIERE UL SIESEER I T ik
BHADDEHRELE.

5. ERERRLEE
1) BET—2/1vy5r—o
Phase HERES POE B T2 | EYEEE ME
= AR R =
ENEEL/ 1148 JR-141-101 it ) o o ;Ei?-\ ;fi;m%ﬁ
‘ o LOBIBEIRES 140 N
BIMEIEES 141 28  EmEB(LRER
EREEI/IIME | JR-141-301 TN o o FER. SHEIAR
INTZAEREIIRLEEE 2845 Y
VO PONVT) IEER., SRt EE
EYNETIE JR-141-BR21 O O O .
- LAOZAEGEIIRIERE 2041 VERAL M TEERIERER
o : FHiER. o &EEN
(2) ERFRZEERSER
ZHEERRL
3) AERIERRER
EREL/ IR RS
HERES JR-141-101
B LATOZEFEIRBEZMNRIC. REOZE2MERUAREZ RS U IZRO MR R ERY) 8 = R

U ABID A TLABREIEL O P RHERIEIR R U BAEIR (CX T 2B =2 R T D,
HERTH > IFER. ZhRHtE $£1H . AEWERER. F£28 | |MIERLEER

HER LAOSHEEIBIESE 1441

SE1HA : 265 552HB : 1.0 mg/kg/iBi%58% 6. 2.0 mg/kg/iB%5E: 64l
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55E [551H8] #)ME(EAF0.01 mg/kg. 2EIEH(X0.1 mg/kg. 3EE(E1.0 mg/kg. =fED4EIE (L
2.0 mg/kgz. BE1ESEEFREY D. BESBFHE3RMEL. EROHBCKIDIBHMU EETEL
Jz. EERHAR(Z43EM & LTz,

[Z82HA] A#I1.0 mg/kgX(F2.0 mg/kgZziB1[O], UEFHEI D, IRSRFEIEIRFMEL. EEMDH
Br(CKD3FMU BRI & Ulz, BRI F4EM & Uz, BB, 16mEmDEEL1.0 mg/kg/iBi%
SR OfMHF. 2OMDEEFL.0 mg/kg/iBi&S5EHDU\F2.0 mg/kg/iBi%SEHCEIEREI D
\FZEITD Iz,

FHMER (B3 - EYBIRE
MIEPERE. EMERR/(SA—5

(R BERE]

HEEERNEMEE (F2HOH) . MEETA/INS O HE (HS) BERUTILNYY EE

(DS) BE (FE2HiDFH) « RBHIJUIY= TV (GAG) BE. RPHSEERUDSEE.
MEFEPHSEERUDSEE. HENRUEESE (CTARE) . Ot (DITI—87F)

[Z2]

BESR. RKRRE (MRFMEE. MRECFHRE. SREERE. RERE) . /\1FILT1>.

12558 0ER. FIAMRE (RIDSHAR. H/\EFTRT 7ILT 7Hi4K) | infusion reaction (&5
REER )

AR ABOERSNTWBEERUARIE. B8, \EFIRT FILD7 GEEFHEEIRX) &UT. 1EMAEL kgd/zD2.0 mg%
BB, SEEEETD. | THD.

FEER

<BE - RYEHRE>

- MIRPRYNRE

[55187] BBECHTDMBHEMRE L, RESMRIINSHIBEEE (SR TERLE) (S, BAECKEF UZChaZ
~U. BEETHUOENBRTOT 7L THEHLRUZ. WINDEREICHSWNTE, #¥EID0.01 mg/kgiESEF(C(F. £
RCMBRCHF (FRE NN D fE. Foo 2EBHRSUBOVWINORAECENTE. KS5MHIENSHI2485 /% (1%
ST 2185 EMEER) FTICAH MR SHEKUE.

[582H3] EMBEAETWREL CH T DEMBER/(SA-—FYETROESDTHOZ, Ko, IBEOAFIRSHI(CERER
LIEWSNDRBEDIMENSEEMREMRIESN TRV ENS, AEIZ2.0 mg/kgxTORETELL, 4ERRE
KBS U EEDEFHEEFRNEEZISND,

FEMENRE) (S A -5 [5B28]

YOGSy 318% (4EIB%5E)
1.0 mg/kg/BI% 58 2.0 mg/kg/Ei%5EF 1.0 mg/kg/Bi% 58 2.0 mg/kg/Ei%5EF
n | FEOEHEERE | n | FHOEHRERE | n | FOEHRERE | n | FHOEEERE
C
?r:;/mL) 6 | 4180.0+£2453.6 6 | 11338.3+6838.9 | 6 4071.7£1704.3 6 | 13083.3+9906.6
tmax () 6 3.558+1.147 6 3.275+0.250 6 3.478+0.808 6 3.200+0.226
AUCq+ 6 14687.9+ 6 37473.8+ 6 12857.7+ 6 39186.9+
(ng-h/mL) 10503.5 13580.8 7681.8 19294.9
ti/2 (h) 2 4.898+0.944 3 4,099+0.513 0 - 2 4,482+1.085
vd (L) 4 16.357+£7.730 5 9.272+£5.510 2 - 5 9.416+8.937
CL (L/h) 4 3.022+1.054 5 1.984+0.355 2 - 5 2.107+0.722
<BEZ=MBEME>

1) MERERPEEE
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FASZ MER(CHIEIR SRR U 3B 52 T4~ 685 & (CIRER Ui EBERP OFMRE 2 HME LIc & 23, MBREACK
D EPRENE)SAE TE AN D IZOIREMN' B D3RR ERE. LWITNDBEDFHAEIF R TEABIRE =N o 2.

2) HERERPHSRENRUDSEE

E2HIC DV TFASICBIT DR 5T EDNERRPHSREERUDSREDHBIESE (R—X51>) L3BRDOEEE
D#E. RUYEIRSROEICH T DEDEDE HEMELER) FTFROESDTHO.

BB RHSIRE (RSB (CHD DS TEEE TR U, 3BROFEERSEOME(CH T DHEMEERICDNTI(E,
1.0 mg/kg/ B # 5 8% H* —25.096+£12.862% (FHEFRERE. U TFTEK) . 2.0 mg/kg/ BE S BN
—-31.531+3.917% &>z,

—73. WERERFPDSEE (. 1.0 mg/kg/iE. 2.0 mg/kg/BEDWNITNDIESEE(CHWTELIHIT D, FEESE E R L
TIERCEMUEBERHSNI,

MNERERTHSIERE
g SaE*L 33BEE*? . X4 ViEbaped (e e
SR n * = plE*3 =
(ng/mL) (ng/mL) (ng/mL) (%)
k -1228+818.6 -25.096+12.862
1.0 mg/kg/iBi&58% | 6 | 4615+1559 3387+1046 | 0.014
[-2087, -369.3] | [-38.594, -11.598]
4 -1636+644.8 -31.531+3.917
2.0 mg/kg/B%58% | 5 | 5168+1698 3397+1057%° | 0.005
o/ka B [-2437, -835.4] | [-36.395, -26.667]

EISELIRERE [95%SFEXMH]
X1 : YIElS5EI. X2 : 3BPRIGSET4~605ME. X3 AR HEDHIURE) . X4 : 3BRIESEFIERKOEZHVNTER.
X5 :n=6

NERERTDSIERE
PRt = 33BEE*? . =X iEboped (e e
SR n * = pfE*3 =
(ng/mL) (ng/mL) (ng/mL) (%)
i -325.5+430.7 -23.586+27.715
1.0 mg/kg/iBi&58f | 6 | 1105+363.1 779.5+162.7 | 0.123
[-777.5, 126.5] [-52.670, 5.499]
n e -191.6£135.2 -18.399+12.352
2.0 mg/kg/iB%58% | 5 | 941.2+256.3 | 804.7+187.3%5 | 0.034
[-359.5, -23.68] [-33.736, -3.062]

EIEHEERE [95%EFEXHE]
X1 : YIElS5HEI. X2 3BPRIGSET4~6I5ME. X3 AR HEDHIURE) . X4 : 3BRIESEFIERKOEZHWNTER.
X5 :n=6

3) MBEFHSEEKUDSEE

E2HACDULVT1.0 mg/kg/iBl. 2.0 mg/kg/iBBDWITNDIKEEHCHWTH. IEFHSEE. DSEE & BRI =B
UTEEIEHSNRM D IE. AERSEE 4 BREROEDLEETD I5%EFEXMIE. 1.0 mg/kg/iBi% 58 TIFHS BEN
1.019 [0.7404~1.298] . DS BEMN 1.229 [0.9857~1.472] T. 2.0 mg/kg/iBI%S5ETI(IHS EEN 0.8155
[0.5669~1.064] . DS EEM 1.011 [0.8926~1.128] Th o7
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4) FRPAHSEENUDSEE. FRHAGAGERE

SE2HA(CDUVT1.0 mg/kg/iE. 2.0 mg/kg/BBDWFTNDIESEFHCHNTE, FRAHSRENUDSEE. FRHAEGAGERE D)
ITNOEEGHBRBEZEL CESEHSNEN D, YEKSKE 4 BRODEDLEEZD I5%EFEXM (.
1.0 mg/kg/IB#%58¥TI(FHS EEN'1.395 [1.018~1.772] . DSIEEN'1.737 [1.167~2.308] . GAGEEN'1.416
[1.063 ~1.768] T. 2.0 mg/kg/IB%5EF T (FHS REN'1.027 [0.7443~1.311] . DSIEREN'1.260 [0.9136~
1.607]1 . GAGIEEN'1.092 [0.7709 ~1.412] THDTz.

FR  BEERBRPIL7F_VEE CTHIEUEZRAVE.

5) FERUEEERE (CTARE)  OHE (DITI—1RE)
SE2HADFAS(CDUT1.0 mg/kg/iE, 2.0 mg/kg/BBOWVITNDESEFHCHWNTE, FEAUERESTE.  OEEEDRIREIR
BOWINEEBIH SN DT,

<zZ2%>
1) BWER - BESEROFERKA

[(5188] BWER (BREMRBMEREZSD) ORRF2HIF 1. 3HFCHSN. IHRUVERAZ1HITH DI,

[26288] BIVER (BREARGERMBEEEZST) OFRBIF1.0 mg/kg/iBiSSEFTE6HIR3HE], 4 (CHESN. Ex. THUERE
B EMEZERG/\TNMOEVBLELIBITHD. 2.0 mg/kg/iBi%5EFTE6HIR3M. 4 CHSN. REH. SMHE1
BlTdoTz.

AERICBVWTHOSNTZ LEDRIVERED S5, infusion reaction& IS N/ZBWER (FFEL. 1. ERVE. TRMRRIEUR

THholc. FUKRURTICEELLBIFERIEERSHSNT . EELREIEAIZ1.0 mg/kg/iBISSEFDEZ1HITH >z, TR
DOFIEICE S ZRWER R o Tz,

2) FRE®

FIDSHURICDWT, SBIAIRUE2H & BICARBIS SR (CHIZICRANBE LIRS BB EHSNEM o 2. FU/EFD
AT FILIT7HKRICDWTIE, FERIOYERRSIEN SISHEESEICHNI T, 1FIMNBM LR Tz, 138E. LI
KICDVWCTERERIAR R (CEREVMED_ER 28D IEBE (TR o7z,

AR ADSEENRBETE. FuMii2U E2H/(\EFTRT FILT 7HkBtE EHE L.
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() REEMEER

1) AR
ENEEIL/IIARER R ER < 10
HERES JR-141-301
B c AOZHEFEIBBREZWRIC, AEIZERIMAINS U2 TONEHRTHSEE DELE 7 IEE
EU. PIRERRAER(CH T 3MRERIET D, o, BRIEREOEESRZRER. BAM(CHT
R
AT T 77— (BETFHHEEX) SERTRRS BIFERER) {500 LA0STEEIIR
FBEZXWRIC, AEZEIRARS UEEIE TOMBETHSAUDSEEDELEZEZRE U, %55
ART & LT B O & CTRIFEREE (O U CTARI D2 BERANDNRNLE SRS &2 BREREIR
RUOZNS OB EREER, BAtCIHES 3.
« AOZHEEIEEE (CHITBARBI DS 2EE 0T 2= ERT .
HERS 1> IFER. ShtFgHEBEEF R
PO LAOZHEREIIERE 284
555 AHFI2.0 mg/kgZziB1El, RFEEEETTD. 4ERFOBRRPRIDE. RS EHE URSHIRIE52:ER
sk,
X BIFEEREE| CKBEBEEN WSS 2EM E LT,
1S 55EE (IYIEIS mL/BEER(CRIAL. 33 mL/BEBI RN EE Uk,
B2iEIS [Bahi]
TEMHES
- B BERTPHSEBEDVIEIIRSRENSDZEL (52E1%)
E el

- MBEPHSEERUDSEE DI SHIGRIN S D2 (26/5218H )

- RPHSEE. DSEERUDOVEEEDOYIERSRNSDZEL (25/52iE#)

- R UEIESE (CTIRE) ovlblisSnhsnZ(t (25/52181%)

DR (DITO—RE) OYERRSENSDZEL (25/52:81%)

- 63 RIS THER (CH T DHITIERE OV EIR SN S DAL (25/52i84%)

- BB ENR DG SN S DZE{L (25/52i81%)

- MERERPHSEEOVE SN S DZEL (25184%)

- INERERTDSIEE OWEHE SN S DZE(L (25/52:81&)

- FEEMM [Vineland Adaptive Behavior Scale, second edition (Vineland-II) BS{TEIRE.
FRKNFIERE2001] (FIEH%SE. 25/52iE4%)

- IMERERPHSERE S FEHMlOBIES (25/52:818)

- MERERPEEE RO 5E, 25/52181%)

T DfDFHTIER

- FESMME [Bayley Scales of Infant and Toddler Development, third edition (BSID-III) /
Kaufman Assessment Battery for Children, second edition (KABC-II) ] (#)EI#% 568,
25/52i8%&)

[Z2]

BESK. WER. BREE (INRFHRE. MRECFRE. HEERE. Rea) . /1451

Ha2, RFELER. MARE JUIEFTRT FZILT7Hik, RIDSHE) . infusion

reaction
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&R

<B#HE>

FEFHMMHIER

- INERERPHSRE (52:848)

AEIG SR TH DU EIESEOKEMRPHSEE (£5856+2614 ng/mL. AFIE552iE#OKMERAHSEE ™ (&
2124+882.6 ng/mLTH D, #EHESEHERUTERICHI U (p<0.001. MEDHDIURE) .

X 1 52BEDOIMERERTPHSEENRADIBE. AFESROT -5 DS E52BZICRTIEVRSROEZMT U TR L.

MEBERTHSEE
U iE %1 \EJ' %2 ]
Ve 56 52iE% ol
(ng/mL) (ng/mL)
5856+2614 2124+882.6 <0.001

TIELFRERE. n=27
X1 YIEESHET. X2 | 52BERISSETARFMUA, X3 : AR CHISDHDURTE)

EELiEES]

1) HEEERTHSEE (258%) RUDSERE (25/52:8%)

HEBEETHSEE (L. 2 TORETRA U, MEBRTHSEEDYIEIES K & REI1% 5258 DMEDE (&
—3499+1922 ng/mLTdH D, FEHESEFOIE(CHT T D EDEDTE(E-58.442+9.503% T > fz. 25:BEZDMERERT
HSEE (L. #EHESE SR U TERCRD Ue (p<0.001. IEDHBIHETE) .

MEFEREBDS BEE. 27 fith 26 FITHA Uz, MERTDSEEDYLIESIF & ARG 5258 OMEDZEE
—486.1+361.2 ng/mL. 52B%DIEDZE(T—562.4+453.7 ng/mLT&H D, ¥EESEOEICT T IEOBEDKRF25E
®E52BETENTN. —38.952+20.421%. —44.416+25.798% Coh Dz, 25BENUS2EROMENEPDSIERE
(F. PEESEEHEBELUTOINEBRICHA Uz (p<0.001. MIEDHDIURE) .

X 1 MO SIFOBRARII AR SHICERR Uz,
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2) FEE GRiRKRXFIEREF2001. Vineland-IDEIGMTEIRE) FIEHE5E:, 25/52i8%)

GRKNFEIRE 2001 [CHIF DFEF (AE) RUFERS (DQ) ) (BT JIL—TH)
FIRKAFHERE 20012 AVVEFETHMOBRE. TRIDESDTH DT,
FEEIHE(E, FARKAFEEREF 20012 AVZEHE T S2BMOKESHEZREL T, KEEEENEIEROERESFIEH
TAEDLFENERH SN, BEEDERE TIFAEFHFHER(CH DTz,
ER  FIRKRFEERE2001(3. ERRIC K DRIEREIEE S Hldfa NIz 26z RO TRES NIz,

FRKRFEERE2001DFBEZ EOFHFITOY b
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GIARKRFEEIRE 2001 (CHIF DFRETHMOFIMTELE(CED FHE) (BT JIL—T##R)
FRKXFERE 2001 OFEHHC DOV T, KRBROEFEFIRMUREHAIEFIROERZF TRIE LI T OHRrE
FE(CHREVEHE U2,

REEEEDE &S TR Bt

BRER DQ?DZEH+0.55D* 8 DQMDZENH+0.5SD* UK DQ?DZEH-0.5SD* i

Ephidien AEDZEN+31n A8 AEDZEN+31 ALA AEDZEN-31 AKiE
SD : =R

%1 : [FARKNFEIRT 2001 O MSFEIEHOTI SARERE] (CRV. AERIEROERICEU TERES LICHELE.
%2 EEREUTOERICEDEHELR,
Initial phase : #ERESIFOEED 3RO DFMRKIND 2 EIHDDQA 80 L
Middle phase : Initial phaseDEEZIRVT. YIEHESROFEH8L T XIIFRKRDEMEIHDDQH 204 £
Late phase : Initial phase & UMiddle phaseDEEZIRNT. FIEHSSROFHNH 8mRlE X (FFTHRKNDEMEIKDDQMN 20K

TOER. 25BETE25F1R36IH T2E] . 22610 [#HFEF] THD. 52BETE25FIF3FIL TehE] . 18HIHY TH
Bl . 450 TEB(E] THoTz. BLD4BIFEIER T DMiddle phase T34, Late phase Tl TH D7z,

FoEMl CRTARKINFEZARE2001) DOFIRFESE(CED <FHi

2581 52i8%
IRBEEEDEE | n
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BER 8 2 6 0 1 7 0
E=pnidin
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Initial phase
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BRER .
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Late phase
f5E8

HIEH SN S 528 (CHITDEBFIR (T T DAEDZEEDIEE (T TFRDOESDTH .
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EEEMEEDHE | n fE=
BER 8 0.9543
E=pnidin
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Initial phase
E=pnidin

. 11 | -0.0802
Middle phase
BRER .

5 | -0.0904

Late phase
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(Vineland-IIEATEIRE)
Vineland-IIERTEBIREZ AV CRETFMOBRE. TRIDESDTH O,
Vineland-1IT(Z52: B DS SEMZE LT, EERDOEE1HIDDB1161T+3 1 BDEHE (Cadaptive behavior AEDYE
BHaEN., 701 T3 AEBAIRENRO SN, -3 AZTOR>ZEFFLFIDHTH DT,

Vineland-IDERMTEIREDRES EOFHBITOY b
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3) NERERPHSIERE &FEHRORES (25/521848)

(BT D)L —T#E#)

251 MUS2BREICHNT. IHERBRPHSEE &2 DDFIEE & OEM 2185 UICER. MEBRRTHSIERE S F1iRK
NFEERE2001 THESNIEEMEIHKDAE. &UVineland-1LEIMTEIRE TH SN izadaptive behavior AE. L\ & DR
([CBIASHVREEME (EH SN D Tz,
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NEBERTHSIEE & Vineland-IDEGTEIREDZEAL,
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4) MBFEPHSEERUDSEE (26/5288) (YTJ0)L—F#HT)

(BIfFEE R EFIDaERED D)

26 R R USSR R TOMBFRHSEEDIRSHIBE (R—XT1>2) EDEF. TNETN-320.72497.0K T
—352.5+484.3 ng/mL. IMERDSEEDR—ISA > EDEG. TNETN130.1+£205.0%0U28.17+147.7 ng/mLTH
D. WITNDRRICBNWTEEFNAHSNBM DT,

(BEfFEE R B DBEER L)

KEREET (R—RXS51>) AT, 26BRERUS2ERE TOMBERHSREE (FVLWITNOREICHVNWTERI U
(R=ZASA>EDE : TNTN-3895+1923/%Tf—4032+2053 ng/mL) ., MEBFDSEE(CDLWTEWVWIT NSRS
B Ul (R—ZASA 2 EDE : TNEN-3174+£2111 K% -3416+£2206 ng/mL) .

FE  METHSEERUDSEE(C DV T, IEEDES DEERIMET B120IC. FHERFIAC & (C30F R [IESRBE (R—X5+
) 2BEl. LERIRUYIEIESE, 2681 S | 2484, 25BERU26E%, 52Ei5S | 50:8%. SUBERUS2EE] DEDTHE
Z U TEHE Lz,

5) IKHHSEE. DSEERUIOEREE (25/5281%) (BJJ)IL—Tf##h)

(BIfFEE R BRI DaERED D)

IREHSREREDOYEIE S & 2518%, 52iB%EDEDZEE. TNEN-22.19+84.84K% 1 -47.06+73.77 ug/mgCrT
D, FIE%SKE & 25181, S52EBOMEDOLERUIS%IEFRXM[ (. TNE€N0.8299 [0.5778, 1.082] /&1r0.6733
[0.5697, 0.7769] Téhofz. EHE(C. FRPDSEEDMEDZE(E—0.3875+46.14K% U —11.62+29.55 ug/mgCr. tERG
95%{E§EX (£ 1.125 [0.7970, 1.452] /*1f0.9680 [0.7795, 1.157] THHD. REITOBEEDMEDE F
—0.16+17.89%0f1.61+18.56 mg/gCr. HERU95%EFEXM(E1.04 [0.90, 1.17] KT1.17 [0.94, 1.39] Tho /=
FRHSIERE. DSEERUIOCEEEWINOERES. 52BMZEL CEMEIHFSNLEMN DTz,
(BIfFEE R BB DBEER L)

IREPHSEE., DSEERVIOCEEEOVOESE & 25E%&. 52BZEDEDERF. TNTNERFHSEED
—591.7+568.8/%1f—579.6+549.8 ug/mgCr. FRHFDSEEN-142.6+197.6%0—139.04222.3 ug/mgCr. FRFEDO
SEEEE N —-198.03+40.64%1f—170.20+£51.82 mg/gCrTH o lz. WINDREICDWVWTE., #EIESEICH UTZE.
S52:ER &@LU CEEEHSNIIN DTz,

R RREER RGP O L PF - EETHIE LI EERL,

6) BRI (25/52i84%) (BT T)L—TH#H)

(BIfFEE R EBIDaERED D)

S2EMDIRSHAEEE L T, FFRAVEESE (CTIRE) WS OMEE (ODII—HRE) ORBEEDIDTHIEED
FESEH (LVMD) (CEEIFHSNEMN Dz, iz, BEERERICLDEEAEN 120 AU EOBET(E. STHRD
R, SRR CE L EHF SN DTz, BETREETE. WISNOBE ORI EESICEZSEHF SN DTz,
(BRfFEE R BB DBEER L)

BN OEESRE (CTIRE) (FLInst., YERSENS25EZCMNT TR UEE. 52BEETEEEHBSNEMN >,
DHEEE (DI O—1RE) TELVMICEENRHSNIEN. CNE25BEICLVMINAIRIC LR U1floFT —45 (CHEE%E
ZFZBDTH oIz, TNIORBIERICEB (EH SN DTz,

R 60 S THRERISEMN RIS & HIWT L Is BB (L DAL,

7) BERPERYDIRE
FFl(E [VIL 5. (4) BBRNA\DIRITIE] DIRSR

<zZ2%>

1) BIfEH - BESROFERKRA

BIEA (BRARBRBMEEEZSV) OFIR(E53.6% (15/28fl. 594) (CHSN. MERIFFEE39.3% (1141) . ERE
10.7% (36) . BIE7.1% (2F1) . FEHHFEV. BBE. KM B2, I BHEARCLERQTERENE3.6% (141)
Tdoholt.
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BT (CATIEEERIIIHNCEBEREEMMERE. SHEFIRARENRHESNZ. WITNDBREERE EDRRREMERE B
ERRU] CHrENE. £ BEMSNOEERIEEEREISHC8HFRDHSNIZ. WITNEAE EDRRERIEEESN
1zo

AEIOFENS., PF T4 S5F>—. 7FHIT+45F>—>a3vIKUinfusion reaction (IR) ZEERBEBREMEL
EitUIeE B, EEREESRIL7HIC61ERHSN. TDSEEWERZ1401(C514RHE NIz, EEREESROD
355, AR EORRBEGRD D EHMENIZBRIEETIRT. R, EMRZ. BE, EFBMEOFV. BFE. K8 BP. i1
HEWES THD .

2) FHARE (BID)L—T8i) ©

(BAFEE R BB DB EE D D)
FINEFTRT  FILT7HARICDOWT, FEESHICIBE TS > 2BEF5HIT, EMME(SHIZ(CHRAN BT SR>
ZEREI4BERTIA. 12B%T3A). 258 T6H. 38E T3, 52BERTHITH O,

(BB REF OaBEER L)
FIEFITRT FILTF7HARCDNT, E3FIHAFIOMEE S (CIRM EHESN. BERRERCHECRo . &
ERHAR @@ U CHUAMIED' LR U2 BELHIZRRO T, BB ONCHE LT,
IR ADSBENRBETE, Fus@i2U =i/ \EFIRT PILD 7HgBEEHE Uz,

2) REMHB
BRI

(6) BE - WEAEER
ZEERRL

(6) AamMsHA

1) EREEAE (—EERARERE. FEEARMRE. CARBLERRE) . RERFRT -2 A—IAR/E., W&
RFEZEERRBROAR
ZHEERRL

2) RBGFHELTREFEONBXEREL -RE - RBEOME
AREM : ENTOBRBRIES D BHTIRSN TS ZENS, RHiEiRTER. BEAPRPOSESIES ZRICH

IEIRFERERPRUER X (IERAMIEREZRME T 22 LICLD. AFOERABREOHRBERZIEET DL
BlC. FRDORZEMRUOEMIMECET DT —IZ2RBHICINETD L.

a) HEAGERIRREER | A1 XD—JDOLADSHEENREBEZ R E UGt 5aER OR-141-302558) —E/EH
- AOSHEEIEEEZWRE LT, BEFRORFIKAVERREBEOZLZIERE LT, HEREOHEZ
SOFRARIESHORZEMZHR T D.
- AOSZEEIREEZEENREL T, FITEER ( [JR-141DADSHEENREBREEXM SR E UIZSEIY/IIMERER (8
BEMETEZES : JR-141-301) 1) »S5I&HE. MER. FRPRUKEERPOEBZRELCCERRE
ROZEEIERE LT, £EERUPIRERRIPR (O I 2 AF RSSO 2 Ml I 5.

b) BIEERFTEIRARER | A1 AH—TDLAISEEINRBEZNRE U RISIRFoEEGRREE (JR-141-4015KE8)
— =P
- AR SREBRDIRVLADISFEEINRBEZ N RE LT, BESRORBRACEKRIEEBEDOZ(LEBIZE L
T. B5REDRAZEZSECARDRINSEOEZ M ZHRT D.
- AR SEBRDIRVAISHEENRBEEZ T RE LT, WHEHRD. BT RURTOREERE R UIRKE
RDOZEEIBIZEE U T, £2ERUTREERER (CH I 3R ORBISSHOEMEZ AT 5.

o) —RR(ERKRIERAE —EiEH
ABIMERSNIZLATISHEREIR (J\> 4 —JEREF) (CHIFDERARET TOREMERUBEMMEZHRT D,
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(N =0is
SBYMEIARER PR R - 1V

KERIBSEBEN THDIN. ENEERRERDOIESIENIRSN TNDEHBHT B,

AERES

JR-141-BR21

B8

(B8]

- 3IDDEFHXD (TSN LAILHEEINRBEZWRELT, IR
DIAEOFRAZEFMAIRS UIc EEDEEMZTHD T D.
[BIRE/]

- AEIDOEMENRE(CRIT DEBMDT —FZEIET B

- AOSHREENEEZRE (CH I D2AREOEMECEHT D FRNT -4

(R UBEEE. £ 0HEE. MBFRUKRFDHSKUDS

RECDWT, BIFBRIUKOMEROEER (CFHE) ZEEY
Do

(FRERHEN]

- FEERAIRE. QOLOFHERE. 7OF IS T« [CKDFRIDED
NRZFSHCT D,

- BSITE). MMRI (REBIREESE. MESE. DT OFR. K&
BERPHSRUDSRE (CX I DAFIDMRZASMNCT D,

AERTH >

JFER. EERME. MATER, ShEHERER

PUES

LATOZAEEIIERE 2065 (1.0 mg/kg/iBi%58% 8fl. 2.0 mg/kg/:B
1§58 56, 4.0 mg/kg/[BIRSEE 7))

’573K

AEJ1.0 mg/kg. 2.0 mg/kgX(34.0 mg/kgZiE1E]., EEHET D,
REERE(I3M E L. ERFOHIBICKDIMU LB E U, &5
BARF25EM & Uz, B, BIERLIFERX S 4R, 4ml b
8. 8ml L) (oI, 1:1:1TEIDMIFZEITO 2.

4.0 mg/kg/BESE CTRYICIRSZZITDBREEI8HULTHD &
E U, 26IB0ESEBFETLERMU LOBREEME DT s s U,

FHmIER

[ZeitE]

FEMEIER

BES%R. BFA. /\A9ILUA >, FIHRRE GUEFIRT 7L

J7HUAR) |« 12558 0ERN. BRRRE (MRFNRE. FEEIRE.

BiAERE. HEhERE. RIRE)

[Eshts]

ElREHmER

- MEFHSBERUDSEEDR—I S H50DEE (26185)

- RPHSEERUDSEBEDR—ISA UHS5DZELE (26:88F)

- EELVFEEOR-IASAHS0EE (2618E)

- PR OEESE (BEMRIEE) ORX—IASAHSDEE
(263E8)

- T OBRZRNFHIIEE DR—X S > SDELE (26i86)
REREEEE. WESHE. DTI (IKMRIRE) . NEERTHSE
ERUDSEE. #RRARERR. BIMTHRERR. 7OFJ>
T+ #ER

[EYENRE]

- REIFNEHE SR O RIS SROEENFE/ (S A -4

ER  AFIDER SN TVWSAERUVARZE,
E1E, SEERETD. | THD.

HEE. NNEFITRT PILT7 (BEFHERR) SUT. 1EWREL kgdplzD2.0 mg%
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RS

<zEM>

FEFHMMHIER

1) BIfFRA - BEFZROERIRR

BWER (BRIMREBEMERBEZEV) OFIHR(F1.0 mg/kg/BIRSEFT(E8HIRAM. I CHEN. SERREX. KEBH.
FE, BR, BH, Bd. EACHIKE. BBEEMERZ 161 TH D72, 2.0 mg/kg/BIESEFCTESHIHRLH, 24HTE
ACHSRIGHHS5NTZ. 4.0 mg/kg/BIRSRFTEZ7HIFR6H. 35¢HCHSN. 2B E(CHSNIZEBWERIE. SHRZ4H).
FEE3M, SEACHDIRIG, B, BORMEEER&261TH D12,

FETC(34.0 mg/kg/BIRSEETLH (BHRE | WIRMELE) MRESN. FEH EORRBREIBEESN.
BEEREWFAEHSNT . MBROPLIEICESEBEERE. ETICESEHRELEDIHITH D2,

2) FHARE (BIDIL—T#) ©

(BIFBRAEF OEEESD D)
FINEFTRT TILT7HURICDNT, YIERRSRKCIRETH OIZBEQ7HITHD. CDSEARNAFIES%26iE(C
MFITHMECRDTEA FUMADRBMENEH SN DTz, Fe. YIEHRSE(CHETH BB >SHIT. FFikS
B26IE(CNTCRIRECIR > TZRE VAN D .

(BAFEE R R DB RE /R L)
FNEFTRT TILIT7HURICDNT, YIERRSRKCIRETH O IZBE@FBHIT. CDOSE7HINAFISE263E (T T
THECRDTZA FURMADORBIMENEH SN Dz,
IR ADSBENRBE TR, Fus@i2U tz2i/\EFIRT PILD 7HgBEEHE Uz,

<BzHE>

BIREHMIIER

1) FHEkURiEESE (BBEIMRI) (BT 0)L—T###T)
(BAfFEE R RF e EESD D)

FHRES UREIRESIEDNN— XS 1 25 DZEE (26386)

o [T
" zE (mL it | ZitE (mD It
1.0 mg/kg/:B#%5%8f | 6 | —78.33+190.08 | 0.93 2.08+18.33 1.05
2.0 mg/kg/iB3% 58 | 4 —-9.50+71.31 0.99 0.50+28.78 0.99
4.0 mg/kg/BI%5E | 1 75.00 1.07 226.00 1.41

TIE L

(BArEE R KB DB RE /R L)
FHIER OREISEDNR— XS5 1 >S5 DZE (2618K)

i [T
" zE (mL te | ZfE (mL It
1.0 mg/kg/{BI%S5EF | 2 —-61.00+62.23 0.88 —36.00+18.38 0.74
2.0 mg/kg/iBB5EE | 1 ~281.00 0.70 —43.00 0.66
4.0 mg/kg/:B¥%58f | 5 | —269.40+107.03 | 0.78 —54.80+29.47 0.81

TIE L
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2) MEFHSEERUDSEE (HIJJ)L—TH#E)
(BAFEE R KB DB EE D D)
MBEFHSRERUDSEEDR—IAS A > 5DZEL (261E85F)

HSRE DSEE
" ztE (ng/mb | & | ZME (hg/mD |
1.0 mg/kg/:BI%58E | 6 —798.67+£910.65 0.74 —48.33+766.51 1.03
2.0 mg/kg/iA% 58 78.33+590.34 1.07 —83.67+363.41 1.02
4.0 mg/kg/BI&58 | 1 —-415.00 0.58 —340.00 0.77
B RE
(BB R BA DBRER L)
MERHSEE R UDSEEDA — 25 S E0E(L (268H)
HSRE DSEE
" ztE (ng/mb | & | ZME (hg/mL) |
1.0 mg/kg/:B¥%58f | 2 | —1321.50+1850.50 | 0.72 —370.00+£183.85 0.84
2.0 mg/kg/iA%58E | 1 —-4460.00 0.17 —2680.00 0.36
4.0 mg/kg/{BI%5EF | 5 —4106.20+£927.96 0.18 | —2450.00+1510.08 | 0.43
B RE
3) REIRRHSRE R UDSEE
MERIHSEENUDSEEDNR—IS1 5021t (263EE)
HSRE DSEE
" z® (hg/ml) | t | ZEE (ng/mL | Lt
1.0 mg/kg/:Bi%5Ef —-1031.67+£1707.94 | 0.82 119.17+538.43 1.11
2.0 mg/kg/iB1%58F —3287.50+1567.75 | 0.38 —518.25+332.41 0.55
4.0 mg/kg/:Bi%5Ef —1409.17+1173.64 | 0.68 —234.67+329.48 0.77

TIE L

4) BEISTEMERAE (Vineland-ILERATEIRE)
Vineland-IDERMTEIREZ B\ SEIS TEMEREDFHE DR, SERHIRER. LWINDRSH TEZR(EHSNEN D,

<EYDENRE>

- ERPEYEE

1.0 mg/kg/iBI&SEED3FIDSE2461 (1EEF) RU3H (26:8K) TIMRSDEYIEENRE SN/, 2.0 mg/kg/BI%5Ef
TFIRU26EFT2HIE461. 4.0 mg/kg/iBI%5EET(E1RU 268 T 3HIEH (CIMEEHEYNBEMEH SN ChaldHA
EMREFNICERUE (1B : 1.0 mg/kg/iB%5E8£331~6310 ng/mL. 2.0 mg/kg/iB#%58£5510~22300 ng/mLETf
4.0 mg/kg/:B1%58£21800~28900 ng/mL. 26i8KF : 1.0 mg/kg/iB1%58$138~10200 ng/mL. 2.0 mg/kg/iEi%5
££8920~13800 ng/mLATr4.0 mg/kg/:B1%58£10300~26400 ng/mL) .

27



VI. EEREICEHI SHEHE

1. EEPHNICEEHHIEEMRITIEEYE

A XOEE-2-ZIIVIT 75—t

—f% AT LRI 7~ (EEFERR)

EE : BEOSSEANOMER IHRE L. BHFOBTHRXESRIZI L,

2. REER
(1) 1EmERtL - fERARFF
LATOSHEENR(E. GAGDDFHERICEE 251 VY —LARNDERTHBIDSOBEGHREBR (FEHETZEY

XEHESMBREEBE THD. IDSORIEX(FFEMHRT (CHEL. 2B OMEMICHSY®DSEWVWD TEGAGHER L. HEE
M. EET. BHEThE R, HIE RAESGTIREE, RMEMEER. OESEE. FEE. BEEeE. s2ERU
ESZ0ERKERNIIENSY ),

INEFTRT F7ILT 7. KB - R TE. ECHFADIFKEFUT> ) —R-6-UEBZHAK (M6PR) &
TRZN L THIRBRICERDIAENZE. S VY —LNEIEN., BEUEGAGEDRYT D, £/=. J-Brain Cargo®#;
MizAWTE MEFIhTIRIMAZER EMETEDICET. HNEMMERNAMEL(CRIRIDITRENULIEAS X
HA =222 (CkD>TBBBEBEBL. MEBOHIRICDOVNTE. FMHEMEEREICMEPRETR £ L TEDIAE
N . BEUEGAGERET D,

(2) EDERMA1TIHBREE
1) TARICXT S BHREEEANNE (in vitro) *

INEFTRT FILT 7D SRUAZIAHILTRICH T DEESHANEZ /A AL AV —FTHETHEALUIZ. D
R, EFTRT FILIT7DE NRUHZOAPILTRICH T IRETEE (Kp) (. ENENL1.22x101°
mol/LX%TU8.65%107° mol/LTH D, /N\EFTRT FILIT7(E. HZOATILTREDEhTRRIZH U TRRF
EEHIMZEIDIEDD. WINOZERICH U TCEBVEESHIEZRUT.

2) M6PRICH S BFEAERMME (in vitro) ¥
M6PR R XA+ > 9&DABEERERE T SAERIBATRITTDZEICED. EFTRT FILIF7ROAT
LRIV D 7 —EDOMEPREESHEMEZMUIE. ZORR. /(\EFTRT FILIT7RUATIIAILI7—EF
M6PRICI T BfEEHE R U, KoldZINEMN9.22x10° mol/L. 4.08x10° mol/LT&H D, ZTDFHIANE(CTEE =
(Frh o7z,
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3) EFL MEMEMIRICHT 2MIBNESAH (in vitro) )
Exb MegEmpEEAL. /(EFITRT  FILIT 7 OMIERENAH [CH1FBMEPREUTROE S (C DLV TEHT L
Jzo JXEFTRT  FILI 7 (FRIIREMAFN ICIES & MRHSMIEANRDIAZEN, TOEAHZBEEDMEPY
(FFNTR MAb (B 2O0—FILFUR) FMZE T TETROLS [CH#FEL. /(EFTRT  T7ILT 7 DHEFERESA
FHITIF, TREN UIREE EMEPREN UIRESHFIE T B SRS,

= oL . EEE MEESHiRAD/\EFTRT FILI 7
EEE MEESFHERAD/\EF TS 7)L T 7 DELAH N _ N
” DEVAIH T3 I B TREUMEPROE S
(ng/mg protein) (ng/mg protein)
2500
2500 e EIEE -O-OO—
-O- 205 EEE + M6EP -k +MEP
A GERIEE -@-+3hTR mAb
2000 -8 20004 -®-+M6P+HHRTIR mAb
- 205RHIEE
-0 2085 453% +M6P
] 1500
% 1500 B
® o
% 1000 1 #1000
500 4 500
0 ; ; ' : 0 ; ;
0.1 1 10 100 1000 (pg/mL) 0 5 10 15 20 (KD
IRE pretadizt |

THELRERZE (n=3)

4) hTfR KI/Ids KON DIRX(CHIFB/NEFTRT FILIT 7 D12BRIRIEEIRNES ICLDGAGHLNERE (X
2) 16)
LAOZEEINRTES)L THBDhTR KI/Ids KO X (Hf#50L/8%) (C. J\EFTXRT FILTI7%0.5. 1. 2. 5. 10
mg/kgBiE1E. X(EAF2ILRILT7—E%0.5 mg/kgEE1E., 12EABKRESKRAREL. REESHS1EM
ZICHEM (. OFE. FFRROIERE) « MEEERROMEZREL T, MERER. M. MmE. O, FHERO SRS
DHSEEZ. MEMREMEROTIEIDSEEZZNTNRIE U 5(C. %581, #%54. 8. 12BBI(CEKU.
IRPHSEERUDSEEZAEURZ. TOER, /IEFITRT FILI 7HESEHCHVTRE BB S LEE LT, MK
BN OB OHSEENEBR(CHA Ulz, e, IE. [OfE. R BEECRTOHSEERUDSEEGER
(TR UTz.
X ENNSSRITUSSBRLBGET ) v IA>RIREAXOEE-2-2IL T 759 —BEF ) v I 7 NROIXEZR LT
R U — ElnF BT IR

PUBBERROMPHS(CX 9 2/\EFTRT LT 7 DIER

(ug/mD) (ug/mg fER) _
158 e P E R

R RERIPHS fitPHS (n=5)

F i B ER IR
g T-BE
IS

*4  p<0.01 ERHITEE DR

# # 1 p<0.01 JRAEXTIBEE & DLEEL

t1:p<0.01 17 2ILRILT 7 —CH S & DL
(Tukey-krameri®E)

B

W EEIRE B/ EFIRT FILIr 1mghkg O /SEFIRT FILTr 10 mgikg
B RRE R R EH /AEFTRT PILT7F 2 mgikg A7 22N T7—E 0.5 mgrkg
EANEFIAT FUTr0smgkg BB NEFTRT FILTr 5 mgkg
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MEHSRERUDSERE

(pg/mL) (pg/mL) TAE AR
40 30+ (n=5)
& PHS m5&hDS
30H *k
% % 20+
B L
H 20+ ", D
I?% ## t% ']0_
E 104 *I -
r] T an gy ope u# #4 ##
0 SO L 5 ==Ll

RiFEMPHSRERUDSEE

715 + %;
(ug/metam) (ug/me) TR EERE
IDEEHS DfEPDS
8- 4
Iy Iy
. i
m 6 m 3
H D
S 4 S 24
= =
E . E
it e, # b
# -
. o .
(ug/mgHBE) (ug/mg #Bf)
40 4,
o PRI chHS FiFdDS
BF 30 BT 34 ok
i &
th o
H 204 D 24
S 2,
= =
E 10+ BEoq - -
. S 42 0t 41
Tt
0 ra i i ##t kil # 0- | — gy g (! gy
(ug/mgHass) (ug/mg HaE)
304 8+
E2RETHS fBiEHDS
67 *¥k
E 20‘ ok E
4 th
H D 4
2 2
B 104 B
= g B 9 - #*# ok
Y wa gy gy #H
HE B g ## onn ?f_# Tt OH ﬁf =
0 e 0 B
[ Tnasboly ES5/8+727 PILI7 1 mghkg  m=R SEFIRF FILI7 10 megkg
. FEEREE OD /SEFTRT P77 2 mg/kg AFRANTF—E 0.5 mg/kg

3 )WEFI2F 7ILo7 05 mgkg B ISEFIRT PILT7 5 mglkg
* 1 p<0.05, **:p<0.01 EFIIEEE & DL
# # 1 p<0.01 fRAEXIIRRE & DR
t 1 p<0.05. T 1 :p<0.01 17T 7 —CIH5EEEDLLES
(Tukey-kramert&7E)
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PRAAHSIRE R UDSIRE

(ug/mg Cr)

ik e

2000
FRePHS

£

1500+

wx

o

1000+

500+

*x

. AT e i
) i R e
o H_# e #i#+

#5488 %5888

(ug/mg Cr)

ki Fi o> OB 51

600
FRHpDS
500+

400

300

200+

100+

#5488 #®58EE

W EENEE E= /727 FILTI7 1 mglkg
I RAERR R OD EFIRT FILT7 2 mg/kg
B3 eI F FILIr 05mghkg E=S HEFIAT 7ILT7 5 mglkg

* 1 p<0.05. **: p<0.01 [EFENIBEE & DLEES

# # 1 p<0.01 FRAEXIREE S DLEER

t :p<0.05. t 1 :p<0.01 17T 7 —CIHS5EEDLEE
(Tukey-kramert&7E)

31

B IR RE
(n=5)
o
t
5 #*#
L # #1t
I
#51288
EIE LR ERE
(n=5)

=2 IS 7T 10 mglkg
A 72N T7—E 0.5 mgrkg



5) hTfR KI/Ids KON DIRXEBW/\EFTRT 7LD 7 DI6ERRERRAR S (C K B EMHAERER (KDX) ¥

LAOSAEEIRESTILTHBTR Ki/Ids KOXIR (#150L/8%) (C. JX\EFTRT FILT7%2 mg/kgBiBE1E,
4 mg/kgbmB1E. X(FAF1ILRILT7—T%0.5 mg/kgBiELE. 36 BRIRESMAIRS L. T RKKIZHER(IC
KO THARMERAIR (FBEEN) (CHTIRDERF T B EEB(C. WMEER. MB. B, O FEROEESDO
HSEERUDS (MEEEREMER<) BEZAELRL. TORR. Y RKXKERBRT/(EFIRT F7ILIF»
2 mg/kgBBEKRU4 mg/kgbRBERSEEOMmEFT. TS v MR—ANDEERR (goal latency) WEFARITY IR (IEE
REY) LAZCEML. RPERNIESCLIZBREIDETNIGEI SNE., £z, MEBERUMPOHSEE.
RIS OB P DOHSEE R U DSIEE (SRAEIBEL & LHE U TR RN RSO SN Tz,

hTfR KI/Ids KON DRICHIFTBDFEBENET (SHT DR
(#)

907 TYE+EsERE ] )
(n=15. FEMBE RV T 1ILRIL T 7 — %585 (dEn=12)
80
70+
7
S 60
=
I-..
v E
I
~
o 4041
El
=
B 304
L
20+
104
O T T T T
198 2HH 3HH 488 58H
O [ERHEE s
- R e
- SEFTRT FILT7F 2 mg/kg @58
A ISEFTRT FILTF 4 mg/kg BB SE
~O A TN TP EESE
t 1 p<0.05 17V T 7 — 5B L DLEE (Tukey-kramert&iE)
BB ONPHSEE DA TR
(ug/mL) (ug/mg #Hi) %ﬂ{%ifffs{;ﬁ%
1 VoA - A s n=
U RS BERCPHS 8 BicPHS
B 84 ok *ok
5 = ok W 01 I
% :[ it
& 6 2
E'J *k H
b T S ] "
s 41 A £ tt
A tt 9 | R E:
E ] tt g IR
B =
0 7E%*I§I,E!§§¥ AEAEE  NErIA7 NEFTIRT AFaAN 0 7E’%‘*i’\],ﬂ.§$ FeEnEE 727 KETI2T A4FaLAN
777 777 77—t TILI7 FIIF 77-¥
2 mg/kg 4mg/kg B5% 2 mg/kg 4 mg/kg 58
BBRSE RERSH BERSE RBRSH

* 1 p<0.05, **:p<0.01 EEXEEE & DLEER

t 1 : p<0.01 JRAEXTIREY E DLEEL

¥ 1 p<0.01 AF2ILRILT 7 —CIE5EF & DLEE

9 : p<0.05. 99: p<0.01 JXEFTRT TILT7 2 mg/kgBiBIESEE & DLEE
(Tukey-krameri®7E)
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MEFHSKUDSEE DR ZIR

/mL /mL EIELIRERE
e 2%' > (e 15)). . (n=4X(35)
m;EHHS [;ERDS
*%
m 20+ 12
3E m
/B B
th 15+ g
H D g
S S
51 "4
Ttorr ot ttott ot
— R e = =
0 EHNEE  FENRE /CFT27 SEFIRT AFaLAL 0 ERHRE  FENEE /027 2727 AFNAN
NI 7hIr 77— FLIF  FLIr  Ir—t
2mglkg  4Amgkg  B5H 2mgrkg A mg/kg #58%
FEASH RERSH BARSH RERSH
**: p<0.01 [EEXBEEE DR, t 1 p<0.01 JREEXIIBEE S DLEE: (Tukey-kramertRiE)
FAEHERBPHSRUDSEE DA IR
(ug/meg HHiE) (ug/mg H#E#E) B RE
127 DIREEAHS 6 DESDS (n=4%(35)
10 o 5 T
I %\‘
fd 8 4
W b
H 1 i
5 6 < 3
= =
B 41 B 24
21 tt tt  tt 14 tt ottt
= I
O_Emma# FERRE LTI T SETIAT AT 0 CEENEE  AEHER NCTIR7 ACFIAT AF2NAL
FNIF  ThIF It FLI7  PLIr  Tr—t
2mg/kg d mg/kg 58 2mg/kg 4 mgikg RS0
BER5E RERSH BERSE WEfSH
(ug/mg *B5) (ug/mg HE4)
=l FFCRHS 47 B TDS
P 40 B 34
& i1
o 304 4
: o
& 201 ;.
E B ’
s i PE g
I
O_Eﬁmﬁﬁ BENFE JCHIRT CTIRT A7 1A 0 TERNEE  AENEE /NCFIRT EFIAT AT
FLIF FLIF 77—t PLI7 FhI7 Jr—t
2mgikg  dmgkg B58 mg/kg 4 mg/kg B58
SER5E  REgsH Eﬁ#ﬁ%‘ﬁ RS
(ug/mg *B7&) (ug/mg HE#)
209 BARcRHS 77 B CDS
*¥K
6 _
164
" o
E 12 %E
H IISJ il
S )
B 81 = 3
= B,
41 Tt t1 il 1 T T Tt
O_Emﬁmx FERER  SSCFIRT SCFIZT AT 0 TERNEE  AENEE SWCFIRT EFIAT AT
7LIF PLIF Ir—8 ?JLJ? 77 Jr—t
2mgikg 4 malkg By ma/kg 4 mg/ke B5R
SERSE  REgsH Eﬁ#ﬁ%‘ﬁ (R
*: p<0.05. **: p<0.01 [EEMIBEFEDLEE, T 1: p<0.01 JRAENIIREE S DLEE (Tukey-kramert&iE)
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Q) YERRBEFM - FrinFE
ZEERRL
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VII. EYEREIZEY 55HE

1. mpREDHER
(1) ARLEANG M RE
BB U

() BERARBECTHER SN LPRE

1) Mg (EPEl/IMERER)
6 A EDLATISHEREIIELERE6HI(C. AHKI2.0 mg/kgZziB1E]l FT4RERARERSZIT Ol EEDERMEE/ (S
A—BEFTFROESDTHOT.

6 A LD ADSHEEINREBRE (CHIT DAL S RU3EER (40Bik5E) DOFEMERER/(SA—5

Va5 3% (4EIE%SE)
n FIE+IEERE n FIE+IEERE
Cmax (ng/mL) 6 11338.3+6838.9 6 13083.3+9906.6
tmax () 6 3.275£0.250 6 3.200+0.226
AUCqy (ng-h/mL) 6 37473.8+13580.8 6 39186.9+19294.9
ti2 (h) 3 4.099+0.513 2 4.482+1.085
vd (L) 5 9.272+£5.510 5 9.416+8.937
CL (L/h) 5 1.984+0.355 5 2.107+0.722
i) YIENE SO Mg hEE ngmp 38 (4 DBRSE) OMERRE
24000 24000
22000- Yl + EEREE 22000+ T EHE £ EERE
20000 (n=6) 20000 (n=6)
i 18000 on 18000
4% 16000 #% 16000
th 14000 tH 14000
== 120001 E 12000
¥ 10000 ¥ 10000
J= 8000 J= 8000
E 6000 E 60001
40004 40004
2000 2000
0% : : + o¢ : ‘ >
01 end 3 9 21 (68 01 end 3 9 21(856)
&5

72385, ISR (incurred sample reanalysis) (C&DMEIFNOEYIEEOBIRMEIHR SN TS,

Q) hEs
ZEERRL

@) BE - fiRAXORE
ZEERRL

35



2. EMEERAI/NT A—4E

Q)]

V)

(&)

@

)

(6

i ALY
BEZCECCEYHR/(SA—F5%7 /> )\— bAD MEFTIVERICKDER Uz, /\SA-—SYDEECERL TIFE
BRORIMBFEIZ AV B2 47(C (3R SRIDMIZERIDSIRE THRE UL MERERIRE TRV,

B¢ M 328 SE 3
ZHEERMRL

HEREEYY
AHI2.0 mg/kgZiB1EIERARS Uz & EDHEIRSERUIBEDBERERETEE (k) FTFROESDTH DT,

LAOZPEEINRERE (CH T DAY SR RU3EE (4REHRS5E) Dk

n a5 5 n 3B% (4EB%5HE)
ke (/h) 3 0.17078+0.02014 2 0.15933+0.03858
TEHRERE
QU7 VRA

[VIL 1. (2) BRARGER CHESBRSNZIMFNRE | DIRSHR

SEER

[VIL 1. (2) BRARGEER CHESRSNIZMANRE | OISR
D
ZEERIRL

3. BEH (REaL—>av) @

ZEERRL

4. RN

ZHEMR L

5. &

Q)]

2

@

I 7% —Fixd B8 P 858 1
MR —ABEPI @B (EARF DRFIETH D, Flll(d [VILL 5. (4) BERADEITIE] DIESRKR,

o 7~ Rh 82 8 P58 14

BRI L

<BE> hEetRR (HL)
RGO N = I HFILIC/IEF TRT  FILT 7%10 mg/kgD AR THERRAEGE (1B5R) %50k
EE. BRO—MRIREICZ(ERO BN . FH SRS TIEZC o & UTIRBEN(SHE L. . 85
BRIA 8 R U 24 BRI IR R O ENIR & (CIER(C/(EF TRT  FILD 7 [FHand. &7
A EmR LRV EEZ BN,

it ot
ZEERIRL
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@

®

AR~ DBITHE

iEBERRE (ERE/IIEHER) ©

EREEL/IHERER(CH VT, B2 TEIRBORDEEZIRICL.0 X(F2.0 mg/kgDAK|Z 1BR (C1[E], FH4[E0E
EREUTC. SE2HDVIEIRSHINU 3BEIK ST 4~ 68514 (CREEERZ IRM URMREZRE L. WIno
BEOMEEERICEVWTEERY FRE SN DT,

IEBERIEE (ERSEIL/IIAERER)

EASEI/IIERER (CHNT. ADSHEENREE 284 (C. AFI2.0 mg/kg/ iB%iE1E]. 528 (145131481
5%F7T) [UERRAESZITo o, FIEIRSRIEARIESAIIC. 2588 RU52:81% (AR5 T RN S 485
DA TNZNREHERZ R UEREZAE UL, TORER. 258&(C1F(CH UL TL.44 ng/mL. 52:B#I(C2
FICHNTL.47/%U3.10 ng/mLOAFIA R Nz, ZOM52iEE TE3FITAEDRH NN, HRHCINEE
ADRHESNTZIzHEEME (1.70. 4.95KT 7.59 ng/mL) &UT.

728, ISR (incurred sample reanalysis) (C & DINERERPOEYIEEOBIRMEFHEREINTWLS,

T DDA~ DFBITHE

ZEENRRL

<EE1> hTfR KI/Ids KORIZXUCHIFBHADT (XTIR) 2V
HEHERTIR K1/Ids KO RODBRAIC2 mg/kgDABT/(EFTIRT FILI7RIFAFTIILRIL T 7 —
tEIgsLrESE. KEFITRT FILT7HMERCHT T DT ENER SN, AT LILAILT 7 —
CIRSBHELBRUT, EFTRT FILT 7SRO MEREYERE (3% 5424/ E TS < H#2
L. FREEASEEE (BN S 120, DR OBEHADD T EEH D 1z,
X1: ENRNSYRITUSSBHRLBET ) v I1IXIREAXOAVE-2-2IL T 75— CBEF S v IT79 NI
RERE LU TEE LIE &8 FHETIXY

HOEFRAR S & ORBTIRE

RS INEFTRT FILT7 AF2IIRILT7—t
EZfiili=F=1 5% 8h5RE 5124050 1514 8B 5124050
Bixd 0.539+0.015 0.333+0.011 0.00704+0.00047 | 0.00591+0.01183%?2
PR 7.88+0.67 2.85+0.33 22.7+3.0 9.44+1.00
1 1.02+0.08 0.586+0.072 0.563+0.071 0.255+0.004
R 15.2+1.5 8.03+1.75 8.40+2.62 3.29+0.32

(6

EIOEHRERE. n=4. B{I: ug/g
X2 4ILp1t &Y (E5I4E - 0.0237 pg/g)

<BEL> HZOAHFILICH T ZHEIRSEOARDRER—ARLG (HIL) 2

N = FILPITRBUI/EF TRT FILIT7%1 mg/kgDFE THEFRAES (1857)
B50. 1856IA12. 8. 24, 48RUT72BRMCLEA— NSTAILZ /IS A (ARLG) Z/ERL, BE
DO I SRR UMEBTRSTERE ROz, Fo. BER(ICNIT3EMITEEEH L.

SHEIEE (S, BRI PCINERB U EE X SNBRREERE. HEH=— I/ HFILTRIRSAE2X
SESRI(C. MM HIL TS SRIIA%2ERN 524K CREEEE TRE SN, ZTOREDRHTH
2L, B55BE2ERLRUSKIBNMSEEEN Dt E#NHEE L TEFFHCEEE<. KNWT
fi. BRECHOWLUR. 28, B8 Bk BRUSHEEBMOGAESGZDOEGESCHTINET—4
<, iU DTz,

miEEAFHAR
ZHEMR L
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6.

Q)]

V)

®

@

R B AL R SR BHRER

ZHENRRL

<BE> HTOAPILICHIFBEERSKORSE (FIL) 2
D= O FILICPITERBUIZ/\EFTRT LT 7%1 mg/kgDFS CHEERRANSGE (185R) 18
BUzEE. MBRICEEREMCARREYI1ITEEN RO SN, K5I8 KRU248F/I% T DMmIiEH ey
BERRE ICHIT BRI EDH B ENEF1. 1% U82.2%, REMIHNEHDEIS(E9.0%U17.8% TH DI,

REI“EET IEE CYPE) OHFE. F5F
ZHEEMRL

VEEBSROERERVEDOEE
ZH U0

REVOFHDOAERVEMSLL, FEL
ZHERMR L

1. Bt
ZUERRL
<BE> HZOAHILICBIFREEE SO (B)L) 2

8.

D= O FILITPITE#H U/ (\EFTRT ZILT7%Z1 mg/kgDFAE CEEFERAIESE (165/) %50
e E HSRIR4FMRE TICHB SN RSIEE(d. FRPT57.8%. EHRTO0.7% (WINEIXSHETEE (T
IBEE) THOI.

b3 U RR—2—IZE T SH1ER

ZHEEMRL

9. EMFICLHBREE

ZEERRL

10. HEDERZHRT HEBE

ZHEEMRL

11. Dt

ZEERRL
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VIII. R&¥% (ERALOZEES) BT $HEE
1. BEEARLEEDEH

=
1. B
- = A

1.1 AFOBEICKYEELRT T I745F—, YavINRBTIAREELAHAID T, BEABIZHAERENOTE
HEFHELE-LTHREZ/HBL. REBTRITHLEEREITSI L, =, EEHinfusion reactionhFIEL
=SEIZE. REOH/SEFhIEL, #EYEREZTI &, [1. 8.1, 8.2, 11.1.13E]

1.2 EETERFAEXIEAMTFRBEEDHSEEFICHERS LI5S, infusion reactionlZ &k » TEKRDEMEEELE
CHAREMEAHLINDT, EFDREZTHICHRL., REICEHRLTEUGLEZTS> 2L, [1. 9.1.2, 11.1.1

1.1 AFEY)INOBREITHD, HELCLDTF TS5+ — >3V INRIRIDAENEN DD, KHISERKET
DISZBELTED. 7F T4 S5F2 023y IICXBIRIZERT DEHICEIRIEF (CHETEDEFREE
TOTRIEENBEEHIMTUIZZ, BRELU,

1.2 AOZHEEIEOIERE UT. B8R E(CKDETHDIREMERER. ESVOUBFEIEDIEE (C4 S BZEIE DI
BEMNDD. MEIRDDDEEICARIZIRS UIZBE., infusion reaction(C k> THERDIHERNE Z S AIFEMEN D
D, EFEHRE(CTEYICHNT 2RENSD D ENSERE U,

2. ERABTLEZDER

2, B (ROBHFEICIFBRELAELIE)
ABIDKDCH U7 F T4 S5F2—SavIDRBMIREDHZEE [8.1. 8.2, 11.1.1508]

<FEE>

2. FEIEYI\OBRETHD., BEYENRIR I DEEUNEZISND. (. ABIOHRDICHLIF T4 S5+ -2
IV IUDBHEDG DEBE (CARZIRS UILIEE. EaBNIRIRNMEZISNDZH. 7FI«4S5FS—23v oD
BEREDHDBEZRERE U TRELE.

3. RBEXIIBRICELET HFEE L ENEMH
[V. 2. MHER@HRICHET ZEB £8RIBT L,

4. RZERURAERICESEY 5B L& ENES
[V. 4. FARUARICHET 3738 22RI3IL.

5. EELGERMIR L EDER

8. EELEAXRMIE

8.1 AFNFFUINOBRBITHD., 7FI«45FS2—2a3v ORI DIABENTETETR D, BRE+IIC
7O EENROSNIBZECERSZRIEL, BREZRITDI L. Fie. ZORDIMEIRORIR(CHR.
BRUBZENDE R LTH<ZE, [1.10 20 7. 9.1.1, 11.1.188]

8.2 AFIES(CKDinfusion reaction (BEfE. BE. KM, . EHEHF. RE. B, 1. EMEE) H'E
I B ENHD. infusion reactiones SHONTEIBE. R5REDREN (FIHSO—FHhIE, BEH/REREE

BIBERERNILE AL, MEXRSZ A BAERERINENNMERE) . BUKERSNE (BRiKS. quEhE

Re ZRLFUZDEE) ZITDT L, BE. REKSLIEE. AFIESHICHERXSY Z 2 ERRIBRENL
ELRIFEDREREEREITDCE, [1.1, 2. 7. 9.1.1, 11.1.1=68]

8.3 AFES(CLDIGGIHEREENTREIND 2. FEHHNIC/\EFITRT FILT7 (BIEFHERX) (CHTDIRE
AR EZ TS CENEFE UL, [15.1.1888]
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8.1 AFNFHUINIEBHEENTHDIZEND, VFH T4 S5FS—2a3vINRIAIDITEEEIEE TSRS, RELU.

8.2 ERKEWBI TOIRRRERICHNT., AFIESICKD infusion reaction (IR) WEIEUEZsH. IRDEIRUIZED
— RIS A (C DLW TR LTz,

8.3 EMNANDERRREE TMEMIMANRDOSNE. Ko TENICHIEMIUMEBE RIS ZENEE ULV, RELUE.

6. REDERERT IBAICHTIER
() &pHE - BEEEOHS 8%

9. BRENEREZRITIBEICHTIERE
9.1 AHHE - REEFENHLEE
9.1.1 FHADRAIHT HBBEDCRETEDNSHSBE

[8.1. 8.2&8H&]

9.1.2 EETHRFAERIBUEFBRBEEDOHSEE
BEOREZTDCHREL. wEBLSCUTEYIBAMEZITDS L. Fe. RMTIRESREDSH DEE T,

HEHZESERCEEEE I BT E. infusion reaction(C k> THEIRDRHEENIK C B OJEEENH D,

[1.288]

<fiFsH>
9.1.1 AHFFFU/I\UERFITHD. BEENFKIRT DFEENEZSND. . ABIDRD (ZXT UiBBREDEIF DS
DEEICBVWTCHIRITITRENEZI BSNDITHERE L.
9.1.2 ZEHRI12(CTERMELZESD. EERFREAEX (F2HITFIRFEEDH DEE (CHUT, infusion reaction
(IR) OFRRICIDIMHEEBNECDAEEMIEIEETER . ADSHEFEIREBE (. —RNCIFRBFROERER
HREITDZENZNENS, CINSOIEREELEEEDSS. IROFERICLDBMEBEEIDIURINBENES
ZABSND2MITFIRFEEDSD DEE(CH U TERRE I DEDHRE L.

(2) BHEEERSE
ERTESNTLVRL

(3) FFieEEERSE
ERESNTLVRL

) &HEReEHYSIBE

ERTESNTLVRL
(5) 1EWR
9.5 iFiF

IR (SR LU CTVWSEIREM DS D WIECE, AR OB N BRIt E LO1D CH SN BRICOMMEIT DT
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