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BUN Blood urea nitrogen MiBRFEESR

CDC Complement-dependent cytotoxicity MR E G E
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CIDP Chronic inflammatory demyelinating 12 MEOIE PE AP 22 RAR MR 58
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CRP C-reactive protein C-LUSHEHS Xy
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HBV Hepatitis B virus BRUFR D A LA

HCV Hepatitis C virus CHIFR D A VA

HEV Hepatitis E virus E R T A LA

HIV Human immunodeficiency virus b NRERETY A VR
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vCJD Variant Creutzfeldt-Jakob disease ERB I oAy TV - YT
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(1) #¥04& :
BRI = 7 7’17 U v TH10%##E 0.5g/5mL
BRI = 2 7' 7' ) o TH10%## 2.5g/25mL
i = 7 Z7'a 7 U > TH10%E4E: 5g/50mL
BRI Y = 2 7' 7 ) TH10%##E 10g/100mL
BRI Y = 2 7' 7' ) TH10%##13: 20g/200mL

(2) 4 :
Venoglobulin TH10%I.V. 0.5g/5mL
Venoglobulin TH10%I.V. 2.5g/25mL
Venoglobulin TH10%I.V. 5g/50mL
Venoglobulin TH10%I.V. 10g/100mL
Venoglobulin ITH10%I1.V. 20g/200mL

(3) BFRDHEE :
Venoglobulin IH (74 =4 F) %,
Veno - : intravenous (FEM).
globulin : immunoglobulin (%27 17U )
I:intact (KIROEFE D, FHELD)
H : heat (In#ELY)
DEMGETH Y, “KIKOFEE GHEM) OMBVLEE L7-FEfnErar ) 25
95,

2.— &%

(1) ¥ (@fi%) :
RVTF Lo a— VB AGE a7 v
(A=W =1 B FE 1)

(2) F%8 (@dik) -
Polyethylene Glycol Treated Human Normal Immunoglobulin

B)YARTL (stem):
L



3EXRIL TR
<BE>HRE I T v 1gG OREERA & BEREAL

PUsHs A
AL
Fab
J':P _
TS G ERAL
c| |c
VAL Fe
C:iEHHh
ok A

COOH

4ANFREURDFE
IR Y Lk
IgG D41 & 156,000~161,000 ?

54bF% (adik) XIFEKE
L7

6IERA. B4, KBS, B5ES
1RBR /505« GB-0998



M. A7 ICET HIER

1.9 FREE

(1) 5}#8 - 4K -
P - L 2

(2) FHBIE -
R L

(3) BBt -
BB L

(4) BeR (MR, MR, BES
MR L

(5) BAIEHARRETEHY
LR L

(6) HERRH -
B L

(7) ZE DD EERIEE ? -

WBEER (Sy.) 6.6~7.2
PEBERE (Dy.,) 4.0
EARE (n) 0.060
FEEEARE (T/E,) 1.38
HEA (pD) 5.8~7.2
S 1.2

WfR% B, (280nm)  13.8

2HAMRDDEZREUHTICEITEREN
REMHABRER

B PRAFTEHE IR [ B R
_oRY e i e B 9% A 2 - A
25°C KR (0,1.3.6.9 # A) 2T ORBRO PRI E

HEREE Mk, pHRBR, KU F Lo 27U a— LRk, wEsa7) o GaERR. MLA
PUiAl, JEEGRER, B Ao E R




SEMHAORBRGE, BB

() i/ 07 ) G & RRE:
AR ERBAIIEE — IR DL L — 2 T 5 — FETEAKIRIRIE % MR L TRt
ML, NERRIES BT Y Y GOGMIEEFT AT REERT D, F10, W
SR A SE Y — IRARBRIE O T A SR R & M) L CoRaD T2 72 o L R B i 7
BTV GEREERT S,

(2) ik
A B e AR O L ALERINE 1 MR L TR B,



V. BHIIZB§d HIEH

1.5

(1) FlR DA
HEHFA (GER)

(2) HENDNE R UMK -
AFNT 1mL U AGZE 7 17 ) > G100mg & & A9 5 A7 LR O 22k H|
Thb,

) EAMa—FK -
LN

(4) EE DL

ki = 7 7 a7 U o TH10%EE
R7E4

0.5g/5mL 2.5g/25mL 5g/50mL 10g/100mL 20g/200mL

pH 3.9~4.4
R b 0.9 (ABRAEHERIZRI3 5 )

(5) T Dt
B RSN

2. BFI DR
(1) BSELS CEMERS) OEERUVEHMHA
o Wk = 7'a 7' U o TH10%8HE
” 0.5g/5mL | 2.5g/25mL | 5g/50mL | 10g/100mL | 20g/200mL
R % ey s
(1 ) N A= 0.5g 2.5g 5g 10g 20g
A P4 0.075g 0.38g 0.75g 1.5g 3.0g
(1 ey | KRS R DA i fik i ik i fik i i
s 0 i bR i i
5 NEr a7 )y Gk, b Mg ERT 5,
K (BRME - AA, MoK : ki)
(2) EMBEFEDEE :
<BE>
3y FOFERT—H
Na - K+ Crr
0.1 mEq/L* 0.0 mEq/L* 40.2 mEq/L**
(0.0018 mg/mL) (0.0005 mg/mL) (1.43 mg/mL)




oy b 2wy MIBHRMLT o7z, 17y bORRERT,
**3 vy hOPHFEAEZ R,

(€5
Mg R R L

ARMTBMROHEBRRUVEE
AR

4. 711
RN

5,BEAT DHEEME D & 5 KW
oo v kifHEE A

BHADEREEMTICETHREM
REMRRIER (0.5¢. 2.5¢. 5g. 10g, 20g HH)

A AR il AR R
27 » H A ok S .
. % ETORBRIE *1 ORI A LRERY 722
BHRAAR | 11+1C aﬁfiféﬁw, 2R B LR o T

*LRUBRIEE - MRIR, pH B, /7 n7 ) o G &R, g nr ) v G EAYGERR, FER
B, BERAURR, FEPGUBR, R L ADURMRUR, RIAMERMIRA, AIETERORFRRBR, SRIA
B, REE, HBs PURGERER, 1gG2 & B,
7k, [FERER, MEEEAER, FEEGUR, RIETERRL R, PREUCA BRI, REBEEHK D
HBs JUREERBRIT, K77 0, 21, 27 » A HIZ 3,

EEMRERER (5g &AI
R4 BRI SRR PBRAE R
ETORBEE2D>H, /a7 ) GHE
6 % AWEERRIT 4 » HE CTHBICEAL, 6 4 H
JIBEEEEN 25+1C 0.2.46 % A) WCBWTHEEZANTZZ 06, RfF4 9 A E
i TLRETH-oT-, TOMORBRIERIZETE »
HE CoOBKICHEA LT,
* BRIEH Mk, pHRBR, a2/ n 7 ) v GEERR, i/ n7 ) G EAYE TR, Tk
B, R L APUAMRER, Rt B, R sk 73058,
[\ AR K ORI ek 38R 1L, BRAAHE (0 v H) &R TH: (6 v H) I2FE i,

7REER NBBREOREN
MVII. 11. @/ s oHEBR

8.4l & DEEE X (MEILFHEL)
Al & DIRATEFITRET 5 Z &



0. B
L 7g
10.54 - A%

(1) FEARDERLGES - BF., NENFRLGESR - LEICET 215K -
a7 Y 7RO, FH LR = A0 MIENC St 2 FEE (2R3 Z &,

(2) B% :
BRI = 2 7' 7' ) o TH10%##3 0.5g/5mL 5mL 1k
BRI = 2 7’2 7Y > TH10%##3 2.5g/25mL 25mL 1k
BRI = 2 7'v 7' ) o TH10%#+E 5g/50mL 50mL 1
BRI Y = 2 7' 7' ) > TH10%##7% 10g/100mL 100mL 1
BRI = 7 7’17 U v TH10%##E 20g/200mL 200mL 1k
(3) FlIBE :

B RSN

(4) BFRDOME -
0.5g HH 2.5g B bg M| 10g Al 20g H4HA|
i HAFHOBEL T 7 A1 MESHI ORE H 7 A
SN WHFEL T F IR T N2
T XY v S T
Frv7 R =il P
F L EENDEIS Ry 7avry, FVZFLrFL74L—h

* 1 HR —MEABIEOEF AN T 7 AR GBRiE I # e
* 2[R —AREBRIE O =2 S BE T E S

1A EH SN D EME
LR

12.Z Db
<BE>
gG2 &= ?
IgG2 & &R WD MEREDZE B IEOERE R ORBRTTEEA LT T 5720, EH
ALEAR T AAR A O AAGE 21T o7, (FFEH : 202045 H 29 A, &R H : 2021
H£2H17H)
ki = 2 7 a7 U v THI0O%EHEICF £ 5 1gG2 G R&OMEMFEIITRO LB,




# BT = a7 ) THI0%EHED [gG2 & &

IgG2 & (mg/dL)

By hES (6 I 2 P 2541
D034J 3248.3
DO035J 3196.7
D036J 3201.7

L (R7 2w A b —{E) IZXDMER R




V. ARICEYT SRR

1.NEE (FZH R

ORMLVIZEAV<IOT) VINE

O BEREEICHITHIMEME L DHA

OFFEEM/MMRURD SRR (hFIAEN T, EALGEOMERAHY . HEHLERILH
EE—HUIEINEEELELT HI5E)

OMNFFDO2HUE (BEETHY. BSHIREZTOREDERLHLHEE)

OZHRMHL - KEHRIZETS5HAETOHRE (RTAA REINSHRF+2LTHEIZRED)

OBRMRESREESHRRBEX (ZEMEH_1—0O/NF—%25T) OHHETOHE

OBMREMEREEZRIBHBZERX (ZEMEH-_1—0ONF—%ET) OEHEEETD
ETIH (BHETOHENRD 5NT-5HE)

O2BHEEMEBENE (RTOA FEIXRIZIXATAA FEILUNDREIMFIFIN+2ICESL
HWEEICERS)

OXBEE (R704 FEIONER+7EIHE)

OmZEIgG2 ENETZ#HES. MRKEXIEA VILIVHEEREAB LT IAaMEDHE %,
SMREIRRIEIMADRENF (79 F U ARBICL S5 FHREVMOBE L ABRET
THLTRENENBONT . REZRYRTIFEEICED)

OKBEHEFRARE (RT0O4 REIDOHEFR+491ES)

OFZv - NL—ERE (AHEEHTHSITRESZEREM)

Ot FH—HuRBIEERBHEICE (T S iTRTh R AE

2HRERIIHRICEET X

5. 08X EHRICEET HFE

(BERREICHE T OIMEME L DHA)D

5.1 WY RIS L > TH TR IROT O N R WEIERYEZ MR ET5 2
ko

ISR D 2R
5.2 Rtk 7T BUWICEK G275 Z EREE LU,

(BHRMUHL - KERmRICET5HNETOHRE)

53 JFHIE LT, TReAT A RFEIDIRAF 5 OHBEEZIBANT, WTFnhroxT
A RRINCEDIEE T L TH A RIRO/OENLRNEBEEZNRETDHZ L,
5.3.1 AAIBE 12 LRI D OIREECHE 3 555

AFNPEG-0 12 WL ERNICREIBEREAT 2 A F& 7L R=Y 1 HUE T 50mg/
ALLEXIE Img/kg/ HLL ED AT o4 RKERIEICTL 5 AU EIRE LA
NSV | D% b ARAIBGHIGRFE TAT 2 A FIREZ#kE L T\l
L LT, TR UENEO GT, M CKEA A FRAZ B2 T
W5 A,




5.3.2 AREBH-FIO 12 WA OIREE CHBr 254
AFNFE AT 6~12 BOKR R CRIBREAT A RE7/ L R=Y 1 A HE T
50mg/ A LA E 30T 1mg/kg/ BLL LD AT v A R RKEWEZ I L TV 2R
BERH Y . 0% HARFE GG E TAT A RREEZ ML T2l d
Db BT o ENRO b, M CKEA M FRA B X Tk
V. 4B EORIREZ BOTHRIE SN ELOREEO KT, 1fmf CK
EOK T RO S TWRWEE,

5.4 RANIZHMEMR - RIEHRIZEBT 2 EEROUEL BN E L TR ET 5 3E4T
72, ARFN DR RFRERIZ KT 2 AEITRESL L TV,

(2GR EEMENIE)

55 A7 A REIXIIAT aA REILSAOGEEMEIFNC L 2P 7R RFRIC k> Thb+5
MENBELNRVBEOREZNRETH L, F2. KFNC K DI E1T ) R
%%ﬁ%ﬁ®%ﬁ%%ﬁ?é:&o%mﬁz/ﬁufvyﬂﬁ%(uT\m@%U
ZHWIZERRREBRTIX, 7L R=y 1 U#E T 60mg/lE H L EF# L < 1% 1.2mg/kg/
ba B LA B, X 30mg/iH# B DL EA# L < 1% 0.6mg/kgh#l H L EDO AT v A RAl% 4
%HLW%LR%&E%%D BB L CAT B A REDUIAT a4 REILS
DFPEINHIF 2 R L T DI H 25050 b4 sk E 0GR 0 b e W XTI &
M0 W BFITH L, ﬁﬁ@ﬁﬁi&@féiﬂﬁdéhfwé [17.1.6 Z1E]

(EMREEREE S RBEHER (ZEMEF-—1—0ONF—%85L) OEEHEET

DEFTHIH

5.6 [MEMEIRIEMENBENE S BIRMRER (ZEMEER) = 2 — o XF—25) OFHIET
DEE | KT HARBNOFEHERRD NI b DD, FEROFEIH - FFREZBRV KL
TWAHRBHIZOAKETHZ L,

<3€@§>

5.7 B EERNE CHNC L DHEUIRIREIZ L o TH R R 035 DIV W EE O &
%ﬁ%&?é L, FRIFERZNRE (FgR ) =F Lo 7Y a— VB AGE 7 a7
UY) OEKRRTIL, BIBRERLVEVH 20mg/H (7L =Y o 48 Lk
Z3~THRMEH L7ZIZH b oF ., BHRIERDOUGENRD bR T2 BEIC
L. YRR OF R ONZ 2R ST 5,

5.8 JEIERELEME RAIE ., BRI, SRS R M B [k 2 A 00 K OV et
SV M GAVAJAN

OkaHEXAERE)

5.9 RIEREFRNVE VAN L DEEIIREICE > THHaRIREB3 S o W EE O A
EXgET 5L, FERZEA] (FERY) =F L7 ) a— VB AGE 7 a7
Uy) OEERRARERTIE, BIBRERLE A 0.4mgkg/H (FL R=Y o #H)
PLbE%A 7~21 ARMERA L7ZIZ 0 0b 57, BHRIEROBGEDN GRS b v o 7B
Floxt U, YaZBAI OB R OVZE2ERRFT SN T D




(& IgG2 EDE T 4S5, MAKEXIEA VLI VVEEERB LT 22EHE

#*. BEKE IR XA %0 FAEHNH])

510 B 5BIERFHICLL T O T R TOEBEE - TRFICOAFGTH 2 L, [7.9 28]
-k 6 v ARG ERE LTamIEL B, XL, 2ERE RE LTk
ELT2HPEDORIEZRDD T L,

s BEREE UTHREKE X IIA v 7NV FEAFRESNL TS Z &,
- 1M7E IgG2 & 80mg/dL K A3 fkii L T\ D Z &,

<R >

5.1 HEEGUEICK L CIEHEENE —BIRIETH Y . FHEHARE 7 v 7 U AT
PRHIED B THOBRNRBBT ORI I N R&E LOBLENL, L) —
J& D ERE R A X 5 72 0B8R LT,

5.2 JINRHRIZ 33T 2 i@ IR 1T IER 7 H Rl TR A E Y . 3~4 B TiHReKIZ %#é
EWVbILTW D, JIIRFIZ & 2 BRSO3 4E%Z FET 5 12i%. BEICAHFNIC &
BREGET O ZENEE LV ENLREL TS,

5.3 ZRMEMR « KGR OIBRIIAT oA REINE -RIRETHY . 274 FAC
K DIRBITK U TR A TG IR TR G I AT, Z Ol 4 5
L7,

5.4 ZRNEFR « RIGHH R O FRERER OUEEIIT T 2 KA OFPEIZEET 5 HMN A2
LTEY, &Erﬁ&%amfmﬁﬁ&aéné_&»@w;9@%@@#5&@
WZRRTE LT,

5.5 AFNL, BERIEIEMNEEOIRBRICKT LT, A7 A RAIIIAT v A RHILS
DEEIHIFNC L DIRFERED LR NERICORELESNHERTHDLZ L& +5y
JART 27 OICHE L, B, BHLARWEAOBERE LT, BARR TOIRIR
FEMELZ PR LT,

5.6 1BMEIIEMEB BN S SRR R (ZEMER =2 —a XF—25T) OMINETO
WEICH T DABNOEIMERRO HND OO, JEROFRE - FRZE D IRTBE
DR THDHEOEEFHEZ LI LT,

57 AR =F L 7Y a— VB AGE 7 v T ) o CEM I U ERRRER T, Al

BREARNLE VA 20mg/H (L K=Y o E) DlEd 3~7 BHE&RG L7Zicb
DO T ERRIER D UGE Lo T BE X5 L U CTHDME & 2k a i Sz
ZEnD, BEMGE AT SOICEE L, B, BIBEE R LT A
DG PHEFFEREOIRHAECHRAT 2 LB L, ZHICARBEH IR0 X
I RATRGE ST D RIB R E R VE R OR G 8O B R E R T HEN
BT, KRR COXIREH ORIEEEL PG LT,

58%ﬁf)z%vyf):~w@ﬁAﬁfﬁmf)yf%ﬁéht%%ﬁ%fi =

FEYEREIE GHIEMERIEE 2 5 de) KOV RIEE (RLBEE REE % 5de) B
gl UCRBRDNEM STV, RIEIEIZIX Z OMICEEREE g, HE
WRIEE R OFERFERERIEIE S H D03, 2o OFRAIIK L TIEA 2k k04
PEIIAESE L TR W B ZRRd L7z,

59 WAV = F Lo 7Y a— VR ANeiE 7 a7 ) TR S AL BIRRER TIL. Al
B ARLE A 0.4mglkg/ H (7L R=Y o V) DLEZA 7~21 HREEA L7=I




Hbh BT EREEIR A E Lo I BE 2 xS & U CHM & 2 il &
NIleZ b, BEMGE+SITEIT D72 DITHRE L,

510 AFIOEFEEIZHT- - TiE, BREREXITA > 7 vz o PREICHT 5 R R PUARRE %
WESTDZ LR, FFRUREARO RN HER L. &5ﬁ%f%é#7b%ﬂ
Wid 2 Z EDRRELNEER LN, — RO ERHEETZ ORIE XK EE 2R B
WA BRI U3 A v 7 v IR DR R @Km%%abﬁw%éf
. ENFEIEERRBRICE T 2 BERINEETH - ORMETHERX L FRIE
(MR IR SUIIR) D GGt @R (i %-2&4/7wm/%-)®
[FE @I IgG2 i (80mg/dL Kiifi ChH 2 Z &) ZHRIFITHET HZ LT, AAE
XIS 23N 35 Z L A[RBIC 72 5,

3FERVHEE

(1) RERUVRAEDER
(BheeaE)
AANTNEIRIIE CTUT D LBV RET 5, ok, HEEHETLHAIE. &b
D TREIRIITI Z &,

(BIERIC|A =TT VMdE)
BE, LEASGE 7 m 7Y G L LT 200~600mg (2~6mL) /kg R4 3~4 HH[HK
TAREFRES T EERET S BE OIRRRIC Lo THEIEHEY 5,

(EERPEICE TE2MEME L DGR

WE, RACHR LT, 1EAGRE a7 ) > G & LT 2500~5000mg (25~50mL)
%\mﬁmﬂbfm\1@Aﬁ§¢mf)yG&Lf1m 150mg (1~1.5mL) /kg
IREE 2 R U BT 5, ERICE > THEEET 5.

RS M/ MR BER)

W1 HIC, AMeEr a7 U G ELT200~400mg (2~4mL) /kg (N8 % »SiEE
iﬁ%ﬁ&?éo@%\5ﬁﬁﬁmbf%fh ZECENRRD DR WEAIT, PO

eh b5 2 &, ik OYERIZIG UGl BT 5,

INBRD 2R

Wi, AN/ m 7Y G E LT 1 HIZ400mg (4mL) /kg (AFE A 5 H SR EHEX
IREEEE, L IEAGE a7 Y v G & LT 2000mg (20mL) /kg (KE% 1 [A]47
TEET 2, 728, L OYERICIS U ClERET 5,

(BRMEmKX - REHRICBTS2HAETORE (RT7O4 FEIBNNREFR+HEIHEIC
R5))

W, AR T I AE 7 07U > G & LT 400mg (4mL) /kg {KE% 5 HHS
WErET 2,



(IBMEREMREE L RIBMAER (ZEMEF -1 —ONRF—%23) OFNETOHRE)
WE. 1 HICAGE 7 a7 Y G & LT 400mg (4mL) /kg KE % 5 HREE H S &
FETEESTET 5, 2B, FEkOYERIZS U CGEERET 5,

(EHRMEEREEZHRBHEERX (ZEMEH -2 —ANF—Z25L) OEBHEEET
DETHEH (FHETORENRD 5NIZIHE))

WE., A7 a7 G ELT 1,000mg (10mL) /kg (KE% 1 H] XiX [500mg
(5mL) /kg AE % 2 AfME A | % 3 MMM CRIEEHET 5,

(RBREEMHENE (RTO04 FRIXIEZRTOA RHEILS O REMNFIF A5 2F%)
LEZLMEEICRS))

W RAICIE T I ASE 7 07U > G & LT 400mg (4mL) /kg {KE% 5 HES
WErET 5,

(KEE (RT704 FRIDOMER+21EIHE))
WE. 1 ACAREZ a7 ) G & LT 400meg (4mL) /kg KE% 5 B HE 0 A&
ET 5, ok, FmLOYERIZS U CEERET D,

(% IgG2 EDE T E#ES. MABRBEXIA VINIVOTREZEXE LT I2HEFTE
%, SUKEXENIIMAEORENG (77 F UERBICLLIFHRUMOEYGEEST
ToTLHRLEMRNEONT . REZRYRTHESICRDS))
A7 a7 ) v G ELTHEE 300mg (3mL) /kg (R, 2 [A] H LLFE I 200mg
(2mL) /kg REZHEKET 5, KERRIZ, @, 4 BEE T2,

OKEEERAE (RT04 FRIODEFR+HTHE))
WHE. 1 HICAGE 7 a7 G & LT 400mg (4mL) /kg KB % 5 HREE H S &
ET 5,

(XS« NL—EGEE (AUHEERCHITRELSEEN))
Wi, 1 RICASEZ a7 Y v G L LT 400mg (4mL) /kg (AEZ 5 H[BHE H S5
ET 5,

B R F—AKBEEBBHEICE (T 5 MR RAE)

W, A/ a7Y) G ELT, 1 HHZY 1,000mg (10mL) /kg (RHE % SiH#E
T 5, 1272 L, BEOFREOREIZS U CGHEHERET 5, 723, B&5 51T 4,000mg
(40mL) /kg KEABZ 20N &,

(2) AR UVHAEDRERRE - |RML

R L



ARERVAEICEEY 5FE

7. HERVAEICEET 5FE
(FhRESIE)
7.1 BORICHEST D EMERE T AR TSR H D, FRUREONCES o~ a7
VIPEDBFIZITEETHZ &, [7.2, 9.7.1 ]
7.2 BHEE
va vy 7 EOFRIERIZY B O GBLE 1 LN, &5 852 BB 2
HAREMENH D DT, 2O DEEMEICHOWTIIHICEET S Z &, [7.1, 9.7.1
Z ]
7.2 WA OEERMGHS 1 FEFIE 0.01mL/ke/2y TG L. BIVEHSE D B FT 7S
RO LRI, RAICEEE EFTH LV, 7272 L, 0.06mL/kg/5y %
72N Z k. 2 HEURRIL, ATHICIHA L E TR TN TE D,

OINBEFED AR

7.3 2,000mg (20mL) /kg % 1[I TELGT 28561, A 7.2.1 OB GHE % 8
ST AL ET O, AMRIEERMIKEOH KITER L, 6 Rl LT Tailiis
ET5z L,

EAICEA < AT UIfE)
7.4 AREROMEIL, IE IgG 7 7MHEZ S BT, FEHERECRYYE 2 £ ORRRIERIZ
JETT, &G8, RERRBEZHESTOLENHL L EBZETLHI L,

(BRMEHX - RIEBHRICBITA2HHETORE., £5EEEHENE)
7.5 Vi L L ARFIBG% 4 BRIIAROFR G 2TV &, 4 BB UNICHERE
L7258 OFNE R 22 IR ET STV 2R,

(BMEREEREIE S RIBRERX (ZEMEH -1 —0ONF—ZET) OHARTOHRS)

7.6 AFBGHET 1 9 ARICH VKT OEERRDOOND Z LBRH LD T, LD
WA IR L, ARIRGK TR 1 5 ARIZBO TUIAR OB G370
N

(RfaE. KEEEXRAER)
7.7 KEFGHET 4 8% E TIIEROBEEDRBO bIND T LN H DD T, Kh%ORKH
T ICBIE L. ARG T % 4 BREIZE W TIAR OB 513 T7h7Rnw 2 &,

R F—HRBHEBEBAEICE (T 2 MR RAE)
7.8 AFNIE GG D T HHLUNZ B LR GZ25% T3 508, 88 OF L OREEIC
J& U CHE AT 2 &,




(& IgG2 IEDETZ# 5. MABKENEA VILNI VTR ERERELT HEMETE
K. BMERE X KL% O FEE )
79 ARG 6 Rz ALET LI L, ok, HE5E2RATLIHEICIE. HREED

R~ S 2 HEME L, AFRGOEGZHWT 52 &, [5.10 2]

<A >

71

7.2
7.4

7.5

7.6

7.7

7.8

FHERA A 7 0 7 ) VRIRIORER G LY MER T 2R T Z ERRESA T
HTEMLRE L,

, 7.3 BeHEEL, mkiiA Y e ey NEFHEOR GHEEZ BB ITRE L,

HARTIE TEFRIERE R DIEGERE) (a3 220 - InEiEs © Itk T Mg IgG k
7 7% 500mg/dL FEFEICHERFT2 Z EMEE LV EREE I TRY, £7/2, X
kY Ik W T [EGERIOME IgG N7 7E% 500mg/dL LI EIZf&> K 9 12 IVIG
BHEEOWBEZMNL ] L L, S OICEMERCERAIERIC LY TEEERGELHEHT L
CENEETHD] LRREINTWD, TOD, HIEME IgG b7 7EEZRTET D
ZEEFTERNLOO, FHEERERGMBEORZE LTl IgG 7 7EEZSBICT
HZETAEREHE S, BEICES <707 ) CIECE TS THEROHE
BT A H EoEE] & LTERE L,

LR« BB R OBEFEFRBRIZE\O T, 5% MAIN G S ERNIE 2 JER &
D T 7 < FEGIZOWTOHINE « BEMEDFERP DN & KOS D FT A
N7 A9 ETORLHREIL, MAERHEZERL TRESNTNDZ &b, KA
OMmHEEE (2723 H) 2Ex 5L, BRGDPLERGEICO N TIZ4ERB L E
O Z ST THREGETHZENBEUITHD EB 2O, BHHBIZ OV TOEENL
BERGE LT,

T, RHEAEEGEIEDIRFICBW T, 5% A% 7= BERRBR T 4 B
DINICH#EE L7258 ORI « Z2eMEEHET S CnZen 2 & R OUARH] O i H 068
WAESE 2, 2K - BRIEDHROIGE & FIERIC 4 BRILL EOWIR 2 &1 TR 5
L2 ENHEUITHDEBEZLNDZ DG, BEMBIZOWTOEEMREZHE L
7oo (IVILZE 4t (fEH EOEESE) 12T 52HHE 6. EERLANER L OHH 8.9)
DIAZ )

HpR Y = F L 7 ) a— VIS E 7 1 7Y AT K D AR SOE M DL B 22 R AR A
R (ZHEMER) = 2 —u F—25T) ORKFHBRIZIBW T, HiME T OBGER
NEGHET 1 5 A% THHTERZRD TS Z Enb, BEZITREE o8
L. 1% AMIZENEEE21ThR 0B OEBMREZ 5% E L,

AR Y = F Lo 7 ) a— VAR ANGIE 7 a7 ) N2 KD KEIE ORRRER TIE, 13
L EDIEFNZIB W TE G 1 M2V L 2 BRERICEEE 2 27 A OdE0iR
HHNTNDA, #EBLE T HEMNSEEN72< . 29 H HUREIZHD TEENRD S
NIIERIN B -T2 Z &0, RIEIE K OKIEBYEERAIE OWNA T A KT 427 T 1
I AEBRBRIA I NVET DI ENHERINTNDZ LD, AFIFRGHKTH% 4 BT
BN G- 217D\ E OEEME 25 E LT,

AHFN DGR ON T, 5% AN %2 AW 7= R RBR Tl G Hiko 2 fil 2k, 15
BB CRE 4 Bl 7 HUWNIZER G S0, BE OIRRERIBHT £t B %412 X 0 & 5.1
fRabi b LAMELRIZGELBESNDI D, BEOREELZEE X CEMO



HFHZ I VIREESND ZEREE LY, LR L, HEMBAEL 2o HAc
B RER & RO BANEDRF LN DA TH D Z b, BRRBRESE TG/
BRAaSElr < s & 5 Rk L7z,

7.9 BRI S TG IgG2 52 BA- L, SREGSMENERT D R 5 2 & 2B E T
Ll BREARKERG LoD D Z LTl ThneEx b, 70, Mk [gG2
DR T 2o T, SR E R, SMERE IR UM L IET 5 BE 2R E Lz
FARRBRICH N T, AFOELEREEZ 6 BlE LT\ Z &0vh, ARAIFE G136 [E% H
BT HERE LT,
¥, BEEHERTLGEICE. JAGEEORE~DOMEEG E HEME L, AAE 0
Eé%ﬂmﬁé_kwﬁ@f%ék%z%n\%maﬁﬁbto

5 ER PR A&
M ERERT—2/\y 45—
BEARRNA
(2) BRARFEIBEAER © -
H ® 5% BUHI DL eV A MR 5,
poE-E A fatRE R A B+ 9
. INBLER R IR N s 7 a7 ) 8AL (1) (50mL) " AS e /27U v G
PR P
2,500mg &A)
s i 3ATO%E 3ODRIIHST, FNFNOREICH LB 1,000mg (20mL) . 2,500mg
(50mL). 5,000mg (100mL) % HA[AS3E RN 5,
DOEMIZE QBRER O4FHPMHRA (e, JRHik, AR, Pk, OEX)
MAEEH | OFERE (MEFORE, MEE(LFORE, MR, RRE) GOBHFHE (VA1
VAR, MERSE, 7Y v 7 i ER)
- 1,000mg # 58 1 1ﬁJ CH5-BRMG 1.5 R B 1Btk DR 2SS EL L7228 = o kB
Fix, WGHIDBEE R TH - 727290 5% AN & oK FEBIR TS TRV & & 2
55,
< EFERRAEICBE WO TR AES & bR FRIE S 22 5 BEITERD o T,
o om © BRI BV TSP B F EHEPE 2 il U 72 5EF S & - 7203 iR LRI & 72 %
™ EENIRD SN o Tz,
BB ICEBWT, 1 HEO YA L ARE T HBe HUED — 5 A B E X X b %
RUTEDS, 2T 5% AIB kD HBe iz L 2 Ll siniz, 7=, 7V v 7
Wb 2fEETH -T2,
Dbz & X0 5% DR EMENHE Sz,

(3) RERGRRALR -
LR L



(4) HREEAIEHER -

1) BRI -
DIE-EA o< s 0T VlfE
K-hr~ra7 ) JECKT2mHAERE a7 ) URIESIRHAERE 7 e 7 ) Uik
EOR 2 BEET 2 72 OIS TIT o 7o G ROBEIIR O LB Y Th o7z 12,

x5 XGEEHIE S v~ 7 a7 Y v e R 29 f
a7 A EWHFEHTOL Fa 27T ¢ 7450
B 551k BENMIRSNTME 707 ) CORRICHESE LT O 4 B

B E S e 7Y A SRR E T
%2 B . 100mg/kg, 3 M Z & BHGOMEMGE 7 a7 ) EE (IMIG #ifeEik)
% 3B ~200mg/kg, 3 WM T L BEOFEHME 70T ) L (R EH T

)
%4 B . 350~600mg/kg, 3 T LG OFERGE S 0T UEE (B EA
FeRRIE)
it mi% 1gG F5 71E

B GREIZBT HIMIE IgG b7 7EEZ S8 L7ciE R, 500mg/dL B E & e o 72 Dix
EAEEGHOHE AORTH T,

BRI & B ABRRB

B2 BBV TR, B 1 LA TARE B BTSN Lo 7oy (B 1 RE

14.5+28.3 H/AE, 52 1 16.7£23.6 H/AF) . 3 M TIXHETEHLS Y (B 3
11.6£20.1 H/4F) . EAERGEEOH 48 B 48 :0.621.9 A/F) TE#ALRIC
L7V E 3L OBICOARRENRD LT,

RRAE

R XA H B EYYE O R B RITm A ER G ROE 4 CEHIRETH -2
N, OB ER TITA BT o To, BIEMRYYE (ke ) ORBRIL,
EHERGHOE ARSIV ABIRIETH - 7228, BHER GRS 3 #
EE MM TIIARERZEITRD bR o T,

4 WBYERZ A £ 5 PUAR A 12 ] ok < 4 ), B0k - 8 Bi)
RRTPA L | T2 ¥ s 0 2d— s —
Bl Jr i LRSI O BIERGIR IS U CRHEI s 7 07 U » % BUF 0 2 BT M LIE 5.
15,

W1 (6 EEMsE 2 e 7Y v 200me/kg/ A & 6 4 A RRE (KA E#
H.) 1. 600mg/kg/ A % 6 » AMES (FHERE)

2R (6  EEMME S 17 2 600me/ke/H A 6 » ARG (5 &R
5) . 200mg/keg/A % 6 » AMKEE (KHERS)

frEs 2 BECIE. 600mg/kg/ A O A ER G IC B CTlg IgG EIERk 2 lZm L T 2
~4 % ALINIZ 500mg/dL LA & 72 v . 200mg/kg/ H IR B G20 b 5 &
6 5l 4 Il CRMIC G IgG ER D L, 2l W TR G 3~4 » A%l
Mmi& IgG i 500mg/dL % FlEl>7-, —J7, % 1 #ETIL. 200mg/kg/ A DX &4 5
oW Tep] T IgG A2 500mg/dL #2225 Z & xR o 7=, IflE IgG &
A 500mg/dL LA ECoh - 7= M TiE, 500mg/dL A TH - 7= Wizt L ¢, &
PR OBEFE . ABE S 38 7 FAERE OBEFE AR U, IHHERE DA 7 iR
STz,




PSES

55k

SYBRRETM SR AR AE 5 ], X E IR o~ 7w 7 ) L fUE 2 6
&

1B MESGELLR D & % BN RERL AN R K O X I T o~ 7 7 ) o i f
AR L THHEMSE 7 v 7' U o 600mg/kg 2 4 M Z L IZEMICHEET 5,

S

Mm% IgG b7 7EII A< 8L, 3~6 » A% 77 b—IZ#E L, K/ TH 500mg/
dL & e o7z, ZRUTPEW, ERARSEIRICECED GO it

PSES

MPE ) MM R (R AR Z T RN E E - TV D) 81141

BRI

T U8 L EHEBRAR

#5715

[EI B 2 i s JL R 3R <, 1B U oM AR RE 2 LU T O 2 BRI T 5,

Gpg a7 Y URE  HIESE 7 0 7Y o 400melkg & 3 MR T &I 1 ARG
(41 B1)

TR REE 0.9% T B U 7 AT SmL/ke A 3 W &I 1 EREE (40 #)

RS

SoE a7 ) URETTIE Y T B ARBRC L R TRE OB A E NG EICIK L (23 A%t
42 [a], P=0.01). F7=. RPEFIEOFHHNIS & 2PERT 272012 1EMEL T
H 17 MO 5558 T Lz 57T B HOW TR BT 21T > T2/ R, g/ n 7 ) o
FECTITME I X D IYHE N 7 T v AR L D BRIE D - 7= (14 [B1%} 36 [A],
P=0.001), |2, S@E 7 w7 U URETIL, RERERA~DO SN0 5 Fe ) 0O 8 70 i 1%
YeE TOHIMIL, 77 BRBEL Y HFRICE» -7 (P=0.026),

Q4FFE MM/ MR A T L B S Y
5% B 2 FI N 7= B PR R BR 12 3\ Ty e ML MR PSR B FR 8 15 5l 2 505212, 400mg/
kg (KE/H (1 BI04 300me/kg E/H) % 5 HEE H SEEEIC TG Lz, A0
K4 14 BIZIVT, 5 7 /mm? LA B i/ MRESEIN & O e R OHER & B SR S e B
ZhErik, /T 80.0% (4 B/5 B1]) . AT 66.7% (6 %1/9 ) AFF 71.4% (10 fi1/14 1)

THoT,
OIS

- EBIRFE AR A TR b NS HER & O FE SRR RS & 55 5% A &
% B AR A O A 19

FSES 6 IR AT TH 9 HUUNICH v~ v 7 U Uik Blah U 7= 1R AR s
BTV A 2 Jii e e T L kiR
AR 7 1k 5% M 2 200mg/kg/ H ¥ 58 (A #E) & 400mg/kg/ H#5-8E (BRE) @ 2 BRSO,
5 HIMEH ARG Lz
FHREANIE H TEEENIRIF AL & iRt 2 eh SR
IS B :
« %5 30 i H £ TORBIRIGZE OF M L Z OFLE I X 5 H/ 2 IEOFE
TR
TRIERE Hh LR B 2 HIERGE | EMER95%
(S X *
N 87. 1% 2. 7% 8.8% 1.4%
AE | Gas/uan) | e | asuan | @/uan | 81395
" 95. 4% 2.6% 1.3% 0. 7%
BB gm0 | wasw) | ease | ansy | OO

K F o (ZXEsA) 12865<

% 2 5 30 A E TRBIFEZE N 2B Hivknoic

R HBINRILIR LA =035 30 95 H T L7z

M5 - SETIIRIGZE AR B AL, 30 95 H T b ERAT LTIER]

HIEAREE © 5% WAL OIE 7 a7 ) L BH 2 BN 5 S 7RG CRBINRF A 255890
SITRAN - TIEH]

AL BEETOANROEEXEIZ. BEAFEICERLTOE GED 95%EHHIXE 3.0~

13.7%)




< SEBGH I A L & LT EEERUGE R R O TN

BERD
TRPRHE | HIYGE Y R | SeEE T | EME7R95%
(B X
" 38.1% 28. 6% 17.0% 16.3% N
AR (56/147) | (42/147) | (25/147) (24/147) P9 1713,
. 46. 0% 33.6% 14.5% 5.9%
B | o0 | Gy | euisy | oasy | 7O

% Fopfi (TIEAME) (28E5<
FESERGEDRICB T, AL BECTOEDEOEEKEIL, BENGZICENT
We (GED 95%EFEIX M 4.56~21.3%)

T2t

EIWERRBLRIL, ARE5.8% (9/155), B #f 4.56% (7/156) T, EHELLO LR HE

IZ X DHIEITRO S RnoTz,

WA OFERASGE 7 a7 ) VHRIANS XD 400mg/kg (RE/H . 4 B RE H R SRELE 2g/kg
(RE LRI G50 & O iR ¢, ek 2 BRI LK O 7 % T OB RIFEZ OFF x5 4R
#(400mg/kg (KH/H 4 HE B #5-8E 2g/kg IRE BRI G5HE) 13, S8k EENIRE
BFRO LNTIER 2 & -6, TNE 1.94 (p = 0.045), 1.84 (p = 0.099), **
SRR HEENRIR A 23380 D IVTIER 2 BRI L= A . £h242.33 (p = 0.067), 1.67
(p=0.307) Tholzt@EEINTWD,

R IC KT 2RIV Th e T A ) EOMRBICE LN D THS 19,
@DRATOA REINMRFI TG ERMEHR - RISHR
2T v A RRIDBRAA G372 RN R« BFRRRA~D G DWEZ BRI T 2 72 DA R
AR O IIR D LBV Th o721,

RES AT v A RRIDNRA A3 22 S 5 VERT I% - BOw 5 2% 26 {5
REBRT VA v | Sk IR SRR L R
ABRTIE | AT oA MIBRELEFH AT (LUF, MMT A =27) RO CK EOHER A5 X

T A REIDHRARA IR L FVER R« FER 26 Bk L, 85 13K (G A : 5% %
Fl, PRE: 77k AR) 10 110 400mg (8mL) /kg KE T 5 F WHE A sfiE: L=,
SHMBEEITo7- (B 1H), Tk, E23K (GHE: 77 1R, PHE: 5%MA) %1
H 1[H 400mg (8mL) /kg KEE T 5 HFH H A EHE L7k, SMMBIEE1To7 (B2
),
WK TR, TIC 4 B OB AT,
AT B A RFIDDRA5 KWL, DIFOREER R THRE L L,
[AT w4 RigHEE]
O FEIRAGHE 2 HREAE LT 6 MU LS OIREIRCHET 254
FEEERAS A 225 6 WL ERT2D 14FEUNIZ, 7L R=Yr & LT 50mg/HEL EX
1T Img/kg/ BUA EDO AT v A RRKEFRIEICTL 5 AU ERELZIRERRH O .
L TATuA NIEHRAZER L TWAICh b bl ENnEonT, FE
BEHbL AT A NG (GARTHDL Z EE2Mbivy) &%,
@ RERGE LA LT 6 HARMOIRERE CHET 258
RIS A ICB N T, LR a)UEb)OWTnciZ b1 5,
a) 7L K=Y & LT 50mg/A L EXIE Img/kg/ AL LD AT v A K RKEREEZE
it /.
b) AT 1A ROV ARG A A E BRRT 6 AR I 2 ML FMifT L, RERER S 7L
F=vrr & LT 30mg/ HELEXiZ 0.6mg/kg/ H LA ED 2T 11 RIGHE % Fhii,




B TT 1k

[MMT = =77]

MMT &5t A =27 3o (RIEIUFER) 80 mLLF R UAKREREE ()% 6 1H1%)

80 LA R TdH v | BOREKRF, ﬁ”ﬁZL% 4% & U TARZESUTE B L TV D

HLHNILEL TNDHIHFETH 3 HELT,

[ CKHOHER ]

OGRS FEHEE B IR 2 fELL E R OB OO UI@DWF i D FEHE A 72 9183

O AXREKIE O 1 CK B AS B YA BIRD 2 f5LL 1,

@ ARGk O 1fn. 1 CK BN EEYEE LR 28 2 . Ok 2 & o i CKAAEIZ i LT
50%LL T DIKT,

R

LAl : GRECHT B8 1O MMT % = 7 Ok

£ i

« GRHCRBIT A% 1o MMT 22 71250 T, 5% AN G-AT & #5 8 %D A= T 0
itk zE CE¥IfEE=S8.D.) 1£11.8=8.0 8 ThH VW, AERLENRD LN RGO H 5
tHE :p = 0.0004), 2B, 5 1HTOMMT At A a7 ZLEiL. GRE (5%HRHA)
TPREE (78R o&fbEE EEl-o7 (KBTI, 5%H-AIOT T 2RI HE
B 2 REET B 72 O DRI INEE B TR0,

£ H1IMOGHE G%HEAD KOPH (F7€HR) IZBTHX—RT A )b ORI D
MMT At A =27 O L&

%1 BRI NR—=AT AV | EHEFTIRE X[ 9= REIZ= [95%(5 X [H]]
G Bt (5% 54541,12 41) 61.8+10.6 73.6+9.7 11.8+8.0 L9[4.885]
PRE (7 7&K,14 ) 64.7+t9.0 74.6+10.9 9.9+8.3 ’ T

- MMT A =2 7 Hitc 208 b RLL LdaE L ERIOFIA 25 1 I That L& 2 A, &5
6 H % L O 8 % DUGEIEF DOFEIAIL G BET 91.7% (11/12 #1) . PHET 57.1% (8/14
) Tholz (74 v v —OEEMERE  p=0.0809), F7-, G TIX 6K ET
UEHEF OEIEN EFH- U223, PRECIE 4 BB LI R3O bRio7-,

Bl R A ST

1Mo REARIER2T (LLF, ADL 2A=27) OFHMBEH 15 BifEd 12 @hfEIC
BWT, GEIZPHIVEEMBORAaTERRKE N7, £, F 14 8#HKIC
ADL 227 3 3 S E ER UL=EEE, GRET91.7% (11/12 #1)) . P #£C 58.3% (7/12
B THoiz,

-1 Tomd CKENE bt 5 ETo R (TR 1. GEET220H, PRET
57.5 H EHERICABERZAZNRO b (kY 4 v 237 Y URGE - p=0.0301),

®@RTOA FEIXIERTOA FEILUNDGREINFIFIN+2 IR L EVWE SR EERHENE

BEAF DIBIRIE TIT 0 REGEDTRD B R,

HAHWVITFREM Y KT 72 EOSERD 3 |

/WA R LT D By R BUE ) T R~ DA D 2 59 % 7o 0 Mk LR IE 2 %)
MUZAT - TR BRGE OB EITR D L B Y TH 7217,

PSES BETF ORI - IRRIETIER O = b e — WCERE L QT BHAEISIC 2 2 =37
O, MRAEAEIRIEOREAT 32 & fIlr & 2 2By T BUE ) M) E S 45
BT VA | St e LR VR 2 (LI B I LR
AL | BEFEOIRHEE - JpRIECIER O 2 o b e — /U CEEE LT T, B ARSI A & 37

B, MEEALRIEO I T S0 E & S 5 25 T EER W ERE 45 Bl . 5% RHAl
400mg/kg/ A % 5 A RIE A A#EE21T 9 GBREE . 14 A LINICE 3~5 [H 0 i bk
EaAT O PP EACHEIY (10, 109 B4A 4 % F CHISR 21T 72,




EERIEYE

1) BEAFOIRHEE - 1ilE (AT uA N 2T mA U O G mifili. KRR
TR 7RBEDPED bR WS D W IR Z ) K EH D 5 H, MG-ADL 2 /7r—/L

DERAEIR (ZFE, THIE, HJT'TT FER) & W UBDER (B & - M OfEE,
FNHOH ERVEE) (BT, 28U EoEAAZ 1EHEA M LD L 8E

2) FIEM I PEIC KR IR L LT, REBSHT 7FELINIZ 7 L K=Y 1 v s <
60me/lFE H LA B U< 1T 1.2me/ke/FE B DL E, & 30mg/if H LA B L < 13 0.6mg/kg/
WAL EOAT oA RAIZ 48U EIRF LIZiBRERSH D . BEBHER L CAT 1
A REDUFZAT v A RS OmEmHAZRATOBE (L, +oEOAT A

RYGHR RSt - BIERS S PEDFEIR N IS EmH D VI E L2 Lok, BIE
TR T D2 TOIREE 1 ELL EIChiZ ) Pk TE ZREZRL)
FTAHE B FEE -
TRIRBRA AR R0 D 1B EBH IS 4 % TP IR 1T %5 QMG A2 27 D28 k&
AR (A%
FEETM :
- GBBEICHOWT, 1RBALE 4 % ST IEIRC 31T 2 1REBRLART2>H D QMG 237 D

A B VI S FEN R £213-8.3 3.4, FAED 95%(EHEX H]1X-4.8~-1.9 & 0 % T
LET, HIEOHD tRMETHLAEELZRD (p < 0.0001), AEIESRFETE 72,
B E i
- AP 4 8% X IERRC IS T D IBRBIAART 2 D O MEED QMG A 27 OFEHIED
R OE D O5%EEX L, TN 0.2, -2.1~2.4 720 GB ##iX PP #f & [Ff2

EOHMWEE R LI,
IR O R GRFNT— TR %) EALEOREM (GB#—PP #)
BEO| G| RiEET | pmEs | sbEos D THEO | ESE| EEEo t B
PR | tRE P 95% 15 1 X[ D7 | 95%IEHIX M P fE
GBRE| 23 18.0£7.3 | -3.3+£3.4 < 0.0001 -4.8~-1.9
N 0.2 -2.1~2.4 0.8941
PP#E| 22 17.6+£7.5 | -3.5+4.2 0.0009 -5.4~-1.4

- JRFEBALARTIC N 2 1R AA 2 B, 4 8%
IR T L7,

EHLAEL

FZHFETO QMG A 27 OBV EIXERE

TEWEBRALG 2 % TIX PP B 578 GB BEICHENTELERN KR E v o 7228, 4 8% Tk

L DIZFEFRBETHY . WITHOFMRERICB WO THEEMICA B ZITHERO b/
>7,
S PN ] ot .

W] me || T | R | | ok | TR0 AR | e | FIROR e

|| | ) e | ps | OF | ek | P
Fﬁﬁ GBRE| 23 |-31| 47| -19 |-20| 2 | -51~-1.1 | 0.0043 06 0.0~32 | 0.6519
2’;_& PPRE| 21 |-37(87]-10 |20 1 | -54~-2.0 | 0.0002 ' T '
A% |GBRE| 23 | -3.3 | 3.4 | -14 | -3.0 1 -4.8~-1.9 | <0.0001
Br4s - -0.1 | -2.4~2.2 [0.9234
438% |PPH#E| 21 |-3.2| 41 | -12 [-1.0 | 2 | -51~-14 | 0.0019

- QMG A2 T D-2.6 X DI IR EROH 52 b E & 3% Barohn H O
I EZREIZLT, QMG A2 7 3-8 B2 T THZ) &5 4. 1R
2 Wtk 4 W% KON 4 A% TP RSB T 2088002 ROz 2 A, WITFNORRIC
BWTH MBI FREOFMEEZ R L,

. \ 5 ARHD 95% |HREOZE ARFDED 95% | Fisher O H
e )’J_:T‘ 75y % S T
i L Bl EBX T ©) (EHX T e P A
wmbEs | GBEE | 23 10(43.5) 23.2~65.5
il : ~28.7~29. L
2 il PPRE | 21 9(42.9) 21.8~66.0 06 B 0000
wmbss | GBRE | 23 12(52.2) 30.6~73.2
s , 9.3 -20.1~38.7 0.5625
4% PPRE | 21 9(42.9) 21.8~66.0
J%@fﬁgg GBHE | 23 12(52.2) 30.6~173.2 . 99 4350 0.7683
Wi | PPEE | 22 | 10455 | 244~678 ' o '

H5%h) OH#F 5N (%) k QMG A =27 DL =-3




LEES - QMG A =27 BT 5 Z E A BTV D MG-ADL A 7 — /L & IR BHAART, TR

b 1%, 2 W&, 4L?’£ THIE L. ARSI T DIRMRBHAARI N b DAL B2 R T
& 25 GBHE, PP #EL 73?1&?75)%&)%%710 FIMBEOAR R COLELEL L

WLize A, PP%#VT%@% BWTH GBREL Y KERENLETH -T2,
Ei[aﬁ ﬁf% i SR 710

o L [ | o | e | ok | o
ORI BB T e | e | | |osvstmiEm

HIED Y | gy | FRBDE| e
Dt i D 95%15HH P i
P it P i

-3.6~-0.7 | 0.0048
-4.3~-1.9 | <0.0001
-4.5~-1.3 | 0.0010
-6.1~-3.2 | <0.0001
-4.6~-1.4 | 0.0009
-6.4~-2.6 | <0.0001

% |GBEE| 23 | 22|33 | -9 |-20
1% |PPRE| 22 | -3.1| 26| -9 | -3.0
P |GBAE| 23 | -2.9| 3.7 | -11 | -3.0
2 A% |PPHE| 21 |-47| 32| -9 |-40
P |GBAE| 23 | -3.0| 3.7 | -10 | -3.0
478% |PPRE| 21 |-45| 42 | -12 | -5.0

0.9 -0.9~2.7 [ 0.3124

1.8 -0.4~3.9 [ 0.1030

1.5 -0.9~3.9 |0.2218

= = e o |

-ﬁ%%%m\@ﬁ%%lﬁ%\2@%\4E%KﬁAmmﬁMﬁéwib%ﬁﬁK%
\F DIEHEBHIERTN & DB A R DT & = A, PP BECITIANERM 1 BB L7~
%, 2%, 4 WHTITER L CER LA, GBRHIIFE A ELEIHN R -T2, TD
P AChR HiAMOHER L 0 . 5% AN & % 155 & Mg biEE Tl e s B
HIZENRB SN,

FAChRIABNDZALE (%)
FEiE+EERE
60

®0

: GBEE

40+

20

-204

40+ \ - -

-604

_80_

B RBAAET SRR SREBAA SAEBAA
1% ;8% 4B

(&)
PP #EDOEWEHFEBLRIT, M5%uwm)fya/7%mFﬁT B B WL E R AR B
YD L ICEBEOEBIZEEEZET HFEANRO LN, 2O L%, @miEIZ 20T
Rk CTH o7z, THUTx LT, GBREORIEARELRIL, 60.9% (14/23) THIZ. B,
SR LR 72 & —@EoRIERN RO OO, BK FSEORME & 72 5 F53130
nignoie,




®F5 > - INL—fEMREE
HIEDF T o« N U—EGEREERE 21 HlICxh LT 5% 5H4] 400mg/kg AE % 5 HHHEH &5
L7, # 5% 4 1 HIZ Hughes OE#)#RE R E (Functional Grade) 73 1 BtRELL EdGE
LIZfEBIOEIG (F2h%) 1£71.4% (15121 ) Th o7z,

% %A E5BAtAT: 4 # H 2315 5 Functional Grade @ 5% A% 5-BH44R1 7> 6 DAL

Functional Grade &% % (%)
RS 21

W 5 Bt 0 (0.0)
4 Bt 0 (0.0)
3 EEp 5 (23.8)
2 BepE 7 (33.3)
1 BEps 3 (14.3)
REE 0 BXpt 5 (23.8)
b 1 BEps 1 (4.8
2 Bt 0 (0.0)
3 Bt 0 (0.0)

1 BB FdEER (%) 15 (71.4)

[95% = #E X ] [47.8~88.7]

1 #5A Wilcoxon FiE p & p < 0.001

3% 5% MU 5. BRA % 4 3 B OFFA A RRATA S & T 5,
FEU, SRR G 4 H XTI LA LSO, I DI 7850
R &5,

@ B IEHB TR AR A 20
PL R F—HUR B TR BT BUS/EN LB 22 8 (CDC-T &tk »> FCXM-T )
Do B, MRECEE TIE 2 IS E T E RV EBF 23512, 5% K% 1 3 1 [F 1g/kg
REAZ 7T HUNIZEH4A B G LTz, ZORER, FEFITH D 5% A 4 BB 5-E A X
HIERFIZE 1T D FCXM-T OREMLEIL 47.1% (8/1761) ThoT-, Fo. 5% RAIR 55
b 4 % F TO FCXM-T O &M b1 58.8% (10/17 f#l) Th -7z,

= 5% HFIZEHREEBD FCXM-T DEHEIEE (FAS)

T R 1 Bk (eI e (%)
5% H4Al 1 [l B 453 H 17 5 29.4
5% Bl 2 7] B 5 5-2 H 17 6 35.3
5% Bl 3 A B £ 5.3 A 16 9 56.3
5% M 4 [0 H# 5-3 H 15 7 46.7
5%8Al 4 [ B 453 0 33 ik 17 8 47.1

& FCXM-T O&#REMIEE (FAS)
Bi%k [ESU TP R (%) 95%IEHEXEH (%)
17 10 58.8 32.9~81.6




@ 1% IgG2 IEDIE T Z4# 5 .

5B 2 28 Ll 28 D FEAE N 2

3% IgG2 fE7% 80mg/dL A T, AMtEH HER KON FRuHE

BT 5 HBE 44 ] FHEx5: 33 1)

L L7-A%RI1L78.8% (26/33) TH-o7-, Fi-.
FOESE (BMERE R K OWEAR) OFSIEHE 1L 5% BUAI#: 5-BiAkwT & el L CTHEL

(Zxr LT, 5%%%%&“5%@ AT o D &

MRBEAREA VIILVIOHREZERB LT H2HFER. &

K (BMERE XRTNR) 2

GUIE DIEIE [IHL 2 fi5
5% B G-I OB HR KO

A L,

£ 5% WA G- PAARTR OGMET HR MO FRUBER OFIEME (MM R

B ERIRGIE O R 5% I 5- 5% BUA e - 5% HUHN & 57 D F IR E
EEE IR HR*2 [95%1Z HE X [H]]
(I=1/H) (I=1/H)
SER 0.886+0.261 0.076+0.144 0.085 p = 0.0001
(N =21) [0.008~0.163]
RGBSR 0.472+0.178 0.074+0.136 0.110 p = 0.0002
(N=17) [0.000~0.297]
AFF (N = 28%3) 0.782+0.301 0.075+0.140 0.092 p = 0.0001
[0.024~0.160]

Iﬁﬁ+WEF% N #eBrE
: ARBRBEAART 6 2 H M OBERRE L v EHH

>x<2 PR G- & Bk pe - 4 1%

%3 BEARBEOZ DG IEICE ST 4 I RO 5% RAIB G-I RIE L7 FRIEROBREFT RO
IR EDFZED BTz 1l & R 7= 6%k

2) REFEER -
AR L

(5) BE - WERIFER -

(6) AEMEA -
1) FAKERE (—REARERAE. FEERARERE. FRARBELEEBHRE). ®iE
BRET—2IR—XAE. SERFTERERABROANS :
AR L
1) ARG & U C SR o RRBR O 13 5 i L 7= B oM E X, TV, 3. (6)

2) RS E L CEETYEDONE XL EMm L 7- i - ﬁ%@%%J®E%%

<BEZ WMy =/ 7a7 U TH %] Cof i OMEE >

1-1) FEHRARERE

RO 2R (400mg/kg/B. 5 BERS) OFEARERERZREOME 2

M%f@%ﬁ%’ﬂﬁéw IR, HIEROHEOAGRIZEW, A
FERE T COAMER VLR T 5 (HEERFOZOOME),

1996 451 A 31 H~200041 H 30 0 (4 4E[#)

T AR T T a5 2

A2[E 304 g% ) B ARA e 5 STz 2,086 GEFI & INE L=,

LEEVERENT R GOERNIL, SBROBIRSMEF] 31 B K OVEAAER] 11 FlOF- 42

Bl 2 N2 2,044 il 2%t 4e & Uiz,

HIWERNT R GHERNL, REVERNT R SIER D DB

DREF 2 RN 1,963 Bl ki 5 & LT,

A

AL H]
A1

B St B

A5
AT THEEAEE)




= | amo DB o — BN R O e A A EME L. T, TRE)
G KON T CHEZITW, TRZE) & T k) 2®mgh e L CmEghR4e i
% aF i H L7,
5 | A D fEFHZERE T T OB Gl L BIVEH OF AL & O OFESE
HIE @ BPER AR OB
Je bk L PERRAT R SYEBNC 1T 2 BWER B BUEFIRIL, 10.96% (224/2,044
- Bl Thotm,
Ak H N PERRAT R SIER O BESHRIL, 4.18% (82/1,963 f5i]) TH -7z,
O & 53HE L BIVEH O FEBERE M OV OFESE
= FERARE 7 a7 ) CRBIORWERRBSEE T, & 5BEI oS
HWELBGRERH D EEZOND Z LD, BE5HEE L RIEROZREMEE
i J O ORI OWCHHE LS, ZOBMRERALNCT D2 LIETx
R | EaEEE Reho T,
HH @ AR AR OB
EFRRERAEIC BV TR R GEEHEZ &) TCHEFRE LT
APER R RE SIVTIEBRNL 72 0o T2, BRIRRAEEIZ ST 5 BUN
LI LT F = AT OWTEGRIR OWER 2 Rt L7223, B T & EH)
TR NIRRT,

X)EKREERZ TAEERE) o [BMEEEE) ~EH L72, sIHTROFEHO B0,
T TAMREAe) LR L Tna,

1-2) BLEMRFERERRGER
IVIG Bl (ZfERRE) D= OTHEREERKRHER

EERPECETINEME L DOHA
FIERRGYEIZ R T2 5% DFEMAE 7 v 7 ) CH| L FUEWE & Oz R %
WRRES % T2 DI 50 L 7= PRt o> 7= 60 D B RFRBR AR OB B IR D L B TH o T,

IVIG Billi (BERKEE) D=0 DTHIREERAERABEDHE 2
FIERYSE (SR D EHEM AGE 7 0 7'y ] (IVIG) oibwmE & ofti
H & . Z
IE AL I
IRFMEPUESE & 3 B MES L CHIREEEER O 5 72 ek E MR B LL
T O BEEEYYED AR 682 i, Fini 16 kLl L 70 LT THEBNERTH 220,
x & |ORUmAE, @IRMESE . OMist e & OFFEIHEYIE, @R KBIE, ©/ME -
BV - e 0 “RIEY: (AT LD R A5 T) . OIS, HE R
JE (ZNBIFETSR RLF—CZ2 L THEL 2N D)
B HE | IEE R AR
BERATOPUEWE 3 HR (72 BEf) 05 (B 7 =2 RPEME 1AIET 2/
7Y ay RRHUVEWE 1 A0 2 A (2B T, R EEERR O 45 Al B3 78
s ik DB VER A2 AR OB ER L, E 0 7=,

AEEOHAEME 2 A IR L+ VFAXFF MY A IPM/ICS) 730
v (AMK) ([ZZ£F L, IVIG 0FFRET 1 H 5g, 3 HR EFEEEE Lz,
WSO S PUEWEIL 7 HIFE G LT,




FREVGHIR (BREMCE L2 R . BRRIEIR O SGEZ R, MtpT i (RIE~—H —

Ti% CRP OHER) ZafliskiE & U CHMIEZRIM L 72,

%@F%‘E IVIG - HiEWE Gﬁ‘ﬁﬁﬁiﬁ)ﬁﬂﬁﬁi (UM E HEMPBERE) (IS~ TH
FICEDHETH Y . BIERGYEICI T 5 IVIG A & HUEWE & OOF R

*ﬁ%ﬁé iz,
HhHE L E) X RE
B R IVIG - HUEWEDHHEE | 61.5% (163/265) X2=10.3
YA E B 5T 47.3% (113/239) p <0.001

BIMERIE, MRl O% 5 & /e o 72 321 Bl 14 6] (4.4%) 21 fHICRD B

2o ‘I?‘J?E'H”Eﬁﬁ T, EE A (1.2%) . MRS (ERL) 3R (0.9%). R (B2,
BRSO 2 18 (0.6%) Thote, BMARAEMBERELT, REUL

vy EHR 2 1F (0.6%) , MpFE FH-. BUN k& 7 - GTP EH-23% 11 (0.3%)

Wb,

2) ARBREHLE LTERFEOABRXITERLI-AE - HBROME -

2-1) EBFEOAR

OHL R F—HUEB BB 31T D HRIHEIE (F2hE )
HRFRERA: - BU R —HURBBER BRI I 1 DRI /EIZ DWW T, ENTOR
BRGSO TRRONTWND Z b, RIERFTHR, —ERDIEFIIRDLT —
ZINHERIND ETOMIL, RIEMZ ISR E L FEhid 2 Z LTk
0. ARBNOLEME R OENEICET 27 — 2 2 BHICIUE L, ARF o EAfE H
WCLEREELZ#LED Z &,

2-2) EhE LA

O
ARG - BER)IB R IR IR T 5 2,000mg/kg (RE 1 014 5-C O EI1EH %
Bl BBRREICEAT 27— 20T 2 BT, U072 i IR o A 4 E i
5L,

<BEZ (ki =/ 7a7 Y v TH6%HHE] Tl kR A OB >
N DRMER (29/kg BEIRES) OEARGRAERROBE >

A1 JIIRFRE 0D 2P 2569~ 2 AHI 0> 2g/kg BRI 5-C D224 B O 0
DWW, 400mg/kg/H., 5 HEE G & a7 5,

AT 2003 4F 8 H 1 H~2006 47 H 31 H
ATk TRANRY T 4 T IR T3

A[E] 384 ftig% > HARK B G Stz 2,814 SEFI & INE L 7=,

LR VERRAT X UG ?*fi%ﬁ?'ﬁ%ﬂﬂ#@ 2 181 il & R\ 7= 2,633 171
TR 5 Zxtg L Lz,

FNESRAT 6T SOE B, 22 EPEMRAT R BE B 2> & IS FME A 2 1 & B
72 2,631 il Z=xt5 & Lz,

HEED EENAROLETIE = = —pr L, B RENSRAERNCHIE L, A2,
. 2, EAL, HIEAREE] TR L7z, 72k, %Wﬂﬁﬁ%f“{ﬂﬂ HER

—ﬁ‘f“: b_]r m UML

i GETED 2 WA LT,
P DQvavrXIya v 7 Ngbn DIk DI & EHHE & O BEfFR
o @ LR 4 FEBUEE

2 ® v ML i o % BLk I




Je At LAEVEERHSGIEGZ 1T 2 BIVE SR BEF] 13 8.06% (212/2,633
) TH-o7,
ik PIENEREEOF L) « 87.46% (2,170/2,481 1))
BRI O AR © 85.04% (324/381 #1])
B Dya v 7 XEya v 7 NEEDIDIER DI & £ 5305 & OB
BV S BAE B 2213 1.86% (49/2,633%1) T, ZdH b5, MEKO
b BB D L ICERE L TV D R R AR A D TREL L
Gl e JEH120.65% (17/2,63341) Th -7z,
ﬁg” @ DAREDOFEEME -
- DA ZFEEL L 7= REBIE 0.23% (6/2,633 5] 5 (Lo A4x 5 1, BRH SR8
B 1) ThHoiz,
@ B ML PR . D FEELRIA -
IR I 2 R B U7 ERIE 0.04% (1/2,633 #) TH-o7-,

72k, JIRRIEHR S 2 IR FIE I O W T OAEGESMTIRR ST,
@ ZFMER R - RIEIHR

KRG« ZBRETHR - RIEHRICBT 2K T OSEEIZSW T, ERNTO
TRBIEFI B O TR BN TND Z L0 n | BERGER., —EHOERNILRDT
— X NEFEEIND ECTOMIL, FAIE U CTEIER & xS H i 2 5206
THZLIZEY, FAMEREEOE RIEREIET L L &bz, KHlOZ2ME
LKOFEMEICET 27 — &% 2 RHNCIEE L, AAFI O EAL I LB 2R iE 4 i
ChHZ &,

SRUHX - REHRITBTA2HAETOHRE (X704 FELIHRF+271
BEICRS) ORERARGAEKROBE

(S IEM 5 « BOERMRICHT DMK TOUEE (A7 mA FAIDGR
AFFREEITIRD) | KT D 2RESUTRR, FHEL O B ORI
H Y O, AR OB GRIOIEIRDL, HERORMICDI 5 LEMKROAL)
Ph, PP TH D AT vA FREEOHER ., ARIOFRGREO AR
WLEENEZHERT D, (FFRARFEOIZOOHE)

FHATHART | 2010 4F 10 H 27 BH~2020 4 10 H 26 H (10 4F[H)
TR 1k rh BT U L B AR 5

TRk 5 42[E 380 fitigk /> b AT 2B G- STz 1,337 JEFI, 4,745 Eh&INEE LT,
LAV SUEG 1, A SIER 3 B, ARIOBENPHER TE 20
JEG] 1B, AR SMER 2 B, [EEMERESS DIV o T iEF] 14
BIDE; 20 5 & 7= 1,317 il 2 xtg & Lz,

B INPERENT S BIEBNIL, 22 RVEREAT R GUEH] 2> D IR GRS Tl s v
SEG] 17 B, AT v A REERIRZ E OREF] 37 . A 2hk 2 3 A3 2F M
RHEEDRER] 2 FIDOFE 56 il & bR\ 7= 1,261 Bl kt5 & Lz,

HEMED EFHImAE (MMT) A=a7 OZ {bas EEHMEEH & L, MMT €
ST R L 7255 71 O AR R SRR AR E BT LT 5 S BN L7254
M%), 0~5 AR OEMNEZ [RE ), W Lisas k) &L
Too 723, 5L EOWIINE [t L3 hEMNL, REM - R
DOIEFNIN Z IRIEBALRELRT O A5 2N 86 LU EORERNITRIM LT,

A O ZFMER R M OB JE T & BEAGRNEE I BT B 1T DA EFEFZ O
TEHH BRI DFE S

@ Fe FEIEIRIT 64 D A i e Ove 2k

QO AFEE G NAOHE (M MEMZ, EIEEES) 1o kE B

@ KHN 5% D EHN 7= AR D22

O AFNEEHOPEHIETH H 2T nA FEEROHER

© KA L% D AT oA RANEK T 5 HEFZOREIVRN

D AHN D P45 G-I D A W Jo OV

T STt E

= = =

=




Fraeun LERNVEFRAT R GHE RN I D BIERZSBEIGIE, 10.93% (114/1,317
i) TodHoTz,

Hhi B I HEREAT 5 GHE 5] D R AR (WIENREERE) OUE=RIT 61.5%
(385626 #3) TH -7z,

;i;;ﬁ%ﬁ D MR I S O TS 2% & BEAGRRIEE T I B I A EFHL DI

BURILDOZE R

AT & BEAGRARE )3 h 5 C o U 7= ki A (o B8 1 2 Al
HBEIGIX, A TIE, APHAT10.71% (137/1,279 1) . FR%bhim
SN PSRBT 10.99% (10/91 #)) Th -7,

/NTIE, ARTHE T 18.42% (7/38 i) . IR DAY T 8.11%
(524/6,458 f51]) . FEFs e/ MR PESEEEF C 11.11% (4/36 f5l) T
HoT,

@ Rz kIt 3 2 A R 022 ik
e
R R 15 DAE A D A F R IR DR AR BRI 0O B2 S AT RS EI R R BRI, ~
VA he—7%, Iy be gk LA —BE00nThicisnT
b KI5 BAAGIRE O B RER O 1 20 BIERARBEIAISEN D
oz Eidenroi,

HINE

B T8 i S IE () D e &R RE O BT LAY TR Tkl oEIAIL.
~VU A hr—79% 30.2% (138/457 f5il) . = b v UHfE 35.7% (16
4/460 B) . LA /) —H1% 4.8% (22/455 %) TH o7z,

Q@ AANBE G NEOHE (MEVERSR, BIEEES) RT3
AMERVE PRI A0 44.21% (42/95 ) (THEIR DRSS I % &
P, LI 36.84% (35/95 Bl)) T o7=, 1BIEMEMENZ A G
1 22.22% (46/207 §) (ZFER OB XTI A0, FELCHRIT 7.25%
(15/207 ) Toh oo, PSSO CHIT 23.04% (50/217
Fl) THY ., THEHTITHRIL LT 30 BlE iz b EFETRIT 25.51%
(63/247 ) T o7z,

@ KHBE G545 DEHN 7= 5 A ZhE K 0% 4
etk
WEEE IR, B EREE BICARAIR GG 1M E TORWEH%
HEE (WIE% 5 5.03% (66/1,312 #1) . F% 5 3.66% (39/1,066
B A<, BEMMAAME L THORWEABBEENEL b &
X727z,

M

P G050 O R o rh UL, wllEl B REE 1265 B, FREE
5 1[EHIEZ128.0 A, H#& 5 2 [ HI% 127.0 A, /% 5- 3 FIHIX 91.0
HTHoT,

O AAELGHOVRAETH L AT a4 REGREOHERE
TR BR AR ELAT & VR BR kA 24 » A 4 £ TOX MR 0§ 5- 8D 21k
i, 1 W H#%-6.9mg, 2 7 H#%-11.1mg, 6 7 H%-16.2mg, 12 ¥
A #-19.8mg, 24 7 H#-20.1mg T > 7=,

©® AABE %D AT v A RANSER T 5B EFRORBURN
LAV BIER 2 /IS, AT a4 RPEHERN L Shi-FES
G ORI BLRDL 2 fet U 7o . BRI ZZ B IGER  H AL o 72,




H A @ AHN O B 505 DA 9 oy O bk

A RNk
. AIERZEBIEIG X, PR 5-RH T 8.28% (109/1,317 f7) . 5 1
e [F1H % 3.64% (30/429 f41) . F#5- 2 [M1H X 4.66% (9/193 1),
b B3I A 3.64% (4/110 f)) Th 7=,
S ARE

B EHE O ERL, PIERERIL 61.5% (385/626 f4]) . Fr#x4
1B H X 40.8% (77/191 f) . P52 BIEIL 36.3% (29/80 f51)) . ¥
5 3 HIX 25.5% (12/47 ) TH-o7=,

* 10%8AIOFAEIAM 1L, 201742 A 1 H~20204 10 A 26 H

@ 2Ly U HLE )y 18 7 i
RS - 2T EIEIZOW T, EN TOIRBIEF 2RO TR 5T
Wb Z kot BLEREH,. —EROEFNRDL T —Z NEMI LD E TOM
L JRANE U TRRER 2 f G R A 2 E i 2 Z L2 k0 AAIEH]
BEOBERERELET L L & b2, KAOZEMEROENEICET 27 —4
ZRHNCIE L, AF OB EAERICLEREEEZ#H L2 &,

HNEEHBENE (RT0O4 FRIXERTOA FEILUS ORI FIA+5
2R LBEWNERICRS) ORERARERAEEROBE

EHMEIEGHIEIE (AT 0o FHSUTAT v A FAILIS O S il
B E LG EIZIRD) ISR 220RESUTRR, MIEROH&E
B DAL, AFN O AFERETICB T 2RHERAOFRAERD, LatEX
THENEFICHBEE 520 L EAONLEN, EAHEFHEZTEY
%o (BHEEHFHEODOHE)

TR 2011429 H 26 H~2021 49 A 25 B (10 4E[4))
E SRS rhusd RIS & B A T

BRI 2[E 437 ik H AR N G- Sz 1,924 JEFI, 7,660 FhAUNE LT,
LERPEREAT S RIEFNL, AR OFH 2 HEZR T X R VVER] 2 6], (5 IEPEE
PG B 72 Do T FEB] 9 Bl D EF 11 il A B 7= 1,918 Bl Akt 5 & L,
B PEMEAT G RAE BN, ZE R VEREAT 6T SIER 2> D fc KRB i 3 4 By Rl B e
R ESTRE LIS DFERF] 15 B, AFEG-BAGRTIC AT 1A RH, SaE i)
FOWFH b ST WER 299 6, AMEICBIT 5 2T O
TH B DRHEAREOIEF] 51 B, AH e 5-BRAk AR OB MR Pz AH D
NEMeFFE HOCOPHZIE L LCRyE a7 U A2 L7 41
B DE 406 #ilZ [N 1,607 Bl 264 & Lz,

A2ED QMG 2 2t 7 OZELE L O QMG 2 2t 7 DAL B 55 < S A4 Fa i
PR & UTn, UCGERE ORI, AAI 5 BIART & RA&aHliRF DO QMG A =27
DOEFHRAZRK LT, i, AL, BT L, kEOHIA & ikER
& Uiz, 7GR E CORKRRER & Rk, 3 Rl LoD % TdeE) (F
RBREF T TED) &322 &0 h, ORI - Ric#Hy Moy IR (2
INZ CTAFFEG-BRMEETD QMG A 27 OAFHEN 2 LU OIEGNTERS
L7z,

A O P RERE 1 B9~ 5 A4 HE R O FE BRI

THH @ AHN D FFH% G- DA I O

Q@ ARHNE G145 DRI 5880 (RAIONFEOFHgNE) *OVR M
ey LN R SIE BN BT 2 BIERZBLEI G, 18.71% (358/1,913

B f5)) TH o7,

& Hoh PR 6 BE 5 D AFI 4% 5-BRLA T & 4 MR O 22 (LB D I
5 BT, WINHIKTRRD b7,

FORFENRE (FIRITAERE) ORI 56.2% (307/546 f5) ThH -7,

T ST




N
HH

O AFEsaERE S (2 B4 5 A HFFROREIRN

AT CONFHERERE S B# T 2 A EEROBBEIS 1T 12.75%
(244/1,913 f5) . RIEA OFBLEIA X 8.83% (169/1,913 #il) T, W
THHAGRIFE T (BRI OfFHEFES (39.13%) K ORITEH
DOIRRBEE (34.78%) % LD Z Li3ihoiz,

@ AHN D P45 G-I D A ZIE o OV

et

BIVEHFEHEI G X, PR 550 14.90% (285/1,913 f31)) . FH#5-1
BT 10.15% (67/660 ). F#£5- 2 [E1H 1% 10.43% (36/345 fi) |
i E 3BT 5.94% (13/219 1) Th-oT-,

HINE

B G EER o dE=RE, WIEE R 56.2% (307/546 1), F& 5
1EIHI 35.4% (68/192 #1]) . Ff¢5 2 [ H % 30.4% (35/115 f4) |
&5 3 HIX 37.8% (28/74 ) TH -7z,

@ AFE R DRI DI DHIME RRIOROFRNE) S O 2

et

WAL, B GR& HICARRIE GRG0 1M E TORWERZ
BES (WA 5-0510.25% (196/1,913 f1) . FF% 5-H85.23% (108/
2,065 f51) ) 23 < . BIEMRAHE L THRWEHRBBEIG 2 &< e
DI EE ol

HNE

B G-I O RFFeE I O i, MR GRS 185.56 H ., T
5 1EHIZ 142,56 A, {5 2 [EHIE 123.0 A, /&% 45 3 FIHIX 99.0
HTHo7,

* : 10% A OFRAIRENIL, 201742 A 1 H~2021 49 A 25 H

(7) FDith -
Mg R R L




VI. ZEHERBICEYT HIER

1 EBZ2MICEEHHILEMXITILEYE

MR ) = F Lo 7Y a— LB NG a7

R AV NSfE 7y 7 )

HEfgE A T RR BN e 7 e 7Y

pH4 BRI NS0 7 a7 )

pH4 B No)E 7 a7 ) v (2 TS

HE : BEEDH LA ONREXITNRFIL, KFOEFRIEZSZRT L L,

2 FEEEH

(1) YEFRERL - YERBER -
ARFNDOVERBET OFEANTI D2 TiEZR 0,
<BE>
FEIERYYE DA« M T K OVEYSR BRI BV T, BRRIEAR &S Latikick 59
FERH., A7y =25, itk IE T ORBEIEH 2273 2,

(2) BEshEEfF 1T BHHAERBAE -
1) FURE M 20
ARNOFHY ThHDHANGIZE 7 a7 ) > Gid, EESEOREANMEE 7 —1 Uiz
HLOX VR ENTZAGE a7 ) G ThDHNL, B FORBIZIAS FALEL T
HETEME, MEERE, VA LA T D - EEORETARNERF STV D, #ik
MY =/ 27v7)IH5%EE (BLF, 5%HA) OPUARIEEIT I E L THW
HER ) = F Lo 7 a— B AGE /a7 Y v (BLF, IVIG) LR%EThoTo,

2)A TV =B (in vitro) »
5%MKNIDOA T = hF (BEIEHEDE, FREREDR) 1L, n vitro lZB\W T,
SE L CTHWEZIVIG &R TH -7,
OERARENRE
5% A D MFFERIZKT 2 BEIRENRZ IVIG & ik L72fE R, fH L7z
W7 a7 ) REI D AR 1 0.5, 0.13, 0.03% (wiv) Th D, fHx DRk
WZBWT, MEAEEEOHERE i L THE O/ — AR ITES, i/
7V B DGR ERIC )T 2 BREIRE R ICEBETRBO bR o T,
(7]
a7 ) 0. 1mL
FRARES :0.1mL 5 .
it 0.7ml. e, IR
S HRER 0. ImL P TR —3TC, 2H Mg >an=—35



LRk (logio)

QRERENR

7, 8 9, 10

1, 12, 13

1 1

15 3.0

SO EH (h)

1) PMNs+C”+0.5% VGIH
2) PMNs+C”+0.13% VGIH
3) PMNs+C”40.03% VGIH
4) PMNs+C”+0.5% IVIG
5) PMNs+C”+0.13% IVIG
6) PMNs+C”+0.03% IVIG
7) PMNs+C”+0.5% Alb
8) C"+05% VGIH

9) C"+0.13% VGIH

10) C”+05% IVIG
1) C”+0.13% IVIG
12) PMNs+0.5% VGIH
13) ¢~

3E) PMNs : #FehEk

C: itk

VGIH : 5%

IVIG : 8548 R TFL>
J1)a— LB E
gadyy

B 5% /AN DL PERIZ T 5 R E e R R

(Ps.aeruginosa)

5%MAID v MMEFHPERICKTT 2 R EREN R A IVIG L L7z, £OfER, £
AL7itiz a7 ) BRI ORKEEL 0.5, 0.05% (wiv) ThoHA, fllx DRE
IZBWT, MARBOHB LR L THZONF — N IERTES WZ7ue 7Y
A OGF R ERIC KT A R RES R B EITRB O b v o7,

(5]

a7 ) BIAL 0. 1mL
T R ERE 0. 1mL

AfA:0.7mL
ffHER 0. 1mL

AT (logio)

3?;%%

BT N0 5mLERI—37C, 2 H Mg —an=—§t%H

15 30

B REH] (h)

1)
2)
3)
4)
5)
6)
7
8)
9)
)

PMNs+C”40.5% VGIH

PMNs+C”+0.05% VGIH

PMNs+C” +0.5% IVIG

PMNs+C”40.05% IVIG

PMNs+C”+0.5% Alb

C"+05% VGIH

C"+05% IVIG

PMNs+0.5% VGIH

e

PMNs : #FehEk

C™: ik

VGIH : 5%

VIG : 821@RYTFLY
J1)a— LB GE
gaiyy

B 5%MH DA BRI 63 5 B IR ER) R

(Staph.aureus)



3) AL GFTOREMR (in vitro) *
AFNT Fe #5728 2 RFF LTV D7D, MO ER iGt e A+ %, 5%
FIOMEILAFE T2 T 2 RIGE OKERITIVIG LRIFETH T,
(A AY]
5% HANDENE v MMAKRILF FIZR T HRFEEMEL IVIG &k L7z,

(HiE)
a7 ) A 0.2mL
KAGE :0.2mL 37°C, 1R
{4 0.6mL L B - o
B 0. 5mLER i —37C, 2 H MEE—>an=—318&
5% i) IVIG
A
100 [* 100 o
% 50 [~ EDso 50 - EDso
it 0.04% 0.05%
4H
| A_A_A‘_A_A//l 1 | O—O0—O—0—0O 1 1
10 1 0.1 0.01 10 1 0.1 0.01
Ja Y PR (%)
5% BUH| OMRILAF T IZB T D% HE 2 F
(2R

5% A ED;, fi1E 0.04%, IVIG OZ4UE 0.05%TH Y | ifirm 7 U o Al
ICHBEEITRED bR 5T,

4) M/ A HIHIH R 29

R PE M IR PESRBER (ITP) £7 /L~ U 22 W T 5% AL, HEIKAFH
(A N DI D3 S AT



(x10%/uL)
160

140 - an

120

100

7N

B 80r
#
60 -

40

20 -

0

E [ 200 400 800
i <8 (mg/kg)

*f
1 LEaER T
PR REIERZE (n=10)

# 1 p<0.01 vs. IEHHE (HE),
**: p<0.01 vs. BB B (Dunnet i)

5) 77 R)IIBREHRDEAR X (26T HFHR 2
JNEFRERDIAERET AT AL, vUVALVER LI~ Y X IgG 2485 LT, L
B A R ZE R AE DB IE R R ASEO G2 RFt Lz 2 A, w7 A IgG 2 XD i
BROFEBIH S,
(J71£])
6 Hiii~ 7 A (M) [~ 7 AH7= Y 0.007mgl/g KE D Lactobacillus casei flfiaEE
¥ (LCWE) #jEheih L CLERZFE LTz, v 7 A IgG % LCWE #%
5 4 Wrfw, [, LCWE #% 5 4 Ff#% 12 1mg/g REFRIRE 5 L, Oz 5
#%. HE el k> CTRE B LT,
DRI, F & L TLAMRER, Dk, miRERE, OBk, KEIRE
HRAE, DAMER NS 72 BT, F0IRAE OB EOREE % mild : 1 A, moderate :
2 4., severe: 3L LTHHL, ToREa b > TRED AT L L,

N ~ U A 1gG £ 5-WEH (R§fH])
TN—" IREAZT (8)
-4 0 +4

1 — LCWE — 3.00+1.37 (n = 20)

2 — LCWE ~ 7 % IgG 2.00+1.07(m=8)

3 — LCWE +~ 7 % IgG — 1.63+1.02 (n = 16)*
p =0.003

4 < 2 IgG LCWE — 1.20%+1.32 (n = 15)*
p =0.008

5 — <~ 2 IgG — 0.37£0.68 (n=19)*
p < 0.0001

* o 7 —"7" 11ZxF L C Wilcoxon-Mann-Whitney Ol EIZ LD 5% L TFOBRFETCHEZDH Y

6) BRIZHT HER
AR f-#l#a 2 C protein TiEiE (HJE) LI~ UAHRET VBT, 7L K=
Yury (PSL) & 5%HU5HI & o fEHEEE PSL B 552 o~ FFE Rk~ D K IE K
=M O 23788 5N Z OYERITARMTH > 72,
45—



(k)
Bz C Protein (v 7 R) THRIELIE~ U AMHRET VLI T OLE %
i L7,
- PSL %3 14 [ 0 #5-(1, 3. 10 mg/kg/day) : PSL Hfh# 50t
- PSL 23 14 [F# 0 #5-(1. 3. 10 mg/kg/day) & O 5% Hi5# % # 5-(400mg/kg/
day X 5d) : PSL - 5% A0 FHRE
- PSL 23 14 [F# 0 #5:(1. 3. 10 mg/kg/day) OV A GG « AF AN
w57
- 5% MU D 23 5-(400mg/kg/day X 5d) 1 5% RFH HA 3 54
FNENOHRGREO%EE 21 A% ORI L2 5 B0 7 L— NIZHH L,
ZDTL— REMHRADT & UTEMEIZEBR L, BIRZ & O RERIYEER &
OKBRIEFF D 4 » oz fHRrAa7 & L THER LT,
(2R
PSL - 5% #Al {%Fﬁﬁf#mi PSL B G\ AR TR A a7 IHMEEE R L, 0
B BT L 0 . 5% MAlZ ERET 25 Z LICK2RBEO LN, £,
5% B & PSL @’)CEVE);H 1F7e <, WA OERITHEMTH D Z ENRBEN
77
7) R EEMENEICHT DR
FIEFMESECIL, 7T EF =2 2/ E (AChR) 1T 5 B OHUAHiA R %
EHE L, RS HICB T 2 ENIEENS EE XL bND, Y EL A
H3k AChR % 7 » MZf&E L= EBR B CaiEhiEER EE (EAMG) €7V
IZBWT, 5% MANLT v N OBTEEDIR T 2 UE L7z, WRIZ., EAMG €7 /LD
Ty MEEZBALTRIOZ > M T, STHRREME T T2 & & bic, KERARER
#fk D AChR ~Da-7 v H 1 b33 O RUSHAR T KO C3 flifE Dk » Bl &
N, —7F . MIEOBA & FRIRFIZ 5%5A] 400mg/kg Z#%5- L7727 v hTIL, T
FEREDIX T K TN AChR ~0 C3 ffifADibEN Mz Hhr-,
k -7 rHubhFTr AL ETHY, AChRICHAET HMHEE 2 H-,

8) i1 FF—REMIIKICK T DERIERNR Y

~ 7 A HLA-A2 FEEE T MZB I 5 5% AN O BURIEIER (B FMHRER)
HLA-A2 3¢Hl Tg ~ 7 A DR EBHEIC L 5 HLA-A2 SIEIEET VA ER L, 5%5
FIOPEAEERIZ DWW TR LT, MRt v — XAREEE Luminex & U7z
PUARREICB VT, HLA-A2 ®E/EE T V0 iz Ht HLA-A2 Hiik B0 RN %
Rz, B%EANL, BN L7725t HLA-A2 Hiik &% BAR AR S, 1 g/kg
O ETBA 13 A5 4 A REGEFFIRNE S ICB W THRZEZ RO T,



20000
4t fEZ p=0.0021

15000

L

10000

kok

[3)]
(=
(=]
o

EE R E (MFI)

=i
S .
LB B 0.1g/kg 1g/kg
5% HE

1 HLA-A2 ®EAEET MZHE T 5 5% RAIOH M —FrRagHT iR & ORD 2h R
77 7%, PR (MFD) O SEYfE - HERRZE TR LTz,
IEALERE (n=4) , AMEHEIEFE L OARF ORHER (B8 n=8)
##p<0.01 vs. HEALERE (Student O t HiE)
**#p<0.01 vs. ZEERAIEHAE (Dunnett £ B )
EAREYE AT (0.1 glkg BEL N1 glkg BE) OEE O p % 7T 7HIR LTz,
YHLA BX, f#ATY 7 S OWHIIZHEn, 4o 7 Vv $ TR L [ A*02:01]
(HR—DMmEFH HLABRICTTY X JBAEREZHES VT X A T hRT),

Flo, Vorgkrn A~y TFfE s LT L7- CDC Assay 1235\ T, HLA-A2

FEAEET L OIMiEIL, HLA-A2 Z2%BLL TWb b b T U > S EEERERAL A

(CCL-120.1 #ifid) 1Z%F L C CDC #7538 L7z, 5% AL, CDC Btk 4 H &K

FRNTIR T &8, 1gkg OHETBAE 13 BN 4 HFEGHIRNZ 5128V T
EAZRDT,

60
{5% p=0.0004
§ 50 "
@' 40 | I
#
o 30
a
3 20
10 *k
0 T T T

0.1 g/kg 1g/kg
5% S5
2  HLA-A2 SEEET T IT 5 5% A0 CDC Bt 24K T EA

77 71, CDCIGMEHR (%) O FHfE L EEHERRZE TR LT,

EALERE (n=4) , AR ORI OF &R (55 n=8)

#p<0.05 vs. MEALIEHE (Student D t R E)

**p<0.01 vs. EFLRIEHAE (Dunnett £ H L)

ERREYFIHT (0.1 glkg BEL OV glkg BE) OHE O pfa%x 77 7HITR LTz,

35
RIBR



9) 19G2 IZ & 2 HEH DB R ENR *

5% BUH 2 A L 7= 88121, 0.04~0.33mg/mL {238V TR AFRIIAF P ER~D
B IARBEBREEML TEY | IgG2 IZFEROBREIEHZRET S L L biT, +

7 A MR > OFEE O & BTz,
(HiE)

fitiJe R SP-23 Bk B (1 X 107cfu/mL) & 5%%8EIH 5 it IgG2-D (V' =/
sa7 ) IH O IgG2 HEEZF 450 1 L FICKFEEZH0) % 100pL 32
RELTIRE LR S 37TCT 30 /0l A »F =2~~— kL, ®IZ 100pL Ot f
PERIE (2X 107 fE/mL) AN T 60 3 A 3 2 ~— |k L7zi&, 4 ERICHY

AENTCE AR LT,

107

B0 AENT-EH (1H)

Z
ES
1

1 fH DL HERL

— O :5%MFH|

(3E¥4S.D.,n=3)

[ —®— : [gG2-D

* p<0.05 5%f [gG2-D GO 720 t i E)

0.4

Bt 1gG I

0.6

(mg/mL)

5% HA & IgG2-D DR EKE SP-23 FRICK+ 547 Y = AEM (Rt m)

(J5iE)

IgG2-D & %M 5% B4HI % fli 2 ER B SP-23 #£ D B RSk & IREA L

37CT1

WFHlA o % 2= (&, <~ U ZADOFIRNICER L7 (3.65X 10%cfu/mouse) , 20
ISR LT, — i B M A IR A ST TR L, 2 AR/ Uye =

B = =500 6 i O W Z KO T,



10000

—O0— 59 HuH|
~ 1000 —®— : [gG2-D
E (F¥J£S.D.,n=4-5)
2
L
S 100
i
H
=+
3= 10 sk p< 0.01
% : p<0.05 xf IgG2-D
RHGED 720 t UAE)
1 T 1

0 5 10

BELE DA % 2_— MEE (mg/mL)
5% HAI & TgG2-D O ERE SP-23 £k~ v A M 7> & O SAEH

(3) fE FASETROS R - FHERERT -
TR L



VI. EYEREICEEIT HIER

1.0 REDHER

() ABELEMNGLHRE
AR NS v~ 7 a7 Y CE - Mg IgG b T 7 A 500me/dL Pl EICHERFT S
TENREFEL WY,
- HEEYMIE, ITP, JIIRH : B4 & ke L

B NS v~ a7 ) CIEREICBT I Y =/ 7 a7 ) o THE % EE (LA
T, 5% MAD) KT =/ 7a7 Y -1 (BUF, IVIG) A # 5% o i HiREHS I
DWW THRE L7z fE R, MR ERER L 0 R 7z i i, 5% 8T 273 H,
IVIG T28=+6 H &, mAIMICEIImELS, A UEYBEREEZ R LTz 3,

<ZE>@HYTORNEE

5% A & TVIG OWLUL - 5345 « AR - PR C ORI S S MFT LT,

1) 7 v MZEBT 5 HEE 55 2
IR A G-1% 28 H H £ COMAZOTGTREF ., TIgG ARFFRIL 94~99%. L A
PURTEME R RIT T6~89% TH - 72 Z L0 B, ERTP OIS HEDOHER X IgG = D
HLODOHEBTH D & Lz, 5% A ML IVIG OF & 1EE A EEIT
HES | HTHEIC K A ML 10.27 HTH Y. b b IgG 8K O L AFURIEE
(2 X DA EEEI I B RE O T N L IZIERI U CTh o 7o, B EH%. SR o b
IXMSEFOZ E MBI LT L, FRCETET Dlias b e o Tz,

2) 7 v MIEIT D 5 ER 3¢
BASBEG % O M (dae) ITHRERGOZNLIFTFELL 10.7THTHY
F o, BIEER T OB REITHEI 5O & FRRICHER L, Bk 51 L 5 SRk
B ESAY ey

(2) BERRBRTRB S N MARRE -
LU L

uh

k=]

(3) &
BN L

4) BE - GtAEOZE -
VIl Zzatt (R EoFEES) (BT 2HEE] © 7. HEERH] oBEE2ESHOZ L&,

2. EYEERA/NT A —4

(1) BBHT A3 -
AR L



(2) BRI
DR L

(3) HEREEEH
RN >~ 7 7 ) CMERE SIS T D RN, K273 Aoz,

WOV TIUR:
BA)- L A

(5) BT -
R L

(6) Z Dt
AR L

3BEH (REalL—Lav) @i

OF 2y
KPR L

Q)INFA—FEHER
P - L 2

4. IR IR
2 LRV (RFNIFHERRAITH D)

5.5

(1) it — APPSR
AR L

(2) Mk — Ra BERAFT @B %
HUER R L
—IZRE I m 7 ) v GIERERIREE G T 2 ERMLILTND DT, FRN S
SNTAK G EBREM AR T 5 LB 16D,
<BB>EY TORNENRE
IR T v M2 DRI TR ER 30
BRI o R DM@ S OB RE TR & & HITIR T L22s, MGV M OUE VR il o U RE 1
WHZ EH L, F70, E 18 HEOHE L XV 19 H B OGO H BB GED LR 13H0
22T, 19 HHOE 1 B TR RIS G HENRE O 12% 384T L. ORI
BED B5% Mt b IgG DIEREE A L T iz,



(3) HF~ DT -
BRI L
<BE ST TORNELRE
RET v MR DI B TRER 3
FVT D HUINBE DO BATIZEH 2 THIT H e Y FE B =R EE 6 IRef] (LY R/ b i
0.3) THY, ZORIFIT-TEDL~UL (0.2) ZEHFFLI,
F72. AT OSRET IgG OEIEGIL 82~89% Th~7-, #5457 HHICK T LA R M
PRI G RRE D 3.2% 05847 L T,

(4

~

BB DRATH -
LB L

(5) Z DDA~ DIEITHE -

CNEE R L

<BB>EYTORNENRE

5% A & TVIG DWW « 5347 « ARH - PRt DRI MEIC > S Mgt Lz,

1) 7 v MBI 5 Hilalg 555k 3
ISR AP G54 28 H B £ COIMEDRERET . 1gG REFRIZ 94~99%, FKL A
PURTEPELRFFRIT T6~89% TH - 7= Z & D, AR O HMEHREDHER 1L IgG = D
HLODOHERE TH D &I L=, 5%HAI D i A =8dE IVIG o & iE & A E#ET
L SRR X DA R 10.27 HTH Y, &k IgG BR O L APUATENE
2 L DI NI EE O N EIFIERI U CTHh o7, 5%, SISO S REI
MR OZI ML T L, FRCERET Dl bR Doz,

2) 7 v MBI D G RER 3¢
B 5% O MR- (BOHRE) 13HEER GO Z &1ZFE L 10.THTH D |
F 7o, FIEEFT ORSRRITHEBIE 502 i & FERICHER L, i 512 L 5 SR
L7 Do 77,

(6) MIFELMKEE
BN

6.1

(1) FEERAL R BT
R L
WHOENGIES 0T Y v LIS, BNRICE D RBISh, BLSnE L EZ DR
6 35)0

(2) KB E5T 58K (CYPE) ONFiE. S5
PAN- L A

Q) VEEENREODAERVZDEE -
BN



(4) REMOELOERRUSEILL, FELE -
DR L

7 Bt
MG L
<HE>

OERRICHR ) =F L2 ) a— B ASE Y T Y L R RIS LR PRl e

Lz, ZDfEE., &5 SNICHEHEMEDRK T5% 05 FEH 96 R LI IR FHIZHRt S iz
WA ENENTAA LG LTIDE TIE R D72 %9,

8. FZ VRKR—E—IZEHT B1EH
MERR L

9O BMEFICKDIBREE

REMOENT - B4 E R e L
HEIESZENT CIIREIE O FE M TR RE (B 2 (XIEIEKR OFFAET) TIREITR~OB
TINS5 Z N EZBND,

MRENT : B4 E ke L
AANOEHRY THLEEIT 0T ) GIEy TR 15~16 T OES TEHTHY
MBI L » TR EESN N EB 25D,

0B ENEREEHITHEE
mMERR L

11.Z 0
AR L



I ££% (ERLOIEES) (CEJ SHEHE

AFNT, BELANMEZFEE LTRAKLIZbDOTH D, FEHE 2o o ik 28Ry 2
BRIZIE, M2, BYYUEREDOHRE LI T 5 & & biZ, RIETRIZKIT 2 —EDREL -
PREAEL 2 JEf L, IRYYEICH T 2 Z e R A2 LTV D28, ALEEFEE LTnD 2
CNZ L DBYYEMRTED U A7 5t IR 5 Z LIXTE W e ), FIROIRRK LoOKE
P2+ IRE O b BEE/NROBHICE E0 D Z &,

m

HFAREZDER

-3

#Ff NARBEEBEICE T ARBREICRAV SRR, BREREDEERICHE
LTWSEMRIEZEDHRBEDH ETITS5 &,

<fn >
—REYIT . ARSI W TT M RIEE X OHIR S AR AI R TH Y | AFNZ T 25
.l 2 OB OFE L ORIBIZIE U THREGREXR O G-HRz & L. %%%%*ﬁﬁiifﬁf”ﬁﬂﬁif

HVENDHDH, BBREICKEBEL CWAEMTRWEBEOEINHE L WEEZDZ DK
T L7,

M

2EBRBLTNDER

2.B2 (ROBEIZIFBE LR &)

REIDRACK Ly 3 v 7 OBEERED & 5 B
< fifw >
B ASE a7 Y BRI B L VIER T, TF 74 X —E kT I nb 5, =
D X 9 e fEkiE, ﬁﬁ&%%%lﬁﬁ&ﬁ’@:é&wbﬂfﬁb\*§75y7%E:L

TREICHELG LIGE, BEY 2 vy 7 FOBRBUERDNEZ 28T NEAOND Z LD
%&ﬁz’ [—/f\—O

SHEEXRIIHRICEET HEE & TDER
V. {BRICET2HE) 22452 L,

ARERVAZEICEET 5FE L TDER
(V. IBRICEET2HE] 2283752 L,




S5EEREARNIE L TDEH

B EELEARNEER

(FhRESIE)

8.1 AAIDMH I I 7= > TIE., IRDIBIRIZEB T ZAFN O LB L L Hic, KFoflE
2B URRYIE DARIE 2 B IR T D 72O OREXR A L DTV D08, Ik % FUEH
LTV Z LITHRT DEGYEEIED U A7 58RI RT 5 Z LM TE RN &
., BEFICKLCHRBAL, BB o805 L,

8.2 AKIDJFI B L 72 B ki E DIk lZ >V Tid, HBs Hifil, $1 HCV Hifk, i HIV-1
PuR, HtHIV-2 Hitfk, $T HTLV-1 Hikf2t: <, "2 ALTfHETAZ UV —=v7 %
FEhi LT\ 5, EiZ, HBV, HCV KO HIV IZOW TR IE A (NAT) %3
i L. A L7zt AR ORGE CHH LTV D2, 5% NAT ORHBRALLTF O
TANVADPRBAL TWD ATREMEDNFICAAET D, AFNE, LA EOBREIZHEA L7
1% 5k LT, Cohn DIKIRT % /) — VA5 THR-E SN HRY =F L s ) o
—/L 4000 4LEE, DEAE © 7 77 v 7 AABRAEZ X 0 Ao 7 a7 ) o 2 JRkE -k
BLERAITHY, UANVAREL - frEEZHME LT, ®ETREICE VT 60C,
10 RE OWIRINEVLEL | 7 A )V ABRERNZ L 5 AIEALEE K O pH3.9~4.4 DT
TOWIRA F 2= 3 VAL A fiE L TV DA, BEIZE L T, oS+
HETLZ L,

8.2.1 MAESHERANOHAEDORE TR TIL, & hLR U A LA B19%D 7 A LA
BRI c BRETHZENRRETH D720, AFOFELIZL Y Z DK
PDAREMEZ BE TERVWO T, HEZOREE 785z T 52 &, [9.1.5,
9.1.6, 9.5 &H]

822 BEE TICAKIOE G IC LW ERM /a4 Y7 )Lk « Y a7 (vCID) %
NMEFE LT & OHEITRV, L Lans, SETRICBWTRY U 4
IR LD EOMERHDHHOD, BN vCID HEDOMRIED Y 2 7 & 5E
BIZITPERTE VWO T, BEOBICIZAEZE~OHHZ +21T, 1EE LD
VBN 2 Rt o ER G952 L,

8.3 AHNIHT A KOt B etk 2 H 45, Licdi-> T, migiln O BLS o EE
WCRERE L, SNICEMMEENZEZ T E03H 5,

8.4 BMBHEEND LONDZ ENHDHDOT, HEITHL > TEHEDBARREIZZ2NZ
EERMERT DL, [11.1.4 2]

CEF M m/ MR D TR BER)

8.5 ARANC XA IBHITIRIRPE TR AHEFRIETH L Z L IEETDH 2 &,

8.6 /NEDOAMEEFFM M/ MR MEBER 132 < OBEHREMT LD THHZ L%
EETDHZ L,

(K. KEHEXER)
8.7 AHNT X DI MITFIRMRIE T HERIETH D Z LICHET L 2 L,




R D2 EER)

8.8 WBINFG-E, ARG L DRIP4y BROFREE) T, IEIROUEDR D
NN ELE LI SN HEITORITH Z &, KRB EIZE L TTA M
e OV ZVEIFHESE L TR0,

(BRMmME - EERRIZET2HABETOHRE. 25 EEMENE)

8.9 AHIBE G4 & DR BRFIEIR O EALDFERD DN HAIIE, 1BR EOA RN L G
Wtk z +0Ic BB Lz BT, AROFELEZHET5 2 &, AREBRS LSS
DOBENE, ZEMEITHEST L T,

(EBHEREMRBEEZRBHERX (ZEMEH -1 —D0ONF—Z2ET))

8.10 AHNC X HIREITIRKFIE CTII R AHERIETH DL Z LICHETH Z L,

8.11 NMEBMERIEMEBAENEZ HIRMRR (ZEMEE) = 2 — e F—25T) OfIIKT
DY) ORE - A& TAREKERG Li2GE6 0", Z2tEI3mr LT
RNWZEICREET A L,

8.12 B M JAEVENBEME S AR (L EMER) = = —u "TF— %25 T) OEBERE
N OETIG 2 B E LTHWDHEE, BIRIEROBIEE 2 +00 1TAT U ke
HGOVEWNZHERT D2 L, o, KAORGBEZIZ G EEREEK T O3 -
FRD IR LB BN 55, AANC X DR NBO SN W0gEEIcid, A&l
MR G513 Th T, MDIBREEZETHZ &,

8.13 @M RAEVEMLEME S AR (ZEMER) = = —u " F—2 5 T) OEBRE
TN OEITING 2 B & U TARAZ iR G Lo R, EEERR IR T D% -
BB O b o T GAIZIE, AAOTRGHILEZZETDHZ &,

(FT U - INL—IERE
8.14 /MR T OUENBO bNIKE, HFRT LI LR HLDT, TOHEITIEIAF D
ARG 2E0, WURLEEZEBET L Z L,

n P F—ARBEEEBIBIZE T 5 TR RAE)
8.15 REHGIfE O KpAMEABRE L, WUIRKSEREITO Z &,
< i >
8.1 FrE AR G 2 2 BRI, O AMER OV, £ o iE 722
D= DIZM B FIRIZOWNT, BEXIEDOFEFIHAZITV, BEEZSED XD
BwHZENROLATWD (CFk 1545 H 156 AfF, A BEERF/REH),
8.2.1 AFNL, FEHMAED A Y J—=2 7 BEETRRTO U A NVAREL - RELHES %
TFoTWAHN, BEORLE TR TIZE F2ULAR T A LR B19 %D 7 A )L A& 5E4(T
REL - BRETDHZEDNKHETH Y, JEEOAREEZ R ETERNI b, 2T
OIS ERA O EH EoEE] L LTHRELTWD,
<BE>
ETRO U A NV ARNE - BRERLZ IS 272012, GLP (EHE & O 2R
T 5 IEREIRREBR DS HE D FENE) WA HiRE Th 55 = FWEIC B\ T, UA LR
56—




7 V77 AR E I L T\ D, Flz, ARFNT-DOUW T OREYLE BEE R AL D SERER

WIImRD LR,
ARFN D JEYGIE AR A O E ki (2024 4 3 H HRAE)
A AR 540 T FE M MR 1T T E N
A SR e
N o H = & UN=]
ik 1 36 JEUBE 7 — Ui | Bk sl e
PR RE ALT O
== Hitg b LR R—~<hiik O
HTLV-1 HHTLV-1 #Hifk O O
HBs HiJi O O
HBV $T HBc ik @LL
HBV-DNA %D O O O
HTLHCV $Hilk O O
HCV
HCV-RNA #v O O O
Ht HIV-1/2 Hifk O O
HIV
HIV-RNA D O O O
) B19 it O
B VAR T AL X B19
B19-DNA# D O
HAV HAV-RNA D O
HEV HEV-RNA D O

1) EEsEEERE (NAT) (X0 i
£ 2) HL HBc UK 1.0 A3 301351 HBs U1K 200mIU/MmL UL ED & & [EA )

8.2.2 M/ E A DORIE TRRICEWTERE TV A 2R LEDL L OWMERHDHH D
O, B2 vCID DGR Y A7 S RIITHRCE RV D, 2 TomAE
SEEFIO ER EOEE] L L TEREL TV,

8.3 ABO Rz H>W\ T, NFBARPUAL L TR L 5 RiiEBATIRZAEh o &

AL TS,
fiRa AT 2 IRk ikl AT 2 LR
AT B0 B Hilk AB il L
B i A Btk 0 % HLAHLIE, $LB Uk

RS OMIERTUAIL, IgM KO IgG IZB L TW5S, 2D 955, IgM Bofi
EWITEERAARE 7 v 7 ) CRAIOREE TR THR SN D720, A A%
a7 oBRIRIZIRIEE A EIRA LW, IgG B OFURIZZE D F FH1AIH
\ZHRFT 5 2 & b7cd, FHEMASE 7 w7 U AN, St A KO B
Pk %E T & T HPURMERUADR G/ ST 5,

L3> T, fERAGE /a7 ) g E O MU BEICERGT L, #
i b, B2 — A ZARBROBGHE L L ORISR A KT BEZhnH 5,
FLAF BHURIZ L AEMIT. EAMICIZREEICHA L CEITT 260 L%
2B, FHEA AR 7 w7 ) CRF O R ER G X0 Bt A ok U7 i
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8.5

8.6

8.7

8.8

8.9

8.10

8.12

8.13

8.14

8.15

BINRHE SN2 D, SEROLE 9 A 8 BT 130 BlcHS % ITP @

WG E AT 55 ERARE 7 a7 ) URANCAEEHFELZBRR LR 2,
ITP 2 507 v 7 U AfiFiEiL, 8 BILL EOEFIICAHZN CTH D & ShTwn
LN, ZTOMBIT N TH D, 2D NG, ARRIALESSHE: & CRIBIIIC
M/ Z 2 BN S AR T2 L OBMETRE EEILND,
— R NIRRT 2 2E ITP 138y AUNICERIRET 5 L Wbl Tnbd Z & h
HRRE LT,
ARFN O KA e QKPR RAEIE (253 2 /E B & LT B MOIHENIfE S Ht
KPEADIKT, HOPURD BARE L ENRHERI SN THD O, B NZIEE N
TRV 2072, ABNC X 2 IREITRREE Clde < MHERIETH D B OE
EMRE A B E LTz,
BPEHINIRHRTREE O B BTV NEENRE DR AEZ M TH Y . JIRHHIZ T2
FHEAA®GE 7 v 7 U v (IVIG) OE#EE TERSEENRD bR o Ha .
BINO IVIG 85/ HER ST D, L LR, IVIG BN O F M & 0%
BRI L T N2 D, BH B GI3 L RN R+ CGEEVDOFf
fedE) T, JEIROEENR A LN RN EVBE LI SN DA EAICORMTHI L O EE
PR 0OE LT,
5% TH 2 T 2 F MR - BRI R O BRIRRBR IS B W TRIFI D G S Ve i
Bl 2 FEF] & AiReD T 7 < XA R ) I IE O BARRER CIEE& 51220 T
Rt LT Wiz, Ao - BEVEDIERP DRV L b, 1B EOFEMEL
faldtt %+ 3B L, B ONREEROE(LNRD N HE IR Bk 5258
HEIRE LI,
, 8.1 AANT L DIBVERIEMENBEEZ IR (ZEMEE =2 —n X TF—% 5
te) OIRFIZBWT, ZOIRBITIERIETH D Z L RORE#RG TORME - &
BYEITREL SN TV RN & AR T 572 DICRE LT,
EBEEEIS T OMEITIH ) OEBEFOEES L EEEI T OHER - R
DKL HALDBEFITK L CEE G 2k 2 0 Tldle <, tolGRELZET
HEEIBR L,
EBEEEIS T OMEITING ) OIEHIC L 0 EESEIK T OHR - HRIED bk
{Tpo T2 BIiE, AFlORGHILEZBET 5 BH50#H L,
X7 « RU—ERBEOBIETA RTA T, XT 0 « NU—EGRICE LT
HERE a7 ) AREETohE, — BIERPEE SN B ODOFHRERD
HZENHHEINTND Y, FR LGSR OFR G ZED, @Y e E
HEETDHEOEBEMET 57-OICEE L,
M5 R —HURBE B RS 3 2T RIBURAE) (o3t L CTARAIZ W26, ik
&M K 4,000mg(40mL)/kg (KHE & £ < £72, BHEREMNMET L TV D EHEITE
BTt PRBRAMICE DEENREINDL O, KEHICETEELY
BRL L7,



BRENERERIHBEICHT IR

(1) BHHE - MEEZFEDOH D ESE -

9.11

9.1.2

9.1.3

9.1.8

9.1 BHHE - BIEEZEDHDEE

AFDHEA I LBBIEDBREREDH L EE

B B 2520 L SN 2565 RE, BH LW &,

IgA RIBFEEDEE

Pl IgA PR 2R A 9 5 B CIHRBNIS 2R - BN nd 5,

i - DEMEEEX (X ZOBREREOHIEE

HHEEL, TEL7ETWoLK D EEETHZENEE LY, KEREIZ
X 2 MEKEEE D b HZEZ K0 BdREZE S 30 AL R ZE S O I F FEARE & L = 9
BENWRH D, [9.8, 11.1.7 ]

mEEREOBKREOEESE

HEBEL, TEL7EJ0o<K VW ERETHIENEE LY, REREIC
L DM O ERSIC LY MieEREZEZTB8ENAAH S, [11.1.7
Z ]

Aot - KIMELOEE

b RV T A LA B19 ORGL A Z 3 RIREME A A E TE RV, B LT
LAk, B QWAL E S EERETIEREEZ T ZE0nH 5,
[8.2.1 & ]

REAEEE - RENGFHKEBOEE

t hoLVER T A VA B19 OJEG L Z TRl EME 2 S E TE R0, Y L7
LEi, Fettogmasik 208355, [8.2.1 2]
DHSEEDIET L TWAEE

HHEEL, T2 T0o< D EEETLHZENEE LV, KRERGIC
X0, DARLERIETEfbSE s BEN DD, [11.1.8 B ]
AUEEEOBKREOSVESE

HEBEL, TELZTWoK D ERETLZENLE LY, [11.1.4 Z ]

<fiEgn >

9.1.1 AHI DR % UIBEUE DEEEIED 3 5 BB 1T ARIZ TG L84 ik
Rk KT BTN DB,

9.1.2 IgA KRIEIED NITHEKINZ IgA ZFEE L7V Z Enn, £ 212k FHED IgA
DAL EZNZRY) (FUR) & L TR L., 91 IgA FURDFEA S LD ATHEMEDS
b5, BIEOHERANGE 7 a7 ) UHKNTMED [gA # 8 /ATHY | #hvk
» A 40)O

013 ,9.1.4 M + DMILHHIE X 32 OBHERO B 5 B, KUK IERIE Ol
PEDEWBF T 28 ERARE 7 07 ) CBF O RERIEEGNIZ BT,
MARSERTE (BHIE, DAFHEIES) 705 LI & 5 WD 5 = & A b
Ui, M AL 7 17 ) L SRR 1 1 7 LR O 1575 e S R
HOEKDO—2EL L TEZXOND 1142



9.1.5,9.1.6 MMigkEEK -#A, 7o F harermofEbsickye hOLRT A
VA BI9 DY LTz L OMENRH 2 99, Fiz, o mEormiAlfics e
KL AR T A VA B19 @ DNA B Sz &E OfENH 5 9,

AR OBE TRRIZIE, VANV ADOREL - BREIZHEOH 250 TIEEZEA
LTWANR, AFINSEDE R LR T A LA B19 OGO /e % 52 2R E
THZ LT TERN,

—MKIZ, B RoVLAR T A LA B19 TG T 5 &, Gt THAREE T S
EHR ST DN, IR - RIMPER IO B R AR REIE . S MER
REDREE ., MR LGS TEEREREE TN G E TE R
WV, ZOZENBWR 8 11 A 11 AHEAE IS R S EgIc i o %
AT O ML BEERA O EOVEEIZE RV R T A L2 B19 OF#EZEM L
f: 47)o

9.1.7 ¥ERASGE 7 07 ) > 1gkg/H D 2 HREEG TORENL LN E OWMEN
HHZ LW Fl, RERGICIVERMLKERZPEEIND Z LD, D
BEEEDIK T L TV B EBF I OAEORIEICHER T 20 ENH 5 12 DI
E LT,

(2) BHEEET RS -

0.2 BHEElEEEE
BHRE AL I BTN D, [11.1.4 ]
< fifEE >

INETHEMAGE 707 ) CORGICEVEMEBEAAEE R LI LT oRENRINT
WD ZEMMBRIE LT CER T4 9 A 1 A EAR I R 2 iR i) 1959,
YRk 29 4F 3 A 14 BANEAG g A « AR L R FHEEIC LD T
EoEE] KEHsh WD TatEEre) 2 IEEEEE) ITLFE L,

(3) FFtElEE 2 A -
HES TR

(4) kEREZ=H T HF -
BEIN TN

(5) 4x85

9.5 HF4F
T SUTIEIRE L T B ATREME D & 5 M, 1R OB RSN a4 ka5
CHIIENDGRICOREET L2, KFIOHEGIZEY E FVLR T A LA
B19 OEY D A HEME A B E TE RV, R LG IIIR R~ EE (JE,
JEVEKAE, FRIESEL) AN 2 REMEN S 5, [8.2.1 & ]

<R >

—MKIZ, B FSLAR T A VA BI9IZEGE T 5 & RO IE M T B ARTE T 5 & BRE

ENTWD, LLAans, MRS &% LSS \EEEIR 2 < /TiettEnd 5




ZEnn, mESyERA O EH EOEE] ICE#E LT\, (9.1.5, 9.1.6 Ofifii s
)

(6) =L@ -
BREIN TR

(7) INRZF

9.7 INR

(Zhaek@)

971 BEHEIZHEET L LB, BRmax+lcBlgd s, va v /%H
EBRRWERAZREZ T2 n3H 5, [7.1, 7.2 58]

IR DAL

9.7.2 BEHOBIEZ 5312179 2 & R 1R OFLN BRI G L5
A AST, ALT ©EH % OATHEREREERBLRS S VEI 2580 5T 5,

i b F—IAKEHEBEBHEIZE 1T 5 TR RAE)

9.7.3 /NEZEE X G L Lo GoMER V2 2MEZ IR & U7 BRI L TV
720N,

i FF—HAREHEERBIEIZH 1T 5 TR RBRAE LN D SIEEXR (X R)

9.7.4 [KHAME, FAEREZNGLE LAtk Vet 2 B & U R
BRIT SN LTy,

< figa >

9.7.1 KR, /NRFEIZY 3 v 7 ORINREZL HALNTWD Z &b, NREEICHERT
HEEICIIRGHEEICHEET S L EHIRBE +DICBET ILER D L0
E LTz,

972 iy =/ 7 a7V > IH5% & (LA, 5%HA]D OJIEHDOhEEIC kT 5
5 AR AR AR D EEFHIEAT DRGSR, 1 AR D) IRHE O FLLh I I T L iFHERE
s ORBRNEVEABRD S (FRZBR), JIERFRERIZS W T,
JFIRBIZ LD NTRERER EN RO N BINR S5 2 &, £i2, FAEDEFITT A
B T EEN STV AR b, BRI & o BEM I T
2N O0, EETREERE LCEK 134 7 A 4 A SEBEEKICESX
RIE LTz,

FAEER] TP - N REEE ) BIERRBURD OIRF 6 R A (P

<6 A <1

< 2% < 5% 5k = a5t

B

FRATAE Bk 262 373 513 690 206 2,044

JiT MR - NEAE SR P

©%) 26(9.92) | 29(7.77) | 15(2.92) | 10(1.45) 6(2.91) | 86*(4.21)

% AST X% ALT 73 500 IU/L LA Bz iz L7263l 5 4,
9.7.3 [Hi R —HURBGMHEE BT AIFRIIEAE) ok L THWAEA . §EH
NG 7 a7 ) CHFIONREIT T D R AT L TV N ENDERE
L7,



9.7.4 TH KT —HuRIGHEE B 31T 2RI BUEIELAAN O ZhHe SF bR 12kt LT
AW A, #iEAANGE 7 a7 ) CRBIOKHARER, FiERICHT %
BMEIIHENT LT WV R W B ERE LT,

(8) &N E -

9.8 EHE
BEOIREBLBE LN OHEEBEICERGT 52 &, —MITAEBBEMI T LT
Do Fio, —RRITH - LIRS R E T E OO H D BE N LI, MARZE
BIiEZEZThBEnnd 5, [9.1.3, 11.1.7 ]
< i >
R D —AIERE & LTRE LT,
FHER A 7 a7 ) o O KRERRIEICB W TINRIZE « OFFEZESE N3 HL LT &3 2 IE]
MHE SN TND, FERARE 7 a7 ) > ORKEFRE CTHZE - MRERFICEE T
TEF L LT, MEREUIZOMEOS 5 BE, @i, MERELAT 2 EmmE 7
ERBIFONTNDZ EDLEEE LT (9.1.3, 9.1.4 OfEHi % 5H),

7HEER
(1) HRZEZEZTDHER
BREIN TV
2) HEFE L ZTDER
10.2 #FRFE (BFRIEE TSI L)
A4 5 EEARIER - H & 1k K - faRIK 1
EROHAEY 7 F AFN O 5-2 52 - F1%, £V 7 | KR O LR 0B AT
WU 7 F F L OMBERELNRNBENDN | DT, PREISIZED
Bl EUIsF L | HHDT, BT 7 F L OBERRITIA | AT 7 F o OEN T &S
BB 7 F Fle 5% 8 » AU FIEW 35 Z | hWoaBZEnrd 5,
INBIRAEY T Lo Fm BV F U 14
KE T 7 F BUWNICAHR & &5 Li=%ai.
% Beht% 3 » HUL ERGE L=tk
BV FURBERT S ZENE

F LW, 7235, FREeEi MR
PEERBESR (ITP) . JIEH, 2%
PR - B2k, 2R MER) =
a—n8F— (MMN) &8
M 28 0 P T 4 R 25 AR e R 2%
(CIDP) ., 4= & 7 8 JiE i M )i
KIE, KEMEERBEE, X7
e N L—SEERE, BRI A
JEAEIZ BT 2 K EfiE (200me/kg
PLE) %A 7 F o BT D
AT, BRI L TR ZF oD
WHAE 6 » HU L URBIEYD
fERPEDNRNGEORIB Y 7 T
PEREIT 11 » HLLE) IEMT 5 2
E,




<R >

NG 7 a7 ) CRIFIIE, FRHIAE O AL MFE 3R L T 2 B FERIRIR ISR T 5 5L
EREFEINTND, LEEn> T, KACER SN HETIRICE>T, AT 7 F 0
PENTHENDZENBZLND,

BIEAASE 707 ) 25T 5 LB Y 7 F AT AHURSIME T35 2 &
MoENTEY, ZoZ LEFFEAAGE /v 7 ) VREICHRBEOER 2732 L nE
ZHi5,

BV F o0, wEs a7 ) VARG O 14 BRI, XTRE s e 7 ) o RIEIE
54 8 » AtRITAT 9 £ 5 kE CDC (RFEHEE v ¥ —) THEsh 5, b L, &£
U F o 14 BURNICRE 7 a7 ) CRIFIZEG L TR 5 2 0nEE I,
HyE s a7y U5 3 5 ARICAED 7 F U AT S LRI TV 5,

HER S a7 ) o KRERE (200mg/kg PAE) BICAED 7 F U A ERET LA
i FAIE LCTAEY Z F oo %E 6 5 AU BRI 5, KBGO ERRIEMEW G A
DFRIZ T 7 F U BFRIZ OV TIE, FUERESERME L L T, MEDOHIKRDOERENRH > 7=
BEAIC, BE L LB T 7 F o A L ADRYeE RE 2T IET 5 7 Sl & B o
T R 2T RN B 5 Z b7 8, 11 » AU EEMT 2008 v E S
TW5, L, ZHUIANIELOERRA 20T HUE & ) BRSNSV TE Y, &
AT TR 2 ORI AR L, WA 2 R#ET 5002 58 L ¢, BRI %
IETHLEND D,

B, RERT 7 F o AonWTidHr~r e 7 ) o EGERELEMAREE S TBY .,
RERT 7 F o L OFBE/ERITBERENL DL EZ b D 5660

8.8l F F

1. Bl¥E
WORWERRNH 5o d Z ERHDHDT, BELHIITITV., BRENRD NG E
W3 G2 IE4 5 7 PR AE 21T 5 2 &

(1) EXREIER & HERK -

1.1 EXGEMER

M1 2avy, 7HF745F0— (21%)
WPk IR, BEAR. Wifes . M EVRRAEIR . MOPSTE R, MmEAR R, ARAiEs.
FT ) —EBERRBOONTHEICIE, BEHIZ&REEZHRIEL, U E
ZITHZ &,

11.1.2 FFEEREE (1.0%). FHE (GEHEAH)
AST, ALT, Al-P, y-GTP. LDH ®# L\ b 5% % f£ 5 AT REREE
FENRH LD ENH D,

11.1.3 |BEMHEERX (0.2%)
RERGIC 0 WEVEREER (A E, 2, 8m, Bl - a5 25
WITERIRESE) DhobhbsZ bbb,




11.1.4 SHEFEET (1.0%)
EHEEEM A (BUN, M2 L7 F=%) OEl, RERD PR
LN E TG AP L, MEURAEEITH Z &, [8.4, 9.1.8, 9.2
2]

11.1.5 m/hMiE4d (0.2%)

11.1.6 fhi/KEE (BEEEAHT)
I PR 5 D SEIR 3 8 B o = a3 &k G2 ik U, sy 2 L& 247

11.1.7 MEERE (0.4%)
KEREHI T, MEHEED FR%I2 k0 WME%E, OEE, s
SE, GRESERIRIMARIE S O MAREMIENH b d Z ERH D, MR
FER (O FV, ERkMEE, WUERRES) . ME, Z2R0ORERINEE, B9
. FREOEN « BIESOERNZFED b GEa1ciE, #5291k L,
WO R E 2 TS 2 &, [9.1.3, 9.1.4, 9.8 B ]

11.1.8 DAL (BEERH)
T L L CREHRGHIT, MHEREMEERZICE Y DARERIETELE
L2 eNdD, FERINEE, OMEE. DRI T, I, JRERD %D
BOONTHAITIE, S5 E2PIEL, BURLAEEZITY Z &, [9.1.7S
H]

< i >

MA1 AFOREICL Y v a v 7ERRETDHZENH DD T, AFKEBLEED
PR E BT ENNETHDIZ ENLERE LT,

M4 ZHNETHERAANGRE 0T ) ORI AEBREZ R LT T 5H
ENINTWDLZENORELT CER T 9 H 1 BEAR IS RT 2R
HESEE) 189,

Rk 29 4F 3 H 14 BATEATEE EIE - ATERA R A RS X
D MEHEOEE] KRS TWS TanBREe) 2 TalnEEE) o4
HL7,
(2) ZDHDENER
1.2 TOMDOEIER
5%LL k 0.5~5%Ai 0.5% AT AR R
R &5, T SRS B | REFR K
KL JR T 7 A
TR
KRR e N g, IR, &
MRS Lo
TEBR %gxﬁ\mg VO e 43 I AR
ki




5%LL E 0.5~5% A 0.5% ATl NG
iR JFRkREmR A E oD
% (AST. ALT.
7-GTP, Al-P ®
5%
I 2 Wk i A N ESkhd
SR
bR L EM- T N
k7 P i R IR ERR D | AT | PR AR I
WEER %
Z DAth, SEJR . FEEAN, | MRIEAS . TED | MR, BAEIE.
2 ERIE. BE | M. IZTCY L | R, A .
. CK k& IRZS TSRO RO (BE
IR, HLBESE)

ORERRERRICKRIFIZE

12. BB ERRICRITIZE
AFNZIIM M Bk OB FEHUR (K FHEGE O IR JF AR UL Z DFEEMBE KT 5 0
Pk, HOPUAS) NEERTBY, B5#%OmMFIC N OREN Bt Shb
ZENRBLOT, BRZENIITEELET 5,
<SR >
NG 7 a7 ) CRFNCIE, < ok () 220 0MmiELZFEE LTWnWbhe, &%
FRIRYIE DR JFAR X2 O FEAEIZ 3T B bR G N5, BAIOEH% I HE
LEOPURDNEME AR T Z ENMON TS Z ENnS, AEs a7 ) URRIOERE 2% 177
BEN EFRO L ICHURBYEIC 72 2 Al REED 6 D 2 L IZBI L CHEFN 63 45 6 A 16 H 3%
o4 7oL, NMuErar ) SRR TS MEHEOER) & LTRETHIL I
WX T,
A CTRAFIZIIEEA QPR L EEN TR Y, BARG£OMAIZ 2 S OFUR  —REY
IR END ZERND 5, EEAARE 7 07 Y RO KER G 21T 9 2hEE T E AN E
MEN-Z &2k v, JAKEGHZICH GAD HiikZo g etk ismi Shniz &+ oMb %
EHLTWD, 2D, FFEEYYE QIR IFEAR XX Z OEAY BRI 2 0 HRIT z
T, HOHUEREEND Z & ZBRR LT, AAIORGZIZ, —BMEIC & FEEYME DS IR X
IXZ OEAYEOM, S A CHURORE CHMEE R AMREND B 5 DT, 5% OERIKZE
WHIXER 25T 5,

10.BERE
BE SN T2
<BE>
KB G-I MRS TR EE DS BEIN U T2 & DG 3 5 40,



MEBEALDEE

14. BRAELEDEE
141 EXFRARBOEE
14.1.1 Al & DRGERZRET D Z &
14.2 EXBREHOEE
1421 BRBREICR LB&EGTH2 L,
1422 REMORBDHNDEOXITIRE L TWD HOIFMEH L TidZe b eu,
1423 AKENE ) a A NBHRINTWDL YU U TRILIZGA. Y
I D EREMER B 5 $E RN SRR U TR 23 72\ s H 1 TR
52 &, BEMNRO ONHEAIITERE LRV L,
14.2.4 FRARANE G ICBE L, SRS MAESMIIRN 2 WL S EET 5 2 &, Ashliic
BT, I FRERC A S ~TRAL, B G A OO R TR, R
NS BT FINHE SN TS,
14.2.5 ERABOKIRIL, MEBEROBENRHHOTHEA L2 &, ARAITH
ORI 27 AETHY . LOLBRERINES S TR0,

<tz >
1411 KA ZMOEFF L IBA LI2GE, BAE AR I TB2hnd 50 TilFl & OlR

AENESTOINERSD Z ENOLRE LT,

1421 AFNZEEENSBY H L%, BEHICiE LESa, ARUNeEc s+ 5 2

EMBZOND I EDNDBERE LT,

K5E> BWRANC X HHEBENRBRERLD)

5COWRITARIEL TV = 5%HK] (100mL) % 25°COEERICEE L-5E. KR

23 20°CLL B2 72 5 F TOREMIZH 80~90 3 & EH T 5,

728, 5% A EZGBHT/AGEIY B LT, BEHICERT (256=3C) Tkt v IS

WikZz B LTSS, 3 UWICHEOIRKIRE X 20°CLL L& 72 5,

14.2.2 £ FIRIFIEEIC B W IR SCEE T (REMOH LB OIFER L Tidk b7

W BRTRTDEOBESN TS Z ENLREL,

1423 YV a s FANBNECBHR SN TWAD VY U UEAWTHER a7 ) U2 E

T LR, VU U UNICERIER DB ET D AR B 5

ZHTRFEDFME TIZBNWTRAET HIHELETHLIN, YU UV EHWTAFZ RS

THBRCIE, WOFHICHET 5,

OAHKNZE v U » VIR 21T, WROKE EFE2 AW TSRS 5,
HESEFONEI NS WA [ UREE TS5 2 EiEN#HL 7720, v U v
UHNBEIZEBAEINTWAD LY I A A URFBNLTVIRIE S 720 | Bl E
LT DB NS, NEOREZ2EHNEZHAND e E L TRSHICH
3%,

OAHKNZE TV PICRBIT HBIE, TEHRETERBEIEL VWK T D,
Y U VRICERBN S VIE SRS ER LT b, TE AT RREE
EL RN E 212y U PICERET %,

OF&KNZT Y INICER L-%1X, TEXARETIE#SZ 527209512 LT, E5
JExBR< & & blz, HONIHRET 5,

66—



RENC LD U U URNBEIZEBAA SN TV D VY I A VRHB T UVIREE &
20 FEMPER ST 2D EBEZBNLDOT, WBIKIE, BEE G5 X2
WEoiicta,
Fio, BRIBERNTHET 2 ERFHORGER & & BITHREMPERT DL ERH
HOT, VU UKL, NI ZERE AR RE, 555,

7eB. FEPICAGEREM RO b EE TR, R LRV,

14.2.4 5% 54512 ) IEIE O BMEINZEE R U, 51 o a8 S8R 2 IR AL 28 B2 R
FERGEESE & 70 o T SEFIDV G Sv7c, RAFERIT, AFNZBWTHHBLT 5 Al RetEns
EBExoNDZEnD, EEMEA XD O E LT,

14.2.5 7oA ARHO—IKHER & L TRIE LT,

12.ZDDEE

(1) BREREAICE D 1EHR
RE S TR0

(2) FEERPRERERICE D < 183 -
BRE STV



X. JEEREREBRICEEI SR E

1. R

(1) N ZEHAER -
VI HEZhHEBUCB 4 5 HE | OESMR
(2) R EEHER -

1) PARMIRRICK T B4R 0 (GLP i ] o —f sk piaba & L C 3]
ki = 7a 7 U o THE% i (BLF, 5%%A1 1%, EIKHE (50mgkg) @
55 EICHY 35 250mg/kg ¥ 5-% T, BFERR, A< ¥ —/UHEIR, i ()
Thb~vUR) ROEFKE (79X (o6 L TEEE RIT ST, SR ER
HLRE ol (w7 R),

PLEX Y 5%%AIL 250mg/kg #¢5-F T, HFMRMRERICK L TERHZ RS 720 &
EZz o,

2) BEMERIIHT D/ER S (GLP FEiH 0 — iR & LT 9HE)

5% A%, 250mg/kg & 5-F T, By (7 v b)), DWW (7 v ). /MR
Kigkne (v v R) ROERMBE (UHF) 1Tk L TREZ KT S o T,
FMHEE (BT b)) OBRIED) R OSEMIGHIC R L TREE KT S 205
77

Fith= (Z > b)) sk U CIEIGHE 7738 R M QMG SR EE S N &4, 5 7 AR AR D FELT:
IRFE (T b)) 6 U T—@MEOIGESE ORI 278 U 7oA thisod F & Lz
HAR ) =F Lo 7Y a— VIR AGE 7 a7 ) BN THRRICERD HiILD b
DTH-T,

3) RIEMMRRIZR T B/ER 0 (GLP FEi 1 0 — ek piaBa & L C 32 H)
5%BANTT v MTRBWT 3.125mg/mL DOEFE £ T, MG L TEs
MIEEehotz, £, VX ROBENLET Y MIBWCRFTMEMER 2R S o
776

4) FEIR - fRIRSR RIS T B 4EMA 0 (GLP FEi o — e aksR & L < Eii)
5%HHNL 250meg/kg ¥ 5-F T, BT O A X LT X O « [fiF « fif Mk o,
DB L THEL RIT S otz
Fio, MHOBE OREHRE (BT b)), WS X OEMER (7)) (1
®F LTI 3.125mg/mL OJRE £ THELZ RIF I 2o,

5) BHEEICx T B4EA Y (GLP Fhi A o — 3B akiz & L < Eli)

5% AT T v MZEBWT 250mg/kg & 5-F T, JR&E. K pH & OB L HEit &,
IVTF= VT T RCR LU TREE RIS o T,

6) BESARIIT B/EM 0 (GLP JEH o —i3Esmath & L < %)
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