CSL Behring

*20214E10 H 83T (85 1 1K)

B Bk B AL C 2 ~25C TRRAT

FREIE - Wik H A 5306 A

MIFHEEE (RTERAAREZEIOT Y RE)
SR BHR
PHAMIERM A RAEI OIS (B TFiE8)
BEEMERBR, LHEERRY

JHEIRS 20% B TiE 1g/5mlL

JHEIRS 20% B TiE 2g/10mlL

JHEIRS 20% B TiE 4g/20mL
Hizentra 20% S.C.Injection 1g/5ml

Hizentra 20% S.C.Injection 2g/10mL
Hizentra 20% S.C.Injection 4g/20mL

i) - EMSFORTEICLVMTs L

H AERE N il 081

876343

TRBR

WZ5e a6

1g/5mL

22500AMX01830

2 g/10mL

22500AMX01831

4 g/20mL

22500AMX01832

2014421 13

HZ607

AFNL, BEZZE MEEZERE LTHEALLZSDOTH 50 FE L 2o 720K 2 FRIT 2 B2, [
OBAEZFERS 2L & B2, RETRIIBI 5 —EOMNNL - RELB 2 &2 FHE L, BIYEISHN§ 2 LA K2 L
TWAA, b MIEZERE LTwD 2 LIZ L DEAERIED ) A7 2 IR T 2 2 L IETE 20wz, FHION

P EE B

W EOLENEZ IR O b BEE/NROBFICE L0 H L,

2. 82 (ROBEICIBESELEVNIE)
2.1 RRIOWSH LY 3y 7 OBEIROH 5 BH%
2.2 ®m7a) Ve 1B 2 8o g [RANCE
Aaha 7o) vasawoRaig it sh
Wiz, M7 ay) VRENEMEIZR ), ER
BHOLONLEI ENRDH 5]

3. fERK - K

3.1 8k
NAE Y T20%H T
Wi, - ; fii %
1g/5mL| 2g/10mL | 4 g/20mL

YN I R

PRI © A4 >,
F—=AM)7,
AR | NES K—F 2 F
W oG 1,000mg | 2,000mg | 4,000mg FRILOK AP - ik

3ol
PRILE : KREL A 2
R X"+ JEwkin

L-71)r| 144mg | 288mg | 576mg
K1)V
~— 180

pH Hi
1) THRILSUE IR O X 0% 2 )5 | S

3.2 HADOMHK

e 4

Al 0.Img | 02mg | 04mg

NA XY N T20%5 F i
1g/5mL 2 g/10mL 4 g/20mL

AR, P R G OB LA TH Bo BT
ZHT DR RE S S ROR TR 5N BH DD o

pH 46~52
BT 1.3 (EFLASERHICH % 1)

LERN

4. shEE S 7h R
OFEXIIEH <707 > MiE
O REMREN S RREEROESREET OE
T BHETOREHFRBO ShI5E)

5. MBEX (I RICBIET 3ER
(Bt RAEMERBENE & RARMER OESEEET OE
ITHIHD)
(8 VL JAEVE BB TE 2 SR S D I D |
W U CEHERASRIE 7 a7 ) B8R 2k LAR)
PEAED EN72H DD, FEIROFFE - FIRZ#E D &
LTCWREFIOAEGTHI L,

6. BERUVHE
(EIEH >~ 707 Y > MiE)
WE. ANfE a7 yGE L T50~200mg (025~
ImL)/kgREAH1IME THGT 5, 2B, BH
DORBIIE LT, 18D 720 0G5 KOS\
Ol 5o
(BHREMHEE S RRER R OEBSRERTOE
T (BAKTOHREHLRD 5N 5HR))
WE, RAICEAREZ T 7)) YGELTL#EH
9200mg (1mL)/kgfR®E % 1 H 3% 3 52 H
THELTHE TG T505 BEORBIZIG LT,
R K400mg (2mL) /kgfRkE2 S5 % FIET 5 2
ELTED, B, MERFAEIE200~400mg/kegfRHE
THEEHT %0

7. RERUHAEICEET 23

(zhEEIE)
71 ETEFHICOAMENT S Lo HIRNIZES LT
3757w,

7.2 RENOHEGHIBIZDH 72 o TlE EERHICBW
Ty LIEMICE 20 BMOEREOEFEDD LT
BeG%21T9 2 &o ARHNC X 2 BWEIEER. EIMHICX
DB ATEY EHB S N BEICOWTIE, HEH
53y ufeTh b, [8.4 B
(EIEAH>~7OT V> IMIE)

7.3 WHERASGIEZ T 7Y Y BE S ARFNE Y 2
LEBEEIIBWT, AFO1#ED) oFE5EIZ, B
WHAE v 7 ) 3K % 3 AR EET&E LT
WREREO /38, T2, 4 EMMETRY L
TWGERZD 1 /4 B0 L. WS- 135



WHARIEZ v 7Y VA ORERS 1 AR
5452k, DBOARAOHEEGEIZ, EGEHHEPE
I 7 EARANC X B B O R IR OB K O L 1gGig
ExBEIRETAZ L,

7.4 \EZa 7)) VHEANC X AZEBEO L VWEE
L L2 ARKIOBRABRIIFER SN TV ewv, A
fEra 7Y YRHN X DEBEO R VBRI L
TARFNC X BEAZIT ) B, YT 2 FORE B
e ERAFNC X B EBEOEIR KIS & MiEIgGRE % 5
F, B REMEICHE T2, T2 18D
) oEGEEBRHICSEL TG T 2L, &Y
FRORE S ZERET 52 &0
(B RAEM RN S RREBEROEBEEEETOE
TTHED

7.5 BRI ASRE 7 0 7)) VEE» S ARANCY) Y 2
LHFZIZBNT, AKHO1BH7- ) 05T, &
HHAREZ v 7 YRFIoORGREEZEE L. &5
T 1AMB»LMGTAZ &,

7.6 200mg (1mL)/kgRE TG 2B L. EKRAE
MPBALL 7254, mKHBREFEFTHET LI &, it
TORKHEIZ1IED 72 V400mg (2mL) /kgfkE
Thb,

7.7 400mg (2mL)/kgRE TG 2B L. &5 5
DWW B FERAERDSEAL L 226, a5
BETHBEZ TS 2 &,

7.8 AU R THEEROEAL G 2548, A
HETARFORG 2/ L. D &b 48MITH
WS LT 2. AFoKS 2R L, EEHA
a7 YEFNC X HIEMERHETLZ &,

8. EELEANERE

(hBEHE)

8.1 AFNDBIICH 725 Tld, FIRDIFRIZBIF LA
FlOVEEE & 1T, KRH OB ITH URGSE D=
WaRBiIET 570 ORENKIFHL 5N TV B A,
Mg % MR E LT b 2 &SRS 5 Y (53%
DY AT BREHRT A ENTELRVWT L2 B
FITRLTHBL, ARG 98D52 L,

8.2 AK D F K & 72 B A D\ TIld, HBsHUJE.
PIHCVHUAE, FTHIVAFUR T OHTHIV-28Uk 231 T
HHLIEEMRAL TS, 3512, 7=V L7k
MAE 2o Wi, HIV-1, HBV. HCV} O'HAVIZD
WCHBHEIERA (NAT) 220, @A Lz
EARKOBIEICHH LTV B05 YEENAT O R
RUTFDT A4 IVADEAL TS GEMEDH TR
T 5, £/, B FSIVERY AV ABIIZOWT D
NATIZE A7) —= 0 ZRER L, #a LI
EHWTW5S,

FOHROBETIHRTHLTTAT 4NV L= a v,

pHAMLER Je O F 7 7 4 )V b L — ¥ 3 »i&, HIV,
HBV. HCVEDO T o RU—T2 T 574 VAR
RO —=7%4L%BWVWHAV, & SV ERT AV R
BIOZZ Lo T8y 4 NV ARz - AiF{shs
PHER SN TV D25, HGICHEL Tid. RoFICT
ICEETH I L,

M55 ) A O BIAE OB TR TIX. & b2V Ry
A WABIYED 7 £ )V A % B - Bk 5
CEHWEETH D720, KR OBEGIZX Y Z kg
O EZBETELRVOT, B5HOKREE T4
WCBIgR9 A2k, [9.1.4, 9.1.5. 9.5 ZH]

8.3 HIAEFE CICAKMOHZEGICI WV ERM 70l VT o
VX a7 (vCID) SEMMEFE L 72 L o id 4
Vo Ll S, #BETREICBWTERY 7Y F v
PR LSS & OMEDLH S5 D00, Bk RvCID

HEOE/RD ) A BREIZERTE LD T, %
HoBICIZBENOFPE 51T, HELEOLE
P okEo FixEd 5 2k,

8.4 ELHTHH ZITH Bt BB IS HER O
Fl & EHRE IR O RE L BERFTEOREEITH T &,
(7.2 ]

8.4.1 HOHZG O#MIZoWTIE, ERiAZ DHNY
HrEEICKRE L. T 2%ENH LI L 720
By BB I EBDARFIE G X B el &k
WEIZOWTHF L, MFEICHELETE LI L 2
AL kT, ERiOEMIFED D L THEIT 2 Z
Lo WA, AFNC X 2EIERSEDN YA R
H P 5 Ok 2SR 22 R0 & 72 B W etk AY 5
LA, EbICHCRS 2 ks 52 L, @
YRE 2179 2 &,

8.4.2 KR ZHMAL2WEI ) ICEEITESEE
fled &,

8.4.3 WA J OBEHRIR DR ERBEF I ONT
TRELZBURT 52 Lo MRS, A0 8 %
UCEHRE SR T BT 2RIt 5 2 &2 T
Ly,

(8 RAETERR B & RR B R OEEEEEE T OE

1THHD

8.5 AHNC & 2181k S ML BATE 2 FER AR S D TR IR
FREREETIE R CHERETH L T LICEET 5
Z &,

8.6 FRIRHERDBILE % T AT W B M I kB 5- o
VEWEMERET L L, T #ERS OB+
BANRAFRD T, GEEBEREI T OIS - RS
R ETHAITIE, RAOMEER 513473, il
DEHEEZETHT L,

8.7 AHI % MkFet G Lzt B, IR T O -
TR D SN T o 72 BE121E. AHI R L
G HIEEEET L &,

LFHENEREHIHBEICHTIER

9.1 AHHE - EFEZEDH 5BE

9. 1.1 AFIDEMIK UBBIEDEIERED » 3 B

9.1.2 ISARIBEEDEE
PIgAbiR 2 A3 5 B CILBBIS 2R 2§
BENDED 5,

9.1.3 MEEREDEREOTVEE
N7 a7 ) v 8E 2R L7z 85 Tl ke 2k
JEOWMEDNDH 5. [9.8. 11.1.3 ZH]

9.1.4 B - RIMMHEMODEBE
v bSIVAR Y A L AB1OD e &k & 9 A RETE &
BRETERV, BYELLLAIE, #EEaE
Mzt BELESERERI T LD2H 5,
(8.2 BIE]

9.1.5 REALEE - RENMFIREORE
v bSIVAR Y A L AB1OD e &k & 9 A RETE &
BETERV, BELLLAIZ. Ftofim
FRITZEDDH D, [8.2 B

9.5 1143
I SOSIER L C W B Rtk o & 5 LhIcid. H#
FoREESEBEE LD EHB SN LA ICO
BIEHT DL, AFOFEGIZE Y SV ET A
W ABIOD KGO FEE 2 B TE v, YL 72
WA R IR~ ok E (E. BBRAE. ERED)
HHREZ HUREMEDS D B, [8.2 B



9.7 7R
(EIEA > ~5OT Y M)
9.7.1 MKHAAREI, HAENEZ NG E Lz R
WEFENE LT,
(8 RIEME R B & RIREFR OEEHBEE T O
T
9.7.2 18 A o BE IR RBR TR ST
%o

9.8 SE
BEOREZHE Lo MEICERSG T L, —
WP REAME T LT Wb, F720 — I - O
JE L4 1 S 3 2 DI D & 5 BE A S, i
BEREEZRITBENNH S, [9.1.3, 11.1.3 &

1]
10. HE{ERA
10.2 BFREE (BFRISEET B2 &)
EHN 45 BRAER - #EE L | B - fabRE T
IROMET 7 F 7 | RA O P G- % 23 728 | KA O E W51
BRBT 7 F >, | T2 F 2 ORED | EVIRTH 5
BAL 2T [ #BonwBENLEH AL | 720, RIS
sF v, MBI | OT, AT FUOOERM | I AT 2 F
JF v ING IR G%3 0 AU | ¥ ORIR 25
BETr7Fv, |[BUETHIE, T E|EhaBEhD
KET 7 FV5) | T2 F U HMBIAA DN | $ 5.
AR Z PG5 L-ha
3. %553 2 HU R
HWLBICAET T %
T2 T L
[AYS
B, VRS E R
2 SBAIREARIH§ B K
¥ (200mg/kefk E
k) BT T %
WA 2 840%. BHIE
LChT 75 off%
6 » AU E (B EGED
FEBREE DML W D RIS
77 F M1 H L
) HEWT L&,
1. BIEA

RO H S bNDE T EDHHDT, BlgEE T4
AT, B S A id kS 2k Y 5 4
EWY) R ME AT 2 &,

1.1 EXLEHMER

AN TF747%2 =R CHEARH)
O F AVEATHE % £F 5 4 5 lAL, iAo, SR,
CIMLE, WEE, MR, MRUREE, 7 ) — PR
RO OLNTYAEITIE, Bk edik L.,
WY R MEEIT) 2 &,

11.1.2 EEMREEREEE CEHEAH)
BER VRN S CEFBAEIE., BOW. RSB . IO,
MEIH255) D OLbNEIERHILDT, ZDLIH
A EESE I L, Y RMEZT) 2 &,
11.1.3 MEERE FEARH)
BAESE, OFREZE, BSEARE. T8 BRI IR IR AE 5
BHHbNDE I ENHLOT, FRMRER (D
F o, FakBEE, DURRRESE) . NE. 22RO
W, B, FTROER - FE%SOREIRIGED
SN, S &2k L, @) R L 47
52k, [9.1.3, 9.8 ]

11.1. 4 FFgaefES. JE CHEARH)
AST. ALT. Al-P. y-GTP. LDH® % L \» | &
S0k IFREREREE, WELDHODbNE Z XD
5o

11.1.5 SMEEE (FEA)
P GAZE o THREDBHAKIREBIZ W & 2R
T5E LI, BHEEMAM BUN, iz L7
F= V) OFEAL. REFEADRERD SNAIC
G-Ik L, #EUREEIT) 2 &,

11.1. 6 m/vMRiES (HEEAH)

11.1.7 BhiKEE CHHEEAH)
-0 R 8t 45 D FEIR DS D S b7/ 135 %2

1L, EY) 7 il %

11.2 ZOOEIER

4 A -

192 ¢&,

1%L\ F 1 %A WA
JEHE L O IEEE 4
A
s T BB
T RREE | FEIES F | FUEE. TR,
5l 3 ) G A
Yok
SN Bk
5 i F L WAL AR 1L E
T Mgy s ML NEESEIE | MR, PR W
-
KR OBE T | 3895, € 9 FEIE | B I AP HIRZ
SR
AR O | W5 M NG, S | IR
Rl 4 LTS Pt
LR 57 B RO, |EE 4T
JES IV PR,
fadie. K. A%
iR
TEETERALEOG | MG, STBE. 9% | I, I, |5
Wiy T HEEE. | AP, JE.
TG, I, |56
R
B R A s Ly F=
> B

) SHEEARINE IR o et
122 <

12, BRRRERZRICRIFTHE
ARFNZAZAEAH R O S PR (FHRGYE O 97 E AR
XNEZ OFEAWER T 2 REVUR. HOHUAS) 28
HGIENTEY., HEHOIMPIZZ S OPURI — IR
MENBZEVHHDOT, HIRZIICITERZET 5,
F 7z, AR Bk o AR M EREGUS 3 BP0k (FLA,
PIBRLOPIDHUAR) 12X D, FRIMERTY FAHLA 0 M5
A (7 — 2 AR B ICTT5ZLhH 5,

14. BRALEDIXE
14.1 EXIRREFOEE

1411 BARNCERICE L, SRICRELZZIZ.
OGRS WS &,

14.1.2 M BH| & ORTIZHET 5 2 &,

14.1.3 RANIHBE B TE B2 HER 2T 5
&, T HBOKRRIE. MEHROBEN
BHHOTEMH LAV & KENIHIE o5
WHFEREATH Y. A2 &H LTy,

14.2 EZZRSEDXE

14.2.1 NEY IR EBO LN D O L
7}‘1‘: to

14.2.2 ARFENIREE. RBRER. Lade, B &2
BFrF#555Z L, #5mI0 UTHEEI 25
OG- EET L, 50 % < L 5emifEd
&,

14.2.3 W%, 5 EEORMTRE B EE ()
YIURYTE) EHOTHEGTL I L,

A7 R AR O ] P ik



14.2.4 B ERE

(1) hid 7y ofkhaid, WiEES Tid20mLEL
TEL. DBEOKS TIZEEDIREIZG U TR
KS50mLE CTHIRT 5 2 DN TE B, &G HE
. WG TR D 72 ) 20mL /BRI BL T &
L. BFEOIRREIZIE U THRAS0mML/MER £ T
A WIS 52 ENTE D,

() TEGHEBA S HE SR TV DO T, HEEEk
HWMERTY, HEICHERGRMNEEZ DL L

14. 3 EHZFBFDEER
14. 3.1 BRRAEH B T Tk 2 80 THEEEN
THRET A L,
14.3.2 JEOHB R 72012, FHINAL 7 IVIZAE
WCANTIREECTHRAET B 2 &,

16. 4 EHEE
16.1 MeigE
(EIEH <507 M)
JE T SR AN AR R A s 4 & L 72 A T AH AR R
WCBWT, RN Z B ERE TS L, @R IREBICEL 7
#% (F5-PA16H, 2008 3 13248) . MisIgGRE . %5
POROEG-FToO 1HAM, “E LR R Lz,
IR LR PR EE O SEIMEIE7.63g/LCy H5 i L Fh i i 381 53 1
DOHYAEIZ256 H TH - 726
SERRBEICBS 1 35 RO 1gG #EEOfefl

121
111
101
K
S 8
HT
6
5

(%) 1 2 3 4 7

PGt ER (H)

() Pe5-a. PG T10500, $85- 2 W%

1gG (g/L) : MIMIEIgGIRE ORI (RO 1 MGl 55 3 U5 fH)

(I T T4 R BB 14 % RAR MR R DB BB AR T OEITINH
2 S M R 1 25 FEAR AR R I 2 W G & L 7 RSk I
5 MAHREBRY 125 W, AA04g/kgfk T 1302/ kgfk H
ZE1IME FHRS Le & 04K OIgGr 7 7 i,
04g/kgfkTilET204+324g/L, 02g/kgfkTilET154+306g/
LTHY. 248 F TRk LT M T 7R S 7z,

17. ERPREIE

17.1 FHHROCRSM(CEET 555k

EEXMESH >~ O T Y > MiE)

17.1.1 EANE IHEHER
EMICEHER A GE 7 a7 ) VA (IVIG) DRE#EZ
AT T 72 SR i AR Ao 5 HE o0 B E12561 (3 7L
12mE R ¢ 7B, 12 BL 16 LA ¢ 4 B 175 DL 1
5 LLT 1 1411) A3AH T4 B S iz, AKNEHE
1 | CHEDB8AMEE G- S . A RYVEEHM I o354 5
1387.81mg/kgkH TdH - 720
BHR)EFEG M 2 L <, 1gGh T 74 (CF¥1gGit
721-753g/L) FMEF S e BT NZIVIGIS &
DIBFE LT, IgG b+ 7 Z7AHIZAFNIE) D Ik 2 727
DT LR L, [gGEDOEMTHHEOHIZ1.09% R L
Too THE ARSI RO HNT, FEFREE L EYE D%
WE A 1229810/ N/AETH o 720 IRYSEFRB ML, A
HE. R FEZRAZH ., PUEw A o £
FEIE IVIGKR OAFTRBETS - 727,
RIVE T E2561 th216] (84.0%) 121750F380 5, T4 F
PERE. TESTERL 0 BTS20 (80.0%) T. AHIIKS:
58411601 (274%) T - 720

CIEME R AE T4 B B 14 & FARMIE R OEENEREE T OEITINGD
17.1.2 EFEESE THERRICES (T 5 #iFEE
Fl s A ) 285 TAHRASR (% itk 3k 1) —  E Meadlif) T,
IVIGORIEHR IS & 0 18P SR PE LR TE £ SR e 4Rk
YA L T2 N ETI7260 (HARNEF 116 %
) BMAEALL. 2 HEOARA (04g/kgfhE [5841]
N1302g/kgfkE [5761]) L1k 7T&R G7#)) »5 (H
[SARE S 25 2-F (/A
P 511 R v AR SO R B £ SR AR S S 5 R
BINCATA 27D 1 HUEDOR=Z5 4 »Hh 5 DHEAL)
FREEZ Ik L 72 g 0B 6137 5 2 R EED63.2% &
W L. 04g/kgfk B T32.8%. 0.2g/kgfk i B T38.6%
(Z#12hp<0001, p=0.007) TH-7-",

T S PRI BEVE 2 SRR AN S O TS I3 2 O D BRI X ) R %

Al U7 BeBes o #4528 (Intention-to-Treat f#AT i G4 H)

FHiiE H M) A2 | FHIEE | Ao A2

H Wy | ommm | W

n (%) (95% CT™) | n (%) | (95% CI"™)
(95% CI‘iil") pﬂﬁi'\.‘.i) (95% CI?U)) pﬁﬁv'\.‘SW

S5 AH KH0.2g/ kg AH] AH04g/ kg

fHHT 02g/kg | vs75tX | 04g/kg | vs7FLK
MRz N=7 N=57 -246 N=58 -304

eOHINZ & | 36 (632) | 22 (386) | (407.-62) | 19 (328) | (+460. -122)
%l (502, 745) | (27.1, 51.6) 0007 | (221,456) | <0001

CI : fSHIX 1
D) g LT o4 (%) OWilson A 2 7 ZHHX
12) g L7e#a ofle (%) OO Wilson A 2 7 F X
7:3) FrlFisherffi 5 iese
TE4) T BEAT R AT
FIEHX04g/kgfR G- Tl 586172061 (34.5%) .
02g/kgk EHe 5-TiE, S57THIHI7HI (29.8%) 1278 &,
I 7 fVE 1304g/kgR B35 TUd, A FRBLALDE 8 1
(138%) TEAFBANEN 6 B (10.3%). 0.2g/kghTEH -
T EATAIERE 5 61 (8.8%) \ 11 ATBALALHE 3 41 (5.3%)
THho7o
17.1. 3 ERHERRIIREHERICH T DitlEE
T 3% 3 ) R U0 B 15 Sk (5 T AT 26 it i 3% [) ) 5 A4 8 3 ik
Hrakli, DU [RkGeaER ) i, EIBRILE 4 AH B A
SRAT L 728261 (HARNEBZI00 % &) oM KIEN
A2 SEARAIRR B 2 LA ATz, MkBE B Tl A
K OMEFHREO RO 2R OHRIMEE 2 i (02g/kg
RE K O0Ag/kglhE) DM 1 [\IFG-THET L7z. AR
SEAG I oI, 04g/kgfREBETI1X196.1 (FiPH
1~330) H. 02g/kgfhHEEETI121258 (#fipH : 1 ~330)
HTdh o7z ERILES MAHRE 2 04g/kgfhk E G- TH
S T Ly Mkl 04g/ kg E CTRIMG L 72 H D
FEFEH1E5.6% (1/18) T o720 Wik T04g/kgfk
FEOXGEZIT T XTOBEOHEFILIT% (7/72)
Tho7zo FERILE S MAHHER % 0.2g/ kgREHK G- THIE
T L. Mkbiabiz 02g/kgfkdE TR L 72 B O
FEHRIE BB RBIIRZNTIEH 5550% (3/6) THo7zo
MfE kB C02g/ kgRE DI G- % Z T 72T RTOBETIE
479% (35/73) DBEIFHIH L7z,
RIEHX04g/kgfR BB G- Tl 726091761 (23.6%) .
02g/kgkEE5-Tix, 73614 8 (11.0%) 278 B,
I 7 WIVE 1304g/kgR B3R G- TId, A FRALE IR 6 1
(83%)\ EAFBALALEE 361 (4.2%). 02g/kghEHe5-Tld,
BN, T EAFBALALEES 361 (4.1%) TH -7z,

18. ExhEIE
18.1 {EHIHF
AHOVERBT X 5E 2 IIRH SR TWv v,

18.2 HifkSEM RO Fci¥aelc L 3168

TgGHERE L. Fabb¥aE L FchERED A & L. 1gGorF DFabil
IR OFE L (Fabb¥iE) ZUE 3 %0 SAMIgGR DS
BB EE T 5 7203 ERFEW IS ERO B 5 HUIRE R
PDART MNVERFOZ EHPUETH LA, KA, 52



DET B RN R FroPik (BUHBs, R ) 47 A )V A 18,
WY 7579 7#HH JuSVEAT AL VABLY, LA ML T b
VY Y0) DFAEFHEREN TV,
IgGHFDFcE/rid 7 = 7 ¥ —Hfe (Fekkhg) oAk
%AHH KEOFcr7 =7 & — ol shTtnws
Nopgra 7)) YA L RS TH D 2 LIRS Nz 0>
Ty ARFNE, R SO K 57 A VAR AR L
TIEWARZ MVOF T = EH R OHRAWER %2 77R L.
WY RFeL7 227 ¥ —HiEe BT 5 2 LAVRB S Y,

18.3 BiBEMEBETIVICX T B1ER
KANT T v PEBRIT LIVF—PEREEE T VI LT
HETR DS HL e OGEEAT 2 30 L 729

19. B 2B Y 2I(EERIFR
— M - pHALE R E N SE 7 7)) v (B FEES)
EN HoARANE L-7a) Y ERERELTEAT SHE
WEANRETTT) Y ThHb,
AANE. 50ug/mLLLF DIgA% e,
IgGY 72 7 ADQLEPGAZLUT D@ TH %,
1gGl 62-74%
IgG2 22-34%
1gG3 2-5%
IgG4 1-3%

20. BURWL EDEE

20. 1 AMERERIGEE L TRFET A 2 &,

20.2 AHNIFFEEHRRG ICHEL T L 2 b, KHlzik
G L, RS Es) . € oRER Y
(2w M), 53T L7z H, x5 IN30)5 % 20T
BEORY, EEEe L. BIH»547% 8520
FERRIFT 52 Lo

21. A&
BESEA ) A 2 RGN & SE D B YN HERT 5 2 &

22. ‘@
NAE Y NT20%F FiELg/5mL
NAE Y N F20%8 i 2 g/10mL
NAE Y N F20%8 T 4 g/20mL

23. EEK
DALEFL : BERSEBLRER (20134E 9 H27H KA. CTD2722)
2)FLPIE R« RSB (20194E 3 H26HK#E. CTD27.2.3)
3)Kanegane, H, et al. : J.ClinJmmunol,, 34(2), 204, 2014
DAEPEFRL BRI (20194F 3 A26H &#, CTD254.3)
5)Maeder, W., et al. : Biologicals, 39(1), 43, 2011
6) #EPIE R}« IR RER OB (20194F 3 H26H 772, CTD26.2)

24, XEFERERVBVEDES
CSLN—1Y > 7 fkak it
<F 0 HlRED
T107-0061 HEHBBXALHII—TH 2 % 3%
Hah © 0120-534-687

26. RERTRESE
26.1 BBEERFE (WA)
CSL~—1) ¥ 7 Hkstisit
RS X AL I — T H 2 % 3 %5

134 7V
134 7V
1314 7V

[k X (S FEBR M DK DE Z 7]
BRI SRR R B RA DR B OES 2 RS b DTS

DEtA. TOFRKHNL,
9,

TROFMISHE > THRO LN T

BRIMEOBIGAY [ H 50 72 M
fitif | OEFKEED TV D H

[k ) DFR

[

2 D EHANOE A5 -
T A L & [ LA

W7\
%

AT E W

| mras

LEEO [ H 50 % el 4t
DEFRIZF->TRIMENZZ &
HWRERT & B

AT E D

[ERIL] DFIR





<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Gray Gamma 2.2)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (Japan Color 2001 Coated)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo false
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Remove
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages false
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages false
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects true
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /JPN <>
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /NoConversion
      /DestinationProfileName (sRGB IEC61966-2.1)
      /DestinationProfileSelector /UseName
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements true
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MarksOffset 0
      /MarksWeight 0.283460
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PageMarksFile /JapaneseWithCircle
      /PreserveEditing true
      /UntaggedCMYKHandling /UseDocumentProfile
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [600 600]
  /PageSize [612.000 792.000]
>> setpagedevice


