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mIFLHEHE (RTFERAARESTOT) DHHF)
JHEURS 20% BT 1g/5ml
JHEURS 20% BT 2g/10mL
JHEURS 20% BEFiE 4g/20mL

Hizentra 20% S.C.Injection 1g/5ml
Hizentra 20% S.C.Injection 2g/10mlL
Hizentra 20% S.C.Injection 4g/20mlL
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B - 28 INA T NE 7 a7 ) > G2,000mg
NABL R T®20%F FiE 4g/20mL :
INA T A7 a7 ) 2 G4,000mg
v Fds : pHA JUERRIME NGufd 7w 7 ) o (B TR

¥4 : pH4-Treated Normal Human Immunoglobulin (Subcutaneous injection)
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il e Mg YEFE H AGE
Al-P alkaline phosphatase TNHY T F AT 7 H—F
ALT alanine aminotransferase TI5=T I NIRRT 2T —F
ARAG autosomal recessive agammaglobulinemia WY IRE ML v~ a7 ) U E
AST aspartate aminotransferase TANRTXUETI ) N T AT7 27—
AT all treated ia (AT R4 H)
ATS all treated subjects BEEInTmEOI L, 5L AT
MO LTARFN 1 ELLEEE S cd
T OB
AUC-tau area under the serum concentration-time curve 0 25 tau GE 1 [BI# 5 : tau=Day 7. 2
from time point zero through WM 1[5 : tau=Day 14) F CTOIMLiF
tau = Day 7, for weekly regimen and ey e — B R R T AR
tau = Day 14, for biweekly regimen
AUC)a area under the concentration-time curve to the last | fx i& B2 £ COEE — KR A T i
BUN blood urea nitrogen M JRBEE R

CHQ-CF87 | Child Health Questionnaire Child Form 87 -

CHQ-PF28 | Child Health Questionnaire Parent Form 28 -

CI confidence interval {5 HE X FH

CIDP chronic inflammatory demyelinating 18 S i M D B M 22 FEAR fh R s
polyradiculoneuropathy

CLss systemic serum clearance BHMIEZ VT T A

Cinax maximum concentration B e I P

Chin minimum serum concentration during AR I TE R
dosing interval

Cirough (Serum) trough concentration (MyEH) 7 7]RE

CVID common variable immunodeficiency SFERBERI G0 R AE

dAUC dose-adjusted AUC.tay FH& CHHIE L7 AUCo1m

EFNS European Federation of Neurological Societies RN Fpf

EQ-5D EuroQoL 5-Dimension Questionnaire -

ESID European Society for Immunodeficiencies BRI o R ESE S

FAS full analysis set e KT R G2 [

GMR geometric mean ratio &M D L

HBs hepatitis B surface B BRUAT K 1H

HBV hepatitis B virus B RUTR 7 A LA

HCV hepatitis C virus CHRIFR DA VA

HIV human immunodeficiency virus b NEERET A LA

HRQL health-related quality of life R QOL (Quality of Life : ZE1&FDH)

IgA immunoglobulin A wEIa 7 A

IgG immunoglobulin G wEsa7 )G

IgM immunoglobulin M Er7 a7 M

INCAT Inflammatory Neuropathy Cause and Treatment -

ITT intent-to-treat TR DA R

ITTS intention-to-treat set Intention-to-Treat fAEHT % 4L [

IVIG intravenous immunoglobulin FEH (N) a7 v

LDH lactate dehydrogenase FLEEM K AR




il e Mg JEh HAGE
LQI life quality index ATEOE R
MedDRA Medical Dictionary for Regulatory Activities [ 3R SR ) R
MRC Medical Research Council HE [E RS
NAT nucleic acid amplification test SA ] Iy e
P5C 1-pyrroline-5-carboxylic acid 1-v'm Y -5 J VAR g
PAGID Pan-American Group for Immunodeficiency -
PID primary immunodeficiency JRFE M S N (A
PK PP Pharmacokinetic Per Protocol -
PNS Peripheral Nerve Society PUEE il e
PPE per-protocol efficacy 16 B S it 5 (2 S U 7o A MR AT ) S
£
PPS per-protocol set TRBR I HE R 23 A L 7 ATk S4E ]
PT preferred term FRGE
QOL quality of life ATEDE
R-ODS Rasch-built Overall Disability Scale -
SBI serious bacterial infection ELE A A R G
SCIG subcutaneous immunoglobulin ETEM (N) #Erar) v
SD standard deviation FEAE(R 2
SDS safety data set RV T SR AEH]
SF-36 Short-Form 36 -
SID secondary immunodeficiency foe i M 005 N E B
SoC system organ class ZRERIRH
Tinax time to reach maximum concentration B ey I H R B B IR
TSQM Treatment Satisfaction Questionnaire for TEHR & B A A — L
Medication
vCID variant Creutzfeldt—Jakob diseas TR 7o Y7L N7
WPAI-GH | Work Productivity and Activity Impairment -
Questionnaire for General Health
XLA X-linked agammaglobulinemia X EGEIE S < 7 a7 Y U E
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1.

R DER

NAEB R TR0%K% FiE 1g/5mL « 2g/10mL « 4g/20mL (LA F. AF) 1%, H
WHIOF FiEAAE 7 v 7 (subcutaneous immunoglobulin : SCIG)
HTh s, RANX, FRREMERERNSIEREE (primary immunodeficiency :
PID) ZHT 2 MR >~ 7 v 7 U U IE DA R OVNRIC I T 5 4
Fe R i L W OV 18 M R E M B8 1 2 8 AR R R 28 (chronic inflammatory
demyelinating polyneuropathy : CIDP) iEEIFEREAL T OMEITIH] (75 71K T
DEEDRO BTG E) IS S D,

PID K U' CIDP (231 2ARHEIGHR & LTI, —RICHHEMNARE 7 m 7Y &~
(intravenous immunoglobulin : IVIG) HHFIZSHW G TE 28, —i@PEIC %
7va 7Y G (immunoglobulin G : IgG) LUV EHRT 25 Z LICL5EIEA
DRBLL, Flo. FrINETIETFIRE 5L — F ORERPEE LW & 37 <
2RIz BOK T 2004 705 2006 £RIZ70 T SCIG BAIRPRIE iz,
THEHARAOHIICLY . BCEENFREE 20 | IF, IEETOR TS
CEDEIa T ) CRFEEENEM L TWD, e, BRINTIRke R
AAJEWRE (secondary immunodeficiency : SID) T, ZEGLEN S DlEIE % H
HE LictyZ a7 ) UHARREIC LIS STV D,

CSL ~—V 742V T b R FIEMEAI O Vivaglobin® (534 @ A7
a7 U G) ZBFE L. BRM 19 # [ETiX 2004 4F 6 A2, KETIE 2006 4F 1
HITERAERIG L=, D%, Vivaglobin® L W BENE <. @ (M 98%
PLb) TR S ARRID BT S, 2010 45 3 AIKECTRGEEZ RS LT,
2023 4F 1 HBIE, HAZE O THES 67 OE & Hlki THAGE ST 5,

ARIZEWTIE, ENEME»S R FEHRAOENEADOELLZT,
2007 4= 9 HIZ CSL X—U v 7 #kas s CREIZHETE STV % Vivaglobin®
U ERE O E M E R A OENENEPE LBRFICEF LT,

7285, 2009 D TEE 1 BIARAGEE - BICHEOBREL ] ITFEL T, BA/N
WBYUESES X0 . BAEAROE FHEARAITH D Vivaglobin® D B )32
F B a7z, Vivaglobin®iX, EAEFEE O [EFE EOMEMITIR D EHEITEY
THEBZZLNIZME] ITHE ST, 2010 4 5 A 2SIk U CBIR RN
Tz, U<k, BRICARI ORI Z M L T icied, B EFE =T
7= Vivaglobin®lZftbo> T, LV EMEOARAEZRIETHZ LT, YEHEL=
ozl BEGBED TEREST,

WM 31T 2 FERRIR K ORI B AR 12N 2. EINERRRER & L CHEME L7
PID FBF Z x5 & L7 B MRS IC L 0 . ARBNLIVIG 124 b7 WA )
PER ORIV Z AT 5 LWL, 2012 49 A ICRLGEIR B AGRBFZITV.,
2013 4E 9 A 27 BiC TESUIME A >~ 2707 ) e | x4 5 fE i 5e &
RAE R LT,

ek, 2 E@RNC 1 BRG] OEROHEIZOW T, A TR Ok
FRIZE D, 2022 4 6 AT RGEHFEZITV, 2023 46 A 26 HIZEM
HER AT LTz,

[ P2 i 1 Mt B 2 25 FEARA AR D TE B RE I T OHETTHNH] (FF K T ot®
WRD HNTHGE) | OIS, HARNGEERE 45 Lo E BRIL R 55 MARRER & O
ORI 5 RBROMAEIC LD, 2018 4 Al AL KBRFE LT
VY, 2019 4E 3 A 26 HIZIBIARZ TS LT,
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2. HEORERFHEFT

3. EmOEFIFHE 1. [EWNTHIDH TRF 7z SCIG Th 5.
2. RFNE1gG £ LT 20%E W) @RED Y LRI EEEFELTNWDHTb, #
HEH7-0 OB GREEKT D2 ENAEL o7, MV EEEHECRET
HZEIZEY, MiER 1gG RBEDOEED IVIG L0 b7 X0 AP
(TVIL SEpyEhfielc BT 525 H | OB
3. FERT 2720, FIROMEDREERBE~LEENRAEETH D,
4. TFEECH LD, BEOACKSROEEHRGENATRETH D,

7 7L,
9% EH L7,
2. IVIG BRIRIC LU CIDP OdRRENLZE L TWeiBE (HRANZGT) Zxt
G b U EHER RS MAAREBRICIH VT, B UIZ OO FREIC L v R
Z ik L= g oEIA L, AHl 02g/ke RERE 38.6%. 0.4g/kg (KERE
328% &, TTEAEE 632% LI L THRIZIKRWZ LRz (£
23 p=0.007, p<0.001, F{ill Fisher fe=RME).

72 1gG IRENHERF T 5,

(KRBIE)

LR v~ a7 ) VilEE 95 PID BE BV T, Mgk IgG k
IVIG 581 6.53g/L 2> b ARKIANERHI M 7.15g/L ~&

(TV. 5. ERRRE] OEER)

(TV. 5. ERREK#RE) OHZM)

3. PID O Zxt8 & L2 EWNF IRV T, 25 B 21 6 (84.0%)
(2 175 HEORWER RO b=, EREIERIL.
B (80.0%) T, AFHIELE 584 [0F 160 1 (27.4%) ThH-o7z, KFREE)
CIDP O BEF A% L U EHEELR S MHERER (i 538z 5 i) |
BT, 197 Bl 58 B (29.4%) (2 196 HEOEIWER TS Hiviz, FE/2H]
TERNZ, EFRBALO RIS 39 61 (19.8%) T, AFIHEL- 9,778 [ElH 133
7 (1.4%) ThHol-,
BRARFEWERE LT, 777 4 7% —Ri, EEMERERAIEGERE, M
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I. &#ICEAY HEE

1. RFESR
(1) %

(2) *4

Q) &MDHEE

2. —#
(1) #4& (8%

(2) 4 (an%iR)

@) ATL

3. BEAXIETHER

il

4. HFRRUSTF

5. {LF4 (BRE)
XIFXE

6. EF%. A4,

S, E58S

AL N T®20% 5 T 1g/5mL
NA B N T®20% 2 TiE 2g/10mL
NA B N T®20%F T E 4g/20mL

Hizentra® 20% S.C. Injection 1g/5mL
Hizentra® 20% S.C. Injection 2g/10mL
Hizentra® 20% S.C. Injection 4g/20mL

High Concentration (ZH KT %,

pH4 WLBRREME NS E 707 ) o (BT S

pH4-Treated Normal Human Immunoglobulin (Subcutaneous injection)

T~
antigen-binding
sites
N-terminus & N-terminus
AN % S
o hinge-region s

o
=
b ©
- Plasmin o=
o o
Trypsin — S
. =
- Pepsin Fe T carbohydrate
=

| -s-s- 1disulfide bonds

cleavage by q‘g E‘
Papain & 3.

[
[ cus

C-terminus

1gG D4y 1 : K 156,000~161,000"

Y AANX, L-7 el U EREAE L CERTAERENGE I aT Y v
Thb,
AFNE, 50ug/mL LLF O IgA %5 e,
IgG %727 7 ADERIGAIILL T D#EY Th 5,
IgGl  62-74%
1gG2  22-34%
1gG3  2- 5%
IgG4  1- 3%

H B & Hr=rum7Ur
S 75 1gG. SCIG
1RERA YRS ¢ 1gPro20
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R HER

BRiE ELAR R T 20

S BCIREL

ZDMDER
EfE

. BYMRSDOEE
ZBHTIZEITS
REMN

. AR DRERR
HEE. EEE

REEE e L

R L

R L

BRI L

R L

LR L

LR L

R L

TR B BRI
W ER RIS NED pHA WBREEMEASCE 7 07 ) v (BT  TIRERER )
k5,
i S iiEE S Ml 2 v 7o el i Uk EhE
HIE B MEFEGREZ 0T v G OFERRILBERE L U2 T de n 7,

MO, BEIRIERERR A R U TR B 720,

TE B
W ER BRI AN pHA WBRFEMEANGIE 707 ) o () g e~
Vo GEERRR 12X D,



V. RFAICEAY 51EH

1. FlR
(1) FfzDX5H TS G
(2) HFNONEBERY _ AU T 20%8 FIE
R . 1g/5 mL 2g/10mL 4g/20mL
g/5m g/10m /20m
eI AANL, EHOXITRBAOEBER 2K TH D, HREFIC
DT DRIBESDEORFPROONDIGAERH D,
F LD LD,
NAEBURNTU20%E FHE 1g/ SmL ALY
ALY N T20% K T 2g/10mL
NAEL S TO20% P T 4g/20mL fk
@) #Ala—F YL
4) HEF DY pH : 4.6~52
B 1.3 (EFRERICRT 5 M)
(6) Znith BEGy  NwE o777 ) v G
t b I RSy
BINE : R4y, A=A )7, K—=F K
BRAfL oD X 53 ki
K
PRIME : KE, 212X
B DX 3™ FERR L
) TXI. % B SIIERR IO XBI D5 2 77 DES R
2. HE DR
(1) BREG GEIERS) — NA B T20% 5 T
DEERVHMFA o lg/5mL 2g/10mL 4g/20mL
Hsy | ANeEr a7 ) G 1,000mg 2,000mg 4,000mg
L-7ul 144mg 288mg 576mg
gl | AU Y — k80 0.1mg 0.2mg 0.4mg
pHAA
(2) EREZFEDRE MR L
Q) &= MR L
3. RfTAfRRED Y L7R0
HBRUARE
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4. Hif AW AR FEHE O — AR FREBRIE O BR L ABUIBERIEEZ MR LU CRER3 5 &
. ANEZ a7 U 2 GI50mg (2o 5 AL EEETe,
5. JEAT BA[REMH AFN L MAE S5 B R T & 2 72 o MRSy DIB AT E TE 220,
D &% 5 HRHEY - IgA : 50pug/mL LA F
6. HWHDEEEHT R4 PRAFERAT BRI BRI
IZEITHREMN 25+2°C, . o o A
EMteAm | W 369 AR | ) COPBOREISEE L
REAR] L e
3750 1gG EAWEERBR (HRKL O
oy e “EiR) | IgC EAYE E AR
MEAR s 6 M| Cop e m SR IR) 1 < SR
. ORI E LT,
5+3C. MRt (FEE), WED E
Hez e AR HEEIL . 6 » AR | H. IgGEAYSTERB TIIZE
Htaw T v R O ER OB 2380 7,
RAFIRE
ERE AR
TR T FNIALRIITOFTAL ) TFLUINRTAFNAF L LR TEE
AR
TRETFNALITLRXIIT O, I TFLU/IRTAFLAF L AL TEE
S MR
VA== 2= N Sa e o)
7. FREER BHEED B4
TEM
8. ¥l DEAZLIE B R L
(R {LFrIZE L)
9. AHMH LR
10. &3 - 8%
(1) EEAIWNELRES - R LR
| SMERAEFT
e - AXICET S
B
(2) a% NAEU NTR20%KE FiE 1y SmL 131 T L
NABY N T®20%K TiE2g/10mL 131 7 b
NAEL N T®20%K FIE4g20mL 1N TL
Q) FHEE B R L
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4) BHROME

1. Blgiftsnbd
BEME

12. £

INAT IV BT T A

AL TRETFAITOEAL I TF LU IRTAFILAF L

Fyrv 7  TAI=ZTA
¥y o EE R oL
%”é.

=
h=2)

B4R

AWy R RARIE

Iy B HE Y R BRE O M AR

T RN hERURBRIEIZ L D,
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1. MEEXTHE

2. MEEXITHEIC
HEEY 58

3. BERUAE

Q)

AERUVHAED
fiEsR

RERUVRAED
RERRAE - RH

OE&XFEAY<IOTY UfE
ORMEREMR TS RBAIERXOZSHAERET OETIH (HHETOH
ENZEHLNIZHE)

5. SRERIFMBIZEET 51 E
(MR TR BETE 2 HAR IR R D EBEEEIE T O ETHIH]D
M8 2 1 B Bl ME L AR R O MK T otk ) (1oxf L CEEA AR
Era 7Y oRRERG LAEMERRED LN b OO0, FEROFR - FR
RV IRL TWDLBHFIZOAZRGTHZ L,

(fi# )

HARNZETe CIDP FBF 2 x5 & U7 [ERS LA 2 M AEGER ClE, IVIG 4]0
AAERIZ X VIR OUEN A B, IREBOLE L T2 CIDP EHEITR LA
7 200mg/kg A 1% 400mg/kg KE % 2 T #5755 Z & T CIDP OEEIKEE
KT OMITIHINHER I N WD, Lo T, AFNIL, CIDP O /11K T
DWFICK T 5 IVIG ®AIZ &5 LAIERED N bOD, FEROH
I HREBVIEL CWABEDRHNLETH L EOREFHEETLH LT,

(BXIXESH </ 0T Ve

W, ANREZ7 7Y G ELT50~200mg (0.25~1mL) /kg REAZHE 1
B FHRET 2, 28I 1 EHRET 2551203 1HBZY OHED 2 %
& (100~400mg (0.5~2mL) /kg 1KHE) Z#HZ &5 25, Lk, BEDRK
REICIE T, 1S L<IE 2 b7z 0 o5 8K O 50015038 8
Do

(B RAEMRR S L ERMIERDOETHEET OETHE (FHHAETOR
ENRHONIZHE))

WH, RACIIARE a7 ) GELTI#EBAY 200mg (ImL) /kg
KEZ 1 BTS2 2 A CTHEIL TR PRSI 203, BEFOREIR
UT, K 400mg (2mL) /kg RENSHGEBBT b TE S, 7
B, HERFH BT 200~400mg/kg A B T BT 5,

(BRIIEA>=S 0T VIMfE)

1) B1Eks
AFKIOENRERTIL, AFIOFREIHESE LT, Y%BEHEICBITHENET
? IVIG O¥HEEZ 1 bz ofRICREL-BE2 AW, Z0%, &
AHIRI X EE O MIER 1gG 7 7RECIRRE, - AREOHERIZE U T
B BT D 2 LTS, AR TR A & U CTE A&
TRHCEE LG EN WO, AT 2 &5 813,
N7 a 7 ) vaEl LT, B 83.22mg/kg RE (SD33.15, #ilH : 26.7
~172.7mg/kg 1KHE) Tho7o, MIEGHR 1gG 7 7REIL, BAiFIZ=as b
n—/LIi, BHINZIVIG TO FT 7fEE O GMR X 1.09 [90% 15 HH X
fl (CD : 1.06~1.13] T, IVIG L[AIRE ThH-7-Z EBERINTZ, D
FERND, HELROHEE LT, BYTO IVIG THOWHRTWAD &%
HIEVITHAELIZHEZRETAZEN@E EHB L-, $72bb, BifE
?D IVIG THEREINTWAHELROHEE, @, 1 BASE s/ a7l v
G & LT 200~600mg (4~12mL) /kg AH % 3~4 BREFE TR T 5, &
FHOWRRIIGN U CHEEHET 5, ] THDHZ D, 20O IVIG TOEAR
BEEHZD OHEICHRE L EIRE TR, 772053 (KR x4 (F

igi
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[R) CERRLZEMER D, NMEHZY A@E s m7 Y G & LT 50~200mg
(0.25~1mL) /kg AE] L& LT,
Fo. BEEEKICOWTIZLLFTOREHBICEI Y THREOREISCT, 1 #
HeV OBEER R GEEITE TN T 5,1 ERE LT,
c RKHOIER T, BRI T LR ZALRBRERNZD%RO 7 0 —7T v/
RBRizBW TR, A1 A, JFAIE LTHEBZEEL COREEZHRAE LT
D, ATV a CRABRICBWTTIEREOFEEEZE A, T 1 B2y
L2ENZHEILT) &SN TND
-@%T%\*I&U&M®x7xT/yayﬁﬁfﬁ\ﬁ%@&QX&
Va— )V TEBINTBYEKRMNTIE, kL LT IWEIZE T T, A
T TEET S EWHIRET, EKREZIT TS
c AT BWTH [RERICER 5255 L TT 2 AIREER & 5,
2) 2 SERIZ 1 EEE
BN 1 BEES OHEROHEZ, WAMVEIFERER (1gPro20 4005 X
%)&U77~v:fbvﬁz-%?uyﬁ&yi1v~yay%ﬁf%
%ﬂt#%%mvﬁﬁbto@%m4m5ﬁ%@ﬂ~blfﬁxﬁﬁf®
PBRE AR 2 1 (8] 12 8, 23—k 2 Tid, AFIZE 2 BRI 1 [ERE
52 EREE- L, B, EMYERER LAl L7, /S—hk 2 TD 2
BRI 1RG0 1 E&EE, Jx OgiRE 2N S— b 1 TREINHE 1 [
BHEDO1RIED 2EETH ST,
BENMEOFAGE B Tdb 5 EYEOERIEHEEIL, # 1 [\ 5T 242 [\
N, BEBRE 7= 0 OVHET 2.43 [0,/ N4, 2 8RN 1 BIEE-C 0.90 [H]
SN, WA 7= OFBMET 1.22 [, NETH Y . 2 BRI 1 [E% 5
DAEIEI TR E Tz,
a7 )y G OEYEE AT A —4% (HETHIE L7 AUC, Cunin.
Cirough 2 TN Cna) ﬁl@ﬁﬁkZLﬁilﬁﬁﬁf%ﬁth% Aefay
¥ 1 i<, 1 S E 2 AR 1 BEEERTO IS DRT
x—&mﬁUwato%ﬁIwm®w%FﬁEﬁ% R 72 A B[R]
SEMEOFHEIEETH D 0.80~1.25 OFFANICH > 72,
ZEMEIZHOWTIEL, 2 BEIZ 1 ERGIZXVFHTICERE LD Y 27 136
O BRI T,
AARNEMNICHE T DAA O 2 BN 1 [F#E5 025042 5744 5 72DI
Tr7—<aRA NI IR FF ) T&Iab—rarEERL, A 1 [HE
Be 5 KOV 2 B 1 G RICEONZRE a7 ) GREDT —4 L
PR U7 R, B REYEE T A —4 (AUCoumus Comin XY Cna) DO
JAEDHIT E10%. 90%IEHEIX[E1E 0.8~1.25 DA M= RIS D PHIN T
B, BEORKT —4 &I —8T 252 LIRSz,

H

Dlkoz bl MEFEKT~rar ) lfiE] TOREROCHEZ
MEH, AEs a7 G & LT 50~200mg (0.25~1mL) /kg A5 % ¥
1 B THRE5T 5, 2 HEIZ 1 BRS5T258120%, 1S Of&ED 2
ni(mm4mm;my4m)kg%E)%&T&%#éoﬁx\%ﬁ®
WIS T T, 1S LT 2 iz o5 8 R OR G- B0 w s
T 5, ERELE,

CEEMERAEMERRBETE 2 RAB M IZ R D EEHEREE T OEITHIH (FHHETOHK
ENBHONTZIEE))

AFN O FEFRH RS MAHRER (IgPro20 3003 AR, LI PATH #&BR) Tl
AHF D 2 E (04gkg REK D 0.2g/kg (AE) #HLIX7 7R 1 [H]
(1 B3RS 5 2 HT) #5 &4, IgPro20 3004 5 (UL PATH 7Bk
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DOiffealR) TiX, PATH R 51T L7 CIDP EEHFIZBWT, 2 HE
(0.4g/kg KE KLY 0.2g/kg IREE) O 1 [\ FHEGICE Y . HEFRREOEW
DLEW R OB OV TR Lz, TORE, AFIESEEK T o
HITZIHIT 5 CIDP {BRICANTH D Z ENMHERTE, Bt
077 A IVHIRENT,

BRI L VLMD T 1 7 7 A I B W T HA AR & SEEMIC
BOWTRETRE 2RO 5oz,

PATH 7B D = A 2 PERHBE H Tk, AH| 0.2g/kg BEL 0.4g/kg BREDRIC
AWM AT 7R 72 BITZR D B AR o T2 WS, AFI O 5B MO & 4 T E
T ORI, BEOBKRESHEOEEL, ROWBEICHEHL TV
IVIG ®AIOHENEERERNTH DL EEZDLZ LD, BENBEED
IVIG #A|Z @ HECTHA L WG4 @, 3 2L IVIG fiAl L
LT lgkg {AHE [0.33gkg AFE BICHYS]) KO/ SUIRED IVIG ik
TEERIEIR N ZE LTV DEAICIE 02gkg RE TR ZMG L, BED
IVIG B2 mHETHEH L TW e a KO SUTERRIER L E LTV 7R
WIATE 0.4g/kg (K TOR G Z HELE T 5

Fo. AROEGFGZICERROZE (6 » ALLE) RO LATEAIC
X, R/AHED 02g/kg KAEE CTRET D2 ZENHRETH Y . HIENGED
ODNTHEBICIHEHEET 2L bAEE T2 ENHUITHDL LB X
2o
PLboZ & X0, MEVERGEVEN#EMEZARAPRR OET BRI T O HET
fil (VR T OSENRD bIL25E) ] TOMEROHES B, A
WIIAGZE a7 ) G ELT1I#BIEY 200mg (ImL) /kg KEZ 1 H
XIFERET D 2 A THHEIL TR TEET 0, BEORBIZLU T, &K
400mg (2mL) /kg KENOLHEGZAMT L2 L HTE D, b, MEHE
1% 200~400mg/kg A Tl BT 5, ) &R%E L7z,
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4. BERUAEIC
BET HEE

1 RERVAZICEET 5FE

(GhREH&E)

11 ETFEFHcoRERT2 2 &, BIRNICES LTz o0,

1.2 AR OH GBI HT=-> Tk, EFEmHRICBWT, HTEMICED
2, EEIOBEEOEEDO L & TR EITI 2 &, RFNC L DI5EHMG
%, ERNC X 0 BANZY L SN BEIC OV, AL
HBTHD, [84ZH]

(EXIIEA >~ I BT VmiE)

7.3 R ASE 7 a7 ) CBIEIN S AFNCE D #i 2 D BEICRB W T, K
A1 B0 O &EIX, FEHAGRE 7 a7 Y 8K % 38 E R
THEELTWEGSIEZ0 138, £7-, 4ABMRECEE L TW=5GE
D 14BN L, PIREGIHERAGE 07 ) o 8E o R
B IEBZICERGT A2 L, 200MIC 1 BERETAHEEICE 1 ES
20D 2GERERET DL L, URBORAIOR G B, YL S EAE L 72
EARANT & B IR D BRGNS 1gG R &2 B8 1S+ 5 2 &,

1.4 N\eE a7 ) CBBNC L DIEREO /R WBE X5 L LT RAIOk
RIS M S TR, AE 7 v 7 U BRI KD 1ERED 720
BFITKR U CARANC X 28 AEAT O G a %, Y CHEAEE 72 & ARH
2 L DB OBRIR S & G [gGIRE A SE 10, &5 &2 HEEICRET
HZl, ¥ 1L LT 2 BHEVORGEEZEAICHEIL TRE
T5%E, HHEMBOFHLERTHZ L,

(EMREMER T 2 RIRBR L OEEELIE T OLEFTHF])

7.5 BERAASGE 7 07 ) URIEINSAFNCY D #x D EEICBW T, K
HoO1EH oG EIL, EAAGRE a7 ) ClEIOR 5 8% %5
L, TG/ TIEBGEO LA 2 &,

7.6 200mg (ImL) /kgRE TG ZBMA L., BARIERSEL LGS, &
KHAEFCHEETLIZ L, #RORKHAREIZ1IESHZY 400mg (2mL)
kg KETH D,

7.7 400mg (2mL) /kgRE TR 2L, BHEORERIZERER
BUE LG E . BEAMORSGETIHRZHBHT L 2 &,

1.8 KM & CTHKIER OB R R T 256, R AHETARO®RE %
ffe L, D7e< &b 4EMITRBBIE LT ok, AAFlOE S % H Ik
L. #ERASRE 7 07 ) VBN DR AT 5 2 &,

(i)

(GhEEHE)

71 AENIE TEHARATCHY . ENBERKRRICBONTH R TREIZED
BIER O LZEVERTH S TWD Z L, £, BIRNKEEIC L 5 %4
PEIIHER SN TV RNWZ ED, EEFHEE LCRRE L,

7.2 AHNE, AANC L DIRREMGH., ERNCXE Y B RGO %Y &
WrEn7-BFEICO WL, BE&GLAETH 5, [[EEREARNTE
Bl OIH 8.4 5]

BHBGRN D HORS2HAT 2 iIXTE Vo T, AFloks %
BAET DIZHT-»> T, EFRMEHRICBW T, LI ERIC X 52, ERiD
EHEOEREDOL & TR E21TH Z &,

B, BHEFECOWTE, EA EOERE) 0oEEZSRTLZ &,

(BEXIIEH>=I T VIMfE)

73 IVIG EARFITIE, &h5&E, BEGHBNRRL720, [ERAUIVRZ 55
AOEEFEE L Cii# L,
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5. BRERAR

(1) BREKT—%
Nir—o

74 PO TARFTAGRIEZE 7 v 7 ) AN L DIERZ1T O 560 EFHEY
FLdk L7c, ERREOGL & M 1gG REAZSHIC, K58, &5 MREOFHE
BERTDHI L,

(B REMER R 2 RIRME X OEENREIET OETHIF]D

7.5 IVIG M OARANCEI D #iz 2356 OARFD 1 o7 Ofeh &% OARAF

GRS A I v 7 REEREELE L TR LT,

7.6 200mg (ImL) /kg RECTHEGZHM L., BRERSEL LGS ORISR
IZOWNWT, EEFHE LTi# L,

7.7 400mg (2mL) /kg (KE TG ZBM L, # 5 EOWBERIZEAIER 2 E
ELIEGAOXISIZONWT, HEEHEHE L CREdE LT,

7.8 AHETEAIEROEAR T 256 O EFHA T L1,

(BXIFEA =IO TY vilfE) (BERTEKGER)

Bk O FHSH FERID PIES PR E
HITFARER | ZLB06 002CRFAHH? PID/AE E/fﬁ @;b Rt 3“7:’;@ )
GRAEEERD | A A ER 2 Lk (spl) | DR HRQL. BEREE
PRI
SBIFHFBR | ZLBO7_001CRABRY PIDEHE | RO, AN,
GHIEED | AAD T v —7 v 7B (23%1) A%, HRQL
SEIHFABR | ZLB06_001CR#KHRY PIDEFE | Aihtk, Zath, BARM,
(BEGE | BRI R (51451) SEERE, HRQL
HARRUER | ZLBO7_002CRFAER® PIDEH | REIOA MM, AN,
(BEEE | BNk 53R (40%1) 72421, HRQL
AR | ZLB04_009CRFER” PIDIRE | Ak, Zeabh, HgMH.
(BEGE | KERR R (4951) SEaBh e
HIAEFER | IgPro20 300134587 PIDEFH | BEHIOG M. 24k,
(BEGED | KERkER G R R (2141) HRQL., A%
% 1 FHFBR | ZLB04_008CR7BRY s | L. S
(BEGE | KAV 0R Reetg | osp) | S FTEEE

(EXFEH =T 0T VfE) Ok O EZEFBINE)

Bk O fESE FERID POE A H
PIDZUSID | .o e

SRR | 1gPro20 400535 B @F@b&?%ﬁ%;zﬁ

GRAZEEL | VEoh g I easpl, | Lo Pl T
SID OWJ) )‘jJ f N QOL)_Kl I3

(BMEREMER BT S RIRMEXDESRAEET OETIH (BHETORE
ARBDHLNIIHR))

R DI #BR ID ES R
IgPro20 3003 7k 0
SEIIAHARER | (PATH alR) 10 ~12 iggﬁ%‘ Ak, Zehbk, BN,
(FHIEER | AANESTEBSERRAR | o0 e | FBE
AR
- - CIDP 2%
S IAHFRBR | IgPro20_3004 3Bk " N
e = . ®2pl, | REIOREME, A
LR = I Gk 2 EA) 13)
(FEMEE R | (PATH sRBROMkEAER) H A 10 )




BEICET 5IEH

(2) EmPREICIEGER

Q) RERIGHRRFAR

(4) REEAIABR
1) BPEREEER

MR L

BE HNEANT—H)

GRS 28 BNCARA] 12 RO 15SmL 2 HEF &5 LR, 6k
7=, mr [RiEk® %m\WE ST LB OFT RIZERKRIZERDOH D
BAGITRD b otz ¥

) AREINTWDHELOHAE

(BRIZEH </ 0T vifE)

W, AfEZ/ 7Y G ELT50~200mg (0.25~1mL) /kg AE &8 1 [T
542, 281 BEGTHAICE. 1EHZY OHED 2 58 (100~
400mg (0.5~2mL) /kg fATE) ZE FEET 5, 72k, BFEOREIISCT, 18D
LLIF 2 @& 720 o5 &R OS5I #E TR 5.

(M RAE MR 2 AR MR OESHEE T OETIH (HOETOHELRD
SNT-EE))

W, RAIIIASRE /e 7Y G ELT1#EHBEY 200mg (ImL) /kg REZ 1
HU3ERE T 2 2 H TR L TR TR T2, BFEOREIZS U T, &K 400mg
(2mL) /kg RENSHZEGE2FBTLI LB TE S, BB, HEHRIT 200~
400mg/kg R CHEHERT 5,

AR L

) (BEXFEH<SIOTY) VIME)
ENH RS (ZLB06 002CR #%Ex) 2

H H) | PID & 23R & LIeARI O, wath, 2AME, KmEhkE,
HRQL, ERRESH FHIEIE ORI

BT YA | HTAE, FEEM, HEE Zhax LR

%f 4 | PID 8% 25 45

FABRIRELYE | - 1gG HRBIEEZ LB LT HE IR vy~ a7 ) VfEE 2T 5
PID % : CVID, XLA., ARAG, Nijmegen-breakage JEMERE,
IgM JEBERE, UL BMMAEYRMSEEI JFHE ; PAGID X TY ESID
DHLET H oW L F N CRoW & i e

- TS LA N O RE (HERIARRD)

- FERAANC, 3 BISLE—EME (Z10%DOHBAN) O IVIG #5
ZEHN G~4BMR) 17> T\ 5 EE

- SCIG (ARAl) EHWRIZ, X2V —=v7, XX 1 EHDIVIG £
6 3 [EEO IVIG #5 % TOMOMIER IgG N7 7N 1 [FH
PlbE=5g/L THYH, A7V —=27 XL 1 EHEODIVIG 5156
3[EIH® IVIG 85 TOROMIER IgG F 7 7IREN=Z4g/L Th
V. IVIG B 5 I EIE M B YE R B L 2o 7o B E

MEROHE | [HEROEESIE]

FEETELE, N24BE TR T2, AFROPHO 1 EREE &
. IEBRATOLBEM OWERE O IVIG #5-H% % 5 Tk L 7= #%
HRELFARETDH, BAHEPIX, MIERIgG b7 7IREDN 5g/L LA
kichen ko, RBREEERMOHIN CHBEEZHET 5,

[ #5300 ]

IVIG %55/ : 3~4 H# R o [BIIE CHkli L C 3 [l 5
SCIG ¥ AMM : 12 [

SCIG A ZhMEFHmHIR - 12

AE A HH | [(EEAARERHEEH ]

SCIG ¢ 5-F¢ }r IR IVIG #¢ 5-FE DI GRS 1gG - T 7 D GMR

[RIRE AR H ]

TEGEFE B RIS K0 A/ AR S R R T R & R A 72 B
B, XA EOIEHRE T Sl A, EREICEI Y ABELZH
B, BAIEOIBIR N OB B OBUEWE O B 4K
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FF i TH H | [HRQL K OVE R FA0FEIE ]

(Do) HRQL : %A/ BT A58 MZE T8 LT\ 5 1gG MiFii
FEIZOWTORmEE ] KO TLQL Z W=7
EERFEFIRE M= TLQI) KU NIVIG # 5 KU SCIG #45-
DOEFRE] & A7

[Z4tE]

B R OWERE = & OREFROREBUL, FEBR, BEE N OYR
B L ORRER, BT HREG ORI BEEOR M, A Z A
DEH), BRREEOLS), VA N Az~ —I—DKH)

OB R OB [(FEAMIMIER )
MIHK 1gG b+ T 7EEIX, PPS T IVIG #EHIM D 6.53g/L 725
SCIG AZMEFTMIAMICIE 7.15¢/L & 9% E&/- L=,

Mg 1gG b 7 7IRE D GMR

GMR : L{FH# IgG M T 7
F—H¥y b R 90 %15 H#E X [
(SCIG vs IVIG)
PPS (N=21) 1.09 1.06~1.13
FAS (N=24) 1.11 1.08~1.15

N =g et G 4E I O s #k

B 1gG 2 H TR T2 T T V& W, BRI (SCIG vs
IVIG) . RUOBBRF & FEDFR L L,

I 1gG 1 - WRE K O G 2 L ISR L2 I 1eG b T 7 IRE
ONFHIE (IVIG : V1, V2, 1V3 THIE ; SCIG : 16, 20 KT 24 ¥ CHIE)

(R E A PR B ]
IR A R PEREAR B H DGR (PPS)

SCIG A Zh 4 FEAm AR
FHIE B e o %5/ B $%
JEFIEL (%) R 3E B )
(N=21) (N=1,840)
SBI 0 0
BTy — R 11 (52.4) 15 (2.98)
JEYIE DTS B o
LA BT 48 5 (23.8) 422 (83.71)
JEYLREDIRIR AR D
LA B O F % 13 (61.9) 458 (90.85)
(N=21) (N=1,990)2
JEYEIZ X D ABE L7- HE 1 (4.8) 3 (0.55)
JEYSIE T X0 A AR S A
H/MREEREZRATZ B, X
REEOEBSGF oA O 19 348
%

N=g B BT B 3
a: SCIG AR h o B2 2 R BLA %k (BFHFEICEL 2 B8 vs R
BRIZ kB HE))
JEYLE D ZEBLZR K& ONE Ot 3~~ T O BV BY 72 A 2h M M o i 3R
1E. IVIG #E5Hi & SCIG &5 HB TRk TH - 7=,

[HRQL K OMEHREFH A FEAE]

[ZEWLTWD IgG MiFFEIEIC O W TOREE | OERZETIL,
SCIG &5, 95% %2 HHWHRE N EICESEE 217> T
T EMPRE T, 24 HEIZIE, 14 1] (58.3%) OHEBRE M., HEER
FHE CTHEEREEITH) ZENTE, BREMEZOYR— 2 LE
L LIEHBRE TN o7, LQI OAFZa7OXEL, 1 ME®D
53.7 (IVIG) 2»BAHKITO SCIG & 5-WIfkHF o 24 W HIZIX 71.5 12 |
HL7, LQLOEY T A — L THENTED LT,
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ol
(Do)

¥ B} 24 3 H o LQI (FAS)
Z a7 EHfE (SD)
A —v 1#E (IVIG) 2438 E (SCIG)
(N=24) (N=24)

HBRtAa7r 53.7 (19.53) 71.5 (15.14)
TR L oomE 53.4 (21.93) 73.1 (16.38)
TR BIE O FRE 55.9 (21.60) 63.9 (17.05)
G 57.2 (22.67) 78.2 (19.58)
#H 45.1 (26.34) 71.9 (18.52)
N=HBRE %L
[Ze4pE]

Z!K%M)ﬁééréi ARRBIHAAN I, B 1 BARF O FTRE %
ZAF To T T OB 25 BITHAG L7z, AHITO SCIG £ 5-1% 584

[EIERE oY gl

b HBEICA LN RIERITRPTEOS T, 20 #1 (80.0%) IZFE® 5

. AAIEE 584 [EF 160 1 (27.4%) Thot-, Fiz. MEHEE

B, B, FEE FwW, PeErsaz ) s G, #BB, KE

T%W&U%ﬂﬂ%1W=mb%ﬂto

AF B EHR I BB b - T-, EERAEESRIT 1

m(%ﬁ@%)vm%%htﬂ TREREE & O R BBMRIT A méh

PAAOBRGIZE VEE Lz, RBPIEICE -2 FEHFRITHE

o,
AEFR - BWEH ORBLR
AEHEZR RIVEH
SEBIEL (%) | B (ELE) | EGIER (%) | 0 GEE=%)
(N=25) (N=584) (N=25) (N=584)
24 (96.0) 269 (0.461) 21 (84.0) 175 (0.300)

N= R SO T 5[5k

B — A ARBROBMT I, ~E 7 1 v lidRbm %
BLTEEL TV, AN ZAHT A ZIEBERNICEZRDO S 541
RO bENT . FERBEFRLOIZE A CIZER Th o7, HIV-1,
HIV-2, HCV., HBV O U A )L ZA~—h—IfattTHhH o7z,

E) KRB ENTWAHELROHE
(BXFEH V=BT U miE)
T A%ﬁfuf)yaabfsmqmmgmﬁ~hm3mgmi%ﬁlﬁﬁ

THE59 5, 2 @EIC 1 BERE5T25561C
~MMg(5~mm)&g¢E)%&T&@féo@%\%%@%%

1BV ORHED 2 FE (100
W CC,

TG LT 2 ldH 72 o5 R R O 5 RIE0LE T 5,
(BMREMEREE S ZBHRROENEEETOETING (FHETOREN
RHoNHE))

WH, RACEAGEZ7 a7 Y G ELTI1IHEDHZY 200mg (ImL) /kg KE%

1 BX03ERTS 2 HTHELTHINEET D8,
400mg (2mL) /kg AENOHEGERHKT L2 L TX S,

B OIRRE
AF SN

I UT, KR
HERR R

200~400mg/kg (A HE T EIEET 5.
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R g R R

2) (BE  HNEAT—F EXIFEHUIIOTY UMmE)

(ZLB06_001CR #B) ¥

H £

PID BEHEICEBIT D2ARBO AN, Lok, AR, EpEhkEL )
HRQL 0 ZEAf

REBRT A

A S, JEEMR, R, ZhEadtlEER

*f 5

PID A3 51 f3

TP E

o JFIEMER TR MR Sh R R SIEERE D B - CVID., XLA. XX ARAG

< 2R 65 LA (BEENZT 16 mkLA L) o (PERIART)

- REBRBHAARTIC IVIG L% 3~4 BBRTZTTW5A, H50IX
SCIG #ZEMHETH 17 6 » AU LEEINTEY, KiloEE
BA%ERT 3 » A MO 1gG FHEMMIC, MIER 1gG + T 7IREEM Sg/L
UbkThotzZ &’ 3 EL ERFESN TV A EE GHERTD 3 »
AU ERAENRREL TOHAITIE, 2 20O 77X 6 » ARiE
T

- R~ OBERET 1 FLNIHE X SR, i va—2EE
R 2T CWDBRE (IR RE 22 Lo ME I E A AE A S 7= ke
iEE RV, A7 U —= v T EREOIERRA 2 2 M)

B O &

[ &R O 55 1%]

H1E, 8910 » AR TEET 5, AAOYEO 1 HY720 0L
BiX, WHEORBRBGRIO | Y70 OREREICHEY TS IVIG
XX SCIG oG &L FfEE 5, BAMMTIL, IBREMTEMO
T L v AEEZHRET 5,

[# 55 ]
EOAHIR ;12 M
AR« 28 JH [

AF i HOH

[ =AM IE A ]
MiEH 1gG b7 7R

[EIR A A PR TR E ]

FEPRAICHERR S A7z SBI OFBIE (SBI (X, M MEMIE, 1A e/
MAE. EBES/AnEERIEIZ . MR . NIBIEE & EFR) .
BYYET v — RRBUES. BYIEIC L0 /o s HE B AR B R
ERAZ B, U B E ORI Sz B BYMEICL Y A
B L7z Bk, JYIE DOTRIE N OV T B I OPi A E O B $%

[HRQL]
HRQL E 2% AV 7= 3

[Ze4ft]

BehG R OWERE Z L OREFROREIR, BIEL, {RBK & ORR
BIfR. AT AR, BIRMAMEOELE, NA Z A o0&
B, Himk

OB R R

[ F=ZAH MG EA ]

MYERR IgG b7 ZIREORPRMEOFEL, BRI IgG #iET
D 749g/L nH. 12~17 B H OFEHIRPIZIX 8.10gL & 8.1% &L
72

(B A B ERHm A H ]

AFRER DA EFEARBAR ic SBI 2RI LB 137e<, T/hb
H. HBREH TV OEMIBEHRRIL 0 ThoTz (99%[Z X[ LR
fiE 2 0.192), EAHIFIF, 1 BlOBEREIZ SBI 233EBL L7z (FFR%
Bl . RFEMIARIZ KT LT 0.03 H/HE5RE /4 5 99% (5 HIX M LR
it : 0.192),
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OB O R BB MERFNTE B O 3
(m3%) AR ATA A ET AR
FFAE A MRS | S Bk | HEBRE S | YR
(%) |CEREBEE) | (%) | EEFEFEEER)
(N=34) | (N=6,729) | (N=34) | (N=9,581)
SBI (PPE) 0 0 (22) (0;4)
(N=46) | (N=8,745) | (N=46) | (N=12,606)
SBI (ITT) 0 0 (22) (033)
. o 36 124 41 181
Bl Y — | (78.3) (5.18) (89.1) (5.24)
ﬁﬁgggf%§ 32 1,743 37 2,464
L (69.6) (72.75) (80.4) (71.34)
W O R A 3K
(N=46) (N=9,033)® | (N=46) (N=12,576)®
JERYLIELC K 0 g/
FEIHERIR T 20 198 31 322
B x2IRAT, X
H % OE B (43.5) (8.00) (67.4) (9.35)
- A
JRYLTEIC K0 AR 4 86 4 105
L7-H%k2 (8.7) (3.48) (8.7) (3.05)

N=EE [ OF B £ B 2K
a: RBEOTF—ZEETe
b: BEHEICLIRARK

[HRQL]

ERBRGAETD IVIG 5 & LT, AFID KL F#HEIC LY HRQL
DN OO B K OVEFR L E N LE LTz, TSQM OFEMEDIH
RO LQL DA 2 7IZBWT, REE TIRIZIIN—RF 1 &k
U CHREHICHE B UEERR O b,

[Z2 4]

AHNO LT, REBRICHAAN DI, 1 BIAFIORZ THE %
ZAF e T R T OWERE 51 TRHN L7z, AANX. &5 1,831 [E#% 5
i,

EOHBICAH ONZRIERIZRFTRIG T, 24 # (47.1%) IZBOHH
o, M7= 0 OFIRIT 0.057 Tholm, WHREOZIRGHKTH
24~72 WEfE O T ABRYECEE T 2 SR R, 2% 5o
96.5%IZ2W\WTC T MRV, T TRIER W] Tholz,

T DO BEESRAEFTLRN 5 6] (9.8%) DHREITHKE L=, 155k
BEREMZE D WT N HIARREE & OREME L2 Sl STz,

AEFEG - BIEMOFREIR

HEHG BIEH
SEGIE (%) | -k (BBi=) | EFIER (%) | H#k (BBi=ER)
(N=51) (N=1,831) (N=51) (N=1,831)
50 (98.0) 527 (0.288) 31 (60.8) 194 (0.106)

N=HEBRIRE BT B 5 [l
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) ARESN TN HEROHE
(BEX(FEH V=IO T U mE)
W, AEs a7 Y G & LT 50~200mg (0.25~1mL) /kg {AE %38 1 [[lf
TEET S, 2 @M 1 BEETHAICE. 1 BHEVOHAED 2 F& (100
~400mg (0.5~2mL) /kg KTH) ZETHEET 5, B, BHEOREITSC T,
THES LE 2 BB o5 8RO S EHIE T T 5.
(EMEREMRBEE S HBEREROENREETOETIHH (FHAETOREN
ZEHLNIEE))
W, RACFARE a7 Y G ELT1LESHY 200mg (ImL) /kg (KEE
1 AXITERET 2 2 ACHEILTE FHREST 208, BEOWREIE T T, &K
400mg (2mL) /kg RENOEGEHKBT 22 TE S, ok, HEHEIX
200~400mg/kg A Tl BT 5,
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3) ANMEANT—4 |XIFEHA><I/BOTY UM
MESMETAERBR (IgPro20 4005 #4BR)

H £

< AR 2 BRI 1 BRGSO O ST

< AFIOHE 1 [EIFEE KO 2 R 1 [E 50 Sy B R4 O FEAT

< ARFN O 2 BN 1 B 5- O 501 O G

c ARHFNOME 1 BEREGHH VIR 2 7= 2 B 1 BREICBITFAHED
ST

< AF A 2 BB 1 EFE S U7 45RE © QOL D7

REBRT A

piiaE, EER. LB B 24— — LR ILR R

it %

PID HE*

2= 1:25 6 (6 mkbL b 12 5T : 8 fl. 12 kB b 16 mAT : 3
B, 16 % LL b 18 BTG 4 B, 18 7% LL E : 10 )

23—k 2124 5

*ARFERIZIL PID #¢8RE & SID #BRE O A AN D Z LN TE
7273, SID #EBRE 1T AL B o T2,

'R

- 5~64 1% D BVEX T

3y AU EZELERE a7 Y v G (1gG) MR EEZIT TS

PID [ X% SID fE38

oSID BE IIAFRER DA ST 18 » AU EfiFTEFEEE2% 17 T
Wb ERHIfF SN,

Br 4 & UE

SV EHBRAE, %7 r—TF, 48 B A B FL—r OB EE
U 7= Mo R ifite . & AIRIMMERE 22 C B AR HIER 26T 2 8
=

AFRBR A~ O AFVAT 21 H LN K OAERER AR o 2 S50 St oo
MAERA (KA O 1gG BAIZ ETe) % AviofBa

AT Y == TRECIREME R H T D RE
YRR G O Lotk B

T — X OIS ELT D L IEBRELERS SN LR E A
T 5 ITTRREEZ T TV DL BRE

LR O &

[FHER O E L]
I 1 [E5 0 50~200mg/kg AT CEEE G- @ 112.14mg/kg 1K)
RS
2 AN 1 [ 5 : 100~400mg/kg RE (CEH#E5E : 218.62mg/kg
KH) & T#HE

(#5511 ]
w15 5 A
("= PR 1: 1280, S—F2: &E& 52 #M)

AF i HHOH

[FRBR R T2 EH ]
2 BN 1 ARG HIF T ORATA EFR LR TOFEFROEH
JEH AL

[PK substudy > EFZFHIE H ]

ARAFNOWE 1 B L O 2 BRI 1 [BHEE O EHREE T O IR E e
INTG A—H

-dAUC GHE 1 [E#540% 7 BRI, 2 BRI 1 B85 14 HRIFEH)
I MILE R 1gG iR

i v ML # 1gG T B ) R

[EIREFAfE A ]

ARFNOWE 1 EEEHFF RO 2 HEIC 1 BRSSO EBRE H
72 V) D JEYIE O A R R H A 5

ARFNOM 1 EEGHIE T L O 2 B 1 BRSO iER G
N7 7R

“QOL R
QOL (%, Short-Form 36 (SF-36, i Af). Child Health
Questionnaire Parent Form 28 (CHQ-PF28, 10 mRimD/NEMH) KO
Child Health Questionnaire Child Form 87 (CHQ-CF87, 10 i%LL Ed
NRAD) A RO CREEI L 7,
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AOBR R R

[ 2htk ot F ]

R D FE M F IR B $K

KRBRO /= 1 (PERSWIR - 12 @) o®RHF, BYET 12
BT 16 HE3EE Lz, 1 [BHEE T O RYYE DE RIS HEEIE 2.42 ([
SNETHY , WA B2 0 OREGIE O R B0 5 o 1 2.43
[l NETHoTz, £l KRBROA— | 2 (PEERSHIR : 52 A
M) OHIM PR, RYEIX 13 Filic 17 438 L2, 2 B 1 m%EST
O FEGIE OFEFFBLEEIL 0.90 [/ AETH Y, HERE H7= 0 DR
YLIE DAE IR B[R O S E T 1.22 [0 ANETH - 72,

JEGE DA FEBLRIEL (ATS Analysis)
A= 78— h2

]

INZ
(B 1REE)  QENC ERS O
(N=25) (N=24)

¥ n (%) 12 (48.0) 13 (54.2) 18 (72.0)
1% 16 17 33
BeHHIM (B)? 2414 6878 9268
JRYLIE DA [ 5%
1 242 0.90 1.30
WERE HT- 0 D
JEYSIE DRI FE
eI

SEIfE (SD) 2.43 (3.146) 1.22 (1.641) 1.41 (1.501)

g 0 1.02 0.83

e/ M, FORAE 0,11.91 0,5.14 0,6.23

a 2 I 1 ERGOPAIF S—F 1, S—h 2 LI Ty hERDTD,
N— k1, = h2OFIAFERRD,
b JEYRIE D4 X 365.25/8%¢ - T
) 1 ARG OFERSHIEIZ 12 BETHY . 2 BEIC 1 BRSO TER
LN 52 B Chotn, YED Y R 7 1EREE & & HIcBbT 5729,
LB IHR 0 238 2 ATHEVE D B

ETOWREITE 1 EHESEG S—h 1) »OREHGBL, 2 @8I 1 B#S
(8= 1 2) WTBAT LT, o T/X— b 2 OEEBREF I/ S— N 1 fBRE O~
Ty N Thb, AFHIERBRYIMEERT 5,
mEH 166 bS5 TEE
ﬁ/}‘jyl\io)-ﬁ_mﬁ_ ]\/\037( '—&b’@%é Ctrough Vi\ i@ 1 @&ff’—‘k 2 @FEﬁ
W1 EHEEGECTREBETH Y, FHMHE (SD) 138 1 [\ 5 T 10.04
(1.63) g/L. 2 MIC 1 [E# 5T 9.86 (1.68) g/L Toh o7z,
IgPro20 4005 X Bk Cix, AN s2 MM FR Lz, £z,
IgPro20 4005 75k D Week48 B 17 TD Crough 1% 7~16g/L TH VY . H%
MR e b b 1gG TR R ST,
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BB
(D23 %)

Q0L REE

QOL 1F, AFERAZ W L CHERF S, B/ 1 BliEE & 2 @I 1 FIEE
TAREMIZHELIL T\,

B ABEERE ClE, SF-36 O~V —2a 7| IARBREZ WL TLELT
Wiz, BERBRIE OV~ Y —2 a7 OFEME (SD) X, X—R T A
VIR TC 53.42 (8.660). /S— bk 1 @D Week 6 Wi T 51.45 (6.480) .
2=k 2 D Week 24 HEET 49.16 (8.064) ., BRI TH A T 51.25
(7.056) TH Y., FlEoY~Y —2a7 OFHE (SD) 1L,
NR—R T A AT 52.08 (5.898), /S— K 1 O Week 6 FREAT 51.27
(7.807), 73—k 2 @ Week 24 FFiC 50.67 (7.452), RBRKK THREAT
4920 (8.727) Th o7z,

10 AR O/NETIE, CHQ-PF28 D ¥~ U — 2 = 7 1 LRBR B % 18
LThTE R LR, SD OEEZHEZL L, X—RT 4 0b
RERE T £ CORICITERN BRIV EE X DN, FERHIE
OV <V —2a7 OFHE (SD) I, X—AT A VAT 5215
(8.154), /S— 1 1 @ Week 6 B8 T 49.82 (4.631), /S— kK 2 ®
Week24 KEET 47.68 (17.270) , B TREA T 43.98 (17.308) T
Hole, R—=AT A LB LHBRE TR CTOE TR, 1 BlofE
BIOAaTICHABRERLER L TWD EEZ BN, BHimoy~
U—Z2a7 OEHfE (SD) 1T, "— R 7 A4 AT 43.12
(17.132), 73— F 1 ® Week 6 FERT 41.99 (18.248), /S—h 2 @
Week 24 KERT 39.22 (16.986), #EAKL TREA T 37.38 (5.336) T
HoT,

CHQ-CF87 {ZIZ¥~ VU —R2 a7 IR\A3, Ar—/L A a7 [ IARRER %
WL THERZE L T e,

[ 24t DfE H ]

ARRBRIR . BIER I 25 B 6 B (24.0%) (27 (US—h1:4
o S—1b 2:3 ) BELL7Z, RUWEROWNRIL, #E57, AN
HAIfL, VESAALALEE, RSO . AT ERALET R, F IR M OVBE I
B (&1 Thol,

BIEF OFILFE  (ATS Analysis Set)

N— k1 IN— kK2 /E|\§+
sSoC GE 1A% E)  QIEMIZ 1 EHE) (N=25)
PT (N=25) (N=24) n (%)

n (%) n (%)
RI1EH 4 (16.0) 3 (12.5) 6 (24.0)

— % - EHEEL X

A 3 (12.0) 2 (8.3) 4 (16.0)
W5 1 (4.0 0 1 (4.0)
TESTERAL PN H af. 1 (4.0 0 1 (4.0
HESTERATALEE 0 1 (42) 1 (4.0
e SR iival ivre 0 1 (4.2) 1 (4.0
S ERATE TR 1 (4.0 0 1 (4.0
R R R 1 (4.0 1 (4.2) 2 (8.0)
Jr 5 0 1 (4.2) 1 (4.0
SRR 1 (4.0 0 1 (4.0

T N TOPERENE 1 FS (= 1) TREZBMAL, 20k 2 B
21 EE (A= 2) TRESNIZED, S— 2 OWEEITS— R
DYIRF DFER &7 %, ARt 2R3,
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BB
(D23 %)

AFBRHEABI P, FEIERD SNARN -T2, £7o, ARBRIAM P, B
RAEFEGN 1 (ABEEETHHHEE) BB L, KERIPEE
T, AL ORBEBRIIEE SN, RBRTIEICE>T2AEHSEN 1
() FBEL U7, RERIT\E T, AK & REBGRS O & fk
ENTo, SREPBREIIARRBRA~OSMAE f 1k U722y, ARA|OF 5134k
fe L, ARBRIPIEGE 1 EEEICR - =,

AWK, RETAEFLIT 4 6] (16.0%) IZHBLLZ, RTAE
FHLOEMBHRELIZ, S—F 1 T030 . /S—1 2 To0.21 1, &
BRAEIRT 024 EChote, HRE DTV ORFTAFFROFERHIE
FEIEOFMEIL, 2S— b 1 T032 4, »S— k2 To0.18 f, Bk
T026 1 ThoT,

JRPTE EFROFEMIBBIEH (ATS Analysis Set)

N— k1 R— 12 &F
GE 1 EEE)  QEMIC 1 [ (N=25)
(N=25) (N=24)
Bl n (%) 2 (8.0) 3 (12.35) 4 (16.0)
s 2 4 6
BHHM (R)? 2414 6878 9268
JRPTEHEHLRD
5 B 0.30 0.21 0.24
WesgE 1= 0 D
JRPTEHEHRLRD
AR B RS
SKEIfE (SD) 0.32 (1.093) 0.18 (0.509) 0.26 (0.659)
H S fE 0 0 0
R/ ME, HKIE 0,3.97 0,2.13 0,2.45

a 2 1 ERGOHHIFE A= 1, NS=h2&blchvr hEaNDHD,
N—h1, = b 2OFIARFERELRD,

b RTA EEZOFEM BRI « 45X 365.25/#% 5-HH]

) 1 ES (BER) SOV TIRBE AN TH 0 . TREHIM A~
B Y CRAMBETH o 727o 0, WIRRBIHICE 72,
1 EES o TERGHIMIE 12 BETHY . 2 BRI 1 BRSO TERS
HIFIL 52 B CTHoTz, AHFFGHBIO Y X7 13 & & HIcB T 572
O, HEIZIHm D 235 5 FREER & 5,
ETOMWBFITA 1 BES OX—=h 1) »6EKBL, 2 Bl 1 BEES
(= k 2) IZBAT LTz, $EoT/8— b 2 OWBRF T S— |k 1 #rE oy~
v hThDH, AiHTERBYMEERT 5,
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4) (BMREMRENE S ERGELOESHEEETOETIE BHHETD
BENROH ONI=HR))
[EIBSL RS IAREAER (PATH 35R) 10~ (AARANZ& T T —2)

H £

MEVESIEVEBLRETEZ R ARAPFES (CIDP) OHERFIRIEICIHB VTR D

2

HED IgPro20 (0.2g/kg REXIT 0.4g/kg KE) OFMMEL LS

Pa 77 2R & R %

BT A v

Zffiaedtlm, WATRER, “EER. EEXME, 77 A AR

xf S

CIDP B35 172 5l (AARNEE 11 f& 5 )

e B PUILUE

1.

2

EFNS/PNS ZWr#:#E 2010 C definite X | probable CIDP & 2l S
T

FHZRAXURT 8 TLAPIC IVIG 16R A 32 1T TW - B
3.
4.

18 LA Lo
IgProl0 4 EALHARIATIC CIDP ASHYHE L. ME/EZ(LE 0 AR RS
CIDP N2 E LT B

CHEEICEDWERENMDA 75— L K- artvr FAGLRE

=

ESRANC PAe

MDOFRNC LD SRR =2 —a "F—%2FTHEE
« FAA AFURI 2 AR AR AE DO BEEEN & 5 B

- M3 TgA IR IER FIRMED 5% AR OB

< HIV B3 B/C BT & A )V ARG g

B O &

U & K O 57 1%]

2 SOME (FEAERALRTHIRE, EIER AR THK S,

IgPro20 DA WE K V2 VI IRAE A AL 14 W ARG,

(LT

IgG REEHIM & O IgProl0 22 AL IR TR S 7=,

- IgG RIEMAM (R 12 )

2 MDA Y —= TG, 1gG O 50N LI TH 58
BB ZAAAND =01, 1gG RIFEZ S (G RTFMERBR
IgG #5-1% 1gG ORFEET L7-BE. WBRE A CIDP O i PR A
bz RTENE W) Mz,

- IgProl0 2 EL M (B 13 M)

IeG RIEHAM I CIDP 23BEHERT U 7= B 1okt L, SEdiias
(BAME) & L TlIgProl0 2g/kg (KHE % 2~5 A (AA : ey
%5 HED 2B U CTEARNEES LT-, 0%k, MERRRIE (HERF
Ff) & LT, IgProl0 lg/kg REE% 1 H X ddfed 5 2 HREIZY
EILC3WEM I &2 3 EIXIT 4 BIFIRNEES: Lz,

IgProl0 2 E LM Dt D325 2 [FIOK[E T, INCAT A
a7 NEZELTNWD (72721, INCAT Aa T IA7 Y —= JHF
LV L TR HEERE & WVE AL RIS BAT LT,

[ JE R 2 (1% T )

IgPro20 DA N OV 2 Mid4 2 B PRG-I (R 24 B1H)

1gG ~DIKIFMEDSHERR S 4L CIDP DIRBENZZIE L= B &/l A
. IgPro20 0.2g/kg (AERE, 0.4g/kg (KERE, X7 7 B ARBHICEE
ZAZEID AR, 1 S E 2 BoEY vy g ST TR TR
BE#1To7-, Tk 1 BX3Ek T 2 2 HREICHHEIL 24 B S
U7z, B2 TFHSHMNC CIDP AAERE™ U gBR#E 121E, 1gPro20 XX
TIEROEEERIEL, BFHRE S LT IgProl0 2575
IgProl0 Bk iGN (RE 13 M) %% F72, IgProl0 B iaHH
RIZIL, IgProl0 2g/kg (AE % 1 MO AFEARNE S, & L IXF D%
ICHEFFFIE & L C IgProl0 1g/kg (RE % 3 @M MR TRk 4 IR
Beh LT,
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HRER O &
(Do)

1 CIDP O : 1gG KRB I LT O EHEIZEZY LT HA.
< IRBRIMEF B OWET 3 LAl FHE INCAT 227 D 1 AA v MLk
DN
- BRI REOKET 3 LA SR INCAT A2 7D 1 KRA > MLk
DN, R-ODS AT D 4 KA v MU EORAD, T FE¥RED
(FT) ® 8kPa LA EDOIKT

¥2 CIDP O % : X—2 T 1 (IgProl0 B2 E L HIM O3B K T kb
M) SHBI LT, INCAT A7 2 1R A > b BRI L8546 (B
ZaTRN0ME VITEM L7 INCAT 2237 O 1 RA > b HEAE R
)y XFEBFEAaZT7R 10501 L, THRAa TN 1 HRA 2 MY
ML 72728 INCAT A = 7 S AREDA,

EAE A LR EAR

I'fi*ﬁi; N[ R EESS CIDPES:
gL B4t TgProl0 e
TTH [ 3

A4
2% + HFAD !
IJ 2 (BEL13EM) |
=1] | Tg#&HE || = leseeessee. T lrecmccmmmecies |
24 1gProz0 |
s PR LH
,f:]é 1 (N=58) !
X IgProl i TgProz0 |
Bx B RAERIE | o selkatsm |
wa (N=207) N1 [ [ s
4 L FoERE |
{N=5T) H
_____________
TgGHREEHARE TgProl 0BZE LM KE RS54
(RRI128M) (BR13ER) (243809)
FE oM O OH | [EERHMEEA )

KT E5HTIC CIDP OFEFEARD HNT-, XIiTZF ooz
0 RBR A Ik LB 0 EIS

[ &k EHmE H ]

B PGSR CIDP B3 I+ AL 28 b I1EE T
DB, R THRGHM T INCAT 227, R-ODS /S—k % AL
2a7, PR (v—F RN EEM) . MRC G5tA2 a7

[ZRERMFHEEE ]
KETHREHMF O EQ-5D, TSQM, WPAI-GH, B3 OIEH DOBRAT,
EREBZRNT A—4

[Ze 4]
IR, AEEG. WRMRAEE, A ZAV A1 2 FRFTALONW
BX (HRDOH)

®oBog

[F=EEHEEE ]

CIDP ORI Z OMOBHIC LV &kEr % bk Ui ofls
CIDP D P35 XL DM OIRHIZ L 0 3B % 1k L7 #8RE oE|
Hlx. 7T R 63.2% (36/57 Bl) 1Tk, AK 0.2g/kg IRERE
38.6% (22/57 f5l) . 0.4g/kg RTERE 32.8% (19/58 i) THEIZIK
< (ENE p=0.007, p<0.001, /| Fisher MESEMRE) . AHA
0.2g/kg REFER TN 04g/kg RERED T T & AR 2 BN
RE T,
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ol
(Do)

CIDP DFFE X TZ DDA L W ik A ik U 72 #5R a5 o it
FEER (TTS)

fixf U A7 | FHEEE | #Exk ) R 2

Mﬁifﬁ/%ﬁw b R Wb
(9 o N . i’ .
iRk (95%C1?) (95%CI") | n (%) | (95%CI")

pfiEc (95%CI?) pfiEc
AH AHA 0.2g/kg AH AF 0.4g/kg
0.2gkkg |vs 77EAR| 04gkg |vs T TER
FRTE N=57 N=57 -24.6 N=58 -30.4
OO | 36 (632) | 22 (38.6) | (407,-62) | 19 (32.8) |(460,-122)
L DHIE(502,745) |(27.1,51.6) | 0007 |(22.1,456) | <0.001
CI : {FHEX[H]
a BRI LIwsRE oEE (%) @ Wilson A= 7 CI
b % LT 0BG (%) DZED Wilson 227 CI
¢ F{Al Fisher 2R K3 E
d FEEHVEFHm AT
(B ARNEMD
CIDP O FFFE X ITZ D oF Iz L v R B4 ik Lz B AR AR
Fix, A 0.2g/kg IRERET 1/3 5], 0.4g/kg IRERET 3/4 5],
FERBET3/4HITHoT=,

77 'R

(BRI E A ]

CIDP F¥ X2 Dt DFR R IC J £ 35k 11k F TR
CIDP -5 X2 O DB IC X 5 3Bk Ik F CTOREfH % Kaplan-
Meier IJE CHRFI L& 2 A, HTHREHB O 3 #LKE, KA
0.2g/kg IRERE, 0.4g/kg IREREIZIL~, 7T BAREETIL, CIDP %
F T OMOERH I L D RER T L ORI E -T2,

CIDP H-3 XULF Do FRH Iz L 23 B 1EF ToRR ITTS)

1.0+

— SRR NH—FH (95% CD (vs F5HARE)
=== FHI0.2g/ kg (R E B HHN0.2g/kg hE R 1 0.49(0.29~0.81)

0.81 — FHN0AghkghTR FHN0.Aglg A EE 1 0.38(0.22~0.67)
ce e TTHLIUHE] log -rank#RE

CIDPBEX G Z0MOEHIZES
SERPIEDRESE

T T T T T T T T T T T T T T T T T T T T T T T T
012345678 91011121314151617 18192021 2223242526(E)

Number at. visk SERHARY

GTHEYHIE)

TS uE 57 (0) 12 (0) 31(0) 2110) 21 (0) 0(21)

0. 2g/ kg R ER 57 (0) 50 (0) 41 (0) H7 00 3G (0) 0(33)

FA0 A ke FER 58 (0} 51(0) 48(0) 43000 42 (0) 0(39)
INCAT 227

R BIZRIRICIIT D INCAT AT DR—RATF A inbDEE
[Hhdefl (DU praaiE L 95%Moses CI) ] i&, AH| 0.2g/kg AH
AT 0.0 (0~1.0). 04g/kg KREFT 0.0 (0~0), 7T EARHET
1.0 (0~2.0) THHT=,
R-ODS S—k v &AL Z2aT

B BRI IZ 1T D R-ODS R—E v A L AT DR—AF5 A
b O R [FRE (A ALHEIFE X 95%Moses CD ] I,
AH 0.2g/kg RERET-2.0 (-7.0~2), 0.4g/kg RERET 0.0 (2.0
~3.5), 7T BAREET-3.0 (-16.0~0) TH-o7=,




V. JREICEHY 51EH

ol
(Do)

SEBRES) FIEF)
BRI BITATEIRBIONR—RAT L b O bE [hik
il (DUSSAEHFH i 95%Moses CI) 1 1%, AH| 0.2g/kg RERET
-0.6 (-8.9~7.0) kPa, 0.4g/kg HWERET-2.7 (-6.6~2.0) kPa, 7
Z Y REET-6.6 (-21.6~0.3) kPa TH -7,

MRC &Et 227
B BLELRFIZ 17D MRC At A a7 OR—2 T A b 0%k
B [PgefE (AL &aPH 3% 95%Moses CI) ] 1%, AFl 0.2g/kg &
HIET 0.0 (-2.0~2.0). 0.4g/kg RERET 0.0 (-2.0~1.0), 77
TARET2.0 (-6.0~0) ThHoT-,

[Z2 4]

BHTESHMMoOAEERERELT, AF 02gkg RER 57.9%
(33/57 #1). 0.4g/kg KERE 51.7% (30/58 fl). 77 AHE 36.8%
(21/57 fl) Tohotz, BUWEHEBRIL, AH 0.2g/kg FEEE 29.8%
(17/57 #1). 0.4g/kg IRERE 34.5% (20/58 #l). 7T REE 17.5%
(10/57 ) ThHoto, EREIWEMIZ, EATBMIER, HEASAAE
7 Tholz, BELRAFFRRIT. AHF 02gke KERET 3 ] (E
PR AR DU R R L OVEITIC X 2 ABES 1 Fl, BIETE
DB, T U PR ERA 1 B), 0.4gke IRERET 2 6] (BIEI
BEEN 1 ), AdEIRgEdk, it X OWES 1 F). 77 Rt
T 1Bl (REE~LV=T) IR o, RBRPILICE T FEER
W, A 0.2g/kg IREERE 1 B (E57) . 0.4g/ke INERE | ] (A, &
PEIRFE S I K OWUIAE) (2R8B80 biviz, N RGHIM I Tl
RO LN T,

BT EG BRI ORIVEZFEBLRDIL (SDS)

e e | 02g/k 0.4g/k

7&3“;’# P e

(N=57) (N=58)

BlfEA (117(.)5) (21978) (331(.)5)

HELAESER 1 (1.8) 3 (53) 2 34)

RERPIEICE > T-HEES 0 1 (1.8) 1 (1.7)
- 0 0 0

WP OFERET 2% L FIC3EHL L= BIVEA

TN AERR 1 (1.8) 5 (8.8) 6 (10.3)

HENEBALALEE 0 3 (53) 8 (13.8)

SEYR 2 (3.5) 2 (3.5) 3 (52)

AN 0 3 (5.3) 2 (3.4)
957 1 (1.8) 3 (5.3) 0

HEANEBALAE 0 2 (3.5) 2 (3.4)

% (%)

) AREN TV HEROHE
(BX(FEH V=IO T) U mE)
WE. ASESn 7Y G & LT 50~200mg (0.25~1mL) /kg AFE AW 1 B
THREGT 5, 2 HEIZ 1 FERST25612E. 1 #lH20 oHED 2 {55 (100
~400mg (0.5~2mL) /kg KEH) ZETHREGT 2, B, BEHEOREITEL T,
TS LT 2 l8H 720 o b 8 & O S EFIIE T T 5,
(EMREMEREE S HEBHEROENREETOETIN (HHETOREN
RHLNIZER))
WE, A ARE 77 )G ELTILEBHEY 200mg (ImL) /kg (KEZ
1 B35 2 A CHBLCETHRGT S0, BHEOREIIEL T, &KX
400mg (2mL) /kg KEN LR EGLZHGT 52L& TE D, B, MAEHEIT
200~400mg/kg AT Tl HHIH T 5.




V. JREICEHY 51EH

2) REMAER

) (EXFEH V=S OTY) VInfE)
ENE## 5325 (ZLB07 001CR #5#x)Y

H 5]

PID & &R L LIARI ORI O, BAME, ARMEDRH

BT A

AIf S, FEEM, SHisdtFE, BT+ —7 v 73R

*f %

PID 5 23 f3l

T PUILYE

AFRERBALARTIC ZLB06 002CR #BRIZZ N L 7= PID B3

MR O A&

&R O 5 1]
ZLB06_002CR FRERIZI5 1T 2 ik & 5050 & & [l — B O ARK % 1
BTG5, 7o, MIEHR gG b7 7IREEN Sg/L LL Eic/e 5 &
9. TRBRE(TE A O R EZ AT 5,

[# 51108 ]
R 24 @M

il THOH

[B2htE]
MiEH 1gG b7 7R

[Zz4=k]
FERERS, RFARME, BEREEE (ERFEARE, ikt
BIRRA., JRIRA) . A Z YA OFH

AR R R

(%]
MER 1gG b7 72 (PPS)
JEFIEL | SEHfEESD ol (HBH)

19 % 7.59+1.34 7.39 (5.77~10.61)

S S
(1 ¥8 B o 5-51)
B 5 4 R 19 i
Be b 8 M 19 4
512 A 19 il
# 5 16 HF 19 4
#5520 FHAF 19 il
#e 5. 24 I 19 4
BT 1VEME | 19 61

7.75+£1.53 7.52 (5.51~11.82)
7.94+1.38 8.04 (6.01~11.05)
8.14+1.42 8.18 (5.69~11.41)

(
(
(
7.99+1.41 8.09 (5.83~11.58)
(
(
(

8.13+1.52 8.26 (6.14~11.99)
8.19+1.43 8.05 (6.24~11.81)
8.22+1.55 8.20 (5.90~11.87)

[Zz 4]

ZARMIZOWT, REEIMF (&S 1 8% ET 121 ULk

DODEEZESNRRD SNTIEMOEIEIE, 95.7% (22 #1223 #]) T

bHotm, REHIKITIC 1 UL LORITER 2D b= fEF OEIE
1%, 43.5% (10 #4123 #) Th-ot-, R PIC 2 ISl EICER

SN AEESROBIERE2FRIORT, 2. 1 FlCED bN-E

TERE. IR K ORI CTH - 7=,

ARERHIR P IS FIIBO DN oT-, EELRAERLIT 1 H

() 125D B, Nﬁ%&@l%‘&&%&i FESNT, YERAE
ITREBRPIE & 2oz, BRIRIIREIEDH Y & ST,




V. JREICEHY 51EH

OB O R 2B, FICRD NI A EFG K ORIER (AT <t 4 H)
(23%) JEFIL L (N=23) | #5 L~ (N=529)
HERS | BIEA | AFFE%R | RIEA
n (%) n (%) n (%) n (%)
JRPT RO @ 8 (34.8) | 8 (34.8) | 70 (13.2)| 70 (13.2)
SHEES 6 (26.1) 0 13 (2.5) 0
185 6 (26.1) 0 7 (1.3) 0
GBI 5 (21.7) 0 8 (1.5) 0
i bl 4 (17.4) 0 4 (0.8) 0
i B S 3 (13.0) 0 13 (2.5) 0
[Eb ) 3 (13.0) 0 8 (1.5) 0
FEEL 2 (8.7) 0 4 (0.8) 0
RUE SN 2 (8.7) 0 3 (0.6) 0
YRR B 2 (8.7) 0 2 (0.4) 0
NHEE 2% 2 (8.7) 0 2 (0.4) 0
Bl S e g% 2 (8.7) 0 2 (0.4) 0
i PR 2 (8.7) 0 2 (0.4) 0
VU e g 2 (8.7) 0 2 (0.4) 0
BEfidE R 2% 2 (8.7) 0 2 (0.4) 0
N=EHr Rt G 8k, n= BBk
a: TESHAZAOSICEE S % MedDRA PT @ 16 HEE (EABIATR, A
TBACALBE, VEATBALHIL, TEAGRAIRERS . TEATBAIARE, AT
AR 5 Pk, VEAEBOTIENR . VESTEBACALBE, VM ERAL M SR
VESTERALAAG , VRGO, A, TR O R,
HBOCRERE ., FAIEBAIEE) DAFE

E) FEREN TV HELOHR :

(EXFEH IS RATY VM)

WE, AREs/ a7 G E LT 50~200mg (0.25~1mL) /kg AEAZ@ 1 [\
THE3 5, 2 @EIC 1 EREST25612E, 1 #HZ0 ORED 2 {F& (100
~400mg (0.5~2mL) /kg &) KL THRET 5, ok, BEOREILT T,
LHES LF 2 @B 05 &R OS5I E T BT 5.
(EMREMEREEZHRBHELOENREETOETIH (FHHETOHREN
RHoNTHE))

WH, RACEAGEZ7 a7 Y G ELTLEDEY 200mg (ImL) /kg (KB %
1 AXILERT 2 2 HCTHRIL TR TRET 223, BEOREBIIS U T, &K
400mg (2mL) /kg EELOHEEZHBT L2 L TE S, B, HFFHRIX
200~400mg/kg (A T EIERET 5.




V. JREICEHY 51EH

2) (BMREMREE S RIRAEXOESHEETOETIG (BHHETO
WENRH NI=HR))
EIBLRIR Y 5388 (PATH RBROMFERER) 1P (AAAE ST —4)

H £

AFN ORI 22V R OA M2 T 5

BT A v

FEEM, IS, ShiAILE, 5 IAHH kR

xf %

Je1TT 5 PATH SHBRICE W TR TG 25 F 7= CIDP B3, XIIKETF
5 W2 CIDP %3 L IgPro 10 &#5iA#IC X vV [[1E L 7= CIDP
B 82 B (HARNEHE 10 FlEETe)

e B PUILUE

TRBRFERIFHEIE (WK
- PATH B O 2 TGRS L 7o B
IR EETEE (LGET 1 BARE)
- PATH B %52 T L7283, XUT PATH RERO L TS5 H o
CIDP B34 T 2 BOFIREIC L v B L7- B3

MiEROCHE

@55 FE i EE (FIAR)
KRR A~DBATH ., BWICAH] 0.4g/kg (KEZHE 1 |, 2 [ENTHT
T 1 AXTERET S 2 El J\%JLT 24 WEHEE Uiz, 25 KNG
VEAA 0.2g/ke REEAE 1 [E], 1 [BITRGIZEY BT,
CIDP % L7 8a . o.2g/kg REOEE 220 TR E
0.4g/kg HEIZHGE L TRBR AR, SUIRBOP ROV nng
BT B ZENTE,

PATHEER DR T (48580

E04gkgthE 95BEFI 0. 2g/kg th B IS 0.20/ke R ET
TUER BT

E ATHEE%

a CIDP 2% L7250, Uit 1A R 04g/ke RE CToORBRMK I
BRPIEOWT NN ERIRT 52 LN TET,

b CIDP F¥7 6 DREIEIL, FHE INCAT R a7 A, TREREHTER OHWH X
D, 43 (£2 B) NIZR—=ZF A D INCAT 227 £THETS (X
T EmES) ZEEERLE,

@A EE I E (CkET 1 BARE)

ZS%IJ 0.2g/kg EETHE XA L. CIDP HIENRD bNRWES
T, AR 0.2g/ke REAW 1 [\, 1 [E#E S 2kt L7=, CIDP

7)@% L7546, 04gke (REICHIE L CRERZ fkGE, UTRABR O

FIEOWTFNNERIRT HZ LN TEXT,

Puﬁzﬁﬁmﬁxﬁsﬁ (48:E0)

0 Zg/'kg\*zf ’

PATH R

sPATHRHBIZBEVWTETREER T LAREBE
- PATHEHIRTHEL. 1sPro 0 TRAGEE
2 EEL-HRE

a CIDP 28F% L7236, Mt XA &R 04g/ke RE COMBRIKE UL
BHIEOWTNUNERINTHZ ENTET,

b CIDP F¥E B DEIEIL. FHEE INCAT R a7 A, TRBREAEER DK X
D, 4# (£2 A) UNICN—AF A D INCAT 227 £TCHETS (X
X EES) L EER L,




V. BEICEET AIER

A HHOH

(% etERHE R H
AHEFR, BERE, RET -4, BRRAERR, UA NV AZEeM,
HIERA K ODLER (AARDZ)

[ B ERHnE B ]
INCAT 227, R-ODS /S—® v Z A /N2 aT KBRSk MRC
aEtA=aT

[Zz 4]

BIER OB IXLRT 25.6% (21/82 fil) Tho7-, BHHEHIO
BIWERFSELREIL, AA 0.2g/ke RERET 11.0% (8/73 fi) . 0.4g/kg &
BT 23.6% (17/72 f5) ThH oo, BAET 5%LL EIZHBL L= EIE
A, HEAEBAAERE 11.0% (9/82 #) (0.2g/kg RERE 4.1% (3/73
). 0.4g/keg IRERE 8.3% (6/72 1)) K OVEANEMIALBE 6.1% (5/82
) (0.2g/kg RERE 41% (3/73 f5l). 0.4g/kg (KERE 4.2% (3/72
) Thote, EEZREAKLUSFECHIIRD HinoT,

[H%hE]
PATH #BR % 52 T X% CIDP F341Z IgPro 10 TRGF AR & 21T Bl
U 7o 9k Bt 82 B A Mk sk BRIC AT L. 62 Bl 23 FIEI H & 0.4g/kg 1A
., 20 BI IR & 02gkg KEDOH 5 % ik 24 5217 7=, PATH
IR D B NI OV s B O ¢ 5-BF 51 0> CIDP R AL, FX
DEBYTHoTz,
BN FE A IR O E L, 0.4g/kg IREERETIE 196.1 (EiPH : 1~
330) HA. 02g/kg KERETIE 1258 (HiPH : 1~330) ATH -7z,
BRAL A 25 MAHGABR 2 0.4g/kg RER B THIE MR TET L. kst
% 04g/kg RECRA LI-BEOHEERILS5.6% (1/18) Th-olz,
Mk R BR T 04gkg KRB OG5 2Z T -+ X TCOBREOHERIL
9.7% (7/72) Th-oT-, EERILFEE MFHFERE 0.2g/ke KEHEE T
BRERET L, kBt 0.2g/ke (RE TR LIz BE OFRER
. BEBIIIRER TIEH 52 50% (3/6) ThoT-, MkgiRERT
02g/kg KE DR H2Z =T X CTORFETIL47.9% (35/73) DB
FRFHRE LU,

PATH #E&
PATHERSE T RILCTDPH &k PATHER D BB~ BT ; b
HBEDIE LI HERE (N=158) (N=82) BEAIHO)
N=1(5%)
N=3
N=2(11%)
N=4
N=3(14%)
N=2
W 0. Agikg IR e EE.2gikg BER It

a PATH #RBA TiX, CIDP OFEFHNFRD bivien o7z 14 FInNEERZ F ik L7,
b CIDP FE B O F HTix, FIEIHER 5 H O CIDP RO A EEGH Lz,

(5) 8% - WERIEER | uERL




V. JREICEHY 51EH

(6) AERIERA

1) FERARERE (—
ReEFARERE.
¥ 3E 1 A Ak 1B 3R
E. FRARELLE
AE). HERT
BT—AR—ZR
E. HERFTHRER
RERBORNE

2) RBEHLLT
EHEFEODAR
XIEE® L=/
E-HBROME

(7 £t

[ Rl A ] (%HE%’&T)
H B | BEAERETICRBT U TOEHRZIEL, AFOME, AL UL

it Fé?J?‘é THROBHSUTMER 21T O 2 L2 AN ET 5,
(1) KaogEIEH
(2) BIfEMFRARD
(3) ZEMIIIAIFICHELEAD EEALNDLER
(4) HFHAIE B 5 BRI O FE AR

HAHAEHHA

vavZ T 74 7% — WMEMERERR, MARZERE, TTERERE
H.ORERREE, /MR, K, % ORI RO

%

xR g T

6 » H

&H*#*}Fﬂ%

77
M
& &

E&ﬁﬁﬁﬁ A LA ISR FN DR G- BAE SN TZIEFID 5 B, Yk
ICBWCHEREE SNT-BEMZRAENSR L T2, k. fiAxAN
ATRE 22 BLE AR e R ERBR  (IgPro 20 3006 #XER) 7> 5 OIEFIH Eie,

(i pkoRtma]  (FAHET)

H B | 3 SERE N IC 31T DB A B SR % & oV AL S O Bl E
@%'%EE%{R?&HE LU, BRGROEIET >~ 7 a7 v MEOwES
OO BEINCAE S BREMEMOFERE T 52 &, Fio, HHENIK
JED Y A7 RTFAZONTHRFTT 22 &,

24 M| BEEEABE RS & A e SR SO

N ]

oA k| P

B2 1 R|6r AR

* BB F | AREOFEMESZFE U7 EFREENC IV T MEMESE I BE I 2 AR

TiE I O EEEREIR T OEATIIH (K T OSER RO iz
B) 1 OZNREBNMATRIRAT A LU S AH O Fe 52 52 1T T A AF# O i
Pt LOFHEREROMENIB T 2 BERIENG O BEEYERIE
PERLBTE 2 SRR RE I

KIHH ONRIZ RMP OA L TIRERL 7FE 0,
BT OIEHIT, MATATEE A B3R T R RS AR A A% O R 3R S 6 R B~ — ¥ TR
LTLEEN,

EARPYA

AR L




VI. EMEEICEAT SHIER

1.

2.

EHEZPHNICEHESHD
LEMXITILEYEE

KEERA
(1) fERRERE - 465
%

(2) EHMERMITD
HERAAE

() YERFEIBERR -
Frige e il

L

TERIREFY « AREIOERBEF X2 2T S Tnan,

- PUARTEME R O Fe BEREIC X B 17EM

IgG H¥REIT. Fab HERE & Fc HEEENN A B AL, 1gG 231D Fab {43 IZHURDFE
Bt (Fab #EFE) 2IRET 5, 2l IgG RN RIEDRZETH-011F
EHEICERO H AP RED AT "LV EEHESZ LRV ETHD
2, AFNEL, 5 DDORIe DR EZRFOBUA (BT HBs, BiAR U AU A LR
1 B P77V TEFZ, PV R A LA BI9, LA RLT RY Vv
0) DFENERIN TS,

IgG 73 7@ Fc #mE—7 = 7 % —H48E (Fc HRE) DB L7203, AH|
D Fe =7 =7 X —HERITMOTTR SN TN D Ak 7 a7 ) Al L (A%
Thd I ENMERINT, Eo T, KANT, RERSFEOME LY A L
AR AT L TIRWARYZ MV DF T Y = AERA KR O FER 2=~ L,
WY Fe =7 =7 X —HRER BT D Z LR S ¥,

1) 2% BT D in vivo RER
(2%) IVIG 7T —#
IVIG OH > 7 aR—/1% (JESh Tl Sandoglobulin®) ™ % v 7= 3 F¥EO
F o WO EIEE 7 /U3 D A2 a3 2 50k CREm L 7=,

O~ T AET/VTIE, MREHERE 3 B XX 7F RO &% RN & 5
LCaB% LR ReEIcxt LT, IVIG #2512 X 2 P K& OVEIES) B4
L. EFERO EERRO 5N,

@5 H#YZ ~ Mxt LT, IVIG IZA~NE 7 A VAL 7= WE b Rkt
THRIEPUAE Gt Z LR ENTZ 1Y,

@~ 7 AKEET MK LT, IVIG 1T KEBIG 5 HBIRFE 2B
R RER LI,

1) Yo maAR—L®% 2019 4E 3 A R BICERMEGHIR, 2020 4E 3 AR B CTROEHY
BRI T L TW5,

2) BiBEMERBET VKT HER (T k) ®

ENAEY PERRLE N7 0LV NERT Va Ny MR TFREL, b1
HHY%EREHIRNES L7 v NEBRNT LS —EMEHAET L
(2. AAl0.1gkg. 0.2g/kg. 0.4gkg XIFAFEER (F7€F) 21 0 1
[\, e 5 HEK TG Lo, TR RREEOBEZ 35 HEIZhz -
CHABE L, ERE 0~4 TRaT7 ) Lz,

ZOFER, AFREGRIZHB N T, ERA a7 II8IEMM 2B L T7 78R
FELVIKEE R U, F72, KA 0.2g/kg BELD 0.4g/kg BECITERIEH
T CORMMNER L=,

A EE R L



VI. EYEhReIc B89 5IEH

1.

i AR E D H#EFS
() BELAEDG
i AR E

(2) ERPREHER THERR
Shf-MmPRE

MU v~ 70 7Y VSRSV T, MR 1gG #R/E2Y S00mg/dL ELE
DL x, AMBIMEOHEITZE LK T L 1920,

1) PID #3#
PID BHE & x5 & L EWNFH AR ISRV T, AH % milKE K &5
L., EFIREICE L% (B5BLA 16 38, 20 8303 24 38) . 25 64 8 4
THIE L2 IMiER 1gG BEITX, &5 6k0OEBEEETo 1 B, ZEL
Tz Lz, 1 @R OV H#REET 76.16mg/kg R T, f i i B
DFIENE 7.63g/L, I il i EE BRI O Pl X 2.56 A ThH o727,

FEFIRIBICI T D 1 F BRI 1gG R EE O H 1A

2
2 By
&)
Ty
e 8,
7
6,
5 T T T T T T
(%) 1 2 3 1 7
5 ®REER(R)

* o BT, BEAT 10 A, H&5 2 FFEE
IgG (g/L) : MiFR IgG IRED P RAL (RO 1 WIALAE, 55 3 M5 ALAE)

HWENRE T A — X

L E¥IE (SD) ;
A BN Sl (i) 1
Cmax (g/L) 7.63 (1.658)

Tmax (H) 2.56 (0.13~6.98)

AUChst (H Xg/L) 50.42 (10.361)

PID BE A %I5: & U=/ S IAHRRER V20T, AAIZ8 1 BERO2 8
I 1A 7 B AA— "= 5 U8, ERIREE O 1 B 5138 5-68 44
6 FRFIZHIE, 2 ERENIC 1 [\ 5134% 5544 12 BERCHIE) (2381 2 A4
DOIfiE 1gG LT A —% (Copaxn N7 ZEK N dAUC) 1 £ 5[ THA
ZLL Tz,




VI. EYEhReIc B89 5IEH

W1 E O 2 RIS 1 B GERT D Mg 1gG - 7 r 7 7 1 L

(CF¥%fi+=SD) (PK PP Analysis Set)

— HlERS
s 2] | E

3 12 _ i T _r 1
; 7 _
E:; n
Ly

s / =1 \_r____-——-"_“-—-___

™ S Yoo —_- 7 -I- ‘|'

P ..,«w‘l‘ oai oﬂ:’ o o"é ‘ °"a Q""‘.

e~ Be5- 1R (H)

W 1ROV 2 N 1 B GC 36T 2 MLF 1gG IREEMERE T A — &

CF#4fE (SD))

(PK PP Analysis Set)
HE1EEE (N=9) 2B S (N=9)

(ijkf{i% 109 (17.2) 207 (38.4)
AUCo.au (h*g/L) 1707 (294) 3561 (594)
dAUC ((h*g/L) /mg) 0.24 (0.04) 0.26 (0.04)
Cmax (g/L) 10.63 (1.70) 11.63 (2.03)

tmax Median 2.00 3.02

(day) Min, Max 1.0, 5.1 2.0,7.1
Curougn (g/L) 10.04 (1.63) 9.86 (1.68)
Cumin (g/L) 9.57 (1.91) 9.53 (1.39)
CLss (mL/h) 4.22 (0.68) 3.98 (0.52)

2) CIDP B35 : 1BYERFEVEBBENE S FARMIR R BT A Xt R & U ERE LR
MRS GMEAT —& & 5Te) 2V
CIDP 35 172 BNZARA] 0.2g/keg (RAE X% 04g/kg RES LIET 7R %
W1, KER TR LicE A, BMEBIERICIIT 5 ER g6 ~7
TR (CFHIfEESD) 1E. 0.2g/kg KERET 15.453.06g/L, 0.4g/kg KERE
T 204+324g/L THY, B THREHMEZE L TiE#® IgG b7 7REIX
LERNHERS LT,
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. RERUVAEICHEE

THIEETDEH

AFNL, BEZLE MLEEERE LTRAL LD TH S, BEE 25
tmw%&ﬁ#%% i, W, YYEREOREZ EMI D & LI

FE TRRCERIT D —EDORNEL « BRENHE L 8% Ehi L, BYYEICHT D
LRKMBEH L TWVDHR, B MUKZFEEE LTS Z &1 L 5 GYER
FEOU AT BmBICHBRT 5 Z LI TERWD, FIROIRE EOLEME
ZHCREO B RER/NNROERICE EDHDH L,

BIE STV

222 (ROBEHEICIFERELEWIE)

2.1 BEIORECH Ly a v 7 OFFERO S % BE
22m7m)/m743W212W®$%[ﬁﬁ’aﬁéhé7m)/#
W OB CIIRE S ni=, b7 o U o EENEEIC

D, ERBBHLDONDEZ ENDH D, ]

(fiE3n)
2JIWG®“%%i%%%:ﬁﬁbto —FEYva v s R LEEEICHER
5 LIGE BEYa v 7 ZOBBIERNEZD2BENNEZOND Z

&b)uﬁibto

22 AANIZEMAFE LT L-7 a2 U > 288mg/mL (2.88%) 2NEAH ST
5, 7Y I hary FYTRICHEET 27 v ) VbR L - T
b S, ZOREE PSC ARSI IWVH SN, m7' e ) ViEIXSER
PRETHY, | Alx7 v ) U RORIOBEMAEE S, 2 BTk
P5SC DRBHHREAEE SN TCWD 72, M7 e U U BENREMEIZR Y
FIRTED T WA RZDEN 72 EOIERN B b D BENNH
2,
HTRETIE, @7 el VIEIX I E TICEADRE SN TV AHICIEBE
RVBRD CENRIEREN EFLoBZENN S D= 0it#i LT,

(V. 2. ZBESUINRICBIES DR 22352 &,

V. 4. FHHELROHRICEET 2EF] 220552 &,
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(ZheEHE)

8.1 AFNDERIZHT- - TIL, FIHOIRFICHIT D2 ARAOLENEE &b
(2, ARANORGEIZEE UBGE DBIEZ LT 572D OZ 23 KNG U
SBNTWAMR, MEEFEMEE LTWD Z &I H kT 2 RYEERE D
VA g BICHERT D2 ENTE RN L2 BF T LTt L,
Ha S5 L 28052 L,

8.2 AAKIDFAEL L 72 5 M EIC SV TIX, HBs UL, Hi HCV Hifk, Ht
HIV-1 HLRLOPL HIV22 FUARRETH D Z L 2R L TVD, &6
W2, =L LERBRIMEIZ W Tid, HIV-1, HBV, HCV KO HAV [
DN TR IERA (NAT) & %ML, @A L7z iz AR ofligz
FEHLTWDA, Hi% NAT OBHBRALLTO T A L APEAL TS
AIREMEN ICAFTET D, £/, B F2SLAR T A LA BI9 1220 Th
NATICL A A7 Y —= 7% FE L, #a LmfEr AT,
ZOBROETRRTHLT T AT 4V M b—3 3 v pH4 W KT
J 7 4)v hb—3 a3 E, HIV, HBV, HCV D= Xn—7%HF7%
BUANAR R Xua—F %K LRV HAV, B b XL R T A LR
Bl19 ZIXUL LT HEMEYANARRE « MELDIRPHER SN TND
N, WEICEL T, ROBICHFHICEET L L,

AR ERA OREDORE T TIX, & hLAR T A LR BI9 v
ANVAZFZBRIIANEL  BRETDHZENRETH D720, AFOKL
WL 2RO AT E TERVO T, H5EKOREZ 71
BE+52 L, [9.14, 9.1.5, 9.5 5]

8.3 BITEE CIZAAIOEEIZCLVERM /a4y 7Lk YaTIhH
(VCID) “6ME& L7- & O 1320, L LA s, SETRIZE D
THRESVACEZRBLES EORENRHL OO, BHiHH72 vCID %
DIZFED V) A7 & B RIITPERTE RO T, HHEOBBITIZEE ~D
I E 1TV, R EOMEMNE et o ER 5352 L,

8.4 EEHCERNZITHIHE., BEFEICHREFIELOHRA| L RS DOR
RIRBEFEFTIEORREEITO 2 L, (7123 H]

8.4.1 ACHEGOHWMANZHONTIL, ERINZEOZ YA EEICKRFT L, +
DIRE A I LT=D6 | B XIS DARIB G2 X A atE
EXPAUEIZ DWW THR L, FEFEICE G TEH 2 2R Lz BT, =i
OEMfRED L & CEMETH Z &, #H%. KA X DEWEH DN
H3ER0H &5 ORGSR EE 2RI & 72 D FTREVEN & 2 58 121E, E
HBIcHOHEGEEZPIE S5 8, WMYREEZITH Z &,

8.4.2 EWHERZ A LW E ) ICREICIER AR T Z L,

8.4.3 TUA| K OV ERMIR DL RIRPEFSTIEICHOWTHREZMIEST 5 2
Lo RIRFIC, A ORH J O EFREA & BRI T D Faer et 7 5
ZEMEFE LW,

(EMRIEMER R L RIRHE X OEENREEIET OETHIFD

8.5 AANC L 218 M S iE M Wi i M 22 S ARAR AR A OIR R IR R 1L Tl 72
SKHERETHD Z LICBETDHZ L,

8.6 ERIRIEIR DB A+ AT W E WISk GE i G- O LBV A 58T 5
Tk, F, MEEREORRET O RDENPRO ST, EEEERK T
DI « R 240 KT I5A0IE. AAIOMKE R 5 13T7Hhd . tho
RRIEEBETHZ &,

8.7 KAz ke 5 LIk R, EEERRIK T OFR - BRNFED btk
oA IIE, AROWEXIZEGTIEEZEETLZ L,
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8.1

8.2

8.3

8.4

8.5

8.6

8.7

(A

I, EFREBIREOME., AR L RO EIZBET 25
968 2D 21 ICHSE | FFEAMHRRN AT BRI, B0
iR Ok, Z OfthiE E 72 O 72 DI B 2R FIRICOW T, B
XIXEDFEBEIZHAZITV, BREBL L5258 D L5 RO HILTY
HZ 0D, FREAYERME O SCEICTHEH TR EFE (L 1544
5 H 15 BAFEZEFEE 0515005 524 EE EIEREEA) (ZHEVFiHE L
776

AANTEEEED R RBILCHRE SN TWD Z 206, FREAY b kB
DR CFICTHET & FH Ak 15 4 5 H 15 BffT EERE
0515005 Z /AT A EIERFREE) ITHEV, o i 5 E A & [F
Bk, AEHE ZRHE LT,

TA VAR « BREQILE L CT S A7 4V b L—3 3, pH4 ALEE
LOF ) 740 b—2a EEELTHWDLR, B M2SLAR YA LR
B19 EDEEDFREMELZ ERIIHRET D Z LIXTERVO T, AFIFEH
BT e I BB T ANERD B,

AFNT e IEE KRS TH D72, vCID ZZEDRFED U A7 & 5221T
BETERNI Lb, oMy ERAl & Rk, AEE ZFEHE L7,

AANL, AFNC L DIEEAG%., EMICE Y ACRGO@EANZY &
Wrs - BEIZ O W TIE, LS L AETH S, B KGO8 HICR
T HEUMEOHECEERFICHET 2 FHITIHHICHETREHETH
DT ENLAREHE ZRHE LT,

AFNZ LD CIDP DIGFRIZEHBWT, EORBIIIHERETH D Z & 2 1E
Ml 2 7 DI EEHE L,

NEEFEREIR N OEATINE OIRFEPIZHBIT DERRE . 3 - EROE
ITHRBOT I LTI G ki T 2 O Tide <, holpFiEEL S
&35 BaRk L,

NEBFLEEML N OHEITINGI ) OIRIFIC L 0 EEEEEIS T O3 « FHRR
DN o TG, AFIORE X IR ILEZEET 5 E AL
LT,
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6. BEDEREHIT D

BEICEHT IR
(1) &OHE - BMEEF || o Brodss47 8B CHT 1R
DHHEE 9.1 &4HE - IEEFDHLESE

9. 1.1 AFDEH I3t LEABIEDBREREDH S EE
9.1.2 IgA RIEBENEE
PUIgA HUR 2 RA 2B CIRBBSUSZE Z T8 TN dH 5.
9.1.3 MEERENBRENTNES
AN a7 ) CBIEI AR L2 BE CRERIEORE N D D,
[9.8. 11.1.3 1]
9.1.4 Al - xMMHEBMOEE
E hoLAR T A VA B19 OSSR -9 Al REME A S E TE RV,
L7728 E1i, B QB %S EEReFEREZE T2 L
N b, [82%MH]
9.1.5 RAEFLEE - REIIHIKEDESE
E hVER T A VA B19 OfES AR - 9 Al REME A S E TE RV, Y
L7 AIcid, Fettogmasi 242 n3H 5, (8.2 2]

9.1.1 —EEMBUEL K Z Lo BEICHES L, BEREUERIEZ 256
ENREZLNDZ EhLEHE LT,

9.1.2 TgA KIBIED B TIXERMIZ IgA BELNRNZ EnD, B MEED
IgA DMAENIZIRVIAEND E ZnEE Y (FUR) & L TR L. T IgA
PUEADBEAINDATREMEDLH D, KANIMED IgA #HATNDT
O, BEH5T 52 LI Lo THIRPUAR SIS U S 7 2 o782
NRH AL DILE LT,

9.1.3 A®E s v 7 ) CHFIOMHIZEB W TMARZERRIE DR B HmE S Tun
HZEMNBEER LT,

- MARFERRIEDRBUCH B T RERE L L TROBENREZLND,
En, = A ha O, AEREE ST MARTER, O i G 1
(7 7 7 — 2B IRAE AL SE 2 O HH EAR T OBETEE) | BRE M TR
He, RHIEK, fEER MK &L, MRS L2 A9 585

9.1.4, 9.1.5 fthoo M AE/mBA| & FEEIZ, B RSB T A LA B19 OGO

AIREME A FERICEHEET D Z LT TE RN,
b RSV AR T AVA BI9 [ZERLTZGAE. B R2ULER A LA BI9 1X
IRFFER N OV O RIBFMIISICHEAN « HEFH L C 2N ZAET 5728, JRIMER
DPEEEDEILT B,
FRILERDMLAENFFMDS 120 H & B2, W0 IER—E & 1372 57208,
o R ASE B - SEIHIREOBE TIX, B MLAR T A LR BI9
DRGNP D720, BEREME RV BMNERDIBENLRH D,
Fio, WMk - RMMEEOBENR, & FVLART A VR BI9 (TG
L723A . RIERDFEMAEHE L T2 | RIS & 0 RN O RIMER A
B LTnDd & ZAICHREERE ZORTBRMII 4 5 EEN N 5 72
B, IRIMERDTE ST B M OB R EI TN A DI, FRgMEOR I 2 =
TIEND A,

LR >T, ZTNHOBFIITEEICEATLILERH D Z L bitdk

L7,

7B, ARHEBIXIHEAREERLSREEERS CFk 8 4 11 A 11 H

) IS 2 ToOmMEEBANC R STV D,
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9.5 1%
B0 AR L C W D RIREMED & 2 2 X, 1B OB EMEfEk
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E hLAR T A VA B19 OGO FREMEZ B E TR, Y L=5
BB RA~0EE (GE, BIEAKE, BRYEET) 232 5 algEERN
b5, [82 5]

(fi#sn)

AANTMAE S ERFTH D Z &6, MMoMmFESEEAl L FEICE F LR
A VA BI9 OGO BN SERICEET S Z L IFTE 220,
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DIEIER S 0 . ARIFERCRHIIE OTEB N A AR IRV YT D & BRI E
fAZFEY . DRI~ b > TORERENSBIKEZEZ L, #
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9.7.2 CIDP |2 BT 2 R TIL 18 L LOBEFEZXRLE LTI b,
18 FEAT D HBEF BT DK T — 21372 <. FRE R OV eV ISt
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N7 a7 ) HBEI O IV Tl AR ZEARAE DR B HE ST\ b,
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AST, ALT, Al-P, y-GTP, LDH ®O#F L\ EHE5 %14 5 Tt RERE £ |

B GAITNLo TREDPACKREIZZRNZ L2 MR T 2L L1, BHH 1‘9"3
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& EITEHIZE BB K ORI A i S B — )
(BRIFEH </ 0TY o lfE)
ARSI E TORIER BB (ENERA )

A4 E%ﬁ}%) #@(%ﬁ%)

(BB $5=25) (Mt 5. mI%=584)
&t 21 (84.0) 175 (0.300)
JRPT RS 20 (80.0) 160 (0.274)
Y i 1 ( 4.0) 1 (0.002)
& 2% 1 (4.0 1 (0.002)
FEEL 1 (4.0 1 (0.002)
RS 1 ( 4.0) 1 (0.002)
s 7y a7 v G 1 (4.0 1 (0.002)
FI5 1 (4.0 7 (0.012)
BT A 1 ( 4.0) 2 (0.003)
AL 1 ( 4.0) 1 (0.002)

* o EIEGHHIAGESE (MedDRA) FEAGE (PT) L 16 OHFEIZHE-S<

KRB E TORKMARERY R (ENERRR)

. " SEFIE (%)
BB A )
~~< b7 Uy MEfE 4 (16.0)
SRR M ER R A 4 (16.0)
AR = fiE 4 (16.0)
HAIR AR R = e 3 (12.0)
AST &1 2 (8.0
B ER = i 2 (8.0
7% I BRABA 2 (8.0
F ifn R v A 2 (8.0
ALT &fE 1 (4.0
TIT I ARAE 1 (4.0
TNT I UEE 1 (4.0
LDH & /& 1 (4.0
~ES 8 EUEE 1 ( 4.0)
U o SERAR A 1 (4.0
SEEIRIMER~E 7' 1 B AKAE 1 ( 4.0)
U HERAR A 1 ( 4.0)
TR PR A 1 ( 4.0)
R I ER i i 1 (4.0
Al-P {X A& 1 (4.0
Al-P B 1 ( 4.0
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(BMEREMREENT S RRAREROEFKEET OETIF (HHETORENE
bhTf=1BR))
GBI E CORIEMRBEIIE [EHEILRB IR ek GRRkze o)

SR 4 EW&(%) #ﬁ(%ﬁ%)
(R $=197) (& 5-ml%=9,778)
&t 58 (29.4) 133 (0.0136)
TS e
N NERR 20 (10.2) 27 (0.00276)
TENEAALDE 16 ( 8.1) 41 (0.00419)
HEATBALE TR 8 (4.1) 27 (0.00276)
HEAEBALAE 5 (2.5) 18 (0.00184)
BN BT 3 (1.5 3 (0.00031)
BT B 3 (1.5 3 (0.00031)
FEAFRAL P H 1. 2 (1.5) 2 (0.00020)
FENEBALZ 9 FERK 1 (0.5) 2 (0.00020)
FEA TR NE 1 (0.5) 6 (0.00061)
FEAERAL I SR H 1 (0.5) 1 (0.00010)
EAEBAZ H i 1 (0.5) 1 (0.00010)
SR 8 (4.1) 8 (0.00082)
S 8 e 3 (1.5 3 (0.00031)
i 3 (1.9 3 (0.00031)
a2 3 (15 3 (0.00031)
& O PEIE 3 (15 3 (0.00031)
AN 3 (1.5 4 (0.00041)
& I E 3 (1.5) 3 (0.00031)
il A 2 (1.0 3 (0.00031)

) EIESBH HGESE (MedDRA) Ver20.1 OFEAFE (PT) THEE

AEMA 3R B LT SOG§~T L, BB ORI 1.0%LL LOHER & ik

L g

2. ERRBRERRICRIFIZE
AFNZ T B B R DA TG (R GYE ORI AU DO EAYE
R D ERUA, BEPUAE) REERTREY, REROMTIZZN
LOFMEN—IFRIESND Z R HLHDT, BRZWIITEEZET
Do Fio, il HERORMERBGTI N 25K (BT A, H1B KUHL
D fiff) 1Z &V SRMEFMFEREHE O MEERBA (7 — 5 ZRER) (12
FHFTLLBH D,

()

xﬂﬁﬁﬁﬁufuy%ﬂféé*&#%%@ﬁm@@fﬁ%ﬂi%@ﬁé

MBI T D REHREN G SN TWA T2, 5%, —mrEICHURE M
RBEREERSH D, D=, BRI 6346 H 16 BAHEZEE 64 51 %%9%\
FoE L7,

F72. AFNCE N A RMERFLGUR IR 550K (BT
) kv, FRMERAFEREGURD MG FOBE (7 — o 2R ER)
ZENRDD,

BIE STV

A. 1 B KL U%L D #t
WZFWT 5



VI. £&%

(EALDEES) ICEHI SHIEH

11

BRALOIEE

14 BRLOFE
14.1 EXFREBFOIE

1411 EARMCERICKE L, SRR L%, BOWEEICR 72
W2 b,

14.1.2 fhdBK & OIRFITHRET D Z &)

14.1.3 RANIBEHL CTE 22T ECIERT &, £z, %
DOFERIT, MEBEROBZENRH DO THMAEHA LW &, RANX
AHE OHFHICAFE 2 E A TH Y, REAIZER LTV,

14.2 EFBRSEFOEE

14.2.1 REMXTIRERRD N HOEFMH LN &,

14.2.2 AFNIMEEB, KEREB, ERiiB, B AEE R THRET 52
Lo BERIS U TEEEFR S 0EZ B L, WEWHAITD 72
<& 5emifd L,

14.2.3 @, BHHEEORME rTRE/EHNRE U v URUTH) %
HnTHETHZ L,

14.2. 4 5 5&E
(1) FALH7= 0 OG-8, WA G TIE20mL LA & L, Lo

HCIRBEOREBION U TRK SOmL £ THET S Z LN TE S,
BeGHEE T, PIEIBEE- TR H 70 20mL/BELL T & L, BED
PRAEIZIS U TR SOmL/FRERE] & TlRA IZEIN 5 Z LN TE 5,
(2) EHBASDME SN TVWAD T, HERERKGHELTY , ¥
Ao G5 EEZ DT &,

14. 3 ERIZFEHFDIE

14.3.1 A NFEA B £ CHORS 28 CTRMERNCTRTT S 2 &,

14.3.2 DR BE; ToDIT, FAPSA T TR ATV IRRE TR
FTn2 &,

(fiias)
14.1.1 REEHICH T HEEFRE . ARFIOZEMERBRR RIS G LT,
14.12 BAITOEANFAITHY . /2, EARAIIRAZL AL LT
W=, FTEE LT,
14.1.3 BAEZOMETEGRO U A7 253720, fid Lz,
14.2.1 ESHIO i 7ok B FIH 2 Flfl L 7=,
14.2.2 REFGRIZ, EFEAORFTRICA B HILTWD DT, ZFEH
BT A EEFHATHE LT,
o« VEGFESALIZREES, AR, s SRR A3 LT B,
< AR R — AL~ D RAEESIT TRV 2 &, (FIE O ESEALIC
E, FEREALSOG S BEICHHL L TV A A, B THRILL TL 5k
WRH D, £, F—OLI KBRS 95 L fES %24 T 5 AR
H5b,)
- BEMEEZE LT, EHEMIT DR &S Sem B L,
C RIENEUEK L A, BEOH DL A, BRI L TS E D
ANOEFITRET D Z &
1423 AFOHBEEGITE L TIX, BHO ) ORI EER L, BEoLkEE
Wi U TR G 2845 2 &,
14.2.4
(1) AKRFN O FE R RBRIC IS EEFHEAL 5 72 0 OG-8 L OG-8 (2 B4
HIEEEEALHE LT,
(2) ARANOEERRBRIZ BN T, EHEANBEO A EF G A EWEIES T
ROHENTND Z 0D, EFHEMIG KT 25 R & LRl L7z,




. &% (EFRLOIESF) CETHEE

143.1, 1432 HEEBRFERIOFETOMREEHRICB T 2 EEFHE, AFOE
EPERBRRE BRI S X FE L,

12. Z0H0EE
(1) ERERERICESL HRIE STV
&R

(2) FERERRABRICED | REIN TV
fEER




X. SRERIRFBRICEII SIHE

1. EERB
(1) EHRBHER

(2) REMFEHER

Q) £ DfthDFEHER

R
(1) EEHE5HEHER

2) RERSHEHR

[VI. SEZhHEPRICRE T2 HE ] OHBR

M EA R E T 2

SERIBORIE  USLAE 0 M ONPEBR I BRI O S5/ IMIEE N e/ IMIEIZ BT 5 £ C
DOIFMNHKT B ARFN OB Z MG 5729, Bleeker & (1987) 0)75/£ 2z
U727 v FORBRZ I LTz, ARBRCix, £% 6~8 BB CTIRE 216~
303g D CD RMET » k24 Bl &, 1 BE4 UL 5 Bl 5 BRIy, 1gG &5 &
B 250mgkg OAK 2 vy b)) #AR—T AFIRNES Lz, SHHREE (4 #1)
TiE, AEPRAMR A RRICEK S Lz, RAIORBREZ, TTIRAITH S
Sandoglobulin® NF Liquid ? i & Lol L7=,

Sandoglobulin® NF Liquid Ti&, FHEIREIC Tl S 72 FEEE O T 23780
e VEBEERE G RBREDK) 70%), AFITIE, 22y hEbIZ, FA—
T ABNRNE G L P EEOMEMR TS B2, Sandoglobulin® NF
Liquid (2 X 2 MFEK T & FRETH -7,

MR L

ARENOBHEREIX, 7 v MREEGEERR Y of T, #EEG%ICHEHE S
N, PIEEGZICAFNICER L2 TIERD b T, R o B &1
1,000mg/kg ¥ T > 7=,

1) JAEZERR >
7 v NOHERERBR T, 200 X0 800mgkg DA E, 7~ MMZ 28 H
bR 0TG- Lic, AR Z KER THRE LT, 2EO BT R
Th, BHEUIFRLTRNE RREOLITBE I N2 o7, dayld
HEBRIE T D day28 £ Tl b IgG (2 B HUABEADNFRD BT,

2) 26 BMIIE K TG F R 25
AR OERREE G 2720, &58& 200 KO 1,000mgkg % SD %
Z> M1 H1EL, BHT26HEM (15 Bl&5%OEFHBRFEOBLE -
HEGTe) HTEEL, 612 4 HEOKRIEMIM 23200 BIEE D BRE L
7o XEREEOBWIITATAIR 2 G Uiz, SRS 25 Bl& VT
n‘T‘ﬁﬁ%TTO 776
ZORER, AFET v MIRE 26 HEREZRSG L TH, RRBREM T T
IHAE, BEHEL ORI AR LT, AREZEFTH -T2,
ARRBRCHZEINTZE(bE LT, &G TR CodfiEtE K OME MR
JEMEZ b, FHERE O —@ M, ARIMER T A —Z Db, mige Vv
t/%fwiﬁ i C O RSN E L, K OVEE C O PERIERI AL O B AIL
MO LT, ZHOOFTRIIM L TR G ER L b a5 & Tl
Th-ol,
KR TRO LN TRTOLEIE, Ty MIHREFREZAETHE R &
RO GHREEE LT 2 LI X D8, UIARANCE £ 29 - SOt TR
DT NORMERICHES LR RSN, AR CITEER&ITZ
NOOREDODICHETE T, BEMNEIIRGHETH D 1,000mgke
EtEZ LN,



X. SRERIRFBRICEII SIHE

Q) EfaFiEHER

@) HAREFER

(5) AIEFELEFMEHER

(6) BFTRIEMEER

MG R L

MR L

MER R L
(B IVIG T —#)
7w MEAWT, o7 aR—n® OMIRRT, IR, e, &
FEH, ORI G5B 2 20 L7 (5% 62.5, 125 KUY 250mg/kg)
Flo, v FEZ AV TRBEHORE K GRREZ Ew L7 (&B5 &
62.5, 125 KON 250mg/kg) . & DOFEF., T D OAFER A R CIX, iR
Sy, MBI EOBHAERICH L TEBIXA Lo T 2,
) o m R u®F 1985 S BATHIRS N TE Y, 2+ ORIF| 0 4 Fi 5k 4L w5k
Bk 3 B IE AR TORGRHFERICIRH L7z,
o7 m ARV 2019 48 3 AR BIZFAGAIER, 2020 4F 3 AR B I TROEHEE
2Nl T LTV 5,

Oz F 85 Rprligats 2>
AFNIHESL THIRENTWD SCIG LV by v " EBE 20%) 2FH
T 5, iz, AFIO pH (ZHEREAID pH6~7 & Ll L CTh$nIcmik
(pH4.8) THIAUL L TV D, ZiD ORAIREEN, RF % K N5 L
TG AR TR 2 R T IS0 E Tl T 5720, s REAICTH D
Beriglobin® P (IgG R 16%) &I V¥ % V- CRATHITLIERSR % 52
M L7z, MiE, CSL ~— VU 74 TR Th o oMt 1gG A (1eG R
FE 10%ANE) 12OV T HIRBRORER 21T o7, D ORANIAA & [F)
FROFIETHAUL S IVTWD D, Z RV EREN R > T D,
1 BEMERER 3 BilD 7 B0 il FIZ 0.5mL OAK%Z R —F 285 KKxf
IE2 T2 2.5mL/kg & Frficde G- L7z, b/ 2.5mL/kg (354720
bt MIXT 28O 1.25 S OHEICHY T2, MoOERIES FERICES L
2o XL LT, ABREERE R —8cEE Lz, Bk, 2o "78%
G L2WIRIER (-7 12 U > 250mmol/L, pH4.8) DBEREAZRTE L
7o —MCIRREDBILIIE G- HIZ 2 B, #EBRE #5496 FEf £ C 1 H 2 [A]
Tolz, ZDOBETEIR, ML OVREOREIC S L— K 0~4 {1
TR L 7=,
ZOFER, FBIEAUT 1gG IREE 10%RA LN L-7 v U Ui cidgE< . &£
BRI L RIRRE CTH -7z, AFIK O Beriglobin® P Ti, #EHMNIIZEERH
PR7R R DN D RS F COABENBIER STz, R—T A TG & TR
e HOMICIE. FTROBEERZEITRD SNRD o T, TR OSERE K O
FEISHRE D& N BIRFECBIE L, & X7 B O HEERAFR 75N
TRE STz, PRSI DWW TR E & BRI & O TEITA LI
T WEEAOREERR T RRE CHO EFIIBE I o T,

QFMRIN ., R IRJE P K OB IR 42 G- SR P fil ek g 2
AN 2GRN ERARE D & OSBRI G- L 723556 O R BT R IC S T
AP L7c, BRTTIE, 1 BERE 2 BIROME 1 Blo v ¥ %2 3 BT, v¥F
DA FITTIIAA 2 RN BIIRPN K ORI B el 5 L 7o, BT
(SIERTIR & U TR 2 AR OB G TG Lo, A4l (rbGE 1
[F4720 0.5mL) & 74 3 Gl BAEIRP X O8RS LG5
DRFTROE 2 B8 LTz R, M BEAL 02 B & i U CRAT G O &Y
K OERNCAERIINTERD b e o Tz,



X. SRERIRFBRICEII SIHE

(D Zothor%EM

AFKZ 79X 3 BICEARE G L=a, 5% 3 W H CHE AR/
ABEDNBIEZ SN2, day3 £C 261, XX day4 (1 61) (ZIFyEK LT,
Ptk 6 FEM B CHEEN S HEORENBIZINTN, 1~1.5 BRICH
Je Utz #RN. BIR)E PE M OSBRI $¢ 5- 7% IS BB B % 5- 1T B L 7=
ARAY S O BRAR A 7RO LT3R L nr o 7o,

PLEXY . KB OFEIRN K OERN R G TlE, BT AEILRIFCH
V. AR EHEE TEG CHKEA SN ZEE2EBET L L. IREREEK
HCH/oNREMEZ, FEShD BT,

ORI E, NG RO TS LB R amfilg e e 20

A% I =7 RN FANE G KO TG UZBEo /Tl
ZoWT, WATHRESN TWDE FEFHAGE e 7Y o H O
Beriglobin® & D EL#RIZ & 0 3FAl L 72

R =74 8 BlE, ARFIEEKR D Beriglobin®BEIZE Y Fi) 72, FBRICHW &
B0 5B T HEGIIRAMOERE GREDOT-DIZHRE L, KNS
ERANEGITRE G OLGEBE L TRE L, AFLKOXRYE
Beriglobin® D G- Z i L, ®E /v 7 ) L LCH—&THRE L
(ARAIPREE  200mg/mL, Beriglobin®J# £ : 160mg/mL), #5101 [A1& L,
Pt 3 HMBE L, 4 HBICERZITo 72,

—IRIEDBER T, AFIF 52 L D RATSIE, Beriglobin®f% 5-12 X %
PRSI K <EPIL TR Y | AREREORGHM &g LT, KT
A2 X DB GERNL OB E D> b O — B IE DO IEIE 3G ST, AHKI K
O Beriglobin®® Fe N & OV AN $ 5- Gl 512 B3 2 SR BT SO I X i
N mol,

JREAL AR O Tk, BN GEL T Beriglobin®F 512 B L 72 FT AL
VB ER 00 1= Je ONRHER P B S TR AEA L IS BRE ST, AN B 30T
T, AFEEICL D 26O RO MBUEE L, B L2/ Thd
& Beriglobin®# 5- X 0 & o mnole (KAIKRGET 4 Fid 4 1,
Beriglobin®& 5-#E T 4 il 2 GIICFT RV ), B2 FHRGEALTIE, K 2 Bk
O 1 BN A BT ARFIE G5BT 2 E DK T IE= 7 —F7 v 5y
R 2B E . AFI R OSBRI E R G\ L 2B SR>, ZORF
FUTREE NI, WO L TR EGHM TEISRBOONIFTATHDL Z &
5, BELITEZ ORI,

PLEXY | AERICEHMET 2 &, AHI &Y Beriglobin®# 5-1Z B4~ 5 2k
L TERY, WAORFIARMEIRIFCh o7,

BINANZBI 9 2 B

L-7u U i, BHNAKE AARERFICNE SN TEY ., BiEmky & LTl
HENTWs, L-7rl it @isBEL S0, £ M LT 1 B2
K& 8g £ TOEEM E LTofAFE FIRN&EL) Xbosbo0 (7
I LA ETE, REREETY) | WA e L COIXENERRRERO 1 A
RAKHETHD 1.74g (RAIZ 1 HEKHE 200mg/kg TG 254) Off
FEIBNE 2, MESMERRRER CIE, 1gG & L THeK 400mg/kg %38 1 B4 5 L
TEBY, ZOAETITL-Fu ) iF 58mgkg A SN T\, 2D, K
THREGHRBRAEED L-7 0 ) o OFMRER 2 £ Lz,



X. SRERIRFBRICEII SIHE

OH[A]# 5-F ek 5 2
L-7'm Y 2.0gkg % SD RMEZ » b 6 BIZHLEIE TG Lo R, 5%
DO—RREOEAITBE SN THCH S AN 2Tz, ZOREGETO
PRMIIRGFTH o1z, WOEIEEIT 20gke LV REWEHEI N
7oo 2.0g/kg % T 54% 15 43 Them MEFIREE 12mmol/L (K« ¢ 5-4i
D T70%) ICBIFE L, 0%k, ENL2EICER L, BE% 8T
iy L LR GRMEICR > 72,
L-7m VY 19gkg 297 v MIHBEIRZ TG Licha, &5% 15 45T
MEEF L ~UL3 15Smmol/L (2 Y . #54 4 BFETZ OBRE DR 16% 28
LT,
UEXEY | L-7ul rofmiETHREX, MOKRAT v FEREODHE
7 v ORI THENR LN o7, Ll DS OWREEE TS
D F BT MBS T2,

QB 5w 2

L-71 U > 290mg/kg % MR 10 510> SD & Z ~ M2 1 B 1A, 28 HRE&Z
THG Lz,

ZORER, KE, BHELORREOBIZECIIER T XEEBRD 5
iehnote, HRIRE, DEB O 5HA0I RABENGED v, L
BT IR SRS 7o 2 T, U o SRR & QMR 70 fe e
DEFXNBEINTN, ZROHOEE L-7a ) IRROEIRBTEICL D
BLEZOND,

TSRO BT R ORBBE NI o722 &L R OZORLE NI M- 72
ZEMnD, ARBRCOMREME R 290mg/ke & HEE ST,

7 v MO XD 28 HEEIRNER G EmERR T, km&kGEE LT
FNFEN 1,449mg/kg TR 4,350mg/kg 25 L7-73, WBRWEC X %
XD B o T,

Oz ENS, EmENEEITT v T 1,449mg/kg, A X T 4,350mg/kg & HEE
Ehie, 7 v o 28 HREFRIRN & G B R Tk, SARE OG-
THO L-7a ) v O miiiE FREx, #<T 3.1~41mmol/L, HT 2.2~
2.8mmol/lL Toh-o7-, —F. A XD 28 HRIENRAE 5 3B Tl
AR TOREGHETRO R IIEPIREX, T 12.3~14.5mmol/L. M T
11.1~12.8mmol/L T -7~

@HFEZ » b OB 2
AFNT/NIC O EEREH S D 2 &, FoaRKim TS S o3
FAERT v bomEmT ) VIEE TV TR & O R L2 A L% R
B HEENBD LN ERREINTNDLZ LG, 157y &2
W, e EME O (Irwin 3U5R) KUY Morris 7KK FREABR C L-
Tr ool (kK40gke) HH5ICEDEEBEEZRTF L,
L-7a ) raHERT7y MZA#% 9 B0 13 BET L B 1 E, XFAk#E
9, 16 XU 23 H HICHIBRAUIZ K T#H 5 L T artEmfk Bk oE 38 &
NWiginolz, £lo, L-7m ) v E2EGLIEINOOHAENRT v N THEE 54
H7226 71 HOMIZ, Morris KK KRR C 8 M & 940 L 72/ R, &
RO 2EMY TS MEEEE (Reference memory) DOEGICKII L, S MRLE
M OVWEEGLIE (Working memory) OfffE CRAFRGEEZ R LT, WThud
BippEETHLRREEEOES, SEEEXIIEELEBICHT 2 ADOEE
RO Lo Tz,
L7eRo T, A% 3 BXUEL S HOFAERT » M2 L-7'm U & 1.5~2.0g/kg
Z 1 H 2 [\ G L THMREIEE~DOZZEITRD STz,




X. SRERIRFBRICEII SIHE

@B {ratERER >

w8 (L-7m Vv 120mmol/L, ==2F T IR, LA YRrATV) &
K 500uL/plate ®HET (L-7'1 U O EH®E 6,970ug/plate) . A
F 7 A TA98, TA100. TA1535, TA1537 K OF TA102 %A\, T v MF
S9 RANEMEALRAFAE T R OIEAFAE T CHERIFRERE R AR Z LR L=, £D
R, L-7r ) ONWTRORETCHERAR a0 =—HOBINIRD &
Nl hho iz,

In vitro YO R B FRBR T, L-7"' 0 U Ok iR E 15mmol/L T, S9 171E
T CHIREEE 31% L, S9 FEAEAE F CRfaEIE 17% 3 Uk 3
RO LI, T 8 (L-7 v U v OfEEE © 15mmol/L) IV -Fhvd
RETYH, CHO MIIZT » MITF S9 1F(E F R OFEFFAE T CHeBR e % 512
B L 7= et (R E 2355 L s o 7,

~ U AR T, S 8 (L-7u ) o5& 69, 138 KO
276mg/kg) % 1 & CD-1 %Mt~ 2 8 G2 1 H 1 [8], 5 HFE RN
U7z, Bt b 24 Wel B B OB #f A2 B0 L C 2 9uEaR 2R ER & 152
L7,

ZORER, L-7a ) 3, ER5ETHD 276mgkg 25 L~ T AD
B YRR I EFBRT D 2 ENR< ., L-7 1 ) Uid/MER B
B LN,

OEFH A TR 20

L-7'v Ot - JRRFEAEIZET 2 iR 558k Tl IR 6~17 HD
Zv R 25BN L-7u ) &k iE 1,449mg/kg £ T, 1 B 1 [Al, ERHRANERE
5L, GRS REM O FYUIB 21T > 7=,

FORER., TR A O - lBIRBAEICEEBIIA LN -T2, Lizho
T, HEERENY) O —fBOIRRE K OVR « RE R A ~D BT BT 2 BAEH & 1T
TN 1,449mgkg EHEE Iz, L-70 U v EEE LU IEIREM OATHR 6
ALY 17 BIZHEGE &7z s MG TR E O, £ 274 3.53mmol/L
M 2.57mmol/L TH o717,




X. BEEMFEICEHYT SEE

1. REAXS

2. AR

3. AENRETOME

4. BFEWLWEDITE

5. BERITEM

BIH) A B R T®20%F FiE 1g/5mL
NAEL R T®20% % T 2g/10mL
NA B N T®20%F T 4g/20mL
FrE A h kB, R
) FE-ERMEONGEICIVERTLZ L
BRIy - N a7 ) > G
AW REC Y

HEH 25 30 A

R 28T C 2~25°C TIRAE

20. L EDEE

20. 1 SHBHEMRITIEDE L TRFT D 2 &,

20. 2 AANTFFEAEM BRGNS T 0 2 &b AFl 25 3UT0T5
LieHmaid, Edms (RoE4) ., ToREERS (ny FES), &S5
XATATT Lo B &G UIAT; =T - BEF O K4 EFTE &Rk
L. ARG EH 20 FRRAFET D 2 &

cHERHFEAZORE] FRIR., A TIVE) 12OV TE, MRENFELTVWD
TIREMEDN & D OO TRRYLPEFEZEY & LTl S = &, 7272 L. Afdi Fj oo S5
X, FERGMEREEEY & LR D Z &,

BEMEERLTA R HY

<FTHDOLEY : HY

Z OO BE T EM

BhHE~v=a 7V VY U URTRME, a7 ) REE ST % CIDP
BE I~ BERGE

Dbk TT. 4, @EMAICE L CEmT &Rt oHESR

A B b TR R - R (RRME) - CSL EIRBIfRE ¥ 1 b
https://csl-info.com/pid_hcp/hizentra/

CSL X—VY 7 ® CIDP {GH#%E- CSL EFREARE 1k
https://csl-info.com Z:FR

Ay 5
pH4 MLBIEHE ASEHE 7 7 7 )

FEAIE S

pH4 LB NSz /a7 )

RV ZF L7 ) a—VIEAGE T a7 ) v
LR = F Lo 7 ) a— VI AGE a7 ) v
HIE ANV NGE 7 a7 )

RIS A A AW IR VB NS 7 7 )

LR SNV 5 YN F =3 = Sl IV



X. BEEMFEICEHYT SEE

7.

8.

10.

11.

12.

EfREEFAE

BLERFTARREAR
RUERRES. il
HEERHFAH.
AR5ERARE R B

. PhEEXIEZHRE M.

BERUVREZLZHE
EBNENERBER
(X ZOLILES

BEERR. BFHE
BRRAKRFABRUY
ZOANE

BEEYRM

RELRHIRIC
M9 515

201043 H 4 H CKEIZI T 2 KBS

. REIR T S EAMFUE | SCBRAA

R FEA A PR IWHAEAR | AR

AT FT®20%
T 1g/SmL 22500AMX01830000
NAEL FT®20% 2013 4 2014 4
e L 2g/10mL 20134£9 A 27 H | 22500AMX01831000 HA198 | 1A30H
AT FT®20%
$FIE 4g/20mL 22500AMX01832000

BIMAEAH 201943 H 26 H
€D EREIESEN)!

& E IS M A 22 FEARAFAR R O IEBEREAR T OMEITIIH] (B RN O dsE
DBD HNT-HE)
(iR O &EZ T EMN]

(12 P S iE PR LR ME 22 FEARAP AR 2 D BN BEAR T O HETTINH] (A5 MK T ok
ERRO LNTHGE))

WE, A ARZEZ a7 G L LT 1 #HEY 200mg (ImL) /kg
REZ 1 BXITEEET 2 2 B THEIL TR TR 208, BEOREIOR
T, %K 400mg (2mL) /kg KENLHREGEZBBTHIZ L TE D,
B, HEFFH BT 200~400mg/kg /A H Tl EHIT 5.

BAMEAH 202346 H 26 H

[HEROCHEETEM]

(BEIEH v~ 7 a7 U iffE)

W, AR/ a7 G ELT50~200mg (0.25~1mL) /kg KEZHE 1
BTG5, 2 BEIC 1 EEREGT25512E, 1 EHZY OHED 2 £%
& (100~400mg (0.5~2mL) /kg AHE) #& F&E5T5, b, BEOR
REICIS U T, 1 LT 2 #lH7- 0 oG8 K OG- B0 0w T
5

o

AR BAYA

IR o~ a7 S ME

84F (2013459 A 27 H~2021 49 H 26 H)

181 2 S M I P 22 FEAR AR 6 DSBS REAR T O HEATHNH] (AH /MK T ot
NRDLNT-HE) -

44 (201943 H 26 H~2023 43 A 25 H)

AFKN, EFHLRI M O AR OV L I LS X AR B K E A E D
LY CERK 18 FEATEHE SRE 107 &) O—#A b L7z Yk
20 FIEAE R ERE 97 5 CFEEK 20 45 3 A 19 BAH) o TSR EIR
DET BTV DEIS ) ITIFEEYS LR,



X. BEEMFEICEHYT SEE

13. FEa—F A S 1131 2 355 HOT L N
H 554 SHEATG S M R a— R (13 #7) WURS 27 I
EEMa— R | (YI=—F) el a—F

2 S5®90)9,
AT R T02% 6343439A1024 | 6343439A1024 | 1228809010101 622288001

BT 1g/5mL
AL B T®20%
- 43439A202 43439A202 122881
&T‘BEZg/IOmL 6343439A2020 | 6343439A2020 8816010101 622288101
AL R T®20%
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For subcutaneous injection (Vials):
1g/5mL, 2g/10mL, 4g/20mL,
10g/50mL

For subcutaneous injection (Pre-filled
syringes): 1g/5mL, 2g/10mL, 4g/20mL

For subcutaneous infusion (Vials):
1g/5mL, 2g/10mL, 4g/20mL,
10g/50mL

Subcutaneous infusion (Pre-filled
syringes): 1g/5mL, 2g/10mL,
4g/20mL

BRES
EIES

Therapeutic indications

Replacement therapy in adults, children

and adolescents (0-18 years) in:

— Primary immunodeficiency
syndromes with impaired antibody
production.

— Secondary immunodeficiencies (SID)
in patients who suffer from severe or
recurrent infections, ineffective
antimicrobial treatment and either
proven specific antibody failure
(PSAF)* or serum IgG level of <4 g/1.

*PSAF = failure to mount at least a 2-
fold rise in IgG antibody titre to
pneumococcal polysaccharide and
polypeptide antigen vaccines.

Immunomodulatory therapy in adults,

children and adolescents (0-18 years):

— Hizentra is indicated for the
treatment of patients with chronic
inflammatory demyelinating
polyneuropathy (CIDP) as
maintenance therapy after
stabilization with IVIg.

INDICATIONS AND USAGE
HIZENTRA is an Immune Globulin
Subcutaneous (Human) (IGSC), 20%
Liquid indicated for the treatment of:

* Primary immunodeficiency(PI) in
adults and pediatric patients 2 years of
age and older.

» Maintenance therapy in adults with
chronic inflammatory demyelinating
polyneuropathy(CIDP).
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FVER Y | Posology Dose
o Adults and children (0-18 years) PI

Before switching to HIZENTRA,
obtain the patient’s serum IgG trough
level to guide subsequent dose
adjustments.
route. » Weekly: Start HIZENTRA 1 week
after last Inmune Globulin
Intravenous (Human) (IGIV) infusion.
Initial weekly dose =

Replacement therapy
The medicinal product should be
administered via the subcutaneous

In replacement therapy the dose may
need to be individualised for each
patient dependent on the clinical
response and serum IgG trough levels. Previous IGIV dose (in grams)

The following dose regimens are given | No. of weeks between IGIV doses
as a guideline.

x 1.37

* Biweekly(every 2 weeks): Start

The dose regimen should achieve a HIZENTRA 1 or 2 weeks after the
trough IgG level (measured before the last IGIV infusion or 1 week after the
next infusion) of at least 6 g/l or within | last weekly IGSC infusion.

the normal reference range for the Administer twice the calculated
population age. A loading dose of at weekly dose.

least 0.2 to 0.5 g/kg (1.0 to 2.5 ml/kg) | * Frequent dosing (2 to 7 times per
body weight may be required. This week): Start HIZENTRA 1 week after
may need to be divided over several the last IGIV or IGSC infusion.

days. After steady state IgG levels have | Divide the calculated weekly dose by
been attained, maintenance doses are the desired number of times per week.

administered at repeated intervals to * Adjust the dose based on clinical
reach a cumulative monthly dose of the | response and serum IgG trough levels.
order of 0.4 to 0.8 g/kg (2.0 to 4.0
ml/kg) body weight. Each single dose
may need to be injected at different
anatomic sites.

CIDP

* Initiate therapy with HIZENTRA 1
week after the last IGIV infusion.

* Recommended subcutaneous dose is

Trough levels should be measured and | 0.2 g/kg (1 mL/kg) body weight per

assessed in conjunction with the week.

patient’s clinical response. Depending

on the clinical response (e.g. infection

rate), adjustment of the dose and/or the

dose interval may be considered in

order to aim for higher trough levels.

- In the clinical study after
transitioning from IGIV to
HIZENTRA, a dose of 0.4 g/kg (2
mL/kg) body weight per week was
also safe and effective to prevent

Immunomodulatory therapy in CIDP CIDP relapse.

The therapy with Hizentra is initiated 1

week after the last [VIg infusion. The

recommended subcutaneous dose is 0.2

to 0.4 g/kg body weight per week

administered in 1 or 2 sessions over 1

or 2 consecutive days. The initial

subcutaneous dose may be a 1:1

conversion from the previous IVIG

dose (calculated as weekly dose).

Example a 1g/kg IVIG dose given

every 3 weeks would convert into a

0.33g/kg weekly Hizentra dose. The

weekly dose can be divided into
smaller doses and administered by
desired number of times per week. For | Administration

dosing every two weeks, double the * PI: Administer at regular intervals

weekly Hizentra dose. from daily up to every 2 weeks.

* CIDP: Administer weekly.

« Infusion sites — Up to 8 infusion sites
are allowed simultaneously, with at
least 2 inches between sites.

« If CIDP symptoms worsen, on 0.2
g/kg (1 mL/kg) body weight per
week, consider increasing the
HIZENTRA dose from 0.2 g/kg to 0.4
g/kg body weight per week.

- If CIDP symptoms worsen on 0.4
g/kg body weight per week,
consider re-initiating therapy with
IGIV, while discontinuing
HIZENTRA.

* Monitor patient’s clinical response
and adjust duration of therapy based
on patient need.

The dose may need to be adapted to
achieve the desired clinical response.
Patient’s individual clinical response
should be the primary consideration in
dose adjustment. In case of clinical
deterioration the dose may be increased
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to the recommended maximum of
0.4g/kg weekly dose.

Hizentra maintenance therapy in CIDP
has not been studied for periods longer
than 18 months.

Individualize the duration of any
treatment beyond 18 months based
upon the patient’s response and
demonstrated need for continued
therapy.

Efficacy of Hizentra has been
demonstrated over placebo after
switching from intravenous
immunoglobulins (IVIG). Direct
comparative data for Hizentra versus
IVIG are not available.

Paediatric population

The posology in children and
adolescents (0-18 years) is not different
to that of adults as the posology for
each indication is given by body weight
and adjusted to the clinical outcome in
replacement therapy indications.

Hizentra was evaluated in 68 paediatric
subjects with PID aged 2 to <12 years
and in 57 adolescents aged 12 to <18
years. No paediatric-specific dose
requirements were necessary to achieve
the desired serum IgG levels. Hizentra
has not been evaluated in clinical
studies in paediatric patients with CIDP
who are under the age of 18.

Elderly

As the dose is given by body weight
and adjusted to the clinical outcome of
the above mentioned conditions, the
dose in elderly is not considered to be
different from that in subjects 18 to 65
years of age.

In clinical studies Hizentra was
evaluated in 13 subjects with PID >65
years of age and no specific dose
adjustments were necessary to achieve
the desired serum IgG levels.

In clinical studies Hizentra was
evaluated in 61 subjects with CIDP >65
years of age and no specific dose
adjustments were necessary to achieve
the desired clinical outcome.

Method of administration
For subcutaneous use only.

Home-treatment

Subcutaneous infusion for home
treatment must be initiated and
monitored by a healthcare professional
experienced in the guidance of patients
for home treatment. The healthcare
professional must select the appropriate
way of infusion (device-assisted or

Administration in PI
Infusion . | 1% Infusion Subse.quent
Parameters Infusions
Volume
(mLJsite) <13 <25
Rate
(mL/hrssite) | =1 <25
*As tolerated
Administration in CIDP
Infusion 1% Infusion Subsequent
Parameters” Infusions
Volume

< <
(mL/site) <20 =30
Rate

< <
(mL/hr/site) =20 =50

*As tolerated
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manual push infusion), based on
patient's individual medical situation
and preferences. Infusion devices
appropriate for subcutaneous
administration of immunoglobulins can
be used. The patient or a caregiver
must be instructed and trained in the
use of infusion devices, the keeping of
treatment diary, recognition of and
measures to be taken in case of severe
adverse reactions.

Hizentra may be infused into sites such
as abdomen, thigh, upper arm, and / or
lateral hip.

More than one infusion device can be
used simultaneously. The amount of
product infused into a particular site
may vary. In infants and children,
infusion site may be changed every 5-
15 ml. In adults doses may be given up
to 50 ml/site. There is no limit to the
number of infusion sites. Infusion sites
should be at least 5 cm apart.

Infusion rate
Hizentra can be infused using:

« an infusion device, or
* by manual push with a syringe.

The recommended initial infusion rate
depends on the individual patient’s
needs.

Device-assisted infusion

The initial infusion rate should not
exceed 20 ml/hour/site.

If well-tolerated, the infusion rate can
then gradually be increased to 35
ml/hour/site for the subsequent two
infusions. Thereafter, if the patient
tolerates the initial infusions at the full
dose per site and maximum rate, an
increase in the infusion rate of
successive infusions may be considered
at the discretion of the patient and
based on the healthcare professionals’
judgement.

Manual push infusion

The recommended initial infusion rate
should not exceed 0.5 ml/min/site (30
ml/hour/site).

If well-tolerated, the infusion rate can
be increased up to 2.0 ml/min/site(120
ml/hour/site). Thereafter, if the patient
tolerates the initial infusions at the full
dose per site and maximum rate, an
increase in the infusion rate of
successive infusions may be considered
at the discretion of the patient and
based on the healthcare professionals’
judgement.A 24 or larger (i.e. lower
gauge number) needle gauge may be
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required to allow patients to infuse at
higher flow rates. Using smaller
needles (i.e. higher gauge number) may
make it more difficult to manually push
Hizentra. Only one infusion site per
syringe can be infused. If
administration with an additional
Hizentra syringe is required, a new
sterile injection needle should be used
and the infusion site changed.

(202241 A) (2021 44 A)

AFIZBT DEFIRIDO 195 ) OHEOFLIHIZLLTO LB THY, XK
[E K% OV EU DR SCE L TR 5,

9.5 Ikt

B0 SXAENR LTV D ATREMED & 5 £etElziE, 1RIE ORI fali it %
EED W SN DEARICORELGTHZ L, AFlOELIZLY e hoUL
R AINVA B9 OGO FREMEZ B E TE RV, G L72G a3k R~
DOREE (FREE, FRUIKIE, MWL) M D alseEnd 5, (8.2 &)

Hi FLHINA
KIEGATSCE | Pregnancy
(2021474 H) )
Risk Summary

No human data are available to indicate the presence or absence of drug-
associated risk. Animal reproduction studies have not been conducted
with HIZENTRA. It is not known whether HIZENTRA can cause fetal
harm when administered to a pregnant woman or can affect
reproduction capacity. Immune globulins cross the placenta from
maternal circulation increasingly after 30 weeks of gestation.
HIZENTRA should be given to pregnant women only if clearly needed.
In the U.S. general population, the estimated background risk of major
birth defects and miscarriage in clinically recognized pregnancies is 2-
4% and 15- 20%, respectively.

Lactation

Risk Summary

No human data are available to indicate the presence or absence of drug-
associated risk. The developmental and health benefits of breastfeeding
should be considered along with the mother’s clinical need for
HIZENTRA and any potential adverse effects on the breastfed infant
from HIZENTRA or from the underlying maternal condition.




Xi. 2EE&H

M FLHIAA
EUAM CE Fertility, pregnancy and lactation
(20224£11)

Pregnancy

Data from prospective clinical trials on the use of human normal
immunoglobulin in pregnant women is limited. Therefore, Hizentra
should only be given with caution to pregnant women. Clinical
experience with immunoglobulins suggests that no harmful effects on
the course of pregnancy, or on the foetus or the neonate are to be
expected.

Continued treatment of the pregnant woman ensures a passive immunity
for the neonate.

Breast-feeding

Data from prospective clinical trials on the use of human normal
immunoglobulin in breast feeding women is limited. Therefore,
Hizentra should only be given with caution to breast-feeding mothers.
Clinical experience with immunoglobulins suggests however that no
harmful effects on the neonate are to be expected. Immunoglobulins are
excreted into the milk and may contribute to the transfer of protective
antibodies to the neonate.

Fertility
Clinical experience with immunoglobulins suggests that no harmful
effects on fertility are to be expected.
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9.7.2 18 AT O BE IXFHRRBR IR STV 5,

aa:iiA FLEHAE
KEWHTCE | Pediatric Use
(2021454 1)

Treatment of Primary Immunodeficiency
Clinical Studies (Weekly Dosing)

The safety and effectiveness of weekly HIZENTRA have been
established in the pediatric age groups 2 to 16. HIZENTRA was
evaluated in 10 pediatric subjects with PI (3 children and 7 adolescents)
in a study conducted in the U.S. and in 23 pediatric subjects with PI (18
children and 5 adolescents) in Europe. There were no differences in the
pharmacokinetics, safety and efficacy profiles as compared with adult
subjects. No pediatric-specific dose requirements were necessary to
achieve the desired serum IgG levels.

Pharmacokinetic Modeling and Simulation (Biweekly or more Frequent
Dosing)

The biweekly (every 2 weeks) or more frequent dosing (2 to 7 times per
week) regimens, developed from population PK-based modeling and
simulation, included 57 pediatric subjects (32 from HIZENTRA clinical
studies). HIZENTRA dosing is adjusted to body weight. No pediatric-
specific dose requirements are necessary for these regimens.

Safety and effectiveness of HIZENTRA in pediatric patients below the
age of 2 have not been established.

Treatment of Chronic Inflammatory Demyelinating Polyneuropathy
The safety and effectiveness of HIZENTRA have not been established
in patients with CIDP who are under the age of 18.
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(202241 1) Paediatric population

The posology in children and adolescents (0-18 years) is not different to
that of adults as the posology for each indication is given by body
weight and adjusted to the clinical outcome in replacement therapy
indications. Hizentra was evaluated in 68 paediatric subjects with PID
aged 2 to <12 years and in 57 adolescentsaged 12 to <18 years. No
paediatric-specific dose requirements were necessary to achieve the
desired serum IgG levels. Hizentra has not been evaluated in clinical
studies in paediatric patients with CIDP who are under the age of 18.

Special warnings and precautions for use

Paediatric population
The same warnings and precautions apply to the paediatric population.

Interactions with other medicinal products and other forms of
interaction

Paediatric population
The same interactions may occur in the paediatric population.

Undesirable effects

Paediatric population

Clinical trials with Hizentra showed a similar overall safety profile in
paediatric and adult patients with PID.

Hizentra was not evaluated in clinical studies in paediatric patients with
CIDP who were under the age of 18.

Pharmacodynamic properties

Paediatric population

The safety and effectiveness of Hizentra have been established in
paediatric subjects 2 to 18 years of age. Hizentra was evaluated in 68
paediatric subjects with PID 2 to <12 years of age and in 57 paediatric
subjects 12 to <18 years of age. There were no differences in the
pharmacokinetics, safety and efficacy profiles as compared with adult
subjects. No paediatric-specific dose adjustments were necessary to
achieve the desired serum IgG levels. No differences were seen in the
pharmacodynamic properties between adult and paediatric study
patients with PID. Hizentra has not been evaluated in clinical studies in
paediatric patients with CIDP who are under the age of 18.

Pharmacokinetic properties
PID

Paediatric population
No differences were seen in the pharmacokinetic parameters between
adult and paediatric PID study patients.

CIDP

Paediatric population
Hizentra has not been evaluated in clinical studies in paediatric patients
with CIDP who are under the age of 18.
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