FEREE

Rk 22 %4 H 14 H
MSTATBOE N 30 = R R O hens

HRFRHIGE D & o 72 FREDESRATAR D R A R O CTORARIRIL, LT D LBY TH 2,

[k 52 4]
[— & 4]
[H G A 40
[HFHEEA A ]
(A - & &
[ & X 47
(%% 72 & IH]

(AN ]

%a

77~ Ji— NERHEH 2.59

WEfiA A R HARHIR LR N S 7 a7 )

N A E— RSt

Wk 20 4F-8 H 8 H

1A T, A7 17 ) 2 G 2500mg & & A 5 A RS
BRI ESRS (6) B HRER

[ R AME F AR 2 B A E IR OB OWT ) CERR 1142 A 1 BfY
W 4 5 B ONESEFRE 104 5 JEAEA R R BOR bt 28 B RS = B AR Sl 0 B OV =
LSRG R R EE) (2D HEE

AW R



FERR

Rk 22 %4 H 14 H

[k 72 4] = I — NEFEH 2.59

[— & 4] RO A A SZHRIR AL BN 7 m 7Y
[F & & 4] N A Z—RRA &4

[HEEFEA A ] Rk 2048 H 8 H

(% & M R

R SNTEERN S | AEROEGNCEES o~ 7v 7 ) CMUEIS T 5 HEE L - HEOFRMMEITR
S, BOLNIEARIT 4 v P EEE A D & RAEMETFIATRE L HIET 5,

LLE, BRGSO I3 1T 2 FAORR, AAOEL NS >~ 7 v 7 ) o MIE %
DRNEE « HIFIZHOWTIE, U TFOME - HETHAR L TE LI AW &l Lz,

[ - HE] (PRSI EERSY)
AH 2500mg % UstT D B RS HEF K 50mL (ZE R L. S sE ST EEE
45, HERTETAEAIE. MO TERIZITY 2 &,

AR NI L~ Ve T Y U E
HWE, 1EAGE a7 ) > G & LT 200~600mg (4~12mL) /kg {AH % 3~
4 [ C AR R X EEEE T 5, Zeds, B OREEIZIS U Cl E s
o

- BYERMEIC BT A AYE L DA
W, RACR LTI, 1 [E 2500~5000mg (50~100mL) %, /NEICHk LT
1. 118]50~150mg (1~3mL) /kg AEZFEHT 5,
2B, ERIC XV EE T S,




EERE (O

Rk 223 7 1 H

I. FEEME

[k 72 4] o~ F— NEREH 2.5¢9

[— & 4] B A A A IR AL A s e 7 )

[H 35 & 4] NG AR —FR SR

[HEEHH B PRk 20428 H 8 H

(A - & & 1AL TR ANfE 7 07 ) v G 2500mg % & A 9 % IR AR 5 A

[FEERERNEE - 2hR] 1 EARDWCES v~ a7 ) viffE
2. HIERBYYEIZRBT D PUEWE & OOFH
[HFERE AL - & (FRRITA EIZEEESY)
AFKl 2500mg A IRAT O H ARSI S K 50mL 28 ME L, s UL E R
FET 5, BEFET 2551, MO TRRICITY 2 &,
ARV o~ 2 e T CE
HWE., 1EAGEZ a7 ) G L LT 200~600mg (4~12mL) /kg {AH % 3~
4 R T AU X EESEEE T 5, el RIS UGl a5,
- RS I B D AEYE L OO
WE . RRAICKR LTI, 1 [\l 2500~5000mg (50~100mL) % . /NEICK LT
1. 1[8]150~150mg (1~3mL) /kg KEZHEHT 5,
2B, ERIC XV EE T S,

0. #H SN EE O R O TEREAERGERESGEHEE CIT. T8 ) TR 2%EE
DR
1. BRI R OBRE R O EIC KT 56 RIS B4 58k

W= — REREM 2.59 (PRI B TR A 4 2 BB BN a7 U > 1) (BAF,
[AAI ) 1%, KE FFxX/ —/Ltt (31 Baxter Healthcare Corporation) (2 2 ¥ Bi% & 41, Cohn OKiE—
X ) —NVAEE TR E a7 ) v G (LUF, TIgG) ) Wiy % A A 23l L CiliE S b
IEMITE R TR OFE A% 7 17 U > (intravenous immunoglobulin, LR, TIVIG) ) HHITH
D ARHTIT 1985 FT F T~ —BRAS . (B 27—l 2WRKRE G LT,

K- ~rna7 ) SR, FUREANREZRR & L2l 19G BT & Fpke & 3 2 i
RERETH Y . GGt FUERYE, BRYYE DR L - BIE, HFREY, BWELRME T2, WK
IZE 0 XE#Em Y v~ v ) vffiE (X-linked agammaglobulinemia, LA T, [XLA] ) SCEIEHEHAR
% R4JiE  (severe combined immunodeficiency, LT, [SCID) ) 25 DJFEMERE R 2SE (primary
immunodeficiency, LA, [PIDJ ) &, HUAREAARRZ M BEHEEECEARHEEBIE, x 70—+
FEBRE, & MR E T A LA (LU, THIV])) BYYE, IR K D% N 20E (secondary
immunodeficiency, LA, [SID] ) IZKAIEND,

IVIGRLANIL - A v~ a7 ) VERFEIEK E LC 1980 4FR LV A< H SN CTE =, AMITH
JOIE - | o~ n 7 ) CMES T D IVIGRIAIOBEARR ML « F&EE, A L Tid 2,500~
5,000mg. /NI LTl 50~150mg/kg X 1% 100~150mg/kg T % 1, —J5. MBSO H A K51 > Tl
A FARICRA . NEORERIEA < . KETIE 200~600mg/kg/3~4 8 (CTD5.4.28) . FMITit 200~
800mg/kg/H & L. 1iEIgG k7 7l (AR G- OF G- ERTOMIEIgGMHE) % 600mg/dLLL EICHERFT 5
FOHEEES LTV D (CTD5.4.29-1 K 115.4.29-2) . AFRTIE, ITEDIVIGHIEDE KIZ LV | JERYYIERE

LRk = 2 a7 v —IH 33 b S RO B _= 2 — 1 —=F ¥ 7 |% 100~150mg/kg, & DA DA% 50~150mg/kg,

3



AR AR L, RACET DEENEIML TV H0, BAROME ((KE 50kgd B4 T 50
~100mg/kgiZAHY) TIEMfR, & KIEHRIESOBMEMEER, KETH2HERS, BYYEOa > ha—
VIR TES (CTD5.4.7) . RIS ME SIS R AE R4 D A FEEE) 12 & 5 32REFHE (2006
7 AEN) HICBWTH, RS TIEZ L OBE THCKO HIE-HEZ2 2B IR G EBRE SN T
WS EW ) EENFHEER STV,

PLEORIL A B E 2, 200546 A 30 HICERHFFETH D IS0 b, 200641 A 7 HICH
ANRRYGEZFLE NS AL - B o~ 707 ) IEIC 5 B R ICAR 5 B E )N EA B KR sd
ZENZENRE SN, Zhazid, KRBT D IVIGERFI o fLEREEE 6 1t RSt x v =2,
W FRYE MBS MM REIERTZET. AR, BAGR 9k, CSLR— U o kRt 2RO
7 A B — R th) ROWRGEES 11l GFAT7 7 —~iRath) T LofR, K- By ~ra >
U UIMAEZ %D Ak - R % [200~600mg/kg, 3~4 @M &322 SIXEFLREEAMTHD L
LT, THEISAMERICIR D ERAEE S OB OWT]  CERR 11452 A 1 BAFE 4 B R OEK
FH 104 B, JEAEAREEECR RV IR A R m an  NE R e R RS A ) (AR, [
JANEAE ) ISR & BB A R TS 2 & BUEHGEES 6 th b TN ENRHFEN T
77

AR—EREFAGRAGEIL. FHEIHRELILOTHY . [WEIZET &R KO TIERERICBE T 2 &R
S LR AN GAVAYAN

2. BRICET 288
(i) EWERFRBRK CBEEY 50T EOBE
AR E R HEAGRHEHICER U, BRI H S Ty,

(ii) ERARIREABROBE
AR —ERAFAGRHFEICER L, B @RI ShTuieuny,

(iii) AR OCZEMRBRGEOHE

< I BB OS>

A—IRETAGEHGEICES L, Bz RERREBRIISE/m ST, BRSO T A KT A > ROVEERREE 6 7%
(CTD5.4.26~5.4.31) . #Fl&E 8% (CTD5.4.43~5.4.49 K1} 5.451) . #3i 7 # (CTD5.4.19~5.4.25) .
JRFE MR AN RIERREIC BT 2 A sE 5 1 # (CTD5.4.25) . [ENTO IVIG i HFEREHAE 4 #
(CTD5.4.15, 5.450, 5.4.52 }¢1*5.453) | /AFCHk 21 #t (CTD5.4.2~5.4.14, 5.4.16~5.4.18, 5.4.60~
5.4.64) KOHFEINZ 6 A (LT, THEERA) ) ORWEHORIURIUCEE T 2 & BN B &k &
LTSN, BTSN EEZHER LT ETEOMEL LITFICEEHR Lz,

(1) #HEINfEx DSEEE
1) ERNADTA RT4 v ROIRERES
O BA: THFHOZW L IREES 55 3R (BRIERIFE S BURSIEHRR, 2005) | (CTD5.4.26)
PIDICLAIK S~ 7 a7 U UETIE, IVIG BUANC X A MFIRIENRAIR TH 5, K LIk
JEE DG OHE DT AP I, #ERPUEWEIRFIC A, 3 196 ~ 7 7fE% 400mg/dL UL ki
HEFF+2 2 LV E U<, 3~4ffIC 400mglkg Z 4% 59 5.

© BA: TEpiERt 2 — JRIEERERSIEGRRE 2 - nEEE HP (ERiEmt 2 —) |
(http://iwww.nanbyou.or.jp/sikkan/031_i.htm#1) (CTD5.4.27)

2 SEERGEIRGE A, e, SMEREIKEEEUEE 1T CSL Behring AG TH 5,

4



PID ICLDIK -~ a7 ) VfEE 2T 58551, IVIG BANZ L 2 FREIEN AR TH 5,
KB ZIRRIES O I & OHE OHETT 2 B4 <I2IE, W1E 2B SIG RN 2, % 196G ~ 7 7 fE % 500mg/dL
FEEICHERF D 2 &NV E LL, 3~4 #1EIZ 200~600mg/kg (114 400mg/kg) % #5945,

@ >K[E : [Guidance for Industry: Safety, Efficacy, and Pharmacokinetic Studies to Support Marketing of
Immune Globulin Intravenous (Human) as Replacement Therapy for Primary Humoral Immunodeficiency,
June 2008 CKE®MERMF, LT, TFDA] ) J (CTD5.4.28)

WEDOHED PID BFIZIT 2 EIERYVEOFAMEIL 4 B 4FE /AL EEB 2 6508, BEAGE
D WVIG A% 3~4 AT 200~600mg/kg THE-9 5 Z LI X0 EIERGYEDO AL % 0.5 [/
SRR T EED 2 EBMHN TS,

@ BKJH : TCore SPC for human normal immunoglobulin for intravenous administration (IVIg) , 2004 } O* 2009
(R EZESLT) | (CTD5.4.29-1 K& U* 5.4.29-2)
IVIG B4 (8 Rk 19G RoAL=AER 19G Br<) DML - HEEER 1D LB TH L,

£1 BRMNHA FTA 28T 5 IVIG MK OAE - A& (PID, SID BEDA)

WIEOH A KT A [CTD5.4.29-1] HHARKTA (KZ7 ) [CTD5.4.29-2]
S L - H&E S AL - A&
B 441 400~800mg/kg., 7 D% 200~
PID 800mg/kg, 2~4 HFEIZHe s, 1IgG 7 PID WL
IR < s 4~6g/L,
SID 200~400mg/kg, 3~4 T, sib EHEAL
(CLLY, ‘EH6NE) 9/Kg. i (CLL, MM?) e
NI=}
/NI HIV 200~400mgrkg. 3~4 B H 5. %;;5 (Env L L
500mg/kg/ I Z A 7 HAENTBALE L
Bl 3 A £ TP, 2%, bk [AFf HSCT*#% ™ 200~400mg/kg, 3~4 JEfEI
[FIFE BMT® FEA SR LS AT B E T, | B s a T Y viE | B4, 196 kT 7% SgiL
500mglkg/ ] Z#454%, (GVHD &l (<4glL) Pk,
HIEG O T 1)

CLLY: 1BV v MR MR, MM? @ Z3MEEBEIE, BMT® : BRI, HSCT* : & m sl

® >k[E : [Guidelines for Preventing Opportunistic Infections Among Hematopoietic Stem Cell Transplant

Recipients. Recommendations of CDC, the infectious disease society of America, and the American society

of blood and marrow transplantation] (MMWR Recomm Rep 49:1-128, 2000) (CTD5.4.30)

HSCT#% OB %78 £ (LA, [GVHDL ) O FBRICldie <, MEEGE T4 BAIZIVIGESA D

N—F UFGITAT O RETIE RV, 2L, BRE#% 100 HUWNIZIET v~ 27 r 7 U e (196G <
400mg/dL) Z D AT, MIEBRETHO - OICIVIGHA 25925 Z L 2 #3425 (TR
71— RCIB) , F£7-. HSCTHIATERFIZIIT HIVIGO-IE 1~10 A &, i A D 18~23 ATt
L THEWDT, %ﬂ&ﬁ%ﬁ$%’ﬂﬁé%%%i©%%%%\ﬁ@ﬁ&ﬁbfiw I HIT, REYE
ZEFLTEGEIIIVIGO SN REES NS O T, flx DEBEFICH W TMIEIGE b 7 7l % 400~
500mg/dLi J%Ock HICHETTARERH S (ZEF 27 1L—RBIY) |

©® RAA: DEMMEBHET A FT A Bk P oRGEER (A ARELMRBMHYS) | (JSHCT
monograph 3:1-24, 2000)  (CTD5.4.31)
HE G PR DT O IVIG BAIDON—F U B HIIAETHH, LML KT v~ 277 ) UfiE (IgG

® C: Insufficient evidence for efficacy; or efficacy dose not outweigh possible adverse consequences (e.g., drug toxicity or interactions) or cost of
chemoprophylaxis or alternative approaches. Ill: Evidence from opinions of respected authorities based on clinical experiences, descriptive studies,
or reports of expert committees.

4 B: Strong or moderate evidence for efficacy, but only limited clinical benefits. II: Evidence from at least one well-designed clinical trial without
randomization; cohort or case-controlled analytic studies (preferably from more than one center); multiple time-series studies; or dramatic results
from uncontrolled experiments.



<400mg/dL) D& 5 BHEBE IZI UV TIL, M ZRI<TeDIZ TG LT kv,

2) ENAOEEHHERE®

@O TMmmunologic Disorders in Infants & Children 5th ed] (Elsevier Saunders, 2004) (CTD5.4.47 (1} 4.51)
EHED IVIG (400~600mg/kg/H) @ 3~4 O G, LARTOHEL R, EYHEE O T, JiEY

B D WEE é@ﬁ@EW%*@&%%%’waEMiw%;m%mG%?7ﬁimmmmuw1mmwu

PLEIZHEFF T RETH Y | 2D 720HI21E IVIG Al % 400~600mg/kg/ A T 3~4 I 5T 5 LERH
%

@ THarrison’s Principles of Internal Medicine 17thed) (McGraw-Hill, 2008) (CTD5.4.48)
19G MAHIEIL, VIR UEERH 0 | I 196G 2ME T LTV 2 PLiR KIEIE RS O ARG IE TS
%, BEOIMIE 19G % 5.0g/L L EICHER§ 41U, REPERYHSEDO KIS 2 P+ 5 2 &R TE 5,
Z OIiIE 19G M 2kt D12l @E . 400~500mg/kg O 1gG % 3~4 IR CERPNTESR 9 5,

@ I'Primary Immunodeficiency Diseases [Molecular and Genetic Approach] 2nd ed) (Oxford University Press,
2007) (CTD5.4.49)

BOMOERRFEIC LY, @mHAED IVIG #5- (400~800mg/kg/H) 73, BIRIER O, ABTHEE
O WEEHG AT R o UeE ., ESRE D IEF b, EREMRE ORKGYE DD OBLE T, EHAED IVIG TQ
5. (100~200mg/kg/H) K DHENTND Z EDRINTWD, IVIG FBIED HHYIX, JEGUE TR D78
+o7iiE 196 M7 VEAMF TS5 2 L TH Y, MG 196 N T ZEIFIER LV T ek ?6
400mg/dL |ZHERFI 5 = E3MESE S D, @E . 400mglkg. 1 2> H BB OB BERIAT 23, 1RIEBHAA
RAZIE 19G IREEZ < B D 72 OB 5217 9,

@ UNERS 2k (E5ERE, 2002)  (CTD5.4.43)
PURPEAER 2% X LT HERAIEITHT 5 196 DiFEICH 7= - T, MiFeaio M 1gG i % 400~
500mg/dL 12D &L 912, 3~4 H1EIZ IVIG A% 200~400mg/kg AU EHET D 2 L B HELRE S LD,

® EENERY SRR (EFEPE 2003) (CTD5.4.44)

XLA OEHE LT, R DRV, Wb 5 intact @ IVIG ##4I4 1 [B1E: 100~200mg/kg #5- L T,
17 19G EA MK 200mg/dL B EZ#ERFT 5 K 5 IZEMIRIC (KR 4 R #iFd 2 OBRERDIH D
BEARTH D0, EHFE, RMTHOBLEND M7 7fixd b o L5l & BiIF 2139 A kv (300~500mg/dL)
EDOEMNERLS Fe o TN D,

® 14 B oipdaet)  (E5#Fb, 2008) (CTD5.4.46)

KMo ~ru7 ) CMfiEsd 295 PIDIZEBIT 5 1gG fifeiik & LT, 3~4 45 200~400mg/kg
D 1gG RH A siEFES 5, M3 19G E b 7 7 i 2 400~500mg/dL LA IS ME RS 508, Fh Ll b
DOEGPHELF S B 5,

3) EWAOKRE KR AR RS
2 IR THRINL ORARLERENSZBER L L TRIE S Lz,

S OIEMERRE a7 ) VBRIEINC R T v 7 ) (AT 4 BV LB a—4E,2006)  (CTD5.4.45) [TAEAERERL IR LA &Il L
AL N L7,



£2 BEEHL L TRHENERBROAR IR —E

CTD
GEED ZA kv HH i
PID (29" % AR Sk
542 Treatment of primary humoral immunodeficiency disease with intravenous (pH4.0 | Immunohemotherapy: A Guide to Immunoglobulin
s treated) gammaglobulin Prophylaxis and Therapy 283-90, 1981
543 Comparisc_m of_high-c_iose and Io_w_-dose i_ntravenous immunoglobulin therapy in | AmJ Med 76:78-82, 1984
o patients with primary immunodeficiency diseases
544 Efficacy and safety of high-dose intravenous immune globulin therapy for | AmJ Med 76:83-90, 1984
o antibody deficiency syndromes
545 High-dose versus Iow—dose' intre}venous immunoglobulin in | Lancet 329:1075-7, 1987
o hypogammaglobulinaemia and chronic lung disease
546 Replacement therapy with high dose intravenous gamma-globulin improves | Pediatr Infect Dis J 7:5S92-6, 1988
o chronic sinopulmonary disease in patients with hypogammaglobulinemia
547 FRAINCZE LT e R (1K) o~ m 7 ) IERE O RMMBIERRGE | EEEIFERBIRTENERSET PIEGHE IHF1 62
- — PR E R & S — R 141-6, 1988
548 High- vs low-dose immunoglobulin therapy in the long-term treatment of X-linked | Am J Dis Child 146:335-9, 1992
o agammaglobulinemia
54.9 Relationship of the dose of intravenous gammaglobulin to the prevention of | Inflammation 20:353-9, 1996
o infections in adults with common variable immunodeficiency
The effect of two different dosages of intravenous immunoglobulin on the | Ann Intern Med 135:165-74, 2001
5.4.10 incidence  of  recurrent  infections in  patients with  primary
hypogammaglobulinemia.:A randomized, double-blind, multicenter crossover trial
5411 Eff_icacy c_>f intravenous _imml_moglobulin_ !n the prevention of pneumonia in | J Allergy Clin Immunol 9:1001-4, 2002
o patients with common variable immunodeficiency
Comparison of the efficacy of 1GIV-C, 10% (caprylate/chromatography) and | Int Immunopharmacol 3:1325-33, 2003
5.4.12 IGIV-SD, 10% as replacement therapy in primary immune deficiency. A
randomized double-blinded trial
5413 Octagam 5%, an intravenous IgG product, is efficacious and well tolerated in | J Clin Immunol 24:309-14, 2004
subjects with primary immunodeficiency diseases
Safety, efficacy, and pharmacokinetics of Flebogamma 5% [immune globulin | J Clin Immunol 24:389-96, 2004
5.4.14 intravenous (human) ] for replacement therapy in primary immunodeficiency

diseases

EWNTO IVIG £

5415 | Xifliy-7 07 ) VIEICE T 2y-2 u 7 U L ER: | A ABS 2225 25:337-43, 2002
Z OOBERCHK (BMT, CLL, /IR HIV JEGYE)
5416 Immunomodulatory and e_mtimicrobial efficacy of intravenous immunoglobulin in | N Engl J Med 323:705-12, 1990
o bone marrow transplantation
5417 Intravenou_s immun_oglobulin for the prevention of infection in chronic | N EnglJ Med 319:902-7, 1988
o lymphocytic leukemia
5418 Intravenous immune globulin for the prevention of bacterial infections in children | N Engl J Med 325:73-80, 1991
o with symptomatic human immunodeficiency virus infection
5460 | /NEBMRBORMRE LS ST REEROBEND SERA A AN FLF 2 M 106:1589-93, 2002
5461 Should immunoglobulin therapy be used in allogeneic stem-cell transplantation? A | Ann Intern Med 139:8-18, 2003
o randomized, double-blind, dose effect, placebo-controlled, multicenter trial
5462 Immunoglobulin  prophylaxis in hematopoietic stem cell transplantation: | J Clin Oncol 27:770-81, 2009
o systematic review and meta-analysis
5463 Prophylactic intravenous immunoglobulin does not have a role in hematopoietic | J Clin Oncol 27:2296, 2009
o stem-cell transplantation:Is the evidence clear?
5.4.64 Reply to N. Reddy et al. J Clin Oncol 27:2297, 2009
5.4.19 The use of intravenous immune globulin in immunodeficiency diseases N Engl J Med 325:110-7, 1991
5.4.20 R O B E M —EFENOIRIR - 77 T8 1K BT D BF NG HR—TEF0 SR » & 7 F C— 5
o 1 ik 61-3, 2000
5.4.21 Use of IGIV (IVIG) in primary immunodeficiency 2005 Up To Date www.uptodate.com
5422 MEREIT S 20~ 7w 7 ) o RERE~COFIEL LW ~24% | mig7 77 ¢ 7 17:31-7, 2007
o Ho~ra7 ) vidE
Use of intravenous immunoglobulin in human disease: A review of evidence by | J Allergy Clin Immunol 117:5525-53, 2006
5.4.23 members of the Primary Immunodeficiency Committee of the American Academy
of Allergy, Asthma and Immunology
5.4.24 Clinical and investigational considerations for the use of IGIV therapy Am J Health-Syst Pharm 62:512-8, 2005
5.4.95 Jir B8 M G0 R AR EABERE | B9 2 AT T AT VESESETLIERAEIZ B T3 et 7E Pk
o 15 FFEREAT - o AGPIER A E (PR 16 423 H)
<FEE OB >

L, ITORFZITo TR, ENAOT A KT A4 > FERERNZFRE,
NENS, K- ~r a7 ) SEICK LT, AKFIOH

INFREICIR M OV A 325 0D

AL - ISR 2 HERAEES L




THY., Hik-HE% 1200~600mg/kg, 3~4 HEIFE] &35 Z L2 oW TE—EDOFHIA eI TN 5D
HO LYW Lz, B, BRESNZERNTIE, FRENREEEMR L 2V bEaEns 2 &b, L
ToOBFTIZEICHE HEICET 258EHO H 5 kaeSE I H W=,

(1) AFBFEOBRYMITONT

P IX, K - el ~ 7 a7 ) CERE ST D AR OHFERIE - HEIZ OV T, HFEEICL Y3k
R B SN ERIDORNEIHER, TA N7 4 FEERZEERE KO FEHRE OB EUINEIZ OV TR
DEBVHER L., BHINIERNCHEDS S AHBGE O MEICRB ORIEIZ 2V D & LT,

HEgE I K- o~ 27 a7 ) CEICRTT 5 IVIG 8HI G M e OV et 2 & ke LTL0)
a7 a7 ok L) TRERMEREARSEER) |\ KA y~27u7 U viffE)] Xk [
~ 7 a7 YU MAE] OMAG DT TXEBRBE LizFo s, @SB 2 rid [ERRMICE#E T
B FANHERE I P E, S LT BHFRROARIL & 72 V) 9 BRSO E B RS TR S 72 RF ) ~OE R
PLIFD 2 BICHASEHRH 7 A ETe 29 3 (CTD5.4.2~5.4.25 K% 1) 5.4.60~5.4.64) ZiEIRN L BEEE &
LT LTz,
O K-mHo~ra7 ) MEICHT 5 IVIG BUEIOHE « A&, AW T erEIciE+ 5
H D,
@ ERARBRICEE T2 IOV TIE, IVIG B0 - AR L Mg 196 ECEYER & DB
HMEIZOWTRF SN TWD H 0,

ZDHL, X EHEE - a7 Y VIJEICRBIT D y-r e 7 CEREE) (A ARBR R AR
25:337-43,2002) (CTD5.4.15) [XENOMEHFERER AT 2& R & LT, TERORHE & — & 70
DEFIR - 77 FT—% 1 iy (CTD5.4.20) . [MEEEIZHT DN v ~ruT ) v KRERE~ZDOH
e & W~ v~ T a7 ) ViG] (Mg~ 27 ¢ 7 17:31-7,2007) (CTD5.4.22) JKOY TR
FEMEFE AN DIERREIC BT 2 SR AT (AR 15 - fFG - o e s & Frikk 16423 H) | (CTD5.4.25)
ITRRELE LTI ST 5,

BEREIX, 26 OSCRRITEICAMEANC I T 2 TEBRMIC(EHE T & 2 MRS B S AU 7= B2 AR L
E72 Y 9 DRSO E BB CREAM S AU MR AE ) 1SR LW A, WRITIEA T8 SEPER B e iR
W ZE RIS AN RIEBRRIZ BT 2 AENIE ) OMMEIREFIZE S DO TH Y . A D PID IZ
%45 IVIG BFI O FHFEREZ RTERE LT 2 & LTELEZARWE KL,

RS, HEE SN HE - HEDOZETIL, PIDCSID ZOHEAIZEI Y XA HZ < & B|H
~ 7 a7 Y UMAENRKRE SIVTWAD S, REICEIT D HFEEICEST 5 EEHE PID OA$EH T
722 & n, SID O HERICOWNT S HEEEICHAEZRD -,

HEEE L. SID @ 95 IVIG AFIMEH S A RENEE TH H HSCT O HERBE I LT 5
72, INEEROERAZXSRE LT v — M Z2 220 B AN IR 2 M O A A& i A B 2
DRI U=, HEOREE, NETIE, RIEO&ELN -2k (10 figk) CRFE HSCT Oy v~ 7
v 7Y UIMEIZ % LT IVIG 8] (50~200mg/kg/i : 4 A5 T 200~800mg/kg) 235 XL Tuiz
(CTD5.452) . £7-. A TH., HEDESNT- 68.1% (124/182 fiizk) T IVIG HEIN K E S, [F
Fli HSCT B 2Bz % 5- L T D lia% i 33.0% (60/182 fiizk) T ->7- (CTD5.4.53) , &H &L 48
#5C 400~500mg/kg (51.4% (54/105 fig%) ) . &5 MkREIE 1~2 BEARN (54.3% (57/105 fizk) )
Wb Znolo, 7o, o> SID OFERIZET A M HFRERAE S ILE R S LTV,

HEREIx, LEOBHERE 2, 7o — MAEDOGULSID D H H HSCT BEDOATH L LD D, il
REARREZ RN & L2 Mg 19G fEOIK Fizxtd 25 1gG OffiFTE E WV O IRIFEBHIEE— L R L > 52
D, PID LA ORBIZBWTH AR T EDOMHERENH D = & Z2rEd Lz,



o, BEL, FEER TARINREEE 2. D TARFGED
AT D KR LIz E 2 A, HEE

e

K OV IMEDPIus (2000 4ELARE) Z W T, 3 3R T FIAE CHAM IR & 5506 L |

mH o~ a7 ) CMEZEEED PID ZOSID (2

OFHMICAM EE A BN HICE (10 3) 2R LB L7z (% 4)

#3 MEDLINE {2 & AW FIE L FER

B DAAFN DA R K O 4

A%

T D RO A
I3REN 2T —Z _—ATH D MEDLINE (1999 LLKE)
57 SR DA -
BT AFEBH Y | 2

No. MO FOJE BN i =
1 IGIV or IVIG or Immunoglobulins or Gammaglobulins 110716
2 RCT or Randomized controlled trials 167259
land 2 and ( PID or Primary Immunodeficiency or SCID or Severe Combined 37 PID (ZB89 %3¢
3 Immunodeficiency or XLA or X-Linked Agammaglobulinaemia or CVID or ik
Common Variable Immunodeficiency or Wiskott-Aldrich syndrome or
agammaglobulinaemia or hypogammaglobulinaemia)
land 2 and ( SID or Secondary Immunodeficiency or BMT or Bone Marrow 149 SID 2R84 53¢
4 Transplantation or CLL or Chronic Lymphocytic Leukemia or HSCT or ik
Hematopoietic Stem Cell Transplantation or Burns or Protein-Losing Enteropathy
or Nephrotic Syndrome or Hematologic neoplasms or Hematologic malignancies)
5 1 and 2 and ( HIV or Prematurity or Organ Transplantation) and (Infection 130
prevention or rate of Infections)
6 4or5 272
37+272=309 & &

7 : No.4 OfEl 2 DFEH
L ZAEEBN D 12 ol

IZBWT, ¥F—U—

K4 BRI h R AR TR

K & L T*“Infection prevention or rate of infections” (J&Y«3R) %A L THRZE L
. “Infection prevention or rate of infections” % { Fi ¥ 2%k L 7=,

| S A bV

Hi

PID |Z B89~ % A7 Sk

Safety and Tolerability of Increased Rate of Infusion of Intravenous J Clin Immunol 26:284-90, 2006
Immunoglobulin G, 10% in Antibody-Deficient Patients
Cost Savings from Intravenous Immunoglobulin  Manufactured from | VALUE IN HEALTH 8:488-94, 2005
PID Chromotography/Caprylate (IGIV-C) in Persons with Primary Humoral

Immunodeficiency Disorder
A prospective controlled crossover trial of a new presentation(10% vs. 5%) of a | Int. Immunopharmacology 5:619-26, 2005
heat-treated intravenous immunoglobulin

SID IZF9 5 A TR

SN HIV Randomized controlleq trial of_short-term_withdrawal_ o_f iv. immupoglopulin Pediatr Int 49:972-7, 2007

therapy for selected children with human immunodeficiency virus infection
Intravenous immunoglobulin for preventing infection in preterm and/or low birth | Cochrane Database Syst Rev: CD000361, 2004
weight infants

BB | Antistaphylococcal immunoglobulins to prevent staphylococcal infection in very | Cochrane Database Syst Rev:CD006449, 2009

SiE low birth weight infants
Use of polyclonal immunoglobulins as adjunctive therapy for sepsis or septic Crit Care Med 35:2677-85, 2007
shock
Hypogammaglobulinemia in liver transplant recipients: incidence, timing, risk Transplantation 81: 697-703, 2006
e factors, and outcomes
>R The impact of CytoGam on cardiac transplant recipients with moderate J Heart Lung Transplant 24: 1766-9, 2005

hypogammaglobulinemia: a randomized single-center study

x7ur—=+ | Interventions for preventing infection in nephrotic syndrome Cochrane Database Syst Rev:CD003964, 2004

PRI, HEEEIC L D CRRIC L 0 | B Ot 2 & O 2 EWNA O FE R AR PN BN E N Tk

IBINER ) S U7 SCRR ISR B D RTREI X 2 &Il L 72,

(2) HFEMAMOEMNE - BREMOERIZOWNT
RS, RS RAIORLE BT TN ENEZR S Z Eonh, HEERFIMOEINE - ZetEDER IO
T, UFTo LB ML,
BLEHIEO R 2 IVIG BIFI O A I EDE I DN T EER L 7= BER BRI T 220 oo s H ik

DI 5 IVIG BUH M) CRYE FE 21
BT 5 2D ERED

;J:/\

RO EORELH Y, TORKDELE L LT IgG
VY (Vox Sang 84:202-10, 2003) 3% F Hbiu T\ % (CTD5.4.12)




BRI, RGNS 2 196G 77 T ADKENI AR BB LN DD, 196 77 T ADUE D
# 5 DRI RERIIR T DR RS UR 2 Z e 2 & £72, FDA

ThD 1gG, 131 v 7N L WERMiJ Bk
DHA XL ATIHIG V7 7 7 AR L YD RF% %

At D 2 LS EREL 72 D & O AR BRIREER 2 HELE

LTHEY (CTD5.4.28) . BKMDOH A K74 T IVIG HFA| (B A1k 19G AL Ef 1gG &2 FR<) 129

WTIgG Y77 T A DR A RO TS (CTD5.4.29-1 K11 5.4.29-2) Z & ZkE 2, H
HI9G TV T AKDT —FERDIZE A, HEE

HEERIANCIIT 5 196 727 T R IFE 5D LB TH Y, ERNMmIEH kD 4 fF] (LIF,
A1) ©IgG BT 7 T AITFEREE CTH D08, WA H ko 2 8Kl (LLF,

FUTFO &9 IZmE Lz,

FHRIANC RS T

MR

My A ) & by

% &, IgGr O FIFEARAINE < | IgGe O RITEFERF D EVMEIT TH > 72, U A
BOTHARANTIT IgGe DLLENE W & T DA ( ALK #F 258 17:535-45, 1994) L [RBECTH -7,

#5 HEHNANCRITD g6 77 7 Ath—E#R

| i B Al i A\ B
. iy =/ 7a7 | P kL7 e _R=>—I1 | HRAY Zeey | b raR— G | Hor~F— NE

WAy gy |[BILS=RESL TS, N 5% $EM 2.5 il 2.5
5 & IgG 1 54.2 59.0 56.3 55.3 60.5 66.4
A ; 1gG 2 42.9 374 40.2 41.5 30.2 26.9
gf/li - 1gG3 2.1 3.0 2.7 2.6 6.6 5.9
<7 1gG 4 0.8 0.6 0.8 0.7 2.6 0.8

S iy , _ N _ S _ , _ Radial Radial

HIESTiE F7xnmA bl F7=mARY F7=wk b *7=nA Y Immunodiffusion ¥ | Immunodiffusion ¥
WERH (42) 2006 4F 2007 4F 2008 4= 2006 4F 1982 4F 2002 &=

W E ST #ME (SRL) SME (SRL) S E (SRL) H H Atk
HEa >~ Mg 31y NEY 31y EY 3u -y Y 41 NEY) =2 82 1 v hFHy*

NI R T — 4

HEREI X, 19G V7 7 7 ADEE], NEB D 1gG V77 T ALLICERNH D L OHRENH D Z Lnb,
FUFIOFE DAV R L 5.2 D AT RICITEETERNEER D, L LARD, BYYEY
BIZhSRAZ DN, R SN ERNA O AR SCER, M HRREN O —EDOAAERRD b TRy,
FETOFELWERTHRESNL T RN &, M T, TTEESFHE b lge TH Y, K- EH
~7u7 U IEREICEIT D 196G O H AT AR TR E RZERITFBD RNV s, il
FEOENZ LY BFERAIM CHMEICRERERNELD Z TRV EE XD,

T, BT, BEHEOEWVCE 2 ZEMOERICLEETAILENRS D LB X 50, HiEHANC
B L Gl B SN = FEE RN R O 2N k9 2 K ERYE  (2,000mg/kg)  Hilal#: 512 B85
2 AR (Prog Med 28: 1687-93, 2008) % 7 60 7= i ik 5e 1% DO G 7 B 13, R O AT
RO 72 BERNIZERD SN TRV, 512, BANSIRM I TV AFIC L 2B EED Y A7 IHET
RV HLOO, BATORM CEICTEEH SN TV D EEME 2857 L, W EICHEAT R ICs T, %
EMENHFENAIR CE LS BARsZ tidneExS ([ (5) HiEME - AEOZEMICONT] ©
HEM)

HrEIX, DL EoRRHZ L0, BHFERBI O R OLEMHICHBEOZER TR, K- B ~T a7
U U MSEIS RS2 EE E - HEOFIZIW T, HFFRAIM ORE FEDEWEZ B E T 5 MEMEITK
WEEBZ DD, B T O 2 B F 2 TR L7z,

(3) A - ABIT>VT

1) - AROREIZHOWNT

HEEE X, PID kT 2R/ OHE - AEIZBE LT, LTO L 5@ L7,

WK T4 ), fiEA AR 7 a7 U CBEI O GRICHE T C IVIG BAIO G- 2T T izas,
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IVIG AT L W mHEDHERGNIRETH DL Z LD, PID DK - A~ 707 U CJEICKTT 5
HAEZRGEOHMENR, LTOEBY RIS TS,

OPID [BF X LiEit /7 Uk IVIG #A| (Gamimune) % 100mg/kg/A (16 1) XiX 400mg/kg/
H Q9 5 L= 3CEkTid, 400mg/kg/H TiE 4~6 [R1# 514 12 EHIRIE IS 9 5 £ Tl 19G k
Z7ME, E— 7L I EHAPRO LT, 100mg/kg/H TIETRRD bNphoTo b HmE SN TV D

(CTD5.4.3) .

OPID [ 10 5l (¥ RReflfE RadE (LR, TCVID) ) 96, XLA1fl, 13~76 i%) Z*IRIZ,
IVIG #7] (Gamimune) 100~250mg/kg DG TP R DU TRRET L7 SCERCI, SRR &
TRCOBHFETEE LA, EENPUEMEZLE LT H2MRRERBR L HBESN 0D

(CTD5.4.4) .
o BV A A9 2 PID 3 12 ] (CVID 10 ffil. XLA 2 ffil, 7~50 &%) Z*%RIZ, IVIG HAl
(Sandoglobulin) &= (200mg/kg/H) i%mE & (600mglkg/H) O#5H-% 6 7> H M7 1T 5 Bk
2ol 7 v A A — N — iR & FEhE U 72 TRk Tl EUE O RSB ITIRH & & B R TEN R D
7278, MiE 1gG b 7 ZEAY 500mg/dL LA IC B U2 B3 Tk, BRI B o SE B E O M E MK
TL7eZ &, MR HEN DIERHAE~OLEE TREEL L, (KHEL O mHE~DOEFE TK
BL-ZERMESN TS (CTD5.4.5)

OPID £ 43 {5 (CVID 24 {5, XLA 19 fiil, 1~70 i%) Z x5, HEUEHE (5 : 300mg/kg. /AR :
400mg/kg) ik & (A : 600mg/kg. /N 2 800mg/kg) % 4 FEMEIZ 9 A G- 5 Lk
WA EVE AL —HE M7 v A A —/N— iR 21T o 72 SCHR TR, @ B CIIAE e &I e
Mg 1gG b7 7ML, VIEFIH 7= © ORYSER B CEXIE : 3.5 L 2.5 1) K UUEYED
TP (Pfi c 33 H & 21 H) BAERICED LizZ En@iEsin s (CTD5.4.10) .

IO OREBEEA RS E 2. BKINDOH A T4 Tl PID IZXT % IVIG 8|0 HE « H&E L LT,
HELEBR AR F Bl 400~800mg/kg. & Dk 7a< &1 200mglkg/H & ST\ % (CTD5.4.29-1 KX
54.29-2) . £72, FDA DOH A X2 A TH IVIG 4l % 200~600mg/kg T 3~4 HfEHICH G925 Z &350
#HINTW\5 (CTD5.4.28) ,

AFRIZBNTHEHAED IVIG BAIN LG SIAMHEAICH D . XLA ZX%t5 L LTz IVIG BA| ol 52
REFRA (CTD5.4.15) T, %< OERITHEEMIE 1gG b 7 7 i 400mg/dL LI E & &, BERBED 3
~A L SNTND Z ERH LN o7z, 72, 2006 4 7 AIZFE N S 47z PID (ZBHT 5 g A 7E8E
\Z X DR EREOFHERS (CTD5.450) I 6DEEY THY ., [200~600mg/kg] 1LE=ARD 82% &
DT EMND, REOMHERIZAIL -k - A& & LT 1200~600mg/kg, 3~4 HfEE] & L7z,

# 6 WA L HEAEBOFRAERRICE S IVIG R#ERDOEIS

P54 (mglkg) <200 200~ <300 | 300~ <400 | 400~ <500 | 500 ~ 600 600<
TR 17 36 21 15 10 1

A 2 e ( <200 ) (200 ~ 600) { 600< )
((Z) HEEHE HE 17 82 A

o NBOUSER AL AN LT,

R ERETAE (CTD5.4.15) Tid, 2. 3. 4BMmICHEG SN XLA B (110 At 94 N) OREHEER (48#E) 1":RkD 5
nNTEY, ToOMITZEhL1 310, 316, 218mgkg TH D, £7o, 2, 3, 4 EEITEG SN HBE 94 AO B 1T 253mg/kg
Th 5D,

—J7, SID\ZHk HHGEEHE - HEICE LT, HEFIFULTO X DI LTz,

SIDIZE DI - ~7 a7 Y AEICE LT, KETIL CLL, /NED HIV EIE, BMT % O
G TR x 5 FYE - HfElE 400molkg/3~4 PR & v T\ % (CTD5.4.21) , BRIND T A FF A
T CLL, MM, /NER OVEAES 0 AIDS I ONS HSCT (254 % ik « F i 200~400mg/kg/3~4 i
LRiH SN TEBY (CTD5.4.29-2) . WK TIZSIDICLBIK - A >~ 717 U EICx LT IVIG §
FNIMERPID ICHE L 7= L - HETHHINTWD Z &b, BARADSID IZE DK - |hH L~ aT
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U UMAEIZX L TH, PID EFREROHE - HEDEL TWD EEZHND,

I, LTk o182 5,

A, AIHEZRFR Y PID KON SID #AkT D¥EE « JWIEEIZ, AFIDOBG T m TR OUGE L V-
TR BRO D DR EMFE LT ECHIE - ABZRET DI ENEE LW, BIEYED S oRIE
ZHME LIiFREE L LTo IVIG |AIE G O LEMHITER - WRBICEDLOTREETH Y, o, AFK
SCHREE DS BITARK| ORISR EFE % PID X% SID OFFEDFEE « JRRBICIRE L7 HE - HRZRETHET
DERITELNTNRNEZZBND, WESEBEDOE 2 DEREOIREIZL > THE N7 7REILE
WEHDHEEZLND OO, I IgG 7 7l % 400~600mg/dL DL EIZHERF9- 2 & RYWIE OSEFE & 1K
TLY2ZENANRLEREN S RBRINTEY, 7o, ENOMHIEEFRETIX, M 196 7 7fE
400mg/dL LI EASHEE L X, ZOHERFO =D IVIG #UAIH 200~600mg/kg, 3~4 HFE TG ST
W5, MMZ T, IgG MiFFENBEN R TITONDIK - BH o~ a7 ) U IEREICE > T, 3~4
RO EM 72 L0 BYSEN 2y br— L E3nb O ThiuX, Yk - &L QOL D
FlcbEE LWEEZD, UELY, RESCKEAZECHEDLT, K- BB~/ 07 ) VIIEREICE
TR HEE i, 1 A@E 7 a7 ) G & LT 200~600mg/kg A % 3~4 J[HIE C A i X
IFEHEFET 5, ERICK > THEEHEET 2] ERELT, K- BY o ~r a7 U U EICKRH 2 — %
RARRIOME « HEOBEZ 2R LIz BT, [HBOMERE CHREENATRE S 425 Z L A%y &k L7,

PLEORE - AEIZHT 20RO TCIEEMBRE CEm LW EB 2 5, 7238, HSCT %D
IgG i FHIEDOH AMEIZOWTIEHIR TS ([ (4) HSCT £ D IgG fiFIEIZ DWW T OIHBM) |

2) 1% 1gG b T 7EIZ DWW T
REEH L, K V#EEZ2HE - HECRELZEHT AL LT, MiE 196 N7 7fHITA LB 2 b
HZEMH, UTOHB I, BYYEN I3y ba— L ENTWEBEEDO KR GEDOHZL &
LT, IiF 1gG F 7 7fE% 500mg/dL LA & 32 2 & A SCEICREHE LW ERB L7,
O CTD5.4.23 TiX, Tk IgG ~ 7 7fEA 472 < & % 500mg/dL PL RIZE#ET 5 L 9, HEEK O
HRMEAZHRE ) Lo, 1500mg/dL ZiB % 2 MiE 19gG b 7 7 & i FETHERF 32 & ERYYIE 238
DL, TEPIEET D] LI TNDH L,
@ BKINDITA RZ A > (CTD5.4.29) TiX, ik 19G k7 7 fE % fAK 400~600mg/dL (258 E L T
WwWn ek,
@ KEDATA KA (CTD5.4.28) TiL, BARRIZRME 19G D N T ZENED LI TR, TH
FE T ZEARE L, MR C & AUTEIEMERYYED U A 7 Wil 2 RAET 2 Kl 72 FBE L 72 A
91 &M VEOBEEMENREHINLTND Z L,
@ KEIZF T D EHFOZE - 16PEEE (CTD5.4.27) Tid, ML IgG ~ 7 7fE % 500mg/dL F2 (2
HERF T D ZEMEFEF LNNEEINTWDZ &,

BRI, LT X125 25,

BERRE SN TV D HEE N7 ZEOIF & A EDRERRRBROBIRZ2FHEIC L > TRWEEShZb o
THY ., BRTHHICB T EM b7 72 Re Lol i TbiiTuniny, £72, K8 EEESE D8
PERERZRIE R A A PF L T D CVID BF O THRUGED T-H1Z1X, 800mg/dL LA EOEF IZIT W M 1gG
N T ZMEEHERFT & L ORRFL (CTD5.4.22) 2dH 0 EEIZIIME 2 OREFI T4 72 BRI E 315 5
nNoHEo5, HELEEGEHBEEZHESTO0ERH DL, L LR G, AIICKIT 5 IVIG RAIOfEH I
AT LAUE, MR G- o PID BF 2T 2 MiF 196G 7 7 fEIE 400~500mg/dL 73 F 6% < (30%.
33/110 f4) . 400mg/dL F i DIEB] TIFIRGLE DA PNV Z LB HE SN TWD Z &b (CTD5.4.15) |
INHOT—=Z I3 E & DFEFNZ S L THREEN OGS N RE KT 2 b0 B2 b, Lz
3o CUBRE A CTHIEIC BER 1I9gG N 7 7EZ R ET 2R FRIBILEIZ LW b 0 O BRIRBISGIZ BV T 1gG
N7 7MExEHRE LTERIBEMIT 22 LA EE XD, RHESNZT T CERICBNTYH, HE - H
FICBET 2 H EOEEOHEIC b7 ZIREICET 2 EEMEN 2 SN TV D2, £ O8I DWW T
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I 6 C a2 I E A TIRAHITHIET L 720,

(4) HSCT # D IVIG BHiz & 2 fFRIEITONT

HEEE 1T, HSCT % D0 RAIREEIZ 695 IVIG -AIDOA HAMEIZ W T, LFO X 512§ L=,

BMT &% 369 f3ili ﬂbf%@%%ﬁifwmﬁﬁ%mmwm@fﬁﬁb Attt 90 H LI D
360 H % T 500mg/kg/H THEG- 2k L7- & Z A, IVIG BERECKIT D IR GREOMRT U A7 1%, 7T
LM K 2D BUME & VR BN YL TE N 2.65 KTV 1.36 TH Y, CMV FUAGMEBE ICBIT 5 BE
P Z DIIERIT IVIG Fe 5-HE T 13%., IR ERET 2% Tho71=Z L b, B O 5 il et 15t
9% IVIG -AI DA AN RBE I N TV (CTD5.4.16), 7= 8 L7z A K74 D9 5 CTD5.4.29-1
TN 5.4.29-2 121X HSCT %O ML - HESHIFLSNTEY, AT CTD5.4.30 1Y 5.4.31 (21X, HSCT
BIZBIT D IVIG BAIDOHEHNS R EINTWD Z EbkE 2 (KEBHINEEROMRE> T (1) | 1)
ENNADOT A KT A R ONREREE ] OESM) | HSCT #%OmE RREICE LT IVIG BAI D&
HAEEGEPAERTHL EB 2D,

BRI, IR EICHE Sz 30 o i iBRIC X A e s 2 Wi A 27U & (J Clin Oncol
27:770-81,2009) Ti%, HSCT £ D IVIG F 5T AAFHROREYLETRIE U A 7 1T T DK T 1w R0
720 T < L ERIRPHZEE O fERRMES I 5 R ST D Z LD HSCT 0 IVIG Bl
BHOHRAMEICOWTHERPZRDZE ZA, FEEIZLLTO L Y ICEE Lz,

MR I3 T DIEHTIZ. 250~500mg/kg/iH 0D /L —F  #eH T OMIEHRE 2 IR ThbN - b DO TH
D, HSCT DIEH v ~r a7 ) VIES~OEGOF AMEEFHI Lz b O TR, £/, (K- Hh
~ a7 AR RT DB O T AL EIRPAZERE U 2 7 O#INEERD v & ORENH
HZ L5 (CTD5.4.63) . BHEHOIKT ~ 2707 ) U MFEICEB W T S A OFIR B ZE0E O fa Rt 1
BnEEZ 5,

MBI, HSCT IR v~ 27 a7 UV MEORIENBIET D IEFNZ VT, IVIG BN X 2 i o
BEITRYYED BELCRIE R PRI KOO L S TH Y, HSCT #% Offi i F2ReiiA TlE% < Dfigk T
FhE SN TWDZ LIiciEA (CTD5.4.52 LN 5.453) | B S CIIBHEEOERY v~ v 7 ) U lEIC
x5 IVIG -AIOERMEZRET 5O TIERWA, 5%, Fiiz2mAnG s =8a i@ iE
BWMAEZITOMERNHD EE XD,

F7-. BEEIL, [FRE BMT %0 196G O I 6 B & S, @ O T 5 22 BIZ T
WV L 245 3k (3 Clin Pharmacol 31:1151-4, 1991) 72335 Z L7226, HSCT % o# 5-11& %
3~4EMETHERRYTHLIPIIERDIZE Z A, HEEFIILLTO L 5 I2BIE Lz,

IR E 7 a7 X 2 MEMEOE R AR T AN, RELSCHRTIE IVIG AR S TnAH 2
ED, BRSNS FO LD EE X OND, £, IR S BRI HT CMV Bk
OFFRFURZRE L QG IBEICHE L7 b0 TH Y . £ 6 HITH CMV HURO -8 Tiddh 5 53 196 O
PRI TIE W LD, BHEZ O 196 YN M2 iSO 2 Z LIXTE R0,

B, WREE OMAZEE 2. HSCT %0 19G BT 2 EMefimiifs o Tunien et &
25, iz, RAIZEIF D HSCT % O FSZEEFAIC X iuE, ENBRt D 92.4% (97/105 fiigk) T
3 BN O G MIE T IVIG AINFEH SN THhb 00 (CTD5.4.53) | Btz CTid &k GVHD
LOAPHEN 196 PN 5 2 2 WAL RIR SN TR Y EEIZIHE 2~ ORERE 5 8L O 5-RR
DFlE - ESNDZbDEERD, LIZN-T, HSCT BDIRT o~ 7 a7 ) VGES Ik L TR S
Mk - HREZRETHE TR, BEIDS T TEA OEF TR ECHR G MBOHEEA R 2 /e L3
HZENEYICHD LR LT,

L EOFRE DB SO\ IR S Cilim L7\ & B 2 D,

(5) HFEME  AEBOZRESMIZONT
REEHE T, WEEHE - HETO IVIG ®-AIR SO 2B LT, UTFO X5 ICHBE L,
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CTD5.42~5.4.14 O 5 HLZE&MEIZOWTE R I N TV CTD5.4.5, 5.4.7 K 1V5.4.11 &< 10 # T
Ll L TR b AEFSRIT, Mm, B9, 9m. BE - ko, TR, BO%ETHY, ik
m%%%ﬁf#%$#ff%oto EHELAEFGT, CTD5.4.13 T6 4] 12 4 (LIEERm. Mide, Mgl
K, a7V —U A VAEG BREAE, MREEEEME. BBK. 7 R, BIREERES, OfEIE
(W*T%))_wbght#IWG%@&@I%%%imméhfwéoﬁ%\mDM£®ﬁ%%
ﬁf%@Ent2#@%?@%%%%@mﬁﬁéhx&ﬁﬁiﬁmﬁxﬁf%ok;%tm’%Lf
CTD5.4.2 T 1 (BERILXY > 3&E) . CTD5.4.8 T 6 il GERNLT T/ 7 A )L AJKYLE 1 i), ru&
PR g A4 3 B, ANB] 2 f51) | CTD5.4.13 T 16| GERAH]) Tho7o, HIT, EFLD 10 HD H b,
IVIG #AI3 5 & OREEFREZ BETCERVWAFEFRLOIT LA CITRE TP EE L RESNLTND
Fo. mHED WVIG AIF 5B O ERZRRIEH ORBUBHESLCEEBIICE 2 5B G 57
b, FARBIOERM: « et A iR L7z iEs 4 SCER (CTD5.4.3, 5.4.8, 5.4.9 & (15.4.10) Z k54 L
7o & 2 AL IVIG B0 &I L-RITERRBSEE OHINIERD b s, BIWEH OFEE L OV EERE &
HAEMICHBIIRO bR hoT=Z &b (R 7) . HEEHE - RIS EWERAOENSUIERLIT
WnWEEZD,

K7 BRELOERBEHENTETERVEEESR BUER) oRERIRHAR

CTD 5.4.3 5.4.8 5.4.9 5.4.10
N . Primary hypogammaglobulinemia
POES PID XLA A CVID A LR TR
K2R )
e W EE - 100mgky | <200molkg 200, 400, 600mg/kg ’jff; iggmgﬁzg ZEL}EE gggmgﬁg
1 FH LA < 400mg/kg = FERE © 350~ 4 W f5 e PRy
600mg/kg R T
A Gamimune R Ilveegam Immunoglobuline 1.V. Immunoglobuline 1.V.
N &R - 192 A Rl 279
. GRERE 217 [ | @R : 204 [ 7221l 516 539 Fl
R 34 4 24 % 21 4 414 43 4,
BRI 08 8 200mg B 0,03 2 3
A% G- E1% 1%)?;5; N %10265 EE igﬁ ) g'ggi 400mg #% : 0.024 0.044 0.065
AR [RR AR - 600mg % : 0.053
BIVE LB S S o 10 13
IR L R AL (24%) (30%)
R * * 0 7 14
FEEN 0 0 7 8 8
RA iy * 0 10 0 0
B * * 0 0 5
B 0 0 0 4 3
Wi * 0 0 0 0
S * * 0 1 3
PE ISR 0 0 0 2 2
S 0 0 0 3 -
HiB 0 0 2 0 0
SR 0 0 0 0 1
% ] 0 0 0 0 1
Z DA 0 0 7 11 13

1%L BB b Iz@IfER Zif Lz, * : BIER OB

BRI R SN LRI T 2 B EE NI B W TIE, IVIG BA| o E B 512 L 2 BEA 0 EIE
OEMRLEECIZRNE T HIHFEEOFEZ TR LS, WTHoMRE LEEYM EHMcHD = &
N6, HEERAIORLERT R OGRS T HFERHIE - HEOLZEMEICOWTHIT L Lok,
EF'nFJ i\ Euuﬁnitu%ﬁﬁkﬂ/?ﬁx {iﬁﬁﬁﬁnﬂﬁﬁﬁﬁﬁvg%iﬁ% \—%U\VC\ 1& ¢ ,ﬂ]\%j]:/’? 7H7U \/[ﬁlfflﬁ:
EHENTIEFIOT —2 %K 8ICELH, LTOXIIZHHI L, 7ed, AMEFHIIBWTIE 200mg/kg/
H RS 25 BAT &, 200mg/kg/ H UL EARE A& E ST

HEE A ORFRRBR Tl K - BH o~ a7 ) Ui S Sui- 188 1] (BT & 135 B, & A
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2 20 B ASBA 33 f51)) 23N S AL, BIE S BRIR I
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BRAT & 241135 61 (17.8%) . i FH & 1/20 11 (5.0%) .
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NI BERDIEGIEII R TH o7, 7. HEDHER S LD

EHEN 56 Bl TH -7,

AR e RV A Wik v & AN IANEN
<. HERETIIEEROIEFBNRARHTHLZ LD

BHEOFEEMEZITIAHATH 505,

SUTHETS ], mMET 24

W~ a7 o AE CORIVER B & 1% 331 Bl

13281 B THY |

K DREWERZEE Y 27 ORIMER 27737 — 2136 TR 2 & 2 HERE LT,

K8 HFBERAICRIT SEIERARZERI

HATHED 225 4,

I R R BRSO 18 FH R A A C I ORI P R B H 3 ) 72

AHEIRNEETH 5 b oo, HRER T EEINIC

- g Bk =/ 7a7 |k exX=v—1 | HRARY Zevy | o rafl—m | Hr~F— RiE
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RIERIEBL
@| " s ws | 2066 | 1e2 | o2 _ s ws | 81334 | 354 | v | 20344
i LF R SO 2T o | aew) | o) O O a2 | oo%) | aw) | G9%)
A e e i i Ny S
R EARARENE
i 5 «5 | O/66 %1 | 0/62 5 0/2 31 _ X5 x5 | O/ | 1541 | 0/42 %1 | 0/34 41
o gf’gﬁ%g 0 | 0l ©0%) | ©%) | (©%) 0T | ofl ©0%) | 67%) | ©%) | ©%)
9 %gﬁ%ﬁ 23 | g | wrm | o2rel | seml | 3 141 oml | of 2 4 opl | 134
Ny N R e e e N I
ﬁf HOFHLF 11 41 5 {51 48 B3 9 {31 4 5 1 41 1 41 0 f51 1 41 1 41 4 1) 34
- e
NA : RBH
OEFRMEICBO T, FEif, 1 BERGESAHOIERN 6 A7 T4 FH D . BT OV TIHER N BRI Lz,
2 ERi R = 1 — | O A TR I B TRIME A S BUEFI LIS O % G- B O ZEm iNﬁT&;é
AR Y 28 Y N SOERII AR ORY 70 Y N (S =AKS () ) OF—4ThY | ROEMIFHTH S,
*4 . 200mglkgl H AT ASHAT A&, 200mg/kg/ H UL LSS & L Shrk,
MBS T DMIEFBNAAAHTH D Z e, BIWERIEIEIE O HiL# Lz,
Fz, HEEIL, FFICPID BE CILEHECREYIMKER G INAFRERS S Z Enn . FHAINCE
B INDEMANDRA & 72 2 BIVERNC T D5t iu ik, Beh5- 20T 5 X E BELEFIC OV TR Z KD,

Gk

IFUL T D X 5 IZEE Lz,
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HEERIMICIT, ZE(LFHE LTCD-YLE h—L, D-v>r=h—/L, w/L h—Z KBRAETIT Ry
PERTIMSNTWD, ZHbOPEEZETe IVIG K TRELT 2 A0 H 2 EIEH & L TEaEE RN
MHENTEY, FDA XA A 4IZEI9 % Dear Doctor Letter (1999459 A 24 H) #RHLTW5b, =
LD &L IVIG BIFIAEDE U 72 2R A4 16 B OJBLHAR ZAOMEHCIX. 7 B CITAL R DR
JEMEDORERE (SMERMAEEEIE, Ak, REEMER 7 —8) PRBINTND, -, BARAERH
EHSNTIERI D 5 B 55% XS ME ML MRIBMEEREE (LR, TITPJ ) T, PID X 5% Ch -7
ZEIZHOWT, TP BETIT LY mHE DR G D Z DR L TV D ATREME DS R S 40T
5oy AFTH IVIG AN LT TERLOMHEH EOEEFHDOLATIZHOWT) CER 749 A 1 B
L2 80 SRR G L iR EmAE) KO TEEGHOMEH EOFEBEOUETIZONT)  (FAk 11 4 11
H 8 BRI 137 Z/EARERL SR LZEXMKRERMN) P h-Z L2iE 2. FiEislo
WACETIE, MEEERS ) KO TERZAWEH ] OBICLUT OFEEMRENSThIL TV 5,

[HE®RE
(2) BEEOHHBHE [BFHEZELIEL2B8ENRH D, ]
HA72EIEH
4) 2HEBAE HEARH)  BEBARERHL LN ERH DD T, HE5ITHN > TEENR
ACKREIZ 72N 2 & 2R T2 & & biT, BIRE 01T TV, BHEERAME (BUN, Mg~
LT F =) O, REFBDPERD ONGEEICEKREERIEL, @WURMEEZITI Z
Lo B, AMEBAREDOLRIEDEWEZICEBWTE, BEHEL., TEX57-1TJvw-< 0L
BHETDHZENMEE L,

L7=M-> T, ENTH IVIG JANC L2 AMBALNME SN TEY (B & OREMIIAF) | IVIG
K OFE AR, KERSICLD2EEBREOEBEN Y 27135 00, BITORMNCED MEE#E S|
KON TERZZRWEA ] OHICHEHINTND LI, BEEFEOH 5 BESCEEBEREDOBEIRIMED E R
FITXF LT, BAKIRRE, BHEREMOMR L O G &, B HEOMRELXD Z LT, 2EERrLE
GOT-BEEDRIEY A7 2R TCE b LEZD,

AL, HEERAICIINAl & L TER SN OMEOFEECREN R | 2612 K 5B EEOFER
VA7 DFEWIHETERNSDOD, BATORMCEICHEH I N TV D EERE 2 859 5 2 & CBkE
EY R OEBIIFTRETH D . BEEDPHFERARB CE LI BRI 81TV EBZ LN DG,
HESH O Z TA L, ol EHEBATOEEME Z k4 5 Z L@ Th 5 &l L7,

PLEORFHT LV | BRI, PID BB T D ER G250, IVIG A O mHER 5B T2 %4
PRI O TH 7 RMEITAH SN TE 6T, FFEHE - HEOZRMEIC O W TRE 2B XV D &
EZ DM, T ORR 2 M E 2 TREHITHIET Lz,

(6) /NRIZBITFBHE - AEIZONT

B IX, PID IZB WISV NEI X 0 GBI SN ORI TH Y . %< ORI CT/HNEDH
B HEFRAERZ B2 b 72, SID D95 HSCT %0 IVIG #% 512 B 3 2 [E PN HIEREN A
TlX, /NEOIEFE HSCT #1213 26T IVIG AN B G- S v, 4 MR OKREYS 7= oF 5813/ &
RATRELS BADRnWT b &1z, BERTESR O A BREZEIZB WO T H /ISR > EE 7 Fl
ERITRO LN TN EnD . BIRERTHEERE - HEICB T 2820 « 2B L CORE &Rk
NTEREOE VIR, ik - HEL/NEEHRAOKRS R LHEE T EFAREEE XD, UL
DOREFRED BN DWW TIXEM B #EICB WO CERR L 72,

(7) BIEERFEHR OFAEIZOWVT
HEREIL, REEHE - HEICBIT 2K O HIZESEE EAMmE At 2 Enn, BARANEREIC
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B 2 HEBERRESE I L D H -2 RINEIIRE L ZE 2 508, @ coEme I E 2 TReikny
VWL 720,

. A8 X SRR SIS I & EBHIAR 5 8 A EFREDRS R &% UV O i

1 EEHEEERERRIIN T S OHMT

AFNZONTIE, TEISHMERICER D ERHERS OB OWT) CPAR 1142 A 1 A 4
o R OERES 104 5 JEAEEBREBOR BT ZE B R IR B R 8 & O 3 R s A B R @A) (2
EOx, BFEZLAMTHLbO L LTHICHRREZ FEM+ 25 2 L R HEMTbI oo, iET
NEERHIR,

2. GCP FEHIFRAEARE RT3 2 B Wy

AENZOWTIE,  TEJEAME I ICER 2 A EES OB NI OWT ) (FEAL 1142 A 1 B 4
B R ONERFE 104 5 JEAEEEECR RAFIE B IR BER Bk OE R 2 MR A S R RS (1
Hox EFERZENAITHLI LD E L THREICRARZE T D Z &R HFEMTbN=d, HET
REEREHT R,

IV. &M

R ENTZEE (NERE) 5, BT, (K- B~ a7 ) VIEICRTT D AR O FEER L -
RSB 28R V2L, ERRZ EAMTH D LT 543, SID (BT DRk - AR
OWTIE, B TE DICHMm L2V, HWES oMM 2B E 2 CTRICHEN 2 LIl T & 585
AT, AR EERLTELEZRNWEEZ D,
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EERE (2
PRk 2244 H 11 A

I. BEEME
AR 7t 4] W~ d— FEREH 2.59
[— i 21 HRA A USSR LR N E e T

(W 5 & Al 7Rt
[ & & A Bl k2048 H8H

0. B#ENE

MNTATEOE N ESR G RS A MRS (LLT, THERE) ) 12, FEESE O 20 LIcHEMEE~E
RA2RD7-, HAEE & OWHmOME %2 L FIZEE 7,

B, AEMBHEOHEMEE I, KHFELBIZOWTOEMAEZENLOR UHEICESE . [EERL
RS ERR O I3 1 D MRS OFEMEICB T 2] (CER 20 4212 A 25 A+ 20 #3558 5) D
EWCLD, B4 LT,

1) AEEBFEOFLLEMECONT
FEMEIT ., HEEHIE - B OW T BHSNTZERNADT A BT A | FEEREFRE, AL TE T,
DE A AR 2 R EZ S O BRI OWT ) CERR 114 2 A 1 B 4 5 R OESEESF 104
o JEAEREEEOR BT ZE R S IR FER R s e O L 2R AR B R W) (SRl sz THEERRY
(AR T & D AT HERE I HB R S 7B 2ROIRIL & 72 0 5 23R 30U EBREE RS TRIAT S 7 iS5 127%
Yo &, £ ERNEAEEREN RSN OAFRICE T 2 —EDOHEMRBRRPERMINTND Z &N
MERTE b, BRI SNTZEBHTE S S AHMBFE ORZ UM R ORIBEIT RV b D Ll LTz,
EREOFEREOYIWIEE B S RSN,

2) HFEMAMOADM - BEHEOERIZONT

MR, WRERAIR O AN, BRI RERAER TR, K- B o~ a7 ) A4 2 5
e HEICBILC, HEERAIZ 5L CHRAET D 2 SICHFBOMBIZ VG O &l Lizas, 2 Oflkr
IZOWTHMZBIZEREZ KD,

HHEENG, BFEERAD S b o~ — FEEMH 259 1B L CiE, mHETRE I RO &
2 R M RIS PESEBE (AT, TITP) ) R OVIIRHRIZ kT L CENTERBEZREG L T nz &
D, AN AR TLEEPEIZRET 2 E MDA Z LWATREMER & 5 & O E R ST,

BRI, LT X 12525,

WELBLANT ITP O NIEHR I3 2 ENAFRITESG L Wb oo, KIETIEE UA Ry C R
FN T2 B BIFNC IV T, YRR EBISM % PID O CLL Ik 22 b BfS L TR0 . HiE - HEIE.
ITP TliE 1g/kg O HEIF G- JINGEE TIE 1g/kg O HEIE G- X1 400mg/kg/ H O 4 A fE# 4G, PID Tlid 300
~600mg/kg ® 3~4 BE# 5. CLL Ti% 400mg/kg ® 3~4 HMMRE#H G & S, ZHE TR ek
BOREN & D & OWREIT RV, £, SiZA o BN AMAEREICIS W T, 34 Bl - Eh o~ 7
27U U MSEIC T 5 @ & (200mglkg/ H UL E) O ERERRH 0 | BERAREWERIEZERD HIL TV RN
ZEnD, ERNATEDHHAFEENEREIN WD EEX D, U EEEE 2, YA ORI
L CHLoBIA & R D 2 & THELEZRWH O ST LT,

FREOBEREOHIRNIHER LV KR ST,

3) A - A&z HOWT

(1) A¥E - AROREIZOWT

HEEA T, ENAOIERENERE, T4 KTA4 0, ARIUMREZHE 2, K- BH o~ w7 ) om
JEIZ X DAAKIOHFERE « A&E% 200~600mg/kg, 3~4 MR & 5% E LT,
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I, BREGEN O ORI A B L Lok L LTo IVIG BAIE G OB TR A - 5
BIO LT RERTH D . ARIIRED D IIAFI O35 B % PID XX SID OFFEDFERE « JHAEIZRE L 72
VL s HEARETHETOHFRIIBLNTWARNWEEZ S, -, ERICBWT, IVIG BUFIA A
- HEE R U<, 42 200~600mg/kg, 3~4 HR TR I TWDH Z & 2 F FEREFAED DR L
7=

PlbEZBE z ., BT, WESORESEICEDLL T, K- B~ a7 ) ViERE IR D Rk -
&% D@k, 1A AGE /a7 G & LT 200~600mg (4~12mL) /kg A% 3~4 JE[EE Caiffss
HEUTEHEFHET D, BEOREBIC L > THEHEMBT 5] EREL, —RARAFOME - HEDOBE%E
Zor Lz B¢, EBIOGER] TN TTREL 975 2 LN Lk L, Z o¥BHIHEMEE S S
77

ek, WEEANE - HETIE HERICE > THEMEET 2 & ShTnizn, BERTH-> THHEES
My 1gG b7 7SS U CTHRGENBBEIND Z Enb, THREDREEIC K » CEEHEET 5] 108
e RPN DY i

REIZ
L

-
-

k=100

(2) ¥ 1gG kT Z{EIZDWT
HEEE T EYEE e ay b — T 570050 B2 L LT BRACEIZmE 196G
N7 7{fi% 500mg/dL LA EEFE#ETAH & T, L0tk AR CRFEEAEHTLHLOICHEES
2D EMPLTND,
BRI, BRIRBLGIC I WG b7 7EA 2B I, HiE-HEXZRE T2 LITAHEEZR DD,
B TR BIEZ R ET D2 RHARILIZIZ LW 2 &0, R SNEIRMNSCERICB TS, g
19G 7 7MEIZBE T A IE IR O EIMIC OV T, HEERBICEREZRDIZE ZA, LFTOELNH S
niz,
- BIRATCEREEMZREIEIgG T VEE IR T DO ORMEIRILAZ L2 S IFEET S L 00,
HEE AL - ARIIEG &R OB SFRICS 2REDOIENRE SN TND Z &b, IRMTEICERS
BEOHREFTHT D ENLEE LY,
Aoy in e GO AR B 7 B R i F B 548 D720 b, i 196 b7 7l B % % IR SCEA~
T AMNERD D,
EINOFEEST XV B S ILTZ PID W2k DIRET A R T A AIFEE T, SEFHRREIC X > T
EOEWEEEIGE R 7 7TENRE SN LIHEBIEEIND DD, %< ODARTISCBFR EZF O
S, PIDIZXd 2 HEIGE T 7EOHZ E LT, A7 &1 500mg/dL LLEET5 2 L%
MThd,
7B, HMEENSG PIDITKT 2 HAE 196G F 7 IR 500mg/dL 2 HZ &5 2 ENEELWVE
DAFEICHER (J Pediatr ;134:589-96, 1999, Transfus Med Rev;24:Suppl S28-50, 2010) 723ME Mk X417z,
Berx, U LEoBERABE 2, AHIOHERICHT- > TIMLIE 196 ~ T 742 B E |58 0% 5. /R
T 5 5 2 SCEO ML - HEICEET S EOEEOH TIEEME T 5 & &b, IvMISEE
DEFRAAEDOHIZHB\ T, PID (2395 HIZ 1I9gG b 7 7{HD B LA FEHE S 7 AFESCERIZ DUV TR Az
fftynz b Lz,

4) HSCT %D IVIG BAZ X 2 M FREIEICONT

HSCT #IZEBT 5 IVIG 504 AMEIC S\ T, 30 BOLEGRBRAZRTT LA X TV v 2A0O#E
(CTD5.4.62) Ti%, HSCT %D IVIG 51330 U HRPGUERIER DL TIZAH G L2 WEIT TR T
UL AREAZERE (BLF,  TVOD) ) OfEltENHE KT 2 LM St b,
ML, LT Xk o1& x5,

WA IC BT DIRITIZ. CMV RYWECAM: GVHD DO3IE TBh % % B9 &+ 2 BAbRTH 5 WO 3B
B4 7D D 250~500mg/kg/id D /v—F 5B S WS 2 RIS T TR D . HSCT % DR
v a7 Y USRI AARFI O RMEEZ TG L7 O Tidleu,

19



F- BH% O —EHERE L b HERT AR o~ a7 ) CMEIC KT A I8V TiE VOD
U 27 OHEMPRD LNRNEDORE S H Y (CTD5.4.63) . BlEEOIEY v~ 2707 U MEIC T
HAFN O FIZ BV TIL VOD Ofalathidz Ly,

HSCT IR >~ 7 a7 U U IEDIRREDSEIE S DIEBNZ I T, 1gG Al FRdt VA TRRYUIE O B (L
SFIEE THTHHROOESDTH Y | FHEREFE CIX, £ < DOJitigk T HSCT 1212 19G i FE LT
b Tnd Z LiciEA (CTD5.4.52 Y 5.453) | Bl CIIBMHZOERY o ~27 a7 ) o iEIl kR
HARBNOGRMEEGET DO TIIR, 72720, 5%, Biic et o Sa 1 i bic 3 m
BEITHIVERD D,

F 7o, BRI, HSCT %217 5 IVIG A AL « HEIZHOW T, [ERNOMFHFEERA CTIEL< N3
AT OB G THRESNTWD OO, EBICIXINTE 1IgG b 7 7% % 55 | H « OIEFIE %5
BN OBRGHREOFEAES N2 END D THDH Z LD, HSCT ook L TR ED L « HEEZER
ETHZ LT, lx OEFICSE TR &, HEGHREAEELAE TXLX01095Z &Ny &
Wr L7,

EREORE ORI R EE NS IR ST,

5) HFEAL - AROZR2MIZ OV T

REEE 1L, FEEAE - HEICBIT 2 LA LT, B &= AFR ST, HFERA O B RSB pE
i RAEAA, BRHREEA I E 2| IVIG A0 &N L 2EIERBILY X7 OINCEEIT2
WEEZDLEFHBA LTS,

I, BRPSCTHEREMZEZ2 Y A 78Nz RT T — 2350 THWRWNWZ L IFET L 00,
FRIZ PID BE CILEHE CEMIMKER G SN RN H D Z L 2B E 2. KA LZER & L TR
MENTHEEE (D-VLE h—/, D-vor=h—/, </ h—Z FERIEAE LT R NEEE 72
V9 DEIER (AMEBREE) ICOWTHRHEZITo- L 2 A, HERAITHIINFE LTERSNLEED
FESCIREN R . ZROICEDIBEEEOEMEMY 27 OBFEWIHEETE2NHL00, BATOUT L
Eo MNEEES ) KO TERZEVER] OEISGEHINTWD X1, BEEOH 2 BESAER A4
DFERMEOEWEF TR LT, BACKREE, BHREMRAEMOMR L L&, B EEOMELZXNL Z L
T, BB AREZEOEEEORIEY A7 # IR TE 5 B X7, B, IHEOEERE, EX
REWERICB W TR EEICOWTHEEREN RSN TE Y, BUTOEEWE 2k 25 2 & THRE DR
Bl nwetE2 5,

Vb 2HE 2. #iEIE. PID BFICBIT 2 ER G250, HiEHE - ARICBIT 2Ltk
DN THT 72 7RI A2 &R L 7=,

RO W T HEMEZ BN O RF STz,

6) /NEIZBIT D - HEIZSWT

BEMEIE, N E TORRIIZE, ENfE A EERA, JEICTR O HRERESF 2 £ £, SRR T
HEEHIE - FHEICR T 2 A0 - LaEicB U TNE L N TRB OEN TR <, ML HEL/NRE
FRA DA 72 S R CRE &% 2 L IdrRe &Il L7,

EREOREREOYIWNIEMER LV RS,

7) BERFHFEICOVT

HeH I, WA - RICR T B AR OMAIZESES: EAM LI CTE 5 2 L h, BIEIRTE %N
N K D7 AR R 1 IR & LT

EREOMEO BN E MR B D R ST,

20



8) FAEME (1) DFTEIZDSNT

FREBE (1) 12OV T,

bo 7B, AELHEAROEL L, AHF|D

\na’?‘)lj\j//ﬁ\’%ct D L@j ?Efﬁﬁ“é 71‘\_&) MT@ ki) D nE%ZOD—*B’%nTEﬁ"
A 5228 L 72 &I D,

H 17 SETHI ST
4 34 HFeFRE xRS
6 4 ARl o HESE = DURTOHERRE LY |
6 10 5.0g/L 6.0g/L
9 #4 Chromotography/Caprylate (IGIV-C) Chromatography/Caprylate (IGIV-C)
12 11 3~4 IR 3~4 H[H &
12 18 IgG Hfi Fe ik IVIG #5411 X 2 ffi e ik

. #FF
PUEOHEEUE L, B, AR I v~ 7 07 Y Vi 5 A
TiE, TRROME - HETHARL TGELXARW EHET 5,

< FhEIZT O

<k - HE>

(FHRRIXA BRI EERSY)
$%2mmm%mﬁ®akﬁﬁﬁ@%%m5mmmﬁﬁb
LA, WD TRRIZITY 2 &,

AR o~ a7 ) U E

mE, 1R AfE /07 ) > G & LT 200~600mg (4~12mL) /kg A % 3~4 i G C i iiE
IFEERET S, B, BEOREIIS L CEERERET S,
-Efﬁmﬁ BT PAYE L OO

W AR L CIE, 1 [E] 2500~5000mg  (50~100mL) %, /)L
~3mL) /kg AEZHEHT 5,

ek, JERIC X EEHEET 5,

SEERE T EES T 5, HERET D

Ik LTIE, 1 5] 50~150mg (1
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