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1) BWYIDF N & ZRMICOWTR LI Xk Z L FICEE#T 5,

Stein M.R. et. al. Safety and efficacy of Privigen®, a novel 10% liquid
immunoglobulin preparation for intravenous use, in patients with primary

immunodeficiencies. (Journal of Clinical Immunology 2009 29:1 (137-144))
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2) BYHEOLZEMIC OV OR LIS 2 LTI T 5,

Cramer M.et. al. Stability over 36 months of a new liquid 10% polyclonal
immunoglobulin product (IgPro10, Privigen) stabilized with L-proline. (Vox Sanguinis
2009 96:3 (219-225))

Ha BERIL- 7w ) s 2inAle LeiERNARE a7 ) VB/BITHD, TOX
TEME A GAf L 72
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DLMICHEEREICEAT 25O D% (1) TR LEHELUIMZOW TR L7,
1) Church J.A .et al. Efficacy and safety of privigen in children and adolescents with

primary immunodeficiency. (Pediatric Asthma, Allergy and Immunology 2009 22:2
(53-61))
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ERT 2 —RH2EEROEIE1X 0.18 Tholz, 1 HOEEPEMERHICLIEERIEL
7=

INHIZEy, EEHET aSBls 2 B DR GEORAERETT L2 ICHET LI L &
RIE LT,

10



YRS 1-175

2) Wasserman R.L.et. al. Pharmacokinetics of a new 10% intravenous immunoglobulin
in patients receiving replacement therapy for primary immunodeficiency. (European
Journal of Pharmaceutical Sciences 2009 37:3-4 (272-278))
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7V viifE (XLA) OBRFEICBT 5, BEIKOEYENRE 2340 L 7=,
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IgG Mg EITR 5RO 10.2g/ 1 2O EGH D 23.2g/1 LM LTz, F72RIX
36.6 HTh o7z, £7-1gG DY 727 T 2 2BV TiLIgGl T 33.2 H, 1gG2 T 36.3 H,
IgG3 T 25.9 H, IgG4 T 36.4 HTh o7z, FFFRIIAE (CMV, MERES) o -JEH
1% 22.3-30.5 H TH > 7=,

WD 3-4 WRIC —E DG 1L, +912 1gG. 1gG ¥ 7 27 T 2 J OV B4R o ifi 75 1
JEHEFFICH ST D L 2R LTWVD,

3) Sleasman J.W. et. al. Tolerability of a new 10% liquid immunoglobulin for
intravenous use, privigen®, at different infusion rates. (Journal of Clinical
Immunology 2010 30:3 (442-448))
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fi R 0 23 40 12mg/kg/min TH#H 5 % 521 7275 8mg/kg/min O 5.8 & g L THR 512
BRT 2 R RRIEROBSGITEM Lo tc, BHHERAORE L& OESIX
12mg/kg/min # C 0.079 [97.5% confidence interval (CI) 0.114] (2% L T 8mg/kg/min
BT 0.211 [97.5% (CD) 0.267] Th o7, FEADZL  IXHERE TH - 7=,
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<M I 1T D HF EE >
g 7 m 7 ) A OERERTER L L TORBIZZED 5,
Ochs et al.Primary immunodeficiency diseases, 2nd Ed, 2006 # ®
Antibody Deficiencies @ Administration of interavenous immunoglobulin (Z

A few investigators have given high concentrations (9%-12% solutions) infused
rapidly over a period of 20-40 minutes. This rapid rate can be tolerated by some but
not all patients.

EOFRFHH Y,
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ERERERE 7 e 7 ) L LToRHEIT R L,

(4) ZFEXIIMBEDBIETA BT A4 o ~Oi#Ekin
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ZOMIZRENRLDELTFDADHA KT A4 ERT,

Safety, Efficacy, and Pharmacokinetic Studies to Support Marketing of Immune
Globulin Intravenous (Human) as Replacement Therapy for Primary Humoral
Immunodeficiency (U.S. Department of Health and Human Services Food and Drug

Administration Center for Biologics Evaluation and Research June 2008)
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1) Stein M.R. et. al. Safety and efficacy of Privigen®, a novel 10% liquid
immunoglobulin preparation for intravenous use, in patients with primary
immunodeficiencies. (Journal of Clinical Immunology 2009 29:1 (137-144))

2) Cramer M.et. al. Stability over 36 months of a new liquid 10% polyclonal
immunoglobulin product (IgPro10, Privigen) stabilized with L-proline. (Vox Sanguinis
2009 96:3 (219-225))

(2) Peer-reviewed journal O#&iH, A& « 757U v RFEDOHREIRN
1) Church J.A .et al. Efficacy and safety of privigen in children and adolescents with
primary immunodeficiency. (Pediatric Asthma, Allergy and Immunology 2009 22:2
(53-61))

2) Wasserman R.L.et. al. Pharmacokinetics of a new 10% intravenous immunoglobulin
in patients receiving replacement therapy for primary immunodeficiency. (European
Journal of Pharmaceutical Sciences 2009 37:3-4 (272-278))

3) Sleasman J.W. et. al. Tolerability of a new 10% liquid immunoglobulin for
intravenous use, privigen®, at different infusion rates. (Journal of Clinical
Immunology 2010 30:3 (442-448))
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<M BT DHTA T A >

Safety, Efficacy, and Pharmacokinetic Studies to Support Marketing of Immune
Globulin Intravenous (Human) as Replacement Therapy for Primary Humoral
Immunodeficiency (U.S. Department of Health and Human Services Food and Drug
Administration Center for Biologics Evaluation and Research June 2008)
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http://www.nanbyou.or.jp/entry/254
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