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*1 Guidance for Industry: Safety, Efficacy, and Pharmacokinetic Studies to Support Marketing of
Immune Globulin Intravenous (Human) as Replacement Therapy for Primary Humoral
Immunodeficiency (FDA, June 2008)

*2 Committee for Medicinal Products for Human Use (CHMP) : Core SPC for Human Normal
Immunoglobulin for Intravenous Administration (IVIg) (European Medicines Agency,
Evaluation of Medicines for Human Use, London, 29 July 2004, CPMP/BPWG/859/95 rev.2)

*3 B FIB. e MRERICNT2HYRIOTUVAEEE~ZDEMEELZE M ~ 280> 70TY
VIE. & 70> 7«77, 2007, 17(1).31-37.
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Liese J.G, et al. Am J Dis Child. 1992, 146(3), 335-339.
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Roifman C.M, et al. Lancet.1987, 1(8541), 1075-1077.
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Roifman C.M, et al. Pediatr Infect Dis J. 1988, 7(5 Suppl), S92-96.
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Cooperative group for the study of immunoglobulin in chronic
lymphocytic leukemia:N Engl J Med. 1988, 319(14), 902-907.
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