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5. FiF Q4B 2% SCHR

5.1  PDG 5B¥ B K ISC: Japanese Pharmacopoeial Forum, Volume 13, Number 3 (August

2004).

5.2 SR SAVEVERORIAS AV OS2 L 225 SR

5.2.1 European Pharmacopoeia (Ph. Eur.): 5th Edition (official on January 2005) Particulate
Contamination: Sub-visible Particles (reference 01/2005: 20919);

5.2.2 Japanese Pharmacopoeia (JP): 6.07 Insoluble Particulate Matter Test for Injections as it
appears in the JP Fifteenth Edition (March 31, 2006, The Ministry of Health, Labour and
Welfare Ministerial Notification No. 285). The method was changed in September 2007 to
correct a sentence in the introduction as underlined in the text that is provided by MHLW
which is appended;

5.2.3 United States Pharmacopeia (USP): <788> Particulate Matter in Injections, Revision Bulletin,
April 4, 2007.



