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U8 Test items Specifications
@ | ldentification test Complied with finished product specification
o | Assay ce.c-eo&.w% of the labeled amount
o | pH ol.eo-¢.e00
& | Sterility test Complied with finished product specification
& | High molecular weight proteins | Not more than o.e1%
o | Impurities
Hydrophilic impurities Not more than em.<%
Hydrophobic impurities @ Not more than a.&%
Hydrophobic impurities o Not more than o.¢%
Total impurities Not more than o.:m%
Bacterial endotoxins < o IU/ml
& | Phenol &.0-0.0 mg/ml
« | Particulate matter
Particle sizes 2 @o pm <o,000 particles/container
Particle sizes > o& um <ooo particles/container
@o | Dose accuracy Complied with finished product specification
@® | Extractable volume Complied with finished product specification
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