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) Test items Specifications
@ | Identification test Complied with finished product specification
o | Assay s&.o-aad.0% of the labeled amount
o | Sterility test Complied with finished product specification
& | Bacterial endotoxins Not more than o.& EU/mL
& | Osmolality weale-n&e mOsm/kg
o | pH D.Mo-&@.Mmo
o/ | Particulate matter
-Particle sizes > @o pm <p,000 particles/container
-Particle sizes > & pm <ooo particles/container
< | Container Content for Injections | Not Less Than en.o m[
Residual BDDE Not more than & ppm
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