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Drug substance specification
o.e Definition White or almost white, very hygroscopic fibrous

aggregate. Sparingly soluble to soluble in water,

practically insoluble in acetone and ethanol.

o.lo |dentification test m’s‘-aﬂhum’mﬁssqlu drug substance specification
an.en USuneudnendnAey (Assay) .0 - @od.0% (dried substance)
;. Solution appearance Clear
on.& pH o -c&
.o Nucleic acids Abs.opoo Nm < o.e@d&o
.o Protein < 0.0%
a. Chloride < o.n%
o lron < ®o ppm
m.@o Loss on drying < o&.0%
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am.e® Microbial contamination
Total aerobic microbial count (TAMC) < @oo CFU/g

m.eo Bacterial endotoxin < oro&-U/me-

Finished Product specification

o.@ Definition mmmhumuﬁwau finished product specification
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o.& Osmolality oelo — mano MOsm/ke

m.D Extractable volume > lb.o ml/syringe

en.ed Dynamic Viscosity > beo mPa.s
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m.«¢ Bacterial Endotoxins < o.& EU/ml
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