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Drug substance specification

m.@ Definition m’i’aﬁwhumuﬁiquu drug substance specification
oo |dentification test mswmumuﬁssﬂu drug substance specification
an.en USuneusnendndgy (Assay) «®&.0 - @od.0% (dried substance)

o.« Solution appearance Clear

on.& pH &o - &

.o Nucleic acids Abs.loloo NM < o.oxem

o.e¥ Protein < 0.0%

o.e Chloride < o.n%

. lron < o ppm

a.@o Loss on drying < o&.0%

m.@e Microbial contamination

Total aerobic microbial count (TAMC) < @o CFU/g
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a.@b Bacterial endotoxin < o.0& l.U./mg

Finished Product specification

a.@ Definition Gli?ﬁ]ﬂi’lumuﬁisﬂu finished product specification
oo |dentification test m’mchummﬁ‘i%qlu finished product specification
- Sodium hyaluronate
- Phosphates
- Mannitol
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