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Identification test ATV

Assay ex.o-bw.o mg/ml (Sodium hyaluronate)
&.ao-&&& mg/ml (Mannitol assay)

pH b toa&

Sterility NI

Bacterial endotoxin < o.& EU/ml

Osmolality oo to mmo MOsm/ke

Extractable volume > .o mU/syringe

Dynamic viscosity at wo?C/Y=so.sle/s) >lb,&oo mPa.s

Drug substance specification: Hyaluronate Sodium

®. Identification test AT

. Assay x&.0-a0&.0%

en. Loss on drying < @d.0%

& Intrinsic viscosity at &¢°C .0 -o.a m*/ke

& pH(o.&% in water,on dried product) &.0-c.&

o, Nucleic acids ( o.men% solution on dried product) abs.le'so Nnm < o.odm
¢. Proteins < 0.0%

. Chlorides < o.a%

«. fron <o ppm

mo.Total viable count of aerobic microorganisms < eo cfu/g
@e.Bacterial endotoxins < o.0& IU/mg
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