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&.e Finished product specification : Sodium hyaluronate o.e<% Eye drop

99 Test items Specifications
&o. | Identification Meet the requirement
colo | USuusmiednny (assay) ®.00 — e« mg/ml of Sodium hyaluronate a by HPLC
&®.on | pH 0o - o.e
&.e.& | Osmolarity eco — @po MOsmolL (ece — eoe MOsmolke)
&e.& | Sterility test Meet the requirement
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&lo Drug substance specification : Sodium hyaluronate (Ph. Eur. «.0)

U9 Test items Specifications
@b.e | Identification Meet the requirement
lolo | UsuumedAny x&.0 - @od.o % (dried substance)
&w.n | pH ¢o-wd&
&lb.e | Protein Maximum o.; %
&b.& | Chloride Maximum o.¢& %
&b | Iron Maximum <o.o ppm
@b.ey | Loss on drying : wo.o %

determined on o.&oo ¢ by

drying at @oo - @eo °C

&lo.s | Microbial contamination : | o CFU/g
TAMC : acceptance criterion.
Use & g of the substance to

be examined

&lo.« | Bacterial endotoxins Less than o.& IU/mg
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&.lo WnasVEonMaNBTuanEmdninamin1sLAusnuen (Good storage practice for
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