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Hyaluronate sodium 180 mg/100 ml eye drop, 0.3 ml unit dose (GPU: 744977)
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yaluronate sodium 180 mg/100 ml eye drop, 0.3 ml unit dose (GPU: 744977)
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Usenaumesien Hyaluronate sodium 1.8 me Tu 1 ml
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3.1 Finished product specification:

{o Test Items Specification
1 | Identification mwmummmuﬂu Finished product speCIﬂcatlon
2 | Yunudiendiey 171.0 - 189.0 mg/100 ml
3 | pH 72-74
4 | Osmolarity 140 - 160 mOsmol/L
5 Dynamic Viscosity NLT 10 mPa.s
6 | Fill volume Individuals: > 0.270 ml
Mean: 0.27 - 0.33 ml
7 | Sterility Gl'mﬁlﬁi’mmmﬁwﬂu Finished product specification

3.2 Drug substance specification: Sodi

ium Hyaluronate (HA)

4o Test ltems European Pharmacopoeia 10.0

1 | Identification m’aﬁ]ﬂhumumsﬂu Finished product specification
2 | Ysunusendinny 95 — 105% (on dried substance)

3 | pH 50-85

4 | Intrinsic Viscosity at 25 °C 1.800 - 2.400 m/kg -

5 Nucleic acids: Absorbance at 260 nm | Maximum 0.5

6 Proteins Maximum 0.1%
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¢ powder for solution for injection, 1 ¢ vial
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do | Test ltems European Pharmacopoeia 10.0
7 | Chlorides Maximum 0.5%
8 Iron Maximum 80 ppm
9 Loss on drying Maximum 20.0%
10 | Bacterial endotoxins < 0.5 1U/mg
11 | TAMC 10° CFU/g
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Qmﬁnwmmawwwmm Meropenem 1 g powder for solution for injection, 1 g vial




