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3. AnANUANIumAila:
3.1 leshed product spec:flcatlon Sodium Hyaluronate |nJectton

| ST et Etems - Specifi cation”
3.1.1 Identlﬁcatlon Meet the reqwrement

3.1.2 | Assay 90.0 - 110.0%

3.1.3 | pH 63-83

3.1.4 | Osmolality ratio 1.0-1.2

3.1.5 | Intrinsic viscosity 3.0-55 m3/kg

3.1.6 | Foreign matter Meet the requirement

3.1.7 | Sterility Meet the requirement

3.1.8 | Bacterial endotoxins NMT 0.5 EU/mL

3.2 Drug substance spec:f‘catlon Sodlum Hyaluronate

g Test tems JPi? - PhEur90 :
321 Identn‘icat;on Meet the requirement
3.2.2 | Assay 90.0 - 105.0% of Sodium 45.0 - 105.0%

(dried substance)
50-85

Meet the requirement

Hyaluronate on dried basis

323 | pH -
3.2.4 | Intrinsic viscosity
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Sodium Hyaluronate 20 mg/2mlL injection
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4o | Testitems CIpLT © Ph. Eur. 9.0
3.2.5 | Purity - Chleride : NMT 0.124% - Chloride : NMT 0.5%
- Heavy metals : NMT 20 ppm - Iron : NMT 80 ppm
- Protein : NMT 0.05% - Protein : NMT C.1%
- Nucleic acid : NMT 0.2 - Nucieic acid : NMT 0.5
(Absorbance at 260 nmj {(Absorbance at 260 nm)
- Other adicic mucopolysaccharides
: on bands other the principal band
appears
- Hernclytic stregtococd : no
hemolytic colonies appears, o if
any, no streptococd are observed
in the: colony under a miaoscope
3.2.6 | Loss on drying NMT 15.0% NMT 20%
3.2.7 | Microbial limit TAMC : 107 CFU/g TAMC : 10° CFU/e
(Microbial contanination) | TYMC : 10 CFU/g
3.2.8 | Bacterial endotoxins | - 0.05 IU/mg
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