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D) Test items Specifications
1 | ldentification - Complied with finish product specification
2 | Assay - 90.0-110.0% of the labeled amount of Cetrimide
3 | pH - 6.8-7.8
4 | Sterility test - Complied with finish product specification
5 | Osmolality - 225-275 mOsmol/Kg |
6 | Viscosity - 4300-6900 mPa s
7 | Visible particles - Complied with finish product specification
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Levofloxacin 1. 50/0%;[.&5%}(: solution in 5 mt
1. Y081 Levofloxacin 1.5% Eye Drops in 5 ml
2, ﬂmﬁmﬂm‘tﬂ
2.1 suuuy Hhuensasaeunannde Andeniddiviosay dmiumngann)
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man’awm'«nl,niuvrﬂmn'wu,ﬂuL‘Umm finished product specification Wa¥ drug substance
specification qulmfatmnuL‘UBumaﬁ'mnmuﬂmuﬂiwmsm‘wmmum NIENTNATTUED
3.1 Finished product specification: Levofloxacin ophthalmic solution

Fo Test items Specifications
i | ldentification - Complied with finished product specification
2 | Assay - 95.0 - 107.0% of the labeled amount of Levefloxacin
hydrate

3 1 pH - 6.1-69

4 | Foreign insoluble matter - Complied with finished product specification

5 | Insoluble particulate matter | - Complied with finished product specification

6 i Sterility test - Complied with finished product specification
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