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@ | identification Meets the requirements , Meets the requirements,
ls | Assay o.0-ae0.0% of the Labeled | d&.o-eoé.0% of the Labeled
amount of Propofol - amount of Propofol |
o | Limit of free Fatty acids , | NMT & mmol/L / NMT & mmol/L,
& | Limit of Propofol Related | NMT 0.&% - -
Compound A |
& | Limit of Propofol Related | NMT 0.¢% - -
Compound B
b | Steritity test | Meets the requirements Meets the requirements |
¢ | Bacterial endotoxing NMT o.men USP endotoxin The endotoxin limit
| unit/mg of Propofol concentration of solution A is
| &.o& U endotoxin per ml -
& | pH. CEcd o.Rd
& | Globule size distribution in | Meets the requirements . Meets the requirements
lipid injectable emulsion
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' | -impurities £ NMT o.06%
Unspecified impirities: NMT -0.08%
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@ | Limit of Propofol Related | NMT o.e% -
Compound A ‘.
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