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3.1 Finished Product Specification : Propofol-Lipuro 1%

emulsion

'fJ}El Test Itenmis Propofol-Lipuro 1%
1 Tdentification Meets the requirements 4
w_ ok ]
2 Assay 95-10SGU e (R
- . /
3 Limit of free Fatly acids <.2.5 mmol/] //fﬂ/‘/ daywie
5 Ry e Lt 2T
4 Limit of Propofol Related Compound A - P}W\f o
- P R ———— ST
5 Limit of Propofol Related Comypound B - _p p
" T A W
6 Sterility test Sterile AIRB . vorruvmrererrgprrererssers
7 Bacterial endotoxins Not more than 3.3 LU/m}
8 pli 6.0-8.5
9 Globule size distribwtion in Lipid injeetable | Moets the requirements




3.2 Drug Substance Specification : Propefol

i) Test Items Prepofel-Lipure 1%

] identification Mects the requirements

2 Assay 98%-102%

3 Impurities Total impurities NMT 0.03%

4 Limit of Propofo! Related Compound A NMT 0.05%

5 Limit of Propofol Related Compound B NMT 0.05%

6 Refiactive Index al 20°C 1.5125-1.5145
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