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Water solution for infusion, | b&,o00 3N oo.o& oel,000.00

&oo mL bag (Sterile water
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o.e Finished product specification
®. ldentification test : Sodium and chloride : Meets the requirements
. Assay : &&.o-e@o&.0 % L.A. of sodium chloride

en. Impurities

- Iron Not more than & ppm
- Heavy metals Not more than @o ppm
& pH: &.&ol.o

&. Particulate matter

Size > @0 Pm Not matter than ‘o,000 particles/container
Size > b& pm Not matter than oo particles/container
. Bacterial endotoxins Not matter than o.&¢ USP Endotoxin Unit/ml
o. Sterility test Sterile
. Volume in container Not less than the nominal volume
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~ Drug substance specification fansananlulinsgivasnga drug substance
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o. Houlady 9
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