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0.69 ug/Kgx50Kg/1x10x1x 1x1=3.45pug/d
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Water

Water is used to prepare the film coating solution. In order to ensure compliance with ICH Q3D
requirements and to minimize the potential for inclusion of elemental impurities in the drug product,
compendial grade purified water is used in the preparation of the film coating solution. The use of
purified water ensures that the water reduces the potential to introduce elemental impurities to the
drug product. Typically the purified water used in Greatstuff manufacturing has a measured
conductivity of 2.1 uS/cm or purer; which translates to approximately 1.36 mg/L dissolved solids
freference B Assuming 10 L of coating solution per batch and also assuming that all of the dissolved

(84TH DreferenceBE ZHIKR)
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