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a.e. Finished product specification : Sodium Chloride injection USP &o NF mev

U0 Test Specifications USP alo NF ey
|dentification Complied with finished product specification

& | Assay .0 - @o&.0% of labeled amount of Sodium

cnloride

o | pH &€& - oo

@ | Sterility test Meet the Reguirement

& | Particulate matter Meet the Reguirement

o | fron Not more than o ppm

@ | Bacterial endotoxin Not more than o.& USP endotoxin Unit/mL

.. Drug substance specification: Sodium Chloride USP e NF aed
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) Test Specifications USP aie NF aev
® | Identification Complied with finished product specification
o | Assay ®&.oo - @oo.d& % of labeled amount of Sedium
chloride caiculated on the dried basis.
o | BACTERIAL ENDOTOXINS | Meet the Requirement
& | IMPURITIES
&.@. ALUMINUM The fluorescence of the Sample solutiondoes not
exceed that of the Standardsclution (0.l ppm).
&.lo. ARSENIC NMT @ ppm
&.en. BARIUM the test solution is not more intense than that in the
reference solution.
& .. FERROOANICES Meet the Requirement
&.&. IODIDES Meet the Requirement
&.». IRON Meet the Reguirement
&.ed. BROMIDES NMT aco ppm
&. LIMIT OF PHOSPHATES| NMT e¢ ppm
&.e. LIMIT OF POTASSIUM | NMT &co ppm
&.@o. MAGNESIUM AND Meet the Requirement
ALKALINE-EARTH METALS
&.ea. SULFATE Meet the Requirement
&.ab. NITRITES Meet the Requirement
. | Appearance Of Soluticn Clear and colouress
e. | ACIDITY OR ALKALINITY NMT o.& mL of c.o@ N hydrochloric
acid or o.o@ N sodium hydroxide is required to
change the color of this solut ion.
@. | Loss ON DRYING NMT o.&%
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