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@.e Finished product specification : 0.«¢% Sodium Chloride solution @oco ml for

injection, USP &a

) Test items Specifications
@.e.@ | Identification Test m’sﬁwhummﬁizﬂu finished product specification
&.6.b | Assay
-Sodium chloride «&.0 - @o&.0 % L.A. of Sodium chloride
& | pH @& - .o
&e.@ | Iron content Not more than o ppm
«.e.& | Particulate matter
- Size 2 @0 UM - Not more than b,000 particles/ ml
- Size > o& Um - Not more than oo particles/ ml
&.®.n | Bacterial endotoxins Not more than o.& USP Endotoxin Unit/mL
&a.0 | Sterility test Sterile
&e.c | Volume in container Not less than volume label amount
&.lo Drug substance specification : Sodium Chloride, USP &
40 Test items Specifications
& b.e | Identification
- Sodium - Meet the requirement
- Chloride - The precipitate dissolves easily with the possible
exception of few large particles, which dissolves
more slowly
&bl | Assay «x.0% - ®@00.¢% of NaCl
&b.en | Impurities: on.e-&.& in a solution (@o mg/ml)
Aluminum The fluorescence of the Sample solution does not
exceed that of the Standard solution (o.lo ppm)
Arsenic Not more than & ppm
Barium The solutions are equally clear after standing for & hours
Ferrocyanides No blue color develops in @o min.
lodides No blue color is observed
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U Test items Specifications
&b.m | Iron After & min, any pink color in the Sample solution is
not more intense than that from the Standard solution
(NMT & ppm)
Limit of bromides The absorbance of the Sample solution is not greater
than that of the Standard solution (NMT @oco ppm)
Limit of phosphates Any color in the Sample solution is not more intense
than that in the Standard solution
(NMT o¢& ppm)
Limit of potassium Not more than ¢€oo ppm
Magnesium and alkaline - | The volume of o.0@ M edetate disodium consumed in
earth metals the second titration does not exceed lb.& ml
(NMT @oo ppm, calculated as Ca)
Nitrites Absorbance is NMT o.oe
Sulfate Any opalescence produced in the Sample solution
after € min standing is NMT that produced in
the Standard solution (woo ppm)
&l.& | Specific test :
appearance of solution Solution clear and colorless
Acidity or alkalinity Not more than o.& ml of o.0@ N hydrochloric acid
or o.o® N sodium hydroxide is required to change the
color of this solution
Loss on drying Not more than o.&%
€B.& | Sterility test Sterile
&b | Bacterial Endotoxin Test | Not more than o.& USP Endotoxin Unit/mL
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