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Finished Product Specification: Sodium Chloride Injection USPe%,

tltems :
® Identification Meets the requirements
® Assay *&.0 - ®o&.0%
o Iron NMT © ppm
& Heavy metals NMT @o ppm, based on the amount of
sodium chloride
pH <& - .o
>} Particulate matter in injections Meets the requirements
& Bacterial endotoxins test NMT o.& USP Endotoxin Unit/mL
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rug Substance Specification: Sodium Chloride USP&

IR o

Identification

o - |

e e

; Arsenic . e dried basis

[cd Barium "M@ pem
Any opalescence in the test solution is not
more intense than that in the reference
solution.

& Ferrocyanides No blue color develops in &0 min.

o lodides No blue color is observed.

o [ron 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 of the Standard solution
(NMT o& ppm).
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Magnesium and alkaline-earth metals The volume of o oo M edetate disod
: um
consumed in the second titration does not

exceed b.&¢ mL (NMT goo pPpPm, calcul

ated as
Ca)
Nitrites Absorbance in NMT 0.0
015 Sulfates

Any opalescence produced in the Sample
solution after & min standing is NMT that
produced in the Standard solution (ooo
ppm)

NMT o.&¢ mL of o.0@ N hydrochloric acid or
o.0@ N sodium hydroxide is required to

change the color of this solution.
@« | Loss on drying NMT o.4%
o& | Bacterial endotoxin test

| oo | Sterility tests

@, | Acidity and alkalinity

Meets the requirements

Meets the requirements

e.en Finished Product Specification: Sodium Chloride Infusion BPwoeb

® Identification Complies with the test
Assay «¢&.0 - @o&.0% of the stated amount
Bacterial endotoxins The endotoxin limit concentration is o.lo¢ U
per mL
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rugs Substance Specification: Sodium Chloride BPwogb

Identification

|

: roay Complies with the test
o | Acidity or alkalinity ?:,:pue@;@;:: th ; :::: ed substance)
: S:::';ii = Complies with the test
! Complies with the test
> lodides Complies with the test
o Nitrites Complies with the test ‘k
® Phosphates Complies with the test
« Sulfates Complies with the test %
@o | Aluminium Complies with the test j
®® | Arsenic Complies with the test 1
@b | Barium Complies with the test T
@m | Iron Complies with the test W
oc | Magnesium and alkaline-earth metals Complies with the test ‘
®& | Potassium . Complies with the test
®o | Heavy metals Maximum & ppm
@a | Loss on drying Maximum o.&%, determined on e.co0 ¢ by
drying in an oven at @o&®c for v h.
®x | Bacterial endotoxins Less than & 1U/g
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