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a.e Finished product specification : Sodium chloride injection USP&a

D) Test Items Specifications
® | Identification Meets the requirements
o | Assay x&.0-e@o0&.0 %
o | Impurities
m.@. lron NMT o ppm
.. Heavy metals NMT @0 ppm
< | pH &.&.o
& | Particulate matter in injections Meets the requirements
o | Bacterial endotoxin test NMT o.& USP endotoxin Unit/mL
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en.lo Drug substance specification : Sodium chloride USP&e

U Test Items Specifications
® | Identification test Meets the requirements
o | Assay ax.0-@00.€ % on the dried basis
e | Impurities
- Aluminum NMT oo ppm
- Arsenic NMT @.0 ppm
- Barium MTIINU
- Ferrocyanide No blue color develops in @o min
- lodides No blue color is observed
- lron NMT .0 ppm
- Limit of bromides NMT @oo.0 ppm
- Limit of phosphates NMT bo&.o ppm
- Limit of potassium NMT &oco.o ppm
- Magnesium and Alkaline-earth NMT @co.o ppm, calculated as Ca
metals
- Nitrites NMT o.ce ppm
- Sulfate NMT woo.o ppm
@ | Heavy metals NMT &.o ppm
Appearance of solution Clear and colorless
o | Acidity or Alkalinity NMT o.&¢ ml of o.0o® N hydrochloric acid or

o.0® N sodium hydroxide is required to

change the color of this solution

Loss on drying

NMT o.€ %

Bacterial endotoxins test

NMT o.& USP endotoxin Unit/mL

Sterility tests Meets the requirements
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