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a.e Finish product specification: Sodium chloride injection (USP olkm)

Test items Specifications
@. Identification Meets the requirements
. Assay «d.0-e0&.0% of label amount of sodium chloride
en. Impurities
- Iron MNT b ppm
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Sodium chloride oo mg/moo mL solution for injection/infusion, aoo ldgag; TMT-I0 (GPU). oo
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&. Specific tests
& pH

&.&-¢.0

- Particulate matter in injection | Meet the requirement

- Bacterial endotoxins test
- Sterility tests

NMT o.& USP endotoxin unit per mL
Meet the requirement

s Drug substance specification: Sodium chloride (USP bolom)

Test iterns

Specifications

&. Identification

Meet the requirement

. Assay d.o-e00.&% on the dried basis
. Impurities

-Aluminum NMT oo ppm

-Arsenic NMT @ ppm

-Barium Meet the requirement

-Ferrocyanides

-lodides

-Iron

-Limit of bromides

-Limit of phosphates
-Limit of potassium
-Magnesium and alkaline-
earth metals

-Nitrites

-Sulfate

No blue color develops in ec min
No blue color observed

NMT o ppm

NMT @oo ppm

NMT & ppm

NMT &oo ppm

NMT @oo ppm, calculated on Ca

NMT o.o®
NMT boo ppm

&. Specific tests
-Appearance of solution
-Acidity or alkalinity

-Loss on drying
-Bacterial Endotoxin Test
-Sterility test

Clear and colorless

NMT o.&¢ ml of o.oe N hydrochloric acid or o.0e N sodium
hydroxide is required to change the color of this solution
NMT o.&%

NMT o.& USP endotoxin unit per mL

Meet the requirement
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FagRiu (drug substance specification)
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&a.e HaN13nslnTwinun ueninfusiediiaziveafuin (certificate of analysis of
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92,400 034 Sodium chloride 900 mg/100 ml 9.06 9.70
Solution for injection/infusion, 100 ml bag
NSS0.9% 100 ml
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