Page 1 of 5

ANIANWUZIANEYDIEN
789504: Sodium chloride 900 mg/100 ml Irrigation solution, 1L bottle\/
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2.1 Finished product specification (USP2024)

1. Identification
Sodium and chloride Meet the requirements
2. Ysunaushendagy 95.0-105.0% labeled amount cf sodium chloride
3.pH 4.5-7.0
4 Sterility test Meet the requirement
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5. Bacterial endotoxins

Not more than 0.5 USP Endotoxin Unit/mL

6. Impurites

Iron

NMT 2 ppm

7. Particulate matters

Meet the requirement

2.2 Specification of Active pharmaceutical ingredient (API) (USP2024)

L 1[0] Specification of API

Acceptance criteria

1 | Identification: Sodium

A: Sodium Meet the requirement
B: Chloride The precipitate dissolves easily with the
possible exception of a few large particles,
| which dissolve more slowly
I Assay 99.0% - 100.5% LA. of Sodium chloride
3 | Impurities

Aluminum (aw1znsel peritoneal dialysis, NMT 0.2 ppm

hemodialysis, hemofiltration solutions )

Arsenic Method | NMT 1 ppm

Barium Any opalescence in the test solution is not

more intense than that in the reference

solution

Ferrocyanides

No blue color develops in 10 min

dosage form , peritoneal dialysis, hemodialysis,
hemofiltration solutions )

lodides No blue color is observed
Iron NMT 2 ppm

Limit of bromides NMT 100 ppm

Limit of phosphates MNT 25 ppm

Limit of potassium (awznssl injectable NMT 500 ppm

Magnesium and alkaline-earth metals

NMT 100 ppm, calculated as Ca

Nitrites Absorbance in NMT 0.01

Sulfate NMT 200 ppm

Appearance of solution This solution is clear and colorless
Acidity or alkalinity NMT 0.5 ml of o0.01 N hydrochloric acid or

0.01 N sodium hydroxide is required to
change the color of this solution

4 | Loss on drying
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Lh) Specification of API AecoREATCR CrND
5 | Bacterial endotoxins test The level of bacterial endotoxins is such that
the requirement under the relevant dosage
form monograph in which sodium chloride is
used can be met
6 | Sterility test Meet the requirement
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