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m | pH @& - .o
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& | Particulate matter
> @0 Pm Not more than ¢ particles/mL
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5 | Iron Not more than & ppm
@ | Heavy metal Not more than o.coe% (ao ppm) based on the amount of NaCl
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« | Bacterial endotoxin Not more than o.& EU/mL (USP endotoxin Unit/mL of NaCl)
®o | Volume in container Not less than the labeled volume
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a.e. Finished product specification: o.«% Sodium chloride solution @,000 ml for
irrigation, USP&a

D) Test Specifications

@ | ldentification Complied with finished product specification

o | Assay @dlo — mod.o% of labeled amount of Sodium chloride

am | pH ed - oo

@ | Sterility test Complied with finished product specification

& | Iron Not more than lo ppm

b | Heavy metal Not more than o.0o0e% (e#o ppm) based on the amount of NaCl
@ | Bacterial endotoxin Not more than o.¢ EU/mL (USP endotoxin Unit/mL of NaCl)
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598N  : Acetated ringer’s solution for Injection @,000 mL
AUUIENIATININgUATIYSTH

0. HoEn Acetated ringer’s solution for injection @,000 mL (GPU: simeleoo)
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m.e Finished product specification

9o Test Specification

@ | Appearance Solution must be clear

n | Identification Meet the requirement

e | Assay
- Total Sodium Complies with finished product specification
- Potassium Complies with finished product specification
- Calcium Complies with finished product specification
- Total Chloride Complies with finished product specification
- Sodium acetate trihydrate Complies with finished product specification

@ | Bacterial endotoxins Not more than o.& USP endotoxin unit/ml

& | pH .0 —old

o | Heavy metals The limit is o.en ppm

@ | Particulate matter
- 2 @0 um Not more than lo¢ per mL
- 2 lb& um Not more than e per mL

e | Sterility test Sterile

« | Volume in container Not less than the labeled volume
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