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m.@. Finished product specification:

LD Test Specifications
@ | Identification Complied with finished product specification
o | Assay e&.0 - mo&.0% of labeled amount of Sodium chloride
o | pH & - m.o
& | Sterility test ) Sterile
& | Particulate matter
2 @0 Pm Not more than lod particles/mL
2 lod pm Not more than e particles/mL
5 | Iron Not more than o ppm
@ | Heavy metal Not more than o.0o0a% (o ppm) based on the amount of NaCl
@ | Pyrogen test Complied with finished product specification
@ | Bacterial endotoxin Not more than o.& EU/mL (USP endotoxin Unit/mL of NaCl)
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m.@. Finished product specification:

0] Test Specifications
® | Identification Complied with finished product specification
le Assay «d.o - @od.0% of labeled amount of Sodium chloride
an pH &d -m.o
< Sterility test Sterile -
& Particulate matter
2 &0 UM Not more than & particles/mL
2 lpd pm Not more than e particles/mL

Iron

Not more than o ppm

Heavy metal

Not more than o.coe% (eo ppm) based on the amount of NaCl

Pyrogen test

Complied with finished product specification

a |a (3 (g

Bacterial endotoxin

Not more than o.¢ EU/mL (USP endotoxin Unit/mL of NaCl)
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& | lron Not more than le ppm

5 | Heavy metal Not more than o.coe% (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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T8N ( Acetated ringer’s solution for Injection @,000 mL
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Acetated ringer’s solution for injection e@,000 mL
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calcium chloride wo mg/@oo ml, potassium chloride mo mg/@oo ml,
sodium acetate m@o mg/@oo ml, sodium chloride boo mg/@oo ml Tu
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Test Specification
Appearance Solution must be clear
Identification m‘i':ilhi'mmuﬁizq‘lu Finished product specification
Assay
- Total Sodium avavsumuiiszylu Finished product specification
- Potassium
- Calcium

Total Chloride

Sodium acetate trihydrate

Bacterial endotoxins

Not more than o.& USP endotoxin unit/ml

pH

D.o - od

Heavy metals

Not more than o.m ppm

Particulate matter
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Particulate matter

- 2z ®o micron Not more than le& per mL

- 2 lo& micron Not more than e per mL

Sterility test

Sterile
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Test Specification
@. ldentification Meet the requirement
lo. Assay «&.0 - mod.0% label amount of dextrose monohydrate
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. pH m.lo — .& (concentration not more than &% dextrose)
«. Limit of &- Absorbance Lilfiu olo¢ (in e-cm cell at baa nm)

hydroxymethylfurfural and
related substances

&. Sterility test Meet the requirement

. Bacterial endotoxins Meet the requirement

. Particulate matter
- 2 ®o micron Not more than led particles/ml

-z lbd micron Not more than e particles/ml
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