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3.1 Finished preduct specification : 0.9% Sodium chloride 100 ml injection

Test itens Specifications

1 | Identification

mmﬁ'iaﬁq‘iu Finish product specification

Assay

95-105% LA of Sodium chloride

pH

4.5-7.0

Sterility test

Aafiseylu Finish product specification

Taifiu 2 pom

Bacterial endotoxins or Pyrogen test muﬁ‘iaﬂu Finish product specification

Particulate matter

mmﬁi:ﬁﬁlu Finish product specification

2
3
a4
5 | lron content
6
7
8

Heavy metal

13ilAn 0.001% base on the amount of NaCl

3.2 Drug substance specification : Sodium chloride

Complied with drug substance specification
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3.1 Finished product specification : 0.9% Sodium chloride 100 m! injection

¥} Test items

Specifications

1 | Identification

muﬁisﬁﬂu Finish product specification

Assay

85-105% LA of Scdium chloride

pH

4.5-7.0

Sterility test

muﬁssﬂu Finish product specification

Liifiu 2 ppm

Bacterial endotoxins or Pyrogen test

mu‘ﬁ"ﬁxq’lu Finish product specification

Particulate matter

auiseyly Finish product specification

2
3
4
5 | lron content
6
7
8

Heavy metal

Lailfiu 0.001% base on the amount of NaCl

3.2 Drug substance specification : Sodium chloride
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3.1 Finished product specification : 0.9% Sodium chloride 100 ml Irrigation

) Test itemns Specifications
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3.1 Finished product specification : 5% Dextrose in 0.45% sodium chloride 1,000

mil injection

i) Test itermns Specifications

1 | ldentification mmﬁigﬂu Finish product specification

2 | Assay

- Dextrose monohydrate

- Sodium chleride

95-105% LA of Dextrose monohydrate

195-105% LA of Sedium chloride

pH

3.2-6.5

Sterility test

sufiszylu Finish product specification

Bacterial endotoxins or Pyrogen test

mmﬁszﬁlu Finish product specification

O | b | B[ W

Particulate matter

=
suszylu Finish product specification

Mg
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3.2 Drug substance specification : Dextrose monohydrate and Sodium chloride
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