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U9 Test items

Specifications

@ | ldentification

; < -
AsIaRUsNRIEyly Finished product
specification

v | Assay

x¢&.0 - @od.o% of the labeled amount of

sodium chloride

o | Impurities

i fron

1 - Heavy metals

ey o ppm

TahiAu @0 ppm
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1) Test items Speciﬁcations
€ |pH | <& - oo
& | Sterility test Sterile
» | Particulate matter
- WA 200 UM 14itiu v,000 ayNA/container
- YU 2lod Pm LAy boo aYNIA/ container
¢/ | Bacterial Endotoxins laitiu o.& USP Endotoxin Unit/mL
o 'Drixg substance specification : sodium chloride USP
18 Test items Specifications
® | ldentification mwﬁmmuﬁwq’lu Drug substance specification
b | Assay axR.0 - @00.&% of sodium chloride calculated
I on the dried basis
o | Impurities
- Arsenic Laifiu @ ppm
- Barium Not more intense than in the reference solution
- Ferrocyanides No blue color develops in @o minutes
- lodides No blue cotor
- fron LA o ppm
- Bromides 14ifiu @oo ppm
- Phosphates Laiifiu be ppm
- Potassium 14y ¢oo ppm
- Magnesium and Alkaline-earth | l4iifis @oo ppm calculated as Ca
Metals
- Nitrites 14ty o.00
- Sulfate Laiifiu woo ppm
- Heavy metal Ty & ppm
@ | Loss on drying laitA o.¢%
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