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b | Assay

«&.o - @o&.0% of the labeled amount of
sodium chloride

m | Impurities

13U o ppm
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- Heavy metals 131U @0 ppm
« | pH cd - oo
& | Sterility test Sterile

o | Particulate matter
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enlo Drug substance specification : sodium chloride USP
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o | Assay .| ®¥&.o — @o0.¢% of sodium chloride calculated

on the dried basis

o | Impurities
- Arsenic 13U @ ppm
- Barium Not more intense than in the reference
- Ferrocyanides solution
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- Iron No blue color
- Bromides LA o ppm
- Phosphates LAy @00 ppm
- Potassium 131AY we ppm
- Magnesium and Alkaline-earth | laiAu oo ppm
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- Nitrites
- Sulfate iy c.0e
- Heavy metal 131Au woo ppm
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Sodium chloride «oo mg/@oo mL solution for injection/infusion, ®oco mL

®. AMUABINIT  Sodium chloride woo meg/@oco mL solution for injection/infusion, eoco mL
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e.@ Finished product specification : sodium chloride injection USP

U0 Test items Specifications
® | Identification ATIEUANAsEyly Finished product
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Test items

' Specifications

Impurities
- Iron
- Heavy metals

1Ay o ppm
Litiu @o ppm
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a ‘ pH ‘ €& - .o
I & | Sterility test ‘ Sterile
5 | Particulate matter
- YU 2@0 um L1iifiu v,000 BYMA/Container
- YU 2o um L1y oo auMA/ container
L Bactenal Endotoxins ’ LAy o.¢ USP Endotoxin Unit/mL
s Drug substance specification : sodium chloride USP
) ( Test items Specifications
® | Identification msni}mumuﬁi:ﬂ‘flu Drug substance
specification
b | Assay &&.0 - @00.¢% of sodium chloride calculated
on the dried basis
o | Impurities
- Arsenic 1y o ppm
- Barium Not more intense than in the reference
- Ferrocyanides solution
- lodides No blue color develops in @o minutes
- Iron No blue color
- Bromides L1 o ppm
- Phosphates L3iifin @00 ppm
- Potassium LA oe ppm
- Magnesium and Alkaline-earth | lailiu @oo ppm
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Sodium chloride woo mg/@oo mL solution for infusion, @,000 ML

o. A2MUFDINT  Sodium chloride coo mg/@oo mL solution for infusion, @,000 mL
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o Test items Specifications
o | Impurities
- Iron Laiiiu o ppm
- Heavy metals 4y @m0 ppm
& | pH && - oo
& | Sterility test Sterile
v | Particulate matter
- YU z@0 UM aifiu v,000 BYNIA/container
- YU 2lo@ pm L3ifiu boo 8YNA/ container
@ | Bacterial Endotoxins 13iliu o.&¢ USP Endotoxin Unit/mL
mlo Drug substance specification : sodium chloride USP
U9 Test items Specifications
@ | Identification mi’mﬁhummﬁ'izﬂu Drug substance
specification
o | Assay w0 - ®00.€% of sodium chloride calculated
on the dried basis
e | Impurities
- Arsenic 13iifiu @ ppm
- Barium Not more intense than in the reference
- Ferrocyanides solution
- lodides No blue color develops in @o minutes
- lron No blue color
- Bromides laitfiy © ppm
- Phosphates l4ilfiu @oo ppm
- Potassium 151y ¢ ppm
- Magnesium and Alkaline-earth | Liifiu oo ppm
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- Nitrites
- Sulfate 1A 0.00
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