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9o Test items Specifications
@ | Identification Miiﬂmumuﬁiw'lu Finished product
specification
b | Assay ad.o0 - @od.o% of the labeled amount of
sodium chloride
o | Impurities
- Iron 13y o ppm
- Heavy metals 1itAU @0 ppm
& |pH €& - oo
& | Sterility test Sterile
o | Particulate matter
- YU 2@0 Pm laiAu e aymp/mL
- YU 2lod pm Laitiiu e aynia/mL
o | Bacterial Endotoxins T9iiiu o.¢ USP Endotoxin Unit/mL
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oo Drug substance specification : sodium chloride USP

) Test items _ Specifications
® | Identification cﬂ'i’.liwhumuﬁisq'[u Drug substance
specification
b | Assay cet.o ~ @00.&% of sodium chloride calculated
on the dried basis
m | Impurities
Arsenic Ly @ ppm
Barium Not more intense than in the reference
~ Ferrocyanides solution
- fodides No blue color develops in @o minutes
- Iron No blue color
- Bromides LAy o ppm
- Phosphates LAy @oo ppm
- Potassium L3k oe ppm
- Magnesium and Alkaline-earth | 1Ay ¢oo ppm
Metals 1A @oo ppm calculated as Ca
- Nitrites
- Sulfate 131A% o.0e
- Heavy metal LA woo ppm
LAy & ppm
& | Loss on drying T o.¢9

Qv

(unuany fagew)

R

o

fausra@nwdawwun Toelve)
fnnersE A TmERY
anu, gemsenilsmeuiadloine

WU IRENE g ATS
AU WETUE T EnT Ty M TLAy

tunamsiaipgatud wgiund)
wndunsE Ly AnS
. wtnguenAuaTsd

(waanagem wrsmiug)
wnfynsdungans

Prrrind

twmaiind fsvddu
wndunsufdanns



TEasBIAAMENYLIANIY

Sodium chloride oo mg/@oo mL solution for injection/infusion, @co mL
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Test items

Specifications

- iron

en [ Impurities

- Heavy metals

i o ppm
iy @o ppm

A

pH

&4 - mo

Fe

Sterility test

Sterile

b | Particulate matter
- U 2@0 um
- WUA zlo€ um

WiiAiu b,000 2Yn1A/container
Laiifin voo aune/ container

L o | Bacterial

Endotoxins

LA o.¢ USP Endotoxin Unit/mL

inlo Drug substance specification : sodium chloride USP

Test items

Specifications

® | ldentification

AT TR UTATEYlY Drug substance
specification

o | Assay

a0 — ®@00.&% of sodium chloride calculated
on the dried basis

o | Impurities
- Arsenic
.~ Barium

Metal
- Nitrites
- Sulfate

- Ferrocyanides

- Magnesium and Alkaline-earth

- Heavy metal

Taiifiu @ ppm
Not more intense than in the reference
solution

- lodides No blue color develops in @o minutes
- Iron No blue color

- Bromides LAy ' ppm

- Phosphates Lty @oo ppm

- Potassium Liifin e ppm

Liviiu @oo ppm
l3iifin @00 ppm calculated as Ca’

s 0.0
Lifiu woo ppm
Luifiu & ppm

|_« | Loss on drying
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Sodium chloride @oo mg/aoo mL solution for infusion, @,000 ML

®. AUFBIMS  Sodium chloride woo mg/@oo mL solution for infusion, e,000 mL
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Fffa Test items Specifications
m | Impurities
- Iron Ly o ppm
- Heavy metals Liliy o ppm
& pH &€ - .o
& | Sterility test Stetile
© | Particulate matter
- TUIA 20 pm Litfiu v,000 BynTA/container
- YA 2o um LA oo synte/ container

Bacterial Endotoxins

Tl o.¢ USP Endotoxin Unit/mL

m.e Drug substance specification : sadium chloride uUsp

) Test items Specifications
@ | identification mﬂmhumuﬁ'wq'[u Drug substance
specification
® | Assay ®&.0 - ®00.4% of sodium chloride calculated
on the dried basis
o | Impurities
- Arsenic i @ ppm
- Barium Not more intense than in the reference
- Ferrocyanides solution
- lodides No blue color develops in @o minutes
Iron No blue color
i - Bromides BiAu o ppm
} - Phosphates Liifi @co ppm
I| - Potassium iy e ppm
- Magnesium and Alkaline-earth | Litfiu ¢oo ppm
Metal | Liifin @00 ppm calculated as ca*
- Nitrites
- Suifate Wiy 0.0
- Heavy metal LAy woo ppm
Litiu & ppm
& | Loss on drying Lty o.¢%
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