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#0871 o.ct % Sodium Chloride for injection @oo ml
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Einished product specification (USP &@) : Sodium Chloride for injection
&. identification test MIIUY
b, USunudendiy «¢&.o - @o&.o %L.A. of Sodium Chloride
a. pH &€& -wo
. Sterility AT
& Bacterial endotoxin NMT o.& USP endotoxin unit/ml
©. Particulated matter NIV
. Iron NMT o ppm
&. Volume in container ®00.0% - ®0.0%
Drug substance specification (USP g@) : Sodium Chloride
. identification test ATIWU
. USunaumendidny sa.0-e00.& % LA. of Sodium Chloride (dried basis)
. Appearance of solution ATINY
«. Acidity or alkalinity AT
&. Arsenic NMT & ppm
o, 'F NMT oo ppm
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Drug substance specification (USP &) : Sodium Chloride (¥®)

@. Iron

@. Bromides
&. Phosphates
®o. Potassium

@®. Magnesium and alkaline-Earth Metal

@lo. Nitrites

@an. Aluminium

@&, Barium

o&. Ferrocyanides

@o. lodides

ew. Loss on drying

oc. Sterility

e, Bacterial endotoxin

NMT o ppm
NMT @co ppm
NMT led& ppm
NMT &€oo ppm
NMT eoo ppm, calculated as Ca
NMT o.c® ppm
NMT oo ppm
AT
MTITNIUY
ATIWU

NMT o.& %
ATIWY
NI

Finished product specification (BP boa®) : Sodium Chloride Infusion

@. identification test

. Usunaudiunddey

. pH

«. Sterility

& Bacterial endotoxin
. Particulated matter
o. Volume in container

NIV
«&.0 - @aod.o % of the stated amount

; o Yoo P
asrakundisyylu Finished product specification
MY
NMT o.lo& IU/ml
PN

®00.0% - aac.0%

Drug substance specification (BP woa®) : Sodium Chloride

®. identification test

o. USunausendAty

o. Appearance of solution
. Acidity or alkalinity

&. Heavy metal

©. Arsenic
@. Sulfate

. [ron

«. Bromides
@o. Phosphates
L@e. Potassium

A = I Us¥57UNIIUNNT
(uyuduivd waa1n)

(U9mg

ATIINTU
s.o-e00.& % LA. of Sodium Chloride (dried substance)
ATITY
AT

NMT & ppm
NMT @ ppm
NMT boo ppm
NMT o ppm
NMT @oco ppm
NMT & ppm
NMT &oo ppm
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Drug substance specification (BP woa®) : Sodium Chloride (si8)
@b. Magnesium and alkaline-Earth Metal NMT @oo ppm

@en. Nitrites NMT o.oc@ ppm
oc. Aluminium NMT o.lo ppm
ed. Barium NTIINIU

@b. Ferrocyanides AT

@@, lodides MY

@. Loss on drying NMT o.& %

e, Bacterial endotoxin Less than & IU/g
o o
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