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Test Items Specifications

Identification Meet the requirement

Assay 0.0 — @ag.0% of the labeled amount of
Norepinephrine

m | Bacterial endotoxins Not more than @m.et USP EU/mg of Norepinephrine
e |pH mo - &&

& | Particulate matter

@ |@

Size 2@0 um Not more than b,oco particles/container
Size zlb& um Not more than oo particles/container
o | Sterility Meet the requirement

Color and clarity Meet the requirement
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& | Volume in container Meet the requirement
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(lm) Noradrenaline injection / Norepinephrine injection BP

0 Test [tems Specifications

@ | ldentification Meet the requirement

o | Assay «o.0 - eeo.0% of the labeled amount of
Norepinephrine acid tartrate/ Noradrenaline acid tartrate

m | pH m.o - &b

@ | Adrenaline Not more than @.0%

& | Bacterial endotoxins Meet the requirement

b | Sterility Meet the requirement

o | Particulate matter Meet the requirement

e | Volume in container Meet the requirement

&l Drug substance specification :
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(@) Norepinephrine bitartrate USP
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D) Test [tems Specifications
@ | ldentification Meet the requirement
o | Assay &ol.o — @ole.o% of the labeled amount of
Norepinephrine (on the anhydrous basis)
e | Residue on Ignition Not more than o.%
&« | Limit of Arterenone Not more than o.lb
& | Specific rotation/optical | Between -ao® and -ab®
rotation
b | Water €& - &%
(w) Norepinephrine acid tartrate/ Noradrenaline acid tartrate BP
48 Test ltems Specifications
@ | Identification Meet the requirement
b | Assay &3.& — @oe.0% of the labeled amount of
Norepinephrine acid tartrate/ Noradrenaline
acid tartrate (anhydrous substance)
o | Specific rotation/optical rotation Between -&=° and -&° (Noradrenaline base)
& | Impurities
- Impurity F Not more than o.e%
- Specified impurity B,D,E (for each) Not more than o.a%
- Unspecified impurities Not more than o.e%
- Sum of the impurities and impurityF | Not more than o.m%
& | Water @& - &c%
» | Sulfated ash ., | Not more than o.a%
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