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Finished product specification : Norepinephrine & mg in & ml injection

andutAnIamaia USP &a BPmoab
@ ldentification ATV ATIVNU
b.  Assay «0.0 - @a&.c%LA (of norepinephrine) | &o.o - @®0.0%LA
o.  Color and clarity NI ATITNTU
@ Bacterial endotoxins | NMT &m.e endotoxin  units/mg of
norepinephrine

&, pH Mo - @& 0n.o-a@.p
B Particular matter

- size > @o m NMT o,000 particles/container

- size 2 & um NMT woo particles/container
o.  Sterility MTIINIU AT
& Adrenaline | RTIINU
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. Drug substance specification : Norepinephrine Bitartrate (USP),
Noradrenaline/Norepinephrine acid tartrate BP

AnENUANImAtin . USPwe BPoa®
®.  Identification | pvraRu | avawi
o, Assay &61.0 - ©016.0%LA of | &@.¢-o00%LA
norepinephrine bitartrate (Anhydrous basis)
(Anhydrous basis)
o.  Residual on ignition (§l) NMT o.a%
€  Arteranone (&nil) Absorptivity at meo m
NMT o.lo
&  Optical rotation/specific -60° 10 - eb°
rotation
. Water & - &z % CE-Ec%
o  Sulfated ash (fn) Max o.0%
& Related substance (f13)
- Impurity F NMT o.@ %
- Specific impurity B,D,E (for each) NMT o.@ %
- Unspecified impurities NMT o.@ %
- Sum of impurities Maximum o.e %
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