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dou.' Amiodarone odo mg for injection en ml.
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;. Finished product specification (Uspdo)

- ldentification n:?ati'tuntrfi:vq1u Finished product specification

- rJilrrun-rureirriry dd.oo/o - ,oe.clJ/oof the L.A. of Amiodarone hydrochloride

- Bacteria[ endotoxins Less than d.enen USP Endotoxin units/mg

- Sterility n:?otj'luet'tlfi:vr;1u Finished product specification

- PH en.o - d.o 
I

- Organic lmpurity

- Amiodarone related compound E NMT o.lso/o

- Amiodarone related compound D NMT en.o%o

- Unspeciflcated degradation product NMT o.loo%

- Total lmpurities NMT en.dVo

- Limited of lodide NMT Lodo ppm

- Content of benzyl alcohol do.o%o - ooo.o%o

- Particulate matter s):latitunrrrfi:vq"Lu Finished product specification
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b. Drug substance specification (USPdo)

- ldentification n:?ati'tust'tlfr:vr1"Lu Drug substance specification

- filrrust-rur;irriry c(d.dolo - ^r;r.r;iroof 
the L.A. of Amiodarone hydrochLoride" 

on dried basis

- lmpurities

- lnorganic lmpurities NMT o.oolo

- Organic lmpurity

- Amiodarone related compound A NMT o.to7o

- Amiodarone related compound D NMT o.b7o

- Amiodarone related compound E NMT o.loolo

- Amiodarone related compound B NMT o.to%

- Amiodarone related compound C NMT o.lo7o

- Amiodarone re[ated compound G NMT o.ls%

- Amiodarone related compound F NMT o.bolo

- Any other individua[ impurity NMT o.o%

- Limited of lodide NMT odo ppm

- pH m.let - en.d

- Loss on dying NMT o.dolo
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