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(@) USP
49 Test ltems Specifications
@ | ldentification Meet the requirement
o | Assay ®o.0% - eeo.0% of the labeled amount of

Amiodarone HCL

m | lodide NMT bé&o ppm
& | Content of benzyl alcohol (if present) | #o.0-ea0.0%
& | pH fm.o-&.o
b | Particulate matter
Size z@o pm Not more than b,0o0 particles/container
Size 2b& pm Not more than boo particles/container
@ | Sterility Meet the requirement
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U3 Test Items Specifications
@ | Bacterial endotoxins NMT &.enen USP Endotoxin units/mg of
Amiodarone HCL
« | Extractable volume Meet the requirement
@o | Related substances
- Amiodarone related compound E NMT o.o%
- Amiodarone related compound D NMT an.0%
- Any unspecified degradation product | NMT oloo%
- Total impurities NMT en.&%
(=) BP
{8 Test Items Specifications
® | ldentification Meet the requirement
b | Assay «&.o% - @od.o% of the labeled amount of
Amiodarone HCl
o | lodide NMT &oo ppm
& |pH Meet the requirement
& | Particulate matter
- 2 ®0 UM NMT B,000/container
- 2 lo& um NMT boo/container
© | Sterility Meet the requirement
o | Bacterial endotoxins Meet the requirement
@ | Extractable volume Meet the requirement
« | Related substances Meet the requirement
&lw Drug substance specification
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(@) USP

do Test ltems Specifications

@ | Identification Meet the requirement

b | Assay as.¢-@om.0 % of the labeled amount
of Amiodarone HCL {on the dried basis)

o | Residue on ignition NMT o.@%

& | pH alo-m.c

& | Loss on drying NMT o.&%
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U Test ltemns Specifications
Related substances
- Amiodarone related compound H NMT o.ol0%
- Amiodarone related compound A NMT o.0%
- Amiodarone related compound D NMT o.b%
- Amiodarone related compound E NMT o.o%
- Amiodarone related compound B NMT o.o%
- Amiodarone related compound C NMT o.lb%
- Amiodarone related compound G NMT o.lo%
- Amiodarone related compound F NMT o.0%
- Any other individual impurity NMT o.e0%
- Total impurities NMT o.&%
¢ | lodides NMT e&o ppm
(o) BP / EP
i Test Items Specifications
@ | ldentification Meet the requirement
o | Assay &x.d-eoa.0 % L.A. of Amiodarone HCl
(on the dried basis)
o | pH mlo-n.c
& | Loss on drying NMT o.&%

& | Related substances

- Impurities A,B,C,D,E,F,G
- Unspecified impurities
- Total impurities

NMT o.w% for each impurity
NMT o.e0% for each impurity
NMT o.&%

- Impurities H NMT o.olb%
b | lodides NMT ado ppm
o | Sulfated ash NMT o.@%
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