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e. Finished product specification (USP&a)

Identification maﬁlﬁimmm‘ﬁizﬂu Finished product specification
USunusiendAgy 8&.0% — 90&.0% of the L.A. of Amiodarone hydrochloride
Bacterial endotoxins Less than .enen USP Endotoxin units/meg
Sterility mmﬁhummﬁﬁzﬂu Finished product specification
pH m.o - &.o
Organic Impurity

- Amiodarone related compound E NMT 0. 0%

- Amiodarone related compound D NMT en.0%

- Unspecificated degradation product NMT o.lbo%

- Total Impurities NMT en.&%
Limited of lodide NMT o&o ppm

Content of benzyl alcohol  ®o.0% - @e0.0%

Particulate matter m’sﬁ]ﬂhumuﬁﬁzqiu Finished product specification
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o. Drug substance specification (USP&a)

- Identification m’;ﬁ]mummﬁssﬁﬂu Drug substance specification
- YsuadiendAgy ®&.&% - @og.0% of the L.A. of Amiodarone hydrochloride
on dried basis
- Impurities
- Inorganic Impuirities NMT 0.0%

- Organic Impurity

- Amiodarone related compound A NMT o.9%
- Amiodarone related compound D NMT o.%
- Amiodarone related compound E NMT o.9%
- Amiodarone related compound B NMT o.0%
- Amiodarone related compound C NMT o.9%
- Amiodarone related compound G NMT o.b%
- Amiodarone related compound F NMT o.0%
- Any other individual impurity NMT o.e%

- Limited of lodide NMT e&o ppm

- pH nb - o

- Loss on dying NMT o.&%
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. lNH1TTUTBININTFIUNITHEALN

Fudndesdiona1siusosuinsgiunisuaneimiundninasinazifnisialunisudnen (Good
Manufacturing Practices) (GMP) "memﬁ'Lﬁ'm%aqﬁ’ufmqauﬁamﬁﬁmuazmﬁLauama (aUuaganIusau
nInTalagdiegluriniainisiuses) Ussneume

b.0 1BNAITTUTBINIATFIUNITNANEINIUNNIN MG UAEITATAATuN THARTROAY (Active
Pharmaceutical ingredient) #ll#Susosnannnsgiu WHO-GMP viaifisuiniiuegratios

oo Laﬂms%’madmmgmmmﬁmmmwé’ﬂmmeﬁu,aﬁ%mﬁﬁiumawﬁmméﬁﬁ%gﬂ (Finished
Product) Al#3UTBRNLANATE I GMP-PIC/s viaifleuwiiduetades

- HWAR Enﬁﬂﬁagﬂ (Manufacturer)

Y
- Juuaussqnanduei (Packaging) lamensalndnendiaguiasuuusswansdneindouaz oy

b UUIMTIFONINITFIUNITAUSNIMAZNTEIBEIMUNS NN AALA T NSRATUANSIAUS Y LAY

N3¥31881 (Good storage Practice/Good Distribution Practice; GSP/GDP)

o, lINA1TAMENBALYDIWINLEAUBTIAN
a.e HAN1IATIVTATIERAUAMEEA ST e d 1S 93Uv0nER (Certificate of analysis of finished
product) Tugnsuiidadusietng

o w

m.lo mamimamLmﬂ“mmmmmmwmmmamm (Certificate of analysis of drug substance) il

o

v
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ma LOnAIVsenangIuEuduauAuRUSSENINIUNNTHER Y89 TRgRuTeIIETd@AYY (drug substance)
10 o fujunsndnvewdndnsiendnsagy (finished product) 4o a.e
. LONATUANINANTTANYIAIUAI (Stability data) 91U e JUNISHARUIZNOUAME
- HAN13ANYN long term stability data maamﬁd’mmqmaamﬁ%wzLﬁauﬁﬁuﬁwﬁmmﬂmzﬂﬁmmi
BIMNIUATYINTENTIATITUGY
- HANTSANEIAIINAIFIIUANTITLTY Accelerated stability data
- HAMIANYIAINAWITEEZY1 On-going stability data Ya1dn 91U o JUNIIWER
a.& LBNANTHANTANYIAINAIAIVEINITazaTBLaz/Msoidoasluiinazaienie AsutuLAzaanAad
AuLeNaIsAIAueN
oo TBNANTUANITIBNUNANITUTEEUNSANYN Risk assessment of elemental impurities Aduluny
ICH guideline QeD, USP uag EP
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