CAMEREX

Product
Batch
Production date

Expiration Date

Yia Curiel 34,

Certificate of hnalysis

Cambrex Profarmaco Milano S.il.

20067 Paulle (HI) - ITALY

AMIODARONE HYDROCHLORIDE ¢.A.8. a, 19774-82-4
131538 Foxmula C251(2912N03 . HC
Juue 2014 MW, §81.8

Hay 2019 7.8, 016.008

v ke W

hnalysig June L9 2034
{)};&TBW!I!&TXDN i SEECIPXCNTYION RESUISY
[ prscrIFrION i_White crystalline powder, odourless . COMPLIRS
SOLUBELXTY | Mechylene chloride . Cleax selution COMPLIRS
RETEARANCE OF i Hethanol Clear and HMCT GY5 COMPLIES
SOLUTION g e
CoLon Abs.oat 420 nm ln Hethonol HHT 9.1460 G.044
IDRNTIPICATIONS IR spectrum Conforma to standaxd COHPLYES
{hlorides Panitive | COMPLIES
RESIDUR OM IGRITION . - AT 0.1 % ¢.0 4
HEAVY HETALS WM 20 ppm CONYLIRS ol
LOS4 DN DRYINO YaeT 0.5 % .y !
HATER o NHT 0.5 ¥ 2,1 B
o - . ‘ .. 3.2./.3.8 | 34
_IODIDES ~ T 150 ppm | COMPLIBS
'_ INPURITY It BY TLC Diethylamincethylehloride HCl {ER/USD-H]) MMt 0,01 % Hb E
RELATED SUBSTANCES Diiodo butyl {E®/USE-D) W 0,200 % §.008
Y BRLC Hone igdon Amicdarone {ERPJUSP-C) W 0.100 % HD !
i Big desiedo Amiodaxons {BD/USP-A) NMT 6,100 ¥ 0.011 ,
hay wnpeosd fled inpurity KT ©.280 % 0.038 |
fotal unspecified impurities MHT 0,300 § 0,073 i
Total impuritiecs HWT 0.500 % _0.089 |
ASSAY By titration {on dried basia) 98.5 / 101,00 % 160.3
Assay by HPLC (on dried basis) e 98.5 / 101.0 % . 8%.9
RESIDUAL SOLVENTS Ethanol MWHT 2000 ppm 241
BY GLT heetone HWT 50 ppm 3
f Chloraform HAT 50 ppm L
g HMT 100 pen ND

Hethylene Chloride

FAGRON IBERICA, S.A.U
Corresponde al lote de Fagron:

(4409025
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Tha product conforna to xequircments of:

EuPhs.0 -~ USPIT

nig ﬁatah has heen manufactured, packaged and tested in accordance with BUY GHMP Guideling Volure 4

Part 11 (1CHQ7)

UALIFIRED DPRRSON / QUALITY DIRECTOR

Dr. Roberte Baima
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