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Certificate of Analyais

Product AMIODARONE HYDROCHIORIDR C.A.8. n. 19774-82-4
Batch 041720 Formula C25H2912N03 . HCL
Production date Maxeh 2013 M.W. 661.8
Expiration date ¥arch 2018 .8, 016.005
Analysis April 3 2013
T - —
,imxmmmmu [ SPECIFICATION ’ RESULT
| DRSCRIPTION White crystalline powder, odourless CONPLYES |
SOLUBYLYTY Methylene chldride Clear solution COMPLIRS
"APPRARANCE QP Methanol Clear and NNCT GYS COMPLIES
SOLUTION )
| COLOR . Abs.at $20 nm in Methanol _ NMT 0.140 . 4,035
IDENTIPICATIONS | IR spectrum ‘Conforms to standard COMPLIES |
. Chlorides . Positive COMPLLES
| REETIDUR ON TawITION | T - 0.0 ]
EEAVY MRTALS COMPLIEE
LOSS O¥ DRYING 0.1 ]
WATER 9.5 % 0.1
oA 3.2.7.3.¢ oDk o]
IODIDRS s R 150 b e
INPURITY R BY TLC Diethylaminocethylchloride HCL (BP/UBP-H) NMT 0.01 % 1D
RELATED. SUBSTANCES Diiode butyl (EP/USP-D) ) MMT 0,200 % ND
BY HPLC Hono jodo Amiodarone {EP/USP-C) NMT 0.100 % XD
Bis desioda Amicdarcne (RF/USP-A) NMT 0.100 % 0.026
Any unpecified impurity KMT 0.100 % 0.038
Total unspecified impurities NMT 0.300 % 0.062
Total igpurities ] NMT 0,560 % 9.095
ASSAY By titration (on dried basis) 38.5 / 101.0 ¥ 100, 4
Assay by KPLC (on @ried basis) 98.5 / 10L.0. % 100.4
RESIDUAL SOLVENTS Bthanol NMT 2000 ppm 440
BY GLC Acetone NMT 50 ppa 3
Chloroform NMT 50 Peo i
Hethylene Chloride NMT 100 pphm -HD

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

LA3oFouqs

% 9.1 Dire écnico <.

This batch has been manufactured, packaged and tested in accoxdance with EU GMP Guideline Volume 4 Part IX (ICHQ7}

The product conforms to regquirements of: QUALITY CONTROL MANAGER QUALIFFED m?xsorlvl'
RuPh?7.5 - USP3S Dr,ssa Stefania Targa Dr. apda Gianolli
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