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Cambrex Profarmaco Milano S.e.L.

product AMIODARONE HYDROCHLORIDE C.A.B. n. 19774-82~4
Batch 21714 Formula C25H29T2N03  HCL
production date March 2015 M., 681.8
Explration Date March 2020 T 8 016.009
Analysis December 21 2015
Coa Number CAl,.554
DETERMINATION SPECIFICATION RESULT
DESCRIPTION | white Er&spgl}in@ powaerhwméqulessm;: COMPLLES ‘"w
| SOLUBILITY Methylene chloride o Clear solution COMPLIES
{ APPEARANCE OF Methanol Clear and NMCT GYS COMPLIES
[ BOBUTION R — —
COLOR 520 nm in Methanol . NMT 0.100 0,053
IR spectxum Conforms to standard COMPLIES
 llehloxides = e . Positive |  COMPLIES |
om0 e A ~ WMT 0.1 % 0.0
R e B M 20 ppm N COMPLIES ]
. e WMT 0.5 % | 00
D . . NMT 0.5 % 6.1
pHE - o 3.2 /3.8 3.5 |
IODIDES | I R _NMT 150 ppm ____COMPLIES
IMPURITY H BY TLC Dicthylaminoethylehloride HCYL (EP/USP-H) NMT 0,01 % | ¥D ]
RELATED SUBSTANCES Diiodo butyl (BER/USE-D) NMT ©.200 % ‘ 0.006
BY HPLC tiono iodo Amiodarone (EP/USP-C) NMT 0.100 % ND
Bls desiode Amiodarone (EP/USP-A) NMT 0,100 % D
; Any unpecified impurity NMT 0.100 % 0.042
i Total ungpecified impurities NMT 0.300 % 0.086
. .._i'motal impurities e o -  NMr 0,500 % | 0.0892
ASSAY By titration (on dried bagis) 98.5 / 101.0 % 100.2
e ngsay by HPLC (on dried basis) o .98.5 / 1032.00% | 100.0
RESIDUAL SOLVENTS Ethanol wMT 2000 ppm 347
BY GLC Acetone NMT 50 ppm 1
Chloroform NMT 50 ppm ND
Methylene Chloride NMT 100 ppm D

This batch hés been maﬁutactured;Hiéckageangﬁd tegted in accordance with EU GMP Guideliné Vvolume 4‘§é%£mffm1iéﬁd§;

The product conkorms to requirements ot

EuPhg.0 - USP38
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Approved by Qualified Person

/ Quality Director
Roberto Baima
12-21-2018

/ Quatity Director and produced



