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Cambrex Profarmaco Milano S.r:i
Via Curiel 34, 20057 Paullo (MI]

‘Cextificate of Analysis

Produch ANIODARCNE AYDROCHLORIDE

Batch 860105

Production date Septenher 2012

Expiraticn date Septembar 2017

C.A.S. n 15774-82-4
Formula C25H25T2R0O3 . HC1
H.u €81.8

T. S. 016.008

Rnalysis September 21 2012
DETERMINATION SPECIFICATION s
DESCRIPTIOR [ #hite crystalline powder, odourless ) 1 qeetms
_BOLUBILITY ! Methylens chloride __Clear solution COMPLIES |
IM‘PM@ o¥ Methanol Clear and NMCT GYS COMPLIRS !
1 SOLUTION ) » ) . A
}_c_ogn;__-__ ...l Bbs,at 430 nm in Methanol - MMT 5.100 | 6.045 |
IDENTIFICATIONS IR apectrum Conforms to standard COMPLIES
. ) Chloriden _ e Pogitive COMPLIES
lnzsmux ON IGHITION E NMT 0.1 & ) {
| ERAVY METALS e e NWT 20 ppm | COMELIES
2088 0N payIRG | ) — mrosw ox 1
L Wwroesy | 01 T
‘pE o X 3.2 /3.8 t 3.7
| IOBIDRE : NMT 150 ppm COMPLIES =~ |
IMPURITY B BY TIC  _ Diethylaminoethylchloride HCl (EP/USP-H) - . NMTr G0l % | _ No i
RELATED SUBSTANCES Diledo butyl (EP/USE-D) NMT 0 200 % 0.004 !
BY ®PLC Mono ieda Amiodarome (EP/USE-C) WNT G 100 & ND I
Bis degiodo Amlodarone (ED/USP-A} NMT O 100 % 0.017 i
Any unpecified impurity RMT 0. 100 % 0.041 ’
Total unspecified impuritiesa NMT 4 380 ¥ 0.07s
_ 1 Total impurities , .. _NMT 0.500 ¥ | 6.0%6 ..
ASSAY By titratien {[on dried basis) 58 5 / 101.0 % 100.4 'i
| el L Assay by HPLC (on dried basis) —_... _38.5 / 101.0 % 106.3 i
RESIDUAL SOLVENTS Ethanol : NWMT 2000 ppm 360 ]
BY GLC Acetone RMT 50 ppm 3 !
Chlorotorm NMT 50 ppm 3 ’
Methylene Chloride NMT 100 ppm ¥D
;
i
!
: |

.

;‘J-mia h;:ch has bccn 't;lla.nu_fac!:luevd; y paskaged ana {:ested in aecordance with BU GMP Guideline Voluvme 4

' The product conforms to requirements of:
Tubh?7.5 - USPis

Part II (ICHO?)

QUALT ASSURANCE DIRECTICR
Dr{ /Domenigo Casucci
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