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Certificate of Analysis
Product ANIODARCHE HYDROCHLORIDR C.A.S n 15774-82-4
Batch 960105 Formula C25H25T2RC3 . HC1
Production date  Septesher 2012 M.¥ 681.8 .
Expiraticn date  September 2017 TS, 016.005
Analysis = September 21 2012
nzrmmmou l SPECIFICATION RESULT 4
nzscnxrrmx i white c_rgtallum powder, © odmrless ey . % - —~- mms : :i
SOLUBILITY : Merhviensa ehloride ‘ __Clear solution COMPLIES =
- APPEARANCE O Methbanol Clear and NMCT QYS COMPLIRS
| SOLUTION ‘ L —I
comok - 2b3,at 430 pm in Methanol NMT 0.100 | 0.045 |
IDENTIEICATIONS IR spectrum : Conforms to standard COKPLIES ]
ol Chlorideas " Pogitive COMPLIRS
RESIDUE ON IGWIYION | . . NMT 0.1 % 0t [
| ERAVY METALS __NNT 20 ppm ~ ~  COMPLIBS !
"10SS_ON DRYING % NMT 0.5 & e
nm + m_ﬂ_‘QLS \‘ 0.1 s '
‘px s i 3.2 /2.8 FARE
TobInRE - ’ . _NMT 150 ppm | _COMPLIES
‘| IMPURITY B BY TLC _  Diethylaminoethylehleride HCL (EP/USP-H : _ . NMT 6.0% % L m 1
RELATRD SUBSTANCES Diledo butyl [(ER/USE-D) NMT 0.200 % 0.004 |
BY ®PLC Mono ieda Amiodarone (EP/USE-C) MMT 0 100 § M
Bis desiodo Anlodarone (EP/USP-A} NMT O 100 % 0.017 I
Any unpecified impurity KMT 0.100 % 0.043
Total unspecified impurities NMT 4 300 & 0.07s
_..! Totel impurities ' L e = _NMT 0.500 % 0.03€ .-_i
ASSAY By titration [on dried basis) S8 5 / 101.0 % 100.4 |
e As_ﬂér_l_ﬂzm (on dried basis) _38.5 / 101.0 % lo0i3
RESIDUAL SOLVENTS Ethanol NMT 2000 ppm |, 360 l
BY GLC Acetone NMT 50 ppm 3 i
Chlerofoxm NMT 50 ppm 3
Hethylgne Chloride

This batch has hcen manufactured. packaged and tested in accozdance with BT GMP Guideline vdcme 4 Part II (Icr{q'l)

NMT 100 ppm wD

" The product conforms to requirements of:

ZubPh?. 8 - USPiS
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