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Cerrcificate of Analysis

Product AMIODARONE HYDROCHLORIDE C.A.S. n, 19774-82~-4
Batch C61293:' } Formula C25HR29I2NO3 . HCL
Producticn date November 2017 M.W, Ggl.8
Expiration Date November 2022 T.S. 016.012
Analysic December 7 2017
Coa Number CA5.853
DETERMINATION EPECTPICATION RESULT
| DESCRIPTYI.ON Wnite crystalline powder, odourless
BOLUBILITY Methylene chloride Clear solurion
APPEARANCE OF Methanol Clear and NMOT GYS COMPLIES
SOLUTION
COLOR Abg.at_ 420 nm in MHethanol NMT_6.100 0.0492
IDENTIFICATIONS ' TR spectrum Conforms Lo standard COMPLIES
Chloxides Pugitive COMPLIES
RESIDUF. ON IGNITION BT 0.3 % 0.0
HEAVY METALS NMT 20 ppm COMPLIEY
NMT 0.6 % 0.1
NMT_0.5 % 0.1
3.2.0.3.8 357
AMP_ 150 ppm COMPLIES
S SP-il) NMT 0.01 % ND
RELATED SUDSTANCES Dilodo butyl (ER/USP-DY NMT 0.200 % 0.003
BY UPLC Mono iodo Aniodavone (RF/USP-Q) NMT 0.100 % 0.002
Bis desiode Amic2aronc (EP/USE-A)} WMT 0.100 % b
Ry unpecified impurity NMT 0.100 % 0.033
Total unspecitied impuritics uMT 0.300 % 0.075
Total impuritics NMT _0.500 % 0.080
ASSAY : Dy titration (on dried basis) 98.% / 101.0 % 100.4
Asgay by HPLC {on dried bagis) L.88.85 / 101.0 % 100.1
RESIDUAL SOLVENTS Ethanol pom 309
BY GLC Acetone ppm 2
¢nioroform ppm »p
Mechylene Chioride HMT 100 ppm R1t]

Tiis harch has been manufactured, packaged and tagsted in accordsnce with EU GMP Guidel ine Volume 4 Part IT {(ICHQ7)

The product conforms to requirements of: USE Approved by Qualified Person / Quality Director
A0/BEUPH 9 Roberrvo Baima
12-11-2017

This Certificate of Analyoais has been approved by the Qualified Person / Quality Director and produced
autoratically with validated clectronic signature
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