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Cartificate of Analygis

Cambrex Profarmaco Milano S.r.L.

product AMIODARONE HYDROCHLORIDE c.ALS. n. 19774 B4
Batch 217174 Formula C25HZ9I21803 ., HCL
production date March 2015 M.W, 68L.8
Frmiration Date March 202¢ T.8. 016.00¢
Analysis December 21 2013
Coa Numben CA1.554
[DETERMINATION SPECIFICATION RESULT
ip;g:scnzgmow” ) White crystalline powder, odourless . COMPLIES |
SOLUBLLITY Methylens chloride . Clear solution COMPLIES
APPEARANCE OF Mathanol Clear and NMCT GYS COMPLIES
SOLUITON - -
COLOR . Aba.at 420 nm in Methanol . ML 0.1060 0.053
IDENTIFTCATTONS IR apectrum Cenforms to standand COMPLIES
o Chlorides Positive COMPLIES |
RESTOUS ON TGNITION - oMY 0,1 % 0.0
| HEAVY METALS WM 20 Ppn COMPLIES
LOSS ON DRYING WMT 0.5 % 0.0
T ER HMP §.5 % g.1 .
PE 3.2 /3.8 3.5 B
IODIPES — BMT 150 ppm COMPTIES
IMPURTTY H BY TLC Dicthylaminoetbylehioride HCL (HB/USP-1) HMT 0.01 & wo
RELATED SUBSTANCES piiodo bubtyl (BP/USE-D) MMT 0.200 % G.006
By HPLC Mono iodo Amiodarone (EP/USP-C} NMT 0.100 % o
Bla desiode Andcdarone (EPR/USP-A) NMT 0,100 % e
Any unpecified impuxity MMT 0.100 % G.04%
Total wngpecified ijmpurities NMT 0.300 % G.DRE
L Total impurities . . NMT 0,500 % 0,082 ]
ASBAY By titrabtlon {on dried baais) 38,5 / 10L.0 % 100.2
o Agsay by HPLC (on dried basig) 88,5 / 10L.0 % 60,0
RESIDUAL SOLVENTS Bthanol NMT' 2000 ppm 347
BY GLT hoetona NMT $0 pEm kS
Chloroform NMT 50 ppm NI
Methylene Chloride MMT 100 ppm g

S ETA EATAn han Tonn wemtactured, packaged snd tented in acoordance with BU GMP ¢uldeline Voiume 4 Part II LLCHGT

The product conforms Lo requirements oy
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This Dertiricate ot Analysis hag been approved by the Qualikied Peraon / Qualtity
autematically with validated electronlc signature

Director and producead

Yage L of 1




