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Product
Batch
Production dat,e

Expiration Date

Analysi.s
Coa Number

AMIODARONE ¡TTDNOCHI,ORIDE

301316

October 2O15

Ootober 2020

Ootobe¡ 21 2015
cA1.101

ITALY Te1.: +39 0Z 90 b2 00,'I

Cert if icat e ol_Ane¡j¿§!§.

Cambrex Pmfarm¡oo Milano S.r.L.

7977 4-82-4 /
c25rI2 9r2NO3 . HC1

68L, B

016. 009

c.A.s. n.
f'ormula
M,W"

DESCBIPIIO¡f 11 x
gOI.I'BII,I!Y hvlené chloridé C1eár sollrf-ion coMsLras
APPEB¡,A¡¡CE OEI

§of,üfroN
Methanol Clear and NMCT GYs COMP¡¡IEg

COTOB at 420 nm ln Methánol 100 0 .048
IDDNIIFICATION§ IR specurum Conf,otins to standard

Posltlve
COMPr.fEs
coMprxEg

NESÍDUE OI{ IGNITIOT{ NMT O-1 T 0.0
BEAVT METAI.S COMPI,IES
I.OSS ON DRYING ñMT 0.5 s 0.0
Í{AAER 0.5 t 0,1

"PH
3-4

IODIDES NMr 150 coMPr.rEg
Il'@uRxrx H BY rrrc DiethvlanlnoethvlchLoride HCI (EPIUSP-H) NMr 0.01 * ND

REI.AISD ST¡BSIA¡ICE§
BI HPI,C

Diiodo butyl (EP/I,SP-D)
Mono l-odo Aml-odarone (EP/uSP-c)
Bis deslodo rlIrlodalone (EP/USP-AI
Any unpecifletl in-por-ity
Total. ur¡speclfied J.mpuritles
lotal imDudties '

NMT 0.200 t
NMT 0.100 t
NMlr' 0.100 t
r{¡'tT 0.100 B

NMT 0.300 *
NMT O.5OO B

o.005
¡¡D
t{D

c.032
0 .088
0 ,093

AS§AY By tltration (on dried baBis)
Assáv t¡v HPlLe (oa driéd basls!

98.5 / 101,0 r
98.5 / 101.0 r

100.6
100 .4

BESIDUEI. SOI¿ITE}ÍI§
B]' GLC

Ethanol
AceCone
chloroform
Melhyl€ne Chlorlde

Nur 2000 pp&
NM" 50 ppm
N$r 50 ppn

NMT 100 ppm

FAGRCIN IBÉRIEA, §,A.I.J
Ce,rresponds al lste de Fagron:

t46
2

ND

§D

Tlrj"s baEch ha§ been manut¿cturect, packáged and tested in accord,ance wl.th EU GMP Gutdeune Volume 4 Párt II (ICI¡Q7)

ahe prod.ucb contorns to requlre-ments of:
EuPh0,0 - USP38 Approved by Quatj.tled Person / Quá11Ly Dlrector

Roberto Balma

i.0-22-20L5

fhj.§ certLtica§e ot Analy§i§ has been approved by the Qualiticd Pcrson ./ Quality Drrector and produced
auto¡rátically with valldated electronlc slgnature
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