
w{ ce tw§ñE,Y
l¡ia crrrfoi 34, ,006? Paullo (MI)

ProdltcE

Batch

Productlo¡: da.te

nxplraLion uate

analysis
Coa Nurrrbe¡

E';:rY'*

ITALY

AMIoDARONE HYDROCHLORIDE

2.l.1L1 4

Maroh 2015

¡farch 2020

DeceÍüer 2L 2AL5
cAl.554

tfel-. : +39 02 90 62

Cc{t}-qiSgle of Ana}Ysis

Cullrbrex Profarmaco Milatto S.r'L'

L9774-A2-4

c25u29r2NO3 . HCI

681. B

0r_6.009

C.A,S. n.
Forüula
M. Í,1 ,

SPECI1.'ICA?ION

I cor,on
I rp¡\"ir;icArioNs IR specLfum
i chlorides
I srs;coe_ox fg{ITlgN

IOT'IDES

NMT 0,1.o0

Posl.Live
¡,lM'f 0 ,1 t

NM'I' O .5 t

-?-.3,-1. t,s
§srlg9--Ppfn -

.i'r ¿r:p/Ir.qp-Ill 

--,.".Ntj:t 

0 ' 0r t
NMT 0,200 t
Nlvlr 0.100 t
Nr,1!r 0, 100 ?

jiE,cuL'r'

C0$PLlEg

_ cot FIrIE§ 
_..

üOl'rPIrI E§

_.0--,.053 _'
C0r'tI'!IEs

_ coMBr'IE_€.__

CObIPLIDS
ND

I oascnrprrotv
[!¡[s¡r.¡rv ----
i APPEhRANCE or I ¡rer.r'anor
I sor,urroN I

i "** 
- 

--i-i!A-au-o-20 

nm in t¡et[+-rt-or =-__-.- conforms fo §bandard

pi;iíyiiliiF.*:rylgg&age...H§.1".,-Ls!-¿q§-!:iq-
Dliodo buuyl (EP/US?-D)
tdono i.odo Amiorla¡one (Ep/UtsP-C)

REI¡ATED SUBffA¡'lCEs
BY HI]LC

RESIDUAI, SOT,VENT§

BY GIJC

This batch ira§ Dsen

the p¡:oducL contotms
EuPhB.0 - u¡tl'18

BIs desiotto,Anl.todarone (EP/USP-A)

Any urpeclfied iñptüity NIqT 0'100 g

,"í"i.-rpuoif,fed impurities Xüi 3:li3 I
Tot:al impuriEles 

---- 
'.-----.. *----:r----.----. u--_r^r 98,5 / 1,01.0 ?

lv citrar-Ion (on dried basls) rt" J t

+1"=r-Lule-iü. ¡i.irqleelri . -'---.-------_.--..--.' -"''--"- -*e-q' 5-¿--1-0-¡-g--t
t'T§lT 2000 PPm

0,006
ND
l{D

Ü.o42
0.086
0,092
100, 2

EthanoL NMT 50 ppm
Acetone NMT SO ppn
Chloroform NMT 100 ppm
Met;,hy1erle Chl.oride

34?
t

¡.ID

ND

-.- ¡,.-.+

mafiutacUured, Pacl(ageo ilá_¿rscect i;- ;"c¿rr,iance i'Ii t'ti-Eü-¿'MI' G"ldelrne volume

ío requireme[ts otl

Analvsis ha$ heen aPPr:ov<"f »Y

va:[lrt-atod elecLrolrl-c o ignat-ure

Appróved by olralifl.ed per$on / Qual'l"Ly Director
RoberLo Baima

x'2'2L-zr.J15

uhe onalllied Feraol1 / Quallty Direci:or and' produced
'Ilris CerLitl-cace ot
aubomahlcallY wl t^h

Page L of 1


