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CERTIF'ICATE GF ANALYSIS

Certificate N.r 296i10 Issue n"'7

\)

Product r DIL f I AZF-ld IIIDROCHLORIDE Batch: DIL gtOJ

Confor¡lrs to: Ph Eur Supplernent 6 8 tc

Coder 25

Manufhctuting d4!e: May 2019-- __

DESCRIPT'ION AN D SOL UBIL IT'Y

White or alnrost white crystatline powde

Freelv soluble in water. in nrethanol a*d

TESTS

the 6th ed - Lusochimica specifications

in n¡ethylef ghloride, slightly soluble

RESULTS

IssueN" il of July0l,20l0

Retestdate: May20l5 _J

n ethanol 99.5%o

SPECIFICATIONS

Description

Solubility

ldenti fication

-tR
. I est oI chloride

Melting poiut

Appearance of solution

- Clarity

- ( olorrt

pH

S¡recific optical rolatio¡l __ ....

Related subslances:

- Desacetyl Diltiazem Hydroctrloride

- Ihiazepinone

- Each unknorvn inrpurity

' Tolal ol relate<t..sr¡bstauces_

Hcaly nretals

Loss on drying

Sulphated asll

About 213"C with decomposition

clear

ggloglg¡¡ ------
4JtO).J

not nrore than 0 1 0%

rot more than 0 l0%

notmore than 0 I0%

ilo_t more. thall 0 30¿

'§!¡rlolg 
tltan l0 ppm

¡ot 49¡91th¡n ! s%

not mofe t[arr 0 l%o

I 2'C - 2 L 3'C with dccotnpositiotl

Ieal

a

I 16"

006%

less lhan 0 05% (disregard limit)

less t[']au 0 05% (disregard litttÍt)

9._t% -

less lhan l0 pPm

\ 1'/!- .-.. .

ess tha» 0.lolo

Assa 100.4% 98.5% to t0t,0%

ADDIIiONAL IESIS:

Residual solvents (HS-GtC)

- Butyl alcohol

- Acetoue

- Ioluene

- N.N-dirne{:vllonnalnide

43 / ppm

39 ppm

less than 0 5 ppm (Dt)

iess than 90 nnm (DL)

lot müre than 1000 ppm

1ot more than 300 ppm

lot more than 50 ppm

iot more than 800 pPm

Residuat sol\rent content conrrrlies to current USP <4ó i> and ICH Q3C' \
MANUFAC IURING SIIE,; Lusochirnica S.p.A. Lornagna (LC) IIALY

NOIES: store in t;shl lisht-resistant co¡¡(ainer.

APPRovED ," q. *oricuo[*.¡,fn .$6.
REr LASED ev o r c,)f*itnt-""¡,pl-t

Dúe Ozf ogiialñ

Release dare; fS\úú lfOiO
LUSOCH IIICA S PA - Lebal oflice an{flanh ZÍ_azi 

_Lo:ragna 
(LCi Via Gioll,: 9, ph +39 (o)395s0.05341f 001i 16C3, Fax +39 (0)395300008

rrrsa l,ráni: via llvorñase a97 - 5a12? Plsa LáVettola. ph. +39 Oi50971011, Fax +39 (0)50361171

Ofícas: 20008 Pesclrie¡a Eorromeo (Ml) Via \t Tcbagi 8, ph. +39 (O)25165552f;4, F¿tx +39 t0)255306J50. 5C131 Firenze V¡a Sette Sanli 3, ph +39 {Üi55568O1
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COPIA CONFORME ALL]ORIGTNALE

CCIPY CO¡CFOR¿4S TA TfiE ORIGTf{AL


