00181 Romz ITALIA 24011 Aprilia {LT) ITALIA

529647 QT Code 529647
Baich 0800002189 Preduction Daze 18/09/201¢ Eepiry gaic. 08/2024
Batch sizer 458.0 Kg
Tes! Azceplancs o Rasuli
Release analysis
DESCRIPTION WhitsiOF whita crysiatiine powdar, ¥ifhile. odourless
odorless
IDENTIFICATION FT; 1.R. spectrum =5 Compiigs
<197A>
WELTING RANGE z 23{‘: .0 232023289 c
APPEARAMCE OF SOLUTION
Colour Less than matching fluid Compiies
Opzlescence Less than matching iluid Complizs
oM of 1% SOLUTION % 3,90 <450 4.23
JONIC CHLCORIDE 2833 <856 % 5.81 %
SULPHATES as iNa2804 <=0.05% Complies
HEAVY METALS <=0.002% Complies
RESIDUE ON IGNITION ={0.00 =020 % 0.03 %
LCSS ON DRYING 0,00 20,50 ¥ £.10 %
ASSAY (Potentiomstric) T EE D 21010 % 587 %
RESIDUAL SOLVENTS
Acetong z0 <500 p.p-m. 173 p.p.m.
Isobutyl Alcono! =0 <3500 e.o.m. 34 p.p.m.
3-CHLCROANILINE <100 p.p.m. Compiies
BIS-CHLOROETHYLAMINE <=2.5p.pm <0.02
AF.2335 <=25ppm. 0.4
ASSAY (H.P.L.C.) 2880 5101,0 % 100.4 %
CHROMATOGRAPRIC PURITY
AF1074 z 0.Co =0.10 % 0.01 %
AF1i814 20,0 =01 Ya 0.0 %
AF1172 zQ,0 01 % 0.0 %
AF2065 2 0.00 =0,10 % 0.01 %
AF1575 20,00 =010 a 0.00 Y
AF2320 200 =01 % 0.0 %
AF2B72 20,0 =01 Y 2.0 %
AF2873 20,0 =01 % 3.0 %
AF2873 0.0 £91 % co %
AF1575 20.0 =C.1 % C.0 %
unknown impurity <=0,10% Compiies
‘Total impurities 0.0 €07 % 9.1 - %
PARTICLE Size
Tris document nas besn produced by 30 eleciromic system
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Batxn: C2000024169 18/08/2019 Enviry daia 09/2024
Bawh sice 458 0 KQ
REE SngEmiance oriens Resuit
Through 2 40 mesh sisve > = QE%L Complies
Threugh 2 80 mesh sizve == 5% Cemipliss
SCLUBILITY
.5% wiv in purified water Total Complies
3% wiy in chicroform Total Complizg
TAPPED DEMSITY = ,50 < (0,65 afmi, 0.54 a/mml.
FILTER TEST No centamination Compiies
The fot complies with specification

A\PPROVED Approved by Tania Messina

Quality Control Manager
Apriita, 05/03/2020

Wea hareby ceriify thai this batch of product has &
Manufacturing Practics (GMP)
compiiance with GMP.

R E L EAS E D Released by Emilia l:n“br"atm

Aprifia, 1270372020

gen manuizclured, packed and controlied in full compiiance with Good
. The batch processing, packaging ang analys’s records wars reviewsd and ound {o bein

Quality Manager

This ¢scument has baen Graduced By 2n slectrome Sysiem,

A.CRAF. SpA Societd o socio unico & soltp §
Headquarters;
Viz Amigliz, 70
0181 Roma [TALIA
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