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Certificate of Analysis n° 37160
TRAZODONE HYDROCHLORIDE

Progduct Code: 529647 OC Code. 529647
Ba1ch 0900001507 Production Date: 26/01/2018 Expiry data: 01/2021
Balch size: 452.8 KQ

Test

Accapiance critens

Rasult

Release analysis
DESCRIPTION

White/OH white ceystaitine powder,
cdorless

White. Odourless

IBENTIFICATION FT- L R. spactrum as per currsnt USP Complies
<197A>
MELTING RANGE » 23710 2 2340 c* 231.9233.0 ct
APPEARANCE OF SOLUTION
Celour f.ess than matching fluid Complies
Opalescence Less than matching fluid Coampliss
pH of 1% SOLUTION 2 3.20 = 4.50 419
IONIC CHLORIDE » 8.38 < 8.93 % 6867 %
SULPHATES as Na2S04 <=005% Complies
HEAVY METALS <= 0.002% Complies
RESIDUE ON IGNITION > 0.00 < 0.20 % 0.03 %
LOSS ON DRYING > 0.00 s 0.50 % 0.03 %
ASSAY (Potentiometric) > 99.0 < 101.0 % 99.3 %
RESIDUAL SOLVENTS )
Acetons 0 < 300 p.p.m. 139 p.p.m,
Isobutyl Alcohoi z O < 500 p.p.m. 45 pe.m,
3-CHLOROANILINE < 100 p.p.m Complies
BIS-CHLOROETHY{AMINE <=25pp.m < 0.02
AF.2335 <=2.5p.p.m 0.3
ASSAY (H.P.L.C) > 85.0 5 101.0 % 100.6 %
CHROMATOGRAPHIC PURITY
AF1074 » 0.00 5 010 % 0.01 %
AF1814 > 0.0 s 0.1 % 0.9 %
AF1172 > 00 < 01 % 0.0 %
AF2066 » 0.00 < 0.10 % 0.0t %
AF1578 z 0.00 < 0.10 % 0.01 %
AF2320 > 00 z 0.1 % 0.0 %
AF2672 > 0.0 < 0.1 % 0.0 %
AF2673 > 0.0 < 0.1 % 0.0 %
AF2675 > 00 < 0.1 % 0.0 %
AF1575 > 00 < 0.1 % 0.0 %
unknown impurity <=0.10% Complies
Total impurities » 0.0 < 07 % 0.1 %

PARTICLE SIZE

This document has been preduced by an elecironic system.
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Ceriificate of Analysis n° 37160
TRAZODONE HYDROCHLORIDE

Product Code. 529647 QG Cods: 529647
saich 0900001507  cosctonsae  26/01/2015 Expiy cate 01/2021
Balch size: 452.8 Kg

Test Acceptancs Crieria Rzsull
Through 3 40 mesh sieve >=08% Compiies
Througi: a 80 mesh sieve >=95% Complies
SOLUBILITY
1.5% wiv in purified water Totai Complies
3% wiv in chloroform Total Complies
TAPPED DENSITY > 0.50 < 065 g/mL 0.57 gmL
FILTER TEST N6 contamination Complies

The lot complies with specification

AP P ROVED Approved by Tania Mzassina Quality Controt Manager
Aprilia, 18/02/2018
We hereby certify that this batch of product has been manufaciured, packed and controlied in fulf compliance with Good

Manufecturing Practice {(GMP). The batch pracessing, packaging and analysis records were reviewed and found to be
in compliance with GMP.

RELEASED Released by Emiliz Imbriani Quaiity Manager

Aorilia, 18/02/2016 o~

This document has been produced by an electronic system
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