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ANGELEINI
Ceriificate of Analysis n° 78510
TRAZODONE HYDROCHLORIDE

Product Code: 529647 QC Code: 529647

Batch: 0800002317 Production Date: 08/10/2020 Expiry date: 10/2025
Batch size: 460.0 Kg
Test Acceptance criteria Result

Release anzalysis

DESCRIPTION White/OFR white crystalline powder, White. cdouriess
odorless
IDENTIFICATION FT- I.R. spectrum as per current USP Complies
<187A>
MELTING RANGE 22310 2340 c* 231.8 2331 c
APPEARANCE OF SOLUTION
Colour Less than matching fluid Complies
Opzlescence Less than matching fluid Complies
PH of 1% SOLUTION 23,90 £4,50 4,18
IONIC CHLCRIDE 28,38 =898 % 8.64 %
SULPHATES as Na2S04 <=0.05% Complies
HEAVY METALS <=0.002% Complies
RESIDUE ON IGNITION = 0,00 =020 % 0.02 %
LOSS ON DRYING 20,00 £0,50 % 0.03 %
ASSAY (Potentiometric) 2890 £101,0 % 99.9 %
RESIDUAL SOLVENTS
Acetone 20 = 500 p.p.m. 212 p.p.m.
Isabuty] Alcoho! 20 < 500 p.p.m. 40 p.p.m.
3-CHLOROANILINE <100 p.p.m. Complies
BIS-CHLOROETHYLAMINE <=25p.pm. <0.02
AF.2335 <=25ppm. 1.4
ASSAY (HP.L.C.) 2980 =101,0 % 884 %
CHROMATOGRAPHIC PURITY
AF1074 20,00 =0,10 % <=0.05% %
AF1B14 20,0 =01 % <=0.05% %
AF1172 20,0 =01 % <=0.05% %
AF2065 20,00 =0,1C % <=0.05% %
AF1576 20,00 0,10 % <=0.05% %
AF2320 20,0 = 0,1 % <=0.05% %
AF2672 20,0 =01 % <=0.05% %
AF2673 20,0 <01 % <=0.05% %
AF2875 20,0 s01 % <=0.05% %
AF1575 20,0 =01 % <=0.05% %
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ANGELINI

Cerfificate of Analysis n° 78510
TRAZODONE HYDROCHLORIDE

Product Code: 5290847 QT Code: 529647
Batch; 6800002317 Praduction Date: 06/10/2020 Expiry date; 10/2025
Baich size: 460.0 Kg
Test Acceptance criteria Resul
unknown irmpurity =000 =0,10 % <=0 05%, %
Total impurities 20,0 =07 % 0.0 %
PARTICLE $1ZE
Through a 40 mesh sieve > =88% Complies
Through 2 80 miesh sieve > = 85% Complies
SOLUBILITY
1.5% wiv in purified water Totai Complies
3% wiv in chlosoform Total Complies
TAPPED DENSITY 2 0,50 50,85 2/mL 0.5z gfml
FILTER TEST No contamination Complies

The lot complies with specification

APP ROVED Approved by Tania Messina Quality Controf Manager

Aprilia, 10/05£2021

Ve herehy cerlify that this batch of preduct has besen manufactured, packed and controlled in full compliance with Good
MP}.

Manufacturing Practice {GMP}. The batch processing, packaging and analysis records were reviewad and found to be in
compliance with GMP.

RELEASED Relzased by Emilia imbrizni Quality Manager

Aprifia, 10/05/2021 J
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