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Ciserano, 191112020 Reny 112
ANALYSIS No. F785/2020 BATCH No. 102820032
Manufacluring date: September 2020 Retest date: September 2025 Batch slze: 654,00 Kg
PRODUCT vmbmarzo_.o_. HYDROCHLORIDE USP / PH. EUR.
CAS N. 318-98-9
Physlcal State: cryslalline powder _v Molecular welght: 295.81
Colour: while to off-white _ Formula : C16H21NO2,HCI
Odour: odourless ( Mathod Neo. 10281
Solubility: Soluble In water and Ethancl 86%, slighlly soluble in Chlaroform and practically
Insoluble in Ether and Heptane W
DETERMINATIONS RESULTS I LUMITS USP LIMITS EP IN-HOUSE LIMITS

IDENTIFICATION '
.R. spectrum Positive Positive
HPLC Posilive Posllive
Chlorides test Posilive Posilive Paosilive
Melting point 163.0°C - 164.6 °C min. 163°C

max, 166°C
Acldity or alkalinity Conform Conform
Ciarity and colour of solution Clear Clear
{10% In methanol) n.m.t. brown-yellow degree 6 | n.m.t, degree 6
Loss on drying 0.04 % nmt, 0,5% n.m.t. 0,5%
Sulphated ash 0.051 % nmt. 0,1% nm.t. 0,1%
ASSAY
NaOH 0, 1N (on dried substance) 100.45 % min. ¥8,0%

max. 101,0%
HPLC (on dried substance) 99.67 % | min, 98,0%

\ max. 102,0%
Related substances (HPLC) _
Labelled Impurities
Diol Not quanlifiable n.m.t. 0,10%
Teramine 0.03 % I n.m.t. 0,10%
Bis ether 0.01% , n.m,t. 0,10%
Unknown tmpurity Max 0.01% n.m.t. 0,10%
Total Impurities 0.05% n.m.t. 0,2%
'
lifled Person _ Quality Sonlrol Manager
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Tribunale Bergamo n. 12699 Reg. Soc. - C.
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