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ANAL YSIS No. F810/2017 

Manufacturtng date: November 2017 

� 

Phyalcal Stata: c,ystalllne powder 

Colour: whlte o, almos! whlte 

O dour. 

COSMA S.p.A. 
Socieltt con socio unko 
Cap. SOC. € 954.600 l.v. - Cod. Rsc. / Part. lVA 1T 00714610169 
Vra COlleoni, 15/17 • 24040 CISERANO (Bergamo) - fTALY 
lelefooo 035.88.30.55 - Telefax 035.482.05.01 
E-mail: oosma@cosma.it - PEC: cosmaspa@legalmall.it 
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� 114317002 

Retest date: Novembar 2022 Batch slze: 225,00 Kg 

CETIRIZINE DIHYDROCHLORIDE 
CAS N. 83881-52-1 

Molecular welght: 481.8 

Formula: C21H27Cl3N203 

Mathod No. 114311 

Solubltlly: Fraely soluble In Water, practlcelly Insoluble In Acetona and Methylene Chlortde. 

DETERMINATIONS RESULTS LIMITS USP LIMITS EP 

IDENTIFICA 770N 

/.R. spectrum Poslllv e Positivo 

Me/Ung polnt 209.B'C - 210.7'C 209.0-212,0 ·e 

pH 

(5% In water) 1.49 mln. 1.2 
max.1.8 

Clarlty of so/uUon ciear Clear 

Colour of soluUon n.m.L brown-yellow degrae 7 n.m.t. Brown-Yellow 
degrae 7 

Spec/flc rotaUon 0.0360' -0.10· +0,10' 

Heavy metals n.m.L 10 ppm n.m.L 10ppm

Loss on drylng 0.15 % n.m.l 0,5% 

Su/phattdash 0.019 % n.m.L0,2% 

ASSAY 

NaOH0,1N 99.84 % mln. 99,0% 
max, 100,5% 

HPLC (on dtled substance) 100.44 % mln.98,0% 
max.102,0% 

Ch/orle/es 15.31 % mln.15,20% 
max.15,43% 

Tribunale Bergamo n. 12699 Reg. Soc. • C.C.1.A.A. Bergamo n. 167479 -Posizlone Meccanograflca BG001744 
Ubl Banca/ Credito Bergamasco / lntesa San Paolo - New York Branch 

IN-HOUSE LIMITS 






