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RERE KRG

CERTIFICATE OF ANALYSIS

H3C 4 FR(Chinese Name): LR 74 % | s

P 4 FR(English Name) : Cetirizine Hydrochloride
433 (Molecular Formula): C,;Hy,CI3N,0;3

4y ¥ & (Molecular Wt): 461.81

CAS: 83881-52-1

5 (Lot. Number): W2906D5132

ST H PR TER S Z5 R
SPECIFICATION PROPERTIES STANDARD RESULTS
S ERERIF N iy
Appearance White powder Conforms
A EL
o =98 99.5
Assay,%
by /l:{) A1 5L ?—7'_“
pRE <02 0.02
Residue on ignition,%
P
R <10 7
Heavy metals, ppm
f e T
TRX . <0.5 0.33
Loss on drying,%
Vst (50mg/mL, H,0) T, EiE ey
Solubility (50mg/mL, H,O) Clear, colorless solution Conforms

g7k 2-8°C, T, b
Storage: 2-8°C.dry, dark
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¥k} Hyper 0DS2 C18 V% :1.0 ml/min
WA . BERR/K (pH=5.3) =5:95 J%£77:10.0 MPa
K250 mm Kl #%: DAD222nm
F:4%:4.6 mm HEFEE: 20 ul
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[sXe] 4.0 8.0 12.0 16.0 20.0
[Minutes]

# Hoas LREGIS ] (min) 1§ & (mv) WA (mv.sec) R H 7 (%)

1 Unknown 10.80667 0.12 3.43 0.0799
2 Unknown 14.42833 0.20 5.59 0.1302
3 RV EFIEE 16.71333 564.83 4269.53 99.5267
4  Unknown 22.77833 0.16 2.75 0.0640
5 Unknown 24.27500 0.84 8.54 0.1991
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