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CERTIFICATE OF ANALYSIS

P4 Product Name Clotrimazole ftt€ Batch No. 230508
#HE Quantity 0.015KG 47 B i Manuf, Date: 2023.04.27
LM Packing 25KGS/Drum HXHE Exp.Date: 2027.04.26
#r#E Standard: usp
RBME PRiE BRER
Items Specifications Results
e BEEMHEBHNAREREK ZRtbhE
4R Description A . ) :
White to pale yellow crystalline powder White crystalline powder
%7 Identification:
A. #I%} Infrared absorption 2 [ 40 S e R I P i R S sk R e R —
# . The IR spectrum of sample, exhibits
maxima only at the same wavelength as that a ;
¥ y : Complies
similar preparation of USP Clotrimazole RS.
HRALBEAEER AN BRGNS
B. HPLC REMRNMBRAROERSMER. The
retention time of the major peak of the :
: Complies
Sample solution corresponds to that of the
Standard solution , as obtained in the Assay
5 55 Melting Point 141to0 145°C 143.0 -144.01C
F %4 & Loss On Drying NMT 0.5% 0.03%
R EEHE Residue on Ignition NMT 0.1% 0.03%
&4 /8 Heavy Metals NMT 0.001% Complies
BKPLFREE Limit of Imidazole NMT 0.5% Complies
HEWHXIR A RE —— 0.009%
Limit of Clotrimazole Related Compound A
%% B %77 Residual Solvents:
7 Benzene NMT 2 ppm Not detected
B2 Toluene NMT 890 ppm Not detected
TIFA Acetone NMT 2000 ppm 201ppm
48 (LLF&it) Assay (on the dried basis) | 98.5%~102.0% 99 9%

£ Conclusion

PTARY ‘Hbt ™
The product conforms to USP43 reﬁ:@ﬁ\%\t% #iy f?/ @,\\

o

r C

%ﬁ QC‘KV

o,

D




