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GUANGZHOU HANPU PHARMACEUTICAL CO.LTD

q 3
Address:No.9 Jufeng Nort} @-A%% %ﬁonghua City,Guangzhou,China

i Vau
PRODUCT: Miconazole Nitrdge Mier js RD-QF-7019-03
BATCHNO:  H20241102 \ STAT EP11.2
PACKING: 25 kg/Drum o ﬂANUFACTURE DATE: 2024.11.05
BATCH SIZE: 1000 kg EXPIRATION DATE: 2028.11.04
TEST ITEM ACCEPTANCE CRITERIA RESULTS
Appearance White or almost white powder. White powder
sy Very slightly soluble in water,sparingly soluble ;
Solubil it
otubrltty in methanol,slightly soluble in ethanol(96%) Complies
A. Infrared adsorption spectropotometry 2
(2224) A. Complies
B. Melting pomtn(2.2.14): ] B. Result A-
Result A:178°C t0 184°C 182 °C-183 °C
Identification Result B: the absolute difference between o
: 3 . ResultB: 1.5°C
the melting point of the mixture and the
value obtained in determination A is not
greater than 2 °C. a
C. It gives the reaction of nitrates. - Comp e
Appearance of | Solution S is clear and not more intensely Bspilia
solution coloured than reference solution Y7 P
Opticalrotation | -0.10°~ +0.10° 0°
Impurity C: £0.2% Not detected
Related Sum of impurities F and G: < 0.2% 0.09%
substances Unspecified impurities: < 0.10% 0.05%
Total impurities < 0.5% 0.14%
Loss on drying | <0.5% 0.18%
Sulfated ash <0.1% 0.05%
Assay 99.0%-101.0% (dried substance) 99.85%
Residual Benzene:<2ppm No detected
Solvents Methylbenzene<890ppm 25ppm
Total aerobic bacteria: < 1000 cfu/g < 10cfu/g
Microorganism Total yeasts and molds: < 100 cfu/g < 10cfu/g
E. coli, S. aureus, P. aeruginosa & C. albicans: At
absent per .
PARTICLE SIZE: 90% PASS 10 MICRON
CONCLUSION: Test results comply with EP11.2
Agtl;fcl)l ;ger Y ;!”7 ’%/7 \5 Report Date : 2024.11.14




