Hubei Gedian Humanwell Pharmaceutical Co., Ltd.

Address: Gedian Economic Development District, E-zhou 436070, Hubei, P. R. China
TEL: +86-711-3811610 FAX: +86-711-3811590

Http//:www.steroid-chem.com, E-mail: gdg@renfu.com.cn ‘ Sl D

CERTIFICATE OF ANALYSIS

Product: Oxcarbazepine Batch No.: F-NOXC250504-1M3
Quantity :  150kg Specification: USP2024
MIfg. date: 2025.05.11 Retest date:  2028.05.10
Item Specifications Results g
Description Light orange to creamish white or off-white powder Off-white powder ",";""‘ Wv e
S e w0 prath s 0| e eemens
A:Comparison:Oxcarbazepine CRS. tSoa$§ :eoi}::?;tr:cissst;n;g:: d
The retention time of the
Identification B:The retention time of the major peak in the major peak in the sample
sample solution corresponds to that solution corresponds to that
chromatogram of the standard solution , as ofchromatogram of T
obtained in the Assay. thestandard solution , as
obtained in the Assay. -
- Water determination <0.5% 0.12% ‘
sebei. Carbamazepine<<0.5 % 0.01%
Oxcarbazepine related compound E<0.05% Not detected
Methoxycarbamazepine<<0.05% 0.02%
Related substances Carbamazepine related compound B<0.05% Not detected
Methoxydibenzazepine<0.05% Not detected
Any individual unspecified impurity<<0.05% Not detected
Total impurities<1.0% 0.02%
Methanol <3000ppm Not detected
Ethanol<<5000ppm Not detected T
Residual Solvents Methylene chloride<<600ppm 58ppm
Chloroform= 60ppm Not detected
Toluene<<890ppm Not detected
Residue on ignition <0.1% 0.08%
Assay 98.0~ 102.0 % 99.7%
Particle Size 90%<10um 6.0pm

Conclusion: Complies with the requirements of USP2024
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