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Certificate of Analysis

	Compound Name
	Filgotinib maleate非戈替尼

	CAS No.
	1802998-75-9
	Manufacture Date
	2023/01/13

	Batch No.
	20210113
	Test Date
	2023/01/14

	Batch quantity
	10kg
	EXP Date
	2025/01/12

	Items
	Specifications
	Results

	Appearance
	White to off-white powder
	White powder

	Solubility
	Slightly soluble at pH 2 and practically insoluble at pH 5 to 7.Slightly soluble in DMSO
	Conforms

	Melting point
	229°C to 231℃
	Conforms

	Identification
	IR:The sample spectrum must match with the standardspectrum

HPLC:The retention time of principal peak of sample mustmatch with the retention time of principal peak ofstandard
	Conforms

	Water content
	NMT 0.5 %
	0.35%

	Related substances
	Max single Impurity: NMT 0.2%
	0.17%

	
	Total impurities: NMT 1.0%
	0.40%

	Assay
	98% ~ 102%
	99.2%

	Maleic acid content
	20.5 %to 22.5 %
	21.5%

	Particle Size
	D90 NMT 30um
	Conforms

	Loss on drying
	NMT 0.5%
	0.35%

	Residue on ignition
	NMT 0.5%
	0.06%

	Heavy Metals
	NMT 20ppm
	Conforms

	Residual solvents
	Methanol: NMT 3000ppm

Ethyl acetate: NMT 5000ppm
	400ppm
320ppm

	Purity
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NLT 99%
	99.60%

	Conclusion
	It conforms to the Enterprise Standard


Analyst:Zen bing               Checker:Chen kongliang                     Supervisor:Wang zhi












