
Certificate of Analysis

Product name Oclacitinib maleate Manufacture date Jul.22.2025
Batch number FQ250722 Analysis date Jul.23.2025
Batch quantity 10kg Expiry date Jul.22.2027

Test Specifications Result
Identification (1)By IR, To match with working standard Complies

(2)HPLC Complies
Impurities A ≤0.1% Not detected
Related compounds Any impurity ≤0.1% <0.1%

Total impurities ≤0.4% Complies

Residual Solvents

Acetidi≤ 0.5% Complies
Dichlorometha≤ 0.06% Complies
Methan≤ 0.3% Complies
Aceton ≤ 0.5% Complies
Acetonitri≤0.041% Not detected
Ethanol≤0.5% Complies
N, N-dimethylformamide N ≤0.088% Complies

Water ≤ 0.1% Complies
Assay 98.0%-102.0%(On anhydrous basis) 99.4%

Packing description: Sealed export grade drum & double of sealed plastic bag
Storage: Store at 0C temperature. Protect from moisture and light.

Shelf life: 2 years when properly stored

Quality Assurance Officer:李强 Corrector:佟丽华 Analyst:方琼


