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CERTIFICATE OF ANALYSIS

Fingolimod
Product name
hydrochloride
CAS NO 162359-56-0
HCI
Molecular formula C19H34CINO2
H
Molecular weight 343.93 H,N
Quantity 10KG HO
Batch NO HHD20220325
Production date 2022.03.25
Expiry Date 2024.03.24
Test based on enterprise standard
Test Item Specification Result
White to off-white .
Appearance . Complies
crystalline powder
Identification IR Complies
Water (KF) <0.5% 0.15%
Related Subst
elated Substance <01% N/D
INT-1
Any other singl
fly OTher single <0.1% 0.06%
Impurity
Total impurities <0.5% 0.15%
Heavy Metals <10ppm <10ppm
98.0 - 102.0% (on
Assay (0.TN HCIO4) : 100.2%
anhydrous basis)
Storage Store in cool & dry place, keep away from strong light and heat.
Shelf life 2 years when properly stored.
Conclusion: This product complies with above specificati
Inspector Dire

Shen Wu
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