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CERTIFICATE OF ANALYSIS

Product Pemetrexed Disodium Intemediate[CAS:137281-39-1]

Chemical name 4-[2-(2-Amino-4,7-Dihydro-4-oxo-1H-Pymol[2,3-d]
Pyrimodin-5-yl)Ethyl]Benzoic Acid

Production date 2017.10.02
Batch number 20171001
Expiry date 2019.10
Quantity 60 Kgs

Items Specifications Results

Appearance Off White or light pink powder Off-white powder

Identification IR:spectrum of the sample corresponds
to that of the reference standard Conform
HPLC：Retention time of sample
comparable with retention time of
standard

Conform

Water NMT 7.5% 5.6%

Heavy metals NMT 30ppm Conform

Residual Solvents Ethyl acetate NMT 5000ppm 250ppm

Dichloromethane NMT 600ppm ND

Acetonitrile NMT 400ppm ND

Methanol NMT 3000ppm ND

Related Substance Impurity A NMT 0.3% 0.02%

Any other individual impurity NMT 0.3% 0.11%

Total Impurity NMT 1.0% 0.48%

Assay 98.0%～102.0% 99.5%

Conclusion The product conforms to the above specifications


