COA FOR MEDICINE GRADE

Items Specifications Results Method
Appearance Shghtly vellow granular Conforms Organoleptic
Identification Meets the requirements Conforms HPLC
Melting Point 60—62C 6l 8T USP
Specific Rotation —1.0° to+ 1.0° 0 USP
Loss on drying =<0.20% 0.14%, Usp
Residue on lgnition =0.10% 0.02% usp
Heavy Metals =10 ppm < 10 ppm USP
Lead =3 ppm <_3 ppm USP
Arsenic <1 ppm < 1 ppm UsP
Cadmium =] ppm < 1 ppm USP
Mercury =0.1 ppm < 0.1 ppm usp
Chromatographic purity

6,E_l—E;I:itrithiﬂum&nﬂiu <0.10% 0.10% HPLC
acid( EP1)

Single Impurity =0.10% 0.04% HPLC
Total Impurities =2.0% 0.07% HPLC
Limit of Polymer content | Conforms Conforms TLC
Residual Solvent By GC

Cyclohexane <1000 ppm 690 ppm GC
Ethyl Acetate =250 ppm 120 ppm GC
Toluene =20 ppm Not Detectable GC
Total plate Counts <1000 cfu/g <10 efu/g USP
Moulds and Yeasts =100 ufu.*}_; <10 tfu.*E usp
E.Coli / Salmonella Absence'g Mot Detectable USP
Staphylococcus aureus Absence/g Not Detectable USP
Particle Size 20-60 Mesh Conforms UsP
Loose Bulk Density 0.53g/ml UsSP
Assay G9%—-101% 99.2% HPLC




