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Product: Sitagliptin phosphate monohydrate [/\NI
R BRI — KA F N Ay
CAS: 654671-77-9 Fm 0 HzO
Molecular Structure: HD#F”.DLOH
Batch No. t%5 20170208 Manu. Date 4/ H#] | 2017-02-08
Quantity fitE 300.0kg Rep. Date ## HIMH | 2017-02-10
Bource K Workshop %] Expiry Date 4 %0 2018-01-07
QCS faiatrife 2015 of Enterprise Standard /) Fr#E 2015 hit
TETS &% STANDARD #r#E RESULTS R
Appearance White or almost white powder white powder
Solubility Easy to dissolve in the water Complies
Identification :iglrj-cperformance liquid chromatograph | Almost the same

Infrared absorption Almost the same
Water <3.0-5.0% 3.4%
Sulphate <0.02% <0.01%
Chloride <0.05% <0.02%
Phosphate 18.0%~20% 18.2%
Heavy metals <20ppm <10ppm
Residue on ignition | <0.1% 0.02%
Chiral impurity No more than 1.0% 0.01%
Specific rotation -18.0° ~-23.0° (C=1,water) -21.1°

Isopropanol<<5000ppm 51ppm

Methanol <3000ppm 51ppm




Toluene<890ppm 31ppm
Residual solvents

DMF <880ppm 32ppm

Acetonitrile<<410ppm Oppm

Any individual impurity<0.5% 0.08%
Related impurity

Total impurity no more than 1.0% 0.13%
HPLC assay 98.0%~102.0% 99.8%

Conclusion: Complies With Enterprise Standard 2015 45 44>k AR/ 2015 #&
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