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TIANJIN TIANYAO PHARMACEUTICALS CO., LTD.

TJPC
Rev.02 ( 220120 )
Product Triamcinolone Manufactunng date 2022.05.31
Batch No. NTL220602 Report date 2022.06.14
Test criteria EP10 Expiry date 2027.05.31
Test Specifications Results
it talli
Appearance White or almost white, crystalline powder Whilsctysialing
powder
Identification A IR; B: TLC; Conforms
Specific optical rotation +65~+72 +70
Total impurities < 2,0% 1.19%
Related substances 0.5%< not more than 2 impurities s 1.0% ND
Other single impurity s 0.5% 0.36%
Water £1.0% 0.22%
Assay* 97.0% ~ 103.0% 100.4%
0,
Particle size %9 /°,< 30 um Conforms
By microscope
. Methanol < 3000ppm ND
| solvents
RESkual solven Acetones 5000ppm 796ppm
Batch size 15 kg
Conclusion The above product conforms to EP10

*Calculated on the dried basis.
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