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CERTIFICATE OF ANALYSIS

FAX: 0086-571-81131109

e e e , ~ Tadalafil :

D5382-21-001M2 Batch Size 128.32kg
Batch Type Commercial Report Date 2021-4-19
Retest Date 2026-2 Storage Condition Preserve in a well-closed container
Manufacture Date 2021-3-18 Reference USP

A SpeClﬁcatK’Jnsl (W i A e Dt b

White or off-white powder Off-white powde

(1) IR: IR spectrum is accordant with Tadalafil RS. Conform
identification (2) Retention time of major peak of the Sample solution

corresponds to that of the Standard solution, as obtained in  |Conform

the test of Enantiomeric and Diastereomeric Purity.
Loss on drying < 0.5% 0.2%
Residue on ignition |< 0.10% 0.00%
Assay (HPLC) 97.5%-102.5% (dried substance) 98.7%
"Enantiomeric and |mpurity A< 01 % m\ <LOD(LOD0.01 %)
diastereomeric purity {Impurity B< 0.1% A@ﬁ%@ %% f/r; 2N, |<LOD(LOD:0.02%)
(HPLC) Impurity C< 0.1% N 5 o) |<LOD(LOD:0.01%)
Related substances |Individual impurities< 0.10% \& = ()(, = - <LOQ(LOQ:0.05%)
(HPLC) Total impurities < 0.3% \7, S/ |<LoQ

Conclusion

Complies with USP

* Impurity A: (6R,12aS)-6-(1,3-benzodioxol-5-yl) -2-methyl -2,3,6,7,12,12a- hexahydropyrazino[1',2":1,6]- pyrido[3,4-

blindole-1,4-dione;

* Impurity B: (6S,12aS)-6-(1,3-benzodioxol-5-yl) -2-methyl -2,3,6,7,12,12a- hexahydropyrazino[1’,2":1,6]- pyrido[3,4-

blindole-1,4-dione;

* Impurity C: (6S,12aR)-6-(1,3-benzodioxol-5-yl) -2-methyl -2,3,6,7,12,12a- hexahydropyrazino[1',2":1,6]- pyrido[3,4-

blindole-1,4-dione.




