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First Direct Isolation of Stable α-Form Crystals of Mirabegron, a Selective β3–Adrenoceptor Agonist
Dattatray G. Deshmukh1-2, Mukund N. Bangal1, Anil C. Mali1, Vijay J. Medhane2, and Vijayavitthal T. Mathad1*

The work presented in this article provides the first direct isolation of the α-crystalline form from the reaction mixture obviating the additional transformation step of metastable β-crystalline form into α-crystalline form reported in earlier methods. The direct isolation of the stable α-form crystals of mirabegron form reaction mixture without passing through β-from crystals is a useful and highly advantageous process over the reported processes to maintain the integrity of the polymorph and to increase the stability of the desired polymorph throughout the life cycle of this medicament. The developed single stage method not only provides direct isolation of desired polymorphic form but also delivers API with 99.8% purity by HPLC and 84% yield thus we feel it’s a novel and applicable invention. 
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