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Item 8.01 Other Events
MIRA Pharmaceuticals Unveils Additional Preclinical Success

MIRA Pharmaceuticals, Inc. (the “Company”) unveiled promising preclinical data on Ketamir-2’s principal metabolite, Nor-Ketamir — a longer acting, brain penetrating and
selective compound acting on the NMDA Complex’s PCP Receptor.

The Company recently received the results of new preclinical testing on its innovative drug candidate Ketamir-2 and its primary metabolite Nor-Ketamir-2. The new data
reveals that Nor-Ketamir-2 selectively interacts with the NMDA PCP site while avoiding activity on the glutamate NMDA site. Additionally, a new salt formulation, Ketamir-2
Pamoate, has been developed to enhance pharmacokinetics, achieving nearly 100% oral bioavailability and improved brain penetration.

The Company is actively progressing with its IND-enabling regulatory work and Good Manufacturing Practice (GMP) drug scale-up. The Company’s plan is to submit an
Investigational New Drug (IND) application by the end of the year, aiming to initiate clinical trials. These advancements highlight the commitment to developing safer and more
effective treatments, moving closer to bringing Ketamir-2 to market.

Cautionary Note Regarding Forward Looking Statements

This Current Report on Form 8-K contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and Section 21E of the Securities
Exchange Act of 1934. Such forward-looking statements are characterized by future or conditional verbs such as “may, ” “anticipate,”
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will,” “expect,” “intend,” “plans,
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“believe,” “estimate,” “continue” and similar words. Such statements are only predictions and actual events or results may differ materially from those anticipated in these
forward-looking statements. You should not place undue reliance on any forward-looking statements. In this report, such forward-looking statements relate to the anticipated
benefits of the Company’s preclinical testing results for, and the time for regulatory filings related to, Ketamir-2 or Nor-Ketamir-2. Readers are cautioned that actual future
results related to Ketamir-2 or Nor-Ketamir-2 may deviate materially and adversely from the forward-looking statements regarding Ketamir-2 and Nor-Ketamir-2 contained
herein. The Company does not assume any obligation to update forward-looking statements as circumstances change, except as required by securities laws. These and other
risks concerning the Company’s programs and operations are described in additional detail in Annual Report on Form 10-K for the year ended December 31, 2023 and other
SEC filings, which are on file with the SEC at www.sec.gov and the Company’s website at https://www.mirapharmaceuticals.com/investors/sec-filings. The Company explicitly
disclaims any obligation to update any forward-looking statements except to the extent required by law.
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