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6. Regulatory Framework of 68Ga-Based PET-Radiopharmaceuticals
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v" 68Ga has not defined yet as one of “PET Radioisotopes” that “7-days rule” can be adopted.
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This communication has been prepared for informational purposes only, and is not for reuse, reproduction, citation or
reference without the express, written consent of AMS Planning, Inc., which retains all rights to the content. Our research
and all the content of our reports express our opinions, which are generally based on available public information, field
studies and analysis. Content is limited to general commentary on general political, economic and market issues, and
may not be relied upon for legal, policy, or regulatory advice before any regulatory body, or otherwise before any
government agency, municipality, or commercial entity, inside or outside of Japan. The report and all of its content does
not constitute advice or a recommendation to undertake any regulatory or commercial activity, nor solicitation to buy, sell,
subscribe for or underwrite any product or physical commodity. It is not intended to provide medical advice or
descriptions of specific pharmaceutical information or products. This information is not to be used as an alternative for
medical practitioners, including physicians and pharmacists to consult with patients in order to determine medical
treatments. In addition, the information about the products on our website does not constitute a promotion or commercial
advertisement of the product or its efficacy for research and development, clinical trials, or treatment. Recipients of this
report should ensure that they fully understand the legal and regulatory implications before making any decisions based
on this information and independently determine that their transactions are appropriate based on their own objectives,
experience and resources. The information contained in this report is obtained from sources believed to be reliable and
in good faith. No representation or warranty is made that it is accurate or complete. Opinions and views expressed are
subject to change without notice. There is no obligation to notify recipients of any changes to this data or to do so in the
future. AMS accepts no responsibility for the use of or reliance on the information provided. Under no circumstances will
AMS Planning, Inc. be liable for any indirect or direct loss, or consequential loss or damages including without limitation,
loss of business or profits arising from the reliance upon, use of, any inability to use, or any inaccuracy in the
information.
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