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Good Morning Gerry,

As we are closing out the reviews of the Annual Reports submitted, we noticed a discrepancy in the
content that was submitted. Please see attachments.

Your MRTP Annual Report states that MR000021 General Dry Mint Portion Original Mini is no longer
in Market in the US.
Your PMTA Annual Report states that for PM0000011 the in market date is 4/6/2016.

Your MRTP Annual Report states that MR0000020 General Loose and that it is currently marketed
Your PMTA Annual Report states that PM0000010 General Loose not marketed in the US. Last
distribution date of 6/12/2017.

We are requesting the Swedish Match provide an accurate table of the current marketing statuses of
ALL products subject to both orders as the Annual Reports presented conflicting information.

If a correction is necessary, please submit the accurate information through the portal, but we are
kindly requesting a digital copy as well so we can move forward with close out.

Please respond at your earliest convenience.

Eugene Y Chuang
Lead Regulatory Counsel             

Center for Tobacco Products
Office of Compliance and Enforcement
U.S. Food and Drug Administration
Tel: 240-402-9302
eugene.chuang@fda.hhs.gov
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