Temporary Compliance Waiver Notice

The linked files may not be fully accessible to readers using assistive technology. We regret any
inconvenience that this may cause our readers. In the event you are unable to read the
documents or portions thereof, please email AskCTP@fda.hhs.gov or call 1-877-287-1373.
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Module 3: Product Description

3.1 Summary of the Product Formulation

PMP S.A. is not providing any new information or data in the context of this supplemental
MRTPA for the 1QOS 3 System Holder and Charger.

Scientific evidence and information concerning the product description and formulation
supplied with the supplemental PMTA for the 1QOS 3 System Holder and Charger
(PMO0000634) remain valid and do not require reanalysis. Therefore, the following Sections of
the SPMTA for the 1QOS 3 System, with related appendices and data, are cross-referenced in
this supplemental MRTPA for the 1QOS 3 System:

311 Description of the Tobacco Product

3.12 Compliance to Tobacco Product Standards

3.1.3 Product Naming

3.14 Similar Marketed Products or Prototypes

3.15 Restrictions on Sale, Distribution, Advertising or Promotion
3.2.1.1  Components or Parts

3.2.1.2  Materials

3.2.1.3  Ingredients other than Tobacco

3.2.1.4  Tobacco Ingredients

3.2.1.5  Constituents

3.2.1.6  Container Closure System

3.2.1.7  Statement of Tobacco Blending, Reconstitution, Manipulation
3.2.2.1  Product Dimensions and Construction

3.2.2.2  Design Parameters and Test Data

3.2.2.3  Function

3.2.2.4  pH of Product and Nicotine Formulation

3.2.25  Fermentation Process
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3.2.2.6  Storage and Stability Information
3.2.2.7  Product and Packaging Design Risks and Misuse Hazards
3.2.3 Principles of Operation

3.2.4 Product Testing and Analysis Information
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