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The maximum limit of constituents defined for the comparator products General Snus are pragmatic and 
largely based on considerations of what can technically be achieved in large-scale, routine production 
recognizing the importance of seed selection, growing and curing conditions, and all subsequent handling 
of the tobacco leading to manufactured finished product. 

The chemical constituents of the ZYN products have been thoroughly investigated. The content of a great 
number of constituents relevant for this type of product, and many also listed by FDA as HPHCs, have 
been determined both at production and at best before date. Both internal and external limits have been 
set for these constituents. These limits are designed considering optimal production techniques, available 
analytical methods, and quantitative risk assessments. 

Nicotine in its free base form is susceptible to oxidation and evaporation and is then fairly unstable. By 
providing a product where nicotine is present as a salt rather than in its free base form, the stability of the 
product is greatly increased. ZYN is produced using nicotine of pharmaceutical purity and refined 
excipients of high purity. All excipients are food grade quality. The nicotine salt and excipients are simply 
blended at ambient temperature in the manufacturing process of ZYN. In this blending operation, the 
integrity of each component is maintained, and no chemical reaction is intended between any of the 
components in the composition and no new HPHC constituents are formed in the manufacturing process. 
For these reasons, ZYN products contain constituents well below the HPHC levels of the comparator 
product General Snus, except for formaldehyde which is present in ZYN at a similar level. 

This chapter is divided into two sections: justification of the ZYN product characterization and justification 
of the specifications. The definitions used for these two sections are the following: 

1. Characterization:
Swedish Match has established internal limits as well as external limits for several parameters
that characterize the ZYN products, based on repeated analysis for a variety of ZYN products.
Compliance with the product characterization criteria is ensured based on historical track record
and a validated testing protocol. Characterization parameters do not constitute release nor shelf
life specification.

The main purpose of continued characterization analysis is to ensure that the ZYN products are
within the internal limit for the respective constituent. Regular testing also enables identification of
any unexpected and undesired trend. If such a trend is observed, an investigative process is
initiated to identify the root cause with the objective of defining corrective actions. External limits
are set for analytes that are included in GOTHIATEK to facilitate bridging to General Snus and
characterize the product throughout the shelf life of the product at recommended storage
conditions. The external limits are set based on all collective data collected for each parameter,
raw material specifications and controls, stringent manufacturing process controls, and, where
applicable, on safety considerations. The internal limits are used for monitoring and to guide
continued improvements of the product.

2. Release and Shelf Life Specifications
The ZYN release and shelf life specifications are based on two important overlapping criteria:




































