




Acrylamide (Swedish Language)

Aldehydes h-1-2-3-2-analytical-procedures-aldehydes.pdf
Aldehydes (Swedish Language)

Ammonia h-1-2-3-2-analytical-procedures-ammonia.pdf
Ammonia (Swedish Language)

BaP h-1-2-3-2-analytical-procedures-bap.pdf
BaP (Swedish Language)
Chloride h-1-2-3-2-analytical-procedures-chloride.pdf
Chloride (Swedish Language)

Coumarin h-1-2-3-2-analytical-procedures-coumarin.pdf
Coumarin (Swedish Language)

Determination of Dry Matter h-1-2-3-2-analytical-procedures-dry-matter.pdf
Determination of Dry Matter (Swedish Language)

Determination of Dry Matter (Moisture Content) h-1-2-3-2-analytical-procedures-moisture.pdf
DFA h-1-2-3-2-analytical-procedures-dfa.pdf
DFA (Swedish Language)
Elements h-1-2-3-2-analytical-procedures-elements.pdf
Elements (Swedish Language)

Ethanol h-1-2-3-2-analytical-procedures-ethanol.pdf
Ethanol (Swedish Language)

Ethylcarbamate h-1-2-3-2-analytical-procedures-
ethylcarbamate.pdf

Ethylcarbamate (Swedish Language)

Flavors and Nicotine h-1-2-3-2-analytical-procedures-flavors-
nicotine.pdf

Flavors and Nicotine (Swedish Language)

Halogen Moisture (Owensboro) h-1-2-3-2-analy-proced-halogen-moisture-
owensboro.pdf

Halogen Moisture (Kungalv) h-1-2-3-2-analy-proced-halogen-moisture-
kungalv.pdf

Halogen Moisture (Swedish Language)

Humectants and Sugar h-1-2-3-2-analytical-procedures-humectants-
sugar.pdf

Humectants and Sugar (Swedish Language)

Moisture, Coresta (Swedish Language)
Mycotoxins h-1-2-3-2-analytical-procedures-mycotoxins.pdf
Mycotoxins (Swedish Language)
NDMA h-1-2-3-2-analytical-procedures-ndma.pdf
NDMA (Swedish Language)

Nicotine (Owensboro) h-1-2-3-2-analytical-procedures-nicotine-
owensboro.pdf

Nicotine Degradation h-1-2-3-2-analytical-procedures-nicotine-
degrad.pdf

Nicotine Degradation (Swedish Language)
Nicotine Granulat h-1-2-3-2-analytical-procedures-nicotine-

granulat.pdf
Nicotine Granulat (Swedish Language)
Nitrite/Nitrate h-1-2-3-2-analytical-procedures-nitrit-nitrat.pdf
Nitrite/Nitrate (Swedish Language)
PAHs and Naphtalene h-1-2-3-2-analy-proced-pahs-and-napthalene.pdf
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PAHs and Naphtalene (Swedish Language)

pH h-1-2-3-2-analytical-procedures-ph.pdf
pH (Swedish Language)
Summary of Methods h-1-2-3-2-analytical-procedures-summary-of-

methods.pdf
Glossary h-1-2-3-2-analytical-procedures-glossary.pdf
Total Bacteria Count h-1-2-3-2-analytical-procedures-total-bact-

count.pdf
Total Bacteria Count (Swedish Language)
TSNA h-1-2-3-2-analytical-procedures-tsna.pdf
TSNA (Swedish Language)

Water Activity h-1-2-3-2-analytical-procedures-water-activity.pdf
Water Activity (Swedish Language)
Alkaloids h-1-2-3-2-analytical-procedures-alkaloids.pdf
Pouch Weight (Owensboro) h-1-2-3-2-analy-proced-pouch-weight-

owensboro.pdf
Pouch Weight (Kungalv) h-1-2-3-2-analy-proced-pouch-weight-kungalv.pdf
Pouch Weight (Swedish Language)
Coresta Guide No 11 h-1-2-3-2-analytical-procedures-coresta-

guide.pdf
Yeast and Fungus (Swedish Language)
ph (Owensboro) h-1-2-3-2-analytical-procedures-ph-

owensboro.pdf
ph (Kungalv) h-1-2-3-2-analytical-procedures-ph-kungalv.pdf
ph (Kungalv; Swedish Language)
Alkaloids (Swedish Language)

Yeast and Fungus h-1-2-3-2-analytical-procedures-yeast-fungus.pdf
Pouch Material Thickness and Basis Weight h-1-2-3-2-analy-proced-pouch-thick-basis-

weight.pdf
Pouch Material Air Permeability h-1-2-3-2-analy-proced-pouch-air-

permeability.pdf
Moisture, Coresta (Kungalv) h-1-2-3-2-analy-proced-moisture-coresta-

kungalv.pdf
Automated Can Weight Check h-1-2-3-2-analy-proced-automated-can-weight-

check.pdf
H.1.2.3.3 Validation of Analytical Procedures
Validation of Analytical Procedures h-1-2-3-3-validation-of-analytical-procedures.pdf
H.1.2.3.4 Batch Analysis
Granulate Particle Size (all varieties), Summary -
xlsx
Pouch Material Characterization - xlsx

H.1.2.3.4.1 3 mg
Cool Mint (8105) Characterization Results - xlsx

Wintergreen (8111) Characterization Results -
xlsx
Citrus (8122) Characterization Results - xlsx

Coffee (8124) Characterization Results - xlsx

Cinnamon (8128) Characterization Results - xlsx

Smooth (8134) Characterization Results - xlsx

Chill (8136) Characterization Results - xlsx
Chill (8136) Routine Release Results, Certificate
of Analysis

h-1-2-3-4-1-fnl-pdt-3mg-chill-results-rout-rel-
coa.pdf

Cinnamon (8128) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-1-fnl-pdt-3mg-cinna-results-rout-rel-
coa.pdf

Citrus (8122) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-1-fnl-pdt-3mg-citr-results-rout-rel-
coa.pdf
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Coffee (8124) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-1-fnl-pdt-3mg-coff-results-rout-rel-
coa.pdf

Cool Mint (8105) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-1-fnl-pdt-3mg-coolmi-result-rout-rel-
coa.pdf

Fresh (8140) Characterization Results - xlsx
Fresh (8140) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-1-fnl-pdt-3mg-fresh-results-rout-rel-
coa.pdf

Peppermint (8107) Characterization Results -
xlsx
Peppermint (8107) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-1-fnl-pdt-3mg-pepper-result-rout-rel-
coa.pdf

Smooth (8134) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-1-fnl-pdt-3mg-smooth-result-rout-rel-
coa.pdf

Spearmint (8109) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-1-fnl-pdt-3mg-spear-result-rout-rel-
coa.pdf

Wintergreen (8111) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-1-fnl-pdt-3mg-winter-result-rout-rel-
coa.pdf

H.1.2.3.4.2 6 mg
Cool Mint (8106) Characterization Results - xlsx

Chill (8137) Characterization Results - xlsx
Peppermint (8108) Characterization Results -
xlsx
Cinnamon (8129) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-2-fnl-pdt-6mg-cinna-result-rout-rel-
coa.pdf

Chill (8137) Routine Release Results, Certificate
of Analysis

h-1-2-3-4-2-fnl-pdt-6mg-chill-results-rout-rel-
coa.pdf

Wintergreen (8112) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-2-fnl-pdt-6mg-winter-result-rout-rel-
coa.pdf

Spearmint (8110) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-2-fnl-pdt-6mg-spear-result-rout-rel-
coa.pdf

Smooth (8135) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-2-fnl-pdt-6mg-smooth-result-rout-rel-
coa.pdf

Peppermint (8108) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-2-fnl-pdt-6mg-pepper-result-rout-rel-
coa.pdf

Fresh (8141) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-2-fnl-pdt-6mg-fresh-results-rout-rel-
coa.pdf

Fresh (8141) Characterization Results - xlsx
Cool Mint (8106) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-2-fnl-pdt-6mg-cool-result-rout-rel-
coa.pdf

Coffee (8125) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-2-fnl-pdt-6mg-coffee-result-rout-rel-
coa.pdf

Citrus (8123) Routine Release Results,
Certificate of Analysis

h-1-2-3-4-2-fnl-pdt-6mg-citrus-result-rout-rel-
coa.pdf

Citrus (8123) Characterization Results - xlsx

Coffee (8125) Characterization Results - xlsx

Cinnamon (8129) Characterization Results - xlsx

Smooth (8135) Characterization Results - xlsx

Spearmint (8110) Characterization Results - xlsx

Wintergreen (8112) Characterization Results -
xlsx
H.1.2.3.5 Justification of Specification
Justification of Final Product Specifications and
Characterization Testing

h-1-2-3-5-fnl-pdt-release-specs-charact-
testing.pdf

H.1.2.3.6 Comparator Products
Coresta Moist Snuff Batch Analysis - xlsx

General Snus Batch Analysis - xlsx

Rationale and Justification for Comparators h-1-2-3-6-comparator-pdt-justification-of-
specs.pdf

H.1.2.4 Stability
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Swedish Match (Stockholm, SE) Facility
Information

h-1-4-2-2-testing-stab-charact-hphc-fac-info-sm-
se.pdf

H.1.4.3 Swedish Match Corporate Applicable Procedures
Nonconforming Products SOP (Owensboro, KY) h-1-4-3-sm-ky-sop-nonconforming-products.pdf
CAPA SOP (Owensboro, KY) h-1-4-3-sm-ky-sop-bulk-manufacturing-capa.pdf
ID and Monitoring of Suppliers SOP (Owensboro,
KY)

h-1-4-3-sm-ky-sop-id-monitor-suppliers.pdf

Wintergreen 6 mg Master Batch Record h-1-4-3-sm-master-batch-record-wintergreen-
6mg.pdf

Wintergreen 3 mg Master Batch Record h-1-4-3-sm-master-batch-record-wintergreen-
3mg.pdf

Spearmint 6 mg Master Batch Record h-1-4-3-sm-master-batch-record-spearmint-
6mg.pdf

Spearmint 3 mg Master Batch Record h-1-4-3-sm-master-batch-record-spearmint-
3mg.pdf

Smooth 6 mg Master Batch Record h-1-4-3-sm-master-batch-record-smooth-6mg.pdf
Smooth 3 mg Master Batch Record h-1-4-3-sm-master-batch-record-smooth-3mg.pdf
Peppermint 6 mg Master Batch Record h-1-4-3-sm-master-batch-record-peppermint-

6mg.pdf
Peppermint 3 mg Master Batch Record h-1-4-3-sm-master-batch-record-peppermint-

3mg.pdf
Fresh 6 mg Master Batch Record h-1-4-3-sm-master-batch-record-fresh-6mg.pdf
Fresh 3 mg Master Batch Record h-1-4-3-sm-master-batch-record-fresh-3mg.pdf
Cool Mint 6 mg Master Batch Record h-1-4-3-sm-master-batch-record-coolmint-

6mg.pdf
Cool Mint 3 mg Master Batch Record h-1-4-3-sm-master-batch-record-coolmint-

3mg.pdf
Coffee 6 mg Master Batch Record h-1-4-3-sm-master-batch-record-coffee-6mg.pdf
Coffee 3 mg Master Batch Record h-1-4-3-sm-master-batch-record-coffee-3mg.pdf
Citrus 6 mg Master Batch Record h-1-4-3-sm-master-batch-record-citrus-6mg.pdf
Citrus 3 mg Master Batch Record h-1-4-3-sm-master-batch-record-citrus-3mg.pdf
Cinnamon 6 mg Master Batch Record h-1-4-3-sm-master-batch-record-cinnamon-

6mg.pdf
Cinnamon 3 mg Master Batch Record h-1-4-3-sm-master-batch-record-cinnamon-

3mg.pdf
Chill 6 mg Master Batch Record h-1-4-3-sm-master-batch-record-chill-6mg.pdf
Chill 3 mg Master Batch Record h-1-4-3-sm-master-batch-record-chill-3mg.pdf
Managerial Oversight and Employee Training
SOP (Owensboro, KY)

h-1-4-3-sm-ky-sop-manag-oversight-employee-
train.pdf

Incoming Materials Controls SOP (Owensboro,
KY)

h-1-4-3-sm-ky-sop-incoming-materials-
controls.pdf

List and Summary of All Applicable SOPs
(Owensboro, KY)

h-1-4-3-sm-ky-sop-list-and-sum.pdf

Bulk Manufacture Process Flow Diagram h-1-4-3-sm-universal-diagram-process-flow-bulk-
manuf.pdf

List of All Applicable Flavors, Strengths, and
Unique IDs

h-1-4-3-sm-universal-list-flavors-strengths-ids.pdf

Hazard Design Analysis (Kungälv, SE) h-1-4-3-sm-se-hazard-design-analysis.pdf
Assembly Flow Diagram h-1-4-3-sm-diagram-flow-assembly.pdf
Handling of Complaints SOP h-1-4-3-sm-universal-sop-handling-

complaints.pdf
Hazard Design Analysis (Owensboro, KY) h-1-4-3-sm-ky-hazard-design-analysis.pdf
Release of Finished Product Protocol h-1-4-3-sm-release-finished-product-protocol.pdf
Managerial Oversight and Employee Training
SOP (Kungälv, SE)

h-1-4-3-sm-se-sop-manag-oversight-employee-
train.pdf

ID and Monitoring of Suppliers SOP (Kungälv,
SE)

h-1-4-3-sm-se-sop-id-and-monitoring.pdf

Incoming Materials Controls SOP (Kungälv, SE) h-1-4-3-sm-se-sop-incoming-materials-
controls.pdf

CAPA and Nonconforming Products SOP
(Kungälv, SE)

h-1-4-3-sm-se-sop-capa-nonconforming-
products.pdf

List and Summary of All Applicable SOPs
(Kungälv, SE)

h-1-4-3-sm-se-sop-list-and-sum.pdf

H.2 Nonclinical Evaluation
H.2.1 Assessment of Product Risk

Page 7 of 28

Premarket Tobacco Application Sponsor: Swedish Match ZYN Product: Swedish Match ZYN







Appendix 16.4 Individual Subject Data Listings h-3-1-2-3-05-study-18-01-appendix-16-4.pdf
Appendix 16.5 Bioanalysis Reports h-3-1-2-3-05-study-18-01-appendix-16-5.pdf
Financial Disclosure h-3-1-2-3-07-study-18-01-financial-disclosure.pdf
Statement of Investigator h-3-1-2-3-08-study-18-01-statement-

investigator.pdf

H.3.1.2.4 Post Hoc Analyses of Studies 17-01, 17-03, and 18-01
Report h-3-1-2-4-post-hoc-analyses.pdf
H.3.1.3 Other Information
H.3.1.3.1 Study SM 17-02 Oral Safety Study
Report Body h-3-1-3-1-01-study-17-02-report-body.pdf
Appendix 16.1 Study Information h-3-1-3-1-02-study-17-02-appendix-16-1.pdf
Appendix 16.2 Subject Data Listings h-3-1-3-1-03-study-17-02-appendix-16-2.pdf
Appendix 16.3 Case Report Forms h-3-1-3-1-04-study-17-02-appendix-16-3.pdf
Appendix 16.4 Individual Subject Data Listings h-3-1-3-1-05-study-17-02-appendix-16-4.pdf
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Accortt et al 2002 i-2-accortt-et-al-2002.pdf
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Armitage and Turner 1970 i-2-armitage-and-turner-1970.pdf
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Swedish Food Agency Directive LIVSFS 2012 6
Swedish

i-2-swedish-food-agency-direct-livsfs-2012-6-
swe.pdf

Swedish Food Reg Sfs 2006 804 i-2-swedish-food-reg-sfs-2006-804.pdf
Swedish Food Reg Sfs 2006 813 i-2-swedish-food-reg-sfs-2006-813.pdf
Talbot and Crawford 2004 i-2-talbot-and-crawford-2004.pdf
Talhout et al 2011 i-2-talhout-et-al-2011.pdf
Tang et al 2004 i-2-tang-et-al-2004.pdf
Tellez Plaza et al 2012 i-2-tellez-plaza-et-al-2012.pdf
Tengs et al 2001 i-2-tengs-et-al-2001.pdf
Tengs et al 2004 i-2-tengs-et-al-2004.pdf
Tengs et al 2005 i-2-tengs-et-al-2005.pdf
Teo et al 2006 i-2-teo-et-al-2006.pdf
Theoharides and Conti 2004 i-2-theoharides-and-conti-2004.pdf
Theophilus et al 2012 i-2-theophilus-et-al-2012.pdf
Thomas et al 2006 i-2-thomas-et-al-2006.pdf
Tiffany et al 2004 i-2-tiffany-et-al-2004.pdf
Tilashalski et al 1998 i-2-tilashalski-et-al-1998.pdf
Tilashalski et al 2005 i-2-tilashalski-et-al-2005.pdf
Tillgren et al 1996 i-2-tillgren-et-al-1996.pdf
Timberlake et al 2009 i-2-timberlake-et-al-2009.pdf
Tomar 2002 i-2-tomar-2002.pdf
Tomar 2003 i-2-tomar-2003.pdf
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Tomar 2003B i-2-tomar-2003b.pdf
Tomar 2010 i-2-tomar-2010.pdf
Tomar et al 2010 i-2-tomar-et-al-2010.pdf
Tonnesen et al 2008 i-2-tonnesen-et-al-2008.pdf
Tonstad et al 2003 i-2-tonstad-et-al-2003.pdf
Trent et al 2007 i-2-trent-et-al-2007.pdf
Tricker and Preussmann 1989 i-2-tricker-and-preussmann-1989.pdf
Tricker and Preussmann 1991 i-2-tricker-and-preussmann-1991.pdf
Tseveenjav et al. 2015 i-2-tseveenjav-et-al-2015.pdf
Tuder and Petrache 2012 i-2-tuder-and-petrache-2012.pdf
UK FSA 2004 i-2-uk-fsa-2004.pdf
US FDA 21 CFR 173 340 i-2-us-fda-21-cfr-173-340.pdf
US FDA 21 CFR 175 105 i-2-us-fda-21-cfr-175-105.pdf
US FDA 21 CFR 176 170 i-2-us-fda-21-cfr-176-170.pdf
US FDA 21 CFR 176 180 i-2-us-fda-21-cfr-176-180.pdf
USDHHS 1984 i-2-usdhhs-1984.pdf
USDHHS 1986 i-2-usdhhs-1986.pdf
USDHHS 1989 i-2-usdhhs-1989.pdf
USDHHS 2009 i-2-usdhhs-2009.pdf
USDHHS 2010 i-2-usdhhs-2010.pdf
USDHHS 2012 i-2-usdhhs-2012.pdf
Vaez et al 2006 i-2-vaez-et-al-2006.pdf
Vaezghasemi et al 2012 i-2-vaezghasemi-et-al-2012.pdf
Vander Weg et al 2008 i-2-vander-weg-et-al-2008.pdf
Varga et al. 2013 i-2-varga-et-al-2013.pdf
Vidyasagaran et al. 2016 i-2-vidyasagaran-et-al-2016.pdf
W Dahl and Toksvig Larsen 2007 i-2-w-dahl-and-toksvig-larsen-2007.pdf
Wallenfeldt et al 2001 i-2-wallenfeldt-et-al-2001.pdf
Wallstrom et al 2010 i-2-wallstrom-et-al-2010.pdf
Wallstrom et al 2011 i-2-wallstrom-et-al-2011.pdf
Wallström et al. 1999 i-2-wallström-et-al-1999.pdf
Wandell et al 2008 i-2-wandell-et-al-2008.pdf
Watson 1983 i-2-watson-1983.pdf
Wedenberg et al 1996 i-2-wedenberg-et-al-1996.pdf
Weinstein et al 2003 i-2-weinstein-et-al-2003.pdf
Weitkunat et al 2007 i-2-weitkunat-et-al-2007.pdf
Wennberg et al 2006 i-2-wennberg-et-al-2006.pdf
Wennberg et al 2007 i-2-wennberg-et-al-2007.pdf
Wennmalm et al 1991 i-2-wennmalm-et-al-1991.pdf
West et al 2000 i-2-west-et-al-2000.pdf
West et al 2006 i-2-west-et-al-2006.pdf
Wetter et al 2002 i-2-wetter-et-al-2002.pdf
Who 1992 i-2-who-1992.pdf
WHO 1993 i-2-who-1993.pdf
Who 2002 i-2-who-2002.pdf
Who 2008 i-2-who-2008.pdf
Who 2009 i-2-who-2009.pdf
Whofou Standards 1 1969 i-2-whofou-standards-1-1969.pdf
Wickholm et al 2003 i-2-wickholm-et-al-2003.pdf
Wickholm et al 2004 i-2-wickholm-et-al-2004.pdf
Wiium and Aaro 2011 i-2-wiium-and-aaro-2011.pdf
Wiium et al 2009 i-2-wiium-et-al-2009.pdf
Wiium et al 2011 i-2-wiium-et-al-2011.pdf
Wikmans and Ramstrom 2010 i-2-wikmans-and-ramstrom-2010.pdf
Wikstrom et al 2010a i-2-wikstrom-et-al-2010a.pdf
Wikstrom et al 2010b i-2-wikstrom-et-al-2010b.pdf
Wikstrom et al 2010c i-2-wikstrom-et-al-2010c.pdf
Willi et al 2007 i-2-willi-et-al-2007.pdf
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Williams 1999 i-2-williams-1999.pdf
Willis et al 2012 i-2-willis-et-al-2012.pdf
Wilson et al. 2016 i-2-wilson-et-al-2016.pdf
Wolk et al 2009 i-2-wolk-et-al-2009.pdf
Wood et al 1994 i-2-wood-et-al-1994.pdf
Wrangsjo et al. 2015 i-2-wrangsjo-et-al-2015.pdf
Yang et al. 2016 i-2-yang-et-al-2016.pdf
Yatsuya and Folsom 2010 i-2-yatsuya-and-folsom-2010.pdf
Ye et al 1999 i-2-ye-et-al-1999.pdf
Yoshida and Tuder 2007 i-2-yoshida-and-tuder-2007.pdf
Yuan et al 2011 i-2-yuan-et-al-2011.pdf
Zandonai et al. 2016 i-2-zandonai-et-al-2016.pdf
Zanetti et al. 2019 i-2-zanetti-2019.pdf
Zendehdel et al 2008 i-2-zendehdel-et-al-2008.pdf
Zhou et al 2013 i-2-zhou-et-al-2013.pdf
Zhu et al 2009 i-2-zhu-et-al-2009.pdf
Zhu et al 2013a i-2-zhu-et-al-2013a.pdf
Zhu et al 2013b i-2-zhu-et-al-2013b.pdf
Zielinski et al 1997 i-2-zielinski-et-al-1997.pdf
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