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6.2.3 Sensorial Evaluation 
Sensorial evaluation results are described in details in a separate report [4]. 
Overall, Dorado I Vinny High was relatively stable sensory wise over the 12 month storage period for the conditions 30°C 35%RH  

. 
A shelf life of 12 months is considered acceptable. 
 

6.2.4 Visual inspection 
The visual quality of the tobacco sticks was found acceptable from visual point of view after 12 months of storage in 30⁰C 35%RH.  
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7 Stability Assessment 

Overall it can be concluded that the THS 2.2 Dorado I Vinny High remained within specifications up to 11 
months in the 22°C 60%RH, up to 12 months in the 30°C 35%RH conditions; and up to 5 months in the 30°C 
75%RH.  
 
In the conditions 22°C 60%RH all the product parameters remained with specifications for 12 months, except 
Menthol.  
Menthol increased with time and remained within specification limit until 11 months. However, the product 
remains within the new toxicological threshold of 4.7 mg/stick [10] for 12 months. 
 
In the storage conditions 30°C 35%RH all the product parameters remained with specifications for 12 
months. 
 
In wet and very humid conditions 30°C 75%RH, all the product parameters remained within specifications for 
6 months with the exception of: 
- Menthol, increased with time and remained within specification up to 5 months. However, the 
product remains within the new toxicological threshold of 4.7 mg/stick [10] for 6 months. 
- Visual aspect was found acceptable up to 2 months. 
 

8 Related Documents 

[1] P1 THS 2 2 EXPT004923_STABILITY STUDY PROTOCOL DORADO I MINT VINNY 2.doc 
https://disco.app.pmi/disco/drl/objectId/0901d4ec8061126d 
[2]  P1 Product specifications 
https://disco.app.pmi/disco/drl/objectId/0901d4ec80572517 
[3] P1_PDev_SPE_D1 High batch release specification 
https://disco.app.pmi/disco/drl/objectId/0901d4ec805e1a9d 
[4] P1_PDev_SPE_D1 High Performance specification 
https://disco.app.pmi/disco/drl/objectId/0901d4ec805e037c 
[5] P1_CPD_SWP_Product monitoring_SS_035_2017_02_1_MRTP_DI Vinny High_T12 
http://rrpplm.app.pmi/Agile/PLMServlet?action=OpenEmailObject&classid=18387&objid=264907 
[6] Test Thermomapping RLS-TIM-16-22 and RLS-TIM-16-23.doc 
https://disco.app.pmi/disco/drl/objectId/0901d4ec806c6416 
[7] Scientific Report: PT_AL_Isoprene Investigation_PMI _RD_WKI_000383 

https://disco.app.pmi/disco/drl/objectId/0901d4ec806191b5 

[8] P1 THS 2 2 STABILITY STUDY REPORT DII RON STAB-2014_P1_R_1.doc 

https://disco.app.pmi/disco/drl/objectId/0901d4ec805507ce 
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[9] P1 THS 2 2 STABILITY STUDY REPORT DI VINNY HIGH STAB-2014_P1_M_1.doc 

https://disco.app.pmi/disco/drl/objectId/0901d4ec8055090b 
[10] Menthol Threshold Level in PMI Products, F. Vonmoos, V1.0, 05-Oct-2017 
[11] PMI_RD_FOR_000932_STAB-2016_P1_M_5_OOS Triacetin_T0.doc 
https://disco.app.pmi/disco/drl/objectId/0901d4ec805da5f4 
[12] PMI_RD_FOR_000932_STAB-2016_P1_M_5_OOT Menthol_T2.doc 
https://disco.app.pmi/disco/drl/objectId/0901d4ec805ecf79 
[13] PMI_RD_FOR_000932_STAB-2016_P1_M_5_OOT Menthol Phenol Triacetin_T9.doc 
https://disco.app.pmi/disco/drl/objectId/0901d4ec806650ca 
[14] PMI_RD_FOR_000932_STAB-2016_P1_M_5_OOT Menthol_T12.doc 
https://disco.app.pmi/disco/drl/objectId/0901d4ec8069f0ea 
[15] PMI_RD_FOR_000932_STAB-2016_P1_M_5_OOT Acetamide_T12.doc 
https://disco.app.pmi/disco/drl/objectId/0901d4ec8069f0e4 
[16] PMI_RD_FOR_000932_STAB-2016_P1_M_5_OOT Isoprene Acrylonitrile_T12.doc 
https://disco.app.pmi/disco/drl/objectId/0901d4ec8069f0e8 
 

9 Reference Documents 

WHO Stability testing of active pharmaceutical ingredients and finished pharmaceutical products 
ISO 3402:1999 Tobacco and tobacco products -- Atmosphere for conditioning and testing 
ICH Q1(E) Evaluation of Stability Data 
 

10 Revision History for Stability Report 

Version 
Nr 

Description of change  Justification 

1.0 Initial version. NA 

 

11 Definitions and Abbreviations 

Abbreviation  

CO Carbon Monoxide 

ICH International Conference on Harmonization 
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Abbreviation  

IP Intermediate Precision 

ISO International Organization for Standardization 

FOR Form 

LMCI 95% lower mean confidence interval for the predicted values 

LSL Lower Shelf Life specification limit 

OMSP Operation Management System Portal 

OOS Out of Specification 

OOT Out of Trend 

P1 Platform 1 

PDIMS Product Development Information Management System 

PMMTB Philip Morris Manufacturing & Technology Bologna (Training Center) 

QDP Quantitative Descriptive Profile 

RDLIMS Research Development Laboratory Information Management System 

R&D Research and Development 

RH Relative Humidity 

SDMS Scientific Data Management System 

SOP Standard Operation Procedure 

QC Quality Control 

THS Tobacco Heating System 

TIM Test Item Managment 

TO Testing Order 

TPM Total Particulate Matter 

USL Upper Shelf Life specification limit 

(b) (4)



FORM 

STABILITY STUDY REPORT 

Form Number: PMI_RD_FOR_000927 Form Version N°: 1.0 Form Status: Effective 
Stability Study Report: STAB-2016_P1_M_5 Form Effective Date: See EDMS 

 

This form is related to PMI_RD_SOP_000296  Page 75 of 76 

 

 

Abbreviation  

UMCI 95% upper mean confidence interval for the predicted values 

WHO World Health Organization 

WKI Work Instruction 

 

12 Appendices 

12.1 Climatic Zones 
Table 14 Climatic Zones 

Climatic Zone Definition Long Term Testing Conditions 

I Temperated climate 21°C / 45% RH 

II Subtropical and Mediterranean Climate 25°C / 60% RH 

III Hot and dry climate 30°C / 35% RH 

IVA Hot and humid climate 30°C / 65% RH 

IVB Hot and very humid climate 30°C / 75% RH 

 

12.2 Equivalence List for Quality Documents 
Table 15 CDocs and OMSP References 

CDocs number OMSP number 

PMI_RD_FOR_000927 PMI-RRP-FOR-111545 
PMI_RD_WKI_000383 PMI-RRP-WKI-111706 
PMI_RD_WKI_000385 PMI-RRP-WKI-111707 
PMI_RD_WKI_000391 PMI-RRP-WKI-111709 
PMI_RD_WKI_000477 PMI-RRP-WKI-111657 
PMI_RD_WKI_000518 PMI-RRP-WKI-111729 
PMI_RD_WKI_000530 PMI-RRP-WKI-111801 
PMI_RD_WKI_000534 PMI-RRP-WKI-111743 
PMI_RD_WKI_000584 PMI-RRP-WKI-111771 
PMI_RD_WKI_000953 PMI-RRP-WKI-111604 
PMI_RD_WKI_001392 PMI-RRP-WKI-111823 
PMI_RD_SOP_000296 PMI-RRP-SOP-111558 

 

12.3 Sample Traceability Matrix 
Analyses have been requested through Testing orders in PDIMS (Table 16). 
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Results for aerosol chemistry and physical measurements are stored in SDMS under the corresponding 
project numbers. Results of sensory evaluation are stored in PDIMS.  
 

Table 16 Sample Traceability Matrix 

Time Point Testing Order RDLIMS Project Number 

T0 TO-12072, TO-12073, TO-12075 RLS-ZRH-2016-334/335 

T2 TO-12688, TO-12690; TO-12741 RLS-ZRH-2016-451/454 

T4 TO-13289, TO-13290, TO-13292 RLS-ZRH-2016-570/571 

T6 TO-13809, TO-13811, TO-13812 RLS-ZRH-2017-115/117 

T9 TO-14658, TO-14661, TO-14662 RLS-ZRH-2017-355/356 

T12 TO-15669, TO-15670, TO-15703 RLS-ZRH-2017-844/845 

 
 




