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16.1.9.1 STANDARDIZATION AND LABORATORY REFERENCE
RANGES
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Advancing Excellence

Accredited

Laboratory

The College of American Pathologists

certifies that the laboratory named below

Celerion Inc

Clinical Laboratory
Lincoln, Nebraska
Gregory R. Post, PhD

LAP Number: 2542201
AU-ID: 1188932
CLIA Number: 28D0652627

has met all applicable standards for accreditation and

is hereby accredited by the College of American Pathologists’
Laboratory Accreditation Program. Reinspection should occur prior
to November 4, 2014 to maintain accreditation.

Accreditation does not automatically survive a change in director, ownership,
or location and assumes that all interim requirements are met.

Chair, Commission on Laboratory Accreditation President, College of American Pathologists



LAP #: 2542201
AU ID: 1188932
November 7, 2014

Gregory R. Post, PhD
Celerion Inc

Clinical Laboratory

PO Box 80837

Lincoln, NE 68501-0837

Dear Dr. Post:

Celerion Inc Clinical Laboratory, in Lincoln, Nebraska under the direction of Gregory
R. Post, PhD is accredited by the College of American Pathologists' CAP
Accreditation Program.

Accreditation is a continual process. A laboratory remains accredited until otherwise
nctified. Accreditation does not necessarily ferminate on the expiration date of the
Accreditation certificate.

If you have any questions regarding this matter, please call 800-323-4040.

Sincerely,

CAP Accreditation Programs
College of American Pathologists

STILACCRED

Callege of American Pathologists | 325 Waukegan Rd. | Northfield. IL 60093 | Tel: 800-323-4040 | Fax: 847-832-8000 | www.cap.org
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1. INTRODUCTION

The purpose of this bioanalytical study (hereafter referred to as study) was to determine the
concentration of nicotine in human plasma (K;EDTA) samples by a validated LC-MS/MS
method [5]. The study samples were collected in the clinical trial ZRHM-PK-05-JP, entitled, "A
Single-center, Open-label, Randomized, Controlled, Crossover Study to Investigate the Nicotine
Pharmacokinetic Profile and Safety of Tobacco Heating System 2.2 Menthol (THS 2.2 Menthol)
Following Single use in Smoking, Healthy Subjects Compared to Menthol Conventional
Cigarettes and Nicotine Gum" [3]. Sample analysis was conducted between 17-Oct-2013 and
30-Dec-2013.

This report provides the results and supporting documentation from the analysis of study samples
and includes an evaluation of assay performance.

2. EXPERIMENTAL

2.1. Test Item
The test items are defined in the clinical study protocol [3].

2.2. Reference Items and Internal Standards

Analyte Internal Standard (1S)
D Nicotine d4-Nicotine
Source Cerilliant Corporation / Synthése AptoChem Inc.  Cerilliant Corporation
Lot No. FIN092410-01 / AC0105001 FN083010-01
Purity / Concentration 99.5% (1.00 mg/mL) / 99.7% (914 pg/mL) 98.1% (100 pg/mL)
Celerion Assigned Correction Factor 1.0000 1.0000
Expiry Date 30-Sep-2015/ 02-Apr-2014 30-Sep-2015
Storage Conditions 5°C, protected from light 5°C, protected from light

The certificate of analysis for the reference items and internal standards are presented in
Attachment 6.

Reference items and internal standards are retained under the conditions that are specified until
they become expired. The expired reference materials are denoted as expired within the Labnotes
system. They may be stored for the establishment of extended long-term stability.
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2.3. Biological Matrix

Human plasma, with K;EDTA as anticoagulant, was purchased from . and
collected in-house at Celerion, Lincoln, Nebraska. Human plasma stored at -20°C may be stored
for a period less than 24 months prior to use. Human plasma (EDTA), free of significant
interference at the retention time and mass transitions of nicotine and d4-nicotine (IS) was used
to prepare quality control (QC) samples. Deionized water was used to prepare calibration

standards and used as control matrix.

2.4. Test System

2.4.1. Procedure and Instruments

Procedure and Instrumentation

Extraction Method
Chromatography System
MS/MS System
Regression Type
Quantitation Mcthod
Assay Volume

Acceptable Level of Hemolysis

Solid phase extraction

PerkinElmer® Series 200 Micro Pump or equivalent”
AB SCIEX API 4000™ or AP] 5000™"
Weighted linear (1/concentration?)

Peak area ratio

0.300 mL

5%

A= Qualified systems

2.4.2. Computer Application Software

Software
LC-MS/MS Software Applied Biosystems Analyst® 1.5.1"
LIMS Thermo Electron Corporation Watson™ 7.3 Bioanalytical LIMS 7.3"

LIMS Application
Laboratory Documentation System

Office Applications

Inspector Version 1.1.1
Labnotes™ Web Client 1.21"
Microsoft® Office 2007 Package

A= Validated systems

2.5. Calibration Standards,
Samples

Quality Control Samples and Dilution Quality Control

Non-zero calibration standards were prepared fresh daily at the concentration levels of 0.200,
0.400, 0.800, 1.00, 2.50, 5.00, 7.50, 9.00, 10.0 ng/mL from calibration standard spiking solutions
which were prepared in bulk on 12-Aug-2013, 19-Aug-2013, 02-Dec-2013, and 20-Dec-2013,
and stored at -20°C for a period of time up to 323 days.
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Quality control (QC) samples at the concentration levels of 0.600, 2.00, 5.00, 8.00 ng/mL and
dilution quality control (DQC) samples at the concentration levels of 20.0 ng/mL were prepared
in bulk on 22-Aug-2013, 03-Sep-2013, 15-Oct-2013, 15-Nov-2013, 13-Dec-2013, 18-Dec-2013,
and 22-Dec-2013, aliquoted and stored at -20°C. Quality control samples were stored with the
clinical samples after receipt at the bioanalytical laboratory. The QC samples were stored for a
period less than 1041 days prior to use for analysis.

Standard calibrators and quality control samples were prepared from separate stock solutions.

2.6. Study Samples

2.6.1. Sample Source and Date of Receipt

Study samples were collected between 18-Aug-2013 and 08-Nov-2013 and were received frozen
on dry ice between 17-Sep-2013 and 06-Dec-2013 from Covance Clinical Research, Singapore.

2.6.2. Sample Identification

Study samples were identified based on the subject screening number and time point documented
on the sample label.

2.6.3. Sample Storage and Stability

Study samples were stored on-site from sample collection to the end of sample analysis at a
nominal temperature of -20°C for a duration not exceeding 135 days.

Study samples were analyzed without exceeding long-term, short-term, freeze-thaw, or post-
preparative stability. The following evaluations have been conducted:

Stability Summary [5]

Long-term Stability 1041 days in polypropylene tubes at -20°C

Short-term Stability 27 hours in polypropylene tubes at ambient temperature under white light

Freeze-thaw Stability 6 freeze (-20°C)-thaw (ambient temperature) cycles in polypropylene tubes under
white light

Post-preparative Stability 73 hours in a polypropylene 96 well plate at 5°C

Processed Sample [ntegrity 139 hours in a polypropylene 96 well plate at 5°C

Sample Shipping Stability 19 days in polypropylene tubes at -80°C

2.6.4. Sample Summary

The Sponsor’s protocol specifies that clinical samples will be collected from 62 subjects with 16
sampling times in each of 2 periods [3]. During the study, a single subject discontinued during
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the clinical phase. The samples were analyzed and the results reported. Additional information
regarding the subject discontinuance is provided in Section 8.4.

No. of Samples
Specified “for analysis” samples in protocol/received 1984/1965
Time points lost due to subject discontinuance 19
Back-up samples received 1965
Total number of study samples analyzed 1965

Following analysis, the study samples were kept frozen at -20°C. After submission of the final
bioanalytical report the study samples will be further stored under the same conditions for up to 1
month on-site. Then, upon agreement with the Sponsor, the study samples will be destroyed after
the completion of the clinical study report and Sponsor notification.

3. SAMPLE ANALYSIS

3.1. Analytical Method
The determination of nicotine in human plasma samples was carried out over a calibration range
of 0.200 ng/mL to 10.0 ng/mL. The anaytical procedure was performed at Celerion, Lincoln,

Nebraska and is documented in the Method Validation Report for Celerion Study AA33664-06
[5]. The analytical method is documented in BAM SOP AA33664-06 [6]. See Attachment 7.

An aliquot of human plasma (EDTA) containing the analyte and internal standard was extracted
using a solid phase extraction procedure. The extracted samples were analyzed by an HPLC
equipped with an AB SCIEX API 4000™ or API 5000™ triple quadrupole mass spectrometer
using an ESI source. Positive ions were monitored in the multiple reaction monitoring (MRM)
mode. Quantitation was determined using a weighted linear regression analysis
(1/concentration”) of peak area ratios of the analyte and internal standard.

3.2. Acceptance Criteria

3.2.1. Analytical Run Acceptance Criteria

An analytical run is acceptable if all of the following criteria are met:

e at least 75% of the non-zero calibration standards were within +15.0% (£20.0% for the lower
limit of quantification (LLOQ) calibration standard) of their nominal concentration,

o at least two-thirds of the QC samples and at least 50% at each concentration level were
within £15.0% of their nominal concentration,

e at least 50% of the standard zero samples are free of interference at the retention time of the
analyte(s) of interest,
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e at least 50% of the blank samples are free of interference both at the retention time of the
analyte(s) of interest and at the retention time of the IS,

e at least two-thirds of all blank and standard zero samples fulfilled the above described
interference criteria.

Interference at the retention time of the analyte of interest is defined as a response greater than
20% of the mean analyte response of the LLOQ calibration standard(s).

Interference at the retention time of the IS is defined as a response greater than 5% of the mean
IS response of the LLOQ calibration standard(s).

Individual data of QC samples (including DQCs) that were out of their acceptance criteria are
flagged appropriately in the study file and in the bioanalytical report. QCs will be excluded from
statistics only for analytical reasons (see Attachment 5).

3.2.2. Acceptance Criteria for System Suitability Testing

The system suitability testing performed with each analytical run is designed to assess the
sensitivity, reproducibility of response (absence of response drift based on interpolated
concentrations), and carry-over.

e Sensitivity assessed at the start and end of each analytical run is performed by evaluating the
signal-to-noise ratio (SNR) of extracted system suitability samples spiked at the lower limit
of quantitation. The SNR must be greater than 5:1 unless otherwise specified in the method.

« System stability (reproducibility of response) is performed by replicate injections at the start
(5) and the end (2) of the analytical run with pooled high concentration system suitability
samples. The percent coefficient of variation (% CV) of the calculated concentration must be
less than or equal to 6%. The mean of the calculated concentration of the last 2 replicates or
middle replicates (if applicable) of high concentration system suitability samples must be
within 15% difference of the mean of the calculated concentration of the first 5 high
concentration system suitability samples.

o The carryover percentage is assessed at the beginning and end of each analytical run. This
test is performed by injecting a blank (reconstitution solution) sample immediately after a
high concentration system suitability sample. The area counts of the analyte in the blank
injection are divided by the analyte area counts in the high concentration system suitability
sample and the result is multiplied by 100. Carryover acceptance criteria is specified in the
bioanalytical method for each assay.

area (blank sample) 100
area (high sys suit)

% carryover = (
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3.2.3. Acceptance Criteria for Sample Dilution

The accuracy of study sample dilution is verified by the DQC samples. At least 50% of the DQC
samples must be within +15.0% of their nominal concentration for the respective dilution factor
to be accepted.

3.2.4. Acceptance Criteria for ISR
The % difference was calculated for each pair of original and repeat analyses as follows:

|(repeat value - original value)

% difference = 100* —
(repeat value+ original value)/ 2

If the % difference was less than or equal to 20%, a pair of results was considered a passing
match. Any pair with a % difference of more than 67% (indicating that the repeat value is either
less than half or more than twice the original concentration) was considered an event and was
investigated. The analytical method will be considered reproducible if at least 67% of the result
pairs match. If less than 67% of the pairs match, an event investigation was initiated.

4. RESULTS

Due to rounding procedures, recalculations using the results presented in this report may differ
slightly from the reported statistics.

A summary of analytical runs performed is presented in Table L.

4.1. Quality Control and Dilution Quality Control Sample Performance

Between-analytical run precision and accuracy results for QC samples prepared at 0.600, 2.00,
5.00, and 8.00 ng/mL are summarized in Table 2. The accuracy of sample dilution was verified
by the performance of dilution QC samples. Results for dilution QC samples are summarized in
Table 2.

4.2. Calibration Standard Performance
Back-calculated calibration curve standard concentrations are provided in Table 3.

4.3. Standard Curve Parameters

Standard curve parameters from 19 successful analytical runs are provided in Table 4. A
representative calibration curve is illustrated in Figure 1.

4.4. Study Sample Concentrations

Study sample concentrations are provided in Table 5. The column “Split” refers to the “for
analysis” or “back-up” sample collected.
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Study samples, if any, with no significant peak at the mass transition and retention time of
nicotine, respectively, or with peak area ratios below that of the LLOQ standard, are reported as
being below the limit of quantitation (BLQ).

4.5. Reassays

4.5.1. Reassays for Analytical Reasons

Study samples needing re-analysis according to section 3.2.1 are identified in Table 6. Reassay
descriptions are provided in Attachment 5.

4.5.2. Reassays for Non-analytical Reasons (Value Requiring Confirmation, VRC)

There were no study samples that were reassayed due to non-analytical reasons. The procedure
for VRC reassays and reporting of reassay results is provided in Attachment 3.

4.5.3. Sponsor Selected Reassays

There were no Sponsor selected reassays. The procedure for SSR reassays and reporting of
reassay results is provided in Attachment 3.

4.5.4. Incurred Sample Reproducibility

The method for the determination of nicotine in human plasma was considered reproducible,
97.1% out of 170 repeat analyses met acceptance criteria as defined in section 3.2.4. Results are
presented in Table 7.

5. CHROMATOGRAMS
Representative chromatograms are provided in Attachment 8.

6. DEVIATIONS

6.1. Deviation DEV-LNK-14-0022 from BAM SOP Section 5.5 was initiated when working
standard spiking solutions were not sub-aliquoted before being stored and were left in bulk for
use on all analytical runs in the study. There is no impact as the working standard spiking
solutions have been shown to be consistent throughout the study. The subaliquoting step in the
method was implemented to avoid the possibility of contaminating the standards from a possible
inadequately washed pipette tip. Long-term stock solution stability established for a period of
time up to 323 days was not exceeded.
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8.2. The following analytical runs were not included in the data set due to instrumentation
issues. The issues were resolved, and the analytical runs were reinjected.

Run Analyte Reason for Non-inclusion

ID

3 Nicotine Analytical Run 3 was reinjected as Analytical Run 8 due to unacceptable
chromatography.

4 Nicotine Analytical Run 4 was reinjected as Analytical Run 9 due to unacceptable
chromatography.

13 Nicotine Analytical Run 13 was reinjected as Analytical Run 20 due to unacceptable
chromatography.

15 Nicotine Analytical Run 15 was reinjected as Analytical Run 21 due to unacceptable
chromatography.

17 Nicotine Analytical Run 17 was reinjected as Analytical Run 22 due to sst failure-
carryover.

8.3. During the naming of analytical runs, number 28 was not used.

8.4. During the course of analysis of study AA99077 (ZRHR-REXC-04-JP), it was determined
that incomplete documentation of subject consent for further analysis of bioanalytical samples
after subject discontinuation existed. A review of possible impacted studies included ZRHM-PK-
05-JP (AA99122). A single subject, 0107, discontinued from the clinical phase post-
randomization. After verification of the subject discontinuance of the subject by the
Bioanalytical Principal Investigator, the samples for Subject 0107 were analyzed. No notification
of a possible consent issue was provided by the Sponsor, Project Management for the central
laboratory, or the clinical site.

Through a Sponsor CAPA process, the documentation of the subject intent was provided by the
Principal Investigator from the clinical site. It was confirmed that Subject 0107 had not removed
consent for the analysis of the clinical samples taken prior to subject discontinuance.
Documentation from the Principal Investigator was provided to Celerion and is archived with the
study corespondence for this study. The results from the clinical samples taken from Subject
0107 are included within this report
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9. ARCHIVES
At a minimum the following records will be retained:

e Study Plan Bioanalysis (and all amendments, if applicable)
¢ Raw data

¢ Study related correspondence

¢ Bioanalytical report (and all amendments, if applicable)

These documents will be kept in the archives of Celerion for at least ten (10) years, taken from
the date of Bioanalytical Principal Investigator’s signature on the final bioanalytical report. After
this time the Sponsor will be contacted to decide if the records should be retained for a further
defined time at Celerion, returned to the Sponsor, or disposed of. Study data and documentation
are archived at the Celerion Lincoln facility for 90 days, after which the records may be
transferred to:

Iron Mountain
1601 Leavenworth
Omaha, Nebraska 68102

10. CONCLUSION

In this bioanalytical study the concentration of nicotine was determined in a total of 1965 human
plasma (K;EDTA) samples collected in the Philip Morris International Research and
Development clinical study ZRHM-PK-05-JP using a validated LC-MS/MS method.

The overall performance of the LC-MS/MS method met acceptance criteria and the results
obtained were of the required integrity and quality. These data can be used for further
interpretation.
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RESULT TABLES

Table 1 Summary of Analytical Runs Performed

Run Regression Extraction Assay Description Comment

1D Status Date Date

1 Rejected 17-Oct-2013 18-Oct-2013 SUB 0002,0004,0005,0010,0073 PD 1-2 std/qe fail acceptance
2 Accepted 17-Oct-2013 19-Oct-2013 SUB 0013, 0017, 0018, 0022 PD 1-2 OK

5 Accepted 17-Oct-2013 19-Oct-2013 SUB 0043, 0045, 0049, 0050 PD 1-2 OK

6 Accepted 17-Oct-2013 20-Oct-2013 SUB 0051, 0052, 0054, 0060, 0063, 0072 PD 1-2 OK

7 Accepted 08-Dec-2013 10-Dec-2013 SUBS 0061, 0066 PD 1-2 + REASSAYS OK

8 Accepted 17-Oct-2013 21-0ct-2013 RI of Run-003 (SUB 0024, 0025, 0027, 0031 PD 1-2) OK

9 Accepted 17-Oct-2013 22-0Oct-2013 RI of Run-004 (SUB 0035, 0036, 0039, 0040 PD 1-2) OK

10 Accepted 08-Dec-2013 11-Dec-2013 RR FAILED BATCH 1 OK

11 Accepted 27-Nov-2013 28-Nov-2013 SUBS 0067, 0070, 0071, 0074 PD 1-2 OK

12 Accepted 08-Dec-2013 10-Dec-2013 SUBS 0075, 0076, 0078, 0082 PD 1-2 OK

14 Accepted 09-Dec-2013 11-Dec-2013 SUBS 0093, 0095 .0097, 0102 PD 1-2 OK

16 Accepted 11-Dec-2013 12-Dec-2013 SUBS 0120, 0123, 0128, 0129 PD 1-2 + REASSAYS OK

17 Rejected 11-Dec-2013 13-Dec-2013 SUBS 0132, 0134, 0135, 0136 PD 1-2 sst failure-carryover
18 Accepted 11-Dec-2013 13-Dee-2013 SUBS 0139, 0140, 0142, 0148 PD 1-2 OK

19 Accepted 19-Dec-2013 21-Dec-2013 SUB 0152 + REASSAYS OK

20 Rejected 09-Dec-2013 14-Dec-2013 RI of Run-013 (SUBS 0083, 0084, 0089, 0090 PD 1-2) std/qe fail acceptance
21 Accepted 09-Dec-2013 14-Dec-2013 SUBS 0105, 0107, 0113, 0119 PD 1-2 (RI of RUN-015) OK

22 Accepted 11-Dec-2013 16-Dec-2013 RI of Run-017 (SUBS 0132, 0134, 0135, 0136 PD 1-2) OK

23 Accepted 20-Dec-2013 20-Dec-2013 RR FAILED RUN 20 AND REASSAYS OK

24 Accepted 20-Dec-2013 21-Dec-2013 ISRs OK

25 Accepted 20-Dec-2013 21-Dec-2013 ISRs + REASSAYS OK

26 Accepted 27-Dec-2013 27-Dec-2013 SUBS 0060, 0063, 0072, 0073 (PD 2 only) OK

27 Accepted 30-Dec-2013 30-Dec-2013 REASSAYS OK

“Regression Status” reflects the status of the run with respect to run acceptance criteria.
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Table 2 Quality Control and Dilution Quality Control Sample Data (Between-Analytical Run Precision and Accuracy)
Assay Run QCA QCE QCF QCF DF2 QCG QC D DF10 QC D DF4 QC D DF5
Date ID 0.600 2.00 5.00 5.00 8.00 20.0 20.0 20.0
ng/mL ng/mL ng/mL ng/mL ng/mL ng/mL ng/mL ng/mL
19-0c¢t-2013 2 0.605 Zill 5.18 8.18
0.587 2.07 5.00 7.93
19-Oct-2013 5 0.589 1.96 4.88 7.98
0.581 2.05 5.51 8.71
20-Oct-2013 G 0.582 2.09 5.15 8.33
0.618 2.16 5.53 8.39
21-Oct-2013 8 0.609 2.09 5.18 8.06
0.573 2.07 5.14 8.19
22-0Oct-2013 9 0.549 2.05 5.04 A |
0.579 2.03 4.95 8.03
28-Nov-2013 11 0.585 2.03 5.18 8.01
0.572 2.05 5.02 7.90
10-Dec-2013 7 0.605 215 521 8.14 19.1
0.606 225 5.14 8.42 19.0
19.2
10-Dec-2013 12 0.594 2.01 5.05 8.46
0.539 2.19 5.50 8.34
11-Dec-2013 10 0.566 ~2.40 5.24 8.66 20.2
0.606 2.24 539 8.60 18.4
19.5
11-Dec-2013 14 0.539 2.19 5:35 8.67
0.568 2.03 5.38 ~9.28
12-Dec-2013 16 0.591 2.16 5.44 7.92 18.7
0.599 2.08 5.16 8.34 18.2
18.3
13-Dec-2013 18 0.604 2.06 5.08 8.33
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Assay Run QCA QCE QCF QCF DF2 QCG QC D DF10 QCD DF4 QC D DF5
Date ID 0.600 2.00 5.00 5.00 8.00 20.0 20.0 20.0
ng/mL ng/mL ng/mL ng/mL ng/mL ng/mL ng/mL ng/mL
0.629 ~2.36 5.46 8.65
14-Dec-2013 21 0.578 2.11 5.00 8.21
0.593 2.05 5.02 8.27
16-Dec-2013 22 0.626 2.10 5.28 8.47
0.616 2.19 4.96 8.12
20-Dec-2013 23 0.586 1.94 5.04 7.81 18.4
0.608 2.02 4.83 7.99 18.0
17.6
21-Dec-2013 19 ~0.729 2.10 5.08 891 18.4
0.683 2.12 5.31 9.01 19.2
19.7
21-Dec-2013 25 0.666 2.26 5.17 5.33 822 18.6 18.2
0.672 2.10 5.34 5.15 8.40 18.9 18.2
5.11 18.9 18.3
27-Dec-2013 26 ~0.691 1.97 4.93 7.31
0.689 2.12 4.62 7.39
30-Dec-2013 27 0.623 1.97 5.13 7.62 19.8
0.665 1.96 5.32 8.00 212
21.5
Mean 0.608 2.10 5.16 5.20 8.24 19.0 18.2 154
S.D. 0.0436 0.104 0.205 0.117 0.413 1.01 0.0577 0.507
%CV 7.2 5.0 4.0 2.3 5.0 53 0.3 4.7
%Theoretical 101.3 105.0 103.2 104.0 103.0 95.0 91.0 97.0
%Bias 1.3 5.0 3.2 4.0 3.0 -5.0 -9.0 -3.0
n 38 38 38 3 38 18 3 3
~ > 15%Bias
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Table 3 Back-calculated Calibration Standard Concentrations

Assay Run STDB STDC STDD STDE STDF STD G STDH STD 1 STD J
Date ID  0.200 ng/mL 0.400 ng/mL  0.800 ng/mL 1.00 ng/mL 2.50 ng/mL 5.00 ng/mL 7.50 ng/mL 9.00 ng/mL 10.0 ng/mL
19-0Oct-2013 2 0.201 0.402 0.762 1.02 245 5.06 7.72 8.92 9.99
19-Oct-2013 5 0.200 0.390 0.852 0.977 2.54 5.02 7.23 8.82 10.2
20-Oct-2013 6 0.202 0.399 0.769 0.998 2.51 5.02 7.35 9.28 10.2
21-0ct-2013 8 0.206 0.388 0.745 1.00 2:53 5.07 7.53 9.30 10.0
22-0ct-2013 9 0.204 0.392 0.764 0.995 2.52 5.07 7.37 8.96 10.5
28-Nov-2013 11 0.205 0.394 0.758 0.981 2.49 5.33 737 9.01 10.2
10-Dec-2013 7 0.210 0.368 0.726 1.06 242 4.85 7.60 9.31 10.7
10-Dec-2013 12 0.203 0.396 0.781 0.990 2.51 4.98 7.25 9.85 9.74
11-Dec-2013 10 0.201 0.386 0.836 1.02 2.46 4.86 155 8.68 10.4
11-Dec-2013 14 0.200 0.402 0.778 1.02 2.40 4.94 7.41 9.12 10.5
12-Dec-2013 16 0.212 0.371 0.702 1.01 2.60 5.05 7.44 0.29 10.5
13-Dec-2013 18 0.206 0.398 0.733 0.953 2,51 5.05 7.76 9.28 10.3
14-Dec-2013 21 0.205 0.396 0.765 0.953 253 5.00 7.33 9.47 10.4
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Assay Rum  STDB STD C STD D STDE STD F STD G STD H STD I STD J
Date ID 0.200ng/mL 0.400 ng/mL 0.800 ng/mL 1.00 ng/mL 250 ng/mL  5.00 ng/mL 7.50 ng/mL  9.00 ng/mL  10.0 ng/mL
16-Dec-2013 | 22 0.214 0.369 0.735 0.929 2.56 5.26 7.52 9.47 10.3
20-Dec-2013 | 23 0211 0.380 0.684 1.00 2.51 5.07 7.77 8.89 10.9
21-Dec-2013 | 19 0.205 0.391 0.730 1.04 241 5.14 7.49 8.96 10.5
21-Dec-2013 | 25 0.207 0.389 0.722 1.02 2.51 4.93 7.32 8.75 11.3
27-Dec-2013 | 26 +0.257 0.402 **NoValue  0.991 2.50 4.70 7.38 9.00 10.8
30-Dec-2013 | 27 0.204 **No Value 0.734 1.00 2.44 5.03 7.19 9.27 10.9
Mean 0.205 0.390 0.754 0.998 2.49 5.02 7.45 9.14 10.4
S.D. 0.00414 0.0110 0.0416 0.0311 0.0525 0.140 0.172 0.292 0371
%CV 2.0 2.8 5.5 3.1 2.1 2.8 2.3 3.2 3.6
%Bias 2.5 25 5.8 0.2 0.4 0.4 0.7 1.6 4.0
n 18 18 18 19 19 19 19 19 19

Reasons Deactivated
* Not Used (Interference)
** UISR
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Table 4

Standard Curve Parameters

Assay Run Slope Intercept R-Squared
Date ID

19-Oct-2013 2 0.642010904 -0.0115024705 0.9992
19-Oct-2013 5 2.06663859  -0.0423591923 0.9986
20-Oct-2013 6 2.03415643  -0.0241082422 0.9994
21-Oct-2013 8 2.02927015 -0.00103704713  0.9986
22-0ct-2013 9 2.06185955  -0.0581080648 0.9989
28-Nov-2013 11 2.12528938  -0.0612090936 0.9984
10-Dec-2013 7 2.09286535  -0.0555659891 0.9948
10-Dec-2013 12 2.00732625 -0.0467238293 0.9979
11-Dec-2013 10 2.06095978  -0.0684437668 0.9987
11-Dec-2013 14 2.00726346  -0.0383471931 0.9990
12-Dec-2013 16 2.02696832  0.0657160717 0.9949
13-Dec-2013 18  1.93861077  -0.0480416838 0.9977
14-Dec-2013 | 21 2.02841276  -0.0482326135 0.9983
16-Dec-2013 22 2.00259385 -0.0679946143 0.9948
20-Dec-2013 | 23  0.469922135 -0.0107127264 0.9935
21-Dec-2013 19 2.10284366  -0.0605231615 0.9972
21-Dec-2013 | 25 230009779  -0.0600691787 0.9946
27-Dec-2013 | 26 0.484900581 -0.0181910321 0.9977
30-Dec-2013 | 27  2.14248216  0.0149578353 0.9967
Mean 1.82234062  -0.0337103154 0.9973
S.D. 0.579548959  0.0341430417 0.0019
%CV 31.8 -101.3 0.2
n 19 19 19
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Table 5 Study Sample Concentrations

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal (ng/mL) Condition Comments
05110800000001 10 0002 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000002 10 0002 3 0 2 5.44 1 OK Nicotine
05110800000003 10 0002 3 0 4 11.3 1 OK Nicotine
05110800000004 10 0002 3 0 6 12.1 1 OK Nicotine
05110800000005 10 0002 3 0 8 11.2 1 OK Nicotine
05110800000006 10 0002 3 0 10 12.1 1 OK Nicotine
05110800000007 10 0002 3 0 15 8.82 1 OK Nicotine
05110800000008 10 0002 3 0 30 6.38 1 OK Nicotine
05110800000009 10 0002 3 0 45 4.52 l OK Nicotine
05110800000010 10 0002 3 1 0 3.99 1 OK Nicotine
05110800000011 10 0002 3 2 0 2.36 1 OK Nicotine
05110800000012 10 0002 3 4 0 1.17 1 OK Nicotine
05110800000013 10 0002 3 6 0 0.538 1 OK Nicotine
05110800000014 10 0002 3 9 0 0.302 | OK Nicofine
05110800000015 10 0002 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000016 10 0002 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000017 10 0002 1 0 -15 0317 1 OK Nicotine
05110800000018 10 0002 1 0 2 2.62 1 OK Nicotine
05110800000019 10 0002 1 0 4 13.8 1 OK Nicotine
05110800000020 10 0002 1 0 6 162 1 OK Nicotine
05110800000021 10 0002 1 0 8 15.9 1 OK Nicotine
05110800000022 10 0002 1 0 10 16.7 1 OK Nicotine
05110800000023 10 0002 1 0 15 13.1 1 OK Nicotine
05110800000024 10 0002 1 0 30 8.74 1 OK Nicotine
05110800000025 10 0002 1 0 45 6.31 1 OK Nicotine

Page 27 - Confidential



Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000026 10 0002 1 | 0 5.80 1 OK Nicotine
05110800000027 10 0002 1 2 0 3.34 1 OK Nicotine
05110800000028 10 0002 1 4 0 1.46 1 OK Nicotine
05110800000029 10 0002 1 6 0 0.631 1 OK Nicotine
05110800000030 10 0002 1 9 0 0.304 1 OK Nicotine
05110800000031 10 0002 1 12 0 0.280 1 OK Nicotine
05110800000032 10 0002 1 24 0 0.234 1 OK Nicotine
05110800000033 10 0010 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000034 10 0010 3 0 2 9.00 1 OK Nicotine
05110800000035 10 0010 3 0 4 13.8 1 OK Nicotine
05110800000036 10 0010 3 0 6 17.6 1 OK Nicotine
05110800000037 10 0010 3 0 8 Ll ] OK Nicotine
05110800000038 10 0010 3 0 10 8.89 1 OK Nicotine
05110800000039 10 0010 3 0 15 6.74 1 OK Nicotine
05110800000040 10 0010 3 0 30 4.82 1 OK Nicotine
(5110800000041 10 0010 3 0 45 427 1 OK Nicotine
05110800000042 10 0010 3 1 0 3.84 1 OK Nicotine
05110800000043 10 0010 3 2 0 2.40 1 OK Nicotine
05110800000044 10 0010 3 A 0 1.03 1 OK Nicotine
05110800000045 10 0010 3 6 0 0.555 1 OK Nicotine
05110800000046 10 0010 3 9 0 0.368 1 OK Nicotine
(5110800000047 10 0010 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000048 10 0010 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000049 10 0010 1 0 =15 0.323 1 OK Nicotine
05110800000050 10 0010 1 0 2 0.976 1 OK Nicotine
05110800000051 10 0010 1 0 4 2.51 1 OK Nicotine
05110800000052 10 0010 1 0 6 3.16 1 OK Nicotine
05110800000053 10 0010 1 0 8 4.60 1 OK Nicotine
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
[1)] iD Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000054 19 0010 1 0 10 11.8 1 OK Nicotine
05110800000055 19 0010 1 0 15 5.28 1 OK Nicotine
05110800000056 10 0010 1 0 30 4.81 1 OK Nicotine
05110800000057 10 0010 1 0 45 443 1 OK Nicotine
05110800000058 10 0010 1 1 0 4.51 1 OK Nicotine
05110800000059 10 0010 1 2 0 2.59 1 OK Nicotine
05110800000060 10 0010 1 4 0 1.22 1 OK Nicotine
05110800000061 10 oolo 1 6 0 0.646 1 OK Nicotine
05110800000062 10 0010 1 9 0 0.357 1 OK Nicotine
5110800000063 10 0010 1 12 0 0.344 1 OK Nicotine
05110800000064 10 0010 1 24 0 0.328 1 OK Nicotine
05110800000065 10 0004 3 0 -15 0.221 | OK Nicotine
05110800000066 10 0004 3 0 10 0.670 1 OK Nicotine
05110800000068 10 0004 3 0 25 2.39 1 OK Nicotine
05110800000069 10 0004 3 0 30 2.52 1 OK Nicotine
05110800000070 10 0004 3 0 35 2.26 1 OK Nicotine
05110800000071 10 0004 3 0 40 2.68 1 OK Nicotine
05110800000072 10 0004 3 0 45 2.50 1 OK Nicotine
05110800000073 10 0004 3 1 0 2.40 1 OK Nicotine
05110800000074 10 0004 3 2 0 1.61 I OK Nicotine
05110800000075 10 0004 3 3 0 1.05 1 OK Nicotine
05110800000076 10 0004 3 <4 0 0.902 1 OK Nicotine
05110800000077 10 0004 3 6 0 0.473 1 OK Nicotine
05110800000078 10 0004 3 9 0 0.335 1 OK Nicotine
05110800000079 10 0004 3 12 0 0.235 1 OK Nicotine
05110800000080 10 0004 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000081 10 0004 1 0 -15 0.325 1 OK Nicotine
05110800000082 10 0004 | 0 2 3.87 | OK Nicotine
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000083 10 0004 1 0 4 4.63 1 OK Nicotine
05110800000084 10 0004 1 0 6 5.41 I OK Nicotine
05110800000085 10 0004 I 0 8 5.77 I OK Nicotine
05110800000086 10 0004 | 0 10 6.97 I OK Nicotine
05110800000087 10 0004 | 0 15 4.29 l OK Nicotine
05110800000088 10 0004 ] 0 30 3.67 ] OK Nicotine
05110800000089 10 0004 1 0 45 3.40 | OK Nicotine
05110800000090 10 0004 1 1 0 2.58 | OK Nicotine
05110800000091 10 0004 | 2 0 1.66 1 OK Nicotine
05110800000092 10 0004 1 4 0 0.836 1 OK Nicotine
05110800000093 10 0004 1 6 0 0.462 1 OK Nicotine
05110800000094 10 0004 1 9 0 0.621] 1 OK Nicotine
05110800000095 10 0004 1 12 0 0.277 1 OK Nicotine
05110800000096 10 0004 1 24 0 0.332 1 OK Nicotine
05110800000097 2 0017 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000098 2 0017 3 0 2 0.252 1 OK Nicotine
05110800000099 2 0017 3 0 4 0.597 1 OK Nicotine
05110800000100 2 0017 3 0 6 1.99 1 OK Nicotine
05110800000101 2 0017 3 0 8 245 1 OK Nicotine
05110800000102 2 0017 3 0 10 2.79 1 OK Nicotine
(5110800000103 2 0017 3 0 15 2.55 1 OK Nicotine
05110800000104 2 0017 3 0 30 1.91 1 0K Nicotine
05110800000105 2 0017 3 0 45 2.15 1 OK Nicotine
05110800000106 2 0017 3 1 0 1.86 l OK Nicotine
05110800000107 2 0017 3 2 0 1.49 l OK Nicotine
05110800000108 2 0017 3 4 0 0.837 1 OK Nicotine
05110800000109 2 0017 3 6 0 0.596 1 OK Nicotine
05110800000110 2 0017 3 9 0 0.376 1 OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
D D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000111 2 0017 3 12 0 0.288 1 OK Nicotine
05110800000112 2 0017 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000113 2 0017 1 0 -15 0.433 1 OK Nicotine
05110800000114 2 0017 1 0 10 1.67 1 OK Nicotine
05110800000115 2 0017 1 0 20 6.58 1 OK Nicotine
05110800000116 2 0017 1 0 25 7.10 1 OK Nicotine
05110800000117 2 0017 1 0 30 8.92 1 OK Nicotine
05110800000118 2 0017 1 0 35 8.32 1 OK Nicotine
05110800000119 2 0017 1 0 40 8.59 1 OK Nicotine
05110800000120 2 0017 1 0 45 8.71 1 OK Nicotine
05110800000121 2 0017 1 1 0 7.58 1 OK Nicotine
05110800000122 2 0017 1 2 0 4.40 1 OK Nicotine
05110800000123 2 0017 1 3 0 3.73 1 OK Nicotine
05110800000124 2 0017 1 < 0 2.93 | OK Nicotine
05110800000125 2 0017 1 6 0 1.88 | OK Nicotine
05110800000126 2 0017 1 9 0 1.20 1 OK Nicotine
05110800000127 2 0017 1 12 0 0.818 1 OK Nicotine
05110800000128 2 0017 I 24 0 0.349 1 OK Nicotine
05110800000129 10 0005 3 0 -15 0.203 1 OK Nicotine
05110800000130 10 0005 3 0 2 20.9 1 OK Nicotine
05110800000131 10 0005 3 0 4 30.5 1 oK Nicotine
05110800000132 10 0005 3 0 6 31.5 1 OK Nicotine
05110800000133 10 0005 3 0 8 17.8 1 OK Nicotine
05110800000134 10 0005 3 0 10 16.5 1 OK Nicotine
05110800000135 10 0005 3 0 15 8.33 1 OK Nicotine
05110800000136 10 0005 3 0 30 7.78 1 OK Nicotine
05110800000137 10 0005 3 0 45 6.21 1 OK Nicotine
05110800000138 10 0005 3 1 0 7.01 I OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celenon Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal  Nominal (ng/mL) Condition Comments

05110800000139 10 0005 3 2 0 4.21 | OK Nicotine
05110800000140 10 0005 3 B 0 2.50 i OK Nicotine
(5110800000141 10 0005 3 6 0 133 I OK Nicotine
05110800000142 10 0005 3 9 0 0.914 1 OK Nicotine
05110800000143 10 0005 3 12 0 0.528 1 OK Nicotine
05110800000144 10 0005 3 24 0 0.221 1 OK Nicotine
05110800000145 10 0005 1 0 -15 0.372 1 OK Nicotine
05110800000146 10 0005 | 0 2 2.62 1 OK Nicotine
05110800000147 10 0005 1 0 4 11.7 1 OK Nicotine
05110800000148 10 0005 1 0 6 18.6 1 OK Nicotine
05110800000149 19 0005 1 0 8 11.0 | OK Nicotine
05110800000150 10 0005 1 0 10 8.17 1 OK Nicotine
05110800000151 10 0005 1 0 15 3.01 1 OK Nicotine
05110800000152 10 0005 1 0 30 3.02 | OK Nicotine
05110800000153 10 0005 1 0 45 3.09 1 OK Nicotine
05110800000154 10 0005 1 1 0 2.36 | OK Nicotine
05110800000155 10 0005 1 2 0 1.85 I OK Nicotine
05110800000156 10 0005 1 4 0 1.32 l OK Nicotine
05110800000157 10 0005 1 6 0 0.995 1 OK Nicotine
05110800000158 10 0005 1 9 0 0.523 1 OK Nicotine
05110800000159 10 0005 1 12 0 0.363 l OK Nicotine
05110800000160 10 0005 | 24 0 0.308 1 OK Nicotine
05110800000161 8 0024 3 0 -15 BLQ<(0.200) | OK Nicotine
05110800000162 8 0024 3 0 2 4.15 I OK Nicotine
05110800000163 7 0024 3 0 & 12.6 1 OK Nicotine
05110800000164 7 0024 3 0 6 18.1 1 OK Nicotine
05110800000165 7 0024 3 0 8 13.6 1 OK Nicotine
05110800000166 8 0024 3 0 10 9.92 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000167 8 0024 3 0 15 6.32 1 OK Nicotine
05110800000168 8 0024 3 0 30 5.08 1 OK Nicotine
05110800000169 8 0024 3 0 45 4.54 1 OK Nicotine
05110800000170 8 0024 3 1 0 3.27 1 OK Nicotine
05110800000171 8 0024 3 2 0 2,85 1 OK Nicotine
05110800000172 8 0024 3 4 0 1.30 1 OK Nicotine
05110800000173 8 0024 3 6 0 0.790 1 OK Nicotine
05110800000174 8 0024 3 9 0 0.405 1 OK Nicotine
05110800000175 8 0024 3 12 0 0.308 1 0K Nicotine
05110800000176 8 0024 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000177 8 0024 1 0 =15 0.337 1 OK Nicotine
05110800000178 8 0024 1 0 2 2.86 1 OK Nicotine
05110800000179 7 0024 1 0 4 16.6 1 OK Nicotine
05110800000180 7 0024 1 0 6 19.7 1 OK Nicotine
05110800000181 7 0024 1 0 8 19.1 1 OK Nicotine
05110800000182 7 0024 1 0 10 14.4 1 OK Nicotine
05110800000183 8 0024 1 0 15 8.54 1 OK Nicotine
05110800000184 8 0024 1 0 30 6.79 I OK Nicotine
05110800000186 8 0024 1 1 0 5.56 1 OK Nicotine
05110800000187 8 0024 1 2 0 3.80 | OK Nicotine
05110800000188 8 0024 1 4 0 1.94 1 OK Nicotine
05110800000189 8 0024 1 6 0 1.26 I OK Nicotine
05110800000190 8 0024 1 9 0 0.734 | OK Nicotine
05110800000191 8 0024 1 12 0 0.431 1 OK Nicotine
05110800000192 8 0024 1 24 0 0.366 1 OK Nicotine
05110800000193 8 0027 3 0 -15 0.388 1 OK Nicotine
(5110800000194 8 0027 3 0 2 2.63 1 OK Nicotine
05110800000195 8 0027 3 0 4 8.96 1 OK Nicotine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AAS9122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
D ID Nominal Nominal Nominal (ng/mL) Condition Comments

(5110800000196 7 0027 3 0 6 13.2 ] OK Nicotine
5110800000197 7 0027 3 0 8 13.2 1 OK Nicotine
05110800000198 7 0027 3 0 10 15.8 1 OK Nicotine
05110800000199 8 0027 3 0 15 6.48 1 OK Nicotine
05110800000200 8 0027 3 0 30 7.83 | OK Nicotine
(5110800000201 8 0027 3 0 45 5.93 1 OK Nicotine
05110800000202 8 0027 3 1 0 7.00 I OK Nicotine
05110800000203 8 0027 3 2 0 5.68 1 OK Nicotine
05110800000204 8 0027 3 4 0 3.79 1 OK Nicotine
05110800000205 8 0027 3 6 0 2.80 I OK Nicotine
05110800000206 8 0027 3 9 0 1.86 1 OK Nicotine
05110800000207 8 0027 3 12 0 1.27 1 OK Nicotine
05110800000208 8 0027 3 24 0 0.500 1 OK Nicotine
05110800000209 8 0027 1 0 -15 0.687 1 OK Nicotine
(5110800000210 8 0027 1 0 2 3.56 1 OK Nicotine
05110800000211 7 0027 1 0 4 11.7 1 OK Nicotine
05110800000212 7 0027 1 0 6 14.0 ] OK Nicotine
05110800000213 7 0027 1 0 8 14.5 1 OK Nicotine
05110800000214 7 0027 1 0 10 13.6 1 OK Nicotine
05110800000215 8 0027 1 0 15 6.69 1 OK Nicotine
05110800000216 8 0027 1 0 30 7.25 ] OK Nicotine
05110800000217 8 0027 1 0 45 7.40 1 OK Nicotine
05110800000218 8 0027 1 I 0 7.31 1 OK Nicotine
05110800000219 8 0027 1 2 0 6.04 1 OK Nicotine
05110800000220 g 0027 1 4 0 4.62 | OK Nicotine
05110800000221 8 0027 1 6 0 3.67 I OK Nicotine
(5110800000222 8 0027 ] 9 0 2.23 1 OK Nicotine
05110800000223 8 0027 1 12 0 1.53 i OK Nicotine
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Nicotine in Human Plasma (K-EDTA}
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000224 8 0027 1 24 0 292 1 OK Nicotine
05110800000225 9 0039 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000226 9 0039 3 0 2 2.53 1 OK Nicotine
05110800000227 9 0039 3 0 4 5.03 1 OK Nicotine
05110800000228 9 0039 3 0 6 6.78 1 OK Nicotine
05110800000229 9 0039 3 0 8 6.06 1 OK Nicotine
05110800000230 9 0039 3 0 10 6.55 1 OK Nicotine
05110800000231 9 0039 3 0 15 8.76 1 OK Nicotine
05110800000232 9 0039 3 0 30 741 1 OK Nicotine
05110800000233 9 0039 3 0 45 7.61 1 OK Nicotine
05110800000234 9 0039 3 1 0 7.74 1 OK Nicotine
05110800000235 9 0039 3 2 0 5.73 1 OK Nicotine
05110800000236 9 0039 3 4 0 3.83 | OK Nicotine
05110800000237 9 0039 3 6 0 291 1 OK Nicotine
05110800000238 9 0039 3 9 0 1.97 1 OK Nicotine
05110800000239 9 0039 3 12 0 1.20 1 OK Nicotine
05110800000240 9 0039 3 24 0 0.444 1 OK Nicotine
(5110800000241 9 0039 1 0 -15 0.559 1 OK Nicotine
05110800000242 7 0039 1 0 2 11.7 1 OK Nicotine
05110800000243 7 0039 1 0 B 15.7 1 OK Nicotine
05110800000244 7 0039 1 0 6 16.8 1 OK Nicotine
05110800000245 7 0039 1 0 8 12.6 1 OK Nicotine
05110800000246 7 0039 1 0 10 13.1 1 OK Nicotine
05110800000247 9 0039 1 0 15 7.31 1 OK Nicotine
05110800000248 9 0039 1 0 30 7.31 1 OK Nicotine
05110800000249 9 0039 1 0 45 7.00 1 OK Nicotine
05110800000250 9 0039 1 1 0 6.61 1 OK Nicotine
05110800000251 9 0039 1 2 0 5.58 1 OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000252 9 0039 1 4 (] 3487 l OK Nicotine
05110800000253 9 0039 I 6 0 2.70 1 OK Nicotine
05110800000254 9 0039 i 9 0 1.88 1 OK Nicotine
05110800000255 9 0039 1 12 0 1.34 1 OK Nicotine
05110800000256 9 0039 1 24 0 0.457 1 OK Nicotine
05110800000257 5 0045 3 0 -15 0.340 I OK Nicotine
05110800000258 5 0045 3 0 2 3.59 | OK Nicotine
05110800000259 7 0045 3 0 4 19.7 1 OK Nicotine
05110800000260 7 0045 3 0 6 15.6 1 OK Nicotine
05110800000261 7 0045 3 0 8 14.1 1 OK Nicotine
05110800000262 7 0045 3 0 10 12.3 | OK Nicotine
05110800000263 5 0045 3 0 15 9.78 | OK Nicotine
05110800000264 5 0045 3 0 30 8.43 1 OK Nicotine
05110800000265 5 0045 3 0 45 7.26 1 OK Nicotine
05110800000266 5 0045 3 1 0 7.13 1 OK Nicotine
05110800000267 5 0045 3 2 0 6.80 I OK Nicotine
05110800000268 5 0045 3 4 0 4.89 | OK Nicotine
05110800000269 5 0045 3 6 0 3.79 1 OK Nicotine
05110800000270 5 0045 3 9 0 2.68 1 OK Nicotine
05110800000271 5 0045 3 12 0 1.76 I OK Nicotine
05110800000272 5 0045 3 24 0 0.673 1 OK Nicotine
05110800000273 5 0045 1 0 -15 2.15 1 OK Nicotine
05110800000274 5 0045 1 0 2 2.95 1 OK Nicotine
05110800000275 5 0045 I 0 & 8.86 1 OK Nicotine
05110800000276 7 0045 1 0 6 21.1 ] OK Nicotine
05110800000277 7 0045 1 0 8 16.4 1 OK Nicotine
05110800000278 7 0045 1 0 10 153 1 OK Nicotine
05110800000279 5 0045 1 0 15 6.62 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
1D ID Nominal Nominal = Nominal (ng/mL) Condition Comments

05110800000280 5 0045 1 0 30 7.11 1 OK Nicotine
05110800000281 5 0045 1 0 45 6.50 1 OK Nicotine
05110800000282 5 0045 1 1 0 7.00 1 OK Nicotine
05110800000283 5 0045 1 2 0 6.07 1 OK Nicotine
05110800000284 5 0045 1 4 0 4.27 1 OK Nicotine
05110800000285 5 0045 1 6 0 3.71 1 OK Nicotine
05110800000286 5 0045 1 9 0 2.60 | OK Nicotine
05110800000287 5 0045 1 12 0 1.86 1 OK Nicotine
05110800000288 5 0045 1 24 0 0.860 1 OK Nicotine
05110800000289 5 0049 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000290 5 0049 3 0 2 1.32 1 OK Nicotine
05110800000291 5 0049 3 0 4 4.34 1 OK Nicotine
05110800000292 5 0049 3 0 6 8.06 1 OK Nicotine
05110800000293 5 0049 3 0 8 8.47 1 OK Nicotine
05110800000294 5 0049 3 0 10 8.22 | OK Nicotine
05110800000295 5 0049 3 0 15 9.21 1 OK Nicotine
05110800000296 3 0049 3 0 30 114 1 OK Nicotine
05110800000297 5 0049 3 0 45 9.33 1 OK Nicotine
05110800000298 5 0049 3 1 0 9.13 1 OK Nicotine
05110800000299 5 0049 3 2 0 6.60 1 OK Nicotine
05110800000300 5 0049 3 4 0 3.48 1 OK Nicotine
05110800000301 5 0049 3 6 0 2,00 1 OK Nicotine
05110800000302 5 0049 3 9 0 1.06 1 OK Nicotine
05110800000303 5 0049 3 12 0 0.618 1 OK Nicotine
05110800000304 5 0049 3 24 0 BLQ<(0.200) | OK Nicotine
05110800000305 5 0049 1 0 -15 0.297 1 OK Nicotine
05110800000306 5 0049 1 0 2 9.65 1 OK Nicotine
05110800000307 7 0049 1 0 4 225 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000308 7 0049 1 0 6 12.6 1 0K Nicotine
05110800000309 5 0049 1 0 8 8.97 | OK Nicotine
05110800000310 5 0049 1 0 10 9.11 1 OK Nicotine
05110800000311 5 0049 1 0 15 6.79 1 OK Nicotine
05110800000312 5 0049 1 0 30 6.08 1 OK Nicotine
05110800000313 5 0049 1 0 45 5.79 | OK Nicotine
05110800000314 5 0049 1 1 0 5.24 1 OK Nicotine
05110800000315 5 0049 1 2 0 4.48 | OK Nicotine
05110800000316 5 0049 1 4 0 243 1 OK Nicotine
05110800000317 5 0049 1 6 0 1.73 1 OK Nicotine
05110800000318 5 0049 1 9 0 0.878 I OK Nicotine
05110800000319 5 0049 1 12 0 0.628 ] OK Nicotine
05110800000320 5 0049 1 24 0 0.333 1 OK Nicotine
05110800000321 6 0052 3 0 -15 0.205 1 OK Nicotine
05110800000322 6 0052 3 0 2 2.91 1 OK Nicotine
05110800000323 6 0052 3 0 B 5.18 1 OK Nicotine
05110800000324 6 0052 3 0 6 6.05 1 OK Nicotine
05110800000325 6 0052 B 0 8 6.06 1 OK Nicotine
05110800000326 6 0052 3 0 10 6.02 1 OK Nicotine
05110800000327 6 0052 3 0 15 6.12 1 OK Nicotine
05110800000328 6 0052 3 0 30 6.19 1 OK Nicotine
05110800000329 6 0052 3 0 45 5.46 1 OK Nicotine
05110800000330 6 0052 3 1 0 5.18 1 OK Nicotine
05110800000331 6 0052 3 2 0 3.51 1 OK Nicotine
05110800000332 6 0052 3 4 0 2.13 1 OK Nicotine
05110800000333 6 0052 3 6 0 1.44 1 OK Nicotine
05110800000334 6 0052 3 9 0 1.01 1 OK Nicotine
05110800000335 6 0052 3 12 0 0.773 ] OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID 11)] Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000336 6 0052 3 24 0 0.265 1 OK Nicotine
05110800000337 6 0052 1 0 -15 0.514 1 OK Nicotine
(5110800000338 6 0052 1 0 2 1.87 1 OK Nicotine
05110800000339 6 0052 1 0 -+ 6.51 1 OK Nicotine
05110800000340 6 0052 1 0 6 9.16 1 OK Nicotine
05110800000341 6 0052 1 0 8 9.65 1 OK Nicotine
05110800000342 6 0052 1 0 10 8.30 1 OK Nicotine
05110800000343 7 0052 1 0 15 12.3 1 OK Nicotine
05110800000344 6 0052 1 0 30 9.77 1 OK Nicotine
05110800000345 6 0052 1 0 45 8.56 1 OK Nicotine
05110800000346 6 0052 1 1 0 8.68 1 OK Nicotine
05110800000347 6 0052 1 2 0 591 1 OK Nicotine
05110800000348 6 0052 1 4 0 4.12 1 OK Nicotine
05110800000349 6 0052 1 6 0 2.89 1 OK Nicotine
05110800000350 6 0052 1 9 0 2.21 1 OK Nicotine
05110800000351 6 0052 1 12 0 1.16 1 OK Nicotine
05110800000352 6 0052 1 24 0 0.483 1 OK Nicotine
05110800000353 2 0013 3 0 -15 BLQ<(0.200) 1 OK Nicotine
(5110800000354 2 0013 3 0 2 3.64 1 OK Nicotine
(5110800000355 7 0013 3 0 4 10.7 1 OK Nicotine
05110800000356 7 0013 3 0 6 19.9 1 OK Nicotine
05110800000357 7 0013 3 0 8 29.7 1 OK Nicotine
05110800000358 7 0013 3 0 10 26.3 1 OK Nicotine
05110800000359 7 0013 3 0 15 16.7 1 OK Nicotine
05110800000360 7 0013 3 0 30 11.9 1 OK Nicotine
05110800000361 2 0013 3 0 45 9.29 1 OK Nicotine
05110800000362 2 0013 3 1 0 8.26 1 OK Nicotine
05110800000363 ) 0013 3 2 0 5.52 1 OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000364 2 0013 3 <4 0 335 l OK Nicotine
05110800000365 2 0013 3 6 0 1.74 I OK Nicotine
05110800000366 2 0013 3 9 0 0.881 1 OK Nicotine
05110800000367 2 0013 3 12 0 0.459 1 OK Nicotine
05110800000368 2 0013 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000369 2 0013 1 0 -15 0.330 I OK Nicotine
05110800000370 2 0013 1 0 2 232 | OK Nicotine
05110800000371 2 0013 1 0 4 7.34 I OK Nicotine
05110800000372 7 0013 1 0 6 18.4 1 OK Nicotine
05110800000373 7 0013 1 0 8 13.3 1 OK Nicotine
05110800000374 7 0013 1 0 10 19.2 1 OK Nicotine
05110800000375 2 0013 1 0 15 8.34 1 OK Nicotine
05110800000376 2 0013 I 0 30 8.34 1 OK Nicotine
05110800000377 2 0013 1 0 45 7.05 ] OK Nicotine
05110800000378 2 0013 1 1 0 6.33 1 OK Nicotine
05110800000379 2 0013 1 2 0 4.88 1 OK Nicotine
05110800000380 2 0013 1 4 0 2.65 | OK Nicotine
05110800000381 2 0013 | 6 0 1.52 l OK Nicotine
05110800000382 2 0013 1 9 0 0.872 1 OK Nicotine
05110800000383 2 0013 1 12 0 0.533 1 OK Nicotine
05110800000384 2 0013 1 24 0 0.301 1 oK Nicotine
05110800000385 8 0025 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000386 8 0025 3 0 2 9.18 1 OK Nicotine
05110800000387 7 0025 3 0 + 14.8 1 OK Nicotine
05110800000388 7 0025 3 0 6 26.1 1 OK Nicotine
05110800000389 7 0025 3 0 8 16.1 1 OK Nicotine
05110800000390 7 0025 3 0 10 14.8 1 OK Nicotine
05110800000391 8 0025 3 0 15 9.75 1 OK Nicotine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000392 8 0025 3 0 30 6.48 1 OK Nicotine
05110800000393 8 0025 3 0 45 5.18 1 OK Nicotine
05110800000394 8 0025 3 1 0 4.19 1 OK Nicotine
05110800000395 8 0025 3 2 0 2.68 ! OK Nicotine
05110800000396 8 0025 3 4 0 1.80 1 OK Nicotine
05110800000397 8 0025 3 6 0 0.984 1 OK Nicotine
05110800000398 8 0025 3 9 0 0.603 1 OK Nicotine
05110800000399 8 0025 3 12 0 0.303 1 OK Nicotine
05110800000400 8 0025 3 24 0 0.221 1 OK Nicotine
05110800000401 8 0025 1 0 -15 0.218 1 OK Nicotine
05110800000402 8 0025 1 0 2 6.55 1 OK Nicotine
05110800000403 7 0025 1 0 4 19.3 1 OK Nicotine
05110800000404 7 0025 1 0 6 30.3 1 OK Nicotine
05110800000405 7 0025 1 0 8 19.8 1 OK Nicotine
05110800000406 7 0025 1 0 10 14.0 1 OK Nicotine
05110800000407 7 0025 1 0 15 12.8 1 OK Nicotine
05110800000408 8 0025 1 0 30 7.63 1 OK Nicotine
05110800000409 8 0025 1 0 45 6.02 1 OK Nicotine
05110800000410 8 0025 1 1 0 5.14 1 OK Nicotine
05110800000411 8 0025 1 2 0 3.21 1 OK Nicotine
05110800000412 8 0025 1 4 0 1.91 1 OK Nicotine
05110800000413 8 0025 1 6 0 1.13 1 OK Nicotine
05110800000414 8 0025 1 9 0 0.658 1 OK Nicotine
05110800000415 8 0025 1 12 0 0.462 1 OK Nicotine
05110800000416 8 0025 1 24 0 0.227 1 OK Nicotine
05110800000417 8 0031 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000418 8 0031 3 0 2 1.80 1 OK Nicotine
05110800000419 8 0031 3 0 4 5.86 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID iD Nominal Nominal Nominal (ng/mL}) Condition Comments

05110800000420 7 0031 3 0 6 10.8 I OK Nicotine
05110800000421 7 0031 3 0 3 13.4 1 OK Nicotine
05110800000422 7 0031 2 0 10 13.3 1 OK Nicotine
05110800000423 7 0031 3 0 15 1.9 1 OK Nicotine
05110800000424 8 0031 3 0 30 8.69 1 OK Nicotine
05110800000425 8 0031 3 0 45 8.76 1 OK Nicotine
05110800000426 8 0031 3 1 0 7.40 1 OK Nicotine
05110800000427 8 0031 3 2 0 5.15 1 OK Nicotine
05110800000428 8 0031 3 4 0 1.94 1 OK Nicotine
05110800000429 8 0031 3 6 0 1.02 1 OK Nicotine
05110800000430 8 0031 3 9 0 0.500 1 OK Nicotine
05110800000431 8 0031 3 12 0 0.266 1 0K Nicotine
05110800000432 8 0031 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000433 8 0031 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000434 8 0031 1 0 2 2.08 1 OK Nicotine
05110800000435 8 0031 1 0 4 7.33 1 OK Nicotine
05110800000436 8 0031 1 0 6 9.63 1 OK Nicotine
05110800000437 T 0031 1 0 8 12.9 1 OK Nicotine
05110800000438 7 0031 1 0 10 13.4 1 OK Nicotine
05110800000439 T 0031 1 0 15 12.3 1 OK Nicotine
05110800000440 8 0031 1 0 30 8.96 1 OK Nicotine
05110800000441 8 0031 1 0 45 7.64 1 OK Nicotine
05110800000442 8 0031 1 1 0 6.91 1 OK Nicotine
05110800000443 8 0031 I 2 0 4.28 1 OK Nicotine
05110800000444 8 0031 1 4 0 2.07 1 OK Nicotine
05110800000445 8 0031 1 6 0 1.27 1 OK Nicotine
05110800000446 8 0031 1 9 0 0.532 1 OK Nicotine
05110800000447 8 0031 1 12 0 0.304 ] OK Nicotine
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Nicotine in Human Plasma (KLEDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condifion Comments

05110800000448 8 0031 1 24 0 0.219 1 OK Nicotine
05110800000449 9 0040 3 0 -15 0.212 1 OK Nicotine
05110800000450 9 0040 3 0 2 0.245 1 OK Nicotine
05110800000451 9 0040 3 0 4 1.85 1 OK Nicotine
05110800000452 9 0040 3 0 6 3.70 1 OK Nicotine
05110800000453 9 0040 3 0 8 5.05 1 OK Nicotine
05110800000454 9 0040 3 0 10 5.79 | OK Nicotine
05110800000455 9 0040 3 0 15 5.71 1 OK Nicotine
05110800000456 9 0040 3 0 30 5.46 1 OK Nicotine
05110800000457 9 0040 3 0 45 5.94 1 OK Nicotine
05110800000458 9 0040 3 1 0 5.80 1 OK Nicotine
05110800000459 9 0040 3 2 0 429 1 OK Nicotine
05110800000460 9 0040 3 4 0 3.46 1 OK Nicotine
05110800000461 9 0040 3 6 0 2.62 1 OK Nicotine
05110800000462 9 0040 3 9 0 1.99 | OK Nicotine
05110800000463 9 0040 3 12 0 123 1 OK Nicotine
05110800000464 9 0040 3 24 0 0.450 1 OK Nicotine
05110800000465 9 0040 1 0 -15 0.855 1 OK Nicotine
05110800000466 9 0040 1 0 2 1.77 1 OK Nicotine
05110800000467 9 0040 1 0 4 6.05 1 OK Nicotine
05110800000468 9 0040 1 0 6 7.90 1 OK Nicotine
05110800000469 9 0040 1 0 8 7.74 I OK Nicotine
05110800000470 9 0040 1 0 10 7.85 1 OK Nicotine
05110800000471 9 0040 1 0 15 5.69 1 OK Nicotine
05110800000472 9 0040 1 0 30 5.67 1 OK Nicotine
05110800000473 9 0040 1 0 45 5.39 1 OK Nicotine
05110800000474 9 0040 1 1 0 5.67 1 OK Nicotine
05110800000475 9 0040 1 2 0 4.75 1 OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID 1D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000476 9 0040 1 4 0 3,55 ] OK Nicotine
05110800000477 9 0040 I 6 0 3.03 1 OK Nicotine
05110800000478 9 0040 1 9 0 2.13 1 OK Nicotine
05110800000479 9 0040 1 12 0 1.68 ] OK Nicotine
05110800000480 9 0040 1 24 0 0.603 1 OK Nicotine
05110800000481 5 0043 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000482 5 0043 3 0 2 0.486 1 OK Nicotine
05110800000483 5 0043 3 0 B 4.39 I OK Nicotine
05110800000484 5 0043 3 0 6 9.05 1 OK Nicotine
05110800000485 7 0043 3 0 8 11.2 1 OK Nicotine
05110800000486 7 0043 3 0 10 14.0 1 OK Nicotine
05110800000487 5 0043 3 0 15 8.13 | OK Nicotine
05110800000488 5 0043 3 0 30 4,19 1 OK Nicotine
05110800000489 5 0043 3 0 45 427 1 OK Nicotine
051108000004590 3 0043 3 1 0 4,42 1 OK Nicotine
05110800000491 5 0043 3 2 0 3.00 1 OK Nicotine
05110800000492 5 0043 3 4 0 1.34 1 OK Nicotine
05110800000493 5 0043 3 6 0 0.738 1 OK Nicotine
05110800000494 ) 0043 3 9 0 0.416 1 OK Nicotine
05110800000495 5 0043 3 12 0 0.237 1 OK Nicotine
05110800000496 5 0043 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000497 5 0043 1 0 -15 0.389 1 OK Nicotine
05110800000498 5 0043 1 0 2 2.46 1 OK Nicotine
05110800000499 7 0043 1 0 4 12.9 1 OK Nicotine
05110800000500 7 0043 1 0 6 15.9 1 OK Nicotine
05110800000501 7 0043 1 0 8 11.5 1 OK Nicotine
05110800000502 5 0043 1 0 10 7:51 1 OK Nicotine
05110800000503 5 0043 1 0 15 4.82 1 OK Nicotine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
1D 1D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000504 5 0043 1 0 30 2.86 1 OK Nicotine
05110800000505 5 0043 | 0 45 3.05 1 OK Nicotine
05110800000506 5 0043 1 1 0 271 1 OK Nicotine
05110800000507 5 0043 1 2 0 1.54 1 OK Nicotine
05110800000508 5 0043 1 4 0 0.815 1 OK Nicotine
05110800000509 5 0043 1 6 0 0.697 1 OK Nicotine
(5110800000510 5 0043 1 9 0 0.453 1 OK Nicotine
05110800000511 5 0043 1 12 0 0.284 1 OK Nicotine
05110800000512 5 0043 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000513 9 0050 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000514 5 0050 3 0 2 1.57 1 OK Nicotine
05110800000515 7 0050 3 0 e 16.0 1 OK Nicotine
05110800000516 7 0050 3 0 6 152 | OK Nicotine
05110800000517 7 0050 3 0 8 13.2 1 OK Nicotine
05110800000518 5 0050 3 0 10 9.38 1 OK Nicotine
05110800000519 5 0050 3 0 15 5.49 1 OK Nicotine
05110800000520 5 0050 3 0 30 3.88 1 OK Nicotine
05110800000521 5 0050 3 0 45 3.06 1 OK Nicotine
05110800000522 5 0050 3 1 0 3.22 1 OK Nicotine
05110800000523 5 0050 3 2 0 2.27 1 OK Nicotine
05110800000524 5 0050 3 4 0 1.08 1 OK Nicotine
05110800000525 5 0050 3 6 0 1.01 1 OK Nicotine
05110800000526 5 0050 3 9 0 0.316 1 OK Nicotine
05110800000527 5 0050 3 12 0 0.209 1 OK Nicotine
05110800000528 5 0050 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000529 5 0050 i 0 -15 0.208 1 OK Nicotine
05110800000530 5 0050 1 0 2 1.69 1 OK Nicotine
05110800000531 5 0050 1 0 4 8.13 1 OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000532 7 0050 1 0 6 12.2 1 oK Nicotine
05110800000533 5 0050 1 0 8 7.12 | OK Nicotine
05110800000534 5 0050 1 0 10 6.91 1 OK Nicotine
05110800000535 5 0050 1 0 15 6.07 1 OK Nicotine
05110800000536 5 0050 1 0 30 5.16 1 OK Nicotine
05110800000537 5 00350 1 0 45 498 | OK Nicotine
(5110800000538 5 0050 1 1 0 4.04 1 OK Nicotine
05110800000539 5 0050 1 2 0 2.68 1 OK - Nicotine
05110800000540 5 0050 1 4 0 1.32 1 OK Nicotine
05110800000541 5 0050 1 6 0 0.866 1 OK Nicotine
05110800000542 5 0050 1 9 0 0.457 ] OK Nicotine
05110800000543 5 0050 1 12 0 0.281 | OK Nicotine
05110800000544 5 0050 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000545 6 0054 3 0 -15 BLQ<{0.200) 1 OK Nicotine
05110800000546 6 0054 3 0 2 1.27 I OK Nicotine
05110800000547 6 0054 3 0 4 4.19 ] OK Nicotine
05110800000548 6 0054 3 0 6 6.25 ] OK Nicotine
05110800000549 6 0054 3 0 8 6.67 1 OK Nicotine
05110800000550 6 0054 3 0 10 6.88 ] OK Nicotine
05110800000551 6 0054 3 0 15 8.24 1 OK Nicotine
05110800000552 6 0054 3 0 30 5.60 1 OK Nicotine
05110800000553 6 0054 3 0 45 6.98 1 OK Nicotine
05110800000554 6 0054 3 1 0 5.46 ] OK Nicotine
05110800000555 6 0054 3 2 0 3.04 I OK Nicotine
05110800000556 6 0054 3 4 0 1.61 1 OK Nicotine
(5110800000557 6 0054 3 6 0 0.675 1 OK Nicotine
05110800000558 6 0054 3 9 0 0.270 I OK Nicotine
05110800000559 6 0054 3 12 0 BLQ<(0.200) | 0K Nicotine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AAS9122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000560 6 0054 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000561 6 0054 1 ] -15 BLQ<(0.200) 1 OK Nicotine
05110800000562 6 0054 1 0 2 1.57 | OK Nicotine
05110800000563 6 0054 1 0 4 5.41 1 OK Nicotine
05110800000564 6 0054 1 0 6 6.54 I OK Nicotine
05110800000565 6 0054 1 0 g 7.25 1 OK Nicotine
05110800000566 6 0054 1 0 10 5.54 1 OK Nicotine
(5110800000567 6 0054 I 0 15 7.97 1 OK Nicotine
05110800000568 6 0054 1 0 30 7.14 1 OK Nicotine
05110800000569 6 0054 1 0 45 5.51 1 OK Nicotine
05110800000570 6 0054 1 1 0 6.10 1 OK Nicotine
05110800000571 6 0054 1 2 0 3.63 1 OK Nicotine
05110800000572 6 0054 1 4 0 1.55 1 OK Nicotine
05110800000573 6 0054 1 6 Q 0.743 1 OK Nicotine
05110800000574 6 0054 1 9 0 0.331 1 OK Nicotine
05110800000575 6 0054 1 12 0 BLQ<(0.200) 1 oK Nicotine
05110800000576 6 0054 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000577 2 0018 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000578 2 0018 3 0 10 245 1 OK Nicotine
05110800000579 2 0018 3 0 20 5.76 1 OK Nicotine
05110800000580 2 0018 3 0 25 7.81 1 OK Nicotine
05110800000581 2 0018 3 0 30 8.26 1 OK Nicotine
05110800000582 2 0018 3 0 35 6.31 1 OK Nicotine
05110800000533 2 0018 3 0 40 9.37 1 OK Nicotine
05110800000584 2 0018 3 0 45 9.14 1 OK Nicotine
05110800000585 2 0018 3 1 0 6.77 1 OK Nicotine
05110800000586 2 0018 3 2 0 4.88 1 OK Nicotine
05110800000587 2 0018 3 3 0 3.84 1 OK Nicotine
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000588 2 0018 3 El 0 293 | OK Nicotine
05110800000589 2 0018 3 6 0 1.69 1 OK Nicotine
05110800000590 2 0018 3 9 0 0.845 | OK Nicotine
05110800000591 2 0018 3 12 0 0.494 | OK Nicotine
05110800000592 2 0018 3 24 0 0.449 1 OK Nicotine
05110800000593 2 0018 1 0 -15 0.268 ] OK Nicotine
05110800000594 7 0018 1 0 2 30.2 1 OK Nicotine
05110800000595 7 0018 1 0 <4 453 1 OK Nicotine
05110800000596 7 0018 1 0 6 458 1 OK Nicotine
05110800000597 7 0018 1 0 8 28.9 1 OK Nicotine
05110800000598 7 0018 1 0 10 22.1 1 OK Nicotine
05110800000599 7 0018 1 0 15 13.4 ] OK Nicotine
05110800000600 2 0018 1 0 30 9.26 | OK Nicotine
05110800000601 2 0018 1 0 45 8.27 ] OK Nicotine
05110800000602 2 0018 1 1 0 7.47 1 OK Nicotine
05110800000603 2 0018 1 2 0 5.28 I OK Nicotine
05110800000604 2 0018 1 4 0 3.21 1 OK Nicotine
05110800000605 2 0018 1 6 0 2.05 1 OK Nicotine
05110800000606 2 0018 1 9 0 1.01 1 OK Nicotine
05110800000607 2 0018 1 12 0 0.552 1 OK Nicotine
05110800000608 2 0018 1 24 0 0.292 1 OK Nicotine
05110800000609 9 0036 3 0 =15 0.237 I OK Nicotine
05110800000610 9 0056 3 0 10 0.697 1 OK Nicotine
0511080000061 1 9 0036 3 0 20 1.93 1 OK Nicotine
05110800000612 9 0036 3 0 25 273 1 OK Nicotine
05110800000613 9 0036 3 0 30 333 1 OK Nicotine
05110800000614 9 0036 3 0 35 5.10 ] OK Nicotine
05110800000615 9 0036 3 0 40 5.24 1 OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
1D 1D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000616 9 0036 3 0 45 5.20 1 OK Nicotine
05110800000617 9 0036 3 I 0 6.79 1 OK Nicotine
05110800000618 9 0036 3 2 0 6.58 1 OK Nicotine
05110800000619 9 0036 3 3 0 5.39 1 OK Nicotine
05110800000620 9 0036 3 4 0 4.90 1 OK Nicotine
05110800000621 9 0036 3 6 0 3.66 1 OK Nicotine
05110800000622 9 0036 3 9 0 2.79 1 OK Nicotine
05110800000623 9 0036 3 12 0 1.51 1 OK Nicotine
05110800000624 9 0036 3 24 0 0.496 1 0K Nicotine
05110800000625 9 0036 1 0 -15 0.821 1 OK Nicotine
05110800000626 9 0036 1 0 2 8.46 1 OK Nicotine
05110800000627 7 0036 1 0 4 23.7 1 OK Nicotine
05110800000628 7 0036 I 0 6 21.4 1 0K Nicotine
05110800000629 7 0036 1 0 8 15.5 1 OK Nicotine
05110800000630 7 0036 1 0 10 12.7 I OK Nicotine
05110800000631 9 0036 1 0 15 5.77 1 OK Nicotine
05110800000632 9 0036 1 0 30 5.67 1 OK Nicotine
05110800000633 9 0036 1 0 45 6.22 1 OK Nicotine
05110800000634 9 0036 1 1 0 5.16 1 OK Nicotine
05110800000635 9 0036 1 2 0 4.68 1 OK Nicotine
05110800000636 9 0036 | 4 0 3.29 1 OK Nicotine
05110800000637 9 0036 1 6 0 2.56 1 OK Nicotine
05110800000638 9 0036 1 9 0 1.85 I OK Nicotine
05110800000639 9 0036 1 12 0 1.26 1 OK Nicotine
05110800000640 9 0036 1 24 0 0.510 1 oK Nicotine
05110800000641 6 0051 3 0 -15 0.215 1 OK Nicotine
05110800000642 6 0051 3 0 10 2.32 1 OK Nicotine
05110800000643 6 0051 3 0 20 3.95 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-0]

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
1D D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000644 6 0051 3 0 25 3.84 1 OK Nicotine
05110800000645 6 0051 3 0 30 5.02 1 OK Nicotine
05110800000646 6 0051 3 0 35 3.60 1 OK Nicotine
05110800000647 6 0051 3 0 40 4.72 1 OK Nicotine
05110800000648 6 0051 3 0 45 4.23 1 OK Nicotine
05110800000649 6 0051 3 1 0 5.18 | OK Nicotine
05110800000650 6 0051 3 2 0 4.55 1 OK Nicotine
05110800000651 6 0051 3 3 0 3.07 1 OK Nicotine
05110800000652 6 0051 3 4 0 2.61 1 OK Nicotine
05110800000653 6 0051 3 6 0 1.70 | OK Nicotine
05110800000654 6 0051 3 9 0 0.852 1 OK Nicotine
05110800000655 6 0051 3 12 0 0.484 | OK Nicotine
05110800000656 6 0051 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000657 6 0051 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000658 6 0051 1 0 2 1.97 1 OK Nicotine
05110800000659 6 0051 I 0 4 5.67 1 OK Nicotine
05110800000660 6 0051 1 0 6 713 1 OK Nicotine
05110800000661 6 0051 1 0 8 5.75 1 OK Nicotine
05110800000662 6 0051 1 0 10 9.97 1 OK Nicotine
05110800000663 6 0051 1 0 15 6.22 1 OK Nicotine
05110800000664 6 0051 I 0 30 537 1 OK Nicotine
05110800000665 6 0051 1 0 45 5,39 1 OK Nicotine
(5110800000666 6 0051 ] 1 0 4.54 1 OK Nicotine
05110800000667 6 0051 1 2 0 3.58 1 OK Nicotine
05110800000668 6 0051 1 4 0 2.00 1 OK Nicotine
05110800000669 6 0051 1 6 0 1.35 1 OK Nicotine
05110800000670 6 0051 1 9 0 0.799 1 OK Nicotine
05110800000671 6 0051 1 12 0 0.522 | OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AAS9122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
1) ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000672 6 0051 1 24 0 0.237 1 OK Nicotine
05110800000673 2 0022 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000674 2 0022 3 0 2 1.38 1 OK Nicotine
05110800000675 2 0022 3 0 4 3.45 1 OK Nicotine
05110800000676 2 0022 3 0 6 4.04 1 OK Nicotine
05110800000677 7 0022 3 0 8 4.78 1 OK Nicotine
05110800000678 7 0022 3 0 10 4.94 1 OK Nicotine
05110800000679 7 0022 3 0 15 447 1 OK Nicotine
05110800000680 7 0022 3 0 30 4.38 1 OK Nicotine
05110800000681 7 0022 3 0 45 4.70 1 oK Nicotine
05110800000682 7 0022 3 1 0 3.82 1 OK Nicotine
(5110800000683 7 0022 3 2 0 2.44 1 OK Nicotine
05110800000684 19 0022 3 4 0 1.58 1 OK Nicotine
05110800000685 19 0022 3 6 0 0.833 1 OK Nicotine
05110800000686 19 0022 3 9 0 0.409 1 OK Nicotine
05110800000687 19 0022 3 12 0 0.262 1 OK Nicotine
05110800000689 2 0022 1 0 -15 0.328 1 OK Nicotine
05110800000690 2 0022 1 0 10 0.670 | OK Nicotine
05110800000691 2 0022 1 0 20 1.80 1 OK Nicotine
05110800000692 2 0022 1 0 25 2.58 1 OK Nicotine
05110800000693 2 0022 1 U] 30 3.38 1 OK Nicotine
05110800000694 2 0022 1 0 35 3.52 1 OK Nicotine
05110800000695 2 0022 1 0 40 4.43 1 OK Nicotine
05110800000696 2 0022 1 0 45 4.51 1 OK Nicotine
05110800000697 2 0022 1 1 0 5.80 1 OK Nicotine
05110800000698 2 0022 1 2 0 3.96 1 OK Nicotine
05110800000699 2 0022 1 3 0 3.43 1 OK Nicotine
05110800000700 2 0022 1 4 0 2.80 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000701 2 0022 1 6 0 1.57 I OK Nicotine
05110800000702 2 0022 1 9 0 0.929 1 OK Nicotine
05110800000703 2 0022 1 12 0 0.530 1 OK Nicotine
05110800000704 2 0022 1 24 0 0.205 1 OK Nicotine
05110800000705 9 0035 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000706 9 0035 3 0 2 1.68 1 OK Nicotine
05110800000707 9 0035 3 0 4 5.37 1 OK Nicotine
05110800000708 9 0035 3 0 6 8.52 1 OK Nicotine
05110800000709 9 0035 3 0 8 7.17 1 OK Nicotine
05110800000710 9 0035 3 0 10 6.47 1 OK Nicotine
05110800000711 9 0035 3 0 15 9.07 1 OK Nicotine
05110800000712 o 0035 3 0 30 6.33 1 OK Nicotine
05110800000713 9 0035 3 0 45 5.86 ] OK Nicotine
05110800000714 9 0035 3 1 0 5.37 1 OK Nicotine
05110800000715 9 0035 3 2 0 3.16 1 OK Nicotine
05110800000716 9 0035 3 4 0 1.50 1 OK Nicotine
05110800000717 9 0035 3 6 0 0.592 1 OK Nicotine
05110800000718 9 0035 3 9 0 0.211 1 OK Nicotine
05110800000719 9 0035 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000720 9 0035 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000721 9 0035 1 0 -15 0.211 1 OK Nicotine
05110800000722 9 0035 1 0 10 1.09 1 OK Nicotine
05110800000723 9 0035 1 0 20 2.65 1 OK Nicotine
05110800000724 9 0035 | 0 25 2.87 ] OK Nicotine
05110800000725 9 0035 1 0 30 4.12 1 OK Nicotine
05110800000726 9 0035 | 0 35 4.34 1 OK Nicotine
05110800000727 9 0035 1 0 40 429 ] OK Nicotine
05110800000728 9 0035 1 0 45 434 ] OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Smudy AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000729 9 0035 1 1 0 4.34 1 OK Nicotine
5110800000730 9 0035 1 2 0 2.16 1 OK Nicotine
05110800000731 9 0035 1 3 0 1.59 1 OK Nicotine
05110800000732 9 0035 1 4 0 1.12 1 OK Nicotine
05110800000733 9 0035 1 6 0 0.399 1 OK Nicotine
05110800000734 9 0035 1 9 0 BLQ<(0.200) 1 OK Nicotine
05110800000735 9 0035 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000736 9 0035 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000737 i 0066 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000738 7 0066 3 0 2 2.76 1 OK Nicotine
05110800000739 19 0066 3 0 4 11.5 1 OK Nicotine
05110800000740 19 0066 3 0 6 14.7 1 OK Nicotine
05110800000741 19 0066 3 0 8 16.3 1 OK Nicotine
05110800000742 19 0066 3 0 10 12.4 1 OK Nicotine
05110800000743 19 0066 3 0 15 12.2 1 OK Nicotine
05110800000744 7 0066 3 0 30 8.80 1 OK Nicotine
05110800000745 7 0066 3 0 45 7.28 i OK Nicotine
05110800000746 7 0066 3 1 0 6.25 1 OK Nicotine
05110800000747 7 0066 3 2 0 4.14 1 OK Nicotine
05110800000748 7 0066 3 4 0 1.69 | OK Nicotine
05110800000749 7 0066 3 6 0 0.839 1 OK Nicotine
05110800000750 7 0066 3 9 0 0.384 1 OK Nicotine
05110800000751 7 0066 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000752 7 0066 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000753 7 0066 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000754 7 0066 1 0 2 1.12 | OK Nicotine
05110800000755 7 0066 1 0 4 4.27 1 OK Nicotine
05110800000756 7 0066 1 0 6 6.23 1 OK Nicotine
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000757 7 0066 1 0 8 6.91 1 OK Nicotine
05110800000758 7 0066 1 0 10 7.85 1 OK Nicotine
05110800000759 7 0066 1 0 15 7.02 1 OK Nicatine
05110800000760 7 0066 1 0 30 5.85 1 OK Nicotine
05110800000761 7 0066 1 0 45 4.96 1 OK Nicotine
05110800000762 7 0066 1 1 0 4.57 1 OK Nicotine
05110800000763 7 0066 1 2 0 3.59 ] OK Nicotine
05110800000764 7 0066 1 4 0 1.41 1 OK Nicotine
05110800000765 7 0066 1 6 0 0.735 ] OK Nicotine
05110800000766 7 0066 1 9 0 0.396 ] OK Nicotine
05110800000767 7 0066 1 12 0 0.258 1 OK Nicotine
5110800000768 7 0066 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000769 11 0071 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000770 11 0071 3 0 2 4.25 1 OK Nicotine
05110800000771 11 0071 3 0 4 9.98 1 OK Nicotine
05110800000772 11 0071 3 0 6 8.97 1 OK Nicotine
05110800000773 11 0071 3 0 8 7.57 l OK Nicotine
05110800000774 11 0071 3 0 10 7.63 | OK Nicotine
05110800000775 11 0071 3 0 15 T | OK Nicotine
05110800000776 11 0071 3 0 30 6.01 1 OK Nicotine
05110800000777 11 0071 3 0 45 5.94 1 OK Nicotine
05110800000778 11 0071 3 1 0 5.02 1 OK Nicotine
05110800000779 11 0071 3 2 0 3.34 l OK Nicotine
05110800000780 11 0071 3 4 0 0.846 1 OK Nicotine
05110800000781 11 0071 3 6 0 0.477 | OK Nicotine
05110800000782 Il 0071 3 9 0 0.200 1 OK Nicotine
05110800000783 11 0071 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000784 11 0071 3 24 0 BLQ<(0.200) 1 OK Nicotine

Page 54 - Confidential



Nicotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
§)] D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000785 11 0071 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000786 11 0071 1 0 2 7.57 1 OK Nicotine
05110800000787 16 0071 1 0 4 14.1 1 OK Nicotine
05110800000788 11 0071 1 0 6 9.27 1 OK Nicotine
05110800000789 11 0071 1 0 8 6.96 1 OK Nicotine
05110800000790 11 0071 1 0 10 8.50 1 OK Nicotine
05110800000791 11 0071 1 0 15 7.94 1 OK Nicotine
05110800000792 11 0071 1 0 30 6.34 1 OK Nicotine
05110800000793 11 0071 1 0 45 5.54 1 OK Nicotine
05110800000794 11 0071 1 1 0 5.36 1 OK Nicotine
05110800000795 11 0071 1 2 0 3.21 1 OK Nicotine
05110800000796 11 0071 1 B 0 1.02 1 OK Nicotine
05110800000797 11 0071 1 6 0 0.587 1 OK Nicotine
05110800000798 11 0071 1 9 0 0.207 1 OK Nicotine
05110800000799 11 0071 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000800 11 0071 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000801 11 0074 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000802 16 0074 3 0 2 13.4 1 OK Nicotine
05110800000803 16 0074 3 0 4 16.1 1 OK Nicotine
05110800000804 16 0074 3 0 6 17.9 1 OK Nicotine
05110800000805 11 0074 3 0 8 7.14 1 OK Nicotine
05110800000806 11 0074 3 0 10 6.55 1 OK Nicotine
05110800000807 11 0074 3 0 15 6.02 1 OK Nicotine
05110800000808 11 0074 3 0 30 5.07 1 OK Nicotine
05110800000809 11 0074 3 0 45 4.92 1 OK Nicotine
(5110800000810 11 0074 3 1 0 4.42 1 OK Nicotine
05110800000811 11 0074 3 2 0 3.61 1 OK Nicotine
05110800000812 11 0074 3 4 0 2.01 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000813 11 0074 3 6 0 1.54 1 OK Nicotine
05110800000814 11 0074 3 9 0 0.825 1 OK Nicotine
05110800000815 11 0074 3 12 0 0.535 1 OK Nicotine
05110800000816 11 0074 3 24 0 0.211 1 OK Nicotine
05110800000817 11 0074 1 0 -15 0.319 1 OK Nicotine
05110800000818 11 0074 1 0 2 5.46 1 OK Nicotine
05110800000819 16 0074 1 0 4 11.4 1 OK Nicotine
05110800000820 11 0074 1 0 6 7.93 1 OK Nicotine
05110800000821 16 0074 1 0 8 20.8 1 OK Nicotine
05110800000822 16 0074 1 0 10 12.9 1 OK Nicotine
05110800000823 16 0074 1 0 15 15.4 1 OK Nicotine
05110800000824 16 0074 1 0 30 13.1 1 OK Nicotine
05110800000825 16 0074 1 0 45 11.5 1 OK Nicotine
05110800000826 11 0074 1 1 0 9.87 1 OK Nicotine
05110800000827 11 0074 1 2 0 8.75 1 OK Nicotine
05110800000828 11 0074 1 4 0 5.06 1 OK Nicotine
5110800000829 11 0074 1 6 0 3.56 1 OK Nicotine
05110800000830 11 0074 1 9 0 2.20 1 OK Nicotine
05110800000831 11 0074 1 12 0 1.25 1 OK Nicotine
05110800000832 11 0074 1 24 0 0.406 1 OK Nicotine
05110800000833 12 0076 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000834 12 0076 3 0 2 1.69 1 OK Nicotine
05110800000835 12 0076 3 0 4 1.21 1 OK Nicotine
05110800000836 12 0076 3 0 6 2.38 1 OK Nicotine
05110800000837 12 0076 3 0 8 262 1 OK Nicotine
05110800000838 12 0076 3 0 10 2.49 1 OK Nicotine
05110800000839 12 0076 3 0 15 1.31 1 OK Nicotine
05110800000840 12 0076 3 0 30 2.03 1 OK Nicotine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000841 12 0076 3 0 45 1.66 1 OK Nicotine
05110800000842 12 0076 3 1 0 1.58 1 OK Nicotine
05110800000843 12 0076 3 2 0 0.886 1 OK Nicotine
05110800000844 12 0076 3 4 0 0.397 1 OK Nicotine
05110800000845 12 0076 3 6 0 0.221 1 OK Nicotine
05110800000846 12 0076 3 9 0 BLQ<(0.200) 1 OK Nicotine
05110800000847 12 0076 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000848 12 0076 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000849 12 0076 I 0 -15 0.304 1 OK Nicotine
05110800000850 12 0076 1 0 2 1.70 1 OK Nicotine
05110800000851 12 0076 1 0 4 5.14 1 OK Nicotine
05110800000852 12 0076 1 0 6 7.92 1 OK Nicotine
05110800000853 12 0076 | 0 8 7.91 1 OK Nicotine
05110800000854 12 0076 1 0 10 7.83 1 OK Nicotine
05110800000855 12 0076 1 0 15 4.60 1 OK Nicotine
05110800000856 12 0076 1 0 30 6.32 1 OK Nicotine
05110800000857 12 0076 1 0 45 5.18 1 OK Nicotine
05110800000858 12 0076 1 1 0 4.24 1 OK Nicotine
05110800000859 12 0076 1 2 0 239 1 OK Nicotine
05110800000860 12 0076 1 4 0 1.24 1 OK Nicotine
05110800000861 12 0076 1 6 0 0.676 1 OK Nicotine
05110800000862 12 0076 I 9 0 0.505 1 OK Nicotine
05110800000863 12 0076 1 12 0 0.362 1 OK Nicotine
05110800000864 12 0076 1 24 0 0.225 1 OK Nicotine
05110800000865 12 0082 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000866 19 0082 3 0 2 14.5 1 OK Nicotine
05110800000867 19 0082 3 0 4 30.8 1 OK Nicotine
05110800000868 19 0082 3 0 6 18.5 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000869 19 0082 3 0 8 12.9 1 OK Nicotine
05110800000870 12 0082 3 0 10 9.91 1 OK Nicotine
05110800000871 12 0082 3 0 15 Fll 1 OK Nicotine
05110800000872 12 0082 3 0 30 4.63 1 OK Nicotine
05110800000873 12 0082 3 0 45 3.14 1 OK Nicotine
05110800000874 12 0082 3 1 0 2.80 1 OK Nicotine
05110800000875 12 0082 3 2 0 1.29 1 OK Nicotine
05110800000876 12 0082 3 4 0 0.550 1 OK Nicotine
05110800000877 12 0082 3 6 0 0.334 1 OK Nicotine
05110800000878 12 0082 3 9 0 BLQ<(0.200) 1 OK Nicotine
05110800000879 12 0082 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000880 12 0082 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000881 12 0082 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000882 12 0082 1 0 2 8.20 1 OK Nicotine
05110800000883 19 0082 1 0 4 159 1 OK Nicotine
05110800000884 19 0082 1 0 6 16.3 1 OK Nicotine
05110800000885 19 0082 1 0 8 12.7 1 OK Nicotine
05110800000886 19 0082 | 0 10 10.5 1 OK Nicotine
05110800000887 19 0082 1 0 15 10.7 1 OK Nicotine
(5110800000888 12 0082 1 0 30 727 1 OK Nicotine
05110800000889 12 0082 1 0 45 5.47 1 OK Nicotine
05110800000890 12 0082 1 1 0 4.54 1 OK Nicotine
05110800000891 12 0082 1 2 0 2.45 1 OK Nicotine
05110800000892 12 0082 1 4 0 0.764 1 OK Nicotine
05110800000893 12 0082 1 6 0 0.371 1 OK Nicotine
05110800000894 12 0082 1 9 0 BLQ<(0.200) 1 OK Nicotine
05110800000895 12 0082 | 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000896 12 0082 1 24 0 BLQ<(0.200) 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
D ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000897 23 0084 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000898 23 0084 3 0 2 0.665 1 OK Nicotine
05110800000899 23 0084 3 0 - 2.92 1 OK Nicotine
05110800000900 23 0084 3 0 6 4.94 1 OK Nicotine
05110800000901 23 0084 3 0 8 5.77 1 OK Nicotine
05110800000902 23 0084 3 0 10 9.93 1 OK Nicotine
05110800000903 23 0084 3 0 15 6.96 1 OK Nicotine
05110800000904 23 0084 3 0 30 4.89 1 OK Nicotine
05110800000905 23 0084 3 0 45 5.39 1 OK Nicotine
05110800000906 23 0084 3 1 0 4.96 1 OK Nicotine
05110800000907 23 0084 3 2 0 4.01 1 OK Nicotine
05110800000908 23 0084 3 4 0 232 1 OK Nicotine
05110800000909 23 0084 3 6 0 1.65 1 OK Nicotine
05110800000910 23 0034 3 9 0 0.841 1 OK Nicotine
05110800000911 23 0084 3 12 0 0.600 1 OK Nicotine
05110800000912 23 0084 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000913 23 0084 1 0 -15 0.269 1 OK Nicotine
05110800000914 23 0084 1 0 2 1.30 1 OK Nicotine
05110800000915 23 0084 1 0 4 3.92 1 OK Nicotine
05110800000916 &3 0084 1 0 6 6.50 1 OK Nicotine
05110800000917 23 0084 1 0 8 6.98 1 OK Nicotine
05110800000918 23 0084 1 0 10 7.47 1 OK Nicotine
05110800000919 23 0084 1 0 15 7.99 1 OK Nicotine
05110800000920 23 0084 1 0 30 7.19 1 OK Nicotine
05110800000921 23 0084 1 0 45 7.21 1 OK Nicotine
05110800000922 23 0084 1 1 0 6.71 1 OK Nicotine
05110800000923 23 0084 1 2 0 5.20 1 OK Nicotine
05110800000924 23 0084 1 4 0 3.89 1 OK Nicotine
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Nicotineg in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
1D 1D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000925 23 0084 1 6 0 2.41 1 OK Nicotine
05110800000926 23 0084 | 9 0 1.50 1 OK Nicotine
05110800000927 23 0084 1 12 0 10.6 1 OK Nicotine
05110800000928 23 0084 1 24 0 0.313 l OK Nicotine
05110800000929 11 0067 3 0 -15 0.345 1 OK Nicotine
05110800000930 11 0067 3 0 2 3.48 1 OK Nicotine
05110800000931 11 0067 3 0 4 7.23 1 oK Nicotine
05110800000932 11 0067 ] 0 6 5.30 1 OK Nicotine
05110800000933 11 0067 3 0 8 4.39 1 OK Nicotine
05110800000934 11 0067 3 0 10 4.13 1 OK Nicotine
05110800000935 11 0067 3 0 15 3.90 1 OK Nicotine
05110800000936 11 0067 3 0 30 3.10 ] OK Nicotine
05110800000937 11 0067 3 0 45 2.60 1 OK Nicotine
05110800000938 11 0067 3 1 0 2.52 1 OK Nicotine
05110800000939 11 0067 3 2 0 2.05 1 0K Nicotine
05110800000940 11 0067 3 4 0 1.29 ] OK Nicotine
0511080000094 1 11 0067 3 6 0 0.970 ] OK Nicotine
05110800000942 11 0067 3 9 0 0.702 1 OK Nicotine
(5110800000943 11 0067 3 12 0 0.543 1 OK Nicotine
05110800000944 11 0067 3 24 0 0.271 1 OK Nicotine
05110800000945 11 0067 1 0 -15 1.21 1 OK Nicotine
05110800000946 16 0067 1 0 2 18.4 1 OK Nicotine
05110800000947 16 0067 1 0 4 233 1 OK Nicotine
05110800000948 16 0067 1 0 6 327 1 OK Nicotine
05110800000949 16 0067 1 0 8 24.2 1 OK Nicotine
05110800000950 16 0067 1 0 10 19.8 1 OK Nicotine
05110800000951 16 0067 1 0 15 10.7 1 OK Nicotine
05110800000952 16 0067 1 0 30 11.3 1 OK Nicotine
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
1D ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000953 16 0067 1 0 45 11.9 1 OK Nicotine
05110800000954 11 0067 1 1 0 9.10 i OK Nicotine
05110800000955 11 0067 1 2 0 7.74 1 OK Nicotine
05110800000956 11 0067 1 4 0 5.17 1 OK Nicotine
05110800000957 11 0067 1 6 0 4.50 1 OK Nicotine
05110800000958 11 0067 1 9 0 291 | OK Nicotine
05110800000959 11 0067 1 12 0 2.10 1 OK Nicotine
05110800000960 11 0067 1 24 0 0.924 1 OK Nicotine
05110800000961 11 0070 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000962 11 0070 3 0 2 1.87 1 OK Nicotine
05110800000963 11 0070 3 0 4 5.45 1 OK Nicotine
05110800000964 11 0070 3 0 6 7.31 1 OK Nicotine
05110800000965 11 0070 3 0 8 7.06 1 OK Nicotine
05110800000966 11 0070 3 0 10 6.64 1 OK Nicotine
05110800000967 11 0070 3 0 15 6.86 1 OK Nicotine
05110800000968 11 0070 3 0 30 5.21 1 OK Nicotine
05110800000969 11 0070 3 0 45 5.08 1 OK Nicotine
05110800000970 11 0070 3 1 0 4.03 1 OK Nicotine
05110800000971 11 0070 3 2 0 241 | OK Nicotine
05110800000972 11 0070 3 4 0 0.851 1 OK Nicotine
05110800000973 11 0070 3 6 0 0.447 1 OK Nicotine
05110800000974 11 0070 3 9 0 BLQ<(0.200) 1 OK Nicotine
05110800000975 11 0070 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000976 11 0070 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000977 11 0070 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800000978 11 0070 1 0 2 6.62 1 OK Nicotine
05110800000979 16 0070 1 0 4 23.2 1 OK Nicotine
05110800000980 16 0070 1 0 6 13.6 1 OK Nicotine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
)] D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800000981 11 0070 1 0 8 9.60 ] OK Nicotine
05110800000982 11 0070 1 0 10 9.57 I OK Nicotine
05110800000983 11 0070 1 0 15 8.15 1 OK Nicotine
05110800000984 11 0070 1 0 30 5.68 1 OK Nicotine
05110800000985 11 0070 1 0 45 5.67 1 OK Nicotine
05110800000986 11 0070 1 1 0 7.06 1 OK Nicotine
05110800000987 11 0070 1 2 0 4.07 1 OK Nicotine
05110800000988 11 0070 1 4 0 1.29 1 OK Nicotine
05110800000989 11 0070 1 6 0 0.706 1 OK Nicotine
05110800000990 11 0070 1 9 0 0.368 1 OK Nicotine
05110800000991 11 0070 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800000992 11 0070 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800000993 27 0073 3 0 -15 BLQ<(0.200) ] OK Nicotine
05110800000994 26 0073 3 0 2 0.978 I OK Nicotine
05110800000995 26 0073 3 0 e 3.03 1 OK Nicotine
05110800000996 26 0073 3 0 6 5.85 1 OK Nicotine
05110800000997 26 0073 3 0 8 7.00 ] OK Nicotine
05110800000998 26 0073 3 0 10 6.50 1 OK Nicotine
05110800000999 26 0073 3 0 15 4.62 1 OK Nicotine
05110800001000 26 0073 3 0 30 532 1 OK Nicotine
05110800001001 26 0073 3 0 45 4.67 1 OK Nicotine
05110800001002 26 0073 3 1 0 4.52 1 OK Nicotine
05110800001003 26 0073 3 2 0 2.31 1 OK Nicotine
05110800001004 26 0073 3 4 0 1.52 1 OK Nicotine
05110800001005 26 0073 3 6 0 0.735 ] OK Nicotine
05110800001007 27 0073 3 12 0 0.223 1 OK Nicotine
05110800001008 27 0073 3 24 0 BLQ<(0.200) ] OK Nicotine
05110800001009 10 0073 1 0 -15 0.354 ] OK Nicofine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800001010 10 0073 1 0 2 1.56 1 OK Nicotine
05110800001011 10 0073 1 0 4 4.71 1 OK Nicotine
05110800001012 10 0073 1 0 6 5.16 1 OK Nicotine
05110800001013 10 0073 1 0 8 5.33 1 OK Nicotine
05110800001014 10 0073 1 0 10 4.59 1 OK Nicotine
05110800001015 10 0073 1 0 15 3.98 1 OK Nicotine
05110800001016 10 0073 1 0 30 2.67 1 OK Nicotine
05110800001017 10 0073 1 0 45 2.46 1 OK Nicotine
05110800001018 10 0073 1 1 0 2.07 1 OK Nicotine
05110800001019 10 0073 1 2 0 1.57 1 OK Nicotine
05110800001020 10 0073 1 4 0 0.838 1 OK Nicotine
05110800001021 10 0073 1 6 0 0.519 1 OK Nicotine
05110800001022 10 0073 1 9 0 0.356 1 OK Nicotine
05110800001023 10 0073 1 12 0 0.363 1 OK Nicotine
05110800001024 10 0073 1 24 0 0.217 1 OK Nicotine
05110800001025 12 0075 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800001026 12 0075 3 0 2 0.341 1 OK Nicotine
05110800001027 12 0075 3 0 4 1.43 1 OK Nicotine
05110800001028 12 0075 3 0 6 1.33 1 OK Nicotine
05110800001029 12 0075 3 0 8 1.39 1 OK Nicotine
05110800001030 12 0075 3 0 10 1.30 1 OK Nicotine
05110800001031 12 0075 3 0 15 1.23 1 OK Nicotine
05110800001032 12 0075 3 0 30 1.28 1 OK Nicotine
05110800001033 12 0075 3 0 45 1.38 1 OK Nicotine
05110800001034 12 0075 3 1 0 1.20 1 OK Nicotine
05110800001035 12 0075 3 2 0 1.08 1 OK Nicotine
05110800001036 12 0075 3 4 0 0.777 1 OK Nicotine
05110800001037 12 0075 3 6 (4] 0.535 1 OK Nicotine
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID iD Nominal Nominal Nominal (ng/mL) Condition Comments

05110800001038 12 0075 3 9 0 0.411 1 OK Nicotine
05110800001039 12 0075 3 12 0 0.272 1 OK Nicotine
05110800001040 12 0075 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800001041 12 0075 1 0 -15 0.712 1 OK Nicotine
05110800001042 19 0075 1 0 2 13.4 1 OK Nicotine
05110800001043 19 0075 1 0 4 28.6 1 OK Nicotine
05110800001044 19 0075 1 0 6 10.7 1 OK Nicotine
05110800001045 19 0075 1 0 8 18.0 1 OK Nicotine
05110800001046 19 0075 1 0 10 23.8 1 OK Nicotine
05110800001047 12 0075 1 0 15 8.22 1 oK Nicotine
05110800001048 12 0075 1 0 30 8.24 1 OK Nicotine
05110800001049 12 0075 1 0 45 7.81 1 OK Nicotine
(5110800001050 12 0075 1 1 0 7.64 1 OK Nicotine
05110800001051 12 0075 1 2 0 6.50 1 OK Nicotine
05110800001052 12 0075 1 4 0 431 1 OK Nicotine
05110800001053 12 0075 1 6 0 3.23 1 OK Nicotine
05110800001054 12 0075 1 9 0 225 1 OK Nicotine
05110800001055 12 0075 1 12 0 1:37 1 OK Nicotine
05110800001056 12 0075 1 24 0 0.615 1 OK Nicotine
05110800001057 7 0061 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800001058 ¥ 0061 3 0 10 4.17 1 OK Nicotine
05110800001059 7 0061 3 0 20 7.04 1 OK Nicotine
05110800001060 7 0061 3 0 25 8.63 I OK Nicotine
05110800001061 7 0061 3 0 30 7.59 1 OK Nicotine
05110800001062 7 0061 3 0 35 6.27 1 OK Nicotine
05110800001063 T 0061 5 0 40 71.72 1 OK Nicotine
05110800001064 7 0061 3 0 45 7.54 1 OK Nicotine
05110800001065 7 0061 3 1 0 6.25 1 OK Nicotine
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800001066 7 0061 3 2 0 2.86 1 OK Nicotine
05110800001067 7 0061 3 3 0 1.88 1 OK Nicotine
05110800001068 7 0061 3 4 0 1.08 1 OK Nicotine
05110800001069 7 0061 3 6 0 0.420 1 OK Nicotine
05110800001070 7 0061 3 9 0 BLQ<(0.200) 1 OK Nicatine
05110800001071 7 0061 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800001072 7 0061 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800001073 7 0061 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800001074 7 0061 1 0 2 7.23 1 OK Nicotine
05110800001075 19 0061 1 0 4 11.5 1 OK Nicotine
05110800001076 7 0061 1 0 6 9.84 1 OK Nicotine
05110800001077 7 0061 1 0 8 8.63 1 OK Nicotine
05110800001078 7 0061 1 0 10 7.22 1 OK Nicotine
05110800001079 7 0061 1 0 15 7.61 1 OK Nicotine
05110800001080 7 0061 1 0 30 7.12 1 OK Nicotine
05110800001081 7 0061 1 0 45 5.58 1 OK Nicotine
05110800001082 7 0061 1 1 0 5.24 1 OK Nicotine
05110800001083 7 0061 1 2 0 2.87 1 OK Nicotine
05110800001084 7 0061 1 4 0 0.796 1 OK Nicotine
05110800001085 7 0061 1 6 0 0.355 1 OK Nicotine
05110800001086 7 0061 1 9 0 BLQ<(0.200) 1 OK Nicotine
05110800001087 7 0061 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800001088 7 0061 1 24 0 BLQ<(0.200) 1 OK Nicotine
0511080000108% 12 0078 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800001090 12 0078 3 0 10 1.71 1 OK Nicotine
05110800001091 12 0078 3 0 20 5.17 1 OK Nicotine
05110800001092 12 0078 3 0 25 3.45 1 OK Nicotine
05110800001093 12 0078 3 0 30 6.13 i OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-0]

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID iD Nominal Nominal Nominal (ng/mL) Condition Comments

05110800001094 12 0078 3 0 35 4.94 ] OK Nicotine
05110800001095 12 0078 3 0 40 7.19 1 OK Nicotine
05110800001096 12 0078 3 0 45 572 1 OK Nicotine
05110800001097 12 0078 3 1 0 4.85 1 OK Nicotine
05110800001098 12 0078 3 2 0 341 1 OK Nicotine
05110800001099 12 0078 3 3 0 1.63 1 OK Nicotine
05110800001100 12 0078 3 4 0 1.15 1 OK Nicotine
05110800001101 12 0078 3 6 0 0.622 1 OK Nicotine
05110800001102 12 0078 3 9 0 0.255 1 OK Nicotine
05110800001103 12 0078 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800001104 12 0078 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800001105 12 0078 1 0 -15 0.252 1 OK Nicotine
05110800001106 12 0078 1 0 2 4.81 1 OK Nicotine
05110800001107 12 0078 1 0 4 5.21 1 OK Nicotine
05110800001108 12 0078 1 0 6 7.18 1 OK Nicotine
05110800001109 12 0078 1 0 8 435 1 OK Nicotine
05110800001110 12 0078 1 0 10 6.24 l OK Nicotine
05110800001111 12 0078 1 0 15 3.33 l OK Nicotine
05110800001112 12 0078 1 0 30 311 1 OK Nicotine
05110800001113 12 0078 1 0 45 2.57 1 OK Nicotine
05110800001114 12 0078 1 1 0 2.19 1 OK Nicotine
05110800001115 12 0078 1 2 0 1.37 I OK Nicotine
05110800001116 12 0078 1 B 0 0.645 l OK Nicotine
05110800001117 12 0078 1 6 0 0.319 1 OK Nicotine
05110800001118 12 0078 1 9 0 BLQ<(0.200) 1 OK Nicotine
05110800001119 12 0078 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800001120 12 0078 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800001121 27 0060 3 0 -15 BLQ<(0.200) 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
1D 1D Nominal Nominal  Nominal (ng/mL) Condition Comments

05110800001122 26 0060 3 0 2 3.18 1 OK Nicotine
05110800001123 27 0060 3 0 4 12.8 1 OK Nicotine
05110800001124 27 0060 3 0 6 20.3 1 OK Nicotine
05110800001125 27 0060 3 0 8 15.8 1 OK Nicotine
05110800001126 27 0060 3 0 10 13.8 1 OK Nicotine
05110800001127 26 0060 3 0 15 7.37 1 OK Nicotine
05110800001128 26 0060 3 0 30 5.66 1 OK Nicotine
05110800001129 26 0060 3 0 45 4.59 1 OK Nicotine
05110800001130 26 0060 3 1 0 4.03 1 OK Nicotine
05110800001131 26 0060 3 2 0 2.92 1 OK Nicotine
05110800001132 26 0060 3 4 0 1.80 | OK Nicotine
05110800001133 26 0060 3 6 0 1.01 1 OK Nicotine
05110800001134 26 0060 3 9 0 0.574 1 OK Nicotine
05110800001135 27 0060 3 12 0 0.288 1 OK Nicotine
05110800001136 26 0060 3 24 0 0.497 1 OK Nicotine
05110800001137 6 0060 1 0 -15 0.288 1 OK Nicotine
05110800001138 6 0060 | 0 10 2.66 1 OK Nicotine
05110800001139 6 0060 1 0 20 6.17 1 OK Nicotine
05110800001140 6 0060 1 0 25 6.66 1 OK Nicotine
05110800001141 6 0060 1 0 30 6.62 1 OK Nicotine
05110800001142 6 0060 1 0 35 8.01 1 OK Nicotine
05110800001143 6 0060 1 0 40 7.54 1 OK Nicotine
05110800001144 6 0060 1 0 45 6.74 1 OK Nicotine
05110800001 145 6 0060 1 1 0 5.86 1 OK Nicotine
05110800001 146 6 0060 1 2 0 3.66 1 OK Nicotine
05110800001147 6 0060 1 3 0 2.17 1 OK Nicotine
05110800001148 6 0060 1 4 0 1.55 1 OK Nicotine
05110800001149 6 0060 1 6 0 0.983 1 OK Nicotine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800001150 6 0060 1 9 0 0.524 1 OK Nicotine
05110800001151 6 0060 1 12 0 0.435 1 OK Nicotine
05110800001152 6 0060 1 24 0 0.279 1 OK Nicotine
05110800001154 26 0063 3 0 2 1.47 1 OK Nicotine
05110800001 155 26 0063 3 0 e 2.80 ] OK Nicotine
(5110800001156 26 0063 3 0 6 3.65 1 OK Nicotine
05110800001157 26 0063 3 0 8 3.00 i OK Nicotine
05110800001158 26 0063 3 0 10 3.56 1 OK Nicotine
05110800001 159 26 0063 3 0 15 3.71 I OK Nicotine
05110800001160 26 0063 3 0 30 2.49 1 OK Nicotine
05110800001 161 26 0063 3 0 45 2.38 ] OK Nicotine
05110800001162 26 0063 3 1 0 2.10 1 OK Nicotine
5110800001163 26 0063 3 2 0 1.80 ] OK Nicotine
05110800001 164 26 0063 3 4 0 1.19 1 OK Nicotine
05110800001165 26 0063 3 6 0 0.853 1 OK Nicotine
05110800001166 26 0063 3 9 0 0.487 1 OK Nicotine
05110800001167 27 0063 3 12 0 0.328 1 OK Nicotine
05110800001168 27 0063 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800001169 6 0063 1 0 -15 0.584 1 OK Nicotine
05110800001170 6 0063 1 0 10 1.94 1 OK Nicotine
05110800001171 6 0063 1 0 20 5.70 I OK Nicotine
05110800001172 6 0063 I 0 25 5.78 1 OK Nicotine
05110800001173 6 0063 l 0 30 5.84 1 OK Nicotine
05110800001174 6 0063 1 0 35 9.81 1 OK Nicotine
05110800001175 6 0063 1 0 40 8.72 1 OK Nicotine
05110800001176 7 0063 1 0 45 11.1 1 OK Nicotine
05110800001177 6 0063 1 1 0 10.0 1 OK Nicotine
05110800001178 6 0063 1 2 0 8.89 1 OK Nicotine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800001179 6 0063 1 3 0 7.30 1 OK Nicotine
05110800001180 6 0063 1 4 0 6.42 1 OK Nicotine
05110800001181 6 0063 1 6 0 4.43 1 OK Nicotine
05110800001182 6 0063 1 9 0 2.85 1 OK Nicotine
05110800001183 6 0063 1 12 0 1.76 1 OK Nicotine
05110800001184 6 0063 1 24 0 0.608 1 OK Nicotine
(5110800001185 27 0072 3 0 -15 BLQ<(0.200) | OK Nicotine
05110800001186 26 0072 3 0 2 1.21 1 OK Nicotine
05110800001187 26 0072 3 0 4 3.51 | OK Nicotine
05110800001188 26 0072 3 0 6 3.28 1 OK Nicotine
05110800001189 26 0072 3 0 8 2.55 1 OK Nicotine
05110800001190 26 0072 3 0 10 2.27 1 OK Nicotine
05110800001191 26 0072 3 0 15 2.11 1 OK Nicotine
05110800001192 26 0072 3 0 30 1.80 1 OK Nicotine
05110800001193 26 0072 3 0 45 137 1 OK Nicotine
05110800001194 26 0072 3 1 0 1.36 1 OK Nicotine
05110800001195 26 0072 3 2 0 0.690 1 OK Nicotine
05110800001196 26 0072 3 4 0 0.417 1 OK Nicotine
05110800001197 27 0072 3 6 0 BLQ<(0.200) 1 OK Nicotine
05110800001198 27 0072 3 9 0 BLQ<(0.200) 1 OK Nicotine
05110800001199 27 0072 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800001200 27 0072 3 24 0 BLQ<(0.200) 1 oK Nicotine
05110800001201 6 0072 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800001202 6 0072 1 0 10 0.660 1 OK Nicotine
05110800001203 6 0072 1 0 20 6.19 1 OK Nicotine
05110800001204 6 0072 1 0 25 4.85 1 OK Nicotine
05110800001205 6 0072 1 0 30 5.53 1 OK Nicotine
05110800001206 6 0072 1 0 35 6.22 1 OK Nicotine
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Micotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID iD Nominal Nominal Nominal (ng/mL) Condition Comments

05110800001207 6 0072 1 0 40 6.89 1 OK Nicotine
05110800001208 6 0072 1 0 45 7.53 1 OK Nicotine
05110800001209 6 0072 1 1 0 595 1 OK Nicotine
05110800001210 6 0072 1 2 0 4.56 1 OK Nicotine
05110800001211 6 0072 1 3 0 2.70 1 OK Nicotine
05110800001212 6 0072 | 4 0 1.59 1 OK Nicotine
05110800001213 6 0072 1 6 4} 0.799 1 OK Nicotine
05110800001214 6 0072 1 9 0 0.382 1 OK Nicotine
05110800001215 6 0072 1 12 0 0.205 1 OK Nicotine
05110800001216 6 0072 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800001217 23 0083 3 0 .15 BLQ<(0.200) 1 OK Nicotine
05110800001218 23 0083 3 0 2 0.773 1 OK Nicotine
05110800001219 23 0083 3 0 4 1.09 1 OK Nicotine
05110800001220 23 0083 3 0 6 1.19 1 OK Nicotine
05110800001221 23 0083 3 0 8 1.23 1 OK Nicotine
05110800001222 23 0083 3 0 10 1.08 1 Ok Nicotine
05110800001223 23 0083 3 0 15 1.26 1 OK Nicotine
05110800001224 23 0083 3 0 30 1.29 1 OK Nicotine
05110800001225 23 0083 3 0 45 1.21 1 OK Nicotine
05110800001226 23 0083 3 1 0 1.06 1 OK Nicotine
05110800001227 23 0083 3 2 0 0.798 1 OK Nicotine
05110800001228 23 0083 3 4 0 0.584 1 OK Nicotine
05110800001229 23 0083 3 6 0 0.459 1 OK Nicotine
05110800001230 23 0083 3 9 0 0.294 1 OK Nicotine
05110800001231 23 0083 3 12 0 0.224 I OK Nicotine
05110800001232 23 0083 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800001233 23 0083 1 0 -15 0.488 1 OK Nicotine
05110800001234 23 0083 1 0 10 1.34 1 OK Nicotine
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800001235 23 0083 1 0 20 2.45 1 OK Nicotine
05110800001236 23 0083 1 0 25 3.67 1 OK Nicotine
05110800001237 23 0083 1 0 30 4.44 1 OK Nicotine
05110800001238 23 0083 1 0 35 5.22 1 OK Nicotine
05110800001239 23 0083 1 0 40 6.02 1 OK Nicotine
05110800001240 23 0083 1 0 45 6.89 1 OK Nicotine
05110800001241 23 0083 1 1 0 34.1 1 OK Nicotine
05110800001242 23 0083 1 2 0 8.50 1 OK Nicotine
05110800001243 23 0083 1 3 0 6.85 1 OK Nicotine
05110800001244 23 0083 1 4 0 6.29 1 OK Nicotine
05110800001245 23 0083 1 6 0 4.18 1 OK Nicotine
05110800001246 23 0083 1 9 0 277 1 OK Nicotine
05110800001247 23 0083 1 12 0 1.93 1 OK Nicotine
05110800001248 23 0083 1 24 0 0.625 | OK Nicotine
05110800001315 19 0004 3 0 20 1.79 2 OK Nicotine
05110800001433 19 0024 I 0 45 5.58 2 OK Nicotine
05110800001936 19 0022 3 24 0 BLQ<(0.200) 2 OK Nicotine
05110800002254 27 0073 3 9 0 0.308 2 OK Nicotine
05110800002401 27 0063 3 0 -15 BLQ<(0.200) 2 OK Nicotine
05110800002513 14 0097 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800002514 14 0097 3 0 2 8.15 1 OK Nicotine
05110800002515 19 0097 3 0 4 13.0 1 OK Nicotine
05110800002516 14 0097 3 0 6 7.05 1 OK Nicotine
05110800002517 14 0097 3 0 8 5.27 1 OK Nicotine
05110800002518 14 0097 3 0 10 5.00 1 OK Nicotine
05110800002519 14 0097 3 0 15 3.96 1 OK Nicotine
05110800002520 14 0097 3 0 30 2.87 1 OK Nicotine
05110800002521 14 0097 3 0 45 271 1 OK Nicotine
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
D ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800002522 14 0097 3 1 0 233 I OK Nicotine
05110800002523 14 0097 3 2 0 1.58 1 OK Nicotine
05110800002524 14 0097 3 4 0 0.663 1 OK Nicotine
05110800002525 14 0097 3 6 0 0.437 1 OK Nicotine
05110800002526 14 0097 3 9 0 0.240 1 OK Nicotine
05110800002527 14 0097 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800002528 14 0097 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800002545 14 0097 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800002546 14 0097 1 0 2 6.42 1 OK Nicotine
05110800002547 19 0097 1 0 4 12.7 1 OK Nicotine
05110800002548 14 0097 1 0 6 7.59 1 OK Nicotine
05110800002549 14 0097 1 0 8 5.10 I OK Nicotine
05110800002550 14 0097 1 0 10 4.25 1 OK Nicotine
05110800002551 14 0097 1 0 15 3.82 ] OK Nicotine
05110800002552 14 0097 1 0 30 231 | OK Nicotine
05110800002553 14 0097 1 0 45 237 1 OK Nicotine
05110800002554 14 0097 1 1 0 1.76 | OK Nicotine
05110800002555 14 0097 1 2 0 1.26 l OK Nicotine
05110800002556 14 0097 1 4 0 0.565 1 OK Nicotine
05110800002557 14 0097 1 6 0 0.454 1 OK Nicotine
05110800002558 14 0097 1 9 0 0.222 1 OK Nicotine
05110800002559 14 0097 1 12 0 BLQ<(0.200) I OK Nicotine
05110800002560 14 0097 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800002592 21 0107 1 6 0 1.13 1 OK Nicotine
05110800002609 21 0107 1 0 -15 0.212 1 OK Nicotine
05110800002610 21 0107 1 0 2 5.01 1 OK Nicotine
05110800002611 23 0107 1 0 4 11.8 1 OK Nicotine
05110800002612 23 0107 1 0 6 11.4 1 OK Nicotine
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800002613 23 0107 1 0 8 9.86 1 OK Nicotine
05110800002614 21 0107 1 0 10 9.39 1 OK Nicotine
05110800002615 21 0107 1 0 15 7.60 1 OK Nicotine
05110800002616 21 0107 1 0 30 5.95 1 OK Nicotine
05110800002617 21 0107 1 0 45 4.59 1 OK Nicotine
05110800002618 21 0107 1 1 0 476 1 OK Nicotine
05110800002619 21 0107 1 2 0 3.16 1 OK Nicotine
05110800002620 21 0107 1 - 0 1.87 1 OK Nicotine
05110800002641 21 0113 3 0 15 BLQ<(0.200) 1 OK Nicotine
05110800002642 23 0113 3 0 2 29.0 1 OK Nicotine
05110800002643 23 0113 3 0 4 342 1 OK Nicotine
05110800002644 23 0113 3 0 6 19.4 | OK Nicotine
05110800002645 23 0113 3 0 8 16.3 1 OK Nicotine
05110800002646 23 0113 3 0 10 12.9 1 OK Nicotine
05110800002647 21 0113 3 0 15 8.55 1 OK Nicotine
05110800002648 21 0113 3 0 30 5.42 1 OK Nicotine
05110800002649 21 0113 3 0 45 6.04 1 OK Nicotine
05110800002650 21 0113 3 1 0 5.24 1 OK Nicotine
05110800002651 21 0113 3 2 0 2.93 1 OK Nicotine
05110800002652 21 0113 3 4 0 1.16 1 OK Nicotine
05110800002653 21 0113 3 6 0 0.581 1 OK Nicotine
05110800002654 21 0113 3 9 0 0.244 1 OK Nicotine
05110800002655 21 0113 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800002656 21 0113 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800002673 21 0113 1 0 -15 0.262 1 OK Nicotine
05110800002674 23 0113 1 0 2 35.1 1 OK Nicotine
05110800002675 23 0113 1 0 4 38.1 1 OK Nicotine
05110800002676 23 0113 1 0 6 24.1 1 OK Nicotine

Page 73 - Confidential



Nicotine in Human Plasma (K;EDTA)
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID 1)) Nominal Nominal Nominal (ng/mL) Condition Comments

05110800002677 23 0113 1 0 8 18.1 1 OK Nicotine
05110800002678 23 0113 1 0 10 15.2 1 OK Nicotine
05110800002679 23 0113 1 0 15 11.3 1 OK Nicotine
05110800002680 21 0113 ] 0 30 8.12 1 OK Nicotine
05110800002681 21 0113 1 0 45 5.61 1 OK Nicotine
05110800002682 21 0113 1 1 0 4.77 1 OK Nicotine
05110800002683 21 0113 1 2 0 2.87 1 OK Nicotine
05110800002684 21 0113 1 -4 0 1.47 1 OK Nicotine
05110800002685 21 0113 1 6 0 0.811 1 OK Nicotine
05110800002686 21 0113 1 9 0 0.485 1 OK Nicotine
05110800002687 21 0113 1 12 0 0.230 1 OK Nicotine
05110800002688 21 0113 1 24 0 0.338 I OK Nicotine
05110800002705 23 0089 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800002706 23 0089 3 0 2 4.67 1 OK Nicotine
05110800002707 23 0089 3 0 4 17.4 1 OK Nicotine
05110800002708 23 0089 3 0 6 19.9 1 OK Nicotine
05110800002709 23 0089 3 0 8 19.3 1 OK Nicotine
05110800002710 23 0089 3 0 10 15.8 I OK Nicotine
05110800002711 23 0089 3 0 15 12.2 1 OK Nicotine
05110800002712 23 0089 3 0 30 10.4 1 OK Nicotine
05110800002713 23 0089 3 0 45 10.2 1 OK Nicotine
05110800002714 23 0089 3 1 0 9.26 1 OK Nicotine
05110800002715 23 0089 3 2 0 8.28 I OK Nicotine
05110800002716 23 0089 3 4 0 3.92 1 OK Nicotine
05110800002717 23 0089 3 6 0 2.71 1 OK Nicotine
05110800002718 23 0089 3 9 0 1.36 1 OK Nicotine
05110800002719 23 0089 3 12 0 0.678 1 OK Nicotine
05110800002720 23 0089 3 24 0 0.215 1 OK Nicotine
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments
05110800002737 23 0089 1 0 -15 0.510 1 OK Nicotine
05110800002738 23 0089 1 0 2 4.29 1 OK Nicotine
05110800002739 23 0089 1 0 4 8.40 1 OK Nicotine
05110800002740 23 0089 1 0 6 5.47 1 OK Nicotine
05110800002741 23 0089 1 0 8 6.25 1 OK Nicotine
05110800002742 23 0089 1 0 10 6.59 1 OK Nicotine
05110800002743 23 0089 1 0 15 5.76 1 OK Nicotine
05110800002744 23 0089 1 0 30 5.23 1 OK Nicotine
05110800002745 23 0089 1 0 45 6.06 1 OK Nicotine
05110800002746 23 0089 1 1 0 5.44 1 OK Nicotine
05110800002747 23 0089 1 2 0 4,03 1 OK Nicotine
05110800002748 23 0089 1 4 0 2.23 1 OK Nicotine
05110800002749 23 0089 1 6 0 1.33 1 OK Nicotine
05110800002750 23 0089 1 9 0 0.723 1 OK Nicotine
05110800002751 23 0089 1 12 0 0.456 1 OK Nicotine
05110800002752 23 0089 1 24 0 0.306 1 OK Nicotine
05110800002769 23 0090 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800002770 23 0090 3 0 2 3.75 | OK Nicotine
05110800002771 23 0090 3 0 4 5.07 1 OK Nicotine
05110800002772 23 0090 3 0 6 9.24 1 OK Nicotine
05110800002773 23 0090 3 0 8 4.06 1 OK Nicotine
05110800002774 23 0090 3 0 10 3.69 1 OK Nicotine
05110800002775 23 0090 3 0 15 229 1 OK Nicotine
05110800002776 23 0090 3 0 30 1.88 1 OK Nicotine
05110800002777 23 0090 3 0 45 1.30 1 OK Nicotine
05110800002778 23 0090 3 1 0 1.41 1 OK Nicotine
05110800002779 23 0090 3 2 0 0.935 1 OK Nicotine
05110800002780 23 0090 3 4 0 0.361 1 OK Nicotine
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
iD ID Nominal Nominal Nominal {(ng/mL) Condition Comments

05110800002781 23 0090 3 6 0 0.234 1 OK Nicotine
05110800002782 23 0090 3 9 0 BLQ<(0.200) 1 OK Nicotine
05110800002783 23 0090 3 12 0 0.202 1 OK Nicotine
05110800002784 23 0090 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800002801 23 0090 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800002802 23 0090 1 0 2 2.57 1 OK Nicotine
05110800002803 23 0090 1 0 4 3.47 1 OK Nicotine
05110800002804 23 0090 1 0 6 2.67 ] OK Nicotine
05110800002805 23 0090 ] 0 8 2.68 ] OK Nicotine
05110800002806 23 0090 I 0 10 2.53 1 OK Nicotine
05110800002807 23 0090 1 0 15 2.67 1 OK Nicotine
05110800002808 23 0090 1 0 30 1.79 1 OK Nicotine
(5110800002809 23 0090 1 0 45 1.47 1 OK Nicotine
05110800002810 23 0090 1 1 0 1.53 1 OK Nicotine
05110800002811 23 0090 1 2 0 0.944 ] OK Nicotine
05110800002812 23 0090 1 4 0 0.413 1 OK Nicotine
05110800002813 23 0090 1 6 0 0.230 1 OK Nicotine
05110800002814 23 0090 | 9 0 BLQ<(0.200) 1 OK Nicotine
05110800002815 23 0090 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800002816 23 0090 1 24 0 BLQ<(0.200) | OK Nicotine
05110800002833 14 0093 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800002854 14 0093 3 0 2 2.77 1 OK Nicotine
05110800002835 14 0093 3 0 4 7.45 1 OK Nicotine
05110800002836 14 0093 3 0 6 445 1 OK Nicotine
05110800002837 14 0093 3 0 8 5.22 1 0K Nicotine
05110800002838 14 0093 3 0 10 4.18 1 OK Nicotine
05110800002839 14 0093 3 0 15 3.26 | OK Nicotine
05110800002840 14 0093 3 0 30 2.03 | OK Nicotine
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
1)} ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800002841 14 0093 3 0 45 2.15 1 OK Nicotine
05110800002842 14 0093 3 1 0 1.79 1 OK Nicotine
05110800002843 14 0093 3 2 0 LY 1 OK Nicotine
05110800002844 14 0093 3 4 0 0.490 1 OK Nicotine
05110800002845 14 0093 3 6 0 0.282 1 OK Nicotine
05110800002846 14 0093 3 9 0 BLQ<(0.200) 1 OK Nicotine
05110800002847 14 0093 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800002848 14 0093 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800002865 14 0093 1 0 -15 0.204 1 OK Nicotine
05110800002866 14 0093 ] 0 2 9.03 1 OK Nicotine
05110800002867 19 0093 1 0 4 17.3 1 OK Nicotine
05110800002868 19 0093 1 0 6 11.3 1 OK Nicotine
05110800002869 14 0093 1 0 8 8.48 1 OK Nicotine
05110800002870 14 0093 1 0 10 8.76 1 OK Nicotine
05110800002871 14 0093 1 0 15 5.47 1 OK Nicotine
05110800002872 14 0093 1 0 30 441 1 OK Nicotine
05110800002873 14 0093 1 0 45 3.80 1 OK Nicotine
05110800002874 14 0093 1 1 0 3.46 | OK Nicotine
05110800002875 14 0093 1 2 0 2.14 I OK Nicotine
05110800002876 14 0093 1 4 0 0.915 1 OK Nicotine
05110800002877 14 0093 1 6 0 0.480 1 OK Nicotine
05110800002878 14 0093 1 9 0 0.247 1 OK Nicotine
(5110800002879 14 0093 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800002880 14 0093 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800002897 14 0102 3 0 -15 0.329 1 OK Nicotine
05110800002898 19 0102 3 0 2 12.6 1 OK Nicotine
05110800002899 19 0102 3 0 4 26.5 1 OK Nicotine
05110800002900 19 0102 3 0 6 348 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800002901 19 0102 3 0 8 23.6 1 OK Nicotine
05110800002902 19 0102 3 0 10 234 1 OK Nicotine
05110800002903 19 0102 3 0 15 17.2 1 OK Nicotine
05110800002904 19 0102 3 0 30 11.8 1 OK Nicotine
05110800002905 19 0102 5 0 45 13.6 1 OK Nicotine
05110800002906 19 0102 3 1 0 12.3 | OK Nicotine
05110800002907 19 0102 3 2 0 10.6 1 OK Nicotine
05110800002908 14 0102 3 4 0 6.68 | OK Nicotine
05110800002909 14 0102 3 6 0 493 1 OK Nicotine
05110800002910 14 0102 3 9 0 3.91 i OK Nicotine
05110800002911 14 0102 3 12 0 2.64 1 OK Nicotine
05110800002912 14 0102 3 24 0 1.05 | OK Nicotine
05110800002929 14 0102 | 0 -15 1.40 1 OK Nicotine
05110800002930 19 0102 1 0 2 21.9 ] OK Nicotine
0511080000293 1 19 0102 1 0 4 322 | OK Nicotine
05110800002932 19 0102 1 0 6 174 1 OK Nicotine
05110800002933 19 0102 1 0 8 16.0 I OK Nicotine
05110800002934 19 0102 1 0 10 14.1 | OK Nicotine
05110800002935 14 0102 1 0 15 8.53 I OK Nicotine
05110800002936 14 0102 1 0 30 7.63 1 OK Nicotine
05110800002937 14 0102 1 0 45 7.44 1 OK Nicotine
05110800002938 14 0102 1 1 0 6.74 | OK Nicotine
05110800002939 14 0102 1 2 0 5.38 1 OK Nicotine
05110800002940 14 0102 1 4 0 3.82 | OK Nicotine
05110800002941 14 0102 1 6 0 322 1 OK Nicotine
05110800002942 14 0102 1 9 0 2.26 | OK Nicotine
05110800002943 14 0102 ] 12 0 1.68 1 OK Nicotine
05110800002944 14 0102 1 24 0 0.754 I OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800002961 21 0105 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800002962 21 0105 3 0 2 0.636 1 OK Nicotine
05110800002963 21 0105 3 0 4 2:75 1 OK Nicotine
05110800002964 21 0105 3 0 6 5.33 1 OK Nicotine
05110800002965 21 0105 3 0 8 6.15 1 OK Nicotine
05110800002966 21 0105 3 0 10 5.82 1 OK Nicotine
05110800002967 21 0105 3 0 15 9.33 1 OK Nicotine
05110800002968 21 0105 3 0 30 6.69 1 OK Nicotine
05110800002969 21 0105 3 0 45 7.97 1 OK Nicotine
05110800002970 21 0105 3 1 0 5.68 1 OK Nicotine
05110800002971 21 0105 3 2 0 3.78 1 OK Nicotine
05110800002972 21 0105 3 4 0 1.69 1 OK Nicotine
05110800002973 21 0105 3 6 0 0.950 1 OK Nicotine
05110800002974 21 0105 3 9 0 0.335 1 OK Nicotine
05110800002975 21 0105 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800002976 21 0105 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800002993 21 0105 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800002994 21 0105 1 0 2 8.31 1 OK Nicotine
05110800002995 23 0105 1 0 4 20.0 1 OK Nicotine
05110800002996 23 0105 1 0 6 24.4 1 OK Nicotine
05110800002997 23 0105 1 0 8 20.4 1 OK Nicotine
05110800002998 23 0105 1 0 10 20.1 1 OK Nicotine
05110800002999 23 0105 1 0 15 12.7 | OK Nicotine
05110800003000 21 0105 1 0 30 8.27 1 OK Nicotine
05110800003001 21 0105 1 0 45 6.13 1 OK Nicotine
05110800003002 21 0105 1 1 0 5.68 1 OK Nicotine
05110800003003 21 0105 1 2 0 3.28 1 OK Nicotine
05110800003004 21 0105 1 4 0 1.40 1 OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003005 21 0105 1 6 0 0.685 1 OK Nicotine
05110800003006 21 0105 1 9 0 0318 1 OK Nicofine
05110800003007 21 0105 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800003008 21 0105 I 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003025 14 0095 3 0 -15 BLQ<(0.200) 1 OK Nicofine
05110800003026 14 0095 3 0 10 1.70 1 OK Nicotine
05110800003027 14 0095 3 0 20 2.21 1 OK Nicotine
05110800003028 14 0095 3 0 25 223 1 OK Nicotine
05110800003029 14 0095 3 0 30 3.20 1 OK Nicotine
05110800003030 14 0095 3 0 35 2.69 1 OK Nicotine
05110800003031 14 0095 3 0 40 3.47 1 OK Nicotine
05110800003032 14 0095 3 0 45 4.05 I OK Nicotine
05110800003033 14 0095 3 1 0 4.88 1 OK Nicotine
05110800003034 14 0095 3 2 0 2.72 i OK Nicotine
05110800003035 14 0095 3 3 0 2.29 1 OK Nicotine
05110800003036 14 0095 3 4 0 1.67 1 OK Nicotine
05110800003037 14 0095 3 6 0 0.921 I OK Nicotine
05110800003038 14 0095 3 9 0 0.449 | OK Nicotine
05110800003039 14 0095 3 12 0 0.239 1 OK Nicotine
05110800003040 14 0095 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003057 14 0095 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003058 14 0095 1 0 2 5.56 1 OK Nicotine
05110800003059 19 0095 1 0 4 14.0 1 OK Nicotine
05110800003060 14 0095 I 0 6 8.90 1 OK Nicotine
05110800003061 14 0095 1 0 8 7.13 1 OK Nicotine
05110800003062 14 0095 1 0 10 6.86 1 OK Nicotine
05110800003063 14 0095 1 0 15 4.39 1 OK Nicotine
05110800003064 14 0095 1 0 30 2.83 1 OK Nicotine
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
D iD Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003065 14 0095 1 0 45 2.14 1 OK Nicotine
05110800003066 14 0095 1 1 0 2.34 1 OK Nicotine
05110800003067 14 0095 1 2 0 1.61 1 OK Nicotine
05110800003068 14 0095 1 4 0 0.749 1 0K Nicotine
05110800003069 14 0095 1 6 0 0.515 1 OK Nicotine
05110800003070 14 0095 1 9 0 0.330 1 OK Nicotine
05110800003071 14 0095 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800003072 14 0095 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003089 21 0119 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003090 21 0119 3 0 10 0.988 1 OK Nicotine
05110800003091 21 0119 3 0 20 2.84 1 OK Nicotine
05110800003092 21 0119 3 0 25 4.96 1 OK Nicotine
05110800003093 21 0119 3 0 30 4.63 1 OK Nicotine
05110800003094 21 0119 3 0 33 5,19 1 OK Nicotine
05110800003095 21 0119 3 0 40 592 1 OK Nicotine
05110800003096 21 0119 3 0 45 6.50 1 OK Nicotine
05110800003097 21 0119 3 1 0 5.89 1 OK Nicotine
05110800003098 21 0119 3 2 0 4.29 1 OK Nicotine
05110800003099 21 0119 3 3 0 2.80 1 OK Nicotine
05110800003100 21 0119 3 4 0 1.61 1 OK Nicotine
05110800003101 2 0119 3 6 0 0.870 1 OK Nicotine
05110800003102 21 0119 3 9 0 0.450 1 OK Nicotine
05110800003103 21 0119 3 12 0 0214 1 OK Nicotine
05110800003104 21 0119 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003121 21 0119 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003122 21 0119 1 0 2 4.64 1 OK Nicotine
05110800003123 21 0119 1 0 e 7.50 1 OK Nicotine
05110800003124 21 0119 1 0 6 4.96 1 OK Nicotine
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003125 21 0119 1 0 8 5.15 1 OK Nicotine
05110800003126 21 0119 1 0 10 431 1 OK Nicotine
05110800003127 21 0119 1 0 15 3.42 1 OK Nicotine
05110800003128 21 0119 1 0 30 3.01 1 OK Nicotine
05110800003129 21 0119 1 0 45 2.88 1 OK Nicotine
05110800003130 21 0119 1 1 0 2.27 1 OK Nicotine
05110800003131 21 0119 1 2 0 1.41 1 OK Nicotine
05110800003132 21 0119 1 4 0 0.899 1 OK Nicotine
05110800003133 21 0119 1 6 0 0.395 1 OK Nicotine
05110800005134 21 0119 1 9 0 0.221 1 OK Nicotine
05110800003135 21 0119 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800003136 21 0119 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003153 16 0128 3 0 -15 0.308 1 OK Nicotine
05110800003154 16 0128 3 0 2 6.69 1 OK Nicotine
05110800003155 16 0128 3 0 4 7.67 1 OK Nicotine
05110800003156 16 0128 3 0 6 9.13 1 oK Nicotine
05110800003157 16 0128 3 0 8 8.30 1 OK Nicotine
05110800003158 16 0128 3 0 10 7.18 ] OK Nicotine
05110800003159 16 0128 3 0 15 4.96 1 OK Nicotine
05110800003160 16 0128 3 0 30 4.07 1 OK Nicotine
(5110800003161 16 0128 3 0 45 4.74 1 OK Nicotine
05110800003162 16 0128 3 1 0 4.02 1 OK Nicotine
05110800003163 16 0128 3 2 0 3.74 1 OK Nicotine
05110800003164 16 0128 3 4 0 233 1 OK Nicotine
5110800003165 16 0128 3 6 0 1.77 1 OK Nicotine
05110800003166 16 0128 3 9 0 1.10 1 OK Nicotine
05110800003167 16 0128 3 12 0 0.735 1 OK Nicotine
05110800003168 16 0128 3 24 0 0.329 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003185 16 0128 1 0 -15 1.28 1 OK Nicotine
05110800003 186 25 0128 1 0 2 19.2 1 OK Nicotine
05110800003187 25 0128 1 0 4 313 1 OK Nicotine
05110800003188 25 0128 1 0 6 26.2 1 OK Nicotine
05110800003189 25 0128 1 0 8 21.8 1 OK Nicotine
05110800003190 25 0128 1 0 10 18.4 1 OK Nicotine
05110800003191 25 0128 1 0 15 11.4 1 OK Nicotine
05110800003192 25 0128 1 0 30 12.1 1 OK Nicotine
05110800003193 16 0128 1 0 45 8.85 1 OK Nicotine
05110800003194 25 0128 1 1 0 10.7 1 OK Nicotine
05110800003195 16 0128 1 2 0 8.79 1 OK Nicotine
05110800003196 16 0128 1 4 0 6.21 1 OK Nicotine
05110800003197 16 0128 1 6 0 437 1 OK Nicotine
05110800003198 16 0128 1 9 0 3.01 1 OK Nicotine
05110800003199 16 0128 1 12 0 2.02 1 OK Nicotine
05110800003200 16 0128 1 24 0 0.823 I OK Nicotine
05110800003217 22 0134 3 0 -15 BLQ<(0.200) l OK Nicotine
05110800003218 22 0134 3 0 2 0.978 1 OK Nicotine
05110800003219 22 0134 3 0 4 2.46 1 OK Nicotine
05110800003220 22 0134 3 0 6 3.56 1 OK Nicotine
05110800003221 22 0134 3 0 8 3.94 1 oK Nicotine
05110800003222 22 0134 3 0 10 3.72 1 OK Nicotine
05110800003223 22 0134 3 0 15 3.89 1 OK Nicotine
05110800003224 22 0134 3 0 30 3.69 1 OK Nicotine
(5110800003225 22 0134 3 0 45 3.80 1 OK Nicotine
05110800003226 22 0134 3 1 0 3.53 1 OK Nicotine
05110800003227 22 0134 3 2 0 2.69 1 OK Nicotine
05110800003228 22 0134 3 4 0 1.82 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
D D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003229 22 0134 3 6 0 0.907 1 OK Nicotine
05110800003230 22 0134 3 9 0 0.624 1 OK Nicotine
(5110800003231 22 0134 3 12 0 0.302 1 OK Nicotine
05110800003232 22 0134 3 24 0 BLQ<(0.200) ] OK Nicotine
05110800003249 22 0134 1 0 -15 0.221 1 OK Nicotine
05110800003250 22 0134 1 0 2 0.256 1 OK Nicotine
05110800003251 22 0134 1 0 4 1.15 I OK Nicotine
05110800003252 22 0134 1 0 6 232 1 OK Nicotine
05110800003253 22 0134 1 0 8 3.05 1 OK Nicotine
05110800003254 22 0134 1 0 10 3.18 1 OK Nicotine
05110800003255 22 0134 1 0 15 4.65 1 OK Nicotine
05110800003256 22 0134 1 0 30 2.87 1 OK Nicotine
05110800003257 22 0134 1 0 45 3.05 1 OK Nicotine
05110800003258 22 0134 1 1 0 4.20 1 OK Nicotine
05110800003259 22 0134 1 2 0 2.61 1 OK Nicotine
(5110800003260 22 0134 1 4 0 1.64 1 OK Nicotine
05110800003261 22 0134 1 6 0 1.09 1 OK Nicotine
05110800003262 22 0134 1 9 0 0.633 1 OK Nicotine
05110800003263 22 0134 1 12 0 5.76 1 OK Nicotine
05110800003264 22 0134 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003281 22 0136 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003282 22 0136 3 0 2 BLQ<(0.200) 1 OK Nicotine
05110800003283 22 0136 3 0 4 0.904 1 OK Nicotine
05110800003284 22 0136 3 0 6 1.38 1 OK Nicotine
05110800003285 22 0136 3 0 8 1.35 1 OK Nicotine
05110800003286 22 0136 3 0 10 2.28 1 OK Nicotine
05110800003287 22 0136 3 0 15 2.23 1 OK Nicotine
05110800003288 22 0136 3 0 30 2.14 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AAS9122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal {ng/mL) Condition Comments

05110800003289 22 0136 3 0 45 1.96 1 OK Nicotine
05110800003290 22 0136 3 I 0 1.68 1 OK Nicotine
05110800003291 22 0136 3 2 0 1.22 1 OK Nicotine
05110800003292 22 0136 3 4 0 0.629 | oK Nicotine
(5110800003293 22 0136 3 6 0 0372 1 OK Nicotine
05110800003294 22 0136 3 9 0 0.295 1 OK Nicotine
05110800003295 22 0136 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800003296 22 0136 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003313 22 0136 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003314 22 0136 1 0 2 0.746 1 OK Nicotine
05110800003315 22 0136 1 0 4 2.20 1 OK Nicotine
05110800003316 22 0136 1 0 6 3.22 1 OK Nicotine
05110800003317 22 0136 1 0 8 3.44 1 OK Nicotine
05110800003318 22 0136 1 0 10 3.86 1 OK Nicotine
05110800003319 22 0136 1 0 15 4.80 1 OK Nicotine
05110800003320 22 0136 1 0 30 3.75 1 OK Nicotine
05110800003321 22 0136 | 0 45 4.46 1 OK Nicotine
05110800003322 22 0136 1 1 0 3.72 1 OK Nicotine
05110800003323 22 0136 1 2 0 2.69 1 OK Nicotine
05110800003324 22 0136 1 4 0 1.34 1 OK Nicotine
05110800003325 22 0136 1 6 0 0.799 1 OK Nicotine
05110800003326 22 0136 1 9 0 0.401 1 OK Nicotine
05110800003327 22 0136 1 12 0 0.225 1 OK Nicotine
05110800003328 22 0136 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003345 18 0142 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003346 18 0142 3 0 2 0.857 1 OK Nicotine
05110800003347 18 0142 3 0 4 3.59 1 OK Nicotine
05110800003348 18 0142 3 0 6 6.13 1 OK Nicotine
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal {ng/mL) Condition Comments

05110800003349 18 0142 3 0 8 8.49 1 OK Nicotine
05110800003350 18 0142 3 0 10 7.51 1 OK Nicotine
05110800003351 18 0142 3 0 15 7.07 1 OK Nicotine
05110800003352 18 0142 3 0 30 7.87 1 OK Nicotine
05110800003353 18 0142 3 0 45 5.79 1 OK Nicotine
05110800003354 18 0142 2} 1 0 6.14 1 OK Nicotine
05110800003355 18 0142 3 2 0 4.61 ] OK Nicotine
05110800003356 18 0142 3 4 0 3.09 | OK Nicotine
05110800003357 18 0142 3 6 0 2.08 1 OK Nicotine
05110800003358 18 0142 3 9 0 1.15 1 OK Nicotine
05110800003359 18 0142 3 12 0 0.662 1 OK Nicotine
05110800003360 18 0142 3 24 0 0.226 ] OK Nicotine
05110800003377 18 0142 1 0 -15 0.413 I OK Nicotine
05110800003378 18 0142 I 0 2 1.22 1 OK Nicotine
05110800003379 18 0142 1 0 4 1.54 : OK Nicotine
05110800003380 18 0142 1 0 6 293 1 OK Nicotine
05110800003381 18 0142 1 0 8 3.67 | OK Nicotine
05110800003382 18 0142 l 0 10 3.63 1 OK Nicotine
05110800003383 18 0142 1 0 15 3.84 1 OK Nicotine
05110800003384 18 0142 1 0 30 4.57 1 OK Nicotine
05110800003385 18 0142 1 0 45 4.42 1 OK Nicotine
05110800003386 18 0142 1 1 0 491 I OK Nicotine
05110800003387 18 0142 1 2 0 3.29 1 OK Nicotine
05110800003388 18 0142 1 4 0 2.10 1 OK Nicotine
05110800003389 18 0142 1 6 0 1.55 1 OK Nicotine
05110800003390 18 0142 1 9 0 0.944 1 OK Nicotine
05110800003391 18 0142 1 12 0 0.644 1 OK Nicotine
05110800003392 18 0142 1 24 0 0.307 l OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID 1D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003409 18 0148 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003410 18 0148 3 0 2 222 1 OK Nicotine
05110800003411 18 0148 3 0 e 4.97 1 OK Nicotine
05110800003412 18 0148 3 0 6 5.39 1 OK Nicotine
05110800003413 18 0148 3 0 8 5.05 1 OK Nicotine
05110800003414 18 0148 3 0 10 5.03 1 OK Nicotine
05110800003415 18 0148 3 0 15 6.93 1 OK Nicotine
05110800003416 18 0148 3 0 30 4.67 1 OK Nicotine
05110800003417 18 0148 3 0 45 5.77 1 OK Nicotine
05110800003418 18 0148 3 1 0 4.56 1 OK Nicotine
05110800003419 18 0148 3 2 0 2.56 1 OK Nicotine
05110800003420 18 0148 3 4 0 1.09 1 OK Nicotine
05110800003421 18 0148 3 6 0 0.530 1 OK Nicotine
05110800003422 18 0148 3 9 0 0.237 1 OK Nicotine
05110800003423 18 0148 3 12 0 BLQ<(0.200) | OK Nicotine
05110800003424 18 0148 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003441 18 0148 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003442 18 0148 1 0 2 1.44 1 OK Nicotine
05110800003443 18 0148 1 0 4 4.58 1 OK Nicotine
05110800003444 18 0148 1 0 6 4.49 1 OK Nicotine
05110800003445 18 0148 1 0 8 442 1 OK Nicotine
05110800003446 18 0148 1 0 10 4.40 1 OK Nicotine
05110800003447 18 0148 1 0 15 5.67 1 OK Nicotine
05110800003448 18 0148 1 0 30 337 1 OK Nicotine
05110800003449 18 0148 1 0 45 3.64 1 OK Nicotine
05110800003450 18 0148 1 1 0 3.80 1 OK Nicotine
05110800003451 18 0148 1 2 0 2.14 1 OK Nicotine
05110800003452 18 0148 1 4 0 0.880 1 OK Nicotine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID 1D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003453 18 0148 1 6 0 0.459 | OK Nicotine
05110800003454 18 0148 1 9 0 0.254 1 OK Nicotine
05110800003455 18 0148 1 12 0 0.208 1 OK Nicotine
05110800003456 18 0148 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003473 16 0129 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003474 16 0129 3 0 2 0.332 1 OK Nicotine
05110800003475 16 0129 3 0 4 0.379 1 OK Nicotine
05110800003476 16 0129 3 0 6 0.363 1 OK Nicotine
05110800003477 16 0129 3 0 8 0.380 1 OK Nicotine
05110800003478 16 0129 3 0 10 0.275 1 OK Nicotine
05110800003479 16 0129 3 0 15 0.320 1 OK Nicotine
05110800003480 16 0129 3 0 30 0.323 1 OK Nicotine
05110800003481 16 0129 3 0 45 BLQ<(0.200) 1 OK Nicotine
05110800003482 16 0129 3 1 0 0.233 ] OK Nicotine
05110800003483 16 0129 3 2 0 0.220 1 OK Nicotine
05110800003484 16 0129 3 kS 0 BLQ<(0.200) 1 OK Nicotine
(5110800003485 16 0129 3 6 0 0.333 1 OK Nicotine
05110800003486 16 0129 3 9 0 BLQ<(0.200) ] OK Nicotine
05110800003487 16 0129 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800003488 16 0129 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003505 16 0129 1 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003506 16 0129 1 0 2 0.438 1 OK Nicotine
05110800003507 16 0129 1 0 4 2.21 1 OK Nicotine
05110800003508 16 0129 1 0 6 4.92 1 OK Nicotine
05110800003509 16 0129 1 0 8 6.36 1 OK Nicotine
05110800003510 16 0129 1 0 10 4.50 1 OK Nicotine
05110800003511 16 0129 1 0 15 2.57 1 OK Nicotine
05110800003512 16 0129 1 0 30 1.97 1 OK Nicotine
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Nicotine in Human Plasma (K.-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003513 16 0129 1 0 45 1.84 1 OK Nicotine
05110800003514 16 0129 1 1 0 1.59 1 OK Nicotine
05110800003515 16 0129 1 2 0 1.28 1 OK Nicotine
05110800003516 16 0129 1 4 0 0.788 1 OK Nicotine
05110800003517 16 0129 1 6 0 0.470 1 OK Nicotine
05110800003518 16 0129 1 9 0 0.307 1 OK Nicotine
05110800003519 16 0129 1 12 0 BLQ<(0.200) 1 OK Nicotine
05110800003520 16 0129 1 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003537 22 0135 3 0 -15 0.224 1 OK Nicotine
05110800003538 25 0135 3 0 2 114 1 OK Nicotine
05110800003539 25 0135 3 0 4 30.2 1 OK Nicotine
05110800003540 25 0135 3 0 6 43.8 1 OK Nicotine
05110800003541 25 0135 3 0 8 27.5 1 OK Nicotine
05110800003542 25 0135 3 0 10 24.3 1 OK Nicotine
05110800003543 25 0135 3 0 15 20.4 1 OK Nicotine
05110800003544 25 0135 3 0 30 13.3 1 OK Nicotine
05110800003545 22 0135 3 0 45 9.63 1 OK Nicotine
05110800003546 25 0135 3 1 0 10.9 1 OK Nicotine
05110800003547 22 0135 3 2 0 8.23 1 OK Nicotine
05110800003548 22 0135 3 4 0 5.08 1 OK Nicotine
05110800003549 22 0135 3 6 0 3.11 1 OK Nicotine
05110800003550 22 0135 3 9 0 2.45 1 OK Nicotine
05110800003551 22 0135 3 12 0 1.38 1 OK Nicotine
05110800003552 22 0135 3 24 0 0.537 1 OK Nicotine
05110800003569 22 0135 1 0 -15 0.814 1 OK Nicotine
05110800003570 25 0135 1 0 2 36.6 1 OK Nicotine
05110800003571 25 0135 1 0 E 47.6 1 OK Nicotine
05110800003572 25 0135 1 0 6 58.1 1 OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003573 25 0135 | 0 8 36.0 | OK Nicotine
05110800003574 25 0135 1 0 10 31.5 1 OK Nicotine
05110800003575 25 0135 1 0 15 20.0 1 OK Nicotine
05110800003576 25 0135 1 0 30 14.7 1 OK Nicotine
05110800003577 25 0135 1 0 45 15.2 1 OK Nicotine
05110800003578 25 0135 1 1 0 13.4 1 OK Nicotine
(5110800003579 22 0135 1 2 0 9.37 1 OK Nicotine
05110800003580 22 0135 1 4 0 5.58 1 OK Nicotine
05110800003581 22 0135 1 6 0 4.04 1 OK Nicotine
05110800003582 22 0135 1 9 0 2.84 i OK Nicotine
05110800003583 22 0135 1 12 0 1.86 1 OK Nicotine
05110800003584 22 0135 1 24 0 0.589 | OK Nicotine
05110800003601 18 0139 3 0 -15 BLQ<(0.200) | OK Nicotine
05110800003602 18 0139 3 0 2 1.56 | OK Nicotine
05110800003603 18 0139 3 0 4 5.67 1 OK Nicotine
05110800003604 18 0139 3 0 6 9.23 1 OK Nicotine
05110800003605 18 0139 3 0 8 7.53 l OK Nicotine
05110800003606 18 0139 3 0 10 7.21 | OK Nicotine
05110800003607 18 0139 3 0 15 5.62 | OK Nicotine
05110800003608 18 0139 3 0 30 4.22 l OK Nicotine
05110800003609 18 0139 3 0 45 3.78 1 OK Nicotine
05110800003610 18 0139 3 1 0 3.71 1 OK Nicotine
05110800003611 18 0139 3 2 0 2.47 1 OK Nicotine
05110800003612 18 0139 3 4 0 1.76 1 OK Nicotine
05110800003613 18 0139 3 6 0 1.13 1 OK Nicotine
(5110800003614 18 0139 3 9 0 0.715 1 OK Nicotine
05110800003615 18 0139 3 12 0 0.398 1 OK Nicotine
05110800003616 18 0139 3 24 0 BLQ<(0.200) 1 OK Nicotine
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
[1)] D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003633 18 0139 1 0 -15 0.442 1 OK Nicoline
05110800003634 18 0139 1 0 2 232 1 OK Nicotine
05110800003635 18 0139 1 0 4 7.31 1 OK Nicotine
05110800003636 18 0139 1 0 6 7.34 1 OK Nicotine
05110800003637 18 0139 1 0 8 9.54 1 OK Nicotine
05110800003638 18 0139 1 0 10 8.54 1 OK Nicotine
05110800003639 18 0139 1 0 15 5.74 1 OK Nicotine
05110800003640 18 0139 1 0 30 5.70 1 OK Nicotine
05110800003641 18 0139 1 0 45 498 i OK Nicotine
05110800003642 18 0139 1 1 0 4.26 1 OK Nicotine
05110800003643 18 0139 1 2 0 315 1 OK Nicotine
05110800003644 18 0139 1 4 0 1.82 1 OK Nicotine
05110800003645 18 0139 1 6 0 1.34 1 OK Nicotine
05110800003646 18 0139 1 9 0 0.889 1 OK Nicotine
05110800003647 18 0139 1 12 0 0.489 1 OK Nicotine
05110800003648 18 0139 1 24 0 0.292 1 OK Nicotine
05110800003665 18 0140 3 0 -15 0.466 1 OK Nicotine
05110800003666 18 0140 3 0 2 1.33 1 OK Nicotine
05110800003667 18 0140 3 0 4 221 1 OK Nicotine
05110800003668 18 0140 3 0 6 3.99 | oK Nicotine
05110800003669 18 0140 3 0 8 4.48 1 OK Nicotine
05110800003670 18 0140 3 0 10 4.32 1 OK Nicotine
05110800003671 18 0140 3 0 15 4.39 1 OK Nicotine
05110800003672 18 0140 3 0 30 6.33 1 OK Nicotine
05110800003673 18 0140 3 0 45 5.28 1 OK Nicotine
05110800003674 18 0140 3 1 0 6.44 1 OK Nicotine
05110800003675 18 0140 3 2 0 428 1 OK Nicotine
05110800003676 18 0140 3 4 0 3.79 1 OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
D ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003677 18 0140 3 6 0 255 1 OK Nicotine
05110800003678 18 0140 3 9 0 1.76 1 OK Nicotine
05110800003679 18 0140 3 12 0 1.29 1 OK Nicotine
05110800003680 18 0140 3 24 0 0.550 1 OK Nicotine
05110800003697 18 0140 1 0 -15 1.96 1 OK Nicotine
05110800003698 18 0140 1 0 2 3.35 1 OK Nicotine
05110800003699 18 0140 i 0 “ 7.74 1 OK Nicotine
05110800003700 18 0140 1 0 6 8.05 ] OK Nicotine
05110800003701 18 0140 1 0 8 10.0 1 OK Nicotine
05110800003702 23 0140 1 0 10 9.60 1 OK Nicotine
05110800003703 23 0140 1 0 15 122 1 OK Nicotine
05110800003704 23 0140 1 0 30 12.1 I OK Nicotine
05110800003705 23 0140 1 0 45 115 1 OK Nicotine
05110800003706 23 0140 1 1 0 12.1 1 OK Nicotine
05110800003707 23 0140 1 2 0 9.87 1 OK Nicotine
05110800003708 18 0140 1 4 0 6.64 1 OK Nicotine
05110800003709 18 0140 1 6 0 5.65 | OK Nicotine
05110800003710 18 0140 1 9 0 3.82 I OK Nicotine
05110800003711 18 0140 1 12 0 2.97 1 OK Nicotine
(5110800003712 18 0140 1 24 0 1.31 1 OK Nicotine
05110800003729 19 0152 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003730 19 0152 3 0 2 0.245 1 OK Nicotine
05110800003731 19 0152 3 0 4 0.321 1 OK Nicotine
05110800003732 19 0152 3 0 6 0.658 1 OK Nicotine
05110800003733 19 0152 3 0 8 0.689 1 OK Nicotine
05110800003734 19 0152 3 0 10 0.684 1 OK Nicotine
05110800003735 19 0152 3 0 15 0.872 1 OK Nicotine
05110800003736 19 0152 3 0 30 0.902 1 OK Nicotine
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003737 19 0152 3 0 45 0.988 1 OK Nicotine
05110800003738 19 0152 3 1 0 0.923 1 OK Nicotine
05110800003739 19 0152 3 2 0 0.777 1 OK Nicotine
05110800003740 19 0152 3 4 0 0.422 1 OK Nicotine
05110800003741 19 0152 3 6 0 0.264 1 OK Nicotine
05110800003742 19 0152 3 9 0 0.248 1 OK Nicotine
05110800003743 19 0152 3 12 0 BLQ<(0.200) 1 OK Nicotine
05110800003744 19 0152 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003761 19 0152 1 0 -15 0.245 1 OK Nicotine
05110800003762 19 0152 1 0 2 0.403 1 oK Nicotine
05110800003763 19 0152 1 0 4 0.417 1 OK Nicotine
05110800003764 19 0152 1 0 6 1.20 1 OK Nicotine
05110800003765 19 0152 1 0 8 1.87 1 OK Nicotine
05110800003766 19 0152 1 0 10 2.64 1 OK Nicotine
05110800003767 19 0152 1 0 15 2.60 1 OK Nicotine
05110800003768 19 0152 1 0 30 227 1 OK Nicotine
05110800003769 19 0152 1 0 45 2.53 1 OK Nicotine
05110800003770 19 0152 1 1 0 2.28 i OK Nicotine
05110800003771 19 0152 1 2 0 1.45 1 OK Nicotine
05110800003772 19 0152 1 4 0 0.785 1 OK Nicotine
05110800003773 19 0152 1 6 0 0.585 1 OK Nicotine
05110800003774 19 0152 1 9 0 0.535 1 OK Nicotine
05110800003775 19 0152 1 12 0 0.382 1 OK Nicotine
05110800003776 19 0152 1 24 0 0.221 1 OK Nicotine
05110800003793 16 0123 3 0 -15 BLQ<(0.200) 1 OK Nicotine
05110800003794 16 0123 3 0 10 1.15 1 OK Nicotine
05110800003795 16 0123 3 0 20 2.96 1 OK Nicotine
05110800003796 16 0123 3 0 25 3.71 1 OK Nicotine
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Nicotine in Human Plasma (K-EDTA)
Celerion Study AA99122-01

Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID D Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003797 16 0123 3 0 30 4.45 I OK Nicotine
05110800003798 16 0123 3 0 35 4.29 | OK Nicotine
05110800003799 16 0123 3 0 40 5.42 1 OK Nicotine
05110800003800 16 0123 3 0 45 5.67 1 OK Nicotine
05110800003801 16 0123 3 1 0 6.47 | OK Nicotine
05110800003802 16 0123 3 2 0 3.82 1 OK Nicotine
05110800003803 16 0123 3 3 0 2.40 1 OK Nicotine
05110800003804 16 0123 3 4 0 1.66 1 OK Nicotine
05110800003805 16 0123 3 6 0 0.941 1 OK Nicotine
05110800003806 16 0123 3 9 0 0.384 1 OK Nicotine
05110800003807 16 0123 3 12 0 0.243 1 OK Nicotine
05110800003808 16 0123 3 24 0 BLQ<(0.200) I 0K Nicotine
05110800003825 16 0123 1 0 -15 BLQ<(0.200) | OK Nicotine
05110800003826 16 0123 1 0 2 4.17 | OK Nicotine
05110800003827 16 0123 1 0 4 8.17 | OK Nicotine
05110800003828 25 0123 1 0 6 11.0 1 OK Nicotine
05110800003829 16 0123 1 0 8 9.06 ! OK Nicotine
05110800003830 16 0123 | 0 10 7.78 1 OK Nicotine
(5110800003831 16 0123 1 0 15 8.60 1 OK Nicotine
05110800003832 16 0123 1 0 30 6.45 l OK Nicotine
05110800003833 16 0123 1 0 45 5.25 | OK Nicotine
05110800003834 16 0123 1 1 0 431 I OK Nicotine
05110800003835 16 0123 1 2 0 2.61 1 OK Nicotine
05110800003836 16 0123 1 4 0 1.34 1 OK Nicotine
05110800003837 16 0123 1 6 0 0.826 1 OK Nicotine
05110800003838 16 0123 1 9 0 0.448 1 OK Nicotine
05110800003839 16 0123 1 12 0 0.276 1 OK Nicotine
05110800003840 16 0123 1 24 0 BLQ<(0.200) l OK Nicotine
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Nicotine in Human Plasma (K:EDTA)
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
1)} ID Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003857 16 0120 3 0 -15 0.878 1 OK Nicotine
05110800003858 16 0120 3 0 2 1.48 1 OK Nicotine
05110800003859 16 0120 3 0 4 2.27 1 OK Nicotine
05110800003860 16 0120 3 0 6 2.13 1 OK Nicotine
05110800003861 16 0120 3 0 8 2.06 1 OK Nicotine
05110800003862 16 0120 3 0 10 2.09 | OK Nicotine
05110800003863 16 0120 3 0 15 2.35 1 OK Nicotine
05110800003864 16 0120 3 0 30 1.90 1 OK Nicotine
05110800003865 16 0120 3 0 45 1.86 1 OK Nicotine
05110800003866 16 0120 3 1 0 1.84 1 OK Nicotine
05110800003867 16 0120 3 2 0 1.32 1 OK Nicotine
05110800003868 16 0120 3 4 0 0.967 1 OK Nicotine
05110800003869 16 0120 3 6 0 0.721 1 OK Nicotine
05110800003870 16 0120 3 9 0 0.519 1 OK Nicotine
05110800003871 16 0120 3 12 0 0.335 1 OK Nicotine
05110800003872 16 0120 3 24 0 BLQ<(0.200) 1 OK Nicotine
05110800003889 16 0120 1 0 -15 0.522 1 OK Nicotine
05110800003890 16 0120 1 0 10 1.87 1 OK Nicotine
(5110800003891 16 0120 1 0 20 3.78 1 OK Nicotine
05110800003892 16 0120 1 0 25 3.63 1 OK Nicotine
05110800003893 16 0120 1 0 30 4.27 1 OK Nicotine
05110800003894 16 0120 1 0 35 5.21 1 OK Nicotine
05110800003895 16 0120 l 0 40 6.79 | OK Nicotine
05110800003896 16 0120 1 0 45 6.01 1 OK Nicotine
05110800003897 16 0120 1 1 0 9.98 1 OK Nicotine
05110800003898 16 0120 1 2 0 7.58 1 OK Nicotine
05110800003899 16 0120 I 3 0 5.77 1 OK Nicotine
05110800003500 16 0120 1 + 0 4.56 1 OK Nicotine
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
ID iD Nominal Nominal Nominal (ng/mL) Condition Comments

05110800003901 16 0120 1 6 0 2.86 1 OK Nicotine
05110800003902 16 0120 1 9 0 1.46 1 OK Nicotine
05110800003903 16 0120 1 12 0 0.945 1 OK Nicotine
05110800003904 16 0120 1 24 0 BLQ<(0.200) l OK Nicotine
05110800003921 22 0132 3 0 -15 0.262 ! OK Nicotine
05110800003922 22 0132 3 0 2 1.60 1 OK Nicotine
05110800003923 22 0132 3 0 4 573 I OK Nicotine
05110800003924 22 0132 3 0 6 7.69 1 OK Nicotine
05110800003925 22 0132 3 0 8 6.76 1 OK Nicotine
05110800003926 22 0132 3 0 10 8.17 1 OK Nicotine
05110800003927 25 0132 3 0 15 10.9 1 OK Nicotine
05110800003928 22 0132 3 0 30 7.46 1 OK Nicotine
05110800003929 22 0132 3 0 45 T.37 1 OK Nicotine
05110800003930 22 0132 3 1 0 7.78 1 OK Nicotine
05110800003931 22 0132 3 2 0 4.95 ] OK Nicotine
05110800003932 22 0132 3 4 0 3.03 1 OK Nicotine
05110800003933 22 0132 3 6 0 2.02 1 OK Nicotine
05110800003934 22 0132 3 9 0 1.21 1 OK Nicotine
05110800003935 22 0132 3 12 0 0.837 1 OK Nicotine
05110800003936 22 0132 3 24 0 0.335 ] OK Nicotine
05110800003953 22 0132 1 0 -15 0.922 1 OK Nicotine
05110800003954 22 0132 1 0 10 1.42 1 OK Nicotine
05110800003955 22 0132 1 0 20 3.04 1 OK Nicotine
05110800003956 22 0132 1 0 25 4.28 1 OK Nicotine
05110800003957 22 0132 1 0 30 5.81 1 OK Nicotine
05110800003958 22 0132 1 0 35 6.87 ] OK Nicotine
05110800003959 22 0132 1 0 40 8.24 ] OK Nicotine
05110800003960 22 0132 1 0 45 9.26 1 OK Nicotine

Page 96 - Confidential



Nicotine in Human Plasma (K:EDTA)
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Custom Run  Subject Day Hour Minute Concentration Split Sample Sample Analyte
D ID Nominal Nominal Nominal (ng/mL) Condition Comments
05110800003961 25 0132 1 1 0 10.2 1 OK Nicotine
05110800003962 22 0132 1 2 0 8.86 1 OK Nicotine
05110800003963 22 0132 1 3 0 6.72 1 OK Nicotine
05110800003964 22 0132 1 ks 0 5.11 1 OK Nicotine
05110800003965 22 0132 1 6 0 3.50 1 OK Nicotine
05110800003966 22 0132 1 9 0 259 1 OK Nicotine
05110800003967 22 0132 1 12 0 1.82 1 OK Nicotine
05110800003968 22 0132 1 24 0 0.706 1 OK Nicotine
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Nicotine in Human Plasma (K:EDTA)

Celerion Study AAY9122-01

Table 6 Summary of Reassay for Analytical Reasons

Run Reason Sample

ID Name

I Fail AA99122-01 05110800000017 0002 THS 2.2 P1 PRE DAY /Day 1 0h -15m PL-1
| Fail AA99122-01 05110800000018 0002 THS 2.2 P1 T1 DAY / Day 1 0Oh 2m PL-1
I AAR/Fail AA99122-01 05110800000019 0002 THS 2.2 P1 T2 DAYl / Day 1 Oh 4m PL-1
1 AAR/Fail AA99122-01 05110800000020 0002 THS 2.2 P1 T3 DAY1 / Day 1 Oh 6m PL-1
1 AAR/Fail AA99122-01 05110800000021 0002 THS 2.2 P1 T4 DAY/ Day 1 Oh 8m PL-1
| AAR/Fail AA99122-01 05110800000022 0002 THS 2.2 P1 T5 DAY1 / Day | Oh 10m PL-1
I AAR/Fail AA99122-01 05110800000023 0002 THS 2.2 P1 T6 DAY1/ Day 1 Oh 15m PL-1
| Fail AA99122-01 05110800000024 0002 THS 2.2 P1 T7 DAY1 /Day 1 Oh 30m PL-1
| Fail AA99122-01 05110800000025 0002 THS 2.2 P1 T8 DAY / Day 1 Oh 45m PL-1
l Fail AA99122-01 05110800000026 0002 THS 2.2 P1 T9 DAY1/Day 1 1h Om PL-1
| Fail AA99122-01 05110800000027 0002 THS 2.2 P1 T10 DAY1 / Day 1 2h Om PL-1
| Fail AA99122-01 05110800000028 0002 THS 2.2 P1 T11 DAY/ Day 1 4h Om PL-1
1 Fail AA99122-01 05110800000029 0002 THS 2.2 P1 T12 DAY / Day 1 6h Om PL-1
1 Fail AA99122-01 05110800000030 0002 THS 2.2 P1 T13 DAY1 /Day 1 9h Om PL-1
| Fail AA99122-01 05110800000031 0002 THS 2.2 P1 T14 DAY1/Day 1 12h Om PL-1
I Fail AA99122-01 05110800000032 0002 THS 2.2 P1 T15 DAY / Day | 24h Om PL-1
I Fail AA99122-01 05110800000001 0002 CC P2 PRE DAY3 / Day 3 Oh -15m PL-1
1 Fail AA99122-01 05110800000002 0002 CC P2 T1 DAY3 / Day 3 Oh 2m PL-1

1 AAR/Fail AA99122-01 05110800000003 0002 CC P2 T2 DAY3 / Day 3 Oh 4m PL-1

1 AAR/Fail AA99122-01 05110800000004 0002 CC P2 T3 DAY3/ Day 3 Oh 6m PL-1

I AAR/Fail AA99122-01 05110800000005 0002 CC P2 T4 DAY3 / Day 3 Oh 8m PL-1

I AAR/Fail AA99122-01 05110800000006 0002 CC P2 TS DAY3/ Day 3 Oh 10m PL-1

I Fail AA99122-01 05110800000007 0002 CC P2 T6 DAY3 / Day 3 Oh 15m PL-1

1 Fail AA99122-01 05110800000008 0002 CC P2 T7 DAY3 / Day 3 Oh 30m PL-1

1 Fail AA99122-01 05110800000009 0002 CC P2 T8 DAY3 / Day 3 Oh 45m PL-1

1 Fail AA99122-01 05110800000010 0002 CC P2 T9 DAY3/ Day 3 1h Om PL-1

| Fail AA99122-01 05110800000011 0002 CC P2 T10 DAY3 / Day 3 2h Om PL-1

| Fail AA99122-01 05110800000012 0002 CC P2 T11 DAY3 / Day 3 4h Om PL-1

| Fail AA99122-01 05110800000013 0002 CC P2 T12 DAY3/ Day 3 6h Om PL-1

1 Fail AA99122-01 05110800000014 0002 CC P2 T13 DAY3/ Day 3 9h Om PL-1

| Fail AA99122-01 05110800000015 0002 CC P2 T14 DAY3 / Day 3 12h Om PL-1

1 Fail AA99122-01 05110800000016 0002 CC P2 T15 DAY3 / Day 3 24h Om PL-1

1 Fail AA99122-01 05110800000081 0004 THS 2.2 P1 PRE DAY / Day 1 Oh -15m PL-1
1 Fail AA99122-01 05110800000082 0004 THS 2.2 P1 T1 DAY1/ Day 1 Oh 2m PL-1
1 Fail AA99122-01 05110800000083 0004 THS 2.2 P1 T2 DAY/ Day | Oh 4m PL-1
1 Fail AA99122-01 05110800000084 0004 THS 2.2 P1 T3 DAY/ Day 1 Oh 6m PL-1
1 Fail AA99122-01 05110800000085 0004 THS 2.2 P1 T4 DAY/ Day 1 Oh 8m PL-1
1 Fail AA99122-01 05110800000086 0004 THS 2.2 P1 TS5 DAY/ Day 1 Oh 10m PL-1
1 Fail AA99122-01 05110800000087 0004 THS 2.2 P1 T6 DAY1/ Day [ Oh 15m PL-1
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AA99122-01 05110800000088 0004 THS 2.2 P1 T7 DAY/ Day 1 0Oh 30m PL-1
AA99122-01 05110800000089 0004 THS 2.2 P1 T8 DAY/ Day | Oh 45m PL-1
AA99122-01 05110800000090 0004 THS 2.2 P1 T9 DAY/ Day 1 1h Om PL-1
AA99122-01 05110800000091 0004 THS 2.2 P1 T10 DAY1/ Day [ 2h Om PL-1
AA99122-01 05110800000092 0004 THS 2.2 P1 T11 DAY/ Day 1 4h Om PL-1
AA99122-01 05110800000093 0004 THS 2.2 P1 T12 DAY1/Day | 6h Om PL-1
AA99122-01 05110800000094 0004 THS 2.2 P1 T13 DAY1/ Day 1 h Om PL-1
AA99122-01 05110800000095 0004 THS 2.2 P1 T14 DAY1/ Day 1 12h Om PL-1
AA99122-01 05110800000096 0004 THS 2.2 P1 T15 DAY1/ Day 1 24h Om PL-1
AA99122-01 05110800000065 0004 NRT gum P2 PRE DAY3 / Day 3 Oh -15m PL-1
AA99122-01 05110800000066 0004 NRT gum P2 T1 DAY3 / Day 3 Oh 10m PL-1
AA99122-01 05110800000067 0004 NRT gum P2 T2 DAY3 / Day 3 Oh 20m PL-1
AA99122-01 05110800000068 0004 NRT gum P2 T3 DAY3 / Day 3 Oh 25m PL-1
AA99122-01 05110800000069 0004 NRT gum P2 T4 DAY3 / Day 3 Oh 30m PL-1
AA99122-01 05110800000070 0004 NRT gum P2 TS DAY3 / Day 3 Oh 35m PL-1
AA99122-01 05110800000071 0004 NRT gum P2 T6 DAY3 / Day 3 Oh 40m PL-1
AA99122-01 05110800000072 0004 NRT gum P2 T7 DAY3 / Day 3 Oh 45m PL-1
AA99122-01 05110800000073 0004 NRT gum P2 T8 DAY3 / Day 3 1h Om PL-1
AA99122-01 05110800000074 0004 NRT gum P2 T9 DAY3 / Day 3 2h Om PL-1
AA99122-01 05110800000075 0004 NRT gum P2 T10 DAY3 / Day 3 3h Om PL-1
AA99122-01 05110800000076 0004 NRT gum P2 T11 DAY3 / Day 3 4h Om PL-1
AA99122-01 05110800000077 0004 NRT gum P2 T12 DAY3 / Day 3 6h Om PL-1
AA99122-01 05110800000078 0004 NRT gum P2 T13 DAY3 / Day 3 9h Om PL-1
AA99122-01 05110800000079 0004 NRT gum P2 T14 DAY3 / Day 3 12h Om PL-1
AA99122-01 05110800000080 0004 NRT gum P2 T15 DAY3 / Day 3 24h Om PL-1
AA99122-01 05110800000145 0005 THS 2.2 P1 PRE DAY1 / Day 1 Oh -15m PL-1
AA99122-01 05110800000146 0005 THS 2.2 P1 T1 DAY1/ Day [ Oh 2m PL-1
AA99122-01 05110800000147 0005 THS 2.2 P1 T2 DAY!1 / Day 1 Oh 4m PL-1
AA99122-01 05110800000148 0005 THS 2.2 P1 T3 DAY1/ Day I Oh 6m PL-1
AA99122-01 05110800000149 0005 THS 2.2 P1 T4 DAY1/ Day 1 Oh 8m PL-1
AA99122-01 05110800000150 0005 THS 2.2 P1 TS DAY1/Day | Oh 10m PL-1
AA99122-01 05110800000151 0005 THS 2.2 P1 T6 DAY1 /Day 1 Oh 15m PL-1
AA99122-01 05110800000152 0005 THS 2.2 P1 T7 DAY1 / Day 1 Oh 30m PL-1
AAS9122-01 05110800000153 0005 THS 2.2 P1 T8 DAY / Day 1 Oh 45m PL-1
AA99122-01 05110800000154 0005 THS 2.2 P1 T9 DAY1/ Day 1 1h Om PL-1
AA99122-01 05110800000155 0005 THS 2.2 P1 T10 DAY/ Day 1 2h Om PL-1
AA99122-01 05110800000156 0005 THS 2.2 P1 T11 DAY1/ Day 1 4h Om PL-1
AA99122-01 05110800000157 0005 THS 2.2 P1 T12 DAY1/ Day 1 6h Om PL-1
AA99122-01 05110800000158 0005 THS 2.2 P1 T13 DAY1/ Day 1 9h Om PL-1
AA99122-01 05110800000159 0005 THS 2.2 P1 T14 DAY/ Day 1 12h Om PL-1
AA99122-01 05110800000160 0005 THS 2.2 P1 T15 DAY/ Day 1 24h Om PL-1
AA99122-01 05110800000129 0005 CC P2 PRE DAY3 / Day 3 Oh -15m PL-1
AA99122-01 05110800000130 0005 CC P2 T1 DAY3 / Day 3 Oh 2m PL-1
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AA99122-01 05110800000131 0005 CC P2 T2 DAY3/ Day 3 Oh 4m PL-|
AA99122-01 05110800000132 0005 CC P2 T3 DAY3/ Day 3 Oh 6m PL-1
AA99122-01 05110800000133 0005 CC P2 T4 DAY3/ Day 3 Oh 8m PL-1
AA99122-01 05110800000134 0005 CC P2 T5 DAY3 / Day 3 Oh 10m PL-1
AA99122-01 05110800000135 0005 CC P2 T6é DAY3/ Day 3 Oh 15m PL-1
AA99122-01 05110800000136 0005 CC P2 T7 DAY3 / Day 3 Oh 30m PL-1
AA99122-01 05110800000137 0005 CC P2 T8 DAY3 / Day 3 Oh 45m PL-1
AA99122-01 05110800000138 0005 CC P2 T9 DAY3/ Day 3 Ih Om PL-1
AA99122-01 05110800000139 0005 CC P2 T10 DAY3 / Day 3 2h Om PL-1
AA99122-01 05110800000140 0005 CC P2 T11 DAY3 / Day 3 4h Om PL-1
AA99122-01 05110800000141 0005 CC P2 T12 DAY3/ Day 3 6h Om PL-1
AA99122-01 051 10800000142 0005 CC P2 T13 DAY3 / Day 3 h Om PL-1
AA99122-01 05110800000143 0005 CC P2 T14 DAY3 / Day 3 12h Om PL-1
AA99122-01 05110800000144 0005 CC P2 T15 DAY3 / Day 3 24h Om PL-1
AA99122-01 05110800000049 0010 CC P1 PRE DAY1/Day 1 Oh -15m PL-1
AA99122-01 05110800000050 0010 CC P1 T1 DAY1/ Day I Oh 2m PL-1
AA99122-01 05110800000051 0010 CC P1 T2 DAY/ Day 1 Oh 4m PL-1
AA99122-01 05110800000052 0010 CC P1 T3 DAY1/ Day 1 Oh 6m PL-1
AA99122-01 05110800000053 0010 CC P1 T4 DAYl / Day 1 Oh 8m PL-1
AA99122-01 05110800000054 0010 CC P1 T5 DAY1 /Day 1 0h 10m PL-1
AA99122-01 05110800000055 0010 CC P1 T6 DAY1/ Day 1 Oh 15m PL-1
AA99122-01 05110800000056 0010 CC P1 T7 DAY1/Day 1 Oh 30m PL-1
AA99122-01 05110800000057 0010 CC P1 T8 DAY/ Day 1 Oh 45m PL-1
AA99122-01 05110800000058 0010 CC P1 T9 DAY1/ Day 1 1h Om PL-1
AA99122-01 05110800000059 0010 CC P1 T10 DAY/ Day 1 2h Om PL-1
AA99122-01 05110800000060 0010 CC P1 Tt1 DAY/ Day 1 4h Om PL-1
AA99122-01 05110800000061 0010 CC P1 T12 DAY/ Day 1 6h Om PL-1
AA99122-01 05110800000062 0010 CC P1 TI13 DAYl / Day 1 9h Om PL-1
AA99122-01 05110800000063 0010 CC P1 T14 DAY1 /Day 1 12h Om PL-1
AA99122-01 05110800000064 0010 CC P1 T15 DAY1 / Day 1 24h Om PL-1
AA99122-01 05110800000033 0010 THS 2.2 P2 PRE DAY3 / Day 3 Oh -15m PL-1
AA99122-01 05110800000034 0010 THS 2.2 P2 T1 DAY3 / Day 3 Oh 2m PL-1
AA99122-01 05110800000035 0010 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
AA99122-01 05110800000036 0010 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
AA99122-01 05110800000037 0010 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
AA99122-01 05110800000038 0010 THS 2.2 P2 TS DAY3 / Day 3 Oh 10m PL-1
AA99122-01 05110800000039 0010 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-1
AA99122-01 05110800000040 0010 THS 2.2 P2 T7 DAY3 / Day 3 Oh 30m PL-1
AA99122-01 05110800000041 0010 THS 2.2 P2 T8 DAY3 / Day 3 Oh 45m PL-1
AA99122-01 05110800000042 0010 THS 2.2 P2 T9 DAY3 / Day 3 Lh Om PL-1
AA99122-01 05110800000043 0010 THS 2.2 P2 T10 DAY3 / Day 3 2h Om PL-1
AA99122-01 05110800000044 0010 THS 2.2 P2 T11 DAY3 / Day 3 4h Om PL-1
AA99122-01 05110800000045 0010 THS 2.2 P2 T12 DAY3 / Day 3 6h Om PL-1
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AA99122-01 05110800000046 0010 THS 2.2 P2 T13 DAY3 / Day 3 h Om PL-1
AA99122-01 05110800000047 0010 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
AA99122-01 05110800000048 0010 THS 2.2 P2 T15 DAY3 / Day 3 24h Om PL-1
AA99122-01 05110800001009 0073 CC P1 PRE DAY1/ Day 1 Oh -15m PL-1
AA99122-01 05110800001010 0073 CC P1 T1 DAY1/ Day 1 Oh 2m PL-1
AA99122-01 0511080000101t 0073 CC P1 T2 DAYl / Day 1 Oh 4m PL-1
AA99122-01 05110800001012 0073 CC P1 T3 DAY/ Day | Oh 6m PL-1
AA99122-01 05110800001013 0073 CC P1 T4 DAY1/ Day 1 Oh 8m PL-1
AA99122-01 05110800001014 0073 CC P1 T5 DAY/ Day 1 Oh 10m PL-1
AA99122-01 05110800001015 0073 CC P1 T6 DAY/ Day I Oh 15m PL-1
AA99122-01 05110800001016 0073 CC P1 T7 DAY/ Day 1 Oh 30m PL-1
AA99122-01 05110800001017 0073 CC P1 T8 DAY/ Day 1 Oh 45m PL-1
AA99122-01 05110800001018 0073 CC P1 T9 DAY/ Day 1 lh Om PL-1
AA99122-01 05110800001019 0073 CC P1 T10 DAY/ Day 1 2h Om PL-1
AA99122-01 05110800001020 0073 CC P1 T11 DAY/ Day 1 4h Om PL-1
AA99122-01 05110800001021 0073 CC P1 T12 DAY/ Day 1 6h Om PL-1
AA99122-01 05110800001022 0073 CC P1 T13 DAY/ Day 1 $h Om PL-1
AA99122-01 05110800001023 0073 CC P1 T14 DAY/ Day I 12h Om PL-1
AA99122-01 05110800001024 0073 CC P1 T15 DAY1 / Day 1 24h Om PL-1
AA99122-01 05110800000372 0013 CC P1 T3 DAY1/ Day 1 Oh 6m PL-1
AA99122-01 05110800000373 0013 CC P1 T4 DAY1 / Day | Oh 8m PL-1
AA99122-01 05110800000374 0013 CC P1 TS DAY/ Day 1 Oh 10m PL-1
AA99122-01 05110800000355 0013 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
AA99122-01 05110800000356 0013 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
AA99122-01 05110800000357 0013 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
AA99122-01 05110800000358 0013 THS 2.2 P2 TS DAY3 / Day 3 Oh 10m PL-1
AA99122-01 05110800000359 0013 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-1
AA99122-01 05110800000360 0013 THS 2.2 P2 T7 DAY3 / Day 3 Oh 30m PL-1
AA99122-01 05110800000594 0018 THS 2.2 P1 T1 DAY/ Day 1 Oh 2m PL-1
AA99122-01 05110800000595 0018 THS 2.2 P1 T2 DAYl / Day 1 Oh 4m PL-1
AA99122-01 05110800000596 0018 THS 2.2 P1 T3 DAY1/ Day 1 Oh 6m PL-1
AA99122-01 05110800000597 0018 THS 2.2 P1 T4 DAY/ Day 1 Oh 8m PL-1
AA99122-01 05110800000598 0018 THS 2.2 P1 TS5 DAY1/ Day 1 Oh 10m PL-I
AA99122-01 05110800000599 0018 THS 2.2 P1 T6 DAY1 / Day 1 Oh 15m PL-1
AA99122-01 05110800000499 0043 CC P1 T2 DAY/ Day 1 0h 4m PL-1
AA99122-01 05110800000500 0043 CC P1 T3 DAY/ Day 1 0h 6m PL-1
AA99122-01 05110800000501 0043 CC P1 T4 DAY/ Day 1 Oh 8m PL-1
AA99122-01 05110800000485 0043 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
AA99122-01 05110800000486 0043 THS 2.2 P2 TS DAY3 / Day 3 Oh 10m PL-1
AA99122-01 05110800000276 0045 THS 2.2 P1 T3 DAY1/ Day 1 Oh 6m PL-1
AA99122-01 05110800000277 0045 THS 2.2 PI T4 DAY/ Day 1 Oh 8m PL-1
AA99122-01 05110800000278 0045 THS 2.2 P1 T5 DAY1/ Day 1 Ch 10m PL-1
AA99122-01 05110800000259 0045 CC P2 T2 DAY3 / Day 3 Ch 4m PL-1
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5 AAR AA99122-01 05110800000260 0045 CC P2 T3 DAY3 / Day 3 Oh 6m PL-1

5 AAR AA99122-01 05110800000261 0045 CC P2 T4 DAY3 / Day 3 Oh 8m PL-1

3 AAR AA99122-01 05110800000262 0045 CC P2 TS DAY3 / Day 3 Oh 10m PL-1

5 AAR AA99122-01 05110800000307 0049 THS 2.2 P1 T2 DAY1 / Day 1 Oh 4m PL-1
5 AAR AA99122-01 05110800000308 0049 THS 2.2 P1 T3 DAY / Day 1 Oh 6m PL-1
5 AAR AA99122-01 05110800000296 0049 CC P2 T7 DAY3 / Day 3 Oh 30m PL-1

5 AAR AA99122-01 05110800000532 0050 CC P1 T3 DAY/ Day [ Oh 6m PL-1

) AAR AA99122-01 05110800000515 0050 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
5 AAR AA99122-01 05110800000516 0050 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
5 AAR AA99122-01 05110800000517 0050 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-I
6 AAR AA99122-01 05110800000343 0052 THS 2.2 P1 T6 DAY/ Day 1 Oh 15m PL-1
6 AAR AA99122-01 05110800001176 0063 NRT gum P1 T7 DAY/ Day 1 Oh 45m PL-1
7 AAR AA99122-01 05110800001075 0061 THS 2.2 P1 T2 DAY / Day 1 Oh 4m PL-1
7 AAR AA99122-01 05110800000739 0066 CC P2 T2 DAY3/ Day 3 Oh 4m PL-1

7 AAR AA99122-01 05110800000740 0066 CC P2 T3 DAY3 / Day 3 Oh 6m PL-1

7 AAR AA99122-01 05110800000741 0066 CC P2 T4 DAY3 / Day 3 Oh 8m PL-1

i AAR AA99122-01 05110800000742 0066 CC P2 TS DAY3 / Day 3 Oh 10m PL-1

& AAR AA99122-01 05110800000743 D066 CC P2 T6 DAY3 / Day 3 Oh 15m PL-1

7 DCU AA99122-01 05110800000684 0022 THS 2.2 P2 T11 DAY3 / Day 3 4h Om PL-1
7 DCU AA99122-01 05110800000685 0022 THS 2.2 P2 T12 DAY3 / Day 3 6h Om PL-1
7 DCU AA99122-01 05110800000686 0022 THS 2.2 P2 T13 DAY3 / Day 3 9h Om PL-1
7 DCU AA99122-01 05110800000687 0022 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
7 DCU AA99122-01 05110800000688 0022 THS 2.2 P2 T15 DAY3 / Day 3 24h Om PL-1
8 AAR AA99122-01 05110800000179 0024 THS 2.2 P1 T2 DAY1 / Day 1 Oh 4m PL-1
8 AAR AA99122-01 05110800000180 0024 THS 2.2 P1 T3 DAY / Day | Oh 6m PL-1
8 AAR AA99122-01 05110800000181 0024 THS 2.2 P1 T4 DAY /Day 1 Oh 8m PL-1
8 AAR AA99122-01 05110800000182 0024 THS 2.2 P1 T5 DAY1/Day | Oh 10m PL-1
8 AAR AA99122-01 05110800000163 0024 CC P2 T2 DAY3 / Day 3 Oh 4m PL-1

8 AAR AA99122-01 05110800000164 0024 CC P2 T3 DAY3 / Day 3 Oh 6m PL-1

8 AAR AA99122-01 05110800000165 0024 CC P2 T4 DAY3 / Day 3 Oh 8m PL-1

8 AAR AA99122-01 05110800000403 0025 CC P1 T2 DAY/ Day 1 Oh 4m PL-1

8 AAR AA99122-01 05110800000404 0025 CC P1 T3 DAY/ Day 1 Oh 6m PL-1

8 AAR AA99122-01 05110800000405 0025 CC P1 T4 DAY / Day 1 Oh 8m PL-1

8 AAR AA99122-01 05110800000406 0025 CC P1 T5 DAYl / Day 1 Oh 10m PL-1

8 AAR AA99122-01 05110800000407 0025 CC P1 T6 DAY/ Day 1 Oh 15m PL-1

8 AAR AA99122-01 05110800000387 0025 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
8 AAR AA99122-01 05110800000388 0025 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
8 AAR AA99122-01 05110800000389 0025 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
8 AAR AA99122-01 05110800000390 0025 THS 2.2 P2 T5 DAY3 / Day 3 Oh 10m PL-1
8 AAR AA99122-01 05110800000211 0027 THS 2.2 P1 T2 DAY1/Day | Oh 4m PL-1
8 AAR AA99122-01 05110800000212 0027 THS 2.2 P1 T3 DAY/ Day | Oh 6m PL-1
8 AAR AA99122-01 05110800000213 0027 THS 2.2 P1 T4 DAY / Day 1 Oh 8m PL-1
8 AAR AA99122-01 05110800000214 0027 THS 2.2 P1 T5 DAY1/ Day 1 Oh 10m PL-1

Page 102 - Confidential



Nicotine in Human Plasma (K:EDTA)

Celerion Study AA99122-01

Run Reason Sample

ID Name

8 AAR AA99122-01 05110800000196 0027 CC P2 T3 DAY3 / Day 3 Oh 6m PL-1

8 AAR AA99122-01 05110800000197 0027 CC P2 T4 DAY3 / Day 3 Oh 8m PL-1

8 AAR AA99122-01 05110800000198 0027 CC P2 TS DAY3/ Day 3 Oh 10m PL-1

8 AAR AA99122-01 05110800000437 0031 CCP1 T4 DAY/ Day 1 Oh 8m PL-1

8 AAR AA99122-01 05110800000438 0031 CC P1 TS DAYl / Day 1 Oh 10m PL-1

8 AAR AA99122-01 05110800000439 0031 CC P1 T6 DAY/ Day 1 Oh 15m PL-1

8 AAR AA99122-01 05110800000420 0031 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
8 AAR AA99122-01 05110800000421 0031 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
8 AAR AA99122-01 05110800000422 0031 THS 2.2 P2 T5 DAY3 / Day 3 Oh 10m PL-1
8 AAR AA99122-01 05110800000423 0031 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-1
9 AAR AA99122-01 05110800000627 0036 THS 2.2 P1 T2 DAY/ Day 1 Oh 4m PL-1
9 AAR AA99122-01 05110800000628 0036 THS 2.2 P1 T3 DAY1 / Day 1 Oh 6m PL-1
9 AAR AA99122-01 05110800000629 0036 THS 2.2 P1 T4 DAY1 / Day | Oh 8m PL-1
9 AAR AA99122-01 05110800000630 0036 THS 2.2 P1 T5S DAY/ Day 1 Oh 10m PL-1
9 AAR AA99122-01 05110800000242 0039 THS 2.2 P1 T1 DAY/ Day 1 Oh 2m PL-1
9 AAR AA99122-01 05110800000243 0039 THS 2.2 P1 T2 DAY / Day 1 Oh 4m PL-1
9 AAR AA99122-01 05110800000244 0039 THS 2.2 P1 T3 DAY1 /Day 1 Oh 6m PL-1
9 AAR AA99122-01 05110800000245 0039 THS 2.2 P1 T4 DAY / Day 1 Oh 8m PL-1
9 AAR AA99122-01 05110800000246 0039 THS 2.2 P1 T5 DAY / Day 1 Oh 10m PL-1
10 AAR AA99122-01 05110800000149 0005 THS 2.2 P1 T4 DAY1 / Day 1 Oh 8m PL-1
10 AAR AA99122-01 05110800000054 0010 CC P1 T5 DAY1/ Day 1 0h 10m PL-1
10 UISR AA99122-01 05110800000055 0010 CC P1 T6 DAY1/ Day 1 Ch 15m PL-1
11 AAR AA99122-01 05110800000946 0067 CC P1 T1 DAY1/ Day I 0h 2m PL-1

11 AAR AA99122-01 05110800000947 0067 CC P1 T2 DAY1/ Day 1 Oh 4m PL-1

11 AAR AA99122-01 05110800000948 0067 CC P1 T3 DAY 1/ Day | Oh ém PL-1

11 AAR AA99122-01 05110800000949 0067 CC P1 T4 DAY/ Day 1 Oh 8m PL-1

11 AAR AA99122-01 05110800000950 0067 CC P1 T5 DAY1/ Day 1 Oh 10m PL-1
11 AAR AA99122-01 05110800000951 0067 CC Pl T6 DAY1/Day 1 Oh 15m PL-1
11 AAR AA99122-01 05110800000952 0067 CC P1 T7 DAY1/ Day 1 Oh 30m PL-1
11 AAR AA99122-01 05110800000953 0067 CC P1 T8 DAY1/ Day 1 Oh 45m PL-1
11 AAR AA99122-01 0510800000979 0070 CC P1 T2 DAY / Day 1 Oh 4m PL-1

11 AAR AA99122-01 05110800000980 0070 CC P1 T3 DAY/ Day 1 Oh 6m PL-1

11 AAR AA99122-01 05110800000787 0071 THS 2.2 P1 T2 DAY1 / Day 1 Oh 4m PL-1
11 AAR AA99122-01 05110800000819 0074 THS 2.2 P1 T2 DAY1/ Day 1 Oh 4m PL-1
11 AAR AA99122-01 05110800000821 0074 THS 2.2 P1 T4 DAY1/Day 1 Oh 8m PL-1
11 AAR AA99122-01 05110800000822 0074 THS 2.2 P1 T5 DAY / Day 1 Oh 10m PL-1
11 AAR AA99122-01 05110800000823 0074 THS 2.2 P1 T6 DAY1/ Day 1 Oh 15m PL-1
11 AAR AA99122-01 05110800000824 0074 THS 2.2 PI T7 DAY/ Day 1 Oh 30m PL-1
11 AAR AA99122-01 05110800000825 0074 THS 2.2 P1 T8 DAY/ Day 1 Oh 45m PL-1
11 AAR AA99122-01 05110800000802 0074 CC P2 Tl DAY3 / Day 3 Oh 2m PL-1

11 AAR AA99122-01 05110800000803 0074 CC P2 T2 DAY3/ Day 3 Oh 4m PL-1

11 AAR AA99122-01 05110800000804 0074 CC P2 T3 DAY3/ Day 3 Oh 6m PL-1

12 AAR AA99122-01 05110800001042 0075 CC P1 T1 DAY1/ Day 1 Oh 2m PL-1
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12 AAR AA99122-01 05110800001043 0075 CC P1 T2 DAY1/ Day 1 Oh 4m PL-1

12 AAR AA99122-01 05110800001044 0075 CC P1 T3 DAY/ Day 1 Oh 6m PL-1

12 AAR AA99122-01 05110800001045 0075 CC P1 T4 DAY/ Day | Oh 8m PL-1

12 AAR AA99122-01 05110800001046 0075 CC PI TS DAY/ Day 1 Oh 10m PL-1
12 AAR AA99122-01 05110800000883 0082 THS 2.2 P1 T2 DAY/ Day | Oh 4m PL-1
12 AAR AA99122-01 05110800000884 0082 THS 2.2 P1 T3 DAY / Day 1 Oh 6m PL-1
12 AAR AA99122-01 05110800000885 0082 THS 2.2 P1 T4 DAY / Day 1 Oh 8m PL-1
12 AAR AA99122-01 05110800000886 0082 THS 2.2 P1 T5 DAY1/ Day 1 Oh 10m PL-1
12 AAR AA99122-01 05110800000887 0082 THS 2.2 P1 T6 DAY/ Day 1 Oh 15m PL-1
12 AAR AA99122-01 05110800000866 0082 CC P2 T1 DAY3 / Day 3 Oh 2m PL-1

12 AAR AA99122-01 05110800000867 0082 CC P2 T2 DAY3 / Day 3 Oh 4m PL-1

12 AAR AA99122-01 05110800000868 0082 CC P2 T3 DAY3 / Day 3 Oh 6m PL-1

12 AAR AA99122-01 05110800000869 0082 CC P2 T4 DAY3 / Day 3 Oh 8m PL-1

14 AAR AA99122-01 05110800002867 0093 CC P1 T2 DAY/ Day | Oh 4m PL-1

14 AAR AA99122-01 05110800002868 0093 CC P1 T3 DAYl / Day 1 Oh 6m PL-1

14 AAR AA99122-01 05110800003059 0095 THS 2.2 P1 T2 DAY / Day 1 Oh 4m PL-1
14 AAR AA99122-01 05110800002547 0097 THS 2.2 P1 T2 DAY1/ Day 1 Oh 4m PL-1
14 AAR AA99122-01 05110800002515 0097 CC P2 T2 DAY3 / Day 3 Oh 4m PL-1

14 AAR AA99122-01 05110800002930 0102 CC P1 T1 DAY1/Day 1 Oh 2m PL-1

14 AAR AA99122-01 05110800002931 0102 CC P1 T2 DAY/ Day 1 Oh 4m PL-1

14 AAR AA99122-01 5110800002932 0102 CC P1 T3 DAY1/ Day 1 Oh 6m PL-1

14 AAR AA99122-01 05110800002933 0102 CC P1 T4 DAY 1/ Day 1 Oh 8m PL-1

14 AAR AA99122-01 05110800002934 0102 CC P1 T5 DAY/ Day 1 Oh 10m PL-1
14 AAR AA99122-01 05110800002898 0102 THS 2.2 P2 T1 DAY3 / Day 3 Oh 2m PL-1
14 AAR AA99122-01 05110800002899 0102 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
14 AAR AA99122-01 05110800002900 0102 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
14 AAR AA99122-01 05110800002901 0102 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
14 AAR AA99122-01 05110800002902 0102 THS 2.2 P2 T5 DAY3 / Day 3 Oh 10m PL-1
14 AAR AA99122-01 05110800002903 0102 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-1
14 AAR AA99122-01 05110800002904 0102 THS 2.2 P2 T7 DAY3 / Day 3 Oh 30m PL-1
14 AAR AA99122-01 05110800002905 0102 THS 2.2 P2 T8 DAY3 / Day 3 Oh 45m PL-1
14 AAR AA99122-01 05110800002906 0102 THS 2.2 P2 T9 DAY3 / Day 3 1h Om PL-1
14 AAR AA99122-01 05110800002907 0102 THS 2.2 P2 T10 DAY3 / Day 3 2h Om PL-1
16 AAR AA99122-01 05110800003828 0123 THS 2.2 P1 T3 DAY/ Day 1 Oh 6m PL-1
16 AAR AA99122-01 05110800003186 0128 THS 2.2 P1 T1 DAY1 / Day 1 Oh 2m PL-1
16 AAR AA99122-01 05110800003187 0128 THS 2.2 P1 T2 DAY/ Day 1 Oh 4m PL-1
16 AAR AA99122-01 05110800003188 0128 THS 2.2 P1 T3 DAY1/ Day 1 Ch 6m PL-1
16 AAR AA99122-01 05110800003189 0128 THS 2.2 P1 T4 DAY / Day 1 Oh 8m PL-1
16 AAR AA99122-01 05110800003190 0128 THS 2.2 P1 TS DAY1/Day | Oh 10m PL-1
16 AAR AA99122-01 05110800003191 0128 THS 2.2 P1 T6 DAY / Day 1 Oh 15m PL-1
16 AAR AA99122-01 05110800003192 0128 THS 2.2 P1 T7 DAY/ Day 1 Oh 30m PL-1
16 AAR AA99122-01 05110800003194 0128 THS 2.2 P1 T9 DAY/ Day 1 1h Om PL-1
17 Fail AA99122-01 05110800003953 0132 NRT gum Pl PRE DAY1 / Day 1 Oh -15m PL-1
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17 FFail AA99122-01 05110800003954 0132 NRT gum P1 T1 DAY 1/ Day 1 Oh 10m PL-1
17 Fail AA99122-01 05110800003955 0132 NRT gum P1 T2 DAY /Day 1 Oh 20m PL-1
17 Fail AA99122-01 05110800003956 0132 NRT gum P1 T3 DAY /Day 1 Oh 25m PL-1
17 Iail AA99122-01 05110800003957 0132 NRT gum P1 T4 DAY / Day 1 Oh 30m PL-1
17 Fail AA99122-01 05110800003958 0132 NRT gum P1 T5 DAY /Day 1 Oh 35m PL-1
17 Fail AA99122-01 05110800003959 0132 NRT gum P1 T6 DAY1 /Day 1 Oh 40m PL-1
17 Fail AA99122-01 05110800003960 0132 NRT gum P1 T7 DAY/ Day 1 Oh 45m PL-1
17 Fail AA99122-01 05110800003961 0132 NRT gum P1 T8 DAY /Day 1 1h Om PL-1
17 Fail AA99122-01 05110800003962 0132 NRT gum P1 T9 DAY1/Day 1 2h Om PL-1
17 Fail AA99122-01 05110800003963 0132 NRT gum P1 T10 DAYl / Day | 3h Om PL-1
17 Fail AA99122-01 05110800003964 0132 NRT gum P1 T11 DAY/ Day 1 4h Om PL-1
17 Fail AA99122-01 05110800003965 0132 NRT gum P1 T12 DAY/ Day 1 6h Om PL-1
17 Fail AA99122-01 05110800003966 0132 NRT gum P1 T13 DAY1 /Day 1 9h Om PL-1
17 Fail AA99122-01 05110800003967 0132 NRT gum P1 T14 DAY/ Day 1 12h Om PL-1
17 Fail AA99122-01 05110800003968 0132 NRT gum P1 T15 DAY/ Day 1 24h Om PL-1
17 LSR/Fail AA99122-01 05110800003921 0132 THS 2.2 P2 PRE DAY3 / Day 3 Oh -15m PL-1
17 Fail AA99122-01 05110800003922 0132 THS 2.2 P2 T1 DAY3 / Day 3 Oh 2m PL-1
17 Fail AA99122-01 05110800003923 0132 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
17 Fail AA99122-01 05110800003924 0132 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
17 Fail AA99122-01 05110800003925 0132 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
17 Fail AA99122-01 05110800003926 0132 THS 2.2 P2 T5 DAY3 / Day 3 Oh 10m PL-1
17 AAR/Fail AA99122-01 05110800003927 0132 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-1
17 Fail AA99122-01 05110800003928 0132 THS 2.2 P2 T7 DAY3 / Day 3 Oh 30m PL-1
17 Fail AA99122-01 05110800003929 0132 THS 2.2 P2 T8 DAY3 / Day 3 Oh 45m PL-1
17 Fail AA99122-01 05110800003930 0132 THS 2.2 P2 T9 DAY3 / Day 3 1h Om PL-1
i Fail AA99122-01 05110800003931 0132 THS 2.2 P2 T10 DAY3 / Day 3 2h Om PL-1
17 Fail AA99122-01 05110800003932 0132 THS 2.2 P2 T11 DAY3 / Day 3 4h Om PL-1
17 Fail AA99122-01 05110800003933 0132 THS 2.2 P2 T12 DAY3 / Day 3 6h Om PL-1
17 Fail AA99122-01 05110800003934 0132 THS 2.2 P2 T13 DAY3 / Day 3 %h Om PL-1
17 Fail AA99122-01 05110800003935 0132 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
17 LSR/Fail AA99122-01 05110800003936 0132 THS 2.2 P2 T15 DAY3 / Day 3 24h Om PL-1
17 LSR/Fail AA99122-01 05110800003249 0134 THS 2.2 P1 PRE DAY /Day [ Oh -15m PL-1
17 LSR/Fail AA99122-01 05110800003250 0134 THS 2.2 P1 T1 DAY1/ Day 1 Oh 2m PL-1
17 Fail AA99122-01 05110800003251 0134 THS 2.2 P1 T2 DAY/ Day 1 Oh 4m PL-1
17 Fail AA99122-01 05110800003252 0134 THS 2.2 P1 T3 DAY / Day 1 Oh 6m PL-1
17 Fail AA99122-01 05110800003253 0134 THS 2.2 P1 T4 DAYl / Day 1 Oh 8m PL-1
17 Fail AA99122-01 05110800003254 0134 THS 2.2 P1 TS DAY/ Day 1 Oh 10m PL-1
17 Fail AA99122-01 05110800003255 0134 THS 2.2 P1 T6 DAY/ Day 1 Oh 15m PL-1
17 IFail AA99122-01 05110800003256 0134 THS 2.2 P1 T7 DAY/ Day 1 Oh 30m PL-1
17 Fail AA99122-01 05110800003257 0134 THS 2.2 P1 T8 DAY/ Day 1 Oh 45m PL.-1
17 Fail AA99122-01 05110800003258 0134 THS 2.2 P1 T9 DAY/ Day 1 1h Om PL-1
17 Fail AA99122-01 05110800003259 0134 THS 2.2 P1 T10 DAY / Day 1 2h Om PL-1
17 Iail AA99122-01 05110800003260 0134 THS 2.2 P1 T11 DAY/ Day 1 4h Om PL-1
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17 Fail AA99122-01 05110800003261 0134 THS 2.2 P1 T12 DAY/ Day | 6h Om PL-1
17 Fail AA99122-01 05110800003262 0134 THS 2.2 P1 T13 DAY1/Day | Sh Om PL-1
17 Fail AA99122-01 05110800003263 0134 THS 2.2 P1 T14 DAY/ Day 1 12h Om PL-1
17 LSR/Fail AA99122-01 05110800003264 0134 THS 2.2 P1 T15 DAY/ Day | 24h Om PL-1
17 LSR/Fail AA99122-01 05110800003217 0134 CC P2 PRE DAY3 / Day 3 Oh -15m PL-1
17 Fail AA99122-01 05110800003218 0134 CC P2 T1 DAY3/ Day 3 Oh 2m PL-1

17 Fail AA99122-01 05110800003219 0134 CC P2 T2 DAY3 / Day 3 0h 4m PL-1

17 Fail AA99122-01 05110800003220 0134 CC P2 T3 DAY3/ Day 3 Oh 6m PL-1

17 Fail AA99122-01 05110800003221 0134 CC P2 T4 DAY 3/ Day 3 Oh 8m PL-1

17 Fail AA99122-01 05110800003222 0134 CC P2 TS5 DAY3 / Day 3 Oh 10m PL-1
17 Fail AA99122-01 05110800003223 0134 CC P2 T6 DAY3/ Day 3 Oh 15m PL-1
17 Fail AA99122-01 05110800003224 0134 CC P2 T7 DAY3 / Day 3 Oh 30m PL-1
17 Fail AA99122-01 05110800003225 0134 CC P2 T8 DAY3 / Day 3 Oh 45m PL-1
17 Fail AA99122-01 05110800003226 0134 CC P2 T9 DAY3/ Day 3 1h Om PL-1

17 Fail AA99122-01 05110800003227 0134 CC P2 T10 DAY3 / Day 3 2h Om PL-1
17 Fail AA99122-01 05110800003228 0134 CC P2 T11 DAY3/ Day 3 4h Om PL-1
17 Fail AA99122-01 5110800003229 0134 CC P2 T12 DAY3 / Day 3 6h Om PL-1
17 Fail AA99122-01 05110800003230 0134 CC P2 T13 DAY3/ Day 3 9h Om PL-1
17 LSR/Fail AA99122-01 05110800003231 0134 CC P2 T14 DAY3/ Day 3 12h Om PL-1
17 LSR/Fail AA99122-01 05110800003232 0134 CC P2 T15 DAY3/ Day 3 24h Om PL-1
17 Fail AA99122-01 05110800003569 0135 CC P1 PRE DAY/ Day 1 Oh -15m PL-1
17 AAR/Fail AA99122-01 05110800003570 0135 CC P1 T1 DAY/ Day 1 Oh 2m PL-1

17 AAR/Fail AA99122-01 05110800003571 0135 CC P1 T2 DAY1/ Day | Oh 4m PL-1

17 AAR/Fail AA99122-01 05110800003572 0135 CC P1 T3 DAY'1/ Day 1 0h 6m PL-1

17 AAR/Fail AA99122-01 05110800003573 0135 CC P1 T4 DAYl / Day 1 0Oh 8m PL-1

17 AAR/Fail AA99122-01 05110800003574 0135 CC P1 TS DAY1/ Day 1 Oh 10m PL-1
17 AAR/Fail AA99122-01 05110800003575 0135 CC P1 T6 DAY/ Day | Oh 15m PL-1
17 AAR/Fail AA99122-01 05110800003576 0135 CC P1 T7 DAY/ Day 1 Oh 30m PL-1
17 AAR/Fail AA99122-01 05110800003577 0135 CC P1 T8 DAY / Day 1 Oh 45m PL-1
17 AAR/Fail AA99122-01 05110800003578 0135 CC P1 T9 DAY1/Day 1 1h Om PL-1

17 Fail AA99122-01 05110800003579 0135 CC P1 T10 DAY/ Day | 2h Om PL-1
17 Fail AA99122-01 05110800003580 0135 CC P1 T11 DAY/ Day 1 4h Om PL-1
17 Fail AA99122-01 05110800003581 0135 CC P1 T12 DAY/ Day | 6h Om PL-1
17 Fail AA99122-01 05110800003582 0135 CC P1 T13 DAY1/ Day 1 9h Om PL-1
17 Fail AA99122-01 05110800003583 0135 CC P1 T14 DAY / Day | 12h Om PL-1
17 Fail AA99122-01 05110800003584 0135 CC P1 T15 DAY1 / Day 1 24h Om PL-1
17 LSR/Fail AA99122-01 05110800003537 0135 THS 2.2 P2 PRE DAY3 / Day 3 Oh -15m PL-1
17 AAR/Fail AA99122-01 05110800003538 0135 THS 2.2 P2 T1 DAY3 / Day 3 Oh 2m PL-1
17 AAR/Fail AA99122-01 05110800003539 0135 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
17 AAR/Fail AA99122-01 05110800003540 0135 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
17 AAR/Fail AA99122-01 05110800003541 0135 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
2 AAR/Fail AA99122-01 05110800003542 0135 THS 2.2 P2 TS DAY3 / Day 3 Oh 10m PL-1
17 AAR/Fail AA99122-01 05110800003543 0135 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-1
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17 AAR/Fail AA99122-01 05110800003544 0135 THS 2.2 P2 T7 DAY3 / Day 3 Oh 30m PL-1
17 Fail AA99122-01 05110800003545 0135 THS 2.2 P2 T8 DAY3 / Day 3 Oh 45m PL-1
17 Fail AA99122-01 05110800003546 0135 THS 2.2 P2 T9 DAY3 / Day 3 1h Om PL-1
17 Fail AA99122-01 05110800003547 0135 THS 2.2 P2 T10 DAY3 / Day 3 2h Om PL-1
17 Fail AA99122-01 05110800003548 0135 THS 2.2 P2 T11 DAY3 / Day 3 4h Om PL-1
17 Fail AA99122-01 05110800003549 0135 THS 2.2 P2 T12 DAY3 / Day 3 6h Om PL-1
17 Fail AA99122-01 05110800003550 0135 THS 2.2 P2 T13 DAY3 / Day 3 9h Om PL-1
17 Fail AA99122-01 05110800003551 0135 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
17 Fail AA99122-01 05110800003552 0135 THS 2.2 P2 T15 DAY3 / Day 3 24h Om PL-1
17 LSR/Fail AA99122-01 05110800003313 0136 THS 2.2 P1 PRE DAY/ Day 1 Oh -15m PL-1
17 Fail AA99122-01 05110800003314 0136 THS 2.2 P1 T1 DAY1 / Day 1 0h 2m PL-I
17 Fail AA99122-01 05110800003315 0136 THS 2.2 P1 T2 DAY1/ Day | Oh 4m PL-1
17 Fail AA99122-01 05110800003316 0136 THS 2.2 P1 T3 DAY1 / Day 1 Oh 6m PL-1
17 Fail AA99122-01 05110800003317 0136 THS 2.2 P1 T4 DAY1/ Day 1 Oh 8m PL-1
17 Fail AA99122-01 05110800003318 0136 THS 2.2 P1 TS DAY/ Day 1 Oh 10m PL-1
17 Fail AA99122-01 05110800003319 0136 THS 2.2 P1 T6 DAY / Day 1 Oh 15m PL-1
17 Fail AA99122-01 05110800003320 0136 THS 2.2 P1 T7 DAY1/ Day 1 0h 30m PL-1
17 Fail AA99122-01 05110800003321 0136 THS 2.2 P1 T8 DAY1 / Day | Oh 45m PL-1
17 Fail AA99122-01 05110800003322 0136 THS 2.2 P1 T9 DAY1 /Day 1 1h Om PL-1
I7 Fail AA99122-01 05110800003323 0136 THS 2.2 P1 T10 DAY/ Day | 2h Om PL-1
17 Fail AA99122-01 05110800003324 0136 THS 2.2 P1 T11 DAY/ Day 1 4h Om PL-1
17 Fail AA99122-01 05110800003325 0136 THS 2.2 P1 T12 DAY/ Day | 6h Om PL-1
17 LSR/Fail AA99122-01 05110800003326 0136 THS 2.2 P1 T13 DAY1/ Day | 9h Om PL-1
17 LSR/Fail AA99122-01 05110800003327 0136 THS 2.2 P1 T14 DAY /Day 1 12h Om PL-1
17 LSR/Fail AA99122-01 05110800003328 0136 THS 2.2 P1 T15 DAY1/ Day 1 24h Om PL-1
17 LSR/Fail AA99122-01 05110800003281 0136 CC P2 PRE DAY3/ Day 3 Oh -15m PL-1
17 LSR/Fail AA99122-01 05110800003282 0136 CC P2 T1 DAY3/ Day 3 Oh 2m PL-1

17 Fail AA99122-01 05110800003283 0136 CC P2 T2 DAY3 / Day 3 Oh 4m PL-1

17 Fail AA99122-01 05110800003284 0136 CC P2 T3 DAY3 / Day 3 Oh 6m PL-1

17 Fail AA99122-01 05110800003285 0136 CC P2 T4 DAY3/ Day 3 Oh 8m PL-1

17 Fail AA99122-01 05110800003286 0136 CC P2 TS DAY3/ Day 3 Oh 10m PL-1

17 Fail AA99122-01 05110800003287 0136 CC P2 T6 DAY3 / Day 3 Oh 15m PL-1

17 Fail AA99122-01 05110800003288 0136 CC P2 T7 DAY3 / Day 3 Oh 30m PL-1
17 Fail AA99122-01 05110800003289 0136 CC P2 T8 DAY3 / Day 3 Oh 45m PL-1

17 Fail AA99122-01 05110800003290 0136 CC P2 T9 DAY3/ Day 3 1h Om PL-1

17 Fail AA99122-01 05110800003291 0136 CC P2 T10 DAY3 / Day 3 2h Om PL-1

17 LSR/Fail AA99122-01 05110800003292 0136 CC P2 T11 DAY3 / Day 3 4h Om PL-1

17 LSR AA99122-01 05110800003293 0136 CC P2 T12 DAY3 / Day 3 6h Om PL-1

17 LSR AA99122-01 05110800003294 0136 CC P2 T13 DAY3 / Day 3 Sh Om PL-1

17 LSR AA99122-01 05110800003295 0136 CC P2 T14 DAY3 / Day 3 12h Om PL-1
17 LSR AA99122-01 05110800003296 0136 CC P2 T15 DAY3 / Day 3 24h Om PL-!
18 AAR AA99122-01 05110800003702 0140 CC P1 T5 DAY1/Day 1 Oh 10m PL-1

18 AAR AA99122-01 05110800003703 0140 CC P1 T6 DAY1/Day 1 Oh 15m PL-1
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18 AAR AA99122-01 05110800003704 0140 CC PI T7 DAY/ Day 1 Oh 30m PL-1

18 AAR AA99122-01 05110800003705 0140 CC P1 T8 DAY / Day 1 Oh 45m PL-1

18 AAR AA99122-01 05110800003706 0140 CC P1 T9 DAY 1/ Day 1 1h Om PL-1

18 AAR AA99122-01 05110800003707 0140 CC P1 T10 DAY/ Day | 2h Om PL-1

20 Fail AA99122-01 05110800001233 0083 NRT gum Pt PRE DAY /Day 1 Oh -15m PL-1
20 Fail AA99122-01 05110800001234 0083 NRT gum P1 T1 DAY/ Day 1 Oh 10m PL-1
20 Fail AA99122-01 05110800001235 0083 NRT gum P1 T2 DAY / Day 1 Oh 20m PL-1
20 Fail AA99122-01 05110800001236 0083 NRT gum P1 T3 DAY/ Day | Oh 25m PL-1
20 Fail AA99122-01 05110800001237 0083 NRT gum P1 T4 DAY / Day | Oh 30m PL-1
20 Fail AA99122-01 05110800001238 0083 NRT gum P1 T5 DAY 1/ Day | Oh 35m PL-1
20 Fail AA99122-01 05110800001239 0083 NRT gum P1 T6 DAY / Day 1 Oh 40m PL-1
20 Iail AAS9122-01 05110800001240 0083 NRT gum P1 T7 DAY/ Day 1 Oh 45m PL-1
20 AAR/Fail AA99122-01 05110800001241 0083 NRT gum P1 T8 DAY1/Day | 1h Om PL-1
20 Fail AA99122-01 05110800001242 0083 NRT gum P1 T9 DAY /Day 1 2h Om PL-1
20 Fail AA99122-01 05110800001243 0083 NRT gum P1 T10 DAY / Day 1 3h Om PL-1
20 Fail AA99122-01 05110800001244 0083 NRT gum P1 T11 DAY / Day 1 4h Om PL-1
20 Fail AA99122-01 05110800001245 0083 NRT gum P1 T12 DAY / Day 1 6h Om PL-1
20 Fail AA99122-01 05110800001246 0083 NRT gum P1 T13 DAY1/ Day 1 9h Om PL-1
20 Fail AA99122-01 05110800001247 0083 NRT gum P1 T14 DAY1 /Day 1 12h Om PL-1
20 Fail AA99122-01 05110800001248 0083 NRT gum P1 T15 DAY/ Day | 24h Om PL-1
20 Fail AA99122-01 05110800001217 0083 THS 2.2 P2 PRE DAY3 / Day 3 Oh -15m PL-1
20 Fail AA99122-01 05110800001218 0083 THS 2.2 P2 T1 DAY3 / Day 3 Oh 2m PL-1
20 Fail AA99122-01 05110800001219 0083 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
20 Fail AA99122-01 05110800001220 0083 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
20 IFail AA99122-01 05110800001221 0083 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
20 Fail AA99122-01 05110800001222 0083 THS 2.2 P2 T5 DAY3 / Day 3 Oh 10m PL-1
20 Fail AA99122-01 05110800001223 0083 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-1
20 Fail AA99122-01 05110800001224 0083 THS 2.2 P2 T7 DAY3 / Day 3 Oh 30m PL-1
20 Fail AA99122-01 05110800001225 0083 THS 2.2 P2 T8 DAY3 / Day 3 Oh 45m PL-1
20 Fail AA99122-01 05110800001226 0083 THS 2.2 P2 T9 DAY3 / Day 3 th Om PL-1
20 Fail AA99122-01 05110800001227 0083 THS 2.2 P2 T10 DAY3 / Day 3 2h Om PL-1
20 Fail AA99122-01 05110800001228 0083 THS 2.2 P2 T11 DAY3 / Day 3 4h Om PL-1
20 Fail AA99122-01 05110800001229 0083 THS 2.2 P2 T12 DAY3 / Day 3 6h Om PL-1
20 Fail AA99122-01 05110800001230 0083 THS 2.2 P2 T13 DAY3 / Day 3 9h Om PL-1
20 Fail AA99122-01 05110800001231 0083 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
20 Fail AA99122-01 05110800001232 0083 THS 2.2 P2 T15 DAY3 / Day 3 24h Om PL-1
20 Fail AA99122-01 05110800000913 0084 THS 2.2 P1 PRE DAY/ Day 1 Oh -15m PL-1
20 Iail AA99122-01 05110800000914 0084 THS 2.2 P1 T1 DAY/ Day | Oh 2m PL-1
20 Fail AA99122-01 05110800000915 0084 THS 2.2 P1 T2 DAY / Day 1 Oh 4m PL-1
20 Fail AA99122-01 05110800000916 0084 THS 2.2 P1 T3 DAY1/ Day | Oh 6m PL-1
20 Fail AA99122-01 05110800000917 0084 THS 2.2 P1 T4 DAY1 / Day | Oh 8m PL-1
20 Fail AA99122-01 05110800000918 0084 THS 2.2 P1 T5 DAY / Day | Oh 10m PL-1
20 Fail AA99122-01 05110800000919 0084 THS 2.2 P1 T6 DAY1/ Day 1 Oh 15m PL-1
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20 Iail AA99122-01 05110800000920 0084 THS 2.2 P1 T7 DAY1 / Day 1 Oh 30m PL-1
20 Fail AA99122-01 05110800000921 0084 THS 2.2 P1 T8 DAY / Day 1 Oh 45m PL-1
20 Fail AA99122-01 05110800000922 0084 THS 2.2 P1 T9 DAY/ Day 1 1h Om PL-1
20 Fail AA99122-01 05110800000923 0084 THS 2.2 P1 T10 DAY1/ Day 1 2h Om PL-1
20 Fail AA99122-01 05110800000924 0084 THS 2.2 P1 T11 DAY/ Day 1 4h Om PL-1
20 Fail AA99122-01 05110800000925 0084 THS 2.2 P1 T12 DAY / Day 1 6h Om PL-1
20 Fail AA99122-01 05110800000926 0084 THS 2.2 P1 T13 DAY/ Day 1 9h Om PL-1
20 AAR/Fail AA99122-01 05110800000927 0084 THS 2.2 P1 T14 DAY /Day 1 12h Om PL-1
20 Fail AA99122-01 05110800000928 0084 THS 2.2 P1 TI15 DAY/ Day 1 24h Om PL-1
20 Fail AA99122-01 05110800000897 0084 CC P2 PRE DAY3 / Day 3 Oh -15m PL-1
20 Fail AA99122-01 05110800000898 0084 CC P2 T1 DAY3 / Day 3 Oh 2m PL-1

20 Fail AA99122-01 05110800000899 0084 CC P2 T2 DAY3 / Day 3 Oh 4m PL-1

20 Fail AA99122-01 05110800000900 0084 CC P2 T3 DAY3 / Day 3 Oh 6m PL-1
20 Fail AA99122-01 05110800000901 0084 CC P2 T4 DAY3/ Day 3 Oh 8m PL-1

20 AAR/Fail AA99122-01 05110800000902 0084 CC P2 TS5 DAY3 / Day 3 Oh 10m PL-1
20 Fail AA99122-01 051 10800000903 0084 CC P2 T6 DAY3 / Day 3 Oh 15m PL-1
20 Fail AA99122-01 05110800000904 0084 CC P2 T7 DAY3 / Day 3 Oh 30m PL-1
20 Fail AA99122-01 05110800000905 0084 CC P2 T8 DAY3 / Day 3 Oh 45m PL-1
20 Fail AA99122-01 05110800000906 0084 CC P2 T9 DAY3 / Day 3 1h Om PL-1
20 Fail AA99122-01 05110800000907 0084 CC P2 T10 DAY3 / Day 3 2h Om PL-1
20 Fail AA99122-01 05110800000908 0084 CC P2 T11 DAY3 / Day 3 4h Om PL-1
20 Fail AA99122-01 05110800000909 0084 CC P2 T12 DAY3 / Day 3 6h Om PL-1
20 Fail AA99122-01 05110800000910 0084 CC P2 T13 DAY3 / Day 3 9h Om PL-1
20 Fail AA99122-01 05110800000911 0084 CC P2 T14 DAY3 / Day 3 12h Om PL-1
20 Fail AA99122-01 05110800000912 0084 CC P2 T15 DAY3 / Day 3 24h Om PL-1
20 Fail AA99122-01 05110800002737 0089 CC P1 PRE DAY/ Day 1 Oh -15m PL-1
20 Fail AA99122-01 05110800002738 0089 CC P1 T1 DAY/ Day 1 Oh 2m PL-1
20 Fail AA99122-01 05110800002739 0089 CC P1 T2 DAY1/ Day 1 Oh 4m PL-1
20 Fail AA99122-01 05110800002740 0089 CC P1 T3 DAY/ Day 1 Oh 6m PL-1
20 Fail AA99122-01 05110800002741 0089 CC P1 T4 DAYl / Day 1 Oh 8m PL-1
20 Fail AA99122-01 05110800002742 0089 CC P1 TS DAY/ Day 1 Oh 10m PL-1
20 Fail AA99122-01 05110800002743 0089 CC P1 T6 DAY/ Day 1 Oh 15m PL-1
20 Fail AA99122-01 05110800002744 0089 CC P1 T7 DAY1/ Day 1 Oh 30m PL.-1
20 Fail AA99122-01 05110800002745 0089 CC P1 T8 DAY1/ Day | Oh 45m PL-1
20 Fail AA99122-01 05110800002746 0089 CC P1 T9 DAY/ Day 1 1h Om PL-1
20 Fail AA99122-01 05110800002747 0089 CC P1 T10 DAY1/ Day 1 2h Om PL-1
20 Fail AA99122-01 05110800002748 0089 CC P1 T11 DAY/ Day 1 4h Om PL-1
20 Fail AA99122-01 05110800002749 0089 CC P1 T12 DAY / Day 1 6h Om PL-1
20 Fail AA99122-01 05110800002750 0089 CC P1 T13 DAY /Day 1 9h Om PL-I
20 Fail AA99122-01 05110800002751 0089 CC P1 T14 DAY/ Day 1 12h Om PL-1
20 Fail AA99122-01 05110800002752 0089 CC P1 T15 DAY1/Day 1 24h Om PL-1
20 Fail AA99122-01 05110800002705 0089 THS 2.2 P2 PRE DAY3 / Day 3 Oh -15m PL-1
20 Fail AA99122-01 05110800002706 0089 THS 2.2 P2 T1 DAY3 / Day 3 Oh 2m PL-1
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20 AAR/Fail AA99122-01 05110800002707 0089 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
20 AAR/Fail AA99122-01 05110800002708 0089 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
20 AAR/Fail AA99122-01 05110800002709 0089 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
20 AAR/Fail AA99122-01 05110800002710 0089 THS 2.2 P2 TS DAY3 / Day 3 Oh 10m PL-1
20 AAR/Fail AA99122-01 05110800002711 0089 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-1
20 AAR/Fail AA99122-01 05110800002712 0089 THS 2.2 P2 T7 DAY3 / Day 3 Oh 30m PL-1
20 AAR/Fail AA99122-01 05110800002713 0089 THS 2.2 P2 T8 DAY3 / Day 3 Oh 45m PL-1
20 AAR/Fail AA99122-01 05110800002714 0089 THS 2.2 P2 T9 DAY3 / Day 3 1h Om PL-1
20 Fail AA99122-01 05110800002715 0089 THS 2.2 P2 T10 DAY3 / Day 3 2h Om PL-1
20 Fail AA99122-01 05110800002716 0089 THS 2.2 P2 T11 DAY3 / Day 3 4h Om PL-1
20 Fail AA99122-01 05110800002717 0089 THS 2.2 P2 T12 DAY3 / Day 3 6h Om PL-1
20 Fail AA99122-01 05110800002718 0089 THS 2.2 P2 T13 DAY3 / Day 3 Sh Om PL-1
20 Fail AA99122-01 05110800002719 0089 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
20 Fail AA99122-01 05110800002720 0089 THS 2.2 P2 T15 DAY3 / Day 3 24h Om PL-1
20 Fail AA99122-01 05110800002801 0090 CC P1 PRE DAY/ Day 1 Oh -15m PL-1
20 Fail AA99122-01 05110800002802 0090 CC P1 T1 DAYl / Day 1 Oh 2m PL-1

20 Fail AA99122-01 05110800002803 0090 CC P1 T2 DAY1/ Day 1 Oh 4m PL-1
20 Fail AA99122-01 05110800002804 0090 CC P1 T3 DAY/ Day 1 Oh 6m PL-1
20 Fail AA99122-01 05110800002805 0090 CC P1 T4 DAY1/ Day 1 Oh 8m PL-1

20 Fail AA99122-01 05110800002806 0090 CC P1 TS DAYl / Day 1 0h 10m PL-1
20 Fail AA99122-01 05110800002807 0090 CC P1 T6 DAY/ Day 1 Oh 15m PL-1
20 Fail AA99122-01 05110800002808 0090 CC P1 T7 DAY/ Day 1 Oh 30m PL-1
20 Fail AA99122-01 05110800002809 0090 CC P1 T8 DAYl / Day 1 Oh 45m PL-1
20 Fail AA99122-01 05110800002810 0090 CC P1 T9 DAY1/Day 1 lh Om PL-1

20 Fail AA99122-01 05110800002811 0090 CC P1 T10 DAY1/Day 1 2h Om PL-1
20 Fail AA99122-01 05110800002812 0090 CC P1 T11 DAY/ Day 1 4h Om PL-1
20 Fail AA99122-01 05110800002813 0090 CC P1 T12 DAY1/ Day 1 6h Om PL-1
20 Fail AA99122-01 05110800002814 0090 CC P1 T13 DAY/ Day 1 9h Om PL-1
20 Fail AA99122-01 05110800002815 0090 CC P1 T14 DAY/ Day 1 12h Om PL-I
20 Fail AA99122-01 05110800002816 0090 CC P1 T15 DAY/ Day 1 24h Om PL-1
20 Fail AA99122-01 05110800002769 0090 THS 2.2 P2 PRE DAY3 / Day 3 Oh -15m PL-1
20 Fail AA99122-01 05110800002770 0090 THS 2.2 P2 T1 DAY3 / Day 3 Oh 2m PL-1
20 Fail AA99122-01 05110800002771 0090 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
20 Fail AA99122-01 05110800002772 0090 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
20 Fail AA99122-01 05110800002773 0090 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
20 Fail AA99122-01 05110800002774 0090 THS 2.2 P2 TS DAY3 / Day 3 Ch 10m PL-1
20 Fail AA99122-01 05110800002775 0090 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-I
20 Fail AA99122-01 05110800002776 0090 THS 2.2 P2 T7 DAY3 / Day 3 Oh 30m PL-1
20 Fail AA99122-01 05110800002777 0090 THS 2.2 P2 T8 DAY3 / Day 3 Oh 45m PL-1
20 Fail AA99122-01 05110800002778 0090 THS 2.2 P2 T9 DAY3 / Day 3 1h Om PL-1
20 Fail AA99122-01 05110800002779 0090 THS 2.2 P2 T10 DAY3 / Day 3 2h Om PL-1
20 Fail AA99122-01 05110800002780 0090 THS 2.2 P2 T11 DAY3 / Day 3 4h Om PL-1
20 Fail AA99122-01 05110800002781 0090 THS 2.2 P2 T12 DAY3 / Day 3 6h Om PL-1
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20 Fail AA99122-01 05110800002782 0090 THS 2.2 P2 T13 DAY3 / Day 3 9h Om PL-1
20 Fail AA99122-01 05110800002783 0090 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
20 Fail AA99122-01 05110800002784 0090 THS 2.2 P2 T15 DAY3 / Day 3 24h Om PL-1
21 AAR AA99122-01 05110800002995 0105 CC P1 T2 DAY/ Day 1 Oh 4m PL-1

21 AAR AA99122-01 05110800002996 0105 CC P1 T3 DAY1/ Day I 0Oh 6m PL-1

21 AAR AA99122-01 05110800002997 0105 CC P1 T4 DAY 1 / Day 1 Oh 8m PL-1

21 AAR AA99122-01 05110800002998 0105 CC P1 T5 DAY/ Day 1 Oh 10m PL-1
21 AAR AA99122-01 05110800002999 0105 CC P1 T6é DAYl / Day 1 Oh 15m PL-1
21 AAR AA99122-01 05110800002611 0107 THS 2.2 P1 T2 DAY1 /Day 1 Oh 4m PL-1
21 AAR AA99122-01 05110800002612 0107 THS 2.2 P1 T3 DAY / Day 1 Oh 6m PL-1
21 AAR AA99122-01 05110800002613 0107 THS 2.2 P1 T4 DAY / Day 1 Oh 8m PL-1
21 AAR AA99122-01 05110800002674 0113 THS 2.2 P1 T1 DAY1/ Day 1 0Oh 2m PL-1
21 AAR AA99122-01 05110800002675 0113 THS 2.2 P1 T2 DAY1 / Day 1 Oh 4m PL-1
21 AAR AA99122-01 05110800002676 0113 THS 2.2 P1 T3 DAY/ Day 1 Oh 6m PL-1
21 AAR AA99122-01 05110800002677 0113 THS 2.2 P1 T4 DAY1 / Day 1 Oh 8m PL-1
21 AAR AA99122-01 05110800002678 0113 THS 2.2 P1 T5 DAY1 /Day 1 Oh 10m PL-1
21 AAR AA99122-01 05110800002679 0113 THS 2.2 P1 T6 DAY1 / Day 1 Oh 15m PL-1
21 AAR AA99122-01 05110800002642 0113 CC P2 T1 DAY3/ Day 3 Oh 2m PL-1

21 AAR AA99122-01 05110800002643 0113 CC P2 T2 DAY3/ Day 3 Oh 4m PL-1

21 AAR AA99122-01 05110800002644 0113 CC P2 T3 DAY3 / Day 3 Oh é6m PL-1

21 AAR AA99122-01 05110800002645 0113 CC P2 T4 DAY3 / Day 3 Oh 8m PL-1

21 AAR AA99122-01 05110800002646 0113 CC P2 TS DAY3/ Day 3 Oh 10m PL-1
22 AAR AA99122-01 05110800003961 0132 NRT gum P1 T8 DAY1/Day | 1h Om PL-1
22 AAR AA99122-01 05110800003927 0132 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-1
22 AAR AA99122-01 05110800003570 0135 CC P1 Tl DAYI / Day 1 Oh 2m PL-1
22 AAR AA99122-01 05110800003571 0135 CC P1 T2 DAY/ Day 1 Oh 4m PL-1
22 AAR AA99122-01 05110800003572 0135 CC P1 T3 DAY/ Day | Oh 6m PL-1

22 AAR AA99122-01 05110800003573 0135 CC P1 T4 DAY1/ Day 1 Oh 8m PL-1

22 AAR AAS9122-01 05110800003574 0135 CC P1 T5 DAY [/ Day 1 Oh 10m PL-1
22 AAR AA99122-01 05110800003575 0135 CC P1 T6 DAY 1/ Day | Oh 15m PL-1
22 AAR AA99122-01 05110800003576 0135 CC P1 T7 DAY/ Day 1 Oh 30m PL-1
22 AAR AA99122-01 05110800003577 0135 CC P1 T8 DAYl / Day 1 Oh 45m PL-1
22 AAR AA99122-01 05110800003578 0135 CC P1 T9 DAY1/Day 1 lh Om PL-1
22 AAR AA99122-01 05110800003538 0135 THS 2.2 P2 T1 DAY3 / Day 3 Oh 2m PL-1
22 AAR AA99122-01 05110800003539 0135 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
22 AAR AA99122-01 05110800003540 0135 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
22 AAR AA99122-01 05110800003541 0135 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
22 AAR AA99122-01 05110800003542 0135 THS 2.2 P2 TS DAY3 / Day 3 Oh 10m PL-1I
22 AAR AA99122-01 05110800003543 0135 THS 2.2 P2 T6 DAY3 / Day 3 Oh 15m PL-1
22 AAR AA99122-01 05110800003544 0135 THS 2.2 P2 T7 DAY3 / Day 3 Oh 30m PL-1
22 AAR AA99122-01 05110800003546 0135 THS 2.2 P2 T9 DAY3 / Day 3 1h Om PL-1
26 LSR AA99122-01 05110800001121 0060 THS 2.2 P2 PRE DAY3 / Day 3 Oh -15m PL-1
26 AAR AA99122-01 05110800001123 0060 THS 2.2 P2 T2 DAY3 / Day 3 Oh 4m PL-1
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26 AAR AA99122-01 05110800001124 0060 THS 2.2 P2 T3 DAY3 / Day 3 Oh 6m PL-1
26 AAR AA99122-01 05110800001125 0060 THS 2.2 P2 T4 DAY3 / Day 3 Oh 8m PL-1
26 AAR AA99122-01 05110800001126 0060 THS 2.2 P2 T5 DAY3 / Day 3 Oh 10m PL-1
26 LSR AA99122-01 05110800001135 0060 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
26 LSR AA99122-01 05110800001153 0063 THS 2.2 P2 PRE DAY3 / Day 3 Oh -15m PL-1
26 LSR AA99122-01 05110800001167 0063 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
26 LSR AA99122-01 05110800001 168 0063 THS 2.2 P2 T15 DAY3/ Day 3 24h Om PL-1
26 LSR AA99122-01 05110800001185 0072 THS 2.2 P2 PRE DAY3 / Day 3 Oh -15m PL-1
26 LSR AA99122-01 05110800001197 0072 THS 2.2 P2 T12 DAY3 / Day 3 6h Om PL-1
26 LSR AA99122-01 05110800001198 0072 THS 2.2 P2 T13 DAY3 / Day 3 9h Om PL-1
26 LSR AA99122-01 05110800001199 0072 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
26 LSR AA99122-01 05110800001200 0072 THS 2.2 P2 T15 DAY3 / Day 3 24h Om PL-1
26 LSR AA99122-01 05110800000993 0073 THS 2.2 P2 PRE DAY3 / Day 3 Oh -15m PL-1
26 LSR AA99122-01 05110800001006 0073 THS 2.2 P2 T13 DAY3 / Day 3 9h Om PL-1
26 LSR AA99122-01 05110800001007 0073 THS 2.2 P2 T14 DAY3 / Day 3 12h Om PL-1
26 LSR AA99122-01 05110800001008 0073 THS 2.2 P2 T15 DAY3 / Day 3 24h Om PL-1
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Table 7 Incurred Sample Reproducibility Assessment
% of
Passing
Original Reassay Mean % ISR
Subject | Period Time Point Analyte  Units Value Value Value  Difference Reproducible? Event?  Samples
0002 2 Day 3 0h45m  Nicotine ng/mL 452 4.76 4.64 5.17 Pass No 97.1
0002 1 Day 1 Oh 6m Nicotine  ng/mL 16.2 16.8 16.5 3.64 Pass No
0002 1 Day 1 6h Om Nicotine  ng/mL 0.631 0.719 0.675 13.04 Pass No
0010 2 Day30h30m  Nicotine ng/mL 4.82 5.19 5.01 7.39 Pass No
0010 2 Day 3 Oh 6m Nicotine  ng/mL 17.6 17.4 17.5 1.14 Pass No
0010 1 Day 1 6h Om Nicotine ng/mL 0.646 0.653 0.650 1.08 Pass No
0004 2 Day30h10m  Nicotine ng/mL 0.670 0.736 0.703 9.39 Pass No
0004 2 Day 3 2h Om Nicotine ng/mL 1.61 1.60 1.61 0.62 Pass No
0004 1 Day 1 0h10m  Nicotine ng/mL 6.97 6.37 6.67 9.00 Pass No
0017 2 Day 30h 10m  Nicotine ng/mL 2.79 2.76 2,78 1.08 Pass No
0017 1 Day 1 0Oh30m  Nicotine ng/mL 8.92 9.46 9.19 5.88 Pass No
0017 1 Day 1 12hOm  Nicotine ng/mL 0.818 0.788 0.803 3.74 Pass No
0005 2 Day 3 0h30m  Nicotine ng/mL 7.78 6.34 7.06 20.40 Fail No
0005 2 Day 3 Oh 4m Nicotine ng/mL 30.5 27.8 29.2 925 Pass No
0005 1 Day | 4h Om Nicotine  ng/mL 1.32 1.42 1.37 7.30 Pass No
0024 2 Day 3 Oh 2m Nicotine  ng/mL 4.15 3.78 3.97 9.32 Pass No
0024 1 Day 1 Oh 6m Nicotine ng/mL 19.7 212 20.5 7.32 Pass No
0027 2 Day3 0h 10m  Nicotine ng/mL 15.8 13.6 14.7 14.97 Pass No
0027 2 Day3 12hOm  Nicotine ng/mL 1:27 1.22 1.25 4.00 Pass No
0027 1 Day 1 6h Om Nicotine  ng/mL 3.67 3.29 3.48 10.92 Pass No
0039 2 Day 3 Oh 4m Nicotine ng/mL 5.03 4.75 4.89 5.73 Pass No
0039 1 Day 1 Oh 6m Nicotine ng/mL 16.8 15.6 16.2 7.41 Pass No
0039 | Day 1 12h Om Nicotine  ng/mL 1.34 1.47 1.41 9.22 Pass No
0045 2 Day 3 Oh 2m Nicotine ng/mL 3.59 3.33 3.46 7.51 Pass No
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% of
Passing
Original Reassay Mean % ISR
Subject | Period Time Point Analyte  Units Value Value Value Difference Reproducible? Event? Samples
0045 2 Day 3 24h Om  Nicotine ng/mL 0.673 0.650 0.662 3.47 Pass No
0045 1 Day 1 Oh 6m Nicotine  ng/mL 21.1 18.7 19.9 12.06 Pass No
0049 1 Day 1 Oh45m  Nicotine ng/mL 5.79 5.59 5.69 3.51 Pass No
0049 1 Day 1 Oh 4m Nicotine  ng/mL 22.5 19.6 21.1 13.74 Pass No
0049 1 Day 1 12h Om  Nicotine ng/mL 0.628 0.642 0.635 220 Pass No
0052 2 Day 3 0h30m  Nicotine ng/mL 6.19 6.29 6.24 1.60 Pass No
0052 2 Day 3 12h Om  Nicotine ng/mL 0.773 0.827 0.800 6.75 Pass No
0052 1 Day 10h15m  Nicotine ng/mL 12.3 10.8 11.6 12,93 Pass No
0013 2 Day 3 0h45m  Nicotine ng/mL 9.29 8.82 9.06 219 Pass No
0013 2 Day 3 Oh 8m Nicotine ng/mL 29.7 26.6 28.2 10.99 Pass No
0013 1 Day 1 9h Om Nicotine  ng/mL 0.872 0.925 0.899 5.90 Pass No
0025 2 Day 3 Oh 6m Nicotine  ng/mL 26.1 237 249 9.64 Pass No
0025 2 Day 3 1h Om Nicotine  ng/mL 4.19 4.07 4.13 291 Pass No
0025 1 Day 1 9h Om Nicotine  ng/mL 0.658 0.673 0.666 2.25 Pass No
0031 2 Day 3 Oh 4m Nicotine  ng/mL 5.86 5.82 5.84 0.68 Pass No
0031 1 Day ] Oh 10m  Nicotine ng/mL 13.4 11.7 12.6 13.49 Pass No
0031 1 Day 1 6h Om Nicotine  ng/mL 1.27 1.25 1.26 1.59 Pass No
0040 1 Day 1 Oh 15m  Nicotine ng/mL 5.69 5.06 5.38 11.71 Pass No
0040 1 Day 1 Oh 6m Nicotine ng/mL 7.90 7.73 7.82 2.17 Pass No
0040 1 Day 1 24h Om  Nicotine ng/mL 0.603 0.622 0.613 3.10 Pass No
0043 2 Day3 0h 10m  Nicotine ng/mL 14.0 12.8 13.4 8.96 Pass No
0043 1 Day 1 0h 15m  Nicotine ng/mL 4.82 4.87 4.85 1.03 Pass No
0043 1 Day 1 Oh 6m Nicotine ng/mL 15.9 13.7 14.8 14.86 Pass No
0043 1 Day 1 6h Om Nicotine ng/mL 0.697 0.691 0.694 0.86 Pass No
0050 2 Day 3 Oh 4m Nicotine  ng/mL 16.0 14.8 154 7.79 Pass No
0050 2 Day 3 1h Om Nicotine  ng/mL 3.22 3.37 3.30 4.55 Pass No
0050 1 Day 1 6h Om Nicotine ng/mL 0.866 0.926 0.896 6.70 Pass No
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% of
Passing
Original Reassay Mean % ISR
Subject | Period Time Point Analyte  Units Value Value Value  Difference Reproducible? Event? Samples
0054 2 Day 3 Oh 15m Nicotine  ng/mL 8.24 8.15 8.20 1.10 Pass No
0054 2 Day 3 Oh 4m Nicotine ng/mL 4.19 4.27 4.23 1.89 Pass No
0054 2 Day 3 6h Om Nicotine  ng/mL 0.675 0.682 0.679 1.03 Pass No
0018 2 Day 3 Sh Om Nicotine ng/mL 0.845 0.878 0.862 3.83 Pass No
0018 1 Day 1 Oh 6m Nicotine  ng/mL 45.8 433 44.6 5.61 Pass No
0018 1 Day 1 1h Om Nicotine  ng/mL 7.47 129 7.38 244 Pass No
0036 2 Day30h10m  Nicotine ng/mL 0.697 0.682 0.690 217 Pass No
0036 1 Day 1 Oh 4m Nicotine ng/mL 23.7 21.2 225 11.11 Pass No
0036 1 Day 1 4h Om Nicotine  ng/mL 3.29 3.25 3.27 1.22 Pass No
0051 2 Day 3 3h Om Nicotine  ng/mL 3.07 3.08 3.08 0.32 Pass No
0051 1 Day 1 0h 10m  Nicotine ng/mL 9.97 9.98 9.98 0.10 Pass No
0051 1 Day 1 9h Om Nicotine  ng/mL 0.799 0.728 0.764 9.29 Pass No
0022 2 Day 3 0h 10m  Nicotine ng/mL 494 4.22 4.58 15.72 Pass No
0022 1 Day10h10m  Nicotine ng/mL 0.670 0.668 0.669 0.30 Pass No
0022 1 Day 1 0h25m  Nicotine ng/mL 2.58 2.57 2.58 0.39 Pass No
0035 2 Day 3 0h 15m  Nicotine ng/mL 9.07 9.51 9.29 4.74 Pass No
0035 1 Day 1 Oh 10m  Nicotine ng/mL 1.09 1.11 1.10 1.82 Pass No
0035 1 Day 1 2h Om Nicotine  ng/mL 2.16 2.35 2.26 8.41 Pass No
0066 2 Day 3 0h30m  Nicotine ng/mL 8.80 8.30 8.55 5.85 Pass No
0066 1 Day 1 2h Om Nicotine ng/mL 3.59 3.18 3.39 12.09 Pass No
0066 1 Day 1 6h Om Nicotine ng/mL 0.735 0.773 0.754 5.04 Pass No
0071 2 Day 3 Oh 8m Nicotine ng/mL 7.57 6.58 7.08 13.98 Pass No
0071 2 Day 3 4h Om Nicotine ng/mL 0.846 0.834 0.840 1.43 Pass No
0071 1 Day 1 Oh 4m Nicotine  ng/mL 14.1 12.9 13.5 8.89 Pass No
0074 2 Day 3 1h Om Nicotine  ng/mL 4.42 4.14 4.28 6.54 Pass No
0074 2 Day 3 9h Om Nicotine  ng/mL 0.825 0.849 0.837 2.87 Pass No
0074 1 Day 1 Oh 8m Nicotine nEmL 20.8 17.8 19.3 15.54 Pass No
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% of
Passing
Original Reassay Mean % ISR
Subject | Period Time Point Analyte  Units Value Value Value  Difference Reproducible? Event?  Samples
0076 1 Day 1 Oh 2m Nicotine  ng/mL 1.70 1.59 1.65 6.67 Pass No
0076 1 Day 1 Oh 6m Nicotine  ng/mL 7.92 7.07 7.50 11.33 Pass No
0076 1 Day 1 6h Om Nicotine  ng/mL 0.676 0.657 0.667 2.85 Pass No
0082 2 Day 30h 10m  Nicotine ng/mL 9.91 9.81 9.86 1.01 Pass No
0082 2 Day3 0h30m  Nicotine ng/mL 4.63 4.56 4.60 1.52 Pass No
0082 1 Day 1 4h Om Nicotine  ng/mL 0.764 0.773 0.769 1.17 Pass No
0067 2 Day 3 9h Om Nicotine  ng/mL 0.702 0.697 0.700 0.71 Pass No
0067 1 Day 1 Oh6m  Nicotine ng/mL 32.7 29.4 31.1 10.61 Pass No
0067 1 Day 1 2h Om Nicotine  ng/mL 7.74 7.69 7.72 0.65 Pass No
0070 1 Day 1 Oh 4m Nicotine  ng/mL 232 15.2 19.2 41.67 Fail No
0070 1 Day 1 2h Om Nicotine  ng/mL 4.07 3.85 3.96 5.56 Pass No
0070 1 Day 1 6h Om Nicotine  ng/mL 0.706 0.704 0.705 0.28 Pass No
0073 1 Day 1 Oh 8m Nicotine  ng/mL 5.33 5.22 5.28 2.08 Pass No
0073 1 Day 1 4h Om Nicotine  ng/mL 0.838 0.866 0.852 3.29 Pass No
0075 1 Day 1 0h30m  Nicotine ng/mL 8.24 7.59 192 8.21 Pass No
0075 1 Day 124h Om  Nicotine ng/mL 0.615 0.582 0.599 5.51 Pass No
0075 1 Day 1 6h Om Nicotine ng/mL 3.23 3.66 3.45 12.46 Pass No
0061 1 Day 1 Oh 6m Nicotine  ng/mL 9.84 9.84 9.84 0.00 Pass No
0061 1 Day 1 2h Om Nicotine  ng/mL 2.87 2.83 2.85 1.40 Pass No
0061 1 Day 1 4h Om Nicotine  ng/mL 0.796 0.747 0.772 6.35 Pass No
0078 2 Day 3 0h40m  Nicotine ng/mL 7.19 6.68 6.94 735 Pass No
0078 2 Day 3 1h Om Nicotine  ng/mL 4.85 5.02 4.94 3.44 Pass No
0078 2 Day 3 6h Om Nicotine ng/mL 0.622 0.632 0.627 1.59 Pass No
0060 1 Day 10h I0m  Nicotine ng/mL 2.66 249 2.38 6.59 Pass No
0060 1 Day 1 0h35m  Nicotine ng/mL 8.01 7.57 7.79 5.65 Pass No
0060 1 Day 1 6h Om Nicotine ng/mL 0.983 0.924 0.954 6.18 Pass No
0063 1 Day 1 0h45m __ Nicotine ng/mL 11.1 9.58 10.3 14.76 Pass No
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% of
Passing
Original Reassay Mean % ISR
Subject | Period Time Point Analyte  Units Value Value Value Difference Reproducible? Event? Samples
0063 1 Day 1 24h 0m  Nicotine ng/mL 0.608 0.634 0.621 4.19 Pass No
0063 1 Day 1 6h Om Nicotine  ng/mL 4.43 4.12 4.28 7.24 Pass No
0072 1 Day 1 Oh 10m  Nicotine ng/mL 0.660 0.654 0.657 0.91 Pass No
0072 1 Day 1 0h45m  Nicotine ng/mL 7.53 7.36 7.45 2.28 Pass No
0072 1 Day 1 2h Om Nicotine  ng/mL 4.56 4.58 4.57 0.44 Pass No
0097 2 Day 3 Oh 2m Nicotine  ng/mL 8.15 8.94 8.55 9.24 Pass No
0097 2 Day 3 4h Om Nicotine  ng/mL 0.663 0.640 0.652 3.53 Pass No
0097 1 Day 10h I0m  Nicotine ng/mL 4.25 4.71 4.48 10.27 Pass No
0107 2 Day 3 24h Om  Nicotine ng/mL 1.13 1.23 1.18 8.47 Pass No
0107 1 Day 1 0h 10m  Nicotine ng/mL 9.39 9.05 9.22 3.69 Pass No
0107 1 Day 1 0h45m  Nicotine ng/mL 4.59 4.53 4.56 1.32 Pass No
0113 2 Day30h15m  Nicotine ng/mL 8.55 8.86 8.71 3.56 Pass No
0113 2 Day 3 1h Om Nicotine  ng/mL 5.24 3.20 5.22 0.77 Pass No
0113 1 Day 1 6h Om Nicotine  ng/mL 0.811 0.785 0.798 3.26 Pass No
0093 1 Day 1 Oh 2m Nicotine ng/mL 9.03 9.24 9.14 2.30 Pass No
0093 1 Day 1 0h30m  Nicotine ng/mL 4.41 428 435 2.99 Pass No
0093 1 Day 1 4h Om Nicotine  ng/mL 0.915 0.950 0.933 3.75 Pass No
0102 2 Day 3 %h Om Nicotine  ng/mL 3.91 3.45 3.68 12.50 Pass No
0102 1 Day 10h 15m  Nicotine ng/mL 8.53 7.77 8.15 9.33 Pass No
0102 1 Day 124h Om  Nicotine ng/mL 0.754 0.776 0.765 2.88 Pass No
0105 2 Day 3 0h 15m  Nicotine ng/mL 9.33 8.76 9.05 6.30 Pass No
0105 2 Day 3 Oh 2m Nicotine  ng/mL 0.636 0.590 0.613 7.50 Pass No
0105 2 Day 3 2h Om Nicotine  ng/mL 3.78 3.64 3.71 3.77 Pass No
0095 2 Day 3 0h40m  Nicotine ng/mL 3.47 3.42 3.45 1.45 Pass No
0095 1 Day 1 Oh 6m Nicotine  ng/mL 8.90 8.19 8.55 8.30 Pass No
0095 1 Day 1 4h Om Nicotine  ng/mL 0.749 0.765 0.757 2.11 Pass No
0119 2 Dav 3 0h 30m Nicotine ﬁgme 4.63 4.18 4.41 10.20 Pass No
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% of
Passing
Original Reassay Mean % ISR

Subject | Period Time Point Analyte  Units Value Value Value  Difference Reproducible? Event?  Samples
0119 2 Day 3 6h Om Nicotine  ng/mL 0.870 0.922 0.896 5.80 Pass No

0119 1 Day 1 Oh 4m Nicotine ng/mL 7.50 7.02 7.26 6.61 Pass No

0128 2 Day 3 Oh 2m Nicotine ng/mL 6.69 6.01 6.35 10.71 Pass No

0128 2 Day 3 Oh 6m Nicotine  ng/mL 9.13 8.27 8.70 9.89 Pass No

0128 2 Day 3 12hOm  Nicotine  ng/mL 0.735 0.721 0.728 1.92 Pass No

0134 2 Day 3 2h Om Nicotine  ng/mL 2.69 2.69 2.69 0.00 Pass No

0134 2 Day 3 Sh Om Nicotine  ng/mL 0.624 0.639 0.632 2.37 Pass No

0134 1 Day 1 12h Om  Nicotine ng/mL 5.76 572 5.74 0.70 Pass No

0136 2 Day 3 Oh 30m Nicotine  ng/mL 2.14 2.03 2.09 5.26 Pass No

0136 2 Day 3 4h Om Nicotine  ng/mL 0.629 0.669 0.649 6.16 Pass No

0136 1 Day 1 Oh 15m  Nicotine ng/mL 4.80 4.72 4.76 1.68 Pass No

0142 2 Day 3 Oh 8m Nicotine  ng/mL 8.49 3.70 6.10 78.52 Fail Event

0142 1 Day 1 0h45m  Nicotine ng/mL 4.42 4.44 443 0.45 Pass No

0142 1 Day 1 12h Om  Nicotine ng/mL 0.644 0.656 0.650 1.85 Pass No

0148 2 Day3 0h 15m  Nicotine ng/mL 6.93 7.02 6.98 1.29 Pass No

0148 1 Day 1 1h Om Nicotine  ng/mL 3.80 335 3.58 12.57 Pass No

0148 1 Day 1 4h Om Nicotine  ng/mL 0.880 0.939 0.910 6.48 Pass No

0129 1 Day 1 Oh 30m Nicotine  ng/mL 1.97 1.59 1.78 21.35 Fail No

0129 1 Day 1 Oh 8m Nicotine  ng/mL 6.36 4,98 5.67 24.34 Fail No

0129 1 Day 1 4h Om Nicotine  ng/mL 0.788 0.826 0.807 471 Pass No

0135 2 Day 3 0h45m  Nicotine ng/mL 9.63 10.1 9.87 4.76 Pass No

0135 1 Day 1 Oh-15m  Nicotine ng/mL 0.814 0.796 0.805 2.24 Pass No

0135 1 Day 1 6h Om Nicotine  ng/mL 4,04 430 4.17 6.24 Pass No

0139 2 Day 3 1h Om Nicotine  ng/mL 37 3.60 3.66 3.01 Pass No

0139 2 Day 3 %h Om Nicotine  ng/mL 0.715 0.723 0.719 1.11 Pass No

0139 1 Day 1 Oh 8m Nicotine  ng/mL 9.54 9.39 9.47 1.58 Pass No

0140 2 Day 3 12h Om Nicotine nE!rnL 1.29 1.28 1.29 0.78 Pass No
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% of
Passing
Original Reassay Mean % ISR
Subject | Period Time Point Analyte  Units Value Value Value  Difference Reproducible? Event? Samples
0140 2 Day 3 2h Om Nicotine ng/mL 4.28 4.80 4.54 11.45 Pass No
0140 1 Day 1 Oh 8m Nicotine  ng/mL 10.0 9.75 9.88 2.53 Pass No
0123 2 Day 3 0h20m  Nicotine ng/mL 2.96 2.80 2.88 5.56 Pass No
0123 1 Day 1 Oh 8m Nicotine ng/mL 9.06 8.67 8.87 4.40 Pass No
0123 1 Day 1 6h Om Nicotine  ng/mL 0.826 0.800 0.813 3.20 Pass No
0120 2 Day 3 6h Om Nicotine ng/mL 0.721 0.732 0.727 1.51 Pass No
0120 1 Day 1 0h20m  Nicotine ng/mL 3.78 3.39 3.59 10.86 Pass No
0120 1 Day 1 1h Om Nicotine  ng/mL 9.98 9.72 9.85 2.64 Pass No
0132 1 Day 1 0h45m  Nicotine ng/mL 9.26 8.89 9.08 4.07 Pass No
0132 1 Day 1 24h Om  Nicotine ng/mL 0.706 0.708 0.707 0.28 Pass No
0132 1 Day 1 4h Om Nicotine ng/mL 5.11 5.77 5.44 12.13 Pass No
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ATTACHMENTS
Attachment 1 General List of Abbreviations used at Celerion

Abbreviations are used in this document as applicable.

Abbreviation Description

°€C Degree Celsius (centigrade)

ug Microgram

AAR Above the acceptable range

AB Applied Biosystems

API Stmospheric pressure ionization

ASCII American standard code for information interchange
BAM Bioanalytical method

BLK Blank

BLQ Below limit of quantification

cC Conventional Cigarette

CDER Center for Drug Evaluation and Research
CFR Code of Federal Regulations

CRO Contract research organisalion

Ccv Coefficient of variation

Da Dalton

DCU Diluted concentration unreliable

DFNR Dilution factor not reliable

DQC Dilution quality control sample

ELISA Enzyme-linked immunosorbent assay
EDTA Ethylenediaminetetraacetic acid

EQB Exceeding quadratic bounds

EXT Extraction

fg Femtogram

g Gram

GLP Good laboratory practices

h Hour

HDPE High density polyethylene

HPLC High performance liquid chromatography
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Abbreviation Description

HSR High standard removed

ID Identifier

INC Incongruous

INS Instrumentation

IS Internal standard

ISA Insufficient volume for full analysis
ISp Incomplete sample processing
ISR Incurred samplie reproducibility
ISV Insufficient volume

IVR Insufficient volume to reassay
L Litre, liter

LC-MS/MS Liquid chromatography- tandem mass spectrometry
LLOQ Lower limit of quantitation
LNK Celerion, Lincoln site

M Molar

mg Milligram

mL Millilitre, milliliter

mol Mole

MRM Multiple reaction monitoring
MS Mass spectrometry

MW Molecular weight

n Number of data points

N/AP Not applicable

N/AV Not available

NFV Not full volume

ng Nanogram

No. Number

NU Not used

OECD Organization for Economic Cooperation and Development
PD Period

PE Picogram

QC Quality control

QCs Quality control samples
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Abbreviation Description

RE. Relative error

REF Reference

RI1 Reinjection

RIA Rarioimmunoassay

RT Room temperature

RR Reanalysis

RVL Remaining volume low

S.A Smoking Abstinence

S.D. Standard deviation

Sop Standard operating procedure
SPE Solid-phase extraction

SST System suitability test

STD Standard

Sub Subject

SVD Sample volume depleted
TBD To be determined

Temp Temperature

THS Tobacco Heating System
UCR Unacceptable chromatography
UISR Unacceptable internal standard response
ULOQ Upper limit of quantitation
U.S. FDA United States Food and Drug Administration
USP US pharmacopeia

X Mean
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Attachment 4 General List of Calculation Formulae

1 n
Mean: Xofaan = Z X;
)
— 1 & 2
Standard Deviation (SD): SD = = Z (X, — Xotoan)
= Ll
Precision (RSD, CV): CV % =(SD / Xmean) * 100
Accuracy (% Theoretical); Accuracy % = (X / Xnominat) * 100

Accuracy of Mean % = (Xumean / Xnominat) + 100

Inaccuracy (% Bias, % RE): Bias % = ((X - Xnominal) / Xnominat) « 100

Bias of Mean % = ((xMean = Xmminnl) / xnominul) +100

X = value (e.g. analyte concentration, OD value, cpm value, peak signal)
n = number of values X
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Attachment 5 Reassay Descriptions

Analytical Reason (Code)

Description

Above the Accepted Range (AAR)

Identifies a study sample whose calculated concentration is greater than
the upper limit of quantitation (ULOQ). This study sample will be diluted
before being reassayed.

Diluted Concentration Unreliable

(DCU)

Identifies a study sample that has been diluted and determined to have a
concentration below LLOQ (BLQ, below limit of quantification) before
correction for the final dilution factor.

Dilution Factor Not Reliable (DFNR)

Identifies a study sample that has been diluted, and determined to have a
measurable concentration, however >50% of the dilution QC samples
(having the same dilution factor) did not meet their acceptance criteria.

Identifies a dilution QC sample that does not fulfil the acceptance
criterion and is excluded from the DQC statistics.

Highest / Lowest Standard Removed
(HSR / LSR)

If the working range of the method is truncated as a result of

- the ULOQ calibration standard being rejected or unavailable (e.g.
incomplete sample processing or incomplete instrument analysis,
unacceptable chromatography), all study samples with concentrations
greater than the highest acceptable standard are identified as ‘highest
standard removed’ (HSR).

- the calibration standard at the LLOQ being rejected or unavailable (e.g.
incomplete sample processing or incomplete instrument analysis,
unacceptable chromatography), all study samples with concentrations
below the lowest acceptable standard are identified as ‘lowest standard
removed’ (LSR).

Incomplete Sample Processing (ISP)

Identifies a study sample, calibration standard, or QC sample for which
data could not be obtained due to processing problems that occurred
during the extraction or assay documented by the analyst prior to
instrumental analysis.

Insufficient Volume for Reassay (IVR)

Identified a study sample that has insufficient sample volume for
reanalysis (including all received splits)

Incomplete Instrument Analysis (11A)

Identifies a study sample, calibration standard, or QC sample for which
data could not be obtained due to processing problems that occurred
during HPLC injection or instrumental analysis and were documented by
the analyst.

Unacceptable Chromatography (UCR)

Identifies a study sample, calibration standard, or QC sample judged to
demonstrate unacceptable chromatography according to the applicable
Celerion procedures (e.g. split peak, poor peak symmetry, unseparated
interference).
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Attachment 6 Certificates of Analysis
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N-008
FN092410-01
Revision 2
Page2of 7
rs‘randard Solution Assay Parameters Calibration Curve
Analysls Merhod: GCFID Callbration Curve: Linear Regremion
Calumn: DB-5ms 30 m x 0.53 mm 1D, 1.5 pm film ihickness Namber of Polnte: 4
Temp Program: H0°C Io 200°C sl 40°Cimin Liesrity (r): 1.000
200°C 1o 260°C st 15°C/min hold | min
Injector Temp: Cool-on-Column
Detector Temp: nsc
Neat Material Data
Compouad Name; 5(-}-Nicoline Chemivel Formula: Tty
Compound Lat: PNO72T10-01 CAS Nomber: 34-11-5
Molecular Weight: 162.23
Neat Material Characterigarion Summary
Analytieal Test Method Results
Frimary Cliromatographic Purity by GC/FID Analysis SP10-0101 99.5%
|5econdary Chromstographic Purity by HPLC/PDA Analysia SPI00102 99.6%
|Hu|luy by GOU/MS Analysis SP10-0105 Consistent with Structure
Identiry by 'H-NMR Analysis USP <761>, SP1040116 ‘Consistent with Structure
Residual Solvent Analysis by GC/FID Headspace AM1087 " 0.05%
[Residual Weter Analysis by Karl Fischer Coulometry USP <921>, SP10-0103 0.98%
[Purity Fector 98.45%
+  Primary purity is oa ihe average of two indep snalysex ulilizing two different methods. Acceplance crileria require the
purity values to be within 0.5% of each ather.
+ ‘The primary chromatographic purity value is used 1o calculate the Purity Fastor,
. A graphic purily method is wilized az & conirol .
+  Purity Factor = [(100 - wi' resichaal solwent - with residlual water - with residusl inorganics) x Choomalogrephic Parity1 60,
+  Purity facior does not include edjusment for chira] snd/er isatopic purity,
! Validated analytical method

Ceilliant Corposation B11 Palama Drive, Suire A, Round Rock, TX 78465 8008487837 / 5122189974
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Revision 2
Page 7 of 7
Stability
\Short Term Stability: A v of accelerated stability findings for this product is listed below.
Storuge Condition Mean Kinetle Temperature (MKT) Time Perlod
Freezer -15°C
Refrigemtor 4°C . " *
Root Terg IT°C No in purity was noted after one week
40°C 40°C
Transport/Shipping : Stability data supports transport of this product at ambient conditions.
(Shori Term Storage: Stability data supporis short term storage up fo | year at Refrigerate conditions.

COA Revision History
Revision No. Date | Reason for Revislon
00 10/7/2010 _ |initial version i
01 51912012 the volume listed in overfill statement from 5 mL to 1 mL.
0 7912012 Added SECH&Swn’on‘

Cariiani Corporarion 811 Poloma Drve, Suite A, Round Rock, TX 78665 BO0B48-7837 / 5122389974
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Attachment 7 Bioanalytical Method Summary
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Nicatine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

PMI RESEARCH & DEVELOPMENT

BIOANALYTICAL METHOD SUMMARY (BMS)

Doc No. FOR_QM000488 ~ CR204A2 Varsion N 2.0

Page2of2
Accraditation/ GLP compliance/ GLP Compliance as Assay Valldatlon conforms to Celerlon Standard
QA statements: Operating Procedures which were written in compliance with FDA:
Guldance to Industry “Bloanalytical Method Validation”
BMS completed by:
Name: Date: Slanature:
7
Erica Nach, 29. AUG-2013 T 9 /14-4'(\/
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Attachment 8 Chromatograms

Total number of pages including this page: 82
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Sample Nama: “2001 AAS122-0°
Peak Name: "Nicotne® Met’ 163 07!"” 1“ D.
Annatation: *

Comment. “none”
Sample Index: 1

Sample Type: QC ()
Cencentracion: 0.00 ng/nL |
Calculated Conc: 5.61 ng/el 2&5]
Acq. Date: 10/18/2023
Acq. Time: 6:06:02 AM 2085+
Modified: No
Proc. Algorithn: Specify Parameterw - MQ III 1865
Woise vexcencage: LE
Bage. Sub. Window: 1,00 min
Peak-Split. Pactor: 2 V.85
Report Largest Peak: No
Min. Peak Height: 20.00 cpe
Mio. Peak Vidth: 000 wec 1405
Smocthing Width: 3 points §
AT Window: 200. sec - 1265
Expected RT: 0 665 nin
Use Relacive RT: No
10e5
Int, Type: ¥
Retention Time:
hrea: uioxs 9:1 counts B.0ed
Height: 2.31e+005 cpw
Start Time: 0.588 min 6004
End Time: 1.18  min
40es
202
0o

[3 10

Name. AABS122-0 2
Poak Name: “Nicoline”  Mass(es) "163 07&/130 100 Da*
Comment: none”  Annotation. =~

Ssmple Name "2 001 AASG12201
Peak Name: "04-Neotne(lS

2 Me‘) "67. uzmomm'

Comment: “none®
Sample Index:
Sample Type: oc
Concencracion: 100 ng/mL
Calculated Conc: /A
10/19/2013
€:06:02 AM
Modified:
Proc. Algorithm: sputty Parameters - MQ IIT
Nolse Perceutage; 80
Base. Sub. Window: 1.00 win
Peak-8plic. Paceor: 2
Report Largest Psak: No
¥in. Pesk Height: 700.00 cpo
Min Peak Width: 0.0¢ wec
Smoothing Widcth: 3 pointe §~
RT Window: 20.0 wee 2
Expected RT: 0.664 min
Use Relative RT: Yo
Int. Type: Valley
Retencion Time: 0.678 man
Area: 133105.511  counts
Reight: 3.92¢4004 cps
Start Time: 0.581 wmin
End Time: 0.798 man

Mm ‘“W)’ m) "167 umsamn-'
Comment: "none™

3504

3.0us

2504

20e4

1 0ot

50000

Sample Index: Sample Index: z
Sample Type: o as7 Sample Type: Qc 085
Concentration: 0.00 ng/sL 2625 Concentration: 1.00 og/wl
Calculaced Conc: 3.52 ng/oL Calculated Conc: LIES
cate: 10/19/2013 2425 Acq. Date: 10/19/2013 40ed
Acg. Time: €:10:20 AM Acq. Time: 6:10:20 AM
Modi Eied: No 228 Mod:fied: %o
Proc. Algorithwm: Specify Parameterw - MO IIT Proc. Algorirhm: Specify Parsmerers - MO 11T 354
Ncige Percencage: o0 205 Ieiu Percentage: 80
Base Sub. Window: 1.00 wmin Sub. Window: 1.00 min
Peak-Splic. Factor: 2 1.8a5- Pon!-ipu: Pactor: 2 300k
Report Largest Peak: Ne Report largeat Peak: No
Min, Peak Xeight: 20 00 Min. Peak Height: 700.00 cpe
Min. Peak Width: 0 00 1803 Min Pesk Widen: 0.00 sec
Smoothing Widch: k) 5_ Smoothing Width: 3 points 5 2584
RT Window: 200, 7 1465 RT Window: 20.0 &ec ).
Expected RT: 0.665 z Expected RT: 0 664 min
Use Relacive RT: No § 1205 Use Relative RT: ¥o 2084
Iot. Type: Valley Int. Type: Vallay
Xetantion Time: 0.666 =in 1065 Retencion Time: 0 664 man
Axea: 866500 .246  sounta Area: 141522 292  counts 1504
Height: 2.63e+005 cps 8 0ed Heighc: 4.36e+004 cps
Start Time: 0.502 min Start Time: 0.602 mn
g 0.325 wan 5.004 End Time: 0.974 man 1084
404
5000.0
2004
(1] 00
05 10 15 0s 10 15
Trve e Tane
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

3
*163 078130100 Do’

concenirat ian. 0.0k ng/nL
Calculated Conc: 9.57 ng/mL
Acg. Date: 10/19,2013
Acq. Time: €:14:35 AM

Modified: No

Prec. Algorithm: specify Pazameters - MQ IIX
Nolwe Percencage:

Base. sub. Window: : w min

Peak-Split. Pactor: 2

Repert Largest Deak: so

Min. Peak Eeight: 20,00 cpe

Miz. Peak Widck: 0.00 wec

Smoothing Widcth: 3 points §
RT Window: 200, sec 22
Expected RT: 0.665 min =
Use Relative RT: No 5
Inz. Type: S
Retenticn T

Area:

Height: 2 26e+005 cpw

Scart Time: 0595 ain

Bnd Tipe: 1,12  min

205

185

1625

1.4e54

125

1.0e5

8.0e4

8.0ed

4004

2004

L)

Wum'zﬁmlm BEGEXTSYSHI 3 11 Sample 10 3 File. "AASS1 2201-AUN-002-VO T WiT"

M&) *167. “N|34M Da"

m nm-’

Sasple Index: )
Sample Type: @« 068
Concencracion: 100 ng/mL
Calculated Conc: B/A 3804
Acq. Dace: 10/19/2013 3404
Acq. Time: €:14:15 AM

32e4
Modified:
Proc. Algorithm: Spcci.!y Paraneters - MQ III 3 0e4
Noise Perceatage: 80 284
Base. Sub, Window: i.00 nio -
Peak-Split. Pactor: 2 2803
Repert Largest Peak: Mo
Min, Peak Height: 700.00 cpo 2404
Min. Peak Width: 0.00 sec 33a4
Smocthing Width: 3 peints 5_
RT Window: 200 wec . 20es
Expected RT: 0. 664 min
Use Relazive RT: Mo g 18es
Int. Type: Vuhy =1 1o
nnn:un Tine: min 1304

n!us zn counte

nugn:- 1.78e+004 cps 12a4
Scart Time: 0.588 min 1.008
Bnd Time: 0.897 man

80000

(] 19 135
Sampe Name: 2 004 AAGD
Poak kama: “Nicctine” lhs(u] *163 078/130 mm’
Commont: "none’
Zanple Index. 1
Sample Type: o 087
Coacentration: 0.00 ng/al 265 Coencentsation. 3. ng/al
C-lc»l-:ed Conc: 9.50 ng/al Caiculazed Concs N/A
. $ 10/13/2013 2405 Acq. Daze. 9 39/a02
6:18:57 AM AcqQ. Time: Ci180;57 AM 40e8
Modified: No 2205 Modified: ¥
Proe, Algorithm: sp.ruty Parameters - MQ III Proc. Algorithm: ﬁ;vn(y Pazaseteiw « MQ IIX 3504
Noige ?ercentage: 2065 Nolse Feicmniage:
Base Sub. Window: 1 00 min Bage. Sub. Windew: '..w =in
peak-Split, ractor: 2 1845 Peux-Splis. rascor: &
Report Largest Peak: %o Eepost lacgest Feak; Fo 1004
Min. Deak Heighr. 20 00 cpe Min Peak Height, 200,56 cpa
Wiz, Peak ¥idch: 0.00  sec 16e5 Min. Peak Width. 9.05 aec
Smoothing Wideh: 3 pointe g Smocthing Width: 3 pointe 3 25ee
RT Window: 200 e > 145 ET Window: 3e.0 sec .
Expected RT: 0.665 noin Expected XT: 0.664  min E
Use Relactive RT: No 1.2¢5 Use ¥elative XT: ES)
g 20ed
Tnz. Type: Valliey = Tor. Type. Valley
Rezention Time: 0.667 man 10054 Retention Time: 0.665 mn
Axea: 848855.085  counts Area: 136897 777  counts 1 5ad
Height: 2.62e+005 cpw B0ed Height: 4.45e-008 cps
Scart Time: 0.595 amin Staxt Tise: 0.595 min
Ead Tine: .02 oin End Time: O . ses min
6004 1 004
4.0e4
50000
20ed
o0 0
05 19 15 ¢ 0s 10 15
——Line mi —Log. a0
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Nicotine in Human Plasma (K,;EDTA)
Celerion Study AA99122-01

Comment: “none”
Sample Index: s
Sample Type: QC
CoucentraTicn. L 00

Modified: No
Proc. Algerithm: spceiiy ParametCers - MQ III
Noise Percentage:

Base Sub. Window: 1 00 min
Deak-Splic. Pactor: 2

Report Largest Feak: No

Min. Peak Heighr: 20 00 cps
Min Peak Width: 0.00 wes
Smoothing Widch: 3 pointy
RT Window: aoo. sec
Expected RT: 0.665 min
Use Relative RT. No

Int. Type: Valley
Retention Time: ©.682 wmin
Axea: 837309.674  county
Height : 2.29e4005 cps
Starc Time: 0.588 ain
Bnd Time: 0.953 mia

Sample Index:

Intenslty, cps.

22¢5

2005

1.8e5

1605

14651

1205

1085

60ed-

4 Oed

Sampie Hame: 1" 3]
Peck Name: ‘dl-Nlenihc(lS)' Mal(n)‘ *187.142/134 000 Da”
Comment “none”  Annotation: =

Sample Index: 5

Sample Type: Qc

Concentracion: 100 ng/aL

Calculated Conc: N/A

Acq. Date: 10/19/2013

Acq. Time: §:23:14 AM 354

Nodified: No

Proc. Algorithm: :pccuy Paramecers - MQ III

¥oise Percentage: 30e4

Bage. Sub. Window: 1.00 win

Peak-Splic  Factor: 2

Reporr Largest Peak: No

Nin. Peak Height:  100.00  cps 2504

MNin. Peak Width: 0.00 wmec

Smoothing Wideh: 3 poincs ;

RT Window: 20.0 sec &

Expected RT: 0 €64 min % 2004

Use Relative AT: Ho i

int v Valley a

Retention Time:  0.€79 min e

Area: 137242.702 counts

Height: 3.88e.004 cps

start Tive: 0.602 min

Ead Time: 0.300 min 1004

$000.0

fle "AASS122-01.

068

VD1

Name: 1229

M Namo: Mﬂl’ lh.(ll) 167 Iﬂllﬂ 000 D"
Comrent “none”  Annotaticn: =

sample Index:

Sample Type: Unknown 084 Sample Type: Unknown
Concentration: N/A Concentration: 1.00 ng/al 200
Calculated Conc: No Intercept 700 Calculaced Conc: N/A
Acq. Date: 10/19/2013 Acq. Date: 10/1%/2013
Acq. Time: 6:27:31 AM 5 Acq. Time: §:37:31 ax 180
Modified: 600 Nodified: No
Proc. Algoritha: Spocity Parameters - MQ III 160
Noise Percentage: 350
Base Sub. Window: 1 00 min
Peak-Split. Pactor: 2 00 149+
Repost Largest Peak: WMo
Min. Peak Height: 20 00 cps
Min Peak Widch: 500 se: 45 120
Smoothing Widch: 3 points
RT Window: 200. sec 5‘ 400 g:
Expecred RT: 0.665 min 038 2 100
Use Relative RT:  No R H 059
914019 1&1 1 g

Int. Type: Rasze To Base = 300 h 058, N
Retention Time: 0.638 min
Axea: 1652.078  counta 25 ( »f 114
Height: 5.09e+002 cpa 0 134 144
Starc Time: ¢.581 wmin 200 01 012 105
End Time: 0.714 ain 084,

15 <0

100

2 1
s0
° ¢
o5 10 15 02 04 08 o8 10 12 14 16
Time. min.
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Suh ~ [[:3 - TAAGST, VO 1wt
mwmr M‘o). *157.142/134 000 Da*
Camment: * Comment o000
Sanple Ir.dex. 7 Sample Index: 7
Sample Type: Unknown o Sawple Type: Unknown ase
Concentration: N/A Concentration: 1.00 ng/ml 4004
Calculated Cone: 0.216 ag/al 3502 Calculated Conc: N/A
Acq. Date: 10/19,2013 Acg. Daze: 10/18/2013
Acq. Time: €:31:48 AM £000 Acq. Time: $:31:49 M
350
Modified: No Modified: No
Proc. Algorichm: Specify Parameters - MQ IXI 4500 Proc. Algexzithm: lp-axfy Parametexs - WQ III
Neoise Percentage: Noike Percentage:
Base, Sub. Window: 100 mn Bage. Sub. Window: x no nin 30ed
Peak-Splic. Factor: 2 4000 Peak-Split. Factor: 2
Report Largest Peak: No Repoxt Largest Peak: No
Min. Peak Height: 20,00 cpe Min. Peax Heaght: 700.00 cpe
Min. Peak Wideh: 0.00 xes 300 Win. Peak Width: 0.00 sec 2504
smesthing Width: 3 peinte § Swoothing Width: 3 pointe s
RT Window: 00 sec > 30004 2T Window: 200 wec .
Expected RT: 0.665 min z 2xpected RT: 0.¢64 min i 2004
Dee Relative RT: No Uee Relative RT: No
§ 2500 2
Int. Type: Base To Base Int. Type: valley G
Retention Time: 0.683 min Retention Time: 0§61 man 1504
Area. 19366.200  counta 2000 Area: 130161 790 counte
Height: S.61e+003 cps Height: 4.10e+004 cps
Starc Time: 0.585 wmin 1500 Staxc Tioe: 0.609 man
Bnd Time: 0.784 min End Time: €.475 min 100é
1000
50000
2 283 108 151
°
N 05 10 15 o 10 15
2 g 11 Smpbrnm 2 1 3 Vo
Foak Name' ‘Nicotine™  Mass(es): *163 07&/130 100 Da” m}" um(n):-m,um:umnr
Commasnt “rona” Annolation =
Sample Index: 8 Sample Imex. l
Sanple Type: Standard 066 Sample Type: Standard 0ss
Ceoncent fon: ©0.08 ng/mL Cencentracion: 1 00 ng/=L
Calculated Conc: 0 0372 ag/ml Calculated Coac: N/A
Acq. Date: 10/19/2013 1000 Acqg. Date: 10/19/2013
Acq. Time: 6:36:07 AM Acq Time: $:36:07 AM 1504
Modified: %9 moaitiea:
Proc. Algorithm: Ipeci(y Parameters - MQ III Proc. Algoricam: lpccity Parameters - NQ III
Moice Percantage: 800 ¥oise Percentage: 3004
Bage. Sub Window: l oo min Base. Sub Window: 1 00 wmin
Peak-Split. Pactor: 2 Peak-Split. Pactor: 2
Report Largeat Peak: No 700 Report Largeat Peak: No
| Min. Peak Height: 20.00 cps Min. Peak Height: 700.00 cpm 2504
Min. Peak wiath: 0.00 sec rin. Peak widcth: 0.00 wec
Smocthing Widch: 3 pointe § 600 Smoothing Width: 3 points 5
RT Window: 200. wee 3 RT Window: 20.0 sac >
Bxpacted RT: 0.665 min Expected RT: 0.664 min 20e4
Use Relative RT: No 500 Use Relative RT: Neo
Iz, Type: Bage To Base £ Int. Type: Valley *
Retention Time: 0.663 win 400 Retention Time: ©0.$61  min 154
Area: 3026 528 couats Area: 129800 S6S  countas
Reighes 0. 65a+003 cpu o 083 Keights 4.01e-204¢ cpw
Start Time: 0.609 min 3001 37 048 ~0.88 1.11 “"&' start Time: ©.595 min
Bod Tive: 0.749 min 32, | ‘}\(A‘A{rf gnd Time: 0,833 min 1004
] Wy, MY W
5000
100
0
05 10 15 o 05 10 18
Tim. min_ Tme.mn
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Samglo Namo, *2 000 AADS 12201 STOAZ 1* Sample 0. °9' Flle "AASS?22 01-RUNDIZ V1 Wil
Peak Name: '“mh-(ls)’ Mm(elo '167 142/134 030 Da"
Commert. Comment: ‘none”
Sample Index: Semple Index:
Sample Type: Sanple Type: sunda:d nse
Concencration: 11001 Concantration: 100 ng/mL
Calculated Conc: 0.038% ng/aL Calculated Conc: N/a
Acqg. Dace: 10/13/2013 Acq. Date: 10/19/2013
Acq. Time: 6:40:26 MM 1000 Acq. Time: 6:40:26 AM 3504
Modified: Modifind: ¥o
Proc. Algorithm: Spccuy Paravecers - MQ IIT 500 Proc. Algeriths: sp-cﬂy Parameters - Mg II1
Noige Darcentage: Noise Parcentag 3024
1 oo nin Bage. Sub. Window: 1.oo ain |
Peak-Spur, uc:nxx 2 &0 Peak-sSplit. Factor: 2 |
Report Largest Peak: No Report Largest Feak: No
Min. Peak Height: 20.00 cps 700 Min. Feak Height: 700.00 cpa 254
Min. Peak Width: 0.00 asc Mia. Feak Widch: 0.00 ace
Swooching Width: 1 pointe 5 Smoothing Width: 3 points g_
RT Windov: 200 #ec 800 RT Window: 20.0 sec 2
Expected RT: 0.665 min = Expected RT: 0 66¢ min g 2064
Use Relative RT: No Use Relative RT: ¥o
300 2
Int. Type: Base To Base e Iat  Type: Baee To Base o=
Retention Tines 0.6803 min 400 Retention Time: 0.678 min 1 5ec
Axea: 3370 385 counts Area: 128249.972 countw
Height: §.29e+002 cp3 Height: 3.99e4004 cp# |
Stare Time: 0.616 miz 200 084 542 147 128130 Start Time: 0.595 min |
€nd Time: 0.763  mia 020 046 ! L‘ 2nd Time: 1.02 mia 1908 }
i P Wiy
\ S000.0 |
100 |
o
. 05 10 15 ap 95 10 15 ‘
Sampie Name "2 010 AASN2Z07 “Sampic Name. 2 01 1y 6 "AASD 3] 3 |
Pook Nama. "Nicating™ Mass(es) wnonmn 100 Do” Peak Name: m-um-osr Unl(“) *167.162134.000 Du' |
Commert: "rone*  Anratation’ *
Sample Index: 10 Sample !ndcx |
Sample Type: Standard Sample Type: sundud 065
Concentxation: 0.200 ng/mL Concentration: 1.00 ng/mL 4504,
Calculated Conc: 0.184 ag/mL 5000 Calculated Conc: N/A
10/1%/2013 Acq. Date: 10/19/2013
Gi4d:d4 AM Acq. Time: 6144:44 AM 4004
Moditied: to o Moditied: No
Proc. Algorithm: spccity Paraseters - MQ 11T Proc. Algerithe: spceuy Parametexrs - M0 III 380t
Noise Percentage: 2000 Holwe Pascentage:
Base Sub. Window: :Ano min Bage. Sub Window: 1 00 man
Peak-Split. Factes: 2 Peak-Splic. Pactor: 2
Report Largest Peak: No 3500 Report Largest Peak: No I0md
Min. Peak Height: 20 00 cpe Min.  Peak Height: 780.00 cpa
Min. Peak Width: 0.00 wsec Min. Peak Width: 0.00 sec
Smocthing Width: 3 ints Snootking Width: 3 ints
RT Iltndong: 200 wec o g,' e RT uumn' 20.¢ e Ly §. 2504
Expected RT: 0.665 ain = Expected RT: 0.664 mn
Use Relative RT: Ne E 2000 Use Relative RT: ¥o 2068
Int. Type: Base To Base Tat. Type: Valley
Receation Time: 0.665 min 2000 Retention Time: 0 66¢ wan
Area: 17169.055  couats Azea: 146066 142 counts 1508
Helght: 5.14€+003 cps Height: 4.31es604 cpw
Start Time: 0.616 min 1500 Start Time: 0.581  @an
End Time: 0.7%1 min Bnd Time: 0.917 man
1064
1000
5000 0
e o8 018 08 107 122 164,
s B it
L 00
o5 10 15 05 10 15
Ime.oun Tsme. min
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

1w wm 7011 AA99I2201 STOG 1 1 S.lws N Fae. AASS12201RUND0Z-VOT Wil
Peak Name. *Nicoline™ uns(u) *163 m/mmoo- Peak Name: "o4-Nicotne(iS"* ms(u) *167 1421134 000 Ds"
Comment. "none”  Annctation. ™ Comment: "none”  Annctasion. =
Sample Index: 11 Sample Index: 11
Sample Type: Scandavd 0sa Sample Type: Standard 068
Concencracion: 0. 4c0 ng/mL Conceatration: 1.¢0 ng/maL
Calculsted Conc:  0.384 ng/mL Calculated Cone: N/A 36e4
Acq. Date: 10/19,2013 9000+ Acq. Date: 10/19/2013 3404
Acq Time: £:45:00 AM Azq Tiee: €:49:00 AN
204
Modified: ¥o 8000 Modified: No
Proc. Algorithm: Specify Parameters - MO III Proc. Algorithm: Specify Parameters - M IIT 3004
Noise Percentage: BG Noige Percentige: 80 2864
Bawe. Sub. Window: 1.00 min 7000 Bage. Sub  Window: 1.00 min
Peak-Splic. Factor: 2 Peak-Split. Factor: z 2683
Report largest Peak: Ne Report Largest Peak: No
Min, Pesk Height: 20.00 cps 8000 Min. Peek Height: 700.00  <pe 2422
Min. Peak Width: 0.00 sec Min. Peak Width: 0.00 3ec 2204
Smoothing Width: 3 pointe 5 Snoothing Width: poincy §
RT Window: 200 sec a RT Window: 20.0 sec " 20ed
Expecced RT: 9.665 min 5000 Expected ¥T: 0654 min
Use Relstive RT: Use Relative RT; No 1804
Iat. Type: Bewc To Dase 4000 Int. Type valley s e
Retentica Tine: 0.680 min Retencion Time: 0.677 min 1ded
Area: 33982 3 countws Ar 137367 438  counts
Height : 5. 4704001 cpw 3000 Height: 3.74e+004 cpu 12641
Sctarc Tame: 0.602 min Starc Time: ©.5%5 mn 10644
Time: 0,791 min End Time: 0.840 min
2000 80009
60000
1000 4000 ©
2000‘01
b i i N
o .0
05 10 15 1] 10 15
- [Chat Sample . 2012 1 2 122
M'.l- ’w Mﬂ] 163 07!11& 100 n-' Poak Namp “gé-Ncotne(1S)”  Mass(es) "167.742/134 000 D&™
Comment: “rone® Comment "rone®  Annotation: =
Sample Index: 12 Sample Index 12
Sample Type: Standaxd 087 Sample Type: Standaxd 056
Concentration: 0.800 rg/mL Conceatration: 1.00 ng/mL
Calculared Conc: 0.743 ng/mL 2004 Calculated Conc: N/A
10/19/2013 Dace: 10/19/2023
€:5):18 AM Acq. Time: 6153118 AX 4 0es
Modified: ¥o 1804 Modified:
Proc. Algerithm: specity Parameters - MQ III Proc. Algorithm: spce“y Parameters - M) IIi 3584
Noise Percencage: 1 0ed Noive Fercentage: 80
1 oo min Bage, Sub. Window: L00 min
2 Peak-Split, Factor: 2
¥o 1464 Report Largest Peak: No 30ed
Min. Pesk Height: 206.00 cpo Min Peak Height: 700 00 cpe
Min, Peak Width, 0.00 ses Min. Peak Widcth. 0.00 e
Smoothing Width: 3 pointy § 12e4 Ssoothing Width: 3 poirte § 2564
RT Window: 200. Bec 2 KT Window: 200 sec o
Expected RT: 0.665 min ; Expected RT: 0 §64 min
Use Relative RT: Ne 1.0e4 Use Relative RT: No
g £
Int. Type: Base To Base Int. Type: valley e
Retention Time: 0.667 min £000.0- Retention Time: 0. €63 min
Area: €7624.425 councs Area: 141605 006 counte 1504
Height: 2.12e¢+004 cps Height: 4.49e4+004 cpu
S$zaxc Time: 0.609 min £000.0- Staxt Time: 0.602 man
End Time: 0.840 min Time: 0.925 min 1004
4000.0
20000 30000
00
05 1.0 15 « 05 10 15
Iime.mn Time. min
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

013 AAS312201

Sampie Nome: E11" Sampe ID. Sumhm ‘2013“122-0'§i5£ 19 0,15 Fie: "AASS122-01-RUNGAZ-VOT Wit
Posk Name: "Nicoting™  Mass(es). "153 07&/130.100 Da™ M Mau(u) *167. 1‘2!)‘“ D&
Commert. Annctaton
Sample Index 13 s;-,x. !ndeu. u
Sample Type: Standard 0ES Sample Type: Standard 068
Conesnrracion: 100 ng/mL Concertration: 1. 60 ng/al
Calculaced Conc: 100 ng/ml 2404 Calculated Conc: N/A
Acq Date: 10/19/2013 Acq. Date: 10/19/2013 2504
Acq. Time: €:57:33 Am | Acg. Tame: 6:57:J3 AM
1204
Modifimd: | Modified: Mo
Proc Algorithe: specity Paraneters - MQ III 2064 Exoe. Algorithm: Specify Parameters - MQ III 3004
Noiwe Percentage: N ]
Base. Sub, Window: 1 00 amin 1,00 min
Peak-Split. Facter: 2 12e4 Pelk-spu:. Pector: 3
Report Largest Peak: wo Repozt Largect Feak: No
Min. Peak Height: 20.00 cps 18ed Min. Peak Height: 700.00 cps 250t
Min Peak Width: 0.00 sec Min  Feak Width: 0.00 ses
::a:::::g Widch: o 3 pointe 3 1464 s:o::hing Wideth: . b pointw §
v 2 sec R v R rdow: 0.0 sec A
Bxpected RT: 0.665 min Expected RT: 0 664 min et
Use Relative RT: No 1204+ Use Relative RT: ¥o
Int. Type: Valley ! Int. Type: Valley
Retention Time:  0.682 mia 10us Retention Time:  0.678 min 1504
Area: 88656.004 counts Area: 137633 482 counts
Height: 2.57e+004 cps 8000.0 Height: 3.86e+004 cpx
Scart Time: 0.588 min Staxt Time: 0.555 =man 1
End Time: 0.847 man 00000 gnd Time: 0819 min ot
500,04
5000.0
2000.0
|
o 0
0 05 10 15 g 95 10 15
Sample Name. 2 014 AADS123.01 STDF 11° Sample D. S12° Flo 'ﬁmmmbﬂ,y
PnkN.no 'Nleou.' lhu(n) ‘163070/130 100 De” Peak Name: “d4-Nicotne(IS"  Mass(es): *167 142/134 000 De"
Canment: "nona”  Annotation: Comment: ‘none’  Annotation’ ™
Sample Iadex: 14 Sample Index: 14
Sample Type: Standazd 066 Sample Type: Standaxd 066
Concentration: 2.50 ng/mL Concentration: 1.00 ng/aL
Cllwhud Conc 2 43 ng/aL 8504 Calculated Conc: N/3
10/19/3013 Acq. Dace: 10/19/2013 A0ed
7:01:51 AM 5004 Acq, Time: 7:01:51 AM
Modified: 5508 Modified: No
Proc. Algorithm: Spcdty Paraceters - MQ III Proc. Algorithm: Specify Parameters - MQ III 3504
Nolse Peccentage: LT Nolise Peicencage: w0
Base Sub. Windov: 100 min §.0e4 Base Sub. Window: 1.00 ain
Peak-Split. Pacter: 2 Peak-Split. Factor: 2
Report Laxgest Pesk: No 4504 Report Largest Peak: No s
Min. Peak Heighc: 20 00 Min Peak Height. 700.00 cps
Min. Peak Width: 0.00 sec 40t Min. Peak Width: 0.00 sec
Smocthing Widch: 3 pointe § $noothing Width: 3 pointe § 2 5ed
RT Window: 200 wec - 1504 RT Wicdow: 6. ves 2
Expected RT: 0.665 man g Expected RT: 6. 664 wmin g
Use Relative RT: No Use Relacive RT: No § 2004
g 1.0e4 z
Int. Type: Valley Int. Type: Valle
Recencion Time: 9.661  man 25e4 Retestion Time: ° ssz min
Azea: 219145 703 counte Area: 140092.3¢2 counte 1564
Meight: €.790+004 ecps 2064 Height. 4.30e+004 cps
Start Time. 0.602 mn Stazc Time: 0.535 @in
End Time: 0.88% mun 1504 End Time: 0.981 min 1,004
1 Oed
5000.0
5000 0
o0 0o
05 1.0 15 05 1.0 15
Time. min. Jore mie
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Comment:
Sample Index: 15
Sample Type: Srandard
Concentracien: 5. 00 rg/mL
Cllculcud Conc: 5.01 og/mL
Acq 10/19,2013
Acq T.-c: 7:06:09 AM
Modified: No

Prac. Algorithm: Specify Parameters - MQ IIT
Noise Percentage: 80

Base Sub Window: 1.00 mim

Peak-Split Pactor: 2

Reporc largest Peak: No

Min. Poek Height: 20,00 cpe

Min. Peak Width: 6.0 8sec
Smoothing Width: 3 points
RT Window: 200 vec
Expected RT: 0 665 min
Use Relative RT: ¥o

Inc. Type. valley
RBetention Time, 0,660 min
Area: 435706.835 counts
Height: 1 2404005 cpe
Starc Time: 0.602 min
End Time: 0.847 man

Intensily, cps

1.2085
1.10e§
1.00e$§
50004
80004
70062
6 0004
$00c4
4.00e4

300¢4

20084

Sample Index: 1s

Sample Type: Standard

Concentracion: 1.00 ng/mL
Calculated Cone: /R

Acq. Date: 10,19/2013

Acq. Time: 7:06:09 AM

Modified: o

Prac. Alqorithm: Specify Parameters - M) III
Noise Percencage: 80

Base. Sub. Window 1.00 min
Peak-§plit, Faccor: 2

Repor: Largest Peak: No
Min. Peak Height: 700.03  <pe
Min. Peak Wid:ih: 0.07 sex
Suoothing Width: 3 points
RT Window: 20.0 wec
Bxpected RT: 0 664 man

No

Intensity, cps

Use Relative KT:
Ine Type: Valley
Retention Time: 0.678 =@an
134675.916 counts
J.81e+004 cpw
©.602 wmin

0.896 min

34ed
3284
30ed

15
Sarpie Nom 6 AASS 11
Pesi Name: MW‘ m.u(as) 'urumuooom'
Comment. "neng” Commont “nane”  Annotation: =
Sample Index. ¢ Sample Indesx: 16
Sample Type: Scandard 066 Sample Type: Standard [
Concentraticn: 7.50 na/mL Concentration: 1.00 na/mL 4084
Calculated Concy 7. 69 ng/mL Calculated Conc: N/A
Acq. Date: 10/19/2013 1 8e5 Acq. Date 10/19/201)
Acq. Time: 7:10:27 AM Acq. Time: 73110127 AX
3504
Modifieds Mo 1808 Modifieds ¥o
Proc. Algorichm: Specify Paramerers - MQ III Proc. Algorichm: Specify Parameters - M) III
Nolge Percencage: 80 Noise Percentéege: 80
Base Sub. Window: 1.60 min 1.405 Base. Sub Wirdow: 1.00  min 30us
Peak-Splic. Factor: 2 Peak-Split. Factox: 2
Repert largest Peak: Mo Repozt Laigest Peak: Xo
min, Peak Height: 20 00 cpo 1205+ Min, Peak Height: 700.00  <pe 250
Min Peak Width: 000 awe Min. Peak Width: 0.00  sec
Smoothing Width: 3 peinty b4 Sacothing Width: 3 pointy §
RT ¥indow: 200 wos = 1.008 XT Window: 20.0 sec 4
Expected RT: 0.665 min = Expected RT: 0.664 min 5 2084
Use Relative RT: No § Use Relacive RT: No 4
Int Tyge: Valley 8.004 Int. Type Valley £
Retention Time: 0.662 wan Retention Time: 6. 655 min 1504
Area: €42915.231  ccunts hrea: 125971 945 couate
Height: 1.952+4005 cpe 60ed Height : 4.05e+004 cps
Start Time: 0.58¢ man Start Time: 0.595 man
End Time: 1.10  min End Time: 0.885 mn 10sé
40
2004 50000
00 00
0s w 15 s 10 15
Jime. 0. Jimg. min
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Iadex: 17 Sample Index: 12
Sample Type: Standard Déa Sawple Type: Standard 067
Concentration: 5.00 ng/mL Concentration: 1.00 ng/al 3404
Calculated Conc: 8.85 ng/mL Calculated Conc: N/A
Acq. Date: 10/19/2013 1 8e3 Acq. Date: 10/19/2013 324
Acq. Time: 7:14:44 AM Acg. Time: 7:14:44 AM
J0ed
Modified: No 1605 Modified: No
Proc Algorithm: Speeuy Paranecerw - MO TIT Proc. Algerithm: m:uy Paramerers - Mo ITT 2804
Roine Percentage. Bolge Pertentage:
Base Sud. Window: 1 00 nn 1465 Base sslxh Window: l.DD min 2804
Feak-Splic. Factor: 2 Peak-Splic. Factor: 2 1
Report largest Peak: No Report Largest Peak: No 24e4
min. Pcax llc;g:u’.: zn,:: cpe 1.285 ::: ;::: :7:@;: n:.:: cEe 224
Min. Peak Width: 0. wor idth: » sac
Smoozhing Width: 3 points & Sneothing Width: 3 points & 20ed
RT Windov: 200 sec A RT Window: 20.0 wec .
Expected RT: 0.665 mix g 1.065 Expected RT: 0.664 min ied
Use Relative RT: No H Use Relative RT: o 164
tot. Type: Valley = i0ed Inc. Type: Base To Base 1 40e
Retentioz Tine: 0.677 mia hunt‘.on Time: 0.674 min
Araa: 731266 512 ecounts 127887 920 counts 12s2
Height: 1.94e4005 cps S0e4 Ilngm- 3. 51e+(04 cps
Starc Time: 0.574 mia Starc Time: 0.602 wmin 10es
Brd Time: 1.02 mia Bnd Time: 0.918 min 80000
4004
6000.0
20e4 4000.0
20000
o
.0
15 0s 10 15
Samphe Name. *2 ) Vo1
Poak Name: 'awr “‘(ﬂ 167, uznumor
Sample Index: a8 Sample Index: “
Sample Type: Standard 0ss Sample Type: Standard 088
Coneentyarion: 10.0 ny/mL 2828 Concentration: 1.00 ng/mL 4004
Calculaced Conc: $.96 ng/ml Calculated Ceng N/
: 10/13/2013 Acq. Date: 10/19/2013
7:19:02 AM ek Acq. 7Time: 7:19:62 AM o
Moditied: No 2208 modified: No
Proc, Algoritha: Specify Parameters - MQ III Proc. Algorithe: lpccxfy Paramecezs - MQ III
Holee Peccontsge: 80 2006 Holes Persentaze: 3088
Base Sub Window: 1.00 min Window: 1 0C min ¥
Peak-Split. Pacter: 2 1 8e8 Peak-splic. ?actorlx‘ 2
Report Largest Peak. No Report Lergest Peak: No
Min Peak Height: 20.00 <cps Min. Peak Height 700.00 cps
Min. Peax Width: 000 wec 1.805 Min. Peak Width: 9.00 wec 2R
smaor u::m Wideh: 3 pointe 5 ::oo;.h:ng Width: 3 pointe 5
R . 200 sac Y 14e5 Wirdow: 26.¢ @ec A
Expected RT: 0.665 min = Expected RT: 0.664 min 2 200
Usze Relative RT:  No 'g 1205 Use Relacive RT:  ¥No 5
€
Int. Type: Valley = Iat. ] Valley 4
Xetention Tiee: 0.663  @in 10035 Retention Time: 0.657 man 1508
Azea: 856315.005 counts Area: 133689 51 counts
Height: 2.€40+005 cps 8004 Height. 4.05e+904 cpa
Start Time: 0.595 min Start Time: 0.581  min
End Time: 0.93%9 min 6004 Ead Time: 0.97¢4 mn 1004
4 Deq
5000.01
20e4
0o oo
05 10 15 0s 10 15
—Time.00.. Time. i
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

e Name: 9 AARG122 1
m Nama: W uul(n) 'um-m 100 h’
Cemmant "none”  Anncon. ™

Sample Index: 1%

Sample Type. blank
Concentracion: 0 00 ng/ml
Calculated Conc: /A
Acq. Date: 10/19/2013
Acq. Time: 7:23:21 AM
Modified: Ho

Proe. A Specify - Mg I1II
Noise Percentage; L1
Base. Sub. Window: 1.00 mip
Peak-Split. Pactor: 2
Report largest Peak: No
Min. Peak Height: 20.00 cpe
Min. Peak Width: 0.00 wec
Smocthing Width. 3 pointe
RT ¥indow: 200. sec
Bxpected RT: 0.665 min
Use Relative RT:
inc. Type: Base To Base
Retenticn Time: 0.68) min
Areas 2913.695  ecounts
Height: $.59¢+002 cps
Starc Time: 0.602 min
End Time 0.763 min

 “nene”
Sample Index: 20

Name 9 S 0013 G
Pelk Nﬂn. 'lw Iﬁll(‘l] ‘1.‘-\07!11& m De”
Annctasion: =

REERXERERE

8

oes

Rt

Sample Index:

Sample Type.

Concentration:

Calculated Core:
te:

Atq. Time:
Modified:

Comment "none’

Sample Nama. 2 01
Poak Name: “d4-Nicotne(IS” Massies)
Comment: "none”  Annotaton. ™

19
Alank
1.00 ng/ml

N/
10/19/2011
7:23:21 AX

No

Intensity, cps

2 Name. " P1
MM MW DMU(&L ’187 ‘IJMS‘MD.'
Amotaton” =

180

160

140

120

ol

Sample Index: 20
Sample Type: Unkaown 057 Sample Type: Unknowvn 088
Concantyation: N/A Congentration: 1.90 ng/mL
Calculated Come:  0.312 ag/mL 000 Calculated Cenc: N/A 4504
Acq. Date: 10/19/2013 8500 Acq. Date: 10/18/2013
Acq. Tize: 7:27:38 AM Acq. Time 7:27:38 AM
8000
Modified: ModiLied: no A0
Proc. Algorithm: lpecity Parameters - MQ III 7500 Proc. Algoritha: Specify Parameters - MQ II
:aiu :;e-::nqa :om g 7000 Bolse :.;u::m- uoo e 3504
age N ndow: min Sase. Sul ndow : i m,
Peak-splic. Fncco:; 2 &500 Peak-Split. Pactor: 2
Report largest Peak: No Repoxt Largest Peak: No
:in, ::x :::g:t: 20.00 cpe €000+ Min. u:: u,;gb:: 700.00 cps 30ed
o Tk © Q0 e Min. Pe wWidth: 0.00 vec
Smoocthing Width: 3 poincs 5 5500 Smoothing Width: 3 points 5
RT ¥Window: 200 aec 7 5000 RT Window: 20.9 woc T 2504
Expected RT: 0.665 min Expected RT: 0.66¢ min
Use Relative RT:  Wo 4500 Use Relacive RT:  No
Iot. Type: Valley = Int. Valley 2004
Retencion Time: 0.66% wman J500 Rerention Time: 0.664  wan
Area: 30535.110 couats Aze 152522 €93  counts
Reisht: 5 24e+003 cps 3000 Hel 4.7444004 cps 1504
Start Time: 0.603 min 2500 Staxrt Time: 0.581  min
End Time: 0.612 wmin Time: 0.911 mn
2000 10ed
1500
1000 50000
500
N ——
e 0.
N 08 10 15 = s 10 15
Tigie..oin —Jie. mis
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Nicotine in Human Plasma (K;EDTA)

Celerion Study AA99122-01

Sample Namo: "2 021 AAI

Commant
Sample Kndez

ise Percentige:

Peok-3pliz. Pectos: 2

Min  Deak Height, 20

Min Peak Width: 0

Smoothing Width: 3
BT Window: 200.

Expected RT: 0.665
Use kelative RT: No

Inc. Type: Vallay

Retention Time: 0.683

a 234644.707

6. TRe«004

0.567

0.960

Pﬂimw Mas{es| &076"”1&00'
Annstaton:

21
Sample Type: Unknown
Concenctxation: N/A
Calculacted Conc: 2.30 ng/mL
Acg. Dace: 10/19/2013
Acq. Time: 7:31:56 A
Modified:

Pxoc Algorithm: spcelfy Parameters - MQ IIL
Base Sub Wicndow: l. oo min

Report Largeat Pesk: No

min
couats
cpy
min
min

Narmo: “Nicoting' ﬂa-(ub 1&97&!30 100 Da*
Ananctaton:

Intenslly, cps

3504
30es
2504

Comment: *none’

Sanple !ndu: u

068 Sasple Type: Unknown
Concentration: 1.00 ng/mL
Calculared Conc: N/A
Acqg. Date: 10/19/3013
Acq  Time: T:11:5€ AM
Modified:

Proc. Algoritha: spccsty Parameters - MQ IXI
Noise Percentage:

Base. Sub. Window: 1 00 min
Peak-Split. Factor: 2

Report Largeat Peak: o

Min. Deak Meighs: 700.00 ops

Min. Peak Width: 0.00  sec
Smoothing Width: b} points
RT Window: 0.0 wec
Bxpected RT: ¢.664 wmin
Use Relative RT: ¥o

Int  Type: Vallaey
Retention Time: 0.680 mn
Ar 158624.450 counts
Height: 4.60e+004 cpw
Scart Time: 0.581 min
Bnd Tive: 1.03 wan

Intensity, cpe

4 0ed

3562

3 0ed

256

1504

1008

Camwr “none™
Sample Index: 22
Sample Type: Unknown s
Concentraticn: N/A Concentration: 1.00 na/ml 5004
Calculated Concr 7.31 ng/mL 2205 Calculated Conc: N/A
Acq  Dace: 10/19/2013 Acq. Date: 10/19/2013
Timei 3 3 :36:
Acq. Time: 7:36:14 AN o Acq. Time: 7:36:14 AM 45044
Moditied: Modified: ¥o
Proc, Algorithm: spccity Parameters - Mg 1II 18e5 Proc. Algorithm: Specify Parameters - MQ III 4004
Noige Percentage: 80 Noise Percentage: 80 -
Base Sub Wicdow: 1.00 mun Base. Sub  Window: 1.00 min
Peak-Split. Pactor: 2 1565 Peak-Split. Pactor: 2 3 Sedd
Reporc Largest Peak: No Report Largest Peak: No
Min Peak Height: 20 00 pe Min, Peak Heighz: 700.00 cps
Min. Deak Wideth; 00 see 145 Min. Peak Width: 0.00  wes 3004
Smecothing Width: J pointe b3 Saoothing Widch: 3 points E,
RT Wiadow: 200 sec S 1zes RT Window: 20.0 sec J
Expected 2T: 0.665 min g Expected RT: 0.664 min £ 2504
Use Relacive RT: Use Relacive RT: No 13
10651 2
£ S
Int Type: Valiey Int Type: !uo ‘N Base
Retention Time:  0.668 min Retention Time: win 2063
Axea: 755019.526  counts 80ed 3 uasn u: counts
Feight : 2 .32e4+005 cpe 5.12e+004 cps
Start Time: 0.595 min bad 0.602 min 1069
End Time: 0.946 min 0.974 min
40ed e
2004 50000
0o -
25 10 15 e oS 10 15
Timeme. —TLime. min,
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Sampla Name: 2 AARSY, 10511 001
Pesk Name' “Nicotine’  Mass{es|. *163 078/130.100 De"
Comment “none”  Aanctason: ™

Sample Index: 23

Samplie Typ Unknown
Conceatration: N/A
Calculated Comc: 6.5 ng/mb
2cq  Dace: 10/18,2013

Acq. Time: 7:40:32 MM
Modified:

o
Froc. Algorithm: specuy Parameters - My IIL
Noiwe Percentage:
Dage. Cub. Windew: x 00 min
Feak-Split. Factor: 2
Report Largest Peak: No

Min. Peak Height: 20.00 <ps

¥in. Peak Width: 0.00 sec

Smocthing Width: 3 points é
RT Window: 200. sec d
Expected AT 0.665 mia 2
Use Relstive §T:  Xo §
Int. Type: Valley ~
Retention Time: 0.632 min

Area: 1664241.555 county

Heighe: 4 75e€+008 cps

Scare Times 0.%586 min

End Time: 1.08 mn

s Name. -2 024 D00037
Pad( Name: “Nicoling” Ihl(ul ‘!leﬂ 100 D
Commenl: “none”  Aanotston =

4505

4De5

355

3.0e5

2565

155

1De5

50e4

Samole

5.-91. Type: Unknown
Concentration: 100 ng/el
Caleulated Cenc; N/A

Acg. Date: 10/18/2011

Acg. Time: T:40:32 AM
Modified: No

Proc. Algorithm: Specify ParametsIs - MQ I1I
Noise Percencage: 60

Base. Sub. Window: 1.00 maa
Peak-Spliz. Factor: 2

Repert Largeet Peak: Ne

Min. Peak Meight: 700.00 cpe
Min. Peak Widch: 0.00 sec
$mcothing Widch: b} poincy
RT Window: v.0 s=c
Bxpected RT: 0, 664 min
Use Relative RT: ¥o

Int. Type: Valley
Retention Time: 0.678 min
Area: 357193.667  councs
Height: 4.5104004 cpe
Scare Time: 0 574 min
Bnd Time: 0.885 ma

4 Oet

3504

300t

1508

1004

Sample Index: 24 Hanple XM: '4
Sampie Type: Unknawn 087 Sample Type: Unknown s
concentraticn: B/A 4051 concentracion: 1.00 ng/m
Calculated Comc: 22.1 ng/mL Calculated Conc: N/ 5 bet
Acq Date 10/18/32013 Acg. Datae:
Acq. Time: 7:44:48 AR Acg. Time:
Vodified: o R Modified: Aay
Exroc. Algerithm: Specify Parameterw - MJ III Proc. Algorithm: 5pcc£ly Pazameters - MQ III
Noise Peicentage: 50 Noise Peicentage: a4
Bage. Sub. Window: 100 min 30eS Base. Sub. Nindow: l oo wia ooy
Zeak-Split, Pactor: 2 Peak-Split. Pactor: 2
Report Largeat Peusk: ¥o Heport lLargest Peak: No 2504
:L‘n, Peak Rc:ggn 20.00  cpu p— Min. Feak hig:r.; 700.00 cps
n. Peak Width: 0.0%  sec Min. Jeax Width: 0.0¢  eec
Smosthing Width: b} pointy 5 Smoothing Widch: 3 peints § 3008
AT Window: 200, vec 4 AT Window: 0.0 sec A
Expected RT: 0.665 min i 20e5 Expested AT €.664 min z
Ces Relarive RT: No g Use Rmlazive RT: Ne é 285e4
Int. Type: Valley Int. Type: Valley
Retention Time: 0.672 min 1565 Retention Time: 0.668 mn 2008
Azea: 1280996.751 counts Azea: 164525 445 caunts
Mesight: 4.10e+005 cps Meight: 5.33e4004 cpw
Staxt Time: 0.602 man Start Time: 6,602 min 1508
Fnd Time: 6.960  min 1005 Rad Time: 0 889 mn
1004
5004
00 00
(%] 10 15 05 19 15
SO B Time.min,
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Comment: “rone”
Sample Index: 25

Sample Type: Unkaown
Concencroticn: ®/A
Calculated Conc: 17.2 ng/mL
Acq Date 10/1%/2013

Acq. Time: 7:43:04 AM
Modified:

Noise Percentage: 20
Baee Sub. Window: 100 min
Peak-Split. Pactor: 2

Report Largest Peal No

Min, Peak Height: 20 00 cps
Min Feax Width: 000 sec
Smoothing Width: 3 polnce
RT Window: 200 sec
Expected RT: 0.665 min
Use Relstive RT: ¥o

Int. Type: Valley
Retention Time: 0.684 wmun
Area: 1762915.143 counte
Heighr: 5§.2964005 cps
Scarc Time: 0.585 man
Bad Time: ©0.953 min

o
Proc Algorithm: Specify Parametere - MQ III

MM m Ihll(u) '1630701130.1(!)03’
Comment: "nena®  Annotation: =

Intensity, cps

A0e5

2098

155

1.0e$

Sample Index: 25

Sample Type: Unknown
Concentration: 1.00 ng/mL
Calculated Conc: N/A

Acq. Date: 10/19/2013

Acq. Time: 7:49:04 AM
Modified:

Froc. Algoritim: spc:i!y Parameters - MQ III
Noiue Percantsge. "0

Bage. Sub  Window: 1.00 min
Peak-Split. Factor: 2

Reporr Largest Pesk: No

¥in. Peak Height: 700.00 cps
¥in, Peak Width: 0.00 sec
smoothing Width: 3 points
RT Window: 200 ime
Expected AT: 0.664 min
Use Relative RT: No

Int. Type: Valley
Retencion Time: 0 661 man
Area: 159672.781  counts
Height: 4.81e+004 cpw
Staxe Time: 0.567 mn
End Time: 0.847 wmin

Posk mmmﬁr u-.(.r 167 1421134.000 Dv*

Comment: *none’
Sample Index: 25 Sampls Index: 2‘
Sample Typa: Unknown 087 Sampls Type: Unknown 067
Concentiaticn: B/A Concentration: 1.00 ng/el
Calculated Conc: .31 og/mL 26es Calculated Conc: N/A
RAcq, Date: 10/.8/2013 Acq. Dace: 10/18/2013 4508
Acq. Time: 7:53:22 AM 2465 Acg. Time: 7:53:22 MM
Modified: 2208 ¥odified: a0es
ng: Algorithm: Spcdty Parsmetere - MQ IIT Dx:e Algoricha: lpsctty PazameCexs - MQ III
Noise Pexcentage: Noiee Percentage: 80
Base Sub. Hindow: : oo min 2083 Ba Window:  1.00 min
Peak-Spiit. Factor: 2 Foak-Split, Factoxr: 2 3504
Report largeat Peak: ¥o 1.8e§ Report Largest Pes No
Min Daak Reighe; 2600 epw ¥in Deak Keight: 360.00  cpa
Min. Peak Width: 000 asec 1665 Min. Peak Width: 0.00 sac 30ad
m;xg Width: . 3 points 5 "knc'ming Width: G °] pointe 5
T N z - B
:xpc::-dvn: orees  min 5 14e5 hpc::::.;T: eyeee wis ¥ 25
Use Relative RT: o Use Relacive AT: No
£ 128
Int. Type: Valley = Int. Type: Valley T 20et
Retention Time: 0.667 mn 1025 Retention Time: 0.665 oun
Area: 872219.045%  counts Area: 163242 889  couats
Height: 2,728+005 cps 8.004 Height: 4.94e+004 cpw 1504
Start Time: 0.588 min Scart Time: 0.568 mn
Bnd Time: 0.a6¢ min Tima o 82 man
Ll 1004
4.0e4
5000.0
20ud
0. 00
2 05 10 15 = 05 10 15
Lime. D2, Lo, 0

4504

40o¢

35e4

304

2504

Intensity, cpe

20ed

15e4

1004
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Name "2 02 g 1 2013
Peak Name: “Nicoline®  Mass{es) *153 078/130.100 Da*
Commeat; “none” ot ™
Sample Index: b2
Sample Type: Unknown 0ss
Concentration: N/A Concurzration: 1.00 ag/el
Calculated Comc: 8.30 ng/mL 1405 Calculated Cons: nia &S50k
Acg. Date: 10/39:2003 2eq. Dave: 15, 15/3012
Acq. Tima: 7:57:40 AM Asy. Time. 237440 AN
2205 édas]
Modit Led: »o Modified: ue ot
Proc. Algerithm: dpecify Faramecers - M III 205 Proc. Algoticshs: Specify Paramsters - MQ Il
Nolse Fercentage w0 Noige Percentage: 20
Buse. Sub. Windes. 1.0 win Base. Sub. Window: 1.8 win 34
Peak-dplic, Ffacger 3 1 8eS Seak-spliz. Faccos H
Heport Lirgest Feak: e Jeport Largest PFmak: no
Min. Peak Height: 20.00 cp= 1.6e6 Min. benk Helght. 750.88 cpa 30e4
Mizn. Feak Wadzh: ©.00  wec Mim. Feak Width 0,00 wec
Bmocthiang widch: poiate 5_ 1405 Sacothing MiSth« 3 [ZS T 5
RT Mindow: duc 2 2 T Window: E ) uec . 254
Exgerted AT uis Rzpacted KT 0.564 ain
Tae Relative AT, g 125 Use Eelazive ATy No g
inc. Type: Valley 1065 Iac. £ Bage To Base Tut
Retenticn Tine: 0.684 min Retention Time: 0.660 min
Areas 9490075.003  cousnte Ares: 164818.372  coun:s
Meight: 1.56€+008 cps 5 0ed Height: 4.73e+004 cps 150
Stazt Time: 0.581 min Starc Time: 0.568 min
Bnd Time: 1.05 mia §0ed Bad Time: ©.968 min
10e4
4004
5000.0
2004
o o
e 05 10 15 L2 o5 10 15

013
Poak Name: Da”

Comment: “nona” Comment: “none'
Saeple Index: 28 Sample Index . 28
Ssxple Type: Onkoown 067 Sample Type: Unknosn 087
Coacentyatian: NoA Concentration: 1.00 ng/al
Calculated Cone) 2.63 ng/mlL 2205 Calculated Conc: N/a 5 0ad
Acg. Date: 10738 2043 Acq. late: 1¢/18/2013
Asq, Times LER R L Acqg Time B:01:5¢ AM
20e5 — 4 50d
Modifled: o 1€led: ¥o
#roc. Algoritha: Specify Farasetais - MQ IIX 1865 toc. Algozittm: Specify Patometzis - MG III
Nolge Peicentage: 40 Nciep Percentege: " 4 02¢
Bage. Sub, Wipdov: 1.90 sin Sage. dub. Window: .00 min
Foak-Spliz, Tagres: 2 1805 Feak-Spliz. Pactor) 3
Regort Lizgest Peak: Mo Beposxt Lasrgoac Peak: Ne 354
Mnin. Peak Height: 3ag.00 cps MNin. Psak Height: 00,02 cpa
Min. Feak Widrh: 0.08  awc 1305 Min. Peax Nideh: S.08  wsec
:.mr.wuu; Nidth: 3 points 5, :looﬂ:' a;:: Wideh 3 pointa §, 3004
T iz 3 300 wer A 7 Wi ‘ 20.0 sec 4
Expecced AT, mis 2 125 Eapmcied N7 o.68  min
Uee kelative WT: § Caw Relutive AT: No 2504
Int. Type Vall E 10e5 b vall
ne. 3 alley ne. : alley
Retention Time: 0,666 mia Retention Time: 0.665 min 20e4
Azea: 751759 456  counte 8.0ed Area: 16€465.522 counts
Height: 2.13e+005 cps Height: 5.25e+004 cps
Stazrt Time, 0.581 Stert Time: c.580 min 182
&nd Time: 0.946 oan Bad Time: 0.988 mn
$0e4 1.0ed
2084 50000
00 .0 -
= 05 10 15 e [ 10 15
Tme. 00 e min__

Page 164 - Confidential



Nicotine in Human Plasma (K,EDTA)

Celerion Study AA99122-01
Samnple Name *2 029 2201 D5116800000378 0013 CC P TR 110 0mPL-1 ¥ 1o 29" Narne ‘2 029 3 12519 3CCP1TY ]
Peak Name: "Nicotnz®  Mass{es) *153.078/130.100 Da” Peak Name: "64-Nicotne(iS|"  Mesa{es). “167,942/134.000 Da*
Annataton. Comment "none”  Arnotation: ™ '
Sample Index: 29
088 Sample Type: Unknown 088 |
Concentration: N/A 1805 Concentration: 100 ng/ml
Calculated Conc: 6.30  ng/mL Calculated Corc: N/A 4508
Acq Date: 10/3%/2013 1.7e5 Acq. Date: 10/19/2013
Acg. Time: 8:06:15 AM Acg. Time 8:06:15 AN
16eS. 4004
Modified: 1505 Modified:
Proc. Algorithm: smny Parameters - MQ IXX Proc. Algexithm: sneuy Parameters - M) III
Neise Percentage: 80 14a5 Koiee Percentage: 3504
Bage Sub. Windov: 100 min Bame. Sub. Window: 1.00 min
Peak-Splic. Facter: 2 13¢5 Peak-split. Faccor: z ‘
Repert Laxgest Peak: No Report Largest Peak: No |
Min Deax Height: 20 00 cpe 1265 Min. Deak Heighe: 700.00  <pw 304
Min. Peak Width: 0.00 sec 1.1e5: Min. Peak Width: 0.00 sec
Smoothing Width: 3 pointe § Snoothing Width: bl points a
RT Windov: 200 sec 1065 RT Window: 200 sec . 2504 ‘
Expected RT: 0.665 min 2.004 Expected RT: 0. 664 min g
Use Relacive RT: ¥o ' Use Relacive RT: No |
8024 E 200 [
Inc. Type: valley Inc Type: Base To Dase
Rc:en:wu Tine: 0.684 man 7004 Recention Time: 0.680 mn ‘
631§767.738  counte Area: 157938 .5)S  counts
n-sgh:x 1.87e+005 cps 6,004 Height: 4.56e+004 cps 1304 |
Start Time: 0.588 man 304 scarc Time: 0. 535 miz ‘
End Time: 0.974 min End Time: 1,09 mn
40ed 1004 |
3104 |
2002 S000.0
10a4
0 60 |
oS e 15 05 12

Commant: “none”

Sampie Name: “2 030 AASD122.
Poak Name “o4-Nicowno(iS
Comment "none”  Annclation

00000278 0013 C
s-s(-) “167 142/134 000 D¢"

Gample Index 30 Sample Index: )o
Sample Type: Unknown 087 Semple Type: Unknovn 058
Concentration: N/A Concentration: 1.00 ng/ml |
Calculaced Conc: 4,86 ng/mlL 1.4e5 Calculated Conc: N/A Pron
Acq. Date: 10/1%9/2013 ~; Acq. Date: 10/19/2013 &
Acqg. Time: 8:10:32 AM Acq. Time: 8:10:32 AX
1225 |
Modified: No Madified: 4084
Proc. Algorithm: lpcdty Parameters - MQ IIX 1205 Proc. Algoxithm: Splet!y Parameters - M) Il
Noise Percentage: Noise Percencage: 0 |
Base. Sub Window: 1 00 nin 11eS Base. Sub Wirdow: 1.00  min 354
Peak-Splic. Factor: 2 Peak-Split. Pactox: 2
Report Largest Peak: No 1088 Report Largest Peak: No |
Min. Peak Helght: 20 00 cps Min. Peak Height: 700.0¢ cpe 3004 |
Mia. Pess Width. 4.8 wes 9.0e4 Min  Peak Width: 0.00 e
Smocthing Width: 3 points § Snoocthing Width: 3 poincs E |
RT Window: 200. sec > B0od RT Window: 200 sec > 2504
Expected RT: 0.665 min = Expected RT: 0.664 min
Use Relacive RT: No E 7004 Use Relacive RT: No
Int. Type: Sase To Base 6.0ud Int  Type Valiey 204 ‘
Retaencion Tine: 0.666 wmin Rerention Time: 663 maa
Area: 488349 818 counte 50ed Area: 156256.0)5  counts
Height - 1.49e4005 cps Height : 4.30ee004 cpw 15ed
Start Tine: 0.581 min 4084 Start Time: 0.602 m:in
End Time: 1.1} wmin Ead Time: 0.917 min ‘
104+ 1004
2004 |
5000.0
1.004
0.0 LX)
as 10 15 0s 10 15
Tme o Time. mig

Page 165 - Confidential




Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Sample Index: a1
Sample Type: Unknown
Concentration: N/A
Calculaced Conc: 2.62 ag/ml
Acq. Date: 10/13, 2013

Acq. Time: B:i4:48 AN
Modified:

Proc. Algorithm: 5p¢c|.£y Paranecerx - MQ IIX
Noiwe Percentage:

ial . Sub, Window: 1.00 nin

plic. Facrer: 2

uapo:- lLexgest Peak: o

Min. Peak Height: 20.00 cps
Min. Peak Width: 0.00  ue=
Smecthing Width: 3 points
RT Window: 200. eec
Bxpected RT: 0.665 min
Ose Relative RT: No

Int. Type: Valley
Recention Tine: 0.684 mis
Area: 262767.804  counts
Height: 7.63€4004 cps
Start Time: 0.609 min
2nd Time: 0.9856 manm

MM 'uuw Dul(n) 'monnso wo Di'
Comment: "nosc®  Annctation: ™

7564
1003
€5ee
6.0e4

068

Unkehawa
100 ng/nL
Ccl:uhl:cd Conc: N/A ke
Acg. Date: 10,15/2013
. Time: 8:14:48 AM
i 4008
Modified: No
Proc. Algorithn: Specify Parameterw - MQ III
Noise Percentage: L] 3 5e4
Base. Sub. Rindow: 1.00 min
Peak-Split. Factor: 2
Repoxt Lardesc Peak: No 30ed
Min. Peak Height: 700.00 cps
Min. Peak Widch: 0.00 mec
Sacothing Nidth: 3 pointe 5
R7 Window: 20.0 sec > 2504
Bxpected RT: 0 664 =min £
Use Relative RT: No
§ 2084
Int. Type: Valley
Retention Time: C 680 nn
Azea: 155765.1%  cousntu 1508
Height: 4.62¢+004 cpx
Starc Time: 0.581 mn
Exd Time: 0.883 mn
1004
$000.0
00

St Y. Y. i i
M Name: 'uwr I&(ﬂt 't67 uzm 000 De*
Comment: ‘none*

sample Izdux: 32 Sample Index: n
le Type: Unknown 067 Saxple Type: Urknown 087
Concenszation: WA 50844 Cencentzation: 1.00 ng/al 50841
Calculated Cenic: 1.56 ng/wl l Calculated Conc: H/A
:q Date: 10/:? 2013 | Acq. Dlt.t 10/19/2013
Q. Time: Nris:te ax 4504+ Acy. Time: 8:29:06 AM 454
Modified: No } Hodified: No
Proc Algorithm: Sv-cuy Paranecers - MQ III 4064+ Proc. Algoricha: Specify Parameterw - MQ IIX 004
Noiwe h:ccnt;gc ww 1 Noise Percentage: "
100 mn B, . Window: 1.00 min
skt R 2 o RN s
por! ee i o eport Largest Peak:
Min. Peak Height: 2000 cpe J Min. Peak Neight: 700.00  cpm
Min. Peak Width: 0.0  ser 1088 Mim. Peak Widch: 9.00 sec 3004
Snon:han Widch: 3 points g. { Secothing ¥ideh: 3 points 5
RT Windov: 200. wec .. | RT Window: 20.0 sec v
Expected RT: 0 665 manm b Bipected EYT: C.664 ain
Uee Relative RT: No E 1“‘1 Use Re! No g 254
s | =
Inc. Type: valiey 2084+ Inc. Type: Valley
Reteation Tine: 0.665 mp 1 Retention Time: 0.665 min 2004
Area: 164108 321  counts | Araa: 170926.317  =aunts
Height: 5.04e+004 cpo ‘5“} Height: 5.14€4004 cpw 1584
Staxt Time: 0.509 min i Start Time: 0.567 min
End Time: 0.932 man I Erd Time: 0.995 =in
1004 1.004
auonul 50000
051 004
05 1.0 15 s 10 15
Ime o —Time.min__
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Name 122.010C A1 1" Sample D:
Paak mm Mnn(n) *163.078/130.100 Da"
Comment’ "none”  Annctation: =

Sample Index: 35

Sample Type: Q¢
Concentration: 0.600 ng/mL
Cslculsted Conc: 2.587 ng/ml
Acq. Dete: 310/19/3013

Acq. Time: B8:23:23 AM
Modified: No

Proc. Algorithm; m“y Parametexrw - MQ IIIX
Noise Percentage:

Base Sub Window: l oo min

Peek-Splic, Pactoz: 2

Report Largest Peak: ¥o

Min. Deak Height: 20 00  epe

Min. Peak Width: 0.00 wec

Smoothing Width: b ] points
RT Window: 200. roc
Bxpected RT: 9.665 man

Uce Bclative BT: o

Int. Type: Valley

Retencion Time: 0.682 min

Area: snso 332 ccunts
Height: .Sie+004 cpe

Starc Time: 0.605 min

End Tine: 0.792 ma

Nare. §12201 081 I
Pnkﬂomc 'Mnih- Mw ‘163 Wlw 10000'
Anngtoton: =

2 *33%  File: *AAG9122-01-RUN-002-VO1.wiff

1.504
Tded
134
1202
104
1 0c4

80000

0000

<coon

20000
10000

o0

088

Name' "2 12201 QCA 11" Sampis 1D "13*
l Peak Name: "4-Nicotine([S)" Massies): *167 142/134 000 Da”
Commert: *none”  Annotation: ™

Sample !ldcl 33

Saample Type:

Concentration: 1.00 ng/mL
Calculated Cone: N/A

Acq Dace: 10/19/3013

Acq. Time: 8:23:23 AM
Modified: No

Proc. Algorithm: Sncny Paraneters - MQ III
No. Percentage:

Baze. Sub. Window: 1 OG nin
Peak-Split. Pactor: 2

Report Largest Peak: No

Min. Peak Heighe: 700.00 cpa

Min. Peak Width: 0.00 sec

Smoothing Width: 3 peints 5
RT Window: 20.0  wec >
Expected RT: 0.664 min g
Use Relstive RT: Ho

Int. Type: valley

Retention Tine: 0,679 ma

Area: 157466.127 counts

Height: 4.18e+004 cpa

Starc Time: 0 595 wmaa

End Time: ©0.933 mia

File: “AARIT2.0Y

404

3004

1584

20682

O Wil

Comment: “rone* Comment: 'm. Anncation:
Saeple Index: 3e Sample Index: 34
Sasple Type: Unknows 0sr Sample Type: Unknown 066
Coacentration: N/A 2864+ Concentration: 1.00 ng/=L
Calculated Conc: 0 853 ng/wl Calculated Conc: /A 50ed
Acqg. Date: 10/19/2013 2664 Acq Dace: 10/18/2013
Acq. Time: 8:27:42 AM Acq. Time: 8:27:42 AX
2404 4504
Madified: Modifiad: ¥o
Proc. Algoritha: iptcxiy Parameters - MQ III 2284 Proc. Algorithm: Specify Parameters - MQ III
Noise Percentage: Noise Percentage: 80 4 Ded
Base Sub. Window: ) oo win Base. Sub  Window: 1.00 min
Peak-Split. Factor: 2 2004 Peak-Split. Factor: 2
Report Largest Feak: ¥o Report Latgesc PFeak: No 135e4
Min  Peak Heighe: 20.00 cps 184 Min. Peak Height: 700.00 cpe
Min. Peak Width: ©.00 mec Min. Peak Widch: 0.00 Sec
Smoothing Width: ] points 5 1 8esd Smoothing Width: 3 pointe § 30e4
RT Window: 200. sec 3 RT Window: 20.0 sec r}
Expected RT: 0.665 min £ 1444 Expected RT: 0.664 min
Use Relative RT:  No '§ Use Relative RT: o 25e4
Valley LR Int. Type: Valley
Timer 0.66¢ mm rien Time: 0.661 mn 20ed
93798.541  counta 1004 - 171097.872  counts
Reight: 2. 80e+004 cps Height: 5.26e+004 cp#
Szaxt Time: 0.574 nin 80000 Start Time: 6.561  min 1504
End Time: 0.861 uin End Time: 0.974 min
60000
i 1.0ea
40000
5000
20000 9
o0 0o
05 10 15 0§ 10 15
Jios. min Ime. 40
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

“Nicotine®  Matsls
Comament, "nang”™  Annotation.

Sample Index: 25

Sample Type: Unkaown
Concentration: N/A
Caleulated Cone:  0.516 ng/nL
Acy. Dace: 10/19/2013

Acg. Time: 8:31:55 AM
Modified:

No
Proc. Algorithe: Specify Parameiexs - MQ IIT
Noige Pexrcentage: LI

B Sub. Window: 100 mia
Peak-Splic. Pactor: 2

Report Largest Peak: No

Min, Peak Height: 20,00 cpe
Min., Peak Width: 9.00 sec
Smocthing Wideh: 3 peints
RT Window: 200 sec
Expected RT: 0.665 nin
Tse Relacive RT: ¥o

inc. Type: valley
Retention Time: 0.682 ain
Azea: 51776.441  eounte
Height: 1.48e24004 cpw
Scare Time: 0.581 nin
End Tive: 0.805 min

Sampie Name. A6 AAGS122-0
Peak Nama " Mass{os) 183
Comment. ‘none”™  Annotation: =

13/
30.10¢ Da”

082 Sample Type: Unkrown
Concentracicn: 100 ng/mL
Calculated Conc: N/A
et Acq. Date: 10/19/2013
. Tiee: 8:31:56 AM
5 Acq. Time 31: 8
Modified: No
1204 Proc. Algorithm: Specify Paranaters - MQ IIF
Noise Percencage: 80
1led Base. Sub. Window: 1.00 ain
Peakx-Split. Pacter: 2
1.00 Reporc Largest Peak: No
Min. Peak Height: 700.00 cpe
$000.0 Min. Peak Width: 0.08 uec
Smooching Wideh: 3 pointy 5
80000 RT Kindow: 20.0 sec .
Bxpected RT: 0 664 min z
70000 Use Relative RT: ¥o §
50000 inc. Type: vailey =
Retencicn Time: 0.675 min
50000 Area: 156426.820  counts
Height: 4.44e+004 cpe
4000 Starc Time: 0.581 man
9 Bad Time: 0.826 w@man
30000
Gl
16000
00

F—

Commont “none”

0013CC P
134.000 Da”

4.0e4

3.0e4

2504

20ed

1.5e4

1004

Sanple 1ndex: 16 Semple Index: 36
Sample Type: Unknown 07 Sample Type: Unknown 0.67
Concentration) N/A Concencracion: 1 .00 ng/mL
Calculated Comc: 0.28) ng/nL 9000 Calculated Conc: N/A 500k
Acy. Date: 10/19/2015 Acg. Date: 10/18/2013
Acg. Time: 8:36:15 AM o Acq. Time: 8:36:15 AM
Modified: No 000 Modified: No 45ed
Proc. Algoriths: Specify Parameters - MG III 7500 Proc. Algoricthm: Specify Parameters - MQ IIT
Noise Percentag an Noise Percentage - a0 4004
Bage Sub. Window:  1.00 min oo Ba Windov:  1.00 min
Peak-Spliz. Facto: 2 6500 Peak-Splic. Pacter: 2
Report Larges: Peak: No Report Largest Peak: No 3504
Min. Peak Meighc: 20.00 cpe 8000 Min, Peak Height: 700.00 cps
Min. Peak Widch: 9.90 wec Min, Peak wWidcon: .00 sec
s-ooc“ ‘:::‘g' Wideh: 3 points 5 5% :;o::::ng Width: 35 “J points § 30e4
W ' 100 ume > 5000 ow : wae 2
Expected RT: 0.665 win g Expected RT: 0.664 min g
Use Relative R7: No g 4500 Use Relative RT: ¥o g 2504
Inc. Type: Base To Base £ amo Int : Valley =
Recencion Time: 0.665 min 3%00 Recencica Time: 0.666 man 204
Axea: 30549.883  counts Area: 170408.37¢ counce
Height: 9 3404003 cpe 3000 Height §.338+004 ope
Scart Time: 0.588 min 2500 Scazt Time: 0.581 ma 15e¢
End Tiee: 0.847? wmin End Time: 1,01 mn
2000
1084
1500
1000 5000.0
500
P O ST S S o
05 0 15 0s 19 15
—Timg. oo —ling. min.
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Index: 37

Sample Type: Unkuown
Concentration: N/A
Calculated Conc: 0.134 ag/ml
Acq. Date: 10/19/2013

Acqg. Time: B:40:31 AN
Modified:

No
Proc. Algerithe: Sp-clty Parameters - MQ III
Noise Pexcencage:
Base  Sub. Window: 1.oo min
Peak-Split, Factor: 2
Report Largest Peak: No
Min. Peak Height:

Min. Peak Width: 0.00 sec
Smeothing Width: 3 points
RT Window: 200 vec
Expected RT: 0.665 min

Use Relative RT: No

Iac, Type: Base To Base

Retention Time: 0.682 min
Area: 13584.137 counts
Height: 3. 60es00) cpm
Scart Time: 0.602 win
Bnd Time: 0.781 min

22010511 201
'Nicoine™ Mass(es): 163 076/130,10¢ Da”
notation: =

Sample Index:

Sample Index: 37

Sanple Type:

Concentration: 1.00 ng/mL
Calculated Conc: N/A

Acq. Date: L0/13/2013

Acq. Time: 2:40:31 M
Modified:

Proc. Algorithm: Sncctty Parasmeters - MQ III
Noise Percentage:
Bage. Sub. Window: 1.00 mn
Peak-Split. Factor: 2
Report Largest Peak: No

. 700.00  cpe

0.00 wec
Smoothing Width: 3 points
RT Window: 20,0 sec
Bxpected RT: 0,464 man
Use Relative RT: Mo
Inc. Type: Valley
Reteation Tige: 0.679 man
Area: 1568527 0S4 counte
Helgat: 4.17e+004 cpe
start Tine: 0.602 man
Bnd Time: 0.875 man

ops
£

£

Sample Type: Unknown

Concentration: N/A 12005 1.00 ng/mL S0es!
Calculated Conec: 3 .62 ng/mL calcua:ed canc- NIR |
Acg. Date: 10/15/2013 11065 Acq. Date: 10/18/2013 |
Acg. Time: B:44:49 AM hcq Time: 8:44:495 M ‘s‘;
|
Modified: 1,005 Moditied: |
Proc. Algorithm: lptei!y Parameters - MQ IIr Proc. Algorichm: Sp-ckty Paranetexs - NQ IIT 4“‘1
Noige Percentege: L7 9.0004+ Noiss Percentage: L0 i
Base. Sub. Window: 1.00 wmin ;5 | Et Window: 1.00 min |
Peak-Split, Factor: 2 1 Peak-Split. Factor: 2 3504!
Report Laxgest Peak: ¥o W1 Report Largest Peak: No i
Min. Peak Height: 2000 cps { Min Peak Height: 700.00 cpe |
Min. Peak Width: 0.00 aec 7 Min. Peak Width: 0.00 eec 3084+
Smoothing Width: k] points 5_ 004 + saoomng Width: 3 pointa 5 1
T Window: 200. cec > RT Window 20.0 sac > |
Expected RT: 0.665 min g £.00a4 Bxpected nr- 0.664 min 254+
Use Relative RT: No Use Relative RT: No {
Int. Type: valley 500et Iac. Type: Valley 8 P |
Notonsisa Time 9.666 wan Retencion Time: 0.662 mun {
Azea: 383680.288  counte 40004 Area: 165062 998  counta {
Height 1 208+0058 ecpw 3 Haighe o §.200.004 cpx 15.6:
Scart Time: 0.585 mn Scarc Tise: 0.602 min 3 {

Enc Time: ¢.897 mn 3.00e4 End Time: 0.%46 maxn
1.004

2.00ed
1,008t Bwoa
0.0 oo T
0s 10 15 0s 10 15
Jime. min Teme mio
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Comment:
Sanple lndex 35
Sawple Type: vnknown
Concentration: N/A
Caleulared Conc: 201 ng/ml
Acq. Date: 10/19/2013
Acq Time: 8:49:07 AM
Modificd: No

Proc. Algorichm: Specify Patameters - Mg III
Noise Percentage:

Base Sub, Windew: 1.00 wmin
Peak-Split. Pactor: 2

Report Largeat Peak: No

Min. Peak Height: 26.00 cps
Mio. Peak Widch: 0.00 wec
Swmocching Width: 3 points
RT Window: 200 sec
Exgacted AT: 0.66S min
Use Relative RT: No

Int. Type: Valley
Retantics Tine: 0.68¢ wun
Asea: 21051330.46) sEunie
Height: 2.79¢+005 cps
sSeare Time: o S88  wmin
End Time: 0.988 min

591
Pask Nam: Nicoline” muy *163.078/13) 100 Do
Annotalion: =

hiensty, cps

245
22e5
20e5
18e5
1685
1465
12e5
1.0e5
L

4004

200t

Sample Index: 35

Sample Type: unknown

Concentration: 1.00 ng/mL
Caloviated Cenc: NIA

hcq. Dat 10/13/2013

Acq. Time: 3:49:07 AM

Mcdified: No

Proc, Algorithm: Specify raranecers = WQ 1i1
Noi Percencage: a0

Aaxe. Sub. Window: 1.08  sin

Peak-$plit. Pactor: 2

Reporc Largest Peak: No

Hin. Peak Height: 100.00 cpe
Min. Peak Widch: 0.00 gec
$moothing Widch: 3 posncs
2T Window: 20.c¢ sec
Rxpacted BT: 0§68  min
Use Relative RT: No

int. Type: Valley
recention Time: 0.679 min
Area: 161565.611  councw
Height: 4.26e+004 cps
Stare Time: 6. 402 mim
End Time: 0.925 min

Inteashy, cps

Comment: "none” Col
Sample Index: 40 Sample Index: 40
Sample Type: Unknown 087 Sample Type: Unknown
Corcentracion: N/A 5505 Concentracion: 1.00 ng/ml |
Calculated Conc: 18.9 ag/mL 1 talculated Conc: N/A {
Acq. Daze: 10/19/2013 Acqg. Dace: 16/18/203) 4540
Acq. Time: 8:53:27 AM 5.085 Acq. Time: 6:53:27 A
Modified: No Hodified: No 40ed
Prcc. Algoxithm: Specify Parameters - MG III 4505 Proc. Algorithm: Epccxty Farameters - MQ III
Hoive Percentage: 80 Noiwe Percentage:
Base Sub. Window: 100 min 3age. Sub Window: l 00 min i5ed
Paak-Splic Facror: 2 4065 Penk-Splic. FPacror: 2 >
Rejort Largest Peak: No Xeport Largeet Pedk: No
Min. Peak Height: 20.00  cpa 2565 nin. Peak Height: 700.00 cpe 106t
Min. Peak Width: 0.00 asec Min, Peak Width: 0.0¢ sec
Smecthing Width: 3 peincs Smoothing Widch: 3 poince
RT Window: 200, P 5: 1065 RT Window: 20.0 wec E_' 2504
Expected RT: 0.665 min = 2xpected RT: G.664  min
Use Relative RT: No g — Ose Belative RT: No
Inr. Type: valley Int. Type: Valley = 2004
Retention Time: 0.666 mn Retencion Time: 0.664 min
Area: 1886971.61)  counts 2005 Area: 1snn 130 counts
Heighc S 681093  cps Height : 4.85e+00% cps 15e4
Start Time: 0.602 wmin 1505 scart Time: 6.58) mn
End Time: 0.974 min nd Time: 0 828  min
10ud
1.0e5
50e4 5000.0
0o oo
05 10 [} " 10 [
_Tme.me —Lme.ma
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Name: "2 041 AA38122-01 0511
Mass(

Concentrazien:

Calculated Conc: 7.9 ng/wmL
Acq. Date: 10/19/2013

Acq. Tiwe: 8:57:43 AM
Moditied:

Proc Algorithm: srectty Parameters - MQ III
Noise Percentag
Base. Sub. Window: l ao min
Peak-Split. Factor: 2

Report largest Peak: No

RT Window:
Bxpected RT:

Min. Peak Height:
Min. Pesk Widch:
Smocthing Widch:

Use Relative RT:

Intansity. cps

int

Retanticoh Tiow:

Arxea: 2723533 420 counte
Height: 7.70e4+005 cps
Starc Time: 0.585 min
Bnd Time: 1.13  min

1 013
: *163.076/130.100 Da®

7 3e5
7 0e5'
6.5¢5
6005
§.5e5
5.0e5
< Se5
4 0e5
355
310e5
255
2085
1565
1068
G024

Cancentration: ng/mL
Colculated Conc: N/A

Acg. Date: 10/19/201)

Acq. Time: 8:57:43 AM
Madified:

Pr Algorithm: specuy Parameters - MQ III
Ne: Parcentage:

Base. Sudb Wizdow: L.oo min
Peak-Split. Factor: 2

Reporc Largest Peak: No

Min. Peak Height: 700.0¢ cps
Mio. Peax Width: 0.00 aec
Sacothing Width: 3 pointe
R’T Window: 20.0 sec
Expected RT: 0.664 min
Use Relative iT: No

Int. Type. Valley
Retencion Time: 0 €30 min
Area: 151807. 006 counts
Heigh:: 4.3204004 cps
Scart Time: 0.58; min
End Time: 0.974 mun

mmw—wr
Camment: "none”

Inlansity, cps

H
l.i(-) '161 I‘?iS‘M Ds*

40044

30ee

23504

1504

1004

Sample Index: 42 Sample Index: u
Sample Type: Unknown 067 Sample Type: Unknown 0s7
Concentxation: N/ Concentration: 1.00 ng/mL
Calculated Conc: 3.0 og/mL 7.085 Calculated Comc: N/A 5004
10/19/2013 Acq  Dace: 10/19/201)
9:02:00 AM 6.505 hcg Time: 9:02:00 A i
Modified: o 6.0e5 Modified: Ho
Proc. Algorithm: Splu!y Parameters - MQ 11X Froc. Algoxithm: Specify Parameters - MQ III
Nolve Percentage: 55ek Noise Percentage: 80 40pd
Base Sub. Window: : MJ min Base Sub Window: 1.00 min
Peak-Splic. Pacter: 3 Teak-Splic. Pectoz: 2
Report Laxgest Peak: Mo 5.0e5 Report Largest Peak: No 3504
Min. Peak Height 20 00 cps win. Peak Height: 700.00 cpa
Min. Peak Width: 0.00 wes 2565 Min. Peak Width: 0.00 sec
Smocthing Width: 3 points §, Smoothing Width: 3 points g_ 30ed
RT Window: 209, e > 4008 RT Window: 20.0 sec A
Expected RT: 0 665 min z Expected RT: c.66¢ min
Uee Relacive RT:  Ke 'é 3505 Use Relative XT:  No 2802
€
Inc. Type: Valley T 305 Inc. Type: Valley -
Retention Time: 0.67¢ man Recention Time: 0.669 man 2004
Area: 2411192.08%5 counts 2505 Area: 162947 451 counts
Heighc: 7.41e+00% cpe Height : 5.31e+004 Cps
Starc Time: 0.581 @in 2005 Start Time: 0.608 min 1504
End Time: L.23 min End Time: 0.903 min
153 10s4
1005
5000 0
50e4
o g 0. g
= 05 10 15 = 08 19 5
—Time_min, Tioe.min.
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Name: 2 043 AAS5122.01 051 10500000359
Peak Name W lhsﬁ-l “163 074/130 100 DD'
Commere. ‘noze”  Annotation:

Sanple 1ndex, '3

Sample Type: Unkncwn

Concentration: N/A

Caleulaced Coner 5.3 ng/mL

Acq. Dace: 20/19, 2013

Acq. Time: 9:06:18 AM

Modified: No
Proc. Algozithm: speeuy Paracetezs - MQ 11X
Noiwe Percentage:

Bawe. Sub. Window: 1 00 min
Peak-Splic. Factor. 2

Regest lLargest Peak: Ne

Min Peak Height: 20.% cpa
Min. Feak Widch: 0.00 wsec
Swocthing Wideth: 3 poiate
ET Windov, 200. Bec
Expeczed RT. 0.665 min

Use Relstive AT: No

Int. Type: valley
Retention Tine: 0.63¢  min
Area: 1631929.402  counte
Height: 4.32e4005 cps
start Time: 0.585 maxn
End Time: 0.9¢3  man

38122 1 13
Pask Name: “Hicotine” Maga(es) “163 078130 100 D"
Commant: ‘nare”  Annotation: =

Intensily, cps

Sample Index: 4
068 Sample Type: Unknown
Cencencration: L.00 ng/nL

Caleulated Cone N/

Acqg. Date: 10/15/2013

Acg. Time: $:06:18 AM
Mcdified:

Proc. Algorithn: Specily Parameters - MQ IID
Necige Percentage: 0

Base. Sub. Window: 1.00 min
Peak-Split. Factor: 2

Repors Largest Peak: No

Min. Peak Weigst: 700.00 cps
iz, Peax Nidck: 0.00  sec
Seoothing Wideh: ) pointa
T Window: 20.0 sec
Bxpacted Rr: 0.664 min
Use welative RT: No

Inc. Type: Valley
Retencion Time: 0.680 2un
Area: 168615 28)  counts
Height: 4.15¢-004 cpu
Sctarc Time: €.57%4 man
Brnd Time: 0.917 mna

Inlensity, cps

4 0es

3.0e4

30es

54

2004

Sample Index: 44 Sample Index: 44
Sample Type: Unknswn 067 Sample Type: Ozknown 057
Concentration: N/A 3405+ Concentration: 1.00 ng/aL
Calculaced Conc: 3.8 ng/mL | Calculated Conc: /A
Acq. Date: 10/13/2013 1351 Acq. Date: 10/19/2013 452
Acq. Time: ©.20437 M 20251 Acq. Time: 9110:37 AM
Modified: ¥o | Modified; Ne 40t
Proc. Algorithm: Specify Paranetery - MQ III ?M‘ Proc. Algorithn: Specify Parameters - MQ III
Noise Percentag 8o 15.51 Noiwe Pexcentage: 80
Base. Sub. Window: 1.00  nin | Bawe. Sub. Windo LE¢  mia 3504
Peak-Splic. Facter: 2 2405 Peak-Splic. Pu:ox 3
Repert Lirgest Paeak, No 1 Report Lacgest Peak: No
Min. Peak Height: 20 00 cps 22054 Min. Peak Height: 700.00 cpa 3004
Min. Peak Width: 0.30  wec 2008 Min. Peak Width: £.00  wec
s;ae:hsz Width: 5 3 points 5_ I s;o:::;d:g Nidti: 3 pointy §
RT Win H 200. sec . R " 20,0 vec %
Expected RT: 0.665 min g 18651 Expucted RT: 0.664 min z 252
Uge Relative RT: No § 14654 Use Relacive RT: Ne -
4 | =
Int. Type: Valley T 1463 Inc. Type: Base To Base 20ed
Retention Time: 0.572  min | Reteation Time; G.670 nin
Area: 1077916.767  csunts 1205 Azea: 155907.198  coun:e
Height: 1.43e4005 cps ! Height: 4.89¢+004 cpe 1503
Srar: Tise: 0.582 min 10e51 Stare Time: 0.67¢  =in
End Time: 102 man 8.0ed1 End Time: 1.08  min
{ 10e
ilb‘t
ADed |
| 5000.0
210ed+
!
08
= 05 1.0 15 0 0s 10 15
Tive o0, —lme. g
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

“2 045 AASS122-01 05110800000361 0013 2 8 11" SampleD: *45* File: "ARG . Sample Name. *Z 04! 122010511 10013 THS 22 P2 T8 DAY3/ 30h 45m PL-1 1* J ! "AAS,

Peok Name “Nicowne”  Mess(es) “163.076/130.100 Dg" Poak Name: “94-Ncotne(IST u-u(-r.'mruznuuwn-

Comment *none”  Annotason: = Comment ‘nooe” Annotation: **
sample Irdex: 45 Sample Index: 45
Sample Type: Unknown 0635 Sample Type: Unknown 668
Conrestraticn: N/A 24051 Cencentracion: 1.00 ng/aL 4.0ed
Calculated Conc: 9.25% ng/ml ] Calculated Conc: N/A
Acq. Date: 10/13/2013 Acg Date: 10/18/2013
Acq. Time: 9:i4:54 AM 22054 Acg. Time: F:l4:50 An Sk
Moditied, m,‘ Modified,

1

Proc. Algorithm: s;ncﬂy Parameters - MG III
Noive Pexcentage:

Proc. Algoricha: Spac“y Parameters - MQ III
Roise Percentage:

3ase Sub Window: 1.00 min 1865+ Base. Sub. Window: 1 00 min 3004
Peak-Splic Facror: 2 | Peak-Split. Pactor: 2
Report Largest Peak: No 16¢54 Report Largeet Peak: No.
Min. Peak Heighr: 20 C0 cpe - { Min. Peak ¥eight: 700.00 cpe
Win. Peak Widrh: 0,00 mec ! Min. Peak Widrh, 0.00 see 2504
Smoothing Width: 3 pointe & 14654 Smoothing Widch: 3 poincs 5
AT Window: 200 sec A | RT Window: 200 sec 4
ixpected RT: 0.665 min i‘ 12e5+ Expected RT: 0.664 min £ 2004
Use Relative RT:  No § | Use Relative RT:  No i
Inc. Type: V.lley 1005+ Int Type: Valley =
lecutivn Time: @in lccenuon Time: 0.68) =z 154
021929 607 counts 2004 Area 1398141 197  countw
leightx 2.45€4005 cpe H.lght' 4.13e+004 cps
start Time: 0.581 man Scarc Time: 0.588 mn
Bad Time: 104 min IM] Bnd Time: 0.960 wman 1084
|
40031
! 5000 0
20041

0811
Pagk Nnmo w Mel) *163.078/130.100 Ds"
Comment: * Annotation: =

“none’

Sample Indoxx 46 Sample Index: A‘
Sample Type: Unknown: Sawple Type: Unicnown 057
Concentration: N/A ConcentIation: 1.00 ng/alL
Calculated Conc: 8.22 ag/mL Calculated Cone: N/A
Aoq. Dactey 10/18/3013 Acq. Date: 10/19/2013 4 654
Acg. Tiwe: 9:19:12 ™ Acg. Time: 9:19:12 AM
Modified: No Modified: No 4 0sd
Proc. Algorithm: Spe:x!y Paramecexs - MQ III Proc. Algorichm: Specify Parametexw - MQ IXI
Noise Percentage: Noise Percencage: 80
Base Sub. Window: l on win Base. Sub. Window: 1.00 wmin 3504
Peak-splic. Factor: 2 Peak-Split. Pactor: 2 1
Report Largest Peak: No Report Largest Peak: No
Min. Peak Height: 20.00 cpe Min. Peak Heighc: 700.00 cps 30s4
Min. Peak Width: © oo sec Min  Peak Widch: 0.00 sec
Smoothing Width 3 poiats Smoothing Width: 3 points 3
AT Window. 200, sec RT Window: %0 sec d
Sxpected RT: 2,665 wmin Expected RT: 0 66 mia P
Use Relative RT: No Use Relacive RT: No é
Int. Type: Valliey Tat Type: Base To Rase 2004
Retencion Time: 0.673 man Retention Time: C 670 nin
Axea: lo)so( 831 counte a 151852 268 counte
Height: Heighe: +004 cps 1504
Start Time: Start Time: 0.603 win
ind Time: Bnd Time: 9.97¢ min

1002

5000.0

.
w os 10 15
Time. min.
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

'none”
Sample xmx 47
Sample Type:
Concencracion: NN
Calculated Conc: 5.50 ng/ml

Acqg. Tate: 10/19/2013
Acq. Time: $:23:30 AM
Modified:

Prac. Algorithm: Specuy Parameters - MQ IIX
Noies Parcantage: ')

Bage Sub. Window: 1.00 win

Peak-Split Facter: 2

Report largest Peak: No

Min. Peak Keight: 20.00 cps
Min. Peak Width: 000 acc
Smocthing Width: 3 points
RT Window: 200 sec
Expected RT: D.665 min
Use Relstive RT: No

Int. Type: valley
Retentias Tine: 0.682 man
Area: 549212 692 county
Height : 1.47e+005 cps
Scazc Time: 0.588 man
Bnd Time: 1,01 min

171 003
163.078/130.100 Da”

14051
1.3eS
12e5
1ies

10e5

Concentration:
Calculacted Conc:

Acq. Date: 20/
Acq. Time: 9:2
Modified:

Proc. Algerichn: suc“y Parameterw - MQ III

Neise Paxcentages

N/A
15/2013
3:30 AM

Bage. Sub. Window: 1.00  mia
Peak-Split, Factor: 2

Report Largest Feak: No

Min Feak Reight: 700.00 cps
Min. Peak Width: 0.00 wmc
Smoothing Width: 3 points
RT Wirdow: 20.0 sec
Expected RT: 0.664 min
Use Relative RT: No

Int. Type: Valley
Retention Time: 0 €80 min
Area: 155378 764 counts
Height: 4 10e+004 cpu
Starc Time: €.585 mn
End Time: £.805 mn

Intensity, cps

40ed

354

30ed

T10DAY3/ Day 3 ZhOm P Sample ID: 47"

Fllo: "AAS

Comment: *none” Comment'
Sample Index: 8 Sample Index: 48
Sample Type: Unknown 087 Sample Type: Unknown 088
Concentration: N/A 110654 Concentration: 1.00 ng/mL
Calculated Conc: 3.33 ng/mL | Calculated Conc: N/R 5004
Acq. Ddate. 10/19/3013 Acq. Date. 10/19/2013 &
Acq. Time: 9:27:46 AM IMI Acq Time: 9:27:46 AN
3802
Modified: No Medrfied: No
Proc Algorithm: Specify Parasmecers - MQ III 50004 Pioc. Algoritha: Specuy Parameters - MQ 111
Nolse Peccentage: Noime Percentage: Aled
Base Sub. Window: 1,00 min 80064 Base. Sub Window: 1,00 min
Peak-Splic. Faceer) 2 Peak-Split. Packor: 2
Report largest Peak: No Report Largest Peak: No %4
Min. Peak Helght, 20.00 cpe 700ed Min. Peak Height: 700,00 cpe
Min, Peak Width: 0.00 wyec Min.  Peak Width: 0,00 wec
Smoathing Nidth. 2 peints § Smcothing Widch: 3 pointa § 30ed
RY window: 200. sec > G00cs RT Window: 20.0 vec 4
Expecced RT: 0.665 min Bxpected RT: 0 664 min =
Use Relative RT:  Na Use Relative RT:  No g 28%ee,
& 5 £
Int. Type: Valley Inc Type: lu: ‘Rn Bace =
Recencion Tise: 0.667 man 40064 Retention Time: L] min 2004
Area: 3155909.58€ counte Area: 166441 045 counta
Meight s 1.120+005 cps Height: 5.39e+004 cpe
Start Time: 0.595 mun 210064 Start Time: 0.595 min 1504y
End Time: 0,903 mun End Time: 1.06 min
20064 10es
100es 50000
v.00 LAY
05 10 15 05 10 15
Tme min Tieag. min,
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Sample Index: 49

Sample Type: Unknown
Concertration: N/A
Calculaced Conc: 1,72 ng/mL
Acq. Date: 10/19/2013

Acq. Time: 9:32:02 AM
Modified:

Proc. Algeritha: spcc“y Parameters -
Noise Percentage: 80
Base Sub. Window: 100

mia
Peak-Splic. Pactor: 2
Report Largest Peak: No
Min. Feak Height: 20.00 cpe
Min  Peak Width: 0,00 Bec
Swootking Width: 3 points
RT Window: 200 sec
Expected RT: 0.665 min
Use Relative RT: Yo
Int. Type: Valley
Retention Time 0.652  man
Area: 178200, 022 counts
Height: 4 8le+004 cpe
Start Time: 0.605 mn
Brd Time: 0.967 man

Commant’ ‘nane’  Annotation

Mg IXI

Sampic Name. (5]
Paak Name: “Nicotine” u.a(u, '1ssa7amo 100 Da”

Intansity, cps

ZP2 112DAYS/ Day 3 6hOm PLY 1© Sempe 10: ‘49" Fie. -Ada. ||

088

Concentration: 1.00 ng/ml

i Calculated Conc: /A

Sed Acq. Date: 10/18/2013

Acq. Tine: 9:32:02 AM

4008 Modified: uo
Proc. Algorithm: specuy Parameters - MQ IIT
Moise Pevcentage:

A%ed Base. Sub, Window: 1. W min
Peak-Split. Pactor: 2
Report Largesr Feak: No

30ed Min, Peak EHeight: 700.00 cpe
Min. Peak Width: .00 mec
Smoothiag Width: 3 pointe

25041 RT Nindow: 20 0 sec
Bxpected RT: 0.664 min
Use Relative RT: o

2084 Int Type: Baee To Base
Retention Time: 0.€77 wim
Azea: 161338.243  counts

1504 Height: 4.27e+004 cps
Scart Time: 0. min
8nd Time: 1.02  wmin

1,004+

5000.0+

Intensity, cps

Sample Index: 50 Sample xndnx sa
Sample Type: Unknown 08y Saxple Type: Unknown 0.6
Concertration: N/A Concentration: 1.00 ng/mL 5004
Calculated Conc: 0.86) ag/mL 28ed Calculated Conc: N/A
Acqg. vate: 10/19/2013 Acq. Date: 10/19/2013
Acq. Time: 9:36:20 AN ah Acq Tive: 9:36:20 AM 4504
Medified: No Modified: No
:x:c xgorl:h- specuy Parameterw - MQ III 2204 Proc. Algorithm: ssecuy Paramecers - MQ III 4064
icise Percentage: Noise Percentage:
Bage Sub. Window: l 00 min 20s3 Sage. Sub Window: x 00 min
Peak-Split Pactor: 3 Peak-Split. FPactor: 2 3564
Report Largesc Peak: Yo Report lLargeet Peak: No
Min. Peak Height: 20.00 com L Min Peak Height: 700.00 cps
Min. Feak Width: 0.00 nec Min Peak Width: 0.00 mec 3064
Snoothing Widch: k] points § 1804+ Smoothing Width: 3 pointe §
RT Wipdow: 200, sec A RT Window: 0.0 Bec 4
Expected RT: 0.665 min % 1404 Expected RT: 0.664 min E 2584
Use Relative RT: Ne H Use Relative RT: Ho §
e 12ed e
Inc. 3 Base To Base = | Int. Type: Valley T
Retention Time: 0.67% min |M1 Retencion Time 0.667 mn
Azea: 87876.932 counts Area: 158585 452  counte
Heighc: 2 TSe+004 cps 200001 Heighi: 5.11e+004 cps 1504
Start Time: 0.568 min 01 Start Time: 0,574 min
End Time: 0.857 min og End Time: 0. 85¢ mn
6000.01
| 10e4
4000.0 ¢
| 5000
200001 4
|
00= 00
> 05 10 15 05 10 5
Tieme min Tme mun

3 5a¢

30ed

2504

2004

50000
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Sampls Name: "2 051 E! 1" Sampie |
Peak Name: “Nicotine” ms(ei) 163 .078/130.10C Da’
Comment: "none®  Annolation:

Sanple Index: 51

Sample Type:

Concentration: 2 00 ng/mlL
Calculated Conc: 2.05 ng/ml
Acq. Date: 10/19,12013

Acq. Time: 9:40:37 AM
Modificd: No

Proc. Algorithm: Specify Parameters - Mg III
Noise Fercentage: ae

Base, Sub. Window: 100 w=in

Peak-Split. FPactor: 2

Report Largest Peak: ¥o

Mia. Peak Height: 2¢.00 cps
Mia. Peak Width: @.00 sec
Smocthing Widcth: 3 pointy
RT Window: 200. sec
Expected RT: 0.665 =min
Use Relative RT: Ne

Int. Type: Valley
Retention Time: 0.684 min
Area: 296262,557 counts
Neight S 77e+004 cpi
Starc Time: 0.605 mn
End Tine: 9.897 man

= : 2 (3
Pui Nuu ‘Nbdne’ Mua(u) ‘163 7a/120 1oo Da*
Commant: “none”  Annotation: =

5502

4.5¢4

4004

3 5ed

3.0c4

Intensity, cps

2504

2064

154

1008

50000

088

WM 2051 AASS12201 GCE 11" SamplelD: S1°  File. AASS122-01 RUND0Z-VOT Wi

ur Vass(es): “167 1421134 000 Da"
Sample Index: 61
Sample Type: Qc 0.68
Concentration: 1.00 ng/mL
Calculated Coenc: N/A 4004
Acq. Date: 10/18/2013
Req. Time: 9:40:37 AM
Modified, 33
Broc. Algorithm: Spceuy Parameters - MQ III

LW n 3004
. Pacter: 2

Report Largest Peak: No
Min. Peak Height: 700.00 cps
Min. Peak Width: 0.00 wee 2602
Smoothing Width: 3 points g,
RT Window: 20.0 sec xS
Expected RT: 0.664 man 2004
Use Relative RT: L5) .
Int, Type: Valley =
Retention Tine: 0.¢01 maa 1.504
Area: 146393.682 counte
Height : 4.14e+004 cpx
Starc Tiee: 0.588 mn
End Time: 1.02 man 1,068

Ssnple Index: 33 Sample hﬁ 52
Sasple Type: Unknows aer Sample Type Unknown 067
Coacentxation: N/A Concentration: 1.00 ng/=L $0ed
Calculated Conc: 0.441  ng/ol 14e4 Calculated Conc:  W/A
Acq. Date: 10/19/3013 Acqg. Date: 10/19/2013
Acq. Time: G:44:55 AM 13e2 Acq Time: 9:44:55 M 4504
Modified: 12e4 Hodified: No
DPrac. Algorithe: Specify Darameceru - M@ IIT Proc. Algorithm: Specify Paramerere - MQ Tii 4004
Nolue l:;cqn:lgn: ac . 1.104 mn ::;cu:;nnge: "
Base. Sub. Window: 100 =in e. . Window: 10 min
Peak-Split. Faczor: 2 1.0e4 Peak-Spliz. Factor: 2 35e4
Report Largest Peak: ¥o Report Largest Peak: No )
Min. Peak Keight: 20,00 c¢po 90000 Min. Peak Heignt: 7¢0.00 cpe
Min. Peak Widch: 0.00 sec Min. Peak Width: 0.00  sec
Smecthing ¥Wideh, b inte Smoothing Wideh: 2 pointe 3004
27 Windov: 00.  sec § s0000 KT Windov: 20,0 wec &
Expected RT: ©.665 min 3 Expected RT: 0.664 min
Use Relative RT:  No i 70000 Use Relative RT: Mo g Mot
Inz. Type: Base To Rase £ so000 Int. Type: valley 2004
Retention Time: 9.671 ain Retentioa Time: 0.666 ma
Axea: 44559 428  counte 50000 Area: 157667.220 couats
Height: 1.4)e«004 cps Heighr: 5.09e+004 cps 1504
Starc Time: 9.602 min 20000 stax: Tiue: 0.581 min
End Tise: 7.882 min End Time: ©.9€0 min
30000 1084
20000
5000.0
10000
00 00
[ 10 15 a2 0s 10 15
Jims. mig, e o
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sampls Name: "2 05
Peak Name: *Niccling” Im(u) '183 078/1(0 mow
Annolation: =

phe 324n0m PL-11° Sample D: “53" TAA L Sample Nome: "2 053 AA9512201 051 1mmsmzzrzhsmvslo.ysmonhn' Sampie ID: 53" File
Peak Name: "Nicodne”  Mass(es): "163.078/130.100 08" Poak Name: "04-Nicotine(1S)" Mﬂ(ﬁ) *167.142/134.000 Dp*
Comment: "rone®  Annolation: = Commert: “nose”™
Sanple Index: 53 Sample Index: ()
Sasple Type: Unkoown 088 Sample Type: Unknown 068
Cozcencration: N/R Concentration: 1.00 ng/mL
Calculated Conc:  0.166 ng/nL Calculated Conc: N/A
Acqg Date: 10/19/32013 . Date: 10/13/2013
A:: Time: $:49:22 AM &0 Ac“: Time: 9:48:12 A% 4002
Modified, us 4000 Modified:
Proc. Algorithm: Specify Parameters - MQ III Proc, Algorithm: Spe::uy Parametexs - MQ III 31504
Noise Percencag ac Noise Percentage:
Base Sub. Windo 100 min Base. Sub Window: l. 00 win
Peak-Split. Pacto: 2 3500 Peak-Split. Pactor
Report Largest Peak:  bo { Report Largest Peak: uo 302
Min, Peak Heigh:s: 2¢.00 cpe | Min. Peak Height: 700.00 cps
Min. Peak Width: 800 e 3000 Min. Peak Width: 0.90  amc
Smoothing Width: p) points § 1 Smoothing Widch: 3 peints 5_ 2502
RT Window: 200 Bec A RT Window: 200 sec %t
Expected RT: 0.665 a@in s‘ 2500 Expected RT: 0 664 min =
Use Relative RT: ¥No g Use Relative RT: No
E 2008
Int. Type: Base To Base = 2000 Int. Type: Valley =
Retention Time: 0.680 ain Retention Time: 0.678 min
Arxea: 17304 908 counts Area: 161169.294 counts 1.504
Height: 4 77e+002 cpw 1500« Height: 4.46e8+004 cp3
Start Time: 9.60% nn H Scaxt Time: o min
End Tine: 7.812 mn \ Bnd Time: 102 mn
3900 108d
500 $000.0
031 045 o ‘.D! 1.&115 158
PN A e ety
o 00
s 10 1.5 05

P-um -oma-csr
Annatation: *

Comment: “nane™ Commeet: “none
Sasple Index: 54 Sample Index: 54
Sasple Type: Unknown DE7 Sample Type: Unknown 067
Concentrxation: N/A Concencration: 1.00 ng/mL §.0e%
Calculated Comc:  0.415 ng/nl 134 Calculated Conc: N/A
Acq. Daces 10/19/2013 Acg. Date 10/18/2013
Acq, Time: 9:53:30 A% 1264 Acq. Time 9:53:30 AM 4504
Modified: No Modified: ¥o
Proc. Algorithm: Specify Parameters - MQ IIX 1ied Pros, Algorithm: Specify Paraseters - MQ III 4002
Nolwe Fercentmge: a0 Noise Percentage:
Base Sub. Window: 1.00 min 1.00d Base, Sud Window: 1.00 wmin
Peak-Splic  Pactor: 2 Peak-Splie  Pactor: 2 15aa
Report Larcest Peak: Ko 20000 Repert Largesc Peak: No
Min. Peak Height: 20.00 cps Min. Peak Height: 700.00 cps
Mia. Peak Width: o .00 sec 80000 Min, Peak Width: 0.00 sec 3084
Smoothing Width: 3 points § Smocthing Widch: 3 peints §,
RT Window: 200. sec 3 RT Window: ac.0 wes 3
Expected RT: 0.665 min 70000 Expected RT: 0.664 min Z 2504
Use Relative RT: No Use Relazive RT: ¥o
£ 0008 é
Int e: Valley Inc. t Valley 20e4
Retention Time: 0.672 ain 50000 Kecention Tise: 0.667 man
Area: 42242.931  counte Axea: 158994 775  couats
Height : 1.35e4004 cpe Helght 5.026+004 eps
Staxt Time: 0.626 min 40000 Start Time: 0.560 man 1304,
End Tine: 0.84% min End Time: 0.847 man
3600 0 1,064
zoon.u{
5000 0
10000
oo 0.0
0s 1.0 15 05 10 15
Tima, min Jime, min

M.n(-) 1874421134000 Da*
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Nama. STt Sampio 10, 85" File AA_
Comment: “none” Commer:
sa:p{.e Index: 55 sa:p}e Index: Dn)sn:

Sanple Type: Unknown Sample Type: OWn

Cozcentration: N/A 435084 Concencracion: 1.00 ng/mL 1

calculated Conc: 1.85 ng/xl ] Calculaced Conc: NIA |

Acq. Date: 10/19,2013 Acq. Date: 10/19/2013 f

Acq. Timas £:87:47 AM 4064 Aeq. Time: 3:57:47 MM |

|

Modified: ¥No Modified: No !

Proc. Algorithm: Specify Paremeters « MQ IIT Proc. Algorithm: Specify Paraneters - HQ III 1

Barer b, Wimmb:  aoee, (a4 3sed Buoe: S, Mo  Aese #m \

s min e. . Window: . "

Pelk -Splic. Pncto:k 2 :eak-:p:.‘iL uc::k zu )

Report Largeesc Peak; No epor roest : o {

Miz. Peak Height: 20.00 cps o Min. Peak Height: 700.00 cps |

Min. Peak Wid: 90.00 sec Min. Peak Widch: 0.0 sec |

:;o:gh::e Widch: o5 3 poincts § 2504 ::o::::z Widch: b o! i poincs § 1

indow: o wec % i : >

Expecced RT: 0 665 win § Expected RT: 0. 664 min i

Uae Relative RT: No S Use Relative RT: No i

T 20e4 |

Int. Type: VA‘..gy o Inc. Type: Base To Base o |

Retention Time: 0.682 min Reteation Tine: 0.§79 min |

Area: 1(2"! a8s counts 1564 Area: 153336 478  counts th1

:ught;x 4 ste:::l cpe 3 ;l:tgh:zx 4.)4.;2:4 cps |

taxc e ° nan az: Tice: . man |

Bad Tine: 0,925 min BEnd Time: 1.00 min 'h“’

1.0ed |

|

|

50000 swon"

]

|

H

Sample N 35110 R
Pask M Ml!)’ M(u) 167 mn‘uoooou'
Commont “rone”

Comment: *rone"

Sanple Index: 56 Sample Index: !6
Sanple Type: Unknown o Sample Type: Unknawn os7
Concentration: R/ 20e5+ Concentration: 100 ng/mL |
Calculated Conc: §.55 ng/mb Cslculated Ceac: NA |
Acq. Date: 10/19/2023 Acq. Bate: 10/15/2013 |
Acq. Time: 10:02:06 AM 1 8e5 ACq. Time: 10:02:06 AM 4504,
Modified: No Modified: Ho |
Proc. Algorithm: w:tty Parameters - MG III 1865 Proc. Algorithm: Specify Paraseters - MQ III ‘b‘j
Noise Percentags: Noige Percentage: 80 |
Base Sub. Window: 1 00 min Base. Sub Window: 1.00 min |
Pesk-Split. Factox: 2 Peak-Splic. Paccer: 2 3564+
Report Largestc Feak: Yo Va5 Report Largest Peak: Ne i
Min. Peak Heigh:: 20.00 cpe Min. Peak Height: 700.00 cpe i
Min. Peak Width: 0.00 sec 1265 Min. Peak Widch: 0.00 esec 3084
Smoothing Width: 1 points §_ Smoothing Width: 3 points 5 {
RT Window: 00 sec . RT Window: 20.0 wec 4
Expected RT: 0.665 ain s 1,065 Expected RT: 0.564 win %‘ 2508
Us¢ Relative RT: Ne E \ Use Relacive RT. Ns g
Int. Type: Valley - 8.0t Int. Type: Valley T 20et
Retention Time: 9.665 min Reteacion Tine: ©.665 min
Area: 66917L.747  counte 158958 726  councs
Height: 2.07e+045  cps g 5.05e+004 cp» 1
Start Time: 9.574 =min 6004 Stlr: Tine: 0.595 min et
End Time: e 98 man End Time: ©.854 win

40ed 1.0es

20e4 5000 0

00 00-
05 10 15 05 10 15
—Tam.nn TR
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

PITIDAYY /Day 108 25m

Sample 2 07 051103000001 16 007 gun
Peak Neme: “04-Nicoine(iS)*  Mass(es): *167 142/134,000 Da"
Comment: Annotation:

anp:
Sample Type: Unknown 068 067
Conceantrarion: N/A Concentracion: 1.00 ng/mL 40ed
Calculated Conc: 7.07 ng/al 18e5 Calculated Conc: N/A
Acq. Dote: 10/19/2013 Acq. Date: 10/19/2013
Acq. Time: 10:06:23 AN 17e8 Acq. Time: 10:06:23 AM Soub
Modified: 1808 Modified Mo
Proc Algoxithm: spceuy Parameters - MQ III 15¢5 Proc. Algorithm: Spucsty Parameters - MQ III
No Percentage: Nzise Percentage
Ba Sub. Window: i 00 man V45 Base. Sub. Window: x 00 min S.004
Peak-Split. Factor: 2 135 Peak-Split. Pactor: 2
Report Largest Peak: ¥o Report Largeet Peak: No
Min Peak Height: 20.00 cpe 12e5 Min Peak Height: 700.00 cps 2504
Min. Peak Width: .00 see 1165 Min. Peak Width: 0.00 swe
Smoothing Width: ) pointa § X Smoothing Width: 3 points §
RT Window: 100 sec - 105 RT Window: 200 vec >
Expected RT: 0.665 min Expected RT: 0 664 man 5‘ 2084
Uee Relative RT:  No 9.0e4 Use Relative RT: Mo H
Int. Type: Base To Base 8.0e4 Int. Type: Valley b
Retention Time: D.&79 min 7 0cd Ratention Tine: 0.675 min 1504
Area: 709909.380  counts Area: 156155.790 counte
Height: 1 88e+00S cps 6.0¢4 Height : 4.05e4004 cps
Scarc Time: 0.574 man 5064 Scaxc Tise: 0.574 min
Bad Time: 1.17  min 2ad Time: 0.826 man 1.0ps
4004
3004
2088 5000.0
1004
0o 0.0
0s 10 15 os 10 15

% T gum 1 T4 DA
mm otm\o(sr mr '167 1421'340& Da®
Comment: “none®

Commant.

Sasple tndcx: Sample Index: Sl
Sample Type: 0E7 Sample Type: Unknown
Concentration: 3065 Concentration: 1.00 na/mL @
Calculated Comc: Calculated Coenc: N/A 5,084
Acq. Date: 2865 Acq. Date: 10/19/2013
Acq. Time: Acqg. Time: 10:10:41 AM
Modified: ks 2,008 Kodified: Yo oo
Proc Al : Specify s - MQ IIX 2 %65 Proc. Algorithm: Splcﬂy Paraneters - MQ III
Noise Fercentage: 80 Noise Percentage: 4
Base Sub. Window: 100 mn 22¢54 Bape. Sub. Window: 1 ou nin 098
Peak-Split. Pactox: 2 Pank-Splic. Paccer: 2
Report Largest Peak: Yo Report Largest Peak: No 3852
Min, Peak Beight: 20 .00 cps 2005 Min. Peak Height: 700.0¢ cps
Min. Peak Width: 0.00  sac Min. Peak Widcth: 0.00 wec
Smoothing Width: 3 points §_ 18e5 Smocthing Width: 3 points § 3.0es
Bepacted AT: i pn § e Expectad B1: o6es  ain 3
Use Relacive RT: No g 1485 Use Relacive RT: lla 25e4
Int. Type: Valley = 1208 Int. Type: Base To Base
Retention Time: 0.670 mn Retention Time: 0.668 min 20e4
7 G 5 2 g
Boges | Seameoss e 1065 o I e s
Start Time: 0.602 min Scart Time: 0.560 mia 1504
End Tise: 2,346 mn 8.0s4 End Time: 104 min
6.0e4 1004
4004
5000.0-
2084
o0 00
05 10 15 0§ 10 15
Tim. min. Tme. min
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Puﬂ M w M«) '1eao7mao ‘IW D!'
Comment. iene”  Annciston. =

Sample Index: 59

Sample Type- Urknown
Concencracion: N/A
Calculaced Conc .29 ng/mL
Acg. Date: 10/19/2023

Acg. Time: 10:14:56 AN
Modified: No

Proe. Algariche: Specify Darameters - MQ TIT
Noise Percentage: 82

Bage. Sub Window: 1.00 mun
Peak-5plic  Factor: 2

Report Largest Peak: No
min. Peak Neight: 20,00 <ps

Min, Peak Width: 0.00 wec
Smocthing Widrh, 3 pointa
RY Window: 200 ac
cced RT: 0.€65 mim
Use Relacive RT: Ne
Inc. Type: valley
k’qﬂt.c: Thme: 0.684 ain
825492, 024 counts
H..qhm 2 36e+005 cps
Start Time: 0.535  pin
ime: 0.971 nn

Intenslty, cps

2265

1.8¢5

155

1465

12251

1065

BDe4

6.0e4

4004

2004

Comment.
Sample Index: 59
Sample Type: Unknown
Concentration: 1.00 ng/al
Calculated Conc: N/A
Acq. Date: 10,19/2013
Acq Tire: 10:14:56 A
Modified:

e
Proc. Algorithm: Spacify Darameters - MQ II
Noise Percentage: 80

Base Sub. Windowv: i
Peak-Split. Factor: =
Repoxt Largest Feak: No

Min. Peak MWeight: 700.00 cps

00 wmin

Min. Peak Width: 0,00 @ec

Emocthing Width: 3 pointa §
RT Window: 20.0 CLH >
Expected RT: 0 664 min

Use Relacive RT: o g
Inc. Type: Base To Base =
Retention Time: 0.680 wman

Areas: 154952 338 count&

Height: 4.17¢~004 cps

Starc Time: 0.602 min

Bnd Time: 1,0t min

Comment: “none” Mmﬁon

122 19 gum
“-WS)’ M‘) 67 uzh:uoon Da*

4 00d

35e2

30ed

252

20e3

152

1.0e4

6000.0

Sanple Index: ¢ Sample Index:
Sample Type: Unknhown 067 Sample Type: unlumvn 067
Concentration: N/A i Concentracion: 1 00 ng/mL 5.0e4
Calculaced Conc: 8.5¢ ng/nl 2654 Caiculated Conc /A
10/19/2013 Acg. Dace: 10/19/2013
10:19:12 An 2465 Acq. Time: 10:19:12 AM 494
Modified. 2265 Modified:
Proc. Algeritha: Spe‘ty Parametexrs - MQ III Proc. Algorithm: spc:ity Paraneters - MQ III 4 0as
Noise Nxcenz:::‘.' . 2085 Noise P-rcenz-ot 8o
Bage Sub. Wi : 1 oo mir Bage. Sub. Windov: 1.00 min
Peak-Split. Pactor: 2 Peak-Split. Factor: 2 354
Report Largest Peak: No 1.8¢5 Report largest Peak. No
Min. Peak Height: 20.00 cps Nin. Peak Keight: 700.00 cpe
Min. Peak Widch: .00 sec 1605 Mic Peak Width: 0.00 wec 3084
s-o:i::q Widthn: " 3 points 5 Smocthing Width: 3 points 5,
RT ™ 20 tec 3 RT Window: 2c.0 des 2
Expected RT: 0.665  nin e Expected RT: 0664 man Z 25e
Use Relative RT: No 5 s Use Relative RT: £
=
Int. Type Valley = Int. Type: valley = 2004
Retention Time. 0.¢72 nin 10e5 Wetention Tine: 0.667 win
Axea: €85312.717  counts Azea: 160806.621 counte
Reight: 2 69@+005 cpe 8084 Heighe : 5.02e04004 cpa 154
Stazt Time: 0.602 min Staxt Time: 0.574 min
End Time: 0.939 ain 6064 £nd Time: ©.85¢ min
1084
4.Ocd
.0
5000.
oo o
03 10 15 2 0s 10 15
Jims.mn Time. gun.
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Nicotine in Human Plasma (K,EDTA)

Celerion Study AA99122-01
w Name: "2 061 AASG! 110800200120 001 gum Py T7 10hdEm * SampleiD TN Fie: AA 122-01 05110600000120 0017 NRT gum P! 77 DAY1/ [
Peak Nama: "Nicoting” M-u(ul *163078/130.100 Da* MW%‘-NM\O(I Sy* Mm(es)."lﬂ 142/134.000 Da”
Commant. “nona”™ Comment: “none”
Sample Index: 61 Sawple Index: ﬂ
Sampie Type: Uaknown 068 Sawple Type: L+ 06
Concentration: N/k 24e5 Concentration: 1.00 ag/ml
Calculacted Conc: 8.67 ng/mL Calculated Conc: N/A
Acg. bate: 30/39/20123 Acq Dace: 10/19/201>
Acg. Time: 10:23:30 AM 2265 Acq. Time: 10:23:30 AM 408
Modified: 2065 Modified:
Proc. Algericha: speci!y Paxameters - MQ III Proc. Algorithm: 8pcc1(y Parameters - NQ III 3504
Hoige Pexcontage: Noise Perceatage:
Base Sub. Window: 1 oo min 1865 Bage, Sub Window: 1 00 min
Peak-Split. Pactor: 2 Pocak-Split. Pactor: 2
Report Laxgest Peak: No 14e5 Report Largest Peak: No 30e
Min. Feak Height: 20.00 cpm Min  Deak Height: 700.00 ecps
Min. Feak Width: 0.00  sec Min. Peak Width: 000 wec
Smocthing Width: 3 pointe 5 1465 Smoothing Width: 3 pointe § 2504
RT Window: 200 wec % RT Window: 20.0 Kec 4
Expected RT: 0.€65 minm 2 125 Expected RT: 0.664 min =
Use Eelative BT No 5 Usc Relative RT: No g
2004
Ine. Type: Valley = 1065 Int Type: Valley £
Retention Time: 0.678 min Retention Time: 0.676 mun
Area: 888415.097 counta 2004 Area: 15§9249.482 counts 1888
Height: 2,46e4+005 cps ’ Height: 4.49e+004 cpa
Scart Time: 0.602 min Scart Time 0.874 min
End Time: 1.06 min B.004 Bnd Time 0.8y min
1088
4004
50000
20ed
00 08
03 0 15 05 10 15

Poak Name:

220 121001
lS)’ lhu(ol) *167 142/134 000 Da”

Comment: nane' Comment: "none® Annotation: =
Sample Index: €a Sample Index: 6
Sample Type: Uaknovn 087 Sawple Type: Unknawn 067
Concentration: N/A 2%eS Concentration: 1.00 ag/ml
Calculated Conc: 7.55 ng/mlL Calculated Conc: N/A 5 Dot
Acqg. Date 10/19/2013 2485 Acq Dace: 10/18/2013
Acq. Time: 10:27:47 AM Acg. Tise: 10:27:47 An
Modifiad, 2205 Modified: o o
Proc Algerichm: speci y Parameters - MQ III Proc. Algorithm: Specify Parameters - MQ III
Noige Percentage: 80 2005 Noise Percentage: 80 4 0ed
Base Sub. Window: 100 min Bage. Sub. Window 1.00 min
Peak-Splic. Factor: 2 185 Peak-Split. Factor: 2
RepoTrt Largest Peak: No Report Largest Peak: No 3504
Min. Peak Height: 2000 cpw Min, Peak Height: 700,00 cpe
Min. Feak Width: 0 00 sec 1605 Min, Peak Wideh: 0.00 sec
Swoothing Width: 3 points g Smooching Widch: 3 poincs §_ 3004
RT Window: 200, sec S 1ée5 RT Window: 200 Bec =
Expected RT: 0.665 min Expected RT: 0 664 min
Use Relacive RT: No ? 1265 Use Relacive RT: Ko z 2 5ad
£
Int. Type: Valle Int, Type: Valle
Rerantion Time: a.nz min 1085 Retention Time: 0 ss{ mun 2008
Area: 805827.128 counte Area: 165979200  counts
Height: 2.63e+005 cps 5ol Height: S 35e+004 cpu
Start Time: 0.5  min Sterc Time: 0.574 =in 1504
End Time: 119 mn &0ed End Time: 0.878 min
1.0e4
4002
20as 50000
0o \
08 10 15 »? 05 10 15
lime me ____ Tame.min
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Nicotiae in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Name: AFa SE] 122 001 gom
Paak Narme: ‘d4-Ncotine(IS|” Mass(es): *167.142/134.000 Ds*

:none” Comment: Annctavan.
Sample Index: €3 Sample I[ndex: €
Sample Type: Unknown cas Sample Type: tinknown 08
Conceatxation: N/A 1295 Cencentracion: 1.00 ng/mL
Calculated Coze: 4.37 ng/ml Calculaced Conc: N/A 408t
Acq. Date: 10/19 2013 Acq Date: 10/19/2013
Azq. Time: 10:32:03 M 1.10e5 Acq. Time: 20:32:03 AM
Modified: No 10085 Modified: No 35es
Prac. Algerithm: Specify Paramecere - MQ ITI Dx:c. Algerithm: Specify Paramerers « MQ IIT
Noise Percentige: 80 Roise Percentage: 0
Bage. Sub. Window: 1.00 min 900ed Base. Sub. Window: 1,00 mn 306t
Repost Luigase Bodk: M Regort Largest teak: Mo
Tt Largestr Peak: o TC Large. :
mﬁ? Pcak Height: 20.00  cpe 8002 Min. Peak Height. 200.00  epe
Min. Peak Width: 0.0¢  sec Min. Peak Width: 0.00  sec 250t
Snoerhing Width: 3 points 5 7 Dled. smsuu Wideh: 3 points §
AT Window: 200 wec ' RT Window: 20.0 sec o
Expected RT: 0.665 man Bxpected RT: 0 664 min
Ua: Relative XT: No E &0 Use Relative XT: nNo 204
Int. Type: Base To Bace = 500z Ine. x Valley o
Recention Time: 0.€32  min Retention Time: 0.678 mn 18580
Area: 444230.350 counts 400 Area: 158000,295  councs
Height : 1.23e+005 cpw Height: 4.2le+00¢ cpe
Stare Time: 0.588 min Starc Time: 0.560 mun
End Time: 1,16 min 3.0004 Bod Tiee: ©.526 mn 1,088
20084
50009
10084
000 00
[ 10 15 = 05 10 5
Sampie Name. 2 004 AAS3) 22.01 0511 123 00 3 Sampie 1D 6 . > Sampic Name. "2 0 C 01051 1. 123 0017 NR
Peak Name: "Nicoline' Mass(as) *163 078/130 100 Da" WM D—":“m' A"‘“\i; -hhs(ﬂ):'|67 142/134 000 Da"
Comment: “none” Annotaton: ~
Sample Index: (1} Sample Index: 64
Sample Type: Unknown ns7 Sawple Type: Unknown 0s7
Concentration: N/A Concentration: 1.00 ng/ml
Calculated Conc:  3.70  ng/mi 12005 Caleulated Cone: N/A
Acq. Dace: 10/19/2013 Acq. Date: 10/19/2013 4504
Acq. Time: 10:3€:19 AM 1105 Acq. Time: 10:36:13 AM
Modified: No 1 0054 Modified: No
Proc. Algorithm: Specily Parameters - MQ IXI Froc. Algorithm: Specify Pazametezw - MQ II1 40es
Noise Percentage: 80 Noise Perceatage:
Base  Sub Windaw, 1 00 min 90004 Rawe . Sub Window: 1 00 min
Peak-Split. Pactor: 2 Peak-Split. hcte:; 2 35e¢
Report Largest Peak: No ] Reporc Largest Peak:
Min. Peak Height: 20.00  cps 8.0004 Min. Peak Height:  700.00 cps
Min. Peak Width: 0.00 sec Min, Peak Widcth: 0.00 sec 30es
sno@c:;ng widen: 3 pointe 5 le :ma;;hing Width: o o) pointe §
RT Window: 200, wec . T Window: 0. sec -
Sxpacced RT: 0.665 min B | soontd Expected RT: ¢.664  min E 2502
Use Relacive RT: No § Use Relative RT: No §
int. Type: Valley £ 5.0004 Int, Type: Valley = 2084
Retencion Time: 0.672 min Retextion Time: 0. 668 man
Area: 376076.715  counte 20004 Area: 156756 319  counts
Height: 1.23e+005 cps X Height: 5.D0le+0C4 cpu 158
Start Time: 0.602 min Start Time: 0,581 mun
End Time: ¢ 925 min 300e4 Bad Time: 0.9€0  min
1084
20004
1.0004 W03
000 0D
[ 1.0 15 o 05 10 15
Tire. i, Tims.min,
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sampis Nama: "2 1 05110800000 124 00
Peak Name. *Nicctine™ Mass{os) *163.07&/130 100 Da"

S 3 Unkn
Concentration: N/A
Cslculated Conc: 2.91 ag/ml
Acg. Date: 10/19/3013

Acg Time: 10:40:16 AN
Modified:

Proc. Algerichm: sp-e“y Parameterx - MQ III
Nolge Fmrcentage L

Base. Sub. Window: 100 wmin
Peak-Splic, Factor, 2

Report Largeat Feak: No

Min. Peak Height: 20 .00 cpe
Min. Peak Width: 9.00 gec
Smoothing Width: b yointe
RT Window: 00 sec
Bxpected RT: 0.665 mn
Usc Relacive RT: No

Int. Type Valley
Retention ‘M-r 0.681 min
Area: 302136.629  counte
Height: 8.14e4004 cps
Start Time: 0.602 mn
End Tise: 0.933 min

B.0ed
7 504
T 0ed
6.504
8004
5 5ed
5004
A5e4

Intarsity, cps

“none*
Saople Index: (13

Sample Type: Unkrown
Concentratioa: 1.00 ng/mL
Caleulated Conc: N/A

Acq. Date: 10/39/3013

Acq. Time: 10:40:36 AM
Modified: ¥o

Proc. Algoxrithm: specl!y Paxaneters - MQ III
Noise Percentage:

Base. Sub. Windov: 1 eu oin
Poak-3plit. Pector: 2

Repert Largest Peak: No

Min. Peak Heighe: 700.06 cpm
Min, Peac width: 0.00 sec
Smoothing Width: 3 points
RT Window: 20.0 aes

ed RT: 0.664 mn
Use Relacive RT: ¥o
Int  Type: Valley

Retention Time: 0.679 min
161667 003 counts
4.44e+004 cps
0.581 man
0.87% min

; "04-Nicotine(1S)*
C.aum'm’ Annhotstion: =

40ee

3564

3.0e4

2584

2004

Intensity, cps

1508

1002

Comment: 'nona’
Sasple Index: £E Sample Index: 13
Sasple Type: Unknown Sample Type: Unknown nee
Concentration: 2 Concentration: 1.00 ng/mlL
Calculated Conc: 1.8¢ ng/ol Calculated Conc: N/A 5004
Acq Date: 10/19/2013 554 Acq. Dace: 10/19/2013
Acq. Time: 10:94:52 AN Acq. Tims: 10:49:52 A%
4504
Modified: 5004 Modified: ¥o
Proc. Algorithm: $poci!y Parameters - MQ IXX Proc. Algoxithm: mc:ty Paraneters - MQ III
Noise Percentage: 80 454 Noise Percentage: 4004
Bage Sub Window: 100 min Baxe. Sub. Window: 1 00 =min
Peak-Split. Factor: 2 Peak-Splic. Pactor 2
Report Lazrgest Peak:  ¥o 4 Ocd Report Le P No 35ed
Min. Peak Height: 20 00 cpe Min. Peak Height: 700.00 cpe
Min. Peak Width: 0.00 see 35ed Min. Peak Width: 0.00 wee
Smoothing Widch: 3 yoints 5 Smooching Width: 3 points 5 3.0es
RT Window: 200. sec 4 RT Window: 20.0 sec S
Expected RT: 0.665 ain Z 3002 Bxpected RT: 0.664 min
Ose Relative RT:  Ne ; Use Relacive RT:  ¥o 2504
Vall 2504 Iat. Type: un To B
" ) min Ratention Tine: s 2022
150480.147 counts 2064 : uu:s 387
Height: 6 04e+004 cpu al 5.20e+004
starc Time: 0.560 scazs Time: o 588 1504
End Time: 1.0y ain 1564 End Time: 0.960
L
1,004 Oed
50000 5000.0
oo 00
0% 10 5 o4 10 15
Tipe,mie. Tino. min
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Nicotine in Human Plasma (K;EDTA)

Celerion Study A

A99122-01

Prac. Algericha:
Noive Percentage:

Min. Peak Weighc:

Peak Name:
Comment: "'none*

Comment. e
Sample Index: 67
Sawple Type: Unknawn
Concentration: N/A
Calculaced Conc: 1.18 ng/el
Acq. Date: 10/19,2013
Acg. Time: 10:49:08 AX
Modified:

No
Spacify Parametars - Mg 11T
20

Buwe  Sub. Windcw: 1.00 mia
Peak-Split Factor: 2
Report Largest Peak: No

20.00 cpe

Min. Peak Width: 0.00  sec
Smoothing Wideh: ] pointa
RT Window: 200 sec
Expected RT: 0.665 min
Use Relactive RT: No

Inc, Type: valley
Retention Time: 0.682 min
Area: 1165€7.917 counts
Height: 31.27e+004 cps
Start Time: 0.609 man
End Time: 0,868 man

Intensity, cps

32:4
3004

284
2408
2203

1824
1.6e4
1404
1204
1.0e4
20000

40000
20000
0o

Comment:
Sample Index:

Min, Pesk Meighc:

15

€7
Sample Type: Unknown
Concentzaticn: 1.00 ng/=L
Calculated Conc: /A
Acq. Date: 10/19/2013
Acg. Time: 10:49:08 AM
Modified: ¥o
Proc. Algorithm: Specify Parameters - MO ITI
Noise Percentage: 80
Base. Sub. Window: 1,00 wmin

Peak-Spliz. Pactor: 2
Reporr largest Pesk: No

700,00 cpe

Min. Peak Width: 0.00 sec
Smoothing Width: 3 points
RT Windew: 2t.0 sec
Expected RT: 0.664 wmin
Use Relative RT: ¥o

it Type valley
Retenticon Tine: 0.678 mun
Area: 153163 175 counte
Height: 4.30e+004 cpa
Starc Time: 0595 mn
Bnd Time: 0,883 mun

L CpS

In

Sampie Name. 2 12201 O %
Peak Neme: “d4-Nicotine(}S)” Mass{es). *167 142/134.000 Da”
Comment: "none*  Annolation: ™

4084

35ed

30es

2504

20ed

15e4

Sample Index: 68 Sample Index: 64
Sample Type: Urknown 057 Sample Type: Unknown 067
Conceantration: N/A Concentryacion: 1.080 ng/aL
Calculated Cone; 0.799  ng/sl 284 Calculaced Conc: /A
Acq. Cate: 10/19/2013 Acq. Dat 10/19/2012 454
Acq. Time: 10:53:27 AM 2404 Acq. Time: 10:53:27 AM
Modifieds No 2204 Hodified: so 4.0et
Proc Algorithe: Specify Parameters - MG IIX Proc. Algorithm: Specify Parameters - MQ IIX =
Noise Percentage: 80 2004 Noise Pexrcencage: a0
Bize Sub Window: 1.00 min Base. Sub Window: 1.00 min
Peak-Split. Pactor: 2 Peak-Split. PFactor: 2 350
Repoxt Largest Peak: No 1808 Repoxt Largest Peak No
Min. Peak Height: 20.00 cps Min Peak Meighc: 700.00 cps
Mia. Peak Widthk: 0.00 wec 1.604 Min, Pwak Widch: 9.06 wec 10es
Snoothing Width: 3 pointa § Smoothing Width: 3 poincs 5,
RT Window: 200 wec AV RT Window: 20.0 wec ]
Expected RI': 0.665 min £ 1 Expected RT: 0 664 mn Z 254
Use Relative RT:  No 2 e Use Relstive 27: Mo §
Izc. Type: Valley = Inc Type: Base To Base 20s4
Astention Time: 0.672 man 1.0=4 Retention Time: © 668  min
Axea: 90926.255  ccunts Area: 157586 167 ccunce
Height: 2 66e«004 cpu 8000.0 Height: 4.98e-004 cpa 1564
Start Time: 0.588 mn ) Start Time: 0.567 min
{e = 3

End Time: 0.§12 mn 0 End Time: 1.03 min

1,004

4Q00.0
$000.0+
V00
00 o
05 10 15 e 0s 10 15
Tims. o Tene. min.
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Name! "2 088 AASS1220Y QCF 1 V' Sample 1D
Pea Name: “Nicoting™  Mass(es) aommmw
Comment "none®  Annotalion:

hn;:l- Index: €9

Sample Type: QcC
Concnn::::icn 5.00 ag/mL
Calculated Conc: 5.18 ngfmL
Acq. Date: 10/339/201)

Acq. Time: 10:57:45 AM
Modified:

Ne
Froc. Algorichm: specity FaramsCers - MQ III
Solue Peicentage:
Gase Sub Window: x on min
Yeak-Splic. Factor: 2
Report Largeat Peak: No
Min. Daak Weighe:

¥in, Peak Width: 0.00 sec
$macthing Width: 2 points
RT Window: 200 Bec
Expected RT: 0. 665 mn
Use Relative RT:

ine. Type: Valley
Retention Time: 0.680 man
Area: 524468.¢€98 counts
Eeight: 1.39e+005 cpe
Scart Time: 0 574 man
End Time: 1.0z mp

9 28
MM‘M» Maal(u) ‘130701”1“70.‘
Comment “nons”  Annotasion: =

1305
1205
1165
10e5
9004
B00d
Thed

Intenaity, cpa

€004

4Ded
30e4
20e4
10ed

0o

15

Sampia Name: "2 AAGG122.070CF 11

Sampie 1D "63°
Peak Name: “d4-Nicotine(IS)* Mass(es) "1567 142/134 000 Da"
Comment: none®  Annotaticn: ™

Savple Index: (1]

Sasple Type: Qc

Concentracion: 100 ng/al
Calculated Conc N/A

Acy. Date: 20/13/2013

Acg. Time: 10:57:45 AN

Modified: Yo

Prbc Algoricha: Ipu:l!r Parameters - MQ III

Percentage
. Sub. Window: 1 oo min
Pcak-Split. Pacter: 2
Report Largest Peak: ¥o
Min. Peak Hedight: 705.00 epe

Min, Peak width: 9.00 mec
Smoothing Width: 3 peince
RT Window: 26.0 cec
Bxpected RT: 5.664 nmin
Uss Relative AT: wo

Inc. Type: Bage To Bace
Rezencion Time: 0.678 ain
Area: 158363.997  counts
Height 4.31e+004 cps
start Time 0.S8L ain
End Tine 0.34¢ nin

: 128 0 T gum
Posk Name: 'ol-“leo.m(isr Moss(os) *167 um;amu Da*
Commant ‘none”  Annotation: =

Intersity, cps

*AABS122-0%

4.0s4

5.004

254

2004

152

sample Index: 70 Sanple Index: el
Sample Type: Unknown 0.67 Sample Type: Tnknowa 068
Concentration: N/A Coacentration: 1.00 ng/nl
Calculated Conc: Q.33 ng/mL 1.10ed Calculated Cone: N/A 5004
Acq. Date: 10/13/2013 Acy. Date: 10/19/2013
Acq. Time: 11:02:01 AM q ACq. Time: 13:02:0% AN
0004 4508
Moditied: Mo Modified: Ne
Proc. Algorithm: Specify Parameters - MQ III 000 60 Proc. Algorithm: Specify Parameters - MQ III
Noise Percentige: 80 Noise Percentage: L1 4 0es
3ase Sub  Window: 1.00 wmin Bage. Sub. Window: 1.00 min
Peak-Splic.  PFactor: 2 800000 Peak-Splic, Pactor: 2
Eeport Largest Peak: No RepOIT Largcst Peak: No 2 %es
Nin. Peak Height: 20 .00 cps Min, Peak Height: 700.00 cpa
Hin Deak Widsh: 0.00 sec 700000 Miz, Deak Wideh: 0.00  see
Smoothing Width: 3 points Smoothing Width: 3 points § 3084
ET Window: 200, sec = KT Window: 20.0 nec 3
Expected RT: 0.¢65 @in 9000.00 Expected RT: 0.66¢ min
Use Relative RT: No Use Relative R1: No 254
2 500000+ £

int. Type: Base To Ease Inc. Type: Valley
Retention Tima: 0469  min Retention Time: ¢ €65  man 2088
Area: 355¢1.433  counts 4000 00 Aze 167412 562  counte
Eeighe: 1.15e+004 cps Height: 5.24e+004 cps
start Time: 0.574 win 200000 Start Time: 0.58L ain 1564
End Time: 0.847 win . l End Time: 0 95} mn

200000 006

1000.00 50000

PP oo s}
05 10 15 7 05 0 15
Jimg.ma Timis, min,
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Type: Unknown
Concentration: N/A
Calculated Conc: 0.137 ng/mL
Acq. Date: 10/15, 2013

Acq. Time: 11:06:17 AM
Modified:

No
Proc. Algorithm: Suci!v Parameters - NQ III
Noige Percencage:
8sse. Sub, Window: 1 oo min
Peak-Splic. Factor: 2
Report Largeat Peak: No

Min. Deak Heighr: 20 00 cpa

Min. Peak Width: G.0C  amc

Smoothing Width: 3 points &
RT Window: 20t sec “
Expected RT: 0.665 min g
Use Relative RT. Ne

int. Type: Base To Hase =
Retention Time: 0.661 min

Area: 13741.362 counte

Helghc: 3.95€+003 cps

Star: Time: 0.602 min

End Time: 0.784  min

068

Name: 1051 "N
Pook Name: "d4-Nicoline(iS)"  Mass{es). "167 142/134 000 Da"
Comment: “none”  Anrctation: =

Sasple Index: 7

Sample Type: Unknown
Concentracion: 1.00 ng /ol
Calculated Conc: N,

Acg. Dite: 10/19/2013

Acq. Time 12:06:17 AX
Modified:

No
Pxoc Algoxichs: Specify Parameters - MO III
Percentage: ar

u". Sub. Window: 1.00 min

Feak-Splic. Factor: i

Report Largest Peak: No

Min. Deak Weight: 703.00 epa

in. Peak Width: 0.00 sec

Smoothing Widch: 3 pointy ﬁ-
RT Window: 20.¢ sec &
Expected RT: 0.66¢ min =
Use Relative RT: No 2
Int. Type: Valliey g
Retencion Time: 0.67¢ pin

Area: 157291 545  counts

Heighr ! q.38e4004 cps

Scarc Time: 0.581

€ad Timo, n.86% min

Comment: "none’

4002

35e4

30ed

2564

2002

154

Sanple lodex 2 Saaple Indnx. 12 |
sample Type Unknown 087 Sample Type: Unknowa 087
Concentration: N/A $000 Concentration: 1.00 ng/nL 5004 [
Caleulated Cone: 0.235 ng/ml Calculated Cenc: N/A
Acq Date: 10/18/2013 7500 Acg. Date: 10/18/2013 ‘
Acg. Time: 11:20:33 AN Acqg. Time: 12:10:33 Ax 4508
Hodified: Ne Modified: No ‘
Proec. Algerithm: Cpeeify Taramescters - NQ IIT £500 Proc. Algorithm: Specify Parameters - MQ IIT 4004
Noise Pexcentage: 80 w000 Noise Percentage:
:-.;V S\‘a?. Window: 1.00 min Bsse. Sub. Window: 1.00 min ’
eak- . Pacror: Peak- . s
hpox:pl:a:gcu:’ﬂk: 2!0 500 i::x?:.:;ga::‘:::k: zlo 3568
nin. Peak Meight: 20.00 cps 000 Min. Peak Heighc: 708.06  cpe
#in. Peak Widch: 0.00 sec Min. Peak Kid:h: 0.00 ec a0 ‘
:-ooth;e Width 2 points s, 4500 Smoothing Width: 3 pesnce g_ v
T Window: 200 4 RT Window: 20.0 vec % |
ixpected RT: 0.665 1000 Bxpected RT: 0. 664 nin
Use Relative RT: Ne Use Relacive RT: No g S, ‘
Int. Type: Basc To Dase £ Ini. Type: Valley g 20ed
Retestion Time: 0.67) min 3000 Retencion Time: 0.66% wman |
Area- 23509.895 counce 156239 92)  esunta ‘
Eeight: 7.85¢+003 cps 2500 ] S.18e+004 cpw 1868
Scarc Time: 0,623 min Start Time: 0.574 nmin |
na Time: ©0.826 min 000 End Tine: 0.861 =

1500 1.0e8 ‘

1000 o

500

o e 00
05 10 15 os 19 15
Limg, min
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Nicotine in Human Plasma (K.EDTA)
Celerion Study AA99122-01

Sampie Name: *2 073 AA39122-01 05111 01
Peak Name: Nicoline™  Mass{es): *163.073/130 100 Oa”
Comment: "nene”  Annotation:

“Z 073 AAG99122-01 0511 001
Peak Neme: "24-Ncowne{IS)" Mass{es). “167 1421134 000 Da"
Comment:*none”  Asnotation.

Sample Index: 73 Sample Index: 73
Sample Type: Unknown 068 Sample Type: Unknown 068
Consentxation: N/ 1764 Concenctration: 1 00 ng/mL
Calculated Conc: 0.57% ag/mL 1 Calculated Conc N/ 4504
Acq. Date: 10/19/3013 1\ hed Aczq. Date: 10/19/2013
Acq. Tive: 11:24:45 AM 1 Acq. Time: 11:14:49 AN
1504 £00d
Modified: »o Moditied: %o
Proc. Algerithm: spocity Parameters - MQ IIX T4ed Proc. Algorithm: sp(cl!y Parameters - M2 III
Noiee Parcancage; Moree Bercentage.
Bage. Sub. Window: l on =in §-304 Bage. Sub, Window: L.ﬂo min 3502
Peak-Splic. Factor: 2 1204 Peak-Split. Fecros: 2
Report largest Peak: No Report Largest Feak: No
Min Peak Height: 2000 cpe 1.104 Min, Peak Height: 700.00  cpe A0ed
Mio. Peak Width: @ .00 gec Min Peak Width: 0.0» sec
Smoothing Width: 3 points 5 1004 Smootaing Width: 3 poincs 5
AT ¥Window: 200. wec % AT Window: 20.0 sec Y 2854
Expected RT: 0.665 =in g 0000 Expected RT: 0 66¢ min 2
Use Relative RT: ¥o #500.0 Use Relative RT: No £
H E 200
Int. Type: Valley s 70000 Int. Type: Valley
Retention Time. 0.681 wman Retention Time: 0.678  wman
Area: €0351.318  counts €000.0 Area: 163921.607 counts
Heighe: 1.71e+004 cps Height: 4.71e4004 cpu 1.5e4
Scarc Time: 0.605 mn o000 Start Time: 0.535  min
End Time: 0.819 min 40000 Bod Time: 0.974 mun
1,004
30000
2000.0 50000
1000.0
0

e Namie. ).
MM W Ihn(up '16307U|301000d‘
Comment: *rene®  Annotation: ™

Sample Index: 74
Sample Type: Unkeown o067
Concentzation: B/A
Calculated Conc: 1.97 og/mL
Acq. Date: 10/19/a013 6.0e4 19/13/2012
Acq, Time: 11:29:07 AM 11:19:07 AM 4504
Modified: ¥o noue Maditied: ¥o
Proc. Algericthm: sucﬂy Parameters - MQ III Proc. Algoricthm: sp-euy Paramecers - M) IIl 40es
Noite Percentage: 5004 Noise Pexcentage:
Sub. Window: 1 00 min Base. Sub. Window: Loo min
“Splic. '““:i 2 3504 .,;°-lyx1c 'Cct:; z 35084
Repor: Largest Peak: No rt Largest P 1 No
Min Peak Height, 20 00 cps 4084 Min. Peak Height: 700, 02 cpm
Min. Peak Width: 0.00 wec Min  Peak Width: 0.00  sec 30ed
Slco:m Width: 3 points 5 P mom Width: 3 pointe §
RT ¥i 3 2¢0. wec , RT W. i 20.0 sec -
Expected RT: 0,665 min Bxpected RT: 0.65¢ min 2 254
Usa Relative RT. ¥o 3.004 Use Relative NT: No H
= =
Inc. Type: Valley Int. Type valley =~
Retention Time: 0,669 man 2504 Aezention Time: 0.656 min ey
Area: 208210.874 counts 164441 628  counte
Height: 6.56e4004 Cps 2004 Height: 5.05e+004 cps 1584
Scart Time: 0.595 min Scart Time: 0.567 min
End Time: 4 917 wman 1504 Bnd Time: 0.911  mn
1004
1004
0
000 0%
[} 0o
- 05 10 15 o 05 19 15
— —Tive. min, Ime.min
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Nicotine in Human Plasma (K;EDTA)
Celenion Study AA99122-01

Samplc Name. "2 -01 051 10800000107 00Y
Poak Nama: “Nicoting”  Mass{es) ‘163 078/130.10C Da”
Comment: ‘none”  Annatation: ™

Sample Index. s

Sample Type: Unkasve

Concentracion: N/A

Calculaced Conci 2.43 ng/mL

Acq. Date: 10/13,2013

Acg. Time: 11:23:24 AM

Modifared No

Broc. Algorithm: spacl!y Paraneters - MQ III
Noiwe Percentage:

Bawe. Sub. Window: 1.00 nin

Pe. plic. Facter: 2

Ropo:it Largeyt Peak: No

Rin. beak Height: 20.90 cps
Min. Feak Wisth: 0.30 aec
Swoctliing Width: 3 points
AT Windew: 200. sec
Expeoted AT 0.665 min

Qe Rolative 8T No

Int. Type: Base To 3ase
Ratention Time: 9.680 min
Area: 243247.208 counts
Height: € Tles004 cps
Srarc Time: 0.574  min
End Time: 106 @iz

Pnk m ‘Nlnnm’ lh-(-} '163 070130 mo Da*
Commont: “nons”  Annctation =

Intensity, cps.

nknown
Cencencraction: 1.00 ng/al
Calculated Conc: N/A

Acq. Oate: 10/19/2013

Acq. Time: 11:23:24 AN

Mod4 fiads

Proc. Algoritha: speeity Parametexrs - MQ III
Noige Percentage: 80

Bige. Bub. Window: 1.00 min

Peak-Splic. Factor: 2
Repozt Largest Peak: No

Min. Peak Height: 700.00 cps
Min. Peak Width. 0.00 wee
Sacothing Nidch: 3 points
RT Window: 20.0 sec
Expected RI: 0.664 nin
Use Relacive RT: No

Ioz. Type: Valley
Retention Time: 0.€77 mn
Area: 155702.99:  counte
Heighe: 4.29¢.004 cps
Starc Tine: 0.574 win
End Time: 0.685 nmin

Samgl . "2 0 AAGS 122
Peok Name: m—u-w-'qusr
‘nong”

¥
“(u) *187.142134.000 D"

3 Sed

30e4

2508

20e4

Intensity, cps

1504

104

00

Comanent:
Sample Index: 76 Sasple Index: Y‘
Sample Type: Unknown 007 Zawple Typs Unknown 0s?
Concentration: N/A G.0es SoncentTation: 1.0 ng/al
Calculated Conc: 2.77 ng/mL Calculated Cone: u/A 5004
Acq. Date: 10/13/2013 ESed Date £0/39/2013
Acq. Time: 11:27:40 AM 5 0ed Acq. Time, 1237140 M v
Modified: wo 1504 Modified: No
Prac. Algorithm: Epeclfy Farasaters - W3 111 Pros. Algoriths: Specify Paramateczs - ¥ ITT
Nolse Percentage: 0 7004 w 4 004
Base. Sub. Mindow: 3.00 nin Py 1.0¢ =in
Peuk-Splic. Fagter: 3 Peak-Split, Pactor: 3
Report largest Peak: o 6.0e4 Repost Lorgest Feak: No 354
min. Poak Height: 20.99 cpe Xin. Weak Relgdt: T02.00 cpe
Min. Peal Widoho 0.0  dec £5cd iz, Peak Width 0.08 sec
Swacthing Width ¥ poiare £ s0e4 Snoeozhing Midth 3 points 5 30es
ET' Windav) 300, nec < RT Window: 3.0 [ A
Expscred RT: 2,668 miz 4 Expected AT: G684 nin
Ose Relative AT: Ko g re Use Relative KT: s i 284
S £ it 1 2
Iint, Type: Valliey Int. Type: valley
Retenticn Time: 0.565 @3 35ed Rerention Time: 0.666 mn 2004
Aras: 202313.774 couate 20ed Azea: 169645.010  counte
Height: 5. 19e+004 cpsx 2 Heighe: 5.20e+004 cps
Scart Time: 0.609 min 1584 Start Time: 0.567 mn 1504
Time: 0. 967 wiz Time : 0.e8% RLA
1 004
1504
10ud 50000
50000
00 0.0
0s 10 15 05 10 15
Ime.mo Tims., mi
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Nicotine in Human Plasma

(K:EDTA)

Celerion Study AA99122-01

Sample Index: 77

Sample Type: Unknoewn

Concentration: N/A

Calculated Conc: 2.52 ng/mL

Acq. Dare: 10/19/20L%

AcCq. Time: 11:31:58 AM

Medified:

Proc. Algorithm: specuy Paraneters - MQ III
Noise Percentage: 80

Bape. Sub Wicdow: 1.0 min

Peak-Splic. Pactor: 2

Report Largest Peak: No

Min. Peakx He:ight: 20.00 cpe

Min Peak Width. Q.90  wxec

Smocthing Width: 3 peincts 5_
RT Window 200 vec >
Expected RT: 0.665 min z
Usw Sclative BT, Mo §
int. Type: Base To Fase S
Retentios Tine: 0.67% min

Area: 244385, 024 counte

Height: 6. 88e«004 cps

start Time man

End Time: 1,06 min

6504

6004
5504
5.004
4504
4.0e4
1564

30eq

20ed
1504
1004
50000

Sample Index. 77

068 Sample Type: Unknown
Cencentration: 100 ng/ml
Calculated Conc: N/A
Acq Date: 10/19/2013
Acq. Time: 11:31:58 AM
Mods Eimd
Proc. Algoritha: Speclfy Parameters - Mg III
Noiee Percentage: €0
Bage. Sub. Window: 1.00  mia
Peak-Split. Pactor: 2
Report Largeec Peak: No
Min Peak Height: 700.0C cps

Min Peak Width:

0.0c sec

Sncothing Width: 3 pointy
R? Window: 200 sec
Expected RT: 0 664 min

Use Relative RT: No

Int. Type: Valley

Retention Time: 0.678 man

Area: 150552 3¢6  counte
Height: 4.208@+004 cpe

Starc Time: 0568 min

Bod Time: 0.758  min

4008

A0es

525’!

f

Sample Name.
Paak Name: W Ihln(-) '163.07!/130 woo.-
Comment: "nona™  Annolation: =
Sample Index: 78 Sample Index: 78
Sample Type: Unknown 087 Swmple Type Oaknown 067
Concentracion: N/A Concestzation: 2.90 ng/eL
Calcalated Conc .8 ng/ml Calculated Conc: N/A 5008
Acq. Daces 10/39/2013 60ed Aoq Dute: 15/39/2011
Acq. Time: 11:36:24 AM Acq. Time: 11:36:14 M
5504 4%
Modified: No Modified: No
Proc. Algorithm: Specify Paraneters - MQ III SDed Proc. Algeritha: Specﬂy Parameters - M) II1
Noige Peicenisgs "% Noise Percentage: 400e
Bsse Sub. Window: 1.00 nmin Base. Sub. Window: 1.00 min
DPeak-splic. facrer: 2 4504 Pesk-Split Pactor: 2
Rupost largest Peak No Repoxt Largest Peak: No RS
Win beak width: 000 see 4 Win Jeak widta:  0.00 e
in sec t 2
Smocthing Width: 3 points § Smoothing Widch: 3 peinte 5 30es
RT Window: 200 sec 5 35e4 RT Window: 20.0 see >
Expected RT: 0.665 mia & ted RT: 0.66¢ min
Use Relative RT: No § 3004 Use Relative RT: No 2%4
13 & s
Int. Type: Valley Int. Type: Valley
Retention Tine: 0.670 mazn 2564 Retention Time: 0.667 man 2004
Area: counts Area: 162215 .663  counta
Height cpe 2004 Height: 5.20e+004 cpw
Start Time: 0.588 mix Start Time: 0.560 wan 1502
End Time: 0503 mia 152 End Time: 0.861 min
1 0us
1.0
5000 50000
00 00
05 10 15 L 0% 10 15
Hima_mun Tire, min
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Nicotine in Human Plasma (K;:EDTA)
Celerion Study AA99122.01

m “nona”
Sample Index: 79
Sawple Type: Unknown
Concentration: N/
Calculated Comc: 2.13 ag/ul
Acq. Date: 10/19,2013
Acq. Time: 11:40:31 AM
Modified: No
Proc. Algorithm.: Specify Parareters - MQ III
Noise Percentage: 80
Bage Sub. Windov: 1.00 min

Peak-5plit. Factor: 2
Report Largest Peak: No

Min. Peak Height: 20.00 cpa
Min. Peak Width: 0.00 sec
Smoething Width: 3 points
RT Window: 200 sec
Expecced RT: 0.6 mia
Use Relazive RT:
Inc,. Type: valley
Retentioa Tine 0.674 mia
Area: 181669.376  sounrs
Height: 5.03e+004 cps
Stare Time: 0.S88 mn
Time: 0.932 ma

Name. il
P-k Name: "Nicotine” Ahs(e;)' 'lsa o7u1m mu Da"
Comment: “none”  Annotation:

4504

40ed

3004

21534

20e4

Noise Percentage: 0

Peak-Split. Factor: 3

Min. Feakx Height:

. Sub. Window: 100

Report Largest Peak: No
700,00 cps

Sample Index: 79

Sample Type: Unknowvn
Cencentracion: 1.00 ng/mL
Calculated Cenc: N/A

Acq. Date: 10719/2013

Acg. Time: 11:40:31 M
Modified:

No
Proe. Algorithw: Spacify Paramaters - MO III

win

Min, Peak Width: 0.00 sec
Snoothing Width: 3 pointu
RT Window: 200 sec
Expected RT: 0. 564 min
Use Relative RT: ¥o

Inc. Type: valley
Retention Time: 0.613 min
Aren: 131897 900  counts
Heighe: 3.70e+008 cps
Starc Time: ¢ 662 mn
EBnd Time: 0.883 wman

Intensily, cps

Sample Iadex: 50 Sample Index: 80
Sample Type: Unknown us? Sample Type: Taknowvn 087
Concentration: N/A 5 Oed Concentration: 1 ¢o0 ng/aL 50ed
Calculaced Conc: 1,84 ng/ml Cslculated Conc: N/A
Acq. Pace: 10/19/2015 5 5es Acq. Date: 10/19/2013
Acqg. Time: 11:44:49 AM Acg. Time: 11:44:49 A 4 504
Modified: 5008 Modified:
Proc. Algorithm: SPeclly Parameters - NG IIX Proc. Algerichs: sncify Farameters - MQ II1 4 led
Nofea Parcanta Noiwe Parcentage:
Noss, G, Wlnaswi: As00 ain 4504 Besay ib. Rimasei  to00. win
Peak-Split  Pactor: 2 Peak-Splic. Pactox: 2 J%es
Report Largest Peak: ¥o $004 Repore Largest Pe
Min, Peak Height: 20,00 cpw Min  Peak Height: 790.00 cps |
Min. Peax wWidch: 0.00 sec Min. reak Widcn: 0. .00 v 3004
Smocthing Width: 3 points g 3504 Snoothing Wideh: 3 points g
RT Windew: 200 uoc 3 RT Window: 20.0 sec A
Expected RT: 0.665 wmin 30e4 Expected RT: 0. 6¢4 min 2%
Uase Relacive RT: No Use Relative RT: No
Int. Type: valley = 25e4 Int. Type: Base To Ease 2064
Retention Time: 0.673  man Retoncion Time: 0.6¢3 min
Area: 181997.867 ccunte 2.004 Azea: 153849 618  counts
Height : 6§ 06es204 ope Heighry . 09e-204 cpx 1504
Scart Time: 06.581 man Start Time: C.699 min
€nd Time: 0.475 mn 1504 Znd Time: 0.9€7 min
10es
1004 |
|
5000.0 5000.0 ‘
|
0.0° 0 -
05 10 15 2 05 10 s |
Time, min Time, min_ |
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Sample Neme: "2 081 AA39122-01 5110800000107 001

10 DAY3 / Day 32n Om PL-1 1° Sempe ID: 81" Flie: AAS.. Is-mluhmu “2 081 AAS9122-01 Enoeooommoonmunnom‘mocysznomndr Sample [D: B1°  Fée: “ARD...
Sy

Mass(es). "163.078/130.100 Da M.) “167,142/134.000 Ds’
Comment ne”  Annclation: =

Sample Index: (18 Sample Index: [
Sample Type: Unkaown nss Sampie Type: Unknown 068
Concentratica: N/A 4.0e4 Concentracion: 1.00 ng/mL
Calculated Conc: L.47 og/mL < Calculated Conc: N/A
Acq. Date: 10/29/2013 Acq. Date: 10/19/2013 4004
Acq. Time: 11:459:05 AM Acq. Time: 11:49:05 AM
Modified: St Nodifiad: 354
Proc. Algorithm: sp-c“y Parameters - MQ III Proc. Algorithm: speexly Parameters - MQ III
Noise Pexcentage: 80 Noise Pexcencage:
Base. Sub. Window: 1.00 min 3.0c4 Base. Sub, Wiadow: 1.00 min
Peak-Split. Factor: 2 Peak-Splic. Facror: 2 3004
Reporc Largeat Peak: Mo Beport Largest Pesk: NO
Min. Pesk Height: 2000 cps Min. Peak Height: 700.00 cps
Min. Peak widch: 000 smec 25 Min. Peak Width: 0.00 sec 2508
Smoothing Width: 3 pointe § smoothing Width: 3 points 8
RT Window: 200 wec x AT Window: 20.0 sec 3
Expected RT: 0.665 min %‘ 2064 Expected RT: 0.664 min f
Use Relative RT: Yo 5 Use Relative RT: ¥o § 20ed
Int. Type: Valley = Int. Type: Valley W
Berention Time: 0 81 wmin 1504 Retention Time: 0.677 min
Area: 145525 828  ceunts Area: 154238.598  couats 1aedd
Height: 4.11e+00¢ cp8 Heighe: 4.28e+004 cpe
Start Time: ¢ 588 min scarc Tima: 0. 588 min

0.939 wmin 1.064 End Time: 0.917 min 1084

%000.0 5000.0

lame:
Pnk Name: 'Nbolha Vou(u) '163 owtmm Da*
Annatation: ™

Commant: “none*
Sample Index: 82 Sazple xnd-x. lz
Sample Type: Unkaown 087 Sample Type: Unknewn 067
Concentration: N/A | ctoncencracion: 1.00 ng/mL
Calculated Conc: 0,819 ng/mL 28044 Calculaced Conc: N/A 5004
Acq Date: 10/19/313 Acq- Date; 10/18/2022
Acq. Tine: 11:53:22 Am 24044 Acg. Time: 11:53:22 AM
Modified: ¥o Nodified: o s
Proc. Algorithm: Specxly Parameters - MQ IIT 2204 Proc. Algorithm: Specify Parameters - ¥Q III
Noise Pexcentage: Noise Pexcentage: L] 4004+
Base Sub HKindow: 1 oo min 2004 Bage. Sub. Window: 1.00 min
Peak-Splic. Pactor: 2 Pesk-Split. Paceor, 2
Report Lazgest Feak: No 1804 Report Largest Pesk: No 35e4
Min, Peak Height: 20 00 cps Nin. Peak Meight: 700.00 cps
Min. Peak Width: 000 wec 18ed Hin. Peak Widch: 0.00 sec
Smoothing Width: 3 peints AR Smoothing Widch: 3 pointse § 3084
RT Window: 200 sec v AT Window: 20.0 sec >
Expected RT: 0.665 min 2 i Expected RT: 0.664 min
Uee Relarive RT: No 3 Use Relative RT: No 28a4
s 124 7
Inc. Type: Valley Jd Int, Type: Valley =
Retention Time: 0.669 min 100d Retention Time: 0. 666 min 20es
Area: 84056.369 counte Area: 159699.505 counte
Resght: 2.7€6+004 epe Eeight: 5.31e4004 =pu
Start Time: 0.581 min 0000 Staxt Time: 0.574 @min 1504
End Time: 0.819 mn End Time: 0.840 min
60000
10e4
4Q00 ¢
20000 50300
00 0o
0s 18 15 05 10 15
Jimg. mio. T %]
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Nicotine in Hunan Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Index: a

Sample Type: Unkncwn
Concencration: N/A
Calculared Conc: 0.578 rg/ml
Acq. Date: 19/19,/2013

Acq. Tiwe: 11:57:30 AM

Modified:
Proc. Algorichm: spedty Parsmeters - MQ IIX
Noise Percencage

Base. Sub. Window: Lon man

Peak-Splic. Factor: 2

Repert Largest Psak; e

Min Peak Heaght: 2000 cps

Min. Peak Width: 9.00 smc

Smoothing Width: 3 points §
RT Window: 200 sec <
Expeczed RT: 0.665 man =
Use Relative RT: ¥o §
Int. Type: Valley

Retenticn Time: 0.680 mun

Area: 583555.98) county

Height: 1 68e+004 cps

starc Time: 0,582 min

End Time: 0.840 wmin

15e4
1504
14de4
1304
1204
1904
100t
9000.0-
8000.0
7000.0
0000
000
4000 0-

Sample Index: 83

068 Sample Type: Unknown
Concentxation: 1.00 ng/el
Calculaced Cong: N/A
Acg. Date: 10/19/2013
Acq. Time: 11:57:38 AW

Modified: No

Proc. Algerithx:: Spccily Parameters - MQ III
Nolse Percentage:

Bose. Sub. Kindow: x,ow min

Peak-5plit, PFuctor: 2

Reporc Largeat Deak:

No
Min. Peak Height: 700.00 <po

Min. Peak Width: 0.06  sec

Sacothing Width: 3 pointe 5
RT Window: sec 4
EXpected RT: min i
Use Relative RT: H
Int. Type: Valley =
Retention Time: 0.676 =mn

Area: 157975 856 courts

Height: 4.43e+004 <cps

Starc Time: 0.s88  min

2nd Time: 6.974 ma

) 20 2.2
Peak Name: 'u-ummlsr Mns(u) 15714213.0000-'
Comment: “none’

4004

EETSS

§

£

068

Sample Index: 84 Sample Index: M
Sawple Type: Unkzown ner Sample Type: Unknown 088
Concentratien: N/A Concentration: 1 00 ng/ml
Calculated Conc: 0.359  og/ol Celculated Conc:  N/A 50et
Acq. Tate 10/19/2¢13 11084 Acqg. Dace: 10/198/2013
Acq. Tine: 12:01:54 PM Acq. Time: 12:01:54 ™M
4504+
Modifred: ¥e 10084 Modified:
Proc. Algerichm; sPnexlv Parameters - MQ III Proc. Algorithm: Spoc“y Parameters - M9 III
Noise Percentage: 900000 Noise Percentige: 40w
Bage Sub. Window: 1 0 =in Bage Sub. Wirdow: L 00 =in
veak=Splic. FacLox: i Peak-Splic. Paccox: z
Report largest Feak: Ko 8200.00 Repozt Largest Peak: No 3564
Min, Desk Heighr. 20.00 ops Min Deak Height: 700.00 cpa
Min. Peak Widch: 0.00 sec 700000 Min. Peak Width: 0.00 sec
Smoothing Width: 3 pointe g_ Smoothing Width: 3 points § 30ed
RT ¥Window: 200. wec 4 KT Window: 20.0 uec %
Expected KT: 0.665 min 8000.00+ Expected AT: 0.664 mn i‘
Use Relocive RT:  No Use Relative ET:  Wo 2504+
Int. Type: Valley 5000 00 Int. Type: Base To Base g
Recention Time: £.667 =min Retention Time: 0663 min 2004
Area: 37415.10€ counts 400000 Azea: 162563.898 counte
Height: 1 17e+004 cps Heigho: 5.19e+008 cps
Start Time: 0.608 mn scart Time: 0605 min 1504
End Time: 0.833  mn 3000 00 End Time: 104 min
200000 10es
1000.00+ $000.0
0.00 — 00
05 15 0s 10 15
BFas N E— lige. mip,
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Nicotine in Human Plasma (K.EDTA)

Celerion Study AA99122-01

Comment:
Sample Index: (1)
Sample Type: Unknown
Concencyation N/A
Calculaced Cenc: 0.270 ng/mL
Acq. Date: 10/19/2013
Acq. Time: 12:06:10 FM
Modified:

Noige Percentage: 80

Base Sub, Windov: 1.00 nia
Peak-Split. Paccor: 2

Report Largest Peak: ¥o

Min. Peak Height: 2000 cps
Min. Peak Wideth, 0.00 sec
Smoothing Width: 3 polnts
RT Window: 200 sec
Expecced RT: 0.665 min

Use Relacive RT: No

inc. Type: Base To Base
Retention Tine: 0.681  min
Area: 27744.757 counts
Height: £.30e+003 cps
Start Time: 0,602 mn
End Time: 0.826 ma

Sample Name: “2 085 AA8122-01

o
Proc Algerithm: Specify Paraneters - MQ IIT

110800000112 001
Peak Neme: "Nicotine” Mass{es): "153.078/130.100 Ca*

Intensliy, cps

- 5BEBEEEBEREREREE

D..ZZPZ T14 DAY3/Day 3 12n Om PL-1 1*

088

P2 114 DAY3 | Day 3 12h Om PL1 1° Sample 1D: 85" File: ‘AA.. Sample Name *2 D85 AASS9122-01 05110800000111 0017 THS e Somple 0: 85°  Flle: AA.
FPoak Namo: “o4-Nicolne(IS]”  Mass(es). "167,142134.000
Comment ‘none’  Annotaton: ™
Sample Index: 85
068 Sample Type: Unknown
Concentration: 1.00 ng/mL 45a8
Talculated Conc: N/A
Acq. Date: 10/19/20313
Acq. Time: 12:06:10 M 4004
Modified, No
Proc. Algerithm: Specify Parameters - MQ III
Noise Percentage: 80 354
Base. Sub. Window: 1.00 min
Peak-split, Factoz: 2
Report Lazgest Pesk: No et
Min. Peak Neicht: 700.00 cpo
Min. Peak Widch: 0.00  wae
S$nocothing Width: 3 points
RT Window: 200 sec 5 25
Expected RT: 0.664 man %‘
Use Relative RT: ¥o
§ 2008
Int Type: Valley =
Ratention Time: 0. 677 min
Area: 160212, 411 Tounte 1584
Height: 4 60e+004 cps
Scarc Time: 0 538 mn
Bnd Time: ©.939 mn ke
5000.0
” e S NS U 20
o5 10 15 ol

15

Cemment: "none®  Annolation: Comment"
Sample Index: 13 Sample Index: 86
Sample Type: Unknown 0567 Sample Type: Unknown 087
Concentration: N/A | Conceatration: 1.00 ng/mL
Calculaced Conc: 0 152 ng/mL 50001 Calculaced Comnc: N/A Soed
Acq. Date: 10/19/3013 H Acq. date: 10/39/2013
Acg Time: 12:10:26 PM Acq Time: 12:10:26 PM
2

¥odified: ¥o 40 odified: Ho o
Proc. Algorithm: Specify Parameters - MQ III Proc. Algoxithm: Specify Parameters - MQ III
Noise Percentage: 80 4000+ Noise Percentage: A0sd
Base Sub. Window: 1.00 min Bage, Sub Window: 1.00 min
Peak-Split  Pacter: 2 Peak-3plit. Packter: 2
Report Largest Peak: Neo 3500 Report Largest Peak: No 1504
Min, Peak Height: 20 00 cpe Min Peak Height: 700. 00 cpe
Min, Peak Width: 0.00 wsec Min. Peak Width: 0.00 sec
Smoothing Width: 3 pointse & a0 Smootaing Width: 3 points 5 3064
RT window: 200. sec e KT Wiadow: 20.0 sec A
Expected RT: 0.665 min £ Expected RT: 0.664 min 2
Use Relative RT: ¥o i 2500 Use Relative RT: No 5 2504+
Int. Type: Base To Base S Inc. Type: Valley =
Retention Time: 0.673 mia 2000 Retention Time: 0.667 man 2084
Axea: 15713.497 counts Area: 161747 742  counts
Height: 5.18¢+003 cps Meight: 5.29e+004 cps
Start Time: 0.51 min 1500 Start Time: 0.501 mn 1502
Bnd Time: 0.798 min Bnd Time: 0897 min

1000 10e4

29 oes 50600

e, W N A A it
o oo
05 10 15 05 10 15
Time. min
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Comment:
Sample Index: l’
Sample Type: Unkrovn
Concenerarion: N/A
Calculated Conc: 0.2%1 ng/ml
Acq. Date: 10/19/2013
Acq. Time: 12:23:14 M
Modified;

Proc. Algorithnm: Spccuy Faremeters - MQ IIX
Noige Percenrage: 40

Bage Sub. Window: 1.00 min

Peak-Split. Pactor: b

Report Largest Peak: No

Min. Peak Height: i0.00 <pe
Min. Feak Width: 0.00  awc
Smoothing Width: 3 points
RT Window: 200. vec
Expected RT: 0.665 min

Use Relative RT: No

Intensity, cps

s FEBEEEEBEERE 8

Int. Type: Base To Base
Retention Time: ©. €83  win
Area: 25570.29¢0 counts
Heighe: 7.17e+003 cpm
Starc Time: 0.699 min
Ead Time: 0.8:2 win

MW'NW MI!(“}")BSOWBB“DD.‘
Comment: "none’  Annotation: ™

Sample Name: *2 089 AA99122-01 05110800000593 0018
Peak Name: 'd4-Nicotine{IS)* hhu(u)

Comment: “none”  Annctation: ™
Sasple index: ay
Sauple Type: Unknown
Concentration: 1.00 ng/mL
Calculated Conc: N/A
Acq. Date: 10/19/2013
Acqg. Tiwme: 12:23:14 PM
Modified:
Proz. Algorithm: Spoeuy Parameters - MQ 111
Noise Parcentage: 80
Base, Sub, Window: 100 min

Peak-Split. Factor: 2

Report Largest Feak: N3

Min. Peak Height: 700.00 cpa
Min. Pesk Width: 0.00 amec

Smoothing Width: 3 points
RT Window: 200 ez
Expected RT: 0.664 min

Use Relative RT: ¥o

Int. Type: Valley

Retention Time: 0.€77  min

Area: 159255.585  counts
Height: 4.43e+004 cps

Start Time: 0.568 wmin

Bnd Time: 0.847 wun

P-lN-m M&
Comement “nona”

S22 P1
7 142/134 000 Da"

’hsl(ﬂr 67 1W1S4 WDI'

4 0t

3%

30e¢

25e¢

20sd

1504

Sample Index: 50 Sample Index: 90
Sample Type: Unknown Sample Type: Unknown o0&
Concentration: N/A G.0eS Conceatration: 1.00 ng/mb
Calculated Cons: 26.5 ng/mL Calculated Conc: N/A
Acq. Date: 20/19/2013 8.5e5 Acqg Dace: 10/15/2013 5004+
Acq. Time: 12:27:31 M Acg Tine: 12:27:31 "
2065
Modified: 7565 Modified: 450t
Proc. Algeorithm: spcc“y Parameters - MQ III Proc. Algorithm: sy.city Parameters - MQ IIX
Noise Percentage: 7.0e5 Noise Percentage: a0
Base Sub. Window: 1 00 min Base. Sub. Window: 1,00 win 4088
Peak-fplit. Pacter: 3 6.5e5 Peak-Split. Pactors 2
Report Largest Peak: No 6.0e5 Report Largest Feak: No
Min. Peak Height: 20.00 cpa Min Peak Height:  700.00 cps 3563
Min. Peak Width: 0.00 sec 555 Min Peak Widch: 0.00 wec
Smcothing Wideh: k] points Smoothing Width: 3 points
RT Window: 200. wec 5 5.0eS RT 3 20.0  mec 5‘ 30e¢
Bxpected RT: 0.665 min B iss Expected RT: 0.664 min
Tee Relacive AT, Na ; Usa Relacive RT: No 2504
4005
Int. Type: Base To Base Int. Type: Base To Base -
Retention Time: 0.672 min 3305 Retention Time: 0,668 min 20sd
Arear 2812616.333 caunte 1le5 Axea: 165068 337 counce
Height: ¥.38¢+005 cps Height: 5.49¢+008 <ps
Start Time: 0.602 mn 2365 start Time: 0.609 min 150t
€nd Time: 1.23 man Rnd Tima: 0.988 wmin
20e5
1208 1.0eé
1.0e5 50000
S0ed
oQ 0. T
05 10 5 i 0s 10 15
Time..mif.. Line. i,
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Nicotine in Human Plasma (K:EDTA)
Celerion Study AA99122-01

'zmumtzz—m
Mass(es}) *163 078/130.100 Da”

Sample Index: 91
Sample Type: Unknown
Conceatration: N/A
Calculated Corc: 37.8 ng/mL
Acq. Dace: 10/19/2013
Acq. Time: 12:31:47 M
Modified: No

Proc. Algerithm: »-cifv Paxametexs « MO IXT
Noise Percentage:

Bage Sub Wirdow: 1 oo min

Peak-Splict  Factor: 2

Repor: Largest Peak: No

Mia. Peak Meighc: 20.00  cpa
Min. Peak Width: 0.00 aec
Smoothing Widrh: 3 points
RT Window: 200 sec
Bxpected AT: 0.665 =min

Use Relative RT: Mo

Inc. Type: Base To Baee

Retention Time: 0.635 min
Area: 36513657 634 counts

Height: 1.20e+006 cpe

Szart Time: 0.602 min

Bad Time: 1.26 min

ple Name:
Peak Name:
Commant: "nong”

B.00eS

7.00e5

8.00a5

4.0065

Sample Index: 51

Sample Type: Unknown
Concentration: 1.00 ag/al
Calculated Conc: N/A

Acq. Date: 10/19/2013

Acq. Time: 12:31:47 PM
Modified: No

Proc. Algorithm: Muy Paramecers - MQ III
Noise Percentage:

Base. Sub. Kindow: 1 oo min

Pesk-5plit. Factoxr: %

Report Largest Peak: No

Min. Peak Height: 700.00  cpr
Min, Peak Width: 0.00 wsec
Smoothing Width: 3 points
RT Window: 20.0 sec
Expected RT; C 664 min

Use kelative RT: No

Ine Typs Dase To Base
Retention Time: C 683 min
Area: 151810.178  counts
Height: 4.65¢+000 cpu
Scarc Time: © 602 min
End Time: 1.06 min

Comment: “none’

IS 22
Mmmr &u(u' *167. umumw
Amwr

4504

40ed

356t

3084

20e4

Intensity, cps

13504

1.0ed

Sample Index: 52 Saspie indes:
Sample Type: Unkaovn ‘a6 067 Basple Type: anm 0.67
Conceatration: N/ 14 Concantration: $.00 og/al
Calculateé Conc: 416 ng/mL falevlated Sono: R/A 5.0t
Acqg. Date: 10/19/2013 1306 Acq. Date 10/1%/3003
Acq. Time: 12:36:05 M Acg. Tive: 13136105
1206 4 504
Modified: Modsfied Ne
Prec Algorithm: sudly Parameters - MQ III 11e6 Proc. Algosishe: Specify Parameters - MQ £I1
Baee Sub Window: 100 ms Base: Dub, Vimderr  L.00 = "
se 8 min ' 1.0 min
Peak-Split. Pactor: 2 1006 Peak-Spliz, Factor: 2 o,
Report Largest Pesk: No KOPOoIt Largest Feak: o
Min. peak eight: 20 0t cps 9.0e5 Kin, Siak Aaighti  796.99. cps
n. Peak Width, 908 sec . Feak Widt 0. sue
Smoothing Width: ] points 5 8.0e5 Smeothing Width 3 peints 5 30ed
RT Window: 200 wac J AT Window: 6.0 wec :
Bepected RT: 0.665 min § 7005 Expected BT: t.e64 min
Use Relative T:  No § Ugé Kelative AT Xo 253
Int. Type: Valley £ 8 Int. Type: Ssse To Bass
Retantion Time: 0.€73  min 5065 Retentios Time: 0.6¢8  min 200t
Area: 4325971,331 councze Azes: L81655.032 <councs
Height: 1.400+306 cps Height : $.2%+004 cps
Start Time: 0.595 min 405 Szart Time: €.602 win 1504
Bnd Time: 113 min nd Time) 0.987 min
s d 1.0ed
2065
50000
1.0e5
0.0 00
05 10 13 0s 10 15
1N Tere.min
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Sample Index: 3

Sawple Type

Concentration: N/A
Calculaced Conc: 26.0 og/ml
Acq. Date: 10/19/2013

Acqg. Time: 12:40:22 PM

Modi fieds
Proc, Algorithm: chcuy Parameters - MQ IXX
uoxu Potcentage.

Sub Window: 1 oo min
Pnk -Split. Factor: 2
Report Largest Peak:  bo
Min. Peak Height: 20,00 cps
Min. DPeak Width: 000 aer
Smoothing Width: 3 points
RT Window: 00 sec
Bxpected RT: 0.665 min
Use Relative RT: No
Int, Type: Base To Base
Retention Time: 0.683 min
Area: 2655752.290 counts
Keight : 7.04e4005 <cpe
Stort Time: ©.602 wmin
End Time: 1.27 win

655

6.0e5
E5¢5
5.0e5
4.5e5
4005
3.565
3.0e5
23505
2005

1565

108

Sample Iodex: 23

Sample Type: Unknown

Concentraction: 100 ng/mL
Celculated Conc: /A

Acg. Date 10/19/2013

Acq. Time: 12:40:22 PM

Modified;

Proc. Algorithm: Spceﬂy Paraneters - MQ IIX
Noise Percentage: 80

Base, Sub. Windaw: 1.00 ain

Peak-Split. Pactor: 2
Report Largest Peak: No
Min, Peak Height: 700.00 =ps

Min. Peak Width: 0.00 sec
Smoothing Width: by pointw
RT Window: 20.0 sec
BExpected RT: 0.664 man
Use Relative RT: o

Int. Type: v.u.y
Retention Time: 70  min
Area; xsuzx 750 counts
Height: 4.24ec4004 cpe
Start Time: 0.574 man
Bnd Time: G.903  man

iviensity, cps

Commant “rone” cm
Sasple Index: s4 Sample mdux' N
Sanple Type: Unknown (724 Sample Type: Onknown 067
Concentration: N/A Concentration: 1 .00 ng/mL
Calculsted Conc: 21.8 ng/mL 70e5 Calculaced Conc 50es
Acq. Deote: 10/19/3013 Acqg. Date: 10/1p/2012
Acq. Time: 12:44:38 PN 655 Acq. Time: 12:44:38 PH Set
Modified: 6.065 Modified; No
Prec. Algeriths: spee!.(y Parameters - MQ III Proc Algoritha: Spocify Parametexs - MO IIX
Nolee Fercencags: 5565 Noiww Peicentage: 4.0e4
Base Sub. Window: ) oo min Baze Sub Window: L.oo man
Pesk-Bpliv. Factor: 3 5065 Peak-Splic. Pactor: 2
Report Largest Peak: No Report Largest Peak: No 35e4
Min. Peak Haighr: 20.00 cps 45e5 Min. Peak Height 700.00 cpms
Min. Peak Width: 0.00 wec Min. Peak Width: 0.00 sec
Smoothing Width: 3 points B 4 smoothing Width: 3 poincy 3 3004
AT Window: 100. wec 3 405 RT Window: 20.0 sec >
Zxgected RT: 0.665 wmin z Expected RT: c.66¢ min =
Use Salscive BT Ne § 355 Use Relacive RT: No ; 2504
Int. Type: Valley =  30ed Int Type: Valley -
Retention Time: 0.67¢ mn Reteation Tine: 0671 min 2004
5 2130220.295 counts 2545 Area: 151665.860 counts
7.32e+005 cpa Helght: 5.20¢+004 cps
0.574 wmin 2065 Stax: Tige: 0.508 mn | Ses
1.0 min End Time: 0. 861  mun
1.5¢5 1 Oed
10e5
5000.0
5.008
oo 00
03 10 15 0s 10 15
Time.min, Time, min
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Nicotine in Human Plasma (K;EDTA)

Celerion Study AA99122-01

Moditied:

Ra

Hlb Feak Width:
Smoothing Width:
BT Nindow,
Exgecced BT
Uoe Relazive RT:

inc. Tygpe:
Retention ﬂnu
Area:

Height:

Scarc Time:
End Time:

Pyak Name:

AAIGY.

/N
13.4

ng/mL

10/19,2013
12:48:54 PM

Vo

Ease To Base
€82

Proc, Algerithm: Specily Paramecers - MQ III

Nolse Percentage: (1]

Sub. Window: 100

Peak-5plit. Factor: 2

hput Largest Peak:
Peak Haight:

min

min

P counte
) 9084005 cp
0.567 min
1.14  min

10511 8 THS
Manslos) 63 078/130 100 Da®

'\ cps

Il

35054

3.0e8

25e5

50ed

Min. Feak Helght:

Bepast Largest Peak:

Comment
Baxpls index: 25
Sample Type: Unknown
Concenctration: 1.00 ng/mL
Calculated Cone: N/
Acg. Date: 10/19/2013
Acqg. Time: 12:48:54 M
Modified: No
Froc. Algoritim: Ipecily Parameters - MQ I1ID
Noise Percentage: 80
Rawe. Sub. Window: 1.00 min
Peak-5plit. Fector: 2

No
700.09 <ps

Min. Peak Width: 0.00 sec
Sscatiing Width: 3 points
AT Window 20.0 sec
Expacted AT: 0.664 min
Uee Relazive ¥7: No

oL Type: Valley
Retenticn Time: €. 679 min
Area: 156013065  ecounts
Height : 4.53e4004 cpe
Scarc Time: 0.616 min
End Time: 0.875 man

Intenslty, cps

99 10 18
MN—w'umuw.(lsr hu(uy'vaqwtumn.'
Comment: "none®  Annotation: ™

4504

400t

3004

2504

2004

1504

10e4

068

Commant: "nons”
Sample Index: 9 Sample Index: 96
Sample Type: Unknown 087 Sample Type: Onknown 057
Concentration: N/A ) Concentration: 1.00 ng/al
Cslculated Conc: 9.23 ng/elL 30es Calculated Conc: N/R
Acq Date: 10/19/2023 2cq. Date: 10/18/201) S0ed
Acq. Tine: 12:53:10 PM 2.8e5 Acq. Time: 12:53:10 DM
¥odi ed: 2665 ¥odified: L5t
Proc. Algerichm: sp-caty Parameters - MQ IIIX Proc, Algorithm: speclty Paramecexs - MQ III
Noise Percentage: 80 2465 Noise Percentage: 80 4004
Bage Sub. Window: 100 mn Sase. Sub : 1,00 wmiz
Peak-Split. Factor: 2 22¢% Peak-Split. Factos: 2
Baport Largest Peak: Mo Sepert Largeat Paak: No 350é
Min., Pesk Height: 20.00 cpe 2065 Min. Peak Keight 700.00  cpa
Min. Feak Width: 0.00 smec Min. Peak Width: 0.00 sec
Smoothing Width: 3 pointy 5, 1.8a%5 Swoothing Width: 3 points § 3064
RT Window: 200. yec , KT Window: 20.0 sec <
Expected RT: ©.665 min _z; 16e5 Expeoted RT: 0.664 min
Use Relative RT: No Use Relative RT: No 2504
g 1488 3
Int. Type: Valley Inc. Type: Valley =
Retencion Time: 0,675 mun 12e5 Retencion Time: 0.671 mn 2064
Arxea: §40071. 984  ccountse Area: 158458 180 couate
Height: 1.16e+005 cpe 10084 Height : 5.)5e+004 cps
Stare Time: 0.605  min Start Time: ©.602 mn 1504
End Time: 0.960  min “"{ Tize: 080 min
60e4 1084
4004
5000.0
2“1
0 o
i 0% 10 15 3 I3 10 18
Jime.min_ Lmg. 0,
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Comment
Sanple Index:
Sanple Type
ConconIxation;
Calculsted Conc: 8.24 ng/ml
Acq. Dace: 10/13/2013
Acq. Time: 12:57:26 M
Modified: Neo

Pro: Algoritha: spzcl‘y Parameters - MQ III
e Percentage:

lu . Sub. Window: 1 W min
Pesk-Splic. Factox: 2
Report Largest Peak: No
Min. Deak Heighz: 20 00 eps
Min. Peak Width: 0.00 sec
Smoothing Width: E] points
RT Window: 100 sec
Expected RT: ¢.665 win
Use Relacive RT: Ne
Int. Type: Valley
Retenticn Time: 0.680 man
864492.53¢ countcy
2.43e+005 cps
0.535 man
1.08 mn

Intenslty, cps

2465

22¢5

20e5

1865

1.6e5

1465

12e5

1.0e5

8.0

60e4

2004
2064

Comment:
Sample Index: 37
Sample Type: Unknown
Concentration: 1.00 ng/mL
Calculated Conc: N/A
Acqg. Date: 10/19/2013
Acqg. Time: 12:57:26 "M
Moditied:

No
Proc. Algorithm: lpecﬂy Parameters - MQ III
Noise Percentage:
Bage. Sub. Window: 1 0  =in
Peak-Split. Pactor: 2
Reporc Largeet Peak:

Min. Paak Height

No
700.00 cps

Min. Peak Widch: 0.00 sec
s-oechiag Width: 3 points
T Window: 20.0 sec
kp-:l.d RT: 0 684 win
Use kelacive XT: No
Int Type Unlley
Receation Time: 0.675 man
Area: 163150.321  counts
Height: 4.56e4+004 cp#
©.574 miz
0.9 man

Intensity, cos

4584

4 00d

35e4

1004

23504

2004

1004

5000.0

W17 Day 1 Oh 45mPL11°  Sample ID: 97°  File: AAG.. | |

Sasple Index: 98 Sample Index: 20
Sasple Type: Unknown 0€7 Sample Type: Unkriown 066
Concentration: N/A 22e5 Concentration: 1.00 ng/mL
Calculaced Cone: 7 42 ng/mbL Calculated Conc: N/A 45ad
Acq. Date: 10/19/2013 Acg. Date: 10/19/2013
Acq. Time: 1:01:44 PM 20e5 Acg. Time: 1:01:44 PM
Modifieds Modified. 40e4
Froc. Rlgorithm: sP«:xty Parameters - MQ IIX 1845 Proc. Algorithm: S‘p“uy Paraceters - MQ Iil
Nolse FPercentags: Noise Percentage: 80
Base Sub. Window: l 00 min Bage. Sub  Window: 1.00 win 354
Peak-6plit. Pactor: 2 1565 Peak-Split., Factor: 2
Report Largest Peak: ¥o Report Largest Feak: No
Min. Peak Meight: 20 00 cpo 1.4¢5 Min. Peak Height: 700 .00 cps 304
Mia. Peak Width: ¢ 00 see - Min. Peak Width: 0.90 sec
Smecthing Width: k) poincs § Smoothing Width: > | pointw G
RT Window: 200. sec > 1245 RT Window: 20.0 sec A Y SV
Expected RT: 0.665 min z Expected RT: 0 664 min =
Use Relative RT: No 2 Use Relative RT: No 2
£ 106 £
Int. Type: Valley Int. Type: Base To Sase £ 2004
Retention Time. 9.665  wam Retention Time: 0 6¢4  mia
Area: €98179.15¢  counts 8.0 Area: 146021 953  counts
Height - 2 290+005 cpw Height: 4.75e+004 cps 1504
Start Time: 0.58% =min B 04 Start Time: 0.574 min
End Tine: 0.981 min Time: 1.00 min
1 Ded
4004
2008 5000.0
{
00
o 03 10 15 05 10 15
Time min Tme. .o,
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

1710 CAY1/ T2hOm FL-1 1* Sampe 10 95" Fie AAS. Sanpic Nama: 2 093 AAS9 12201 05110800000€02 0016 THS 22 P1 HDaWIDqthPL-‘ T SampleD 05" Fie ARS. r
Peak Name: “34-Nicosne(IS)”  Mass(es). 167, 142134 000 Da”
Corment o
Sample Index: 99 Sanple Yodex: 58
Sample Type: Unknown 068 Sample Type: Unknown 088
Concent:ation: N/A 1405 Concentracion: 1.00 ng/mL
Calculaced Conc: 5.26 ng/ml Calculated Conc: N/A 4084
Acq. Date: 10/19,2013 1365 Acq. Date: 10/19/2033
Acq. Tive: 1:06:02 B0 Acq. Time: 1:06:02 bW
Modifiad, e 1265 Nodified: we 356t
Proc. Algeorithm: Specify Parameters - MQ III Proc. Algericam: Specify Parametere - MQ III
Noiwe Percentage: 80 1.1e8 Noise Percentage: 80
Bage. Sub. Window: 1.00 min Base. Sub. Window: 1.00 wmin
Peak-Split Factor: 2 1.0e6 Peak-Split. Factor: 2 30e4
BEport Largeet Feak: ¥o lepasrt Largest Peak: No
Min Pesk Feight: 20.00 <pe 9 0nd Nin. Peak Height: 700.00 cpe
Min. Peak Width: 0.00 ses Min. Peak Width. 0.00 wec 2504
Srccthisg Width: 3 pointy §, 8004 $acothing Widcth: 3 pointe §
AT Window: 200. sec " AT Window: 20.0 wee 4
ced ATy 0.665 min 7004 Expected ET; 0.664 min z
Use Relative RT:  No i Tee 3alacive RT: ¥o 2 2004
Int £ 60 g
. Type: Valley Valley
Retontion Time: 0.681 mun : 0 €76 wman
Area: 438123.789  counts 5004 147165.558  counts 1504
Height: 1.43e+005 cps 4.26e+004 cps
Scarc Time: 0.588 min 4.004 scort Time: 0.595 wman
End Time: 1.07 min Bnd Time: 1.03 sz 1004
J.0e¢
20c4 530064
1004 i
P
o8 0s 10 15 2 (1] 19 15

Peak Name*

Sample Name. 2 100 AASS 12201 091108 04 008 1
Pook Name: ‘sé-Neotine(IS)"  Mass(es): “167.142/134 000
Comment “none”  Annclason” =

Comment, “rnone”  Annctation:

sanple Index: 0 Saszple Index: 160
Sample Type: Unknown 068 Sample Type: Grenown 06T
Concentratica: N/A 1.00e$ Concentration: 1.00 ng/mL
Calculated Conc: 3.19 ag/ml Calculated Conc: N/A 50es
Acq. Dace: 10/19/2013 Acq. Date: 10/19/2013
Acq. Time: 1:10:21 BM 3000t Aeq. Time: 1:10:21 PM o
Modified: No Modified: No
Pros. Algorithm: Specify Parameters - MO ITI 50004 Ptoc. Algoritha: Specify Paramatery « WD 1III
Noise Percentag ¥olue Faiventage: L1 4004
Bage Sob. Winde Sass. Sub. Mindow, 1.60 min
Peak-Split. Pactor: 7,004+ Peak-Cplit, Pactor: 2
Repor: Largest FPeak leport Largest Peak: ¥o 35ed
Min., Peak Height: 1 Win. Foak Melghi we, 0 S
Min. Peak Width: Xin Feak Widch: o.a0 sec
Smosthing Widch: & 6.0004 facathing Wideh 3 patnrs g dow
RT Window: Z 3T Window) 0.0 wes 3
Expected RT: ixpectud RT: O.%4& min
Use Relative RT: é K00t Yse Balazive AT:  No g 2504
Int. Type: Base To Base Int. Type: Valley
Retenticn Time: 0.676 min 4.00w4 Retection Time: 0.673 min 2004
Area: 924023 901 eounts Arma: 187091.132  counts
Helighe: 1 03ev005 cps 1.00e4 Reight : 5.17e+004 cps
Start Time: 0.585 min Z start Time: 0.608 min 15e4
End Time: 1.05 min End Time: ©.883 mn

2004 100t

10004 5000.0

o0 0.0
G 05 10 15 = 05 10 15
Time, 20 Ime i
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Concentration: N/A
Calcalated Conc: 2.03 ng/mL
Acqg Date: 10/13/2013

Acq  Time: 1:14:35 ™
Modified:

Proc Algorithm: spectty Paransters - MQ III
Noise Percen:lge: 80

Peal 891 t Facter: 2
Report Largest Peak: No

Min. Peak Height: 20 00 cpe
Min. Peak Width: 0.00 sec
Smoothing Width: 3 points
RT Window: 200 sec
Expected RT: 0.665 mn
Use Relative RT: No

Int. Type: Valley
Reteation Time: 0 683 man
Area: 199457.471 counts
Height: 5. 74e+004 cps
Start Time: 0.509 mm
RBad Time: 0.588 miz

70511
Masa(es): *163.078/130.100 Do

Cencentration: 1.00 ng/nl
Calculated Conc: N/R

Acqg Date: 10/19/201)

Acqg. Time: 1:14:39 PM
Modified: Na

Proc. Algoritha: Specify Par T8 - MQ IIT
Noise Percentage: 20

Base. Sub. Window: 1.00 min
Peak-Split. Pacto: 2

Report Largest keak: No

Min. Feak Height: 700.00 cps
Min  Peak Width: 0.00 mee
Smoothing Width: 3 points
R? Window: 20.0 sec
Expecced RT: 0 664 min
Use Relative RT: No

Izt Type: valley
Retention Time: 0.67% min
Area: 152877.321 counts
Height: 4.47e+004 cpe
Start Time: 0.555 man
Brd Time: 0.868 min

Ptlk Name: MNWIS)’ M(“)' *167. 142"34 W Dl'

4 Ded

35ed

3004

2%

2082

1504

1084

5000.0

Annotation: = Comment: ‘none’
Sample lndex: 102 Sample Index: 102
Sawple Type: Unknown 087 Sample Type: Opknown 7
concentration: N/R 1264/ Concentrarion: 1.00 ng/el o8
Calculated Cenc: 0.387 ng/aL | Calculated Conc: B/A 5002
Acq. Date: 10/13/2013 31064 | Acqg. Date: 10/19/2013
Acq. Time: 1:18:57 M l Acg. Time: 1:18:57 PM o,
Modified: Yo i | ¥edified; ¥o
Proc Algorithm: Specify Faraneters - MQ IiI 26641 Proc. Algorithm: Bpecx!y Parameters - MQ III
Noise Percentage: 80 H Nolse Pexrcentage: A.0ed
:u: ‘:\;b H:ndw: 1.0 aip 2404 n:: c\lxt; Window: l 00 min
eak-Split  Facter: 2 Peak-Split. FPactor: 2
Report Largest Peak: No 2204 Report Largest Peak: No 35e¢
Min, Peak Height: 2090 cpe | Min. Peak Height: 7€0.00 cps
Min. Peak Width: 090 sec 2004 Min, Peak Width: 0.00 sec
Smoothing Width: 3 pointu | Sacothing Width: 3 points g 3 les
Sxpected RTi  o.6ss  min k. | Bpected AT 0664  ain Z
o % 3 n 1 ed Bxpecte: : oin =
Use Relative RT: No | Use Relative RT: Yo § 250
Int. Type: Base To Base e "M: Inc e Valley =
Retention Time: 0.574 min 1204+ Retention Time: 0672 mo 2004
Area: 98763 332 counts | Area: 1557¢1.177  couats
Heighe: 2.29-002 cps 10044 Height: 5.20e+004 cps
Start Time: 0.581  min | Start Time: 0567 min 1504
End Time: 0. %46 min BO00.0+ Eed Time: 0.953 min
m_o.‘ 1.0e4
|
000.0+
| 5000.0
200001
|
oo 0.0
0s 10 15 0s 10 15
Tine. fiio Tipe, (oin
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Index:
Sample Type
Concentration:
Calculated Cone:
Req. Dace:

Acq. Time:

0.534
10/18,2003
1:23:15 ™

ng/mL

Modified: Ne

Proc. Algerithmi :pccuy Parumeters - MO IIX
Noise Percentage:

Base Sub. Window: l ©  min

Peak-Splic. Facter: 2

Report Largest Peak: No

Min. Peak Height: 20.00 <cps
Min. Peak Widch: 0.00 wec
Swoothing Width. 3 pointe
RT Window: 200 sec
Expected RT: 0.665 min
Use Relative RT: ¥o

Int. Type: valley
Retention Time: 0.679 mia
Area: 52420 293  counta
Height: 1.45e+004 cps
Starc Tine: 0 588 min
Bnd Time: 0.882 man

Sample Name 2

Peak Name: “Nicotine™ lhs(n) ‘153070\&@ Dl'
Annotation: ™

23P1 TIADAY) 1 Day 1 12h Om PL-1 ° Sampie 10103 Fie 'A..

1.5e4
14e4
1.3e4
1204
11ed
1004
$000.0
80000
70000
6000.0
5000 ¢

30000
20000
10000

5-\1!- Name. “2 103 AASS122-01 0511
Poak Name: 'ummr

Sample Index: 103
Sample Type:
Concentration: 1.00
Calculated Cone: N/A
Acq. Date: 10/1%/2013
Acq. Time: 1:23:18 BM

Modified: No

Proc. Algerithm: Specify Darameters - MQ IXI
Noixe Percencage: #0

Bage. Sub. Window: 1.00 min
Peak-Split. Pactor: 2

Report Largest Feak: No

Min. Peak Height: 700.00  cpe
Hin.  Peak Widch: 0.00 sec
Sroothing Width: 3 seints
RT Window: 20.0 ses
Expected RT: ©.664 mn
Uce Relstive RT: XNo

Int. Type: Valley
Retention Time: 0.675 mn
Area: 152910 . 847 counte
Height: 4.21e+004 cpw
Start Time: 0.595 min
Bad Time: 0,87 wmn

22ZP1TH4

40sd

354

30ed

206s

Intensity, cps

154

Y17

1127 0m

T SamplelD. 103" Flie: A

Comment: *none”

Sample Index: 104 Sample Index: 104
Sample Type: Unkrown 667 Sample Type: Unknown 057
Canaentration: WA 9000 Concantration: 1.00 ng/sl 5004
Calculated Conc: 0.274 ng/mL Calculated Conc: N/A
Acq. Dacte: 10/19/2013 BS00 Acq  Dace: 10/19/2013
Acq. Time: 1:27:34 M Acq Time: 1:27:38 PN 454

8000
Modified: 7 Meaified:
V205, Aloriibni Gpeciey MEAREETY <00 TEE 500 Proc. Adgorithe: Specity Pacamsters - K 111 4led
Noies Percentage: 7000 Noiue Darcentage: [l
Ba Window: 1.0 win Base, Sub. Window: 1.00  min
Peak-Split. Faccor: 2 8500 Peak-Split. Pactor: 2 3584
Report Largesc Peak: ¥o Report Largest Peak: No
Min. Peak Height: 20.00 cps 8000 Min, feak Height:  700.00  cpe
Min. Peak widih: 9.90 mec 5500 Min. Peak width: 0.00  mec 3084
Swoothing Width: 3 points 5 Swoothing Widrh: 3 pointa §
RT Window. 200 wac %, S000 RT Window: 20.0 cec 4
Expected RT: 0.665 min 50 Expected RT: 0 664 min 2%4
Use Relative RT: No Use Relative RT: No

4000
Inz. Type: Valley & Iat  Type: Valley 2008
recencion Time: 0.672 man 3500 xecencion Time: 0.670 min
Area: 28217.851 counts Azea: 160549.068 counte
Height 5.06e.003 eps 3000 Height: £.10e+004 cpu 1504
Start Tive: 0.581 man 2500 Start Time: 0 609 mn
End Time: 0.819 mia End Time: 0.9¢6 mn

1 0ee

1500

1000 0000

500

e e T Sy .
0.
= 05 10 15 i 0s 10 15
Tow .m0 Time mun
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Comment: "none®  Annolation
Sample Isndex: 105
Sample Type: Unknown
Concentracion: N/A
Calculated Conc: 0.108 ng/mL
Acq Dece: 10/39/2013
Acq. Time: 1:31:53 ™
Modified: No

Proc. Algorithm: sp-city Paraneterg - MQ III
Noise Percentag

B, Sub. Window: l 03 mia
Peok-Split Tacter: 2
Report Largest Peak: Ho
Min Deak Waight: 20.00 epa
Min. Peak Width: 0.30 sec
Smoothing Width: 3 pointe
RT Window: 200 Bsec
Expected RT: 0.665 min
Qse Relative KT: No
tar. Type. Rase To Aase
Astention Tane: 0.681 min
10605 185 counts
3. 12e+003 cps
0.630 wmin
0 840 ®in

8 NRT gun

BEEEREE

prose
s e i ol ini

ggEBEEE

Comment: ‘none”

ample Index: :os
Sample Type: Unknown
Coencentration: 1.00 ng/al
Calculated Conc: N/A
Acq. Date: 16/19/2033
Acq Time: 1:31:53 PM
Modified: No

Proc. Algoriths: Spgctty Parameters - MQ IIl
Noige Percentage:

Base. Sub. Window: l 00 min

Peok-gplit, Pactos: 3

Report Largeest Peak: Ne

Min. Desk Heighr: 700.00 epa

Min. Peak Width: 0.00 mec
Sacothing Wideh: 3 points
RT Window: 200 gec
Rxpected RT: 0 564 ain
Use Relacive RT: No

Int  Type: valley
Retention Time: ©0.679 oan
Area: 153211 851 counts
Height: 4.14e+00¢ cps
Starc Time: ©.603 min
nd Time: 0.2ce  min

Sample Namo. 2 106 AASS 2201 OC A2 T° Sompie ID.1106°  Fie: “AAG9122-01-F 1m«z_""a'm—-w1 |

1108000 018 NRT gum
Peak Name 'u-uumtsr Mna(u) 167.142/134,000 Da'*

4004
35ed
3 0a4
B 254
g 2008
1504
Tled

50000

DAV3/ Day 3 0 -15m PL1 1° Sempie ID."106° Fie . | |

oee

Posk Name: “04-Ncotee{IS]'  Mess{os): "167 142/134 000 De*
Comment ‘none”  Annotation:

05

10

15

Sample Index: 106 Sample Index: 106
Sample Type: ¢ as7 Sample Type 057
Concentration: 0.600 ng/mL Concentration: 1,00 ng/alL 5 Ged
Calculated Conc: 0 569 ng/mL | Bod Calculated Conc: N/A
Acqg. Date: 10/19/2013 Acq. Date: 10/19/2013
Acq. Time: 1:36:11 PM Acq. Time: 1:36:11 PM 4508
Modifind: 1504 Modi £ied »o
Prac, Algorithm: Spceity Parameters - MQ IIT Proc. Algerithm: Specify Parameters - MQ III 4008
Noiue Percentage: Noise Percentage:
Base Sub. Window: 1 00 nin | dod Base. Sub Window: 1.00 mia
Peak-Split. Pactor: 2 Peak-Split. Pactor: 2 3584
Report Largest Peak: No Repoxt Largest Peak: No
Min, Peak Height: 20 .00 1204 MWin. Peak Haight: 700.00 cpe
Min Peak wWideh: 0 .00 Min. Peak Widsh, ©.0¢ aec I0ed
Smoothing Width: 3 5 Smoothing Width: 3 points .
RT Windov: 200 sec 2 e RT Window: 20.¢0 wec ]
Expected RT: 0.665 min s Bxpected RT: 0.664 mn i 2504 |
Use Relative RT: Ne g Use Relative RT: No
Int. Type: nu To Base = 000 Int. Type: Valley g 2004
Retention Time: 73 min Recention Time: 0 €69 min
Area: 59)76 uz counts Azea: 161972 844 counts
Heighe : 1.89e+004 cps 60000 Height: 5.15e+004 cpw 1.504
Scart Time: 0.561 min Start Time: 0.561 min
End Time: 0.868 min End Time: 0,932 mn
20500 1004 ‘
2000.0 50000
(
|
00 00 (
05 e 15 05 10 15 |
Time min Ture, mir,

Page 203 - Confidential




Nicotine in Human Plasma (K;EDTA)
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Comment “none”™
Sample Index:

Pul m 'llluwu lhu(u) 16&07!!1” 1(!) Du'
Annotation: =

107
Sample Type: Unknown
Concentration: N/A
Calculated Conc: 2.43 ng/mL
Acq. Date: 10/19/2013
Acq. Time: 1:40:30 °M
Modified: Ko
Prae. Algarithm: Specify Paramaters - MQ IIT
Noise Percentage: 80
Base. Sub. Window: 1,00 wmin
Peak-Splic Pactor: 2
Report Largesc Peak: No
Min. »eak Meight: 20.00 cpe
Min. Peak Width: 0.00 sec
Smocthing Wideck, 3 pointe §
RT Window: 200 #ec A
Expected RT: 0.665 miz z
Use Relative RT: ¥o §
Inc, Type: Base To Base
Retentics Tise: 0.684 mia
Area: 228974 830 countw
Heighr: € S58e+004 cps
Start Time: 0.595 min
Bnd Time: 1,06 mia

6.0e4
55e4

Cormment.
Sample Index:
Sample Type:
Cencentracion:
Calculated Conc:
Acq. Date:

Acq. Time:

Modified:
Proc. Algericha:

19/19/2013
1:40:10 PM

Spmeify Paramacars - MQ II11

Nolse Nrmn:ag:. 0

B, 1,00 =in
2

Report Largeet Peak: No

Min. Peak Height: 760.00  cps

Min. Feak Width: 0.00 sec

Snoothing Widechy 2 points

RT Wirdow: 20.¢ aec

Expected RT: 0.664 min

Use Relative RT: No

Xant. Type: Yalley

Retention Time: 0.678 min

Area: 146571 742 counte

Height: 4.44e4004 cps

Staxc Time: ¢ 555 wmn

Bad Time: 0.813 min

4004
3604
3008

g'. 2504
] o

1.0e4

50000

m nona”

Sample Index: 108 Sample Index: mo
Sample Type: Unknown 0.67 Sample Type: Unknown 067
Concentration: N/A Concerncration: 1.60 ng/mL
Calculated Conc: 5.7 ng/mL Calculated Conc: N/A 5084
Acqg. Date: 10/19/2013 Acg. Date: 10/18/2013 i<
Acq. Time: 1:44:48 PM 1805 Acq. Time: 1:44:48 PM
Modified: No Modified: No 4504
Froc. Algorithm: Specify Parameters - MQ III 18e5 Proc. Algorithn: Specify Parameters - MQ III
Noiwe Percentage: L1 Noiee Percentage: L} 4004
Base. Sub. Windov: 1.00 nmin lu Sub . Window: 1.00  min
Peak-Split. Pactor: 2 145 -Split. Factor: 2
Report Largest Peak: No lepot: Lsrgeet Feak: No 3504
Min. Peak Height: 20.00 cps Min. Peak Height: 7060.00 cps
Mia. Peak Widch: 0,90 asc 1205 Min. Feak Widch: 0.00 wec
Smoothing Width: 3 pointy § Snoothing Width: b peints 5 3004
RT Window: 200 sec 4 R7 Window: 20.0 wec B
Expected RT: 0.665 mia g 1.0e5 ted RT: 0.664 min
Use Relative AT: No e Use Relacive RT: Ne 25e4
Int. Type: Valley g EDed Iat. Typei Valley
Retention Tine: ©.670  wan Rerencion Time: 0 668  man 2004
Area: $95223.227 counte Area: 161422 575  counce
Haight ¢ 1.00e+005 cps &0et Meight: S 16ms004 cpu
Start Time: 0.581 min Start Time: 0.605 min 1.508
End Time: 0,883 min Eod Time: 0.953 mn

4004 1088

2084 50000

vo 00
0s 1.0 15 05 19 15
T min. Tee.mio.
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

SundeNm 108 G078 NRT gum P2 75 DAY3 / Day 3 On 26m PL-1 1*  Sample ID: 109" File. ‘A
Peok Name: M«Nhﬂho(lsr Mﬂ] *167.142/134.000 Ds”
Commen. “none*
Sample Index: 108 Saxple Index: m
Sample Typ: Unkrown 088 Sawple Type: Unknowvn 087
Concentration: N/A 2208 concentration: 1.00 ng/muL
Calculaced Conc: 7.78 ng/mL Calculaced Conc: N/A
Acqg Date: 10/19/2013 Req. Date 10/19/2013
Acg. Time: 1:48:04 PM 205 Acq. Time: 1:49:04 PN 4004
Modified: No Modified:
Proc Algorithm: Spcct!y Pareneters - MQ III 1205 Proc. Algexithm: SPec“y Parameters - M) III 3584
Nolee Percentage: Nolse Percentage:
Base Sub. Window: l 00 win 165 Bage. Sub. Window: 1.00 min
Peak-Split. Pactor: 2 Desk-Split. Pactor: 2 3364 ‘
Report Largest Peak: No Report Largest Peak: No 3
Min. Peak Height: 20.00 -3 14e3 Min. Peak Height: 7200.0¢ cpa ‘
Min. Peak Width: 0.00 wsec Min. Peak Width: 0.00 3ec
s-act:;:'g' Width: A5e 3 pointa 5_ 358 ::o:::;x Width: i u’ L points § 2508
: wec X s S
Expected RT: 0.665 min Bxpected AT: 0.664 min %‘
Use Relacive RT. ¥o Use Felaczive RBT: e & |
1.0e5 £ 20e |
Int. Type: Valley Inc. Type: valley T
Retantion Tiwe: 0.676 mun 3.004 Recention Time: 0.672 man
Area: 791024.568 counts Area: 158123.316 counts 1504
Helght: 1.22e4005 cps Heights: 4.48€4004 cpm
Starc Tiee: 0.602 mn 8004 Start Time: 0.581  mun
EBnd Time: 0.995 wia 2ad Tiwe: 0.812  wan
Yot
4004
20ed 9
: "2 110 AASS122.01 0511
Paak Name: "dd-Nicotne(IS/" l‘-‘(“) *167.142/134.000 De"*
Sample Index: 110 Sample Index: 110
sample Type: Unknown 067 Sample Type: Oaknown 087
Concentration: N/A Concentration: 1.60 ng/sl
Culeculaced Conci 8 22 ng/mb Calculated Conc: NIA 45044
Acq. Date: 10/13/2013 24e5 Acq. Date: 10/19/2013
Acq. Time: 1:53:322 PM Acq. Time. 1063422 P
Modified: Modified: No 4004
Proc. Algorithm: Speci!y Parameters - MQ IIT Proc. Algorithm: Specify Parameters - MQ III
Nolse Parcentsge: " 20e5 Noiwe Percentsge: 30
Base. Sub. Window: 1. .00 min Bage. Sub Window: 100 min 3 5041
Peak-Split, Factor: 2 1865 Peak-5plit. Fector: 2
Report Largest Peak: ¥o Ropozt Largest Peoek: No
Min. Peak Height: 20,06 cps 1825 Min. Peak Height: 700.0¢ cpe 3004
Min. Peak Width: 0.00 sec Min. Peak Width: 0.00 sec
:;o:;.hxng Wideh: 3 3 points § P i:o:i:éng Width: 5 .) pointa
ndow : 0 sec _ 4 oW : mec >
Expected RT: 0. 665 min f Expected RT: 0. 664 min 2502
Use Relacive RT: Ko § 1205 Use Relative RT: Ne
Inc. Type: Valley = Iac. Type: Valley 2004
Retention Time:  0.672 mia 105 Retention Time: 0 €70 min
Area: 754593.468 counta 150231 910 counts
Height : 2 .59¢+005 cps 8008 4.33e+204 cps 15e4
Stazt Time: 0.602 min 0.632 min
End Time: 1.16 min 5004 0911 mn
1004
4 0od
50000
20e4
o0 0.0
i 0s 10 15 Z [ 10 15
Dipe nin Timg, mio.

Page 205 - Confidential



Nicotine in Human Plasma (K;EDTA)
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18
MN-!- 'DW lhu(u) '163 WI:’J‘N Da”
Commont "nons”  Anncltion ™

Name 2 111 AAZS' 18 NAT gum DAY3 [ Day 30n 35m PL1 1° Sample ID.*111° Fie A |
M Ntme “Nicoline™ Ihuies 63 078/130100 0"
sawle Ibdcx 211
Sample Type: Unknown 0.68
Concentratioca: N/A 16e5
Calculated Cone: .28 ng/ml
Acq. Date: 10/19/2013 1565
Acq. Time: 1:57:40 PM s
Modified: bo
Proc. Algorithm: Specify Parameters - MQ IIT 1305
Noise Percentage: 89 1208
Base. Sub. Window: 1,00 min
Peak-Split. Pactor: 2 1165
Report largest Peak: No s
Min Peak Height: 20 00 cps 1.085
Min. Peak Width: 0.00 sec 2
Smocthing Wideh: 2 polnts
RT Windew: 200 sec ﬁ: b
Expected RT: 0.665 min 8.004
Use Relative RT: ¥o g
¥ 7004
Int, Type: Valley
Retencicn Time: 0.67¢ man £ 00t
Aress 567831997  counta
Meighc: 1.6le+005 cpa 5003
Starc Time: 0.595 min
£nd Time ©.903 min 404
2004
20es
1.0e4
i (3 10 15

Comment:
Sample Index: 11
Sample Type Unknavn
Conceatrasion: 1.00 ng/mL
Csalculated Cenc: N/A
Acq. Date: 10/19/201)
Acq. Time: 1:57:40 PN
Modified:

No
Proc. Algerithm: sp.euy Parwmeters - MQ IIL
Noise Percentage:

Base. Sub Window: L 00 min
Peak-split. Fector: ) 5

Report Largeet Peak: No

Min. Peak Height: 700.0¢ cpa
Min. Peak Width: 0.06 gec
Smoothing Width: 3 peinte
RT Wizdow: 20.0 sec
Expected RT: 0 664 min
Use Relative 57: No

Inc. Type: valley
Ratention Time: 0.€7¢ min
Area: 140607.602  counte
Height: 4.02e+004 cps
Scart Time: 0.602 min
End Time: C.858 min

10800000523 00

Intensity. cps

18se

3.0e4

2508

2 Des

1504

Sample Index: 112 Sample Inl'x‘ 112
Sample Type: Unknown 067 Sample Type: Uaknown 08?7
Concentration: /A Concentration: 1.00 ng/mt
calculated Come:  $.34  ng/mL 28e5 Calculated Cenc:  N/A
Acq. Date: 10/19/2003 Acq. Date: 10/19/2013 4504
Acq. Tiee: 2:01:59 PM 2665 Acg. Time: 2:01:59 PN
Modified: 2405 Modified: no 40ed
chc Algorithm: s‘peex'y Paramecers - MQ III Proc. Algeritim: Specify Parameters - MQ II:
L3Y Pexcentage: 2265 Noive Pexcentage:
lau Sub, Window: 1 00 min Bage. Sub Window: L.00 min
Peak-Splic Pacror: 2 205 Peak-Split. Pacto: 2 3504
Report largest Peak: Ne Report Largest Peak No
Min. Peak Meight: 20.00 cpa 1.8e5 Min, Peak Height: 700.0¢ cpe
Min. Peak wWidtn: 0.¢0  sec Min. Peak Width: 0.00 ec 0es
Smocthirg Width: 3 points 5 1605 Smcothing Width: 3 pointu 5
RT Vindew: 200. vee > RT Window: 20.0 e >
Expected RT: 0.665 min Bxpected RT: 0.664 min % 25ed
Ose Relacive RT:  So 1365 Dse Relacive 37: Mo 2
Int. Type: Saze ‘M Base = 123 Iat. Type: valley £ 2004
Aetention Time: min Recention Time: 0 66y min
Area: 91’05L’ln counte 1,085 Area: 151868 568  counce
Meighs 2.00e+005 cps Uerght s £.008+004 <pw 1504
Start Time: 0,560 min B Oed Szarc Time: 0.595 min
End Time: 119 wmin Bnd Time: 0.847 mim
6.0ed 10ed
& 0ed
50000
znu1
0.
82 [ 0 s ¥ 05 ) s
JIme_cun —Tice i
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Samgic Nama, "2 113 AAS8122-0108°

Froc. Algorithna:
Noime Percentage:

Min. Peak Height:
Min. Feak Widin,
Ssoothing Width:

Calmm

Peak Name: “Nicotine”  Mass{es) '1631)7&\” 100 Do‘
none’  Asmotation:

Camment:
Sample Index: 13
Sample Type: Unknown
Concertracion: N/A
Calculated Conc: 9.11 og/nL
Acq. Lace: 10/19/3013
Acq. Time: 2:06:17 PM
Mcdified:

Ne
sp.cify Parameters - MQ IXI

Bsse. Sub. Window: 1,00 min
Peak-Splic, Factor: i
Report Largest Peak: No

20.20  <pa
G.20  eec
3 pointk

RT Wirdow: see
Expected RT: 665 wan
Use Relative RT:

Int. Type: valley
Retention Time: 0.€77 min
Area: 870221.162 countw
Height: 2 17e+005 cps
Starc Time: 0.581 man
Brd Time: 0.981 m=in

Intensity, cps

20e5

18e5

1.6eS

14e5

12¢5

1.0e5

8 0ad

6004

4004

2084

Sample Index: 111

Sample Type: Unkacwn
Concencracion: 1.00 ng/mL
Calculated Conc: R/A

Acg. Date: 10/19/2013

Acq. Tioe: 2:06:17 PM
Modified:

Proc. Algorithm: swciiy Parameters - MO I11
Noige Percernrtage:

Base, Sub. Window: x.no min
Pesk-Split. Factor: 2

Report lLargest Feak: No

Min, Peak Height: 700.00 cps

Min Peak Width: 0.00 sec

Smoothing Width: 3 peints !,
RT Window: 220 gec 3
Expected RT: 0.664 min i'
Use Relative RT: No

Inc. Type: velley ﬁ
Retention Time: 0.672 w=mun

Area: 148512 388 counte

Height: 4.2604004 cps

Scarc Time: ©.602 min

Bnd Time: 0.861 wmun

Poak Namo “04-NKoTng(iS)”  Mass(es): *167 142/13% 000 05"
Comment: ‘none”  Annclation =

4 0nd

350

3 0eé

28e¢

20044

1.5ed

1.0ed

50000

00

18 15

Sample Index: 114 Sample Index: 114
Sample Type: Unkznown 067 Sample Type: Unknown 067
Concentration: N/A Concentration: 1. 00 ng/mL
Calculated Conc: .74 ng/nl 20e5 Calculated Conc: N/A
Acq. Date: 10/19/2013 10/19/2013 4508
Acg. Time: 2:10:35 BM 2:10:35 PM

1%5e5
Medificd: No No 40es
Proc. Algorithm: Specily Paramecere - MQ III ichm: Specify - MQ III

Noise Percentage: 0 1805 Percercage: Ho

Bay Sub. Windo 1.00 min Sub  #indow: 100 min
Peak-Splic. Factor: 2 Peak-Splic. Pactor: 2 354
Report Largest Peak: No tie5 Report Largest Peak: No
Min. Feak Height: 20 00 cpm Min Pesk Meight: 700.00 cpe
Min. Feak Width: 0.00 mec Kin. Peak Widsn: 0.00 wsec 300t
Snocthing Width: k] pointe § 1265 Smoothing Widch: 3 pointa 5
RT Window: 200 wee % RT Window: 20.0 aec a
Expected RT: 0.665 min Expected RT: 0.664 min £ 25et
Use Relative RT: No 1025 Use Relative RT: No H
Int Valley = Iat. Type: Valley o 200
Retention Time: 0.675 wan 8004 Retencion Tiwe: €.671 min
Area: 651554 .834 countze Area: 150340 463 counte
Height: 2.30e+005 epe Haight 4.950+004 ope 184
Stazrt Tise: 0.535 man 6.004 Start Time: 0.860 min
End Time: 1.02 =in Bnd Time: 0.897 wmun

4004 L

2004 5000.0

0o o0
0s 1.0 1.5 0s 10 15
Timemin Tiere. min.
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Comment: “none”
Sasple Indexs 11z
Sasple Type: Unknown
Coacentration: N/A
Calculated Cone: 4.8¢ ng/el
Acq  Date: 10/19, 2013
Acg. Time: 2:14:53 ™
Modified:

Noise Percentage: 80

Base. Sub. Window: 1,00 min
Peak-Splic, Pactor: 2

KEporr Largesss Peak: ¥o

Min. Peak Haighc: 20.00 cps
Min, Peak Nideh: 0.00 wee
Socothing Widch: } roints
BT windcw: 200. sec
Expocted AT: 0.665 min

Use Relative BT:

- mn
422605 counts
1.30@+005 cps

0.581 oin

0,974 2in

Plok lbm.'thh. Iha(n) '1mwm \WDI'

Proc. Algorithm: Sptcuy Parameters « MQ III

&

12065
1.10e5
10005
§.0004
8.00e4

5 7.0084

6 00e4
5.00e4

4.00c4

3.00e4

2,004

Sample Iadex: 113

Sample Type: Caknown
Concentration: 1.00 ng/ml
Caleulaced Conc: N/A

Acg. Date: 10/19/2013

Acq. Time: 2:14:53 PM
Modified: Mo

Proc. Algorithm:
Neige Percentage
Base. Sudb. Window: 1.00 ain
-Split. Facrer: 2

Report Largsez Peak: No
Min. Feak e 7¢0.00 cpe
Min. Peak Width: 0.90 see
S=cothing Widch: 3 pointe
AT Window: 20.0 sec
Expacted RT: 0.664 min

Use Relative §T: No

Int. Type: Valley

Rareacioa Tine: 0.679 min

Area: 135671.3€3 counts
Height: 4.12e+004 cps

Start Time; 0.516 min

Bnd Time: 0.347 man

Specify Paranetezs - MQ III
80

Intensity, cps

Comment: “nane” Comment:
Sanple Index: n‘ Banple Isdex| 115
Sanple Type: Unknown 057 Sanple Type: Onkaswn 067
Coscentration: N/A Concentration: 1 00 ng/mL
Cale¢ulated Conc: 3.81 ag/mL 1 Calculated Conc: N/N 500t
Acq. Date: 10/19/2013 20e5 Acg. Date: 10/19/2013
Acq. Time: 2:19:11 PM AcqQ. Time: 2:19:11 MM
1905 4
Modified: No Modified: No ol
Proc. Algorithm: Specify Paramerere - MO IITX 1.00eS Proec. Algorithm: sn-cnty Paraneters - MQ ITY
Nolse Fercentage: 8o Noise Percentage: 4004
Base. Sub, Window: 100 min Base Sub Window: 5 ov nn
:eckospu: hc‘"f; 2' 9.00e4 Peak-Splic. lac:or‘:( 2
epott Largeat Peak: o Report Largest Peak: No 31504
Mnia, beak MWesghc: 20.00 cpe 8 00ed Min, Peak Keight: 709.30  cps
Min. Peak widch: 9.00 sec Min. Peak Width: 0.90 sec
::xrthu;‘ Miden: A 1 pointa 5 7 ﬁlnﬂu::;:g Width. 2 points 5 3004
T Window: 200. wec < 00ed RT Wi v 200 sec J
Expected AT, 0.665 win 5‘ Bxpected RT: 0.66¢ min 3
Use Relazive RT: No é 6.0004 Use Relative AT: No § 2504
=
Inc. Type: valley b Inc. Type: Valley oy
Reiention Time: 9.671 nmin 5.00e4 Retention Time: 0.666 min 2004
Araa: 383940.916  counte Area: 160653.161  councs
Height: 1.20e+005 cps 40004 Height: 5.2%e+004 cps
Stare 24 0.5%5  min Star: Time: 0.574 miz 1 Sed
1.0 min 3.00ed End Time: 0.9317 man
1.0e4
20004
|.M1 s o
000 00 -
0s 10 15 05 1.0 15
Imo.me0 ime.me.

40es

15e4

3 0ed

2504

2004

Page 208 - Confidential
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Sanple Kuux 117

Sasple Type: Unknown
Concentration: BN
Calculazed Conc: 2.50 ng/ol
Acq Dace: 10/15/2013

Acq Time 2:33:30 PM

Moditied:

Proc. Algorithm: speeuy Parameters - MQ III
Noize Percentage: 80

Bage Sub. Nindow: 100 man
Peak-Split. Pactor: 2

Hepars Largest Peak: Ko

Min Peak Height: 20.00 cps
Min. Peak Width: 0.00 sec
Smecthing Widch: 3 peints
RT Window: 200 sec
BExgected RT: 0.665 min
Use Relative RT: No

Int. Type: Valley
Recention Time: 0.678 wan
Area: 281011.496  counts
Height : 8. 51e+004 cps
Starc Time: 0.609 win
End Time: 0.861 min

Sample Nams. 18
mmm Mnl(m -mumm 100 Da™
Annclation

Intansity, cps

85e4
80t
7.504
7004
6504
6.0e4
55s4
5088
4 Sed
4004
3504
3.004

2004

none’
Sample Index: 117

Sample Type: Unknewn
Concentracion: .00 ng/ml
calculated Conc: H/A

Acq. Dat 10/19/2013

Acq. T4 2:23:30 M

Modified:

Proc. Algorithm: rpqcl.ty FParametexy - MQ III
Boiue Percentage

Base Sub. Window: l. 00 man
Peok-split. Factor: 2

Report Largest Peak: No

Min. Peak Height: 700.00 cps

Hin. Peak Width: 0.00 wes
Smoothing Width: J points
RT Window: 200 fuc
Expected RT: 0.664 man

Use Relative RT: ¥o

Int. Type: Valley

Reteation Time. 0.€7% warn

1S0501.734 counts
4.47e+004 cps
0.609 win
©.932 min

Intensity, cps.

Name. 2 118 -1 051 gum
Poek Name: "d4-Nicoine(1S)*  Mass(es): “157 142/134 000 Da®
Comment: "none®  Annotetion: *

4084

1504

20ed

1508

w
Sasple Index: 118 Sample Index: 118
Sample Type: Unknown 067 Sample Type: Unknown 067
Concentration: N/A Concentratiorn: 1.00 ng/eL |
Calculated Comc: 1.67 ag/ml 5.004 Calculated Conc: N/A
Acg. Date 10/19/2013 Acq. Date: 10/19/2013 4504
Acg. Time: 2:27:48 BM 45es Acq. Time: 2:27.48 M
Modified: No Modified: No 40ed
Proec Algorithm: cheuy Parameters - MQ III 404 Proc. Algorithm: ip-:ﬂy Parameters - MQ III
Noiwe Percentage: Noiwe Percentage:
Basge. Sub. Window: 1 oo min 3as Window: 1 0¢ min 1504
Pesk-Split. Factor: 2 Peak-Split. Pfactor: 2
Report Largest Peak: No 35ed Reporc Largest Peak: No |
Min  Peak Height: 20.00 cps Min Peak Height: 700.00  cpa 004 |
Mic. Peak Widch: .00 sec Min. Peak Widch: 0.00 sec s [
Smeothing Widch: 3 points 5 o= Smoothing Widch: 3 points &
RT Window: 200. Kec A AT Window: 20.0 sec "
Sxpected RT: 0.665 min F3 Expected RT: 0.66¢ min 2504
Use Relavive RT:  No H 250 Use Relacive AT: Mo
£
Int Type: Valley T Int. Type: Valley 2084
Retention Time: 0.675 mun 2004 Reteation Time: 0§65 wmin
Area: 154732.627 counca Azea: 143762 607 counte |
Height: 5 18e+004 cps 1504 Heigae: 4. 87er006 cps 1.5e41
Start Time: 0.574 min Y Start Tine: 0.602 mr |
End Tima: 0 HE7 mn End Time. 0. 168  man |
1.004 bt
50000 56000
|
o0 00-
05 10 15 0s 10 15
Time.mio Tmetun
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Nicotine in Human Plasma (K,EDTA)
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Sample Index:
Sample Type:
Concentiation: N/A

Calculated Conc: 0.2327 ng/mL

Acq. Date: 10/19/2013
Acq. Time: 2:32:05 #n
Modified: ¥o

Proc. Algerithm: md!y Parameters - MQ 1IT
Noise Percencage:

Base. Sub. Window: 1 00 min
Peak-Splic. Pactor: 2

Report largest Peak: Ne

Nin, Peak Height; 20.00 cpe
Min. Peak Width: 0.00  mwc
Smocthing Widch: 3 pointe
AT ¥indaw: 200. uec
Expacted AT« 0.665 min
Use Relative RT: No

Int. Type: Base To Bawe
Retention Time: 0.681 min
Area: 73243.230 counts
Height: 2.26e+004 cpa
Staret Time: 0.581 min
Bad Time: 0.85¢ min

Commpnt “nong”

intenslty, cps

18c4

16e4

12044
1,004
€000 ¢
£000.0

4000.0

15

Conceatration: 1,30 ng/mL
Calculated Conc: N/A

Azq. Date: 10/19/2011

Acq. Time: 2:32:05 PN
Modified:

Proc. Algorithm: s;m:ity Pazametezs - WQ III
Noilse Percentage:
Base. Sub. Window: x.ou min

Peak-Split. Factor: 2

Arpact Larges: Peak: No

Min. Feak Kelght: 700.00  cpe
Min. Peak Widem, 0.00 e
Ssoothing Width: 3 peints
27 Nisdow! 20.0 cec
Expecied IT: 0.664 min
Use Eelative BT No

Int. Type: valley
Retention Time: 0 653 min
Area: 117869.95%  counte
Height: 4.120+204 cps
Starc Time: 0.608 min
End Time: 1.08 min

Comment. "nane”

. —
M mmw Nh‘(u) *167. uznumn De”

4 0ed

35ed

§

i

108d

Sarple Index: 120 Sampie Index: 120
Sariple Type: Cnkacwn 067 Sample Type: Onknown 087
Concentration: ¥/A Concestration: 1,00 ng/mL 5004
Calculated Conc: 0.477 rg/mL lh‘{ Calculaced Conc: /
Acq. Date: 10/19/2013 Acq. Dste: 19/19/2013
Acq Tise: 2:36:21 PM 1404 Acq. Tiwe: 2:36:21 BN 4508
Modified: ¥o 13041 Moditied: No
Proc. Algorithm) Specify Paraseters - MO 11T oo, Algorithm: Specify Piramerers - MO III 2004
lie Percentage: ' 1204 Noiee Percentage:
Hsse Sub, Window, 1.00 win Base. Bub Window: L:90 wmism
Peak<Split, Pactor: = T4 Peak-fplis, Pactes: 3 3564
Bagort lavgest Pask: ¥e Rsposrt Largest Peak: X
Mis, Poak Neight: 26.80  ope 1004 Min. reak Reighs: 150.0¢ cpe
Mim, Feak Midch: 050 mec Rin, Peak Width: 2,90  sec 3008
Smocthing Wideh: 3 points 2 000.0 Secotking Width: 3 points K™=
RT Vindows 3¢0. sec > AT Window: 350 sec A
Expecced BT 0.455  miz ? k000.0 ted AT: C.666  min § 26et
Uoe Relazive ¥T. Yo Use Rolaz:ve KT ds
= 7000 0+ :
Int. Type: Valley = Tak. Type: Velley
Retenticn Time:  0.669 min €000.04 Retention Time:  0.666 min 8
Area: 47886 478 eounce Areas 186822 €22 coupte
Height: 1.560+004 cp% 500001 Height : 5.06e+304 cpu %64
Starc Time: 0.546 min Start Time: 0.5 mn
End Time: 0.784 min 4000.0 End Time: 0.911 mn
3000.0 1.0es
20000
5000 0
10000
004 g
035 0 15 og 0s 15 15
_lmg o Ine.on
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

i} 11 1
Massies) *163.078/130.100 Da”*

Comment: Annctuton.
Sample Index: a2
Sample Type: Unknown
Concencracicn: N/A
Calculated Conc: 0,431 ng/ml
Acq. Date: 10/19/2013
Acq. Tiee: 2:40:38 PM
nodified: No

Proc. Algorithm: ip.clly Pazameters - MQ IXI
Notom Pesrcantaga.

Base. Subh. Vindow: l DO min
Peak-Split. Factor: 2

Report largeat Peak: No

Min Peak Height: 20.00 cpe
mio. Reak width: 0.00 we
Smoothiag Width: 3 pointe
2T Window: 200. Gec
Expected RT: 0.665 min

Use Relative RT:

Int. Type: Base To Base
Retsntion Time: 0.675 min
Area: 44083,758 countwe
Height : 1.19e+004 cpe
Starc Time: 0.602 min
Bad Time: 0.3967 min

Mlhmo “Nicotne® Mﬁ)"i&!(ﬂ!ﬂﬂﬂl)ba‘
Comment: *none”  Annctetion:

Om PLT * Sample 1D 121" Flle - Samplo Name. 2 121 12201 05 i {Day 324h -1 1" Sample 10:*127" I
MN.!..W'(IS)' Ihs(u) 167, 142!1340& 0"
Comment: Annotation: =
Saople lmx. 121
087 Sample Type: Unknewn 067
1:20ed Concentration: 1.00 ng/mL 4504
Calculated Conc: NjA
1.10¢ Acq. Date 10/15/2013
Acq Time 2:40:38 M 400t
1.0004 Nodified:
Proc. Algorichm: s;u:eity Parameters - NQ III
9000 00 Noise Percentage: 3504
{ Base. Sub. Window: l nu min
H Peak-Splic. Pacto:r: 2
800000 Reporc Largest Pesk: No 3004
Min. Peak Height: 700.00 cps
#nin. Peak Widch: 0.00 sec
§7°°°~°° Smoothing Width: 3 pointw 1
A AT Window: 20.0 eec . 2564
Z 60000 Expected RT: 0,664 min z
g Use Relative RT: Ne 2 St
= 5000.00 Int. Type: valley s
Retencion Time: ©0.672 wan
2000, 159235.46)  counts
o Reighr: 4.552.004 cps o4
Scaxt Time: 0.588 man
3000001 2nd Time: 0.668 muin
1004
2000 09
| 000
100009-1
{
= 0l
o 05 10 15 o 08 10 13

Pukm MI.(IS)' \bl(u) '157!431340”0-’
Comment: "none’

Sample Index: 122 Sample Index: 122
Sample Type: Unknown o087 Sample Type: Unknown 067
Concentration: N/A Concentration: 1.00 ng/=L |
Calculated Conc:  0.310  ag/el 10084 Calculated Conc: 50edy
Acg. Dat 10/19/2013 Acg. Date: 10/13/2013 |
Acq. Tise: 2:44:56 M Acqg. Time: 2:44:56 ™ {
g 2000 0 45.!1
Modified: No Wodified: No |
Proc. Algorithm: lp«:n‘y Parameters - MQ III Proc. Algoricha: ipccity Pazascters - WQ TIX ]
YNolse FercesTage: 8000 00 Noise Percentage: 40044
Base. Sub. Window: 1 00 wmn 3 Sub. Window: l 00 min [
Peak-Splic. Factor: 2 Peak-Splic. Factol: 2
Report Largest Peak ¥o 7000 00 Report Larges: Peak: No 3504+
Min Deak Height: 2000 epe Win. Dmak Height: 700.00 cpa |
Min Peak Width: 0.00 wec Min. Peak Widch: 0.00 sec |
Smoothing Width: 3 pointe § 600000 Smoothing Widch: 3 points g 3004
RT Window: 200  wec : X7 Window: 200  sec d |
Expected RT: 0.665 min Bxpected RT: 0 664 min 5 |
Dee Relative RT:  Ne gsooom Use Relacive RT: Mo £ 25044
= 1 £ |
Int Type: Valley nt : Valley 1
Retention Time: 0.672  min 400000 Retention Time: 0§65 mn 2004+
Azea: 32627.737 counts Azea: 164946 481  counte |
Heighc: 1 04e+004 cpe Helght: 5.24e4004 cps |
Starc Time: 0.588 min 3000.00 start Tine: 0.595 min 15ed-
End Time: 0.833  min End Time: 0.#54 man 1
2000.00 108s
100000+ su)o.m]
P N, i — i — :
0.00 29
o5 10 5 0s 10 15
—lmema RELTN Y
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Nicotine in Human Plasma (K;EDTA)
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Sanple Index:

Samgle Iype: Unksown

Concentrstion: N/A

Calculated Conc: 0.683 ng/ml

Acq. Date: 10/18/2013

Acq. Time: 2:45:24 PM

Modified: so

Proc. Algorichm: Specily Paraveters - MQ 11X
Noige Percentage: 80

Bawe. Sub.  Windov: 100 min

Peak-Split. Factor: 2

cpR
Min. Peak Widzhk: C.00 sec
Ssdothing Widch: 3 peints
AT Window: 200. vec
Bapected AT 0.665 min
Tse Belazive AT: ¥o
int. Type: Valiey
Retention Tine: 0.680 min
Azrez: 58571 .460 counte
Eeight L.67e+004 cps
Scart Time: 0.609 wmin
End Time: 0.840  min

1002.0

062

Sample Type:

Concentration: 1.00 ng/mL
Calculated Conc: N/x

Acq. Date: 10/19/2012

Acq. Time; 2:49:14 PN
Modified: No

Proc. Algorithm: Specify Parameters - MQ II1
Noise Percentage: $0

Base. Sub. Wirdow: 1.00 min
Peak-Split. Factor: 2

Report Largust Peak: No

Min. Peak Heigmr: 700,00 cps

Min. Jeak Widch: 0.00  wec

Sscothing Mideh: 2 peints 5
AT Window: 20.0 wec A
Expected ¥T: 0.664 win ‘i
Use Ralacive AT: No 5
Inc. Type: Valley -
Retention Time: 0.675 min

Area: 139681.967 countw

Height: 4.02e+004 cpu

Sctart Time: 0.602 mn

Bod Time: 0.87% mn

Bamoko 320 D
Pook Nam: u-q-u “167 142134 030 Du*

Comnelt

4 0ed

30es

2504

dample zn;ux- 12 Sample Index: 121
Zample TyFe o 087 Sample Type: L 067
Concentzation: .80 ng/ml 7.004 Concentration: 1,00 ng/mL S5hed
Calculated Conc: 1.05 g/ mL sEed Calculated Conc: /u;7
Acqg. Dace: 10/18/2013 Acq. Date: 10/18/2013
Acq. Time. 2.183.33 oM Acqg. Time: 2:53:33 PN & 504
B.0ed
Modified: Modified:
Proc. Algorithe. upeuy Faraneters - MQ IIX 5584 Proc. Algorithm: s’puc“y Paramerers - MQ III 4064
Nolee Percentage: w0 )lolu Pexcentage: 50
Bage. Sub. Winddw, 3w min et . Sub. Wirdow. 1.00 min
Feak<Zplic. Factur: b S Fu):-:plu. Factor: 2 3504
= ta t Paak o Report Largeet Peak: No
qu.‘f'im'T.:I,nz?‘ :caoo aps 454 win, re.k‘::ig.:. 700.00 cpe
®in. Peak Widch: .00 gec Min. Peak Width: 0,00 sec 3084
Smacthing widtk, ) poinzu § 4004 S$roothing Width: 3 poincy 5
RYT Window, wac A AT Window: 206.0 sec >
Bxpected AT 0.665 win i 356 Expected RT: 0.664 min 2508
Use Relative ET: § Use Relacive RT: No
Int. Type: Valley & THoes Inc. Type: Valley 2004
Recenticn Time: 0.673 min Retention Time: 0.668 man
Area: 206837.867 counts kot Area: 156711.403  counts
Height: 7.01e+004 cps Height: 5.13e+004 cps
Staze Time: 0.605  min 2004 Staxt TSme: 6.§02  min et
k3 9.3517 mia 2nd Time: 0.93% min
1504 1004
1004
5000.0
5000.0
o 00 -
05 1.0 15 oS 10 15
Ime. o — lnemn
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

10617

Sample Index: 125

Sasple Type: Unknown

Concentrarion: N/A

Calculated Conc: 1.78 ng/eL

Acq. Date: 10/19/2023

Acq. Time: 2:57:51 M

Modified:

Proc. Algorithm: Spccity Parameters - MQ III
Noise Percentage: LU

Base. Sub. Window: 1.00 min
Peak-Split. Pactor: 2
Report Largest Peak: ¥o

Min. Peak Beighc: 20,00 cpa
Mis. Deak Widch: 0.00  mes
Smoothing Width: 3 pointe
RT Window: 200. sec
Expacted RT: 0.665 min
Use Relative RT: No

Int, Type: Valley
Retention Time: 0.682 min
Arxea: 175268.94) counts
Helght: 5 20e+004 cpo
Scart Time: 0. 602 nin
End Tine: 0.917 man

Invensity, cps

5.004

4 5e4

404

3 5et

254

Concencration: 1 a0 ng/mL
Calculated Conc: N/A
Acqg. Date: 10/18/2013
Acq. Time: 2:57:51 M
Modified: No
Proc. Algorithm: Specify Paraneters - MQ IIX
Roige Percentage: 80
- Sub. Window: 100 wmin
Pesk-Split. Facter: 2
Repoxt Largest Peak: NG
Min. Peak Height: 700.00 cpe
Min. Paak Nideth. 0.90  sec
Smocthing Width: 3 points §
RT Window: 200 sec A
Expected RT: 0.664 min
Use Relative RT: No g
Int, Type: valiey -~
Retention Time: 0.677 man
Area: 152331,384 counts
Height: 4.535¢+004 cps
Scart Time: 0.602 mz
Bad Time: 0.268 man

15

Mm m-(sr Mﬂ) 7141@&’
Comerent “nose®

40ed

35ed

3004

2504

20e4

1504

Sasple lndcx 126 Sample Index: m
Sasple Type: Unknown 8504 087 Sasple Type: Unkrown 047
Coacentration: N/A Concentracion: 1.00 ng/mL
Calculated Cone: 2.5¢ ng/nL B.0e4 Calculated Conc: N/A 5084
Acq. Date 10/19/2013 > Acq. Date:
Acg Time: 3:02:08 M 7504 Acq. Time: D
Modified: No 7 004 Modified: ¥o
Proc. Algorithm: smuy Parameters - MQ IIX Proc. Algorithm: Sp‘:lfy Parameters - MQ III
Base. Sub. Window: 00w ] Base. 6w Winow: 100wk .=
ase i :. o n oe. =min
Pesk-6plit  Pactor: 2 6.004 Pesak-Splic. Pactors 2 gk
Report Largest Peak: Ho Report Largest Peak: No
Min. Peak Height: 20,00 cps 5504 Min. Pesk Height:  700.00 cps
Min. Peak Width: 5,00 wec 5064 Xin Peak Width: 0.00 sec 3088
Smoothing Width: 1 points § Smoothing Widch: 3 points §,
KT wWindow: 200, sec - 4501 RT Window: ac.0 id o~
Expecred KT: 0.665 nin Expected RT: 0.664 min
Use Relative RT:  No 2068 Usa Relacive RT:  ¥o 2504
Inc. Type: Valley = 3504 Inc, Type: Iue ‘l‘o Base
Retention Time: 0.670 man 3004 Recention Tiwe: min 2004
Area: 263233.686 counts Azea: uus: 11) counte
Heighe; 8.5¢c+004  cpu 254 Heieht : 5.20c+004 cpu 1504
Start Time: 0.567 ain Start Time: 0.608 min
End Time: 1.01 aip 2004 End Time: 1.01  min
1504 1084
10e4
5000.0
50000
oo 0.0
05 10 15 0s 10 15
—Timeme. Time.min___
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample 123 AA99122-01 05110800000695 gum P1
Peak Name: “d4-Nicotine(IS)" Mass(es). 167, 14znw)ou Da*
Comment: "none”  Annotation: =

Y1/Day 10h 40m FL-1 1 Sample ID: 129"

Sample Index: 129
Sample Type: Unknawn 068
Coscentration: 1.00 ng/el
Calculated Comc: 441 ng/mL 1205 Calculated Conc: /A
Acq. Date: 310/15/2013 Acq. Date: 10/19/2013
Acq. Time: 1:15:05 PM 1.10e5 Acg. Time: 3:15:08 PM 4.0ct
Nodified: Modified:
froc. Algorithm: Specl!y Paremeters - MQ IXI 1.00e5 Proc. Algorithm: specuy Paramecers - MQ IIT 3564
Noise Percentage: RO Noise Percentage:
Base Sub Wiadow: 1.00 min 0.000d Bage. Sub. Window: 1 00 min
Feak-Splic. Factor: 2 Peak-Split. Factor: 2
Report Larges: Peak: No Report Largest Peak: No 3004
Nin. Feak Height: 20.00 cps 8.000¢ Min. Peak Height: 700 00 cpe
Min, Peak Widih: 0.00 see Mia. Peak Width 0.00 ses
Smoothing Width: 3 poists } 7.0004 Smoothing Width: 3 points 5 2504
ET Window: 200. sec 2 RT Window: 0.0 sec 4
Expected RT: 0.665 min Expected RT: 0 664 san
Use Relative T: Mo 5.00ed 4 Use Relacive RT:  ¥o -
4
Inc. Type: Valley ~ 50004 Int. Type: Valley
Retention Time: 0.680 min Retention Time: 5 67 min
Area: 451201.727 counts Area: 159170. 907 counte 154
Beight : 1.24e4005 cpa 4.0004 Height: 4.48e<004 cps
Scarc Time: 0.595 ®man scarc Time: ¢.588 min
Bnd Time: 0.06% win 30004 Bnd Tise: 1.04 man 1008
20004
5000.0
10064
o
a0 05 10 15 i 05 19 15

2 1080000 ¢ 0022
MN’M M\sr M.l(ﬂ) ‘137142’!3‘@ h'
Commant “none”

Cmmm

Sample Index: 130 Sarple Index: 1)0
Sample Type: Unknown 067 Sample Type: Unknown 0&7
Concentracion: N/A Concentration: 100 ng/mL
Calculated Coac 4.48 ng/ml 1265 Calculated Conc: N/A S06d
Acq. Dace: 10/15/2003 Acg. Date: 10/19/2013
Time: 3:19:23 ™ Acy. Time: 3:19:2) ™
Aeq 135 g 454
Nodified: Ne Modified: No
Proc. Algoritim: spncﬂy Parameters - MQ III 12¢5 Proc. Algoxichm: tplcxty Parameters - MQ III
Noise Percentage: Nolwe Percentage: 40ee
Base Sub. Window: 1.00 @in 115 Base. Sub Window 1 00 man
Seak-gplic. Pactor: 2 Peak-Split. Pactor: 2
Seport Largeet Peak: No 10e5 Report Largest Feak: ¥o 354
Min  Peak Height: 20.00 cpe Min. Peak Eeight: 700.00 cpa
Min. Peak Width: 000 sec 9004 Nin. Peak Width 0.00 sec
smoothing Width: 3 poiats 18 Smoothing Width: 3 points g 304
AT Window: 200, uec . 8003 RT Window: 5.9 sec 4
Expected RT: 0.665 min i Expected RT: 0.664 an =
Use Relative AT: Ne § 7o Use Relative RT: Mo g 2504
Inc. Type: Valley & B0ed Inc., Type: Valley
Retention Time: 0.670 man Retention Time: 0.667 man 2004
hrea: 463§26.762 countm S0ed < Azea: 160904 614 counts
Height: 1,50e+005 <ps | Meight: S.Zle+004 cpw
Stact Time: 0.586 min £0ed Start Time: 0.595 nin 1504
End Time: 0. 897 wmn End Time: 0 %a¢ nin
30ed 1084
2004 4
0000
10e4
oo 0o
05 0 1.5 0% 10 15
Tine.mp_ Tiene, min

Page 215 - Confidential







Nicotine in Human Plasma (K,;EDTA)
Celerion Study AA99122-01

Semple Name: "2 133 AAGS122-01 05110800000689
Peak Name: "Nicoting®  Mass{es): “163.078/130.100 De*
Commaent “nose™  Annotation: *

Sample Index: i

Sample Type: Unknown

Concentration: N/

Calculated Conc: 3 40 ng/mL

Acq. Date: 10/19/2013

Acq Time: 3:32:25 MM

Modified: No

Prec. Algorithm: chcva Pazeneters -~ MQ III
Noise Percentage;

Base Sub. Window: : oc ain

Peak-Splic. Factor: 2

Report Largest Peak: No

Min. Deak Height: 20.00  epe

1

Min. Peak Width: 082  ser
Smoothing Width: 3 Points
RT Windov: 200. sec
Expected RT: 0.§65 min
Use Relative RT: nNo

Int Type: Valley
Retestion Tine: 0.676 min
Area: 340757.569 counts
Heighe: 9 71e+004 cps
Scart Time: 0.581 mn
Bnd Time: 0.323  man

NRT gum P1 710 DAYA /Day 13h Om PL-1 1© Semplc ID; 193° File. A Samplo Name: *2 133 AA99122.01 06110800000699 0022 NIRTgum P1 718 BAT] / Gay 130 Om PL-1 = Semple D, *133° e AL
Peak Name: '\ﬂ-Ni»MIS)’ M&l *167 142/134.000 Da’
Comment: *none’
Sample Index: :JJ
088 Sample Type: Unknown 0s?
| Concentration: 1.00 ng/=L 4led
s0edd Calculated Conc: N/A
Acq. Dace: 16/19/2013
| Acq. Time: 3:32:15 PM & Det
8084 Modified:
| Proc. Algoritha: Sp-ctry Paramerers - MQ III 3504
Noise Percentage:
T0e4+ Base. Sub. Window: l oo min
Peak-Split. Faccor: i
1 Report Largest Peak: No 30es
6.0e4+ Min. Peak Heighe: 700.00 <pe
Min. Peak Nidth: 0.00 smec
§ | Snoothing Width: 3 points 3 2504
ST RT Window: 200 sec 2
E ! Expected RT: 0.664 min z
| Use Relative RT: No §
2 g 2=t
= 4deds Ine Type: valley -
| Retention Time: 0.675 man
Area: 155718.212 counts tias
30e4+ Height: 4.52e+004 cps
| Start Time: 0.602 mn
s - "
| Bnd Time 0.840 in 1004
{
|“~‘ 500004
0+

Conmm‘ none'
Sample Index: 134
Sawple Type: Unknown 087
Concantration: N/A Concentration: 1.00 ng/mL
Calcalated Comc: 278  ng/fel 9004 Calculated Conc: N/ 5064
Acq. Date: 10/1%/2013 8.5ad Acq. Dace: 10/19/2013
Acq. Time: 3:36:34 "M Acg. Time: 3:36:34 PM
6 Ded 4 504
Modified: Modified: Ho
Proc. Algorithm: spccﬂy Paraseters - MQ III 75e4 Proc. Algorithe: Specify Paramecers - MQ III
Noise Parcentage; 7.0e4 Noige Percentage g0 4088
B Sub. Window: :l on min Base. Sub. Window: 1.00 m=mia
~-Split. Pactor: 2 6564 Pe plic. Pactor: 2
Report Largest Peak: No Report Largeat Peak: No 354
Min. Peak Height. 20.00 cpa €004 Min. Peak Height: 700.00 cps
Min. Peak Widch: 0.00 wsc $504 Min. Peak Width: 0.00 aec
Smoothing Widrh: 3 pointa E Ssoothing Widch: 3 points E- 3004
RT Windowv: 200 sec . 5004 RT Window: 20.0 sec <
Expected RT: 0.665 min = Expectad RT: 0 664 man
Use Relative RT:  No i 4504 Use Relative RT:  No 2504
Int. Type: Valley E Al It Type: Valley -
Rezpation Tises 0.672 wmam 3504 Retention Time; 0.670  min 2004
Area: 284443.154 counts Azea: 159264 038  counte
Height : 5. 3204004 cpx 304 Height: 5.28a4004 cps
start Tise: 0.574  min 2504 Start Time: 0.602 min 1504
End Time: 0,911  min End Time: ©0.903 min
2083
10ed
153
10ed 5000.0
50000
oo 00
05 19 15 05 10 15
Tena o0 Tine. i
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Type:
Concentracion:
Calculated Conc:
Acq. Dace:

Acq. Time:

Modified:
Proc. Algorithm

Cmmmm’

01 0511
'nran mﬁ(«) *163 07&/130 100 Da”
Annciation: =

NiA
0.512  ng/mL
10/3%/2013
3:49:30 M

No
spect!y Farameters - MQ III

Noise Percentage:

Base. Sub. Window: l 00 wmin

Peak-Split. Facto:r: 2

Report Largest Peak: No

Min. Peak Height: 20 00  eps

Min. Peak Width: 0.00 sec

Smoothing Width: 3 pointe 5
RT W: : 200. sec 2
Expected RT: 0.665 min §
Use Relative RT: o

Int  Type: Valley -
Retention Time: 0.680 min

Area: 51312.791 courts

HReight: 1. 43e-004 cps

Start Time: ©.602 win

Eng Time: 0.847 min

5000.0
4000.0¢
30000+

9um P1 114 DAYY 1 Doy 1 12h Gm PL1 1° Samgis 1D 137 File

Semple Name: *2 137 AA99122-01 05110800000703 0022
Poak Name: “d4-Nicotine(IS)' Mass(es): *167.142/134.000 De*
Comment ‘none' Annatation: **

Sample Index: 137

Sample Type: Onknown
Ceacenzration: 1 00 ng/al
Calculated Conc: W/

Acg. Dace: 10/19/2013

Acg. Time: 3:49:30 PM
Modified:

No
Proc. Algoritha: Spec!.!y Parametexrs - M@ III

Ncise Percencage:

Bage. Sub. Window: 1 00 ®»ia

Peak-Splic. Pactor: 2

Report Largest Peak: Ro

Min. Peak Height: 700.00 cpm

Min  Peak Width: 0.00 wec

Smoothing Widch: 3 points §
RT Window: 20.0 sec %
Expected RT: 0.664 min E
Use Relative RT: ¥o

Ine . Type: valley

Retention Time: 0 €75 min

Azes: 156063 709 counts

Height: 4.32e+004 cpu

Starc Time: 0 588 min

Boa Time: 0. 833 min

p 8 AASS 1220105
Poak Hame '«-m-«sr wu(-) 167.142/134 000 Da”
Comment: ‘nona”  Ansolaticn: =

NRTgum P1 T14 DAY1/Day 1 12h OmPL-1 1*

4 Dad

353

3004

2004

1504

1008

T ey

Sample ID: *137° File: .

Sample Index: 138 Sample Index: 138
Sample Type: 087 Sample Type: Unkniown 067
Concentration: N/A Cencentration: 1.00 ng/al
Calculaced Cenc: 0.187 ng/mL Calculated Conc: N/
10/19/3013 5000 Date: 10/18/2033 S50
3:53:43 M Acq  Time: 3:53:49 PM
Hodified: Yeu Medified: 4002
Proc, Algerithm: Spccity Parametexs - MQ IIX 5000 Proc. Algeritha: Spaeuy Parameters - MQ III
¥olwe Percentage: Noise Percentene:
‘ 1 oo ain Base. Sub. Window )..oo min 352
Factor: 2 4500 Peak-Splic. PFactor: 2
Repa:t Largest Poak: No Report Largest Peak: No
Min, Peak Height: 20.¢0 cps 4000 Min  Peak Height: 700.00 cpe 30ed
HMia. Peak Widch: 0 ¢o see Min Peak Width: ©.00 wec
Smoothing Width: - points 5 Smocthing Width: 3 points 5
RT Windov: 200. uec > 35001 RT Window: 200 sec S
Expected RT: 0.665 min | Bxpected RT: 0.664 mn S
Use Relative RT: No 3000 4 Use Relative RT: No 5
Int. Type: Mansal £ 2500 Int. Type: Valley = 20e4
Reteatios Time: 0.675  man Retention Time: 0.€7% man
Area: 17479.252 counts 145716 855 couate
Height : € 240+003 cps 2000 4 B3e+004 =cps 154
Staxt Time: 0.535 wmin 0.585 mun
End Time: 0 749  min 1500 0.967 min
10ed
1000
50000
500 .
| . PR R AV S
o 00
0s 10 15 05 10 15
Time.min,
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Nicotine in Human Plasma (K.;EDTA)
Celerion Study AA99122-01

ample N "2 141 AAS8122-01

110800000675 0022
Peak Name: “Nicotine®  Mass(es): *163.076/130.100 Da"
Comment:“none”  Aznotation:

Sample Index: 141 Sasple Index: 141
Sample Type: Unknown 068 Sample Type: Unknown 0ss
Concentration: N/A Coscentratinn, 1.00 ng/mL
Calculated Conc: 3.42 ng/mL Calculated Conc: N/A
Acq. Date: 10/19/2013 9.064 Acq. Date: 10,39/3013 402
Acq Time: 4:06:44 B0 Acq. Time: 4:06:44 PM
Modified: B.004 Modified
Proc. Algeritbm: Spectty Parameters - MO IIL Proc. ugoxinuax l’p:clty Parameters - MQ III 354
Noise Percentage: 8 Noige Percentage: 1
Ba . Window: 1.00 min 7004 Base. Sub. Window: 1.00 min
Peak-Split. Factor: 2 . Peak-split. 2 308¢
Repori Largesmc Peak: No Sepori Lasgme: Pmak: MO
Min. Peak Height: 20.00 cps Mic. Peak Height, 700.00 cpr
Min. Deak Width: 0.00 sec 804 Min. Peak Width: 0.00 wes
Smoothing Width: k] points § Smoothing Widch: b peints §' 254
RT Window: 200. sec X RT Window: 0.0 sec &
Expected 5T: 0.665 min Shed Bxpected RT: 6. 664 wmin 2
Use Relative RT: No Use Relative RT: No § 2004
Iat. Type: Base To Base = 40 int. Type: Valley .
Retention Time: 0.680 min Retention Time: €. 678 mn
Area: 345769.3392 counts Area: 157045.037  counte 15e4
Heigh:: 9.78e+004 cps 3004 Height: 4 40e+004 cpw
Starc Time: 0.602 min Scarc Time: ¢.603 min
End Time: 1.08 miz Bnd Time: 1.0 mn 1,088
2004
1.004 50000
0 .
90 0s e 15 o 03 10 15
S Sampls Name. 2 1 Y L ", 1 2
Paak Name: 'lem‘ Ihs(oﬂ 1634 !170/1& 100 Dl' Peak Name: 'NWISF l&(ﬂ) '137 M?J!MM De®
Commeni:"none®  Annotation: = Comment: "rone’
Sample Index: 142 Sanple Index: 1(2
Sample Type: Qc 087 Sanple Type: oc os7
Concentration: 5.00 ng/mL 1505 Concentration: 1.00 ng/ml
Calculated Cooct 4.9 ng/aL Calculaced Cone: N/A
2cq  Date: 10/19/2013 1505 Acq. Date. 10/29/3013 dhAJ
Acq. Time: 4:11:02 PN Acq. Time: 4:11:02 PM
1405
Modified: No Modified: No 4004
Proc. Algorithm: s»e:i!y Parameters - MQ IXI 13054 Proc. Mlgorithm: Fpoc;!y Parameters - MQ IIT
Nolse Percentage: Noise Feicentage:
Bagse Sub Window: l 00 min 1205 Base. Sub. Window: 1 00 min
Peak-fplit. Pactor: 2 Peak-Split. Pactor: 2 354
Report Largest Peak: No 1leS Reporc Largest Peak: No
Min. Peak Heighr: 20.00 cps Min. Peak Heighr: 70000 cpe
Min, Peak Width: 0.00  sec Lo Min. Peak Width: 0.00 wec 30e4
Sncoching Width: 3 points $ ooes Smoothing Wideh: 3 points g
KT wWindow: 200 sec & KT Window: 0.0 wuc >
Bxpected RT: 0.665 min g 804 Expected RT: 0.66¢ min §' 254+
Ose Relatcive RT: No Uge Relarive RT: No :
Int. Type: Valley - ’M. Int. Type: Valley £ 2004
Ratention Time: 0.67) min Gled | Retention Time: ¢ 665 mn
Az 485748.475 counts | Area: 152010 925  counts
Height: 1.63¢+005 <ps s_o.‘l' Height: 5.03ce004 cpw 18504
Start Time: 0.602 min Start Time: .58 mn
End Time: 1.07 =in 408d 4 End Time: ©.932 mn
1084 Vet
50000
1004
00+ 00
08 1.0 15 05 10 5
Time. min Jime.min
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

'Nholiu’

Peak Mass(es): *163 07&/130.100 Da"
Comment "none™  Annoiston:
Sample Index: 143
Sample Type: Dlask 08T
Concencxracion: 0.00 ng/mbL 700 Concentracion: 100 ng/mL 200
Calculated Conc: N/A Caleculated Conc: N/A
Acq. Date: 10/18/2013 850 10/19/2013
2cq. Time: 4:15:18 4:15:18 PM 180
Nodified: Ne 600 Modified: No
Proc. Algorichm: Specify Darameters - NQ IIT 550 1680
Noise Percentage: &0
Bage Sub. Wiadow: 1.00 ain
feak-Splic. Pactor: 2 800 140
Report Largest Pesk: No
Min. Peak Height: 20.00  cpe 450
Min. Peak Width: 0.00 sec 20
Smoothing Width: H pointe L w0 3
T Window: 200 sec % = 1.0
Expected RT: 0. 665 min i 350 £
Use Relative RT: No H g
z
int. Type: Basec To mase e 00 023 087 160 g 80 o
Retention Time:  0.666 min 046 1,16 139 041 o 115
Area. 2064.663  counts 25 on _o4s Jvse VY
Helight : 5. 38e+002 cpw 0 034 ,u:_,ss
Start Time: 0.623 min 200 \ | ¥ 052 f
End Time: 0.749 min 'm
\ |
150 40 L Y \\j
100
20
50
¢ -

03 10 15 02 o4 06 08 0 12 14 18

5 59122-01 0% ; ok Name. 2 RAGS 122
Pear Name "Nicotine”  Mass{es) 163 078130 100 Poak :"04-Neosne(IS "
Comemant “nons”  Annctaton: = Comement: "noon”  Annotation’
sample Index: 1% Sample Index: 14
Sample Type: Unknown 068 Sarple Type: Unknown (74
Concentracion: N/R Concentration: 1.00 ng/mL
calculated Coac: 4.01 ng/mL 13035 Calculsted Cone: N/A
Acq. Date: 10/19/2013 Acq. Date: 10/19/2013 5004
Acqg. Time: 4:19:35 ™ 12e5 Acq. Time: 4:19:35 PM
Modified: No 1165 Modified: No 4.5e4
Proc. Algorichm: Specify Parameters - MQ III Proc. Algorithm: Specify Parameters - MQ IIX
¥oisa De . 80 Noise Pe tage: 8t
Base. Sub Wisdow: 100 wmin 10e5 Base. fub Windows  1.00 min 4004
Peak-Spliz. Factor: 2 Peak-Splic. Pactor: 2
Report Largee: Pesk: Yo 80ed Report Largest Pesk: Ko
Nin. Peak Height: 20.00 cpe Min. Peak Height: 700.00 cps 35041
¥in. Peak widin: .00 sec 8 Min. Peak Width: 0.00 sec
Smooching Width: 3 poincs 5 oy Smoothing Width: 3 peints 5, 30
T Window: . . ¥
:xn:ua RT: Doy mia p 70ed ::p:;:::' RT: el ata i"
Use Relative RT: No il Use Relative RT: ¥o g 25ed
Inc. Type: Valley Int. Type: Valley
Actection Time: 0.676 win 5004 Retention Time: 0.671  wam 20834
Area: 412)41.582 couats hzea: 159745.615  counts
Height : 1 3664005 cpe 4084 Heighe 5.4404004 cpe
start Time: 0.588 min STart Time: 0.605 mn 154
Time: 1.02 min 2084 Bad Time: 0.95) min
1 0ed
20e4
1004 5000.0
00 00
[ 1] 10 15 03 10 15
~Jime mn_ Tine. min
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

145 AAB9122-01 05110800000677
Mﬂlme “Nicsting™  Mass(os): '163 078/130.100 Da”
Annctation: =

THS 22P2 T4 DAY3 / Day 3 0n 8m PL-1 1°  Sample ID: *145%  File: *AAD...

Comment: “rone’
Sanple Index: 145
Sanple Type: UnXaown 068 Unknown
Concentration: N/A 1 3.5{ Concentratioa: 1.00 ng/mL
Calculated Conc: 692 ng/mi Calculated Conc: N/A
Acq. Date: 106/19/2013 1 Acq. Date: 10/19/2013
Acq. Time: 4:23:51 PM 12651 Acq. Time: 4:23:51 PM
|
Modified: Yes 1.1e5 Modified: Yeu
Proc Algorithm: spceity Parameters - MQ III Proc. Algorithm: swci!y Paraneters - MQ III
Noise Fercentage: 3 Noise Percentage:
Bage. Sub. Window 1 oo min e Bawe. Sub. Window: l oo nin
Peak-8plic. Paator: 2 Peak-Split. Pectox: 2
Report Largest Peak: to 9.004 Report Largest Peak: No
Min. Peak Heighc: 20 00 cps Min. Pear Heighe: 700.00 cpa
Mia. Peak Width: 0.00 sec 8 0ed Min. Peak Width: 0.00 wsec
Smoothing Widch: 2 pointe 5 Smoothing Width: 3 points 3
RT Window: 100. sec < 70et RT Window: 200 sec <
Expected RT: ¢.665 min E3 Expected RT: 0.664 mia
Use Relacive AT: No Use Relative RT; No
s €.0ed
Int. Type: Valley bt Int  Type: Manual v
Retention Time: 0.67% min 504 Reteation Time: 0.707 min
Axea: 465649, 965 councs Area: 1046.139 counts
Height: 1.3}e+G0S cps 4004 Height: 2.212+002 cpe
Starc Time: 0.609 min Starc Time: 0.623 mia
End Time: ©.960 mn 506t Bod Time: 0.840 @mia
202
1.0e4
= [ 10 15
MNtrn' 'thvo M») '!uwm:o \noo--
Commant: “rane”  Annotation: =
Sanple Index: 146 Sample Index: 146
Sample Type: Unknown 067 Sample Type: Unknown
Concentracion: N/A 145 Concentration: 1.00 ng/mL 240
Calculaced Conc: €74 ng/ml Calculated Conc: N/A
Acq. Date: 10/19/2013 13¢5 Acq. Date: 10/19/2013 220
Acq. Time: 4:20:09 PN ACq. Time: 4:28:09 PM
Modi£ied, Vo 1265 ModiEiad, You 200
Proc Algorithm: spcc“y Parameters - MQ III Proc. Algorithm: Specify Paranetezs - MQ III
Noise hrmtls( 1.%5 Noise Percentage: B0 180
Bate Sub. Window: H oo min Bage. Sub Window:  1.00 wmin 074
Peak-Split. Facto 2 1065 Peak-Split. Pactor: 2
Report Largest Peak: Ko Report Large:t Peak: No 160
Min. Peak Heighc: 2000 cps S.0ed Min, Peak Height: 700 00 cpe
Miz. Peak Width: 0.00 wes Min. Paak Width. 0.00 eec 1
Smocthing Width: 3 pointa 5 8004 Smoorhing Width: 3 points 5 40
RT Window: 200. vec 4 RT Window: 20.0 sec 5
Expected RT: 0.665 min ,E 7008 Expected RT: 0.664 =in g' 420
Tse Relative RT: No - Use Relactive RT: No €
Int. Type: Valley £ 0w Int. Type: Manual g 100
Retention Time: 0.672  man Recention Time: ©0.702  maa
Axea: 435270.296  counce 5.0e4 Area: 1004.511  counts 8
Height: 1. 44e+005 cps Height: 2.07e+002 cps
Start Time: 0.602 mn 4.0e4 Star: Time: 0.630 mia
End Time: 0.981 mn End Time: 0.798 mia 60
3.0e4
40
2.0e4
1.004 0
oo °
0s 10 15
Jime_min
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Rewois e 3 T ANIIED 22 Y3/ Day 3 Oh 18m PLA 1° i Y GOATI/ PLA T° Gampie D 1T File AA..
Peak Name: "Nicotne” MGIMI '16!1!7!!(” 100 Dl"

Commenl: "rone*  Annclaton =
Sample Index: 147
Sample Type: Vnknown 068 o7
Concentration: N/A Concentraction: 1.00 ng/ml
Calculated Cone: 583, ng/ml 1.0085 Calculated Conc: N/A
Acq. Date: 10/19/2013 ? Acq. Date: 10/15/2013 220
Acq. Tive: 4:32:27 Bw Acg. Time: 4:32:27 '™ ‘l
Modifieds =0 Koditied: Yeu o
Proc. Algorithe: Specify Paremeters - MQ IXX Proc. Algorichm: Specify Parameters - NQ IIX
Noise Percentage: 80 8.00e4 ¥oise Percentage: 80 180
Bage. Sub. Window: 1.00 min 2ase, Sub, Window: 1.00 min
Peak-Splic. Factor: 2 Pesk-split. Pactor: 2
Bsporc Largest Peak: No 7 20ed Reporr Largest Peak: No 160
Min. Peak Heighc: 20.00 cps Min, Peak Keight: 700.00  ¢pE
Min. ¥sak Wideh: 0.00 sec kin. Peak Width: 0.00 sec
Smsathisy Width: 3 pointe B 600ed Enocthing Width: 3 points 5
RT ¥indow: 200. Bec L0 17 Window: 20.0 sec X
Expected BT: 0.665 min & Expecced AT 0.664 min s
Osze Relitlve RT: No g S00ed Use Relacive X7: Ne g
Iot. Type: valley = int. Type: Manusl £
Reteation Time: 0.676 mn <0004 Retection Time: 0.711  min
Area: 316€9130.552 counts hxea: 983 .889 counte
Height: 1.06e+005 cps Height: 2.11e+00Z cps
Start Time: 0.574 wmin 300ed Start Time: 0.644 min
End Time: 0 897 @min End Time: 0.861 min

conu-t
Sasple Index: 14 Saaple lndex: ul
Sample Type: Unknown 067 Sanple Type: Unknows
Concentration: N/ 1.3e5 Concentration: 1.00 ng/al 250
Calculated Conc: 708. ag/miL Calculaced Coac: N/A
Acqg. D 10/19/2013 1265 Acq. Date: 10/19/2013 240
Acq. Tim 4136145 PY Acqg Time: 4:36,45 P
vodified: 168 Noditied: 29
Proc. Algorithm: spoc.\.!y Parameters - MQ IIX Proc. Algorithm: Speclly Parameters - NQ IIX
)lohe Percentage: 80 1.0e8 ¥oise Percentage: 80
Sub. Window: 1.00 win Base. Sub, Window: 1.00  wmin
Pc Splic. Pactor: 2 90ed Feak-8plit. Pactor: 2
Repsre lLargest Peak: No Beport Lacgest Pesk: No
Min. Poak Hesght: 20.00 cps Kin. Poak Height: 700.00 cpe
Min, Pesk Width: 0.00  sec 8.0e¢ Min. Peak Widih: 0.00  sec
SMostRing Width: 3 poincs 5 Ssocthing Nidth: ) points
BT Window: 200. wec T 7.0ed T Window: 20.0 wec
Expected KT 0.665  min Txpected AT 0,664 min
Use Relative BT No 8004 Use Melative IT: Ne
Inc. Type: Valley Int. Type: Manual
Retention Time:  0.672 wmin 5.0ud Retention Time:  0.699 min
Axea: 353905.725  counte Area: 865.109 councs
Height: 1.32e+005 cps 4084 Height: 2.14e+002 cps
Start Time: 0.608 wmun Seare Time: 0.681  min
End Time: 0.883 min End Time: 0.812 wmin
3004
20e4
1.0e4
00
05 10 15
e e
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Name: *2 120 AAS9122-07 051 1080000068 1 D522
Peak Name: “Nicctine® Ihﬂ(u 63 07&/130.100 Da"
Cnmmmr

sauph Type:
Concentration:
Calculated Conc:
Acq. Dace:

Acq. Time:

Modified: es

Proc. Algeriths: spaeity Parameters - MQ III
Noise Percentage:

Base Sub. Window: ) 00 min

Pesk-Splic, Pactor: 2

Report Larcest Peak: ¥o

10/19/3013
4:42:0¢ PM

Misn. Paxk Height. 20 00 ops
Mia. Peak Width: ¢ 00 sec
Smoothing Width: k) points
RT Window: 200. sec
Expected RT: 9.665 wmin
Use Relacive KRT: No

Int. Type: Vallaey
Retention Time: 0.680 min
Area: 367921.85¢  counts
Height : 1.0¢e+005 cps
Srart Time: $.535 min
End Tine: 2 955 vin

Sasple Index:

Intensity, cps

5.00e4

4.0004

30004

2.0004

1.00e4

000

Comment:
Sample Index:
Sample Type:

Concentyazion:

Calculated Conc:

Acqg. Date: 10/15/2013
Acq Time: 4:41:04 PM
Modified: Yex

Proc. Algorithm: ngclty Paraneters - MQ IIT
Noise Percentage:
Bage. Sub. Window: ;
Peak-Split. Fector: s
Report Largest Peak: No
Min. Paak Height: 700.08 epx

Min. Peak Width: 0.00 sec

Smocthing Width: 3 points 5

RT Window: 20.0 zaz 5
ed RT: 0.664 min i‘

Use Relacive RT: ¥o

Int. Type: Marial é

Ratention Time: 0720 min

Area: 951.76% counts

Height: 2.09e+002 cps

Scaxt Time: 0637 wmin

End Time: 0.854 min

g

W

W

072

Sazple Type: Unknown (124 Sample
Coacentration: N/ 1.00e5 Concentration: 1.00 ng/aL 200
Calculated Conc: 607, ng/oL Cslculated Conc: N/A
Acq. Dace: 10/19/2013 Acg. Dste: 10/15/2003
Acq. Time: 4:45:22 ¥ 8 004 Acqg. Time: 4:45:22 P 180: o
Modified: Yew Modified:
Proc. Algozithm: Specify Parameterw - MQ IIX 8.00u04 Proc. Algorithm: $pe=£!y Parameters - MQ III 180
Noise Percentage: 80 Noise Percentage: 80
Base. Sub Window: 100 wmwin Base. Sud. Window: 1.00 wmin
Peak-Splic. Pactor: 3 7.00e4 Peak-Split. Pactox: 2 140
Report Largeat Peak: No t Largest FPeak: No
Min. Peak Height: 20 00 cpa Min. Peak Height: 700.00 cpe
Mia. Peak Width. 0.00 wec 60004 Min Pesk Widch, 0.00 wes 120
Smoothing Wideh: 3 points 5‘ Smocthing Width: 3 points §
RT Window: 200. me 2 RT Window: 0.0 wec 4
Expected RT: 9.665 min £ 5004 Expected RT: 0.664 min i‘ 100
Use Relacive RT: Ro é Use Relative RT: ¥o g
Int. Type: Valle T 40064 Int. Type Manual
Retention Time: o.ss! min % | Retention Tima: 0 €92 mia 80
Area: 308117.895 cauntcs I Area: 788,723 counts
Height: 1.02e+005 c¢pe 3.00e4 Height : 1.63e+002 cps 60
Start Time: 0.S95 man Start Time: 0.623 mina 12.018
End Tise: 0.285 min End Time: 0791 man 9

20068 40 w

1.00e4 20

0.00 o
05 10 15 > 05 10 15
Time. min Tie, i
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample index: 5%
Sample Type:
Concencration: N/A

Caleulaced Conc: 401, ng/ml

10/29/2013
4:49:40 PM

Acq. Dae:
Acq, Time:

Modified: Yes

Froc, Algoezichm: sSpecily Parameters - MQ IIT
Noise Percentage: B8O

Base. Sub, Window: 100 mn

Peak-Splic  Pactor: 2

Report Largeat Peak: N>

Min. Peak Height: 20 00 cps
Min. Peak Width: 0.00 sec
Smeothing Width: 3 pointe
RT Window: 200 sec
Expected RT: 0.665 min
Uee Relative RT: No

iont. Type: valley
Retention Time: €.672 mna
Araa: 126112.701 esunte
Heighc: 5 27e+004 cps
Starc Time: 0.€609 min
Bad Time: C.826 min

Intenslty, cps

S Deé

450

< Ded

35¢d

3 0ed

20e4

1504

1.0ed

Sanple Irdex: 351

Sample Type: Unenown

Concentration: 100 ng/mL
Calevlstad Conc: /A

Acq. Date: 10/1%/2013

Acq. Time: 4:49:40 ™

¥odified: Yew

*roc. Algorichm: Ipecify Parameters - MQ IIL
Noise Percentage: a0

Base Sub. Window: 1.00 min

Peak-Split. Pactor: 2
Report Largest Peak: No
Min, Peak Height: 700.00 cpe

¥in. Peak Width: 0.0 wec
$moothing Width: 3 peointe
RT Window: 20.0 tec
Zxpected RT: 0.664 win
Use Relative RT: No
Manual
0. 711 min

721.454  counte
Height: 1.91e+002 cps
start Time: 0.602 min
2nd Time: ©.798 win

Intensity, cps

P4 -

w‘w

Sample Index: 152 Sample Irdex: 152
Sanmple Type: Unknown 067 Sample Type: Unknewn
Concentration: N/A Concentration: 100 ng/mL 200 070
Calculacec conc: 286 . ag/mb Calculaced Conc: N/A
Acq. Dace: 16/19/2013 Acqg. Date: 10/15/2013
Acq. Time: 4:51:50 DM ‘“] Acq Time: 438350 M 180
Modified: Modified: Yes
Prcc. Algorlthm: Spoctty Parameters - MG IIX 3504 ?roc. Algorichm: Specify Farametezs - WQ III 160
Noiee Parcentage: [ 1] lo!. Pexcentage: s0
Sase. Sub. Window: 200 min Sub. Window: 1L.00  min
Peak-Split. Factor: 32 hnk-s lic. factor: 2
lc;ozzNLarw:t Peak: Mo 104 l.pore’urgont Peak: Mo
Min. Peak Height: 20,00 cps ¥in. Peak Height: 700.0¢ cps
Min. Peak Width: 0.00 mec Kin. Peak Width: 0.00 wec
:o:::;:g width: S 3 points § 23ad s-oo:h;ng Width: 3 goiaty }

v . wee - RT Window: 0.0 sec A
Expected RT. 0.665 min S Expected RT: 0,664 min =
Use Relazive RT: Mo Gse Relative RT:  No g

$ 206 §
Int. Type: Valley = Int. Type: Manual
Retention Time: 0.675 wmin Retercion Tims: 0.6%6 min
Area: 135827 487 sIuncs 154 Ares: 739.095 ccunte
Height: 4.434e+004 cps Height : 1.67¢+002 cps
Starc Time: 0.616 wmin Seaxt Time: ©.609  min
End Time: 0.939 =mn 1.004 End Time: 0.8§26 min
$000.0
00 et
7 05 10 15
Jime. min
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

omple Name. 12201 051 10800000685
Pesk Name: "Nicotine® Mass(es): "163.07&/130 100 Da"
Commaent: “none”  Annotation:

Sample Index:

Sample Type:

Concentration:

Calculated Conc: 106 ng/mL
Acq Date: 10/29/2013

Acq. Time: 8:16 M
Modified: Yes

Proc Algorithm: Specuy Paraneters - MQ III
Noise Percentage.

Base Sub. Window: 1 00 min
Peak-Split. ractor: i

Report Larxgest Peak: No

Min. Poask Haighe. 20,00 cpe
Min. Peak Width: 0.00 sec
Smoothing Width: 3 pointe
RT Windov: 200 sec
Expected RT: 0.665 min
Use Relative RT: Ho

Int. Type: RBase To Sase
Bateation Tice: 0.680 miz
Area: 74544.575  councs
Heighr: 2.25e+004 cps
Scart Time: 0.581 wmin
End Time: ©0.917 mia

Commeni: *none’
Semple Xadex: 154

2204

2084

1804

80000

0000

4000.0

1 Sempie ID; "163° Foo: AA.

&

068

[¥3 10 15

lhssn&n%l&'w

wm'&‘l M’ﬂ-ﬂﬁg"m THezzPz 1 ﬂwrﬁ?smo«.ﬁ ¢ ] m 50 Fie. AA.
r M.(a)' *167.142/134.000 Da"
supll !nd-x 153
Sample Type: Unknowvn 074
Concentration: 100 ng/al
Calculated Conc: N/a 280
Acq. Date: 10/19/2013
Req. Time: 4:58:16 PM 260
Modified: 240+
Froc. Algorithm: sncuv Parametezs - MQ III
Noise Percenrage: 220
Base. Sub. Window: 1.00 min
Peak-Split, Faccor: i 200

Report Largest Peak: No

Min. Feak Height: 7¢0.00 cpe
Min. Peak Width: 0.00 sec
Snoothing Width: 3 points
RT Window: 20.0 sec
Bxpected RT: 0.664 min

Use Relative RT: No

Int. Type: Manual

Retention Time: 0.71¢ man
Area: 1098.312 counts
Height: 2.64e+002 cps

Stazz Time: 0. 6316 min
End Time: 0.815 wmin

Semple Index: 154
Sample Type: Unknown 068 Sample Type: DOnknown
Concantration: N/A 11004 Concentyation: 1.0 ng/mL
Calculated Conc: 3.7 0g/mL Calculated Conc: N/A
Req. Dace: 10/19/2013 Acq. Date: 10/1%/2013 20
Acq. Time: 5:02:34 PM 10004 { Acg. Time: 5:02:24 P
Moditied: Yea Modified: 20
Proc. Algorithm: Specify Paraneters - MQ III 9000.00 Proc. Algeoricha: S|:¢cuy Parameters - MQ 112
Notun Percantage: Neise Parxcentage 180+
Bage Sub. Windou: 1.00 nin 800000 Base. Sub. Window: 1 oo min
Peak-Split. Facter: 2 Peak-Split. Pactor: 2
Report Largesc Peak: No Report Largest Peak: No 1607
Min. Peak Height: 20.00 cps 7000.00 Min.  Peak Height: 700.00 cpe
Mio. Peak Widih: 0.00 sec Min  FPeak Widoh; ©.0¢  wmec 140+ 080
Smoothing Width: 3 points § Snoothing Width: b} pointa 5
RT Windov: 200. wec 7 6000 00 RT Wirdow: 20.0 sac ’
Expected RT: 0.665 mia %’ Expected RT: 0.664 wmin 120+
Use Relative RT No Use Relative RT: No
* g =

Inc. Type: Base To 3ase Int. Type: Manual 100
Keear o Sasiars couste 4000.00 Arear o lazeSes . ceance 3

¢ . ¥ . 80
Height - 1 1104004 eps Keighe: 2.07w+002 cpe
start Tine: 0.574 min 3000.00 Starc Time: 0.616 man \
£nd Time: 0.847 min End T4 0.836 min 80

.043 Y
2000,00 @ {
1000.00 2 'JJ lN
e .
000 o
0S5 12 15 0s 10 15
JTime. [mir. Time. min.
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Nicotine in Human Plasma (K;EDTA)
Celerion Study AA99122-01

Sample Index: 155

Sample Type: Unkrown
Concentxation: N/A
Calculated Conc: 210 ng/mL
Acqg. Date: 10/13/2013

Acq. Time: 5:06:51 PM
Modified: Yen

Proc. Algerithm: chelty Parameters - MQ III
Noise Percentage:

Base Sub. Windov: l 00 nin
Pesk-Split. Tmctor; 2

Repore Largest Peak: No

Min. Peak Height: 20.00 <p»
Mio. Peak Width: 0.00 gec
Smocthing Widch: 3 points
RT Window: 200 sec
Expected RT: 0.665 min
tUse Relative RT: No

Inz. Type: Valley
Retention Tine: 0.683 min
Areas 15404.545 counts
Height: 5.86e+003 cps
Szarc Tise: 0.616 man
Bnd Time: 0.777 man

cnmmau:'hone'

Intensity, cps

Commant
Sample Index:

. § BB B U EEGEE S

1S5
oss Sample Type: Uaknovn
Cencentration: 1.¢0 ng/ml
Calculated Conmc: R/A
Acqg. Dete: 29/3%/2023
Acq. Time: S$:06:51 BM
Modified: Yes
Proc. Algexiths: syeclly Parameters - MQ III
Noise Percentag
Base. Sub. Window: l.on min
DPeak-gplit. Pactor: 3
Report Largesc Peak: NO
Min Peak Height: 760, 0C coe
Mip. Peak Width: 0.0C seT
Snoothing Width: 3 points
RT wWindow: 20.0 wec
Bxpected RT: 0.664 min
Use Relative RT: No
Int. Type: Manual
Retention Time: 0.716 mun
Area: 1433.663 counts
Hedght s 2.55e4002 cpa
Starc Time: 0.602 mun
Bod Time: 0.668 wan
083 1M
e e L VA O
0s 10 15

Comment: "rone”

Intenaity, ¢ps

mmmw m-;--mumumw

0rz |
20
260
240
2o
-
80
160
140
030
120 |
LX) 188, |
100 ‘
12t 149
L
MQM e 10 |
P Wl
40 |
e I
°
a5 10 15

Sample Index: 15¢ Sample Index: 156
Sample Type: Unknown 0.67 Sample Type: Taknovn
Concentyation: N/ 2600 Concentration: 1.00  ng/aL 00 069
Calculaced Conc: 16.1 ng/mlL Celculaced Conc: /A
Acq. Date: 10/19/2013 3400 Acg. Date: 10/18/2013
Rcq. Time: 5:11:07 PM Acq. Time: §:11:07 BM 180
Modified: You 3000 Modified: Yes
Proc. Algorithm: Specify Parameters - MO TIX Proc. Algorichm: Specify Parameters - MO III 160
Noise Percentage: 26090 o i0
Base Sub. Windov: 1.00 min 1.00 min
Peak-Split. Pactor: 3 2600 Peak-split. Factor: 2 140
Repert largest Peak: ¥o Report Lergest Peak: No
Min, Peak Hel ] 20.00 ¢po 2400 Min. Pcak Height: 700.0¢  cpe
Min. Peak Width: 0.00 aec 2200 Mic. Peak Width: 0.0C  sec 120
Smocthing Width: ) pointu A Smootking Widen: 3 points 2 14
RT Window: 200. sec 3 2000 RT Wicdow: 26.0 Bec oy
Expected RT: 0,665 min 1800 Expected RT: 0.66¢ min 5 100
Use Relative RT: No Use Relacive RT: Ko g
% £ 1600 2
nt. Type: Base To Base Int. Type: Manusl 80 08y
Retention Time:  0.674 mia 1400 Retention Time:  0.651 min 128
Area: $967.438  counts w00 Azea: 964.124 couwnts A0
Height : 1.54ec-003 cps Height: 1.65e+002 cps (5 |
Start Tine: 0.616 min 1000 Start Time: 0.630 wmin 0.|7° 062, 158
Tad Time: 0.793  min End Time: 0.833 min .
“ p |
600 \ |
200 {' ’
008 522 03 097110 0 124, ,alsx 2 /
200 PAAAR, Ay 4T oA } ‘
0 = o
05 10 15 0s 19 15
Ting, e
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Nicotine in Human Plasma (K,EDTA)
Celerion Study AA99122-01

Sampie Nama: AASIZ201 OC Sample 1D *157°
Peak Name: "Nicoting®  Massios) 'mnnn:o 100 Ca*
Commeant: "none”  Annotation’ =
Sample Index: 1s7
Sangple Type: Qc (3]
Concentracioa: &.00 ng/mb
Calculated Conc: 7.89 ng/ml 225
Acq. Date: 16/19/2013
Acq. Time: 5:15:24 PM
¥ 20851
Modified: No
Proc. Algeriths: ﬁpu“y Paranecers - MQ I1I 1805
Noise Percencage:
Base. Sub. Window: l 00 min
Peak-Split. Pactor: 3 1565
Report largest Prak: No
Min. Peak Height: 20.00 cpa
Min, Peak Width: 0.00 sec 14e8
$mocthing Width: 3 points §
RT Window: 200, sec - 1285
Expected RT: 0.665 man 2
Cwe Relacive RT:  ¥o g
10e5
Int. Type: Base To Base n
Retention Time: 0.680 min
Area: 805597.172  counte E.0ed
Height: 2.30e+005 cps
Starc Time: 0.595 min
End Time: 1.21 min G0ad
A Oed
2004

Comment:
Sample Index 157
Sample Type: oc
Cancestration: 1.00 ng/mL
Calculated Conc: N/A
Azq Date 10/18/2013
Acq. Time: 5:15:24 PA
Modified:

Proc. Algoxithm: mcuy Parameters - MQ IIC
Noiwe Percentege:

Base. Sub. Window: 1.00 min
Peak-Split. Pactor: 2

Report Largest Peak: No

Min. Peak Height: 700.00  cpe
Min. Peak Width: 0,00 sec
Smoothing Width: 3 poince
RT Window: 20.0 wec
Bxpected RT: 0.654 =min

Use Relacive RT: Ne

Intensity. cps

Inc. Type: Base To Base
Retention Time: 0.676 man
Area: 158676 570 counts
Height: 4.51e+004 cpe
Scaxc Time: ©.602 wman
Bad Tisme: ©. 960 man

088

400k

3084

2504

2008

1502

1004

15
MM W lhu(oc) '!“ONHIHND"
Sample Index: 158 Sample !M.xv 158
Sample Type: Blank 087 Sample Type: Blank
Concentzation: ¢ a0 ng/mL Concentration: 1.00 ng/mL 200
Calculaced Conc: H/A 900 Calculaced Comnc: /A
Acq. Date: 10/19/2013 850 Acq. Date: 10/19/2¢013
Acq. Time: 5:19:43 PM Azq. Time: 5:19:43 PH 180
800
Madified: Modified: No
Proc. Algorithm: Spcti.ty Paramoters - MQ III 750 160
)lohe Percentage: 700
Window: l OD »in
-Spliz. Pactor: 2 850 140
Report Largest Peak: No
Min Peak Height: 20,00 cps 00
Min Deak Widch: 0.00 mec 550 120
Smcothing Width: 3 pointe 5 5_
RT Window: 260 wec 500 = oss
Expected RT: 0.665 min Z 2 s
Use Relative RT: Yo g 450 3
Tat. Type: Base To Base R = 80
Retention Time: 0. 674 wmin 350
Area: 2296.435  counte 300 o i 0se 147
Height: 7.48e+002 cpw b (-1 18 A" 1
Scart Time: 0.603 min 250 e 1 01 052 g S
End Ticze: 0.749 min \ €31, 131,142, 1| 150
200 [ ‘ «©
150
100 20 n
50
0 o
05 1o 15 02 [ 0 05 0 12 14 16
Time. min__ _Tmepn

Page 229 - Confidential




Nicotine in Human Plasma (K;EDTA)
Cclerion Study AA99122-01

-72 159 AASS Al 1
Peak Name: "Nicotine* u-_l 163 078/130 100 Da*

Sample Index: 159

Sample Type: QC
Concentracion: 0.00 ng/mL
Calculated Cone: 9. .53 ng/mL
Acq Dace: 10/19, 2013

Acq. Time: $:24:01 M
Modified:

N2
Proc. Algezithm: Specify Paresmcte:s - WMQ IIX
Noige Percentage: L]

Base. Sub. Window: 1.0 ain
Peak-Split. Facter; 2

Report Largest Peak: No

¥in. Veak seighc: 20.90 cpo
Min. Seak Width: 0.00 sec
Smasthing Wideh: 2 peinte
RT Windov: 200. sec
czed KTz 0.565 min
Cae l-.nhm T o
Int. Type: valley
Retection Time: 0,665 =in
Area: 1)75‘& 108 councs
Height : 05 cpy
Scarc Tire: man
End Time: min

Conmert “none™

MM "W lb-(ur 163 01!!130!00 Dn‘
Annctation: =

1.0e5+

05 10 15

Name: <2 158 111" Samgie 107
Peak Name: lsr Mus(uL *167.142/134 000 Da*
Oomm‘mm

Ssmple Index; 159

Sample Type: « 057

Concentracion: i.08 ng/al 3408

Caleulated Conc. N/A

Acq bate 10/19/2013 3204

Acg. Time: 5:24:01 PH 3.0e8

Modified: No 2864

Proc. Algoricha: Specify Parameterw - MQ 111

Neise Percentage: 80 2824

Bage. Sub, Window: 1.00  mia

Peak-Split. Pactorx: 2 244

keport Larges: Peak: No

Min. Peak Melighc: 790.99  cpe 224

Kin. Smak Width: 0.00 yec

Crcothing Wideh: 3 poiate a 20

ET Window: 20.0 sec 3 4 fad

Expected RT: C.66¢ win !

Ue= Relative BT: No |“l

Inc. Type: valley = l4es

Retention Time:  0.666 man |

Area: 120354.232  counts 1203

Height: J.44e+004 cp®

Start Time: 0.602 man 1004

End Time: ©.847 man 80020
L
40000

Szaple Iadex: 10 Sample Index: 160
Sample Type: Qc 087 Sample Type: o« 085
Concentration: £.00 ng/mL 28e5, Cencentration: 1.00 ng/nL
Calculated Conc: 3.70 ng/mun i Calculated Conc: /A 4084
Req Date: 10/19/2013 2465+ Acq. Date: 10/19/2013
Aoq. Time: $:38:18 WM e Req. Tima: S:2R:18 PM
Modified: 2265 Modified: No 2504
Froc. Algorithm: specity Pazameters - MQ III | Proc. Algorithm: Specily Parameters - MQ III
Noiee Percentage: 80 2054 Noiwe Percentage:
Basc. Sub. Window: 1.00  win { Base. Sub. Window: 1,00  win
Peak-Split. Pacter: 2 18051 Peak-Split. Facter: 2 3004
Roport Llargesc Peak: No < ! Report Latgest Peak: No
Min. #eak Height: 20.00 cpe Min. Peak Meighe: 700.00 cpa
Min, Peak Width: 0.00 wec 168! Min. Peak ¥ideh: 0.00 sec 254
Smocthing Width: 3 poincy 2 1 Smoothing Widch: 3 pointy 5
RT window, 200. wec S 14e5¢ T Wingos 20.0 vec ..
Expected BT 0.665 min % | Bxpeccnd kT, 0.664 min S
Use Relative RT: No i 1265 Use Relative RT: No 2004
2 2
Int. Type: Valley | Ice. Type: Valley
Retention Time:  0.667 man 1063+ Retention Time:  0.664 mn
Azrea: 815006.200 counts | Azea: 130648 507  counte a4
Height: 2.63e+005 cpk 80e4d+ Heighti 4.26e+004 cps
stcarc Tine: 0.581 min | Start Time: 6.602 mn
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1. INTRODUCTION

The purpose of this bioanalytical study (hereafter referred to as study) was to determine the
concentration of cotinine and trans-3’-hydroxycotinine in human plasma (K;EDTA) samples by
a validated LC-MS/MS method [5]. The study samples were collected in the clinical
trial ZRHM-PK-05-JP entitled, "A Single-center, Open-label, Randomized, Controlled,
Crossover Study to Investigate the Nicotine Pharmacokinetic Profile and Safety of Tobacco
Heating System 2.2 Menthol (THS 2.2 Menthol) Following Single use in Smoking, Healthy
Subjects Compared to Menthol Conventional Cigarettes and Nicotine Gum" [3]. Sample analysis
was conducted between 13-Dec-2013 and 28-Dec-2013.

This report provides the results and supporting documentation from the analysis of study samples
and includes an evaluation of assay performance.

2. EXPERIMENTAL

2.1. Test Item
The test items are defined in the clinical study protocol [3].

2.2. Reference Items and Internal Standards

Analyte Internal Standard (IS)
ID Cotinine d,-Cotinine
Source Cerilliant Corporation Cerilliant Corporation
Lot No. FN061710-01 FN102110-02
Celerion Assigned Correction Factor 1.0000 1.0000
Purity / Concentration 99.8% (1.047 mg/mL) 99.7% (100.0 pg/mL)
Expiry Date 30-Jun-2015 31-Oct-2015
Storage Conditions Freezer (-20°C), protected from light Freezer (-20°C), protected from light
Analyte Internal Standard (IS)
ID trans-3’-Hydroxycotinine ds-trans-3’-hydroxycotinine
Source Chemtos Chemtos
Lot No. C8-127-040 C8-127-047
Celerion Assigned Correction Factor 0.9969 0.9990
Potency 99.7% 99.9%
Expiry Date 02-Apr-2014 11-Apr-2014
Storage Conditions Freezer (-20°C), protected from Freezer (-20°C), protected from
light, desiccant light, desiccant
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The certificates of analysis for the reference items and internal standards are presented in
Attachment 6.

Reference items and internal standards are retained under the conditions that are specified until
they become expired. The expired reference materials are denoted as expired within the Labnotes
system. They may be stored for the establishment of extended long-term stability.

2.3. Biological Matrix

Human plasma, with K;EDTA as anticoagulant, was collected in-house at Celerion in Lincoln,
Nebraska. Human plasma stored at -20°C may be stored for a period less than 24 months prior to
use. Human plasma (K;EDTA), free of significant interference, was used to prepare quality
control (QC) samples. Deionized water was used to prepare calibration standards and used as

control matrix.

2.4. Test System

2.4.1,

Procedure and Instruments

Procedure and Instrumentation

Extraction Method
Chromatography System
MS/MS System
Regression Type
Quantitation Method
Assay Volume

Accepted Level of Hemolysis

Solid-phase extraction

Perkin Elmer Series 200 Micropump HPLC"

AB SCIEX API 5000™ and QTRAP® 5500
Weighted linear regression curve (1/concentration?)
Peak Area Ratio

0.300 mL

2%

A = Qualified systems

2.4.2. Computer Application Software

Software
LC-MS/MS Software Applied Biosystems Analyst® 1.5.1"
LIMS Thermo Electron Corporation Watson™ 7.3 Bioanalytical LIMS 7.3"

LIMS Application
Laboratory Documentation System

Office Applications

Inspector Version 1.1.1"
Labnotes™ Web Client 1.21"
Microsoft® Office 2007 Package

#=Validated systems
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2.5. Calibration Standards, Quality Control Samples and Dilution Quality Control
Samples

Non-zero calibration standards were prepared fresh daily at the concentration levels of 1.00,
2.00, 4.00, 10.0, 25.0, 50.0, 75.0, 90.0, and 100 ng/mL of cotinine and frans-3’-hydroxycotinine
from calibration standard spiking solutions which were prepared on 09-Sep-2013 and
17-Dec-2013 and stored at -20°C for a period of time up to 323 days.

Quality control (QC) samples at the concentration levels of 3.00, 50.0, and 75.0 ng/mL and
dilution quality control (DQC) samples at the concentration level of 200 ng/mL of cotinine and
trans-3’-hydroxycotinine were prepared in bulk on 03-Sep-2013, aliquoted and stored at -20°C.
Quality control samples were stored with the clinical samples after receipt at the bioanalytical
laboratory. The QC samples were stored for a period less than 1041 days prior to use for
analysis.

Standard calibrators and quality control samples were prepared from separate stock solutions.

2.6. Study Samples

2.6.1. Sample Source and Date of Receipt

Study samples were collected between 16-Aug-2013 and 04-Nov-2013 and were received frozen
on dry ice between 17-Sep-2013 and 02-Dec-2013 from Covance Clinical Research, Singapore.

2.6.2. Sample Identification
Study samples were identified based on the subject screening number and time point documented
on the sample label.

2.6.3. Sample Storage and Stability

Study samples were stored from sample collection to the end of sample analysis at a nominal
temperature of -20°C for a duration not exceeding 135 days.

Study samples were analyzed without exceeding long-term, short-term, freeze-thaw, or post-
preparative stability. The following evaluations have been conducted:

Stability Summary [S] Cotinine and frans-3’-Hydroxycotinine
Long-term Stability 194 days in polypropylene tubes at -20°C
Short-term Stability 27 hours in polypropylene tubes at ambient temperature under white light
Freeze-thaw Stability 6 cycles in polypropylene tubes at -20°C under white li ght )
7 cycles in polypropylene tubes at -20°C under UV-shielded light
Post-preparative Stability 135 hours in a polypropylene 96 well plate at 5°C
Processed Sample Integrity 93 hours in a polypropylene 96 well plate at 5°C
Sample Shipping Stability 19 days in polypropylene tubes at -80°C
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2.6.4. Sample Summary

The Sponsor’s protocol specifies 62 subjects with 1 sampling time [3]. In study AA99122, a
single subject discontinued during the clinical phase. The samples were analyzed and the results
reported. Additional information regarding the subject discontinuance is provided in Section 8.

No. of Samples
Specified “for analysis™ samples in protocol/received 62/73
Time points lost due to subject discontinuance 0
Back-up samples received 73
Total number of study samples analyzed 73

Following analysis, the study samples were kept frozen at -20°C. After submission of the final
bioanalytical report the study samples will be further stored under the same conditions for up to 1
month on-site. Then, upon agreement with the Sponsor, the study samples will be destroyed after
the completion of the clinical study report and Sponsor notification.

3. SAMPLE ANALYSIS

3.1. Analytical Method

The determination of cotinine and frans-3’-hydroxycotinine in human plasma samples was
carried out over a calibration range of 1.00 ng/mL to 100 ng/mL. The analytical procedure was
performed at Celerion, Lincoln, Nebraska and is documented in the Method Validation Report
for Celerion Study AA33664-01 [5]. The analytical method is documented in BAM SOP
AA33664-01 [6].

An aliquot of human plasma (EDTA) containing each analyte and internal standard was
extracted using a solid phase extraction procedure. The extracted samples were analyzed by an
HPLC equipped with an AB SCIEX API 5000™ or QTRAP® 5500 mass spectrometer. Positive
ions were monitored in the multiple reaction monitoring (MRM) mode. Quantitation was
determined using a weighted linear regression analysis (1/x°) of peak area ratios of each analyte
and internal standard.
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3.2. Acceptance Criteria

3.2.1. Analytical Run Acceptance Criteria
An analytical run is acceptable if all of the following criteria are met:

e at least 75% of the non-zero calibration standards were within £15.0% (£20.0% for the lower
limit of quantification (LLOQ) calibration standard) of their nominal concentration,

e at least two-thirds of the QC samples and at least 50% at each concentration level were
within +15.0% of their nominal concentration,

e at least 50% of the standard zero samples are free of interference at the retention time of the
analyte(s) of interest,

o at least 50% of the blank samples are free of interference both at the retention time of the
analyte(s) of interest and at the retention time of the IS,

e at least two-thirds of all blank and standard zero samples fulfilled the above described
interference criteria.

Interference at the retention time of the analyte of interest is defined as a response greater than
20% of the mean analyte response of the LLOQ calibration standard(s).

Interference at the retention time of the IS is defined as a response greater than 5% of the mean
IS response of the LLOQ calibration standard(s).

Individual data of QC samples (including DQCs) that were out of their acceptance criteria are
flagged appropriately in the study file and in the bioanalytical report. QCs will be excluded from
statistics only for analytical reasons (see Attachment 5).

3.2.2. Acceptance Criteria for System Suitability Testing

The system suitability testing performed with each analytical run is designed to assess the
sensitivity, reproducibility of response (absence of response drift based on interpolated
concentrations), and carry-over.

» Sensitivity assessed at the start and end of each analytical run is performed by evaluating the
signal-to-noise ratio (SNR) of extracted system suitability samples spiked at the lower limit
of quantitation. The SNR must be greater than 5:1 unless otherwise specified in the method.

« System stability (reproducibility of response) is performed by replicate injections at the start
(5) and the end (2) of the analytical run with pooled high concentration system suitability
samples. The percent coefficient of variation (% CV) of the calculated concentration must be
less than or equal to 6%. The mean of the calculated concentration of the last 2 replicates or
middle replicates (if applicable) of high concentration system suitability samples must be
within 15% difference of the mean of the calculated concentration of the first 5 high
concentration system suitability samples.
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o The carryover percentage is assessed at the beginning and end of each analytical run. This
test is performed by injecting a blank (reconstitution solution) sample immediately after a
high concentration system suitability sample. The area counts of the analyte in the blank
injection are divided by the analyte area counts in the high concentration system suitability
sample and the result is multiplied by 100. Carryover acceptance criteria is specified in the
bioanalytical method for each assay.

R (area (blank sample)J «100

area (high sys suil)

3.2.3. Acceptance Criteria for Sample Dilution

The accuracy of study sample dilution is verified by the DQC samples. At least 50% of the DQC
samples must be within +15.0% of their nominal concentration for the respective dilution factor
to be accepted.

3.2.4. Acceptance Criteria for ISR
The % difference was calculated for each pair of original and repeat analyses as follows:

|(repeat vaue - original valuej

%difference = 100* —
(repeat value + original value)/ 2

If the %difference was less than or equal to 20%, a pair of results was considered a passing
match. Any pair with a %difference of more than 67% (indicating that the repeat value is either
less than half or more than twice the original concentration) was considered an event and was
investigated. The analytical method will be considered reproducible if at least 67% of the result
pairs match. If less than 67% of the pairs match, an event investigation was initiated.

4. RESULTS

Due to rounding procedures, recalculations using the results presented in this report may differ
slightly from the reported statistics.

A summary of analytical runs performed is presented in Table 1.

4.1. Quality Control and Dilution Quality Control Sample Performance

Between-analytical run precision and accuracy results for QC samples prepared at 3.00, 50.0,
and 75.0 ng/mL are summarized in Table 2 and Table 3 for cotinine and trans-3’-
hydroxycotinine, respectively. The accuracy of sample dilution was verified by the performance
of dilution QC samples. Results for dilution QC samples are summarized in Table 2 and Table 3
for cotinine and frans-3’-hydroxycotinine, respectively.

Page 16 - Confidential



Cotinine and frans-3’-Hydroxycotinine in Human Plasma (K;EDTA)
Celerion Study AA99122-02

4.2. Calibration Standard Performance

Back-calculated calibration curve standard concentrations are provided in Table 4 and Table 5
for cotinine and trans-3’-hydroxycotinine, respectively.

4.3. Standard Curve Parameters

Standard curve parameters from 4 successful analytical runs are provided in Table 6 and Table 7
for cotinine and frams-3’-hydroxycotinine, respectively. A representative calibration curve is
illustrated in Figure 1 and Figure 2 for cotinine and #rans-3’-hydroxycotinine, respectively.

4.4. Study Sample Concentrations

Study sample concentrations are provided in Table 8 and Table 9 for cotinine and frans-3’-
hydroxycotinine, respectively.

Study samples, if any, with no significant peak at the mass transition and retention time of
cotinine and frans-3’-hydroxycotinine, respectively, or with peak area ratios below that of the
LLOQ standard, are reported as being below the limit of quantitation (BLQ).

4.5. Reassays

4.5.1. Reassays for Analytical Reasons

Study samples needing re-analysis according to section 3.2.1 for cotinine and frans-3’-
hydroxycotinine are identified in Table 10 and Table 11, respectively. Reassay descriptions are
provided in Attachment 5.

4.5.2. Reassays for Non-analytical Reasons (Value Requiring Confirmation, VRC)

After initial analysis, study samples that were identified by the Bioanalytical Principal
Investigator for reassay due to non-analytical reasons were reassayed if sufficient sample volume
remained. These samples are identified in Table 12 and Table 13 for cotinine and frans-3’-
hydroxycotinine, respectively. The procedure for VRC reassays and reporting of reassay results
is provided in Attachment 3.

4.5.3. Sponsor Selected Reassays

There were no Sponsor selected reassays. The procedure for SSR reassays and reporting of
reassay results is provided in Attachment 3.

4.5.4. Incurred Sample Reproducibility

The method for the determination of cotinine and frams-3’-hydroxycotinine was considered
reproducible, 90.9% out of 22 repeat analyses for cotinine and 81.8% out of 22 repeat analyses
for trans-3’-hydroxycotinine met acceptance criteria as defined in section 3.2.4. Results are
presented in Table 14 and Table 15.
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5. CHROMATOGRAMS
Representative chromatograms are provided in Attachment 8.

6. DEVIATIONS

6.1. Deviation DEV-LNK-13-0607 was initated due to associate not completing
documentation for reading the BAM SOP and BSP as LNKSOP.0023 Bioanalytical Method
(BAM) Procedures, BAM SOPs, and System Settings prior to creating run lists and regressing
analytical runs. The associate read the required documents and corrected the missing
documentation. There was no further impact.

7. EVENTS

7.1.  Event Observation EO-LNK-AA99122-02-13— 630 was initiated due to the following
samples failed ISR testing and required investigation:

For both cotinine and trans-3’-hydroxycotinine:
Subject 134, Period 1, Day -1, 0 hr, 0 min

For trans-3’-hydroxycotinine only:
Subject 128, Period 1, Day -1, 0 hr, 0 min
Subject 140, Period 1, Day-1. 0 hr, 0 min

These samples were selected for VRC (Value Requiring Confirmation) testing with standard
VRC criteria applied (ER-LNK-AA99122-02-13-0165). There was no impact on the analytical
data as the original measurements for the three samples were confirmed. The original results
were reported.

8. ANALYTICAL NOTES

8.1 During the course of analysis of study AA99077 (ZRHR-REXC-04-JP), it was determined
that incomplete documentation of subject consent for further analysis of bioanalytical samples
after subject discontinuation existed. A review of possible impacted studies included ZRHM-PK-
05-JP (AA99122). A single subject, 0107, discontinued from the clinical phase post-
randomization. After verification of the discontinuance of the subject by the Bioanalytical
Principal [nvestigator, the samples for Subject 0107 were analyzed. No notification of a possible
consent issue was provided by the Sponsor, Project Management for the central laboratory, or the
clinical site.

Through a Sponsor CAPA process the documentation of the subject intent was provided by the
Principal Investigator from the clinical site. It was confirmed that Subject 0107 had not removed
consent for the analysis of the clinical samples taken prior to subject discontinuance.
Documentation from the Principal Investigator was provided to Celerion and is archived with the
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study corespondence for this study. The results from the clinical samples taken from Subject
0107 are included within this report.

9. ARCHIVES
At a minimum the following records will be retained:

Study Plan Bioanalysis (and all amendments, if applicable)
Raw data

Study related correspondence

Bioanalytical report (and all amendments, if applicable)

These documents will be kept in the archives of Celerion for at least ten (10) years, taken from
the date of Bioanalytical Principal Investigator’s signature on the final bioanalytical report. After
this time the Sponsor will be contacted to decide if the records should be retained for a further
defined time at Celerion, returned to the Sponsor, or disposed of. Study data and documentation
are archived at the Celerion Lincoln facility for 90 days, after which the records may be
transferred to:

Iron Mountain
1601 Leavenworth
Omaha, Nebraska 68102

10. CONCLUSION

In this bioanalytical study the concentration of cotinine and trans-3’-hydroxycotinine was
determined in a total of 73 human plasma (K;EDTA) samples collected in the Philip Morris
International Research and Development clinical study ZRHM-PK-05-JP using a validated
LC-MS/MS method.

The overall performance of the LC-MS/MS method met acceptance criteria and the results
obtained were of the required integrity and quality. These data can be used for further
interpretation.
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Controlled, Crossover Study to Investigate the Nicotine Pharmacokinetic Profile and Safety
of Tobacco Heating System 2.2 Menthol (THS 2.2 Menthol) Following Single use in
Smoking, Healthy Subjects Compared to Menthol Conventional Cigarettes and Nicotine
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RESULT TABLES

Table 1 Summary of Analytical Runs Performed

Analyte Run Regression  Extraction Assay Description Comment
Name ID Status Date Date

Cotinine 1 Accepted  13-Dec-2013  13-Dec-2013 SEE WORKLIST FOR SUBJECT AND TIMEPOINTS OK
Cotinine 2 Accepted  17-Dec-2013  17-Dec-2013 SEE WORKLIST + REASSAYS OK
Cotinine 3 Accepted  19-Dec-2013  19-Dec-2013 ISRS + REASSAYS OK
Cotinine 4 Accepted  27-Dec-2013  28-Dec-2013 VRCs + REASSAY SUB 0140 FOR COT OK
Trans-3-Hydroxycotinine 1 Accepted  13-Dec-2013  13-Dec-2013 SEE WORKLIST FOR SUBJECT AND TIMEPOINTS OK
Trans-3-Hydroxycotinine 2 Accepted 17-Dec-2013  17-Dec-2013 SEE WORKLIST + REASSAYS OK
Trans-3-Hydroxycotinine 3 Accepted 19-Dec-2013  19-Dec-2013 ISRS + REASSAYS OK
Trans-3-Hydroxycotinine 4 Accepted  27-Dec-2013  28-Dec-2013 VRCs + REASSAY SUB 0140 FOR COT OK

“Regression Status” reflects the status of the run with respect to run acceptance criteria.
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Table 2 Quality Control and Dilution Quality Control Sample Data (Between-Analytical
Run Precision and Accuracy) for Cotinine
Assay Run ID QCA QCG QCcC QCCDF2 QCDDFI0 QCDDFs
Date 3.00 ng/mL 50.0 ng/mL 75.0 ng/mL 75.0 ng/mL 200 ng/mL 200 ng/mL
13-Dec-2013 1 3.30 48.8 69.7
3.37 49.9 73.6
17-Dec-2013 2 3.17 50.3 755 194
3.34 51.8 72.0 213
200
19-Dec-2013 3 3.26 49.6 72.1 196
3.31 53.1 72.0 211
213
28-Dec-2013 -+ 3.27 52.0 73.1 722 194
3.19 51.9 75.6 78.5 192
78.0 209
Mean 3.28 50.9 73.0 76.2 205 198
S.D. 0.0693 1.48 1.97 3.50 8.83 9.29
%CV 2.1 2.9 2.7 4.6 4.3 4.7
%Theoretical 109.3 101.8 97.3 101.6 102.5 99.0
%Bias 93 1.8 -2.7 1.6 2.5 -1.0
n 8 8 8 3 6 3
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Table 3 Quality Control and Dilution Quality Control Sample Data (Between-Analytical
Run Precision and Accuracy) for trans-3’-Hydroxycotinine
Assay Run ID QCA QCG QCC QCCDF2 QCDDFI0 QCDDF5
Date 3.00 ng/mL 50.0 ng/mL 75.0 ng/mL 75.0 ng/mL 200 ng/mL 200 ng/mL
13-Dec-2013 1 2.92 45.3 67.2
3.11 47.5 70.4
17-Dec-2013 2 3.00 46.0 71.4 190
3.10 48.6 69.2 208
195
19-Dec-2013 3 2.97 46.1 69.8 190
3.10 47.6 66.7 199
202
28-Dec-2013 4 297 45.7 67.7 68.2 185
3.00 46.0 71.3 73.5 184
72.9 198
Mean 3.02 46.6 69.2 71.5 197 189
S.D. 0.0724 1.15 1.83 2.90 7.09 7.81
%CV 24 2.5 2.6 4.1 3.6 4.1
%Theoretical 100.7 93.2 923 95.3 98.5 94.5
%Bias 0.7 -6.8 -1.7 -4.7 -1.5 -5.5
n 8 8 8 3 6 3
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Table 4 Back-calculated Calibration Standard Concentrations for Cotinine

Assay Run ID STDB STDC STD D STDE STDF STD G STDH STD1 STDJ
Date 1.00 ng/mL  2.00 ng/mL  4.00 ng/mL  10.0 ng/mL 25.0 ng/mL 50.0 ng/mL 75.0 ng/mL.  90.0 ng/mL 100 ng/mL
13-Dec-2013 1 0.990 2.03 4.05 9.70 26.3 51.9 74.0 89.6 93.7
17-Dec-2013 2 1.02 1.90 4.09 9.75 26.3 52.8 1.5 93.5 90.8
19-Dec-2013 3 1.01 1.98 4.00 9.44 25.1 50.9 71.3 102 94.8
28-Dec-2013 4 0.998 2.01 4.01 9.82 25.8 52.0 73.5 96.0 89.5
Mean 1.00 1.98 4.04 9.68 25.9 51.9 F3.1 95.3 92.2
S.D. 0.0132 0.0572 0.0411 0.166 0.568 0.779 1.21 5.20 2.47
%CV 1.3 2.9 1.0 1.7 2.2 1.5 1.7 5.5 27
%Bias 0.0 -1.0 1.0 -3.2 3.6 3.8 -2.5 5.9 -7.8
n 4 4 4 4 4 4 4 4 4
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Table 5 Back-calculated Calibration Standard Concentrations for trans-3’-Hydroxycotinine

Assay Run ID STDB STDC STDD STDE STDF STD G STDH STD1 STDJ
Date 1.00 ng/mL  2.00 ng/mL  4.00 ng/mL 10.0 ng/mL 25.0 ng/mL 50.0 ng/mL 75.0 ng/mL 90.0 ng/mL 100 ng/mL
13-Dec-2013 1 1.01 1.98 3.93 9.49 25.8 52.6 71.7 *74.4 94.8
17-Dec-2013 2 1.02 1.93 3.96 9.75 26.0 51.4 75.3 92.0 95.4
19-Dec-2013 3 0.996 2,06 3.89 9.51 25.2 51.0 139 97.4 95.5
28-Dec-2013 4 0.969 2.14 3.99 9.58 259 50.8 75.7 90.1 94.4
Mean 0.999 2.03 3.94 9.58 25.7 51.5 7517 93.2 95.0
S.D. 0.0221 0.0922 0.0427 0.118 0.359 0.806 1.57 3.79 0.519
%CV 2.2 45 1.1 1.2 1.4 1.6 2.1 4.1 0.5
%Bias -0.1 1:5 -1.5 -4.2 2.8 3.0 0.9 36 -5.0
n 4 4 4 4 4 4 4 3 E

Reason Deactivated
* Rejected
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Table 6

Standard Curve Parameters for Cotinine

Assay Run ID Slope Intercept R-Squared
Date

13-Dec-2013 1 0.0596712115  -0.00249582189  0.9984
17-Dec-2013 2 0.0584772886 -0.00216556035  0.9967
19-Dec-2013 3 0.0538153010 -0.00451318793  0.9956
28-Dec-2013 4 0.0521799731  -0.00193860849  0.9970
Mean 0.0560359436  -0.00277829467  0.9969
S.D. 0.00360440010  0.00117900547 0.0012
%CV 6.4 -42.4 0.1

n 4 4 4
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Table 7

Standard Curve Parameters for frans-3’-Hydroxycotinine

Assay Run ID Slope Intercept R-Squared
Date

13-Dec-2013 1 0.0461306544  -0.00483234406 0.9979
17-Dec-2013 2 0.0455110846  -0.00401519192 0.9988
19-Dec-2013 3 0.0462724689  -0.00316570789 0.9978
28-Dec-2013 4 0.0464154703  -0.00453855665 0.9980
Mean 0.0460824196  -0.00413795013 0.9981
S.D. 0.000398242716  0.000730979495 0.0005
%CV 0.9 -17.7 0.1

n 4 4 4
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Table 8 Study Sample Concentrations for Cotinine

Custom Run Subject Day Hour Minute Concentration Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments
05112010000001 2 0002 -1 0 0 214 OK Cotinine
05112010000002 2 0004 -1 0 0 140 OK Cotinine
05112010000003 2 0005 -1 0 0 215 OK Cotinine
05112010000004 2 0007 -1 0 0 325 OK Cotinine
05112010000005 2 0010 -1 0 0 219 OK Cotinine
05112010000006 2 0013 -1 0 0 424 OK Cotinine
05112010000007 2 0017 -1 0 0 365 OK Cotinine
05112010000008 2 0018 -1 0 0 203 OK Cotinine
05112010000009 2 0022 -1 0 0 242 OK Cotinine
05112010000010 2 0024 -1 0 0 355 OK Cotinine
05112010000011 2 0025 -1 0 0 151 OK Cotinine
05112010000012 2 0027 -1 0 0 184 OK Cotinine
05112010000026 1 0031 -1 0 0 60.2 OK Cotinine
05112010000028 2 0035 -1 0 0 102 OK Cotinine
05112010000030 1 0036 -1 0 0 37.1 OK Cotinine
05112010000032 2 0039 -1 0 0 109 OK Cotinine
05112010000034 1 0040 -1 0 0 95.9 OK Cotinine
05112010000036 2 0043 -1 0 0 246 OK Cotinine
05112010000038 1 0045 -1 0 0 56.7 OK Cotinine
05112010000040 2 0047 -1 0 0 136 OK Cotinine
05112010000042 2 0048 -1 0 0 103 OK Cotinine
(5112010000044 2 0049 -1 0 0 216 OK Cotinine
05112010000046 2 0050 -1 0 0 195 OK Cotinine
05112010000048 1 0051 -1 0 0 79.3 OK Cotinine
05112010000050 2 0052 -1 0 0 209 OK Cotinine
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Custom Run Subject Day Hour Minute Concentration Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05112010000052 2 0054 -1 0 0 190 OK Cotinine
05112010000054 2 0060 -1 0 0 229 OK Cotinine
05112010000056 2 0061 -1 0 0 120 OK Cotinine
05112010000058 2 0063 -1 0 0 214 OK Cotinine
05112010000060 1 0067 -1 0 0 46.7 OK Cotinine
05112010000062 2 0070 -1 0 0 212 OK Cotinine
05112010000064 1 0071 -1 0 0 75.9 OK Cotinine
05112010000066 2 0072 -1 0 0 118 OK Cotinine
05112010000068 2 0073 -1 0 0 150 OK Cotinine
05112010000070 2 0074 -1 0 0 139 OK Cotinine
05112010000072 2 0075 -1 0 0 286 OK Cotinine
05112010000074 1 0076 -1 0 0 97.8 OK Cotinine
05112010000076 2 0078 -1 0 0 194 OK Cotinine
05112010000078 2 0082 -1 0 0 124 OK Cotinine
05112010000080 1 0083 -1 0 0 93.7 OK Cotinine
05112010000082 2 0084 -1 0 0 110 OK Cotinine
05112010000084 2 0066 -1 0 0 189 OK Cotinine
05112010000086 2 0089 -1 0 0 217 OK Cotinine
05112010000088 1 0090 -1 0 0 20.7 OK Cotinine
05112010000090 1 0092 -1 0 0 29.4 OK Cotinine
05112010000092 2 0093 -1 0 0 193 OK Cotinine
05112010000094 1 0095 -1 0 0 90.2 OK Cotinine
05112010000096 2 0097 -1 0 0 191 OK Cotinine
05112010000098 1 0102 -1 0 0 303 OK Cotinine
05112010000100 2 0105 -1 0 0 238 OK Cotinine
05112010000102 2 0107 -1 0 0 427 OK Cotinine
05112010000104 1 0108 -1 0 0 90.5 OK Cotinine
05112010000106 1 0112 -1 0 0 91.0 OK Cotinine
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Custom Run Subject Day Hour Minute Concentration Sample Sample Analyte
ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05112010000108 2 0113 -1 0 0 247 OK Cotinine
05112010000110 2 0115 -1 0 0 142 OK Cotinine
05112010000112 | 0116 -1 0 0 48.6 OK Cotinine
05112010000114 2 0117 -1 0 0 255 OK Cotinine
05112010000116 2 0119 -1 0 0 176 OK Cotinine
05112010000118 1 0120 -1 0 0 23.1 OK Cotinine
05112010000120 2 0122 -1 0 0 345 OK Cotinine
05112010000122 2 0123 -1 0 0 230 OK Cotinine
05112010000124 2 0128 -1 0 0 163 OK Cotinine
05112010000126 1 0129 -1 0 0 68.4 OK Cotinine
05112010000128 2 0132 -1 0 0 273 OK Cotinine
05112010000130 2 0134 -1 0 0 167 OK Cotinine
05112010000132 2 0135 -1 0 0 200 OK Cotinine
05112010000134 3 0136 -1 0 0 185 OK Cotinine
05112010000136 3 0139 -1 0 0 279 OK Cotinine
05112010000138 2 0140 -1 0 0 572 OK Cotinine
05112010000140 3 0141 -1 0 0 154 OK Cotinine
05112010000142 3 0142 -1 0 0 383 OK Cotinine
05112010000144 3 0148 -1 0 0 231 OK Cotinine
05112010000146 3 0152 -1 0 0 344 OK Cotinine
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Table 9 Study Sample Concentrations for trans-3’-Hydroxycotinine

Custom Run  Subject Day Hour Minute Concentration Sample Sample Analyte

ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05112010000001 2 0002 -1 0 0 119 OK Trans-3-Hydroxycotinine
05112010000002 1 0004 -1 0 0 85.0 OK Trans-3-Hydroxycotinine
05112010000003 1 0005 -1 0 0 49.3 OK Trans-3-Hydroxycotinine
05112010000004 i 0007 -1 0 0 55.6 OK Trans-3-Hydroxycotinine
05112010000005 i 0010 -1 0 0 80.5 OK Trans-3-Hydroxycotinine
05112010000006 1 0013 -1 0 0 95.9 OK Trans-3-Hydroxycotinine
05112010000007 1 0017 -1 0 0 52.0 OK Trans-3-Hydroxycotinine
05112010000008 1 0018 -1 0 0 39.6 OK Trans-3-Hydroxycotinine
05112010000009 1 0022 -1 0 0 54.2 OK Trans-3-Hydroxycotinine
05112010000010 1 0024 -1 0 0 93.4 OK Trans-3-Hydroxycotinine
05112010000011 1 0025 -1 0 0 37.0 OK Trans-3-Hydroxycotinine
05112010000012 1 0027 -1 0 0 20.0 OK Trans-3-Hydroxycotinine
05112010000026 1 0031 -1 0 0 16.8 OK Trans-3-Hydroxycotinine
05112010000028 1 0035 -1 0 0 64.5 OK Trans-3-Hydroxycotinine
05112010000030 1 0036 -1 0 0 1.91 OK Trans-3-Hydroxycotinine
05112010000032 1 0039 -1 0 0 8.26 OK Trans-3-Hydroxycotinine
05112010000034 1 0040 -1 0 0 9.40 OK Trans-3-Hydroxycotinine
05112010000036 1 0043 -1 0 0 97.9 OK Trans-3-Hydroxycotinine
05112010000038 1 0045 -1 0 0 2.59 OK Trans-3-Hydroxycotinine
05112010000040 1 0047 -1 0 0 60.5 OK Trans-3-Hydroxycotinine
05112010000042 1 0048 -1 0 0 9.80 OK Trans-3-Hydroxycotinine
05112010000044 1 0049 -1 0 0 34.2 OK Trans-3-Hydroxycotinine
05112010000046 1 0050 -1 0 0 539 OK Trans-3-Hydroxycotinine
05112010000048 1 0051 -1 0 0 6.77 OK Trans-3-Hydroxycotinine
05112010000050 1 0052 -1 0 0 37.6 OK Trans-3-Hydroxycotinine
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Custom Run  Subject Day Hour Minute Concentration Sample Sample Analyte

1D ID Nominal Nominal Nominal (ng/mL) Condition Comments

05112010000052 2 0054 -1 0 0 143 OK Trans-3-Hydroxycotinine
05112010000054 1 0060 -1 0 0 46.0 OK Trans-3-Hydroxycotinine
05112010000056 1 0061 -1 0 0 87.9 OK Trans-3-Hydroxycotinine
05112010000058 1 0063 -1 0 0 253 OK Trans-3-Hydroxycotinine
05112010000060 1 0067 -1 0 0 2.32 OK Trans-3-Hydroxycotinine
05112010000062 1 0070 -1 0 0 56.6 OK Trans-3-Hydroxycotinine
05112010000064 1 0071 -1 0 0 27.8 OK Trans-3-Hydroxycotinine
05112010000066 1 0072 -1 0 0 49.4 OK Trans-3-Hydroxycotinine
05112010000068 1 0073 -1 0 0 61.1 OK Trans-3-Hydroxycotinine
05112010000070 1 0074 -1 0 0 18.7 OK Trans-3-Hydroxycotinine
05112010000072 1 0075 -1 0 0 29.0 OK Trans-3-Hydroxycotinine
05112010000074 1 0076 -1 0 0 64.6 OK Trans-3-Hydroxycotinine
05112010000076 2 0078 -1 0 0 146 OK Trans-3-Hydroxycotinine
05112010000078 2 0082 -1 0 0 104 OK Trans-3-Hydroxycotinine
05112010000080 1 0083 -1 0 0 8.06 OK Trans-3-Hydroxycotinine
05112010000082 1 0084 -1 0 0 10.0 0K Trans-3-Hydroxycotinine
05112010000084 1 0066 -1 0 0 731 OK Trans-3-Hydroxycotinine
05112010000086 1 0089 -1 0 0 36 OK Trans-3-Hydroxycotinine
(5112010000088 1 0090 -1 0 0 8.76 OK Trans-3-Hydroxycotinine
05112010000090 1 0092 -1 0 0 6.08 OK Trans-3-Hydroxycotinine
05112010000092 1 0093 -1 0 0 95.1 OK Trans-3-Hydroxycotinine
05112010000094 1 0095 -1 0 0 153 OK Trans-3-Hydroxycotinine
05112010000096 1 0097 -1 0 0 90.2 0K Trans-3-Hydroxycotinine
05112010000098 1 0102 -1 0 0 2.03 OK Trans-3-Hydroxycotinine
05112010000100 2 0105 -1 0 0 103 OK Trans-3-Hydroxycotinine
05112010000102 1 0107 -1 0 0 87.9 OK Trans-3-Hydroxycotinine
05112010000104 1 0108 -1 0 0 40.4 OK Trans-3-Hydroxycotinine
05112010000106 1 0112 -1 0 0 39.6 OK Trans-3-Hydroxycotinine
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Custom Run  Subject Day Hour Minute Concentration Sample Sample Analyte

ID ID Nominal Nominal Nominal (ng/mL) Condition Comments

05112010000108 2 0113 -1 0 0 186 OK Trans-3-Hydroxycotinine
05112010000110 1 0115 -1 0 0 16.8 OK Trans-3-Hydroxycotinine
05112010000112 1 0116 -1 0 0 64.1 OK Trans-3-Hydroxycotinine
05112010000114 1 0117 -1 0 0 80.0 OK Trans-3-Hydroxycotinine
05112010000116 1 0119 -1 0 0 60.8 OK Trans-3-Hydroxycotinine
05112010000118 1 0120 -1 0 0 3.57 OK Trans-3-Hydroxycotinine
05112010000120 2 0122 -1 0 0 151 OK Trans-3-Hydroxycotinine
05112010000122 1 0123 -1 0 0 56.7 OK Trans-3-Hydroxycotinine
05112010000124 1 0128 -1 0 0 13.3 OK Trans-3-Hydroxycotinine
05112010000126 1 0129 -1 0 0 12.5 OK Trans-3-Hydroxycotinine
05112010000128 1 0132 -1 0 0 30.4 OK Trans-3-Hydroxycotinine
05112010000130 1 0134 -1 0 0 26.2 OK Trans-3-Hydroxycotinine
05112010000132 1 0135 -1 0 0 16.9 OK Trans-3-Hydroxycotinine
05112010000134 2 0136 -1 0 0 41.2 OK Trans-3-Hydroxycotinine
05112010000136 2 0139 -1 0 0 43.1 OK Trans-3-Hydroxycotinine
05112010000138 2 0140 -1 0 0 5.01 OK Trans-3-Hydroxycotinine
05112010000140 2 0141 -1 0 0 39.8 OK Trans-3-Hydroxycotinine
05112010000142 2 0142 -1 0 0 497 OK Trans-3-Hydroxycotinine
05112010000144 2 0148 -1 0 0 81.0 OK Trans-3-Hydroxycotinine
05112010000146 3 0152 -1 0 0 298 OK Trans-3-Hydroxycotinine
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Table 10

Summary of Reassay for Analytical Reasons for Cotinine

Run | Reason Sample

ID Name

1 AAR  AA99122-02 05112010000001 0002 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000002 0004 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000003 0005 N/A Pl Day -1 Oh Om PL-1
| AAR  AA99122-02 05112010000004 0007 N/A P1 Day -1 Oh Om PL-1
| AAR  AA99122-02 05112010000005 0010 N/A PI Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000006 0013 N/A PI Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000007 0017 N/A P1 Day -1 Oh Om PL-1
| AAR  AA99122-02 05112010000008 0018 N/A P1 Day -1 Oh Om PL-1
| AAR  AA99122-02 05112010000009 0022 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000010 0024 N/A Pl Day -1 Oh Om PL-1
| AAR  AA99122-02 0511201000001 1 0025 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000012 0027 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000028 0035 N/A Pi Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000032 0039 N/A Pl Day -1 Oh Om PL-1
| AAR  AA99122-02 05112010000036 0043 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000040 0047 N/A P1 Day -1 Oh Om PL-1
I AAR  AA99122-02 05112010000042 0048 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000044 0049 N/A P1 Day -1 Oh Om PL-1
I AAR  AA99122-02 05112010000046 0050 N/A P1 Day -1 Oh Om PL-1
| AAR  AA99122-02 05112010000050 0052 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000052 0054 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000054 0060 N/A P1 Day -1 Oh Om PL-1
I AAR  AA99122-02 05112010000056 0061 N/A P1 Day -1 Oh Om PL-1
I AAR  AA99122-02 05112010000058 0063 N/A P1 Day -1 Oh Om PL-1
I AAR  AA99122-02 05112010000084 0066 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000062 0070 N/A P1 Day -1 Oh Om PL-1
| AAR  AA99122-02 05112010000066 0072 N/A P1 Day -1 Oh Om PL-1
I AAR  AA99122-02 05112010000068 0073 N/A P Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000070 0074 N/A P1 Day -1 Oh Om PL-1
I AAR  AA99122-02 05112010000072 0075 N/A P1 Day -1 Oh Om PL-1
| AAR  AA99122-02 05112010000076 0078 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000078 0082 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000082 0084 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000086 0089 N/A P1 Day -1 Oh Om PL-1
I AAR  AA99122-02 05112010000092 0093 N/A P1 Day -1 Oh Om PL-1
| AAR  AA99122-02 05112010000096 0097 N/A P1 Day -1 Oh Om PL-1
I AAR  AA99122-02 05112010000100 0105 N/A P1 Day -1 Oh Om PL-1
I AAR  AA99122-02 05112010000102 0107 N/A P1 Day -1 0h Om PL-1
| AAR  AA99122-02 05112010000108 0113 N/A P1 Day -1 Oh Om PL-1

Page 34 - Confidential



Cotinine and frans-3’-Hydroxycotinine in Human Plasma (K,EDTA)

Celerion Study AA99122-02

Run | Reason Sample

ID Name

1 AAR  AA99122-02 05112010000110 0115 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000114 0117 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000116 0119 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000120 0122 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000122 0123 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000124 0128 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000128 0132 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000130 0134 N/A P1 Day -1 Oh Om PL-1
1 AAR  AA99122-02 05112010000132 0135 N/A P1 Day -1 Oh Om PL-1
2 AAR  AA99122-02 05112010000134 0136 N/A P1 Day -1 Oh Om PL-1
2 AAR  AA99122-02 05112010000136 0139 N/A P1 Day -1 Oh Om PL-1
2 AAR  AA99122-02 05112010000140 0141 N/A P1 Day -1 Oh Om PL-1
2 AAR  AA99122-02 05112010000142 0142 N/A P1 Day -1 Oh Om PL-1
2 AAR  AA99122-02 05112010000144 0148 N/A P1 Day -1 Oh Om PL-1
2 AAR  AA99122-02 05112010000146 0152 N/A P1 Day -1 Oh Om PL-1
3 AAR  AA99122-02 05112010000137 0140 N/A P1 Day -1 Oh Om PL-2
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Table 11

Summary of Reassay for Analytical Reasons for rans-3’-Hydroxycotinine

Run
ID

Reason

Sample
Name

B s e et |

EEERERE

AA99122-02 05112010000001 0002 N/A P1 Day -1 Oh Om PL-1
AA99122-02 05112010000052 0054 N/A P1 Day -1 Oh Om PL-1
AA99122-02 05112010000076 0078 N/A P1 Day -1 Oh Om PL-1
AA99122-02 05112010000078 0082 N/A P1 Day -1 Oh Om PL-1
AA99122-02 05112010000100 0105 N/A P1 Day -1 Oh Om PL-1
AA99122-02 05112010000108 0113 N/A P1 Day -1 Oh Om PL-1
AA99122-02 05112010000120 0122 N/A P1 Day -1 Oh Om PL-1
AA99122-02 05112010000146 0152 N/A P1 Day -1 Oh Om PL-1
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Table 13. Summary of Reassays for Sample Investigation for frans-3’-Hydroxycotinine
% % % %
Reasons DifferenceDifferenceDifferenceDifference
for Original Reassay Reassay Reassay Mean CV% of Reassay 1 Reassay 2 Reassayl from Confirms Reported

Subject| Period Timepoint Analyte Reassay Units Value Value 1 Value2 Value 3 repeat Reassays  and 2 and 3 and3  Original Original Concentration
128 1 Day-10h THC VRC ng/mL 13300 13.700 14.000 14.200 13.967 1.802 2.166 1.418 3.584 5.013 Yes 13.300
134 1 Day-10h THC VRC ng/mL 26200 26500 27.900 27400 27.267 2602 5147 1.808 3.340 4.071 Yes 26.200
140 | Day-10h THC VRC ng/mL 5010 4680 5170 4870 4907 5.035 9.949 5.976 3.979 2.063 Yes 5.010
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Table 14. Incurred Sample Reproducibility Assessment for Cotinine
% of
Passing
Original Reassay Mean %o ISR
Subject | Period  Time Point Analyte  Units Value Value Value Difference Reproducible? Event?  Samples
0002 1 Day-10hOm  Cotinine ng/mL 214 207 211 3.32 Pass No 90.9
0007 1 Day-10h0Om  Cotinine ng/mL 325 333 329 2.43 Pass No
0017 1 Day-1 0hOm  Cotinine ng/mL 365 357 361 222 Pass No
0024 1 Day-10hOm  Cotinine ng/mL 355 351 353 1.13 Pass No
0031 1 Day-10hOm  Cotinine ng/mL 60.2 59.5 59.9 1.17 Pass No
0040 ] Day-1 0hOm  Cotinine ng/mL 95.9 94.2 95.1 1.79 Pass No
0048 1 Day-10hOm  Cotinine ng/mL 103 112 108 8.33 Pass No
0051 1 Day-1 0hOm  Cotinine ng/mL 79.3 80.6 80.0 1.63 Pass No
0060 1 Day-10hOm  Cotinine ng/mL 229 218 224 4.91 Pass No
0072 1 Day-10hOm  Cotinine ng/mL 118 L18 117 2.56 Pass No
0075 1 Day-10hOm  Cotinine ng/mL 286 286 286 0.00 Pass No
0082 1 Day-1 0hOm  Cotinine ng/mL 124 125 125 0.80 Pass No
0066 1 Day-1 0hOm  Cotinine ng/mL 189 185 187 2.14 Pass No
0089 I Day-10h0Om  Cotinine ng/mL 217 212 215 2:33 Pass No
0093 1 Day-1 0hOm  Cotinine ng/mL 193 190 192 1.56 Pass No
0105 1 Day-10hOm  Cotinine ng/mL 238 225 232 5.60 Pass No
0112 1 Day-10h0m  Cotinine ng/mL 91.0 933 92.2 2.49 Pass No
0116 1 Day-10hOm  Cotinine ng/mL 48.6 49.0 48.8 0.82 Pass No
0120 | Day-1 0hOm  Cotinine ng/mL 23.1 23.7 23.4 2.56 Pass No
0128 1 Day-1 0hOm  Cotinine ng/mL 163 163 163 0.00 Pass No
0134 1 Day-10hOm  Cotinine ng/mL 167 55.6 111 100.36 Fail Event
0140 1 Day -1 0hOm  Cotinine ng/mL 57 AAR N/AP N/AP Fail N/AP
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Table 15 Incurred Sample Reproducibility Assessment for frans-3°-Hydroxycotinine
% of
Passing
Original Reassay Mean %o ISR
Subject | Period  Time Point Analyte Units  Value Value Value Difference Reproducible? Event? Samples
0002 l Day -1 Oh Om  Trans-3-Hydroxycotinine ng/mL 119 120 120 0.83 Pass No 81.8
0007 1 Day -1 O0h Om  Trans-3-Hydroxycotinine ng/mlL 55.6 55.5 55.6 0.18 Pass No
0017 1 Day -1 Oh Om  Trans-3-Hydroxycotinine ng/mL 52.0 36.6 543 8.47 Pass No
0024 1 Day-1 Oh Om Trans-3-Hydroxycotinine ng/mL 93.4 93.5 93.5 0.11 Pass No
0031 1 Day-1 0h Om Trans-3-Hydroxycotinine ng/mL 16.8 17.0 16.9 1.18 Pass No
0040 1 Day -1 0h Om  Trans-3-Hydroxycotinine ng/mL 9.40 10.5 9.95 11.06 Pass No
0048 | Day -1 0h Om  Trans-3-Hydroxycotinine ng/mL 9.80 13.9 1.9 34.45 Fail No
0051 1 Day -1 0h Om  Trans-3-Hydroxycotinine ng/mL 6.77 6.90 6.84 1.90 Pass No
0060 1 Day -1 0h Om  Trans-3-Hydroxycotinine ng/mL 46.0 47.9 47.0 4.04 Pass No
0072 1 Day -1 0hOm Trans-3-Hydroxycotinine ng/mL 494 493 49.4 0.20 Pass No
0075 1 Day -1 Oh Om  Trans-3-Hydroxycotinine ng/mL 29.0 32.4 30.7 11.07 Pass No
0082 1 Day-1 OhOm  Trans-3-Hydroxycotinine ng/mL 104 104 104 0.00 Pass No
0066 1 Day -1 Oh Om  Trans-3-Hydroxycotinine ng/mL 71.1 72.3 71.7 1.67 Pass No
0089 1 Day -1 Oh Om  Trans-3-Hydroxycotinine ng/mL 31.6 31.7 31.7 0.32 Pass No
0093 1 Day -1 0hOm Trans-3-Hydroxycotinine ng/mL 95.1 92.7 93.9 2.56 Pass No
0105 1 Day -1 Oh Om  Trans-3-Hydroxycotinine ng/mL 103 105 104 1.92 Pass No
0112 1 Day -1 Oh Om  Trans-3-Hydroxycotinine ng/mL 39.6 42.1 40.9 6.11 Pass No
0116 1 Day -1 Oh Om  Trans-3-Hydroxycotinine ng/mL 64.1 65.0 64.6 1.39 Pass No
0120 1 Day -1 0h Om  Trans-3-Hydroxycotinine ng/mL 3.57 3.43 3.50 4.00 Pass No
0128 1 Day -1 O0h Om  Trans-3-Hydroxycotinine ng/mL 13.3 29.3 21.3 75.12 Fail Event
0134 1 Day -1 Oh Om  Trans-3-Hydroxycotinine ng/mL 26.2 4.69 15.4 139.68 Fail Event
0140 1 Day -1 0h Om  Trans-3-Hydroxycotinine ng/mL 5.01 40.6 22.8 156.10 Fail Event
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ATTACHMENTS
Attachment 1 General List of Abbreviations used at Celerion

Abbreviations are used in this document as applicable.

Abbreviation Description

i & Degree Celsius (centigrade)

ng Microgram

AAR Above the acceptable range

AB Applied Biosystems

API Stmospheric pressure ionization

ASCII American standard code for information interchange
BAM Bioanalytical method

BLK Blank

BLQ Below limit of quantification

cc Conventional Cigarette

CDER Center for Drug Evaluation and Research
CFR Code of Federal Regulations

CRO Contract research organisation

cv Coefficient of variation

Da Dalton

DCU Diluted concentration unreliable

DFNR Dilution factor not reliable

DQC Dilution quality control sample

ELISA Enzyme-linked immunosorbent assay
EDTA Ethylenediaminetetraacetic acid

EQB Exceeding quadratic bounds

EXT Extraction

fg Femtogram

g Gram

GLP Good laboratory practices

h Hour

HDPE High density polyethylene

HPLC High performance liquid chromatography
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Abbreviation Description

HSR High standard removed

D Identifier

INC Incongruous

INS Instrumentation

IS Internal standard

ISA Insufficient volume for full analysis
ISP Incomplete sample processing
ISR Incurred sample reproducibility
ISV Insufficient volume

IVR Insufficient volume to reassay
L Litre, liter

LLOQ Lower limit of quantitation
LNK Celerion, Lincoln site

M Molar

mg Milligram

mL Millilitre, milliliter

mol Mole

MS Mass spectrometry

MW Molecular weight

n Number of data points

N/AP Not applicable

N/AV Not available

NFV Not full volume

ng Nanogram

No. Number

NU Not used

OECD Organization for Economic Cooperation and Development
PD Period

PE Picogram

QcC Quality control

QCs Quality control samples

R.E. Relative error

REF Reference
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Abbreviation Description

RI Reinjection

RIA Rarioimmunoassay

RT Room temperature

RR Reanalysis

RVL Remaining volume low

S.A. Smoking Abstinence

S.D. Standard deviation

SOpP Standard operating procedure
SPE Solid-phase extraction

SST System suitability test

STD Standard

Sub Subject

SVD Sample volume depleted

TBD To be determined

Temp Temperature

THS Tobacco Heating System
UCR Unacceptable chromatography
UISR Unacceptable internal standard response
ULOQ Upper limit of quantitation
U.S. FDA United States Food and Drug Administration
USP US pharmacopeia

X Mean

Page 45 - Confidential



Cotinine and trans-3'-Hydroxycotinine in Human Plasma (K;EDTA)
Celerion Study AA99122-02

Attachment 2 Temperature Definitions at Celerion

Values for temperatures are nominal temperatures representing the following temperature ranges:

Nominal temperature Temperature Range
-80°C -65°C to -90°C
-20°C -10°C to -30°C

5°C 2°C to 8°C

Room temperature 15°C to 25°C

24°C 22°C to 26°C
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Attachment 4 General List of Calculation Formulae

1 n
Mean: Xpean = Z X
n i=1
s 1 ¢ 2
Standard Deviation (SD): SD = o Z (X; = Xytean )
=193
Precision (RSD, CV): CV % = (SD / Xpean) + 100
Accuracy (% Theoretical): Accuracy % = (X / Xnominal) + 100

Accuracy of Mean % = (Xmean / Xnominat) + 100

Inaccuracy (% Bias, % RE): Bias % = ((X - Xnominat) / Xnominat) * 100

Bias of Mean % = ((Xmean - Xnominal) / Xnominal) * 100

X = value (e.g. analyte concentration, OD value, cpm value, peak signal)
n = number of values X
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Attachment 5 Reassay Descriptions

Analytical Reason (Code)

Description

Above the Accepted Range (AAR)

Identifies a study sample whose calculated concentration is greater than
the upper limit of quantitation (ULOQ). This study sample will be diluted
before being reassayed.

Diluted Concentration Unreliable
(DCU)

Identities a study sample that has been diluted and determined to have a
concentration below LLOQ (BLQ, below limit of quantification) before
correction for the final dilution factor.

Dilution Factor Not Reliable (DFNR)

[dentifies a study sample that has been diluted, and determined to have a
measurable concentration, however >50% of the dilution QC samples
(having the same dilution factor) did not meet their acceptance criteria.

Identifies a dilution QC sample that does not fulfil the acceptance
criterion and is excluded from the DQC statistics.

Highest / Lowest Standard Removed
(HSR / LSR)

If the working range of the method is truncated as a result of

- the ULOQ calibration standard being rejected or unavailable (e.g.
incomplete sample processing or incomplete instrument analysis,
unacceptable chromatography), all study samples with concentrations
greater than the highest acceptable standard are identified as ‘highest
standard removed’ (HSR).

- the calibration standard at the LLOQ being rejected or unavailable (e.g.
incomplete sample processing or incomplete instrument analysis,
unacceptable chromatography), all study samples with concentrations
below the lowest acceptable standard are identified as ‘lowest standard
removed’ (LSR).

Incomplete Sample Processing (ISP)

Identifies a study sample, calibration standard, or QC sample for which
data could not be obtained due to processing problems that occurred
during the extraction or assay documented by the analyst prior to
instrumental analysis.

Insufficient Volume for Reassay (IVR)

Identified a study sample that has insufficient sample volume for
reanalysis (including all reccived splits)

Incomplete Instrument Analysis (IIA)

[dentifies a study sample, calibration standard, or QC sample for which
data could not be obtained due to processing problems that occurred
during HPLC injection or instrumental analysis and were documented by
the analyst.

Unacceptable Chromatography (UCR)

Identifies a study sample, calibration standard, or QC sample judged to
demonstrate unacceptable chromatography according to the applicable
Celerion procedures (e.g. split peak, poor peak symmetry, unseparated
interference).
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Attachment 6 Certificates of Analysis
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C-016
FNO61T10-01
Revision 1
Page 2 of 7
Standard Solution Assay Parameters Calibration Curve
Analysls Method: GCFID Calibration Curve: Lincar Regression
Column: DB-5ma, 30 m x 0,53 mm 1D, 1.5 pm film thickness Number of Polnts: 4
Temp Program: B0°C 1o 200°C al 40°C/rmin Ligearity {r): 1000
200°C to 260°C wt 1 5*Clmin (hold 1.5 min}
Tnjecter Temp: Cool-on-Column
Detector Temp: 2s°c
Neat Material Data
Compound Name: {-HCotinine Chemical Formula: CioH N0
G d Lot: ? 01 CAS Number: AB6-56-6
Molecular Welght: 176.22
Neat Material Ch fooa g |
(Analytical Test Method Results
| Primary Chromatographic Purity by GC/FID Analysis SP10-0101 99.4%
|Secondary Chromatographic Purity by HPLC/PDA Anslynis SP10-0102 99.1%
Identity by GC/MS Analysis : SP1O-0105 Consistent with Structure
Identity by 'H-NMR Analysis USP <761, SPL0-01 16 Consiatent with Structure
|Residual Solvent Analysis by GC/FID Headspace - - AM1087 ' None Detected
Illuidlni Water Analysis by Karl Fischer Coulometry USP <921>, SP10-0103 3.06%
k‘hinl Purity Analysia by Specific Rolation 3 SP10-0133 [a]”p= -20.4°  c=0.3134, methanol)
Factor 96,32%
* Primary purity is caleulaied as th age of two ind denl i d dnalyses utilizing rwo different methods, Acceptance crileria requires the
purity values ta be within 0.5% of each other. e
+ The primary graphic purity value is used 1o calculate the Purity Factor,
» A secondary chromatographic purity method is utilized as a control.
¢ Purity Factar = [{ 100 - wi% residual solvent - wi% residual water - wi% residual inorganics) x Chromatogmphic Purity/100],
» Purity facior does not include adjusiment for chiral andior isolopic purity,
! Vatidated analytical method

Carilliont Corporation 811 Paloma Drive, Sue A, Round Rock, TX 78645 BOC-848-7837 / 512:2389574
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C-016
FNO61710-01
Revision |
Page 7 of 7
COA Revision History
Revislon No. Date I Reason for Revision
00 7/26/2010 _ |Initial version
0l 1/11/2012 _ |Revised Storage condition from "Refrigerate or freeze" to "Store in freezer.”
Ceuillian Corporction 811 Paloma Diive, Suite A, Round Rock, TX 78665 8008487837 / 5122389974
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Attachment 7 Bioanalytical Method Summary
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PMI RESEARCH & DEVELOPMENT

BIOANALYTICAL METHOD SUMMARY (BMS)

Dioc No: FOR_OMO00498 — CRZ04A2 Varsion N*: 20 Page t6i2
Blomarker: trans-3"-hydroxycotini Matrix: Plasma
MVR/SOP no. & date: AA33664-01 / 17-Sep-2012 CRO/Laboratory: Celerlon-Lincoln
LLOQ: 1.00 ng/mL uLOQ: 100 ng/mL
Validation | 7 Fuil I~ Partial I~ Cross
c ts (required for Partial/Cross):

Assay: ¥ Chromatographic I Ligand binding I” Enzymatic I~ Otner

escribe:
™ LC/imMs W LC/Ms/MS [ GC/MS ™ GC/MS/MS
I ELISA
Equif and short description of ion and analysis: An aliquot of human plasma containing the analyte and
| dard was using a solid-phase extraction procedure. The extracted samples were analyzed by a

HPLC equipped with an AB SCIEX API 5000™ or QTR 5500 mass spectrometer. Positive ions were
manitored in the multiple reaction monitoring (MRM) mode. Quantitation was determined using a weighted linear
regression analysis (1/concentration®) of peak area ratios of each analyte and internal standard.

Selectivi tivit . | Mo significant matrix effect was observed in 4 of the 6 human plasma (EDTA)}
o e @foCt: | 1ots that were spiked near the concentration of the LLOQ and in any of the 6
human plasma (EDTA) lots that were spiked near the concentration of the high

QC sample
Accuracy: Intra-batch: -6.6 to 4.0% R.E.
Inler-bateh: -4.2 to 1.3% A.E.
Precision: Intra-batch: 1.7 to 4.7% C.V.
— Inter-batch: 2.3 103.7% C.V.
Recovery: 75% at 2.00 ng/mL In human plasma

77% at 10.0 ng/mL in human plasma
76% at 75.0 ng/mL in human plasma

Freeze and thaw stability: 61 cycles in polyprapylene tubes at -20°C under white light
7 treeze/cycles in polypropylene tubes at -20°C under UV-shielded light

Short-term temperature stablilty: 27 hours In polypropylene tubes at ambient temperature under white light

Long-term stabllity: 184 days in polypropylene tubes at -20°C
Stock solution stability: 572 days at 1000 pg/mL In water in a polypropylene container at -20°C
Post-preparative stability: 135 hours in a polypropylene 96 well plate at 5°C

Accreditation/ GLP compliance/ GLP Compliance as Assay Validation conforms to Celerion Standard
QA mtatomonts: Operating Procedures which were written in compliance with FDA:
Guidance to Induslry “Bioanalytical Method Validation™
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Attachment 8 Chromatograms

Total number of pages including this page: 97
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Sponsor: Philip Morris Products S.A. Study Number: ZRHM-PK-05-JP
STATUS: FINAL VERSION: 1.0 DATE:31 March 2014

Final Report

Bioanalysis of COHb in Human Whole Blood
In Support of Clinical Study Protocol (ZRHM-PK-05-JP)

Title of the clinical trial:

A single-center, open-label, randomized, controlled, crossover study to investigate the nicotine
pharmacokinetic profile and safety of Tobacco Heating System 2.2 Menthol (THS 2.2
Menthol) following single use in smoking, healthy subjects compared to menthol conventional
cigarettes and nicotine gum

Sponsor: Philip Morris Products S.A.
Quai Jeanrenaud 5
2000 Neuchatel
Switzerland
Study number: ZRHM-PK-05-JP
Analyte: Carboxyhaemoglobin (COHb)
Matrix Human Whole Blood
Anticoagulant: Sodium Heparin
Method: CO-oximetry
Testing facility: Tokiwa Analytical Laboratory in Tokiwa
Chemical
Industries Co., Ltd.
4-16-22, Kami-ikebukuro, Toshima-ku, Tokyo,
170-0012,
Japan
Beginning of the analysis 22/08/2013
Termination of the analysis 11/11/2013

Confidentiality Statement

Contents may not be used, divulged, published, or otherwise disclosed without the written
consent of Philip Morris Products S.A.
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Sponsor: Philip Morris Products S.A. Study Number: ZRHM-PK-05-JP
STATUS: FINAL VERSION: 1.0 DATE:31 March 2014

Statement

Statement
The requested clinical tests for the trial listed below were conducted in strict observance of the SOP
created by our company, and based on the Clinical Laboratory Technicians Law (the enforcement

regulation No.24, 21 July 1958, Ministry of Health and Welfare, Japan).

Description

Study title: Bioanalysis of COHb in Human Whole Blood
In Support of Clinical Study Protocol (ZRHM-PK-05-JP)

Study number: ZRHM-PK-05-JP
Analyte: Carboxyhemoglobin (COHb)
Period of the analysis: 22/08/2013 to 11/11/2013

Testing facility: Tokiwa Analytical Laboratory in Tokiwa Chemical Industries Co., Ltd.
4-16-22, Kami-ikebukuro, Toshima-ku, Tokyo, 170-0012, Japan

Concluded

Mitsuaki Kameko /V’ /(a me l(b Date 09-4P v — v/
Responsible for accuracy management

Tokiwa Chemical Industries Co., Ltd.
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Commission

Title Bioanalysis of COHb in Human Whole Blood
In Support of Clinical Study Protocol (ZRHM-PK-05-JP)

Study Number ZRHM-PK-05-JP

Objective The purpose of this study is to investigate Carbon Monoxide (CO)
exposure by measuring COHb in blood, which is one of the biomarker of
exposure (BoExp).

Regulatory Clinical Laboratory Technicians Law (The enforcement regulation No.24,

compliance 21 July 1958, Ministry of Health and Welfare, Japan)

Coverage for Not applicable

QualityAssurance | Raw data was not inspected by Quality Assurance Unit (QAU).

Unit inspection

CoHb analysis Name

service providing | Address

facility

Representative

Responsible
person
Contact TEL: —
information
Contractor Name Tokiwa Chemical Industries Co., Ltd.
Address 4-16-22, Kami-ikebukuro, Toshima-ku, Tokyo,
170-0012, Japan
Testing facility Name Tokiwa Analytical Laboratory in Tokiwa Chemical
Industries Co., Ltd.
Address 4-16-22, Kami-ikebukuro, Toshima-ku, Tokyo,

170-0012, Japan

Study director | Kiyotaka Ishikawa Leader of Study Test
Group

Contact TEL : 03-3940-7768 FAX : 03-3940-7689

information

Study staff Takako Hayashi et al Study Test Group
Duration of study | Date of study 06-Jun-2013

initiation

Date of sample | 22-Aug-2013 to 11-Nov-2013

reception

Analysis period | 22-Aug-2013 to 11-Nov-2013

Date of study 31-Mar-2014

completion
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Documents submitted to the sponsor

Document Number Remarks
SAMPLE ANALYSIS PLAN 1 Original
Final report 1(Original), 1(Copy) Original, Copy
All of the raw data and records | - .
Data storage
Coverage for * SAMPLE ANALYSIS PLAN (copy)
storage * Final report (copy)
Storage period | 15 years after completion of the study
Archives Data storage room in Tokiwa Chemical Industries Co., Ltd.
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Signatures of Study Director and Responsible for accuracy management

Title Bioanalysis of COHb in Human Whole Blood
In Support of Clinical Study Protocol (ZRHM-PK-05-JP)
Study Number ZRHM-PK-05-JP
Sponsor {:; }l, o 3¢ . 900G 2 sty
Christelle Haziza, PhD (Date)
Manager Clinical Science
Philip Morris Products S.A,
Study director

‘é{‘ I‘i[ﬂ/c_-w-q 3~ /Lfa-ﬁ»«—)-ofﬁé

Kiyotaka Ishikawa (Date)
Leader of Study Test Group
Tokiwa Chemical Industries Co., Ltd.

Responsible for accuracy
management /(/l X Ka wme Ko 0§~ AL,PY = ch
Mitsuaki Kameko (Date)

Responsible for accuracy management
Tokiwa Chemical Industries Co., Ltd

Test facility manager

ks swp o -fPr 2%

Tamiyoshi Hirasawa (Date)
Representative director
Tokiwa Chemical Industries Co., Ltd
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List of abbreviations

Study Number: ZRHM-PK-05-JP

DATE:31 March 2014

Abbreviation

Definition

COHb

Carboxyhemoglobin

CO

Carbon Monoxide

BoExp

1 B

Biomarker of Exposure

TCI Tokiwa Chemical Industries Co., Ltd.
SAP Sample Analysis Plan

IL Instrumentation Laboratory

tHb Total Hemoglobin concentration

QA Quality Assurance

QC Quality Control

SOP Standard Operating Procedure
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[. Summary

This report describes the determination results of COHb in human whole blood as a part of
Study Number: ZRHM-PK-05-IP roquested by#

Measurement was performed by the method that was previously validated in the final report of
“Validation for the determination of COHb in human whole blood containing sodium heparin”

(Data of Tokiwa Analytical Laboratory in Tokiwa Chemical Industries Co., L.td., June 22, 2007),

and consequently it was performed based on SOP No. 30-B-020-03 of Tokiwa Analytical
Laboratory in Tokiwa Chemical Industries Co., Ltd.

II. Materials and method
1. Analytical samples

Title of the clinical trial A single-center, open-label, randomized, controlled,
crossover study to investigate the nicotine
pharmacokinetic profile and safety of Tobacco Heating
System 2.2 Menthol (THS 2.2 Menthol) following single
use in smoking, healthy subjects compared to menthol
conventional cigarettes and nicotine gum

Clinical trial No. ZRHM-PK-05-JP

Operation protocol No. CLS2013-033

Matrix Human Whole Blood

Anticoagulant Sodium Heparin

Sampling point 5 points (PRIOR TO PRODUCT, 15 MINUTES,

60 MINUTES, 4 HOURS, 12 HOURS) each Day! and
Day3

Condition at reception 1-10°C , with cold pack

Number of subjects 62

Number of received samples 614

Number of analyzed samples 614

Storage condition 1-10°C

Term of validity Analyzed within 3 weeks afer collection

Handling after analysis Residual samples were destroyed at TCI after analysis
without delay.

2. Analytes

COHDb in Human Whole Blood

3. Reagents

3.1. Purchased reagents
Name Manufacturer Storage condition
IL Cal Dye Instrumentation Laboratory 17-28°C
go]:::olflé) mT“’:iSr())-OXImeter Instrumentation Laboratory 1-10°C
Zeroing Solution Instrumentation Laboratory 17-28°C
Diluent Instrumentation Laboratory 17-28°C
Cleaning Agent Instrumentation Laboratory 17-28°C
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M. Results
1. Aceuracy control
QC Analyte
il Lot No. COHb Conclusion
P Acceptable range (%) | Measured values (%)
NO0820706 | 55.0-65.0 60.2 conform
Level #1
NO0132447 | 57.7-61.1 60.3-60.4 conform
N0820705 1.0-7.0 3.7 conform
Level #2
NO132446 | 1.5-4.9 3.5-3.7 conform
N0820707 | 20.0-26.0 24.0 conform
Level #3
N0233014 | 19.7-23.1 21.7-21.9 conform
Reference of table 2 QCs results of COHb ZRHM-PK-05-JP samples (COHb)
Analyte
QC samples | Lot No i Conclusion
P ’ Acceptable range Measured values
(g/dL) (g/dL)
N0820706 | 15.9-18.0 17.3 conform
Level #1
NO0132447 | 15.9-17.3 16.7-17.0 conform
NO0820705 | 12.5-14.5 13.7 conform
Level #2 .
NO0132446 | 12.3-13.5 13.1-13.3 conform
N0820707 | 5.5-8.0 6.7 conform
Level #3
N0233014 | 6.8-7.8 7.3-7.4 conform

Reference of table 2 QCs results of COHb ZRHM-PK-05-JP samples (tHb)

2. Raw data

The raw data obtained in this study are shown in Tables 1 to 3.
The results (Table 1) of calibration (tests were performed within 1 month of the most recent
calibration) and the measurement results (Table 2) from the measured QC samples on each
measurement day were within the control range designated by the Instrumentation Laboratory.
Fibrin precipitation was observed in the sample from Subject ID 0140, at Visit Day 1 (Time
Point: 4 HOURS). A reference comment was added for this sample due to fibrin precipitation.
(“Data could be affected by fibrin” was entered in the Supplementary Comment 1 space (Table

3).)

I'V. Discussion

The results in accuracy control satisfied the acceptance criteria.
The determination was conducted within the period of storage (3 weeks after collection) in
which the stability was confirmed. No unrealistic data was noted in the assay.
The Raw data measured this study were obtained in the expected and acceptable experimental
conditions regarding the study plan and the purpose of the study.
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V. Conclusion

No unforeseeable events that may have adversely affected the reliability of the study and
deviations from the analytical protocol was noted in this study.

The data obtained in this study can be judged reliable and can be used as *“ Blood biomarker of
exposure” in the main study ZRHM-PK-05-JP.

VI. References

(1) Final Report of “Validation for the determination of COHb in human whole blood
(Data of Tokiwa Analytical Laboratory in Tokiwa Chemical Industries Co., Ltd., June
22,2007)

(2) SOP No. 30-B-020-03 of Tokiwa Analytical Laboratory(June 30,2011)

(3) SAMPLE ANALYSIS PLAN

(4) Instruction manual of IL 682 CO-Oximeter

VII. ANNEXES

(1) Table 1  Calibration results

(2) Table 2  QCs results of COHb ZRHM-PK-05-JP samples

(3) | Table3 COHDb results of ZRHM-PK-05-JP samples
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Table 1  Calibration results
IL Cal Dye
Date of Actual
No. Remarks
performance Lot No. measurement
tHb (g/dL)
| 2013/8/15 N0921069 153
2 2013/9/9 N0921069 15.3
3 2013/10/4 N0921069 15.4
Due to a power outage (57 minutes: 8:49 — 9:46)
4 2013/10/17 N0921069 15.3 caused by a typhoon on 10/16, calibration was
performed on 10/17 to be certain of reliability.
5 2013/11/8 N0921069 15.3
Lot No. and Exp. date of IL Cal Dye
Lot No. Exp. date
N0921069 2016.01
Table2  QCs results of COHb ZRHM-PK-05-JP samples
o Ye— —— IL Muli-4"™ CO-Oximeter control solitions
No suple. || recced :i:t;:: T I_erl#l[ L«:l =uzt |.emu1|n'3t
reception | samples samples | ot No i unit | Lot No o unit | Lot No A unit
measurement measurement measurement
_tHb | 173 | (gidl) Wy | 137 | (gdl) b | 67 | (gt}
|| 2013822 10 zmmi 10 | NO820706 |-t o Nmo?f Com| 37 | ) NOB20707 [ o T (o)
tHb | 167 | (gdl) tHb | 132 | (/L) o | 73 | (gfdL)
2 | 20130n2 120 I _E)l}";?flz 120 | NOI2447 |- ot e ..Nmmqﬁ comb| 37 | o) N0233014 Cors| 217 | 9
tHb | 17.0 | (wdl) b | 133 | {paL) Wb | 74 | (wa)
3| 20130027 160 | 20109728 | 160 | NOISAAT |t s = NOIS2AAG [t — = NO2304 |t — =4
tHb | 169 | (wdl) Hb | 132 | (gdl) Hb | 7.4 | (gaL)
4 | 20131007 94 | 20130007 [ 94 | NOII2AAT |- oo NOII2AAS | et NO20M | — =t
b | 169 | (gdl) e | 131 | (wdl) tHb | 74 | (gdL)
s | 200mm 130|201 | 130 | NO1I2AAT |-o e NOII2Ad6 -t | NOZma0ld [ =
Acce plable e of IL Multi-4"" CO-Oximeter control solutions (NOS21071, Exp. date 2013.11)
Level #1 Level #2 Level #3
Lot No Acrc::ﬂhle ik Lot No Ac:eptnb[e il Lot No ﬁr.;:::mble i
_tHb [159-180] (g7di,) tHb | 125145 (ghl) _AHb | 5580 | (/L)
NOB2008 | o | ss0s0] (56 | P25 [eom| 1o70 | ey | V0RO com:l?mu (%)
Aceeptable range of 1L Multi-4™ CO-Oximeter control solutions (NO132817, Exp. ite 2014.04)
Level i Level #2 Lovel #3
Lot No Acceplable o Lot No Acceptable it Lot No Acceptable i
m rg]ryE range
b [ 159173 (gl tHh [ 123-135] (g/dL) Hb | 6878 | (g/dl)
O3 COHb | 577601 | (24) MR COHb| 1549 | (%) NO2330U P e T iz | (54
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Table3  COHb results of ZRHM-PK-05-JP samples
£
b E
E
£ S
1|l
: ; LG N
g 2 e |8 2 %[ |%
§ 3 | 2 |s & s £|3
& 8 s e a |t |& @ : & |53
IZAHM-PK-05-JP |Ageo Medical CL _ |Dayl |PRIOR TO PRODUCT 0002 |AGE {2013/08/18 107:27 [COHb [2.5 %
IZRHM-PK-05-JP |Ageo Madical CL_ |Day! |15 MINUTES 0002 [AGE |zmamann 07:45 |COHb [26 |%
ZRHM-PK-05-JF M Dayl |60 MINUTES 0002 |AGE |gUISKDBf18 |08:30 JCOHb [2.7 I%
IZR!-IM-PK—05~JP \Ageo Medical L [Dayl |4 HOURS 0 AGE |2013/08/18 111:30 |COHb |28 |%
IZRHM-PK-05-JP |Ageo Medical CL  |Dayl |12 HOURS 0002 (AGE 12013/08/18 |19:30 ICOHb {30 I%
IZRHM-PK-05-JP |Agoo Medical Gl |Day3 |PRIORTQ P & AGE [2013/08/20 Jo7:27 |cOHb [3.1 1w
ZRHM-PK-05-JP [Ageo Medical CL_ |Day3 |15 MINUTES 0002 |AGE [2013/08/20 [07:45 |coHb [4.1 %
ZRHM-PK-05-JP |Ageo Medical GL _ |Day3d |60 MINUTES 1m_oz AGE |7013/08/ IcOHb |38 |%
ZRHM-PK-05-JP |Ageo Medical CL_ |Day3 |4 HOURS 0002 |AGE |2013/08/20 [11:30 |COHb [3.9 |8
ZRHM-PK-05-JP lAgeo Medical CL  |Dayd |12 HOURS AGE |2013/08/20 COHb |34 %
[ZRHM-PK-05-JP |Ageo Medical L |Dayl |PRIOR TO PRODUCT AGE | COHb s
ZRHM-PK-05-JP |Ageo Medical CL_ |Dayl |15 MINUTES AGE |2013/06/18 |08&:53  |COHb L)
ZRHM-PK-05-JP lAgeo Medical CL _ [Dayl |60 MINUTES AGE |2013/08/18 |08:38 |COHb
ZBHM-PK-05-JP |Ageo Medical CL _ |Dayl L HOURS % FOIMQ_Q;’IB 12:38 |COHb
ZRHM-PK-05-JP |Ageo Medical CL _ [Dayl 2 HOURS AGE |2013/08/18 {2038 |COHb (26 |
ZRHM-PK-05-JP |Ageo Medical CL AGE |2013/08/20 |08:52 |COHb 13.0 |%
~PK-05-. (Ageo Madical CL [Dayd (15 MINUTES AGE 12013/08/20 [09:10 |COHb 13.0 [%
RHM-PK-05-JP |Ageo Medical CL _ [Day3 IBO MINUTES AGE |12013/08/20 [08:55 |COHb 126 |§
|ZRHM-PK-06-JP |Ageo Medical CL__|Day3 |4 HOURS AGE |2013/08/20 |12:55 |COHb 3.
|ZRHM-PK-05-JP |Ageo Medical CL__ |Dayd |12 HOU AGE |2013/08/20 [2055 |COHb |
ZRHM-PK-05-JP |Ageo Medical GL |[Dayl [PRICR TO PRODUCT _|0005 |AGE |2013/08/18 [08:01 [COHb
ZRHM-PK-05-JP |Ageo Medieal CL_ |Day! |15 MINUTES |AGE |2013/08/18 _[08:19  [COHb |2
[ZAHM-PK-05-JP A;g' o Medical CL IDaﬂ 160 MINUTES AGE [2013/08/18 |09:04 |COHb [2.9 [%
[ZRHM-PK-05-JP |Ageo Medical GL_|Day! |4 HOURS 0005 r&f_zmamyw 12.04 |COHb |24 f§
ZRHM-PR-05-JP |Ageo Medical CL |Dayl |1 RS 0005 [AGE [2013/08/18 120:04 |COHb |21 |%
ZRHM-PK-05-JP |Ageo Madical CL  |Day3 |PRIOR TO PRODUCT 0005 |AGE |2013/08/20 |08:01 |COHb (26 |%
IZAHM-PK-05-JP |Ageo Medical C IDayd |15 MINUTES 0005 2013/08/20 ;19 |COHb |33 |%
ZRHM-PK-05-JP |Ageo Medical CL _|Da; G0 MINUTES 0005 [AGE 12013/08/20 |09.04 |COHb |3.2 %
1ZEHM-PK-05-JP |Ageo Medical Gl |Dayd |4 HOURS IAGE 12013/08/20 |12:04 |COHb [33 [%
ZRHM-PK-05-JP |Ageo Medical CL_|Dayd |12 HOURS ||mo5 AGE |2013/08/20_|20,04  [COHb [26 [%
ZRHM-PK-05-JP |Ageo Medical CL Dayl |PRIORTO PRODUCT _|0010 |AGE [2013/08/18 |08:01 COHb j25 [%
-PK-05-JP |Ageo Medical Gl |Dayl |15 MINUTES 0010 |AGE |2013/08/18 |08:19 _ |COHb 38 |8
[ZRHM-PK-05-JP _|Ageo Medical CL_|Day! |60 MINUTES 0010 |AGE |2013/08/18 iﬂ&&!ﬂ Q_Qtlg__l;j,ﬁ %
ZRHM-PK-05-JP Ageo Medical L |Dayl |4 HOURS 0010 |AGE [2013/08/18 [12:04 [COHb 3.3 |%
-05-JP [Ageo Medical L |Dayl |12 HOURS 0010 |AGE COHb (29 |8
ZRHM-PK-05-JP |Ageo Medical CL |Dayd |PRIOR TO PRODUCT 0010 |AGE COHb {28 |8
gllfHM-PK‘-GQ—,jP Ageo Medical CL |Dayd |15 MINUTES 0010 |AGE COHb |28 %
ZRHM-PK-05-JP |Ageo Medical CL 80 MINUTES 1 COHb |29 |8
ZRHM-PK-05-JP |Ageo Medical CL |Day3 |4 HOURS AGE GOHb [32 %
ZRHM-PK-05-JP lAgeo Medical GL  [Day3 |12 HOURS A 013/08/20 |20:04 |COHb EE.
ZRHM-PK-05-JP |Ageo Madical CL |Dayl |PRIOR TO PRODUCT AGE [2013/08/18 0727 |COHb |24 |8
ZRHM-PIK-05-JP |Ageo Medical CL _|Dayl |15 MINUTES ms |2013/08/18 |07:45_ |cOHb |33 [%
HM-PK-05-JP |Ageo Medical CL  |Dayl |60 MINUTES AGE [2013/08/18 |08:30 JCOHb (35 |%
Ageo Medical CL |Dayl |4 HOURS AGE |2013/08/18 [1130 |GO 7
[Ageo Medical L |Day] |12 HOURS AGE |2013/08/18 |19:30 |COHb {21 |§
dical 3_|PRIOR TQ PRODUGT AGE |2013/08/20 [07:27 [coH
[Ageo Medical CL_ |Dayd |15 MINUTES AGE |2013/08/20 [07:45 |COHb [2.8
Ageo Medical L [Dayd |60 MINUTES AGE |2013/08/20 |08:30 |COHb |27 |%
Ageo Medical CL_ IDayd [4 HOURS AGE 12013/08/20 111:30 |GOH &
|Ageo Medical CL_|Dayd |12 HOURS AGE |2013/08/20 [19:30  [COHb (26 |
(Ageo Medical L |Day! |PRIOR TO PRODUCT AG COHb |28 |%
iAgoo Medical CL_ |Dayl |16 MINUTES
[Ageo Medical L |Dayl |60 MINUTES COHb |25 |%
Ageo Medical G [Dayl [4 HO COHDb [25 %
Azeo Medical CL_ [Dayl [12 HOURS 2013/08/18_|20: COHb 25 |8
\Ageo Medical GL |Day3 |PRIOR TO PRODUCT 013/08/20 |08:35 [GOHb |27 |%
Ageo Madical CL [Dayd |15 MINUTES AGE |2013/08/20 |08:53 |COHb [25 |%
IZAHM-PK-05-JP Ageo Medical Gl IDayd |60 MINUTES AGE 12013/08/20 |09:38 |COHb |28 |&
ZRHM-PK-05-JP |Agen Medical L |Day3 |4 HOURS AGE [2013/08/20 [1228 [GOHb (26 |%
ZRHM-PK-05-JP |Ageo Medical Dayd |12 HOURS AGE |2013/08/20 [2038  [COHb |26 I8
\ZEHM-PK-05-JP |Ageo Medical CL_ |Dayl |PRIOR TO PRODUCT AGE [2013/08/18 |08:52 |COHb |26 |8
ZRHM-PK-05-JP |Ageo Medical CL |Dayl |15 MINUTES AGE [2013/08/1 .10 [coHb [25 |8
ZRHM-PK-05-JP |Ageo Medical CL [Dayl [60 MINUTES AGE |2013/08/18 |0955 |COHb |25 [%
I_QRHM“PK—%—JP |Ageo Medical CL [Dayl [4 HOURS |AGE |2013/08/18 12:65 COHbl- %
ZRHM-PK-05-JP |Ageo Medical GL  |Dayl |12 HOURS AGE [2013/08/18 |gu-§§ GOHb (26 |%
|ZRHM-PK-05-JP |Ageo Medical CL_ |Dayd |PRIOR TO PRODUCT AGE |2013/08/20 |DB:52  |COHb |25 &
|ZRHM-PK-05-JP |Ageo Medical Gl 1Day3 |15 MINUTES AGE [2013/06/20 |p9:i0_ |GOHB 26 |%
ZRHM-PK-05-JP [Ageo Medical CL | 0 MINUTES AGE anraxqggg_lﬁﬁ COHb 125 |%
ZRHM-PK-06-JP |Ageo Medical CL__|Day3 |4 HOURS AGE 12013/08/20 |12:55 |COHb [25 [§
ZRHM-PK-05-JP [Ageo Medical GL |Dayd [12 HOURS GE [2013/08/20 |2055 [COHb |26 !r.
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M-PK-05-JP |Ageo Medical GL_|Dayl |PRIOR TO PRODUGT _[0022 | coHb 25 [8
ZRHM-PK-05-JP _|Agoo Medical G [Dayl [15 00 [COHb (2.7 |8
ZRHM-PK-05-JP _|Agea Medieal CL_|Dayl |60 MINUTES 00! GOHb (27 |5
ZRHM-PK-05-JP_|Ageo Medipal CL_|Dayl |4 HOURS 002 COHb [28 |%
ZRHM-PK-05-JP_|Agao Medical CL_|Dayl |12 HOURS 002 [CoHb [25 |5
ZRHM-PK-05-JP _|Ageo Medical CL_ |Dayd |PRIOR TO PRODUCT _|002 COHb (2.7 [%
(ZAHM-PK-05-JP |Ageo Medical CL  |Dayd |15 MINUTES 0022 COHb (25 %
ZAHM-PK-05-JP_|Ageo Medical GL_[Dayd |60 MINUT 00 coHp [28 |8
(ZAHM-PK-05-JP |Agoo Medical CL  |Dayd |4 HOURS 0022 |A GCOHb [2.5 |8
ZRHM-PK-05-JP_|Ageo Medical CL_|Dayd |12 HOURS 0022 |7 COHb 2.
ZRHM-PK-05-JP |Ageo Medical CL_ |Day! [PRIOR TO PRODUCT |0024 1A COHb
ZRHM-PK-05-JP_|Agao Medical GL_|Day! |15 MINUTES 0024 COHb {29
[ZAHM-PK-05-JP |Ageo Medical CL D 60 MINUTES 002 COHb
ZRHM-PK-05-JP_|Ageo sl G |Day! |4 HOURS 007
| ZAHM-PK-05-JP _|Ageo Medical CL__|Day! |12 HOURS 0024
~05-JP_|Ageo Modial CL__|Day3d _|PRIOR TO PROD
ZRHM-PK-05-JP _|Agoo Medical G |Dayd |15 MINUTES 0024
PK-05- I Day3 |60 MINUTES
ZRHM-PK-05-JP |Ageo Medicsl L |Dayd |4 HOURS 0024
ZRHM-PK-05-JP _[Aguo Medical L |Day3 |12 HOURS 0024
ZRHM-PK-05-JP |Ageo Medical G |Dayl |PRIOR TO PRODUCT _|0025 |AGE [2013/08/18 |08:16
AM-PK-05-JP_|Agoo Medical CL__|Dayl |15 0025 |AGE [2013/08/18 |08:36
ZRHM-PK-05-JP |Ageo Medical CL_ |Dayl |60 MINUTES 0025 |AGE [2013/08/18 [09:21
|ZRHM-PK-05-JP lAgoo Medical L |Day! OLIRS D025 |AGE 12013/08/18 112:21
ZRHM-PK-05-JP _|Ageo Modiesl CL_|Day! |12 HOURS 0025 |AGE |2013/08/18 |20:2)
ZRHM-PK-05-JP |Agoo Medical CL_|Dayd |PRIOR TO PROD 0025 |AGE |2013/08/20 |08:18
ZRHM-PK-06-JP_|Ageo Medical CL[Day@ 15 MINUTES 0025 |AGE |2013/08/20 |08:36
ZRHM-PK-05-JP |Ageo Medicol GL_|Day3 |BO MINUTES  |po2s nsm
M-PK-05-JP_|Agoo Madical GL__|Dayd |4 HOUR 0025 |AGE 08/20
2RHM-PK-05-JP |Ageo Medicel CL_|Dayd |12 HOURS 0025 zozn
ZRHM-PK-05-JP |Ageo Medical CL  [Dayl |PRIOR TO PRODUCT [0027 |AGE 08 8:18
|ZRHM-Pi-05-JP_|Ageo Medical CL | 15 MINUTES 0027 _|AGE ‘ 36
ZRHM-PK-05-JP |Agso Medical CL__|Day! |60 MINUTES 0027 _|A 09:2 1
[ZRHM-PK-D5-JP _|Agea Modical GL__|Dayl OURS 0027 _|AGH !
M-PK-05-JP |Agoo Medigal CL__[Dayl |12 HOURS 0027 r_-_ mmm 021
ZRHM-PK-05-JP_|Ageo Medcal CL_[Dayd_[PRIOR TO PRODUGT _|0027 |AGE 12013/08/20 0618
ZRHM- - CL__|Day3 |15 MINUTES 0021 12013/08/20 |08:36
ZRHM-PK-05-JP |Ageo Medical CL__|Dayd |60 MINUTES 0027 ms 12013/08/20 |09:21
ZAHM-PK-05~JP |Agon Medical CL_ [Day3 |4 HOURS 0027 |AGH 1 2:21
|ZRHM-PK-05-JP _|Ageo Medical CL_|Day3 |12 HOURS 00 GE |20 2021
ZRHM-PK~05-JP_|Ageo Medical GL__|Day] |PRIOR TO PRODUGT _[00a1 0721
ZRHM-PK-05-JP _|Agoo Medical CL_ [Dayl |15 MINUTES 0031 [AGE |2013/09/08 |07:45
ZRHM-PK-05-JP _|Ageo Medical CL_|Dayl |00 MINUTES 0031 |AGE on.ao
-PK-05- 00 Medical Dayl |4 HOURS 0031 |AGE [2013/00/08 [11:
| ZRHM-PK-05-JP |Ageo Medical CL__|Day! |12 HOURS. 0031 [AGH mo
[ZRHM-PK-05-JP _|Ageo Medical CL |Dayd |PRIOR TO PRODUCT 0031 |AGE 121
| ZRHM-PK-05-JP _|Agoo Modical GL__|Dayd |15 MINUTE D031 |AGE [2013/09/10 |07:4
| ZRHM-PK-05-JP |Ageo Medical CL__|Day3 |60 MINUTES 0031 |AGE [2013/08/10 {0830
ZRHM-PK-05-JP |Agea Medical CL_ |Dayd |4 HOURS 0031 013/09/10 [11:30
ZRHM-PK-05-JP _|Ageo Modicsl CL__|Day3 |12 HOURS 0031 |AGE [2013/08/10_[18:30
ZRHM-PK-05-JP |Agso Muodical CL__|Dayl |PRIOR TO PRODUGT _|0035 |AGE |2013/00/08 |08:52
RHM-PK-05-JP_|Ageo Medical CL_ [Doyl |16 MINUTES 0035 |AGE m. 10
ZRHM-PK-05-JP_|Ageo Modical OL_|Dayl |60 MIN 0035 |AGE [2013/09/08 |09:55
ZRHM-PK-05-JP |Ageo Medical O |Day! |4 HOURS 0035 |2013/09/08 1255
ZRHM-PR-06-JP _|Ageo Medioal CL : AGE 12013/00/08_|20:55
|ZRHM-PK-05-JP _|Agec Medicnl CL. | AGE [2013/08/10. [07:44
ZRHM-PK-05-JP |Ageo Medical GL GE --.
~PK-05~ M.Q Medical CL & 013/09/10 [0B:A7
Agro Medical CL Sk 013/08/10 |1147
Ageo Medical CL 2 HOURS AGE |2013/00/10 |18:47
Agoo Modical CL PRIOR TO PRODUCT AGE [2013/00/08 [07:27
Ageo Madical CL | 15 MINUTES AG 07:45
Ageo Medical GL_|C AGE 8 |08:30
|Ageo Madical CL AE Emn /08/08 [11:30
Ageo Medical CL 12 HOURS &gg 19:30
Agoo Medical CL IPRIOR TO PRODUCT 09 08:3 COHb
|Ageo Medical CL -=.-' os,ss COHb [22 |%
Ageo Medical CL GE_[2013/09/10_|09:38 Hb (21 [
00 Modical GL AGE 12013709710 |12.98 COHb (2.4 |8
Ageo Medical CL__| 12 Houn_s 036_|AC 1 /08/10 |2038  [CoHb (20 |8
Ageo Mediesl CL - AGE G:m co 4%
Ageo Medical CL ‘ 08:02 _|cOHb 125 |%
Ageo Modicnl CL | mz m o-aoa 0847 |COHb (25 [%
Ageo Motical CL AGE |2013/09/08 |11:47 |COHb zs N
Ageo Medical CL__| 9 |AGE [2013/09/08 [19:47  [COHb %
| Ageo Medical CL AGE |2013/09/10 |07:27 _|cOHb u N\
Ageo Modical CL AGE ems COHb_[3.7 |%
Ageo Madical CL AGH /00 08:30 |COHb {3.7
Ageo Modical GL AGE zm 09/10 [11:30__|COHb [36 |5
Agoo Modical CL AGE [2013/09/10 [19:30  |COHb [28 [&
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Sponsor: Philip Morris Products S.A. Study Number: ZRHM-PK-05-JP
STATUS: FINAL VERSION: 1.0 DATE:31 March 2014
ZRHM-PE-05-JP |Ageo Modical GL |__[PRIOR TO PRODLICT 2013/06/08 [0744 |COHb [24 |
ZRHM-PK-06-JP |Agso Medigal CL__|Dayl Ils MINUTES 3/09/08 |08:02 |coHb (32 %
LAHM-PE-05-JP |Ageo Medical Gl Dayl 160 MIN AGE |2013/09/08 j08:47 |GOHb [3.1 1%
ZRHM-PK-05-JP |Agoo Medical CL |Day| 013/08/08 1147 ]
ZRHM-PH- 05~ JP eo Medical GL 12 HDURS A 2013/09/0 947 k]
ZRHM-PK-06-JP |Ageo Medical GL 013/09/10 |08:01 b
ZRHM-PK-05-JP _|Ageo Madical CL 013/08/10 0819 5
?RHM-PK-05-JP |Agso Medical GL | 013/09/10 _|09:04 %
ZRHM-PK-05-JP [Ageo Medical CL AGE |2013/08/10 |12:04 s
|ZRHM-PK-05-JP_|Ageo Medical CL__|Day3 | 013/08/10 {2004 |COHb [2.1 [%
ZRHM-PK-05-JP |Ageo Medical CL _ {Dayl PHOR TO PRODUCT 13/00 01 |COHb %
ZRHM-PK-05-JP |Ageo Medical CL a; 15 MINUTES AGE |2013/09/08 [08:19 |COHb
ZRHM-PH-05-JP |Ageo Medical CL : 60 MINUTES 1 1/ 04 |COHb
RHM-PK-05-JP |Ageo Medical CL_|Dayl |4 HOURS AGE |2013/09/08 [12:04 |COHb |
_4,_.“\ 05-JP |Ageo Medical GL  |Dayl 12 HOURS 013/08/08 12004
ZRHM-PK-05-JP |Ageo Medical CL. |Dayd |PRIOR TO PRODUCT 013/09/1 118
{- “PK-05~JP |Ageo Medical L |Day3 |15 MINUTES 0043 A 013/09/10 |08:36
ZRHM-PK-05-JP |Ageo Madical CL | 60 MINU 0043 [AGE 0/10 |09:
ZRHM-PK-05-JF [Ageo Madical CL_|Day3 |4 HOURS 013/00/10 [12:21
ZRHM-PK-05-JP [Ageo Medical CL_ |Day3 |12 HOURS 0043 [AGE [2013/00/10 21
ZRHM-PK-05-JP |Ageo Medical GL [Dayl | 5 13/09/0: 1
RHM-PK-05- Ageo Medical CL_ {Dayl |15 MINUTES 0045 JAGE 13/09/08 |08:19
ZRHM-PK-05-JP |Ageo Medical CL 1 S 0045 2013/09/08 |09.04
ZRHM-PK-D5-JF |Ageo Medicsl GL__ [Dayl |4 HOURS 4 13/007 04
AHM-PK-05-JP _|Ageo Medical CL nyl |12 HOURS 0045 |AGE [2013/00/08 |20:04
ZRHM-PK-06-JF |Agoo Medical CL_|Duyd |PRIOR TO PRODUGT. 709/10_|07:44
ZRHM-PK-06-JP_|Agso Medcal CL_1Dayd |15 MINUTES 0045 |AGE |2012/00/10 [08:02
M"PK-QE—JP [Ageo Madical CL ayd 60 MINU 0045 /09/10 47
ZR ~05-JP_|Ageo Medical CL__ |Day3 |4 HOURS 3/09/10 1147
ZRHM~PK-06-JP |Ageo Medical CL_ |Day3 |12 HO! 0045 13/00/10 [19:47 |COHb |26
ZRHM-PK-05-JP _|Ageo Modioal CL_|Day! |PRIOR TO PRODUCT. 013/00/08 [08:18_|COHb (26 |5
ZAHM-PK-05-JP_|Ageo Medoal L |Day! |15 MINUTES 004 1303, 36 JC0
ZRHM-PK-05-JP eo Madical CL_{D, 60 MINUIT! 013/09/08 1 Hb_{2. Y
RHM-PK-D5-JP |Ageo Medical GL_|Dayl |4 HOURS 0049 | 13/09/08 |1221 _|GOHb [27 [§
ZRHM-PK-05-JP |Ageo Medical GL_|Day! |12 HO 004 013/0 1__|coHb 24 %
ZRHM-PR-05-JP  |Ageo Medical Gl |Dayd |PRIOR TO PRODUCT 9 013/09/10 J08:01 OHb %
ZRAM-PK-05 Agen Medical GL |Dayd |15 MINUTES 9 13/09/10_[08:19 |G 48 [%
PE-05-JP  |Ageo Medioal Ol [Dayd |60 MIN S 2013/09/10 |09:04 |COHb [35 |%
ZRHM-PK-05-JP |Ageo Medical CL _ |Doy3 |4 HOURS AGE |20 /10 |12:04 |COHb [38 %
BHM-PK-05-JP |Ageo Medical Cl.  [Day3 [12 Hi f 013/09/10 4 |COHb [25 1%
ZAHM-PK-06-JP |Ageo Medical CL  |Dayl |PRIORTO DUC 00! /08/08 [08:18 |COHb [2.4
ZEHM-PK-05-JP _[Agoo Medieal GL _ [Dayl |16 MINUTES 0050 |AGE |2013/09, 08:36  |COHb |34 |%
4;;;, A-PK-08 |Ageo Modical CL | NUIT] 050 /! 1__|COHb (3.2 |¢
HM-PK-05-JP |Ageo Medical CL_ |Deay! |4 HOURS 50 3/09/08 (1221 |CO AL
mm—-os- P |Ageo Medical CL_|Day) |12 HOURS 21 _|GOHb 125 [%
"RHM - PK- 05 Jp |Ageo Madical CL _ |Day3 R PRODUC 50 013/08/10 OB3% [COHb (2.3 %
RHM-PK-05-JP_|Agao Madical L |Danyd |15 MINUTES 3/08/10 |08:53 _|COHb |24 |8
FIHM PK 05-JP S 5i 013 1 ; SOHbE (25 |8
ZRHM-PK-05-JP |Ageo Medical CL |Dayd |4 HOURS 0050 [AGE [2013/09/10 [12:38 [COHb [24 |
RHM-PK-05-JP_|Agoo Medical G [Day3 [12 HOURS 013/09/10 |2038__|GOHb (2.3 [%
z -PK-05-JP_|Ageo Medical CL__ |Day! RTQ PRODU 0051 13/09/08 4 21 %
ZRHM-PKE-05-JP |Agoo Medeal CL Doyl |15 MINUTES 1 013/09/08 08:53
ZRHM-PHK-05-JP _|Ageo Medical 0L |Day! |60 MINUTES 51 | 3/09/08_|09:38
ZRHM-PH-05-JP |Ageo Medical CL__ |Dayl |4 HOURS 1 2013/09, i
ZRHM-PK-05-JP |Agoo Medical CL  |Dayl |12 HOURS |oos1 013/09/08 |20:38
JRHM-PK-05-JP |Ageo Medical GL _|Dayd |PRIOR TO PRODUGT [ 13/0 ;
ZRHM-PH-05-JP |Ageo Medical L |Dayd |15 MINUTES 1_JAGE 12013/08/10 |09:10
ZAHM-PK-05-J8 o Madical (4] 60 S 1 13/08/10 109:55
-PK-05-JP_|Age Day3d_|4 HOURS 0051 1 1
ZRHM-PK-08-JP [Ageo Medical L |Dayd |12 HOURS 0051 2013/09/10 [20.55
ZRHM-PK-05-JP [Agoo Medical CL |Day) |PRIOR TO DUCT 5 2013/09/08 [08:52
ZRAM-PK-05-JP _|Agoo Medical GL_ [Dayl |15 MINUTES 0052 |AGE 201 0
ZAHM-PK-05-JP [Ageo Medical CL  [Dayl |60 M) E: 2013/09/08 [09:55
ZRHM-PK-05-JP _|Ageo Medicsl CL__[Day! |4 HOURS b ! 125
ZRHM-PK-05-JP |Ageo Medical CL_ |Dayl |12 HOURS 52 |AGE |2013/00/08 |20:55
|ZRHM-PK-D5-JP |Agoo Medical CL  |Day3 |PRIOR TO PRODUCT 0 013/09/10 |08:18
ZAHM-PK-05-JP |Ageo Medicol CL |Dayd |15 1) 005 013/ R
ZRHM-PK-05-JP |Agoo Medical CL  [Day3 |60 MINI 5 2 13/09/10 |09:21
“PK-05-JP_|Ageo Modical L |Day3 |4 HOURS 0052 2013/00/10 |12:21
ZRHM-PK-05-JP |Ageo Medical CL  |Dayd |12 HOUR 005 013/09/1
M-PK-05-JP [Ageo Madical CL _[Day) [PRIOR TO PRODUGT 4 |AGE |2013/06/08 |08:35
ZRHM-PK-05-JP |Agan Mediesl CL__|Day! |15 MINUTES 4 013,09 58
|ZRHM-PK-05-JP_|Ageo Medica) GL__|Day! |60 MINUTES 0054 013/09/08 |09.38
ZRHM-PK-05-JP_|Agno Medical CL_|Dayl |4 HOURS 0054 13/00/08 |12:38
ZAHM-PK-05-JP |Ageo Medical CL [Day! |12 HOURS 0054 2013/09/1 0:38
ZAHM-PK-05-JP |Ageo Medical CL [Dayd [PRIOR TO PRODUCT 54 013/08/10 |08:52
ZRHM-PK-05-JP |Ageo Medicsl CL__ |Dayd |15 MINUTES 0054 |AGE |2013/08/1 910
IZRHM-PK-05-JP |Ageo Medienl CL__|D (1] UTES 54 2013/09/10 A
ZRHM-PK-05- (Ageo Medical CL |Dayd [4 HOURS 54 013/00/10 |12:56
|ZRHM-PK-05-JP Ageo Modical GL [Dayd [12 HOURS 0054 |AGE [2013/08/10 |20:55

16 /21




Sponsor: Philip Morris Products S.A.

Study Number: ZRHM-PK-05-JP

STATUS: FINAL VERSION: 1.0 DATE:31 March 2014
ZAHM-PK-05-JP |Ageo Medical L |Day! [PRIOR TO PRODUCT 0060 2013/ 08:16__[coHb (22 |8
ZHHM-PK-05-JP |Agoo Medical Gl I UTES 00 2013/09/23 |08:34 _|coHb [2.2 |8
ZRHM-PK-05-JP _|Ageo Madicol OL  [Dayt |60 MINUTES 0060 013/00/23 09:18  [COHb [21 [%
ZRHM-PR-05-JP _|Ageo Medical GL__ [Dsyl |4 HOURS 0060 2013/09/23 [12:19 |coHb [22 |8
|ZAHM-PK-05-JP |Ageo Medical CL  |Dayl |12 HOURS 2013/08/23 [20:19  |COHb [20 |8
ZHHM-PK-05-JP |Ageo Medical CL_ [Day3 |PRIOR TO PRODUCT 0 013/09/25 [07:24 |COMb [20 |8
ZRHM-PK-05-JP |Ageo Medical CL__[D 15 MINUTES AGE |2013/08/25 [0742 |coub [20 |8
ZRHM-PK-05-JP 60 MINUTES 60 013/00/ 1__|cOHb [22 |8
ZRHM-PK-05-JP |Ages Medcal €L [Day3 |4 HOURS 0060 |AGE [2013/09/26 [11:27  |COHb [2.2 |8
ZRHM-PK-05-JP |Ageo Medical GL__|Dayd |12 HOURS 0060 |AGE [2013/ 1927 B
ZRHM-PK-05-JP |Agoo Modical CL__|Day! |PRIOR T cT 61 |AGE |2013/09/23 |07:24 B
ZRHM-PK-05-JP Madica) 1|15 MINUTES 0061 013/08/23 |07:4 &
ZRMM-PK-05~JP o Medical L |Day! 27 s
ZHHM-PK~05-JP Madical Ol 1|4 HOURS 0061 13/00/23 |11:27 s
ZRHM-PK-05-JP |Ageo Medical CL |Day! |12 HOURS 004 1 13/09/23 [19:27 0
|ZRHM-PK-05-JP |Ageo i PRIOR TO CT 1 013/098/25 |08:4 %
ZRHM-PK-05-JP |Ageo Medical OL _ |Day3 [15 MIN 0061 2013/09/ 00 B
|ZRHM-PK-05-JP |Ageo Medical Gl |Day3 |60 MINUTES [l 13/09/25 |09:4 5
ZRHM-PR-05-JP _|Ageo Medical CL_ |Duyd@ |4 HOURS 006 1 2013/09/25 |12:45 [
ZRHM-PK-06-JP _|Ageo Medical CL__|Day3 |12 HOURS 0061 |AGE |2013/09/25 |20:45 £l
ZRHM-PK-05-JP |Ageo Medical CL__|Dayl |PRIOR TO ueT 8 29 &
|2RHM-PK-05-JP |Ageo Maodical CL__ [Day! |15 MINUTES 3 013/09/23 |06:47 B
ZRHM-PK-06-JP |Ageo Medical GL 1|60 MINUTES 3 013/08/23 2
4-PK-05-JP |Agon Modical L |Oayl |4 H 013/09, 1232
ZRHM-PK-05-JP |Agoo Medical CL__[Day! |12 HOURS 3 [ 13/08 0
ZRHM-PK-05-JP _|Ageo Madica! CL__|Dayd [P T 1 5 _|07:97
ZRHM-PK-05-JP _|Ageo Medicnl GL__ [Dayd |15 MINUTES 0063 2013/09/25 [07:56
|ZRHM-PK-05-JP |Ageo Madical CL D 60 MIN 013/ 8:40
-PK-05-JP _|Ageo Medical CL | 4 HOURS AGE |2013/08 i
ZRHM-PK-05-JP |Ageo Medicol CL__|Dayd |12 HOURS a 1 940
ZRHM-PK-05-JP |Ageo Medical CL [Day! [Pl O T 6 |AGE |2013/09/23 0737
ZRHM-PK-05-JP lAgeo Medical CL__ [Day) |15 MINUTES 8 13/09/23 (0755
|ZRHM-PK-05-JP |Ageo Modical GL 1_ |60 1] 13/09/ 08:40
ZRHM-PK-05-JP _|Agao Modical CL_|Day! |4 HOURS 0066 _|AGE |2013/00/23 |11:40
~PH-0; iAgeo Medionl CL_ |Day! |12 HOURS 13/00/23 |19:40
ZRHM-PK-05-JP |Ageo Medical CL [Doyd | RT GT_|0066 |AGE |2013/09/25 |07:24
-PK-06-JP |Agec Medical GL_ |Day3 |15 MINUTES 013/09 07:4
ZRHM-PK-05-JP |Ageo Medical CL__ |D; MINUTES 0068 2013 27
ZRHM-PK-05-JP |Ageo Madical CL [Dayd |4 HOURS 0066 _|AGE |2013/08/25 |11:
{ZRHM-PK-06-JP |Ageo Modical CL__|Dayd 112 HO! 013/ 27
-PK-05-JP |Agoo Mediesl CL [Day! OR TO PRODUG 1 201 07:24
ZRHM-PK-05-JP _|Agoo Modical CL__ [Day! |15 MINUTES 0067 |AGE |2013/09/23 [07:4
ZIHM-PK-06-JP_[Ageo Medical CL 1 UTES 1 1 21
-PK-05-JP _|Agoo Modical Gl |Dayl |4 HOURS 0067 |AGE |2013/08/23 |11:27
FHM-PK-05-JP _|Ageo Medioal CL.__[Day! |1 7 13/09/23 |19:27
ZRHM-PK-05-JP |Ageo Medical Gl [Dayd |PRIOR TO PRODUCT |0067 |AGE [2013/09/ 7:50
|ZRHM-PK-05-JP _|Ageo Medical GL  |Day3 |15 MINUTES 7_|AGE [2013/00/25
ZRHM-PK-05-JP _|Ageo Medioal CL i 13/00/25 |08:53 %
ZRHM-PK-05-JP |Ageo Modical L |Day3 |4 HOURS 0067 13/09, 11:53 %
|ZRHM-PK-05-JP JAgeo Medical CL [Dayd |12 HOURS 0067 013/09/26 |19:63 %
ZRHM-PK-05-JP _|Agoo Medical GL [Day! 0 PRODUCT 2013/09/ 137 %
ZRHM-PK-05-JP _|Ageo Medical CL__ |Day! |15 MINUTES 0070 |AGE |2013/09/23 |07:56 4
ZRHM-PK-05-JP _|Ageo Madical CL 1 UTES 0070 |AGE [2013/09/23 084 %
ZRHM-PK-05-JP _lAgeo Medical CL.__[Dayl 14 HOU 70_{AGE | /09/23 111 %
ZRHM-PK-05-JP [Ageo Medical CL [Day! |12 HOURS 0070 [AGE |2013/1 10:40 %
~05- Me T IAGE | /09/25 08:03 £
ZHHM-PK-05-JP _|Agoo Medical CL [Day3 |1 s 0070 2013/0 21 3 s
ZRHM-PK-05-JP |Agoo Medical L |Duy3 |60 MINUTES 0070 013/00/2 06 8 1%
2[HM-PK-05-JP _|Agoo Madical CL | 70 _|AGE |2013/00/25 |12.08 Hb |24
ZRHM-PK-05-JP |Ageo Medical 6L [Dayd |12 HOURS 0070 |AGE |201 5 |20 COHb |24 %
|ZRHM-PK-05-JP |Agec Medical €L [Day! |PRIOR TO PRODUCT (0071 |AGE [2013/09/23 [07:50  [COHb [25 %
ZRHM-PK-05-JP _|Agea Medical CL__|Dayl |15 MINUTES 71 _|AGE 12013/09/23 0808 [COMb [24 |8
ZRHM-PK-05-JP _|Agoo Medical GL 1 0071 _|AGE |2013/00/2 53 4
M-PK-05-JP |Agoo Medical GL [Day! |4 7 14/00/23 3 .
[ZRHM-PK-05-JP _|Ageo Medical GL__ [Dayl |12 HOURS 007 013/09/23 |18:5
- PK-~D) o Medical €L |Dayd [PRIOR TO PRODUCT _|0071 013/00 07:37
ZRHM-PK-D5-JP ml 71 _|AGE |2013/00/25 |07:55
ZRHM-PK-05-JP |Agoo Meodical L |D, N 0071 |AGE |2013/1 A
|ZRHM-PK-05-JP |Agao Medical CL |Day3 |4 HOURS 0071 |AGE |2013/00/25
ZHHM-PH-05-JP lAgoo Medical CL__[Day3 [12 HOURS 71 |AGE |
ZRHM-PK-05-JP |Ageo Medieal CL |Day| [PRIOR TO PRODUCT _[0072
|ZRHM-PK-05-JP £o | [Dayl |15 MINUTES 72
~PK-DS~ co Medical CL [Dayl (00 M S 0072
ZRHM-PK-05-JP |Ageo Medical L [Day) |4 HOURS 1
ZRHM-PK-05-JP |Ageo Modical GL__[Dayl |12 HOURS 7
-PK-06-JP |Ageo Medical CL  [Day3 [PRIOR TO PRODUCT _[0072
ZRHM-PK-06-JP _[Ageo Medigal CL__[Dayd |15 MINUTES 7
ZRHM-PK-05-JP |Agoa Medicol L |D, TES 12
ZAHM-PK-05-JP |Ages Medical L |Dayd |4 HOURS 0032
ZRHM-PK-05-JP |Ageo Medical CL 12 HOURS 7
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Sponsor: Philip Morris Products S.A.

STATUS: FINAL

VERSION: 1.0

Study Number:

DATE:31 March 2014

ZRHM-PK-05-JP
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ggﬂu»px 05-JP_|Ageo Medical GL_|Day! |PRIOR TO PRODUGT [0073 |AGE [2013/09/23 [07.50 [COHb [2.4 %
RHM-PK-05-JP [Ageo Medical Gl |Dayl |15 MINUTES D073 |AGE |2013/00/23 |08:08 |COHb [4.2 |8
;&QM—'PK—N JP_|Ageo Madical CL |Day] |60 MINUTES 0073 |AGE [2013/09/23 |08:53 |COHb [38 |8
ZRHM-PK-05-JP |Ageo Medical L |Day! |4 HOURS 0073 |AGE [2013/08/23 [11,50 [COHb (33 |8
ZRHMPE-06-JP_|Ageo Medical CL_ [Dsyl |12 HOURS 0073 |AGE [2013/00/23 |19:53  |COHb [2.4 |8
ZRHM-PK-05-JP_|Ageo Medical CL_|Day3 |PRIOR TO PRODUGT _|0073 |AGE [2013/06/25 [0829 ICOHb 5
ZRHM-PK-05-JP |Ageo Medical CL__|Day3 |15 MINUTES 0073 |AGE |2013/00/25 [08:47 |COHb [2.4 [%
ZRHM-PK-05-JP |Aseo Medicsl L |Dayd |60 MINUTES 0073 |AGH -z OHb 124 |%
ZRHM-PK-05-JP |Ageo Medical CL Dayd 14 HOURS 0073 |AGE b 1!:3 COHb_{2.3 |%
IZRHM-PK-05-JP_|Ageo Modical CL__|Day3 |12 HOURS 0073 |AGE CoHb (25 |8
ZRHM-PK-05-JP_[Ageo Modical G [Dayl |PRIOR TO PRODUCT _|0074 |AG nnm COHb [27
ZRHM-PK-05-JP |Ageo Medical CL__ [Day1 |15 MINU 0074 |AGE M OHb [24 |8
ZHHM-PK-06-JP |Agoo Medical CL [Day! |60 MINUTE 0074 |AG us.u als
ZRHM-PK-05-JP |Ageo Medical CL _ |Dayl |4 HOURS 0074 [AGE |2013/08/23 [12:08  |COHb [23 I8
ZRHM-PK-05-JP_|Ageo Madical CL__[Dayi |12 HOURS 0074 |A znnu COHb 2.0 |%
~06-JP_|Ageo Medical GL__|Dayd |PRIOR TO PRODUCT _|0074 |AGE 5 |07:50 |COHb %
ZAHM-PK-05-JP |Agoo Modical CL_|Doyd |15 MINUTES 0074 |AG oas COH s
ZRHM-PK-05-JP |Ageo Medical GL_|Dayd B0 MIN 0074 |AGE [2013/00/25 |08 COHb 5
ZRHM-PK-05-JF |Ageo Medical GL__|Day3 |4 HOURS 0074 2013/08/25 [11:53 _|COHb 0
ZRHM-PK-05-JP |Ageo Medical CL__ |Day3 |12 HOURS 0074 |AGE [2013/09/25 (1953 |COHb 125 [%
IZRHM-PK-05-JP |Agno Medcal CL__|Day! |PRIOR TO PROD D075 2013 onf 3 0803 [COHb |24 |8
RHM-PK-05-JP _|Ageo Modical GL__|Dayl |15 MINUTES 0075 [AGE |2013/09/23 |08:21 |COHb |35 [%
| ZRHM-PK-05-JP _|Agoo Medical GL__|Dayl |60 MINUTES 0075 |AGE unnu COHb 5
ZRHM-PK-05-JP _|Ageo Madical CL_ |Day! |4 HOURS 0075 _|AGE mmm COHb [3.1 |8
PK-05-JP_|Ageo Medical CL_ |Dayl [12 HOURS 0075 |AGH znaa COHb |26 [%
RHM-PK-05-JP _|Ageo Medical CL_|Day3 |PRIOR TO PROD D075 |AGH mm- 42 |COHb [28 1%
ZRHM-PK-05-JP |Ageo Medion! CL_|Dayd |15 MINUTES 0075 |AGE 12013/09/25 [09:00 [COHb (25 [N
IZAHM-PK-05-JP |Agoo Medical CL Dayd |60 M I 0075 |AGE 12013/00/25 (0945 |COM: 4 %
ZRHM-PK-05-JP [Ageo Medical CL_|Doyd |4 HOURS 0075 |AGE [2013/09/25 [12:45 caH':_'|§, 5
ZRHM-PK-05-JP |Ageo Medical GL__|Day3 |12 HOURS 0075 [AGE [2013/00/26 2045 |cOHb |28 |5
ZRHM-PK-05-JP |Ageo Medical CL Dayl |PRIOR TO PRODI D076 JAGE |2013/09/23 [08:168 |COH d 1%
-PK-05-JP_|Ageo Medical GL__|Dayl |15 MINUTES 0076 |AGE |2013/09/23 |0B:34 |COHb (2.1 |%
| ZRHM-PK-05-JP |Agoo Medical CL_ |Doy1 |60 M 0078 |AGE |2013/09/23 [08:18 |COHb [25 |8
ZRHM-PK-05-JP |Ageo Medical L |Day! |4 HOURS 0076 |AGE o:sms/g_a 1219 _[comb 122 |3
{ZRHM-PK-05-JP CL_|Dayl [12 HOUR 0076 |AGE [2013/09/ w Hy [20 |%
ZRHM-PK-05-JP |Ageo Medical CL |Day3 [PRIOR TO PRODUCT _|0076 |AGH COHb 22 |8
-PK- |Ageo Medicol CL [Dayd |15 MINUTE 0076 |AGE MI l COHb 32 |%
ZRHM-PK-05-JP |Ageo Medical CL_|Dayd |60 MINUTES 0076 |AGE [2013/09/25 [0006 |COM 0
ZRHM-PK-05-JP |Ageo Modical GL__|Dayd 4 HOURS 0076 |AGE lz:na COHb (27 [%
ZRHM-PK-06-JP |Agoo Medical CL  |Dayd |12 0076 |AGE [2013/09/25 [2006 |COHb |25 |%
ZRHM-PK-05-JP _|Agoo Modical CL | Day) gﬁ_ORTO PRODUCT _|0078 |AG uu couI'f,a B
ZAHM-PK-05-JP _|Ageo Modical CL__|Dayl |15 MINUTES 0078_|AGE osu COHb [24 |8
| ZRHM-PK-05-JP _|Ageo Medical GL__|Day1 |60 S 0078 JAGE a0 )
ZRHM-PK-05-JF |Agoo Madical L |Dayl |4 HOURS 0078 |AGE Izsz
RHM-PK-05-JP_|Ageo Medical CL__|Day) |12 HOURS oo JA mmm
ZAHM-PK-05-JP_|Ageo Medical L |Doyd |PRIOR TO PRODUGT _|0078 2013/08/25 [08;5
ZRHM-PK—05-JP _|Ageo Madical GL_|Day3 |15 MINUTES 0078 mE omn 25 mm
ZRHM-PK-05-JF |Agoo Medical CL. |Dayd |60 MINUTES 0078 |AGE |2013/09 09
{ZRHM-PK-05-JP_|Ageo Modical OL__[Day3 |4 HOURS 0078 |AGE |2013/09/25 1258 %
ZRHM-PK-05-JP _|Ageo Medical CL_|Day3 |12 HOURS 0078 |AGE [2013/00/26 |20:58 |GOHb %
ZRHM-PK-05-JP |Agoo Modical CL__|Doy! |PRIOR TO PRODUCT _|0082 |AGE [2013/09/23 |08:42 |COHb |26 |8
ZRHM-PK-05-JP _|Ageo Medical CL _|Day! |15 MINUTES 0082 |AGE |2013/05/23 |08:00 |COHb |26 |8
M-PK-05-JP |Ageo Medical CL Da 60 Ml S 0082 &E_ 2013/00/23 0845 |COH 6%
[ZRHM-PK-05-JP _|Agno Modical Cl._|Dsy! |4 HOURS 0082 |AGE |2013/08/23 [12.45 |COHb [2.8 [%
| ZRHM-PK-05-JP _|Agoo Modical CL__|Day! 12 gg 0082 |AGE |2013/09/23 |2045 Hb X
[ZRHM-PK-05-JP _|Ageo Medical CL__|Dayd |PRIOR TO PRODUCT _|0082 |AGE |2013/09/25 |08:16 Hb [24 %
ZRHM-PK-05-JP_|Agoo Madical GL_ [Day3 |15 MIP Mmgg; 0082 |AGE |2013/09/25 |08:34 |COHb [3.8 |8
ZAHM-PK-05-JP |Ageo Mudical GL__|Day3 |60 MINUTES 0082 |AGE [2013/09/25 [09:19  |COHb (3.4 |4
ZRHM-PK-05- JP 1 D) HOURS 0082 |AGE |2013/09/25 [12:10 b 3.2 [%
RHM-PK-05-JP _|Agoo Medical OL _|Day3 12 HOURS 0082 |AGE |2013/09/25 |20:19 |COHb (26 |%
ZRHM-PK-05-JP _|Ageo Medical CL__|Dayl |PRIOR TD PRODUCT _|0083 |AGE |2013/08/23 |08:55 |COHb %
ZRHM-PK-05-JP _|Agoo Medical GL__|Dayl |15 MINUTES 0083 |AGE [2013/08/23 |09:13 _|COHb %
ZRHM-PK-05-JP _|Ageo Modical CL__|Doyl |60 MINUTES 0083 |AGE |2013/09/23 |09:58 CGH_I;Jg.a 0
IZRHM -PK-05-JP |Ageo Medical Gl |Dayl |4 HOURS 0083 |AGE |2013/09/23 [12:58  [COHb |23 |8
[ZRHM-PK-05-JP_|Agoo Medicsl CL__|Day! |12 HOURS 0083 |AGE |2013/09/23 |2058 |COHb |21 [%
ZRHM-PK-05-JP _|Ageo Medical CL__|Day3 _|PRIOR TO PRODUCT _[0083 |AGE [2013/09/25 [08:55 |COHb |26 |8
“PK-05-JP_|Ageo Medical Ol |Day3 |15 MINUTES 0083 |AGE ﬂl 00/26_|08: [COHY 124 IS
ZRHM-PK-05- |Agoo Modical CL |Day3 |60 MINUTES 0083 |AG uoss cOMb 23 [s
ZRHM-PK-05-JP |Ageo Madical G |Day3_|4 HOURS 0083 _|AG mmm COHb |25
-PK-05-JP |Agoo Medicsl CL__|Dayd |12 HOURS 0083 |AGE |2013/08/25 |20 COHb [27 |8
ZRHM-PK-05-JP _|Ageo Medical G |Dayl |PRIOR TO PRODUET _|0084 |AG osss COHb 28 |8
ZRHM-PK-05-JP |Ageo Madical CL  [Dayl |15 MINUTES 0084 _|AGE 3 1%
ZRHM-PK-05-JP_|Agoo Madical GL__|Dayl |60 MINUTE 0084 |AGE [2013/09/23 us,-ss |coHb |26 |8
IZAHM-PK-05-JP |Ageo Medical CL. |Day] |4 HOURS D08 AL 013/00/23 (1258 |COHb (23 |%
-PK-05-JP |Ageo Modical CL__|Day1 |12 HOURS D0A4 | 013/09/23 [20:50 |COHb (2.1 |
ZRHM-PK-05-JP_|Ageo Modcal CL__|Dayd monro PRODUCT _[0084 |AGE [2013/09/25 |08:20 |COHb |24 [%
[ZRHM-PK-05-JP |Ageo Mediesl CL__[Day3 |15 MINUTES  |0D84 |AGE |2013/09/25 [0BAT |COMb |35 [%
-PK-05-JP |Ageo Medical CL_[Doy3 |60 MINUTES _____ |0084 |AGE [2013/09/25 (0932 |COHb |34 S
ZRHM-PK-05-JP |Ageo Medical CL. |Day3d 4 HOURS 0084 3 013/00/25 112:3 GOHb |28 %
ZRHM-PK-05-JP |Ageo Medical G |Day3 |12 HOURS 0084 JAGE {2013/00/25 (2032 [coHnb [2.7 (&




Sponsor: Philip Morris Products S.A.

Study Number:

ZRHM-PK-05-JP

STATUS: FINAL VERSION: 1.0 DATE:31 March 2014
ZRHM-PK-05-JP [Ages Madical CL [Day! [PRIOR TO PRODUCT _[0089 [AGE [2013/10/13
ZRHM-PK-05-JP_|Ageo Medical GL__|Doy) |15 MINUTES DUBY [AGE [2013/10/13
REM-PK-05-JP [Agoo Modieal GL[Day! |60 MINUTES 0089 |AGE [2013/10/13
ZRHM-PK-05-JP _|Ageo Medical GL__|Day! |4 HOURS 0089 |AGE [2013/10/13
ZRHM-PK-05-JP_|Ageo Medic 12 HOURS 0089 |AGE 12013/10/13 |18:30
[ZRHM-PK-05-JP _|Ageo Medical CL_ |Day3 [PRIOR TO PRODUCT |00 |AGE |2013/10/15 |07:27
|ZRHM~PK-05-JP o al D 15 MINUTE AGE 07:45
ZRHM-PK-05-JP |Ageo Medical GL__ |Da ooss AGE [2013/10/15 |08:30
ZRHM-PK-05-JP |Ageo Medical GL_|Dayd |4 HOURS 0089 |AGE [2013/10/15 |1130

-PK-05-JP lAgoo Modical Gl |Day3 |12 HOURS 0089 E |2013/10/15 [19:30

ZRHM-PK-05-JP_|Ageo Medical CL__|Dayl |PRIOR TO PRODUCT _|0080 mr. cmu
R -PK- iAgeo Madical CL  |Dayl |15 0080 12013/10/13 |07
ZRHM-PK-05-JP |Ageo Modical CL_ |Dayl |60 MINUTES 0080 N:E 2013/10/13 [08:43
ZRHM-PK-06-JP [Ageo Medical GL  |Dayl |4 HOURS 0080 12013/10/13_[11:43
ZRHM-PK-05-JP |Ageo Medical L |Day HDURs D080 _|AC !3 10/13 [19:43

“PK-05-JP |Agoo Medical CL |Days EBEIE'.’:-I ann 15 [07:40

ZRHM-PK-05-JP o Medcal Gl [Day3 [15 MINUTES  [0000 [AGE [2013/10/15 0758
ZRHM-PK-05-JP |Ageo Madical G |D MINUTE E‘H‘lm (0843
ZRHM-PK-06-JP_|Ageo Medigal L |Dayd |4 HOURS 0090 |AGE [2013/10/16 1143
|ZRHM-PK-05-JP | IDayd |12 HOUR 0090 EE!! 01 1115 19:43
ZRHM-PK-05-JP |Ageo Medical CL__|Dayl |PRIOR TO PRODUGT |AGE |2013/10/13 |07:53
ZHM-PK-05 - .P Ageo uugal CL |Dayl [15 MINUTES tms Gl aa 11
Dayl |50 MINUTES 0093 |AGE [2013/10/13_|08:56

Day! |4 HOURS 0093 |AGE [2013/10/13 ui
Day! |12 HOURS 0093 |AGE [2013/10 9

ZRHM-PH- 05— JP Ageo Modical CL Dayd |PRIOR TO PRODUCT _|0093 lmi:l
| ZRHM -PK-05-JP _|Ageo Madical CL_|Day3 |15 MINUTES 0093 |AGE |2013/10/15 |08:11
ZRHM-PK-05-JP o M Dayd |60 MINUTES 0093 |AGE {2013/10/15 l08.56
ZRHM-PK-05-J8_|Agoo Medical ; 4 HOURS 0083 [AGE [2013/10/15 [11:56
[ ZRHM-PK-05-JP _|Ageo Modical CL_|Day3 |12 HOURS 0093 |AGE [2013/10/15 [16.56
ZRHM-PK-05-JP o Madic L |Dsy! |PRIORTO PRODUCT |0095 [AGE [2013/10/13 |07:27

-PK-05-JP |Ageo Medical GL_|Day! |15 MINUTES 0095 |AGE [2013/10/13

ZRHM-PK-05-JP _|Ageo Medical CL_ |Day! |60 MINUTES 0085 _|AGE [2013/10/13 [08:30
ZRHM-PK-05-JP |Agoo Medical CL _ [Day! [4 HOURS 0095 |AGE |2013/10/13 [11:30
ZRHM-PK-05-JP _|Ageo Modical CL.__|Duyl |12 HOURS 0005 |AGE [2013/10/13 |1930
RHM-PK-05-JP |Agso Medical G |Dayd |PRIOR TO PRODUCT _|0095 |AGE [2013/10/16 |08.06
ZRHM-PK-05-JP |Agoo Medical CL__ [Day3d |15 MINUTES 0095 |AGE [2013/10/15 |087
|ZFHM-PK-05-JP GL_|D B0 MINUTES 0095 |AGE [2013/10/15 |09.08
ZRHM-PK-05-JP |Ageo Medical GL_ |Dayd |4 HOURS 0095 |AGE :m
ZRHM-PK-05-JP al CL_|Dayd |12 HOURS 0095 |AGE |2013/10/15 |20:09
ZRIHM-PK-05-JP o Medcal CL__|Dayl |PRIOR TO PRODUGT _|0007 |AGE uun
ZRHM-PK-05-JP _|Agno Medical CL_|Day) |16 MINUTES 0087 |AGE 07:58
ZRHM-PK-05-JP_|Ageo Modical CL _|Dayl |60 MINUTES 0087 |AG tma
ZAHM-PK-05-JP |Ageo Medical CL_ [Day) |4 HOURS 0087 |AGE 11:43
|ZRHM-PK-05-P _|Ageo Modical CL [Day! |12 HOURS 0097 _|AGH 1 4

M-PK= Aeo Medioal L [Day3_[PRIOR TO PRODUCT _[0097 [AGE m' 21

ZRHM-PK-05-JP |Agoo Medical L |Dayd |15 MINUTES 0097 |AGE [2013/10/15 [07:45
[ZRHM-PK-05-JP _|Ageo Medical CL__|D 00 MINUTES 0097 |AGE [2013/10/15 [08:30
ZRHM-PK-05-JP [Ageo Medical CL_ |Dayd |4 HOURS 0007 |AGE |2013/10/15 |11:30
ZRHM-PK-05-JP _|Ageo Medical CL__|Dayd |12 HOURS 0087 |AGE [2013/10/15 |18:30
ZRHM-PK-05-JP |Ageo Modcal CL_ |Dayl |PRIOR TO PRODUGT _|0102 |AGE |2013/10/13_|08:06
ZRHM-PK-05-JP |Agoa Medical CL  |Day! [15 MINUTES D102 |AGE 013/10/13 |08:24
RHM-PK-06-JP |Agao Medical OL |Da 60 MINUTES 0102 [AGE [2013/10/13 00,08
|ZRHM-PK-05-JP _|Agso Medical CL__|Dayl |4 HOURS 0102 2003/10/13 |12,09
RHM-PK-06-JP |Ageo Madical CL_|Dayl |12 HOURS 0102 |AGE [2013/10/13_|20.00

-05-JP_lAgeo Medical CL _{Dayd |PRIOR TO PRODUCT 0102 IAGE 12013/10 000

ZRHM-PK-05-JP |Ageo Medicsl OL__ |Day3 |15 MINUTE 0102 [AGE [2013/10/15 08:24
ZRHM-PK-05-JP_|Agno Madical CL_|Day3 |60 MINUTE 0102 |AGH usn
RHM- o CL__|Day3 |4 HOURS 0102 |AG 09
ZRHM-PK-05-JP |Ageo Modical CL_|Dayd |12 HOURS 0102 |AGH zum
ZRHM-PK-05-JP |Ageo Medical CL[Day! |PRIOR TO PRODUCT 0105 [AG B:19
|ZRHM-PK-05-JP |Ageo Medical CL_ |Day! |15 MINUTES 0105 |AGE usm
ZRHM-PK-05-JP_|Ageo Modical CL__|Day! |60 MINUTES 0105 [2013/10/13 |08

-PK- {Agoo Medical CL_|Day! |4 HOURS 0105 |AG m

ZRHM-PK-D5-JP_|Ageo Medical CL__|Dayl |12 HOURS 0105 |AGE 022
ZRHM-PK-05-JP |Agoo Medicsi CL_|Dayd |PRIOR TO PRODUCT 0105 |AGE [2013/10/15 08:19
ZRHM-PK-05-JP |Ageo Madical GL_|Dayd |15 muurgs 0105 |AG m B:37
ZRHM-PK-05-JP |Agso Medical GL  |Da fi] TE 0105 |AGE |2013/10/15 09:22

P05 - Ageo Medical CL  |Day? JHOURS 0105 |AGE [2013/10/15 |12:22

ZRHM-PK-06-JP |Ageo Medical 0L [Day3 |1 0105 |AGE |2013/10/16 2022

ZRHM-PK-05-JP |Ageo Modinal GL__|Dayl f_on'romoucr AGE |2013/10/13_|07:53 cc:m:; |%4 |s
s JP oo Medic. Day! |15 MINUTES AGE |2013/10/1 11 COHbL 3

ZRHM-PK-05-JP a Me CL_ |Day! N A@_EISHDH.‘! COHb 28 (%

ZRHM-PK-05-JP %gogau CL |a§1 |4 HOURS AGE [2013/1 COHb 2.7 |8
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Sponsor: Philip Morris Products S.A. Study Number: ZRHM-PK-05-JP
STATUS: FINAL VERSION: 1.0 DATE:31 March 2014

ZRHM-PK-05-JP _|Agoo Medical OL |Dayl |16 MINUTES 0113 |

ZRHM-PK-06-JP |Agoo Medical Cl.  [Dayl |PEO'RTO PRODUCT 0113 [2013/10/13 0808 [CoHb [28 |&
013/10/13 |08:24 |COHb (2.7 |S

&

5

5

ZH-IM-EK-D§~.JP Agoo Medical CL [Dayl ’ﬂﬂ MINUTES 0113 [AGE [2013/10/13 |08:00 |COHb (2.7
ZRHM-PR-05-JP _|Ageo Madical GL__|Dayl |4 HOURS 113 2013/10/13 |12.09 7
ZRHM-PK-05-JP |Ageo Medical GL _[Day| |12 HOURS 0113
ZRHM-PK-05-JP _|Ageo Medical GL_[Doy3 |PRIOR TO PRODUCT 10113
ZRHM-PH-05-JP |Agou Medical CL 15 MINUTES 0113
ZRHUM-PK-05-JP |Ageo Madical CL _[Da 0 113 |AGE |
ZRHM-PK-05-JP _|Agao Medicol GL__|Day3 mouns 0113
| ZRHM-PK-05-JP _|Agoo Medical CL [Dayd |12 HOURS 011
ZRHM-PK-05-JP_|Ageo Medical L |Day! mgn'ro PRODUCT _[0119
ZRHM-PK-05-JP |Ageo Modical L [Day! |15 MINUTES 0119
M-PK-05-JP |Ages s CL__ |Doyl |60 MINUTES 1
ZRHM-PK-D5-JP o Madical Cl Dayl |4 HOURS o1
ZRHM-PK-05-JP_|Ageo Medic Dayl_|12 HOURS 0119
ZRHM-PK-05-JP _|Ageo Medical CL RTO PRODUCT _|0119
ZRHM-PK-06-JP |Agoo Medical L |Dayd |15 MINUTES 19 |AGE |
ZRHM-PK-05-JP_|Agoo Medical CL_|Da 1
ZRHM-PK-05-JP _[Agen Medical GL_|Dayd |4 HOURS 0119 _|AGE |2013/10/1%
|ZRHM-PK-05-JP |Agoo Medical CL_|Dayd |12 HOURS 0119 |AGE |2013/10/15 2022
|ZRHM-PK-05-JP [Ageo Medical GL__|Dayl |PRIOR TO 120 |AGE [2013/11/06 |08:32
ZRHM-PK-05-JP_|Ageo Modical CL_ [Day! |15 MINUTES 0120 |AGE |2013/11/08 |0B:50
ZRHM-PK-05-JP_|Agoo Medical CL__|Dayl |60 MIN 0120 |AGE [2013/11/06 |09.35
M-PK-05-JP eo Medical G Doyl 14 HOURS 0120 |AGE 013/11/06 |12:35
ZRHM-PK-05-JP_|Ayoo Modical CL__|Duyl_|12 HOURS 0120 |AGE [2013/11/08 |20.36
M-PK-05-JP |Agoo Medical CL _|Dsy3 |PRIOR TO PRODUGT _|0120 |AG
ZRHM-PK-05-JP_|Agoo Medical CL _|Day3 |15 MINUTES 120 |AGE
ZRHM-PK-05-JP _|Ageo Medical CL__|Dayd |00 MINUTES 1 G
[ZRHM-PK-05-JP _[Agoo Medical CL__|Day3 |4 H 120 [AG
ZRHM-PK-05-JP _|Ageo Modical CL.  [Day3 |12 HOURS 0120 |AGE [2013/11/08 |19:30
|ZRHM-PK-05-JP _|Ageo Medicol GL__|Day! |PRIOR TO PRODUCT _[0123 |AG mmmm 0727
ZRHM-PIK-05-JP_[Agoo Modcal GL [Dayl | 3 1706 [07:4
| ZAHM-PK-05-JP _|Ageo Medical CL__|Dayl |60 MINUTES AGE [2013/11/06 0830
ZBHM-PK-06-6 |Atso Madesl L Doyl 14 HOURS 123 |AGE |2013/11/06 [11.30
Ageo Medical CL [Day) |12 HOURS 0123 |AGE [2013/11/06 |19:40
ZRHM-PK-05-JF |Ageo Madicsl GL_[Dayd |PRIOR TO PRODUGT 0123 |AGE |2013/11/08 |08:32
|Ageo Medical L |Duyd {15 MINUT 0123 |AGE |2013/11/08 |08.50
ZRAM_PR-05-JP /Ageo Medical CL__|Dayd |60 MINUTES 0123 |AGE [2013/11/08 [0935
ZRHM-PK-05-JP |Ageo Medical CL__ [Dayd [4 HOURS 0123 |AGE |2013/11/08 [12.35
—PK-05~ M.ML_M_ ¢ HULHS 0123 |AGE [2013/11/08 [20:3
ZRHM-PK-05-JP _|Ageo Medcal CL__|Day! |PRIOR TO PRODUCT _|0128 |AGE [2013/11/06 [07:40
ZRHM-PK-05-JP _|Ageo Medical CL_|Day! IJM 0128 |AGE |2013/11/06 |07:58
| ZRHM-PK-05-JP_[Agoo Modical L |Diy) |60 MINUTE! 0128 |AGE [2013/11/06_|08:43
ZRHM-PK-05-JP |Ageo Medical CL Doyl 4HDURS 0128 2013/11/08 [11:43
-PK-05-JP |Agoo Medical CL |Dayl |12 HOURS 0128 i 194
ZRHM-PK-05-JP_|Ageo Medical GL__|Dayd maa’ro PRODUCT_|0128 13/11/08 |07:27
;FHM*FK*BS“E [Ageo Medical CL |Dayd |15 MINUTES 0128 013/11/ 0745

ZRHM-PK-05-JP _|Agoo Medical CL _|Day3 |00 MINUTES 0128 |AC 13/11 :30

ZRHM-PK-05-JP |Ageo Medical CL_ |Day3 |4 HOURS 0128 |AGE |2013/11/08 |11:30
g[!jM—FK—QQ-JP Agen Medical CL |Dayd |12 HOURS 0128 [AGE |2013/11/1 1
ZRHM-PK-05-JF |Ageo Medical Gl |Dayl |PRIOR TO_PROD 0129 |AGE |2013/11/06 [07:27

RHM-PK-05-JP _|Ageo Medieal CL__ |Dayl 115 MINUTES 0128 013/11/08 |07:45
I 4

ZRHM-PK-05-JP _|Agao Medic Dayl |60 MINUTES 0128 |AGE |2013/11/
PK-05-JP |Ageo Medical L |Day! |4 HOURS 0129 013/11/06 [11:3
ZRHM-PK-05-JP |Ageo Medical GL_ |Dayl_|12 HOURS 0126 13/11/06_|198:30
“Pi-05-JP IAgeo Modical Gl |Day3 |PRIOR TO PRODUCT 10124 1 40
ZRHM-PK-06-JP |Ageo Medical CL _ |Duyd |15 MINUTES 0129 |AGE [2013/11/08 |07:58
ZRHM-PK-05-JP |Ageo Mediosl GL__|Dayd |60 MINUTES 0126 |AGE [2013/11/08 |08:43
ZAHM-PK-05-JP [Ageo Medical CL_ |Dayd |4 HOURS 0129 |AGE |2013/11/708 |11:4
ZRHM-PK-05-JP [Ageo Medical CL |Dayd |12 HOURS 0120 |AGE [2013/11/08
[ZRHM-PK-05-JP |Agoo Medical CL__|Day! |PRIOR TO PRODUGT _|0132 |AGE |2013/11/00
|ZRHM-PK-05-JP _|Ageo Medical CL_ |Day!l |15 MINUTES 0132 |AGE [2013/11/0
ZRHM-PK-05-JP |Ageo Medical CL__|Day! |60 MINUTES 0132 12013/11/06
|ZRHM-PK-05-JP _|Agoo Modical CL_ Doyl [4 HOURS 0132
ZRHM-PK-05-JP |Ageo Medical L |Day! |12 HOURS 01
ZRHM-PK-05-JP |Agea Medical CL_|Dayd |PRIOR TO PRODUGT (013
ZAHM-PK-05-JP _[Ageo Medical CL_ |Dayd laz
ZRHM-PR-06-JP |Ageo Medical GL__ |Day3 0132 |AGE [2013/11/08
ZRHM-PK-05-JP |Agso Medical L |Day3 |4 HOURS 0132 |AGE |2013/11/08
ZRHM-PK-05-JP _|Ageo Medical L [Day3 |12 HOURS 0132 |AGE [2013/11/08
ZRHM-PK-05-JP |Ageo Medical CL__|Dayl |PRIOR TO PRODUCT 0134 |AGE |
[ZRHM-PK-05-JP _|Ageo Medical CL |Dayl |15 MINUTES 0134 |AGE |
ZRHM-PK-05-JP |Ageo Medical G |Day! |60 MINUTES 0134 |AGE [2013/11/06
I;@g-?x--g&,g |Agao Medical CL |Day! |4 HOURS 0134 [AGE [2013/11/
ZRHM-PK-05-JP |Ageo Medical CL__|Dayl |12 HOURS 0134 2013/11/06
ZRHM-PK-05-JP |Agoo Madicol CL__|Doy3 |PRIOR TO PRODUCT (0134 13/11/
ZRHM-PK-05-JP _|Agoo Medical CL__ |Dayd |15 MINUTES 0134 |AGE |2013/11/08
RHM-PK-05-JP |Ageo Medical GL 60 MINU 0134 |AGE [2013/11/
ZRHM-PK-05-JP _|Aseo Madical CL__|Dayd |4 HOURS 0134 |AGE |2013/11/08 [11:
ZRHM-PK-05-JP [Ageo Modical CL  [Dayd |12 HOURS 0134 [AGE [2013/11/08 [19:43
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ZRHM-PK-05-JP [Agoo Medical CL.__|Day| |PRIOR TO PRODUGT _|0135 [AGE [2013/11/06 |07:40 |COHb [28 [%
ZRHM-PK-05-JP _|Ageo Modical O ayl |16 MINUTES 0135 |A 013/11/06_|07:68 |COHb (4.4 |%
ZRHM-PK-05-JP_|Ageo Medical GL__|Day1 |60 MINUTES 0135 |AGE [2013/11/06 0843 [COHb [38 [%
ZRHM-PK-05-JP_|Ageo Muodisal GL__[Dayl |4 HOURS 0135 |AGE [2013/11/08 [11:43  [GOHb [34 |&
ZRHM-PK-06-JP |Ageo Medical CL [Dayt |12 HOUR 0135 |AGE [2013/11/06_|19:43 |COMb (2.4 |%
M- -JP_|Ageo Modieal CL_[Dayd |PRIOR TO PRODUCT |0135 |AGE |2013/11/08 0806 |COHb [27 |8
ZRHM-PK-05-JP al IDay3 |15 MINUTES 013/11/08 |08:24 |coHb [32 |4
ZRHM-PK-05-JP |Agoo Medical L |Dayd |60 MINUTES [IEBL!E! ataxum 0808 |COHb [26 [%
ZRHM-PK-05-JP |Ageo Madicsl CL__ |Day3 |4 HOURS tzos COMb [2.4 [&
ZRHM-PK-06-JP |Ageo Medical G |Dsy3 |12 HOURS mm 08 |2009 |cOMb (30 |8
ZRHM-PK-06-JP |Ageo Medical CL_|Dayl |PRIOR TO PRODUCT |0136 |AGE [2013/11/06 |08:06 |COHb [2.3 [%
M-PK-05- Madical Day! |15 MINUTES 0136 |AGE [2013/11/06 [08:24 |COHb [2.4 |5
ZRHM-PK-05-JP _|Agoo Medicol CL__|Dayl |60 MINUTES 0136 |AGE |2013/11/06 0909 |COHb [2.4 [%
ZRHM-PK-06-JP _|Ageo Medical L |Day! |4 HOURS 0136 |AGE [2013/11/06 (1209 [COHb [3
-PK-05-JP_[Agao Modical CL.|Dayl |12 HOURS 0136 _|AGE 0:09 _|COHb 5
ZAHM-PK-05-JP |Ageo Modical CL Dggﬁ PRIOR TO PRODUCT _|0D136 |AGE 12013/11/08 |07:53 Hi o )
ZRHM-PK-05-JP _|Agao Medical CL_|Dayd |15 MINUTES 0138 |AGE [2013/11/08 {0811 __|COHb |§a %
&M‘ﬁ'ﬂﬂ-ﬁ @ dical Dayd |60 MINUTES 0138 |A 2013/11/08 0856 |COHb (28 |%
M- P [Agao Medical CL.__|Day3 wouns. 0136 _|AGE [2013/11/08 [1156 |COHb |28 [%
|ZRAM-PIK-05-JP JAgeo Medigal L |Dayd |12 30 _|AGE |2013/11/08 %
ZRHM-PK-05-JP_|Agoo Medical CL_|Dayi gg-,_on TO PROBUGT IAGE [2013/11/06 |07:53 _|COHb |25 [%
~05~ o 1 9 |AGE |2013/11/06 |0811 |cOMb |3.2 |%
ZRHM-PK-05-JP _|Agoo Modical CL AGE 2013/11/06 0856 _[COH® (3.0 |%
ZRHM-PK-05-JP o Medical Ci GE |2013/11/06 |11:56  |COHb |2.6 |
| ZRHM-PK~05-JP oo Madic AGE |2013/11/06 9:58
ZRHM-PK-06-JP _|Ageo Modical CL AGE mm
ZRHM-PK-05-JP |Agoo Modical CL | AGE oalt 08 _|08:37
ZRHM-PK-05-JP_|Ageo Medical CL ) {AGH nn 2
[ZRHM-PK-05-JP_|Ageo Medicsl CL_|Dayd GE [2013/11/08 [12.22
| ZRHM-PK-05-JP _|Ageo Medical CL | 2
ZRHAM-PK-05-JP_|Ageo Medical GL

ZRHM-FK-05-JF _|Agoo Medical CL

ZRHM-PK-05-JP _|Agoo Medical GL.
| ZRHM-PK-05-JP_|Ageo Medical CL
ZRHM-PK-05-JP_1Agao Modical CL.

|ZRHM-PK-05-JP _|Ageo Medical CL 1D
ZRHM-PK-05-JP _|Ageo Medical GL

ZRHM-PK-05-JP _|Ageo Medicsl GL__|Da
|ZRHM-PK-05-JP Dayd |
ZAHM-PK-05-JP_|Agoo Modiesl L |Dayd

Data gould be affectad by fibrin,

06 09
Dlai’lifﬂﬂ 204
2013/1 3 _|08:32

s
E |2013/11/08 083

|ZRHM-PK-05-JP |Agan Medical CL__[Day! |PRIOR TO PRODUCT _[0142 9
ZHHM-PK-05-JP _|Aguo Medical GL__|Day! |15 MINUTES 014 7
[ZRHM-PK-05-JP lAgeo Madical O Dayl |60 MINUTES 0142 |AGE [2013/11/06 [09:2
ZRHM-PK-05-JP_|Ageo Medical GL__|Day HE 0142 |AGE [2013/11/06 [12:22
[ZRHM-PK-05-JP_|Agoo Maical CL_|Day! |12 HOURS 0142 _|AGE [2013/11/06 [20.22
ZRHM-PK-05-JP _|Ageo Medical CL__|Dayd |PRIOR TO PRODUCT 0142 |AGE mmmu
(ZRHM-PK-05-JP _|Ageo Medical L |Dayd |15 MINUTES 0142 |AGE
-05-JP |Ageo Madieal CL  [Dayd [60 MINUTES  |0142 [A E
ZiHM-PK-05-JP Medical Dasyd 4HDL|£€‘:
ZRHM-PK-05-JP I Day3 |12 HOUR
ZRHM-PK-065-JP _|Ageo Medical GL pmoa TO PRODUCT
ZIHM-PK-05-JP _|Agoo Medical GL
|ZRHM-PK-0§-JP _|Agoo Modical CL | mnﬂl
ZRHM-PK-05-JP _|Agoo Medical GL E [2013/11/08 |12; 35
|ZRHM-PK-05-JP _[Agoo Medical GL_| ! mem!'l 0
ZRHM-PK-06-JP _|Agoo Medical CL AGE |2013/11/08_|08:18
ZRHM-PK-05-JP |Ageo Medical OL AGE |2013/11/08 uaa?
ZRHM-PK-05-JP lAgeo Medical GL |0 AGE [2013/1 08 :
ZRHM-PK-05-JP |Ageo Medical CL 12 !2 X
ZRHM-PK-05-JP |Ageo Medical CL D 20 20 b |2
ZRHM-PK-05-JP |Agoo Madical CL AﬁE ml 19 2.
ZRHM-PK-05-JP |Agoo Madical CL AGE [2013/11/06_08:37 b
IM-PK-0 Agoo Medical CL 2013/11/06_{09:27 [COMb |2
M-PK-05-JP |Agoo Medieal CL MiE 2013/11/06 [12:22  |COHb |28 |8
M-PK-06~JP lAgeo Medical CL__ 2_|AGE |20 20 OHb 2.6 |
ZRHM-PK-06-JP |Ageo Medical GL AGE 2m/wu 0B:45__|COHb (2.7 [%
|ZAHM-PK-05-JP _|Agoo Madical CL AGE [2013/11/08 (0903 |0OHb [24
|2AHM-PK-05-JP _|Agso Medical GL_| AGE |20 08_|09:4 Hiy (2.6 [%
ZRHM-PK-05-JP |Agoo Madieal GL 2013/11/08 ms COHb_[26 %
ZRHM-PK-05-JP [Ageo Medical OL_ |Duy3 |12 HOURS 0152 [AGE [2013/11/08 |20:48  |COHb [25 [%
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16.1.9.4 BIOANALYTICAL REFERENCES

Please refer to Section 14 of the CSR for all publications referenced in the report. Copies of
these publications are available upon request.





