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Final Report

Bioanalysis of COHb in Human Whole Blood
In Support of Clinical Study Protocol (ZRHM-REXA-07-IP)

Title of the clinical trial:
A randomized, controlled, open-label, 3-arm parallel group, multi-center study to demonstrate
reductions in exposure to selected smoke constituents in healthy smokers switching to the Tobacco
Heating System 2.2 Menthol (THS 2.2 Menthol ) or observing smoking abstinence, compared to
continuing to use menthol conventional cigarettes, for 5 days in confinement and prolonged by 85

days in an ambulatory setting

Sponsor: Philip Morris Products S.A. T
Quai Jeanrenaud 5
2000 Neuchatel
Switzerland
Study Number: ZRHM-REXA-07-JP
Analyte: Carboxyhaemoglobin (COHb)
Matrix: Human Whole Blood
Anticoagulant: Sodium Heparin
Method: -Ox
Testing facility:
Beginning of the analysis: 26/08/2013
Termination of the analysis: 04/06/2014

Confidentiality Statement

Contents may not be used, divulged, published, or otherwise disclosed the written consent of Philip

Morris Products S.A.
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Statement

Statement
The requested clinical tests for the study 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

sponco (B

Study title: Bioanalysis of COHb in Human Whole Blood
In Support of Clinical Study Protocol (ZRHM-REXA-07-JP)

Study number: ZRHM-REXA-07-1P
Analyte: Carboxyhemoglobin (COHb)

Period of the analysis: 26/08/2013 to 04/06/2014

Concluded

Date 26“56/ - D/
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Title Bioanalysis of COHb in Human Whole Blood
In Support of Clinical Study Protocol (ZRHM-REXA-07-IP)
~ Study Number ZR HM-REXA-07-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). ) e
Regulatory Clinical Laboratory Technicians Law (The enforcement regulation No.24, 21
compliance July 1958, Ministry of Health and Welfare, Japan) o
Coverage for Not applicable
Quality Assurance | Raw data was not inspected by Quality Assurance Unit (QAU).
| Unit inspection
COHD analysis
service providing Address
facility
Representative
Responsible
person
Contact
information
Contractor  Name
Address
Testing facility Name
| Address
Study director
' Contact
information
—— Study staff
Duration of study | Date of study 06-Jun-2013
initiation = ]
Date of sample 26-Aug-2013 to 04-June-2014
reception
Analysis period 26-Aug-2013 to 04-June-2014
Date of study 26-September-2014
completion -
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Documents submitted to the sponsor o o -y
Document ‘ Number ] Remarks ‘
SAMPLE ANALYSIS PLAN 1 Original
Final report 1(Original), 1{Copy) Original, Copy

All of the raw data and records - I -

Data storage

Coverage for E SAMPLE ANALYSIS PLAN (cop;

storage * Final report (copy)

Storage period 15 years after completion of the study ==
Archives Data storage roo_. —
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Signatures of Study Director, Responsible for accuracy management
Title Bioanalysis of COHb in Human Whole Blood
In Support of Clinical Study Protocol (ZRHM-REXA-07-JP)
Study Number ZRHM-REXA-07-JP
Sponsor -
A2 10 ol
\
Christelle Haziza, PhD (Date)
Manager Clinical Science
Philip Morris Products S.A.

Stucg director

Responsible for accuracy

management

Test facility manager
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List of abbreviations

F\bbrevialion Definition

COHb Carboxyhemoglobin
‘ (6] Carbon Monoxide
| BoExp Biomarker of Exposure

SAP Sample Analysis Plan
IL - Instrumentation Laboratory g
tHb Total Hemoglobin conce;tration
7QA Quality Assurance
QC Quality Comr(;l
E(;P : Standard O;;grating Procedure
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List of acceptable range and actual range for temperature
Name Acceptable range | Actual range Conclusion
Analytical sample 1-10°C 3-8°C conform
IL Cal Dye (Calibrator) | 17-28°C 20-25°C conform
QC samples 1-10°C 3-8°C conform

Signature of Study Director

Study director
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I. Summary

This report describes the determination results of COHb in human whole blood as a part of Study

Number: ZRHM-REXA-07-JP requested by{i EEH - '<2surement was performed
using a method previously validated. The validation data were presented in the final report of

“Validation for the determination of COHb in human whole blood” [ ESINNENEGgGGEGEGEGEE
I . = 5ppor the interial SOP No.
30-B-020-03. Consequently, this study was performed according to this SOP No. 30-B-020-03 (June

0,200 G

11. Materials and method
1. Analytical samples
Title of the clinical trial A randomized, controlled, open-label, 3-arm parallel group,

multi-center study to demonstrate reductions in exposure to
selected smoke constituents in healthy smokers switching to
the Tobacco Heating System 2.2 Menthol (THS 2.2
Menthol ) or observing smoking abstinence, compared to
continuing to use menthol conventional cigarettes, for 5
days in confinement and prolonged by 85 days in an
ambulatory setting

Clinical trial No. ZRHM-REXA-07-JP

Operation protocol No. CLS2013-031

Matrix Human Whole Blood

Anticoagulant Sodium Heparin

Sampling point 10 points (Day -1, Day 0, Day 1, Day 2, Day 3, Day 4, Day
5, Day 30, Day 60, Day 90)

Condition at reception 1-10°C, with cold pack

Number of subjects 205

Number of discontinued subjects 61

Number of received samples 2675

Number of analyzed samples 2675

Storage condition 1-10°C

Term of validity With the exception of some samples, analyzed within 3

weeks after collection.

Handling after analysis Residual samples were destroyed at TCI after the analysis
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without delay.

2. Analytes
COHb in Human Whole Blood

3. Reagents
3.1. Purchased reagents

Name Manufacturer
IL. Cal Dye (tHb Calibrator)
1L Multi-4 ™ CO-Oximeter

Storage condition

Instrumentation Laboratory 17-28°C

Instrumentation Laboratory | 1-10°C
Control Solutions

Zeroing Solution Instrumentation Laboratory | 17-28°C

Diluent Instrumentation Laboratory | 17-28°C

Cleaning Agent Instrumentation Laboratory 17-28°C

4. QC samples

QC samples Level #1 Level #2 Level #3

Lot No. NO0132447 | N0935964 | N0132446 | N0935963 | N0233014 N0935965
Expiry date 2014.04 2014.12 2014.04 2014.12 2014.04 2014.12
Storage 1-10°C

condition

Concentration | COHb is indicated as a %. tHb is indicated as g/dL..

The first decimal place

Remarks IL Multi-4 ™ CO-Oximeter Control Solutions is used for the QC samples.

5. Main instruments

Name Model Manufacturer

CO-Oximeter 1L 682

Instrumentation Laboratory

6. Quality control

QC samples Criteria The Level #1, Level #2, and Level #3 of COHb (%) and tHb

(g/dL) must be within the control range designated by the

Instrumentation Laboratory.
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7. Re-analysis

Study Number: ZRHM-REXA-07-JP
DATE: 26 September 2014

7.1. Re-analysis
In the following cases, the re-analysis should be conducted.

(1) | The acceptance criteria for QC samples are not satisfied.

(2) | A problem on the analytical equipment or instrument occurs.

a. Clogging of a nozzle or cell, or similar problem, occurred.

(3) | A technical error is recognized on the determination such as;
a. Analytical sample is lost by tubes broken.

b. A fibrin clot was aspirated, preventing a correct measurement value from being obtained.

(4) | The study director or study staff judges the re-analysis is necessary.

a. It was confirmed that a little fibrin clot was sucked at the tip of the nozzle after analysis

ete.
I11. Results
1. Accuracy control
Analyte
QC samples | Lot No. COHb Conclusion
Acceptable range (%) | Measured values (%)
NO0132447 | 57.7-61.1 59.5-61.0 conform
Level #1
N0935964 | 58.5-61.9 60.5-61.1 conform
NO132446 | 1.5-4.9 3.3-4.0 conform
Level #2
N0935963 | 2.5-5.9 43-44 conform
N0233014 | 19.7-23.1 21.6-22.2 conform
Level #3
N0935965 | 21.3-24.7 23.2-23.4 conform
Reference of table 2 QCs results of COHb ZRHM-REXA-07-JP samples (COHb)
Analyte
tHb
QC samples | Lot No. Conclusion
Acceptable range Measured values
(g/dL) (g/dL)
NO0132447 | 15.9-17.3 16.0-17.1 conform
Level #1
N0935964 | 16.2-17.6 17.4-17.5 conform
Level #2 NO0132446 | 12.3-13.5 12.5-13.3 conform
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N0935963 | 13.2-14.4 13.6-14.0 conform
N0233014 | 6.8-7.8 7.1-7.5 conform
Level #3 —]
N0935965 | 6.4-7.4 6.8-7.1 conform

Reference of table 2 QCs results of COHb ZRHM-REXA-07-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 40 days 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 377 samples per 2675 samples analyzed beginning with the
sample from Subject [D 0065, at Visit Day -1 (Time Point: 20:00-21:30). A reference comment was
added for these samples(377 samples) due to fibrin precipitation. ("Data could be affected by fibrin"
was entered in the Supplementary Comment 1 space (Table 3).) Because notice of sample receipt from
the clinical testing facility was late, some samples(51 samples of 377 fibrin precipitation samples)
were measured more than 3 weeks after they were collected. Those samples which were measured
more than 3 weeks after collection were marked "measured more than 3 weeks after collection” (refer
to the mark of * in Table 3).

IV. Discussion
The results in accuracy control satisfied the acceptance criteria.

Except for 51 samples the samples described in 111.2, the determination was conducted within the
period of storage (3 weeks after collection) in which stability was confirmed.

Except for the samples which were measured more than 3 weeks after collection, the Raw data
measured in this study were obtained in the expected and acceptable experimental conditions regarding

the study plan and the purpose of the study.

V. Conclusion
An unforeseeable event that may have adversely affected the reliability of the study and deviations

from the analytical protocol was noted in this study. This means the occurrence of samples which were

measured more than 3 weeks after collection. Because the stability of these samples could not be

guaranteed, they were used only as reference values ("for reference purposes only").

In addition, the data obtained from the 377 samples with fibrin precipitation lacks reliability, and

hence is for reference purposes only. “Data could be affected by fibrin” were added to the test results.

Except for the samples which fibrin precipitation was observed , the data obtained in this study can be
12/52



PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 16.1.9 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 14 of 53
Sponsor: Philip Morris Products S.A. Study Number: ZRHM-REXA-07-1P
STATUS: Final DATE: 26 September 2014

judged reliable and could be used as "Blood biomarker of exposure" in the main study

ZRHM-REXA-07-JP.

V1. Event Observations and Deviations as noted in the related SAMPLE ANALYSIS PLAN-FINAL
There are 377 samples with fibrin precipitation. Among these samples, 51 samples have been analyzed
outside the 3 week period of stability. These 51 samples are deviation from SAMPLE ANASYSIS
PLAN-FINAL. As for the 377 samples with fibrin precipitation, the data lacks reliability and is for

reference purposes only. We added comment as “Data could be affected by fibrin”

VII. References

(N Final Report of “Validation for the determination of COHb in human whole blo_
O . e 22, 2007)

(2) SOP No. 30»B-020-03_ (June 30,2011) n

3) SAMPLE ANALYSIS PLAN

“) Instruction manual of IL 682 CO-Oximeter

VIII, ANNEXES

(1 Table 1  Calibration results

2) Table2  QCs results of COHb ZRHM-REXA-07-1P samples
3) Table 3 ~ COHb results of ZRHM-REXA-07-JP samples
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Table 1 Calibration results

1L Cal Dye
o £ Ac 4 l
No. l?alu of IY'“M Rt
performance Lot No. measurement
tHb {(g/dL)
| 2013/8/15 N0921069 15.3
2 2013/9/9 N0921069 15.3
) 2013/10/4 N0921069 15.4

Due to a power outage (57 minutes: 8:49 — 9:46)-
4 2013/1017 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

6 201311243 N0921069 15.3 -
7 2014/1/10 N0921069 15.3

8 2014/1/16 N0921069 15.3 i::;&mn was performed because the cuvette was

: 7 2014/2/18 N0921069 15.3 : :

10 2014/3/18 N0921069 15.3

11 2014/4/25 N0921069 15.3

12 2014/6/4 N0921069 153

Lot No. and Exp. date of IL Cal Dye
Lot No. Exp. date
N0921069 2016.01
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Table 2 QCs results of COHb ZRHM-REXA-07-JP samples

Datc ol [Number of Nurmbar of AL Mo ™ CO-Onasiter contad solutuns .
No receiced | P | s Level #1 Level K2 Lovel V3
iocepion | ssagtes | U85 | coroier | Lo ol wit | taNo Adiy wit | Lana Al ot
waswement
o tHb (L} i | 130 b | 74
e | e -0 e - = 3
1 20138726 20" - NOLI2MT il (%) NOI3246 AL fzxs NOZION ‘fﬁ"" 1.; lv—
il o) AINR2T @ . 7 33 [conm) 216
. S 127 [T A
2 _,J"""u, "o Noi’fn Nl?l). rfoz\.\ou eoss] 217
w17 | i ! c'"lh :Zid?f
3 | 2osmn7 w NDI32447 |5 NOLIZAG Noazolq | SN
MNVVIR an -
000027 | Is0 s -
4 | e | oas? NOII2MT 2 NOII2646. NO213014
aoivans | 200 {dL) dib
e . %) COHb
{phdL) tHb
4 4 7] oL L) 2446 |-+ N oLy
5 200930 1% 13530 17 NOI32464 ) NOI3Z446 Ot 0233014 C
! Hb
v 7 NO!
6 | 203007 20 201310 20 | No132447 ) 12M6 oo NOZI0L4 b
i (gL} tHy
1 3 - Na. = N
7 | 30 327 mx:rlwa 72 NOI32H4T conb| 603 | 3% 132646 e i (231054
| tHb | 167 | (gdl)
s | ianons | 202 | 0008 [ 22| NOIIT - IS | NOIS2446
s [ 7165 | Tyt
A 13244
9 | 20130021 _16 7mullor'| 16 | N [ ﬁ—o'.j- No!
2 tHb 16
10 | 2000028 | 001025 1 No132847 CoHb| 603
b | 170
(N R E T e T ) L N
¥ tHb 3
12 | 203116 € | WVILG [ 20 | NOII2T e NOT346 [ NOzII0N
Hb L 70 R {gla) ]
13| 030 2 B 201¥1178 I L e T B ki, (5 N0
. Wy | 169 | Tyl : Tyt |
W | o 18 foowmio| 18 [ N0 PR NoJ | Nl
X tHb | 166 | (gdl) R, {gfdLt Hb | 72
s | 20022 19 | 2z 19| NeI32ea7 b ij—-m) NOI2446 , T | N 319
b | 168 | {gdl) | (gidL) o | 74
)1 7 |- - i 14
16 7203125 0 2013126 720 BUERAL e ) g rfllm <oy : 0 Ncoa)oi corm| 215 |
= 1Hb 17 (gLl |\ (5] 131 | (ghdl) b 73
17 | o 2 |20 | 20 | NO1324T w02 T 00 17" [eoms] 53 T (5 N@I0W Err
e | 167 | {waL) b | 130 () Hb | 74
¥ 7|22 - o)
18 | w218 17 | 2o13n218 L L e T Bkt 1177 WK W R e TR
Ho 168 | (i) iHh 133 | (g} Hb 13
9 - =2 NOZIZ0I4 =
19 | 20131220 20 { WM | W | NI? Conb| 802 | %) Nan(? Coms| 37 5—(%) L e YY) 5]
uib | 168 | (wdl) b | 129 | {wdi | o | 73 | (g
1o ! 7 32446
20 | 0110 » 20141 I e T T R T coml 37 T 10 1V [coml 219 | 0
1) Because the rnzzde became chgged, a new nozzde was oitaned fram 1L Japan and the remaning 6 samvples were measured afier nozzle regiacenseat an the following day (8/27)
2) Because of the hirge nember of sampies, and alin because there were many samples which were measured mace than 3 weeks afler callection, fibein ckts remained in the coll
and time was required for cleaning and removing the Flrin clots. As o result, measurement took place over 2 days
Mﬂlﬂl.lhl“"' imeter solutions (NO132817, Exp, dute 2014.04;
Level #1 Level 2 Lewvel #3
Lo, | Accmtabie [l i, | Accrl | | Lang | ARl |
fange
tHb_[159-173] TgidL) Hb |23 [ {g/dl) Hb_| 6873 | (pidL)
Akkantd [5T7™ LAY ICA Mt (<7 MEZTN MG Ml (073 ECEZTX M)

15/52



’ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 16.1.9 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 17 of 53

Sponsor: Philip Morris Products S.A. Study Number: ZRHM-REXA-07-1P
STATUS: Final DATE: 26 September 2014
TP
Nomberof| | Number of = 11, Mk 4™ C0-Onimetes contvel soluions
No snple | received ""; L | sl Level#1 Lol i1 Lewel®d
i v A T
receqon | sauples | *™ ampks | LaiNo Aetal x| era ] sk T e e Aewa p
men measure el
3 | s ” . [ S T EX (TR ab | 75
1 I 2401 X 20[‘?1? 20 NOI324a7 NOTR2446 (_0.!@ i .17 (%) NO233I0I4 (‘Q"y{ 1]
& G % . : = b ab | 73
] g J)b- »VIDI-V!‘.‘I 2% NDI32447 NQO132446 Ol \(I?!?Dl:l coHbl 220
237 & s I 02 NOI2a7 M)”:&(f (‘::_h NO23XN4 B 7?7;;
b ) 12
24 20147221 29 a2 29 NOII2HT NOI 32 — oy R3MN4
£ 20147 9 _0 244 Wi_(:‘?“'«‘ NO23H 38
3 20143/12 202 2014312 az NO132887 NOLIZ4d6 -@b NOR330NA p—— 13
- i COHb "l 02
1Hb 74
o e 4 L
n Ail YNIR 30 jﬂll\/la ; 1] J NQAIJZ i NOLI2446 (0‘|h NO233014 29
7 20040326 2 2014026 29 NODI32447 NOI32446 —Iﬁh Naz3304 12
[ COHn 2'Z 0
| ouan | 2 | e [ » |Nozwr [l : 2 jornaue |12 N0l 32
COHb| 603 | (%) COHb 5 2.1
; Wb | 169 | (ki) | Hb 73
2 - i 0 32446 33014
72 ' | ;m« 15 30 014415 mmfn C(J_E!b 6(25 »{%) a NOI C_OBE NO2)X0). 2|:q
b | 168 | (gdl) i 74
s 207 S ] s . H :
0 201444725 pol 014425 2 NO13244° Conn| 595 (%) NOLI2446. Comb| 36 ) NO233014 T 27
Acee L Mubtid'™ CO-Oximeter contro (NO132817, Exp. dute 201 4,04
Leweld ! Level $2 Level ¥
Lot No “:":& uit | ean | At g | e “f:""“ wit
" Wb | 155173 (gl uiy_[12005] Gga | Wb | 6574 | Gyd)
NOUMT | o szt (3 | o comm] 1o | (s | oo [Comblormi| ()
o
Dateof | Numbes of Number of| 1L Multi=d™™ CO-Onaneter cantrol solutans
No | sample | rocoived ?:':i analyzed “‘r‘uﬁl 1‘;‘:[:: ":""l
rew s o
ecepien | samples samphs | Lot No. w | | LaNo | et | U™ | LtNO
. wih | 174 | lwal) Hb | 140 | (gdl) wib | 70
" 2 ; 2 [N Al § LI K20 P J
n | owse m | amess B e e W VO Biasacd s Vo W) 93068 o593
b | (74 | (gL b | 140 | (gdl) o | 71
200405 {] 0915964 L, !
» |_s _;o 014sns | o N Cotb| @10 | (%) :wwm o N NORISHS Cotts| 234
Hh | 175 | (wald o | 136 | (gdl) Wb | 68
i Ni NO9; NRISaes |-
B | e | 2| 6 | D NSO s TR | (e | [Cons] 43 | () | |CORb| 232
Acceptable rsnge of 1L Multi-d"* CO-Oximeter ¢ sof NOU36654, date 2014.12]
Level ¥1 Level #2 Level #3
Lot No. :\:'«subk sl | et Acceptable ai: | LoNe Acceptable -
b [162176] {(@dl) tHh | 132184 ] {g/dL} lllh__l 6424 | (gfdl)
NOS3S964 | o [l @) | oo [Comb] a5 | 0w | |comp | naa| )

16/52



Qx o ‘_'9
N )2

3 [{
TSN :‘3

PMI RESEARCH & DEVELOPMENT

(SR T
Philip Morris Products S.A. Clinical Study Report Appendix 16.1.9 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 18 of 53
Sponsor: Philip Morris Products S.A. Study Number: ZRHM-REXA-07-JP
STATUS: Final DATE: 26 September 2014
Table 3 COHb results of ZRHM-REXA-07-1P samples
;
i
H
3 i
.
3 £ |z 215 i3
e sz (1R i
il I B 30 i1
] 1 j201
il
15 4 1
L 1 10 I'
- il L
T
- i} L
-3 1
1]
&0 L] L
07 il L 1] 1 i
= . 38
1 1
TH 1 (] 13
1 i}
il
-9:30 1
1 4
2 i}
1 il
= 1
- |‘
]
@ 12 !
il 40
1
- i}
1
Ll 11 il
1l 1 i} 1 i
7 3 10 1201,
= =1 ]
K 1
5 1
3 2
T 1! 1
- 1
16:00-17; 1l 1
- 1l /12
2 23,
28
U 1l 13/1 il
1 42
2 ( (1)
= 1 1
: Il 182
1~ | 153
1 1
1~ 1. LF U 12 |1 ]
7 30
1 001 13
> E 11 13/1 53
il 1 1 ) il (X}
P (R 0

17/52



‘ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 16.1.9 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 19 of 53
Sponsor: Philip Morris Products S.A. Study Number: ZRHM-REXA-07-1P
STATUS: Final DATE: 26 September 2014
ZRM-REXA-0T- [T T : 16 [7013/09/00 |20 7] =
- 07, 0 13/09/07 2022 |COMD (64
o1 THO 1 6 10.18 |G
P 1o TG = Sam— 13/09/08 12020 4 = bl
- 01-8 [THC 1 00! 13/09/10 |2020 6
REXA-01- 1[‘(}_ 4 i} 18 |2013/08/01 20 26
07, 13/09/1 28
TP [THG [0my & [1700-1 16 12013/09/12 [1237 [comm lze | i=
~07-JP | THG (Day § 16.00-17:30 0016 12013/08/12 |1 ) ——]
[ZFHM- REXA-07-JP | THC ) 100- 21 0018 13/09/1 ) OB {23
XAD1- 9P| 10:00-18; 016 12013/10704 {1040 |
< 07~ 11 il 13711 10;
7-99 | 1000~ 16 [2013/12/05 1008 |COMM = il
- 07, -1 AP 0018 3709/06 123 {COHY
-07-J° o P 0018 |2013/09/07 126 |COHY 34
=07y _ITHC {Day | 21 18 1201 !
-07-JP  THC o 1 1 /09 1 1
v07-JP THC Day 3 - |} 10 122 |COHY 11 9
-07-JP [ THC i} 001 |} /11 COMy (19
=" - 18 1 1 4 1
7- -13; 13/08/12 112 1
- 2l 1 <17 1] 13/08/1 16: 8
7 I 3/00/1
L 1 1 13710 10:27
07 0
07, 1. 13/1 1
= - 13/09, 10
07~ 1 113/08/07 5.0
1-JP 18
EC T X f
Lt 18 13/00/10 1 1
1 1
XA-07 9 [201 2 1
1} 1) 1
07~ 5 7. 0019 1 12 1 Ci
07
-REXA 1000-11 1 1 1
Al ! 13/12/06 |1
i 7
24 1 1}
|l
- 1. il
- THC 1}
ITHo
XA-07-JP -21
T-JP 1 13/11 7
15
= 7 1 1041
= I 1
] 1. 7 1
24 1 1
07 4 1
1
|} /1
—~ 12 |1
= - 24
T 1 121
1-08 11 13/1 0 127
- 33
- - Il 5.6
1 )| 4
” = 1:30 A
- -07-, - 1 1
~ 1
7-JP 5 12.00- 1. 44
= 1 il A
7 13/09/1 4
1 1
T 1 1! OHYy.
7 - 12705 ]10.17 [COHY

18/52



Philip Morris Products S.A.
ZRHM-REXA-07-JP

l PMI RESEARCH & DEVELOPMENT

Clinical Study Report Appendix 16.1.9 Confidential
Version 1.0 / 24 February 2016 Page 20 of 53

Sponsor: Philip Morris Products S.A.
STATUS: Final

Study Number: ZRHM-REXA-07-JP

DATE: 26 September 2014

RHitA-REXA-07 -9
M-REXA-D7- |
THC |Ds
RHM-REXA-07-JP_[THC [Osy 4 2000-2330
e 18:00-9
{THC | 41200-1330
16:00-17:30
2000-2130
11
1000-11
1090-12.3
2000-21:30
-21
3 0,
a 100-2190
3 00-21
3 20002130
3 A 10 PRODUGT
3 12,00-13:30
3 16:00-17:30
P =
3 100011
3 10.00-11
F_| 1
= P _|THC -1 -21.30
1P [THC = :00-21
¥ - | 3 T
01— w
p_| )
AHM -REXA-D7-0 |
3 T o
E - 5 P T
-REXA-07 P 1600-17:30
XA-07-JP 5 ;
RM-REXA-07-J0 3 10:00-11:30
T 114
- P 40
P [THG [Doy - :
07-0p g
07-JP E
3 000-21:30
P 100-21;:
7-JP X
07-JP 0 T
o] P 1 13:
74P 16:00-17:30
P
T-JF 30 1
XA-07-JP__|THC 113
7-JP 10:00-12:
oI Jow 12000910
= :
p 21
p | 21
~07- | -21-30
w - P
—p | ¥
“REXA-DT-_| 16:00-17;
-07-P | 2
z A-07- | 11
P_[THC |Day 6 1000-11
-REXA-07-0 | THC [Day 90 |10:00-12:
-0 _| -1 I
~07~JP 1
W P | 1
07| 0.00-21:
RHV- 1-Jp_| 00021
RN REXA-07-JP -21:
RWA-REXA-07-JP TOP
07-05 13
Q1P 160011
-07-JP 21
M- TP |THG 1000-11:
M-REXA-07-JP_|T} 1090-11
RHM-REXA-07-JP. 1000-1

27 12013/09/12
0027 L 04

0027 12083/11/0:
/
0031 12013/08
0031 {2 /21
1 12013/09/;
1 12013/08/23
0031 _j2013/08/24
13/09/25
L 13/0!
0031_|2013/09/:
1 13/09/26
\] 13/10/18
A
031 1
4 (2013
1
|00 1 /07
1
0035 1. /0!
1. 1
35
/08/1
13/00/1
1
13/10/04
1
13/12/05
1 /1
0036 ]
1
13/08/11
6 {2013/05/12
13/00/1,
13/10/04
13/11
6 {201,
i}
1 /07
7 |201
37 1.
1
I} 11
7 12013/09,
1 1
13/1
13711
7 12013/12/08
1
1.
8 j201 1
013/09/11
8 12013/09/12
1
1 1
13/08/1
0 013/10/04

038 [2013/11/05
1!

19/52

4.1

SENENS

(o

CCHb.

ICOMb

(COHY

COHY

===




‘ PMI RESEARCH & DEVELOPMENT

)
ST
Philip Morris Products S.A. Clinical Study Report Appendix 16.1.9 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 21 of 53
Sponsor: Philip Morris Products S.A. Study Number: ZRHM-REXA-07-JP
STATUS: Final DATE: 26 September 2014
RHM-REXA-07-28 _[THC [Day -1 0021 9 12013/08/08 7 [comn [58
REXA-07-2° ITHC Dy O 20,00-21:30 39 12013/ 2035 84 —
RHM-REXA-07-J° | THG |Day :00-21:30 013/03/08 {2015 |COM (2.7
1= THC -21 1
| ZRHM - ~07-J° [THC |Day 00-2130 13/09/10 J20:17 [COHb [2.7
“REXA-07-JP | (HG Ouy 4 |2000-21:30 13/09/11 120,15 3
-02-40 T 8:00-9:30 1 (COMHb (2.7
) -, u -1 2
~07-JP_ITHC 180017 13/08/1; v |24 4
ZFHM- REXA-07-JP 5 21 039 /08/ 56 |COHb |29
RHM-REXA-07-JP ITHC 30 1 -11430 39 13/10/04 |1 286
| ZFHM-REXA-0) Tl &0 10:00-11 1039 [2013/11/05 {1006 |COHE j2.7
FHI-REXA-Q) =)0 _ITHC. ! 30 COHb (3.1
2RHM-REXA-07-JP [ THG [Day -1 00-2130 13/00/06 |2004 [COMb 5.1
7-JP_[T} -1 |2000-21:30 2013709/ CoHb [5.1
XA-07-JP_|THC |Day 0 0~ /07 |20:18 [COMb |42
~07-Jp |1l 1 / 1L
"REXA-Q7-JP__|TI ) X
ZRHM-REXA-Q7-JP__ |THG 100-21 1 YAl 14 |COMb.
-REXA-Q7-JP T 0-21:30 1 AR
REXA-0T-JP {7 8:00-3:30 13/08/12 C
i-REXA-07-JP 1200-13:30 1 L b
-REXA-07-JP 1 3 1 /12 |16:50
HI- -07-JP 13 3/09/1 I
- 17-JP 115 A
-JP 1 11 1 G
< 10,00-12:30 1
|- -07-JP ay ~1 1 1 13/ 158 {COHb J6.6
-R 1374 7 5
E 11 12013/08// 4
T-JP__{THC 1 LAl IC 46
- T-JP 1:30 11 ]201 X 0
e : :
= 7-JP__ITHC i il 1 1
-REXA-07-JP 1 132 013/09/12 |12:52 |G
= 7P | 7 0011 1
~07-JP__|THC 1: 1.12013/08/1:
P_|THC 10:0 F il 113/10/1 1
P_| 60 il LB 00 11 1 COHo
7P| : 112013/1
P_| -1 21
p_| 1:30
'l o U0-21;; a4 2.
A-QT-JP | P 1
XA-0T-JP | 30 14 12013/09/10 1
P_| : 1
~071~JP | TH PRIOR TO PRODUCT 14 |2013/09/1
1-0P_| 12,00-13:
- =P | Da, - /1
= :
07-JP_| 10.00-11 1 /04 11027
-07-JP |THC 10:00-11:30 it 13/11 1
XA-07-JP | - 14 7
w 7-06 [ THC [Day - ¥ 4 09/20 12026
EC F 044 [201
- : i
-07-JP | 1:31 4 il 7
M- 7-9P__|THI 4 /24 13 [COHb
RHM-REXA-07-J° 1 4 13/09/25
7 12:00-13:30
XA-07-yP 16:00-17: 4
7-JP [} = 4 1/00/26 12031 |COHb.
1-JP 1 11 13710/ 1
P 1 ) 1
=07-JP | TH -12.30 1
-9 |THO 130 45 12013/09/21 [20:40
AT :
e : -
-01-8 00-2130 1
17-JP Al X
7-gP_| L i ]
XA-07-JP _ITHC |Day 1 it 45 13/08/: 1 04
ZRHM-REXA-07-JF_| 7 104
-07-JP |THC 2130 13/08/26 £3 05
7-4P [T 30 1000-11: 13/10/18 |1 OHb [11.4
~07-JP__|THC 0 11 13711719 102t JCOHb 11
XA-07-JP | 1 013/12/17 1

20/52



Philip Morris Products S.A.
ZRHM-REXA-07-JP

‘ PMI RESEARCH & DEVELOPMENT

Clinical Study Report Appendix 16.1.9
Version 1.0 / 24 February 2016

Confidential
Page 22 of 53

Sponsor: Philip Morris Products S.A.

STATUS: Final

Study Number: ZRHM-REXA-07-JP

EA-0T-3p TG o
HM-REXA-01-JP | THC

-l

H
HE
HC_

11
10:00-11

- (=

2013708/ 5
1 i)
1 /| 1
A /s
13/09/24
1 /4
2013/09:26 (06,16
1
13/00/! 0
18 1os

13/11/19 (1046
1271

1
13/09/21 (2011
1 7

13/09.
/;
0 16:44
Al
0
1
1
.
il 5
il
13,
3
13/1
1.
1
il
il
il i}
il
Z3
1
1 A
1
1 1
1"
Al
1
13,

2013/41/19 101
1 1

21/52

DATE: 26 September 2014

[COHb

2.7

Ci

2.7

26

T34




PMI RESEARCH & DEVELOPMENT

Ty Mo

T ERNATIC

Philip Morris Products S.A. Clinical Study Report Appendix 16.1.9 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 23 of 53

Sponsor: Philip Morris Products S.A. Study Number: ZRHM-REXA-07-JP
STATUS: Final DATE: 26 September 2014
- = 2131 !
- 71—, a P 7 /097 17 1COHE |36
07, 1 74 i} ./ 28 |COHb (2.1
= 01~ -21. 7. I¥ ALY L2
M- REXA-07- 0P -23 71 12013/08/24 17 )
~07~, 4 000-21: 07} |2013/09/25 Al 2
-07- - 13/09/26_{06; !
“REXA-07-J° 71 |2012/06/26 |1 2
DREXA-O7-JP | 013/08/ 20
2 1) /s 20,3 ——
M-REXA-07-JP 71 13/10/1
XA-07-JP 71 [2013/31/19 110:18 [COHb 127
- 013/32/1
RHM - 7~ 1. A 44
XA-07-JP 7. 1 /21_|20:18 |COHb (64
-REXA-07 P 2, /22 2012 2.1
RHM-REXA-07-JP 2, 13/09/23 Al
RHM-HEXA-07 -7 7, 13/09/24 1 20
17-JP 007 013/08/25 [20:10 [COHb J2.5
—JgP | i)
-07-JP 7. 013/09/;
=~ 72 1. 6 _[16:46 |CO)
- 7.
07~
~07-JP 1
—07-JF 17_|10.
“07-0p 1 7
-07-JF_| 1 1 Mo (5.2
= 17
= - - 13/08/24 f 1
-] P_THG 4_j201
01-JF
7o THe = 1
P_{THC,
: E_|
~07-JP 1 11 4 il 1 Hb |3,
= - ./ 8
7-JP 17 14 3.0
- 7~ - 1 i} 0:18 5.4
P ¥ X 53
=07, THC [Day 1 18 [COMb.
7P|
- P_| 1 17
| 7-JF_| 1 176 [201 T
7-JP | TH! [PRIOR TO PRODUCT 1 k
T-P | 12:00-1 a1
7-JP__|THC 5 1 1 13/ 6 116:37
- 7- ] 7 i} 6 7
= P 176 |2013/10/18
~07-JP | THI 1 11 6 13/11/1;
1 12 76 10:1;
24 ~1 21
7. 0.00-21:30 013/09/21
7 3 i 1/ 121 E
=07 TH! 0:00-21:30 1 /s :23 |COHb
7. THC. /24 :20
-REXA-07-JP a 013/08/25 g
= T 41
2L 4
(' 21 4
) =m :
=07~ 0 ™ 1 19 _110; 4
7- TH 17_110:21
XA-07- - & 1 ; e |0
7, -21 1 1
= = 5 5.
= E 1
B 12 8
= 4 21 13/08/. !
Liw TO P X3
. L 5 1200-13:30 1 12:43 |COHb (86
7 THC 5 1600172 1 il /26 |16:43 1
XA-D7-JP E 0081 12013/08/26 |20:43 1
XA-07-P 3 1000-11 1 |2013/10/18 |3 .6
10:00-11 81 |2013/11/1 ]
= 0 1 -1 1 12/17 | ]

22/52



‘ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 16.1.9 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 24 of 53
Sponsor: Philip Morris Products S.A. Study Number: ZRHM-REXA-07-JP
STATUS: Final DATE: 26 September 2014
ZRHMA-HEXA- 07 P < : e :
2130 ]
2130 13/08/23 1201
130 412011
-21.30 /09,
T 2013/00/25 —
3 [2013/08/26 |1
2 1 ! Ot
v 13/
g /Y 2.
10001130
-1 0083 £12/17_110:17 [COmb.
= 1 0064|2013 1
4 3,
- - 1 19 [Data coud b aftncted
K X Dole coudd be aflzcted e
|Dnta could be affected .
1.1 [Date could be alfected by fibein
LB il
10
il 12
U
i
13/1171 1
12/17
o5 10/1 il
1,
i}
i}
I
i}
1 1 13
1
1 4, 9
5.2
161
1
Al
> ¥ il
1
1
2 i
1071
id
A
0 1 2
1 1374, il 12
2
- r s
r la
E 12,
i}
14
i} 1 4
29
Jas
' 45
%0 44

23/52



’ PMI RESEARCH & DEVELOPMENT

Philip Morris Products S.A. Clinical Study Report Appendix 16.1.9 Confidential
ZRHM-REXA-07-JP Version 1.0 / 24 February 2016 Page 25 of 53
Sponsor: Philip Morris Products S.A. Study Number: ZRHM-REXA-07-1P
STATUS: Final DATE: 26 September 2014
-REXA-0 o BT 313/19/10. wﬁg
M REXA D1 0 2000-21.30 12/10/11 12006 6
~REXA-01- H 2130 2 L 1 9
=072 2000-28; 13/10/13 2010 {COHD 124
HM-REXA-01 - C 000-2130 013/10/18 120.18. 1
REXA-07- PIOR TO PRODUCT o
270 M REXA-07 P _ 1200-13.90 2013/10/16 1232 8 —
ZRHM - REXA-07- 4P Day 1600-17:30 13/10/16 1632 T
ZRYIM-REXA-O7- 4P L% S— 1 DIA/10/16_
. Liw Ll -1 13711701 1007
- [T 3 2013/127 COMb 3.2
7 90 (1000-1290 14/01/09 |10:12 (GOl
I = 13/ 1 1 40
“HEXA-07- 2 2012/10/11 12017 [cores
X - 20.00-21 30 10/1 [ ¥
YA-0F~ Day 2 - all
4-REXA-07- 2000-2 13/10/14
|- REXA-07-JP 1 1
= ¥ /1
1
- il 18/ L)
= 8
1 11, 13/11/07 1
2 T
il 1 14 1
= Day -1 ; E
1 1
B I 3 17 .S
- = 10/
- B 1
“REXA-07 ‘. 013/10/15 (2040
La 1
= 13/10/1:
= 1 F 13/10/16 [18:33 [COHY |2
,.
13711 007 |CH
Ll o 2
' GOHb.
| 1 il 20:20 |COHb |4.5
4
=07~ il
- 1
1 /10/1, <
17-
1
-1 J
- it
=1 4
= 1. &3
Rl il -1 14/01, 1
- ' - 21 1} X
=i | 1 1 1
o4 1 1
7-J0  |[THC 1
1
= 1
1
- 1
1 17. 0! 1 a
- il 1
o it} 13/11/07 6.6
-11 6.
4 1 |2014/01/09 8,
< o 4 1
- Ol |6,
1 1 4
-07-, ¥ i} Lt 4
= 1} 13/1 1
1] 113 4
- 1 13/10/1
15 -1 23 il 3
21 1 x5
2k - 11 13/11/07 1002
7~ il 13/1. il COHb (2.6
- 000~ 1 2

24/52



Philip Morris Products S.A.
ZRHM-REXA-07-JP

Clinical Study Report Appendix 16.1.9
Version 1.0 / 24 February 2016

‘ PMI RESEARCH & DEVELOPMENT

Confidential
Page 26 of 53

Sponsor: Philip Morris Products S.A.

STATUS: Final

Study Number: ZRHM-REXA-07-1P

DATE: 26 September 2014

21 114 10/ k]
[THC [Day 20.00-21:00 0114 [2013/10/11 CObD
P_{THC Day t 2030 0114 12013/10/12 COHb 16.2 = =
THC [Day 2 0,00-21.30 114 (2013/10/13 2025 |COMS (8.4
- 114 12053/1
-2030 4 |2013/10/15 12028 [COHY (65 —_—
5 T0Fl T 114 it ;35 [COMb (65
: 1200-13:30 0114 201 X A2.1COH 183 =
16,00-17: 14 (7012710715 |16:42 [COMHb =
5 -21: 1L 13/10/1 0:42 [COHb {89
| THC | 100011 14 12003/11 10:18 [COHS 155
1000-11: 4 i 15 |COHn 8.4 I -
80 10001 2: 0114 14/01/1 1027 ICOHb |85
il - E 122 |2013/10/1 48
Al 3 013/10/81 Obib (48
THC 21 1, 01371071 3]
THC. 1:
15 o1 13/10/14
4 -2 01 1A OHb
THC. PR T
13;: 4
16:00-17:30 01 2013/10/16 A b |4,
3 21 1 8
P 1. 11, 1
~JP_|THC [Day 50 1 1 10:17
- 7-JP [Tl 1 ;
-REXA-07~JP | 5 -2 1 13/10/10
HM-REXA-07-J° | 21 0125 12013/10/1
3 i 4
= ‘ 2
07-JP 1:30 01 14
-07-JP r 1 .
7-JP /! :27
-07-JP 0 .37
=P ITHC 1 13/1 4
AHM- —07-JP | 5 1 0125 13/10/1 1
=) \ g 1
-07-JP 2 13/1 10
7-Jp_| -12:3 14701
-07-JP % 1 11 :31_|COHa.
P_|THC 1 15
-REXA-0T-JP_| 126 [2013/10/
7-JP_| I 1
RHM- 7-JF | ;
- 7-JF | 0
0P| -13:
~P_| 16:00-17:30 1 1
3P| E
KA-QT-JF | THi -11; 1 13/11/07 COHy
RHM-REXA-07-JP | -11 0126 |2013/12/09 |1
P -12:
-07-3p_| = % 1
7-P | =21
-07-JP_| =21 1 18 |COMY
7-0P_| ) 013/10/1 -17_|COHb
7P | 13/10/14
F ]
= T 4
- = 0 1
- : 1
24 11707 |1 0
A-07~. THC ~11: 013/12/09 [1007
A—0T-, 5 X N
- - E 1 10_120; i)
= 1 ¥
= 1 4 1201 124 35
- —07-2 0.00-21: 0104 12013/10/1 ° .0
7, 21 13/10/14 |20:29
7, 104 13/10/15 :
<~ hi 104 13/10/1 B
1-REXA-07 F 0104 . 3
RHM-REXA~07~, 17:30 Il 13/10/16 [15:41 K
= = 0 1
- 1000-11.30 13711707 10:1
ce ~07-, 7! 1000-11:30 104 [2013/1 ;14
THC S0 122 04 |2014/01/08 [10:23

25/52




Philip Morris Products S.A.
ZRHM-REXA-07-JP

SO

. 2
T M.

‘ PMI RESEARCH & DEVELOPMENT

Clinical Study Report Appendix 16.1.9
Version 1.0 / 24 February 2016

Sponsor: Philip Morris Products S.A.
STATUS: Final

Study Number: ZRHM-REXA-07-1P

DATE: 26 September 2014

-REXA-07-JP _[THC | 11 13/10/10 ‘s]lgonp (¥]
=P _|THC |Day 0115 13/10/11 : COHb |42
-REXA-07-JP _|THC |Day ! 115 [2013/10/12 12018 [COMb [22
ZAHM-REXA-07-JP _|THC | 2 0115 [2013/10/13 118 |C 2.2
-] =07~ 15 13/10/14 }20; Al
XA-07-JP _[THC |Day 4 0115 12013/10/15 |20:20 |COHb [2.4
=REXA-QT-JP_ITHG 115 12013/10/16 |06:25 [COHb [23
RHM-REXA-D1-JP_|T) 13 11 13/10/16_[12.35 ICOHb 124
REHM-REXA-07-JP ITHC IDsy 5 118:00-17: 0115 12013/10/16 |16:35 [COHb [2.4
“REXA-DT-JP__|THi 5 1; 118 12013/10/1 35 |CoHy [22
~REXA-07~JP |THC [Day 30 10:00-11:30 10115 |2013/11/0 "v!m COHb (2.7
M-REXA-07~JP [Tk il 11 0115 [2013/12/08 [10.08 |COMHb |29
= ~07-JP _[THC 10.00-12: 14/01/09 [COHb [2.4
IM-REXA-07-JP [ TH -1 1 o1 13/10/10_[20:28 [CO#b {5.0 [Data couli be sffected by fiorin.
XA-01-. ; 118 [2013/10/11 b 44
~07-, 0-21 1 013/10/12
B —01-JF__|THC. 1 i 13/10/13 [20:19 [COHb |23
-REXA-07-JP__|THC [Da : 0118 |2013/10/14 (2018 |0OHb (2.7
07~ 2000-21:3 118 [2013/10/15 2 |GOrb |28
7-JP_|THI PRIOR TO Pl 13/10/16_106:26 31
-REXA-07-JP [T 12.00-13: 10/16 11236
=07-JP _{T! 1 2 [ OHb.
~07-JP |THO -21: il
P 13/
XA-07-JP 11 13/12/09 |1
A-07-JP 1 14/01/08 {10:18
1-JP =1 - 1 *
XA-07~. C |Day 0 121 1 11 202
1 2 21 10/1 1 3
REXA-07-. 2000-21: 121 [2012/10/1 Il
07~ 2000-21:30 121 [2013/10/14 |2038 |cOHs |24
-01-uP 00-21-30 13/10/15 120:14 |COHn |25
THC 1 16 _|08:43 1
1 13 2.4
17; 121 |2013/1 2.6
- 1 21 1
=) 2 F- 1 2013/1
A-07-JP _[THG [Day 0 21 0129 |2013/10/11_|20:48 4
~07-JP 1 21 1 13/10/12 |20:22
-P 3 1 1 21
32 |THC |Day 1 1 3/10/14 2022 |COHY
7-JP__|THC [Day 1 13/1 124 [COHD.
E_ A ¥
-REXA-07- | 12,00-13; 13/10/1
P_| 16:00-17:
7-0P 21 13/10/1
P | 10:00-11 1 13711707 |1 1
= 11 1 1374 101
B 12, 28 |2014/ 10:21 |GOHy
- 5t 1: 01371041 35 |COHb
7- 1 1 0132 12013/10/12
= 2013/10/13
RHM-REXA-0T-J7 1 13/10/14_|20:35
XA-0T-JP 1 132 [2013/10/15_|20:30
Limt T 13710/ R
7-0P [THC 13/10/16 |12:45 |COHY
M-RI 7, 17, 164!
- TH:
7, THC 30 1 1 104
7-JP_|THC [Day 60 i 0132 {0 10:17 |COHb |8,
REXA-D7-. 90 110:00-12:30 It COHb [7.6
—07-JP | TH -1 [2000-21:30 37 |2013/10/23 [20.12 |GOHb
] e
Lint 1:30 4 1 20:01
|- 00-21;;
- . 21
=07~ L 1 146 (2013/1
< LE 146 12013/10/26
RHM-REXA-07-JP R 10 146 |2013/10/27_|06:20 b
RAM-REXA-07-JP 13 148 [2013/10/27 [12:30
- =0 7-JP 17 4 13/10/27 |16
—07-JP__|THC K 146 [2013/10/27 [20:30
-JP _|THC - 146 [2013/11/21_[10:03 |COHb [a.
ey 1
- ~07-JP _|THC 90 1 12 / (] b
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REXA-07-0_|THC [Oay - 230 [0 1 [2013 Jcom 56 =
-07-JP o -2):: 0147 (201371
RIHM-REXA-0/-JP_[THG Q| 130" 0147 12013/10/23 T} I— —
~REXA-07-JP  |THC y.2 -2 0147 2013/10/24 OHt
REXA-0)- P 22007 2013/10/25 0. — 1
- REXA 01 P 12000-2); 014 ’ 8
ZRHM- GEXA-01-JP (5 PRIOR T T l0147 [2013/10/27 [0621 8 e —
ZR¥M-REXA-0T-JP_|THC 12:00-13.30 (0147 12013/10/27 1231 |cOMD [28
ZFIM-REXA-07-JP |THC [Day 5 |16:00-17.30 (0147 12013710727 [16:31 |COMb |25
ZFe04-REXA-07-P_|THC | 2130 _ 147 (2012/10/27 [ T —
2P JP 30 1000-11 147 [2013/11/21 [10:04 |COHD |3,
ZRHM-REXA-07-JP__ [THC 60 1 11 0147 2013/ 10:10
“REXA-07-JP 50 1 -’ 147 A/01 A
-01-P | -1 2 157 1201
XA-0T-JP 0 20 1 157 [2013/10/: 1
YA-OT- | 21 157 2013/10/
-0 | U 157
07 _|THG
AA-07 /] 2
- T 18’ 1. 7
07, 1 157 12013/10/:
07~ 1 7. 13/11
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1} \J 1
-1 i}
- '] 1 01 13/1
by 1)
7, - 13/1
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-07-. 1 25
7 8.00-9.30 148 1201371
~Jp_|THC 1600-17:30 13/10/27_[16:4 22
E I 1374 124
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3 3
7 1 12; il 1
- -1 1 1
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- A}
= ral
% 13/1 126
: o |24
10 il 10/21
2.7
1 1 [} {21
2.7
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7 - il 013/10/21 il
7 152 |2013/11 COHb
17 1371
il
i 13710/,
13/1
THC 1 1 13/1f 1
1!
5
1 0) A
1 A
01 |4
1 01 13/1 1
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07~ 13/
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Study Number: ZRHM-REXA-07-JP
DATE: 26 September 2014

REM-REXA-07-JP [THC [Day -1 21 1 013/10/21_120:26 |COHb [s6
ZRHM-REXA-07-JP |THC [Day0 21 ! 3/10/22 [20:21 |COHb [4.1 | i
ZRHM-REXA-07-JP | THG [Day 1 21:30 A1 |cosb [26] o
XA-07-JP_[THC |Day 2 20:00-21.30 110 |COHb (23
Rid-REXA-QT-JP_{THC [Day 3. -21 182 12013/10/25 120:19 JCOHb 125
ZRAM-REXA-07-JP__|THC [Day 4 20.00-21:30 0182 |2013/10726 |20:36 |COHb [2.7 =
~REXA-07-JP__ITHC |Day § P T T 10182 13/1 7 127 |COHD 126
ZRHM-REXA-07-JP__|THC |Day 5 1200-13; 1 10/27 |12 0
ZRHM-REXA-07-JP | THC |Day § 16:00-17:30 182 12013/10/27 |16:38 |COHb |28 =
RHEM-REXA-07~JP | THC |Day § 1 018: 13/10/27 120:38 |COHb 2.7
ZRHM-REXA-07-JP _[THC |Day 1 ~11:30 018 13/11/21 COHp 128
-REXA-07-JP__|THC |Day 10.00-11:30 182 [2013/12/19 [10:24 |COMb |28
REM-REXA-07-JP_|THC [Day 30 [10.00-12:30 0182 |2014/01/20 [10:20 [COMb [25
ZRiM-REXA-07-JP _|THC |Day -1 X 0187 1 125 |COMb 156
ZRHM-REXA-07-JP _|THC [Day 0 2000-21:30 187 12013/10/22 20:21 |COHy (32
RHM-REXA-07-JP_|THG |Day { 20.00-21.30 0187 |2013/10/23 |20.12 |COHb 126
REM-REXA-07-J2 | THC [Day 2 I 7 1 116 |COtD 126
XA-07-JP__[THC [Day 3 2000-21.30 0187 |2013/10/25 |20:19 |COth |24
ZRHM-REXA-07-JP _|THC [Day ¢ 0.00-21: 0187 [2013/10/26 [20:37 [COHo |25
- ~07-JP__|THC [Day 5 P PR T__l01 13/1 ;29 |COHD 2.
HM-REXA-07-JP_|THC |Day § 12:00-13:30 0187 [2013/10/27 |12:39 [COR 12,
-REXA-07-JP |THC |Day § 16:00-17:30 1 13/10/27 [16:39 |COH
-REXA-07-JP _|THC |Day § 1:30 01 COMHn.
-REXA-07-° |THC |Dsy 30 [10.00-11:3 187 [2013/11/1§ 11026 |COHb
RHM-REXA-07-JP 1000-11; 187 |2013/12/18 |1025 |COHy
- 1 10:00-12: 1 1 ) J10:21 [com (3.1
ZRHM-REXA-07-JP _|THC |Day -1 1 13/10/21 [20:18 |COHy 16.7
- 0.00-21: 0164 [2013/10/22 |20:14 [COHo 7.9 [Data could be sffected by fibrin.
~REXA-07-JP_|T| 1 20:00-21 a1 13/10/; 01 |coHe [2.7
-REXA-07-JP _|THC 00-21 164 |2013/10/24 12001 [COHs [24
-REXA- - :10_|COHb [2.1
-REXA-07-JP [THC [Day 4 = 0] :24 [COHn [2.1
~REXA-07 THC | 8:00-9: 164 [2013/10/27 (0847 |COHb [26
1~ 1P |THC | 12:00-13: 1 .47 [coHp
RHM-REXA-07-JP__|THC [Day § 17 0164 [2013/10/27 [16.47 [COHb 25
“RE XA~ 5 =21 o 7 120:47 [GOHD [2.4
[ZRHM-REXA-07-JP Day 30 [10:00-11:30 164 |2013/11/21 |1 COHb (2.7
HM-REXA-07-JP 10:00-11: 184 |2013/12/19 [COHb |2.6
-REXA-07-JP _[THC 0___|10:00-12:3 4 1005 |GOHb |28
-07-JP _[THC |Day -1 -21:30 0 13/10/21_120:18 |COHb |82
-07-JP 21 0168 |201 15 {COHb
Z XA-07-JP _|THC |Day 1 -21: 1 07 [COHb [3.1
-REXA-07-JP -21: 166 [2013/10/24 |20:12 [COHb
- JP -21:30 20:16 |COHD
RHM-REXA-07-JP _|THC [Day 4 .00-21:30 13/10/26_|20:33 [COHb 24
-07-JP__[THC |Day PRIOR TO PRODUCT 27_06:24 |cOI
7-JP_|THC |Day II2100-13:30 27 [12:34 |coH
RHM-REXA-07-JP__[THC 16:00-17:30 0186 |2013/10/27 |16:34 |GOH
-REXA-07-JP _|THC :00-21:30 13/10/27 |20:34 [GOHD
-07-JP _[THC 10:00-11: 01 13/11/21 [10:06 |COHb
-JP -1 166 [2013/12/18 [10:21 [coms [
-07-JP_|THC [Day 90 |10:00-12:30 )1/20 [10:14 |COHb |33
-REXA-07-JP -1 00-21: 167 |2013/10/21 [20:18 |COH
~JP _|THC [Day 0 :00-21: 16 |COH
-07-JP__|THC [Day 1 :00-21 0167 |2013/10/23 |20:08
B 113 [COHb
—07-JP__[THC [Day 3 ~21: 167 1 :16 |COHb |26
ZRHM-REXA-07-JP _[THC |Day 4 167 12013/10/26 |20.34 |COHb |26
7-JP T /10/27_|06:25 |COHb [2.7
-07-JP _|THC [Day 5 ¥ 7 i Hb |29
RE, ~JP 7 187 |2013/10/27 |16:35 [COHb [27
7-JP 5 Z 167 10/ :35_|COHb
-REXA-07-JP_|THG [Day 30 [10.00-11 0167 12013/11/21 |10.07 [COl
~JP_|THC [Day 60 [10.00-11 13/12/19 |10.19 |COHb [26
XA-07-JP__[THG |D; 10.00-12: 167 |2014/01/20 [10:16 |COHb [28
RHM-REXA-07-JP__|THC [Day -1 00-21 0168 [2013/10/21 [20:19 [COHb [55
-REXA-07-JP__|THC |Day 0 20.00-2130 /22 12017 |COHb [5.9
RHM-REXA-07-JP _|THC [Day -1 |20.00-21:30 170 {2013/10/21 [20:21 |COHb [6.8
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Rrtht- REXA-07-JP 111 |2013/10/23 2 |COHb [25
o 07, 1 /24 0
RHM-R -07-JP 178 |2013/10/25 11 k]
= 0171 [2013/10/26 OHb 2.4
171 |2013/1 0848 [coth [25
171 2013710727 |12:48 [comb [25
171 12013/10/27 164 5
K 10171 [2013/10/27 |2048 |COHb |24
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11 171 |2013/12/18 |1006 |COHB |27
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17 13/10/21 v 5.2.
78 |2013/10/22 12018
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178 13/10/24 K15 |C!
171 013/1
o TP 3 :
RHM-REXA -07-JP OR P T 178 _|2013/10/27 »
5 07~ 200-13: 0178 |2013/10/27 36 |COHy 12 £
=98 |1 5 600717 0178 [2013/10727 |18 Y
01| = TR il ‘
07 P | 10,0011 0176 [2013/11/2)
~07-JP__|THC bl =115 0178 /1. L]
B k] 10:00-12: 10:17
-07-yP_| - 21, 13/10/21
—07-JP_|THC -21 79 [2013/1 2
-07-JP. -21:30 017! 013/10/; 10 |COHb.
-071-JF 00-21.30 178 [2013/10/24 2016 1
- -21 1! 1371 18 1COHb 2.1
07 215 I}
L 13/10/27 106
-07-JF__|THC | 00~ 17 13/10/27 |1
=07~ 1 =17:30 17! 13/10/27 [16:37
XA-07-JP (o] 1:30 179 [2013/10/27
17 K]
RMM-REXA-07 - - 10179 i} 4
XA-07~JP _|THG [Day 50 [10:00-12: 179 [2014/01/20_|10:20 |GOHb
= M
- -07-JP | 1 1 13/1
7-p | 1 13/1
p_| 13 4
P_| 1:30 181 112 |COHb
| ZFHM- | )7-, P_| : 181 13/10/26 {2027 |COHb
- 1-% | 181 10/27
“REXA-0T -0 1 10/27 3 .3
-07-0P |7l 1 17 0181 13/10/27 |16:50
- I~ P 1. 181 13710/
1 13 181 11
= 1-4P_|THG 1000-11:30 0181 |2013/12/15 |1 Hp [ 6
™ < e E 10/21 12027
= - THC 0. 1:30 13/11 8
= = 1 000-21:3 188 (201 20 |CONe
5 2 18 /1 4 :21
=07~ Tl = 1
~07-, THC il 13/10/21
-REXA-07 - T 1 13/10/27 H
P 1 -13:30 1 01 Hy
P -17; il
07-0p :
7-JP K] 11 o 1 101
-07-JP_|Ti 0 11 1 10; 59
-07- 10,00-12: /20 (1027 [COHb {43
REXATE {THG f0nr o) f2000-2190 0108 Janas/10/21 {2027 IO JA4 |0ata sauld i affected by .||
7-JP J = 10:13
-07-JP__|{THC 2 - 0 10/24 17
-07-JP_[THC - |} 13/10/2%
A-07-JP __|THC 13/10/26 Qb
REXA-07-JP Ll 18 1 13/10/27
-07- | TH! 12:00-1. 189 13/10/27 |12:40
- - 6, M 10189
7- | 01! 13/10/21 C 5
7-JP 10:00-1 12 189 13/11/21 i 29
- C 1 11 /18 |1 COHb FO
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Sponsor: Philip Morris Products S.A.
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-REXA-07-JP [THC [Day -1 -21.30 190 [2013/10/21 3
ZRHM-REXA-07-JP |THC [Day 0 [2000-21:30  [0190 12013/10/22 [20:25 |COHb |66 & L
ZRHM-REXA-07-JP _|THC |Oay | 21.30 0190 |2013/10/23 20:14 [Comb |21
- 7- 0.00-21 1 13/10/24 (2018 |COMb [22
[ZRHM-REXA-07-JP 21 1 13/10/25 20.22 [COM [21
XA-07-JP__|THC [Day 4 000-21:30 190 [2013/10/26 |20,39 |COHY [22
ZRHM-REXA-07-JP_|TMC [Day 5 |PRIOR TO PRI T 13/10/27 [06:31 [COHn (26 -
HM-REXA~0 7-JP Day 5 12:00-13:30 190 [2013/10/27 112:41 |COHy |25
ZRHM-REXA-07-JP | THC [0y § 16001730 10190 2013/10/27 [16:45 [COHo 26
ZRYIM-REXA-07-JP__|THC 00-21:30 1 13/10/27 [20:41 [COHb 22
~REXA-07-JP__|THC |Day 30 1000-11:30 01 013/11/21_[10:10 |COHb {3.2
-REXA-07-JP__[THC |Day 1000-11: 0190 [2013/12/19 [10:27 [COHp [28
-REXA~07-JP__[THO |Day 1000-12:30 014/01/20 [10;24 [COHb [2.7
XA-01~JP _[THC [Day -1 |2000-21:30 0191 2013/10/21 |20:29 [GOHb [7.3
-REXA-07-JP _|THC |Day 0 20.00-21:31 0191 |2 / :25 |GOHb (8.0
ZHr M- | -U/-JP | THU |Day | 20:00-21:30 A 18410723 [0 7 [GOMb (29
= ~07-JP__|THC [Day 2 100-21; 191 13/10/24 120:19 |COHb |22
RHM-REXA-07-JP_|THC [Day 3 20.00-21:30 0191 [2013/10/25 |20.26 [COHb {2.3
- 7-JP_|THC [Day 4 :00-21:30 13/10/26 |20:40 [COMb [24
~REXA-07-JP_|THC |Day ¢ 191 |2013/10/27_[06:32 |COHb |25
XA~07-JP _[THC |Day § :00-13: 0191|201 27 |12:42 [COHb (28
7-Jp_|THC -17; 1 COHb (2.4
X ~JP__|THC [Day & -21; 13/10/21 COHb |25
1-JP_[THC 1 1/21 110:11 |COHb |30
- -JP_|THC 10.00-11:30 191 [2013/12/1 [COMb [28
-REXA~07-JP__|THC 10.00-12: 191 |2014/01 COHb 4.0
R =¥ 21 1 13 {COHb |25
- -JP 0.00-21:30 1 12 2.8
RHM-REXA-07-J5 _|SEl [Day 1 0-21: 2013/08/15 12012 |COHb [28
X 7= 0-21:30 201 16 1201 24
- - ; 1 1 | 26
RHM-REXA-07-JP 4 13 0006 :1 9_0_&_};5
ZR -07-JP _SEl_|D: PRIOR TO PRODUCT 2013/08/19 _|06:22 |COHb (2.7
- 7= -1, 201 19 112 m_{u
- 7 1 19 [16:26 [COHy 123
~07-. 20.00- :26 [COM (25
RHM-REXA-07-J7 1000-11: 0006 |2013/09/13 [10.0 : be sffected by fibrin.
7 oy ~1 100-21:30 07 |201 1 .15 [COHb (5.9
7 [ ;i 7 |201 4 52
|ZRHM-REXA-07-JP Dsy 1 21: 7 |201 15 [20:07 |cory 127
REXA-07-JP 2000-21:3 7 [201 16_[20:06 |cOHD |26
0705 ; 0007 |2013/08/17 [COHo 1.9
- 4 -21:30 7 [2013/08/18 [20:05 [COHb [2.1
REXA=07-. 1 5 :00-9: 7 [2013/08/19 _[08:06 |COHD
- 12:00-13:30 1 9 [12:01 [COHp [24
07 16:00-17:30 7 [201 18 [16:04 |COHb
—JP |SEI ~21: 0007 Hb.
-07-JP. Day 3 10:00-11:30 0007 |2013/09/13 [10:02 [COHb 2.6 [Data could bo sffected by fibrin.
-07-JP_|SEI -1 21 13 |2013/08/13 |20:16 |GOHb |80
-JP 21 1 k17 3
~07-JP _|SEI_[Day 1 20:00-21:30 13 |201 15 _|20:13 |COHb [3.
REXA-07-JP__|SEI =21; H
~07-JP 3 00-21:30 13 |201 17_|20:13 [COHb |2
4 - 13 |2013/08/1
-REXA-07-JP R TO PRODUCT 1 4 26
~07-JP |Day 5 12:00-13; 19 [12:26 25
-07-JP |Day 5 =17 13 23
- - Day :00-21:30 13 2013/08/19 120; 21
“REXA-07-JP_|SE] |Day 1000-11: 13 |2013/08/13 |10:08 |COHb [27 d be aff
= - -1 1 17 [COHb |41
~REXA-07-JP 20:00-21: 19 12013708714 |20-20 |COHb [28
~REXA-07-, 1 1 ; 019 |2013/08/15
- 0-21:30 19 1201 1 7 |COHb [2.1
-07-JP 3 -21; 019 [2013/08/17 {2017 18
- 1 1 1 14 Al
ZRHM-REXA-07-JP Day PRIOR TO PRODUCT {0019 [2013/08/19 [06:24 [COb [2.1
- -JP 1_|Day 12.00-13:30 18 |2013/08/1 s
-JP 2y, 16:00-17.30 19 1201 19 [16:2 F
X -Jp 0y 21 0019 201 19 120:28 |cotb 114
[ZRHM-REXA-07-JP _[SEI 1000-11: 0019 2013708/13 [10.1 2.4 [Data could be affected by fiben
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RAM-REXA-01-JP _[SEJ -1 21:30 013/08/1 lcom [36
REXA-07-JP Day 0 000-21.30 0022 |2013/08/14 |20:27 1Ot (4.1 |
2R~ REXA-07-JP Dzy 1 1:00-21. 0022 2013/08/15 [20:16 [COHb (22
-07-JP 20.00-21; 2; 13/08/1 ;18 |COMn [23
T-JP_[SEI -2130 113/08/12_[20:17 |COMb [2.1
RHM-REXA-07-JP _|SEI |Day 4 20:00-21.30 0022 [2013/08/18_|20:13 [COHb (2.3 S =,
-REXA-0T-JP 10 P! T 0022 |2013/08/19_|06:30 |COHo [23
ZRHM-REXA-07-JP ISEL [Day § 12:00-13:30 2 12013/08/19 |12:29 |COHb |22
ZRHM-REXA-07-JP |SE) |Day § 16:00-17:30 0022 [2013/08/13 [18:31 [COHb [22 —
~REXA-07-JP _|SEI 20.00-21.30 0022 [2013/08/19_|20.28 [COHb [23
REM-REXA-07-JP | SEL 10:00-11.30 0022 [2013/00/13 [10.11 [COHb [27 [Dats could be affacted by fivrn
ZRHM-REXA-07-JP |SEI [Day -1 |2000-2130 0026 [2013/08/13 |20:19 [COHp [43 ]
ZRIM-REXA-D7-JP _|SE 100-21.3 0026 |2013/08/14_|20:23 [COHb [4.1
~REXA-01-JP | Day | 0-21.30 26 12013/08/15_|20:09 [COHb [27
-REXA-07-JP Day 2 2000-21.30 0026 |2013/08/16_|20:09 [COHp [2.1
Z RHM-REXA-07-. SE! b L {1 13/4 17 GOHL (18
ZRHM-REXA-07~ 4 20.00-21.30 13/08/18 [20.07 |COHb [2.4
RHM-REXA-07-J° |SE1 [Day 5 8:00-9:30 6 [2013/08/19 |08:07 25
HM-REXA-07- 1 [Day § 1330 00 COHb |22
SREXA-01- 5 16:00-17:30_ 07 |COHb [23
-REXA-07-JP _|SEl [Day § 2000-21:30 0026 |2013/08/19 |20;
1%; COHb |26 [Data coutd be affected by fibrin.
ZRHM-REXA-07-J7 -1 -21:30 201 .13 corb 135
| ZRHM-REXA-07-. 0 -2 28 |2013/08/14 COtb |41
-REXA-07 1 17 |COHb (4.4
-REXA-07- 00-21; 0; 13/ 0:19 |COHb (38
RHM-REXA-07-JP_|SEl [Day 3 -21:3 028 |2013/08/17_|20:19 |COHb 146
- ~21;: 1 17 |COHb 4.7
-07-. 1 [Dsy § PRIOR TO PRODUCT 13/08/19 |06:27 |COHo |37
-07-JP _|SEI 5 1200-13; 0028 207 12:31 [COM® |41
- 16:00-17:30 0028 |20 18 [16:33 [COMb |42
- 1 -21:30 13/08/1 oot |44
XA-0 0:00-11: 1 113 |COHn |42 |Data could be affected by fibrin.
- -1 - 0042 |2013/08/13 [20:15 [COHb 8.0
-21: 2_[20: 5.1
RHM-REXA-07-JP ! 20:00-21: 42 |201 15 |20:18 |COHb (6.3
REXA-07-JP__|SEI 21:30 013/08/16 COHb |68
o) 7, 4 GOl 73
7-JP Day 4 20.00-; 0042 [2013/08/18_|20.16 [COHb 7.2
7-JP. T :30_|COHb [4.7
- 12:00-13: :33 |COHb (6.1
RHM-REXA-07-JP _|SEI [Day 5 16:00-17:30 2013/08/19 [16:34 [COHb [5.5
-, 1: 1 2 COHb. F.l
- - 10:00-11.30 1 13 [10:15 [COHb [7.0 co
7-JP _|SEI = 0.00-21:30 0044 |2013/08/ :17_|COHb (52
- 1- 21:30 1 4 |20:17 |COHb [5.8
- 7-JP_|SEl 1 ; 2013/08/15 ICOHb |26
- 7-JP 2000-21:30 1 1 22
- 7-JP Day 2000-21: 044 12013/08/17 2021 |GOHb [2
7-JP _[SE1_|D; 1 0044 201 2
-REXA-07-JP Di [PRIOR TO PRODUCT _ 0044 |2013/08/19 |06:32 [COHb |2.
-REXA-07-JP _|SE1 |Day & 1200-13:30 044 |2013/08/19 2.
“REXA-07-JP Day ¢ -17:30 1 ; 2]
RHM-REXA-07-JP Day 21: 44 |2013/08/18 120:33 |COHb |2,
11 12 8 |0ata could be affected by fibrin,
RHM-REXA-07- -1 ; 7 |2013/08/13 |20-18 101
-REXA-07-JP _|SEI 0 -21:30 47 |2013/08/14_|20:1 11
- 1: 1 COHb |2
-REXA-07-JP Day 2 K 47 |2013/08/16 |20 2.
= =07, -21:. 1 2.
-Q7=JP 4 20:00-21:30 47 /08/18_|20:20 [COHb |2
7-JP_|SEl [Day 5 PRIOR TO PRODUCT _ 0047 |2013/08/19
RAM-REXA-07-JP Doy § 12,00-13:30 12.38 |COHb [2.
-JP_|SEI 5 1 730 47 |2013/08/19_[16:39 4
-01-JP ; 47 |20
7-JP _[SEI 30 |10:00-11:30 7 12013/09/13 [10:19 |COHb [3.3 |Data could be affacted by fibrin.
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HM-REXA-07-, -1 = YAl ;. .2 |Data could be affected by fibrin
ZRHM-REXA-07-JP g; Day 0 00-21.30 0049 |2013/08/14 54
| ZRHM-REXA-07-JP _|Day 1. |20:00-21:30 49 |2013/08/15 |20:10 |COHb (35 ,
RHM-REXA-07-JP -21; 9 12013/08/16 20:11_|comb (3
|ZRHM-REXA-07-JP _ISEl [Day 3 2000-21:30 49 |2013/08/17_|20:04 |COHb (3.0
[ZRHM-REXA-07-JP ISEI [Day 4 2000-21:30 49 |2013/08/18 [20:09 |COHb {29 ;
ZRHM-REXA-07-JP_ISEl [Day 5 8:00-9:30 0043 |2013/08/19 0808 |COHb (36
REXA-07-JP_ISE| [Day§ 12:00-13:30 0049 |2013/08/19 [12:03 [cOHb [27
[ZRHM-REXA-07=JP _|SEI |Day 5 16:00-17:30 {0049 12013/08/18 |16:08 |COHs 133 !
ZRHM-REXA-07-JP__[SEL |Day 5 2000-21:30 049 [2013/08/19 12008 [COHb (29
REXA-07-JP 0 [10.00-11:30 0049 [2013/05/13 {10.04 |[COHb [1.7 |Data could be affected by fibein,
|ZRHM-REXA-07-JP |Day -1 -2 0050 |2013/08/13 |20:21 |GOHb [3.4 |Data could be affected by fibrin, | |
ZRHM-REXA-07-JP _[SEL il 2000-21.30 0050 |2013/08714 [20:11 |COHo [3.2 |Data could be sifscted by fibein.
—07-JP Day 1 20:00-21:30 50 [2013/08/1 22 |COHo [28 [Dats could be affected by fibrin
|ZRHM-REXA-07-JP Day 2 2000-213 0050 |2013/08/16_|20. 3
2 84 RCXA-07- P 2130 17
REXA-07-JP _[SEl |Day ¢ 20.00-21:30 00! 13/08/1
|ZRHM-REXA-07-JP _|SEI |Day PRIOR TO PRODUCT _|0050 [2013/08/18
~07- Day 12.00-13:30 1
-07-JP 16:00-17:30 0050 |201 1
-REXA-07-JP _|SEI -2130 0050 |2013/08/19
= 10:00-11-
07-JP Day -1 -21: 1 5 |20:
REXA-07-JP [l 2000-21:30 0059 [2013/08/26 |20.08 |COHb [5.5
- YENT 0021 50 |201 7 {20:14 |COHb [22
- 1 {Dsy 2 :00-21 2 12 [COHB [2.1
XA-07~, 20:00-21 5 12 |GOHb [20
-REXA-07- Day & 20.00-2 0089 [201 0_|20:09 [COHb |20
- 7-JP 1 24 |COHb [2.4
N - 12:00-13: 1 COHb |22
-REXA-07-, 1 |Day 5 16:00-17:30 13/08/31 |16 3
~REXA-D7-. P /. \ ]
-REXA-07- 0___|10:00-11:30 1 10:13 |COHb 27 could ba affected by firin.
~REXA-0T 1 - -21:30 4 /. 5 40
~07-~. 1 4 1201 20, 50
HM: ~07-JP _|SE] |Day 1 2013/08/27 20:12 |COHb |38
RHM=-REXA-07-JP ;i
~REXA-07-JF 1: 1 2011 |COHb |39
7-J8_ |SE1 [Day 4 21:30 013/08/30 50
- 1-JP R 10 PRODUCT 1 1_|08; 26
- 7-JP Da 1200-13:30 13/08/31 112:31 |COHb |47
|ZRHM-REXA-07-JP 1600-17: 01 3] ]
07— 5 2000-21:30 1 1 Otb 138
- 7-JP_[SEl |Day 30 [1000-11: 2013/09/25 [10:13 |C .8 {Dats could be affected by fibrin.
= 7-JP - 1 1 17 |COtb 142
-07-JP [ 2000-21:30 1 6 12006 [C 1
XA-07-JP ] 0:00-21: |Coth
REXA-07-JP Day 2 1000-21:30 5 [2013/08/28 12002 [COHb (23
M-REXA-07-JP _|SE1 2000-21:3 0055 |2013/08/: COHh [2.1
p -21; 03 |COHb [22
REXA-07-JP_|SEl_|D :30 0! 13/08/31 {0801 |0OHD
RHM-REXA-07-JP -13: COH
XA-07-JP. Day hsm-nno 13/08/31 |16:04 |COHn
RHM. -07-JP 5 1:30 5 [2013/0 116 [COHy |2
LN 10:00-11: 1 10:07 |COHb 12.1 |Data could be affected by fibrin
7-JP Day -1 00-21: 13/08/25 [COHb |5
2RI - -21:30 1 26 |20:12 |COHb [29
7- 1 20:00-21:30 7 12025 [COHb
RHM-REXA-07-JP 00-21:3 1 10OHD [1.9
RHM-REXA-07-JP Day 3 -zxao 63 (2013/08/29 [20:14 |COHp [1.9
~07-JP_|SEI 4 13/08/30 |20:11 |COHb [18
RHEM-REXA-07-JP Day Pi PRODUCT 27 |GOHy
-JP Day 12:00-13:30 3 [201 31 [12:37 |COHb
REXA-07-JP _|SEl |Day 13.00-17.30 3 [2013/08/31 |COHD
7-JP 00-21:30 1_[20:34 [COHb
REXA-07-JP _[SEI 30 |10:00-11:30 3 [2013/09/25 |10:16 [GOHb [11 [Data could be sffacted by fibrin
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|ZRHM-REXA-07-, Day -1 0.00-21: 1.12013/1 20,20 jcoeb [52
|ZRHM-REXA-017-. I |Day0 211 1 20:10 jcQtb 831
[ZRHM-REXA-01-JP _ISE] [Day 1 20.00-21:30 0061 |2013/08/27 |20.14 [COHY [55
|ZRHM ~REXA-07-. -21: 1 7.0
|ZRHM-REXA-07-JP _|SEl [Day 3 -21:30 06] 12013/08/28 120:13 |COHb (5.4
|ZRHM-REXA-07-JP _|SEI [Day ¢ 20:00-21;30 1 |2013/08/30 [20.10 [coMb 5.7
|ZRHM-REXA-07-JP _|SE] [Day § RIOR TO PRODUCT {0061 |2013/08/31_|06:24 |COHb (4.1
|ZRHM-REXA-07-JP Day § 12:00-13:30 061 |2013/08/31 [12.34 |COMb (66
ZRHM-REXA-07-JP ISEl |Day 5 16:00-17:30 0061 [2013/08/31 |16,33 [COMb |55
[ZRHM-REXA-07-JP _|SE| 2000-21:30 0061 |2013/08/31 |20.35 |COM (6.7
ZRHM-REXA-07-JP |SE] [Day 30 [10:00-11:30 006! [2013/09/25 1016 |COHb {55 [0ata could be affected by fibrin
ZRHM-REXA-07-JF [SEl [Day <1 [2000-21;30 0064 |2013/08/25 |20.22 |COM {58
ZRHM-REXA-07-JP_[SEI 2000-21:30 4 12012/08/26 [20.14 [COMb |68
ZRHM-REXA-07-JP [SEI |Day 1 2000-21:30 0064 [2013/08/27 [20:12 [COHs (2.7
ZRHM-REXA-07-JP__|SEl |Day 2 -21: 064 |2013/08/28 [2004 [COMD |24
RiIM_REXA-07-JP -21.30 06 [CoHy [2.5
[ZRHM-REXA-07-JP__|SEL 4 20:00-21:30 0064 |2013/08/30 2008 [COHs [26
U-REXA-07-JP _|SEI |Day § 0064 |2013/08/31_[08.02 |[COHy 29
- -13:30 4 1 7 |COH
|ZAHM-REXA-07-JP Day § 16:00-17:30 64 |2013/08/31 |16.08 [COHb 2.6
REXA-07~JP _|SEI |Day 5 -21:30 0064 [2013/08/31 |20:13 [COHb (3.1
& -11:30 10:05 |COHo 129 |Data could be affested by fiorin,
Zi -07-JP -1 |20:00-21:30 13/08/25 |20.23 |COHb
07~ 1 -21; .17 [COHY {5
-REXA-07~ :00-21: 7_120:16 [COHb [2.4
XA-07-JP y 2 20:00-21.30 2013/08/28 |20:17 [COHb |2
-JP_|SEl 20:00~21: 0066|201 20:15 [COHb |26
- 4 :00-21: 13/08/: 111 |COHb [28
-07-. 5 R TO 6 12013/08/31 _|06:26 |COHb |27
-07-JP_|SEI 12:00-13: 31 |12:36 [COHb [2.7
~07-JP 16.00-12:30 6 12013/08/31 [16:35 |GOHb |26
= :35 [GOHb 2.7
-07-. 10:00~11: /25 [10:18 |COHb [2.7 a n
REXA-07-JP Day -1 -21: 75 12013/08/25 |20:24 |COHb |29
= -21:30 7. 17 [coHh [23
ZRHM-REXA-07-JP 1 20.00-21:30 75 12013/08/27 |20:17 |COHb |17
7- -21: :16 |COHb |16
v - -21: :17 |COHb |20
RHM-REXA-07-JP _|SE! [Day 4 2 1:30 75 [2013/08/30 |20:13 [COHb [2.0
TO P :29 |COHb (2.3
= 12:00-13:30 75 12013/08/31 [12:37 |G
-REXA-07-JP__|SEI 5 16:00-17:30 75 |2013, 1_|16:37 [COHb |24
00-21:30 13/08/31_20:37 |COHb [18
-07-JP 30 110.00-14: 75 |2013/08/25 Hb 13 Id be affected by fibrin_
- - - X : I 25 |20:25 52
- 0 20:00-21:30 13/08/26 |20:1 1
REXA-07-JP_|SEl |Day 1 0-21. 1 1 2
- - 00-21:30 1 0:18_|COHb [2.1
ZRHM- 7-J°_|SEI_[Da 20,0021 0080 |2013/08/29 [20.18 2.3
7-JP ~21:30 3 24
-REXA—07-JP PRIOR TO PRODUCT 2013/08/31_|0B: 4
“REXA-0T-JP |SE] 12.00-13; 1 [12:38 26
~REXA-07-JP 16:00-17:30 /08/31 16:38 3
RHM-REXA-07-JP Day 21:30 0080 |2013/08/31 C 23
7-, 10:00-11:30 9/25 |10; D; i fi
~REXA-07- -1 E 1 |2013/08/25 8
RHM-REXA-07-J8 Day 1:30 1 0:19 [comb [113
B -Jp 1 2000-21:30 ] /27 |20: 2
-REXA-07-JP Day 2 21,30 081 |2013/08/28 2019 |COHb 196 |
- 7-JP 00-21:30 1201 0 [coHb [106
~REXA-07-JP Day 4 1:30 B1_|2013/08/30
ZRHM- - PRIOR 10 PR T 110631 4
-REXA-07- Dey 5 1 13/06/31 |12.38 [COHY [8.2
- 7-JP. Dey 5 16:00-17:30 0081 [2013/08/31 |16 5
- 1:30 31 05
-07- 1 30 [10:00-11:30 81 |2013/09/25 |10:26 |C could be affected by fibrin.
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R~ 7-JP =1 -215 1 0:27 |COHb (55
ZRHM-REXA-07~ ] 0 120:00-21:30 082 |2013/08/26 [20.2) |COHb [6.2 = "
ZRHM-REXA-07-JP _|SE| [Day | 0082 [2013/08/27_[20.26 [cOMb (2.1 e -
“REXA-D7-JP v 2 13/08/28 [20:20 [COHb [23
- -07-JP [SEJ [Day 3 ~...|0082 |2013/08/29 |20:20 |COHb (2.1 |
ZRHIM-REXA-07-JF ISEl IDoy4 __ 12000-21:30 _40082 12013/08/30 120.15 |COHb 24 T
ZRHM-REXA-07 -9 Day 5 |PRIOR TO PRODUCT 10042 [2013/08/31 [06:32 [COHb [25
ZRHM-REXA-07-0 _|SE| [Day 5 0082 |2013/08/31 [12:39 |COHb (22
ZRHM-REXA-07-JP _[SE1 |Day 5. 2 12013/08/31 [16:39 [COvb |24
ZRHM-HEXA-07-0P ISEI [Day & 0082 12013/08/31 [20:39 |COHb 22
RHM-REXA-07-JP _|SE|_|Day 30 0082 [2013/03/25 [10:24 |COMh [23 [Data coud be affacted by fibrn.
ZRHM-REXA-07-JP _|SEI |Day -1 |2000-21 /09/05_|20:16 |COb |66 [Data could be affected by fibein |
ZRHM-REXA-07-0F [SEI [Day 0 |2000-21:30 0090 [2013/09/06 |20:22 |COHb [6.3 [Data could be affactad by fibein,
RHM-REXA-07- 1 |Day 1 00-21:30 13/03/07 |2020 [COHb {28 [Data could be affacted by fibrin
REXA-07- 1 |pay2 000-21:3 20:13 GO 2.2 |Data could be affected by fibrin.
ZRHM-REXA-07-JP ISE] [Day3 _|2000-21:30 0090 [2013/09/09 |20:15 |COM |2.2 |Data could be affacted by fibrin,
ZRHM-REXA-07-JP |SEI [Day 4 |2000-2130 13/05/10 |20.12 |COMb [2.4 Iﬁ;;mu ﬂ}jiagﬁwn
XA-07-JP Day 5 PRIOR TO PRODUCT _ 100! 13/08/11 106:30 |COHy (23 |0ata could be affected by fibrin.
ZRHM-REXA-07-JP_|SE] 12.00-13.30 90 [2013/08/1112:34 |COMo |28 [Data could be affacted by fibin,
RHM-REXA-07-JP _|SEI_|D 1600-17.30 013/05/11
07~ ~24;
- 10:00-11:30 13/1
7-JP_|SEI [Dey -1 100-21:30 4 [2013/08/05
7 -21:3 1 /!
7- 1 -21; 4 |201 7 A
= 100-21: 2.3 |Data_could be sffected by fhrin
7- 00-21: I 21 |GOHb [24 [Data could be affectad by firin
- - 4 213 13/09/10 [20:22 |COHb |2.4 [Dats eou ted by flrin.
RH-M-REXA-07-JP_|SEI |Day 5 |800-9:30 4 [201 21 I i
= y 5 12:00-13:30 1 /11 _|12:04 |COHb |41 soul af
= ~JP_|SEl |Day5  |1600-17:30 2013/09/11|16:08 |GOHb [29 [Data could be sffected by forin,
XA-07-JP 00-21:30 .07 |COHb [4.3 [Data could be affected by firin,
| = 10.00-11: 13/10/06 [10:16 |COHb |20
~REXA-07-JP - 000-21 201 11 vin__|*
RHM-! = 00-21: ;17 |COHb 16,8 |Data could be affectad by fibrin
= 7-. 1 [Day 1 1 013/08/07_|20:18 |G Data could be affected by fibrn.
7 1 7 4 [Data couid bo affected by fibrn
[~ - 200021 1 /09 |20:1 Data could be affacted by fiben.
I-REXA-07-J¥ |SEl |Day 4 2006-21:3 0UBS [2013/09/10 |20 COMb 12,1 |Data could be atfected by tibrn
B = Day5___|PRIOR TO PR 11_{06:27 |COHb [2.2 [Data could be affocted by fibrin
-REXA-07-JP [SE [Day 5 1200-13.30 13/00/11 [12:32 2.3 [Data could bo affacted by fibrin
ZRHM-REXA-0T-JP [Dey5  [1600-17:30 85 [2013/08/11 [16:32 [COve [22 be
- 5 [2000-21: 13/09/11_{20:32 |COHb [2.0 |Deta could be affacted by fibein.
[ZRHM-REXA-07-J° _|SEI_|D 1000-11: 0085 |2013/10/06 10,08 |cOtb [25 |
[ZRHM-REXA-07 = 2000-21:30 1 :13 |COHb |5.4 |Dsta could be affected by fibrin. &
-07-0P Dey 0 1 6 [2013/05/06 120:19 |COHb |5 1 fibrin.
-07-0F Day 1 [2000-21:30 0086 [201 7 120.16 |0OH [2.7 [Data could be affe: i
-07-JP 2 |2000-21:30 13/09/08 120.09 |COHy |26 [Data could be af fibein.
~REXA-07-JP 2000-21:30 0086 |201 |CoHo (25 uld be i
p 4 00-21:30 7 |COM |2
-07-0F 5 | 3 T 13/09/11_(06:28 |COHy (2.3 [Data coul fibrin.
XA-07-JP 12:00-13:30 11 {1232 [COHb_ Dsts could be affected by fibrin
-07-JP 5 13/09/11_[16.33 |COHb uld n.
ZRH84-REXA-07-JP_|SEI 20.00-2130 0086 [2013/09/11_|20-32 |GOHD |1 could be affected by fibrin,
7 -1 |20:00-21:30 72 20:15 |COHb [2.8 d be affectsd by fbrin__[*
7-JP Day 0 -21: 7 12013/09/08 |20:41 |COHb (3.5 I tedt by fbrin.
200021 20 [GOHb (23 be affested by fibrin
7-JP Day 2 -21 7 |2013/09/08 |20:11 |GOHb |23 |Data could be atfected by fibrin.
XA-07-JP 20.00-21 7 l201 15 |GOHb [20 ould be affacte ?
- - 4 00-21- 7 /10_|20:10 [COHb [20 n
Rl Al -07 -JP__|SETI 5 7 12013/09/11 ;30 |COHb |23 sould be affected by fibrin,
ZRHM-REXA-07-JP 5 |1200-1330 /11_[12:34 [COHb [2.4 [Oat in
-07-Jp 5 [1600-17:30 7 12013/09/11 [16:35 |C uld be off in.
-REXA-07-JP 5 21 0087 [2013/03/11_|20:34 |COHb, uld be affected by fibrin.
ZRHM-REXA-07-JP Day 30 [1000-11.30 10/06_|10:09 [COHb
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RHM- =07-JP 1_|Day -1 -21:. 05 _120:18 |COHb 143 |Data could be sffacted by fibein, *

01 20:2) |COHy (48 |Data could be affected by fiben. |
0096 |2013/08/07_[20:46 [COH 163 [Data could be ffected by fibrin
/09/08_120:40 |COHn |48 Data could be affected by fibrin
3 86 12013/08/08 |20.49 GOy [42 |Data could be affected by fiten
ZRHM-REXA-01-JF _|SEL IDay 4 [2000-21. 2013/08/10 12043 [GOHb [34 [Data could be affscted by fitin
ZRHM-REXA-07-JP |SEl |Day § PRIOR TO PRODUCT _[0086 |2013/09/11 |06:54 |COHo [3.2 |Data could be affacted by fibrin. | |
ZRHM-REXA-01-JP |SE| [Day§ _ |1200-13.30 0086 |2013/09/11 |13.04 |COHs [40 [Data could be aHacted by fibrin
ZRHM-REXA-07-JP |SEl |Day 5 0096 08711 _|17.04 |COHb [4.7 [Data could be affected by fibrin
ZRHM-REXA-07-JP _|SET Day & 0006 [2013/09/11 [21:04 |COHb 4.2 |Dats could be affested by fibin.
ZRHM-REXA-01-JP Day 30 0006 |2013/10/08 [10.34 |GOH [46
ZRHM-REXA-07-JP _[SEI [Day -1 03/05_|20:19 |COHo |57 [Date could be affacted by fitrin. |+
ZRHM-REXA-01-JP_|SEL [Day @ 0097 [2013/08/06_|20.25 [GOHb 5.0 [Data eould be affected by fibrin
RHM-REXA-07-JP_|SEl |Day 1 0097 [2013/09/07 |20.27 [GOHy sts could be affected by fibrin
~REXA-07-JP _[SEI Day 2 13/03/08_[20.22 [GOHb |2.2 {Data could be affected by fibrin
REXA-07-Jl_|GEI [Day 3 0097 2018/09/03_|20:24 |COHy. could bo sffected by firin
RHM-REXA-01-JP _|SEI_|Day 4 0097 [2013/09/10_|20:24 |COHb |21 |Dats cauld be affected by fibrin
RHM-REXA-07-JP 5 13/09/11_|08:22 [COHb [25 |Data o cted by fibrin.
Rl 7-JP y 5 7 |2013/09/11 |12:05 |COHb (2.1 be affac: in,
HM-REXA-01-JP 00-17: 7 |201 16:10_[GOHb |21 [Data could be affeated by fibrin,
- 7-JP 5 |2000-21:30 7 11_[20,09 |COMb |27 |Data o rin,
- 7 11 30 =11 7 12013/1 10:17
-REXA-01-JP -1 1 0098|201 1 could be affected by fbrin__|*
ZRHM-REXA-0T-JP |SEI [Day0 _|2000-2130 0098 |2013/08/06_|20:25 [COHb [6.6 [Data could be affosted by firin.
- 1 [Day 1 i in
- Day 2 21 8 |2013/09/08 |20: Data could be affected by fibrin.
ZRHM-REXA-07-JP |SE) |Dayd  |20.00-21:30 2013/09/08 [20:50 |COHb |78 [Data could be affected by firin
=, K 1 1 .44 |COHb |76 i
- 7= PRIOR TO Pl 55 {COHb 50 |Data could be affected by frin
AHM-REXA-07-JP Doy 5 [1200-13:30 13/09/11 [13:04 could be affected by fiei
RHM~: 7-JP Day § 16:00-17:30 1 111705 | Data could be affected by forin
07-0P IDay 5 [2000-21:30 20 + 21,04 [cOHh |89 d by fisrin.
-07-. 1 -113 2013/10, 7
-REXA-07-J -1 |2000~ 1 2022 D bo affected by flon, |+
RHAM-REXA=01-Jp 1 2027 4.1 |Data could be affected by fibrin.
7-0p 20.00-21:30 13/09/07 20,48 |COFh [4.2 (D
-REXA-07- Day -21: 1 4 d by fibein,
v A-07-. Day. -21:30 2013, 1 42 |Dats could ba affactad by fibein
-07- 2000-21:30 13/08/10_{20:45 |COMb d by fibe
XA-07-J5 Pl T cted by fibn,
ZRHM-REXA-0T-JP 12.00-1330 0039 |2013/09/11 |13:08 |COH |42 |Data could be affected by fibein.
~REXA-D7-P Day 5 17 013/08/1 100t 144 ¥
7-08. 00-21 13/09/11_(21:08 [COHb [5.1 [Data could be affected by fibrin.
-07-0 10:00-1130 13/10/06_|10:36 [COHo
XA-07-JF_[SEI [Day - -21 0100 [2013/05/05 [20.24 be fibrin,__|®
-07-J7 -21:30 100 [2013/09/06 [20:29 |COHb |43 [Data could be affacted by fibrin. |=
-07-JP 3 100 [2013/08/07_|2022 |COHb [2.3 Data cowid be fibrs
- 00-21: 08/08_|20:15 [COH [2.1 Data could be atfected by fibrin,
~07 20.00-21; 1 1 09 _[20:17 |cOHb 122 | i
XA-07-JP IS K 100 |2013/09/10
RH -07-JF PRIOR TO PRODUCT (0100 [2013/08/11
XA-07-0P 12:00-13: 100 [2013/09/11
07 16:00-17 100 [2013/08/11
-07-JF 20.00-21- 100_[201 1
M-REXA-01-JP 10:00-11: 1
? Day -1 20.00-21:30 102 [2013/ 0
-07-JP E 0102 201 0 -
7- 1: 1 7 i
-07-JF_|SE] 2 |2000-21:30 0102 |2013/09/08 by fibrin.
RHM-REXA-01-JP ; 102 |20 117 |GOHb |22 [Data could be affactad by fibrin
5 = 4 0:00-21.30 102 [2013/09/10 20,16 |COHb [1.9 [Osta could be affected by fibrin.
ZRHM-REXA-07-JP _|SEI_|Da PRIOR TO PRODUCT (0102 [2013/09/11_[06:33 |GOHb (2.3 fibrin
= - 12:00-13,30. 102 2013/09/11 [12:38 [GOHb [25
~REXA-0T-JP " 1600-17:30 102 [2013/09/11 |16:39 [COHb [2.2
- 7-JP 1 102 |2013/09/11_|20; )
RHM-REXA-07-JP 10.00-11:30 0102 |2013/1 10:12 |GOHb [2.1
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7~ -1 <212 1 1 05 _|20:26 |COHb |59 [Data could be sffected by fibrin, *
REXA-07-JP _|SE!” Dy 2000-21.30 0103 |2013/03/06[20:34 [COHb 158 [0ata could b affected by fibein, |+
ZRHM-REXA-07-JP_ [SE] [Day 1 20.00-21.30 0103 [2013/09/07 [20:28 [COtb 121 |Data could bs affected by fibrin J
2 AHM-REXA~07-JP. 1 |Day 2 -21, 01 13/09/ ;23 |COb 121 |Data could be affacted by fibrin
ZRHM-REXA-0T-JP 00-21.30 0103 |2013/08/09 12023 [COHb 120 |Data could be affacted by fibrin, |
M- REXA-0T-JP _[SE1 [Day 4 2000-21.30 0103 |2013/09/10 [20:24 |COHb [2.2 |Dats could be sffected by fibrin
-REXA-07-JP [SEl [Day 5 8.00-9-30 0103 12013/08/11 [08:23 ICOHb 12, |Data could bs affected by fibrin
ZRHM-REXA-07-JP ISEl |Day § 1200-13:30 10103 |2013/00/11 |12.08 |COFb |2.3 [Data could be affected by fibrin, Sl
ZREM-REXA-D7-JP _ [SE1 |Day 5 1600-17:30 1 013/09/11 |16:12 [COHb |21 [Data could be affected by fibrin
REXA-07-JP _|SEI 5 2000-21 30 0103 |2013/08/11 [20.09 |COH |19 [Data could be affocted by fibrin,
|2 R M- -JP_ [SEl 30 10. 11 0103 |2013/10/06 [10:18 |COHu |16
-REXA-07-J° _|SEl |Day ~i 0:00-21:30 13/09/05 |20:26 [COwb |6.2 |Data could be affected by fibrin. _|*
-] —07-JP ISEl 0 2000-21:30 104 12013/09/06 |20:37 |COHR 15.7 [Data could be affected by fibrin >
-REXA-07-JP ISEl |[Day 1 20.00-21:30 0104 |2013/08/07 {20:23 |COHY |3.0 [Data could ba affected by fibrin,
REM-REXA-D7-J8 1 _|Day 2 20-00-21:30 1 2013/09/08 [20:18 |COMo |26 |Data could be affected by fibrin.
|2 RHM-REXA-07-J° 1 104 1201 /4 19 |COHb 123 [Data could be affocted by fibein.
-REXA-07-JP [SEl [Day 4 2 21:30 10 }2G:18 |COHY |21 [Data could be affacted by fibrin
RHM-REXA-07-JP 1 _|Day 5 PRIOR TO PRODUCT 104 |2013/08/11 |06:36 |COHb |24 |Data could be affected by fibrin.
REM-REXA-07-JP Day § 12:00-13: 0104 12013/09/11 |12:40 |COHp |25 [Data could be affected by fibein.
-REXA-07-JP |SE1 |Day § 16.00-17:30 1 11 |16:41 |COHy (2.3 [Dats could be sffected by fibein.
-REXA-07-J7 |SE! |Day § F 1 013/08/11_120:40 |COMo 2.2 [Data could be affacted by fibrin.
-, 11 0104 12013/10/1 1
7-JP |Day -1 2000-21:30 09/05 12025 |COHb (55 IData could be affected by fibrin. .
RHM-REXA-07-J° ISEl [Day 0 -21:30 106 13/08/06 |20:38 |COHb 6.1 [Data could be affected by fibrin, *
ZRHM-REXA-0 ]~ 1 -21; 1 [0OHe [6.3 [Data couid be affacted by fibrin
7- 2000-21:30 06 12013/09/08 |20 mfl Data could be sffected by ﬁbnn
RI 7=, ~21:30 13/09/09 120:53 |COHb |6.6 |Data could be affacted
—07-, SEI 4 -21:30 1 1 :48 |COHR |81 Data could be lﬁuhdm
- =07~ 5 PRIOR TO P! Al 21 1 58 |COHb 4.8 [Data could be nﬂactndh lh'h
- s 1200-13:30 13/06/11|13:06 |COHe | 12
| |1600-17:30 10} 11 112.07 [COH |
=RE XA-07-, -21: 1 13/ 11_{21:07 |COHb
ZRHM-REXA-07-JP |SE1 |Day 30 1 -11:30 1 1 110:14 |COHb |6,
- bt =1 20:00-21: { 13/0! ;28 |COHb id
- 1= (o] =21 o1 13/0! :44_|COHR. »
Rl 7-JP 1 20:00-21:30 109 12013/08/07 |20:24 |COHb
-REXA-07-JP -21; 1 1 118 [COHb |
|7 RHM-| -07-, -21:: 0 R (COHb |23 |Oata could be affacted by fibrin.
~REXA-07~JP. Day 4 20:00-21:30 0109 |2013/09/10 |20:20 [COHb [2.2 |Dats could be affacted by fibrin.
HM - ~07-JP RIOR T T 1 2013/09/11 ;36 _|COHb i
-} o Day § 12:00-13:30 0 /11 1241 Hb
RHM-! =07 -JP 1_10; 1 =12 071 13/09/11 [18:42
- \-07-JP D: -21:30 0108 X
RHM-RE XA- P 1_|Day 30 10:00-11:30 13/1 10:14
RHM-REXA-07-JP =1 -21; 0110 |2013/08/05 [20:20 i
- =07-JP Day 0 2000-2\ 30 01 i} 06 _|20.47
- =07-JP -21: 11 1 7 2029
- -07-JP_|SEl [Day2 0:00-21: 110 (201
o -07-JP 3 = 110 |2013/09/08
RHM-REXA-07-JP -00-21: 110 13/09/10 X
G =07-JP _|SEI |Da; B8:00-9:30 110 12013/09/11 :24
-REXA-07-JP -13: 15 13/08/11_{12:07
- = P 16:00-17. 1 1 /11 116:14
-REXA~07-JP I :00-21:30 110 |2013/09/11 |20:10
I~ ~07-JP ~11: 1 13/ 3
-] —-07-JP =1 20'00-2130 113 13, 131 O
RHM-REXA-07~JI 1 y O -00~-21 111 1201 20:50
|ZRHM-| 7-JP y 1 20:00-21:30 1 7 2
- =07, 1 2 = 111 13/ 120
ZRHM-REXA-07-JP |SEI [Day 3 0,00-21: 111 12013/09/09 |20
~-REXA-07-JP 4 0:00-21: 0111 1201 1 :
~REXA-01~JP IPRIOR TO PRODUCT _[0111 /11 _|08:33
RHM-REXA-07-JP |SEl |Day & 12:00-13:30 111|201 11_|12:42 26
-REXA-07~, 1 16:00-17:30 111 |2013709/11 [16:44 A e n.
RHM-! -07-, Day & -21: 111 [2013/09/1 ;s A |Dat gmldbnﬁuudbv Mn
REXA-07-JP 1 30 10:00-11:30 111 12013/ 1 10:15 {COH 3
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RHM-REXA-07-JP —[o113 [2013/09/05 2031 B

=REXA-07-JP 0113 12013/ B =
ZRHM-REXA-07-JP 0113 2
ZRHM-REXA-07-JP 113 COHb [4.3 [Data could be affected by fibrin.
~REXA-D7~JP a1l COHb (56 [Data could be affected by fibrin
ZRHM-REXA-07-JP 0113 COHb |5.2 |Data could be affected by fiarin.
RHM - 7~ 113 |2013/09/11 |06:59 |COHb (3.9 |Data gould be affacted by fibrin,
RHM-REXA-07-JP_|SE] |Day § 12:00-13.30 0113 [2013/09/11 [13.08 |COHb |37 |Data could be affected by flrin
RHM-REXA-07-J9 _|SE| |Day § 1600-17:30 0113 |2013/09/11_[17:10 |COMb [3.6 [Data could be affected by flwia__|
=) -07-, SEL | 5 -21:. 10113 |2013/09/11 |21:09 |COHb 139 [Data could be affected by fibnn.
RHM-REXA-07-JP _ISEl |Day 30 1 -II:L__MF_HMIQH COHb 144
[ZRHM-REXA-07-JF Day -1 2000-21:30 0114 [2013/09/05 |20:35 |CO¥b 137 |Data could be affected by flwin.__{+
N 7- 1 0.00-21:30 14 1201 2054 |COHb |38 [Data could be affected by fibrin
RHM-REXA-07-JP |SEl |Day 1 2000-21:30 114 12013/09/07 20:38 |COHb |28 Data could be affected by fbrin
ZRHM-REXA-07-JP _|SEI |Day 2 2000-21:30 114 |2013/09/08 12031 |COb [2.3 |Data could be affected by fibrin
-REXA-07-4P |SE| [Day3 -21:30 o114 37 |COHY |26 [Data could be sffacted by firn
M-REXA-07-JP |SEl [Day 4 21 114 2013/08/10 120:34 |COHb |28 [Data could be affected by fibein.
RHM-REXA-07-JF _|SEI |Dey § PRIOR TO PRODUCT__[0114 |2013/09/11_|06:40 |COH® |2.7 [Data could bo affected by fibrin
- ~07-JP Day 5 12:00-13:30 1 :46 |COHb |27 |Data could be affected by fibrin
~REXA-07-JP _|SEL ; 0114 12013/08/11_[16:46 |COHo |2.3 |Dsta could be affected by fibein.
RHM-REXA-07- Day 5 2000-21:30 0114 |2013/08/11 [cote |20 could ta: i
-07 1000-11; 25 |GOHb [2
RHM-REXA-07-JP _|SEI -1 21 117 |2013/09/ 45 |GOHD |3 ffected by fibrin__|+
ZAHM-REXA- SEl 0 2000-21: 117 |2013/08/08_|20:53 [GOHb [3. could be affected in,
2 -07- 1 2000-21: 0117 53 |COHb in
RHM-REXA-07~ 117 |2013/08/08 |20:45 [COHb |47 [Data could be affected by fibrin
XA-0]-JP_|SEI 20.00-21:30 0117 |2013/08/08 |20:56 |OOH® [5.1 uld be afiected by fibrin.
-07-. 2 10 12049 |COHb |56 could be affected by fibrin
-07-. 5 PRIOR TO PRODUCT _|0117 [2013/09, .02 [COHb |44 [Data could be sffec n
RHM-REXA-07-JP _|SEI 5 12:00-13:30 0117 [2013/09/11_[13;10 |COHb [48 Id bo afacted by fibri
R~ -Jp 116.00-17:30 0117 |2013/09/11 [17:11 |COHb |54 |Data could be affected by fibrin.
—JP_|SEI |Day 5 00-21. 0117 |24:10 | &de.ii fibyi
P 17 [2013/1 110:38 4,
-07-JP Day -1 [E 0120 [2013/00/05_|20: 6.7 |Data could be FRE
~07-JF 1 ; i I cted by fibrin.__|*
RHM-REXA-07- : 01 13/09/07_|20:40 |COH could be affegted by fibrin_
~JP_|SE] [Day 2 000-21. 0129 [20 D fbrin,
2] - =P | Da 0:00-21:.
ZRHM-REXA-Q7-JP 1 129 [2013/09/10_|20:36
XA-07-JP P TOPI 1 R
-REXA-07-JP 12:00-13:30 1 1 1112:48
- 01-JP_|SEI 16.00-17:30 0129 [2013/09/11_|16.49 |C:
-REXA-07-JP 5 21; 1|20
- - -11; 23 [2013/10,
~REXA-07-JF -1 |2000-21:30 /05 |20:41 n__|*
RHM-REXA-07-JP ; 1 1 X Y n__|e
~REXA-01-JP 1: 133 |2 /07
~REXA-07-JP_|SEI_|Day 2 -21; 1 13/
RHM-REXA-07-J9 1: 133 [2013/09/09
ZRHM- 7-08 4 00-21:30 3/08/10 {2031
ZRHM-REXA-07-0P _|SEI P T 10133 |2013/09/11_(06:44
-REXA-07-P 1200-13:30 11 {12:48 [GO |
-REXA-07-JP _|SEI_|O; 16:00-17:30_ 11_116:51
-07-JF D: -21; 0133 2013/09/11
7-. 0 [1000-11:30 13/10/06
2R XA=07-JP - ; 135 [2013/00/05 |20.41 |COHb |49 [Oata could be affected by fibrin__ |+
—REXA-07-JP _|SEI 20.00-21:30 1 1 107 [cOHb [5.1 ected by fibrin__|»
-07-JP_|SEI -21 1 07_|20:43 |COHb_ i
-07-JP -21; 135 |2013/09/08_|20:36 [COHb [26 c aff
2! XA-07-JP 1 20:00-21:30 :43 |COHb |24 |Data could be affected by fibrin
ZRHM-REXA-0T-JP ; 135 12013/09/10_|20.38 |GOHb |24 i
-07-JP _|SEl T 9/11_[06:48 [COHD I fibrin.
RHM-REXA-07-JP_|SEL_|D: 12:00-13.30 (0135 [2013/09/11_[12:50 [COHb [2.5 [Data could be affectad by fibrin.
7-JP 17, (0135 [2013/09/11_|16:52 |COHb [25 o fibrin
REXA-07-JP 0:00-21:30 09/11_|20:50 |GOHb [2.6 |Data could be affacted by fibrin
RHM-REXA-07-JP_|SEl 3 00-11 (0135 [2013/10/06 |10:30 [COHb [24
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ZRHM- REXA-07~ | =21 38 [Date could be sffected by fibrin,__|»

-REXA-07-JP sy 0 |2000-2} 4.4 [Data coutd be affactd by fiorin,_|*
ZRHM-REXA-07-JP_|SEIl |Day 1 20:00-21:30 2.1 |Dsta coutd be sffected by fibrin

[ZRHM-REXA-07-JF 1 {Day 2 :00-21: 138 [2013/08/1 20:36_|COHY |18 |Data could be affected by fibrin,
ZRHM-REXA-07-JP |SEI |Day 3 20,00-21 0138 [2013/09/08 [20:44 [COMb [1.8 |Data could be affected by fibrin
;nm ~REXA-07-JP _|SE| [Day4  12000-21:30 0138 |2013/09/10 |20:38 |COHb [1.7 |Dats could be sffected by fibrin.

XA-07-JP _[SEI |Day § PRIOR TO PRODUGT _|0136 |2013/08/11 |06:47 |COHb |19 |Oata could be affected by firin
nm- -07-JP _|SEl |Day § 12.00-13:30 0138 [2013/08/11 [12:56 |COHo |18 |0ata could be sffected by fibrin

ZRHM-REXA-Q1-JP |SE! |Day 5 16:00-17.30 0138 12013/09/11_|16:56 |COMo |

RHM-REXA-07-JP_|SE| [Dsy § 100-21.30 0138 |2013/09/11_120.56

ZRHM-REXA-01-JP. 30 1000-11:30 0138 [2013/10/06 [10.31

XA-07=JP _|SEI IDay -1 0,00-2130 0140 [2013/09/05 12043 |COMo 16,2 [Data could be affacted by fbrin.__ [+

RHM-REXA-07-JP _[SEI |Da, 20.00-21:30 140 [2013/09/06_|21:10 |COHb [5.8 |Data could be aff .

-REXA-07-JP. Day 1 0.00-21:30 0140 [2013/09/07 [20-31 [GOHb [2.4 [Data could be atfected by fibrin,
ZRHM-REXA-07-JP _|SEI 2 ggon-g\;g 10140 |2013/09/08 |20:25 |COHb 1.9 |Data could be affected by fibrin.
RHM-REXA-07-JP 0:00-21 0140 12013/09/1 COHE |2 could be affested by fibrin,
-07-JP_[SEI |Day 4 0,00-21:30 01 3/09/10 [20.28 |GOHb |2 could be affected by fibrin,
ZRHM-REXA-07-JP |SEl |Day § 8:00-9:30 10140 |2013/09/11_|08:26 |COHb could be affected by fibrin
RHM-REXA-07-JP 12.00-13: 0140 |2013/09/1 COHb [2.4 e i
07-JP v 5 16,00-17:30 01 13/09/11_[16:17 [COHb |25 [Dats could be affected by fibrin,
-01-JP_|SEL 5 -21: 140 (20 11_20:12 |COHb 2.1 ould bo affected by fbrin,
REXA-0T-JP -11: 0140 1201 1.]GOHD |19
-07-JP. -1 0.00-21:30 1 05_|20:36 |COHb |23 could be .n.en.auym. *
ZRHM-REXA-07-JP_|SEI [Dsy O 1: 0120 ]2013/09/06_|20:57 |COHb [20 could b tod by flor
7- 1 -21:30 1 :30 |COHb (2.3
~07-JP. 20:00-21.3 0120 12013/ 20:27 |COHb [22
- ; /09/09 |20:26
7-JP_|SEl |Dsy 4 00-21:30 0 10 |2027
- = 5 - 120 125 |COHb
ZREM=REXA-0T-JP 12:00~13: 1 3/08/11_|12;
7-JP 16:00-17:30 0120 2013/09/11 [16:15
& T 21 1 1 1
- 30 |1000-11:30 120 1 10:
-1___|2000-21: 121 :38 |COHb |34 |Dats could be affectad by fibrin___|*
= P qould bie affected by firin *
-JP 1 2000-21:30 121 |2013/08/07 23 [Dota aound»;ﬂnuuhm
=07~JP g 21 121 O'J
)7~ -1 uuuuldbn.ﬂ.mdbum
-JP 4 2000-21:30 121 [2013/08/10 |20:34 |COHb 2 Dats could be affected by fibrin
RHM-R ~Jp T T (0121 [2013/09/11
-JP 1200-13:30 1 vg 12,3 Id
Rl R e 1 5 160017 121 1 /11 _|16:47 |COHb |2 be ctad A
- Day 5 1 121 1 i ffected by fibrin

-REXA-07-JP _|SEI 10.00-11:30 121 [2013/1 1 :

RHM-REXA-07-JP -1 ; 0122 |2013/08/05 |20:31 Id be aff fibein, |#
-REXA-07-JP _|SEI 21:30 1 1 20 uld be sffected by fibin___|%
-REXA-07-JP _|SEI ;i 1 7 |20:53 |COxR |7, & affected by fibein,
REXA-07-JP _|SEI [Day 2 1 0122 |201 : Id be affected by fibein.
-REXA-07-JP Day 3 = 1 13/08/08 |20-56 |COHb (9.7 d i

=P 21 122 |2013/08/10 120: cauld in.

Rl 7-JP PRIOR TO P T {0122 [2013/09/11 |07:03 |COHb 5.1 |Data could be sffected by fibein.
RHM-REXA-07-JP 1200-13.30 0122 [2013/08/11 [13.10 o ;
RHM-REXA-07-JP Day 16:00-17:30 jo1 ~ ected by fibrin.

“REXA=07-JF Day ¢ - 122 [2013/09/11_|21:10 |COtb |7.3 |Data could be affected by fibrin.

m —JP 1000-11: 1 139 [COmb (7.0

—REXA-07-JF -1 |2000-21:30 1 1 0. 5.3 |Data could be affected by fibrin,__|%
RHM-REXA-07-J6 |SEI |Day =21 0126 |2013/1 210 35 e affectad -

-REXA-07-, 1 -21:30 7 COHb |1

- D ; 1 1 08_120.27 |COHb |22 flectad in.

-REXA-07-, 3 1 126 |2013/08/0! Datn could be affectad by fibein,

-REXA-07- 4 2000~ 126 |2013/08/10 (2028 |COH 12.1 |Dats could be affected by fibein.

-REXA-07-J° _|SEI 5 |800-830 1 13/09/11 (0827 |COHb (2.3 [Data could be affected by fibri

ZRHM-REXA-07-J° _|SEI 5 1200-13:30 0126 |201 1_[12:10 |COHb 126 ke affected by fibrin,

- 1 [Day 5 1600-17.30 26 [2013/09/11 116.18 |COHo 2.3 |Dats could be affectad by fibein.
RHM-REXA-07-JP 5 2L 126 |2013/08/11 GO 11,8 [Data sould e affected by fibein,

-REXA-07-J° _|SE] 0 |1000-11:30 126 [2013/1 10:20 |COHb [20
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285 -REXA-0T-JP _[SE) 46 [Data could be affected by fiwin__ [+
RrM-REXA-07-JP._ [SEI | 4.3 |Data could be affected by firin 1+ |
ZRAM-REXA-07-JP _|SEI 23 |Data could be affected by fiorin
~REXA-0T-JF 00-21 ; 19 {Dats could be sffected by fbrin
-REXA-D1- 1 : : 2 could be affectad by fibrin
ZRHM-REXA-0T-JP 1 |Day 4 20 09/10 2 ta could be affected by fibrin,
ZRiM-REXA-0T-JP_[SE]. 2013/09/11_|08: 4 [Dats could be sffected by fiorn
R#M-REXA-0T -, Day 5 12.00-13.30 0 13/09/11 |12:56 |CQHb 2.1 [Dats could be affected by firia
ZRHM-REXA-0J-JP_|SEI [Day & 16.00-17.30 0153 |2013/08/11 [16:57 [COHb |21 [Data cauld be affected by fibrin,
-REXA-07-JP_| 5 12000-2130 0153 [2013/09/11_|20:56 |COHb |19 [Dats could be affectad by fibria_
ZRFM-REXA-07-JP_|SEI [Day 30 |10,00-11:30 0153 [2013/10/08 {10:32 [COH® [1.9
RHM-REXA-07-JP ISEL [Day -1 120.00-21:30 0154 |2013/08/05 |20:45 R
ZRHM-REXA-07-JP_[SE] [Day0 2000~ 0154 [201 21:11 v
ZRHM-REXA-07-JP [Day 1 00-21.30 o154 |2013/09/07_|20.33 |GOHb_ |24 Data could be affected by fibrin
REXA-07-JP _|SF1 0.00-21:30 4_|2013/09/ 128 |COHb |20 [Data could be affected by fibrin
ZRHM-REXA-07-JP |SE] |Day 3 2000-21 0154 |2013/08/08 |20.29 |COHb sauld be affectad by fibrin
RHM-REXA-07-JP IDsy 4 [2000-2130 0154 [2013/09/10 {2030 |COHb [2.0 |Data could be affected by fibrin.
-REXA-07-0P [SE| [Day§  |8.00-830 0154 |2013/09/11_|08:23 [COHb |24 [Data could be affected by fibrin,
RHM-REXA-07-JP_[SEI_[Day 12:00-13:30 154 |2013/09/11 [12:12 [COHb {24 |Data could ba affected by fibrin,
RHM-REXA-07-J8 Day 16:00-17.30 0154 |2013/09/11_|18;20 |COHb |23 s i
-REXA-01-JP 2y 130 I 11_[20:13 [COHb [20 [Data could be affects
ZRHM-REXA-07-° _|SEI |Dsy 30 |10:00-11:30 01 13/10/06_|10:22 |COHb
o ~07-JP Day -1 -21: 155 (201 5. fibein. __|*
- - P Day 21 15 [COHb e fibrin, |
ZRHM-REXA-07-0P_ISE1 |Day 1 1:30 155 [2013/08/07 |20:46 |COHb be affected by fibein,
-REXA-07-. g ; cted by fibrin
-REXA-07- -21. 155 1201 7 Data could be affacted by fibrin.
~REXA-07-J9 Day 4 -21: 2013/09/10 p_g; could be affected by fibrin.
= -07 TO PRI T 1 1 51 affected by fibrin,
7] =07~ 1 Al 1113 i
-REXA-07- 17. 155 [2013/08/11 |17.00 |COHb cted by fibein.
|~ ~21:: 1 ! i
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