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AR : 33~54 B (R —Z U JHBAN O REREEAET)

Page 16



276 BRDHABDELSD
T4 LT SERAEE

AEREMEEEEDEA 32— F : BDR11250
FTmELAE -

Z&l . AEER WERENCOBEERDOHE. AREEEMCLSMMERR) | BRRE (MK
FHRE. MRELCFHRE) . BELRFELER. NM2 L8142

EWEIRE
FEFM/NSA—F
JxxVoxzFOY

Day 5: Chax: AUCQp.12
BIREFME /AT A —4

P A b Y

Day 1. Cmax, AUC0-12, tmax

Day 2-5: Cyrough

Day 5: tmax, t1/22» MRT, Ay, CLgs/F, V,/F
AV S N

Day 1: Cmax: AUC0-12, tmax

Day 2-5: Ctrough

Day 5: Cax: AUC(.12, tmax t1/22: MRT, Ay, CLgg/F, V,/F
EVBERAREOFEMBRKRUIMTAE

EYRENERAMBRERREER . CIRHRAMRSHM. 7%V IO TV RIT R
) Iz ki@)

Dayl: #)[E#& 581, #E#% 5% 0.5, 1, 1.5, 2, 2.5, 3, 4, 5, 6, 8, 12 B
Day2-4: EAD % 581
Day5-8: & # ¥ 51, &#%#%51% 05,1,1.5,2,25,3,4,5,6, 8, 12, 24, 36, 48, 72 Bf

PRAE MEP I XV IIFOUEERVIVARFI O R VEERRAI O NS T4 —
ST LEEDH (LC-MSIMS) EIZKYnHLiz, EETFR (LLOQ) IEZFhnZFh 0.5ng/mL &
U3ng/mLTHoT1=,
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276 BRDHABDELSD
T4 LT SERAEE

ARRMEEEEDHAN 31— F : BDR11250

mEtF& .

- EYEIRE -

TRTDIzFYIx2FPr, FTYMRIT R VOEPEE/NTA—F2RUE S5 TRE (Day2-

5) [CDWT., BHEZZIR—FOEBEMTEIZEHLE,

TJIXVYITIFDUPKNTA—=E

AL LIZE S5 BAD Cragx R AUC)12 [ LT, REEESNRETILERAVTESHE
(Test/Reference) DHERMINA A TRALSEY T4 ZFELT=. Cpgx B AUC(12 12DV T, #¥

Al EHDL GRERREF A MRERF]) ORETEZEL Ll 900%SEXME (Cl) Z#aL 1=,

FBEH L 1= Chaxs AUC.12 1= LT, BEIER. B, RE5EZEEDR. #BE (KRE5IER) .
FThabhHE, BREIEFRN TOHBEDEZE*ZEENRICAV-ROBRESHRETILEERALTESL
NE-FEHEAMEZTOHGFEEZRI—EATT EITEY ., BEERNIZERZE & total-subject SD # #ETE
L.

NSOEIE., ak— I EIZERBLT,

TIAKRITT RYUPKINGA—H

ES5HNE1BITHT HERLICONT, REBEMNRETILERAVTHESERUVAEHEIZLY
FEL-, REEEDHRETLORBEATESHEE LBOHOTEHEDERVZ DM 90%EHEX
FZERO-®&., AHELEMICK YRABRRTEHEN LT HIEREICER L=,

Crmax B U AUCy 15 25 L TRHBERETE 7L % B LN C BB L AINE % S04E L 1=,

M5 TBICEREEANEETLEANTT YA I 71 K L OEEIKEDERM £ T L 1.
Rt

RLHIIONT, BEER. MALMRE. MBEEILLHRE. N1 2ILY (>, ECGIZHT 5Rib
GEHE CEPIN. THE. EEEE, EERE DAE. TENEHOBRABERUSNME. TENE

BB EHRVOHEMESR) & UOMEL O E[potentially clinically significant abnormalities (PCSAs)
HEGHEMNCEDEFTML =,

HhER -
EYEHRE

ABARAANBERMHHEREIC. FEXIPSEEREGHKRUTLY SiE60mgx 1A 2E 5 BRRERS LIzL
&. FEX60/PSE60 Fi2A%E 1 58 (FEX 60 mg/PSE 60 mg) Xl FEX30/PSE60 BL &4z 2 &8

(FEX60 mg/PSE 120 mg) BEBED I I XY I FSUDNAATRALASEY T4, ZLT 54k
60 mg 1 g 5L RBHRTH > 1=,

e

BARANERBEMHHEREIC, FEXIPSEEGftZ 1B 2E 5 HRIRERS LIzL &,
FEX60mg/PSE120mgDAEFE TRETHY . BRMILRIFTH 1=,
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276 HRADHABDEED

T4 LI SERER

2.1.2 ARENREM

AIRBROYERE DNFRZH 31T, KIBBROMITHREM K OCEHEH R LK AR VR BIZENTIUR
—a—o

AHTHLOWEBRENHAN SN, T X abENTz, TDHb, ETHNL514 TH o7z, 2K
—M1DOEI1HOIARIC1IADOHEBRENAERTLO-DICHIEE o7, adk—F20FE 280D 4
HEEKOEL1HMOSHBIZ1LAT D, H2408ENACEHGOTDYIEE o7,

IRRIEL G- ST HRE AL, 2R —F1TiE264, aFR—F2TIE 284 ThHoT2,

54 4§~ T OYERFE WL K OSBRI R Th o 7=, EENEICEEL 52559
TRIRBRESE I E D D O@EMITFRD LIV o7,

*® 3 - #EEEDANR (BDR11250 i{E&)

Status
Cohort 1 Cohort 2

Included 26 28
Randomized 26 28
Exposed 26 28
Completed study treatment 25 26
Discontinued study treatment 1 2
Reason for treatment discontinuation

Adverse event 1

Other reason 0 2

Cohort 1: FEX60/PSEG0 or FEX60, Cohort 2: FEX60/PSE120 or FEX60
PGM=PRODOPS/M016455/BDR11250/CSR/REPORT/PGM/dis_dsover_s_t.sas OUT=REPORT/OUTPUT/dis_dsover_s_t_i.rtf

0

x4 - T RER (BDR11250 55%)

Cohort 1 Cohort 2
Safety population 26 28
Pharmacokinetic population 26 28

Cohort 1: FEX60/PSEG0 or FEX60, Cohort 2: FEX60/PSE120 or FEX60
PGM=PRODOPS/M016455/BDR11250/CSR/REPORT/PGM/dis_popover_a tsas OUT=REPORT/OUTPUT/dis_popover a_t_i.rtf

00
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276 BRDHABDELSD
T4 LT SERAEE

R5-BREETR- TEMBHTHREHA (BDR11250 5AE)

Cohort 1 Cohort 2
(N=26) (N=28)

Sex [n (%)]

Male 26 (100%) 28 (100%)
Race [n (%)]

Asian/Oriental 26 (100%) 28 (100%)
Age (yrs)

Number 26 28

Mean (SD) 30.5(5.5) 28.6 (4.0)

Min : Max 22 :45 21 :37
Height (cm)

Number 26 28

Mean (SD) 171.4 (3.9) 1726 (7.6)

Min : Max 164 : 181 160 : 191
Weight (kg)

Number 26 28

Mean (SD) 63.88 (6.10) 67.90 (9.05)

Min : Max 544 :75.6 51.2:88.3
BMI (kg/m?)

Number 26 28

Mean (SD) 21.73(1.84) 22.73(2.14)

Min : Max 18.6:24.9 18.6:26.6

Note: Number corresponds to the count of subjects with non missing data used for the calculation of percentages.
Cohort 1: FEX60/PSE60 or FEX60, Cohort 2: FEX60/PSE120 or FEX60
PGM=PRODOPS/M016455/BDR11250/CSR/REPORT/PGM/dem_dmsc_s_t.sas OUT=REPORT/OUTPUT/dem_dmsc_s_t_i.rtf

200

2.1.3 EYBREDFHE

2131 Zx¥Y Iz FPoNMmERERE

A ANtk A BIEgEER#E 12, FEX60/PSE6O fid&48E 1 & (FEX 60 mg/PSE 60 mg) XX
FEX30/PSE60 il &6 2 5 (FEX60 mg/PSE 120 mg) # 1 H 2[RIKMER DG L= & x D, FIEEE
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276 HRADHABDEED

T4 LI SERER

%M OG-G5S B AR GHOMET 7 = %Y 7 = F D UREHBEZN 1 (WIRHEREGEZ) KO
2 (GBS A A G4%) 1R

1- BARAANBERABMEHKERE(C FEX60/PSE6GO BE & S 1 88 (FEX 60 mg/ PSE 60 mg) XI(%
FEX30/PSE60 Bi &% 2 ft (FEX60 mg/PSE 120mg) XIE7 LY S 60mg% 1B 2EREKS L1
EEDVEIBER 12BMETCOMmMBER I XY IO UREKE (EHE+SD)

XV ITxFOVEE (ng/mlL)

450
400
350
300
250
200
150
100

(BDR11250 &ER)

—@— Cohort 1 — FEX60

—O— Cohort 1 - FEX60/PSE60
—&— Cohort 2 - FEX60

—2x— Cohort 2 - FEX60/PSE120

BFRE (h)
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276 BRDHABDELSD
T4 LT SERAEE

2- BRAANEBERERABMHHERE(C FEX60/PSE60 B2 & fE 1§ (FEX 60 mg/PSE 60 mg) XI(%
FEX30/PSE60 Bt &fE 2 ft (FEX60 mg/PSE 120mg) XIE7 LY S8 60mg% 1B 2EREKRS L1
LEDREMI S HERKRES R BBHFEFTOLRI I XY I+ URERD
(F#JfE+SD) (BDR11250 FER)

—@— Cohort 1 — FEX60

—O— Cohort 1 — FEX60/PSE60
—&— Cohort 2 — FEX60

—4— Cohort 2 - FEX60/PSE120

TJxxVITFOUEE (ng/mlL)

—— — ‘ A
18 24 30 36 42 48
B (h)

2132 72XV IIFOUDEYEFENT A—4

ARBCI DN I 5 A B AR EBOMIEN T =% /7 = F UL lEF— 2 5%,
FEX/PSE il A Sefe 5-HRFlC BT 21 7 =%V 7 = F V0D, 7V 7 T 8ERGRFI 3 2 %R/
AFT_AZ VT 4 2RFTLIT (K6, £7)

FEX60/PSE60 il 46 (FEX 60 mg/PSE 60 mg) M7 L 2 i 60 mg (2575 Crax K O AUC(.12
DD 0%MIANEHEK R (RHEEM) (X, Z£4EH Cpay 25 0.88~1.05 (0.96) . AUCq.12 7% 0.89~
1.03 (0.96) T V., FEX30/PSE6O il AdE 2 52 (FEX 60 mg/PSE 120 mg) ® 7 L 77 & 60 mg (%}
$% Cmax XU AUC(.12 DEED 0% HETH] (RHEEME) 13, T EH Cax 28 0.95~1.32

(1.12) . AUCQ.12 73 0.97~1.24 (1.10) Th o7z, LLEDHIRNE . FEX60/PSEEO Bl A HE (FEX
60 mg / PSE 60 mg) A U* FEX30/PSE60 Bl & 2 i (FEX 60 mg / PSE 120 mg) S8 £ 5-5¢ D 7 i R Ak
BT 72X 7 2F VDA FTRATEV T 4 1ET7 L7 F8E60mg &Rk TH -7,
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276 BRDHABDELSD
T4 LT SERAEE

% 6- BARANBERABMIZ FEX60/PSE6G0 BEE &8 (FEX 60 mg/PSE 60 mg) R U
FEX30/PSE60 B2 &g 2 88 (FEX60 mg/PSE 120 mg) #R#EHXRELI=EZD
TLTZ860mgBERKICHTIMBR I XY I+ PUOHERAMNAFTTALTEY T4
- REMBSBERKERE#OMERF I XY I F D UEEICEDEME - (BDR11250 iKE&)

Parameter Comparison Estimate 90% ClI
Cmax FEX60/PSE60 vs. FEX60 0.96 (0.88t0 1.05)
FEX60/PSE120 vs. FEX60 1.12 (0.95t0 1.32)
AUCO0-12 FEX60/PSE60 vs. FEX60 0.96 (0.89 t0 1.03)
FEX60/PSE120 vs. FEX60 1.10 (0.97to 1.24)
f’fsl\./IA{:gI;RODOPS/M016455/BDRl1250/CSR/REPORT/PGM/pk_fex_bdr11250.sas ouT=RePORT/OUTPUT/pk_BA_k_t 2_i.rtr (N

A A NERERR A B BR# 12 FEX60/PSEGO Bl A %€ 182 (FEX 60 mg/PSE 60 mg) XiZ
FEX30/PSE60 Bl 4-8E 2 £ (FEX 60 mg/PSE 120 mg) # i@k N5 L7z & &, #lalfe 5% Kk O 5.
BAME 5 A AR 5% 0MET 7 2%V 7 =2 F D0 OEYBNHE N T A —F 2K T (FREEE) KO
# 8 (e 5HhA5 B B E&EE%) TR 7,

Page 23



276 BRDHABDELSD
T4 LT SERAEE

R7- BRANBERABMHEHERSEIZ FEX60/PSE60 B2 & 8t 1 88 (FEX 60 mg/ PSE 60 mg) XI[&
FEX30/PSE60 B2 &g 288 (FEX60mg/PSE 120mg) XIZ7 L F S 60mg e REFZRELI-ELEZD
YVETES#OMER I XYV I T oDOEYHHRE/NS A —4 (BDR11250 :HER)

Cohort 1 - Cohort 1 - Cohort 2- Cohort 2 -
FEX60 FEX60/PSE60 FEX60 FEX60/PSE120

N 25 26 27 28
Cnax 224 +91.6 218 £102 207 £92.5 315+ 126
(ng/mL) (207) [40.9] (199) [46.6] (189) [44.6] (293) [40.0]
AUCo.12 1240 + 435 1230 + 388 1120 + 345 1690 + 580
(ngeh/mL) (1170) [35.1] (1170) [31.6] (1070) [30.9] (1610) [34.3]
tmax? 2.50 2.00 2.00 1.75
(h) (0.50 - 4.00) (1.00 - 6.00) (1.00 - 6.00) (1.00 - 5.00)

Tabulated values are Mean £ SD (Geometric Mean) [CV%]

a Median (Min - Max)

Source = PKS Study : BDR11250; Scenario: P-D-A-EV-BID-E06, Version 4
Date/Time = || | i 4:04:06 Pm
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276 HRADHABDEED

T4 LI SERER

= 8- BRAANBERABMHHERSEIZ FEX60/PSE60 B2 & 8t 1 88 (FEX 60 mg/ PSE 60 mg) XI[&
FEX30/PSE60 B2 &g 288 (FEX60mg/PSE 120mg) XIZ7 L F S 60mg e REFZRELI-ELEZD
BEREL S AERKREEHZOMBFLR I XY I+ NEYEIEE/NS A—4 (BDR11250 :KER)

Cohort 1 - Cohort 1 - Cohort 2 - Cohort 2 -
FEX60 FEX60/PSE60 FEX60 FEX60/PSE120

N 25 25 26 28
Crax 266 + 104 259 + 120 286 + 133 328 + 148
(ng/mL) (247) [39.1] (237) [46.6] (261) [46.5] (296) [45.1]
AUCo-12 1490 + 419 1450 + 472 1610 + 589 1790 + 613
(ngeh/mL)  (1440) [28.1] (1380) [32.6] (1520) [36.5] (1690) [34.3]
tmax® 1.50 1.50 1.50 1.75
(h) (1.00 - 4.00) (1.00 - 4.02) (1.00 - 4.00) (1.00 - 4.00)
t12z 15.1+8.43 15,6 +£10.2 15.3+10.7 18.4 £ 8.58
(h) (13.7) [55.9] (13.7) [65.5] (13.1) [69.9] (16.7) [46.5]
MRT 10.3+2.83 10.5+£2.92 10.3 £ 2.63 10.0 £ 3.00
(h) (10.0) [27.3] (10.1) [27.9] (10.0) [25.5] (9.62) [30.0]
A 0.0541 + 0.0180 0.0555 + 0.0221 0.0591 + 0.0262 0.0457 £ 0.0217
(1) (0.0506) [33.2] (0.0506) [39.8] (0.0527) [44.3] (0.0414) [47.4]
Clss/F 43300 + 12300 46100 £ 17300 41700 + 13700 37600 £ 12900
(mL/h) (41800) [28.4] (43600) [37.5] (39500) [32.9] (35500) [34.4]
Vo/F 964000 + 663000 1090000 + 1030000 877000 + 581000 1020000 £ 713000
(mL) (826000) [68.8] (860000) [94.7] (748000) [66.2] (857000) [69.6]

Tabulated values are Mean £ SD (Geometric Mean) [CV%]
a Median (Min - Max)
Source = PKS Study : BDR11250; Scenario: P-D-B-EV-BID-E01, Version 4

Date/Time = || | i 10:31:20 PM
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276 BRDHABDELSD
T4 LT SERAEE

2133 YA FI Iz R oDmiEhEE

A A AR A B ER# 12 FEX60/PSEGO Bl A %€ 182 (FEX 60 mg/PSE 60 mg) X i
FEX30/PSE60 Bl 3-8 2 £ (FEX 60 mg/PSE 120 mg) # MR N#EE Lz & & D, YR 5% K O
HBRMG 5 B BRI GHOMEF 7Y 4 R = R VBERHEEZX 3 (WR#EE%) KO 4 (&
5.BA4A 5 B BRMEEER) 1287,

3- BRAAEERABMHHERE(C FEX60/PSE60 B2 & fE 1 58 (FEX 60 mg/ PSE 60 mg) XI(%
FEX30/PSE60 B2 &g 2 88 (FEX60 mg/PSE 120 mg) #XREKOAFRES L-LZDYRERIKRER 12 B
FTOmMFEHRTYA FT o7z K VEEHT (FiOfE+SD) (BDR11250 :KE&R)

300 r
250 -
200 -
150

100 -

—O— Cohort 1 — FEX60/PSE60
—x— Cohort 2 - FEX60/PSE120
0 Z‘ 1 1 1 1 1 |

TIARIT IR VRBE (ng/mL)

0 2 4 6 8 10 12
BERE (h)
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276 BRDHABDELSD
T4 LT SERAEE

4 - BRNEERABMHEREIZ FEX60/PSE60 E2A4E 1 88 (FEX 60 mg/ PSE 60 mg) XI&
FEX30/PSE60 Bt &g 2 88 (FEX60mg/PSE 120 mg) #REKAOH/REL-ELZD
RERE S AERKEER SHMETOOERT VA FI Tz R VREHS (FfE+SD)
(BDR1125 3%E&)

450
400
350
300
250
200
150
100

50

—O— Cohort 1 - FEX60/PSE60
—x— Cohort 2 - FEX60/PSE120

TIARIIRY2EE (ng/mlL)

0 6 12 18 24 30 36 42 48
B (h)

2134 TIYALARIT T RKY U OEYEFEE/INS A—A

A A AR A B ER# 12 FEX60/PSEGO Bl A %€ 182 (FEX 60 mg/PSE 60 mg) X i
FEX30/PSE6O A & #E 2 §& (FEX 60 mg/PSE 120 mg) # 5 Lz & & D, Halfk 514 K O 55
15 H BEREEGHROMER T Y A4 R = R OB T 2 —2FK 9 (FIEIEKE%) KO
# 10 (5B 5 A B b51%) 1R,

MAEF 7Y A4 o7 = RV REEL, FEX60/PSE6O Fr 58 1 & (FEX 60 mg/PSE 60 mg) i
FEX30/PSE60 B &4 2 i (FEX60mg/PSE120mg) # 1 H 2[RIKEKR L LIzl &, WIhb#
54% 1 A LAPIZE #RABIZEE L. FEX 60 mg/ PSE 60 mg } OF FEX 60 mg / PSE 120 mg 7 — 4 % fif
B LTAER. Crmax & TN AUCQ_1p DERIIZZ I 151 it 159 5 Th 0 . R 5IC L 5 &
LA Do T,

MAEF 7Y 4 R=7 = R 2D Crax X TVAUCq_12 121F, A EHFIMEDFRD S 7=, FEX60mg/
PSE 60 mg } O* FEX 60 mg / PSE 120 mg D7 — % Z (& L2t R, tyy, (3642 TH Y . HEIZ &
LTIEEFE—ETHoT,
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276 BRDHABDELSD
T4 LT SERAEE

= 9- BRAANBERABMHERSEIZ FEX60/PSE60 B2 & 8t 1 88 (FEX 60 mg/ PSE 60 mg) XI[&
FEX30/PSE6O0 BE&fE 2 58 (FEX60 mg/ PSE 120 mg) #R#EHXRE L& ZDVREBREEHD
m#FhTVA FT 7z F) O OEMEIFE/NS A—42 (BDR11250 :HER)

Cohort 1 - FEX60/PSE60 Cohort 2 - FEX60/PSE120
N 26 28
Crrx 119 +17.0 2514347
(ng/mL) (117) [14.4] (249) [13.8]
AUCo.2 1090 + 165 2240 + 339
(ngsh/mL) (1080) [15.1]b (2210) [15.2]
tma® 5.00 5.00
(h) (2,50 - 8.00) (3.00 - 6.00)

Tabulated values are Mean + SD (Geometric Mean) [CV%)]

aMedian (Min - Max); b n=25, Subject 392001012 not included in calculation of summary statistics
Source = PKS Study : BDR11250; Scenario: P-PSE-A-EV-BID-E03, Version 4

Date/Time = || | ] 7:05:37 Am
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276 BRDHABDELSD
T4 LT SERAEE

% 10 - BRAEER A BHHKEREIZ FEX60/PSE60 B2 &%t 1 8 (FEX 60 mg/PSE 60 mg) X (&
FEX30/PSE60 B2 &g 2 88 (FEX60mg/PSE 120 mg) #xREHRE LI-L ZNHR5MKA 5 BEERES®R
OIFHh TV FTT7x F) DOENENEE/NT A —4 (BDR11250 FHER)

Group 1 - FEX60/PSE60 Group 2 - FEX60/PSE120

N 25 28
Crx 186 + 38.0 371+64.0
(ng/mL) (182) [20.4] (366) [17.2]
AUCo12 1780 + 408 3500 + 655
(ngeh/mL) (1740) [22.9] (3450) [18.7]
nasd 5.00 5.00

(h) (2.50 - 5.00) (2.50 - 6.02)
tuz 6.76 + 1.70 6.39 + 1.40
(h) (6.59) [25.1] (6.26) [21.9]
MRT 12.9+ 1.66 12.7+ 143
(h) (12.8) [12.8] (12.6) [11.3]
A 0.108 + 0.0228 0.113 +0.0221
(1/h) (0.105) [21.2] (0.111) [19.6]
CLssF 35400 + 8060 35400 + 6300
(mL/h) (34500) [22.8] (34800) [17.8]
ViIF 332000 + 53100 323000 + 79200
(mL) (328000) [16.0] (314000) [24.5]

Tabulated values are Mean £ SD (Geometric Mean) [CV%]
a Median (Min - Max)

Source = PKS Study : BDR11250; Scenario: P-PSE-B-EV-BID-E01, Version 1
Date/Time = || | 11:23:38 Pm
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2135 EYPEDFLDH

B A NERE S MR A 12, FEXIPSE L ASER N7 L7 Z8E60mg & 1 H 21015 AMRERSE L= &
. FEX60/PSE6O fil 4% (FEX 60 mg/PSE 60 mg) X I% FEX30/ PSE60 il & 8% 2 £ (FEX 60 mg / PSE
120mg) &7 L7 T8E60mg DOXFHEIZ LY, MH DT =%V T2 F DN FT AT
T AR TH D Z LR ST,

Fo, MIEF 7Y 4 Fo7 = R U L, FEXPSERIASER 1 H 205 AMERAKSG L L
T, W bLEE%L 1 HUWNICEFIRIEIZE L, FEX 60 mg/PSE 60 mg } (Y FEX 60 mg / PSE 120 mg
DT —=Z Z {6 LIZiER, Cpax X TY AUCq.1p DERLLIZZ LR 151 L 159 5 Th -7, £z,

60 mg 75 120 mg HEDH T, HELAFIMEDNTE D biviz,
21.4 REMOFE

2141 BEER

KRB O Z VML, L RMEMRIT RGN GR3R3EL 1 BT HIRIE L7z T X ComBRE) 1°o
W To T, AEFRIT, ICH EHEREHEMGFESE HAGER (MedDRAN) i Medical Dictionary for
Regulatory Activities Terminology (MedDRA) Ver.13.0 Z H\y, BRI S XL TICHE LIZE
TS THHELT,

o  Pre-1 treatment adverse events : [AIEHfS LT 5 1 Mo B G-FIAE T E TORNIZREE T E
LI-HERS:

o Treatment emergent adverse events (TEAE) : FHICB W T, HEBBRENGEE 8 H D 23 K 59
53 59 W E TOMICHBLITEL LA EFFS

e Post-treatment adverse events : FHICHB VT, F 9 H ) SHROBI OB GBRIAE AT, XIXIRERE
THRFE COMIZHEBEXITE L= FERS

FEHL L 72 TEAE LIRBRIE L ORI EEMRITIEBRELEM I oHEERIC LY [Ty (Yes) | XX
Moz (No) | THIEL. THEv (Yes) | &&= b 0 RNEEBENGE T2\ TEAE & L7,

TEAE (Treatment Emergent Adverse Event) D ZK) & 25 I K08k OCEEAGER O R B 5 (F88L
) &R UKOE 1212577,
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276 BRDHABDELSD
T4 LT SERAEE

FEX60/PSE6Q BElC B W T, D7 &b 11ED TEAE 3B L 7-#BRESIT, 26 4 24 (7.7%)
THY., Z0OI9H LLDOWRE L TEAE DT-DICIEBRZFIE LT~ 7T L7 T ERGEEKR D
FEX60/PSE120 # TlZ TEAE (T3 BNy o7, B, HEE TEAE IXFBH L Ao 7z,

= 11 -TEAE DELH : Fl# (%) - LT Ex%&ER (BDR11250 HE&R)

FEX60 FEX60/PSE60 FEX60/PSE120
(N=52) (N=26) (N=28)
n (%) n (%) n (%)
Any TEAE 0 2 (7.7%) 0
Any severe TEAE 0 0 0
Any serious TEAE 0 0 0
Any TEAE leading to permanent
treatment discontinuation 0 1 (3.8%) 0

TEAE=Treatment Emergent Adverse Event
N = Number of subjects treated, n(%)= Number and % of subjects with at least one TEAE in each category

An adverse event is considered as treatment emergent if it occurred from the time of first investigational product
(IP) administration up to 3 days (included) after the last IP administration in each period.

PGM=PRODOPS/M016455/BDR11250/CSR/REPORT/PGM/ae_aeover_s_tsas OUT=REPORT/OUTPUT/ae_aeover_s_t_i.rtf (|
-10:21)

ARFBERICBUNTIEL L7 TEAE [T E DIRNIPED £ & P DOIFEFMThH - 72, KRR TR b
% < WG S TEAEIZIRNIED 0y (7.7%, 2641 24) Thot- (F12) .

#5180 1 A BIZ FEX60/PSEGO FED 14 DFERZE NI AL . 55 1 Hoo 3 A BITRIED BR LcTe
Dl L7z, FURERMBEAEIC LD PCSA (GEYEE LIRD 3£5) R 5 ALT KU AST O EHZEBD 5
. IO OFGIIETEMICE ) —#HOFEG L L CORBRE L REBROH 5 P& O & 2W
I, ZOFERTRBBILEOHTI3HHICEE Lz, £72. FEX60/PSE60 A 2 4 DHERE |
DERAMED F DD A2, 2 OFRITEEEANIC LV 1683 & ORRERITEE S L7z,
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R 12-TEAEDHBEMNKDERUVERZEAINOHRBE G (RHEXR) - ZLMHENTER (BDR11250 HER)

FEX60 FEX60/PSE60  FEX60/PSE120
RE# n(%) n(%) n(%)
Eoae Nk AL ESS 52 26 28
TEREANADE
EAREE
IR REE 0 2 (7.7%) 0
REIEHFE L 0 2 (7.7%) 0
FTREE RIEE 0 1 (3.8%) 0
&% 0 1 (3.8%) 0

TEAE=Treatment Emergent Adverse Event £HICH WL T, BREFRBRENSEHORKIESH® IBEEFTOMIZ. #i:
ICRBXIBELL-EEER

n(%)=1 L ED TEAE ZHHE L -HREOH R VEIE
MedDRA version: 13.0

2.1.4.2 BRKRBREE

LARVEMRAT R G 2 xh 5 & U 72 ik AR A > PCSA  (Potentially clinically significant
abnormalities) DFEBUHLERFE M % K 131T~7,

NR—2 T A AMENIEYEFPAN TH Y . On-treatment period (2 PCSA & 72 - 7= B 13 AF 9Bk & [ fLEk
BTHV, FEX60HETIL 504 H 14, FEX60/PSEGO £ 5-#E Tl 23 44 2 44 K Y FEX60/PSE120 $¢ 5-
RECTIT 28 440 2 &4 3FHERD PCSA (1.5 Giga/L i) (25%24 L=,

LAEVERNT R AR 2 )P 5 & U T iR AL 2R A D PCSA DI BUBRE B & 32 14177,

On-treatment period |~ PCSA & 72 5 7=HHH X ALT, AST K VREE Th o 72, 14 OHERF 12 PCSA
(FEHEME EIRD 36%) ZBZ 5D ALT KONAST @O S350 v, JFaetk &oullrs iz, JREIZE L
TiE, Wb AERR LB s T, FRAIMORBHBIEIC IV THIZEWITRRD bk s o T,

FEAAEEICB VT, IFetElic k2 b0 LSz ALT KOVAST O ERZBRE . Wb HiT
ERRIC L 0 ERPRAYICRIE R L &l S nvr=,
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% 13 - MRFMIRED PCSA DRI L2 xtRER (BDR11250 iER)

Subjects with at least one PCSA (On-treatment)/

Evaluable subjects

FEX60/ FEX60/
FEX60 PSE60 PSE120
(N=52)° (N=26)P (N=28)P
Laboratory criteria Nor. Abn. Nor. Abn. Nor. Abn.
PCSA definition bas. bas. ¢ bas. bas. ° bas. bas. °
HEMOGLOBIN
Decrease from baseline > 20 g/L 0/52 na 0/26 na 0/28 na
PLATELET COUNT (THROMBOCYTE COUNT)
<100 Giga/L 0/51 0/1 0/26 0/0 0/28 0/0
WHITE BLOOD CELL COUNT (LEUKOCYTE COUNT)
< 3.0 Giga/L (Non-Black); < 2.0 Giga/L (Black) 0/37 1/15 0/22 0/4 1/21 0/7
NEUTROPHILS
< 1.5 Giga/L (Non-Black); < 1.0 Giga/L (Black) 1/50 0/2 2/23 0/3 2/28 0/0
EOSINOPHILS
> 0.5 Giga/L or > ULN (if ULN > 0.5 Giga/L) 0/51 0/1 0/25 0/1 0/25 0/3

PCSA = Potentially Clinically Significant Abnormalities (VVersion of September 2009).

A PCSA is considered to be on-treatment if it occurred from the time of first investigational product (IP) administration up to 3

days (included) after the last IP administration in each period.

LLN/ULN = Lower/Upper Limit of Normal range; Nor. bas. = Normal baseline; Abn. bas. = Abnormal baseline; Miss. bas. =

Missing baseline; na = not applicable.

2 Count of subjects evaluable for a given parameter; ® Number of subjects treated;

¢ Abnormal baseline : out of normal laboratory range or PCSA.

For hemoglobin, baseline values < LLN or > ULN are counted as normal; for eosinophils, baseline values < LLN are counted as

normal.

PGM=PRODOPS/M016455/BDR11250/CSR/REPORT/PGM/lab_lbpcsa_s tsas OUT=REPORT/OUTPUT/lab_lbpcsa_s_t_hem_i.rtf

-20:09)
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= 14 - MBRELFHRED PCSA DEBHIEH -T2 BT RER (BDR11250 5Ek)

Subjects with at least one PCSA (On-treatment)/
Evaluable subjects 2

FEX60/ FEX60/
FEX60 PSE60 PSE120
(N=52)° (N=26)° (N=28)°
Laboratory criteria Nor. Abn. Nor. Abn. Nor. Abn.
PCSA definition bas. bas. ¢ bas. bas. ¢ bas. bas. ¢
ALT (SGPT-ALAT)
>3 ULN 0/52 0/0 1/26 0/0 0/28 0/0
>5ULN 0/52 0/0 0/26 0/0 0/28 0/0
AST (SGOT-ASAT)
>3 ULN 0/52 0/0 1/26 0/0 0/28 0/0
>5ULN 0/52 0/0 0/26 0/0 0/28 0/0
ALKALINE PHOSPHATASE
>1.5ULN 0/52 0/0 0/26 0/0 0/28 0/0
TOTAL BILIRUBIN
>1.5ULN 0/52 0/0 0/26 0/0 0/28 0/0
CREATINE PHOSPHO KINASE
>3 ULN 0/51 0/1 0/25 0/1 0/28 0/0
CREATININE
> 150 umol/L (Adults) 0/52 0/0 0/26 0/0 0/27 0/1
> 30% from baseline 0/52 0/0 0/26 0/0 0/27 0/1
URIC ACID
<120 umol/L 0/47 0/5 0/23 0/3 0/26 0/2
> 408 umol/L 2/47 4/5 2/23 1/3 3/26 1/2
SODIUM
<129 mmol/L 0/52 0/0 0/26 0/0 0/28 0/0
> 160 mmol/L 0/52 0/0 0/26 0/0 0/28 0/0
POTASSIUM
< 3 mmol/L 0/50 0/2 0/24 0/2 0/28 0/0
>5.5 mmol/L 0/50 0/2 0/24 0/2 0/28 0/0
TOTAL CHOLESTEROL
>7.74 mmol/L 0/51 0/1 0/24 0/2 0/25 0/3
TRIGLYCERIDES
> 4.6 mmol/L 0/33 0/19 0/18 0/8 0/22 0/6
GLUCOSE
<3.9mmol/L and < LLN 0/52 0/0 0/26 0/0 0/28 0/0
>11.1 mmol/L (unfasted); > 7 mmol/L (fasted) 0/52 0/0 0/26 0/0 0/28 0/0

PCSA = Potentially Clinically Significant Abnormalities (Version of September 2009).
A PCSA is considered to be on-treatment if it occurred from the time of first investigational product (IP) administration up to 3
days (included) after the last IP administration in each period.

LLN/ULN = Lower/Upper Limit of Normal range; Nor. bas. = Normal baseline; Abn. bas. = Abnormal baseline; Miss. bas. =
Missing baseline.

2 Count of subjects evaluable for a given parameter; ® Number of subjects treated;
¢ Abnormal baseline : out of normal laboratory range or PCSA.
For ALT, AST, ALP, Total Bilirubin, CPK, baseline values < LLN are counted as normal.

PGM=PRODOPS/M016455/BDR11250/CSR/REPORT/PGM/lab_lbpcsa_s_t.sas OUT=REPORT/OUTPUT/lab_lbpcsa_s_t bio_i.rtf
- 20:09)
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21.43 NAZI)LYAL Y
LERVERRMT R REM 265 & LT-/3 A Z )L A L D PCSA DIEBIERE $ 22 15127,

NA GNP A AZBNTE, WS BEEERMIC L BRICRIEZ L &l S,

%z 15- /N R )L A > D PCSA DHEBEHIH -ZE MBI RER (BDR11250 :AER)

Subjects with at least one PCSA
(On-treatment)/

Evaluable subjects ®

Vital signs FEX60 FEX60/PSE60  FEX60/PSE120

PCSA definition (N=52)° (N=26)"° (N=28)"°
HEART RATE

<40 bpm and decrease from baseline > 20 bpm 0/52 0/26 0/28

> 100 bpm and increase from baseline > 20 bpm 0/52 1/26 0/28
SYSTOLIC BLOOD PRESSURE

<95 mmHg and decrease from baseline > 20 mmHg 4/52 0/26 0/28

> 140 mmHg and increase from baseline > 20 mmHg 0/52 1/26 0/28
DIASTOLIC BLOOD PRESSURE

<45 mmHg and decrease from baseline > 10 mmHg 5/52 1/26 1/28

> 90 mmHg and increase from baseline > 10 mmHg 0/52 0/26 0/28
Orthostatic SYSTOLIC BLOOD PRESSURE

<-20 mmHg 15/52 10/26 11/28
Orthostatic DIASTOLIC BLOOD PRESSURE

<-10 mmHg 35/52 16/26 20/28
WEIGHT

>5 % decrease from baseline 0/52 0/26 0/28

>5 % increase from baseline 0/52 0/26 0/28

PCSA = Potentially Clinically Significant Abnormalities (version of September 2009)

A PCSA is considered to be on-treatment if it occurred from the time of first investigational product (IP)
administration up to 3 days (included) after the last IP administration in each period.

Orthostatic = standing after 3 minutes - supine after 10 minutes

2 Count of subjects evaluable for a given parameter; ® Number of subjects treated
PGM=PRODOPS/M016455/BDR11250/CSR/REPORT/PGM/0sa_vspcsa_s_t.sas OUT=REPORT/OUTPUT/osa_vspcsa_s_t_i.rtf

0

2.1.4.4 E# 12 FEBIHER

LAMERIT R SR 2 55 & LT AR YE 12 80X O PCSA OFEELIIR A ¥ 2 & 1612737,

I

=
=

i)

12 FHELERKICBWTEL, Wb EEEMIC I EERICE-EZ L & W Sz,

§
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3+ 16 - 122 12 FELERD PCSA DHBRFIH LM AT RER (BDR11250 :HER)

Subjects with at least one PCSA (On-treatment)/
Evaluable subjects *

Electrocardiogram FEX60 FEX60/PSE60 FEX60/PSE120
PCSA definition (N=52)® (N=26)"° (N=28)°
HEART RATE
<40 bpm and decrease from baseline > 20 bpm 0/52 0/26 0/28
> 100 bpm and increase from baseline > 20 bpm 0/52 1/26 1/28
PR INTERVAL
> 220 ms 2/52 1/26 1/28
QRS INTERVAL
>120 ms 5/52 2/26 2/28

QTC INTERVAL
Borderline: 431-450 ms (Male); 451-470 ms

(Female) 4/52 2/26 4/28

Prolonged: > 450 ms (Male); > 470 ms (Female) 0/52 0/26 0/28

> 500 ms 0/52 0/26 0/28
QTC INTERVAL - Change from baseline

Borderline: Increase from baseline 30-60 ms 5/52 3/26 1/28

Prolonged: Increase from baseline > 60 ms 0/52 0/26 0/28

PCSA = Potentially Clinically Significant Abnormalities (version of September 2009)

A PCSA is considered to be on-treatment if it occurred from the time of first investigational product (IP)
administration up to 3 days (included) after the last IP administration in each period.

2 Count of subjects evaluable for a given parameter; ® Number of subjects treated
PGM=PRODOPS/M016455/BDR11250/CSR/REPORT/PGM/osa_egpcsa_s_t.sas OUT=REPORT/OUTPUT/osa_egpcsa_s_t_i.rtf

)

21.45 TEHIZETRAEED

L. EE7 TEAE 3R L7232 7-, FEX60mg/PSE60 mg &HE5REICHWNT, DR &b 14FD
TEAE 2 3EBL L 7o gBRFEL, 26424 (T.7%) Tholo, 7 V7 TEEEGHLD
FEX60 mg / PSE120 mg #% 5-#£ CiX TEAE X8 b 7e o7,

%51 oo 3 B HIZ FEX60 mg / PSE60 mg £ G- RE D 1 4 OB (2 PA5 8 ORTEEIEAJEH L, PCSA
(LU LR 3 /%) #8225 ALT KON AST O _EH- 23588 bz, £7-. FEX60 mg/PSE60 mg #
57 2 2 OWRE (TR ORNIED Vi Sz,

BRI, A Z LA o R OWNERIZ PCSA NEUL SN 7-28, ITEtkic ks b0 L sh
72 ALT LTNAST O LR ZFREx, Wb BELEMIC X Y ERRIICEER L &l sz,
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A A NERE S MR (2, FEX/IPSE Bl A#E4 1 H 21015 HMER G L= & &, FEX60mg/
PSE120mg DHEF TLHETH Y, ABRUENEEFTH -T2,
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22 ERNREOFZEAR GHEENR)

[Module 5.3.3.4-1 : ALI11251]

2218 E

H A NBERERR N BB 2 %14 & L C. FEX/PSE BR&5E 422G T A% I Halfe 5 L,
FEXIPSE BLESEDNA FTT XA FE Y T 4 ICRIFTREFEOELEL . HFEH., 287 0 24— _—E|IC
FORKE L, 7. oMo TH bbby THRE L,

=17 - #1E (ALI11251 &HER)

AEREMEEEEDHA 2— F : ALI11251

BEROEE: BAANBRBABRMEIC FEXIPSERGREZERIBRELI-EEDNAFTTRASEY T 412
WNTEBEDHZEDHKE
GEE®R. U4 L1k, BR%RS, 289 0 X+ —/—HE)

ARAFEEMXARARER | I
e
DRXM : G L

aERFAM

mN0EENHEANE - | £ A B
sx0NEENZTE | £ A E
FAgENIz—X: E 14

B :

TEEM

BAANBERABHEHEBREZNRIC FEXIPSERGREZHAIREGE LI EEDNAFTTRLZEYT 112
T EBEODFZEDKRE

BB :
BARNEBERABEHEREZNRIZC FEXIPSERGEZHEEIRE L-LETDREEDREE

BEBRAE  F 1. B, FER. SUFLL, BEKRE, 2&E5IERF. 27 03 —\—HER
(BEHRERREICPE< EL 6 BRIOKRELRZ&KIT )
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ABREREEEEDHENI— F : ALI11251

BEY:

FE:18%4

T oA LIE 184

#5184

;:ﬁﬁ:

Z2M 184

EMERE - 184
PERUBRIREE : 20~45 RO BARANEEAA B HHRBRE

BERE: DXV I FPUIERRIE30mg BB T VA FT O K1) 60 mg BL &%
(FEX30/PSE60-FDC)

FA=E : FEX30/PSE60-FDC #& 2 & (FEX60 mg/ PSE120 mg)

BEA% 150 mL DK TRAOKS

BEEM A FEX30/PSE60-FDC && 2 8 (FEX60 mg/PSE120 mg) #ZEFCEHAICEWLWTE 1 HIC
HE&kE

BE S B: FEX30/PSE60-FDC £ 2 §2 (FEX60 mg/PSE120 mg) #B#ICEHICHLNTEHE 1 BICE
Ik 2=2

TRTOHEREIIERSHMADRNORUVES R ABBEET S, BELHEB TIX, BAANEZER
(697kcal, MBI RILFT—IZHITBEBEIRILT—DOHODEEX 22%) F 20 *HETERL., B
ERTERIONDICEBREFRET S,

Ny FES [ (P batch number : | N

BEHME : EEES. 2

BIRAM - 17 B0 5 38 A (REHEA 6 BOHZE. RV ) —= Ui o xERBERAFE TOHM)
FEMmEE .

Zel . AEER WRENCOBEERDOHE. BREL (9B EMICKSMERR) . BRERR
T (MFRFHRE. MRECFHRE. RRE) . RE LRFELER. M FILTF12

FEHENSA—E : TzXVY T FTY, TYLARI TR Y
AUC|ast, AUCQ.72, Cmax

BIREE@/NSA—4 : DXV T+ P, TIYSLMARITT K Y
AUC, Yjag: tmax: t1/2z: MRT
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AEBREMEEEEDHA 2—F : ALI11251
EYEERAREOEIBEEREUSITAE

YRGBT RAMERAERER . (1I7EE/1E&E5H,. 7J2F%V 7z F720ETYAMRI T RY
VIZ#5@) pre-dose, 0.5,1,1.5,2,2.5,3,4,5,6,7,8,12, 24, 36, 48 R U 72 B4

PHAZ - MBERIIXYIIF P UEERVTIVARI DI R VEEX KA QAT NS T4 —
SEBUTLEENH (LC-MS/IMS) EIZK YLz, EETR (LLOQ) IFFNEFh 0.5ng/mL BV
3ng/mL THo1=,

MEFE -
TJIXxVIzFPURVTIVAFI T R VOEDFENT A — 2 BB HHAEZRAVTCEEEY
:tl:g%’g L/T:o

SHEEHRED Cryaxe AUC. AUC|gst BT AUCH.72 2DV T, HREEESMRETILERVTRESY
M (ERT/ZET) OBJMNAFTTRAZE) T4 Z5FHE L 1=,

Cmaxs AUC. AUC|gst BTN AUC(.72 2D VT, #RITEHDOE EBRT/ZEET) ORKEEEZEL
L. il 90%{E8EXME (C) Z#A L1,

log(tmax)DZE (BEERT - EET) OPR{EICDLVT, Hodges-Lehmann EIZEDNWTHAHEERULZ
DA 0N EEXEEELHL-OL, FXRHEML TLICEBRI LI LITELY., tmax DL EEBT
EET) OFREOSHEEELZHL L. Wl 00%EHEXME Ak L 1=,

REM

Z2MOFIMIE. E4cDREE (potentially clinically significant abnormalities (PCSA) 1 K U ti#fk
HEDREHZEDUVTITo 1= : treatment emergent adverse events (TEAEsS) ZHEIREHIH KRV ZFDE|
BIZEYBEEHZLICENL, BRERE. NM2ILTA VRV ECG [2DWWTHEEE®D PCSAs D
—ExREEMLT-,

fEem -

FEX30/PSE60 Bt &8 2 #8 (FEX60 mg/PSE120 mg) % EREix5Lf-&E. BARAARBREREK. TVYA
FITz RULVDNAATRASEY TAICREEZRIZFSHEI STz, LHL., 72FVYTFPUD
ZEHERFIS T D REIZERO Chax. AUC|ast - AUCH.72 LD SHEEIE (90%mENSERM) k. £
h¥h 0.35 (0.29-0.43) . 0.37 (0.32-0.43) . 0.37 (0.33-0.43) THo1=, LI=M>T,

FEX30/PSE60 BL &4 2 § (FEX60 mg/PSE120 mg) RERD I XV I F O DNAFTTRAS
EUTARRBEICEIVYETISLDEEZ DN,

T2

ARERTIL TEAE (BB, EEL TEAE I NITAREREFIUICE - TEAEZET) (FFEShi
Mo, BERBREE. M 2ILYA RUDBERICOVWTIE.,. WFht EEEMMICEK YERKMIZMHEE
BLEFHIERSNTz, ZOHER. BRABEREHHEREIC. FEX30/PSE6O E2& 8 2 8 (FEX60 mg/
PSE120 mg) ZHEIKELzLE, TE2THY . BRELBRETH 1=,
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2.2.2 ARENREM

AGRER DOWERAE ODINFRZ R 1812, AR O G AL M OERE 15 se A & 19 O 20121

S 1

AFER T 18 4 OPIRAE D R HRM A (MR SUTRFERMEB (ERED) (27 ¥ MeSi,

BB B G Sz,

ZERERETIE 18 B T OPBRE DRBRZ 5 T L. 3 LI TRIZ 14 OBERE DS HRE WA 12 &

Dbl o7zTo s, BRBETI 17 4 OEBRE N RRE BT LT,

18 4§ T OYIRE 2 VMR S OB RBMRAT ] R & Lo, 7o, 18/ TN TOHBREICE

WL TRBRFEREFTEIE D O OBILITFERD B o7z,

& 18 - HERBEDMNER (ALI11251 EXER)

Status All
Randomized and treated 18
Did not complete the study treatment period 1
Subject's request for treatment discontinuation 1

Reason for treatment discontinuation
Other reason: Due to the subject's scheduling problem 1

PGM=PRODOPS/M016455/AL111251/CSR/REPORT/PGM/dis_dsover_s_t.sas OUT=REPORT/OUTPUT/dis_dsover_s_t_i.rtf

-17:29)
& 19 - TR ER (ALIL1251 EABR)
All
Safety population 18
Pharmacokinetic population 18
PGM=PRODOPS/M016455/ALI11251/CSR/REPORT/PGM/dis_popover_a_t.sas OUT=REPORT/OUTPUT/dis_popover_a_t_i.rtf
-17:29)
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R 20 - HEREER- REMEMAREF (ALI11251 FHER)

All
(N=18)
Age (years)
Number 18
Mean (SD) 27.7(4.2)
Median 21.0
Min : Max 22:35
Sex [n (%)]
Number 18
Male 18 (100%)
Race [n (%)]
Number 18
Asian/Oriental 18 (100%)
Weight (kg)
Number 18
Mean (SD) 60.76 (5.68)
Median 60.00
Min : Max 53.6 : 69.6

PGM=PRODOPS/M016455/AL111251/CSR/REPORT/PGM/dem_dmsc_s_t.sas OUT=REPORT/OUTPUT/dem_dmsc_s_t i.rtf

D

2.2.3 EMEHRED T

2231 Zx¥xVIzFPromighiEE

H AN BERE RN T PERR R (C . FEX30/PSEGO Bl A 8E 2 #E (FEX 60 mg / PSE 120 mg) 7 ZE R J O
BHRICHREIEREG L EOmER 7 =% Y 7 = F U UVREHB 2K 512, YT A—4 %
K2RT, £lo, 72XV 72V ORAFT XA TN T T 25 72D IEWENRE T
A= DIEFHENT Of R 2 £ & O THK 22177,

FEX30/PSE60 it &5 2 i (FEX60 mg/PSE120 mg) Z BHZICHIERR NG Lz & &0, ZEERH
Bk 2R 7 2% Y 7 2 F DU OMRINA AT XA T )T 4 BRRet Lz (F22) . =D
FEF. ZZREIFI )T 2 BB E GO KR o> 90%(E X MIE. Crpax 7Y 0.29~0.43, AUCq_7o 2%
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0.33~043 ThH o7z, L7=h - T, FEX30/PSE6O Al & HE 2 §E (FEX60 mg/PSE120 mg) #x5-HKFdD 7 =

XV T2F VDA AT_ATEV T LIFRFICEIVETTbD LB LN,

5- BARAEREKA B HEHERE(C FEX30/PSE6O Bi & fE 2 8 (FEX 60 mg/ PSE 120 mg) #ZEMERRE U

JIXxYVITFTUEE (ng/mL)

BRICER®RE LELEEOMBR VXY I+ VRENHE (EWE+SD)
(ALI11251 £B&)

500
450
400
350
300
250
200
150
100

50

—O—Fasted
—/—Fed
A N
12 18 24 30 36 42 48
BRI (h)
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% 21- BAANBERA BHHKERE I FEX30/PSE60 2 &t 2 8 (FEX 60 mg/ PSE 120 mg) #ZEHERE K&
VREZICHERERS LzLZ20MBR I XY T+ OV OEMEE/NS A—4 (ALIL1251 5KER)

PK parameters FDC Fasted FDC Fed
N 18 17
Crnax 350 + 143 117 +27.3
(ng/mL) (323) [41.0] (114) [23.3]
tmax 1.50 3.00
(h) (0.50 - 3.00) (1.00 - 5.00)
tiag 0.00 0.00
(h) (0.00 - 0.00) (0.00 - 1.00)
AUC 2080 + 603 761+ 186
(ngsh/mL) (2000) [29.0] (738) [24.4]
AUC, 75 2080 * 602 770 + 185
(ngeh/mL) (2000) [28.9] (748) [24.0]
AUC 2100 = 605 795 £ 202
(ngeh/mL) (2020) [28.8] (769) [25.4]
t1/2, 12.2 + 6.05 16.4 + 8.29
(h) (10.8) [49.4] (14.5) [50.4]
MRT 8.10+ 1.97 12.8 +4.41
(h) (7.90) [24.3] (12.0) [34.6]

Tabulated values are Mean + SD (Geometric Mean) [CV%)]

& Median (Min - Max)
Source = PKS Study : ALI11251; Scenario: P-D-A-EV-OD-E01, Version 2

*22- BRAANBERABMIZH TS FEX30/PSE6O E2 &8t 2 i (FEX 60 mg/ PSE 120 mg) D ZERFEFIC
XNTHREBEEROI XY I FOUVDERAMNAFTTARAZEY T4 (ALIL1251 FHER)

Parameter Comparison Estimate 90% ClI

Cmax Fed / Fasted 0.35 (0.29 t0 0.43)
AUC Fed / Fasted 0.38 (0.33t0 0.44)
AUC .« Fed / Fasted 0.37 (0.32 t0 0.43)
AUC,.7, Fed / Fasted 0.37 (0.33 t0 0.43)
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2232 TIYAFI Iz R DMmEhEE

HA R RN SR (2, FEX30/PSE6O Al 5#E 2 2 (FEX 60 mg/PSE 120 mg) % Z2JIEHF J OF
BHICHEREREG L 20T Y 4 R 7 = R VREHB LK 612, B 7 A —2%
F2BIIRT, o, YA KT 2 KUY OARLATRA T EU T ¢ & liT 2 720 &5 EhhE
NG A= Z OREFHRIT ORE R % F£ LD TR 24177,

FEX30/PSE60 Al &8¢ 2 i (FEX60 mg/PSE120 mg) Z B ICHIARE DG Lzt &0, Z2ERH%
BT HTIA R2T7 = RUCOMIINA T T XA T T 4 et Lz (F24) . TOREE,
ZENERHIT RS 2 BRI G- D BT L D 90%(EHHIX [M]IE, Crax #° 0.96~1.10, AUCq_72 4% 0.90~
1.00 TH o7z, it~ T, FEX30/PSE60 A& HE 2 882 (FEX60 mg/PSE120 mg) #5807 Y 4 R=7 =
RV DAL FTXAFZEY T 418, BFRIREL2NVLDLEZ LN,

6- BARANEERABMHBEREIC FEX30/PSE60 B2 & 8% 2 & (FEX60 mg/PSE 120 mg) #
ERBRVBRICERERSLzLEDOmMBRT VS FT Tz R VREHR (FiO{ELSD)
(ALI11251 EXER)

400
350 r

—O—Fasted
—/—Fed

300
250
200
150
100

50

TIARI IR VREE (ng/mlL)

42 48
B (h)
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% 23- BARAANBERABHEHERE (C FEX30/PSE60 B2 &8t 2 §8 (FEX 60 mg / PSE 120 mg) e R
VBRICHRZEL-EZOMFERTVA FI T R DOEDEIRE/NS A —4 (ALI11251 RER)

PK parameters FDC Fasted FDC Fed
N 18 17
Crnax 299 +31.6 309 +41.7
(ng/mL) (298) [10.6] (306) [13.5]
tmax. 5.00 5.00
(h) (3.00 - 8.00) (2.50 - 12.00)
tag 0.00 0.00
(h) (0.00 - 0.00) (0.00 - 1.00)
AUC, .ot 4550 + 609 4340 + 695
(ngeh/mL) (4510) [13.4] (4290) [16.0]
AUCq 75 4610 £ 599 4400 £ 695
(ngeh/mL) (4570) [13.0] (4350) [15.8]
AUC 4610 + 601 4400 + 698
(ngeh/mL) (4580) [13.0] (4350) [15.9]
t1/22 5.98 £ 0.991 594 +1.05
(h) (5.90) [16.6] (5.85) [17.7]
MRT 11.2+1.15 11.3+1.34
(h) (11.1) [10.2] (11.3) [11.9]

Tabulated values are Mean + SD (Geometric Mean) [CV%]

2 Median (Min - Max)
Source = PKS Study : ALI11251; Scenario: P-D-A-EV-OD-EOQ1, Version 2

z24- BRANERBRABMIZH T2 FEX30/PSE6O B2 &8t 2 58 (FEX 60 mg / PSE 120 mg) D ZEfRRFIC
HTEBEREFDTVA FI 7 R VOBEMBNAFTFTRALSEY T4 (ALIL1251 5KER)

Parameter Comparison Estimate 90% ClI

Cmax Fed / Fasted 1.02 (0.96 t0 1.10)
AUC Fed / Fasted 0.95 (0.90 to 1.00)
AUClast Fed / Fasted 0.95 (0.90 to 1.00)
AUCO0-72 Fed / Fasted 0.95 (0.90 to 1.00)

PGM=PRODOPS/M016455/ALI11251/CSR/REPORT/PGM/pk_ali11251.sas OUT=REPORT/OUTPUT/pk_p_BA_k_t_2_i.rtt (S -
19:31)
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2.2.3.3 EYHRETMOELD

FEX30/PSE60Q # 2 & (FEX60 mg/PSE120 mg) ZHi[al#& 5 L7- & &, AARNEHERIL, VA K
T2 R DONRNAFTRA T T A ICBE RIS o, LL, 72XV 72T D%
BERFIZ R D At % 5D Cryaxs AUC|asts AUCq_77 LD s (90%MiIEHEX ) 1%, Th
Z7410.35 (0.29-0.43) . 0.37 (0.32-0.43) . 0.37 (0.33-043) ThH~o7=, L7=h->7T, FEX30/PSE6O
Bl &dE 2 88 (FEX60 mg/PSE120mg) GO 7 =XV 7= F V0 DA FT XA Z VT 4 1 IRF
WEVIERTTsb0EEZ LN,

2.2.4 ZTEMOFHE

2241 BEER

A B CIX TEAE (BB, EE72 TEAE W ONZIRERFE&K G IEICE -7 TEAE 25 1e) 1THE I
2o T,

2242 ToOMmORLMHIER

BRI, A 2o o RORERE 12 FELERIZIBW T, PCSA & 7o 72H B KO EAEERAD
(Z &V BRRAICEE L HE SN D EB M OFEEROWE LR - T,

2243 TEHIZETRAEED

H AR 5 MR (2. FEX30/PSE6O i 2 $2 (FEX60 mg/PSE120 mg) Z Hiln[# G- L7z & &
LRTHY, IRUERRIFTH o7z,
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23 BHEYHEEERHR (3FEM)

[Module 5.3.3.4-2 : PJPR0043]

2.3.1H%E

AW E R B IR 2 x5 & LC, FEX60mg (FEX60) $EHMh, PSE 120 mg (PSE120) & (&
S, Sudafed 12-Hour) HUMOOUIMAIOFH A REREG L, 7=2F Y 7 =2F V7Y A R T =
RU v ORMBEEZAMAERN 2, SR, 37 o Ad—"—ikC LV BE LT, £, et
SNTHH OB TR L,

% 25- & (PJPR0043 FER)

SRERASETEETEZEM#A O — F . PIPR0043 5ER

BEBOEE: MEANBRBHEHEREICEB TS5V 7+ PO0ETYALARI T R VOEYEIRE
FHREEERADKRE

wrrgEax s pnzEs I
xnsnny
DRIB - FL

SREREAR

sN0EENEANE - £0 A E
s%0NEENZTE [l =l F R E

AN I—X: £1H

B8 : 2%V Iz OUBEMEBE, JYAMFI T FYVEREE, XET7zFV 7+ DU EAl
ETVAFI Oz R VERIOHARETOEYBE LR LEYHEEERZTET S

BEBRAE BESR. A—T . 38/ 0RF—N—, SUS LI, REBSHR

BER

FE:224%4

FUFLIE 224

’E5:.224

£ :ﬁﬁ :

T 224 (FEXBMIKRE : 214, PSEBRE : 224, FEX RU PSE A5 : 224)
EWERE 214 (FEXEMESE 214, PSEEMES : 214, FEXRU PSE ftAiRE : 21 8)
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BEREREEEOHA O— F : PJPR0043 K ER
PR RIRESE | 18~43 DN EAEE B MRS
HERE (B’EAHE)

5 A (FEXBERIRE) : 7%V 7z F-DUiEEIE60mg e GEMSEE) 1E 141820 ., 9 EEE
axs

#5 B (PSEEMIRSE) BB T VA FI Tz K> 120mg & (fRHR4E, Sudafed 12-Hour) 18 1 §2
18 2MH., 9EEOKS

#5 C (FEXRUPSE#RKRE) : 72zF%V 7+ D UIERE 60mg 8 (ElEE) BRIV R
Iz K1Y 120mg §2 (#R%E, Sudafed 12-Hour) 1B 148 1 H 2[E, 9EROHRS

Oy hBES: 71F%Y 7172 UiERIE 60mg §8: RA9543, EfE TV A4 FT 7 K1) > 120mg £
4X1968

BEHE : SHME (BBIEEOA, 5 9E) . 35

BN : 66 B (RIS AMICPLE<LED 16 BEIOKRERMZETS)
ATl E2E

zetl AEERR

EWMBE

MIFHEMEEE/NS X =4 Chax ss » AUC(0-12)gg
EVBHRAREORIMEFMEUINAEE

T7IXYVITFTO0ETIARIT R DOEYHEARKIL, ABRERSIIRUVURERSEELID
72 BRI E CTERL-,

HEtFE . FEXRU PSEDEYHREK., /oI V/IR—FA YV FETIVICEDERFLE, BEROD
BB E, RBMEBR LT —RICEDE, EYFHRSHHARD FOAHA FURIZLIE=N>TEHMEL
f=o HERE., BEZRUVEREHD ITEEBLEAWICEDE, £S5 A—F(2D1T, £ERE5HEM
DERUVZED 0NEEEXEEZHE L=,

i

EYEPRE
TJIXVYTIFOUETIYAMRI T RY VORIZIR. EYVBEEMEEERIZIRO LALLM ST,
et

FEX 60 fEZ B, PSE 120 fgZ B, XL FEX60 R U PSE120 feD AKX E Tk, EEL TEAE
RUHEDIEICES TEAE 2320 T . ZBEEEIRIFTH- 1=,
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2.3.2 AREBNREM

AGRBR TIE 22 4 OWBERE )Y FEX HmAE, PSE BMEE XX FEX & PSE ORI T v Z b &,
FEX BMEE Tl 21 4. PSE BEMREE M ONFEX & PSE OFEHRE Tl 22 4 OB E 1IN B 5 S
Y-

55 2 1, PSE HUMBED 4 B4 55212 1 4 OHIRE SRR L 3B O NI Ly ik L 2r o 7
T, HENRERFAT > S FRAN LT,

22 5T N T OMERE 2 LBV S & Uiz, 7o, Tk L7z 14 OHERE 2B < 21 4 OHERE
. BB S & Lic, Tk L7 14 08ERE S, K525 PSE 2@ e A 2 IR L Tk
D BROMEHEICHRAR L TOW e SR BRRARAT B B RS LT,

2.3.3 EYHREOFEHE

2331 72xzXxVI7xFOUIIRTBIIIVARI TR DFE

A E R Rl N B PER R 12, FEX60 £ 4 Hifl, XX FEX60 £ K% (N PSE120 f£4 FFH T 1 H 2[H] 5
ARG L&, %565 BREERERICBITAMET 7 2 XY 7 2D U BEHB L 7
KN, SEENRE T A — & K ONF OREEHENT OFs 5% % 261277,

[ 5-B46 5 B B &R 5% 21T 5. FEX BB G632 FEX & O PSE ff l#& G- o if
Bh 7 =% Y 7 = U OEYBRE T A —Z OREEIE 0 90% W MIEFE XX, AUCq.12 23
91.5%~117.4%, Cpax #° 785%~112.3%ThH ¥, T 7 =%V 7 =52 D Cpax LT AUC(.12
X, PSEOFHOF D O TIZEREECTH o7z, L7Ie > T, PSEDOHFAFEIL, 7=2FY 7 =
TV ORIER GRS D BRI B LTS b0 L EZ b,
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7-NEANEERABMHHEREIC FEX 60 fEZ B, XIL FEX60 fER U PSE120 fe#HfH L
RETRSLI-EETDRESHBSBERKRRERIZBITS
mFEh 27Xy 7 F P UREEHTE (PIPR0043 HKER)

250

—&®— Fexofenadine Alone (N=21)
—m— Fexofenadine + Pseudoephedrine (N=21)

200

150

100

50

mean fexofenadine concentration (ng/mL)

time (h)
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=26 - NEANREMABMIZ FEX 60 feZ B, X[ FEX60 fe & U PSE120 fe AL T
REHESLEZEED, H5HE S AERKEBERICE TS
miEh I XY I+ UDEPHE/NS A —4
RUBREERICNT 20ABREROZMATYLER Y 00%mANSERXME (PIPR0043 FER)

Pairwise comparisons

Adjusted 90% Cl on
Parameter Treatment Mean Y%CV mean* Pair  Ratio (%)t ratiot
AUCss(0-12) A 154395 4441 1396.22
(heng/mL)
c 153023 3306 1447 19 CIA 10365 (915, 1174)
Crnasss A 260,67 56.19 23168 - .
(ng/ml) c 23447 3917 21747 CIA 9387 (785,1123)

A One 60 mg full-scale fexofenadine HCI tablet (Lot #R.A9543) BID for 9 doses - 21 subjects.
C: One 60 mg full-scale fexofenadine HC tablet (Lot #RA9543) and one 120 mg pseudoephednne HCI caplet
(Lot #4X1968) BID for 9 doses - 21 subjects.

Adjusted mean is the antilog of the least square mean from the analysis of log transformed data.
T Ratio (%) and 90% confidence interval (Cl) on ratio were calculated from results of ANOVA on log transformed data

2332 TIYAFRI 2z R IIRTRI7zXVIF+O0NEE

=R

A E O EERE Rl N B R (2, PSEL120 £ 24 Hi, X% FEX60 £ &% (N PSE120 fiE4 FFH T 1 H 2[A]
SHREEEG L&, %5845 B BREERSRICBITAIMET 7V A R = KU U OREHER
%X 812, HEMENRE /X T X — H N N DR FHRNT OFE R %23 271”7,

I B 5B 5 B B O 5%I1281F 5. PSE B 5 %45 FEX K O PSE fF #¢ 515
DMIER TV A R 7 = Y OIEYERE T A — 2 ORAF-EI D 90% M AIFHEIX R 1L, AUCq.
12 3 93.3%~99.9%, Cpax 7% 94.0%~101.4%ThH v | MHEF 7Y 4 KT = KU D Cpax L}
AUCq.12 1%, FEXPFHOFIEIZ DL TIZEFRKTH 72, o T, FEX DR GR T Y A F
T7 = N U ONERGRICE T 2EMEEICHEL RES RN bDEEZ LN,
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8- NEABERARMHHEEEIC, PSE120 it B, XIX FEX60 fe R U PSE120 8% HfHL T
REH#RSLE-EEZD, BE5RHKB% S BERKIKRSRIZEITS
m#Eh7YA4 KT 7z FY VEE#TE (PIPR0043 HER)

—®— Pseudoephedrine Alone (N=21)
—m— Fexofenadine + Pseudoephedrine (N=21)

400 —

300 —

200

mean pseudoephedrine concentration (ng/mL)

0] 8 16 24 32 40 48 56 64 72
time (h)
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R27T-NEANEERABMIZ PSE120 fe# B, XX FEX60 fER U PSE120 xR L TREERS L=
EED, BE5HBESBERRIRERICEBTAMERTIA FI 7 R VOEYFHE/ NS A -2 RV
BEME BRI A6RIREEOXAEYLE R Y 90%mAlEEXMA (PJPR0043 sXER)

Pairwise comparisons

Adjusted 90% Clon
Parameter Treatment Mean %CV mean* Pair  Ratio (%)t ratiot
AUCss(0-12) B A07765 2143 3980.92
(h=ng/mL)
c 391074 189 3842.74 ciB 9653 (93.3,99.9)
Crnaxss B 415.06 2201 40463
(ng/mL) C 400.70 17.57 39510 C/B 9764 (940, 1014)

B: One 120 mg pseudoephedrine HCI caplet (Lot #4X1968) BID for 9 doses - 21 subjects.
C: One 60 mg full-scale fexofenadine HCI tablet (Lot #RA9543) and one 120 mg pseudoephedrine HCI caplet
(Lot #4X1968) BID for 9 doses - 21 subjects.
* Adjusted mean is the antilog of the least sguare mean from the analysis of log transformed data.
T Ratio (%) and 90% confidence interval (Cl) on ratio were calculated from results of ANOVA on log transformed data.

2.3.3.3 EYHRETMOELED

A E AR Al N PR R E (2. PSE120 £ 4 B, XX FEX60 &K% OV PSE120 £ 4 FFH T 1 A 21
SHERE L&, 7V 72V YA R o R o, EYEhieSr0/ B/ER
WD R o T,

2.3.4 ZEMOTE

BEREGOEHE DR L 14 ORI BL LT TEAE O#BRE S CRELR) 23 28K O
% 2912”7,

BEE TEAE L OERBR T IEICE D TEAE 1T E SN2 o7,

Dipl b b LLLEREL L 72 TEAE OIERIE (EBLE) 1L, FEX HAMEE, FEX & PSE OO H#EK
ONPSE HMBETIX, FNFEN 214 % 44 (19.0%) . 224 54 (22.7%) KN22 4 H 84
(36.4%) Th o7,

FEX BURBEICI W T, Hcb %< O TEAE Z 5 08 B AR IR, MfRIEE CTH 7=, FEX B
fE. FEX & PSE OPFHBEKL ONPSE BUMAEECIZ, TN EN 34 (143%) . 14 (45%) KON14
(45%) THhH-oT-,
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Kb %W Sz TEAE IZEER CTH V. FEX HMAEE, FEX & PSE OfFFHREKL Y PSE HUMEE T,
FNFEN34L (143%) . 14 (45%) K14 (45%) Thot-,

% 28 - TEAEDEH : HIE (%) - ZLMTMEHIRER (PIJPR0043 FHER)

Type of TEAE No. (%) of subjects in treatment group
Fexofenadine HCI Pseudophedrine
60 mg BID 60 mg fex + Total 120 mg BID
120 mg pseudo
BID

(N =21) (N =22) (N=22) (N =22)
All 4 (19.0) 5 (22.1) 7 (31.8) 8 (364)
Serious 0 (0.0) 0 (0.0 0 (00 0 (00
Leading to discontinuation 0 (0.0) 0 (00 0 (0.0) 0 (00

R29-LG<EH 1 RADBBREBICHKBE L= TEAEARR L-HREHR (REX)
- REMFHEXNREE (PJPR0O043 FHER)

FEX60 PSE120 FEX60+PSE120
(N=21) (N=22) (N=22)
Primary System Organ Class
Preferred Term n(%) All Related All Related All Related
Any class 4 (19.0%) 2 (9.5% 8 (36.4% 3 (13.6%) 5 (Q2.7% 2 (9.1%)
BREIES K UFERE 2 (9.5% 0 0 0 0 0
EIREE % 1 (4.8%) 0 0 0 0 0
A LA ERE RS 1 (4.8%) 0 0 0 0 0
MR LV VRREE 0 0 1 (4.5%) 0 0 0
A it 0 0 1 (4.5%) 0 0 0
HRREE 3 (14.3%) 2 (9.5%) 1 (4.5%) 0 1 (4.5%) 1 (4.5%)
FEIMEHEL 1 (4.8% 0 0 0 0 0
1P 3 (14.3%) 2 (9.5% 1 (4.5% 0 1 (4.5%) 1 (4.5%)
REEE 0 0 1 (4.5%) 0 1 (4.5%) 1 (4.5%)
fEE 2 0 0 1 (4.5%) 0 0 0
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FEX60 PSE120 FEX60+PSE120
(N=21) (N=22) (N=22)
Primary System Organ Class
Preferred Term n(%) All Related All Related All Related

BR 7T I 0 0 1 (4.5%) 0 0 0

FR 0 0 0 0 1 (4.5%) 1 (4.5%)
MR ER . MERE & UHEFRIEE 0 0 3 (13.6%) 1 (4.5% 1 (4.5%) 0
SHMm 0 0 1 (4.5%) 1 (4.5%) 0 0

O e N 58 5 0 0 1 (4.5%) 0 1 (4.5%) 0
MEIRfEE 0 0 1 (4.5%) 0 0 0

2R 0 0 0 0 1 (4.5%) 0
BBES 0 0 4 (18.2% 2 (9.1%) 0 0

R ER AR R 0 0 1 (4.5%) 1 (4.5% 0 0

& 0 0 1 (4.5%) 0 0 0

Bib 0 0 2 (9.1% 1 (4.5% 0 0

NE At 0 0 1 (4.5%) 0 0 0
REH S UVRTHBES 0 0 1 (4.5% 0 0 0

%% 0 0 1 (4.5%) 0 0 0
FERRSLURKSHEBES 0 0 1 (4.5% 0 0 0

B En A 0 0 1 (4.5%) 0 0 0
BRERIRE 1 (4.8%) 0 1 (4.5%) 0 2 (9.1% 0

e EYJLE 0 0 1 (4.5%) 0 0 0

me ) 1 (4.8%) 0 0 0 2 (9.1%) 0

PR BRERL A 0 0 0 0 1 (4.5%) 0

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term
MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE
Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60+PSE120 group

PGM=PRODOPS\M016455\0VERALL\CTD_2011_FDC\REPORT\PGM\ae_socpt_relation_s_t.sas
OUT=REPORT\OUTPUT\ae_socpt_relation_s_t_pjproo43_i.rtf (N - 1454

2341 ZEHICETAEED

FEX60 $& % Hijl, PSE120 84 Hijl, i% FEX60 $E& N PSE120 $20 A 5-Tlx. EEZ TEAE
K OGRBRTIRIZE D TEAE 23803, RAEMEIIRIFTH T,
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24 ERNFEI/MARER GHEEM)

[Module 5.3.5.1-1 : EFC11243]

241 BE

T L —MRRBEICH LT, 72XV 72T VU ERRE 60mg /it Y 4 R=7 = K
Vre0mg XiE7 =x V7 = F VU 60mg / il 4 =7 = RY > 120mg # 1 H 2 [El[#5-
L7z & &0 2 BB OHNER NZEMEIZHOWT, 7 2F% Y 7 =V U HERE 60 mg 25 & LEREIL
7

% 30 - #1E (EFC11243 iER)

BRERHEEDOEANI— F : EFC11243 B

BEROIZEE . SEMTLULX—HMEXRBHRICHLT, 72zFV 7+ UERIEOMg/ERERTYA K
Iz RY2e0mgEBERIRIEZ7 XY 7+ D ERIE60mmg/EEE T4 KT 7 K1) > 120 mg
BEEFZ LA 2RBELZLZD2EROEMERVREMORE (T4 L. ZEFHR. 7zF%Y
JxFPUERIE60mg 1 B 2 BRE5 xR, TR LLERER)

E¥HMX I
REERME - SREARKER (BRI kR
DRIB - FL

aERFAM

mN0EENHEANE - ] £ A B

s%x0EENETE I =1 F I E

NI z—X : FI/I4E
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BEREREEEOHEA I— F : EFC11243 B

BEY :
FTEBM

o EHMTULUILXF—MERBEEEZNEELT, 72z2FV 7+ UEREOmMg/EEET VA K
IZ7zxKF1J>60mg (LT, FEX60/PSEGD) XIE7 ¥V 7+ P UERIEOmg/EEEETY
4 FT27xF1)>120mg (LLF. FEX60/PSE120) # 1 B 2@ 2 BExRE5 L= ZDEFAX
A7ICHTHEMEE. 72 FV 7+ P UERIE 60 mg (LU, FEX60) ZxtiB& L THEE
B®Et9 %,
EIP4EL:D]
"

o ZEHMTULUILF—HUEREEFDODRER (K LoH, 2. 8F) . BRERERUVBEEEZFOXE
EI(ZDUT. FEXB0/PSE60 X% FEX60/PSE120 % 1 B 2 [ 2 BB ELI-LEDEMEE.
FEX60 #xtiB & L TR T 5.

zEM%

e FEX60/PSE60 X (% FEX60/PSE120 % 1 B 2 [A] 2 @M 5 LI-L =NL 2%, FEX60 ZxtHE

& L TR 5,

AREBRAE: FN/IHE. 2RERR. S04 L. ZEEHHR. FEX60 1 H 2 @5 xR, MITHMELLE
AER

BEY:
FE : #9520 4
S S LIk : 5204
%5 : FEX60 B : 173 4. FEX60/PSE60 & : 173 4. FEX60/PSE120 & : 174 %
g :ﬁﬁ :
Aot mITTEE 5204
FEX60 & : 173 4. FEX60/PSE60 & : 173 . FEX60/PSE120 # : 174 &
et REMMITHRER 5204
FEX60 & : 173 4. FEX60/PSE60 & : 173 . FEX60/PSE120 # : 174 &
WERE B DR EARRL

WA TEREIN-FENBA_EEREERAER (PIPR0035) #1 &I2, 2R aA70OHBTEHEILE
CREH—R—X 54 ) [Z2DULVT FEXGO/PSEGO 8, FEX60/PSE120 £ FEX60 Bf(xt9 A EREE
ZTNZN-0.10, -0.20, Ff=z, BHHXBOEEREZ 060 LBELz, COBEEIZKY HBEKE 5%
(FEfA) DHETFEXGO BHAZMBRELE-FRY FOZSELREICLAEEZERA LGS,
FEX60/PSE120 2 & FEXG0 B & DR ELEIC D WNTHRE 51 S0% FHERT 1= HE L I AT se R R E
BIZ18H-Y 17048 (B85t 5104) TH5H, BEICHATREHEIN-HEEZ L & (2 2%0HEFEESE
#EEL T, BHRBREBIAENG208EEE LT,
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BEREREEEOHEA I— F : EFC11243 B
PR URIREE .
BINE

1. EHMHTLUILT—HEX0DEE,

BELHLCED 2EMITHIEY ., AFXEHDORBEBHICHREMET LILT—MEESRKDER
=8/ L1,

2. RRULOEE (RAEIEHE. HAIEMHAL)

3. XEICLDEENEONI-EE, z1ZL. RAFEDHEE. ZHNREE (REH) HEX
BICLORAEOMBLARKIC. BEERAANLLXEICLETEY FEREBET 5,

REBAEICEET SRR EE

1. UTOREEOVT MM EET- SHEVERERE,

B\ HA BASAES
RAXEMITx T HIERFEN IgE A EEREHENBETH 5.
EEIRBAR 12 AUADORFERICHT 27 LILF—EBHOLOOBRERER (MEHFE
B IQGE AT ERITEE TR k) BH 2156, FATRELT 5,
SRAXaT7TA2R/UEEATEEND,
SEER (K Le#k. 8. 2F) O2ToEREFL. REREEC 4EREHRIITH
6RUEEATIND,

BAHOZEZD 3 BFE

SAX7HAIBMERT2HAULETHY . D4 ATIEAEL,

3EER (K LoH, 8. 8F) O2TOEREFAL. BRERZECAERAFRATHN
SHEEH T HULETH D,

CLyoH. EARVIEERD 3FEIRNDS L. 3ABENR 4 5 EEAERM 2FERUELL,

2. AEOENUEFMOYIFLLEEIGREE (BEEREX. BIRERX. 8E. MR X,
SPREMES) 25T 58F. ROVEAHOKED 3 BMICEMBHREREZHFFEL-B
%0

3. EEMNWR. [REXIRE. 2EGHES (BUEFX. FELEH) | BEE (x70—F
EIZE. [RETE. RBESH) . DERE S mtEbF £, DHEEF) . MEREKE
CRIBKEAME, SEGEM - BMBRAE - /MRBDES) FROZOMDEERS

HHEZHELTLSEE,
4. FEIOEMEFMHZEERITTEZZONDUTOERFER - BRERIT TV HHER
%0

AZHZBERT2:8H (148) LA

M7UILE—FE EXE2IVE, o) UF, OERGEEESEF]., HEXS I VEX(T
TIA LRI T RYUIAFII T RYUITIZL I YA RO T FIUEESE S
AEESR (B4F BREES)  M7ULX—EH -REREI U EHEOBEINZEH
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GEAZE, JUFILIFURBZEL) . TOMTLUILF—HER (K Lras, 8t 8
B, REERE) [CHTHBINEET HEA
AT RS R RENFH., FEMNRERZEZ QURBENBRRERZE) | FHENLHRER
Z (ERXRFIvmysBRJY UEEIZEOER)
AEOMPREICERDHENKENEEZONDER OKBIETILEZI L - KEEE<
TV LEREH. T/ -LRRERH. v/ 054 FRAEME)

AZ % BEHEI 486 (28 H) UA

ATAA K- TRE

AZERBERE 1 FLUN
SERDEBERDI-OD L—HF —BEREC & B EEEOVIBRFM

5 #hDBRICESML TLWHEBEXIREIGEHIAZE 6 MALURNICHOERIZSML -84,

6. BREXEM ARNMEEMICE YA oI DEHTRELALGEINTZEE,

5l Z (.
BERENFER AU RITERDOFIELZEFTELLLLAREDHDHIHE.
BREEZREHRIC2HMBULE, HE. RITFETERBHICITSFELNHDES.
RREIEAM. AR IEER. XX, ARIHBAHE. TOMDABREBRIZ v IXIEERES
AROERICEERES LTS %

EEICBET 2RAEDMEIZREE Lot H %

7. MERFIVE R7ULF—F (JzFV Iz F+PUEREFED) RUBRBI VAR

ITJz RYVICHT HBBECREDOHDHEE,

8. TANEREDEEHLWIRICHRENEENHY. TALAREEFZFRI DIEETNDH
SEHE,

9. ArvhrO—ILTEOEMES L FEENTEBIREE. FAEMBABRKRAE. REAZSHT
B, HBAIWRET FLFT Y MERARICH L TEBENRENHHEE (BIxL L TIIFIER
fE. HFEL, B, &KE. FERSHD) -

10. E/7I0FF V4 —F¥ (MAO) BEEEF#HRESDE L IIARZEBRET 14 BUAICERS L
T:%%o

11. 335, BREG. RMGEIEZRM > TLELRE, IFRREICRAELGVRIIRETE
Tk FARRIFRBLTVASEERVEFMIIHIRDOAIREEABTESATLSES
(FBR<) &

12. ERIMHEZEEZRBTIE8TNOHIUTOESE,
EREBEELE L THRBERKENHIEE
ALT AIEEBEAEEHFDLBD 3E2BAHEE
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WERE (BEHE)
{5 FEA -

e JIXVIIFPUERIEZEIOMgLIEM TV FI T R EGOMgERT HEEEE
(FEX 30 mg / PSE 60 mg %)

o TJIXVIIFIUUERIEEGOMg LIEERT YA FI O RV EOMgEET HEEHE
(FEX 60 mg / PSE 60 mg %)

o TJxXVIzIFTUEHIEEZ 60mMgERT HEEHF (FEX 60 mg §)

e FEX30mg/PSE 60 mg &% U FEX 60 mg/PSE 60 mg &£ & i3I Feels 75 REE (FEX/
PSE-P &%)

o FEX60mg & BAITHEG TS ARE (FEX-P §8)
g
BAH (BE®)
o FEX-P#£ 18R U FEX/PSE-P g 2 fg
F51EH-YDEEE: T5EREOH)
AREY (ZEER)
o FEX60/PSE60 £ : FEX 60 mg/ PSE 60 mg €. FEX/PSE-P 8% Uf FEX-P f£%& 1 8%
(&5 1@EH=Y DES5E : FEX 60 mg/ PSE 60 mg)
e FEX60/PSE120 £ : FEX 30 mg/ PSE 60 mg & 2 § & U FEX-P £ 1 %
(5 1EH-YDEESE : FEX 60 mg/ PSE 120 mg)
o FEX60 ## : FEX 60 mg % 1 2 2 ' FEX/PSE-P #t 2 £
(x5 1EH-Y DIxE5E : FEX 60 mg)
BE5AE:
. EROVWITIAZ LB 36E. - YBEO 1BHEULAIXE 2EBMULERZIC, 1A 2EEOKEL
NYFES
Ay s IR
By CEER R
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AERRAR -

BAHME (BE%) : 186H

AR (CEER)  286H

BRERBEY (CEGR)  ABRERKRERIBBFT

SEMEE .
FEHMEIEE -

o BEHENOBONDIRHARITOA—RS4 2 (BAHRERD IBM) 23T 56EH (2
BfE) OHFEFHELE

BIREFHIER -

Ak

o RARITOERHHER

o B3REKR (KLoA, Rit. 2F) RUREROEHRAI7DELER VERHER

o FHEKRAT7 (K Lok, Bt RERKRVBELETOXIEE) OELERTERHER
o REMR (TREENMEREOER. TEREMEEOEHR. KEFBE. BITOMHIK)

o BEOHR

g

e HEEZR. BERBRE. NMMELY12

B ST &R U FEMeEFE :

2R, BEREVEEEEOXEENRADT
SRR (K LevHx, &it. 8 . BER BOrpH, RIE) KU, BEEEFOXEEMNRO
TlE, HEENREATHIEERZELYF -,
WEREIT, EALMBB L YVARYK TR (It FT. EHOHSP (AM7:00 LI
PM7:00 £T) RUKM (PM7:00 LLFE AM7:00 £T) DIERIZDNT,  LARERUVEHIC

DWTHE#HZ. £F. BELAFOXEE (HFE. #%. RE. BR. NHFEAOXE) RURIE
RIZOWTIEEUTOFHBEEC K >TRAT7EEEBRICEEA L.
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SRR

BEREEERGRRSIBEL L., ARYBKBE (Visitd) RUTH (Visitd, XIIdibr) (ZHER
EDTEENKEIEDERE. TERNMLECRR. Kt ME, 210OMREHEL. TALEFILDIE
EBIZDOWTUTOFHEEEIZHE > TEHE L 7=,

BEFROEESE
i

+++ ++ + =

fExE
FE e Tl
O — HRRE S HLE | ()L (D HE Eﬁﬁﬁﬁhtﬁ%i A

THAEE

TEATRE SR = H i e E =
At e i (11 (4700 B fr&ERE L
Bit oA A O™ i L

HEE T L 'BaoE(l
(B7UILF—2EHTA K542 2009 Fhi&kY)

BEDHZR :

WERET, BAMRTERWARAKRTE (RIFHPIER) (2, SAHRKBRRELEL. RFIC
x9S [BEDNR] ZTieD 7ERETEERRICEH L=,

1. XERLG o
R %o
DPLRLSG o
Eh oy
DPLELCG o=
ELlgot=

ETHES GO
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T 2
B RER :

AVMEOTERTNREM -

SURLIEENE=HEBREDLATH S Intent-to-Treat (ITT) EFAD S 6., BEEFX 1ETHRE
L. "M EFEFMEE CHILEFRAT7TOHBTHNELLE CEEI-—X—XT4 ) AFIFETEEL
£ M D2k % modified Intent-to-Treat (mITT) &£/ & L 1=,

ZEMOFETHRER
ITTREDS ARHMALREZ IEATHREL-HBEEOEREZREMEBITARERA L L=,
B3 I

MITTEAZXMRE LT, FEFHHEEE THISHARI7OHEFHEILLE CEEH——X354

V) I2DO0WT, BEBRUEEEL L TAR—RSA VIZE TSI AR 7OHMTEH R UHE (R

R, KBR) ZHAZTHICAWNV-ESBONETIILZERAL CHIRVEBZECODLWTR/IMN-FTEY
(LSmean) MEHTEERVZDZEREZEH L, BAICHEA 5% EHEEMEER LIz, BEK

#5% () OBLETEARY FOZELLLEEIZKY FEX60/PSE6GO £ & FEX60 #. FEX60/PSE120

B L FEX60 BDXTLLE Z1TL, BMZEICDOUVLWTHA 5% EEXMEZEA L1z, LU LOER TIEXRE

BT 2EEFITHhEN 1=,

Bl R EEHT
HE

MTTEAZXHRE LT, TETHAEEE THISFAR I T7OHRTEHELL=ICDONT, TEMT L
FLCOESEATETILOT T, EE (FEX60 £#. FEX60/PSE60 . FEX60/PSE120 £%) (Xt
IS Li=xttbigsk (1,0,-1) . (2,-1,-1) . (1,1,-2) ZRW:=-XEEZERL -,

BIRZEHDS B 1BHE-YNORI7, ACENRATIZONT, BAICHKA (B, XITE) Z&n
R ELEHL. BRNEBZRIREZER LT,

T
REMMBMITRHEEREZXNRE LT, AEHPO TEAE (Treatment Emergent Adverse Event) %1% 5

BAICEHN LTz, BBERREME. /N1 2L 4 IZH LT PCSA (Potentially Clinically Significant
Abnormality) XI(IEERBEDELEGHREN DT, BREBTEICEHL., —ERZER LT,

HEER

FEX60/PSE120 F#I% FEX60 BB L TEZE M7 LI X —MHEXEEOLRFAOHEICEHDTH-
f=o T, WIThOBRERTHLEBHEIBRIFTH 2D, EFERZETI7LUILF—MHELE
FZIZHAWSZ E#BME L= FEXIPSEEAHFID 1 BAE & LT FEX 120 mg/ PSE 240 mg  (FEX 30
mg/PSE60mg EE&ftx 1E 2. 1B 2E) NEHBLEEZ NI,
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2.4.2 RENREM
WERHE ONER, 1BERSE TP IEF K O B AR 12DV, 9 KU 3T RT,

A7 V== T ENTC 1344 D 95 5, 520 44 BATRRRICBR Gk S, SIEHRIEICT v ¥ MbShz,
MERIE. FEX60 #f 173 44, FEX60/PSE60 #f 17344, FEX60/PSE120 #£ 1744 Thho1-, T Z MMLE
NET XRTOPEHREORETHD ITTERAD 5B, RIS E 1372 < 520 472 mITT 4£H LT
VRN GEE & 72 o T,

ZDHH 5094 2 MEDIERM A E T L, 11403080 E Tk Lz, FIEBIOWNERIZ, FEX60 #f 2
4 (1.2%) . FEX60/PSE60 & 34 (1.7%) . FEX60/PSE120 Bf 64 (3.4%) Th -7, TEER LR
X, TEHEFRROD] 5 FEX60/PSE6GO #f 144 (0.6%) . FEX60/PSE120 #£ 24 (1.1%) <T. [%)
BR300 DS FEX60#E 144 (0.6%) . FEX60/PSE120 #£ 14 (0.6%) TdH -7, HIEHHT
RbHEN-ST=DIE [Z0M) TH Y, FEX60/PSEL20 #ED 2 & 1AL M7 A P R 1T & 2 et
D OIRBRARGE SN EE & 72 o 7o 1o, FIERHEOZNEN 14T OB FE LOFHETAT Y 2a— L ER
0 ORBENREEZ 72 o 72728, &Y FEX60/PSE6O FED 1 AN OFRZEIEEE AR T 5 7= FaiOH Ik,
ThHoT,

0 - HEREDMNER (EFC11243 HER)

Screened patients

734 patients
Screen failures
214 patients
Randomized and treated patients
520 patients
FEX60 FEX60/PSE60 FEX60/PSE120
mITT population 173 patients mITT population 173 patients mITT population 174 patients
Completed 171 patients Completed 170 patients Completed 168 patients
Discontinuation 2 patients Discontinuation 3 patients Discontinuation 6 patients
FEX60 FEX60/PSE60 FEX60/PSE120
Safety population 173 patients Safety population 173 patients Safety population 174 patients
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=31 -ABEBEET/HIEFARUGIEER (EFC11243 ER)

FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)
Randomized and not treated 0 0 0
Randomized and treated 173 (100%) 173 (100%) 174 (100%)
Did not complete the study treatment period 2 (1.2%) 3 (1.7%) 6 (3.4%)
Subject's request for treatment discontinuation 2 (1.2%) 2 (1.2%) 4 (2.3%)
Reason for treatment discontinuation
Adverse event 0 1 (0.6%) 2 (L1%)
Lack of efficacy 1 (0.6%) 0 1 (0.6%)
Poor compliance to protocol 0 0 0
Other reason 1 (0.6%) 2 (1.2%) 3 (1.7%)

Status at last study contact
Alive
Dead
Lost to follow-up

173 (100%)
0
0

173 (100%)
0
0

174 (100%)
0
0

Note: Percentages are calculated using the number of patients randomized as denominator
PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/dis_dispo_r_t.sas  OUT=REPORT/OUTPUT/dis_dispo_r_t_i.rtf (N -

19:20)

243 WEREESR

mITT 2EF DN D#EEHFRVRrE A 3R 3212, N—Z2 T A OJFFEE GFHEIET LV ¥ —ME%) (1T
TORNE (N=RATA COIERA T REFTR. BEOHMS) 2% 33, K34, KIBIIFT,

N—=2F A DN FRRER ORI R GEitET L —PEaR) 1B 28 M%. 385
BECRERETRD 0T, 16 A OWRELII AR TE54 (10.6%) TH Y, FEX60 #f 24 4

(13.9%) . FEXG60/PSE6O ¥ 16 4 (9.2%) . FEX60/PSE120 ff 154: (8.6%) T -7z, _"—A T A
Y OEAA T ORKOIWIL 243 TH Y . FEX60 #f 2.40, FEX60/PSE6O #f 2.43, FEX60/PSE120

FE2.46 ThH ol
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%= 32 - AO#RETEaEE- mITT £8 (EFC11243 SER)

FEX60 FEX60/PSE60 FEX60/PSE120 All
(N=173) (N=173) (N=174) (N=520)
Age(years)
Number 173 173 174 520
Mean (SD) 34.0 (13.5) 35.9 (13.0) 37.2 (14.0) 35.7 (13.6)
Median 34.0 39.0 41.0 38.0
Min : Max 12 :64 12 :64 12 :63 12:64
Age group (years) [N (%)]
Number 173 173 174 520
<16 24 (13.9%) 16 (9.2%) 15 (8.6%) 55 (10.6%)
>16 149 (86.1%) 157 (90.8%) 159 (91.4%) 465 (89.4%)

Sex [N (%)]
Number
Male
Female

Race [N (%)]
Number
Caucasian/White
Black
Asian/Oriental
Other

Height (cm)
Number
Mean (SD)
Median
Min : Max

Weight (kg)
Number
Mean (SD)
Median
Min : Max

BMI(kg/m?) [N (%)]
Number
<25.0
>25.0

173
89 (51.4%)
84 (48.6%)

173
0
0

173 (100%)
0

173
163.71 (9.64)
162.20
134.2 : 186.2

173
59.04 (13.69)
57.20
30.2:106.7

173
143 (82.7%)
30 (17.3%)

173
72 (41.6%)
101 (58.4%)

173

173 (100%)

173
163.26 (8.39)
162.00
145.8 : 184.6

173
57.60 (11.50)
55.20
33.4:107.0

173
152 (87.9%)
21 (12.1%)

174
81 (46.6%)
93 (53.4%)

174

174 (100%)

174
163.81 (8.75)
162.55
142.6 : 183.4

174
58.57 (10.75)
57.65
32.9:93.7

174
153 (87.9%)
21 (12.1%)

520
242 (46.5%)
278 (53.5%)

520

520 (100%)

520
163.59 (8.93)
162.45
134.2 :186.2

520
58.40 (12.03)
56.70
30.2: 107.0

520
448 (86.2%)
72 (13.8%)

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/dem_demo_i_t.sas OUT=REPORT/OUTPUT/dem_demo_i_t_i.rtf

-19:17)
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RIB-FEEICEHTLI2HEHE: R—XSAVOERRTIT7-mMITTER (EFC11243 iKER)

FEX60 FEX60/PSE60 FEX60/PSE120 All
(N=173) (N=173) (N=174) (N=520)
Sneezing
Number 173 173 174 520
Mean (SD) 2.27 (0.74) 2.17 (0.67) 2.17 (0.71) 2.20(0.71)
Median 2.17 2.00 2.17 2.17
Min : Max 0.7:4.0 0.8:4.0 05:4.0 05:4.0
Rhinorrhea
Number 173 173 174 520
Mean (SD) 2.60 (0.81) 2.56 (0.78) 2.58 (0.83) 2.58 (0.81)
Median 2.50 2.67 2.50 2.50
Min : Max 1.0:4.0 0.8:4.0 0.8:4.0 0.8:4.0
Nasal congestion
Number 173 173 174 520
Mean (SD) 2.40(0.42) 2.43(0.42) 2.46 (0.45) 2.43(0.43)
Median 2.33 2.33 2.33 2.33
Min : Max 2.0:3.7 2.0:3.7 2.0:3.7 2.0:3.7
Eye symptom
Number 173 173 174 520
Mean (SD) 2.42 (0.66) 2.39(0.72) 2.40 (0.66) 2.41 (0.68)
Median 2.33 2.33 2.33 2.33
Min : Max 1.0:4.0 0.3:4.0 05:4.0 0.3:4.0
Total score of 4 symptoms
Number 173 173 174 520
Mean (SD) 9.69 (1.85) 9.55 (1.75) 9.61 (1.85) 9.61 (1.81)
Median 9.50 9.50 9.50 9.50
Min : Max 6.3:14.5 6.3:135 6.3:14.2 6.3:145
Daily activity impairment
Number 173 173 174 520
Mean (SD) 1.99 (0.64) 1.94 (0.52) 1.94 (0.57) 1.96 (0.58)
Median 2.00 2.00 2.00 2.00
Min : Max 0.0:4.0 0.0:35 0.7:35 0.0:4.0

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/dem_disease_i_t.sas OUT=REPORT/OUTPUT/dem_disease_i_t 1 i.rtf

)
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R3U-BEBICEHTIEE R—XASAVOEEMR- mITT £ (EFC11243 &)

FEX60 FEX60/PSEG0 FEX60/PSE120 All
(N=173) (N=173) (N=174) (N=520)
Swelling of inferior turbinate mucosa
Number 173 173 174 520
+++ 23 (13.3%) 23 (13.3%) 26 (14.9%) 72 (13.8%)
++ 69 (39.9%) 81 (46.8%) 60 (34.5%) 210 (40.4%)
+ 73 (42.2%) 63 (36.4%) 83 (47.7%) 219 (42.1%)

Color of the inferior turbinate mucosa
Number
+++
++
+

Amount of watery mucus
Number
+++

++
+

Properties of the nasal mucus
Number
+++
++
+

8 (4.6%)

173
60 (34.7%)
13 (7.5%)
96 (55.5%)

4 (2.3%)

173
16 (9.2%)
57 (32.9%)
87 (50.3%)
13 (7.5%)

173
123 (71.1%)
28 (16.2%)

5 (2.9%)
17 (9.8%)

6 (3.5%)

173
75 (43.4%)
15 (8.7%)
80 (46.2%)

3 (L.7%)

173
11 (6.4%)
68 (39.3%)
88 (50.9%)

6 (3.5%)

173
134 (77.5%)
23 (13.3%)

5 (2.9%)
11 (6.4%)

5 (2.9%)

174
67 (38.5%)
16 (9.2%)
87 (50.0%)
4 (2.3%)

174
14 (8.0%)
59 (33.9%)
93 (53.4%)
8 (4.6%)

174
133 (76.4%)
26 (14.9%)
6 (3.4%)
9 (5.2%)

19 (3.7%)

520

202 (38.8%)
44 (8.5%)
263 (50.6%)
11 (2.1%)

520

41 (7.9%)
184 (35.4%)
268 (51.5%)
27 (5.2%)

520

390 (75.0%)
77 (14.8%)
16 (3.1%)
37 (7.1%)

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/dem_disease_i_t.sas OUT=REPORT/OUTPUT/dem_disease_i_t_3_i.rtf

0
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R 35-BEEEICEHTAEE: R—XSAUVDODEBOHE- mITT £H (EFC11243 5£E&8)

Slightly better
Unchanged
Slightly worse
Worse

Much worse

64 (37.0%)
72 (41.6%)
11 (6.4%)
12 (6.9%)
1 (0.6%)

56 (32.4%)
72 (41.6%)
19 (11.0%)
9 (5.2%)
1 (0.6%)

71 (40.8%)
54 (31.0%)
21 (12.1%)
10 (5.7%)
1 (0.6%)

FEX60 FEX60/PSE60 FEX60/PSE120 All
(N=173) (N=173) (N=174) (N=520)
Patient's impression at baseline
Number 173 173 174 520
Much better 1 (0.6%) 2 (1.2%) 2 (1.1%) 5 (1.0%)
Better 12 (6.9%) 14 (8.1%) 15 (8.6%) 41 (7.9%)

191 (36.7%)
198 (38.1%)
51 (9.8%)
31 (6.0%)
3 (0.6%)
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2.4.4 FRRERR
BRI OTEBRI I 2 & 361279

TR OJRERIE D AKX, SE (SD) T FEX60 #f 149 (1.1) H. FEX60/PSE60 ¥ 14.8
(1.0) H. FEX60/PSE120 £¥ 14.8 (1.2) HToH 7=,

= 36 - AEIDABRERIELM - mITT £8 (EFC11243 #HER)

FEX60 FEX60/PSEG0 FEX60/PSE120
(N=173) (N=173) (N=174)
Duration of study treatment (days)
Number 173 173 174
Mean (SD) 14.9 (1.1) 14.8 (1.0) 14.8 (1.2)
Median 15.0 15.0 15.0
Min : Max 4:17 8:19 7:17
Duration of study treatment by category [n(%)]
1-8 days 1 (0.6%) 1 (0.6%) 2 (1.1%)
172
9-17 days (99.4%) 170 (98.3%) 172 (98.9%)
>18 days 0 2 (1.2%) 0

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/cdc_exposure_i_t.sas
ouT=REPORT/OUTPUT/cdc_exposure_i_t_i.rtf (I - 1°:14

245 BHHE

2451 FEFMIER

MITT 4 %5645 & L, EERHHEE Ch 5 B2 2 7 OB 2R (RN —<—2 51
V) OEERED L OB R OISR O/ B4 £ 3NTRT, E. BIRARYTE LT PSE 0
R BB R 2 B L 76 R 22 3810 1T,

SPAA 27 ORI Z RO, JHHEE ) (LS mean) O RHEEEIL, FEX60 #f : -0.18,
FEX60/PSE6O ¥ : -0.25, FEX60/PSE120 £ : -0.32 T ¥, FEX60/PSE60 #E, FEX60/PSE120 #ED
FEX60 #£IZ%f 9% LS mean DFEMIZEIL L E41-0.08, -0.14 Th o7z, X3y hDFHIEICHSL
FEX60/PSE6O . FEX60/PSE120 £ FEX60 FEIZ %3 2 kFEbl Tl. W plEiz = Fhp=
0.2993, p=0.0201 T& v, FEX60/PSEL20 #f D FEX60 HEIZ k|32 BB DS RFE S 7z,

Page 72



276 BRDHABDELSD
T4 LT SERAEE

RIFRATIZOWT, FHZET & [ LSBT ET L0 b & TrflEIC &V PSE O &G
Rt LIz E A, dfREx (1,0,-0) ZHWEEAICRL/IS WV pE (p=0.011) 23550, &6
Z a7 O 2 &L PSE DFHED MY X 210> TR E DT O ME S/ NF — U D3 b i
ALTWbHEEZXLNT,

R37-EFRATHBEHLELE - mITT £F (EFC11243 RER)

FEX60 FEX60/PSE60 FEX60/PSE120
Nasal congestion (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 2.40 (0.42) 2.43(0.42) 2.46 (0.45)
Median 2.33 2.33 2.33
Min : Max 2.0:3.7 2.0:37 2.0:3.7
Treatment period
Number 173 173 174
Mean (SD) 2.26 (0.55) 2.20 (0.57) 2.15(0.57)
Median 2.23 2.12 2.09
Min : Max 09:338 0.3:338 0.7:3.9
Change from baseline
Number 173 173 174
Mean (SD) -0.14 (0.55) -0.23 (0.59) -0.31 (0.59)
Median -0.09 -0.21 -0.26
Min : Max -16:1.4 -22:14 -22:14
LSMean (SE)? -0.18 (0.041) -0.25 (0.041) -0.32 (0.041)
95% CI? (-0.2591t0-0.099)  (-0.3351t0-0.175) (-0.403 to -0.244)
LSMean difference (SE) vs FEX60? - -0.08 (0.056) -0.14 (0.056)
p-value vs FEX60° - 0.2993 0.0201

95% CI vs FEX60° - (-0.201 to 0.049) (-0.270 to -0.020)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, nasal congestion
score at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is performed for two
pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.
PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancova_i_t.sas OUT=REPORT/OUTPUT/eff_ancova_i_t_ncs_i.rtf

)
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Contrast coefficient

[FEX60, FEX60/PSE60, FEX60/PSE120] F-value p-value
[1,1,-2] 4,775 0.029
[1,0,-1] 6.583 0.011
[2,-1,-1] 5.105 0.024

Contrast tests are performed using analysis of covariance (ANCOVA) model with treatment group as independent
variable, nasal congestion score at baseline and region (Tokyo, Osaka) as covariates.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_drc_i_tsas OUT=REPORT/OUTPUT/eff_drc_i_t_ncs_i.rtf (N -
19:32)

2.45.2 EIXEEMHIEE

mITT &£ Z xR & LT, BIKEHIEE Th 25 mPHA 27 ORERHER (339, %40, X10) | 3
BIER (K Lo, &t &) ROIEROGE A a7 oM EAZE(bE (£ 41) R OREHER
(F42, £43, KM11) | FIERZA 2T (K Lok, Bt BRERKEKOR FAETEOSEE) DMWY
VI b (R 44) | @PEFTR (FEFIRMEOMER, T RO AR, KiEswa, st otk
W) (F45) | KO, BEOHIZ (F46) Z2ornd, HFERZAaT (K Lek, &t BERLOH
HATEOXEE) ORFFHERIZ OV TiE, [Module2.7.3 X1 5] [Module2.7.3 [X 6 ] [Module2.7.3 [X]7]
[Module2.7.3 X 8 JiZ "7,

BAR a7 O L OHIFFEE A 2T, GRS BRI 2T Lz, 8 LEOH]
M A a7 B EIZOW T, X%y hOFEIZEE-S < FEX60/PSE60 #f } OY FEX60/PSE120 FED
FEX60 FEIZ 69~ o6t bl Tl FiEE W 2 p I Z £ = 0.1564 XU p=0.0183 TH Y |
FEX60/PSE120 #EIZ-DV N Tid FEX60 FEIZ 6 L THEZEN D b7z, LS mean O R HEE[EIZ, FEX60
#. FEX60/PSE60 £, FEX60/PSE120 #£DJIHIZ, -0.14, -0.23, & 1*-0.28 Th v . EHFAMIAH Ofif
Br & [FkR, HESEZ D120 TRE LD Lz, 2 OB R a7 1250 T,

FEX60/PSE60 £f} Y FEX60/PSE120 A% & |2 FEX60 AEIZ KT L CHEZITRD Lo T- (%
HpfE : EHEp=05570 LT p = 0.0581) 73, LS mean & SiHEEfEIZ FEX60 #, FEX60/PSE6O Ff,
FEX60/PSE120 #EDJIEIZ, -0.22, -0.28, K UM-0.37 TH V. {REM O A L& & [FAEIZ PSE O
FEDEEZ D256 > TR LT,

BRI (K Lo, &t 80H) KOIREROEGFH A 2 7 ORI EH (L&D LS mean O SHEE
filllx. FEX60 #f : -1.03. FEX60/PSE60 Bf : -1.29. FEX60/PSE120 &£ : -1.34 T > 7-, FEX60/PSE60
BE. FEX60/PSE120 #£D FEX60 FEIZ%td" % LS mean OREMZEITF N F4-0.26. 031 TH Y .
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FEX60/PSEGO ¥}z (X FEX60/PSE120 ¥ & & 1Z FEX60 FE LV & 2 = 7 OB biviz, LiL,
H 3y b DIFIEICH-S < FEX60/PSE6Q #, FEX60/PSE120 #f0> FEX60 REIZ %92 wf bl Cld, FR%&
B pEIZZENEN p=0.3094, p=0.1843 TH Y . WTHILOHEE FEX60 #f & Ll U CHEGHFRIZR A
BEETRO N hole, I EDFMIZOWT S, 5 1K O 208 & 412 FEX60/PSE60 #E M Y
FEX60/PSE120 #1235 T FEX60 #E L 0 A3 A a7 Ol 338D b (FEX60 #£, FEX60/PSE60
., FEX60/PSE120 £ LS mean O SHEEME : 25 L Z24-0.94, -1.16, KO-1.12, FF2HEzNnZ
1-1.14, -1.44, K O8-1.60) | VAR O MR FEA2 L & & [FERIZ PSE O &G 2 51290E > TR L
2o LU B, WIoRES FEX60 B & il U CRFHFINRA B ZEITRO b ienoiz,

< L0 LS mean @ siHEEMEIX, FEX60 & : -0.33, FEX60/PSE60 £f : -0.34, FEX60/PSE120
B -041THY ., &3O LS mean O SHEEMEIX, FEX60 # : -0.18, FEX60/PSE60 #f : -0.25,
FEX60/PSE120 #f : -0.24 Th o7z, < LoAKOEIFIZEI L Tid FEX60/PSE6O i & U FEX60/PSE120
FET, FEX60HEL W & 2 a7 DD bz, LLARR L, WTORES FEX60 #f & bt L
THEHFRRABZTRD bR o 70, IRIER K OR 5 AERE BEEIZ OV CLRHEEE S —ED
CAE A NSy g WA Ry

Berr BoZ5 (I L Tik., FEX60 BT Hiik L T FEX60/PSEGO £ M T FEX60/PSE120 £ T & fekh
EDREREZ W ET DEDNENBO Sz, F1-. BEOHS TIL, JGREIK TIRIQIISREE bR
DENZ N BRI HE 2 D 235588 H iz,
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FEX60 FEX60/PSE60 FEX60/PSE120

Nasal congestion (N=173) (N=173) (N=174)
Baseline

Number 173 173 174

Mean (SD) 2.40 (0.42) 2.43 (0.42) 2.46 (0.45)

Median 2.33 2.33 2.33

Min : Max 2.0:3.7 2.0:3.7 2.0:37
Weekly average score: Week1

Number 173 173 174

Mean (SD) 2.29 (0.55) 2.22 (0.56) 2.18 (0.57)

Median 2.29 221 2.14

Min : Max 0.9:3.8 0.4:3.7 0.7:3.8
Change from baseline

Number 173 173 174

Mean (SD) -0.10 (0.52) -0.21 (0.56) -0.27 (0.57)

Median -0.02 -0.14 -0.15

Min : Max -16:1.2 -21:14 -21:1.3

LSMean (SE)* -0.14 (0.039) -0.23 (0.039) -0.28 (0.039)

95% CI? (-0.216 to -0.061) (-0.310 to -0.155) (-0.359 t0 -0.204)

LSMean difference (SE) vs
FEX60? -

p-value vs FEX60° -
95% Cl vs FEX60? -

-0.09 (0.055)

0.1564

(-0.215 t0 0.028)

-0.14 (0.055)
0.0183

(-0.264 to -0.021)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, nasal
congestion score at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is

performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.
PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancovaw._i_t.sas

OUT=REPORT/OUTPUT/eff_ancovaw_i_t_ncs_1_i.rtf
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FEX60 FEX60/PSE60 FEX60/PSE120
Nasal congestion (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 2.40 (0.42) 2.43 (0.42) 2.46 (0.45)
Median 2.33 2.33 2.33
Min : Max 2.0:3.7 2.0:3.7 2.0:37
Weekly average score: Week?2
Number 171 172 172
Mean (SD) 2.22 (0.65) 2.17 (0.67) 2.10 (0.64)
Median 2.25 2.08 2.00
Min : Max 0.6:4.0 01:38 0.6:4.0
Change from baseline
Number 171 172 172
Mean (SD) -0.18 (0.67) -0.25 (0.69) -0.35 (0.68)
Median -0.08 -0.17 -0.33
Min : Max -2.2:1.7 -24:1.38 -2.2:20
LSMean (SE)* -0.22 (0.049) -0.28 (0.048) -0.37 (0.049)
95% CI? (-0.318 t0 -0.127) (-0.379 to0 -0.189) (-0.463 t0 -0.272)
LSMean difference (SE) vs
FEX60? - -0.06 (0.067) -0.15 (0.067)
p-value vs FEX60° - 0.5570 0.0581
95% Cl vs FEX60? - (-0.211 to 0.088) (-0.295 to 0.004)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, nasal
congestion score at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is
performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.
PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancovaw._i_t.sas

OUT=REPORT/OUTPUT/eff_ancovaw_i_t_ncs_2_i.rtf

-19:24)
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10- EFR A7 DOHMTEHZELE : LS mean DHEFH (Weekly) - mITT £ (EFC11243 iKER)
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-0.20 1

-0.251

-0.30 1

-0.351

Change from Baseline (LS Mean+/-SE)

-0.40

o o o

-0.451

FEX60
FEX60/PSE60

AATEA
+—e—e FEXG60/PSE120

# subjects
FEX60
FEX60/PSE6G0
FEX60/PSE120

BASELINE

173
173
174

WEEK1

173
173
174

WEEK2

171
172
172

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_lsmean_i_g.sas OUT=REPORT/OUTPUT/eff_Ismean_i_g_ncs_i.rtf (I -

19:41)
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FEX60 FEX60/PSE60 FEX60/PSE120
TSS (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 9.69 (1.85) 9.55 (1.75) 9.61 (1.85)
Median 9.50 9.50 9.50
Min : Max 6.3:145 6.3:135 6.3:14.2
Treatment period
Number 173 173 174
Mean (SD) 8.70 (2.05) 8.37 (2.03) 8.35 (2.08)
Median 8.62 8.31 8.22
Min : Max 3.7:138 35:14.1 3.4:135
Change from baseline
Number 173 173 174
Mean (SD) -0.99 (2.01) -1.18 (1.93) -1.26 (2.00)
Median -0.86 -1.21 -1.27
Min : Max -7.1:6.3 -5.2:4.4 -6.5:4.8
LSMean (SE)? -1.03 (0.138) -1.29 (0.138) -1.34 (0.138)
95% CI? (-1.301 to -0.757) (-1.557 to -1.013) (-1.612 to -1.069)
LSMean difference (SE) vs FEX60? - -0.26 (0.192) -0.31(0.192)
p-value vs FEX60° - 0.3094 0.1843

95% CI vs FEX60°

(-0.682 10 0.171)

(-0.737 t0 0.114)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, total score of 4
symptoms (TSS) at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is
performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff_ancova_i_t.sas OUT=REPORT/OUTPUT/eff_ancova_i_t_tss_i.rtf

)
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FEX60 FEX60/PSEG0 FEX60/PSE120

TSS (N=173) (N=173) (N=174)
Baseline

Number 173 173 174

Mean (SD) 9.69 (1.85) 9.55 (1.75) 9.61 (1.85)

Median 9.50 9.50 9.50

Min : Max 6.3:145 6.3:135 6.3:14.2
Weekly average score: Week1

Number 173 173 174

Mean (SD) 8.80 (2.04) 8.48 (2.08) 8.57 (2.11)

Median 8.64 8.50 8.61

Min : Max 3.5:136 34:141 2.6:13.6
Change from baseline

Number 173 173 174

Mean (SD) -0.89 (1.96) -1.06 (1.86) -1.04 (1.91)

Median -0.69 -0.95 -0.92

Min : Max -7.0:5.7 -5.6:4.4 -7.0:4.9

LSMean (SE)* -0.94 (0.136) -1.16 (0.136) -1.12 (0.136)

95% CI? (-1.204 to -0.670) (-1.431t0 -0.897) (-1.384 to -0.851)

LSMean difference (SE) vs
FEX60? -

p-value vs FEX60° -
95% Cl vs FEX60? -

-0.23 (0.189)
0.3762

(-0.646 t0 0.191)

-0.18 (0.188)
0.5300
(-0.599 to 0.237)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, total score of 4
symptoms (TSS) at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is
performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff ancovaw_i_t.sas
ouUT=REPORT/OUTPUT/eff_ancovaw_i_t_tss_1_i.rtf (I - 1°:2%
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FEX60 FEX60/PSEGO FEX60/PSE120
TSS (N=173) (N=173) (N=174)
Baseline
Number 173 173 174
Mean (SD) 9.69 (1.85) 9.55 (1.75) 9.61 (1.85)
Median 9.50 9.50 9.50
Min : Max 6.3:145 6.3:13.5 6.3:14.2
Weekly average score: Week?2
Number 171 172 172
Mean (SD) 8.59 (2.24) 8.22 (2.22) 8.07 (2.34)
Median 8.67 8.00 8.08
Min : Max 3.9:141 2.8:14.2 3.2:149
Change from baseline
Number 171 172 172
Mean (SD) -1.11 (2.25) -1.33 (2.27) -1.51 (2.39)
Median -1.08 -1.33 -1.30
Min : Max -7.2:7.0 -6.5:4.7 -8.1:4.8
LSMean (SE)? -1.14 (0.163) -1.44 (0.162) -1.60 (0.163)
95% CI? (-1.455 to -0.816) (-1.754 t0 -1.116) (-1.923 t0 -1.284)
LSMean difference (SE) vs FEX60? - -0.30 (0.226) -0.47 (0.226)
p-value vs FEX60? - 0.3106 0.0711

95% Cl vs FEX60° - (-0.801t00.201)  (-0.969 to 0.033)

& Using analysis of covariance (ANCOVA) model with treatment group as independent variable, total score of 4
symptoms (TSS) at baseline and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is
performed for two pairwise comparisons with FEX60 group using Dunnett's method.

Patients with missing values for factors or response were excluded from the statistical analysis.

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/eff ancovaw_i_t.sas
OUT=REPORT/OUTPUT/eff_ancovaw_i_t_tss_2_i.rtf (I - 1229
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: LS mean O #FE (Weekly) - mITT £H
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FEX60 173
FEX60/PSE60 173
FEX60/PSE120 174
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173
173
174

WEEK2

171
172
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PGM=PRODOPS/M016455/EFC11243/CSR/IREPORT/PGM/eff_lsmean_i_g.sas OUT=REPORT/OUTPUT/eff_Ismean_i_g_tss_i.rtf (N -

19:41)
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(EFC11243 :E&)
LSMean p-value
difference S
N LSMean (SE) (SE) vs FEX60 95% CI vs FEX60 FEX60
Sneezing score
FEX60 173 -0.33 (0.045) - - -
FEX60/PSE60 173 -0.34 (0.045) -0.00 (0.062) (-0.141t0 0.135) 0.9983
FEX60/PSE120 174 -0.41 (0.045) -0.07 (0.062) (-0.211 to 0.064) 0.3884
Rhinorrhea score
FEX60 173 -0.18 (0.045) - - -
FEX60/PSE60 173 -0.25 (0.045) -0.07 (0.062) (-0.212 t0 0.064) 0.3894
FEX60/PSE120 174 -0.24 (0.045) -0.07 (0.062) (-0.203 10 0.072) 0.4668
Eye symptom score
FEX60 173 -0.35 (0.045) - - -
FEX60/PSE60 173 -0.43 (0.045) -0.08 (0.062) (-0.222 t0 0.054) 0.2993
FEX60/PSE120 174 -0.36 (0.045) -0.01 (0.062) (-0.147 t0 0.128) 0.9842
Daily activity impairment score
FEX60 173 -0.12 (0.038) - - -
FEX60/PSE60 173 -0.17 (0.038) -0.06 (0.053) (-0.173 to0 0.062) 0.4773
FEX60/PSE120 174 -0.16 (0.038) -0.04 (0.053) (-0.158 to 0.077) 0.6606

Using analysis of covariance (ANCOVA) model with treatment group as independent variable, corresponding
baseline score and region (Tokyo, Osaka) as covariates, multiple comparison adjustment is performed for two
pairwise comparisons with FEX60 group using Dunnett's method.
Patients with missing values for factors or response were excluded from the statistical analysis.
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Nasal Findings FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)

Swelling of the inferior turbinate mucosa

+++
++
+

Color of the inferior turbinate mucosa

+++
++
+

Amount of watery mucus

+++
++
+

Properties of the nasal mucus

+++
++
+

12/171 (7.0%)
61/171 (35.7%)
83/171 (48.5%)
15/171 (8.8%)

52/171 (30.4%)
6/171 (3.5%)
108/171 (63.2%)
5/171 (2.9%)

9/171 (5.3%)
47/171 (27.5%)
93/171 (54.4%)
22/171 (12.9%)

126/171 (73.7%)
19/171 (11.1%)

1/171 (0.6%)
25/171 (14.6%)

8/169 (4.7%)
45/169 (26.6%)
89/169 (52.7%)
27/169 (16.0%)

32/169 (18.9%)

8/169 (4.7%)
112/169 (66.3%)
17/169 (10.1%)

5/169 (3.0%)
27/169 (16.0%)
98/169 (58.0%)
39/169 (23.1%)

95/169 (56.2%)
29/169 (17.2%)
2/169 (1.2%)
43/169 (25.4%)

71170 (4.1%)
49/170 (28.8%)
83/170 (48.8%)
31/170 (18.2%)

35/170 (20.6%)
6/170  (3.5%)
112/170 (65.9%)
17/170 (10.0%)

41170 (2.4%)
23/170 (13.5%)
106/170 (62.4%)
37/170 (21.8%)

99/170 (58.2%)
31/170 (18.2%)
1170 (0.6%)
39/170 (22.9%)

Note: The number (n) represents the subset of the total number of patients who met the criterion in question at Day
15. The denominator (/N1) for each parameter within a treatment group is the number of patients for the treatment
group who had that parameter assessed at Day 15 by baseline findings status.
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Patient's impression FEX60 FEX60/PSE60 FEX60/PSE120
(N=173) (N=173) (N=174)

Much better 6/173 (3.5%) 9/173  (5.2%) 10/173  (5.8%)
Better 42/173 (24.3%) 51/173 (29.5%) 60/173 (34.7%)
Slightly better 70/173 (40.5%) 59/173 (34.1%) 64/173 (37.0%)
Unchanged 35/173 (20.2%) 47/173 (27.2%) 33/173 (19.1%)
Slightly worse 13/173  (7.5%) 5/173  (2.9%) 3/173  (1.7%)
Worse 71173 (4.0%) 2/173  (1.2%) 3/173  (1.7%)
Much worse 0/173 0/173 0/173

Note: The number (n) represents the subset of the total number of patients who met the criterion in question at Day
15. The denominator (/N1) for each parameter within a treatment group is the number of patients for the treatment
group who had that parameter assessed at Day 15 by baseline status.

2453 AMEICEATEIFEED

FHEEMMIER Th 5 & a7 OWIRES L EIZ DWW, FEX60/PSE120 ¥ T FEX60 E & ik L
THEI PR G EEZNRD HLT-, FEX60/PSESQ B TITEA A a7 OB/ NRRD HN-b DD,
FEX60 #f & b U TP A EEITRD bz o T2,

RIVGEHEE B ICBA LT, &R a7 OHEBIZOWTIE, S GEEL © R IE D! :omﬂ@w L
Too A7 OZAGEITE LA, 52L& I, REH O WIH L2 L& & [FERIC PSE O &3 2
DITHE > TR LTz, 4JFEREF A 27 OHIRFZ L &I OV TIiE, FEX60/PSE6O M T
FEX60/PSE120 # & HIZ FEX60 HEL W b 2 a7 Ol BB d bz, L, 31y SOFEICHED
< FEX60/PSE60 #£, FEX60/PSE120 #£D FEX60 #EIZxtd o xf bl Tlidk, W ORE S FEX60 #f & H
i L TR PR A B TR O B AL o Tz, BIEIRBNC A 207 OIS ZE b 2 el U 7o R R
< Lo OETHICE L Tl FEX60/PSEBO ¥ & U8 FEX60/PSE120 Ff T, FExeoz-a'i‘ot D HARIT DR
NI HITZD, WTROIEIRBIA 27 4 FEX60 #E & i U CHEGHFA A BEZEITRD e
7, BRAER B OV A 3 AR SRR IS DO W T AHEEE D & ‘*ﬂia)ﬁﬁﬁﬂﬁ‘Z%E)*Liiﬁ‘<3710 R R
BHEDOHIZRIZ OV TIL, FEX60 BEIZ i L C FEX60/PSEGO #f M (8 FEX60/PSE120 #f Cok #4261

DIFRE HALT,

PLEX W, FEX60/PSE120 i FEX60 REIZL#: L CEOSFEICHN TH-722 L L0, &AE
WEETLT LALF—HEREFICHNDLZ LB E L FEXIPSERLEAIDO LAH&EE LT
FEX 120 mg/PSE 240 mg (FEX 30 mg/PSE 60 mg il AdEa 11012488, 1 H 2[8) AWM &2 5
77
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etk

2454 BEEZR

PRV R R EM A xS & L= _TO TEAE K ORI FEEIENEE TX 700y TEAE OB %
FATROFE 8 IZFNFHRT,

TR 0O TEAE OFEBLRIL, FEX60 #f 441 (2.3%) . FEX60/PSE60 A#F 104 (5.8%) .
FEX60/PSE120 #£ 841 (4.6%) TWT N OREG FAERDIEHFETH o7z, 1BII L ORREIRNGET
X7V TEAE 1%, FEX60#E 14 (0.6%) . FEX60/PSE60 144 (0.6%) . FEX60/PSE120 Ff 4 4

(23%) TRH LT,

RELAESRS (Treatment Emergent SAE) M USE I HilIX78 H 720>~ 7=, FEXB0/PSE6O £ED 1
4 (0.6%) K& ONFEX60/PSE120 #ED 24, (1.1%) (2, {RERIEE G IEIZE S TEAE (RIRFEK, &
MWRIZ) PO LT, Z0 955, FEX60/PSEI20FED 14 (0.6%) ([ZAH LV [REMHEE | 13k
BRIE & ORIRERSH V L S v,

%= 47 - TEAEDEH : HIE (%) - ZLMTMERER (EFC11243 3HER)

FEX60 FEX60/PSEG0 FEX60/PSE120

n(%o) (N=173) (N=173) (N=174)
4
Patients with any TEAE (2.3%) 10 (5.8%) 8 (4.6%)
Patients with any treatment emergent SAE 0 0 0
Patients with any TEAE leading to death 0 0 0
Patients with any TEAE leading to permanent treatment
discontinuation 0 1 (0.6%) 2 (1.1%)

TEAE: Treatment emergent adverse event, SAE: Serious Adverse Event
n (%) = number and percentage of patients with at least one TEAE

PGM=PRODOPS/M016455/EFC11243/CSR/REPORT/PGM/ae_overview_s_t.sas
ouT=REPORT/OUTPUT/ae_overview_s_t_i.rtf (I - 19:09
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% 48 - ARERNEETERLR WV TEAEDEH : - T MM RER (EFC11243 55%)

FEX60 FEX60/PSE60 FEX60/PSE120
n(%o) (N=173) (N=173) (N=174)
Patients with any TEAE 1 (0.6%) 1 (0.6%) 4 (2.3%)
Patients with any treatment emergent SAE 0 0 0
Patients with any TEAE leading to death 0 0 0
Patients with any TEAE leading to permanent
treatment discontinuation 0 0 1 (0.6%)

TEAE: Treatment emergent adverse event, SAE: Serious Adverse Event
n (%) = number and percentage of patients with at least one TEAE

PGM=PRODOPS/M016455/EFC11243/CSR/IREPORT/PGM/ae_overview_adr_s_t.sas
ouT=REPORT/OUTPUT/ae_overview_adr_s_t_i.rtf (I - 1°:09

2455 HEMEILKAHAONDIEEER

RPN R GR AR 2 x5 & LT, BB IS A L= XTO TEAE OZE BRI K O A GE
BIOFBR %I 4912, TEAE OBEIEER, 5B DI OFARGER O3B ([Module2.7.4 £
21]) TR,

16 H O TEAE OFHI=RIL, FEX60#E 44, (2.3%) . FEX60/PSE60 #f 1044 (5.8%) .
FEX60/PSE120 #£ 8 41 (4.6%) (TR Hiviz, fx bIEBUHE DN &0~ 71RO TEAE 13 T & NAEH
K] THY., FEX60RED 14 (0.6%) . FEXB60/PSE60 #ED 444 (2.3%) K TX FEX60/PSE120 FEoD 2
% (11%) (2§D Bz, W, TEESE] 23 FEX60 #0244 (1.2%) KUY FEX60/PSE120 AED 2
4 (1.1%) IZ38D b7, 7B, AW TEAEIZAZ V—=0 7 SNni= 734 4% 154 (2.0%) (2
R, TEMHEAZK ] 44 (0.5%) TR LV, M2 24 0L FIZHEL L7 TEAE IE589 5
nipnoiz,

FIELER]TIX, FEE O TEAE X FEX60 #EIZIERE2D H 409, FEX60/PSEGO £E Tl 4 4,
FEX60/PSE120 A TlE 3FICiR®O b vz, DD TEAEIZ T R TEETH -7,
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=49 -3 _XTHO TEAE ; Bl (%) - REMIMENRER (EFC11243 5HER)

Primary System Organ Class FEX60 FEX60/PSE60 FEX60/PSE120
Preferred Term n(%) (N=173) (N=173) (N=174)

Any class 4 (2.3%) 10 (5.8%) 8 (4.6%)

REFERUVFERE 1 (0.6%) 5 (2.9%) 3 (1.7%)
S2IREE % 1 (0.6%) 4 (2.3%) 2 (1.1%)
AVINLIUH 0 0 1 (0.6%)
BaX 0 1 (0.6%) 0

HIEREE 2 (1.2%) 2 (1.1%)
BB 2 (1.2%) 2 (1.1%)

ARfEE 1 (0.6%)

ENEMEERIR R R 1 (0.6%)

FEORER. ROER R UHEFEREE 1 (0.6%) 1 (0.6%) 1 (0.6%)
S 0 0 1 (0.6%)
M e R 5B 0 1 (0.6%) 0
EREDRAE 1 (0.6%) 0 0

BRREE 1 (0.6%)

&1 1 (0.6%)

RERUVE THBEE 1 (0.6%) 1 (0.6%)
L5MRE 0 1 (0.6%)
5 1 (0.6%) 0

—fE - 2 EEERVEESEMIOIKE 2 (1.1%)
B 1 (0.6%)
m=) 1 (0.6%)

HE. PERVLEEHHE 0 1 (0.6%) 0
BRENEAERS 0 1 (0.6%) 0

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term

MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE

Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60/PSE120 group
PGM=PRODOPS\M016455\EFC11243\CSR\REPORT\PGM\ae_socpt_s_t_je.sas OUT=REPORT\OUTPUT\ae_socpt_s_t_je_i.rtf

-17:55)
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2456 ABRELORRBEFZENLEETE4HLTEAE

ZRVEMNTRIREM 235 & LT, BRI & OREBGRAEE TE 72\ TEAE O E BIRK /&
OFEEARGER DR B A2 50 . FIEER], #8E BIREE R OFEAGER 0812 ([Module2.7.4 3% 22])
WZRT,

TRERER & ORI RBIRMARE TE 220 TEAE I3 FEX60 BED 144 (0.6%) . FEX60/PSE6O #ED 14
(0.6%) K TNFEXG60/PSEL20 #ED 44, (2.3%) Z§B BTz, fx b IRBUMHE O & h - 7= TEAE 1L T8H
Jl THV., FEX60RED 14 (0.6%) KO FEXB0/PSE120RED 24, (1.1%) (TR b=, [&F
PERZ ) (L4, 0.6%) . (%1 (14, 06%) . [0 (14, 0.6%) 1%, ZNZENO3EBIE
FEIFAR N 00 D FEX60/PSEL20 B COAFEHL L 7= 7=, FEX60/PSEL20 Ff DIRERIE & DK HEIR A
ETE 2 TEAE ORBUHEIIM O GHE L i L CRinro e, £72, 1328 (14, 0.6%) 1
FEX60/PSE60 ff CTDOAG8D H AT,

BEAEERICTIX, PEEOIRRREE L ORI REERNGE T 720 TEAE 28 FEX60/PSE6SQ #E D 1 1R
(%892 . FEX60/PSE120 B> 1 {1 T8AJR | 25RO LN, FOMITT R TRECTH -T2, F£7-.
TRERHK L DR BRI G E TE 72\ TEAE X R TCEIEN R S,

# 50 - 1RBREE & ORIRBURAEE TE 2V TEAE ; ¥ (%) - Lathaifix 5L (EFC11243 3

BR)
Primary System Organ Class FEX60 FEX60/PSE60 FEX60/PSE120
Preferred Term n(%) (N=173) (N=173) (N=174)
Any class 1 (0.6%) 1 (0.6%) 4 (2.3%)
HEREE 1 (0.6%) 0 2 (1.1%)
1EPR 1 (0.6%) 0 2 (1.1%)
EERUETHBES 0 1 (0.6%) 1 (0.6%)
L5M%RD 0 0 1 (0.6%)
%% 0 1 (0.6%) 0
—f% - 2 EEERVERSELIOIKEE 0 0 2 (1.1%)
k] 0 0 1 (0.6%)
[mP:=] 0 0 1 (0.6%)
TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term

MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE

Note: Table sorted by SOC internationally agreed order and PT sorted by decreasing frequency according to all TEAE summary
(table ae_socpt_s_t_i.rtf)

PGM=PRODOPS\M016455\EFC11243\CSR\REPORT\PGM\ae_socpt_adr_s_t_je.sas
ouT=REPORT\OUTPUT\ae_socpt_adr_s_t_je_i.rtf (| - 17:53

Page 89



276 HRADHABDEED

T4 LI SERER

2457 BRERVEELEEEZR

AKIBBRClE, FECHI RO EEZ: TEAE T8O Lo T,

2458 ZTODHMOEELHEEEZR

24581 BEBODLIZE--HEEZR
BEROFIEICE - 7= TEAE JERI DO —E 2 5% 51 [T~ T,

TRBCEEE B IR IC 2 5 72 TEAE (JEAGE) 13, FEX60/PSE60 #C 144 (0.6%) . FEX60/PSE120 £f
T24 (11%) IZRo bz, WaRid, TREIREAZR ] (FEX60/PSE60 Hf 147 (HBR#E &
392002189) . FEX60/PSE120 #f: 14 (#¢Ba##& 392002082) ) MY & MEfE |  (FEX60/PSE120
B 14 (WeBREFE S 392003030) ] Tho7o, 2D H b, [2HMERE)  (FEX60/PSEL20 &) 1X1A
BREEP 525 8 A CHRBLL, FEi% 3 H BHICIRBRER G2k L, BREITRETH Y FBI% 12 H T
[ L7z 23R BREE & ORRBIMRITEE S e h o7z,

R 51-AEOHPILIZES TEAEEFD—E - TEMFHE R ER (EFC11243 :ER)

fE I &S i  HEA® #/EMNKSEHR EER FSESENER
w"E# gR 8 (B)  EXE nE LR
AREERE ER
302002189 21 13 BRERUELERE  go =
FEX60/PSEGO  F 3 SRIREE - EIE
AE 12 & Bk FER
302002082 14 7 BRERUSERE  BEE =
FEX60/PSE120 M 9 SRIREE 5 EIE
AE 2k Bk FEE
302003030 25 8 RERUETHGEE g 5
FEX60/PSE120 F 13 L BEES = GE
AE I & Bk FER
10 HIERET BE =l
1 bR el [=1Es
ZEZL FER

a Onset day is displayed as XXth day from the first IP administration in treatment period.
Note: Adverse events are reported using MEDDRA 14.0
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2.458.2 REKBEME. NM 2 ILY1

W R RSB M OV A & LA 13 Potentially Clinically Significant Abnormalities (PCSAs)(Z L ¥ 5FAH
L7,

R ELZ DU T, FEXG0/PSEGO B> 2 44, FEXB0/PSE120 BED 2 478 [~FE /] (220
T, FEX60 #ED 144, FEXB0/PSE6O £ 244, FEXBO/PSE120 BED 44478 T~~~ 27 U v b (220
T PCSA LYW S 47z, F7=. FEX60#ED 14, FEX60/PSE6O #ED 1478 [ L AT m—)L] (Z
DWNWT, FEXB0FED 24478 THAE U L E V| IZOWT PCSA LHrEnT-, ZHh bZ(bDEEKRIMICE
FChNWEEBZ LN,

INA B LA AT DT, FEX60/PSE6O BED 144755 TIGHESIMTE | (2> T. FEXB60/FEED 14 .
FEX60/PSE6Q D 14475 THEIERIIMAE | 12>V T PCSA &I &<i7-., —JF7. FEX60/PSE120 BETlx
PCSA 125249 5 X 5 il EL® %2 & 7= LISERIL e b o 7=,

2459 ZEHIZETAEED

1B D TEAE IX. FEX60#ED 44, (2.3%) . FEX60/PSE60 #£D 104 (5.8%) KN
FEX60/PSE120 B£D 84, (4.6%) 2D BN, ZDH5 b, FEX60#E 14 (0.6%) . FEXG0/PSESQ #f
14 (0.6%) M TNFEX60/PSE120 #f 44 (2.3%) NRFPEBMNEE TE 2 TEAE (BIWEH) &Ik
T,

e BIEBUHE 2N ® 2o T 1B O TEAE 13 T&IFEEZK ] TH Y, FEX60HED 14 (0.6%) .
FEX60/PSE60 #ED 44, (2.3%) M ONFEX60/PSE120 #0244 (1.1%) IZRD bz, ®WT, [§A
i1 N FEX60FED 24 (1.2%) . FEX60/PSE120 FED 244 (1.1%) IZ@® bhiz, /-, kbHEl
B D@ - RBIEAIL TEER ) TH Y., FEX60EED 14 (0.6%) KON FEX60/PSE120 £ 2 4
(1.1%) (258D BTz, FIEERITIE, 5 O TEAE 5 FEX60/PSE60 #f & (8 FEX60/PSE120 #ED
TN 1T ol TRZ RO T8 DR LN, TOMO TEAE (T X TRETH-T-,
£7-. T_TO TEAE I ZEE TR S N7z,

B TEAE L UOFETICE 5 TEAE OFHITFED o1,

TREBRRI 5 12 F 5 TEAE 55 FEX60/PSE60 £ 1 41 (0.6%) (2 [EMASEZ ] A3, FEX60/PSE120
FECIT TEMEAZ) (A6 KO TaitE] (61 28261 (11%) IO b/, 2055,
FEX60/PSE120 #ED 1 42 HBL LTz TRGMERZ ) TRIEH LS, BEERAEFRITKY TS
LT, BETRECHY, B 12 A TEIE L7,
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B R RRANE S UV S A SV 2 BRIRAYICE R 2T Do 7,

U BENE T/MAHRER (EFC11243 3RBkR) o EON-EeMdEIT. cnEicEon-=71
77 BEDENEERRBRIC B T D 2 etk & RE< R L0 TiEh->7- ([Module 1.13 #[E] H 35
R RHBEZE b #-211) X O/ EE S PL R IR: CTD 26 2 6 % 2.7.4-12))

PLEX V., FEX60 £, FEX60/PSE60 £, KN FEX60/PSE120 HEDOWT NG AEMIXBH TH - 7=,
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25 BHAFEIHE —EERLEEHR (5FEH)

[Module5.3.5.1-2 : PJPR0035]

251 HE

THIYEEHET UL —EBRBEEMNRLE LT, V=%V 7 =V U 60 mg / g T
A F=7 = RY 2 120mg Bl 8Ex 1 A 2 Bl 2 @G OFMER N 2hE, 7% 7 =F P
AT 60 mg KON iR 7 Y A R=7 = KU > 120 mg Z % i & L Chelhat L7,

% 52 - #iE (PJPROO035 iHER)

BEREREEEOHA O— F : PJPR0O035 K ER

AERMDIERE : A comparative study of the safety and efficacy of a twice-daily fexofenadine HCI 60 mg -
pseudoephedrine HCI 120 mg combination versus its components alone in the management of
ragweed seasonal allergy

s : I
SEFEERMEE : 17H% (hT4)

AFITHR : Sussman GL, Mason J, Compton D, Stewart J, Ricard N. The efficacy and safety of
fexofenadine HCI and pseudoephedrine, alone and in combination, in seasonal allergic rhinitis. J
Allergy Clin Immunol. 1999 Jul;104(1):100-6.

SAERRAR

sN0EENEANE - £ F B E
s%0NEENZTE [l =l I E
NI z—X: 1A

B :

TEAW

o TJARAUVYFHUTUILF—MELEELEZRRELT, 7xFY T+ UIERIE 60 mg / 58
TIA4 KT R 120 mgEe&EsE (LT, FEX60/PSE120) # 1 H 2 RIREDHEMMERDV
ZetE, JxXx VI UERMIE60mMg (LT, FEX60) RU BB TVA FT 7 KV
> 120mg (AR, PSE120) #*fEB& L TLEERETT 5,

E P 4L
o FEXRUPSEDRE2L—23avI7—IaFxRT49R (PPK) ZREHT 5,
o AEEZIOXEE (HBLEX) ICRTIMRERHT .
. WEREORBKEZRHT .
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BEREREEEOHA I— F : PJPR0O035 K ER
BEAk

ABERIEX, TROYIEMOBHIZ600 BN TV T LUILXF—EBEENREL. AURERUVREHEE
BMEt L=z, SHEER. ZE8®R. 04541, BTEHMERHABTHD, ABRPMIEH 3 AR TE
RIZAETH = (ROV—ZV I RUR—RS A VEZEDABDERE (Weekl,2) | AEDAED KR
(week3,4) } ., #HEBEEIX., ABREHEAOFEERERUR—RSA VDT UILXF—EROEZDAEDET
BT 7S5 AREALME (3~58M) D%, —EERTRAKEE (FEX60 #. PSE120 ##.
FEX60/PSE120 ) ~J VA LICEIfF T on. 2 BEDEEISTHNTI,

BEH: FE:600 S U4SLIE : 652 &5 : 651
S - B3t - 611 ZetE : 651
THEREE .

BHE: 72z 7z+ P UEMEOmMg LIEBET VA FI 7z R 120mgEFT 5EE8%E (FEX
60 mg / PSE 120 mg &)

‘’EAE:1H2E {7:00 AM (1) RV 7:00 PM (x1B5fE) | 2:8/E, #OKRET 5,
TS5REAH : 3~5H8M
AR 2,8/
PoicE- 3R
FE: 7z%v 7z UEMIE60mgaAT 5%l (FEX60 mg £t )
BB TYA FT 7z K> 120mg&EHFT S85HF (PSE 120 mg %)
‘’EAE:1H2E (7:00 AM BT 7:00 PM) 28/, #O&ET %,
FHEIEE -
B

Lo, 2. 2-0Z - EOIDAH, BOMDH - iR - BOFM., KEFADS5EKIZDOLNT, 5
BEOBREFTMICKLYIThHhi, BEKRDT7 (TSS) . X7 (NCS) RUKFAZRCHBERKRRD
7 (TSS-NCS) h"E#MMHE LT fic iz, #HEREE. HBRHAMRTEAFR 7 (1M DAL
ERFRNCTUILX—EREFRE Lz, 7LULF—ERICDOWNT, BT 1285/ (Reflective) & U 1
BffE (instantaneous) ZRBEL7-RXaT7#iEA LT,

T, HEREX. BERHRV_EERPOVEREROFEZ 7KL Y 1 BRE~3 BEOMERIOAERX
[ZDoWWTHEFRLT=,

FTEFMMEEE
PSE [Zx9 % FEX/PSE @ 7:00 PM reflective TSS-NCS DA—X 54 UINbDELE
FEX [Zx9 % FEX/PSE @ 7:00 PM reflective NCSDR—X 54 U b DEILE
BIREFHEE B
B Z &M 7:00 PM reflective TSS FHDAR—RX 54 U5 DELLE
B Z & ® 7:00 PM instantaneous TSS, NCS, TSS-NCS FHDAR—X 54 oML DELE
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BEREREEEOHA I— F : PJPR0O035 K ER

FLIEHI instantaneous TSS, NCS, TSS-NCS EHOAR—X S5 A4 UM DL E
B Z & 7:00 PM reflective HIER R AT FHD R—X 54 UL DEILE
Tt BEER. BRREMB. XM 2940, BEFERV 12FE0LER
EYHRE - MIEH FEXIPSE RE
EREF B RUZROEEMREHR (WPA) RUKREDRRIKE
MEFE -

HEDOEEFHMIEE TH S 7:00 PM reflective TSS-NCS RU NCSDR—R 54 U b DEILEDAE
MTIE. R—XF4 2D TSS-NCS XIFAR—RF 4 2D NCS. . RUBREHFHATHIZAL:
HOBHPH (ANCOVA) ETILEEA LIz, TEMEFTICDOLTIL, intent-to-treat (ITT) M & ARERE
MeETEIEE S [protocol correct (PC) 1 EFMOMAERERE LB EIT o1,

HEOEENE. FEOXEEICODNWTEEESLICHERMITTRL., BELEEO-OHIZEIESTET
JL & Mantel-Haenszel j&Z @B L 1=,

BEEKIL. MedDRA Version 5.1 ZAL a— K{E L. MedDRA Version 6.1 # LN THE L 1=,
i

FEX/SPEE&#| (FEX60mg/SPE120mg) M 1 H 2\xE(X, Z2ThHY. BBRMEB &LL<, ER
AIUDNNETHER (BFAEBRLEIRZAD7) IZx L PSE B&| (PSE 120 mg BID) & Y%iRH
ThHY . ERFZIUANEFELLZVER (BFRXa7) 123 L FEXB#H| (FEX60 mgBID) & YR
THHIZEMNER SNz, SHIZ, FEX/SPEEEHIE. BEEFLEIEEMICTHE WV THEA| (PSEH
BWIFEX) KUYBWKREEZRLIz, BT —40 53 FEXERFIORLTOT 4 —ILEEF L
271,

252 AEBXZREM

1THERX T TI04 MW A7 V—=2 7 &, ZD ) H 624N T X ME ST, 14N R Gri
(ZHIE L7e72®, 65244 D 5 6 651 44 MBI OIRERIEN & 5- S /- (FEX60 #F 218 44, PSE120 ¥
218 44, FEX60/PSE120 #f 21544) . Z O 651 44 &2 & 22 VERFAl e 4R & L7-, 651 4 3% 5-fii &
O G-FtR#% 0 7 : 00PM Reflective SEK OFEA 2 T4, ITT M E L7c, ITT £ D 651 4D 5 6,
BEERIRREHEED D OB 2 h o 72 611 4 % EE A W B OEBRGHEE# & (PC) %
L LT,

253 HHRESE

R—=R2 T A U ONAFRHFRRE R QR RICEI T 2R, 3G CRE e o Tz,
651 44 W B 274 44 2otk 37T 44 CL SEMRE K OV H RIZENZEH 7247 kg K1Y 168.15cm ThH
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STz, BBGHEONLFEENIT, FEX60 #f 34.9 5%, PSE120 £ 31.7 i M (Y FEX60/PSE120 #¥ 33.0 1% CTd»
-7 (F£53) .,

5 53 - AO#EFa4E- ITT &£ (PJPRO03S 5ER)

Race [n (%)]

FEX60 PSE120 FEX60/PSE120 All
(N=218) (N=218) (N=215) (N=651)
Age (years)
Number 218 218 215 651
Mean (SD) 34.9 (12.4) 31.7 (11.1) 33.0(11.49) 33.2(11.7)
Median 34.0 31.0 33.0 32.0
Min : Max 12:64 12 : 66 13:66 12 : 66
Sex [n (%)]
Number 218 218 215 651
Male 93 (42.7%) 90 (41.3%) 91 (42.3%) 274 (42.1%)
Female 125 (57.3%) 128 (58.7%) 124 (57.7%) 377 (57.9%)

Number 218 218 215 651
White 186 (85.3%) 194 (89.0%) 186 (86.5%) 566 (86.9%)
Black 13 (6.0%) 9 (4.1%) 13 (6.0%) 35 (5.4%)
Asian/Oriental 18 (8.3%) 12 (5.5%) 12 (5.6%) 42 (6.5%)
Other races 1 (0.5%) 3 (1.4%) 4 (1.9%) 8 (1.2%)
Height (cm)
Number 217 218 214 649
Mean (SD) 168.04 (9.01) 168.27 (9.11) 168.15 (8.86) 168.15 (8.98)
Median 168.00 168.00 168.00 168.00
Min : Max 145.0 : 195.0 146.0 : 190.0 148.0:193.0 145.0: 195.0
Weight (kg)
Number 218 218 213 649
Mean (SD) 74.02 (17.33) 72.34 (15.09) 71.02 (15.35) 72.47 (15.98)
Median 70.25 70.00 70.00 70.00
Min : Max 42.2:144.0 36.5:123.5 38.8:126.0 36.5:144.0

PGM=PRODOPS/M016455/OVERALL/CTD_2011_FDC/REPORT/PGM/dem_demo_i_t.sas
OUT=REPORT/OUTPUT/dem_demo_i_t_pjproo3s_i.rtf (I - 15:23
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254 BREWKR

TRERIE DO ARFEHIM 1. ) (SD) T FEX60 #f 15.6 (2.4) H. PSE120 #f14.8 (3.1) H.
FEX60/PSE120 £ 155 (2.1) HTh o7~ (F54) .

R 54 - RERZEIREAME - ITT &£F (PJPR0O035 S E&R)

FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)
Duration of study treatment (days)
Number 218 218 215
Mean (SD) 15.6 (2.4) 14.8 (3.1) 155 (2.1)
Median 15.0 15.0 15.0
Min : Max 5:21 1:26 7:22

PGM=PRODOPS/M016455/0OVERALL/CTD_2011_FDC/REPORT/PGM/cdc_exposure_i_t.sas
ouT=REPORT/OUTPUT/cdc_exposure_i_t_pjpro035_i.rtf (I - 15:35

255 HHEOFE
LRI O EARBT O R (TTHH) OffR% % 55, % 5677,

FEX60/PSE120 #fi%, PSE120 FfiZ X 7:00 PM reflective TSS-NCS  (/F1% 7 FFD IR H AT 12 BT & 1
B L 7= SPAZ RS RIERA T T) OR—AT A4 UL OB LRI E R Aa TRV Z /R LTz (p<
0.0001) , F7=. FEX60/PSE120 #i%. FEX60 EEIZx% L 7:00 PM reflective NCS (4% 7 B oD IR #eR(T 12
BE A SOk L7 B BER A aT) OR—R T A4 UInbE OB BICHEER ATV EZR L (p=
0.0005) . [FIERDFHRL, PCEMTHEFL T,

B ENMEORIR A H <& 5 7:00 PM reflective TSS  (“F-t4 7 B D ARFEAT 12 FERE] 2 SO U 7= iR
A=7) | 7:00 PM instantaneous TSS (“Ft% 7 RFDARIERT 1 RFfE] & J ik L 7= F8EdR A =2 77) | 7:00 PM
instantaneous NCS (/% 7 IRf D ARHEA( 1 Ryfi] 22 Sk U 72 & PASER 2 =2 77) KO 7:00 PM instantaneous
TSS-NCS (“Ff& 7 W D IRFERT 1 5 2 Sk L 72 B PHZ BR S HEIR 2 2 77) DR—=2 T A b DAL
HEIZIBWT, FEX60/PSEL20 #fi PSE120 BEIZ AT E A A a T & 7- Lz,
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% 55 - I 585l 7PM reflective TSS-NCS QO H#ifFIEHZEILE - ITT £ (PJPR0035 iHER)

Treatment group

Variable Fexofenadine Pseudoephedrine Combination
(n=218) (n=218) (n=215)

Baseline
Mean = SE' 8.19=0137 797 £0.138 784 £0135
Double-blind Period
Mean < SE! 6.00 =0.147 6.51 £0.162 5.54 £0.165
Change from Baseline
Mean = SE2 -205=0137 -1.42+ 0137 2320139
Comparisons: p-values

Cwerall treatment differences 0.00013

Fexofenadine vs Combination 0.15792

Pseudoephedrine vs Combination 0.00012

Treatment-by-site interaction 0.3078¢

Treatment-by-baseline interaction 024445

Within group mean and standard emror

[ I R A LS I

interaction
T35-NCS: Total Symptom Score, excluding Nasal Congestion Score

B

Least sguare mean and pooled standard error from ANCOVA model containing site, treatment and baseline

P-value from ANCOVA model containing site, treatment and baseline

P-value from ANCOVA model containing site, treatment, baseline and treatment-by-site interaction

P-value from ANCOVA model containing site, treatment, baseline, freatment-by-site interaction and treatment-by-baseline
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5= 56 - IR 58 5| 7PM reflective NCS DEIfFHZE L= - ITTEFM (PIJPR0035 :HER)

Treatment group

Variable Fexofenadine Pseudoephedrine Combination
(n=218) (n=218) (n=215)

Baseline
Mean = SE/ 2.36 £ 0.030 2340029 2.32+0.031
Double-blind Penod
Mean = SE/ 1.98 = 0.041 1.88 £ 0.041 1.76 = 0.046
Change from Baseline
Mean = SE? -0.36 = 0.040 045+ 0.040 -0.56 = 0.040
Comparisons: p-values

Cwerall freatment differences 00023

Fexofenadine vs Combination 0.0005°

Pseudoephedrine vs Combination 0.0590e

Treatment-by-site interaction 0.1090+

Treatment-by-baseline interaction 04171

Within group mean and standard error
Least square mean and pooled standard error from ANCOVA model containing site, treatment and baseline
P-value from ANCOVA model containing site, treatment and baseline
P-value from ANCOVA model containing site, treatment, baseline and freatment-by-site interaction
P-value from ANCOVA model containing site, treatment, baseline, treatment-by-site interaction and treatment-by-baseline
interaction
NC3: Masal Congesfion Score

(53 = L I

B

2.5.6 TEMOFHE

AR DA FEFGT sponsor’s version of the World Health Organization Reaction Terminology Dictionary
(Merrell Dow Adverse Event Dictionary )% i\ C 22— R S BRFEHRIEZSER ST\, TD,
MedDRA Version 5.1 % iV T =2— R{E L. MedDRA Version 6.1 % I\ TG S 7 BT FE#H
#H#E (Amended CSR) 2MERLSNTEY ., AHGETIX, 2z CTD HREMORMERE Lz, £/,
CTD 5 Clx MedDRA/J Ver.14.0 % FIV CHERF L7,

PJPR0035 7k D22 ME DRRFHT O Tl EFC11243 3Bk & [RIERIC, EICIREYI O TEAE % AW T

P L7z, E£7-. FBLL7Z TEAE &VREREE & ORIREIFRIZ,  [Definitely Related) . [Probable] .
lPossible] . [Unlikely] X% [Notrelated] ¢ 5B CaFli <41, [Definitely Related] .
[Probable] iZ [Possible] & &7z d & K EBURAEE TE 2V TEAE & LTz,
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256.1 BEER

FEHS (TEAE) OEHAFK S5TITRT,

KR BARR & R 72y TEAE 3RS SV ERIIX, FEX60 ff 32.6% (71/218) . PSE120 #f 45.4%
(99/218) . FEX60/PSE120 #f 51.2% (110/215) Th o7, HELAEFREK U CHITRD Hi/s
hotz, TEAE (XY iRBR%Z Fik L7 ERIIZ, FEX60 B 0.9% (2/218) . PSE120 #f 6.4% (14/218)
FEX60/PSE120 #¥ 3.7% (8/215) Th ~7z,

R57-BEEZROEHN : HIF (%) - REMFTMERER (PIPR0O035 KER)

FEX60 PSE120 FEX60/PSE120
n(%o) (N=218) (N=218) (N=215)
Patients with any TEAE 71 (32.6%) 99 (45.4%) 110 (51.2%)
Patients with any treatment emergent SAE 0 0 0
Patients with any TEAE leading to death 0 0 0
Patients with any TEAE leading to permanent
treatment discontinuation 2 (0.9%) 14 (6.4%) 8 (3.7%)

TEAE: Treatment emergent adverse event, SAE: Serious Adverse Event
n (%) = number and percentage of patients with at least one TEAE

PGM=PRODOPS/M016455/0VERALL/CTD_2011_FDC/REPORT/PGM/ae_overview_s_t.sas
ouT=REPORT/OUTPUT/ae_overview_s_t_pjpro035_i.rtf (| - 13:46)

256.2 HBHIKHONEZIEEER
T T O TEAE OB BRI MK OFARGER O BEE % 3% 58 ~7,

e bR BUERE 3B 7> 72 TEAE OSBRI TR RS | ©, FEX60 £ 294 (13.3%) .
PSE120 B£ 514 (23.4%) . FEX60/PSE120 £ CT 374 (17.2%) Th o7z, Ik bIEBHENED > T-
TEAE OFEAGEIL, T8 LY TRIRE] Thortz, [HE) 1X FEX60 #F 254 (11.5%) .
PSE120 #£ 38 4 (17.4%) . FEX60/PSE120 #£ 284 (13.0%) TH V. [RERSE] (X, FEX60HE 7 4

(3.2%) . PSE120 B 2844 (12.8%) . FEX60/PSE120 Bt 244 (11.2%) T -7z,

B b B DS E 00 o o IR BREE & ORI RBIR NG E TE 70V TEAE O ERIRGEIL. TR
| C, FEX60 /% 1844 (8.3%) . PSE120#f 374 (17.0%) . FEXG60/PSE120 #£ T 27 4 (12.6%)
Tholo, mOHFEEBHENED > LIRIEK & ORI EBMRNEE CTE e TEAE OIEAGEIL,  T8H
il KO TRIRE] Th o7, T8 13 FEX60 B 16 4 (7.3%) . PSE120 #£ 27 4 (12.4%) .
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FEX60/PSE120 B 204 (9.3%) TodH V. [ RERAE] 1%, FEX60RE 44 (1.8%) . PSE120 £ 27 4
(12.4%) . FEXG60/PSE120 #f 214 (9.8%) TdH -7z,

2563 BRCRUVEELEEER

AR T, FECROEBLRAEFRITRO beh Tz,

2564 TOHMOEELHEEER

256.41 HREBOFILIZELZFEER
AERO T IRIZE D TEAE JER O —& % 5% 59 IZ7R7,

RERO T IIZE S TEAE OB, FEX60 #£ 0.9% (2/2184) . PSE120 ¥ 6.4% (14/2184) .
FEX60/PSE120 # 3.7% (8/2154) T -o7- (F57) ., REROPILIZES TEAE & LT [RIRE] |
ML BEL AL,

25.6.42 ERKRREHE. N1 2ILTA4 2

BRI, 3BEM CTEIT R -T2, A Z LY A . ECG TIL, BRRMICHERZEMITIA OGN
IR,

257 EERE

HAIE L OWER, BRI ET o7, T X TORET, (EHFEFR OB ROBEE LTI
I B0 T, AEFEOARFEM L, PSE120 BEICE X, FEX60/PSE120 B CHERUWENRD LT,
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% 58 - RTOD TEAE DHBHEE - RLMFMEHERER (PIPRO035 FHER)

Primary System Organ
Class

Preferred Term n(%)

Any class

PR K UFAERE
AV LI

n

=
ol
%

58

b

¢a
*g

X
i

Bl S pE 4
OEAJLRR

ERERE

mERH LV VNREE
yF R BRI NSE
YFEETRIB INSE
Y ke g ibnd
B I ER I fNE
SFP IR

RERES
BEE

REB L UVRERES
BARER

2

0

2

FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)

All Related All Related All Related
71(32. 6%) 36 (16.5%) 99 (45. 4%) 80 (36.7%) 110 (51.2%) 75 (34.9%)
(0. 9% 1 (0. 5%) 4 (1.8%) 2 (0.9% 6 (2.8%) 1 (0. 5%)

0 1 (0. 5%) 1 (0. 5%) 2 (0.9% 0
(0. 9% 1 (0. 5%) 1 (0. 5%) 0 2 (0.9% 1 (0. 5%)
0 0 0 1 (0. 5%) 0
0 0 0 1 (0. 5%) 0
0 1 (0. 5%) 1 (0. 5%) 0 0
0 1 (0. 5%) 0 0 0
(0.9%) 0 1 (0. 5%) 0 1 (0. 5%) 0
0 0 0 1 (0. 5%) 0
0 1 (0. 5%) 0 0 0
(0.5%) 0 0 0 0 0
(0. 5% 0 0 0 0 0
(0. 5% 0 0 0 0 0
(0. 5% 0 0 0 0 0
(0. 5% 0 0 0 0 0
0 4 (1.8%) 3 (1.4%) 3 (1.4%) 1 (0. 5%)
0 3 (1.4%) 3 (1.4%) 1 (0. 5%) 1 (0. 5%)
0 0 0 1 (0. 5%) 0
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FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)

Primary System Organ
Class

Preferred Term n(%) All Related All Related All Related
1K i #ESE 0 0 1 (0.5%) 0 1 (0.5%) 0
BHEE 8 (3.7%) 5 (2.3%) 36 (16.5%) 35 (16.1% 33 (15.3%) 30 (14.0%
TERAE 7 (3.2%) 4 (1.8%) 28 (12.8% 27 (12.4% 24 (11.2% 21 (9.8%)
i 0 0 3 (1.4%) 3 (1.4%) 5 (2.3%) 5 (2.3%)
R 0 0 3 (1.4%) 3 (1.4%) 3 (1.4%) 3 (1.4%)
FRAEEER 0 0 2 (0.9%) 2 (0.9%) 2 (0.9%) 2 (0.9%)
BLBEEDES 1 (0.5%) 1 (0.5%) 2 (0.9%) 2 (0.9%) 2 (0.9%) 2 (0.9%)
EE 30 0 0 0 0 1 (0.5% 1 (0.5%
Hh A AR AE 0 0 0 0 1 (0.5%) 1 (0.5%
HEAREE 0 0 0 0 1 (0.5% 1 (0.5%
Bk 0 0 1 (0.5%) 1 (0.5% 0 0
MERES 29 (13.3%) 18 (8.3% 51 (23.4% 37 (17.0% 37 (17.2% 27 (12.6%
EEE 25 (11.5%) 16 (7.3%) 38 (17.4% 27 (12.4%) 28 (13.0%) 20 (9.3%
FEMHOHF 0 0 7 (3.2%) 6 (2.8%) 3 (1.4%) 3 (1.4%)
BISPERICH SRR 0 0 3 (1.4%) 1 (0.5%) 2 (0.9%) 2 (0.9%)
&R 2 (0.9%) 0 3 (1.4%) 3 (1.4%) 2 (0.9%) 1 (0.5%
FEHEDHEL 0 0 0 0 1 (0.5% 1 (0.5%
KREE 1 (0.5%) 0 2 (0.9%) 2 (0.9%) 1 (0.5% 0
EROHEET 0 0 0 0 1 (0.5% 1 (0.5%
FRERITE 1 (0.5%) 1 (0.5%) 2 (0.9%) 2 (0.9%) 1 (0.5% 1 (0.5%
K 0 0 0 0 1 (0.5% 0

PR 0 0 0 0 1 (0.5% 1 (0.5%
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FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)

Primary System Organ
Class

Preferred Term n(%) All Related All Related All Related
Ei 0 0 1 (0.5%) 0 0 0

EEE 1 (0.5%) 1 (0.5%) 2 (0.9%) 1 (0.5% 0 0
BREE 0 0 1 (0.5%) 1 (0.5%) 0 0
RfEE 1 (0.5%) 0 3 (1.4%) 2 (0.9%) 3 (1.4%) 2 (0.9%)
BRRZIE 0 0 0 0 1 (0.5% 0

=0 0 0 0 0 1 (0.5% 1 (0.5%
B8 0 0 0 0 1 (0.5%) 1 (0.5%
TR 1 (0.5%) 0 1 (0.5%) 0 0 0

AR 5K 0 0 1 (0.5%) 1 (0.5% 0 0

AR AR fE AR 0 0 1 (0.5%) 1 (0.5% 0 0
EBSURBRES 1 (0.5%) 0 2 (0.9%) 2 (0.9%) 1 (0.5%) 1 (0.5%
BEZ5EE 0 0 0 0 1 (0.5% 1 (0.5%
EF R 0 0 1 (0.5%) 1 (0.5% 0 0

Hig 1 (0.5%) 0 2 (0.9%) 2 (0.9%) 0 0
DEEE 0 0 6 (2.8%) 6 (2.8%) 4 (1.9% 4 (1.9%
ol 0 0 3 (1.4%) 3 (1.4%) 4 (1.9%) 4 (1.9%)
SRR 0 0 3 (1.4%) 3 (1.4%) 0 0
mEEE 0 0 2 (0.9%) 2 (0.9%) 1 (0.5%) 1 (0.5%
FTY 0 0 1 (0.5%) 1 (0.5% 1 (0.5% 1 (0.5%
&I E 0 0 1 (0.5%) 1 (0.5% 0 0
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FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)

Primary System Organ
Class

Preferred Term n(%) All Related All Related All Related
FEORER. MIERE & VMR

EE 15 (6. 9%) 6 (2.8%) 10 (4. 6%) 6 (2.8%) 13 (6. 0%) 8 (3.7%
O fEIREE 8 4 (1.8%) 2 (0.9% 1 (0. 5%) 0 5 (2.3% 3 (1.4%
IRRREZ 1% 1 (0. 5%) 1 (0. 5%) 2 (0.9%) 2 (0.9% 2 (0.9% 2 (0.9%
e Of PR 2t 2 (0.9%) 1 (0. 5%) 1 (0. 5%) 0 2 (0.9% 1 (0. 5%)
SHm 2 (0.9%) 2 (0.9% 1 (0. 5%) 1 (0. 5%) 2 (0.9% 1 (0. 5%)
SEIR 0 0 0 0 2 (0.9% 2 (0.9%
IREEFE 0 0 0 0 1 (0. 5%) 0

IAS 0 0 0 0 1 (0. 5%) 0

i 2 0 0 3 (1.4%) 2 (0.9% 0 0
[EXEE 0 0 1 (0. 5%) 0 0 0

% Ik 3 (1.4%) 0 0 0 0 0

SB 1 (0. 5%) 0 0 0 0 0

L 1 (0.5%) 0 0 0 0 0
Le#k 1 (0.5%) 0 0 0 0 0

NIRRT HE 1 (0. 5%) 0 0 0 0 0
EROBBIE RS 1 (0.5%) 0 1 (0. 5%) 1 (0. 5%) 0 0
BEE 7 (3.2%) 6 (2.8%) 26 (11.9% 23 (10.6%) 33 (15.3%) 24 (11.2%)
Bib 1 (0. 5%) 1 (0. 5%) 11 (5. 0%) 10 (4. 6%) 15 (7. 0%) 12 (5. 6%)
OMNEIE 1 (0. 5%) 1 (0. 5%) 12 (5. 5%) 12 (5.5%) 6 (2.8%) 6 (2.8%)
HIEFR 0 0 0 0 4 (1.9% 3 (1.4%)
=R 0 0 1 (0. 5%) 0 2 (0.9% 2 (0.9%)
E3E5 1 (0. 5%) 0 0 0 2 (0.9% 0
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FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)

Primary System Organ
Class

Preferred Term n(%) All Related All Related All Related
RE AR AR =% 1 (0.5%) 1 (0.5%) (0. 5%) 0 1 (0.5%) 1 (0.5%)
TR &R 0 0 0 1 (0.5% 0

LR &R 1 (0.5%) 1 (0.5%) (0. 5%) 1 (0.5%) 1 (0.5%) 0

772 HEORK 0 0 0 1 (0.5% 0

T 3 (1.4%) 3 (1.4%) (0. 5%) 1 (0.5% 1 (0.5% 0
BB % 0 0 0 1 (0.5%) 0
A=ELR 0 0 0 1 (0.5% 1 (0.5%
ok 0 0 (0. 9% 2 (0.9%) 0 0
AD#EERE 0 0 (0. 5%) 1 (0.5% 0 0

HEE 0 0 (0. 5%) 1 (0.5% 0 0
REHLVETHEREET 2 (0.9% 0 (2.3%) 4 (1.8%) 4 (1.9%) 4 (1.9%
it 0 0 0 2 (0.9%) 2 (0.9%)
X 1 (0.5%) 0 0 1 (0.5%) 1 (0.5%)
aF 0 0 (0. 5%) 1 (0.5%) 1 (0.5% 1 (0.5%
=P 0 0 0 1 (0.5% 1 (0.5%
%TE 0 0 (0. 5%) 1 (0.5%) 0 0

BT 0 0 (0. 5%) 1 (0.5%) 0 0
EH5MUKD 0 0 (0. 5%) 1 (0.5% 0 0
BIREBIRKRE 1 (0.5%) 0 0 0 0

EmP 0 0 (0. 5%) 0 0 0
EBRE USSR

pEE 3 (1.4%) 1 (0.5%) (1. 4% 0 7 (3.3%) 0
HHbE 1 (0.5%) 0 (0. 5%) 0 4 (1.9%) 0
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FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)

Primary System Organ
Class

Preferred Term n(%) All Related All Related All Related
)R 0 0 0 0 1 (0.5%) 0
B 1 (0.5%) 0 1 (0.5%) 0 1 (0.5% 0
IHARsE 0 0 0 0 1 (0.5%) 0
HEEE 0 0 1 (0.5%) 0 0 0
it 1 (0.5%) 1 (0.5%) 0 0 0 0

pic)is e 1 (0.5%) 0 0 0 0 0
BB LURBES 1 (0.5%) 0 1 (0.5%) 1 (0.5% 0 0

PR PR R 2 1 (0.5%) 0 0 0 0 0
FRERIEE 0 0 1 (0.5%) 1 (0.5% 0 0
ARERB L VAERE 1 (0.5%) 0 2 (0.9%) 0 2 (0.9%) 1 (0.5%
BEE 0 0 0 0 1 (0.5%) 0

fEE H i 0 0 0 0 1 (0.5% 1 (0.5%
RIZERHIE 1 (0.5%) 0 2 (0.9%) 0 0 0
—M - £2HEESSIVER

B A K RE 2 (0.9%) 2 (0.9%) 6 (2.8%) 4 (1.8%) 8 (3.7% 7 (3.3%
R 0 0 3 (1.4%) 2 (0.9%) 4 (1.9%) 4 (1.9%)
FEER AR =% 0 0 1 (0.5%) 0 2 (0.9%) 2 (0.9%)
9w 0 0 0 0 1 (0.5%) 0
ENIEE 0 0 0 0 1 (0.5% 1 (0.5%
Rk 0 0 0 0 1 (0.5% 1 (0.5%)
ZRE 1 (0.5%) 1 (0.5%) 1 (0.5%) 1 (0.5% 1 (0.5% 1 (0.5%
' HE 0 0 1 (0.5%) 1 (0.5% 0 0

Page 107



276 BRDHABDELSD
T4 LT SERAEE

FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)
Primary System Organ
Class
Preferred Term n(%) All Related All Related All Related
UL UL R 1 (0. 5% 1 (0. 5%) 0 0 0 0
ERRRE 10 (4. 6%) 2 (0.9% 5 (2.3%) 3 (1.4%) 13 (6. 0%) 4 (1.9%
S EA TR AR AN 0 0 1 (0. 5%) 0 4 (1.9%) 1 (0. 5%)
ERRBRERER 1 (0. 5%) 0 0 0 2 (0.9% 0
meEYJLE iEm 0 0 1 (0. 5%) 1 (0. 5%) 1 (0.5%) 1 (0.5%)
s J RoRERd 0 0 0 0 1 (0. 5%) 0
mep b)) FiE
hn 6 (2.8%) 0 0 0 1 (0. 5%) 0
DHME 1 (0. 5%) 1 (0. 5%) 0 0 1 (0. 5%) 1 (0. 5%)
FRMIRRER 0 0 0 0 1 (0. 5%) 0
ANESOEVED 0 0 0 0 1 (0.5%) 0
DEEUE N 0 0 0 0 1 (0. 5%) 1 (0. 5%)
TIZU-FTI/ L3
VRT7x7—EEM 0 0 2 (0.9%) 1 (0. 5%) 0 0
FARINTGXUET )
S URT S
hn 0 0 1 (0. 5%) 1 (0. 5%) 0 0
AT ROy MRS 2 (0.9%) 1 (0. 5%) 0 0 0 0
RERED 0 0 1 (0. 5%) 1 (0. 5%) 0 0
B I Bk #5RL A 0 0 1 (0. 5%) 0 0 0
BE. PESIUVLESR
BHE 1 (0. 5%) 0 1 (0. 5%) 0 2 (0.9% 0
e P 0 0 0 0 1 (0. 5%) 0
e 0 0 0 0 1 (0. 5%) 0
RiZ 1 (0. 5%) 0 0 0 0 0
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FEX60 PSE120 FEX60/PSE120
(N=218) (N=218) (N=215)
Primary System Organ
Class
Preferred Term n(%) All Related All Related All Related
Bt 0 0 1 (0. 5%) 0 0 0

[ L1 TEAE SREREL DRRBFEIX, [Definitely Related] . [Probable] . TPossible] . [Unlikelyl XI& 'Not
related] O 5ERBETERM &, [Definitely Related] . [Probable] XI& lPossible] & &ht-3 DZEZEBEAFEABTETELLY
TEAE & LTz

TEAE: Treatment emergent adverse event, SOC: System organ class, PT: Preferred term

MEDDRA 14.0

n (%) = number and percentage of patients with at least one TEAE

Note: Table sorted by SOC internationally agreed order and decreasing percentage of PT in FEX60/PSE120 group

PGM=PRODOPS\M016455\0VERALL\CTD_2011_FDC\REPORT\PGM\ae_socpt_relation_s_t.sas
OuT=REPORT\OUTPUT\ae_socpt_relation_s_t_pjpro035_i.rtf (I - 14:53
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= 59 - BEROPIEIZE >T- TEAEEHID—&-

REMHETNRER (PIJPRO035 HER)

EFIEHS £ H#EA-° HREMNKDE EEE ERER
BEH 431 | (8) EXEE nE LR
A& BREBRERS BEE
0567/0036 29 1 REEE B 23
FEX60 F 6 fERE 2 5 ElE
Caucasian AE DF=bdhiE EEE
EIREE. MIZRRUR  EAE i3
S # Ef
SFA AE D=1k FEE
576/0027 28 2 HRREE hEE A
FEX60 M 10 FIERES A El1&
Caucasian AE D f=sbriE EEE
0566,/0024 32 BEES BE &=
PSE120 F XD = ElE
MultiRaci AE DF=bdhiE EEE
al 7 DS B A
1 SAAR &= Ik
AE D=1tk FEE
0567/0010 35 REEE BE 23
PSE120 F HERE 2 A El1&
Caucasian AE DF=bdhiE EEE
4 BEERRRVEEHERE $%E &
1 E A E1E
GELL TEHL FEE
568,/0026 26 1 BEES hEE A
PSE120 F 5 BibD = ElE
Caucasian AE D 1=k EEE
1 FRkaR. WERUHE FE ]
5 =E i E1§
TRIREZ IR AE D f=sheh it FEE
1 IDEEE hEE A
5 SAAR &= Ik
AE D=1t FEE
1 BHES BE A
5 TERSE i Ik
AE D=1tk FEE
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EHES Fie ®E5A FEAKXIE EfEE ARE R

BE® 451 B (A) EAE nE Lix

A& BERERS B

2 BERUREESE B A

1 Hik £ B
AE D f=8h ik FEE

RBRUEERS hEE A

BAHIR 3 E1E
AE D f=8h ik FEE

3 BERUREESE B A

1 E = Bl
AE D f=8h ik FEE

3 —f% - £HEFRUE $HEE <)

: S8 0IRE = mE1E
BAE AE D t=sHhit FEE

3 —f% - £HEFRVE $HEE <)

1 S8 0IREE = mE1E
BAE AE D t=sHhit FEE

3 —fg - 2HEERUE  HHE A

: S8 DIREE = m1E
|AIE AE D f=shrhik EEE

3 —f% - £HEFRVE $HEE <)

: S8 0IRE = mE1E
BAE AE D t=sHhit FEE

3 BERVE TH7EEE hEE A
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a Onset day is displayed as XXth day from the first IP administration.
Note: Adverse events are reported using MEDDRA 14.0
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