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Table 2 Change from baseline in MADRS total score at week 8 (ITT-LOCF)

Treatment n Adjusted SE Difference vs placebo

group Mean SE Order Adjusted Adjusted
of test 5% ClI P-value

Placebo 1856 0.77 - - - -

BUPI50 190 0.77 =0.5 1.00 =27 17 04853

BUP300 183 076 1.0 1.00 NIA A

Motes: Cls and the adjusted P-values were based on Dunnert's step-down procedure. The statistical model included trestment group, region (country}, and basekne value as
explanatory variables. Since the first comparison (placebo vz BUPISO0) failed to shaw significance, the second comparison (placebo v BUP30G) was not performed. in order
o control type | error rate.
Abbreviations: BUP| 50, bupropion SR 150 mg/day {once daily); BUP300, bupropicn SR |50 mg/day ttwice daily); Cl. confidence interval; ITT-LOCF, intent-to-reat, last
observation carried forward; MADRS, Mmtgamery—Asberg Depression Rating Scale; N/A, nat applicable; SE, standard error; SR, sustained release; n, number; vs, versus.

Table 3 Comparison of change from baseline in MADRS total scores (ITT-LOCF)

Visit Treatment n Adjusted SE Difference vs placebo
group mean Mean SE 95% Cl
Week | Placebo 186 —34 0.38 - - -
BUF150 1%0 -2.9 0.38 0.6 .48 -0.4, 1.5
BUP3CO 188 -7 0.28 0.7 0.49 -02,1.7
Week 2 Placebo 186 —6.2 0.47 - - -
BUF1 50 130 -5.0 0.47 1.2 061 00,24
BUP300 188 5.0 047 1.2 061 0.1,24
Week 4 Placebo 186 -9.2 0.61 - - -
BUPI50 150 83 0.60 09 078 —07,24
BUP30C 188 ~-82 0.60 1.0 078 ~0.6,2.5
Week 6 Placebo 186 —LB .70 - - -
BUPI5¢C 190 .7 0.70 0.1 0.90 -1.7.1.8
BUF3G0 188 AR 0.69 0.7 090 -1.1,24
Week 8 Placebo 186 -139 077 - - -
BUPI50 190 -144 0.77 -0.5 1.00 -24,15
BUF3C0 188 -129 0.76 1.0 1.00 =1.0,30

Abbreviations: BUF150. bupropion SR 150 mg/day (once daily); BUP300, bupropion SR 150 mg/day (twice daily): CL confidence invesval; ITT-LOCF, inent-to-treat, lasc

chservation carried forward; MADRS, I"Imlgormrr-#s

berg Cepression Rating Scale; SE, standard error; SR, sustained release; n, number: vs, versus.
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4]

FEEREER) - 6 HEOBRYMIC D2 2E L TAY — « 7 AN
V79 OFEFHMERE (MADRS) At A7 OR—=2F 4 )b DZEAL
X, BRRRTHE SN, PHbENnT, FKAZ, 77rEFY (BU),
FETXAIRA M Ty T T ue At OAAEDYE (DM B
U) ##h SN RIcon T, 6 oGP oIz 5 MA
DR SHRIA T OE{LERT, -

®A

TERMEE DM+BU BU P&

G BMMAFMMI-Hh-EZMADRSEITATT

OEL (TH) -13.7 8.8 <0.001
GEEMOMADRS&HAITOEL 7.2 121 0.013

;] [o675] ~[0677))

[ RAITRTEOIZ, MADRSEFF AT (9 D¥Wali RE) 1%, 18
WO1EEBE TS 2, BURMIZH~, DM& B UDOHEAGHOETHEIZH
DLz, 6 AL, DM/ BUMAZEDLEDOEKEIZ, MADR S&FFA=
TETTaEA R E R L TR 4 2 % S, ([0685])
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RERIZ, TXA IR A ML T 7T Tt OMAEDREIX. O

DIRF IV THINAY, TR IR E /T L2 L% Lz ) ([0
5 687)
(7) FEhipl 6

[R5 oFMEEE (MDD) OBFICBITL, 7FA A M7 7 v

(DM) &7 7nabt4y (BUEZIEBUP) OflAfbEton, FHIH,

T U A MME, —EEMR. Sk, 7T &R IO KRR K[E T FE i S

10 Nic, MENLHEEDOMD D OMEZK SNT-AFH3 2 7T NOBHEIL, &

o3 AM-1Z1 A 1E, 20k -1 H 20, G5F6HFE, 7% A ha 2

M Z77245mg,/ 7704 105mg (DM/BU) (n=16

3). FFT IR (n=164) 2&ET L5720, 1 1 TEERIC

wonTonl.) (0701])

15 [HBEDORMEB I ORN—AT 4 L OREE L FITRT, -
[#15]
45 mg DM/105 mg BU FoEA
R (5E) 42.1(12.71) 41.1(13.78)
ot A (%) 93 (60.1%) 117 (71.3%)
A, AH()
B 88 (54.0%) 52 (56.1%)
REELZFT IUHAET |61(374%) G5 {33.5%)
EVE
FLFR 9 {5.5%) B (1.9%)
fhELITRELL 51(3.1%) 9 (5.5%)
BMI {mg/kg®) 292 (5.59) 29.4 (5.66)
MADRS 5T R 27 33.6(4.43) 33.2 (.36)
GIS AT 4.6 (0.59) 4.6 0.57)

T—R0E, BITEEEOGWVEY ., FHE D) THE.,
BAIE - eMI=[E B su=T 0P > . I S=EIEEOREZRINERE  DM=TF A b
OA RLTZF; MADRS=E LT A ) —  FRANLT 3 OWEDRE

] (f[o703). [0704))
IARRBR O FZEHIHE A 13, 6 HICBITOMADR SEFFA 2T O
— 254 ™D ENTH ST, DM/ BUIT. TEIMEBE IS L.

14 -



10

15

20

25

9 O OIER ZREICE L &E L, BEmIZiZ, - DM/ BUIL, 7
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