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Concentrations(ug/mL)

CH3| 0 1

Dexibuprofen

18

HM-DER &
(300mg 2T x 1)

SHAH® B

(300 mg 1T g 6hr x 2) 90% C.l.

Z)BEEZ I X2

| AUCo.24 (hr-ng/mL) 155.60+ 40.94 161.11+ 37.50 0.9176- 1.0007
| Crnax [0-6h] (ng/mL) 22.71+ 6.64 21.15+ 4.98 0.9240- 1.1968
| Cnax [6-240] (ng/mL) 23.77+ 4.91 0.8713- 1.1444
| Tmax [0-6R] (hr) 2.19+ 0.97 2.17+1.24

Tmax [6-24h] after dose 2 (hr) 2.50+ 0.98
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Concentration (ug/mlL

307

—A— HM-DER 600mg 1%
—@— Daxfen 300mg 2H

257

207

(Jw/Bow) -ou0H

—®— Daxfen 300 mg

—®— Maxibufen ER 600mg

8 12 16 20 24

6 12 18 24 30 36 42 48 54 60 66 72 78 84 90 % Time (hrs)
Time (hr)
HM-DER 600 mg Daxfen® 300 mg M=K

Q12h*7 Q6h*10

(90% A2 77h

AUC,,(ng-hr/L) 129.70+23.72 150.04+27.09

0.8606(0.8099, 0.9146)

Cosmin(LQ/L) 5.77+2.71 6.38+2.83 0.9071(0.7491, 1.0984)
Cos.avg(MO/L) 10.81+1.98 12.50+2.26 0.8606(0.8099, 0.9146)
Cos max(G/L) 24.51+5.12 21.69+5.21 1.1305(1.0284, 1.2428)
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AMHIAECRE 2 A7iE: Program

Phase I Study

1 PK, °tXM  Simva CR 40mg, IR 40mg 24BAZ ARl Crax ¥
Y M, o3| Fof Toox 1
"2 PK, 9FXA  Simva CR 40mg, IR 40mg 30HAZAMO G, L
Yl M7, ut55F0q Toox 1
Phase III Study
3 FaM, Simva CR 20mg, IR 20mg (X = DI AHSE HESA
SR =) 23 S
4 2 Simva CR 20mg(Oot&!, X)) DE2AHEZ  Anytime
Z23 Yl M7, ut5 50 23
5 724, Simva CR 40mg, IR 40mg (X = IEHAHE HESHY
oMy =) S IS
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Conreentratinn (nafmi Y

Concentration {ra/m L)
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MHIAE CR & 20mg Al 34 LAAIE (22 E
H| 1)
¢ 1l f8d8 ) Y= 1DL-C Bgls

AlHIAECRY Z3Y

(N=48) (N=46) P-value
Mean + SD Mean + SD

Baseline (mg/dl) 155.08 + 15.72 151.59 + 14.50 0.2658
Week 8 (mg/dl) 97.06 + 19.20 98.09 + 23.24 0.8160
H o2k (Week 8 — baseline) -58.02 + 22.32 -53.50 + 24.62 0.3531

H ot = (%) - 37.0 - 35.0

O = -Al> 22l 95% CI [-39,79] & o=
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& HAE CR & 20mg Al 3

ul)

¢ 11 7f8d )| B 1DL-C HlsE

A QIANAIE (22 A&

O O o /M O

OfE =& MY958
T-test/ ANCOVA (N=61) (N=62)
Baseline (mg/dL) Mean + SD 154.95+ 22.27 160.55+ 25.00
Week8 Mean + SD 98.87+ 23.67 98.25+ 21.58
Change Mean + SD -56.08+ 25.84 -62.30% 22.65
Within Group p-value( <.0001* <.0001*
Percent change Mean + SD -35.67+ 15.58 -38.45+ 11.45
Within Group p-value(®@ <.0001* <.0001*
Between Group Mean + SD(95% Cl) -2.78+ 13.66( -7.65, 2.10)
p-value® 0.2634

(a) Paired T-test, (b) Unpaired T-test 0
*Statistically significant difference g o |
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Thank you
for your attention!
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