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Pilot PK Study
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Pilot PK Study

Plasma Profiles of Reference Versus Three Eurand Test Formulations
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8.A: IR Portion of MR Capsule

8.B: Zofran IR tablet, 8 mg
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2 - Stage Dissolution of CTM Capsules
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Dissolution: USP Apparatus 2 (Paddles at 50 RPM (700 mL of 0.1N HCI for
first 2 hrs followed by testing at pH 6.8 by adding 200 mL of modified buffer

FIG. 10

LINEAR PROFILE OF THE MEAN
50

40 - - =8
Concentration (pﬁ/mL) N ><X\
[} N .O./ X
X: b TR
30 4 ] {\ S % X
X \ o
20 - {

10—1

|
0 X

0 5 10 15 20 25 30

Time (hours)

‘—I—TEST1 TEST 2- -e- =TEST 3=—x: = REFERENCE

40

T1: PF391EA001 (8 mg RR + 12 mg TPR with Tgo of 8 hrs
T2: PF392EA001 (8 mg RR + 16 mg TPR with Tg, of 8 hrs

T3: PF379EA001 (8 mg RR + 16 mg TPR with Tgo of 12 hrs
Reference:Zofran8 mg (BID 8 hrs apart)

FIG. 11

6/6




