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Manufacturing Process Dv5p) (m) Span Value
Shear Force 1.03 2076
Microfluidization 0.63 0.367
Ultrasonication 0.71 0.459
Table 2
Formulation Dv g (3} Dv 5q) (pam) Dvgq (1)
Lecithin 0.24 £ 0.00 0.45 £ 0.00 0.81£0.00
DMPC 0.21 £ 001" 0.81+£0.14 37.84 £27.25
DPPC (.22 £ 0.01 0.85 £ 0.10 36.30 £ 34.26
DSPC 0.25 £ 0.02% 041 £1.83 9724 £ 103.06

Results are expressed as means + standard deviations (n = 3},

* P>0.05 following Tukey-Kramer test.

Table 3
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Maodel Equation

Cross N7Ne 1 _—
Ny~ Moo (1 + {9

Sisko N=N., + K- Yni

Mo

Williamson n= -
{1+ (K77

Mo and 1, are the asymptotic values of viscosity at very low (zero-rate viscosity) and
very high (infinite-rate viscosity) shear rates; K is the characteristic time (the lower the
value, the further to the right the curve lies); m is a dimensionless constant indicating
rheological behavior (viscosity as a function of shear rate) in the shear thinning region
where m = 0 refers to Newtonian behavior and increasing values tending to unity
corresponds to increasing shear thinning behavior; n is the power-law index and values
below and above unity represent shear-thinning and shear thickening events,
respectively;and yis shear rate.

Table 4
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Formulation FPD,, (mg) FPD, (pg/min)
Lecithin 24.84 1656
DMPC 126.30 8420
DPPC 168.36 11224
DSPC 17379 11586
Table 6
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Pharmacokinetic Parameter DMPC PPl DSPC

Crox (MGG wet tissue) 777.7 604.0 791.3
Cmax (h) i 1 1
AUC, e (mg-h/g) 28228 21144  26.830
Table 8
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Numberof  Lecithin (test run} DPPC (n=3}
Passes APT (%} TAO(%) APT{%) TAD (%)
10 54.8 1 9243+1.8 500+£93
20 99.3 0 819+14 696121
30 97.1 10.5 37.7+10 704+30
40 Q4.2 21 778 L1322 764134
50 o0 30 86.8+£1.1 78087
Eorm Number of Following Preparation After 7 days
’ Cycles APT (%) TAO (%) APT (%) TAD (%)
1 20 97.1x+34 164+ 15.2 854 £ 35" 751+ 9.0
2 50 77.9+126 856+ 15.1% 891+ 20 66,7 £ 5.3
3 70 858+ 15% 720+ 44% 815+ 05" 564+ 04"
4 100 86.8 +0.6% 67.8+ 1.0¢ Q1.7 202" 527 +1.8%
Table 9
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