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tmax Cmax AUC
. (min) (png/ml) (ng'min/ml)
In fasted condition
Reference Telmisartan 120 4948 £3.176 940.1
Pritor 60 38.179+3.145 8069
Nanostructured 45 36.1044.014 6412
Telmisartan
In fed condition, at pH=3
Pritor 120 5.874+1.124 1242
Nanestructured 30 16.949 + 4.750 2744
Telmisartan
Figure 15 (Table 1)
Test formula Fasted/Fed tmax (h) Cax (ng/ml) AUC a0t Fiei (%)
(ng*h/ml)
Pritor Fasted 1.3 2254 5716
Nanostructured
Telmis Fasted 1.7 1766 5660 102
Pritor Fed 1.9 585 3494
Nanostructured
Telmis Fed 4 310 3773 108
Figure 16 (Table 2)

12/13

RECTIFIED SHEET (RULE 91) ISA/EP




WO 2010/146406 PCT/HU2010/000070
Sample 1 Sample 2 Sample 3 Sample 4
Telmisartan Flow rate
4 4 4 4
(mL/min)
Antisolvent P:low rate 3.5 3.6 3.7 3.8
(mL/min)
Particle size by DLS Not Not - 165 nm Aggregation:
(nm) measureable measureable NA
Figure 17 (Table 3)
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