$90052/S 90652

CL2-90052-002/003_90652-001/002

In patients from Subgroup C, i.e. with previously treated uncontrolled arterial hypertension,
the mean DBP decreased during the short-term period by -8.0 + 10.5 mmHg, and slightly
decreased during the extension period as the mean change from inclusion to the last value was

-11.0 £ 4.8 mmHg.

In the FAS-24, results were similar to those observed in the FAS:

- Regarding the change between baseline and D120, the mean DBP decreased by
-13.6 £ 13.4 mmHg in Subgroup A, by -2.2 + 10.9 mmHg in Subgroup B and by

-8.0 £ 10.5 mmHg in Subgroup C.

- Regarding the change between baseline and M24, the mean DBP decreased by
-13.4 + 10.4 mmHg in Subgroup A, by -2.9 + 11.4 mmHg in Subgroup B and by

-9.4 + 8.8 mmHg in Subgroup C.

- Regarding the change from baseline to the last value, the mean DBP decreased by
-13.2+12.1 mmHg in Subgroup A, by -2.2 + 12.0 mmHg in Subgroup B and by

-11.0 + 4.8 mmHg in Subgroup C.

Table (11.1.2) 1 - Changes in DBP (mmHg) over time - FAS

All Subgroup A Subgroup B Subgroup C
(N =61) (N=5) (N =51) (N=5)
INCLUSION 69.4+11.7 76.6£9.1 68.0 £ 11.7 77.0+8.38
D120 n 59 5 49 5
Mean £ SD 66.3+11.4 63.0+54 66.3+11.4 69.0 £ 16.2
Change from inclusion ~ Mean + SD -2.8+14.3 -13.6+13.4 -1.1+14.3 -8.0+£105
E (SE) -2.8 (1.86) -13.6 (6.01) -1.1 (2.05) -8.0 (4.69)
95% ClI [-6.5; 1.0] [-30.3;3.1] [-5.2;3.0] [-21.0;5.0]
M12 n 52 5 42 5
Mean £ SD 64.0+9.8 65.4+7.8 63.5+10.1 67.4+9.9
Change from inclusion ~ Mean + SD -5.1+12.6 -11.2+12.4 -3.9+13.0 -96+7.3
M24 n 48 5 38 5
Mean £ SD 65.0 £ 8.2 63.2+4.2 64.9+85 67.6 9.5
Change from inclusion ~ Mean + SD -5.0+£115 -13.4+10.4 -3.3+115 -94+8.8
Last value n 61 5 51 5
Mean £ SD 66.6 £ 9.2 63.4+5.0 66.9 £ 9.6 66.0 + 8.3
Change from inclusion ~ Mean + SD -2.8+14.0 -13.2+12.1 -1.0+141 -11.0+4.8
E (SE) -2.8 (1.79) -13.2 (5.41) -1.0 (1.98) -11.0 (2.17)
95% Cl [-6.4;0.7] [-28.2; 1.8] [-5.0;3.0] [-17.0; -5.0]

Inclusion = BOOA

As regards Subgroups D and E:

- In Subgroup D, the mean DBP decreased

-1.6 £ 12.8 mmHg.

from inclusion to the last value by

- In Subgroup E, the mean DBP decreased from inclusion to the last value by

-4.0 £ 15.0 mmHg.

Values of DBP at each visit and the changes from baseline to each visit, in the FAS (overall
population and subgroups) are described in Section 15.2.1.1., together with results in the

FAS-24.
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