14.3.14 Summary statistics and changes from baseline

14.3.14.1 Summary statistics and changes from baseline of Systolic blood pressure [mmHg]

Result Baseline ---- Change from baseline ----
95% 95% 95% 95% 95% 95%
Visit |n|Mean ICI uClMedian SD Min Max|Mean IClI uCl Median | Mean ICl uCl Median SD Min Max |
Screening (-5to D1) | 3| 136.7 117.7 155.6 135.0 7.64 130 145]| | |
Baseline (D1) |3]139.3 1191 159.6 1430 814 130 145| | |
Day 2 1311207 729 1684 124.0 19.22 100 138]139.3 119.1 159.6 143.0] -187 -753 380 -6.0 2281 -45 5|
Day 3 |3]138.3 1004 176.3 135.0 1528 125 155]139.3 119.1 1596 143.0| -1.0 -428 408 50 16.82 -20 12|
Day 4 | 3]139.0 134.7 143.3 140.0 1.73 137 140|139.3 119.1 1596 143.0] -03 -234 227 -30 929 -8 10|
Day 5 1211405 579 2231 1405 919 134 147|144.0 1313 156.7 1440] -35 -988 918 -351061 -11 4|
Day 6 1211375 422 2328 1375 1061 130 145|144.0 131.3 156.7 1440| -65 -1145101.5 651202 -15 2|
Day 7 |2]132.5 100.7 164.3 1325 354 130 135|144.0 131.3 156.7 144.0] -11.5 -56.0 33.0 -11.5 495 -15 -8
Day 8 | 1]140.0 140.0 140 140 145.0 1450 -5.0 5.0 5 5]
Day 9 | 1]134.0 134.0 134 134 145.0 14501 -11.0 -11.0 11 11
Day 14 | 11]138.0 138.0 138 138 145.0 145.0| -7.0 -7.0 7T
EoT | 1]135.0 135.0 135 135] 143.0 1430 -8.0 -8.0 8 -8
EoS (Day 21-28) | 3] 130.7 103.2 1581 132.0 11.06 119 141]139.3 119.1 159.6 143.0| -87 -425 252 -40 1361 -24 2|

n = Number of subjects, Cl = Confidence interval, ICI = Lower limit of CI, uCl = Upper limit of CI, SD = Standard deviation.
Baseline is defined as the last value measured prior to the study treatment start.
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14.3.14.2 Summary statistics and changes from baseline of Diastolic blood pressure

[mmHg]
Result Baseline ---- Change from baseline ----
95% 95% 95% 95% 95%
Visit |n|Mean ICI uClMedian SD Min Max|Mean ICI uCl Median | Mean 95% ICI uCl Median SD Min Max |
Screening (-5toD1) | 3| 83.7 564 1109 80.0 1097 75 96| | |
Baseline (D1) |3] 823 606 1040 800 874 75 92| | |
Day 2 |3] 717 573 860 750 577 65 75| 823 606 1040 80.0| -10.7 -256 43 -100 6.03 -17 5]
Day 3 |3] 76.7 50.8 1025 80.0 1041 65 85| 823 606 1040 80.0| -57 -30.7193 -7.0 10.07 -15 5|
Day 4 |3] 81.7 745 888 80.0 289 80 85| 823 606 1040 80.0] -0.7 -156 143 00 603 -7 5]
Day 5 |2] 775 711 839 775 071 77 78| 835 -245 1915 835| -60 -1076956 6.0 11.31 -14 2|
Day 6 |2] 850 -421 2121 850 1414 75 95| 835 -245 1915 835| 15 -17.6 206 15 212 0 3]
Day 7 |2] 87.0 489 1251 870 424 84 90| 835 -245 1915 835| 35 -664 734 35 778 -2 9|
Day 8 |1] 80.0 80.0 80 80| 75.0 750] 5.0 5.0 5 5]
Day 9 |1] 86.0 86.0 86 86| 75.0 75.0] 11.0 11.0 " 1]
Day 14 |1] 80.0 80.0 80 80| 75.0 75.0] 50 5.0 5 5]
EoT | 1] 90.0 90.0 90 90| 920 92.0] -20 2.0 2 2|
EoS (Day21-28) |3| 8.0 726 974 850 500 80 90| 823 606 1040 800| 27 -31.2366 50 1365 -12 15|

n = Number of subjects, Cl = Confidence interval, ICI = Lower limit of CI, uCl = Upper limit of CI, SD = Standard deviation.
Baseline is defined as the last value measured prior to the study treatment start.

14.3.14.3 Summary statistics and changes from baseline of Pulse [bpm]

Result Baseline ---- Change from baseline ----
95% 95% 95% 95% 95% 95%
Visit |n|Mean ICI uClMedian SD Min Max|Mean ICI uClMedian | Mean ICI uClMedian SD Min Max |
Screening (-5toD1) | 3| 82.7 222 1431 78.0 2434 61 109| | |
Baseline (D1) |3] 670 433 907 620 954 61 78] | |
Day 2 |3] 703 467 939 70.0 950 61 80| 670 433 907 620] 33 -315 381 -1.01401 -8 19|
Day 3 |3] 69.7 560 833 70.0 551 64 75| 67.0 433 907 620]| 27 -123 176 20 603 -3 9]
Day 4 |3] 603 434 772 580 681 55 68| 670 433 907 620]| -67 -143 09 60 306 -10 -4|
Day 5 |2] 820 -959 2599 82.0 1980 68 96| 615 551 679 61.5] 205 -151.01920 205 19.09 7 34|
Day 6 12| 68.0 68.0 000 68 68| 615 551 679 615] 65 0.1 129 65 071 6 7]
Day 7 |2] 630 503 757 63.0 141 62 64| 615 551 679 615] 15 -176 206 15 212 0 3|
Day 8 | 1] 60.0 60.0 60 60| 61.0 61.0] -1.0 -1.0 1A
Day 9 |1] 75.0 75.0 75 75| 61.0 61.0] 14.0 14.0 14 14
Day 14 |1] 85.0 85.0 85 85| 61.0 61.0] 24.0 24.0 24 24|
EoT |1] 62.0 62.0 62 62| 62.0 62.0] 00 0.0 0 0]
EoS (Day21-28) |3| 90.7 724 1090 880 737 85 99| 670 433 907 620]| 237 -152 625 260 1563 7 38|

n = Number of subjects, Cl = Confidence interval, ICI = Lower limit of CI, uCl = Upper limit of CI, SD = Standard deviation.
Baseline is defined as the last value measured prior to the study treatment start.
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14.3.14.4 Summary statistics and changes from baseline of Respiratory rate [bpm]

Result Baseline ---- Change from baseline ----

95% 95% 95% 95% 95% 95%
Visit |n|Mean ICI uClMedian SD Min Max|Mean ICI uClMedian|Mean ICI uClMedian SD Min Max |
Screening (-5toD1) | 3] 133 7.6 191 120 231 12 16| | |
Baseline (D1) |3] 147 89 204 160 231 12 16| | |
Day 2 |3] 147 89 204 160 231 12 16| 147 89 204 16.0]| 0.0 00 000 0 O]
Day 3 /3] 143 92 195 150 208 12 16| 147 89 204 160| -03 -1.8 1.1 00 058 -1 0]
Day 4 |3] 147 89 204 160 231 12 16| 147 89 204 16.0| 0.0 00 000 0 0]
Day 5 |2] 155 91 219 155 071 15 16| 16.0 160] 05 69 59 -05 071 -1 0]
Day 6 12| 14.0 140 000 14 14| 16.0 16.0] -2.0 20 000 -2 -2
Day 7 12| 140 140 0.00 14 14| 16.0 16.0] -2.0 20 000 -2 -2
Day 8 |1] 14.0 14.0 14 14| 16.0 16.0| -2.0 2.0 2 2|
Day 9 |11 12.0 12.0 12 12| 16.0 16.0| -4.0 -4.0 4 4]
Day 14 |11 12.0 12.0 12 12| 16.0 16.0| -4.0 -4.0 4 4
EoT | 1] 14.0 14.0 14 14| 16.0 16.0| -2.0 2.0 2 2|
EoS (Day 21-28) | 3| 12.0 120 000 12 12| 147 89 204 160| -27 -84 31 -40 231 -4 0]
n = Number of subjects, Cl = Confidence interval, ICI = Lower limit of CI, uCl = Upper limit of CI, SD = Standard deviation.
Baseline is defined as the last value measured prior to the study treatment start.
14.3.14.5 Summary statistics and changes from baseline of Temperature [°C]

Result Baseline ---- Change from baseline ----

95% 95% 95% 95% 95% 95%
Visit |n|Mean ICI uClMedian SD Min Max|Mean ICI uClMedian|Mean ICI uClMedian SD Min Max |
Screening (-5to D1) | 3| 36.50 36.07 36.93 36.40 0.173 36.4 36.7| | |
Baseline (D1) | 3]36.60 36.17 37.03 36.70 0.173 36.4 36.7 | | |
Day 2 | 3]36.60 36.10 37.10 36.60 0.200 36.4 36.8]36.60 36.17 37.03 36.70| -0.00 -0.25 0.25 0.00 0.100 -0.1 0.1]
Day 3 |3]36.43 36.15 36.72 36.50 0.115 36.3 36.5|36.60 36.17 37.03 36.70| -0.17 -0.31 -0.02 -0.20 0.058 -0.2 -0.1]
Day 4 | 3]36.50 35.75 37.25 36.50 0.300 36.2 36.8|36.60 36.17 37.03 36.70| -0.10 -0.53 0.33 -0.20 0.173 -02 0.1]
Day 5 |2]36.55 3591 37.19 36.55 0.071 36.5 36.6| 36.70 36.70] -0.15 -0.79 049 -0.15 0.071 -02 -0.1]
Day 6 |2]36.50 35.23 37.77 36.50 0.141 36.4 36.6| 36.70 36.70| -0.20 -1.47 1.07 -0.20 0.141 -0.3 -0.1]
Day 7 |2]36.40 36.40 0.000 36.4 36.4|36.70 36.70 | -0.30 -0.30 0.000 -0.3 -0.3]
Day 8 | 1]36.50 36.50 36.5 36.5]36.70 36.70 | -0.20 -0.20 02 -02]
Day 9 | 1]36.50 36.50 36.5 36.5]36.70 36.70 | -0.20 -0.20 02 -02]
Day 14 | 1]36.70 36.70 36.7 36.7]36.70 36.70 | 0.00 0.00 00 00]
EoT | 1]36.40 36.40 36.4 36.4]36.70 36.70 | -0.30 -0.30 03 -03]
EoS (Day 21-28) | 3] 36.57 36.28 36.85 36.50 0.115 36.5 36.7| 36.60 36.17 37.03 36.70| -0.03 -041 0.35 0.00 0.153 -02 0.1]

n = Number of subjects, Cl = Confidence interval, ICI = Lower limit of CI, uCl = Upper limit of CI, SD = Standard deviation.
Baseline is defined as the last value measured prior to the study treatment start.
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