
 
 



 

 
 

7 11 11  
 

 
 

 
 

 
 

1 mg 2.5 mg 10 mg 
 

 
7 3 28  

1 1 mg 2.5 mg  
1 10 mg  

   6 8 2
 

6  
   R6 634 6 11 27

1127 4  
R7 3 7 3 31

0331 3  
 

 
    

 

1 mg 2.5 mg
 

 
 

 
 

 
 
 



2 

 
 

3 1 1
 

3 6 1.0 mg 
6 2 2.5 mg 
2 15 kg 3.5 mg 
2 15 kg 25 kg 5.0 mg 
2 25 kg 50 kg 7.5 mg 
2 50 kg 10 mg 

 
 

 
10 mg 1 1  

 
50 kg 10 mg 1 1  

 
 

 
 

 



 

 
1  

 
7 9 24  

 

 
 

 
1 mg 2.5 mg 10 mg 

 
 

7 3 28  
1 1 mg 2.5 mg  
1 10 mg  

 
 

 
 

 
 

3 1 1
 

3 6 1.0 mg 
6 2 2.5 mg 
2 15 kg 3.5 mg 
2 15 kg 25 kg 5.0 mg 
2 25 kg 50 kg 7.5 mg 
2 50 kg 10 mg 

 
 

 
10 mg 1 1  

 
2 50 kg 10 mg 1 1  

 
 

 
1  ............................................................ 3 
2  ........................................................................................ 3 
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3  .................................................................... 3 
4  ............................................................ 3 
5  ................................................................................ 3 
6  3 
7  .................................... 9 
8  .............................. 24 
9 1  .................................................................................................... 24 
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1  
ETA ETB ERA 2015 3

 
PAH

R6
634 R7 3  

2025 8 81
1 PAH 32  

 
2  

1 mg 2.5 mg
BE

 
 
3  

10 mg
 

 
4  

10 mg
 

 
5  

 
 
6  
6.1  

PAH3001 1 mg 2.5 mg
AC-055-312 0.5 mg 2.5 mg

5 mg BA PK
BE 10 mg BE

6.1.1 6.1.2 1 mg 2.5 mg BE
BE  

LC-MS/MS
1.0 ng/mL  

 

 
1 2  
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6.1.1 BA PAH1008 CTD 5.3.1.2.2 2021 7 10  
16 5 mg 2 2.5 mg 4

BA 2 2
10  

5 mg 2.5 mg Cmax AUC0-t

AUC0- 90%CI 0.8776 0.8358, 0.9216 1.0124 0.9759, 1.0502
1.0095 0.9759, 1.0442  

 
6.1.2 BE PAH1010 CTD 5.3.1.2.1 2022 6 10  

28 10 mg 1 2.5 mg 4
BE 2 2 10

 
10 mg 2.5 mg Cmax AUC0-t AUC0-

90%CI 0.9456 0.8794, 1.0169 1.0354 0.9949, 1.0777 1.0401
1.0007, 1.0811  

 
6.2  
6.2.1  
6.2.1.1 PAH3001 CTD 5.3.5.2.1-2 2022 11 2025 3  

PAH 2 15 kg 15 kg 25 kg 25 kg 50 kg
50 kg 3.5 5 7.5 10 mg 6 2 2.5 mg

1 1 PK 1 2
 

 
1 2 PAH  

PK  

  
mg   Cmax 

ng/mL  
Ctrough 

ng/mL  
AUCτ 

ng h/mL  
tmax 

h  
 

15 kg  3.5 2 230, 352 131a 3151, 5714 4.33, 7.48 
15 kg 25 kg  5 1 184 101 2855 3.80 
25 kg 50 kg  7.5 1 250 52.1 2886 4.02 
50 kg  10 1 193 58.1 2897 3.80 

 
15 kg  3.5 2 1170, 1340 1230a 23246, 28313 0.00, 23.33 
15 kg 25 kg  5 1 1000 909 14768 0.00 
25 kg 50 kg  7.5 1 929 949 18521 24.12 
50 kg  10 1 764 580 15288 23.50 

1 2  
a 1 PK 1  

 



5 

2 2 PAH  

   
mg  

 
2  

 
5  

 
24  

 
4 a 

 
8 a 

 
A 21  2.5 33.6 120 24.2 55.1 59.4 
B 22  2.5 81.4 155 61.1 143 83.5 

 
A 21  2.5 7.98 65.9 162 864 982 
B 22  2.5 7.62 29.2 119 662 648 

ng/mL  
A B 11 4 6  

a  

 
6.2.1.2 AC-055-312 CTD 5.3.5. 1.1 2017 10 2024 2

 
PAH 2 10 kg 15 kg 15 kg 25 kg 25 kg

50 kg 50 kg 3.5 5 7.5 10 mg 6 2
2.5 mg 1 1 PK 3 4

 
 

3 2 PAH 12  
PK  

  
mg  

Cmax 

ng/mL  
Ctrough 

ng/mL  
AUCτ 

ng h/mL  
tmax 

h  
 

10 kg  
15 kg  3.5 439 428, 564  

3  
145 58.8, 246  

6  
5796 5622, 7234  

3  
8.00 2.02, 8.00  

3  
15 kg  
25 kg  5 351 191, 396  

5  
103 57.4, 402  

12  
6087 2734, 6755  

5  
8.08 3.93, 11.98  

5  
25 kg  
50 kg  7.5 344 241, 574  

9  
173 6.75, 581  

14  
6645 3102, 9570  

9  
8.00 3.98, 24.07  

9  

50 kg  10 387 131, 631  
9  

226 19.2, 334  
15  

6437 2031, 9052  
9  

4.05 1.00, 8.20  
9  

 
10 kg  
15 kg  3.5 1530 788, 2240  

3  
1100 748, 1660  

6  
30893 15592, 36805  

3  
0.00 0.00, 24.00  

3  
15 kg  
25 kg  5 1140 666, 1310  

5  
823 522, 1210  

12  
23842 12921, 26622  

5  
8.05 0.00, 23.95  

5  
25 kg  
50 kg  7.5 925 592, 1540  

9  
1024 370, 1530  

14  
20990 12867, 30150  

9  
0.00 0.00, 12.20  

9  

50 kg  10 1020 663, 1770  
9  

1060 339, 1450  
15  

19450 13653, 35158  
9  

7.98 0.00, 24.00  
9  

,  
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4 2 a PAH  

  
mg  

 
2  

 
5  

 
24  

 
4 b 

 
8 b 

 2.5 54.3 11.2, 177  
8  

126 90.4, 440  
8  

90.7 42.0, 195  
7  

87.3 0, 186  
7  

90.8 39.8, 274  
6  

 2.5 7.96 0.00, 36.6  
8  

31.3 13.8, 106  
8  

230 130, 335  
7  

766 19.5, 1020  
7  

722 131, 1460  
6  

ng/mL ,  
a 1.2 1.9  
b  

 
6.2.1.3 PPK CTD 5.3.3.5.1  

PAH PAH3001 AC-055-312 PAH
AC-055-303_PK 2 77 520

PPK NONMEM Version 7.3  
PK 1 1

1- PK
1 1- 25 kg CL

25 kg CL
2

Clin Pharmacokinet 2014; 53: 625-36
CL  

25 52 38
2 11 12 14 45 6.1, 125 kg

, 12 1.17, 72  
PK V CL
PPK  

PPK PAH3001 AC-055-312 AC-055-303_PK
PAH

5  
 

 
2 PAH AC-055-302 AC-055-303

20 10 mg 1 1
PK PK  
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5 PPK PAH  
 

  
 

mg  
AUC0-24h ss ng h/mL  
  

 18  20 10 6398 3202, 14318  19757 10765, 39923  

 

 57 2.5 10 5061 1406, 8873  20826 4171, 40522  
6 a 2  9 2.5 3588 2131, 8390  19090 4171, 29721  

2  
18  

10 kg 15 kg  5 3.5 4127 3746, 6321  24465 16629, 40522  
15 kg 25 kg  11 5 4104 2913, 6997  18241 12654, 25879  
25 kg 50 kg  18 7.5b 5524.5 1406, 8873  17690 11386, 32348  

50 kg  14 10 6036 3169, 8753  25127.5 10720, 34977  
,  

a 1.2  
b 1 5 mg  

 
6.R  
6.R.1 PK  

PAH PK
10 mg 1 1

PK 10 mg 27
2 2 PAH PAH3001

AC-055-312 PK
2 2.5 mg

PK 2 4 2
PK

PK PK
1 3 PK

 
 

PK
PK

PAH PAH PK
 

 
6.R.2  

PAH  
 

  
AC-055-312 10 mg

1 1 2 PK
PAH

AC-055-303 PPK
10 kg 15 kg 15 kg 25 kg 25 kg 50 kg 50 kg
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3.5 5 7.5 10 mg 1 1
2 AC-055-312 2

PK PPK 0.5 3.5 mg
AUC 6 6 2

1 2.5 mg 1 1
1 AC-055-312 7 7.1.1

 

 

1 2 0.5 3.5 mg AUC  
 

PAH3001
10 mg 1 1 PK

PAH PAH
10 mg 27 2 2

AC-055-312  
 

  
ETA ETB

IC50 in vitro
AUC0-24h,ss AUCu,combo ss PPK

AUCu,combo ss 90%CI 2
10 kg 15 kg 15 kg 25 kg 25 kg 50 kg 50 kg

0.94 0.75, 1.18 0.83 0.7, 0.99 0.87 0.74, 1.03 1 0.85, 1.17
6 2 0.69 0.57, 0.83 PPK

6 2 73% 20
6 2 PAH AUCu,combo ss 2 PAH

2 6
AC-055-312 PAH3001 AUCu,combo ss

2 3 6
1 mg AUCu,combo ss  

 



9 

 

2 AUCu,combo ss  
 

3 PAH3001
 

 

2
10 mg

2 PK
6 2 2.5 mg

PAH3001 AC-055-312 3 6 6
1

3 2 PK
PAH3001 AC-055-312

7.R.6  
 
7  

6 2  
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6  
 
 

 
       

 

 

 PAH3001 

 

3  
15  
PAH  

7  

1 1  
6 1 mg 
6 2 2.5 mg 

2  
15 kg 3.5 mg 
15 kg 25 kg 5 mg 
25 kg 50 kg 7.5 mg 
50 kg 10 mg 

 
 

PK 

 AC-055-312 
1 a 

18  
PAH  

157  

c  
PAH PGI2

2  
PAH3001  

PKb 
 
 

a 9.0 2021 11 23 2 1  
b 9.0 2021 11 23 PK

PK  
c PAH ERA PAH

 

 
7.1  
7.1.1 PAH3001 CTD 5.3.5.2.1 2022 11 2025 3  

3 15 PAH PK
6 6 3  

3 15 PAH  
• PH 1 IPAH HPAH CHD4 PAH PAH HIV

PAH PAH  
•  

 mPAP 25 mmHg  
 PAWP 15 mmHg  
 PVRI 4 Wood m2  

 
7 1 1 52

 
 

 
3 24 PVRI 70% PVRI

0.5 5 PVRI
81.6% 75.4% 6

 
4 CHD PAH 6

CHD PAH  
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7  
 1  

6  1 mg 
6 2  2.5 mg 

2  

15 kg  3.5 mg 
15 kg 25 kg  5 mg 
25 kg 50 kg  7.5 mg 

50 kg  10 mg 

 
PDE-5 90

PDE-5 PAH PAH
 

 
7

 
6 2 2 2 15 5

PAH IPAH 3 CHD PAH 4 WHO
 3 5 PDE-5 6

1 361 351 374  
24 PVRI 8

81.6% 6  
 

8 24 PVRI  
 

a 
Wood m2  

b 
95%CI %  

7  9.50 5.431 59.43 32.019, 110.303  
24 7  7.59 7.086 

a  
b  

 
52 9

 
 

 
5 4 3  
6 PAH AC-055-302 morbidity/mortality

10 mg PVR morbidity/mortality
PVR PVRI AC-055-302

24 PVRI 95%CI 71.4 62.5, 81.6 %
PAH A1481131 PVRI 20%

PAH3001 24 PVRI
81.6%  
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9  
 7  

 100.0 7  
a 

 85.7 6  
 57.1 4  

 42.9 3  
 42.9 3  

 42.9 3  
 28.6 2  

 28.6 2  
 28.6 2  

 28.6 2  
%  
a 2  

 
28.6% 2/7

1
 

 
7.1.2 AC-055-312 CTD 5.3.5.1.1 2017 10 2024 2

 
1 18 PAH PK

7 54 200
300 8  

PK
9

2024 2 28  
1 18 3.5 kg 10 PAH

 
 PH 1 IPAH HPAH CHD PAH4 PAH HIV

PAH PAH  
 WHO  

 
7 COVID-19

9.0 2021 11 23
PK PK
 

8 300 187  
9 PAH

PAH PAH
1 WHO 2 PAH

CEC
 

10 9.0 2021 11 23 2
1 10 kg 3.5 kg  
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 mPAP 25 mmHg  
 PAWP LAP11 LVEDP11 15 mmHg  
 PVRI 3 Wood m2  

 
PAH PGI2 PAH

2 2
 

 
2 ERA

WHO 1 1
12 2  

 
13

7  
2 PDE-5

2 PGI2  
ERA PAH

PAH
 

 
3

2 2024 2 28
2

 
 

 2  
148 75 73 147 75 72

FAS 1
48 31 17

15 14 1 8 2 6 3 2  
FAS 1 2 6 35 22 13 6 12 61 32

29 12 18 52 21 31 PAH IPAH 71
36 35 HPAH 6 5 1 CHD PAH 68 32 36
WHO  37 18 19  83 42 41
 28 15 13 115 0.1

316.4 168.4 12.9 312.4  

 
11 LAP LVEDP  
12 ERA 40%  
13 PGI2 PAH 2  
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9 24 21
14 95%CI

0.828 0.460, 1.492  
 

visit 2 30
15 10% 10

 
 

10 10% 2  
 75  72  

 68.0 51  93.1 67  
 

 16.0 12  31.9 23  
 14.7 11  19.4 14  

 12.0 9  19.4 14  
COVID-19 6.7 5  15.3 11  

 1.3 1  11.1 8  
 4.0 3  11.1 8  

 10.7 8  6.9 5  
 10.7 8  6.9 5  

%  

 
8.0% 6/75 4 COVID-19 1

9.7% 7/72 6 1
21.3% 16/75

36.1% 26/72 2 5
2 1

2 1 4 ALT
1

 
 

 2  
9 FAS 2 FAS 2

1  
FAS 2 6 2 9 PAH IPAH 

4 CHD PAH 5 WHO  5  4
37.1 7.0 72.9  

9 PAH
 

 
14 ERA WHO Cox  
15 30
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visit 2 30
7 77.8% 2 4

3 COVID-19 2
44.4% 4/9

1  
 
7.R  
7.R.1  

PAH
AC-055-312

AC-055-312
 

PAH3001 PAH
/ AC-055-307 AC-055-307

PAH
 

 PAH3001 PVRI

7.1.1  
 PVRI mPAP PAH

2017 16

PAH PVRI morbidity/mortality
N Engl J Med 2013; 369: 809-18  

 PAH
2017  

 
PAH3001 AC-055-307

AC-055-307 PAH
 

 
7.R.2  

PAH3001
24 PVRI 7.1.1

24
WHO 3 11

PAH  
 

16 Paediatric addendum to CHMP guideline on the clinical investigations of medicinal products for the treatment of pulmonary arterial 
hypertension. EMA/CHMP/213972/2010 
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11 PAH3001
1 2 3 4 5 6 7

PAH IPAH CHD
PAH

CHD
PAH

CHD
PAH IPAH CHD

PAH IPAH

11 30 3 21 13 22 9

PVRI Wood m2

17.7 4.9 4.5 5.3 15 6.7 12.3
24 20.6 1.5 4.9 2.7a 10 1.3 12.1

mPAP mmHg
68 25 36 30 50 42 67

24 83 17 36 22a 37 21 46
L/min/m2

3.5 3.9 5.1 4.3 2.8 4.6 4.7
24 3.6 5.2 3.7 4.8a 2.9 5.2 3.3

WHO b

24
a 24 40
b 4

PAH3001 AC-055-307
12 PAH3001 24

PVRI 95%CI 59.43 32.019, 110.303 %
AC-055-307 28 95%CI 60.6 52.5, 70.1 %

PAH PAH

＊新薬承認情報提供時に、体重を区分1：体重15 kg未満、区分2：体重15 kg以上25 kg未満、区分3：体重 
25 kg以上50 kg未満、区分４：体重50 kg以上に置き換え

*3 *1 *1 *1 *4 *1 *2
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12 PAH3001 AC-055-307  

 
  

PAH3001  
7 a  

AC-055-307  
28 a  

 
 57.1 4  14.3 4  
 42.9 3  85.7 24  

PVRI  
Wood m2  

9.50 5.431b 
6.74 4.5, 17.7 c 

12.80 5.763b 
11.98 5.9, 26.6 c 

mPAP  
mmHg  

45.4 17.09b 
42.0 25, 68 c 

38 10b 
36 25, 56 c 

PAH  

IPAH 42.9 3  39.3 11  
HPAH 0 0  3.6 1  

CHD PAH 57.1 4  7.1 2  
PAH 0 0  50.0 14  

WHO d 

0 0  3.6 1  
100 3  57.1 16  
0 0  39.3 11  
0 0  0 0  

PAH  
 85.7 6  64.3 18  
 24.3 1  35.7 10  

%  
a PAH3001 AC-055-307 PPS 
b  
c ,  
d PAH3001 4 3  

 
PAH3001 PVRI mPAP

7 4 PVRI mPAP 2 PVRI 1 mPAP
1 mPAP 1 PVRI mPAP

4 1 2
PAH

PAH3001 PVRI PAH AC-
055-307 PAH

PAH  
 
7.R.3  

PAH
PAH3001 AC-055-312 13

Epidemiol Infect. 2014; 142: 1355-61
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13 PAH  
 

   
    

AC-055-312 b 
2  

72  

AC-055-312 b 
2  

9  

PAH3001 c 
7  

AC-055-302 b 
242 d  

AC-055-307 c 
30  

 93.1 67  77.8 7  100 7  94.6 229  96.7 29  
 0 0  0 0  0 0  6.6 16  3.3 1  

 36.1 26  44.4 4  28.6 2  45.0 109  23.3 7  
 5.6 4  0 0  0 0  10.7 26  3.3 1  

a 
 31.9 20  44.4 4  14.3 1  15.3 37  3.3 1  

 19.4 14  0 0  85.7 6  14.0 34  43.3 13  
 19.4 14  0 0  0 0  13.6 33  43.3 13  

COVID-19 15.3 11  22.2 2  0 0  0 0  0 0  
 11.1 8  33.3 3  0 0  3.3 8  3.3 1  

 9.7 7  0 0  42.9 3  9.1 22  26.7 8  
 9.7 7  11.1 1  57.1 4  3.7 9  6.7 2  
 6.9 5  0 0  28.6 2  2.9 7  0 0  
 6.9 5  22.2 2  14.3 1  4.1 10  0 0  

 4.2 3  0 0  28.6 2  0.4 1  0 0  
 2.8 2  11.1 1  28.6 2  2.5 6  0 0  

 1.4 1  0 0  28.6 2  0.4 1  0 0  
 0 0  0 0  42.9 3  0 0  0 0  

0 0  0 0  42.9 3  0 0  0 0  
%  
a PAH 15%  
b AC-055-312 168.4 12.9 312.4 AC-055-302 118.4 0.3

188.0  
c 52  
d 10 mg  

 
17

18 19

 
2013 10 18 2022 10 17

2 12 417 2 172
 

 
 

PAH

 
17 MedDRA SMQ 2 MedDRA PT

MedDRA PT  
18 MedDRA PT

CT

 
19 MedDRA SMQ MedDRA SMQ MedDRA 

PT  
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PAH
PAH PAH

PAH

 
 
7.R.4  

PAH

ERA ERA PAH
a20 C21

2025
8 1

PAH
Heart 2016; 102: 

ii67-85 PAH morbidity/mortality

2022 11 15
ERA 7  

PAH3001
PAH ERA

 
 

ERA
 

 
7.R.5  

PAH3001 WHO
PAH PAH

PAH3001 PAH
7.R.2 7.R.3

2025 WHO
ERA PDE-5 PAH

PAH
WHO PAH PAH

PAH WHO
 

20  
21  
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2 WHO

 
 

WHO PAH
PAH

WHO
PAH WHO

WHO PAH PAH  
 

WHO PAH
 

 
 

 WHO  
 

 
 17

PAH WHO
 

 
7.R.6  

PAH
PAH3001

3 PAH3001
 

 
PAH3001 AC-055-312 1 2

1 3 2 PAH3001
 

PAH3001 AC-055-312 3
1 PAH PAH CHD

PAH CHD
PAH 6 4

1 1 2  
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CHD PAH
J 

Heart Lung Transplant 2019; 38: 879-901 PAH

2022 3
4100 7 15 204

1 7 230 1 171 1
PAH  

 
 

 1 2  
PAH3001 1 2 2 11 4 6

52
2 24 40 PVRI

PAH 2 1
 

AC-055-312 1 2 9 14 23
37.14 7.0 72.9

9 CEC
PAH PAH

WHO WHO
4 1 24

9 4 2
1

 
1 2 64

8 PAH
CHD PAH 8 2.5 mg 2 3 mg

2 2 mg 6 7 2 mg
mPAP WHO 3 4

8  
 

 6 1  
PAH3001 AC-055-312 6 1 PAH

59
3 2 mg

WHO 3
2.5 mg 2 3 mg 2 5 1

4  
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 3 6  
PAH3001 AC-055-312 3 6 PAH

48
6 1.0 mg

0.8 1.2 mg 0.8 mg mPAP WHO
4 1 1 6

1.2 mg 4 10 2
1

 
 

PAH3001 AC-055-312
2013 10 2022 10

10 mg 6 2 10 6 5
2 PAH

3 2 PAH3001
 

 1 2 2
 

 3 2
WHO

3 2
 

 
2 PAH3001

PK PAH3001
1 2 PAH3001

 
 PAH3001 2 PVRI AC-055-312

9 WHO 1 7  
 2  

 
PAH3001 AC-055-312 3 1

PAH3001 AC-055-312 PAH
1 PAH

PK
PPK

PAH
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3 1 PAH3001
 

 1
PAH  

 PAH PK 1
10 mg

6.R.2
AC-055-302 22

10 mg
 

 
 

 

 
 

 
1 mg 2.5 mg  

3 1 1
 

3 6 1.0 mg 
6 2 2.5 mg 
2 15 kg 3.5 mg 
2 15 kg 25 kg 5.0 mg 
2 25 kg 50 kg 7.5 mg 
2 50 kg 10 mg 

 
10 mg  

 
10 mg 1 1  

 
50 kg 10 mg 1 1  

 
 

1 mg 2.5 mg  

 
22 PAH 3 10 mg AC-055-302

mobidity/mortality 97.5%CI 3 mg 0.704 0.516, 
0.960 10 mg 0.547 0.392, 0.762 24 PVR

95%CI 3 mg 76.9 69.8, 84.6 % 10 mg 71.3 62.4, 81.4 %  
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1
PAH 1

 
 
7.R.7  

 
 

 
 

 
 

 
 
8  
8.1  

 
 
8.2 GCP  

CTD 5.3.5.2.1-2 GCP
 

 
9 1  

PAH
PAH
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2  
 

7 11 10  
 

 
 1 mg 2.5 mg 10 mg 
  
  
 7 3 28  

 
 

 
 

 
1  

20 12 25 20 8  
 

1
 

 
1.1  

1 7.R.7
14 15

 
 

14  
 

   
 

 
 

 
PVOD

 

 
 

 

1  

 
 

 
15  
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2  

10
 

 
 

 
 

 
1 mg 2.5 mg 

3 1 1
 

3 6 1.0 mg 
6 2 2.5 mg 
2 15 kg 3.5 mg 
2 15 kg 25 kg 5.0 mg 
2 25 kg 50 kg 7.5 mg 
2 50 kg 10 mg 

 
10 mg 

 
10 mg 1 1  

 
50 kg 10 mg 1 1  

 
 

 
 
 



i 

 
 

 
   

ALT Alanine aminotransferase  

AUC0-t  0
AUC 

AUC0-24 h ss  0 24
AUC 

AUC0-   0 AUC 
BA Bioavailability  
BE Bioequivalence  
CEC Clinical event committee  
CHD Congenital heart disease  
CI Confidence interval  
Cmax Maximum plasma concentration  
COVID-19 Coronavirus Disease 2019  
Ctrough Trough plasma concentration  
ETA Endothelin A A 
ETB Endothelin B B
ERA Endothelin receptor antagonist  
FAS Full analysis set  
HIV Human immunodeficiency virus  
HPAH Heritable pulmonary arterial hypertension  
IPAH Idiopathic pulmonary arterial hypertension  
LAP Left atrial pressure  

LC-MS/MS Liquid chromatography and tandem mass 
spectrometry /  

LVEDP Left ventricular end diastolic pressure  
MedDRA Medical dictionary for regulatory activities ICH  
mPAP Mean pulmonary arterial pressure  
PAH Pulmonary arterial hypertension  
PAWP Pulmonary artery wedge pressure  
PDE Phosphodiesterase  
PGI2 Prostaglandin I2 I2 
PH Pulmonary hypertension  
PK Pharmacokinetics  
PPK Population pharmacokinetics  
PPS Per protocol set  
PT Preferred term  
PVR Pulmonary vascular resistance  
PVRI Pulmonary vascular resistance index  
SMQ Standardised MedDRA queries MedDRA  
tmax Time to maximum plasma concentration  
WHO World Health Organization  

   
   

 


