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6 1 16  

 

 

 

 

 

 

 

10 mg 

 

 

5 1 31  

1 10 mg  

4 6  

 

 

 

 

 

 

 

 

2  

 

 

 

 

 

 

2  

10 mg 1 1

25 mg 1 1  

 

10 mg 1 1  
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10 mg_ _  

 

 

 

 



 
10 mg_ _  

 

1  
 

5 12 14  

 

 

 

 
10 mg 

 

 

5 1 31  

1 10 mg  

 

 

2  

 

 

 

 

 

 

2  

10 mg 1 1

25 mg 1 1  

 

10 mg 1 1  

 

10 mg 1 1  
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3 
10 mg_ _  

1.  

CKD 0.15 g/gCr

30 mg/gCr GFR 60 mL/min/1.73 m2

3 CKD

2023 CKD

Circ Heart 

Fail. 2011; 4: 138-44 Lancet. 2017; 389: 1238-52  

CKD

2 CKD

 

-

2 SGLT2 SGLT2

2014 12 2 2021 11

 

CKD III CKD

 

2023 9 2 100

100 CKD

43  

 

2.  

 

 

3.  

 

 

3.1  

3.1.1 in vitro  
3.1.1.1 CTD 4.3-05 06  

HK-2
1 2 3 Cell signal 2020; 

68: 109506  

HK-2 RPTEC/TERT1 IL-1β
MCP-1 CCL2 -1 Int J Mol Sci 2020; 21: 8189  

 
1  
2 TRAF3 interacting protein 2 κB p38 miR-21 IL-1β IL-6

MCP-1 CCL2 
3 E- C  



4 
10 mg_ _  

3.1.2 in vivo  
3.1.2.1 CTD 4.3-07 12 14  

1 Ins2+/Akita

UACR 4

Circulation 2019 ;140: 303-15 Am J Physiol Renal Physiol 2014; 306: 194-204  

2 BTBR ob/ob 5

II

Am J Physiol Renal Physiol 2014; 307: 317-25  

ApoE-/-

DKD

C

Cell 

Metab 2020; 32: 404-19  

C57BL/6N LPS

I

IV 6

Inflammopharmacology 2021; 29: 269-79  

C57BL/6 5/6

C Cell Metab 2020; 32: 404-19  

SD II I IV

Am J Nephrol 2020; 51: 119-29  

SD A GFR

I IV

Acta 

Diabetol 2021; 58: 1059-70  

 

3.R  

3.R.1 CKD  

CKD  

DKD

- GFR

Am J Physiol Renal Physiol 2014; 306: 194-204 Br J Diabetes Vasc Dis 

2015; 15: 114-8 DKD GFR  

 
4 κB MCP-1 CCL2 CD14 IL-6 2 
5 MCP-1 CCL2 regulated on activation, normal T cell expressed and secreted RANTES IL-6 
6 Toll 4 -3 TNF-α IL-6 IL-18 -1 F4/80 CD68 macrophage differentiation antigen Mac 3 



5 
10 mg_ _  

SGLT2

Circulation 2019 ;140: 303-15  

CKD  

 

CKD

 

 

4.  

25 mg 10 mg 26 10 31

 

 

5.  

 

 

6.  

25 mg 10 mg

26 10 31  

 

6.R  

6.R.1 CKD  

CKD CKD

10 mg  

AUC0- 1.38 1.61 Cmax

1.19 1.68 2 4

AUC ,ss 1.36 1.40 Cmax,ss 1.26 1.57

2

25 mg 10 mg 26 10

31  



6 
10 mg_ _  

7 2 2 25 mg

1245.53 2 50 mg 1245.12

1

Cmax AUC0-∞ 1.37

1.55 1.38 1.66 2

25 mg 10 mg 26 10

31 63.3 kg

79.2 kg eGFR AUC0-∞

III 1245-0137

7.R.2.3.2

 
 

1 2  
 

eGFR mL/min/1.73 m2  
Cmax/Dose nmol/L/mg %  AUC0- /Dose nmol h/L/mg %  

a) b) a) b) 

30  42.8 42.3  
8  

30.4 31.6  
8 c  

487 40.1  
8  

354 17.8  
8 c  

30 60  40.0 26.4  
8  

25.8 37.9  
7  

432 9.18  
8  

260 25.1  
7  

60 90  41.1 34.4  
8  

30.0 29.4  
9  

389 14.7  
8  

254 20.8  
9  

90  42.8 18.1  
8  

24.8 23.5  
8  

302 14.9  
8  

212 16.4  
8  

 
a 2 25 mg 1245.53  
b 2 50 mg 1245.12  
c 2 4  

 

III 1245-0137 2
8 2

CKD  

CKD 2

 

 

 

1245-0137 CKD

2

2

CKD

CKD

 
7 1245.53 MDRD eGFR mL/min/1.73 m2

=194× −1.094× −0.287× 0.739 1245.12
MDRD eGFR mL/min/1.73 m2 =186× −1.154× −0.203× 0.742

 
8 BMI eGFR UACR KDIGO

NT-proBNP BMI UACR NT-
proBNP  



7 
10 mg_ _  

III

7  

 

7.  
2 III 1

 

 
2  

      

 
III  

1245-0137 CKD  
 

 
 

10 mg
1 1  

3,289 292  
3,292 292  

 

7.1 III CTD 5.3.5.1-01 1245-0137 2019 2 2022 7  

CKD 3 6,000 1,070 9

8 241  

 
3  

 
18 20  

3 eGFR CKD-EPI
20 45 mL/min/1.73 m2 45 90 mL/min/1.73 m2 UACR 200 mg/g

300 mg/g  
 

SGLT-2 SGLT-1/2  
2

eGFR 60 mL/min/1.73 m2  
ACE ARB ACE ARB  

 
1 2.0  

 
3 45 mg

2.0 a)  
a 3 10 mg 10 mg

 

 

10 mg 1 1

- RAS

CKD

 

6,581 3,289 292 3,292 292

RS RS 6,581

TS TS 41 18

3 23 2 23 9

3 14 2 18 9 0

9 0 1 , 3

 
9 18% 5% 90% 1,070

6,000 1,070  



8 
10 mg_ _  

21.53 16.73, 28.87 26.17 23.52, 27.80 21.82 16.85, 

28.93 26.12 21.15, 27.57 8 99.1% 3,259

98.7% 3,250 26 96.0% 3,158 95.7% 3,149

52 91.0% 2,993 91.1% 2,999 104 43.7%

1,436 44.3% 1,457  

1,070

60% ESKD 150
10

624

 
11

4 1 99.83%CI 0.73 0.59, 0.89

p<0.0001 Cox

0.17%  
 

4 RS  
  

3,289  
 

3,292  
a  16.8 553  13.1 430  
a  15.2 499  11.6 382  

ESKD a  1.9 62  1.4 47  
eGFR 10 mL/min/1.73m2

eGFR 40% a  2.0 67  1.3 43  

eGFR 10 mL/min/1.73m2 a  0 1  0 1  
eGFR 40% a  11.2 369  8.8 291  

a  1.6 54  1.5 48  
95%CI  8.92 [8.19, 9.68] 6.85 [6.22, 7.51] 

99.83%CI b  0.73 0.59, 0.89  
p b  <0.0001 

a  %  
b eGFR UACR

Cox
0.0017   

 
10 Hwang-Shih-DeCani α γ = 8

0.0017  
11 ESKD eGFR 10 mL/min/1.73m2

eGFR 40%  
eGFR  

2 30  
 



9 
10 mg_ _  

1 RS  

 

5

2  

 
5 RS  

  
292  

 
292  

a  20.2 59  10.6 31  
a  19.9 58  9.9 29  

ESKD a  1.0 3  0.7 2  
eGFR 10 mL/min/1.73m2

eGFR 40% a  3.1 9  1.4 4  

eGFR 10 mL/min/1.73m2 a  0 0 
eGFR 40% a  15.8 46  7.9 23  

a  0.3 1  0.7 2  
95%CI  10.11 [7.69, 12.84] 5.26 [3.58, 7.27] 

95%CI b  0.44 0.28, 0.69  
a %  
b eGFR UACR

Cox   
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10 mg_ _  

 
2  

RS  

 
12

 

46.1% 1,516/3,289 43.9% 1,444/3,292

1.8% 59/3,289 2.4% 79/3,292

0.5% 6

2 7  
 

6 0.5%  

 
 

3,289  
 

3,292  
  

3,289  
 

3,292  
 46.1 1516  43.9 1444   0.3 11  0.8 25  

 8.1 266  7.0 231   0.7 22  0.7 23  
 3.3 107  3.0 98   0.5 16  0.6 20  

 3.6 117  2.8 93   0.7 23  0.6 19  
 2.6 87  2.3 76   0.4 12  0.6 19  

 2.0 65  2.2 72   1.0 32  0.5 18  
 2.0 67  2.0 67   0.4 13  0.5 18  

 1.9 62  1.5 51   0.6 19  0.5 17  
 1.3 43  1.4 45   0.5 15  0.5 17  

 1.3 43  1.2 41   0.4 14  0.5 17  
 1.3 42  1.2 39   0.4 13  0.5 17  

 0.9 31  1.2 39   0.2 8  0.5 16  
 0.8 27  1.1 35   0.8 27  0.4 12  
 1.4 45  1.0 33   0.5 17  0.4 12  

 0.9 31  1.0 33   0.6 19  0.3 11  
 1.0 34  0.9 30   0.5 15  0.3 9  

 1.3 42  0.9 29   0.5 18  0.2 8  
MedDRA version 20.1 %   

 
12 AESI

 



11 
10 mg_ _  

7 2  

 
 

3,289  
 

3,292  
  

3,289  
 

3,292  
 1.8 59  2.4 79   <0.1 1  0.1 2  

 0.4 13  0.3 11   0 0.1 2  
 0.2 7  0.2 8   0 0.1 2  

 0.1 2  0.2 7   0 0.1 2  
 0.2 5  0.2 5   0 0.1 2  

 0 0.2 5   0 0.1 2  
 0 0.1 2   0.1 2  <0.1 1  

 0 0.1 2   0.1 2  0 
 0 0.1 2   0.1 2  0 
 0.1 2  0.1 2  

MedDRA version 20.1 %  
 

 

68.5% 200/292 68.5% 200/292

3.4% 10/292 10.6% 31/292

38.0% 111/292 37.7% 110/292

2.1% 6/292 3.8% 11/292

3% 8 2

9 2%

10 2

11  
 

8 3%  

  
292  

 
292  

  
292  

 
292  

 68.5 200  68.5 200   3.4 10  2.4 7  
 4.5 13  4.1 12   3.8 11  1.7 5  
 4.1 12  4.1 12   4.8 14  1.4 4  

 3.8 11  3.8 11   4.1 12  1.4 4  
 3.1 9  3.4 10   3.8 11  1.4 4  

 1.7 5  3.4 10   3.1 9  1.4 4  
 2.1 6  3.1 9   3.1 9  1.0 3  

 5.1 15  2.7 8  
MedDRA version 20.1 %  

 
9 2  

  
292  

 
292  

  
292  

 
292  

 3.4 10  10.6 31   0 0.7 2  
 0 1.7 5   0 0.7 2  
 0.3 1  1.4 4   0 0.7 2  
 0.7 2  1.0 3   0 0.7 2  

 MedDRA version 20.1 %  
 

10 2%  

  
292  

 
292  

  
292  

 
292  

 38.0 111  37.7 110   3.1 9  1.4 4  
 2.1 6  3.1 9   3.1 9  1.0 3  

 5.1 15  2.7 8   2.4 7  1.0 3  
 1.7 5  2.1 6   2.1 6  1.0 3  

MedDRA version 20.1 %   



12 
10 mg_ _  

11 2  

  
292  

 
292  

  
292  

 
292  

 2.1 6  3.8 11   0 0.7 2  
 0.7 2  1.0 3  

MedDRA version 20.1 %  

 

4.1% 135/3,289 3.8% 126/3,292

2 12  

1.7% 5/292

1 1 1 1 1 1.4%

4/292 1 1 1 1

 
12 2  

 
 

3,289  
 

3,292   
 

3,289  
 

3,292  
 4.1 135  3.8 126   <0.1 1  0.1 2  

 0.6 20  0.5 17   0.1 2  0.1 2  
 0.5 17  0.4 12   <0.1 1  0.1 2  
 0.4 14  0.4 12   0 0.1 2  

 0.3 9  0.3 10   0 0.1 2  
 0.2 7  0.3 10   0.1 2  <0.1 1  

 0.3 10  0.3 9   0.1 4  0 
 0.3 9  0.2 6   0.1 2  0 

 0.1 3  0.2 6   0.1 2  0 
 0.1 4  0.1 4   0.1 2  0 
 0.1 3  0.1 4   0.1 2  0 

 0.1 4  0.1 3  
MedDRA version 20.1 %  

 

35.4% 1,164/3,289 33.0% 1,086/3,292

0.5% 13

0.3% 11/3,289 0.5% 16/3,292  

31.2% 91/292 30.1% 88/292

1% 14

1.0% 3/292 0.3% 1/292  
 

13 0.5%  

  
3,289  

 
3,292    

3,289  
 

3,292  
 35.4 1164  33.0 1086   0.6 20  0.7 22  

 3.3 107  3.0 98   0.7 23  0.6 19  
 3.6 117  2.8 93   1.0 32  0.5 18  

 2.6 87  2.3 76   0.6 19  0.5 17  
 1.7 56  1.3 43   0.2 6  0.5 17  

 1.3 43  1.2 41   0.3 11  0.5 16  
 1.3 42  1.2 39   0.2 8  0.5 16  

 0.9 31  1.2 39   0.8 27  0.4 12  
 0.8 27  1.1 35   0.5 17  0.4 12  

 1.4 45  1.0 33   0.6 19  0.3 11  
 1.0 34  0.9 30   0.5 18  0.2 8  

 0.9 31  0.8 27  
MedDRA version 20.1 %   



13 
10 mg_ _  

 
14 1%  

  
292  

 
292    

292  
 

292  
 31.2 91  30.1 88   0 1.0 3  

 5.1 15  2.7 8   0 1.0 3  
 3.1 9  1.4 4   1.4 4  0.7 2  

 1.4 4  1.7 5   1.4 4  0.7 2  
 3.1 9  1.0 3   1.4 4  0.3 1  

 2.4 7  1.0 3   1.0 3  0.3 1  
 2.1 6  1.0 3   1.7 5  0 

 1.4 4  1.0 3   1.0 3  0 
 1.0 3  1.0 3  

MedDRA version 20.1 %  

 

7.3% 240/3,289 7.0% 232/3,292

0.2% 15  

4.8% 14/292 5.8%

17/292 2 2

2 1 2  
 

15 0.2%  

  
3,289  

 
3,292    

3,289  
 

3,292  
 7.3 240  7.0 232   0.1 2  0.2 8  

 0.6 21  0.5 18   <0.1 1  0.2 8  
 0.5 17  0.4 12   0.3 10  0.2 7  

 0.3 11  0.3 11   0.2 8  0.2 6  
 0.2 7  0.3 11   0.1 4  0.2 6  

 0.3 9  0.3 10   0.2 8  0.1 3  
 0.3 11  0.3 9  

MedDRA version 20.1 %  

 

7.R  

7.R.1  

7.R.1.1 7.R.1.2 CKD

 

 

7.R.1.1 III 1245-0137  

1245-0137  

99.83%CI 0.73 0.59, 0.89 p<0.0001 0.17%

4 1  

ESKD

HHF

16

2.1% 69/3,289 1.8% 59 /3,292

Kaplan-Meier 3 5



14 
10 mg_ _  

eGFR

2

0.23 mL/min/1.73m2 2.31 mL/min/1.73m2 18

6 eGFR 95%CI

0.74 0.53, 0.95 mL/min/1.73m2 2

eGFR 95%CI 1.36 1.14, 1.58 mL/min/1.73m2  

HHF

ESKD

16 eGFR eGFR

95%CI 1.05 0.41, 1.69 mL/min/1.73m2 eGFR

95%CI 1.85 1.19, 2.51 mL/min/1.73m2  

CKD  
 

16 RS  

 
  

 
3,289  

 
3,292  

 
95%CI  

 
292  

 
292  95%CI  

 15.2 499  11.6 382  0.71 a) 
0.62, 0.81  19.9 58  9.9 29  0.41 a) 

0.25, 0.65  

 2.1 69  1.8 59  0.84 a) 
0.60, 1.19  0.3 1  1.0 3   

ESKD 6.6 216  5.0 163  0.73 a) 
0.60, 0.90  5.1 15  3.4 10  0.72 a) 

0.31, 1.68  

HHF  4.6 150  4.0 131  0.85 a) 
0.67, 1.08  3.1 9  2.1 6  0.93 a) 

0.32, 2.67  

 5.1 167  4.5 148  0.87 a) 
0.70, 1.08  2.4 7  2.4 7  1.43 a) 

0.49, 4.18  

 27.2 894  25.5 838  0.86 b) 

0.78, 0.95  25.0 73  26.4 77   

%  
a eGFR UACR

Cox  
b eGFR UACR

Joint Frailty   
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10 mg_ _

3 RS

4 RS



16
10 mg_ _

5 Kaplan-Meier RS

6 eGFR mL/min/1.73m2 RS

CKD

1245-0137



17 
10 mg_ _  

 ESKD HHF

eGFR

 

 
 

 

7.R.1.2 III 1245-0137  

7.R.1.2.1  

CKD  

1245-0137 CKD

 

CKD 17

 

 
17 CKD RS  

CKD   
3,289  

 
3,292  

 
95%CI a) 

 16.8 553/3,289  13.1 430/3,292  0.73 0.64, 0.82  
 21.7 220/1,013  15.6 159/1,021  0.65 0.53, 0.79  

 17.4 142/816  13.7 117/853  0.77 0.60, 0.98  
 13.4 13/97  17.3 17/98  1.36 0.66, 2.84  

IgA  16.6 67/404  12.3 51/413  0.67 0.46, 0.97  
 19.6 9/46  16.0 8/50  0.85 0.32, 2.22  

 25.0 1/4  20.0 2/10   
 19.6 52/265  13.8 39/282  0.76 0.50, 1.15  

 13.0 96/739  11.6 82/706  0.82 0.61, 1.11  
 13.2 95/721  10.1 72/712  0.75 0.55, 1.02  

 22.7 10/44  11.1 4/36  0.46 0.14, 1.48  
 4.2 3/71  8.6 6/70   

 19.3 11/57  16.1 10/62  0.90 0.38, 2.15  
 12.4 31/249  7.8 17/219  0.56 0.31, 1.02  

 13.3 40/300  10.8 35/325  0.81 0.51, 1.28  
% /  

a CKD eGFR UACR
CKD Cox  

 

18

 
 

18 RS  

  
3,289  

 
3,292  

 
95% CI a  

 20.2 303/1,503  14.3 216/1,514  0.64 0.54, 0.77  
 14.0 250/1,786  12.0 214/1,778  0.83 0.69, 1.00  

% /  
a eGFR UACR

Cox
 

 
CKD

 

 



18 
10 mg_ _  

7.R.1.2.2  

1245-0137  

1245-0137 eGFR 20 45 mL/min/1.73m2 45 90

mL/min/1.73m2 UACR 200 mg/g 300 mg/g

CKD  

eGFR 19 eGFR

eGFR 20 mL/min/1.73m2 253

20 eGFR 20 30 mL/min/1.73m2

 

 
19 eGFR RS  

eGFR 
mL/min/1.73 m2  

 
3,289  

 
3,292  

 
95% CI a  

30  27.4 315/1,149  21.9 247/1,128  0.74 0.62, 0.87  
30 45  12.0 174/1,455  9.55 140/1,466  0.78 0.62, 0.97  

45  9.34 64/685  6.16 43/698  0.63 0.42, 0.92  
% /  

a  eGFR UACR
eGFR Cox

 
 

20 eGFR RS  
eGFR 

mL/min/1.73 m2  
 

3,289  
 

3,292  
 

95% CI a  
20  48.5 63/130  38.2 47/123  0.74 0.51, 1.08  

20 30  24.7 252/1,019  19.9 200/1,005  0.74 0.62, 0.89  
% /  

a eGFR UACR
eGFR Cox

 
 

UACR 21 UACR

UACR

22 UACR 30 mg/g

 
 

21 UACR RS  

UACR mg/g   
3,289  

 
3,292  

 
95% CI a  

30  6.33 42/663  6.33 42/664  1.01 [0.66, 1.55] 
30 300  8.33 78/936  7.24 67/926  0.91 [0.65, 1.26] 

300  25.6 433/1,690  18.9 321/1,702  0.68 [0.59, 0.78] 
% /  

a eGFR UACR
UACR Cox  



19 
10 mg_ _  

22 UACR RS  

 
UACR 30 mg/g  UACR 30 300 mg/g  UACR 300 mg/g  

   
95% CI a     

95% CI a     
95% CI a  

 
8.7 

29/335  
5.1 

16/311  
0.61 

0.33, 1.13  
10.4 

49/470  
8.9 

42/472  
0.90 

0.60, 1.37  
32.2 

225/698  
21.6 

158/731  
0.59 

0.48, 0.73  

 
4.0 

13/328  
7.4 

26/353  
1.76 

0.90, 3.44  
6.2 

29/466  
5.5 

25/454  
0.85 

0.49, 1.44  
21.0 

208/992  
16.8 

163/971  
0.78 

0.63, 0.95  
% /  

a eGFR UACR UACR
Cox  

 

UACR eGFR

eGFR 23 24

UACR eGFR

 

 
23 UACR eGFR  a RS  

 
UACR 30 mg/g  UACR 30 300 mg/g  UACR 300 mg/g  

         

 

-0.75 
-1.18,  

-0.33  

-0.52 
-0.97,  

-0.07  

0.23 
-0.38,  

0.85  

-1.79 
-2.15,  

-1.42  

-1.00 
-1.36,  

-0.64  

0.78 
0.27,  

1.29  

-4.71 
-5.02,  

-4.40  

-3.22 
-3.52,  

-2.93  

1.49 
1.06,  

1.91  

 

-1.03 
-1.46,  

-0.59  

-0.90 
-1.32,  

-0.48  

0.13 
-0.48,  

0.74  

-1.49 
-1.87,  

-1.12  

-1.40 
-1.77,  

-1.03  

0.09 
-0.44, 

0.62  

-4.19 
-4.45,  

-3.93  

-3.22 
-3.48,  

-2.96  

0.97 
0.61,  

1.34  
mL/min/1.73m2 95%CI  
a UACR UACR

UACR
UACR

 

 
24 UACR  

eGFR  a RS  

 
UACR 30 mg/g  UACR 30 300 mg/g  UACR 300 mg/g  

         

 

-0.84 
-1.28,  

-0.39  

0.20 
-0.27,  

0.67  

1.03 
0.39,  

1.68  

-1.83 
-2.21,  

-1.44  

-0.12 
-0.51,  

0.26  

1.70 
1.16,  

2.24  

-4.33 
-4.66,  

-4.00  

-2.20 
-2.52,  

-1.89  

2.13 
1.68,  

2.58  

 

-0.94 
-1.40,  

-0.48  

-0.39 
-0.84,  

0.06  

0.55 
-0.09,  

1.20  

-1.53 
-1.93,  

-1.13  

-0.91 
-1.31,  

-0.51  

0.62 
0.06, 

1.18  

-3.94 
-4.22,  

-3.66  

-2.48 
-2.76,  

-2.20  

1.46 
1.07,  

1.85  
mL/min/1.73m2 95%CI  
a eGFR eGFR UACR

UACR
UACR UACR

 
 

CKD CKD

eGFR 25

eGFR   



20 
10 mg_ _  

25 CKD eGFR RS  

GF
R a) 

UAC
Rb) 

 eGFR d  eGFR e) 

   
95% CI c     

95% CI     
95% CI  

G1 

A1 0 0        

A2 0 
0/1  

0 
0/7   -2.35 

-11.24, 6.54  
2.29 

-0.71, 5.29  
4.64 

-4.75, 14.02     

A3 5.9 
1/17  

14.3 
3/21   -6.43 

-8.44, -4.11  
-7.42 

-9.21, -5.62  
-0.99 

-3.69, 1.71  
-3.98 

-6.21, -1.76  
-3.96 

-5.94, -1.97  
0.03 

-2.95, -3.01  

G2 

A1 0 
0/2  

0 
0/2   3.59 

-1.85, 9.03  
-5.96 

-10.47, -1.44
-9.55 

-16.62, -2.48
5.82 

-0.10, 11.74  
-4.33 

-9.03, 0.37  
-10.15 

-17.71, -2.59

A2 2.3 
1/43  

1.8 
1/55   -2.76 

-3.93, -1.60  
-2.22 

-3.28, -1.16  
0.55 

-1.03, 2.12  
-2.61 

-3.88, -1.34  
-1.19 

-2.35, -0.04  
1.42 

-0.30, 3.14  

A3 8.2 
15/184  

7.6 
13/171  

0.82 
0.39, 1.72  

-5.09 
-5.66, -4.52  

-3.37 
-3.95, -2.79  

1.71 
0.90, 2.53  

-4.47 
-5.09, -3.85  

-2.17 
-2.79, -1.54  

2.30 
1.42, 3.18  

G3a 

A1 4.2 
3/71  

2.6 
2/78   -1.90 

-2.79, -1.00  
-1.23 

-2.09, -0.36  
0.67 

-0.58, 1.91  
-1.12 

-2.09, -0.14  
0.49 

-0.45, 1.43  
1.61 

0.25, 2.96  

A2 4.5 
5/111  

4.5 
5/111   -2.28 

-3.03, -1.54  
-1.68 

-2.40, -0.96  
0.61 

-0.43, 1.64  
-1.69 

-2.49, -0.88  
-0.70 

-1.48, 0.08  
0.99 

-0.13, 2.10  

A3 15.2 
39/256  

7.5 
19/253  

0.45 
0.26, 0.78  

-4.67 
-5.15, -4.20  

-3.42 
-3.90, -2.95  

1.25 
0.58, 1.92  

-4.30 
-4.82, -3.78  

-2.18 
-2.70, -1.67  

2.11 
1.38, 2.85  

G3b 

A1 3.8 
15/400  

4.9 
19/388  

1.41 
0.72, 2.78  

-0.83 
-1.20, -0.46  

-0.58 
-0.96, -0.19  

0.25 
-0.28, 0.79  

-0.82 
-1.22, -0.42  

0.01 
-0.41, 0.43  

0.83 
0.25, 1.41  

A2 7.9 
36/453  

7.5 
33/442  

0.93 
0.58, 1.49  

-1.56 
-1.92, -1.20  

-1.04 
-1.40, -067  

0.52 
0.01, 1.03  

-1.58 
-1.97, -1.18  

-0.23 
-0.63, 0.16  

1.34 
0.79, 1.90  

A3 20.4 
123/602  

13.8 
88/636  

0.66 
0.51, 0.87  

-4.09 
-4.40, -3.78  

-2.89 
-3.20, -2.59  

1.20 
0.76, 1.63  

-3.85 
-4.19, -3.51  

-2.05 
-2.38, -1.72  

1.79 
1.32, 2.27  

G4 

A1 12.2 
23/189  

10.7 
21/196  

0.88 
0.49, 1.59  

-0.15 
-0.71, 0.40  

-0.32 
-0.87, 0.22  

-0.17 
-0.94, 0.61  

-0.58 
-1.18, 0.02  

-0.11 
-0.70, 0.48  

0.47 
-0.37, 1.31  

A2 11.0 
36/327  

9.1 
28/308  

0.85 
0.52, 1.40  

-0.85 
-1.28, -0.43  

-0.61 
-1.04, -0.19  

0.24 
-0.36, 0.84  

-1.28 
-1.74, -0.82  

-0.41 
-0.88, 0.05  

0.87 
0.21, 1.52  

A3 40.3 
252/626  

31.4 
193/615  

0.70 
0.58, 0.84  

-3.74 
-4.07, -3.42  

-2.75 
-3.07, -2.44  

0.99 
0.54, 1.44  

-3.68 
-4.03, -3.32  

-2.35 
-2.69, -2.00  

1.33 
0.83, 1.83  

G5 

A1 100.0 
1/1  0        

A2 0 
0/1  

0 
0/3   -1.40 

-9.99, 7.20  
1.58 

-2.56, 5.72  
2.98 

-6.56, 12.51     

A3 60.0 
3/5  

83.3 
5/6   0.22 

-5.46, 5.89  
-2.73 

-8.71, 3.25  
-2.95 

-11.19, 5.30  
-0.04 

-7.12, 7.04  
-3.70 

-10.51, 3.12  
-3.66 

-13.48, 6.17  
% / mL/min/1.73m2 95%CI  

a  eGFR mL/min/1.73 m2 G1 90 G2 60 90 G3a 45 60 G3b 30 45 G4 15
30 G5 15  

b UACR mg/g A1 30 A2 30 300 A3 300  
c  KDIGO KDIGO

Cox  
d KDIGO KDIGO

 
e  eGFR  eGFR KDIGO 

KDIGO
 

 
 

1245-0137 eGFR 20 mL/min/1.73m2 CKD

eGFR 20 mL/min/1.73m2 CKD UACR

30 mg/g

eGFR eGFR UACR

 

 



21 
10 mg_ _  

7.R.1.2.3  

1245-0137  

1245-0137 26

 
 

26  

   
3,289  

 
3,292  

 
95%CI  

 
65  19.0 284/1,493  15.4 230/1,498  0.75 0.63, 0.90  
65  15.0 269/1,796  11.1 200/1,794  0.69 0.57, 0.83  

 
 17.8 390/2,196  13.9 306/2,199  0.75 0.65, 0.88  
 14.9 163/1,093  11.3 124/1,093  0.66 0.52, 0.84  

 
mmHg  

130  12.0 144/1,204  10.6 126/1,184  0.85 0.67, 1.08  
130 145  16.6 175/1,057  13.0 146/1,122  0.70 0.56, 0.87  

145  22.8 234/1,028  16.0 158/986  0.68 0.56, 0.84  

BMI 

kg/m2  

25  17.9 146/814  15.2 120/789  0.70 0.55, 0.89  
25 30  15.1 172/1,141  12.5 145/1,164  0.79 0.63, 0.99  

30  17.6 235/1,334  12.3 165/1,339  0.69 0.56, 0.84  

RAS  
 16.4 456/2,783  12.4 349/2,821  0.71 0.62, 0.82  
 19.2 97/506  17.2 81/471  0.80 0.60, 1.08  

% /  
 

 

 

7.R.2  

7.R.2.1 7.R.2.5 1245-0137 7.R.1
CKD  

 

7.R.2.1 III 1245-0137  

1245-0137  

1245-0137 27 12

2%

6

 



22 
10 mg_ _  

27 1245-0137  

%  

 

1245-0137

CKD

 
13 14 15

16 17 18 19 20

21 22 23) 24) 25)

26) 7.R.2.4  

 

7.R.2.2  

 

1245-0137 28

  

 
13 MedDRA SMQ

 
14 MedDRA BIcMQ

 
15  
16 SMQ

 
17 BIcMQ sub-search  
18 BIcMQ sub-search  
19 BIcMQ sub-search  
20 BIcMQ  
21 BIcMQ sub-search  
22 BIcMQ sub-search

BIcMQ
 

23 SMQ  
24  
25  
26 MedDRA version 20.1

COVID-19  

 
  

 
3,289  

 
3,292  

 
292  

 
292  

   68.5 200  68.5 200  
   3.4 10  10.6 31  

 46.1 1,516  43.9 1,444  38.0 111  37.7 110  
 1.8 59  2.4 79  2.1 6  3.8 11  

 4.1 135  3.8 126  1.7 5  1.4 4  
 35.4 1,164  33.0 1,086  31.2 91  30.1 88  

 0.3 11  0.5 16  1.0 3  0.3 1  
 7.3 240  7.0 232  4.8 14  5.8 17  



23 
10 mg_ _  

28  

 
90  91 180  181 270  271 360  361 450  

          
3,289  3,292  3,230  3,221  3,163  3,155  3,080  3,072  3,004  3,010  

 
11.9 
391  

11.5 
380  

11.1 
357  

10.0 
323  

7.2 
228  

7.9 
250  

10.4 
321  

9.5 
293  

8.5 
255  

8.1 
243  

 0.3 
9  

0.3 
10  

0.4 
13  

0.4 
12  

0.4 
12  

0.5 
16  

0.7 
21  

0.7 
21  

0.3 
10  

0.5 
15  

 6.7 
222  

6.3 
208  

6.8 
219  

6.1 
197  

5.2 
165  

5.8 
182  

7.6 
234  

7.1 
219  

6.9 
208  

6.1 
185  

 
1.2 
39  

1.2 
39  

0.9 
30  

0.9 
28  

0.6 
20  

0.9 
29  

1.1 
34  

1.2 
36  

0.6 
17  

0.7 
21  

 
451 540  541 630  630 720  721 a   

          
2,735  2,761  2,254  2,271  1,720  1,740  1,495  1,512  3,289  3,292  

 
9.3 
253  

9.3 
257  

8.3 
188  

6.9 
156  

11.1 
191  

9.3 
161  

18.7 
280  

15.8 
239  

46.1 
1,516  

43.9 
1,444  

 0.6 
17  

0.4 
12  

0.6 
14  

0.5 
11  

0.9 
15  

0.6 
11  

1.7 
26  

1.4 
21  

4.1 
135  

3.8 
126  

 7.2 
197  

6.4 
177  

6.5 
146  

5.0 
113  

8.9 
153  

6.6 
115  

14.2 
212  

11.6 
176  

35.4 
1,164  

33.0 
1,086  

 
1.1 
29  

0.7 
20  

0.9 
20  

0.7 
15  

1.2 
21  

0.9 
16  

2.0 
30  

1.9 
28  

7.3 
240  

7.0 
232  

%  
a 7  

 

1245-0137

 

 

7.R.2.3 III 1245-0137  

7.R.2.3.1  

 

1245-0137 29

30  
 

29  

 
1  2  /   

 
34  

 
34  

 
1,455  

 
1,460  

 
14  

 
20  

 
1,786  

 
1,778  

 
70.6 
24  

70.6 
24  

54.2 
789  

50.8 
741  

35.7 
5  

60.0 
12  

39.1 
698  

37.5 
667  

 61.8 
21  

58.8 
20  

43.6 
634  

38.9 
568  

28.6 
4  

55.0 
11  

28.3 
505  

27.4 
487  

 
14.7 

5  
5.9 
2  

10.4 
151  

8.9 
130  0 15.0 

3  
4.7 
84  

5.5 
97  

%   
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30  

 
1  2  /   

 
0  

 
0  

 
137  

 
117  

 
6  

 
7  

 
149  

 
168  

 0 0 48.9 
67  

43.6 
51  

50.0 
3  

71.4 
5  

27.5 
41  

32.1 
54  

 0 0 42.3 
58  

37.6 
44  

33.3 
2  

71.4 
5  

20.8 
31  

23.2 
39  

 0 0 7.3 
10  

6.0 
7  0 14.3 

1  
2.7 
4  

5.4 
9  

%  

 

 

CKD

CKD  

 

7.R.2.3.2  

 

1245-0137 eGFR 31 eGFR

32  
 

31 eGFR  

 

eGFR mL/min/1.73 m2  
30  30 45  45  
 

1,149  
 

1,128  
 

1,455  
 

1,466  
 

685  
 

698  
 52.1 599  51.0 575  46.5 677  42.5 623  35.0 240  35.2 246  

 41.3 475  40.0 451  35.3 513  31.2 457  25.7 176  25.5 178  
 10.4 120  9.8 110  6.7 98  6.8 99  3.2 22  3.3 23  

%  
 

32 eGFR  

 

eGFR mL/min/1.73 m2  
30  30 45  45  
 

70  
 

59  
 

109  
 

101  
 

113  
 

132  
 42.9 30  42.4 25  37.6 41  41.6 42  35.4 40  32.6 43  

 38.6 27  37.3 22  30.3 33  33.7 34  27.4 31  24.2 32  
 8.6 6  6.8 4  4.6 5  5.9 6  2.7 3  5.3 7  

%  
 

UACR 33

UACR 30 mg/g

34  



25 
10 mg_ _  

 
33 UACR  

 

UACR mg/g  
30  30 300  300  
 

663  
 

664  
 

936  
 

926  
 

1,690  
 

1,702  
 50.8 337  47.4 315  47.5 445  43.4 402  43.4 734  42.7 727  

 38.8 257  34.6 230  36.3 340  32.6 302  33.6 567  32.5 554  
 7.7 51  8.3 55  6.8 64  8.1 75  7.4 125  6.0 102  

%  

 
34 UACR  

 

UACR mg/g  
30  30 300  300  
 

11  
 

15  
 

70  
 

60  
 

211  
 

217  
 45.5 5  60.0 9  43.3 31  28.3 17  35.5 75  38.7 84  

 45.5 5  46.7 7  34.3 24  18.3 11  29.4 62  32.3 70  
 0 6.7 1  4.3 3  6.7 4  5.2 11  5.5 12  

%  

 

2 eGFR

eGFR 35 eGFR

eGFR 20 mL/min/1.73m2

eGFR  

 
35 eGFR eGFR 2  

eGFR 
mL/min/1.73 m2     

20  1.2 [0.5] 124  1.2 [0.5] 118  -0.01 [0.7] 
20 30  0.3 [0.2] 991  -1.4 [0.2] 988  -1.6 [0.2] 
30 45  -0.7 [0.1] 1402  -3.1 [0.1] 1408  -2.4 [0.2] 

45  -2.1 [0.2] 651  -4.7 [0.2] 664  -2.6 [0.3] 
mL/min/1.73m2  

UACR
eGFR MMRM  

 

 

1245-0137 eGFR

20 mL/min/1.73 m2 eGFR

eGFR

eGFR 20 mL/min/1.73 m2

 

 

7.R.2.3.3  

 

1245-0137 36



26 
10 mg_ _  

37  

 
36  

 
50  50 65  65 75  75  

 
579  

 
561  

 
914  

 
937  

 
1,041  

 
1,039  

 
755  

 
755  

 
33.5 
194  

26.2 
147  

41.4 
378  

43.3 
406  

50.3 
524  

48.0 
499  

55.6 
420  

51.9 
392  

 22.1 
128  

18.5 
104  

29.8 
272  

31.3 
293  

39.7 
413  

37.0 
384  

46.5 
351  

40.4 
305  

 
3.5 
20  

3.0 
17  

4.4 
40  

5.7 
53  

8.8 
92  

7.3 
76  

11.7 
88  

11.4 
86  

%  

 
37  

 
50  50 65  65 75  75  

 
37  

 
43  

 
75  

 
88  

 
107  

 
95  

 
73  

 
66  

 
29.7 
11  

25.6 
11  

24.0 
18  

33.0 
29  

43.0 
46  

46.3 
44  

49.3 
36  

39.4 
36  

 18.9 
7  

23.3 
10  

20.0 
15  

22.7 
20  

33.6 
33  

40.0 
38  

45.2 
33  

30.3 
20  

 
2.7 
1  

2.3 
1  0 5.7 

5  
7.5 
8  

7.4 
7  

6.8 
5  

6.1 
4  

%  

 

 

 

 

7.R.2.3.4  

 

1245-0137 38

 
 

38  

 
  

  
 

3,289  
 

3,292  
 

292  
 

292  

 
 46.4 1,020/2,196  45.7 1,006/2,199  38.8 85/219  43.8 92/210  
 45.4 496/1,093  40.1 438/1,093  35.6 26/73  22.0 18/82  

BMI 
kg/m2  

25  37.2 303/814  33.3 263/789  38.8 62/160  35.6 57/160  
25  49.0 1,213/2,475  47.2 1,181/2,503  37.1 49/132  40.2 53/132  

RAS  
 45.4 1,264/2,783  43.5 1,226/2,821  37.0 95/257  37.1 93/251  
 49.8 252/506  46.3 218/471  45.7 16/35  41.5 17/41  

% /   
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7.R.2.4  

7.R.2.4.1  

1245-0137

 

39 40

 

 
 

39  

 
  

 
3,289  

 
3,292  

 
292  

 
292  

 2.7 90  3.0 98  1.7 5  2.4 7  
 2.0 65  2.2 72  1.7 5  2.1 6  

 0.2 5  0.2 8  0 0 
 0.2 8  0.5 16  0 0.3 1  

 0.2 6  0 0 0 
 0.1 3  0 0 0 

 <0.1 1  <0.1 1  0 0 
 <0.1 1  <0.1 1  0 0 

 0.1 4  0.1 4  0 0 
 1.2 41  1.4 46  0.7 2  1.0 3  

 <0.1 1  0.1 2  0 0 
 0.7 22  0.7 22  0 0.3 1  

 0.6 21  0.7 22  0 0.3 1  
 <0.1 1  <0.1 1  0 0 

 2.1 70  2.4 80  1.7 5  2.1 6  
 2.0 65  2.2 72  1.7 5  2.1 6  

 0.2 5  0.2 8  0 0 
 0.6 21  0.8 26  0.7 2  0.7 2  

 0 <0.1 1  0 0 
MedDRA version 20.1 % /  

 
40  

 
  

  
 

3,289  
 

3,292  
 

292  
 

292  

 
 3.1 46/1,503  4.1 62/1,514  2.8 4/143  3.2 4/124  
 2.5 44/1,786  2.0 36/1,778  0.7 1/149  1.8 3/168  

RAS  
 2.5 69/2,783  3.0 84/2,821  1.2 3/257  2.8 7/251  
 4.2 21/506  3.0 14/471  5.7 2/35  0 0/41  

 
 3.4 50/1,452  4.3 58/1,358  0 0/63  5.3 3/57  
 2.2 40/1837  2.1 40/1934  2.2 5/229  1.7 4/235  

% /  
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1245-0137

CKD

CKD

 

 

7.R.2.4.2  

1245-0137  
22 41

3.6% 117/3,289 2.8% 93/3,292

1.8% 58/3,289 1.4% 46/3,292

2012KDIGO

360

0.4%

360

eGFR eGFR

eGFR UACR

UACR 300 mg/g

RAS

 

1.0% 3/292

0.3% 1/292  
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10 mg_ _  

41  

 
  

 
3,289  

 
3,292  

 
292  

 
292  

 3.6 117  2.8 93  1.0 3  0.3 1  
 1.8 58  1.4 46  0.3 1  0 

 0.5 18  0.7 22  0.3 1  0 
 0.6 21  0.5 15  0.3 1  0.3 1  

 0.1 3  0.3 9  0 0 
 0.4 12  0.1 4  0 0 

 0.3 9  <0.1 1  0 0 
 

 
50  1.0 6/579  1.8 10/561  0 0/37  2.3 1/43  
50 65  3.9 36/914  2.5 23/937  0 0/75  0 0/88  
65 75  3.8 40/1,041  3.5 36/1,039  0 0/107  0 0/95  
75  4.6 35/755  3.2 24/755  4.1 3/73  0 0/66  

2012KDIGO  
1a) 1.5 49/3,289  1.4 47/3,292  0 0/292  0 0/292  
2b) 0.9 28/3,289  0.8 26/3,292  0.7 2/292  0.3 1/292  
3c) 1.4 45/3,289  0.7 23/3,292  0.7 2/292  0 0/292  

 0 1/3,289  0 1/3,292  0 0/292  0 0/292  
 

90  0.4 14/3,289  0.5 16/3,292  0 0/292  0 0/292  
90 180  0.4 12/3,230  0.3 11/3,221  0.3 1/289  0 0/286  
180 270  0.3 10/3,163  0.3 9/3,155  0 0/288  0 0/280  
270 360  0.6 17/3,080  0.4 13/3,072  0 0/286  0.4 1/274  
360  2.3 70/3,004  1.6 48/3.009  1.1 3/281  0 0/269  

eGFR mL/min/1.73m²  
30  4.7 54/1,149  4.7 53/1,128  2.9 2/70  0.0 0/59  
30 45  3.4 50/1,455  2.4 35/1,466  0 0/109  0.0 0/101  
45  1.9 13/685  0.7 5/698  0.9 1/113  0.8 1/132  

UACR mg/g  
30  2.3 15/663  2.1 14/664  0.0 0/11  0.0 0/15  
30 300  3.5 33/936  3.5 32/926  0 0/70  0.0 0/60  
300  4.1 69/1,690  2.8 47/1,702  1.4 3/211  0.5 1/217  

 
 4.9 73/1,503  4.3 65/1,525  1.4 2/143  0 0/124  

 2.5 44/1,786  1.6 28/1,779  0.7 1/149  0.6 1/168  
RAS  

 3.4 94/2,783  2.8 78/2,831  0.8 2/257  0.4 1/251  
 4.5 23/506  3.2 15/471  2.9 1/35  0 0/41  

 
 5.4 78/1,452  4.0 54/1,358  1.6 1/63  0 0/57  
 2.1 39/1,837  2.0 39/1,934  0.9 2/229  0.4 1/235  

MedDRA version 20.1 % /  
a 1.5 2  
b 2 3  
c 3  

 

 

1245-0137

7.R.2.3.3 1245-0137

eGFR

 



30 
10 mg_ _  

7.R.2.4.3  

1245-0137

 

42

 

0.4% 14/3,289 0.8% 26/3,292

95%CI Cox

1.43 0.80, 2.57

0.4% 13/3,289 0.5% 18/3,292

< 0.1% 1/3,289 0.2% 5/3,292 < 0.1% 1/3,289

0.2% 7/3,292

 

 

CKD

  



31 
10 mg_ _  

42 a) b)  

 
  

 
3,289  

 
3,292  

 
292  

 
292  

 0.4 12  0.4 13  0 0.7 2  
 0.2 7  0.2 5  0 0.3 1  

30  0.4 12  0.4 13  0 0.7 2  
 <0.1 1  0.2 6  0 0 

 <0.1 1  0.2 6  0 0 
 0.4 14  0.8 26  0 0.7 2  

 <0.1 1  <0.1 1  0 0 
 9.2 303  8.2 270  0.7 2  1.4 4  

 0.2 7  0.2 8  0 0 
 0 <0.1 1  0 0 

 2.9 96  2.6 85  0.3 1  0.3 1  
 0.1 2  0.1 2  0 0 

 1.4 47  1.3 42  0.7 2  0.3 1  
 0.2 5  0.1 3  0.3 1  0.3 1  

 0 <0.1 1  0 0 
 2.2 72  2.2 73  2.1 6  3.1 9  

 0.4 14  0.4 13  0.3 1  0.3 1  
 0.1 2  <0.1 1  0 0 

 3.2 106  3.6 120  4.5 13  5.5 16  
 1.5 49  1.6 52  2.1 6  2.4 7  

 0.1 2  <0.1 1  0.3 1  0 
c) 0.5 15  0.6 19  0 0.3 1  

COVID-19  3.3 110  3.2 104  1.4 4  1.0 3  
 0.7 22  0.5 18  0 0 

%  
a  
b

 
c  

 

CKD

 

 

7.R.2.6  

 

PBRER 2022 4 17

25,900,000

 

 

2

 

 

7.R.3  

 

CKD RAS ACE ARB 2021

SGLT2 CKD 2
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10 mg_ _  

CKD 2 CKD

CKD

RAS CKD

eGFR  

1245-0137  

 eGFR 20 mL/min/1.73 m2 45 mL/min/1.73 m2

45 mL/min/1.73 m2 90 mL/min/1.73 m2 UACR 200 mg/g

300 mg/g  

 CKD SGLT2

 

 1 1245-0137 1

1 1

 

 ACE ARB

ACE ARB  

1245-0137 CKD 7.R.1

7.R.2

 

eGFR 20 mL/min/1.73 m2 CKD eGFR

UACR

7.R.1.2.2 7.R.2.3.2 1245-0137

eGFR 20 mL/min/1.73 m2  

CKD 1245-0137 CKD

CKD SGLT2

1245-0137

CKD

 

1 CKD

1  

CKD

1245-0137
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10 mg_ _  

1245-0137 CKD 7.R.1 7.R.2

CKD

CKD

CKD

 

1245-0137

1245-0137

1245-0137 eGFR 20 mL/min/1.73 m2

CKD

20 mL/min/1.73 m2

eGFR

eGFR

7.R.2.3.2 eGFR 20 mL/min/1.73 m2

UACR 30 mg/g

7.R.1.2.2  

CKD CKD 1245-0137

1245-0137

CKD CKD 1245-0137

CKD

1 CKD 1

 

 

 

CKD  

 

 

 

7.R.4  

 

2 1 1 10 mg 1

1 25 mg 1 1 10 mg 10 mg 1 1
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10 mg_ _  

2

 

1245-0137 2 10 mg

25 mg 1245-0025

1245-0025
27 43 10 mg 25 mg

eGFR 44 10 mg 25 mg

10 mg 25 mg

1245-0137 10 mg 1 1  
 

43 1245-0025 TS  
 % 

/  
 

95%CI a) 
 

 5.9 137/2,333  - 
10 mg  3.8 90/2,345  0.65 [0.50, 0.85] 
25 mg  3.5 82/2,342  0.59 [0.45, 0.77] 

 
 18.8 388/2,061  - 

10 mg  12.7 261/2,055  0.61 [0.53, 0.72] 
25 mg  12.8 264/2,069  0.61 [0.52, 0.71] 

a  BMI HbA1c eGFR
Cox  

 
44 1245-0025 eGFR mL/min/1.73 m2 TS  

  
1,668  

10 mg  
1,773  

25 mg  
1,824  

 73.59 [60.87, 87.62] 73.79 [61.08, 88.57] 74.27 [60.15, 88.92] 
a) 69.79 [55.61, 84.15] 71.83 [57.24, 85.78] 71.68 [57.33, 85.55] 

 -3.68 [-11.64, 3.54] -2.26 [-9.93, 5.00] -2.56 [-10.42, 5.14] 
[ , ] 

a) 3.07 [1.90, 3.82] 10 mg 3.15 [1.92, 3.83] 25 mg 3.16 [1.92, 3.85]
 [10% , 90% ]  

 

1245-0137 10 mg 1 1 7.R.1

7.R.2 CKD 1

1 10 mg  

CKD 1245-0137

CKD

1245-0137

 

 

1245-0137 1245-0025 CKD

1 1 10 mg 2

 

CKD  

 
27 2 eGFR45 mL/min/1.73m2
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10 mg_ _  

 

CKD  

10 mg 1 1  

 

7.R.5  

45  
 

45  
  
  
 CKD  
 52  
 800  

  
CKD  

 

CKD

CKD

 

CKD  

eGFR 20 mL/min/1.73m2  

 

8.  

8.1  

CTD 5.3.5.1-01

 

 

 

  

 

8.2 GCP  

CTD 5.3.5.1-01 GCP
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10 mg_ _  

9. 1  
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10 mg_ _  

2  
 

6 1 16  

 

 
10 mg 

 

 

5 1 31  

 

 

 

 

1.  

20 12 25 20 8  

 

1.1  

1 7.R.1

 

 1 7.R.1.2.2 21 UACR

CKD

UACR

 

 

CKD

UACR

 

 

1.2  

1 7.R.2

 

 

1.3  

1 7.R.3
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10 mg_ _  

 

 

 

2  

 

 

 

 

 

 

 

2  

 2 1

 

 
 

 
 

 
 

 

 
 

 

 eGFR 20 mL/min/1.73m2

eGFR

eGFR 20 mL/min/1.73m2

 

 

 

 

 

1.4  

1 7.R.4
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10 mg_ _  

 

2  

10mg 1 1

25 mg1 1  

 

10mg 1 1  

 

 

 

2

25 mg 10 mg 1

1 10 mg

25 mg

 

 

1.5  

1 7.R.5 
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47 48

 

 
46  

 
   

 
 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
2  

2  
 

 
47  

  
 

 

 

 
2  
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10 mg_ _  

 

 
48  

  
  
 CKD  
 52  
 800  

 CKD  
 

1  
 

 
 

HbA1c
eGFR  

 
 

HHF eGFR
 

 

2. 1  
1 1

 
 
    

8 4 a  
 

 
a %  
b

eGFR UACR
Cox

0.0017  

a c  

 
 

a %  
b

eGFR UACR
Cox

0.0017  
c

 
9 5 a  

 
 

a %  
b

eGFR UACR
Cox

 

a c  

 
 

a %  
b

eGFR UACR
Cox

 
c

 

10 6  
 

0.7 2  
0 

12 12  
 

< 0.1 1  
0.1 2  

18 21 

UACR mg/g  
30  
30 300  
300  

UACR mg/g  
30  
30 300  
300  

20 25 

G1A3 eGFR  
-6.43 -8.44, -4.11  

 
G1A3 eGFR  

0.03 -2.95, -3.01  

G1A3 eGFR  
-6.43 -8.44, -4.41  

 
G1A3 eGFR  

0.03 -2.95, 3.01  
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10 mg_ _  

26 37 

65 75  
33.6 33  

75  
39.4 36  

65 75  
33.6 36  

75  
39.4 26  

29 41 
 

4.3 65/1,525  
1.6 28/1,779  

 
4.3 65/1,514  

1.6 28/1,778  

 

3.  

4

 
 

 

2  

 

 

 

 

 

 

 

2  

10 mg 1 1

25 mg 1 1  

 

10 mg 1 1  

 

 

 

 

 



i 
10 mg_ _

 

 

 
   

ACE Angiotensin-converting enzyme  
AESI Adverse event of special interest  
ARB Angiotensin receptor blocker  
AUC Area under concentration-time curve  

BIcMQ Boehringer Ingelheim customized 
MedDRA Query MedDRA  

BMI Body mass index  
CCL CC-chemokine ligand CC-  
CI confidence interval  
CKD Chronic kidney disease  
CKD

  CKD
2023  

Cmax Maximum plasma concentration  
DKD Diabetic kidney disease  
DMC Data Monitoring Committee  
eGFR Estimated glomerular filtration rate  
ESKD End-stage kidney disease  
GFR Glomerular filtration rate  

HbA1c Glycosylated haemoglobin Hemoglobin 
A1c A1c 

HHF Hospitalization for heart failure  
IL Interleukin  

KDIGO Kidney Disease Improving Global 
Outcomes  

LPS Lipopolysaccharide  
MACE Major adverse cardiovascular event  
MCP-1 Monocyte chemotactic protein-1 -1 
MDRD Modification of diet in renal disease  

MedDRA/J Medical Dictionary for Regulatory 
Activities Japanese version ICH  

NT-proBNP N-terminal pro-B type natriuretic peptide N B
 

PBRER Periodic benefit-risk evaluation report  
RAS Renin-angiotensin system -  
RS Randomised Set  
SGLT Sodium-dependent glucose co-transporter  
SMQ Standardized MedDRA Queries MedDRA  

TS Treated set 1245-0137
1245-0025  

UACR Urine albumin-to-creatinine ratio  
    
   

 


