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［審 議 結 果］ 

平成 28 年９月７日に開催された医薬品第一部会において、本品目を承認して

差し支えないとされ、薬事・食品衛生審議会薬事分科会に報告することとされ

た。 

本品目の再審査期間は４年、製剤は劇薬に該当し、生物由来製品及び特定生

物由来製品のいずれにも該当しないとされた。 

 

［承認条件］ 

医薬品リスク管理計画を策定の上、適切に実施すること。 
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ABPM Ambulatory blood pressure 
monitoring

ACB-disamide 4-amino-6-chlorobenzene-1,3-
disulfonamide

4- -6- -1,3-

ACE Angiotensin -converting
enzyme

ALT Alanine aminotransferase
AML Amlodipine
AMLB Amlodipine besilate

1
 



ARB Angiotensin receptor blocker
AST Aspartate aminotransferase
AUC0-tz Area under the plasma 

concentration-time curve from 
time 0 to the time of the last 
quantifiable data point

0
-

AUC area under the plasma 
concentration-time curve at 
steady state over the time dosing 

-

A5 mg AML 2.5 mg 2
BE Bioequivalence
BUN Blood urea nitrogen
CCB Calcium channel blocker
CI Confidence interval
CMA Critical material attribute
Cmax Maximum concentration of 

analyte in plasma
Cmax, ss Cmax at steady-state
CPP Critical process parameters
CQA Critical quality attribute
DBP Diastolic blood pressure
eGFR Estimated glomerular filtration 

rate
FAS Full analysis set
FASEX FAS in the extension period
-GTP -Glutamyltransferase

HCTZ Hydrochlorothiazide
HPLC High performance liquid 

chromatography
H12.5 mg HCTZ 12.5 mg
JSH2014 2014,

LOCF Last observation carried forward
MedDRA Medical Dictionary for 

Regulatory Activities
MF
PTP Press through package
PTP/Al PTP

QbD Quality by design
RA Renin-angiotensin -
SBP Systolic blood pressure
SMQ Standardised MedDRA queries MedDRA
TEL Telmisartan
T40/A5 mg TEL 40 mg AML 5 mg
T40/H12.5 mg TEL 40 mg HCTZ 12.5 mg
T40/A5/H12.5 mg TEL 40 mg AML 5 mg HCTZ 12.5 mg

T40/A5/H12.5 mg TEL 40 mg AML 5 mg HCTZ 12.5 mg
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T80/A5 mg TEL 80 mg AML 5 mg
T80/A5 mg TEL 80 mg AML 5 mg
T80/A5/H12.5 mg TEL 80 mg AML 5 mg HCTZ 12.5 mg

T80/A5/H12.5 mg TEL 80 mg AML 5 mg HCTZ 12.5 mg

T80/A5 mg
H12.5 mg

T80/A5 mg H12.5 mg

T80/H12.5 mg TEL 80 mg HCTZ 12.5 mg
T80/H12.5 mg TEL 80 mg HCTZ 12.5 mg
T80/H12.5 mg
A5 mg

T80/H12.5 mg A5 mg

UV-VIS Ultravaiolet-visible 
spectrophotometry
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1.

ARB TEL

CCB AMLB

HCTZ

TEL 2002 AMLB 1993 HCTZ 1959

T40/H12.5 mg T80/H12.5 mg 2009 T40/A5 mg T80/A5 mg

2010 2012

TEL 1

AML

CCB

HCTZ

3 ARB CCB HCTZ

AML HCTZ 2009 AML HCTZ 2010

3

T80/A5/H12.5 mg 2016 2

2.

2.1

2.1.1 TEL

TEL 20 mg 40 mg

80 mg AP BP AP BP

2.1.2 AMLB

AMLB MF MF

AP BP

2.1.3 HCTZ

HCTZ MF MF

AP BP

2.2

2.2.1

1 TEL AML HCTZ 80 mg 5 mg 12.5 mg

160 30 D-
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6000

2.2.2

QbD

CQA

CMA CPP

2.2.3

HPLC UV-VIS

HPLC HPLC HPLC HPLC

2.2.4

1

1

3
25 60%RH

PTP+Ala b 24
40 75%RH 6

a PTP

b

15 6 3 0603004

PTP

36

24

36
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2.R

2.R.1

24

PTP/Al

HCTZ ACB-disamide

PTP/Al

36

ACB-disamide

36

ACB-disamide %

PTP/Al

24 36 ACB-disamide

PTP

ACB-

disamide PTP/Al

PTP/Al

PTP/Al

ACB-disamide HCTZ

ACB-disamide

PTP/Al

ACB-disamide

PTP/Al
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3.

3.R

TEL AML AP TEL

TEL AML HCTZ 2

AML CCB

HCTZ

Acta Pharmacol Sin 2006; 27: 1575-1579 AML

HCTZ

TEL AML HCTZ 3

6.4 JSH2014

2

3 T40/A5/H12.5 mg

T40/H12.5 mg Open J Intern 

Med 2012; 2: 67-71 TEL AML HCTZ

TEL AML HCTZ 3

TEL AML HCTZ 2

TEL AML HCTZ

TEL AML HCTZ

1973; 7: 231-244 1982; 16: 144-152 1982; 16: 284-300 1982; 16:

273-283 Toxicol Appl Pharmacol 1959; 1: 333-349 TEL AML HCTZ

2 TEL AML HCTZ 3

5.

TEL AML HCTZ 3

6.4 TEL AML

HCTZ 3

TEL AML HCTZ 2

3

AP BP AP BP
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TEL AML HCTZ 2 TEL

AML HCTZ 3 Open J Intern Med 2012; 2: 67-71

2 3

TEL AML HCTZ 2

3 3

2 3

4.

4.R

TEL AML

in vitro

AP TEL HCTZ

in vitro

AP BP AML HCTZ

J Clin Pharmacol. 2011; 

51: 933-42 TEL AML TEL HCTZ AML HCTZ

TEL AML HCTZ

3

TEL AML HCTZ 3

2 TEL AML HCTZ

3

3

6.

5.
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5.R

CCB

AP BP Pharmacometrics 1991; 

42: 177-187 TEL AML HCTZ 2

AP

AP BP AML HCTZ

BUN

BUN

AML

HCTZ TEL AML HCTZ

TEL AML HCTZ

6.4

3

TEL AML HCTZ

3

3

TEL AML HCTZ 2

AML HCTZ

3

3

3

6.

6.1

1348.3 1348.4 1348.5 T80/A5/H12.5 mg

1348.1 T80/A5 mg H12.5 mg 1348.2

T80/H12.5 mg A5 mg

AML 2.5 mg 2 A5 mg BE

HPLC- TEL AML HCTZ

0.500 ng/mL 0.0500 ng/mL 1.00 ng/mL

6.2 BE

6.2.1 T80/A5/H12.5 mg T80/A5 mg H12.5 mg BE 1348.3 CTD 5.3.1.2-01

72 2 4 T80/A5/H12.5 mg T80/A5 

mg H12.5 mg 14 2
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T80/A5 mg H12.5 mg T80/A5/H12.5 mg

Cmax AUC0-tz 90%CI TEL 1.038 0.970, 1.110 1.020 0.989, 

1.051 AML 1.001 0.985, 1.017 0.995 0.981, 1.009 HCTZ 1.102 1.069, 1.135 1.043

1.025, 1.061

6.2.2 T80/A5/H12.5 mg T80/H12.5 mg A5 mg BE 1348.4 CTD 5.3.1.2-

02

72 2 4 T80/A5/H12.5 mg

T80/H12.5 mg A5 mg 14

T80/H12.5 mg A5 mg T80/A5/H12.5 mg Cmax

AUC0-tz 90%CI TEL 0.958 0.889, 1.032 0.992 0.961, 1.024

AML 1.014 0.997, 1.031 1.014 0.998, 1.030 HCTZ 1.018 0.985, 1.052 1.003 0.983,

1.024

6.3 1348.4 CTD 5.3.1.2-02

36 T80/A5/H12.5 mg

Cmax AUC0-tz

90%CI TEL 0.302 0.250, 0.364 0.637 0.590, 0.687 AML 0.982 0.946,

1.020 0.997 0.971, 1.025 HCTZ 0.797 0.750, 0.847 0.897 0.858, 0.937

6.4 1348.5 CTD 5.3.3.4-01

36 6 3 T80/A5/H12.5 mg T80/A5 

mg T80/H12.5 mg 1 1 10 12 2

T80/A5 mg T80/A5/H12.5 mg 10

Cmax, ss AUC 90%CI TEL 1.149 0.982, 1.343 1.020 0.969, 1.074

AML 1.040 1.010, 1.070 1.025 1.002, 1.049 T80/H12.5 mg

T80/A5/H12.5 mg Cmax, ss AUC 90%CI TEL 1.084

0.931, 1.262 0.975 0.904, 1.052 HCTZ 1.054 0.992, 1.118 1.034 0.987, 1.083

6.R

6.R.1 BE

BP H12.5 mg

BP A5 mg BE BE

1348.3 1348.4 BE

BP BP

BE BP

AP BP 3
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6.R.2

TEL

TEL AP BP

AP BP

TEL

HCTZ Cmax AUC0-tz

AP BP

AML

6.R.3

1348.5 T80/A5/H12.5 mg TEL Cmax, ss

90%CI T80/A5 mg 1.149 0.982, 1.343 T80/H12.5 mg

1.084 0.931, 1.262 90%CI BE

TEL 80 mg 2

TEL

1348.5 T80/A5 mg T80/H12.5 mg

T80/A5/H12.5 mg TEL Cmax, ss 90%CI 1

Cmax, ss test/reference /2 T80/A5 

mg T80/H12.5 mg 1 T80/A5 mg 4.00 T80/H12.5 mg

4.16 0.46 2.71 33 0.40 2.46 35

TEL Cmax, ss in vitro
2

TEL 1348.5

T80/A5/H12.5 mg T80/A5 mg T80/H12.5 mg

1348.1 1348.2 2 3 T80/A5/H12.5 

mg 4 18.4% 40/217

2 T80/H12.5 mg T80/A5 mg 15.6% 10/64

13.1% 21/160 T80/A5/H12.5 mg

1

TEL
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T80/A5/H12.5 mg

T80/A5/H12.5 mg TEL

2 TEL

2 3

2 TEL

1348.5 2 3

TEL

2 3

TEL TEL

7.

3 2 5

BE 6.

7.1

7.1.1 BE 1348.3 CTD 5.3.1.2-01

T80/A5/H12.5 mg T80/A5 mg H12.5 mg BE 72

T80/A5/H12.5 mg T80/A5 mg H12.5 mg

2 4 1 14

72

72 Treated set

1 T80/A5 mg H12.5 mg 1 2

T80/A5/H12.5 mg 4.2% 3/71 T80/A5 mg H12.5 mg 2.8%

2/72

ALT T80/A5/H12.5 mg 2

7.1.2 BE 1348.4 CTD 5.3.1.2-02

T80/A5/H12.5 mg T80/H12.5 mg A5 mg BE T80/A5/H12.5 mg

72 T80/A5/H12.5 mg T80/H12.5 

mg A5 mg 1 5 T80/A5/H12.5 mg

2 4 BE 1 2
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1 14

72

72 Treated set

1 1 T80/H12.5 mg A5 mg

T80/A5/H12.5 mg 22.5% 16/71 T80/H12.5 mg A5 mg

13.9% 10/72 2

2 Treated set

T80/A5/H12.5 mg
71

T80/H12.5 mg A5 mg

72
9.9 7 5.6 4
5.6 4 2.8 2
2.8 2 1.4 1
1.4 1 2.8 2

%

T80/A5/H12.5 mg 15.5% 11/71 T80/H12.5 

mg A5 mg 8.3% 6/72

T80/A5/H12.5 mg 7 T80/H12.5 mg A5 mg 3

4 2

7.1.3 1348.5 CTD 5.3.3.4-01

TEL AML HCTZ 36

T80/A5/H12.5 mg T80/H12.5 mg T80/A5 mg 6 3

1 36

36 Treated set

2 1 2 3

T80/A5/H12.5 mg 13.9% 5/36 T80/H12.5 mg 8.3% 3/36

T80/A5 mg 5.9% 2/34 ALT

T80/A5/H12.5 mg 3 T80/H12.5 mg 2 T80/A5 mg 2

T80/A5/H12.5 mg 5.6% 2/36 T80/H12.5 

mg 8.3% 3/36 T80/A5 mg 2.9% 1/34

ALT T80/A5/H12.5 mg 2 T80/H12.5 mg 2

T80/A5 mg 1

T80/A5/H12.5 mg 2
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7.2

7.2.1 1348.1 CTD 5.3.5.1-01

T80/A5 mg H12.5 mg T80/A5 mg

30

150 300

6 T80/A5 mg 1 1 8 T80/A5 mg

H12.5 mg T80/A5 mg 1 1

20 2 3

1

SBP 200

mmHg DBP 90 mmHg 114 mmHg

309 T80/A5 mg H12.5 mg 149 T80/A5 mg 160

Treated set

2 307 147 160 FAS

6 4 2

2 1

8 DBP

8 SBP

3 DBP SBP T80/A5 mg T80/A5 

mg H12.5 mg p 0.0001

DBP SBP

3 8 DBP SBP mmHg FAS
DBP SBP

T80/A5 mg
H12.5 mg

147

T80/A5 mg
160

T80/A5 mg
H12.5 mg

147

T80/A5 mg
160

a 96.6 5.6 95.7 5.1 142.4 12.9 142.3 12.1
8 a, b 88.0 8.0 91.3 7.6 130.0 13.7 135.4 13.5

c, d 8.4 0.5 4.5 0.5 12.3 0.8 6.9 0.8

c, e 95%CI 3.9 5.3, 2.4 5.3 7.6, 3.1
a
b 8 LOCF

c DBP SBP
d
e

T80/A5 mg H12.5 mg 41.6% 62/149 T80/A5 mg 28.1%

45/160 5% 4
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4 5% Treated set
T80/A5 mg H12.5 mg

149
T80/A5 mg

160
6.0 9 5.6 9
5.4 8 0.6 1

13.4 20 3.1 5
%

T80/A5 mg H12.5 mg 23.5% 35/149

T80/A5 mg 3.8% 6/160 5%

T80/A5 mg H12.5 mg 8 T80/A5 mg 1 20 3

T80/A5 mg H12.5 mg 2

T80/A5 mg 1

7.2.2 1348.2 CTD 5.3.5.1-02

T80/H12.5 mg A5 mg T80/H12.5 mg

17

65 130

6 T80/H12.5 mg 1 1 8 T80/H12.5 

mg A5 mg T80/H12.5 mg 1 1

52 H80/H12.5 mg A5 mg 1 1

20 2 3

1

SBP 200

mmHg DBP 90 mmHg 114 mmHg

132 T80/H12.5 mg A5 mg 68 T80/H12.5 mg 64

Treated set

1 131 67 64 FAS

6 3 3

1 2

8 DBP

8 SBP

5 DBP SBP T80/H12.5 mg

T80/H12.5 mg A5 mg p 0.0001

DBP SBP
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5 8 DBP SBP mmHg FAS
DBP SBP

T80/H12.5 mg
A5 mg

67

T80/H12.5 mg
64

T80/H12.5 mg
A5 mg

67

T80/H12.5 mg
64

a 97.5 6.3 96.7 5.6 145.4 13.8 141.5 10.3
8 a, b 88.7 7.4 95.4 8.9 134.3 14.3 139.9 14.9

c, d 8.8 0.8 1.3 0.8 10.6 1.4 2.1 1.5

c, e 95%CI 7.5 9.7, 5.3 8.6 12.7, 4.5
a
b 8 LOCF

c DBP SBP
d
e

T80/H12.5 mg A5 mg 25.0% 17/68 T80/H12.5 mg

29.7% 19/64 5% T80/H12.5

mg A5 mg 6 T80/H12.5 mg 6

T80/H12.5 mg A5 mg 1.5% 1/68

T80/H12.5 mg 1.6% 1/64 T80/H12.5 mg A5 mg 1

T80/H12.5 mg 1

T80/H12.5 mg 2

126 FASEX

7

3

DBP SBP

6

6 DBP SBP
mmHg FASEX LOCF

DBP SBP
T80/H12.5 mg

A5 mg
65

T80/H12.5 mg
61

T80/H12.5 mg
A5 mg

65

T80/H12.5 mg
61

97.7 6.3 96.8 5.6 145.5 14.0 141.3 10.5
8 8.9 6.3 1.3 6.3 11.2 11.4 1.7 12.0

32 13.7 8.7 13.8 8.2 17.5 13.3 17.1 10.1
60 11.1 8.3 10.4 7.6 14.2 15.1 14.6 12.0

69.0% 87/126 5%
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39

3.2% 4/126 1.6% 2/126

0.8% 1/126

4

3

7.R

7.R.1

ARB TEL CCB

AML HCTZ

2 JSH2014

2 3

2 ARB ACE CCB 3

ARB CCB 3

9.3% TEL CCB 3 TEL

AML 52% TEL HCTZ 47%

TEL HCTZ AML

BP HCTZ BP

AML ARB

RA

CCB ARB

RA CCB

. ; 2013. S262-264

CCB ARB JSH2014 8th Joint 

National Committee JNC8 JAMA 2014; 311;507-520 -

2013 Eur Heart J. 2013; 34:2159-219

TEL HCTZ AML

2 3

3

TEL HCTZ AML
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7.R.2

TEL 80 mg HCTZ 12.5 mg AML 5 mg

TEL TEL

40 mg 1 1 TEL 40 mg

T40/H12.5/A5 

mg T80/H12.5/A5 mg JSH2014

TEL HCTZ AML

TEL 80 mg TEL 40 mg

TEL 80 mg HCTZ 12.5 mg AML 5 mg 1348.1 1348.2

8 DBP T80/A5 mg

H12.5 mg T80/A5 mg T80/H12.5 mg A5 mg

T80/H12.5 mg TEL 80 mg HCTZ 12.5 mg

AML 5 mg

T80/A5 mg 1348.1

T80/H12.5 mg 1348.2 T80/H12.5/A5 mg

2 1348.2

T80/H12.5/A5 mg

T80/H12.5/A5 mg

TEL 40mg AML 5 mg

TEL 80mg AML 5 mg TEL 40mg HCTZ 12.5 mg TEL 80 mg

HCTZ 12.5 mg TEL

3

3 2

7.R.3

7.R.3.1

1348.1 1348.2

T80/H12.5/A5 mg 1.8% 4/217 1

T80/A5 mg 0.6% 1/160 T80/H12.5 mg 0.0% 0/64 T80/H12.5/A5 

mg T80/A5 mg T80/H12.5 mg

1 68

HD 20 mg 16 mg
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3

1348.2 3

1

T80/H12.5/A5 mg

1348.1 1348.2

T80/A5 mg T80/H12.5 mg T80/H12.5/A5 mg

1348.2

BP BP

7.R.3.2

3

ARB CCB

7

7
1348.1 1348.2 1348.2

T80/H12.5/A5 mg
217

T80/H12.5 mg
64

T80/A5 mg
160

T80/H12.5/A5 mg
126

12.9 28 1.6 1 3.8 6 3.2 4
3.7 8 0 0 0.6 1 1.6 2
0 0 0 0 0 0 1.6 2

9.2 20 1.6 1 3.1 5 0 0
0.9 2 1.6 1 1.9 3 0 0

-GTP 0.5 1 1.6 1 0.6 1 0 0
0.5 1 0 0 0.6 1 0 0
0 0 0 0 0 0 0 0

%

1348.1 1348.2
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T80/H12.5/A5 mg

T80/H12.5 mg T80/A5 mg 1348.1 T80/H12.5/ 

A5 mg 13.4% T80/A5 mg 1.9% 1348.2

T80/H12.5 mg 1348.1 HCTZ

HCTZ 1348.1 T80/H12.5/A5 mg

HCTZ 1348.2

8 T80/H12.5/A5 mg T80/H12.5 mg

1348.2

8 1348.2
T80/H12.5/A5 mg

65
T80/H12.5 mg

64
mg/dL 7.21 1.54 6.96 1.73

8 mg/dL 6.58 1.38 6.76 1.61
mg/dL 0.64 1.10 0.20 1.24

8 mg/dL 18.5% 12/65 20.3% 13/64
10% 4.6% 3/65 20.3% 13/64
20% 1.5% 1/65 3.1% 2/64

SMQ

T80/H12.5 mg 1 -GTP

1348.1

1348.2

T80/H12.5/A5 mg T80/H12.5 mg T80/A5 mg

2

T80/H12.5/A5 mg

BP BP

1348.1 1348.2 T80/H12.5/A5 mg

HCTZ HCTZ

T80/H12.5/A5 mg

T80/H12.5/A5 mg T80/H12.5 mg T80/A5 mg

T80/H12.5/A5 mg BP BP
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7.R.3.3

1348.1 1348.2 eGFR 30 mL/min/1.73 m2

1348.1 1348.2 1348.2

9

9 1348.1 1348.2 1348.2

1348.1 1348.2 1348.2

T80/H12.5/A5 mg
217

T80/H12.5 mg
64

T80/A5 mg
160

T80/H12.5/A5 mg
126

eGFR 30 mL/min/1.73 m2

60 mL/min/1.73 m2 38.7% 12/31 25.0% 3/12 29.2% 7/24 61.5% 16/26

eGFR 60 mL/min/1.73 m2

90 mL/min/1.73 m2 36.1% 56/155 31.3% 15/48 28.8% 30/104 70.8% 63/89

eGFR 90 mL/min/1.73 m2 35.5% 11/31 25.0% 1/4 25.0% 8/32 72.7% 8/11

eGFR 30 mL/min/1.73 m2 60 mL/min/1.73 m2 T80/H12.5/A5 mg T80/H12.5 

mg T80/A5 mg

T80/H12.5/A5 mg

2 1

eGFR 30 mL/min/1.73 m2

60 mL/min/1.73 m2 T80/H12.5 mg T80/A5 mg

eGFR 60 mL/min/1.73 m2 90 mL/min/1.73 m2

eGFR 90 mL/min/1.73 m2

1348.2

T80/H12.5 mg T80/A5 mg

eGFR 30 mL/min/1.73 m2

eGFR 30 mL/min/1.73 m2

TEL HCTZ AML

6.4 eGFR 30 mL/min/1.73 m2

2
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1348.1 1348.2 eGFR

TEL HCTZ

AML T80/H12.5 mg T80/A5 mg

T80/H12.5/A5 mg

7.R.3.4

1348.1 1348.2

7.R.3.2

T80/H12.5/A5 mg

37.0% 17/46 36.3% 62/171

5%

10

T80/H12.5 mg T80/A5 mg T80/H12.5/A5 mg

7.R.3.2

1348.2
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10
5%

1348.1 1348.2 1348.2

T80/H12.5/A5 mg T80/H12.5 mg T80/A5 mg T80/H12.5/A5 mg

46 16 29 31
37.0 17 25.0 4 27.6 8 64.5 20
13.0 6 0.0 0 13.8 4 29.0 9
0.0 0 6.3 1 0.0 0 0.0 0
0.0 0 6.3 1 0.0 0 0.0 0
0.0 0 6.3 1 0.0 0 3.2 1
0.0 0 6.3 1 0.0 0 0.0 0

15.2 7 0.0 0 3.4 1 0.0 0

171 48 131 95
36.3 62 31.3 15 28.2 37 70.5 67
5.3 9 12.5 6 3.8 5 31.6 30

7.6 13 2.1 1 3.1 4 0.0 0
%

T80/H12.5mg T80/A5 mg

T80/H12.5/A5 mg TEL 80 mg

TEL 40 mg

TEL

1348.1 1348.2 T80/H12.5 mg T80/A5 mg

T80/H12.5/A5 mg

2

T80/H12.5/A5 mg TEL 2

TEL 2 TEL 40 mg

TEL 80 mg 1

TEL 2

7.R.3.5

1348.1 1348.2

11 75
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11 1348 .1 1348.2
T80/H12.5/A5 mg T80/H12.5 mg T80/A5 mg

65 65
75 75 65 65

75 75 65 65
75 75

183 30 4 56 8 0 134 21 5
35.5
65

36.7
11

75.0
3

26.8
15

50.0
4

0
0

28.4
38

33.3
7

0
0

0.5
1

3.3
1

0
0

3.6
2

0
0

0
0

0.7
1

0
0

0
0

%

T80/H12.5 mg T80/A5 mg

2

65 75 65

T80/H12.5 mg T80/A5 mg

75

7.R.4

52 1000

AP BP AP

0.3% 1000

AP BP

AP 8.8% 126 9.6%

107 75 36.8% 525 29.9% 332

1000

72 75 271

75

24 4 11 0411 1

0411 2
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8.

8.1

2

8.2 GCP

2

9. 1

2

TEL 80 mg AML 5 mg HCTZ 12.5 mg
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2

28 4 11

/ /

27 7 31

1.

20 12 25 20 8

1.1

HCTZ

CCB AML

ARB TEL 3

1.2

1348.1 1348.2 TEL 80 mg AML 5 mg HCTZ 12.5 mg

3 TEL 80 mg

2

DBP

SBP

2

2014 2

3

SBP

DBP SBP

2
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1 2

3

2

1348.1 1348.2

TEL 80 mg 2

1.3

2

2

TEL TEL 2 Child-

Pugh A B TEL

40 mg TEL 80 mg

75

75

1.4

1 7.R.4

12

13

14
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12

75

13

14

52
1000

 
2.

2.1

2.2 GCP

CTD 5.3.5.1-01 CTD 5.3.5.1-02 GCP

GCP
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3.

4

1 1 1 / / 80 mg/5 mg/

12.5 mg
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