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RAoig (B4, BEE - il - OB A, LT 2530
SNIBIHHE ST B,

AR OB L RBHEOA IS S ZRE L TR T DL
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TR SUSIEIR L C 0 2 TTREIE O & 2 I3 G L e nwZ &,
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PEI, U, WHEH - MRS, HEOMIRE ik & 5 2 A& E
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WUEZATH 2 ko [9.1.4, 9.2.2, 10.2&1]
11.1.5 FFigEREE. &E CHEAH)
AST. ALT. y-GTPLAZDOHEREREE D HbN D Z LN
Hbo [8.35M]
11.1.6 {EI0¥E (BE S )

gy

BT 2R W, FomA ., SHMCT, R, R
FEPH L DN E I3 RT ek L, @R REETT)

Lo BERISIEIETOBRE TH HbRLT V.
NAT7 7F71457%2— BHERH)

IR PR, MR, MESFESEDSYEIRE L ThE b, L
B Do
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BiiLsE. L O
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13.1 fER
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L OWED D Do
*13.2 WiE
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14, BHLEOEE
141 EHZHEOEE
14.1.1 PTPEEOHEFAIZPTPY — b ALY L TIRH S % &

IIRET A Z

EO

PTPY — FORAKIZ L D BEOHSAMSAERE~IA L, B
(ZI3ZRLE B2 L CHEmIA S0 EE 2 G HEZ e 2 2 &

B Do

14.1.2 K %2 GBI L CWa BH 2L, BHAERICIET 2
IVEBEEG LI, RAOEY BRI AFOHE L 2T, 2

JEREF G- L7 a1, RS L) bIMHREN R %5 2 &A

WEFEnTBl . BWEHPRIT 28210 d 5. [16.225]

16. ZEEhHE

16.1 MFiRE

16.1.1 B@E%S
AREEVEE M SE B2 7V I L ¥ > 20mg. 40mg. 80mg(# 7 & ILH#))
% AR BRI 95 (20mg i 3110 (95 1422, Z149) . 40mghE : 2961 (5
22, PET) . 80mghf @ 3061 (118, ZcPE12)) L7z & & ol dErpok
PAUIRIEIEHERS B OB BYRE /S5 X — 5 1ZIT O L BY) TH - 727,

(ng/mL)

1000
m S iy
i v 80 mg (n=30)
#1400 A
x
z
I
*
4
5

10 1

o 2 4 6 8 10 ©  a
RI51%E5R (h)

5 Crnax tmax AUC o021 tiz
R (ng/mL) (h) (ng - h/mL) (h)
(iofg) 33.84+17.37 | 6.9%6.2 | 424.65= 232.25|24.0+11.0
éo:“;%) 78.52+32.72 | 4.6=1.7 | 807.41% 334.76|20.3+12.1
80mg N . . N
(ne30) | 365.81253.08| 3.6+ 1.2 | 2304.54%1522.85 | 20.9%10.6

CFHfti=S.D.)
F720 HARAKOVE AN OB CBEHIZBWT, 40mghl (77
EVEID L IR 0% SR CHELLU EOBREZEO FAD A SN, Cra
TZOMEMIIHEE CTH D EDPHEREINTVEY) Y, ZofgFe LT,
/NEEE T OFEFED BRI K OO 545 OFIFHI OB G5 HE 2 5 b,
16.1.2 R{ERS
ARREVER MUESE R F 127V 2 )V ¥ »40mg. 80mg(# 7 v#l) #1H
1114 H R At AR 1% - (40mg ¥ 1061 (B 1E6. Z4) . 80mght:
1080 (BT, &E3)) L7zl &, EHKETH 5140 BIZB1T S IEH
REACRIERE X A7 5152~ A ClRORIEZ /R L IR 2 12T L7z,
F 720 AUCO2m D S5 L 22 B R R1E. 40mgfk U80mgk 5-C %
NENL.91+0.53%0U1.61+0.62CFHflE+S.D.) THh - 727,

b e o Crnax tmax AUC0-24m)
G = H (ng/mL) (h) (ng - h/mL)
40mg 1HH 85.78+ 45.25| 4.0£1.6 |1030.16= 598.93
(n=10) 14HH [166.51+ 88.49| 3.4+1.0 |1930.61+1155.91
80mg 1HH [259.50+137.14| 2.9+1.2 |2288.28+ 956.39
(n=10) 14HH [436.62+219.36| 2.3+0.9 |3203.57+1710.92

CFHfE+S.D.)
14H B OCumax k. VAUC 0210 & B HNZ AT 72356, S FIHEO TS
K9 B ko o 1340medk G- T1.18 % 1°0.97, 80mgH%k 5-WF T1.77 %
U1.69CTH D, BHEL D b L TEWETIARED S /e,

16.1.3 EMFHFEZMH
FEFl & H T VEIOAEWENRESEEZ TV IVIVY Y 20megE SR
% S WA & VT, R T % 0k 5 L 7z AR sy R SE v alBR 1S
L DFERINTWBY, 2 A REORL DRI O LW RS
20mg$E & 40mgHE 1L iAE I EABEIZ X 0 . 40mgHE & 80mgHE A HE i A T
ERGAZ L7 AR SRS L) RS Tn I,

16.1.4 RE2L—2 3> 7 7—vaAF% 2717 X8R
HARARONEANOHEGT -5 THLR2L—Yary7y—~va¥
FTA Y AETORER S, 70T T AR KMEL ) BHET39%E < .
WHOBEBENBEL D b LATRBSNY,

16.1.5 fE{fz=
AN OFME A O B R RER I BT 2 S BIRE & Mt L 74558, Coak
OAUCIZERZE AR S, 80mgll E %5412 5\ T2 O[] AT
HEThol,

16.2 BRIR
TEEB AT F206012, 7V 2 ¥ v ¥ »40mg (1 7V FH]) & HERE
b L7z &, EIEREG ICIEREBE S Ctoad S ELE (2250 0 1.8
=090, 1% 5.3 1.4FR) L. Coacd57%. AUCH32% T L
72, [14.1.280]

16.3 2
v MOk P OIMIERAME SR, n vitrol Vin vivo 'k $1299% L
ETH oW,



16.4 &

1@%52)\%%5191
SIS RE D84 % UL s A s

ﬁr(% ST HEANT— %),

16.5 ittt
TERER A 27 0V 33V 20, 40, 80mg% ZEfE I |2 Hi [l (1% 5
(%HE6fl) Lok &, REEIZIZE A ERPICHEH S, %5824
[ £ TOFHRBIRPIRERIE, WTFLoRSGEICBWTH0.02%
DTFChorzV,
R e N5 F-5B112C-T v 3 ¥ )V & >~ 40mg % 22 |2 BRI 1% 5 L
7ol & PG A144E M £ TORSRED R L O E R RER R L 2 h e
NR0.5% M TN102% TH ) . WIS Nz 7V I ¥ IV F ¥ OKERSH3HE
TERALCERHRE S 2,

16.6 JFENEREHFT2EE

16.6.1 BiEEEEERE
R E 2 E ) SRR FL260C, 7V 2V 240mg (T
JVHD Z1H 1A 7H MRS OS Lz e & B Rhe & BT 3 (661
(B4, ME2) . g2 L7 F = U H1.5~2.9mg/dL) & ST #E(6
B (B4, H2) . 27 L7 F = ili3.0~4.0mg/dL) & OMIZ3EY
BEENNT X =Y OEFBOSN LD o7z, Tl IEWEHREOR
MESE B & L T Cnax X FAUCIZ I FED SN h o 7219

16.6.2 FHEREEERE
JiP I 5 53 1k A #1280 (Child-Pugh7J8A (BE) © 861, B(H&HIE) : 441)
W27V 2 )V 8 2 20mgh O120mg™ % #E 1% G- L7z & &, BRI
B L Conaxl &4 5185 R OS3M5 15 <« AUCIX2.565 B U2 TH5 85 7 - 7220 (4}
EANT—%), [9.3.22H1]
) IFREEO S 2 BE 5T 555 ORI G2131 H40mgTH %,

17. EREREGIE
17.1 AHIMRUCRESMICET 555k
17.1.1 EREERRER
IWNTA AN TENIZOWT, BIMEEEZEENRE L CERML

IMC-T VIV Y Y 40mgE MIRNIRS- Lo 8 &L 1L
ALETH Y TR BV b vRias
[10. 8]

% Wirk —EEWILEGRBROR R A OHF AR 5 hiz?,
F700 IWNTAADTENVIZONWT, EHEWRILEREL & trll*]fk

it L 72BN T BREIE DR B & 7 o 7244960, ARFEE 7z
HIEE - R OFPINIZ B RS (419D 1IZ T DL BY) TH -7z,

Y S ¢ 03—
[HEARE] R & [HIEARE ] % B <
AR L S 76.8% (284/370) 82.1% (284/346)
BREEEA ) SR | 65.0% ( 13/ 20) 65.0% ( 13/ 20)
HOE i L SiE 79.3% ( 23/ 29) 85.2% ( 23/ 27)
&7t 76.4% (320/419) 81.4% (320/393)
18. ZERhEEIE
18.1 fERA#FF

RANIFICIMEEGHOT v VA7 T (A-T1) % 1 71(AT) %%
RIZBWT, BHWAEWE CTH HA-T EIFRICHEI L. ZolE
HREVER 232 Z LIS X W EIEER 2 8313 2. KAIOATIZ%
REAITEIE T < (Ki=3.7aM) . ATISZEED S A5G ZREE L 21?22
ARHNE10~1000nM D FEHEH T, A-T1Z & 27 - FREPIRIEAR D
I U BOG AR % . BRBEARTT A 5 (S B S & 5 & IR R
% 40~50% 3 2% %), F FARARIEEF12050 R I BT A E R M
P 2 o) Ly 7B i il Tdh r2, T2 79V F = VR
FTHHACE(F=F —FI)ITH L TIIEEREZ RITS 2022
18.2 BRE1ER

B

AFNEEFIMAEEEIE S v b ~Dlmg/kgD4 H MR 4% 512 &
0. K CSmmHgD FEHEAEH 2R L, WIEHKREET v PO
0.3v 1. 3mg/kgD4H B #EHEAE H% 512 & h. N Z A T2,
22, 38mmHgD BEEEM 2R3, /2T ATV 2=y 75y b
D0.5, 1. 2mg/kgD21 H BI#EAOH G2 L D 22k T33,
57. 72mmHgDBEFEVE #7739, H£ETMIZBWT, #GRTHD
YNy v FEIGIEERD S e v, BIEWEIIE S v b ~Dlmg/kg®
B PES-E 21 B DL b 7 ) B e R 2R T2, L=
TrIFT Yy REITNESEF N AREZNZ I AFIVIIHL
TH0.3mg/kgDFEAB LGNS FELRBEEIEH 2 /R L, Img/kgD ]
5 &) BN TR LS 22020, sy B MLE B K3
B BEEVERNZET 2 FIRF L O H v 2w AFEPH & o fEHIZ XY
RANOBEENE NI R S 59083

19. AWK SICEY 2 E{EFMAME
— Ry AR
TV 3V % >~ (JAN) Telmisartan (JAN, INN)
b4
4'- {[4-Methyl-6- (1-methyl-1/-benzimidazol-2-yl) -2-propyl-1/4-
benzimidazol-1-yl]methyl} biphenyl-2-carboxylic acid
5K
CssH30N4Oz2
IR

514.62

IR
B~ GO HEOH K TH 5,
FRIHETRT L, AF = MIZEITIZ L,
DTHEIFIZL L, KITIFEAEET v,

Ty =V (99.5) 1245

ERBTHTD 5N B
Tl st
n—CHs
N
N COLH
ERRNRS
CHj
B
269C
SRR

log P=3.2(n-4 %2 % 7 —)V/pH7.4") » BE#EA )

20. RV EDEE

AR L CEIL, WET L2 EAHDOT, Hil - HRE T

TRETHZ L,

% %22, @i

(X HIVF 1 Z§E20mg)
140%¢ [148% (PTP) x 10]

(RHIVT 1 Z§E40mg)
140%€[ 148 (PTP) x 10]

(I HIVT 1 Z§E80mg)
100% [108E (PTP) x 10]
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