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B, Fil - ERICKDEEERET 5, 1HRAREGEIZ
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&, o, BERLXEICSUHAT A &,
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11. BIfEA
ROBWERD H 5D ENHZHDT, BEE+FITITL,
BEPRD SN EICRKE2HIET 574 CHEY 2 LE %
752 &,
1.1 EXIFEIER
11.1.1 MEFEE(0.1%AKH)
BRIE . LS. WHEH - WRBH. HEOERZER &9 510
EREN DO DN, WREHIZESEIC KD IR 2R L
THERbME SN T VB,
11.1.2 A Y D LIAE (BEEARER)
11.1.3 BHRERS BHEAH)
SHEREZELLAPRESN TS,
1M.1.4 Y3y (BEARH), Kb, ZHEHEK0.1%)
Wi B, BRHARENP S S bNHAITIE. ES
IEYZMEZITS C & [9.1.4, 9.2.2, 10.2 ]
11.1.5 FraeERRs. &E (HEAH)
AST. ALT. v-GTPEAZEOMRHEERE P HS5DNS
ZENHB. (8.3 ZH]
11.1.6 {EI¥E (SEEAHA)
R, 22K, wiF. FOBX. EHET. &,
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13.1 fEIR
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*13.2 ILE

AANIMRRE S N2 Ve Fiz, AANIMKETICE -
THRESNZ WV, [9.2.2 2]

14. BALOER

14.1 ZEBIRZTROER

14.1.1 PTPEEO#HAZPTPY — bS5 WO H L TIRAT %
£HEETH &,

PTPY — b DREMRIC K O . B OEEA IR A Bk A A~ H]
AL, BICREAZB I L THIBIAREZEORE &N
EERHRETHEDND 5,

1412 KR ZEBHICRALTWAEFZ I, BHERICIRA
THLIEBERZEZH L. KFOHEYFBREIIAEHED
HERZF, EEBRE LSRR, BBBEXDY
MHEBENIEL RB 2 EPRESNTED ., BIERAD
KRNI HBZNDDH 5. [16.2 BH]

16. EYENRE

16.1 MAERE

16.1.1 B2O%S
AEEEMEEREICTILIVILY >20mg. 40mg,
80mg (71 7t VA % &% ICBEHE O 5 (20mgh : 314
(BH22. &ZM9). 40mght : 2941 (BH22. M),
80mg#t 1 3041 (HB1E18, «12)) L7z & & D MmiEhRE
(AR HERE R OV BIBE S5 X —F IR D EBD T
Ho7z9,

(ng/nL)
1000 4

® 20 mg (n=31)
O 40 mg (n=29)
v 80 mg (n=30)
100 A

FREEBE S S-S

0 o
BEHEM ()

T T T T
0 2 4 6 8

L Cmax tmax AUC 0-24n) t12

= (ng/mL) (hr) (ng - hr/mL) (hr)
(rzlglf) 33.84+17.37 |6.9£6.2|424.65+232.25|24.0£11.0
(igg) 78.52+32.72 |4.6+1.7|807.41 £334.76 |20.3£ 12.1
80mg + + + +
(nm3s |365-81£253.08(3.6: 1.2\ 230454 1522.85|20.9% 10.6

mean+SD

/2. BEABIUHEANOBEBRARVCEBEIZBNT,
40mgll L (7 IVEIS UL IZER) oS58 THEH D
toBBo LEFASN, CmaxTZFOMEEIZEETH S
CEDHERENT VSIS, ZOWFE LT, /NEETOD

BHOEME OHBAOSHOBMOBES3E 2 615,



16.1.2 REKRS

REWBIMERERZFICT LIV ILY > 40mg. 80mg(H~7
VA % 1 H 10014 B &% i KER O S (40mg#f : 10
Bl (BHE6. ). 80mght : L0FI (BH7. ZLtk3)) L7
L&, EERETHSI4HBICB B MR RE(LIFEE
& BEH%2~ AR CTRAMBEEZTR L. DBRHR2IET L7,
F72. AUCo22n QA SEH L -EERIZ, 40mgKk
80mg 5 TENZEN1.91£0.53%1.61£0.62(mean=*
SD)TH 729,

Cmax tmax AUC 0-24nr)

RoR (ng/mL) (hr) (ng - hr/mL)

#E5H

1HH | 85.78£45.25 |4.0£1.6| 1030.16+598.93

14HH | 166.51+88.49 |3.4%£1.0/1930.61+1155.91

40mg
(n=10)

1HH |259.50£137.14|2.9£1.2| 2288.28+956.39
14HH |436.62+219.36/2.3+£0.9]3203.57+1710.92

80mg
(n=10)

mean=SD

14HHBH D Cmax K& UFAUC 0240 Z BLANCH T 1285E . &
SEEEO BN T 20 HIZ40mg 5 RET1.I8 KR U
0.97. 80mgERTL.77KXU1.69TH 0. BELD L
HETEWHERAERD 5hiz,
16.1.3 EYZEHIRIES
SEREH T RLEIOENFENESHEIE, TLIFILY
20mgZEEAT HEEFEZRWT. BEBRABRT2ZRRIC
U7 ESERBIC K VBRI TWSI0, £z,
ERORL B A OEMANESEMEIX. 20mghE £40mg
SEIZAHRBRIC KD, 40mghE & 80mgdE LB AR T2
WG UM ZNESERBRICK D, BERshTnaID 12,
16.1.4 RE2L—2 3y T 7= AFRT 4 J AEf
HEABLXUOHNBEANOHET - THHRE2L -2 3
77 —=XAFRIT 4 7 AEROERDP S, 7V T 5 AR
LD BHETI%EL . KEOBESBELIDIFH VL
EARBE NI,
16.1.5 {EiF=
HARANROHE A ORI B 2B R 2 5 L7z
fER. Cmax R UAUCICEFEZEDPED 5h. 80mghl ko
BERBICBVLTEDOHAPEETH > 72,
16.2 IRUY
BEEREABF2060IC, T IHILE »40mg(h 7E VAl %
BMERO#KEG Uz & &, EEERGICHEANER S Ttmax )’
EBIE(ZSfERF 0 1.8+ 0.9 M. &% 5.3 1.4K) L.
Cmax7”’57%. AUCH32%E R L7219, [14.1.2 2]

16.3 71
v RO bOMFEFFEERIZ. in vitrokUin vivok
HIZ9W%LL ETH - 721917,

16.4 X3
TR AE TSI HC-T L I YL ¥ > 40mg % BRI S L
7o & &, MFETRIETEE DA% EARE(NETH D, FRY
BV rarBiEasiETh o HHEATF—%). [10. &
]

16.5 HEtt
ERERABFICT L ITILY 20, 40, 80mgZE ZZMEHF I B
BRI S (BR6H) Lz & &, REILEIZIFEA ERPIC
PeHand ., 5% 24050 F TOFERERBRPHEERIE, »
FTHOBEEIZBVWTH0.02% UL R TH - 7210,
TR A B T5BIC14C-T )L I H )L ¥ > 40mg % 22 g i 12 Bi[a]
BOVEL-E X, B58144E8F CORSRBEORB RO
HHRBHEHRIZZNZN0.5% K T102%TH D . RIS
Te TV IVINY v OKES AT & U TERICHRE S hiz18),
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16.6.1 BikpEEEEE
ERREREL2 S B EEREL2FIC. TLITILY YV
40mg(H 7 LA Z1H1IE7HMRERORES Lz &,
EREE S B R EE (66 (B4, &iE2), MiB7 L7 F=
VfE1.5~2.9mg/dL) & EEAA TR (66 (B4, iE2).
ME7 L7 F=E3.0~4.0mg/dL) & ORI EEY B e+
BT A —=FDEIIBD SN NP>z, o, IEFHEHKE
DOEIMEERE & H# L TCmax R UPAUCIZEIZZ D 51
Thpoiz19,

16.6.2 FFisREREEEE
FF s 53 4% B35 1 2451 (Child-Pugh 2 $8A (89E) : 8ffl. B
(FhE5E) @ 4F0) 125 L I 9L > 20mghk U1 20mg™ 2 %
C#%5 U7z & &, EERAIC B L Cmaxid4.565 K 031
E< AUCIH2. 58 R U718 2 7220 BB AT — %),
[9.3.2 2]
) FREODH 5 BEICKRET 25A0ORAREGREIZI1IHAOMETH 5,

17. BRRREE

17.1 BNERUOZEMEICET 5558

17.1.1 ENERFRELER
IHANVT A AHTENICONWT, BEEREZEEZMREL
TEM LS _EEMEERBROER. RFOHRE
WERD 5 NTz2Y,
F/. IHALT 4 A TENIZONWT, ZEHERILERE
R ETEN TEM L 7ZEERBRICB W T, RHEDORR
Lo 7-449d, RBES N - HEOHBEANICH T
% R ERAE (A196) ZL R EB D TH o 7,

TR (DB
wRa PR % & | DA E RS
ARREM = I ERE 76.8%(284/370) | 82.1%(284/346)
BhaE % £ S S IERE 65.0%(13/20) 65.0%(13/20)
BEE S M ERE 79.3%(23/29) 85.2%(23/27)
&t 76.4%(320/419) | 81.4%(320/393)
18. EFpEIR
18.1 {EFBITS

AENEEICIMEFEFHOT > V4T YN (A-T) 7 A 71
(AT)RBFICBVWT, EHNAEMETH HA-1T ERER
IR L. 2o MEIGEERZME T2 2 Sk D EEEM
ERRT 5. AFOATIZEFEBANEILSE < (Ki=3.7nM) |
AT \ZEBEDP BB ICHEREL 21022239, KANZ10~
1000nMOEEEF T A-11IC X B HH 7 FREIFERD
MBI SRIGHRZ . RERFENICAETICBH S5 &4t
B ARINE % 40 ~ 50%3H1 9 522 23, F - AZARE1 205714
KBV THLHARMENEIH 2R U, (FHIZRENTDH
22, £l TIIVFUREHERTHHACE(F=F—F
DI L TIREREEE RIS 512 ),
18.2 FREER

RENFEMEWESIMTE T v bAD1mg/kgD4 H FEHERF 1%
Bick 0, K T55mmHgOBEFEERZR L. BILEE AT
FET v FAD0.3. 1. 3mg/kgD4HMERFRAEORSICLD .
ZNZENHRAT23, 22, 38mmHgOEEMEAZRT2Y, &
TeRI VAV ZZv I Ty bAD0.5. 1. 2mg/kgd21 HH
WHEREOKRSICLD. 2R ZhRAT33. 57, 72mmHg®
BEERZRTS), FETLMICBVT, BEKTHROYNY
Y RFHERERD NV, BIEESNLES v SAD1mg/
kgD BAEFE 513, 21D Rich iz D ERLBEEER %
R, L2y - TYIVFT UV VRETUESE S MUY
LRZHZT7AFNICH LT H0.3mg/kgDEOHE D S5F
BuBEERZR U 1mg/kgDRO# 512 X 0 BEMERIZ7
REIREE T 2200 27, o, IEE MTEBPNR T 5 R EER
1355128 29, FRFIKOH IV 7 LiEFAIE OBRICED
AHIOMEE/ER 3ER S 1530 30,

19. BEIRS (CRET BIE(EZHAR

—fg& 1 7L IHILY > (Telmisartan)

{£%% : 4-{[4-Methyl-6-(1-methyl-1H-benzimidazol-2-yl)-
2-propyl-1H-benzimidazol-1-ylJmethyl}biphenyl-
2-carboxylic acid
C33H30N4O2
514.62
HE~MEEOR/EEOHRTH 5.
FRICHETPT L, AF ) = LicBiFicd, ¥
J =L (99.5) Icfie THEIFITL <\ KITIZ LA EHET
AV
GmEBENRD 5N D,

AT
NTE:
R



N/CHs

N O COzH
HsC N)I O

B R 269C
DEARE : log P=3.2(n-A 2 % ) —)V/pH7.4") » EEABETR)

20. BRWVL EDER
TARIRE L TRIL, BETSZENHLDOT, =il - BT
2RI TRET S &,

22. 888

(FIVEYILY V§E20mg[DSEP])
(PTP) 1408 (148Ex10) 500%E (108 % 50)
(i = /¥7) 5008

(FIVEYILY V§E40mgDSEP])
(PTP) 140%E(14%Ex10) 500%&(10$E % 50)
(i : ¥Z) 5008

(FILZYILY ~§E80mg[DSEP])
(PTP) 100%&(108Ex10)

23 EEHR
*1) FIEREMIZA © FEMES 2017 ; 47 : 1353-1355

*2) BEEAH T ¢ B BERNR ARIESMEE 2021 5 29 : 49-54

) Stangier J, et al. : J Clin Pharmacol. 2000 ; 40 : 1373-1379

) Makani H, et al. : BMJ 2013 ; 346 : £360

) IKIFE ST« FEIE &R 2002 5 30(Suppl. 1)

) SKIEHR T ¢ I & 3% 2002 5 30(Suppl. 1) : S7-32

) ?il’\]%*ﬂr 1 Su CAPF, et al. : #FA TOZEY B REHER (R E

B (I AT 4 ZH 7RI 0 20024610 A8 HARE, HE &R
B ORTERAN-37)

8) HHEHL : Su CAPF, et al. : @R A TOEMBREER (LX)
(IHNVT 4 AN TEI 2002510 A8HKRE. HFEERHIE
RTERIN-36~39)

9) KRBT A« HHE &% 2002 5 30(Suppl. 1)
10) &R - HHE—1FH
5
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