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BALS S BENDH Do
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9.1.3 NMEFEEZEDHDEE
WEOBESMMEAEZ5| XL, WErE/LIELIBZEN
M bo
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13.1 ER
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13.2 ALE
AFNTMBEIEB I N2 F oy RFNTMPENTIC &L - ThHrE S
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141 ZEFIZIBRFOER
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RETLZ L,
PTPY — b ORI & 0 ARG ARG~ A L, B2
BZEILE B LRI RSEOEELAIHEX IR T L2 20D
Z’O

14.1.2 RAHZ BABZICF L TW B EBEICIE, BHAERCRTT
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PR S U2 ad, ARG L0 iRl EL R b 2 Lt
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16. EYEHRE

16.1 MAGEE

16.1.1 BERS
AREVEESMEREREICT VIV Sy »20mg. 40mg. 80mg(H 7 IVH]) %
LRI TR 5 (20mghE © 3160 (122, Z1E9). 40mghE : 2061 (W1
22 7). 80mghE : 306 (BE18, PE12)) L7z & X olisEh k2 Lk
MR B OB E S 5 A — F T DL B Y THo725,

(ng/mL)
1000
® 20 mg (n=31)
. s B
:i; 100 4 v 80 mg (n=30)
*
z
1t
&
&
=4
10
o 2 4 6 8 10 12
& 5%EE (hr)
P Cmax Tmax AUCo-24nr Tz
S (ng/mL) (hr) (ng + hr/mL) (hr)
(I?OZ“;“;’) 3384=17.37 69+62 | 4246523225 | 240=110
40mg
7852+ 32.72 46=17 807.41 +334.76 203+12.1
(n=29)
<§0=n;i> 365.81 =253.08 36+12 2304.54 £1522.85 209+10.6
Mean+S.D.

F720 HAANORBEBR AR CBEIZB VT, 40mgbl k(5 7L VH) D%
SaCHEIU EOBED L3R 5N, CmaxTEOMMIZIEETH S
CENHERENT VB, ZokFEE LT, /NEEETORAREO KA KL
IEEA~ D535 DR OS5 E 2 5N 57,
16.1.2 RIERS

ARREVE R MUEHE RIS 7V IV ¥ »40mg. 80mg(H 7 #]) 2 1H 1
14 H B &I BAERE P S- (40mglt © 10680 (16, Ztkd) . 80mght : 1041
(BT, TW3)) Lz &, EWIRETDH 5140 BIZB T 54 RkZ(L
RIREE I, G2~ 4BFI TR Z R L. DB EA KT Lz, 72,

AUCo24ur D He > & 5511 L 7= %M1, 40mgfk 0°80me# - ¢ 2191
+£053% 0161 +062(Mean =S.D.) Td - 728,

- " Cmax Tmax AUCo-24hr
B5R #53H (ng/mL) (hr) (ng * hr/mL)
40mg 1HH 85.78 +45.25 40=16 1030.16 = 598.93
(n=10) 14HH 166.51 + 88.49 34+10 1930.61 +1155.91
80mg 1HH 259.50+137.14 29=12 2288.28 = 956.39
(n=10) 14HH 436.62 +219.36 23+09 3203.57 £1710.92
Mean =S.D.

14H H ®Cmax X WAUCo-24br & B LN 53T 72356 K FHMHO BRI
5 LMD H1340mgH 51118 . 1°0.97, 80mgdk G- T1.77 K. US1.69T
HY. BYEL D & LYETEWEIIDTED Shid,
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N1SE(F VI H)V %~ & L T40mg I Id80mg) FEEE ik A 3 - LA A W ek 11
G LTS 7 v Iy VREEZE L, 5o mBE T X —
% (AUC, Cmax) {22\ T90% 5 MK B 1S TRERHRAT 2 4T o 7245, v
TN Hlog(0.80) ~log (1.25) DHPANTH . Z N Z WA O 4 Py 21 ] 55
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3
0 L1 | —. — RE—
02468 12 24 48 72
3] (hr)
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4
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J
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M2 80mgfeikFRro e 7 v I v & v REHER
£ EWHE T A =5
H5E8T A —% BENTA—F
R
B AUCt Cmax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
FNIVILE U
J0mgl W) 18 1292 +500 181.3+77.3 | 1.3+£05 | 21.0+59
3ANTARR 18 1301 £433 1823+985 | 12+06 | 208+58
40mg
FIVIHNY U
. 740 = 22 1071 + 1.1=£0. 24.1+7.
Somel Wit 53 3740 +2253 071+750 09 5
RANTA AR 53 3695 + 2389 1051 £ 766 1.1£07 | 243+71
80mg
Mean£S.D.



MAFE AP RENE ONICAUC, Cmax® 08T X — #1%, Bl oI, Ko
PRI B - G S5 O FRERGAF S & > TR 2D 5.

16.1.4 RE2AL— 3T 7—<XOFRT 1 T A
HARAROHEANDIGTFT = THILRE2L—Ya 77— F %
F AT AENORERD S, 20T 5 v Akt 0 BIET39% 8 <. Ltk
DOWEBEDBIEL Y VW AR S h71D,

16.1.5 fEF=
H AN K O E N O B RFRER A 81 2 S EhRE % M L 72858, Cmax L
CAUCIZHRZE DS B, 80mgll E OG-8 BT Z DM A35HY
Tho=10,

16.2 RUIY
TEREB AN B F206012, 7V I H V¥ »40mg(H 7R VFH]) % HEFE TS
L7k &, RS GIC HAREHRPES T Tmax AN IR AL (Z2JEIE © 1.8+ 0.9
Wi, £#% 0 53+ 14FF) L. Cmax?57%. AUCH32%AE T L7229, [14.12
%]

16.3 £
J v MR MOMUIEEAREEHRIL, in vitro X Uin vivo & $1299% DL I
Tho1212),

16.4 X3
TERE A B T-5BICMC-F IV I )V & Y 40mg & BRI G- L7z & & s
HFS BT RE D84 % LA LSRR TH Y, KR Ix 7 V7 u v BIAKT
B0 FHEAT— %), [10. ]

16.5 HEftt
R AT T2 TV I % 220, 40, 80mg7 22 | H % 113 5 (%
BEoBl) L7z & & REMMARIZIZE A ERPICHE ST, 5524050 £
TOVRERBIRPIEEZR L, WINOEGRIIBWTH002% L FTH -
72
BN BB T-56012M4C-F )V I )V ¥ 40mg % 25 IR IS B R 9% 5 L 72
L&, BG40 0 T TORRGTRE D IR b R OFE R R R E ol
05% K T102% CTH H . WILENT2F VIV Y > DOREBSHIHTZ AL
TR S 720,

16.6 HEDEREEITDEE

16.6.1 BiEEEEESE
BB E A AR ) WIERE R 1260, TV IV S Y 40mg(H TV
#) 2 THLIRI7H B RAERIS Lz & &, B ae i S B4 3 (660 (314
4, ZM2), M2 V7 F = o ti15~29mg/dL) & EEE T HE (6650 (U314,
ZM2) . M2 V7 F = fili3.0~4.0mg/dL) & OB IZEY BN S
A—F DFEFHED LN oo Fio. IEHERERE O & MT R & L
L CCmax % NAUCIZ IR0 b dr o 7219,

16.6.2 FFispEEERE
JiF B 2 55 4 35 12610 (Child-Pugh 208 A (B5E) - 860, B(HaE) © 4%1) 12
TV IHIL Y 2 20mg i ON120mgtt) A FELIHE G L7z & X, MEHE A
L Cmax (3450 K 0308 <« AUCIZ2.565 M 2. 715w 20 o 7214 (HhIE A
F—%). [932 BH]

) IFBEED B 5 BE G- T 256 O k#5811 H40mgTH % .

16.8 ZDftt
TV IV F E20mg G 1. [ERA AR 2RO EA O £
A SEERER A KT A4 v JCPIR244E2 A 29 0 A, SEAH A 8022945105 12
D&, TNVINNS Ed0mgl IR | 2 ARERR & Lz L & BINEE)
AEEL L WIS b A X 1d),

17. BRERALIE

17.1 BMERURLMEICEET 2558

17.1.1 ERERKRAER
FNVIVFNE U HTEVMIIOWT, BIEEREE NG E LTEML%
i~ ERILBABR ORI, AH DA AEDTRD Hh 7210,
T FUIHNY UHTENIIONWT, ZEERLERBRE S OGENT
Fols L 72 BRI BT BRI O G & 7 5 7244980, KRS
7o - AR OMPANIC BT B B RBOKE (4198) 3 To L BY T
o717,

" HRECF OB
MERREIZ &L [HEAREZ B
AR BEE 125 I FE i 76.8% (284/370) 82.1% (284/346)
B 7 P ) S L AE 65.0% (13/20) 65.0% (13/20)
T 5 I 79.3% (23/29) 85.2% (23/27)
it 76.4% (320/419) 81.4% (320/393)

18. FhEIE

18.1 1ERKRF
AANIFICMEFFRBGOT > V47 v YT (A-T) ¥ 4 F1(AT) ZEE
ZBWT, B AEWETH HA-T EIFRAHEEP L, 2 ol &I 1E
HEMHT 2 LX) BIEER 2 88T %0 RFIOATIS A ARBAE X
< (Ki=37nM). ATIZHED S IEREL 22 AH1E10~1000nM
DOEEEFPA T, A-TZ X A F KB IRAT A o 1 3 U SO ik 2 |
WEEEARAF B H ISR B S & 5 & LI R 2 40~50% 303 % . £ 72
BEARTEE 12055 R 1B VT DA B2 M PUEIH 2 /] Uy eI RN T

HHW, T2, TIVFVHRHFETHHACE(F=F —E I ITH LT
FEHEEE AT S W9,

18.2 [EEER
ARANEBFMAEMESIME S v b ~D1Img/kgD4 H BHEBREITHR G2 X b, &%
KCT55mmHgD BEEEH 277 Ly ST HRIRET v b~D0.3, 1. 3mg/
kg4 H BRI TR G- 12X ) ZRZRIRKT23, 22, 38mmHg? K+
R ERT. £ M7 AV 22975y bAD05, 1. 2mg/kgD21 H
WAL G2 X ). 22K T33, 57, 72mmHg® BEIEAEH %R
Fo BETFNIZBWT, HGETHOYAY ¥ FBRERO SRR, &
MEVERIMLE S » FAO1mg/kg?D BRI S513, 21KH L EI2b 72D
HEGBEEM 2RSS, Loy - 7o VFF vy v REAMES LS b
VY WREH =7 A FWVAH LT H0.3me/ kgD FE k57 5 4 5 7 BIE AR
%R L. Img/kgDREOH 5 X ) BRIEMEANZ 7RSS %0 2B, I
HMLE B § B BEAERNZES Vo FURFI R OSH L & A5EHLA & O ffF
N X0 AH O BEEAE 3R S h 520,

19. B ICET HEEFHAR

— MR 0 TV IV ¥~ (Telmisartan)

1b4:4% © 4- {[4-Methyl-6- (1-methyl-1 H -benzimidazol-2-yl) -2-propyl-1 H -
benzimidazol-1-yl] methyl} biphenyl-2-carboxylic acid

53 F3X 0 C33H30N402

5 F i 514.62

KTV IFVS VIEAE~EGORREOR R TH S,
REEFBISHETRT L, A5 —VITHETIZ L, =8 /=)
(995) 12H D THEIFIZ L L KITIFE A LBEIT v,

(% s,
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%22, A%k

(FILEYILY EE20mglBRE DD
PTP%E  100%E (105% % 10)

(FIVEPILE Era0melBEE D
PTPE%  1008¢ (108 x 10)
NTALEGEA)  1008E

(FIVE=YILE ViE8ome BB
PTPE%  1008¢ (108 x 10)
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%GR
10)#ENEEL © 7V I 9V &~ 5E80mgl B 1 o AL W2 i Il S5 sl | 2 B 5
R
11) I VT 1 A%E : 2002410 A8 H KR, HIGEE R ~.3.(6)
12) I A VT 4 A% 20024E10 A8 H ARG, HIGH AR EEA2.(4)
13) I A VT 4 A% 20024E10 A8 H KGR, HIGEEAEEEA~.3.(3)
14) I A V7 1 ABE © 20024F10 H 8 H KR, HIAH & RHEEEAN3.(4)
15) 4R © 7V I v & 2 §E20mgl BIiR 1o i ik (A=W 22 ) S5 15X
B I3 % R
16) I # VT 1 A%E : 20024E10 A8 H KR, HIGHFEFHMEE .1.(4)
17) I VT 4 AGE : 20024E10 8 H KRR, HIGEE M 1 .2.(1)
18) Wienen W : Br J Pharmacol 1993 : 110(1) : 245
19) I H VT 1 A%E : 20024E10 A8 H KR, HIGEEFHMEE A.1.(2)
20) I H VT4 ASE 20024107 8 HAKFE. HIGE ERMIEZE &.1.(1)

*24. MERERERUBULEDE L
Meiji Seika 7 7 V~HRX &t <30 MR
(Me7 7 W< HRASHEH 514 Y v)
T104-8002  HHUHEH L IX HUAG2-4-16




7 =54 % (0120)261-1568 FAX(03)3272-2438

26. HSRFTEES
26.1 8hERTETT

Meiji Seika 7Lk K&t
RRBARKRE 2-4-16

*26.2 BRF57T

Me J7IL9H%X&#t
ERHPRE G 2-4-16

B-TTE



