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4. FPRENIFZHR
BMEE

6. AIERUHE
BEBRACIETILITILY > ELT40mgx IHIERORS
T 2o 722U, 1H20mgh 5 H 5 %2 Bts LEIIEE T 5,
sB., Flin ERICEVDEERR Y52, IHREKRSE1380mg
FTET 5,

7. AERUHAEICEET 2R
FEEOH HBEITKRE T A5G, RAKRSRIZIA]E40mgs
9%, [9.3.2 ]

8. BEEREANIR

8.1 BEEMERICEDCKM, HF WV, L52EPHoDNLIEN
HBHOT, BEE. HBEDOERSEHREZ M Bz BIET
BEEICIIERSEL &,

8.2 FAfial 24 BfHII/E LW I ENEF LW, TUIAT Y
I ZBEFERARSHOEEIL. RBARUOFHRFICL= -
TIIAT Y ROWMBERIC L s EELMERTZEC Y
AN H %,

83 KElz=&LT v IF T vy I ZBRARERARSHICHFRE
DEELFEENH 5N EOWMENH 2O T, FiEEHE
ZEMT S L BEETDIATS I L. [11.1.5 3]

9. BENHERZEITZEEICHTI IR

9.1 B - BIIEREEDH B EE

9.1.1 MAILBEIREEDS 2 EBENEHE CBHIRIERDH D EE
BELRPCZELZVEHM SN 2BE2BRE., ERIET S
Lo BMREORED LA ABEDRRIC L D ZHICBHEE
RELESELIBENDH 5,

9.1.2 AV Y LMEDEE
WELESXGEBLVEHMESNSEa2RE, HRIERTSZ &,
BAY Y LIMEREESE5B8ZN0H 5.

F7-, BHEREEE, OV b o UABROBERESICKDMEAY Y
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9.1.4 BERHIEEETDOES
BERED»6#%5 %ML, EETHFBHIIRLIITHI I L. BH
HMFEERZECTEZTNNH 5. [11.1.4 2E]

9.2 BikpEEERE

9.2.1 BEERBEE (IIEJ L7 FZUIE 3.0mg/dL U LEDES)
NHDEE
BEHEr B SEEBENLD 5.

9.2.2 MABITPDEE
BRE?»6#%52FmB L. HET2HHIIRLIITOIT L. 2
HMFERZRITBENSH 5. [11.1.4,13.2 ]
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9.3.2 FFikeEEEERE
AENGEICHEATICHES NS0, TILITILY D7) T
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HU Y AMGE. EEOERARLRUEABOREIC &5 & HEH &
NANE O, BEAEOHE. MORERLEMH 5 b
TEDWENH B, [2.2,9.4.1 ZE]

9.6 EUR
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TJHaEIR, N BENSHAHOT, EH|FTWAREEICEIL=
JUNAFT IR | BIPSEEEFBL, B IEESTIELTWSESE
& BIAGBHIIRLIATY | HEL BEIDVEH LS
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11.1 EXBEIER

11.1.1 MEMEEE (0.1%K1H)
HEE. S, WHIE - B, S20BESERE T2 ME M RED
HobN, BEFESICIOFREE LK LUEFbRES
TWb, /o, R, BR. BM. THS2ES B8NS ERE
BHoONBEIEDH 5,

11.1.2 BAYDLINE (B8R HH)

11.1.3 BikaeEE (EERH)
AUBEEZZELLFASRESNLTVS,

11.1.4 Y3vo (BEERER), K, ZRGEK (0.1%)
WL B, BREAENHLDONEEICIE. BESIET 20
BEIT5>2E, [9.1.4,9.2.2,10.2 2]

11.1.5 FFHsaeE=E. &E (FHEARH)
AST.ALT, v -GTP LA Z O BEERENSHOSDNEIENDH 5,
(8.3 ]

11.1.6 {KIM¥E (BHEAHH)
PR A R Wi FoBx. ERNETR. BE, Bl
EENHOONIAGEIIIREEFRIEL., B ZABEEZITO &,
HRFRIABETOBETHLDLNRT 1,

11.1.7 PFIT745FY— (BEERH)
IFIR RS, MEER. BEFEEMERELTHEDNEHZEN
H%o0

11.1.8 FEESEMR (S5 ARH)
FREN, IEWE. PRIRIREE, S X MEESE2ESBEER AN D
EbNABIENHAHDT. ZOEHIGEHICIITEEFIEL, BIE
FEFRVEROBESEDOHE) 2B ZITH &,

11.1.9 HEEHRIARAE (SHEERER)
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BEICITEBICERSZhRIEL. BYRMEBEERITH>Z &,
11.2 ZDftDEHER

F7ow BRARUHNEADRBER A RTEEZICB N 40mghbl &
(W7D LIBE) ORSETHELRD FOBEO LR

13. BERKRS

13.1 fER
FAHlOBERA (640mg) 1C&D. EIMEROHEIRY & 5bh i
EDREDH %o

13.2 W&
KA MEEES N LV, Foy RANIMPBEBENTICL>TRES
Nz, [9.2.2 B

14. BRALOER

14.1 ERIRHGHFOER

14.1.1 PTP @20 EHI PTP ¥ — s 2BV H L TIRET %
LOEETHI L,

PTP > —FORBEAUC KD, BOWSIATASEEREARAL, Bl
FHABILUTHRAREOEE L AMELHRITEIENH 5,
14.1.2 KEIZBBIRALTWAEFICIE. BHERICRATAX
SEBEEZAHIL, RAIOEYBRIIAFOLEL TS, B
B G L7z E1E. BBRBREIDBIMPEENEL 2SI LN H

HanTBy. BWERPRBET2BZNIH 5. [16.2 BE]

16. EYENHEE

16.1 MAEE

16.1.1 BOKRS
AEEME M EEREICTLIYILY > 20mg. 40mg. 80mg (H7
LA & BHICHE RO S (20mghE: 3161 (B1HE22. 201H9)
40mgh¥ 1 2901 (S22, 2017) . 80mg#t : 3041 (B1H18. ik
12) ) LI L ZOEYEREINTA—FIILIROEBY TH -7z,

BER Crmax tmax AUC (0-24n) t12

= (ng/mL) (h) (ng - h/mL) (h)
(HZO:mBgl ) |3384£17.37) 69462 |42465£232.5|24.0 £ 11.0
(n4(ing9) 785243272 4.6+ 1.7 |807.41£33476/20.3 + 12.1
(HS(i“ggO) 36581 £25308| 3.6 + 1.2 |230454% 152285/ 20.9 + 10.6

(EHafE+ S.D.)

0.5 ~ 5%k 0.5% ¥ 58 FE B MWHSHIN Crax CZDMEMNIFEE TH B EDV RSN TN 5. ©
T — N T CARE DR & LT, /M EET DI A BED BRI O FF A O 5375 0 # AT
BREER | HE . RA. | FEE R, 15 DIRAE DESHEALNLY
FHDIFADPDIK 16.1.2 RiEH#RS
i 1 M Bk — IFEERR LR /N ABEHER I FEAE B 107 L 3L % 2 40mg, 80mg (1174 LAl
’{’f%} ot #1E1E14EM &% KEROHRS (40mghi: 106 (Bike. &
3 T , e t4) . 80mghE 1001 (BT, kH#3)) Lz & EHRETH S
BRE @D ok A0S LR MIE BIRE AR sU R MR R 125 62~ AR TR
), _LEMESEIR U DIBRAIIE R Lize 720 AUC 0240 OHEEPSEH LT
THILR B TR MBS ELECD R, HEA 50 TRt LREIL, 40mgRUBOMEH 5 T2 N2 N1.91+0.53K .61+
Lo e L 0.62 (F9IE+S.D.) ThH>7-",
T wom | men | oo | | becwe
TERERE 40mg 1 HE 8578 £4525| 4.0 £ 1.6 |1030.16 + 59893
. 7 32 ¥ W ERE . TRBE S | — (n = 10) 14 HH 16651 £8849| 3.4 £ 1.0 |1930.6] £ 115591
N e - Ty | R BRI 3518 e
5 (PHfE+ S.D.)
LRCE - - . ﬁ”y@g Hﬁ%ﬁﬁ 14 EOCrax B UAUC 02 #BLBNH I 7356 & THIEO
. ﬁggyﬂiﬁ“%gg BTN T 22 OHIF40mg 5K T1.18 % U'0.97, 80mgHt5
e MEH L LR | — EF 1™ LR RTL77RUL.69THY., BELD b LETEWERARD SN
Z0ft HIB R CRP 718 i 1 5% | BEE. 21T 72
PEE.CRER 8 BUR (GIRUE, i, EXGERE 1) 16.1.3 RE2L—Y 3V T 7 —3IFRT 1 TR
B T T T ARARUHEADH & TF— 5 ThHEC 2L —2 a0 77—
BEgs . BRILEE . LY FRT AT ABFTOFERD S, 7UT7 T2 AEI LD BEHET3I9%
LR R B KEOBBHSBHLD LEO I EATRINLO,

16.1.4 {@{FE
HAAROYE DG FRRERIC B2 BB 2 et LIS R,
Crax X UAUCIARZA RO 511, 80mgll LOFHEEIZHNT
ZFOMERNFEE TH 725999,
16.1.5 EYFHIEF KGR
(FILEYILY 8k 80mg [TCK])
TILIFILY U $E80mg [TCK] &I AL T+ A$E80mgk, 7 1A
F—N—EIC LD ZFNZNIEE (FIL IV Y 80mg) BEMRAE
FICHEEROFO®RS LTLERRELEBELHEL. Bo5Nn
723 BIRE)SF A —% (AUC. Cmax) 122\ T90%E 18X i ik
ICTHREMHENT 21T 728558 log (0.80) ~log (1.25) O#HFHAN T
0. WEIOEMZNEEEPHER SN,

HENT A =% BEINT A =4
AUCo - 72nr Cmax Tmax T2
(ng-hr/mL) | (ng/mL) (hr) (hr)
FVIYILY U EE
80mg[TCK] 4608.82+2449.08(967.17+561.95| 1.41 £0.55 | 22.71 £8.34
507‘%;7_:41%5 4587.43+2383.17(1046.37£616.79| 1.11 £0.49 |24.65+10.28
(Mean %= S.D., n=24)
(ng/mL)
1400
I 12004
%ﬁz 1000
)T‘/ 800
é» - TI)LIY)ILY U$E80mg [TCK]
); 600 -0- INILT 1 A$EEOmE
?‘é 400 Mean=+S.D.,n=24
L 200 1
O mTT 17T T T f :
TB168 12 24 48 72

E#ﬁﬁ(hr)

MEHREEI I AUC, Cmax FD/8T7 A —F 13, #EED
IR, R ORIEE - REF OB L > TRZ SR
HHDH %,



16.2 ORIN
R ABTF2060IC, 7L IV E 2 40mg (5171 LAl ZBiE
BOBS UL &, BEFRSICHRBBES Tl BE (2278
B 1.8£0.0MER, &% :5.311.48/) L. Caax?’57%. AUCH
32%ETR L2, [14.1.2 2]
16.3 £
v MRk NOIMFEEAE AR, in vitrokOin vivok iz
99% Ll ETH -7,
16.4 X
TERERIAB T 5 FIC “C- T )L I HILY > 40mg ZBARNES L
7z &, MEEHBHETEED 84% LI ESREIAETH D, FEDIX
s rarviEasRTch o7 GHEAT ), [10. 2]
16.5 HEtt
BFEBMABFICTILIHILY > 20, 40. 80mg = ZEREHE (2 B [H]
BOKES (BEO6H) Lizea, REMEKIIIZEAERBPICHE
HENT, #5% 24 Bl COPEERRTHEERIZ. WIh
DEESBIZBVTE 0.02% AT Th-7 7,
B AS T 5612 "C- 7L IV )L > 40mg % Z2fEiEIC BE
ROBS L- & &, #51% 144 B E TORMEED RF R O
FREEIRIZZN 2N 0.5% KT 102%TH D RISz
FUIYNY vy OKREH B2 L TEFICHRE S hz 'Y
16.6 FEDERZEI 3EE
16.6.1 BikgElaEEE
BHERE 2 O BIMEESRE 12 i, 7L IYILY >~ 40mg(H
TYVEl) 21 H1E 7 HEREROHRS - & B SE
KRB (6 B (B 4,20t 2) i L7 F =18 1.5 ~ 2.9mg/
dL) EEEETE (6 6l (Bl 4.4 2) B 7 L7 F= 1 3.0
~4.0mg/dL) EOMICEMBRRZN/STA—YDEITRDON
B olze Fiz, IEFEEREEORIMEREEREE B LT Cra KO
AUC IZEIFFED 5Nz o7z 19,
16.6.2 FrikBEEEES
FriaE B g 12 1 (Child-Pugh 2748 A (4E) :8 . B (th
EAE) (440 1TV IVILY Y 20mg KU 120mg® F R OHS
Uiz &, BB ACHEL Crax 134.515 K0 3 &<, AUC X
25 BRO 2.7 E&ED 72 (MEAT—%). [9.3.2 ZHE]
) HEEOHZEEHICRSTIHEAORAESEIL ] H40mg
THb,
16.8 ZDfth
(FIV=YILY V§E 20mg [TCK])
FILIPILY U 4E 20mg [TCK] 1. [&EA R4 2E0E A
DEMZNFESEERBAIARTAY (AL 24 £ 2 A 29 HEARE
#F 02204510 5) ] IKEDE, FILIVILY 8 80mg [TCK]
EIEHEER L Lol &, BHEHIELL EYENICEE S A
AQSY AW AR
(FIL=YILI VEE 40mg [TCK])
FILIYPLY U EE 40mg [TCK] 13, [&EPELSEOER A
DEMZHESEERBNA R (B 24 £ 2 A 20 AEAE
#EH 0220510 5) ] IKETE, FLIVILY U 80mg [TCK]
IR L Lol & BHEHIELLL EMENICRE LA
nEN Y,

17. BRPREUIE

17.1 BHNUERUREEICRET B 55

17.1.1 EMERHRER
FLIVLE Y HATENICONT, SIEEEELZNRELT
FE L7 SR _EEREEHBEOBER. TLITLY VDOE
RN ERD 57z 20,
F/, FLIFLY AT NIZOVWT, ZEERTEREE
SUENTEML-BERREBEICBVLT, REEONRESZ >
7o 449 B, AR S NT-FHE - AEOHEBNICB T 5 KRR
BiiE (419 61) BT oEBDTH 722,

s _ EIES (‘FB%@WHH?Q)A
[HETREl 25T [HIERRE] ZFR<
KIS INERE 76.8% (284/370) | 82.1% (284/346)
BRE S EMERE| 65.0% (13/20) 65.0% (13/20)
HIES M 79.3% (23/29) 85.2% (23/27)
&t 76.4% (320/419) | 81.4% (320/393)

18. EEIE

18.1 {EFEHER
TIIPLY VEFICMEREHOT > AT 01 (A-T) ¥
171 (AT) SEEICBWT AEHNFEME CHAHA-TIEHR
FICHET L 2O MENGEEAZIMH 5 2 SIC KO BEEEAL 3
I B, TLITLY L OATIZEERAMEIEL (Ki=3.7nM) .
ATIZBRPOBEGICHREEL 221222 FILIHILF 1310~
1000nM O EEF T, A-INIC LAY U FRBIRERDOME
IHE RGN AR % BERENICATICBRE) S5 SR KIGE
240~50%NH19 %222 o FAEARGEEI205ZICBVWTHER
ZIMENAEMH 2R EREERANTH 2, o, 77 9F=
VO fRBERTH HACE (F=F—F1) IR LTI EEZE 2 RIT
572“22) ,23) o

18.2 FEE(ER
TLIYILY VIFBMERERIMET v bADImg/kgd4H R E
BOBSICED, HATS5mmHgDBEEERZR L. RI0EER
FIET v hAD0.3, 1. 3mg/kgD4AREHREOFRSICED, Fh
ZNERAT23, 22, 38mmHgDEEIERZER T o 72T A
Jr=v 7Ty bAD0.5, 1, 2mg/kgD2 1 HEMHEZR OS2 &
D, FNZNRAT33, 57, 72mmHgDEE(EHZRT> . FE
TZBWT BHEERTROINT Y RHRFIIFTEO SN W, Bl
EWEMET v bADImg/kgD AR OHS 1, 2 1B _EiC
DIV EBLEEEERERT? L2V Ty IF TV R%ETT
HESEF NI TLRZHZ AT LT H0.3mg/kgDFE
BE» BB EBIEERZRL. Img/kgDROESIC KO ETENE
RS 7H RS 952027, e, IEE MLEEYI N 3 5 M E/EH
1EF52 29 FIRF RO > 7 LR A E OIS IO TILI Y
V& OREEEHIZHER SN 303,

19. BYMHSI(CET SEEFNAR

—fRE%H - 7L 3L >~ (Telmisartan)

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

4 T 2 CasHzoN«O2
5 T B :514.62
#E
N/CHa
N\
N |I!D CO:H
H3C N/

CHs

" R BE~-HMEEOKREOHRTDH 2.

FEITIBE TR T, ¥ —)UIZIBETFIKL, T/ —)L
(99.5) 12D TIETIIKL, KIZIFEAEB T 72\,
ERESESROONS,



* 22, A%
(FILE=YILI VEE 20mg [TCK])
100 #£ (10%E (PTP) X 10)
500 & (10 & (PTP) x 50)
(FILEYILI VEE 40mg [TCK])
100 $& (10 %% (PTP) x 10)
500 & (10 & (PTP) x 50)
(FILEYILY 2k 80mg [TCKD)
100§ (10 %% (PTP) x 10)

23. FEX
1) F[EED fh - BEREY 2017 ; 47 © 1353-1355.
2) EEEEAHE M EIRBERNR ABIEAMEE 2021 ; 29 1 49-
54.
3) Stangier J et al. : J Clin Pharmacol.2000 ; 40 : 1373.
4) Makani H et al. : BMJ.2013 ; 346 : £360.
5) FRIFEMHEE fih @ FEHEEI5% 2002 ; 30 (Suppl. 1) : S271-S
283.
6) FKFEMBE fih @ I L5 2002 5 30 (Suppl. 1) : S7-S
32.
7) R TOEYERE (MFEHRE) (IHLT 1 ZAH
72002 10 A 8 HARE. HEEERHIEE ~ .3.(1).1))
8) HIMRER (B4 (IHLTFT 4 AHFEIL 2002 4F 10
A8 HARR., HFEE 4. (1))
9) FRIFEMRE fih @ I IR .2002 5 30 (Suppl. 1) : S235-
S251.
10) Tatami S et al. : Drug Metab Pharmacokin.2004 ;
19-23 (1) : 15.
11) #WER : E2NESEHE (82 80mg)
12) AVL{# fth @ E3E & 5% . 2002 ; 30 (Suppl. 1) : S201-S
208.
13) MFEAMEERHBR (I HLT 1 2 L2002 £
10 A 8 H&RR. HEERIE ~.2. (4))
14) Stangier J et al. : J Clin Pharmacol.2000 ; 40 : 1312-
1322.
15) BEHEATOEYEREHE (BEt) (3T 2AAhTR)L:
2002 £ 10 H 8 HA&ER. HEFBERBIE ~ 3. (1) .2))
16) ZKIR{RE fh © 3EHE L9598 .2002 ; 30 (Suppl. 1) @ S183-
S199.
17) FEEBZECOEVHEBRAE (I HLT 1 AHh T
2002 % 10 A 8 HA&GR. HIFERME ~ 3. (4))
18) #HWEHR : £MFANEEEHE (82 20mg)
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