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2.3 B O3NSO TEWEEFEXIIEERFREODH 2 HE
[9. 3. 1Z:H]

24 JURAFVL O IRIEEZRGTORERFEREE (220, ft
DREIEEEZIT> CHRBMEDI Y FO—LAFELLLED
BEZER)

[10. 1z:H8]

3. AR - MK
3.1 #ARk
R4 FIVIYIVY ODEE FIV Y)Y > ODEE
7t 20mg [h—"7) 40mg ~—"7 ]
1o HE TIVIHILE > AR TIVIHINEY >
BRNERGT | cevevereremrnnneneenneennn, QOMG| wevvemrreeremmmmneeerriinnnns 40mg
D-v>Zbh—Jb. A2, BEROFSFOELt
NO—ZA, AYTABTIVIVBEITFRITL T3/
I TIWFIWAY Y L —FIRYY—E, ZI)IV7, #EE=
" TEALS. BEEAKTAE. T AUV TF—L -7
VTS ALEY) . FRL AT TU BT RTY
I Z D3RS
3.2 "WHIOMRK
B4 TV IYIVY ODEE FIVIH)VY > ODEE
7t 20mg h—"7] 40mg b—17)
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7LV 40
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N | o= Y5> 0D h—17 TV
Ol - #)5> 0D h—1
=
SE | H
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1B £¢ (mm) 9.0 11.0
JEE (mm) 3.9 4.8
'H & (mg) 250 450
4. SHEEX (%R
= I EAE
6. AERUVHAZ

WHE, RAIZTIVIHILEY > &L T40megZa 1 H1E# D459
%, 272U, 1H20mgh 55 & Hin LikiEE S 2,

mB. Fil - AERICK D EEEET 22, 1THRERKG RI1380mg
£TET %,

7. RERVAEICHET 5EE
HFEEDH 2 BE KRG T 2HE, ARG RIZIALE40mgE T
%, [9.3. 230

8. EELEANEE
* 8.1 BIEMEAICEDSEM, HFEWV, A6DEhNbobnd I EN
HBHDOT, EFEE. BEIHEOERSEGRZ S R ERIET S

BRI ESES 2 &,

8.2 FIHI24ARRIIHKEG LW I ENEFE LW, T4 FT >
O ZRAEYIFR G OBFE. MR R = -7 >
T2 R OMEERIC L B EERMER T 2 29 rlaetE A
5,

8.3 KK ZEDT > TVAT T I ZREEHFRSTITHFL%ED
BERFEENRSSDLONLZEOMENDH DD T, HiiEHREZE
Mg s, BEET/MTTS &, [11. 1. 58 H]

9. BENDEREFITHEEICHAT I EE

9.1 AHHE - BEREDHZEE

9.1.1 WAMEEIEEDSHSEEXIHB TBHIMREDSH 5EE
BELERPDZEBRVWEHIENSHAZGRE, EHITTS 2 &,
R LI B DI AR ERIR A M O FIC & 0 2RI B HRE & L X
BoBENND D,

9.1.2 AU AMNEDEE
BREESLSDEERNEH SN HEZRE, TS 2 &,
BEAY Y LAMYEZEEI S B8TN108H 5,

F/z, BHREREE, O PO )V ARROHRFEICLOMEN U
LMEDE L BODRTVEFETIE, MBEAY YAMEIEFEET S &,

9.1.3 NNEREEDHZEE

%E@B&Eﬁﬁ&iﬁu?ﬁﬁ%é%l%@: L. WezEfLIEBTNN
5,

9.1.4 BELMEEREPOEE
RHENSHRGZHBL. BMETIEAIRLAT 2L, Ak
MEEXTEEZTBENND 5, [11. 1. 4=0]

9.2 BHEEEEE

9.2 EELBREE (IEFEILT7F=ES3. Ong/dLLL LDIFE) D
hoEE
BB I BENND B,

9.2.2 MK BHFDESE
BHENSHEZBBL. HMETIHARGLAIITOI L, 2B
RIMEERTEZEZITBENNH S, [11.1. 4, 13. 2]

9.3 FFEEEEE

9.3.1 EADNWIEBOH TEVNEERIEELFEEDH S EE
BELRWI &, (2.3, 9.3. 28]

9.3.2 FHigsErEEEE
AFENIFEICHEFRICHERE NS 72D, TIIBINY 00T S
CABMETRT B ENH B, T SAEICBWTHEERETA
FO M EEAKIZ~4. 5% LHT D2 ENMEINTND, [7..
9.3.1, 16.6.2%M)]
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KENOEEIZHE, REROFESEDLZEL TAFFKEOLE
PEE2HEBEICRFL. BRELOGRENERMEZ LES EHErxn
LEBICOHEETDH I &, £z BENBERGEITIXROE
BHRECEET S &, [9.581]



() AFPEGHERNCTEL TWAWI E2ERT L &, KK
BE5RH, HELTOWARWI 2 EMMICKETS 2 &, %
S EEACEI L -8B A1, Bk E2RIET s I &,

(2) ROFHIZDNWT, AFRERAERFICEFTICHAT S Z &,
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1. BIER
ROBWERMBD S5ONBZENHHDT, BHEEZ /I, BE
WD S NZGEIIRG 2 IET 27 @b llE %175 2 &,
1.1 EXAEIER
*x 11,11 MEMERE (0. %K)
P, CUE. WHEH - MEEE, HEOMER AR &2 mEZEND 5
i, WEERESIC K O IERREEE R U ER bR I N TS, £
E%EE‘@%\%%\?m%%ﬁﬁ%ﬁm%ﬁﬁﬁﬁéebhéz
s o
11.1.2 AV UANE GEEARH)
11.1.3 BHEEEREE (HEAY)
ANBEEEZZELAINPREIN TN S,
11.1.4 Pavy (BEEAH). kb BiiEL 019
W, TEM, EHIEREND SONZHEEITE. BEEIEYRNLEE
o2&, [9.1.4, 9.2.2, 10. 28]
11.1.5 FHEEEREE. &E (BEER)
AST. ALT. 7-GTPLAZOIFHEEREND 5 DND I EhH 5.,
(8. 3]
11.1.6 {EI#E GEERH)
iRk, ZEERR. Wi, FOBEA. SR ET. 8, EHEEES)
HobnBEEHRSEPIEL, BURNEZTD 2 &, BRER
BHOEETHEDLNPT U,
MLT 7F745F2— EHERY)
W R, B R, MREEFRESAVERE L Th o bNd T E0dH
%,
11.1.8 FIEMAR GEEARH)
FEEL, nRK, PEOR IR, MOERXAREEE A S MIEMEM AL B S bh
LZEMBHBHDT, ZOLIBEEITIKGEZPIL. BIBLKERIV
EAIOEEGZEOEY RNEEITD T &,
11.1.9 EEERRARAE (BRI
WA, B, CKER. mbhkORbIAT7oE s LR 2RSS
T LHRTAREDN D bOND T ENHDHDT, TOXIBIBEITE
BEHIZEEGERIEL., BUBLEZTD &,
*11.2 ZDOEIER

0. 5~5% A1 0. 5% A B AN
U ZIFE. B FLHE. U ARk
WEWN, FERF. IR | AR KR, 15 Dikee
R | Q. HOEAPD
i Bk g > 591735 S = | A
I1IR7.3 WA, NEZ O
E A, Bl




0. 5~ 5% A 0. 5%A B A

ETO, LBV | A5 DE, BEME | EMmE, &K

16.1.2 RigxE

AREME R I EE BT TV I YL Y > 40mg. 80mg (1 7RIV
ZIH1EI4H B RBICRKER DS (40mght : 1061 (BHE6.
4), 80mg#ht : 106 (BHE7, Loi3)) Liz& &, EHIRETH D14
ARICHBT 2 MR RE(CRBREIL. #5%2~4RH TRAMZ R
L. UBHRAIIKE R Uz, £72. AUC @-2n) DLEMASEM L &
X, 40mg Kk 80mgfk 5 TENZF41.91+0. 53 % 1. 61+0. 62
CEHE+S.D.) THo7.?

Ti5Es WSVGHE, LR | UE, PRI
B BRI
TE, L MRS | AR, (LR | SR, iEnt
Hikds B, OH% 0.
HNZ%
AST, ALT, Al-
Tk P, LDH LH% 0
IR RE L
W% WESIE I, WSS
M7 Ly F= >
Tl kS e R
57

- - Crmax tmax AUC (0-24n)
ESEE S (ng/mL) () (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

B . N
HHE gONROE. WA
i, EEDE. RER

| ERE | MEHNU T LALES & b U D AE
B, &2k, | B 5 SRR 2T,

CRPRGfE. CK k|2, SR, #5E| M, b 5GE K

5 R HOFHFH|\B A >TINL

Z DAl &, A& PROEIR, RIS

ge. PERESR. W
fE. LU, KR
5L

13. BERS
13.1 fEdR
AFNOBERA (640mg) XD, KILEXRCHEIRN D 5 bz
EDHREDND B,
*13.2 fLiE
AFNIIME IR S N2, £z, AFNIMEBHTICE > THRES
s, 9. 2. 2201]

14. BRALEDIEE

14.1 EHIMFEOEE

14.1.1 PTPEEQFEANIPTP — "o WO L TIRAAT 2 X 5 R
B A
PTPY — b OREMKICE D, WS AR EREARA L, FiC
BHRAZB I THRBAAZOBEELRAMEZHRT LI ENDH
%,

14.1.2 AFNZEBICRAL TWSEEFITL. BHARICIRETS X
SUABEHADZ L, AROEYEREIIRBOLEEZT. =l
B 5 L 7= 85813, BRRSI0bmhEENE< 2D I &0
HINTHEY, BEANRET 2BEN0H 5, [16. 22H]

14.1.3 RANIHFDO LICOEMERZEZFH I EE TR DAL, HER%
HER DA CIRATRETH ., £/-. KTRATHIEHTES,

14.1. 4 KANIE- X DORETIE, KL TIRAIERVWI &,

16. EHBHEE

16.1 MAEE

16.1.1 HAERS
AREMEMEEREICTIIYILSY >20mg. 40mg. 80mg (7t
JVED ZEBICHERERORS 20mghE @ 3141 (B1E22, Z1#9).
40mghE 1 296 (BME22. ZeME7). SOmgR¥E : 304 (BEIE18. it
12)) L7zEZOEMBEE/INT A—FIUTDOEBD TH o 7=.Y

CEEE+S.D.)
14H H @ Crnax X FAUC (0-24n) & BLHN3 I 728558, S FHEOH
MEIZ X 5 otk O i 40mg % 585 T1. 18 T10. 97, 80mg#% 5K T
L77TKRUL69TH O, Btk D &M TEWENED 517z,
16.1.3 REa2 L =377 =% 2%T 1 U REH
AAANKRUOABEANOHET—F THDHREaL— 3> T77y—<1a
FRT 4 U AR OREREN S, 7T 5> 23t & 0 Bk T39%E
<, WHOBENBHID BN EAUREI N0
16. 1. 4 {EF=E
HAANKUOHNENDOBEKRABICB T 2B 2R L 28R,
Cmax X CAUCIZEAZE 2GRS 531, 80mgll EDH G EICBNWTED
HIMAEEE TH > 12,209
16. 1.5 £ZRIE R
(FIVZH)L% > 0DgE40mg Tk—" 1)
FIVIHILY > 0DEE40mg Th—" ) &I HILTF 1 2§Ed0mgZ, 7
OZXF—=N—iEIcX D ZENTh1E (FIVITILY > &L T40mg)
fREER NS FICARERROKES Ok U TIRA KUK TRRH) L
TSR R R BEEZBEL., SoNERYBFENT A —¥
(AUC. Cmax) 1ZDWTONIEHEXEIEIC THEHRIT 21T > 7= fE 3R,
log (0. 80) ~)10g(1. 25) OHFIFHNTD O i & O £ 4 F 0 RS54 D
Banj U

(MK/ELTRA (AT 1 REe40mg(dk THRA)

(ng/mL)
200 -
175 I —o— 1 )V 3L > ODEE40mg [ h—17
i —— : IJLT 1 A$E40mg
150 it FHME+S.D., n=24
1fiL
L
i
b3
B

12 24 36 18 60 72
FHHORER (h)

HEINT A—=S BEINT A—F
AUC (o-72n) Crnax tmax ti/2
(ng *+ h/mL) (ng/mL) (h) (h)

TIVIHILE > ODEE

H0mg TF—1) 10894596 | 119.2+59.6 | 2.06+0.63 |21.34+10.63

2T 1 A$E40mg | 1133609 | 128.6+84.4 | 1.58+0.84 | 19.19+4. 69

g Crnax tmax AUC (9-24n) ti/2

: (ng/mL) (h) (ng + h/mL) (h)
ome 33.84417.37 | 6.946.2 | 424.65+232.25 | 24.0+1L 0
(aome 78.52432.72 | 4617 | 807.41+334.76 | 20.3+12.1
Bome | 36581425308 | 3.6+12| 230454152285 | 20.9+10.6

CFfE+S.D.)

2. BEANRCSEADOREERAKCEZFICBNT, 40mgll -
I TRIVAS L <IBHERKR) OG- THELL LORED LA,
HAHHN. Cnax CTOEMIIFEZE TH S I ENMRA SN TN D, £D
P & UT, /NG EE T D& RE D ATFT K OHH g~ D 5347 D R f D BY
HENEZS5N5,5Y

(EHfE£S. D., n=24)
1M AE RPN NCAUC, CnaxFD/NT A—F1E, #HERHE ORI, R DR -
eI DR ST K o TRIR 2 AIRENEA & 20



(2)kTHRA

(ng/mL)
200
—o— : FI)LIHILY > ODEEA0mg [h—17 )
‘ —o— : I H)LT 1 A§E40mg
150 18 T +S.D., n=24

R EEE
3

50

0 12 24 36 18 60 72
B %O (h)

17. ERPRAEE

17.1 ARV ZLMECET S8

17.1.1 EBRNERRFRRER
FIVIHIY > HTRIIZDNWT, BlEEREZ NS E L TEE
U7zl — EERIEGRBORER. TV I TIVY > OF FAMENGE
W59
/2, FIVIPILY hTRIIIZDNWT, —EHERELKRRZ SO
EN TN L ZERRBRICB W T, $hRHE DR R & 7x > 7244961
L EGRI N AL - AR OEHNICB DEERR SRR (41961
WBUTDEBD THo =0

HIEINT A—5 BEINTA—4
AUC (o-72n) Crnax tmax ti/e
(ng - h/mL) (ng/mL) (h) (h)

T2 YL % 20D

40mg [~—17] 144441197 | 126.9+48.2 | 1.62+1.09 | 25.45420.17

I NIVT 1 A$E40mg | 1450+1200 | 145.14+91.4 | 1.62+1.27 |24.95+11.39

(E¥fili+S.D., n=24)

M4 PR CNZAUC, Cox B D8 T A—F 1d, HiBRE ORI, (KD RIE LK -

W% DRI 1C & o TR D AR B B,

16. 2 WRIR

fERERR N BT20612, TILVI YIS >40mg (h TRIVED 2 HiEk
A5 Uiz & &, ZERHES IR BEIES o EE (Z2IEFF
1.8+0. 9K, A& : 5. 3£ 1L 4KF) L. Cmax?57%. AUCH32%(K
TUL&Z.12 [14. 1. 28]

16.3 9

S ROt kO IMEEH AR
UETHo7=P

16. 4 {3

TR A B T5FNTHUC-T IV 2 BV Y > 40mg & FlRINIE 5 LT & &,
MAEFHR R BE D8ARLA EMKRELARTH D, FRVII TN I O i
HERTHo 7= GHEAF—%).19 [10. 2]

16.5 kit

A BTFICTIVIHILY 220, 40, 80mg % ZehE iz Hi IR 4%
5 (&H6H) LzEE. REMAKIFZEALERPICHHINT, %
E %245 £ TOWEHRER P PEHIFRIZ. WThoRGRIZBWT
H0. 025 FTH o 72,19

fERERE N B 5B C-T )V 2 B LY > 40mg % 22 JE I 1T BE[EIHE 1%
HLEE, 35514480 £ T ORENRED R i K Ot 213
ZTNTNH0. 55K N2 TH D, NI NZTIVIHILY > DKRER
GrnsHRY &S U CE Rt S e, 1Y

16.6 BEDEREHT2EE

16.6.1 E‘#&auﬁﬁ £E
BHSREREE 2 M S mIEERF 12612, TV I IS > 40mg (T
t)b%ﬂ) %IEIIIEIYEIF'EJIYT@&D&EJ»LE&%‘ BRI TR
661 (B4, &et2), myE2 L7 F= Ml 5~2.9mg/dL) &&
E TR (661 (BEiE4. 2hh2). miEo 1/7?:‘/{@3. 0~4. 0mg/
dL) & ORICEMBIEEFIINT A —F DEFBED SNBND =, £
7=, IEH B o)m[ﬁlfJ“EE%‘&H:@xbTCmaxB’zZﬁAUCb:?él;t%W)
5NN 72,10

16.6.2 PTHLpEiEEEE

JFpscE B BB #5124 (Child-Pugh 3 38A (BE) © 861, B (HZ5E) : 4
) TV ﬁwaxmmﬁvm%gméﬁuhﬁbtt% @%
BT EEE U Caxl3 4. 5 R O35 & <. AUCIZ2. 5 KR UR2. 7%
Moz GHEAT—%).17 [9.3. 28]

1) HEEDOH D EFITHGTHHEORAKGEIZIH40METH 5,

16.8 ZDfth

(FIVZHI)L% > 0DEE20mg T b—7 1)

TIVIYIEY > 0DEE20mg Th—"7 ] &, TIVIHILY > 0D
40mg Th—7) ZHEREHFIE L&, mHETARELS &S
N, EWENICFES E AR IN W

3. in vitro B Oin vivo & H1299%

G (FREOBIE)
/384
PHEARRE 2ED PHEARRE ZFR<

R R 1 ML 76. 8% (284/370) 82. 1% (284/346)

b 2 R S 65. 0% (13/20) 65. 0% (13/20)

HHIE (& 1L EAE 79. 3% (23/29) 85.2% (23/27)

&at 76. 4% (320/419) 81. 4% (320/393)
18. EESHEIE
18.1 et

T3 ﬁ)l/&/ BERCMEFEHOY >o4F7 >3 >0 (A-I1) ¥
471 (AT ZEEKIZBNT, AEMNFEME CThHA-T EFFRY
WZHEPIL. 2o INHRER 2T 5 2 LITk D BEMER %= R
5, TINIVINY OATIZAERBEIEITIE < Ki=3. 7nM).
ATVZBENSEGITREE LI, TIVIHILEY 2 1310~1000nM D
PEEHE T, A-TICX DM S FRBIIRFEA O i 1 B Hhfz
%, BEEKENCE T ICBREIE E 2 &R K IUE 240 ~50%H1H] 3
%o EIEAKEEFI200BICBNTHEERMEEMH 2 =L, E
AR TH 2, £/, TIVF O NMBEETHHACE (F=
F—F ) ML TIEEEEE KT IR0, 202
18.2 BEEER
FIIHINY B MESES TS v b AD1Img/kg D4 H R HHE#E
O#51CE D, HATOmmHgDMREMEMZ/RL. @iLE HARIE
v hAD0.3, 1. 3mg/kgD4HMEGEROKGICLD, ThEhn
RAT23, 22, 38mmHgDRIEER Z/Rd., LTI ATV Zy
275w hA®O0.5, 1. 2mg/kg®21 HM#iEHZ 0K E5ICL D, FhE
NI KR T33, 57, 2mmHgOBEEEMAZRT, FETFTINICBNT,
BERTHROUNT > RERIIZD S0, BlE k&S E S »
r A D1mg/kgD B [ERE %513, 218 EITh 72 0 A Bk E IR
MAERT, Lo - ToOF T2 RE2TNEIREZFT NI TLR
ZHh=7 A PINTH L TH0. 3mg/kg Dk %50 5 A B2k EER
U, 1lmg/kgDfR %512 L O BEEERISTRREIR T %, /2B,
IEH IMEENIC R T DR IEERE TV, FIRBIR SIS o LT
HEDPEHAICEID T INVIHINY>OBREMEMAITERI N

2. 21), 23) ~30)

19. AR5 ICET SE{EZHIME

MEE
N—CHs

CH3

—% - TIVIHILY > (Telmisartan)

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

T3 ¢ CasHaoN4O2

5y & 1 514. 62

R ABE~MEADKEREOR KR TH %, #Ml:?ﬁﬁ%@‘< R
AZ ) —)VITEEFICK K, T4/ —)b (99.5) 1[THi® T
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