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%, (8.2 ]

9.3 FrikpeEEEE

9.3.1 BB DOh RO TBVEEN FEELRTEEDH2EE
BELZWTZ E, [2.3. 9.3.2 ]

9.3.2 1EE, BEDHES - FEEDHZEE
T IHLY FEICHEITFRICHE SN S D, TILIY
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14.1 FRIZFFOER

14.1.1 PTPEEOFEFIPTPY — 2 SBMOH LTRAT 2 L5
fBHT 5T &, PTPY— FOREKICK D, BOWSIATISE
EREEARTIA UL EITIZZEALZHE C U CHERRIA A F O EE
LEEZHHET LI ENDH S,
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HES TVIPLY Y tRovooF7 YR
40mg/12.5mg | 80mg/12.5mg | 40mg/12.5mg | 80mg/12.5mg
n=30 n=131 n=30 n=66
Cmax (ng/mL) 120+£72.0 686516 66.2+11.1 70.8%+19.1
AUCo(ng - hr/mL) | 1260+908 2970+2110 507+85.5 478+103
tyz(hr) 19.8£6.92 18.9£6.83 8.49+1.58 8.82+1.20
tmax (hr)¥ 1.50 1.00 2.00 2.00
(0.500-4.00) | (0.500-6.00) (1.00-4.00) (1.00-4.02)
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TEERFA B T 1061 AH] & DM ENRIFEASHER S W TV 2T L IFILY v
80mgfEL b FuruuF 7Y N12.5mghe# 1 H 167 H 2208 R 0F R ERE O
BE5LEBOTVIVLY VRO FaraaF 7Y ROEMBE I B EES
B EHLIL Tz, 5 1HBERU7THEHOAUCK U Cmax2? 58 Lz TV 3
Py OERR (EMEHEES.D.)IEFNZN1.34+£0.423%0'1.50+£0.783
THO, eFuroaF7Y FOERREZNZN1.11£0.197R% 110+
0.286TH - 7219,

80mg/12.5mg
(ng/mL)
1 1000

Ed 800

day? day?

00— T
0 4 8 12 16 20 24

514850 (hr)

R
NG e B
N
S
b3
Z\NWO DN O 7 B
3
|

0 4 8 12 16 20 24
5% (hr)

RiE#S (n=10) FIVIYLY ~ vRozooF7 YR

1 Cmax(ng/mL) 501+£430 94.1£27.1
H tmax (hr)® 1.00(1.00-4.00) 1.50(1.00-2.00)
E] AUC: (ng - hr/mL) 19701050 508+121
. Cmax (ng/mL) 506+ 182 100+28.6
q tmax (hr)® 1.00(1.00-2.00) 1.50(1.00-3.00)
H AUC: (ng - hr/mL) 2310+737 550+105

tis2(hr) 20.9+10.3 8.56+2.02

HitiFi9fE+£SD

a) RAE (F M- Bk fE)

AT LI LY v 160mgH & FaruouF 7Y R25mgh & Zh 2
NEMICIHIE7HBERERORS Lz & & EHRARERDRS L L 0%
MBRE A L U 7oA R BB S5 & ORI SR O MBI T L I Y
LE Y, eRaZ7aaF7 I RESIHEMLTBD ., HFHRSIC K 2ENEE
ANOHBIRD SNBH 512D GEAT—5),
16.2 IR
16.2.1 BERRAICHC-t FurouF 7Y RomgaRO#E Li- &L &, #58060~
80% ZHILE H SIS Ny /NG EETORIRAEE TH > 7215 (SLEA
F—%), [14.1.2 BH]
16.2.2 BEOHE
RS TF3206] (FRRL6H)IC, AFI(FLIVLY /e FurauaF Ty
F40mg/12.5mgKk VTV IH Ly >/ RurzauF 7Y K80mg/12.5mg) %
BERORG L& &, T ITLY VIRBEEG TRERRSICHtmax D
RO ATEIE (B8 0 3.00% U250 [, Z2MEME 0 1.25% O'1.501¢H) L
Cmax & UAUC I3 ZNEN62% K U29~33%E R L7z, —F. kkorn
0F7 Y FOtmaxDHPRfE (5 : 2.00%02.508H ., 22EHE : 2.255% 0°2.00
R LML L TV 7z BEBEROCMax R UAUCH, b 2RI AT 2
NZNI3~15%KRVI3BERT 2RETH 7219, [14.1.2 BH#]
16.3 %
FTUIYPLY DTy bROE FOMBEARBERIE, in vitrokWin vivok d
1299% L ETH - 7217719,
16.4 {3
FILIPNE U IEEE LTUGTHHRIC KB 7 L7 un vBfadic k> TRBsh 5,
v Roronsd 7Y REGRNTIEEAEREEZZ TRV, [10. 2E]
16.5 #ittt
T IPLNY VIZRFICIKIZEA CHRES NS, KRERTHIET 2 L C#EpIcHE
ﬁﬂ'éﬂ%}w)‘ Zl)D
b rorons 7Y FIEREEE UTRPICHRE S h 219,
BERABF10FIC 7L I 9Ly »80mght& b FuruuF 7Y R12.5mgsé %
LHLE7 BB RERZD®RS L-Boe FaryaooF 7 Y RoRhki
RI38I.I%TH -7,
16.6 REDERZHTDEE
16.6.1 FHEEEEEE
JF S RERR 2 5 4 EB 2 1 2481 (Child-Pugh 43 JHA (B8E) © 8l B(H&E) @ 4f) 1
FUIFILE 2 20mgRk U 120mg® A EOHG Lz & &, @BEBRAICHKL
Cmaxl34.5fE R U3MEE < . AUCIK2 5/ R U2.7REE A 2 7222 GHEAT—%).
[9.3.2 ]
E) AR OKRARIZT L IVLY »40mg/k RuraaF 7Y R12.5mgkU'F L
3P 80mg/k RuzuuF 7Y R125mgThsb. £, FlEREDODH
HERFIHETHHAOTIVIVNEY L OBRAESRIZIHI0MgTH %,

17. BRPRRR#E

17.1 BMERURLEICRT BHER

17.1.1 B IR
EIFERE ST 2K LOBBARLAERET S22 E2BHE L, T3
YUy RO Faraas 7Y FEHARICEDERTY A v 2illa, 77
AR S UCER L. BREIRROEBV TH 7. Rk bT7
REEALIRBRHAINE RFERE (mmHg) RO R EMDOFKERL» S, TLIFLY /B R
uruuF7Y R40mg/12.5mgh TV IV Ly /e FarzauaF 7 IR
80mg/12.5mg4 iR & L GER L.

ff?;w&w%FU i b 7 BRI e 1 7 BRSO
yonsrrpy | TETEEmHE e T i)
?::ggé)%mg 12.6(13.8) 6.8(7.9)
‘(‘I?r:né‘%;?mg 11.8(12.0) 8.1(7.3)
?r?r:nz)lz.Smg 23.9(12.4) 13.9(7.9)
5(532155/ )Omg 16.3(13.3) 9.7(8.2)
f(;r?féga/)lz.Smg 23.6(11.9) 13.1(7.9)

(PgfE (R fR=E) )

BEAORRAEE L. 7T RBETAT%(3/640]) . TLIYFLY v/ kay
oo F 7Y F0mg/12.5mg. 40mg/0Omg. 40mg/12.5mg. 80mg/0Omg.
80mg/12.5mgRE T T Z14.5%(3/66f). 4.8%(3/63f1). 9.4%(6/64
Bl 6.1%(4/6661). 9.4%(6/64f]) Td -7z FRBINERIIAEMIIED £ K%
UFHEDEVTHY, FLIYLY /e ForoaF7 Y F40mg/12.5mg
BERU80mE/12.5mgBEICB T M IED FORREGIZNENL7%
(3/6441) . 1.6%(1/644) . FEED L OFKBEIAIZ TN EN1.6%(1/6441) .
3.1%(2/6461) T - 722V,



17.1.2 EAE IHEER

BIMEERE ZNRE Lz, —HEMBRLBHBROMGER, 7LIHLy /e
Farzuous 7 F40mg/12.5mgDHRAMEN RS 5z, HREMOMER
WROEBVTHo7o T IVILY 2 A0mgh 512 & O IRAR 53 2 8E -

#E

SEOAEMENEREECT LIV LY /L RasOonFy VK N—CH

40mg/12.5mgXiE TV I By v 4A0mg % SHMR G L& &, TLIFILY N=

>/e Fasuus7 Y R40mg/12.5mgld 7L 3 4L & > 40mgic AT A

PRERHAIN FE AT F94. 7mmHg.  AAZIE AL 2553 5.6mmHg RRE L. SBINO

KEFEADRATRRR S LT N O CO:H
e ™ T 7 WU R RERE O P (HRIR I X O HsC N

PEEREAMLE (mmHg) INAEHA MLE (mmHg) O
Bl BGRIME | FREEY | BIRIZEY [R50 | FREY | Bz CHs
HE | e | B L | el | L et ;
(SD) - - (SD) - - DELRE ¢ log P=3.2(n-+ 2 ¥ ) —)L/pH7.4Y) » EEEETR)
(SE) | (95% CI) (SE) | (95% CI)
Fu39nsvaomg|108| 77 | 0 147.7 | 84 —f% : © FaraaF 7 Y K (Hydrochlorothiazide)
5.7) 0.8) 4.7 a9 | d.2) 5.60 {£%% : 6-Chloro-3,4-dihydro-2H-1,2,4-benzothiadiazine-7-sulfonamide

ARESSA 9.9 | 97 |(2569)| 1487 | 140 |(23,89) L1-dioxide
oswouaF 7Y K105 (5.2) 0.8) (13.6) (1.2) SFR 1 C7HsCIN3O4S,
40mg/12.5mgfit & #l i ) ) i SFE :297.74
FHEFIME AT E TIVIC & B R/ NP fE W R AROKEEIIREREOM AT, KBLIEEL, KEbTLICHE L, 7E b
95% CI : 95%{Z X VIZEFRT . TR P MU LCRRETICL <L KT Y —)L(95)
Q) R EHIEEHERE LA E FLICET< KB THEFIC < YIFLI—FUICIFE A EETH V. KIEIEF R
b)p<0.0001 7 LRSS B o
€)p=0.0010 et

BIfEF OFBEI &, T IVILY 2 40mghET0.9% (1/10961) . 7L I 9
Z /e Rarund 7Y R40mg/12.5mghETl1d4.6%(5/10961) THhH -7z T
LIYLy v/ RuzuuF 7Y F40mg/12.5mghEo 4 AN ILE
1.8%(2/109f1) Td - 7229,

17.1.3 EASE TEHR (R S5HER)

HRABMEEEREZ S RE L, TLIVFLY /e RaruuF7 YR
40mg/12.5mgKkU'TF IV Iy /e FuarzauF 7Y R80mg/12.5mgD52

0o. 0

O\\ //O Ne?

S S
N :@E \)NH
N
Cr N

A HI267C(53#%)

ORI DL MR O A2 A LR, AR o 72 20. RV EDER

Floy TAIVLY /e RurzauF 7Y F40mg/12.5mg TRIRA 73728 FEABIITE L TIILT 22 EAHHDO T, Wil - BEEBITRET S &,
HIRL, FLIYLEY /e FaruauF7 Y R80mg/12.5mg# %5 L7k,

HURDR (R, B 0LE ©F 8. 3mm Hg R OO M 1L FE T F 4 22. @&

10.1mmHg (& 12N=80) DIEMEEANR) SRR S ALz, KR HROMT % PEEEAPIDSEP])

BEOENED ST \ (PTP : $6MRAIAD) 1008105 10)

BIEFHORBE G, TILIVILY /e FarzuaF 7Y F40mg/12.5mgh (F)LF PEE5BPDSEP])

T18.3%(19/104%1). L IHLy /b FuruuF 7Y F80mg/12.5mg (PTP : #2#IA D)  1005E(105E % 10)

BETI1X13.8%(11/80f1) Tdh > 7o EREIEAIE. TILIVLY /B Rurn

OF7 Y F40mg/12.5mglECIREITED % 14.8% (5/104%1) R OMkAiED % 23, T Tt

W3.8%(4/104%1) T, FLIF LY Y/ FuruuaF7 IR
80mg/12.5mght Tld. (FATE®D F123.8%(3/80f1) . FEIED F112.5%(2/80
) R O PR ME2.5% (2/80f) Td - 7225

18. FESHEIE

18.1

18.2

18.3

{EFARR

FILIVNY Y EECMEFEHOT V4TV VN (A-T) 1 F1AT)ZE
FICBWT, AHNREMETHHA-T LHEROICHET L. 20 MENHEER 2
M T B LI VBEEAERERT 5. RKAOAT ZAEEHEMNMEREL
(Ki=3.7nM). AT ZEEPSBEFICHEE LTV, TILIFILY VIE10~
1000nMOBEEEEFH T, A-111C & 2 HH ™ ¥ F REYIRIZEA O 1B IR G HifR %
WERERICEH ICBE S €5 L TR AIE 240~ 50%IH 9 20 & 71840
BF1205BICBLTH AR MBI AR L, (EHIIRRNTH S, £/ 7
FIF VN REEFR THAHACE (F=F —LI) IS L T E R EE RIS 51120 27,
b RrozouF 7Y REBEMREMEICH T SNa ECloBRIRNEZME L, Ko
Hrilt 2 {BE S € 5. RBBUKKBEREEEADET 5. BEERIZ. HHICIZE
RMFEEROEFICL D, REICEKRELEOIRICE 2 EEZ SN TS,
FEFEER

HEE RO MEERFET v b (SHR)ZHW T, 3mg/kgD T IV IHILy >,
10mg/kgn RuzauaF7 Y Kb s \WIdZOili# %5 HMEEEO#RE L5
GOBRIEERZBE Lz, ZORE, 3mg/kgD T IV I 9L 5 ¥ BRI 5138
LH5HEIC36mmHgDRABEMEMAEZR Lz, £ FazooF7 Y ROBEMEE
TR D RBEFEERIZRDSNAP T FLIFILY Y EDOHHICED 7
VIHILE COERZHAS P ICHERL., ReAREERIZS3mmHgTH 5722,
FFRIER

HEFOMEMESHRZ AW T, 3mg/kgd 7L I 4L % >, 10mg/kghk Kuzua
OF 7Y RdcdWEZOMHE %5 HEEGERE RS Lz & & ORRIER 285 L.
ZOFER 3mg/kgDT IV IHILY L ORMBEIC & > TR RE RO PR
B (Na*. K'RUCH IcEERZE(EASN AP >/, —F. 10mg/kgdk Ko
ruudF7 Y FORMESICE->T, RE, Nat, KIRUCIOEREREOHS
PEEMAAS NI, TLIFLY Y EHFRAKSLTS, e FaraaF7 IR
ORFRIERIEA SN, FILIVLY iz FuronF 7Y FORRIERMICIZE
AEERE L7,

19. B ICEY 2 ERHFR

—M&% : 7L IV L% > (Telmisartan)
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{£%4 : 4'-{[4-Methyl-6-(1-methyl-1H-benzimidazol-2-yl)-2-propyl-1H-

benzimidazol-1-ylJmethyl}biphenyl-2-carboxylic acid 24, IS RERUORBLWSh BT
DFR 1 CssH30N4O2 ST 2T P ERAH BERHSE
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26. BHSEGTRES

26.1 BGEARFET
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