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BRhEART : 34F
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HR5ERAIA | 201746 20174¢6 1

BT BE B AT S B/ A T O v 7 — /M Catiin &%

BIZE, MLJ7EEEREE )

* BRERHF FIVIHILEL - PLOYEXNDIVERESE

«7 2 LOCHEEEEAP [NIG]
«7 2 LOCHEEEEBP [NIG]
TERAMURO® Combination Tablets

) - EMSEOWTTEICL WV ERTA L

2. B2 (KOEFICEEELEVWI E)

21 REOWASKROT e Fu ¥y v v RS LBiEE o
EED S 5 B

2.2 MR ATHIR L T A RE O H 2 itk [95 2]

2.3 o5 tmd CEVEGE LIIEE L TFEEDOD 5 BE
(931 &)

24 7YAXL Y7 IVEBE ARG R OMIREEE (2720,
fOBEEEEZ T ThaBMENT Y PO —LAHE L LA
RoB#Ezkd) [101 2]

3. fARk - MR
3.1 fHm%
W5E44 77 AUFEEEAP [NIG) 7 7 AUELEEEBP [NIG)
18er - 16
wasy |LVITME Y dmg TVIYNG 2 80mg
TAUTEURY)VEE 693mg |7 AUV E YRV )VERE  693mg
(720 Y¥rE L Tomg) (721 ¥r kL Thng)
TIZIVNEBEZFIN - AF 7 ) VEEAFIVIRY) v —, Bt
Fy oL ATTI YRS RY I A, SV, FUBERHI.
R +tl~/ 7!?”)f%?ljfl/y/:)b7{:\)b\1~7“‘1b\
~27uId—)6000, D-¥~Y = F—Jb, AT NIV, XFT
LAERT VI V= 7 AT A, AF VL —A, = F
b8k, 2ol
3.2 BAOMK
Wit 77 AURAHAP [NIG] | 77 A0 A$BP [NIG)
o - FE WD T 4V La—F 4 ¥ T5E
= —
(RS 8.6mm 11.1mm
HE& 4.3mm 5.2mm
B 245mg 490mg
ﬁfg?;;* TV TAP TV TBP
4. EEXIIHR
= IEAE

5. MBEXISHRICEHIET 2B

51 MELRIMERTOBENELN DY . KA % B MEGHEDOFE—#
WL Lz b,

52 JFHIX LT, FNVIH VY Y 40mgh 7 L0 Y ¥ »5me% fif
HLTwWaEAE, HrnizniInsr— 4l LIET > bo—
WHRT G HEC, TVIY LY /7 20T Y 40mg/5mg
ANOYNFEZ EMETH T &,

53 FHIE LT, NV IHIE 80mgh N7 L0 Y ¥ »omgk fif
HALTwaHE, dr0IEUTowTrx A LIIE=T >~ b
O — VAR TGREE1c, TVIY Ly /7203 ¥ 80mg/
Smg DY) Bz B ETT 5 2 L,

s TV IHIV Y 80mg
s TNV IFIVY L A0mg kN7 40 Y ¥ Y E5mgd B

CFIVIHNY Y /T LB DY »40me/Smghit A §E

6. AiERUHAE
BACIZIHIELSE (FV Iy o /7aaP ¥y kL T40mg/
5mgX1Z80mg/5mg) % fEOAHKGT 5. AANTEIMEIGHEDHE—
FEEE L THW W,

7. BERUHAEICEET 2FE

74 DTFTOFVIHFLY 70y rRYNVEEORE - A
W E 2. BEEBICAFOBEIGEEET L &,
(FIVIHILEL)

SFHEL ACIZ TV IV Y vk L CT40meZ 1 H LR # 5-3
%o 727201, 1H20mg S5 % B Lk ES 5. B, 4E
B - RIS X 0 B ERSR S 22, TH R AHKS-=1380mgE T& ¢
;e)o

(T LOSE LR IVEE)

EIMERERE T, R, BAE7 0T ¥y & L C25~5mg
FIH1EREOHS 3 5. B, SERIZE CEERIHET 505, #%
AR5 A 131 HIM0meE THET5 2 LB TEX S,

72 WEREDD L EBHF I HKGTLEE, TNVITIVy v/ Tr0Y
Yk LC40mg/Smg# il 2 TG LawnwZ &, [932 2]

8. ERELEANIR

8.1 AANL, TIVIH V¥ r40mgix80mgk 7410V ¥ »omgk
OEAFTHY, TVIVLY T LUV WHORIEHD
BBTHBENDHL720, MYNKFNOMHEMET T2 &,

*% 8.2 MILIEHICED LM, IV, L5202 DH5bNL T &N

HLHOT, BEEE., HBEOEESEGRE ) SR E e 5
BIIZEE s L2 L,

8.3 FATHI2ARERIIHZG LAV EREFE L v, Ty IF T v
I 2RSSO B, R OCFHhicLr=r-7 >
VAT Y ROWEWERIC X B E R TR &R 2 R
5o

8.4 KHNOWSTHATNVINNVY va&atT vyt T v
TR G- P REE O EE R ITEEND 5 b & Ot
WHHDOT, FHHEEREL ERT 20 L, BIEE2 T01217) 2
Lo [1115 2]

8.5 KHIDOWSTH DT A1V LI A R PG
1L b R RN RDEZD 5N D DT, RFFRG IR IO
FEER 2 4 & &id, HEPOICHGHREICEET AR EE
EICHGTHI L,

9. BENEREHFT 5BEICHT IR

9.1 AHHE - BIEESFDH 5 BHE

9.1%2 MR B EREEE D & 5 BEXIIHE TEREIRKRED 5 5 R
EHRLER G R BV EH SN HEERE, HAIE#T S
Lo BMTR DM RIS BIE O T I & ) 20 e
ELSEDBENL D B,

912 EHYUYLMENEE
ERERDEBRVEHM S NAHEERE, HHITHT2
Lo @N Y)Y AMYER B S D BTNN D 5o
T, FERERE . 02 b O — VR R OBERIGEES LY 17 )
T AEDTE Y R T VEE TR, MiFs )y AHEICEET S S
Lo

9.1.3 RMEREEDNH 5 HE
BIEOREAMMAREEF SR L, HEEZBLSE2 BTN
W %o

9.1.4 BELBEFELITOERE
AR SBESEIAL . MRET2HERMRA 1T 2. 2l
RME T 2RSS BTN S5, [1114 S



92 BRERERE

921 EELEREE (IWEYL7F = fE3.0mg/dLU EDHE)
DH>EE
e LS LB D %o

*% 922 MARENPORE

BHE» OG- Z0G L. WMETAGEIIRAIT) T L. 2l
BIMEE T 2RI TBZNWNH 5, [11.14, 132 ]

9.3 FieeEEEE

931 EHTOFBIABHTEVBREIXIEELITEEDH 285
B L w2k, [23, 932 ]

932 FrfgEEEEE
TN I E AATEIET RIS A 72D, TV I vy v
DINTFTYAMMET T B DD b, T2, FHEIC BV CTHEE
ERE CTARAN O JEEE A3~ 45 L5545 2 L2 ST
Wb, [72, 931, 1661 =]

*% 94 H£JEREEE I HE

9.4.1 IEIRY BEREMD & 5 &ME
HIRL T 2 e BIRENT 7 > U 7 ¥ ¥ VAR R I EF
N7 »oF 7oy y DZEERHHA 2 A L. IR - BrERA~
O (BEAE, BHE - - BORERAZL, HTE) PO
7Bl ST B 2,
RROIGAZETE . RBIEOA ML Z/E L TRARS O 0E
PERETEISHRE L. R Lokt 2 L0 5 &l S
DHEIZORILGTH I Lo T, HGDPLELLEIIZROE
BEHRIICRET S L, [95 2]

(1) ARAFLGFIEHNIER L TWiaWnZ L 2T 5 2 Lo KAl
Gid EIRL T nZ &2l A 2 Lo G
TEIRASHIWI L 7238204, 5152k § 56 2 Lo

(2 KOFIHIZOWT, KARGFBEICEST IR T2 Lo &
7o BEPH LB LHIT 5 2 Lo

CHARIICAF 2 L2 a, BRI - AR IC R e REY

AT D@D L
CHEIRATHI L7233 B b a3 1d, R I TSR (AT
é:to

< IR BEEY B Ed, HABEICHRT S 2 L,

*% 9.5 T3

TEIF SR L C W AR D B A HEIZIZHE S Lanwz & #%
S CERASHIE L2285 A 1 id, mhICi G2 dikTa2 L,
IR R KN CAK 2 &L T v U F 7 v v v T2 AR A
MET v T T vy VEREERER & G S 7 B TR
AHE. BB - FEIR OB, BiARoRINE, BAE, mh YUY
LMIE. FAZE O K OEKGEAEIZ X A & HER A1 5 DU
OufiE. HEHEE OB, MOREAEENDH L bz L Ot
%o
T AUYE YTl BWERCHIRAEIG-3 5 & iR K
OGS IE R T 5 2 E RO LN TWwW5S, [22, 941 ]
9.6 ®ILE
B LW EDRET LW, TAITVY OB ER (5 v
b)) T FHFABIT T EHE ST, T2 T3
s OBER (T MHAR BEROSE R ORE O
BEREIZBE 5 3tB8) D15mg/kg/ A U o5t B o4H &
FHROMT . 50mg/kg/ H ¥ 5-8 CH AV OARE L O 51k 5%
ORI HE SN T b,
TAauT ¥ ide MEFLHRABITT L 2 LA S Tw 5,

9.7 IRE
AN AR L L BRABIEER L T,
9.8 &

—fRIEEDOREIITFE L 2 ENTWn5S, EEE;ES
BBLZNND 5.

10. HHE1EH
FNVIHNVE L, FE L TCUGTEEE (UDP-Z vz a )/ )bk
FAT2T—) IZEA MV arBEsgIl o TREE N
%o [164 ZHR]
TAaYEYORHICIEEE L CEYRBIEEZCYP3A4H S L
TWhEEZLNTNA,
10.1 HEAZE ALV L)

ES kS FRAER - 3585 e - fabrE T
TUAFRL 7V EBIEER A B TV Iy v L=
[iery &, @A)y AMER| T VAT Y Y RIHE
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2470 CThH R BIM
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PELIARDR
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5ib,

IR B £ 71 SWMLeMERTEREZ S| 7TV IV LSy v FRE
JOEIRF, MY BEMNDHLOT, KA|EHTHEBEEZIT VD
JUNAFTIY R mPLEG ARG L. B{EHF I L = WL
#F BYLHAEFEHEAITI|EL T LBENS

[11.14 ZH]

Z&,

ARDZER LR T Vo

JEA T U A MR
fEH (NSAIDs)

AR A B LD RA
L. BEEOH LEHAT
FAnERELTIERED
SRS D S,

FIVIHIY L TaR
57T AR ENE
i I SRR 1 R N
Ty 57-0LEz0N05,

LIEEE Oy E S EERca
52 ENHEEN TV 5,

FVIHIVE 2o ML
RIEHE AT 270 RS
75Ty DA E
END7-0. BEEEO M
JEAR TR % 3855 S ¢ %
EEZLNTWA,

TYTdT vy | A

R E A

fElFT VIV L=

TV T Y VREE
VER 238 38 S L % Wl jg Tk
VAL XN

TIYVAFL 7<)
fiiE

BRRERE, B YA
MLRE K OV Il 1= % 2 & 97
BENWDGH D, B,
eGFRA*60mL/min/1.73m?
KiFOEREREDODH 5
BE~NOTIVAXFL YT
< IVERKE X DB I D W
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WIS N A R bR
MLk,
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TrIFT Yy RME
TER AYEE 38 & 1 2 W e
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VIVFTEL
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T)2AuxA Ty RUY
VFTELEDHHIZ &
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HEZLN D,

CYP3A4HEH|
DRIV ASIVA
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PIKTTE2BENDDH 5,

V=AY T
M SN D WHEMEAE 2 5
nab.

TL—=TTN=
TVa—A

TAuT Yy OETEER
DR EINDLBENDTDH
5o

FL—TFT7NV—vIl&F
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OR#EHEL, 740
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FTLEEENEZ BN,

TUNAYF
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LY YNAYF 80mg
(EARAROE =) &

I IEAWITH %o

OPEFHIZE D N
7 F > OAUCHTT% b5
L7z OfEDH 5.

L A=DFN TAOUYE YRV VEBE| T LU E S 20
EDBFRICE Y ¥ 20 | AL, & LTCYP3A4
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HFEESoOy 70 AZ|BHICEIY Y 270 AR
ORERDP BT 2 B2 |ORBAMES NS HE
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EZS— L, REICEL
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11.1 EXEEIEA
11.1.1 MERE AR

BHEIA, VS, WHEE - MEUH, SEE0MER 2 EIR & 3 2 M FE D
S, MESEFESR 1 L) IO R EE 2 R L 7R S s ShvTw
Z)O
11.1.2 FHYU D LIME GEEZAH)
11.1.3 BHEEERES (HERH)

SHEEEEE LAV RE SN TV 5,
1114 2 av v, k@ BHEX (TR HEEAR)

W, TR, EREESED D S bN A, BB ICEE) 2 L
BEITH &, [914, 922, 102 BH]
11.1.5 BIFERFR. FFHEeREE. 8E (WS b HEEAN)

AST. ALT. AP, LDH. y-GTP® |55 % pE ) IFtknekE £
HEbNDLZENHbH, [84 ]
11.1.6 KM FEA)

B, 22, Wi, TomA, Sy, mE, ik
ENH O b EIEHRSG 2R L, B RMREEZIT) 2 &,

HERIFHFRT OBE THH DR T,
117 7F745%— HEARY)
ORI e, IMEART . MBS AER E L Th Hb s 2 L

H5bo

11.1.8 FEMMR (HEAH)

FEHL, WKW, DRURERIE, B ERXA

FUEEL D MBS 5

bNDLIEDNHALDT, ZOL) BEAEIITHGZHRIEL, BIE

BB AR E R OB GEE DY) 2 MLiE 21T 2

11.1.9 ERERRE (FILAY)

i A9

1577 %

to

CKES, M IR I 470 s ERZH

LT HHBAHRMAREDS S L b I ENHLHDT, ZDLH %

WEIIIEB G ek L, YR RERTT) 2

Eo T2,k

RUBRIE 1 & 5 SRS OISR ER T A2 Lo
11.1.10 |FBENERE. AMBERED. MRS (W3 s HER

B)

11111 BEJOv 7 (HEARH)
Bk D F VEOWMIIERYED S b b 2 DD D,

11.2 ZOOEIER

0.5~5% i 0.5% il AR
SBABE s, 595 T CAME., fB. 1
RLBE, JefuBBuE, M %
KR RS v (RS o, | TR, IRE. RIR, HOIZA
ES SE R0 &, HE, ALK #HH o
ARG, QBT IR, A
FEREE ., SERIMR R
I B, AT R ER| EHIMERES . AR MEREA . NE
b5 savygsd. K
PEERAR (I LRI, BYIE, RS PR,
AV MG, G
BAE . &Ik, WE7a Y 7,
EE, 1ZTH, 550 &, 2
SRR . SRR
bR 8. D% GERIIZ X YD) SHAIRE, ik
WFEE % | AR, MR R, G, TR
JEE R . R, e, Bk, BBk, B
SR P L B, BRI RN, dkE. T
Ji NN S
JFF M AST. ALT. Bk
Al-P, LDH.
y -GTP I 5.4
DIFFERE S H
I 25 Wil % S, WEGEREIN. WHIE S, I
PAGE
wR - R M2 L7 => 5., BUN
St B P RERE B RS
AL HPREEE . R B, R
PR, Bk, BHR.
AL
AL MEI L ATO— )V 5, R
T, EIEE, R TR B
FHE e BOEIM. AR, TR,
Tt
sk | EE M 7)) w7 AIE S ) 7 AL RS )
5 L AE
— ik B 4 W57 PERIE. B, FEE. NhE.
Bl e, LU, fRERIN, fAE
WA, R
Z DAt . R, &EE, BoFHF 0k, =
CK k& B, HERE. R, &
%K. bAEEde, A 7V
RRAEIR, TREEREG . BEBE .
eifiie . 2. BB, HEZE
fo, WRESRE, REEE, CRP
k3

koK

13. BEKRE
13.1 fEIR

TNVIVNE romEE (640mg) 2L,
HHEbNIE DHEDND L.

TAUTE YT, BEORMMELEICLD, YavriiEt
FHLWIERT & IR Z RS2 2 5,
13.2 @

TN IVNY VITIMEEB S N\, 2, 70y vidim
WENTIZ X > THRES RV,

TLAOTE L, REABEEDIE O, BT L DBRFITHER
TV, T2, TAOYY YN VIR I % 4
B L7eE, 7400y XY VEBEOAUCIZ% A L. IR
JH2EREI 2 TlE49% A Lz 2 &b, 74aa Y ¥y Ny VRS
WG B O LE & U TGRS DA Th 5 & i
SNTW5EE, [922 ZHE]

14, BHEDIXE

141 EFHZHFEOITE

1411 PTPHEOIHKIIPTPY — bS5 L CTIRMATA LD
R8T 528, PTPY — FOREERICE D WA EEDY & E R
AHIA L, FICIEZILE B 2 L CHEFBIR 264 0 Tk 7 & BHE % BF
BIDLIEDNDHD,

1412 A ZEHRICRH LTV s EFI2IE, BHERICIRHET A
FIOFEBEEGZAT L, BHOEGTHLTIVIH NG DY
BRI EFOBE 2, EBEERS LA, ERkG XD
LTV IVINY VOMHEEREL 252 EHMEINTBY,
BIEDHHT 2 B2 nhd b, [162]1 2H]

15. ZOMOEE
15.1 BRBRfER ICED < 155k
WREBRIEI S TRVAS, 7 A8V E YNy VRIS X 2 iR
PRI (LEWHIZ &) PALNZ L OHE
Wb %o

16. EYEHEE

16.1 MEE

16.1.1 RIE#HRS

TREEE RN 124680127 )V 2V 7 2 40mgdE s 7 40P ¥ V5mg
e, LET VIV v80mg (7 VS 40mghE x 28%)
L7 ouY V¥ ySmehEw L H1M10H R 22 g SR HF G- L7z &
EDFNVIFNG Y ROT L0V Y DM K OFEY
FIREST X —=ZIZLITDEBY THo720 TIVIF NG v OIfiE
FRUREEIE, MPCTHE L DICH NG RICERTRRE <. BFR
HF13~19THh o7 720 TN IHFIY ¥ Dtmax Sz U208
. WG L QISR G b RSt THEMLL T,
FTIVIYILY ‘/O)Cmaxﬂifﬂikt.u\ib:i%‘ Lf:o _‘75\ TLaaY
Yo ORI, WS L b ISR SR R
{y BRREII29~35Th o7z T2 TAUVE Y Dtmax L U
iﬁ%u‘ﬁ&ﬁﬁ&%uiﬂ&ﬁ%kﬁ@&ﬁ%tfﬁMLf
\/‘f:’] o

A K O AR 7

AR TN v VN =A%
5w T40mg+A5mg| T80mg+AbSmg| T40mg+Abmg| T80mg+A5Smg
1| 6% 12 12 12 12
B Cox (ng/mL)| 623 (56.1) 334 (835) 289 (226) 329 (27.1)
H AUC: (ng-hr/ml) | 460 (44.0) 1090 (72.3) 485 (225) 556 (31.0)
tiz (hr) 20.1 (430) 184 (289) 408 (14.1) 411 (20.2)
toe (hr) @ 1.50 0.875 4.00 5.00
(0.750-3.00) (0.500-1.00) (3.00-8.00) (3.00-8.00)
10| B% 12 11 12 11
B Cusss (ng/mL)| 116 (51.2) 398 (95.1) 898 (26.6) 969 (35.6)
H AUC:s g he/ml) | 766 (45.1) 1370 (72.1) 168 (26.9) 190 (355)
tizss (hr) 190 (325) 188 (282) 405 (124) 407 (16.2)
e ) 0| 150 0750 600 600
(0.500-3.00) (0.500-2.00) (3.00-8.00) (3.00-8.00)

AT GRS [%])

a) WMl (/M-I K fiE)

16.1.2 FILI PN AL ETLOTVE OEEER

BRERAR L2607 VIV 2 120meg®) L 70y
10mg® ZPH&EG Lz &L 7248V ¥ 2 10mge Bk L
7oL 2L OLIHLM9H M RAE: 5% O3 B EE & IR L 724G 2.
T AT DY Y OME RS L B G & B G & T
BPALTBY, TUIV VY VEHEGICE DT 200 ¥y Dk
FIEANOBEIIFED SN o729 FHEAT— %),

TERERL N 23644127V 29y »80megk 7 4 H Y E ¥ 10mgh
ZHEHEG L2 X E TV I LY U80mek MRS Lok &
EDOTHLMIH B A 5- RO IR % ik L -/ R, 7v 3
vy o O EEERS B G & R & TR
THEY, 72T ¥ UHHHESGICE BTV IV » ORNE)RE
ANDEWEBIRDO SN LD o729 BHEATFT—4),

W) RFIOKBHEIZT VIV LY /720 PE Y L T40me/5mg X1t
80mg/5mgTd % o



16.1.3 £ FIRSEMHER

(75 LOEEEAP [NIG])

(1) 792 0BE8AP [NIG] & 37 2 0fA§APZ, 7O R
FeN—FIZ k) ERENLEE [FVIFLY VL L T40me. T
AU YK ARYIVERE S LT693mg (721 ¥ E L Thmg)]
FRERE RN T T L2 £ L AR T - L C I v RS AL A 1 2 52
L. #Honz38mEhiE/ 5 2 —% (AUC. Cmax) (22WT90%
fEHEIX RTEE S THEEHIRAT 2 17 o 7245 %, log (0.80) ~log (1.25)
OHFPANTDH O . WA O LY T RS DR S L7210,

cTFILIHILES
160 r
—e— 7 7 A Ufii&EE AP [NIG)

~0m 3 7y NOIEASE AP
3 = (R, n=32

IMAEREEE (ng/mL)
&8

0 12 24 36 48 60 72
Fe5-t e (hr)

Y BHE T A — 5

Evasn AUCo72 Cmax Tmax T
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
7 AORAHAP| 111554 12091 200 | 2290
[NIG £44920 | +5922 | =112 | +927
- N 103244 10592 | 220 | 2585
3 P
I AURESEAP | 40 +35951 +4544 | =121 | 1976

‘ (P + (2%, n=32)
W IN=DI=P

6 .
—e—5 5 A TR AP [NIG)
0w 37 L OREASE AP

N 4 = (RS, n=32

IHEREREE (ng/mL)

0 24 48 72 96 120
5 OWEH] (hr)
HYENREXT A =5

45 | AUCoio Cmax Tmax | Tz
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
77 LA UE$EAP 5 141.3506 34358 6.66 39.93

[NIG +39.8673 +0.8782 +145 | £829

143.0350 34921 6.66 39.66

N Yoy nl
SALUREHEAP |5 ©363046 | +09086 | +172 | 987

(3 = iR, n=32)
M EE G N AUC, Cmax&E /8T 2 — 713, Wl o
R AREOFRIUAIZL - BRSO RMBREATI L > TRZ W He)s
%60

(55 LOFE&EBP [NIG])

(2 77 2 ulitd8EBP [NIG] & 3/ A ufid&4EBP%2., 70X
F=N—FEIZk ) EnEnlgE [Ty L L T80mg. T
20V RV E L T693mg (720 ¥ Y e LThmg)]
FAERRE B B LA A R 1% 5 L C e rp RS AL AR I % 8
L. 55N WERE/ S5 A —% (AUC. Cmax) 122WT90%
[EHE X B CTHERHIRIT 2 47 - 7245 8. log (0.80) ~log (1.25)
OFPFANTH V) . WHI O AW R EDRERR S 17210,

cFILIHILE
1200
1000 —e— 7 Aufits$E BP [NIG]

0= 3 71 A UL A §E BP
39 + PR, n=32

IMAEEE (ng /mL)
[=2]
]

400
200
0& = -
0 12 24 36 48 60 72

PO (hr)
HYBRE T X — 5

Eracay AUCo72 Cmax Tmax | Tiz

(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)

77 A OBLA$EBP 20 292742 657.27 116 20.61
[NIG/ +1472.40 +367.37 +069 | =856

2867.83 719.74 112 2141

SALUREHEBE | 80 | lusges | x4p564 | £046 | 1171

, (P = R4, n=32)
LFLAYEY
/1 -

—eo— 7 7 Aufit&EE BP [NIG)
0 3 5 ATl BP
S + MRS, 0=32

IMSEPRIE (ng/mlL)

0 2 18 72 96 120
5t (hr)
LW ERE N T A =5

5% | AUCo Cmax Tmax | Tuz
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
7 7 AUl A $EBP 5 126.9088 3.0300 6.53 38.95

[NIG] +30.2255 +0.5395 +137 | £727

130.9679 3.0528 6.31 3701

3 Pae s
I ATUREHBP |5 £340026 | +07243 | =115 | =605

(P3g + FEiE (R, n=32)
MU EE I ONIZAUC, Cmax®E 085 2 — 713, BERE o
z)ﬂ‘ PR OBRILAISL - R EE O RBRA R X o TH 7 2 WD
ZQ)O

16.2 IR

16.2.1 BEORE
TR AN 13260 (K H=166)) 12, TV Iy v/ 7TaaY
¥ 2 40mg/5mg EHI KR TV Iy v /T Aa Y ¥ 2 80mg/
Smglit &H) & ARG L2k &, FIV I Ly Vi akiks
TEMER G R tnax D P IEAIEIE (A% © 4.00 % UV3.001F:
M. Z2fEIE 0 150K O'LOOKERT) L. Ciax% FAUCIZZE L2163
~T71% R U32~37T% T L7z. [141.2 2]
—Ji. TAOYE Y DCmaxs AUCK Ptmadld Z2E MR 5 & fTR3%
GEEE THULTBY . BFomBR=T Rro7/z1),

16.3 9
FIVIFILY DTy PR FOMIEEAREEGRIE, in vitro
K Win vivo & H1299%LL T - 7212,
TAOYE Y EIMEENEOBERIZITINTH > 7219,

16.4 55
TNVIHIVE ixEE L CUGTESE (UDP-7 v/ v b o
VAT T—F) &L vrarBiRagIc Lo TR#ENRS,
[10. ]
TAUTYEYOELLREPRBHEI e Fuy U U BORRLL
72 Y UBRIER O OBRLIEL T I R TH D,

16.5 HEitt
TNVIFNE L ELT, LTOHMENH L,
TR NS T2 7V IV % > 20, 40, 80mg % 225 i |2 i |al %
O3S (%E6f) L7zk &, REMARIZIZE A ERPICHER S
W, BT 152400 F COFYFBIRRPREEL, wWThoiks
=HIIBWTDH002%LLTFTH - 7219,
T RE R B F-560121C-7 )V X )L & >~ 40mg % Z2IE I H e
5 L7ze &, 551440 F TORUREED IR b OF pia gk
ML ZNZFI05% K T102% TH ) . WISz 7 v I )v
4 )‘/ DORE AR % A L CHPICHEM S 7210 (HE AT —
7 o



TAOYEURYVEEE S LT, T OHED D 5,
R A6BIIZ 7 20 V¥ v & LC26mgH NiZbmg# H[AIFE
PG L7286, IRPICRZ LR L L TRt S A B3/ s <
WO G EIZB W T R RZCARIE R 3P 5 %240 £
TG EDR3%., 144850 F CTI2HI8% TH - 720 F 7225mgit)
Z1H 1014 H M #ieis 5 L 7236 o R HREE 38 5-fia6 H B
TIEITEFIRFEIZE L, 6H HLBEDLH M7 1) ORZEIUED R T
HEER136.3~74% TH - 7217,
TR S 2B UCHEH# 7 20 ¥ ¥ 2 15mgl®) & Bl k5 L7z
Yitr. $5-12H H £ TS BUTRED59.3% (LK. 23.4% (3%
A HERE S, PG T8 TR U R D 9% 1X R LK
“C“;f)of:o ZDOMIZIFED B 2 TR 5718 (SEEA T —
y o
BB, INORHEWICIZITLAE VY Y2 Lo SEEERIZED S
NTWVZR W,

W) RFIOKZHEIET VIV LY /720 PE »E L T40mg/5mg X1t

80mg/5mgTHh %o

16.6 FHENERZE I HEE

16.6.1 FFigEEEEE

TIVIHNE e LT, LTFoREND S,
Tk & 1260 (Child-Pughs/ A (84E) 8Bl B (%
SE) AR 12TV I LS 2 20mgk F120mgtE) RS- L
7o b & EEEE I L Craxld 4505 I 03158 < . AUCIE258%
T2 0o 7219 20 (BHEIN T — %) [932 BHE]

) WEEDSH 5 BFH IS T 556 0ORKIEGRIEIHI0mgTH 5.
TAOYEURYVEEEEE LT, T OHED D 5,
WABFREZE % (Childs33EHAB) 5BlC7 a0 Y ¥ v & LT25mg
ZHAP G L 228 A . BEER A L, 5720 R R oo I i
PAHBEIZ LA L, tre, AUCIRRREEZ /R LA EZEIZFD
SN o 7220,

16.6.2 =&

TARIE Y RYIEREE LT, FO#EERH 5,
BAESIMELFCH (B2, Bl FIHERTITH) 17 o0
TE Y E L Tomgw A, & OSHMKEKRS Lae, Kk
GRRICEEEEES (T, FIER223%) 12 Cuax LT
AUCITAEZISEHMEEZ R L7220 tall GBI b N h o7z,
MG IFBELEOMET T 20V ¥ VIBFIIEELE LD D
EHR LA, 20N — JEEER UL TB Y . BEH
TZDOBREDPEERT HIEFNIRED SN o 7222

17. BRERFGHE

171 BIMROLL2M(ICET 555k

17.1.1 ENSE IR
7 AU Y ¥ y5mg (Abmg) HiH| TREERIRA 43 % ARE M = i
JERBESIB X R & L - e AL B E M EGEBRIC BV T,
FNIVIWE /T AV E r40meg/bmg (T40/Abmg) Bl EH]
AL ASmg#x TH1MEl, SEMERECOHS L2k %. T40/Abmglit &
Flik. ASmgHIFIHEG 512 T N T 7 B AL PR I M T R
JE K ORI T B R A 7 B R & 7R L 720 #d I3k 3k
DEBN) THo72 20,

BRSSO b T 7 WAL T e

EHRIIE (mmHg) YHE (mmHg)
TR TR

seis gpspp | SHIE] mEE . |BGHE] rE
B POE T | B | g e | B | e

sp) | T " isp) | sp) | T i
[ 195%CT] L7 8095 %C1)

ASTRIEHE| TO0/A5| 9595 | 956 14464 | 1304

FiaEE | )| (502 | (06D) | (2L | (L75) | (088) | T
EHRLLL ) A5 | 9564 | 445 |[3086937| 14531 | 577 | [560805]

AR | (57 | (488) | (061) | ] (1036) | (088) | T

T40/A5 : 7V IH IV % > /7 210 Y ¥ »40mg/5Smghit & #]
A5 7 A1 YK U 5mghifl
SD : fEiEfF7E, SE @ fEiERRE, Cl: X H
a) AT D RN IR il
b) p<0.0001
EIVE A SE B E 412 T40/ ASmg it & 7#1C3.7% (10/26961) . ASmg
HHFIC1.9% (5/26261) Tdh -7z, T40/AbmgFtA&HITxG-HED T
ZEWEZFEIMES $101.1% (3/26961) TH - 72,

17.1.2 ERNE DHERER
TV IH VY 40mg (T40mg) HH)TREERIRA 55 20 AR RE
L B 3140 & kG & L 7o I E 2L B MG IC B w»
T, T40/Abmglt &#) 13 T40mg# 1 H 1A, SRR G- L 7>
FEFE. T40/Abmglt &H NI T40mg LA M fe e 512l XT b5 7
TS A AN 1 R B OO0 7 A P K OV T I T B 3 C oA 78 7 B SR
ERL720 MRIIRED LB TH o722 D),

“EEBIR -8B O T 7 REHEA MU T

PERMIME (mmHg) YGEAIME (mmHg)
TR T

B O e 2./ ( | I = E LY B T
PRI S| | G | v | B Gy
o) | T e | o) | T T o)
[M95%CT) [M95%CT)
TOCHERE| T/AS| 9676 | 1349 14566 | 17.86
Fingz | 1530) | (5.30) | (063) (088%2 . 1(218) | (086) (11115%
HRELE [T | 9657 | 547 |(eatoe3]| 14477 | 651 |[o161354]
o |ss) | (6.05) | (062) | (1338) | (0.84) |77

T40/A5: T IH IV F v /7 20T ¥ 40mg/Smelt & #]
T40 : 7V I H V% »40mgiisHl
SD : HEifefFsE, SE : BEREE CI: (X
a) SIS RN
b) p<0.0001
BIVE S8 3 E1 4 12 T40/ ASmgBt &%) T3.8% (6/156%1) . T40mg
HHITL3% (2/15861) TdH o720 T40/Abmglt &K% 5B D El
fERE. A, WE. BRESRIE. 595, b ) o 288000, bFEg
EREBIM T B06% (1/15661) TH - 720

17.1.3 ENELIHEGHRER (RER5HER)
ARREME S I BE259 A Ly TV I gy v/ Tauad ¥ s
Gl & BIIES- L7z T40/ ASmglt &7 0 6108 ] P 5- T BEE &) 2
WS N EIMERE X F O F FHkERS L. BESEAN T %
EILE B I T80/ ASmghlit 47 & w4 5 L 720 Z DG A
ELICENHESC X BT REOMITIERD b h o7, T40
/ASmgll &7 OST80/ ASmglit &7 % 5 S - BE 41k (255
Bl) OFGAETH (56E%) OIME T~ ha— ) LRk, JLRHE
87.8% (224/255%1) . URHi192.5% (236/255%1) 123% L7z, T40
/ASmgRL A HCTLXBEIE R A5 D 7212 T80/ ASmg il &4 %
WEAS LommERs (4861) o5 TIOIMmAE L. T80/
ASmgR & HI B L 72 B S YRR T T7.26mmHg. X
MEMIME C861mmHg (WL h SFIgfilE) TRL7z. 72, Bla
FIOGEMEx R L 7ot 9. AAMEICHEIZ 2 0o 7220,
BIEHI S EI A1 T40/ASmglit &%) T1.9% (4/211%1). T80/
ASmgRE&#IT4.2% (2/48%1) T - 720 T40/ASmghc & #I#x 5
FEORIERNZARA D £10.9% (2/21161) . MEMKT05% (1/
21161). #©9505% (1/21161) <. T80/AbmgHt & #I¥%5-H D El
ERNZIES2.1% (1/4851) . HIF21% (1/4861) THh -7z,

18. EEpEIE
18.1 1ER#F
1811 FILIVILE

TIVIFVY VIFFEICMEREHOT v+ 7T (AT
7471 (AT ZHEEIIBWT, EHENAEDE THHA-T &
FREAICFEEIL . 2 oI DHEER 23014 5 2 12 X ) BFIEE
MEHRBS 2, 7VIVLY COATIZREBENTEE L Ki=
37M) . ATISFARD S BB IIREE L v 7V IV 7 21310
~1000nM D EEEEFH T, A-TL I X 24 ¥ FREIREA O 1
BIGE UG IR 2 . IR T ICBE S5 L3I RN
i 2 40~50% I 50 F7REARTEE 205 ICB VT HER
MENGFEIR AR L, (BN TH L, o0 799 F =0
R FETHHACE (F=F—F ) I L CIIEEEEL &
13 & 72127 300
18.1.2 7 LOJEUANYVIVEE

MM D EAARIENE S VS ™ A F % ¥ F VIR A L.
HINENANDCaZ DA Z A &5 2 L2 & 0, R AR RS M
BOPHEG 2RSS b, WYy ARETEHOREHIIBETDH
0. FERITH L. T, OHIHIERIZEE <. M ERIRED TR
j‘o ;{/L’C\,\%JSD —33)O
18.2 BEIE1EMA

FIVIVNY v HANIET LTI HMb B WIS X B 17E
izonwT, UToHmERH 5,

BT oMM ESITEERSIES v 8 (SHR) # W T, 1lmg/kg
FIVIHPNE K USmg/kg7 20T E Y ZIHLERE#HS- L, 5
H MR 2 HE L7282 A, lmg/kgT VIH VY U K
U5mg/kg7 A BV X E, ENENHMPL LA XY SFIImE DS
F25mmHgl& T L. (ZIZFAFOMER FERHZR L7z, KIZ,
Img/kg7 VIV % >~ bmg/kg7 20V ¥ U BEHCLHLESH
MR G- 2 A7\, BRI MEZME L7z TV I s vk
TAu VY YOS X B MEIRT AR, kS
L AMEETER (25mmHgDET) 12, AR MEERT
ER (#50mmHgDIKT) 23R S 7239,

19. B2 ICEY 2 EIEZHE
(FIVIFILE)
— M AR - TV IV~ (Telmisartan)
b4 4- {[4-Methyl-6- (1-methyl-1H -benzimidazol-2-yl) -2-
propyl-1H -benzimidazol-1-yl] methyll biphenyl-2-
carboxylic acid
4313 Ca3HaoN4O2
rf-  514.62
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bt

BT
gt

At

3-Ethyl 5-methyl (4RS) -2- [(2-aminoethoxy)
methyl] -4- (2-chlorophenyl) -6-methyl-1,4-
dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate

C20H25CIN20s5 - CeHs03S
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