*x 20256F9 A GT (B3R
* 20234E5 HEkiT (5200

AEH e B AT SR G T Oy 1 —
L EEERD
HAZEER
TILZYILI Ve

TIIFID 2:20megr—91
TIIFILD 40mgr -2
TIIFID 2:80megrr—o1

TELMISARTAN TABLETS 20mg “TOWA”/ TABLETS 40mg
“TOWA”/ TABLETS 80mg “TOWA”

I ¥ EIRAE
BRI ¢ 54F (JE20mg. $E40mg)
34 ($£80mg)
W) EE-EMSEOUAZCLOFHTZ L

BAEERRNEES
872149
$E20mg #E40mg $£80mg
AR | 22900AMX00155 | 22900AMX00156 | 22900AMX00157
iG] 20174E6 A

2. B2 (ROBHIC(FBRELAWZ L)

2.1 AHIDREAM K UBHUE OB D H 2 8%

2.2 R UIIERE L TW A RIRE O & Bt [9. 55 ]

2.3 VO WAHED TEWEE VIEERITEED H 2 BH
[9. 3. 1208

2.4 YURFL O ITINEE R STOMBREERE (L. it
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8. EELEANEE

8.1 BEMEHICED LM, TV, AbDENHbobNDd T &N
HBHDOT, @IEE., HEHEOBERSGERZ M EIRZRIET 2
BICIIEBESI®E S &,

8.2 FIHI2ARFRNEHZ G LB W I ENEE LW, T oA T >
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F7 2 R OMEMERIC X 5 & ERIMEMT 2 29 maettn
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8.3 ARz T > PAT 2 NSAREENHIEREGTITFA%ED
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F O M RENKIS~4. 5% LR T2 ENMEINTND, [7..
9.3.1, 16.6.2%M]
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RALIBWZ ENEEL W, FWER (v b)) TAHAHRABIT
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11.1.9 HEARRARIE (BHEEAHD)

A, I, CKES., mMikURFIAT7/OE > LR 2REE

T ORRBRMIEN D 5OND I ENHLHDT,
EBIHEGEPILL, #EURUEETD 2 &

* 11.2 2O DEIERA

ZDXIRIBEEITIE

F7z. HEANKOINE AN OIEER A K TEHFICHB N T, 40mglh =
(I TENVHD L IBHER) OFRGETHEILI LOBRED LN
HE5N., Coax CEDHEMMIFEEZE TH D Z EMNEHRSINTNS, FD
BeFE & U Ty /NEET OHILE RE D BN B OV ige~ D 737 D B Fi D
5MEZ5N5,9Y
16. 1.2 R{E®RS

A gt @ I ERERF I T IV I IV Y > 40mg. 80mg (1 7 IVAD
Z1H1E4HMERICKER DS (40mgHt : 1041 (Hik6. 22k
4). 80mg#hf - 1061 (BT, L2E3)) L& &, EHEIRETH D14
HEIZBT 2 migh RAEMAREE L, B 5%2~ AN TR 2R
L. UBHRAIIE T Uz, £72. AUC @-2an DL HEHIL 7= %M
Fi3, 40mg M U80mg#t 5 TENZFN1. 91+0. 53 % 11, 61+0. 62
CEHfE+S.D.) TH>7=.?

o b ” Cmax tmax AUC (0-24n)
#GR | B5H (ng/mL) (h) (ng - h/mD)
40mg 1HH 85. 78 +45. 25 4.0+1.6 1030. 164+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
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52 &,

PTP> — F DRI LD, FNSIATSATBEREEARIA L, BT
LEBZL THRARSEOEERSIEEMHIE T END S,

14.1.2 AFZBBICIRAL TWDEFITE. H#HRRBIRATSES
HEEHZADZE, AROEYBEBIIEFORELZIT, ERFR
H5LUEEER. BBESL0BMPBENELBD I EhMmEIN
THD., BHERDRET BTN B S, [16. 28]
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16.1 MAHRE

16.1.1 HREiZE
AREME &I R I T )V 2 )L > 20mg. 40mg. 80mg (1 7t
IVAED ZB/BICHERROKRS (20mgHE @ 3141 (B22, #9).
40mgHE 2961 (HE¥E22, # 7). 80mgHE : 3041 (HPE18. #ik:
12)) L7z EDEMBREINT A—FIZUTOEBY TH o/

(CE¥HE+S. D)
14H H OCunax X AUC (-24n) & BLZHNTH T 725G, & FHEHEOH
PS5 22 D He1340mg % 5-1 T1. 18 % TA0. 97, 80mgf%k 5 T
L7TRUL69TH D, BHELD LM TEWENDED SN,
16.1.3 RE2 L —>3>» 77— aAFRT 1 U REH
AARAKROHEANDOHEGT—F THHRE2L—a>Ty—<a
FRT A VAR OFERN S, 70T T > AL D BIET39% =
<. WHEOBRBENBELD BEWI EARB I NGO
16.1. 4 {EEZE
HA AN K OSNE A OBERRBRICB 2y Ehie 2 Mmat U7z SR,
Crmax X CAUCIZ A 7338 54, 80mglh L OGS BIZBWTZED
A TH > /2. D 0.9
16. 1.5 EYFMRSHEHER
(FIVEHILE ged0mg Th—71)
FIIVIYPIVY 2 8E40mg [b—T] EIHIVT 1 AE40mg?. 7 O
AF—=N—iEIZk v ZENnZTNE (FIVIYIVY &L T40mg) f#
FERR A B Ik A B AR O 5 U Tl b R B LR R E 2 JE L.
BoNTZEKPHEE/)NT A—F (AUC. Cmad) 12D TIO(EHH X %
WTHEHBMT 217 o =45 5. log (0. 80) ~log (1. 25) OHIFANTH D .

7] D AW R R Z PE AR S 47z, 1D
(ng/mL)
295 1
900 |1 o I FILIHILY P A0mg [R—1)
—— 2T 1 ZHEA0mg
175 FH{E+S.D., n=24
Ifi
L3
N
bl
i3
5% 0EH (h)
HENT A—F BENTA—S
AUC (o-72n) Cinax tmax ti/2
(ng + h/mL) (ng/mL) (h) (h)
io};; ?]{”f,;iﬁ 12074674 | 132.5+80.5 | 1.880.94 | 21.4747.13
S VT ¢ AbEdOmg | 12834740 | 149.2+89.5 | 1.57+0.95 | 20. 13+5. 62

Py Cnax tmax AUC (0-24m) ti/2
(ng/mL) (h) (ng * h/mL) (h)
(1210:“5) 33.84+17.37 | 6.9+6.2 | 424.65+232.25 | 24.0%11.0
(ome 78.52432.72 | 4.6+1.7 | 807.41+334.76 | 20.3%12.1
Bome | 36581425308 | 3.6+1.2 | 230454152285 | 20.9+10.6

(CEfE+S. D.)

(CFHfE+S. D., n=24)
M HEHRRENE NCAUC, Cnax ¥ DN T A =213, #rE OFR, RO RIMEIEK -
IRE[E15% DR G IT & o THRIR D AIREMEA B B



(FIVEY LG e80mg T b—"7 1)

FTIVIHIE > 880mg [h—"7) &I AT 1+ X§E80mg%. 7 O
AF—=N—iRickvENTNIE (GIIVIYINEY > E L T80mg) fi
BERA B IR EERE D% U Tl sEh R ZE(LREE 2 HIE L.
BoNEKYFEEINS A—4 (AUC, Cmay) 12DV TI0%(EHE X %
W THEEHRIT 217 o 7245 5%, Tog (0. 80) ~log (1. 25) OHEIFANTH 0.
1D A E R ZE D TR S N e, 12

(ng/mL)
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—o— TV IYILE 2 §E80mg Th—17 )
—— 2T 1 Z§E80mg
FHE+S.D., n=47
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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
W 517,20
/2, FIVIPILY hTRIIIZDNWT, —EHERELKRRZ SO
EINTENE L 2R IC BN T, AT DR S & 75> 724494
L EGRI N AL - AR OEHNICB DEERR SRR (41961
WBUTDEBD THo =2

0 T T > : Q-
0 12 24 36 48 60 72
B 5% O (h)
HENTA—S BENTA—F
AUC (o-72n) Cinax tmax ti/z
(ng - h/mL) (ng/mL) (h) (h)

TIVIYILE i 435045161 1021+724 1.16+0.96 |22.69+11.24
80mg h—17]

VT 4 A$E80mg | 46805797 11084889 0.97£0.52 | 22.56+£7.76

CE¥HE£S. D., n=47)

M A CNCAUC, Coax B D8 T A—F 1d, HiBE ORI, (KD R -

RS DA BR R 1T & > THAS 2 TTREMED B B

16. 2 WRIR

RN BT20612, FILVIYILY >40mg (B TRIVED 2 BiEkE
A5 Uiz & &, ZEERHESICHENBE%IE S Tl EE (Z2IEF
1.8+0. B[], £ 1 5.3+£1 4B L. Cuax57%. AUCHI32%(E
TULZ® [14. 1. 28]

16.3 9
v MOt b oIiEEA#EER. in vitro K Win vivo & H1299%
UETHo 9

16. 4 {3

R A BFSBNCUC-T IV I HIL Y 2 4A0mg Z 8 IRNE S L /- & &,
I 3 RS RE D8R LA EMSRA LA TH 0. EDITF IV O i
HGHRTHo72 GHEAT—%).19 [10. 2]

16.5 #Ett

TR ABTICTIVIYILEY 220, 40, 80mg 7% ZEiE s 12 BilalkE 4%
5 (BE6H) LiziE, REMAKIFEAERPICHHINT, #
%245 £ TOEHRABR PP RIT, WThoR5EICBNT
H0. 02%LL FTH o 72,10

fEBER A B 561 1UC-T )L X H)L & > 40mg 2 225 1T B [R5 11 4%
HLIEE, H55%1445 M £ TORURRED R K O b fa kit i
ZFNTNHO0. 55K N2 TH D, KNI NZTIVIHILY > DKRER
SrmsHE & U CE IRt S e, 1D

16.6 HEDEREFTHEE

16.6. 1 BikpelE=EEE

BXREREREE 2 0 O S R RF 1262, TIVI IV > 40mg (7
TIVHED) ZIALETHBRKERO#RS Lz & &, BHREP S T
661 (B4, LctE2), MmiEr L7 F = fEl 5~2. 9mg/dL) L&
B TR 661 (Bikd, Zcik2). miEr L7 F= 3. 0~4. Omg/
dL) & DORNTEMBEEENINT A—F DEIFBD SN ho7z. £
Too TEHBHEARE O i M EE R & H#E U T Crmax X CAUCIZ 13 B0
SN 72,10

16. 6.2 FTiLEEREERE

JFRs s B R #1205 (Child-Pugh2y$HA (84E) © 861, B(h4HE) : 4
i) 1TTFILIHILEY > 20mg e N120mgld) 2R O 5 U7- &=, il
BRI el U Cnaxld 4. 515 K U35 = <. AUCIE2. 515 R U2, 7158
Mol GHEAF—%).19 [9.3. 25:H]

) IFEEOH 5 BEICHET 2 HAORASRIZ1IH40mgTH 5.

16.8 Z0Dfth

(FIVEH LG gE20mg Th—71)

FIVIHIY 8E20mg [h—"7] 1, TIVIHILY > #40mg
[h—17 ZEAERAE LS, BHETNRSE MBI, &
PR RS E AT I Nz, 19

G (FREOBIE)
/384
PHIEARRE 280 PHIEARRE 2kR<

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

FINIPINY EFEICMEER/GOT > oA 7> >0 (A-1) 4
171 (AT) ZRERICBNWT, AHNFEME TH HA-T EHEK
WZHEPIL. 2o INHRER 2T 5 2 LITk D BEMER %= R
92, TINIVIVY >OATIZEEREMEIZE < (Ki=3.70M).
ATIZBEAENSBHITHEEL 72, TIVIHILE 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 IR, 2.2
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
B®KT23, 22, 38mmHgOMEFEEHEZRT, LT XV 2y
275w hA®O0.5, 1. 2mg/kg®21 HM#iEHZ 0K E5ICL D, FhE
NERART33, 57, 72mmHgDBEEEHAZRT, F£ETIVITBNT,
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
=7 AP LTH0. 3mg/kgD % #2570 5 H & 7B E/E A
ZR U, 1mg/kgD#E O 512 K 0 BEIEERTRERIFERET 2. 7B,
IEH IMEENIC R T DR IEERE TV, FIRBIR SIS o LT
HEDPEHAICEID T INVIHINY>OBREMEMAITERI N

2. 22), 24) ~31)

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
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