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TIVZHILAY Ve 20mg [T ILE V]

TIVZHILAY Ve 40mg [T ILE V]

FIWZHILA Vs 80mg [TTILEV]

Telmisartan Tablets[ FELDSENF

e * itz 20mg 40mg 80mg
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2 (ROBFICIEBELEWS &)

1 RH OBV URBUE O BEAEED & 5 B E

2 IR SRR L T A REME D & 5 (9.5 2]

2.3 Bt WA D CHEWEE L IIFEELITFEED S
L H#09.3.1 ZE]
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2L, MoBEEEZT->CbaBIED T ba—
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3.1 #M

TIVINE v
$t 20mg
[7z)¥]|

TIVIYIE v
%€ 40mg
[Zzn¥]

TNWVIVINE
#¢ 80mg
[7z¥ ]

a4

1dEd HRE 7V §EdR BRTVLEES HF TV

Zh Rt 25
BT 10 5 > 20mg| 2L 5 > 40mg| 305~ 80me

RV A FLTFL I 160)EY A F T TOEL »(30)7
Va—)b, A7)V v, D-vr= b—)b, BEEKr
AW, ATFTTV VBT AT A, BT AT — A,
~ 71 T—) 6000, BLF 5 . O S

3.2 HAIDMIK

RN

TIVIHNE
$¢ 20mg
[ZzvE]

FTIVIVNVE Y | FIH LY
%€ 40mg #¢ 80mg

[Zzn¥] [Zzn¥]
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& 87Tmg B 1734mg | B : 345mg

4. RPEENIIRIR
= I EfE
6. HERUHE
FHEL AIETF VI VY v LT 40meg & 1 H 1 [
%534, 72720, 1 H 20mg 2° 535 % Bgh L ks
w5, B, F - ERICE D BEEMEET 525, 1 Hix
K¥x581L 80mg T TET 5,
7. BERUHEICHAEY 2IE
FEEDH 5 EH G T 556, kx5 =13 1 H 10
40mg £ 5%, [9.3.2 ]

8. EELERMIE

8.1 BEEMEAICED LM, HF v, K60 ENHObNS
ZENHDHOT, BIEE. BEIHEOEIS G A £ H%
WABIET AR IIEE S EL 2 L,

8.2 FAiHT 24 BRI G L W ENEF Ly, 7o
T v v D BRI G o B L R YTl
V= r=-T o IF 7 VROEHWERIC X A E 7% I
JER T 2 3 RetdEntd .

8.3 KHI# &L T v IdT vy ISEREYHIES F Iz
HREOEELGZIFEEDND S bz EOREDRDH HD T,
JFEeRE M 2 ET 22 L, BIgEE+010iT) 2 &,
[11.1.5 &)

 BENEEETIEREICETSIEE

1 BHHE - BMEBREOH 2 EE

A1 THAIMEBERRED H 5 EBEENIIHE CBEREE
DHDEE
HIRERLEE LRV EHM I N LA ER &, BRI
52, HIREOBDRALKEABEOLTIZL DA
HRIZERRE R AL S L BENDD 5,

9.1.2 8H VY LMENDESE
HIRERLEELR VM SN LA Z RS, ML
HZ bk BAVYAMIELMEIELBENDED L,

F 7o, BHEREREE, O MO — VA B OMERFEIC LY M
EA) T LMENREL 2 )R T WERTIE, MES Y 7 AE
WCHEET AL,

9.1.3 HMEEEDH 5 EE
WEOREEDRIIGEA ST &I L, WELE/Ls 5
BENDH 5L,

9.1.4 RELBRIEREAFOESE
BHE»SH&KG MG L. e 3585813541217
o BMnIMERTE2EISBZEN2H 5, [11.1.
H ]

2 BHEEEEERE

2.1 BEABEBEMEI/LT7FZE3.0mg/dL LIED

5) DHDEE

KEEX B ST BENDDH S,

2 MREHFDEE

KHmE2OG 2B L, META2LE813E41217H 2
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9.3.2 FTHeEEEEE
AFNEEHHRICHE S NS 720, TV IV F oDy
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[ B o CARK O M ERE 25K 3~4 5 5 LA 52 &8
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MG - Hr A B~ EE (B4, EHE - - BoREA
4 FBTEEE) DO SN BISERE SN TWBEDD,

KA OPL G B | CRREE D A 5 E T L CARAIBS-
OVTEVE R EEICHES L G OB fEk: % FE
LMW EN LGOS, T2, HGDW
AR OFEERHEICEET A2 8, [9.5 BR]

(1) ARNFHGHATICEREL TWhEnwZ E2ETA I,
KHEFEGH S HIEL TWAaW & 2 EIcERT 2 2
o BEAICIEIRA L 2238120, EH G &k
THIZE,

(2) ROFBIHIZOWT, RHFE GBI B EISHBT 5 2
Lo Fo, BHHRLVEIIS UHBHTA I,
RIS ARF Z L2 A, IRIR - B IR IR

FTVRAINHDH I L,

CIERASHII U 22 3B b L A Ed . e Y E S
Wik 52 &,

CHLRA RIS A A, HBEICHET A2 &,

9.5 FiF
T SATHENR L C W B T REE D H 2 W I2I133%5- L v
Z b FEHIRASHIE L 2 A11E, BB ISR
R R O RICARF 2 &7 o VF T o v VI RHE
HRERR LT v oA F v ¥ VERBERRER 2 5 &
N/ BETHAEDAE, IRIE - iAo, FHiEBok
M. AL, BEA Y 7 AMGE. B OAS L O=Ek
WA X B & HEN XD DU odhfE . BEEETE O,
MOBRBEAEEDRH b EDWEND B, [2.2,
9.4.1 BIE]

9.6 EIE
WAL W ERETE L, #8WFEE (5 ) Tilith
ANBATT LI EDESNT VL, T2, BIWEER (5 v
bR, AR OB A Jr OVREENY) O KERE I BE 9 2 3R
® 15mg/kg/ AL EOHGHCTHAR O 4 HAEFZEOK
T, 50mg/kg/ H ¥ 58 A B ORARE K 0N B R 38E D
BIEQS S SN T,

9.7 /NR%Z
INVREE R TG b L 7 BRI ERBRIE TG L T v,

9.8 SihE
—MIZBEEDOETE I E L Zwnek T 5, Mtz
EPRZ D BFNDD D,

10. BEEH
AFNX, FE LTCUGT B % (UDP-7/vZzu/ v bho
VAT T—=E) LBV ra rBIHRAIC L o TR
ns,[16.4 H]
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1. BIfEA

10.1 fAEZES BHALEWVWZ &)

FEH 25 BRAREIR - S5 IETE | BT - felRE T
TUAEXL YTV IR A, L=y -7 U T
[ize5 WREEE, @A) 7| vy v REEEMN

TV A 2 MU K ORI O | B 5 & 4 % T ge itk 23

(HE IR BE S E
M3 256, 7272
L. Ao B G %
AT T 2 Bl
Eoarbrua—)
WELIARDH
Halds)
(2.4 MR

A BN AR S
NnNTwnib,

H5o

10.2 fffAERE (FRICERTSI L)

M T ATL v
DRVPN ik el

HeH 445 FRREIR - f5E 3 | e - alRilT
= S MY % 2 2R AR AN
B EF L7 o
M5,
A1) 7 B EE RN A ) 7 LGRS ) A EFREAER A
FRF FATEZBEENDD | WIRT LBENDVD
A¥a /)57 N b, 5o

el i I E R
REMRED D 5 B

KOBWERD S Hbb e DLHDT, %% +451247
WV BEED SN A 3G AT b 7 EEd 7
WEZITH 2 &,

1.1 EXGEEA

*11.1.1 MEMZE (0.1% i)
PEIE ., VS, WHBE - WEREH, S OERZ IR E 3 4 mE
FHEDSS &b, METHIFHESS (2 & 1) FPI R 8 % o L 724 )
DFEINT WD, T2, JEH. WA e, RSz
) BEIMEMFEND S bbb 2 EDH b,

1M1.1.2 AUy LME GEEARH)

11.1.3 BHBERES (BHEA)
BUREELE LA/ RE SN TV S,

M4 ayy GEHERH), K., BHEL 0.1%)
Wik, MEH, ERNEESY D S bN A2, EHIH
YZRMEZIT) 2 L. [9.1.4, 9.2.2, 10.2 2]

11.1.5 FHHEaERE=. &8 (WEAW)

AST. ALT. y-GTP LHZEOKEEREN S H b D
ENB D, [8.3 B

11.1.6 {EMmEE GHEAH)

i, Zeli&, Wi, ToEA, EP T, K, 5
PR SR D S b NG ARG e ik L, w2 LE
AT o MEIRIFIGETOEREZETH HHOINLRLT V0,

MNAT7 7F747x%>— (HERHE)

WP PR, MR, MESERIESDSERE LTHhH SbILA
ZENH B,



11.1.8 BEMMA GHEAH)
FEEN, WLk, DR PRIEE, MO X BRSNS A S - A
KBHOEDONAEZENHALDT, 2D LD YA
ok L, BIERE ROV E R OG5 0@ 7 ALUE % 17
AT ks
11.1.9 #EAERERE (GHEEAD)
WA, B, CK L&, bR Rbh I+ sne s b
A2 E T LM GRIENH 5L EhnH DD
Ty DX BGEIIZE SIS 2 bl L, @) 2 L
#THZ k.
11.2 ZDOBIER

0.5~5%kil | 0.5% kil YRR
B BHEL R KB UAKES
PET L NE R, #19 >
RS R, EOIZA N
%1 &
ERIES s HERRER F 5, i
o I ~NE
JiliRjea At D
i
ETh ., LA LOE, EE[ENE, Rk
g U PERISMIGE 0 [IRIFE . 2R
8 GEEy, etk
SR
R TR | T ARSI, AL B, ML
WL R, B,
B, LIN%
AST . ALT .
e Al-P. LDH E
BB R s oo e
B AL
FEH
e | I BB, I
-, 2 i
iz V7=
K v ES iR
Wl - 5
B, PR
» . T, &
L R % =
FHs s TN
B %5
e MLE ) YA T F U A
o Iy e
HE . R AR RIE. B [, 2T
CRP Mpf. CK|Z62. M. &M, LSk
5 g, BOFH|%, A7)
Zoft FAR EW | WREER. IR
e B 5.
AEIfiE, L OS,
TR
13. BEHKRS
13.1 fEIR

AR O#EIRA (640mg) 12 & 0 ARME R CHEIRD S 5
b7z ODWEND %o

13.2 ALiE
AFNIUMAEIEA S %o F 7, AFNIMHHENTIZ L - T
B s e, [9.2.2 2]

14. BREDEE

14.1 EFIZFEEOIE

14.1.1 PTP W23 H132 PTP ¥ — M 500 L THRA
T5EHIRETLI L,

PTP ¥ — M OREERIC L 0 B S A B0 A B kb s~ A
L. BICIZZEILE B 2 L CHERT RS O I 7 & 0HE % OF
BT LD D,

14.1.2 AF % ERIME LT EE 2R, BHAERICR
A4k 303% 42525628, KRAOEYEEIIEED
W\, EEERE Load, ARKS L) Limh
BIENEL b ZEDPHESINTBY . BWEHEHT 5
BENDEH L, [16.2 ]

16. FE4EpRe

16.1 MARE

16.1.1 BEERS
REEVESMESE B E TV I ¥ )L % ~ 20mg. 40mg. 80mg (1 7t
A & EARICHBREORYS (20mg # 0 3160 (B 22, L1 9). 40mg

#2060 (Bk22, =E7) . 80mg i 1 3041 (%18, Kk12)) L
72k XOFMBHE T A — S EUTFOLB) THo 729,
P Crmax Tmax AUC (0-24n) nv
IR (ng/mL) (h) (ng - h/mL) (h)
(Ifozmg) 33.84+17.37| 6.9%6.2 |424.65+232.25 24.0+11.0
W0me 178 5p+32.72) 4.621.7 |807.412334.76| 20.3212.1
(n = 29)
<n80:m3go> 365.81%253.08| 3.6:1.2 |2304.54+1522.85 20.9=10.6

CFfE+S.D.)

F72. HARAB L OVHEIAOREERN  OEE 2BV T, 40mg LLE (7
TELHD L IR O%GETHELU LOBRED FAFAS N,
Cmax CZOMHENIIIEZE TH D T EDMER SN TS, ZOWF L LT,
INIE BE T O R4 BE O S K O O 545 D S8R O B 575 % 2 51
éB%S)O
16.1.2 RiEH#HRE

REMEIMEEERE 2TV I VY~ 40mg. 0mg (4 7RILH) %1
H 1A 14 HBEARICREROES (omg B 01061 (BHE6. &i4).
80mg B 1 104 (BT, LHE3)) Lk, EFRETHL MHE
ICBU B S PR . 555 2~4 B CRORMEZ R L. Dk
AR L7zo F720 AUC (0-2an) DO IEA 5 8 L2ERF L, 40mg
T 0 80mg % 5-TENZMN 1.91£0.53 LU 1.61+0.62 CEHE+S.D.)
THho729,

b - Crnax Tmax AUC (o-24n)
B 1 (ng/mL) (h) (ng - h/mL)
40mg 1HH 85.78+45.25 4.0£1.6 1030.16£598.93
(n = 10) 14 HH 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

(PFIHE=S.D.)

14 HH® Cuax K AUC 02y & BLHN 3T 72856, K FHMEOF %
2R Ao it 40mg %55 1.18 K& 08 0.97, 80mg #%5-FFC 1.77
FO81.69 TH Y. BUELY S LMETEWEMDTED 57z,

16.1.3 KE2L—2a3>T77—<aX% T« 7 REH
AARABLOWNEANOHET -5 ThHIrRE2L—Yar7y7—<a%
DT AT AR OGRS 7)) T T v AL ) BT 39%E < .
THOBEZEPTEL D b ENC EATRIE SN0,

16.1.4 {BliF=
AN OFHE N O BER BRI B 1) 2 SEWBIRE % Mt L 7245 Ry Cnax X
O AUC IR FEASFR® B, 80mg PL Lo 58128\ CZ DA
HETHo71909,

16.1.5 £MEHRFEHER

(FILIHILZLEEA0mg [T TILE])

TR A FI2T VIV Y88 4d0mg [ 7= VBV | &I AT 1 AdE
40mg DEFNZFN 1§ (FVIVFNVE & LT40mg) % . HiAoH:H AR
5 Lt 7 v I3V 8 ViREEZHE L. 155 N2 mBiE <o
A =% (AUC. Cmax) (22T 90%ZHEX I\ THREFHINT 2 17 - 724
F. log (0.80) ~log (1.25) O#FNTH V) . Wil DAY SR EEMED
RSNz (ZOAF —N—3E) 1,

HENT X—F BHEINTG A—F
AUCo72 Crnax Tmax T
(ng - hr/mL) | (ng/mL) (hr) (hr)
TIVIYLE
» % 40mgl 7 |1291.8+500.1| 181.3+77.3 | 1.3+0.5 | 21.0%5.9
V¥
SAVTARN 1500 6+432.9) 182.3498.5 | 1.240.6 | 20.8%5.8
$¢ 40mg

Py + R (n=18)



300 B O R MLEE R & B L T Cmax KUY AUC IZEIZRED 5 727

57217,

. —e— FIVIVIVF YEEdOmg [ 7 = V¥ ] 16.6.2 FTidtEre=mE
E I O 3 AT X 5E40ng FFREE S8 12 60 (Child-Pugh 498 A (B9E) 186, B (&) -
& 200 1 P = PR 018 4H0) 1TV IV Y 20me KO 120me) ZRIET Lz b &
~ B HEBE L Conax 1 4.5 5 0° 3 575 < AUC 1 2.5 5 5 08 2.7 575
# oW, WHEAF—%) [9.3.2 )
iy 1) WEEO® 5 BH \HET 26 0RAKHES = 1 H 40mg TH 5,
Z 100 16.8 20t
= (FIVIH L% 5 20mg [7 2 bE )
‘ 7 FIVIFINY U 20mg [ 7 2V 1d, [Emhsis b EEeH)
0 ‘ ‘ ' ‘ ‘ ; : ° DHEYEN RIS A F T4 2 12D & 7V IV s Y §E 40mg
0 12 24 36 48 60 72 [7 )V r ] RRERFIE L2 &, BHRBEICED 2 AP FE

LRI E NI,

17. BRPRECHE
17.1 BRMEROLRSMICET 3 5
17.1.1 EABRKRRER
TIVITNE Y HTENVIIOWT, BIEEEEZ R E LCTEMBLZ
Sk —EEMIEABOBRE, FUITVY COERENED 5
7‘:20)0
Fo. FIUVINLY AT ENIIOWT., ZEEHRILERES SO ERN
THHE L 7z R IC BT, FRHEDOR R & 7 o 72 449 i, KGR
SNz HE: - R O#EFENIC B 2 ERAERGE (41960 D ToLs
) T2,

5[] (hr)

MEEFFRIEIE ONZ AUC, Cmax 2 ED/8T A — & 1$, Bl ORI, K
DIFRIE L - BRI DRSS L o TR WD H 5o
(FILIH I EEE80MEg [ZTILES])

EFERABTIZT VIV VS 5E80mg [ 7o V¥ ] &I A NVT 1 AfE
80mg DZFNZEN 1§ (FIIHNVY > LT 80mg) %. HiEEHq
RS- LTS 7V S0 7 VR 2 e L, 155 N7z 32 shigs <
5 A =% (AUC. Cmax) (22T Q0% M W75 12 TRERTHRIT 21T -
72kER, log (0.80) ~log (1.25) OFEHNTDH V. WiH| o4 My [F 45
PR S 7z (7 1AL — =) 12,

Wiz x=> BE7A-S i A (FRORR)

o e | oD | s - PHEARE) At | THEARE ERS
SIS ATENE 5 LT A 76.8% (284/370) 82.1% (284/346)
4% 80mgl 7 |3740.5+2252.9/1071.3+749.9) 1.2+0.9 | 24.1=7.5 TR & P ) 1 LR A 65.0% (13/20) 65.0% (13/20)
V] A 7 L 79.3% (23/29) 85.2% (23/27)
;ZO)W“X 3605.3+2388.7|1051.14766.4) 1.120.7 | 24.3%7.1 Gt 76.4% (320/419) 81.4% (320/393)
$t 80mg

St = WA (n=53) 18. FghEkiR
18.1 1Rt
FNVIH VY CRFEICMEREHOT VT Il (A-L) Y47
1500 j —o— TV Iy VEE8ng [ 7 = v 1 (AT ZHEEIIBWT, AHNAEWE TH DL A- 11 & AR
= i O AT A ASESOng P, ZoMEPHRIEH 3 5 2 L I2 X VR 25885 5, 7
= P + (RS 0=53 WVIHNE o AT ZHEBAERE < (Ki = 3.70M) . AT 75460
<= 1000 GRS L7\ TV I LS 2 1E 10~1000nM ORI T, A-
o 1002 & 2 $i w7 4 KRB IRAE A o I8 s BOS B & L AR I 12
a TF IR & 5 & TR AL % 40~50% 05 % o F 7 ARG 120
& 500 FIRIZBT b A L MR R L. IR Ch b, F70
% TIVX U GRER TH D ACE (F=F—¥ 1) ¥ L TEEHEY
BERITE D),
- o . 18.2 FEEfEA
o 36 48 60 79 TV I F B MESEEIIE T v O 1 mg/kg @ 4 H G
n 5L D AT 55mmHg OREEAEH 2R L, SIEHRISET v b
R# ] (hr) A? 0.3, 1. 3mg/kg ® 4 HEESEIHEG12 L ) . 2 ZIEAT 23,
SR DN AUC, Coax % ED/8T A— 5 1%, HERE ORR, 15 22, BmmHg OREAEMERS o TLF T Y AT2=9 759 0
OIRBUALL - B DO REREAES & o T 2 T REED B 5 o 0.5, 1. 2 mg/kg @ 21 HFEWHEHE G512 X0 £N2IIRAT 33,
16.2 DRI 57, 72 mmHg OBEFE/EH 2R T FETIVIIBWT, HGHTHD N
R AB T 206112, 7V IV » 40mg (1 7 RVH]) & HEOFO 7y FBIERRO s, BEESIIUE 7 v b~ 1 mg/kg D HilA|
PE5 L 7m b & RIS S AT Toae DM (ZE RS-, 21 DL b2 Y AR EH xR, L=v - T~
1.8%0.9H5M, £5f% 5.3+ 1 4 W) L. Cumax 25 57%. AUC 7% 3201 ATy RETHESESF P TARZN =7 AFVIH LTS
TLAB, [14.1.2 2] 0.3mg/ kg ORI G- 20 5 G =2 FEEEH %78 L. 1mg/kg OO 512
16.3 27 L0 BRI 7 BT 50 &5, IERIUEBICI S 2 RIE
7y MR FOMBEEEGEHIE, in vitro R in vivo & b 12 9% 5 FURAI R OV > AEHA L OPHIZE ) TV IF LS 20
ETHhorW, e IV i L B 3 4L 2 22).200~30)
16.4 X3 bt [ — s
TR A -5 BIICHUC-T7 )V I v ¥ » 40mg = BRI S L7z & &L o 19. iﬁ?)ﬁﬁiﬁkﬁﬁ?‘éiﬁﬂt—?ﬂ’ﬁﬂﬁ.

—W% - 7TV I F ~ (Telmisartan)
b4 : 4- {[4-Methyl-6- (1-methyl-1/-benzimidazol-2-yl) - 2-
propyl-1A-benzimidazol-1-yl] methyll biphenyl-

PSR RE D 84% LA ESREALETH ) L FRD IV 7 b VRIS E
Tho® FHEAT—5), [10. ]

16.5 #F*}ﬁ ) 2-carboxylic acid
BEHE AT T 127 00 S0 > 20, 40, 80mg & 22 C MR 1# 5 o

CRBEGBI) L7 5. RALEIKIEE A SRR S LF, $57 ;ﬁg;gfg“”

24 W] £ TOPFRERERBPEIERIE, W ORGEIZB VT 0.02% RN
LIF T - 7210, R ST 5 HII1UC-7 )V 2 ¥V ¥~ 40mg % 2205
BRI LIS L & X, 45515 144 B 3 TO MR O R i Rk 03k
FHSHEIERIE Z L2 0.5% K U 102% T ) . WIS Lz v 39y N— CHs
5 ¥ ORI AT A L CEAICPEIE S Lz N=

16.6 BENEREHTHEL

16.6.1 BiREEETEE
B REREE & P TR 126012, T IV 2 40mg (B 7k N COsH
VHD A& 1H LE7 HERERIES Lz &, Bk h S et F i
(661 (B4, M2, B2 LT7F = 1.5~2.9mg/dL) & EEE HaC N O
FHEE (66 (B4, 2. MEZ L7 F =1 3.0~4.0mg/dL)
L ORIZHEMBIREF /ST A —F DEFRO SN LD o72. 700 EH CHh



TR e~ GO/ REIEOR KR TH 5,

FRRZETRT L AF 7 = VIETIZ L, =8 7 —)b (99.5)
WHRD THEIFIZL L RIZIFE A EBEIT RV, fEMZIEDRED S
Nb,

20. BURWEDEE
SAABIIRE LTH L, BETAI LR HLDOT, i - LlEa R T
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