202443 exET (B51h0 BFEEmasfES

872149

Bk - ST Bl & 8EAP Bl & $eBP

HREE : 34 ASDES [ 22000AMX00145000] 22900 AMX00146000
BR5SBAME | 20174267 201746 H

BT HEH A GMAT S A T Oy H— M Calt i ESH
IE- SISE 178 Sl
AEXRERA FTIVIVILEY - FLAODELANDIVEESE

75h0izs&AP"EE
7Ih0z2:BP'EE.
TERAMURO® Combination Tablets

) EE-REHEOLEICLYVENTLZ

5. FEER IR ICEHET 2FE

2. B3 (ROBEHEIZIEIH/RELEWVI L) S E 7 3 EER | 2 T AR ) R
51 ZF%W)% \glg/lil\ﬂt‘}//;ﬂt/\% =t LB o SI;R;EFfigE%&I?b%ﬂﬂﬁ H Y KH G MU G O3
E%}:W\@ Z) ,‘HI . = 3 ~ N D:“ 2~ 3
2.2 WERR LI L C o B ITHEE O % K9 5 BIa] A T%gﬁﬁi&ﬁ%?%g%%gﬁg@%ﬁi%
2.3 HE(+@ (Zﬁ‘TT&bTEEV‘$%‘X iﬁ: &ﬂ?ﬁt%ﬂ‘@ﬁ)é;%% JI%N T+ \f; :‘ FLUIVNY /T A0 Ty 40mg/5mg
[9.3.1 28] A ‘ DY) R AT D L
2.4 TOAX LY T VEERE EGMORREES (72721 5.3 BAIL LT, 7 3405 > 80mg R O'7 21V C > g
DOEFEREZIToTCORBIMEDT Y PO —UAE L AR }ﬂ[/:Clﬂ ﬁ)%u\ BUTOWER % EH LIMED > b o
DEZEIRC) [10.1 2] — L2 T+ SFMIVLY Y/ T AT YV Y 80ma/5Sme
VIR Ma& TT% .
3. fARk - MR S FIVIYLY Y 80mg
3.1 #Rk S TFIVIHVE Y 40mg K ONT 21 Y ¥ Y 5mg DOFEH
Wi5e4 |77 A uft4a$E AP [EEJ|7 7 4 ufii44E BP [EE] CTNVIFNY /T Au Y E Y 40me/Smg BLE G
1 g 1 g 6. AERUVCHE
TNITNE Y TNIHNE Y WA IHLIELISE (FLIFLy o/ Trad¥rbLT
40mg 80mg 40mg/5mg X1 80mg/bmg) *FEIH G- 3 5o AHFLE ML R
R 1§t , 1§ DE—FRIE L LTHC RV,
TAOUTE Y NUIVE | T AU YUY S NRYOVE-E 7. BERUERICEET 318
6.93mg 6.93mg RN Ay o~ . o
IS IS 7A UTOTFNVIFNVY T 20l E s NUVBEORE - HE
(Fampeselc | (Fangeselc REE R BHIRAOBISE 8T 52 L.
me : me _ (FLIHNEL)
AT ooNa Y, BEERT AR, BILFS 2, = WHE. RACIE T VI VE e LT 40meg & 1 H 1 %S
\ i 37 /N 3 RV R VAN X%?j) ‘/EEVj‘% T 5o 72720, 1 H 20mg 22652 LilikiEed 5. 2B,
MEL [T AL SV by EDI YT YT Y, LT A AER - EIRIC X EEHET 245, 1 HiRA S5 1% 80mg F T
O—A, RKYYVIN—=1 80, ¥z HIT—) 6000, D- ¥ 5,
N b=, ATV (LAY ELANYIVERE)
3.2 BIHOMS %EﬂEE?ﬁ%T\‘li\ . Iﬁf/\ﬁlli?L\ (nEVRCS LT 2.5~‘5mg
W% |72 ORAR AP [EE]|7 7 A DALAS BP [EE] o T e s e
I - R WO 74 VLT —FT 4 VT 7.2 WEEEDO S L BEFE G THLE. TVIV VY /T 2aulE
v & LT 40mg/bmg # B2 THG LawnwZ &, [9.3.2 2]
EE
=M 5540 8. EEAEANTE
8P 8.1 AFL, 7V IH IV~ 40mg Xit 80mg & 7 AT ¥ ¥ 5mg
EOBREFITHY . TNVIV VY ET LYY YR ORIVEN
WEBRTLBENDD 5720 BUNCARFOMH 2T 52 &,
o | e o g 8.2 IEEMEIICIET A, HE W, 550X NH5DIL T LM
g &V rLavey HLHOT, EIEE., HEH OEREGR % O il = B 5
BZdFEEsE5 2k,
8.3 TATHT 24 BEENIAHG LA W I EDE T L, T U VF T VY
T SRR HUAIR G- 0 B R S YAl Pz L = -7 &~
A — — SHF ULy ROUEWEIC & B R MUEAL T %4 = ] etk
i)i‘%%O
8.4 KANIDK G THLT VIV VY v heah Ty 7 Y 1%
HfE (mm) 86 111 FAR AR S A%mi%&ﬂﬁ%#%gbﬂna@ﬁi
JE% (mm) 41 5.0 W H DT, FRBEMA 2 FEHi§ 5 72 &, Bl L2 512475 2 &,
B (mg) 250 197 [11.1.5 &)
8.5 KKIOW 5 Th DT AU T Y VIR A E x5
- EE 7740 AP EE 7740 BP 1B S IR BEERRATTRD 5L 5 DT, KA *x'—f?—*ﬂ:f‘ﬁ Mo
NN 40 FIVIHLE v 80 FIIHLY FEERI 5 & &1k, HEECIHSHBEICEET AR EHE
7YYy 5 TLraY¥EY 5 FIcE5T 2L,

4. FHEEXIIZHFR
= EE



9. BENERZEFIHBEICHTIER
9.1 BHHE - IEEFDH 3 BE

9.1.1 MAMEBERKREDH 3 BEXIFETEBRKEDSH 5 E
&

R LR RV EHIT SN GE RS EHIT#TLZ L,
B LT S DI A R AR ER R A B E DR TF I & 0 BudI B R ae = AL
SEDLBINN Db,

A.2 BAYT LMEDEE

R ERL RV TSN GE RS T 2 L,
BT AMVEZE S BENDD 5,

F7o, BRSO ¥ PO — VR B OBERIGEIC XD Mg )
T LAESE L R DR T VEETIE, MEA Y T AEICEET S S
tO

1.3 BMEEEDSH % BE

WEOREEAMIMA AN EZF S L, WEZELSELIBLN
Vb bo

A4 BERREEEPORE

HE» &G 2L, WETHERAI1T) 2 Lo Sl
HIMERT 2RI S BZN0H 5, [11.1.4 ZHE]

9.2 BREERERE

9.2.1 EELERE (MEJL7F=1E3.0mg/dL M EDIHE)
DHBEE

R EAL S BTN D %o

9.2.2 MFRERDDBRE

ZIMERT 2RI TBZNMDH 5, [11.1.4, 13.2 2]

3 R EaE

3.1 BRI EO TEVBEXIERELTREENSH 52 EE
G LAanwZ e, (2.3, 9.3.2 ]

3.2 [TpeEEEE

T I CF TR S B 720, TV IV Y v
DI)TITYAPKRT T DD D Tz FHENZ BV CHFE
ERECTARK OMAIREEDH 3~4.5 5 LF5 5 2 ErfiEsh
Twb, [7.2, 9.3.1 ]
9.4 HIEREEH I BE
9.4.1 IEIRY BFIREIED & B kit

HRL T2 2 EPREINT 7 > U 7 ¥ ¥ AIREER I E A
N7 oF 7oy y DRl 2 A L. e - BrERA~
ORE (BEAE, BHE - - BORERAZLZ, HTE) PRoLN0
7Bl ST B0 2

AR OFGAIALH . RBREO R WEE S FIE L CRAR G D03
PR EEISHE L. R oG RE ekt 2 15 &l S
BYGEIIORIG T B Lo T2, BGPLERYGEIITROTE
BHRHICHET 52 L, [9.5 2]

(1) AFFLGFENNIFR L T aWnZ L 2T 5 2 Lo ARHHK
Gd, HIRL CWARWnE LR @ISR T 5 2 Lo K5I
TEIRAINI L 72380008, B IHG 235 2 &

(2) KOFHNZOWT, RAFGHIGRICEE BT A Lo &
7oy TGP REIIELHMT 5 2 Lo

Lo B

9.
9.

9.

CIERAVCAF A L2 a, IR - A RIS T RIET Y
AT DB L,

IEHRAVHIBI L 72303 8L N B A 1E, R I TS AR
Z;) :. t o

R A RIS A A, HMEICHRT S 2 L,
9.5 TR

TR SR L C W A TR D 5 2 I3 xS Lawnwz & &
G ZIRASHI L 2285 A 1 1E, EH IS 2 dikT a2k,
R OSRECAF 2 &8 7 v U F 7 v ¥ v TS AR HH
MET v Pk T vy B R ILER] & S S BE TR
e, BRIE - HEIR BT, kR oKmE. BAL, Eh Y
LMIE. FAZE OTERAE K OEAGEAEIZ & A & HER S AL 5 DU
O¥fE. EHEEE OB, MOEAREEND S bz & ol
%o

T AT VY ST, BER IR G 5 & R
O IRFE P EE T A 2 EDBOLNTWE, [2.2, 9.4.1 =
1]
9.6 B3

T L W ENET L, FIVIYILY L OEIWER (T Y 1)
T, JHH~BIT T2 e mEEINTVWD, T TUIH0
5 OBWER (v NHAR MAROSE R OREEIY Ot
2B % 3%) @ 16mg/kg/ A U EoF5 8 clidE o 4 HALRF
LKOMT . 50mg/kg/ H %55 T HUE B O E L "G IR5ED 2
ESHE SN TV 5,

TAUYE e MREARABTT S 2 EARE ST LY,
9.7 /R
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10. HEEH
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TUVAT T T—E) LB N0 VEBRIAEICL o TREFE LA,
TAUY Yy ORBICIZEE L TEYAHESE CYP3AL 255
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10.1 HFAZE ALV L)

HHN 45 BRAAER - FEEAEE | T - mRET
TYVAFL YTV RIS B Ty I vy v L
P R S h ) Al = -T Ty

FIL R S Je MR IR 0 1) A | > S BLE AR AYhG R

CHE PR -\
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7 WA S ST
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SNDUREED S 5o
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A= FTNVIVVEY VED|TFIVILE VT
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]
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FEARS L BENND
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YOI ERET S
bl Twh iz,
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[ NRVRVAVAS: | bl e 5
TLHLI LI ik
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T)VAFT Y &
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SR MERT 2
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Bl L RS 256
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FUIHILY R
IR # IR & 21T
TWwWaEFIZEEL =
UAEEDSTUHE L T
L BENL L RFD
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JEA T a1 R
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AL EEEOSH 5
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WRARAEIR - FE 51

Wiy - falRiE ¥
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4 M7 arv—)
&

TyAuvAf Uik
NN FTELED
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Y 2 oA s
AL OHERD
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TAOYY O
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L7z OMERD S

W IIANTH 5.
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1. BMEA
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11.1.6 {KIN¥E CHEZAH)
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ERDH S b IEEG 2RI L, S RMEZIT) 2 &
PERIREEF O BETH bR T,
NAT TF7147%2— (BHERH)

MR N, AR T . WEERESAYERE LTH bbb 2 &8
H5bo
11.1.8 BIEMMR (EEARH)

FEBh, WENE, FPIRIREE, BOER X ALEE S ) MBI R D S
bNDLIEDNHLDOT, TOL) BEEIITHRGE2RIEL, B
FE ARV E VHIORGHEOBY) 2 WUE 1T Lo
11.1.9 ERUGRBE GEZARH)

PG, B, CK ER. MR RF I+ 7ue sy ER 28
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0.5~5%A i 0. 5% BREZAN

Z Ot Hug, . CK &%k, HoT
& 7T 7 g, =
WERE, 1
B B, b
KuEEge, 1 v
7V I v W
WKy IR Y
JERE 45 | HiIILAE |
2. BB B
JEZE M, KRR
WL A IKE
CRP Bk

. BERSE
13.1 fEIR

TIVIH Ny roEERA (640mg) 12XD
HOEbONIZEDMEND L.

TAUYE YT, BEORMMERERICLY, YavriEd
LW & KGR EZ RS2 e 5o
13.2 &

T I AIMPEREB SN, 2, 7V IHIVE vidm
BN L > THREEI NV,

TAD/K/i EHRARNEH 2D, éﬁ’;éﬁ [E¥ R

TlE Vv, it\TAn/z/«vameEw W &

B L7%E \TAD/E/«VWMf®AWHi%%ﬁ9L\W
JH2 MR TIZ49% A L2 ks, TP ¥y Ry OV
BT OURINHILIE & U TSRS PERITH 5 & i
ENTWAEY, [9.2.2 ]

. BRLEOEE
14.1 FEZIZFEFOER
14.1.1 PTP WD #HHIL PTP ¥ — F 25 W Y L TIRE$ % &
ITREST LT L, m?y~bwm W& RS ATR ATk
JEATA Ly B2 5L % B 2 L CHERRIN 485 o B 7 A PR %
i N 73\26%)0
14.1.2 KFH EBIIRHL TV 2 BEIIE B ERICIRHT 2 &
7&e%$xé Lo REIOEDTHD TV IFIVY v OEYE)
BIIAEFORE LT, RS L. ERE5 LD D
Tw P F o DOMAEENREL b2 EDMEINTEY ., H
TERMWEBTHBENDH 5o

15. ZO/DEE

15.1 ERRR{ERICED (&8

u%%ﬁiﬁgﬁfﬁwﬁ T AUY Y U ANRYIVEREIC X B iR
WOHHZER IR COEWEHI Z &) AALN L O

75 Z@%O

16. EMENRE

16.1 MR

16.1.1 EPFHFEFHRR

(1) 7J LOE4ASE AP [EE]
T A0OfAHE AP [EE] & 37 A0fAH AP %, 7 OAF—N—EI2k ) ZhZh
188 (FVIHNs e LTA0mg K728V E L LT bmg) BERATMEICHE
HARE O LTIt o 7L 3 %»9/&07An/t/mF%MEL o
WBiE/$ 5 2 —% (AUC, Cmax) (22T 90% 5 HEX I 512 CREGHIRIT % 17 - 7o 4G 5
log (0.80) ~log (1.25) wiﬁmf@l)\ A O A2 i [ S A5 RR S 7T

EWBENT A—F (FLIFLY V)

VAR K OEIR A

HIEINT A =% BEING X =4
AUCo-72r Crnax Tmax v
(ng + hr/mL) (ng/mL) (hr) (hr)
7 I AuffiE
AP [EEJ 1703 =946 172.5+77.9 1.96+0.91 24.6%11.3
N Vo
\ﬁA:PEEu%L 1672+932 161.5+90.5 2.12%1.28 26.6%16.7

(1 $e#5-, Mean=S.D ., n=29)

(ng/mL)

250
& F5LmEA5APTEE,
O INLTFEHEAP
% 200 | 4 14885, Mean +SD, n=29
H
A
¥ 150
HF
Y
< 100
3
&
50
0 ' ; hd
0 6 12 24 48 72
[} (hr)

MR SER R EHERE (T Iy »)

FEWIRE T A= (FAETEY)

Hi 7 A= % BE T A b
AUCo-72nr Crnax Trmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
77 Auftas Py . L
AN 8226 2414077 | 6.62£0.94 | 36.6%6.0
N Pay=
PHACRER | g 2.56+072 | 6.10%1.14 | 38.410.6
(1 $E#% 5, Mean=S.D., n=29)
(ng/mL)
4
77 LORLGHEAPTEE
I 2Tl EEEAP
It 1$E4% 5, Mean =S.D,, n=29
e
l_]_l
T
A
|38
b
v
e
i
J&

0 6 12 24 48 72
IR 4] (hr)
AR SEYREENER (T 2u Y EY)
MERHEENE O AUC, Cunax 50D /85 4 — & 13, WEBRE ORI, AW ORI - B
I DRERAAT & > C R 5 THEPEAS S B0
(2) 77 LOE4EE BP [EE]
T AUEESBP [EE] L3720l A8EBP . 7R+ —N—I2k ) Znen
188 (FAIH Vs 2 LT80mg KUT7ARYE Y L LT 5me) BHEBATMICHE
HEREHS L CMEROF IV IV RUT7T 20D E ViRELE L, 156073
WEyRE X5 X — % (AUC, Cmax) 122VT 90% S MK Wi\ TREEHIRIT % 17 » 7256 5.
log (0.80) ~log (1.25) O#EFHANTH V) WH|OEY LW FSEED R S 72D,

EYBRET A—F (FLIFLE V)

HENT A= BEINT A =4
AUCo-728r Chnax Trmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
75 LA
BP [EE 3438 =1884 869.5+576.6 1.27+0.79 18.5+6.0
3 gl Ao
\ﬁA;PmdDﬁ 3401 =1927 802.1%510.7 1.41+0.83 18.7+7.6
(1 $8#%5-, Mean£S.D ., n=48)
(ng/mL)
1,200

_I_Twnm #8BPTEE,
LU G HEBP

1,000 15845, Mean +S.D, n=48

13
1=
=]

ERECRT SN EEE
(=23
(=3
(=}

100
200
-
0 = . -
: 24 48 72
+ L (hr)

MAETR YRR (7L Iy v)




W SFA—F (F2auVEY)

HSENT A — 5 BHEINT A=Y
AUCo-72nr Crmax Tinax T2
(ng - hr/mL) (ng/mL) (hr) (hr)

77 LufEdE N . .

BP [EE| 113+34 3.14+0.69 6.44+1.54 38.8+8.7
N a2
SHLBEER | 070 3.02£0.73 | 6.56=1.53 39.6£9.0

(1 $88%5-, Mean+S.D ., n=48)
(ng/mL)
4 —
—I— 77 AU $EBPTEE

1fit + 1585, Mean+S.D,, n=48
he
iH
T
N
a
i
v
7
=3
3

24

72

(L] (hr)
AP SRR (721 Y EY)

MR EENE N AUC, Cmax /87 X — 13, BERE OFIR, KRR ORIEEL -
M5 DORHEREMI L o TRE D WTRMED D 5o

18. FhFEIE

18.1 {EFA#F

18.1.1 FILIHILE
FRMEFERHOT7 v+ Ty v T84 71 (AT ZREICB VT, AR AEW T
ThrT7TrIF Ty T ERRNICERL, 2oMEDHER2IH 3522 L1280
FEIEVE % 5839 %0 AIED AT ZAEBAMMEEE < (Ki = 3.7aM) . ATy Z85E0 5
BRI L 2,

18.1.2 ZLOYE NV IVEE
D Ra) Dy RNy AREEELE L COERERT A, MR OSBRI TR
MThHoHEV)FHERT %,
Te Fu) YU RAN DY ARETESREREAARENE L B V2 AT v R OVICRRR Y
WA L, MIBNAND S VS 7 ADFA R A &85 2 L2 XY | IR R M o
S % AR <959,

19. BRI ICEET 2EEZMFER
19.1 FILIHa
— @ 4FR . 7V IF VS~ (Telmisartan)
L4« 4~ {[4-Methyl-6- (1-methyl-1/-benzimidazol-2-yl) -2-propyl-1/-
benzimidazol-1-yl] methyll biphenyl-2- carboxylic acid
Ca3H30N4Oz
514.62
I~ ok IEOB K TH 5,
FRRET T A 7= VIZEIFICC L, T8 7 —)b (99.5) 12O THE
2 <L RIS E A BT 2w,
Hih ST RD LD,
bt

i
Gy
{ VN

CO2H

19.2 7LAT EXANY VB

— g% FE 7 A8 Y E Y XY OVERE (Amlodipine Besilate)

CH3

HsC

1t%:4 : 3-Ethyl 5-methyl (4RS) -2- [(2-aminoethoxy) methyl] —4- (2-
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