=Pk B A5 X EE 40/5/12.52%
Sevikar HCT 40/5/12.5mg

BEZEWT 55 025494 5%
RHEENE S M
hRZ=HH#A 2025-02-04

fa5iss
BIEDE - BBRERSevikar HCT® - IRAEEEANRBER-MBUWMEE XM (RAS)HIZEY) - TTHE
1%%%’&%4’1]3%&:7552%1‘: [FEREFBNEIEFER - BRERFEESEIHEG.16.1)] -

1 MEAR
1.1 BURDKRE

Sevikar HCT® e Bl 224850

20/5/12.5 | 40/5/12.5 | 40/5/25 | 4%/ 12/ 121 40/10/25

Olmesart
an
medoxo
mil (mg)

20 40 40 40 40

Amlodipi
ne
equivalen

t(mg)

Hydrochl
orothiazi 12.5 12.5 25 12.5 25
de (mg)

Sevikar HCT® 2olmesartan medoxomil(ARB) - amlodipine(CCB) &1
hydrochlorothiazide (thiazide®FRE) i & E B £ LLZR/I AR E 24 -
Olmesartan medoxomil2—ER1ERZEY) - 1E05 5 B IRWEBZE P EKEERK
olmesartan -

Sevikar HCT® tholmesartan medoxomil a2 #9152 = %2,3-dihydroxy-2-butenyl
4-(1-hydroxy-1-methylethyl)-2-propyl-1-[p-(o-1H-tetrazol-5-ylphenyl)benzyl]

imidazole-5-carboxylate, cyclic2,3-carbonate - 73 F I & CogH3gNgOg ©

Sevikar HCT® thamlodipine besylate s 4 HI1EE = £53-ethyl-5-methyl (+)-2-[(2

aminoethoxy) methyl]-4-(2-chlorophenyl)-1,4-dihydro-6-methyl-3,5-

P.1



pyridinedicarboxylate, monobenzenesulphonate - 73 F =% CogH,5CIN,>Os:
C6H603S °

Sevikar HCT®thhydrochlorothiazide s ) #{L& 3%, 5 6-chloro-3,4-dihydro-2 H-
1,2,4-benzo-thiazidiazine-7-sulfonamide 1,1-dioxide « 7 FIH 4 C7HgCIN3O,4S, -
Olmesartan medoxomil 94BN -

H}C\ CHJ

OH CH;,
chHzc:H }_C‘< 1
COCH, O
CH; D O"&O

Amlodipine besylatefU#E BT -

f"‘\x‘x\_\_ ~HH
0, .0
:.Lﬂvﬁ J\/ Wy
-.’f‘Tr/s‘ﬂH
)\ “‘E,/'
|\)

HydrochlorothiazidefJ#& BN T -

Sevikar HCT®&750lmesartan medoxomil ( BEXZEEBIMERNLERNE ) ;
amlodipine besylate ( BElkB &4 &K ) ; Bhydrochlorothiazide ( B&kiT
FE2RENERMAK ) - olmesartan medoxomil + amlodipine besylatefd
hydrochlorothiazidef 7> ¥ 273 All43558.6 ~ 567.182297.7 - olmesartan

P.2



medoxomilZABRK - BBREPEE - amlodipine besylatefia 1K - BBAREE -
hydrochlorothiazidefiARK - BHARESS/EHER -
1.2 B

F—RIEEIFF MR 8145 : silicified microcrystalline cellulose -~ starch
pregelatinized - croscarmellose sodium * magnesium stearate - FEHINEE =
polvinyl alcohol ~ macrogol 3350 - titanium dioxide - talc - iron oxide yellow
(20/5/12.5mg, 40/5/12.5mg, 40/5/25mg, 40/10/12.5mg’k40/10/25mg) - iron
oxide red (20/5/12.5mg, 40/10/12.5mg/&40/10/25mq) - iron oxide black
(20/5/12.5mq) -

1.3 HIA
FRIXEE -
14 ERINE

Sevikar HCT®$2 % 2 A olmesartan medoxomil ~ Bl €2 E#53410 mg amlodipine
Aamlodipine besylatel & hydrochlorothiazide - BIE 1~ Pt -

Sevikar HCT® s B AR/ A/NWES] - —BBZ LB RIE RIS -

- Of\f /mT/H 1) sEmIZIE sEEEE
20/5/12.5 mg C51 BEe
40/5/12.5 mg C53 R=B

40/5/25 mg C54 R=B
40/10/12.5 mg C55 KAE
40/10/25 mg C57 KALE
e
SRS [ -

A Olmesartan ~ Amlodipine * Hydrochlorothiazide M@ 2 & HF8%E - 13
HABWERI MRS MERR -

BxRA8
31 BEAs
H81RIR -
IREEENEAMIRE ML S
Sevikar HCT®E’\JE=§7(LE%";=|*‘JEZ%4O/1O/ZS mg -

-Ili

E
A

H

H & 27ABhydrochlorothiazidefI a7 - FEERAE(anuria) ~ ¥ A2 g A1 BY 7> 38 B Sk B E At i
B $E Y B B 5 A RS B Sevikar HCT® -

P.3



Sevikar HCT® RiE8 Zaliskiren D RS HERARERBRATEINERZHEA
(GFR<60mI/min/1.73 m?) ((ERXEIEME7.2) -

EREEREIR
51 ZERE/EESE
51.1 hRESM%

Olmesartan medoxomil : #1822 & ##3FSevikar HCT® T 8E%IB4 533 A%
BE  ERZ2HE2NFING - FRABER - MERBREZZFNEYEFEREE
THRERRE RIS NIRE RAFT A R MR BT - ZEY)3EaY=F/Ki8 /DRI BRE R
MEEEARKBRZOREMRERE - BENNTERRIIEFREEESEBEA
- \IRE - B - BR=RIBAET -

—BB A\RERZ - BEEER A S HSevikar HCT® -

Hydrochlorothiazide : ThiazideZ®@a 8RR W HIRREF A -

ARKREEZRRAMERSEEN/NMURME/ZE/F ARG LTEFER
6.7)]

512 EREEDARRBAZREMIER

Olmesartan medoxomil : BEX - MBWHEZRZFSFEMREA - FINEER
AER /FEIARRA (FHlNEBESSEHENREGEE )  ARES
olmesartan medoxomil;&&E % - OIEEss AR MEMER - BLERABER
PR T RAYARE S Sevikar HCT®3A%E - BREEME - BIFSIEE
B WERFMUERERATEEREK - ERMENERREIFEEE QBN
ZE - BERINBEEENDJEELE -

Amlodipine : AJgEZ R EAERMEME - TEHZEEEEBIRIRENRA -
FREMRZZHEIR - AR & EZ S mEE -

513 EMOKREROAIEERSEE
Amlodipine : A ( LEHZEEHEEMERBIERHBEA ) R ER G
BEHETTAENRSHER  ORBAZRMEOINEERERRR - HERK
BNBREMIAENS - EEVEBAKEIBAIEREE -

514 BIEEAZE
Sevikar HCT® : 52.1%Z# & #ASevikar HCT® - B4 BIBERZ RIS
2 HBEREEEY S HBIARENERR02%E1.3%
LB RS REZNESRE - EE Y EERSevikar HCT® -

Olmesartan medoxomil : BE < olmesartan medoxomil;&EE B HY
BA - ARBE - MBWHE - BERZ#AEIG - s RIREhEEEIE -

HRBIBEURERER - MBEWHEE - BEMAREUTENRBA (NEE
EBIHOERIBREA )  FRANEWAZEREIEHEANDEWRERZIEE

P.4




5.1.6

5.1.8

5.1.9

MEDSE - pEiEm /D RIGETHRIE - & (FR ) SUBERIBK / 5t
T - BIRSevikar HCT® & B olmesartan medoxomil a4 - B I A AR
Sevikar HCT®th T RE IR B MR FE (B R R B1ER(7.2) REM B B4
(anp-

S H BRI ERAIBSIREERAMETHACEHIHIE RS - EBRAZK
FMBEMBEENMRERS (BUN) EAHBIER - BRI SR E I E
BB B AR P FE fs A REAfEFolmesartan medoxomilf952 2 - 1B Sevikar

HCT® &7 0lmesartan medoxomil 5% - E L TERR & BB 228 -

Hydrochlorothiazide : Thiazide®IgENNE B M ERHEAEERMAE - &k
NEEAERE A DI BES LIRS ERIER -

FInEEAZmA

Amlodipine : EHitamlodipine X Z2&BMEAH - MEENINEAZTHEA
MMTBRFR (t10) B56/N\F - RILERAREmRAREERAREE
IERELE -

BREAHKE

Sevikar HCT®&%&hydrochlorothiazide - B 3|EE M#PIE - 15 M INEEFNE
MEFRE - K MEERE OIS EEMIPAE - BIEFEH TP OlBEELUSE -

Sevikar HCT® & B olmesartan - EA S ZRASHIZEY) - HIHEIRASHIZEY) D]
S|¥ES MEPAE -

HydrochlorothiazideTIBEE B HE EMZE - WIS MEPREREMN =K
HRiERRE -

H LR Zthiazide’a BERYSE A O 8E LIRS PR BE [MAE 3L fAE AR AR BRAY B B =2

1k -

Hydrochlorothiazide®l)&l /M 5 #E FR R HEL - WOl BEEHUMF 5 E7t - fBE
AIBEATERRE -

REABEIERB RV A

REABEYIRZRBA - ZYR S MEER SR -
EEMARMIRE

Hydrochlorothiazide : @A EF BthiazideX REIEERE S ML IR
EREH5IHEEUAMIRENES -

IKASIRTEIK ~ MR AER M EARAES R
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6

5.1.10

5.1.11

51.12

5.1.13

RN EPTEYSEY)  S5IERRRENRE - SRS EEKFERE
18 - SRR RSUEARAERENR - EREESIENR D NES
IREPAER  BEREERPAZEERVNREEENR - SUEARAHEEER
EARMEUAEE - OEEERIR KA TR - TERBEANABRIFELER
Sevikar HCT® + S {REEAMIZHIARE - T BERNTE B 11 2 S5k B B s, iy
2 - 5l UEARAERESRNERET G EAERENSEHE
LEYBTBHIIRE -

Sprue-like Enteropathy (1& 1485 2L 5 5s)

Olmesartan medoxomil : B &R REEHoImesartanZE A Z & FRIEA
Bt SREREWEUESHIERERERNE  HEBoUERANBER
R EEIRMEZMERIRR - MRBAEES olmesartan)aFEHE SE £ S L
fEiR - EEEREFEEMBER - EEEMTUEEERELERANERR - E
& =M Sevikar HCT® -

EEHEER-MEFRBR-FEERIZ4 (Renin-angiotensin aldosterone
system; RAAS)

BRBEN  SHERNERBERE(CHBINGIEI(ACES) - MERBERES R
FE ENTSI(ARBs) 3k = aliskiren s D Z m =1L /ME M A - S#PMAE KB INEE NiE
(BESMBERIB) ZER - WAEZSHERMNERBXRE(CRHDHE
(ACEls) ~ ME R BRREZ 23 HEEI(ARBs) =X aliskiren A% 72 fr 2i< & S H 7 &
% MEFBE-BEIZ4(RAAS) - MEEAVNEFEREEMREDAE - B2
EEHImAZBINEE - ERERIME -

JI[l”"El_%Eﬁfti’ﬂtT[U% H(ACEls) & & 7 B X223 FH E T (ARBs) A E S
FRARERREERERA -

REEEFEE1081405767A5 ASEMHILL N E:
FiB &

Z A fEHthiazide; E%Uﬁ”‘ﬂﬁﬁﬁé‘iﬁl\a@:.Bﬁlﬁ)ﬁﬁlr(y‘ziﬁﬁtﬂﬂéf)E’J
Bl - MREBBECRHRE - BEFIOR - IRBRIREZVER - EFHR
EEC A TR IRERVEM -

KEEBEFFH1081405767AF AFMHLU N ER:

FREZAMPE ML ERERE ( non-melanocytic skin malignancies,
NMSC)

MERZEYRITIR M I EEIR - hydrochlorothiazide ( HCTZ ) EA3ER B R A
IRE4REE ( non-melanocytic skin malignancies, NMSC ) i EER
BRI ST UL - YRR o2 B EFRKE - AIESR AR
EMBRESMmARRERR - FEIRTRNER - ZRSFCNETEA -
MERTE N ERBERE -

RRGEIRSIR
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6.1

RN =S

HIRP UG FSevikar HCTO T AE R HIL RERISE - HIRPE2NEINE - £AE
= - MEWRRZRNEY S EREBEREMENIRZMHELSBRRESET 2
ZBHFREE] DERTREMAER  EREF—HERBR-MEWERAREY
AESMEREENREES - MEAEMBEENAS MEREYLFED A -

BINMBN - RS MASevikar HCT® - 1522 1R 82 7 (o PR EL1th B I BB 85%% -

RREE

eI 1EE £ 52 K /T IR B/ 6 52 2 Bk

RPHRESMEBZ RN FERE - EiRiEKRRE - FE - UREEFBZERETE
EEEREM)EFREEAR SOEZENFERNERRFIEZFEASLTEHRZER -
BB FEEEES MENRZ2 L -

B/ EEARKRIE

Olmesartan medoxomil

RPBYMREZE2NMEIMERFANRE R - MEWREZREDERFKED
SIZERAMN : REBERINEBE FNEREREKEBRIE - KEMEAEEAT  BRE
- EEEERBAR - BRMERLT -

FEETBIE R GFEEARE - RBE2BEMTE - ETESHORZWA - 24
MEAKEENE T # - KA MEROEEREEERFEAYYEEE S LIR -
BUBER FEARERoImesartanfa LR - B2EHIREIME - /D RS M
fE - B FEARERoImesartanfm LW E R A E /D RIESVEINE - FEEEMEREE
T4 15 58 & [ BR EA B B8O - I BE A ZR HEETT X 4 ) [ 55 28 A A3 B8 46 [N /B2 0 <2 45 B el
WeE[E B G TR FEIE(6.4)] -

Hydrochlorothiazide

ThiazidesZ&EBia% - HIEEFIKANRERIGENRRE -
Hydrochlorothiazide B2 E i MR El—1% - SiEpaBRERAE - EMEZER/NRFK
RN BEREESREGHFKNREESE1ME - B2HEEHthiazidesEE MR 7
g ER=ESM/NOR D ESER - BRELEYEATRM S FBRIERRE -
HILELEEZY A THACEERZYMNS MR - RZHB R UHCTZ e EEME R
JE (400N S)

2B

FYEIE

& R # 17 FHolmesartan medoxomil + amlodipinef2hydrochlorothiazidef45& 5t
& - 1B E#ETERFE Holmesartan medoxomil ~ amlodipinef
hydrochlorothiazide - & olmesartan medoxomil&ihydrochlorothiazidefff A~

RS MR -
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6.2

Olmesartan medoxomil

BI& Solmesartan medoxomil 1000 mg/kg/day O BREIE (M mg/m2a E#ine - 48
ERABRSEELZ [MRHD] M2408) FIRZKE - sii&S1 mg/kg/day /R
HERFEZRFUUImg/mPAEERE - MERMRHDI—¥ ; %l HESHE
HIRZEBNTE  RASBRIIU)AERIBERIER - EXEFR - B2 216
mg/kg/dayls - WEHERSENEEIENIEEREE ~NE - BEEIE > 8 mg/kg/day
- RBREREEBERIR - RETPIST - HIREE - A TE &Eﬁﬂﬁﬁﬁ-ﬁg—"ﬁ %i"]
i) HARSEMEFENE LEREERAS - ﬁEE»ﬂiﬁfﬁ LEFUNENLE
mg/kg/day - #1%MRHD (B140 mg/day)#J+2

Olmesartan medoxomilZiHydrochlorothiazide
PU1.6:1890lmesartan medoxomil&2hydrochlorothiazidetb Bl & 51625
mg/kg/day O BREIE(MUmg/m? B E#ERE - A2 RMRHDEI12218)18 FiEZ /& -
LSS 1625 mg/kg/day D FREIE (Mmg/m2 a8 . HERMRHDRI2434)18
FiEBEAE - HUES1 mg/kg/day OREIE (Wmg/m? BEEIRE - 488 KMRHD
0.3f8) TP REZRFERERINBBISIER - RMEKXEA T1625 mg/kg/dayHl
SERFEMHE  ARLSTENEGEE)  hEREEMBERERE - KERLIRES
SHNENEE2162.5 mg/kg/day - Mmg/m2aE#isaeE - 43MRHD (B140 mg
olmesartan medoxomil/25 mg hydrochlorothiazide/day)#24%( Ltz E B E B
ABBER60 kg) °

Amlodipine

RERBEMRFEFERETLRBAORS TERSEIE10 mg amlodipine/kg/dayfy

amlodipine maleate (mg/m?BE#ERE - SRl HBamlodipine A\ BERSEHE S

10 mgiy10H12018) - WiERBE AR ERUEMRNE / BREE LU AR

60kgatEe) - A - KEBRECAI 14X EEE R B BN IR EA AR E /10 mg

amlodipine/kg/dayEl£famlodipine maleate - BIRBEFREEERNE
50%) - BF=ARELTHEZEIZM(AI5E) - BHE10 mgamlodipine maleate -
SERABNEREIHMER -

Hydrochlorothiazide
INERREDAINREIRFEOAZESFISXENERESEEZE3000821000 mg/kg/day
#hydrochlorothiazide (K1%4MRHD 600X%4001%) - REI=Z A -
ML,

RS

BRSevikar HCTPE2FEHWEAEIT - HHALBRFEIHIA D WEFEBHER
BBR - Amlodipine&ihydrochlorothiazideE 2 W E AT - Olmesartan/\,Z\
REIT[ZZEE]  OREYHEABREBSEREARER  BEMEZALHE

Sevikar HCT® ;4 AR A2 ss I, -

HiE
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6.4

6.5

6.6

6.7

6.8

CARE T E M5 mg/kg [14C] olmesartan medoxomil ML AR E - BT AT
g82Z%|olmesartan -
N

Sevikar HCT® #1725 A RO L2 2 1 B 1 R R 1T
EFEA

Sevikar HCT® : #E— BB RIRD - B 123MEHAM655 - R 1SAIEHE AR
75%% + #EZSevikar HCT®AEHWBMERBA - EEEBANERED  ERITENHE
EUFTETEZREMNER  BEIIR-EFRRANVERS LIRRERRE
(greater sensitivity) -

FHi> 755K Afamlodipinei2i# B 8%52.5mg - Sevikar HCT® M ILEI £ -
FFIhEEAZE

B AT s B AT 25 Sevikar HCTOHFTIHEER 2R AMSE - EEESRER -
amlodipine#olmesartan medoxomilE BEMNNEEAEZ WA T RE S PEIEM - &
ETINEER 2 A EFBamlodipine U2 S B4 8 52.5mg - Sevikar HCT® I EI £
[BFREZBIEFIRG) -

Olmesartan medoxomil : ARFHolmesartantE A INEEF ERERHBAEBAUC) oI5
MRS MBRE(CrpraiBN - HEREEBEBA - AUCEIIAXI60% -

Hydrochlorothiazide : FFIsE i8S #E R TR = RAUEA - 2R EAB R E KM
BB EEI O BEMNEMT B -

BINEEAE

MR B HIESevikar HCTO M BINAER 2R AR S - R ERARBEESINERD W
mA o (EEEHEBRZE <30 mL/min)

Olmesartan medoxomil : EINEEAZ R AWM Bolmesartan 2 ELEBIBEIE S &
B BEEAEE  mEBVEAERA (LBEHBRRZE <20 mL/min ) MAUCKFHE3
Z - HRPEEZBEBNEAZHEA (LEBENERE <40 mL/min ) BB AT HELEL
WBHIE - MARBMHEEERAERolmesartaniVZE) &) S 45 -

Amlodipine : BIIEEAZ T A EEZE T EamlodipinelIZE &) S -

Hydrochlorothiazide : BEE BRI A £ Athiazidels - ZR/V0ARHA -
thiazide T BENIRE B = mm A EE RIAE - BINEEZBRHEATIREE HIREYE
BIER -

HAth ik 2#

L YN PN
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i

Sevikar HCT®# BRI Z AR - 529% (184/627)BBARA * Sevikar

HCTPREBRA B R ARA(BE SEB RGN IREELEFEE - BRARAN TR
e EEIERABAREL -

R EER
7.1 EiOImesartan medoxomilBV 242 5 /EFR

7.2

FELEE BS H1 8% K B B HE 56 — Bl cyclooxygenase i 12 4 HI il &l

ZF - BRAZ (BREERMEREAE)NREA - BEAZNREA - ftAFEREET
B REY) BIFESE _BlcyclooxygenaseVEZE M HIHIE K M B WA RIFERE €21F
olmesartan medoxomilTlBEER B TNEERL - BFEUENSMBERIE - BLENRES
EEaPH - BRFARAolmesartan medoxomil fI3F A EIES 171 88 K 22480 R A T E #A
ESRIBSINRE - FFFEEIRE M R EY 2 5E _ElcyclooxygenaseEE M HIGIE - SRE
MEBWHHERIFENE - BFEolmesartan medoxomil - IR MEERR -
ESEHEEER-MEFREEREZ4 (Renin-angiotensin aldosterone system; RAAS)
RS REEBER  HRRNERAE—EARBR-MERBRELRH(RAAS) 2 m - 5
FRMEFRBRERBESRMEETE(ARBS) - [ME R BREE(CEHNHE (ACEls)s Zaliskiren
BRoERRESHETBER-MEFEEAMA(RAAS) - FENXEBIW: EMER - SHME
ABINE TR (BESUBRE) VREEXRS - BE—FHABR-MERBRAHREY
L - ZEmAESTMEEXR-MEFRBRERNHEWSHaE - 1B FRIRIMIT
E-EE EReSHERSE-NERBEMSHE - EHSevikar HCT®ME M E S
E2BR-MEFBRAGNEY)  [TEREEARANMNE - BINERERERENIE
7 -

Rzt Sevikar HCT® Haliskiren R ¥EREHRA[2 RERAE(4)] - B %G Sevikar
HCT®#aliskireniR B THBER 2 BB A (B4 IKBIEE <60=F/5) -

Colesevelam Hydrochloride

B RO IR 45 S 2 Y colesevelam hydrochloride& i@ D olmesartanfI = 5 R E

£ - W Rolmesartan& AMIEE - EfFFHolmesartanz & - KB E/DIU/NE -
HB#& T colesevelam hydrochloride - TIf&{EZEY) 7 EMWR GIER - EZERER
olmesartan® 2D &BIY/NE - A3 Fcolesevelam hydrochloride [ RZ24) &) 12
=HHE1)] -

Lithium

=28 Blolmesartan Sthiazide AR E AR ZIRMBE T EE R EIL N K EES M
B4 - EOfFSevikar HCT® B3R RS - SREC 1 A SBEERORE -

B AmlodipineZEM R G 1EH

Simvastatin: SimvastatinE2amlodipinefff HE1&simvastatini = B REE - £H
amlodipine’aERIEA - FFHsimvastatinlEI £ FIRAE H20mg/[2 EZYE) 11 8%
M(11)] -

FERAIFE &5 AZER - amlodipinetlBEE & Mcyclosporinesitacrolimusi %
BRES - ERLBENMY cyclosporineftacrolimusfIMaRE - I i i 227
S BEZYE HERFET)] -

P.10




7.3

CYP3A#I#IE : AmlodipineZCYP3AHNHI (p U EA& ) RS - EE8%
amlodlplneE’Jz%u\E%Eiaﬂﬂ OJBE R ZMREME - AmlodipineE2CYP3AHNHIEH#
ARl - EEDRMEME KK - DHEE SR ERREES

CYP3An 2r)  HEBRACYPIAFEE EamlodipineE=EAMEEN - Amlodipine
BACYP3AF BT AN - ERT)EDR ME -

#iHydrochlorothiazideF2£4) 32X 5 {E FH
Thiazide R FREIEA N HIZEY 3 RS - QIREREMNEMREER :

RIMEEM(DREVERER) | JeFERZRMBEYEIE
CholestyramineEicolestipolfitls : EEE FRBGEEFE N  STE
hydrochlorothiazide®RUL - A& =2cholestyramineskcolestipolt B B & R
hydrochlorothiazide - 73 BlIB1E S 1538 B9 R UX Z£85% 8143% -

REHEE - RS LIREEHEERE  MEEREMRZWIEN - [l HIREMm#PE
NG

FFLEEBF AV B R BEY) - B AR TIFRERERNI R EY - DJacSRRIEIRAIR
Bl ~ fREPEUR PRI A K thiazide R EREIROFIFR ~ $FREAPE = MBAIR - AL -
hydrochlorothiazide#e BIEAFF LB [E B2 pO T 38 KR EEM T ARG - IEXBUIEIRm A - HIER
EEEIAREFRERNUR -

8 EIfFR/ARKE

8.1

RAREZRIFR/ARRE

ARBHEAHBNEREZEZSK - SlRSENEEYARRBRER - AEEENS
—REYHBNARRBRERMLER - META-—ERRERER -

Sevikar HCT®

#ESevikar HCT® BB ER D - 5 A BB £ BL 8 F Sevikar HCT® (olmesartan
medoxomil/amlodipine/hydrochlorothiazide 40/10/25mg) - olmesartan
medoxomil/amlodipine 40/10 mg ~ olmesartan medoxomil/hydrochlorothiazide
40/25 mgskamlodipine/hydrochlorothiazide 10/25 mg# - BB T —TEE
SaMaBEA4BRERA=ZEHAEHAE EhZ2MEBRBENRS74US MER

AfEFSevikar HCT® R8BI B AET

FEREHEERESY - KMBA - FL/NR5EBAFL AN ER6S5HEAEA
B/ERERBIBALUREBEANEIFRNBABZIFBHELN - #ZSevikar
HCT®40/10/25 mgia BHIBA S - B40%EBREREMPENAE - B2
olmesartan medoxomil/amlodipine 40/10 mg/aEHHEATE1.0% * #=
olmesartan medoxomil/hydrochlorothiazide 40/25 mg;aEHIHRAF2.0% - M
Zamlodipine/ hydrochlorothiazide 10/25 mg’/aBHEAB2.0% - &FE R FH

Sevikar HCT®EE 2B (1%) -
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8.2

HLA%E3NNRAEFEEHEEN N SHARTREZRNEIFARERE - AR
SHERAERESERD A FHREEBERSevikar HCT® A BB AEBERNERB58%E

89% -

Z/DFE2%ESSevikar HCT®

AENBEAS L BROARKRESIR TR

OM40/AML10 OM40/HCTZ2 | AML10/HCTZ
/HCTZ25 OM40/AML10 5 25
(N =574) (N =596) (N =580) (N =552)
EN=IT n (%) n (%) n (%) n (%)
fEE KB 44 (1.7) 42 (7.0) 6 (1.0) 46 (8.3)
LR 37 (6.4) 42 (7.0) 38 (6.6) 33 (6.0)
s 24 (4.2) 34 (5.7) 31 (5.3) 36 (6.5)
SR % 20 (3.5) 11 (1.8) 20 (3.4) 16 (2.9)
l[ASpac - 18 (3.1) 12 (2.0) 14 (2.4) 13 (2.4)
M /Cn 17 (3.0) 12 (2.0) 22 (3.8) 12 (2.2)
EI¥IRE
B 16 (2.8) 26 (4.4) 18 (3.1) 14 (2.5)
(=R 15 (2.6) 14 (2.3) 12 (2.1) 9(1.6)
FRIBREC: 14 (2.4) 8(1.3) 6 (1.0) 7(1.3)
FAEIIEX 12 (2.1) 17 (2.9) 2 (0.3) 16 (2.9)
B ASevikar HCT®AmHAR] - B1%BRAESR - AAREMABEARH0.5%5E

b

Olmesartan medoxomil

HRIE2#3825U L ERREA / i & fHolmesartan medoxomilfZ 214 - B11F
AR EIE3275UER SMBAENEA - HFA900 A ERaEZ/D6EAR - 8
B525 A2/ D1 - FHolmesartan medoxomilFAEMNMSM R - FESMHRER
Bl REAEN - BEEREE - R4 - Bolmesartan medoxomil (9% = 8 -

Amlodipine
EEAME MBI R R R O 2 ##821511,000& 8 A fhamlodipine L E 4 -

Hydrochlorothiazide
IRES : ARABHRTE /K (BEZRRAD) -

r_ Flit %AI\ Z(:g
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8.3

[E8.] EREZRIFR/ARRE -
EHERAR

Sevikar HCT®EBIM N BB EE - ERABLRBUTRARRE - BRELRESS
BABRMLER - B ABREANAEE - BEA—EEABNEERER - sl
ARREHEZEYEERRE R -

Olmesartan medoxomil : FHEZE NI ARRERRESE :

EB M B - MEMUKE - B8<FE@naphylactic reactions) ~ REKAE
BBEZRR B - 188, EHEEIEEERE(Sprue-like Enteropathy) [[EREZ KER
£715(5.1.10)]

KHFEEELRY . SMME

AS R 24 . =ANARE

WREEZMS . 2UBRIB - MPAEREEEIE

FEHEIK % : B - 8& - EfMP
H—HEARE—BERATREMRBIANEEE R - SEIE0olmesartant] BEZ G
BEREBEANOIECV)ER  BEEBEBEAETH - K  ZREHBHNES
ROADMAP: & (FE# 7 Bc Olmesartan 21 FR 5% il 3 & B FRAE T8 5 a5 B% (Randomized
Olmesartan And Diabetes MicroAlbuminuria Prevention trial - n=4447)ch . &%
BERFEERE  RPAEALER B2V —EBVEREARBRETFHREA - A FE8X
40 mgiolmesartansi Z&H - HBAERTESETEREIIEE - MEERKENERER
BIEEAE - Holmesartan# IRGFRIW MR LB IEEFZE - $t¥folmesartanfB %< FIEI 48
EITEEER - BIRAIEMCVIE TR (KHER O MERIE - HartE OIIEE - BmitEd
A~ MEBEBEHI) RS (olmesartanfH15A - ¥IRA3A - BREE(HR) 4.9 - 95%(5%8
EfE[CI1 1.4 - 17) - {BolmesartanfBRY9IER an 14 /018 2 ELf% BR1E(HR 0.64 - 95%
Cl0.35:1.18) -

TTREBMEEFESmM EREA - BIREESER300,000%mAFE - 1HERSRAEM
MEWHREZREEERNREA - B 5B =olmesartan (40 mg/X) > 6f& B HIHE K E
mA BT REBRUFERSNEBEF(HR2.0 - 95% Cl 1.1 - 3.8) - B - FELLWRE
e =olmesartanfyIEME R Rm A B IR BEMMEB W AEZREBETEIRIRA - BIEL
A RIEAIZETELE(HR 0.46 - 95% Cl1 0.24 - 0.86) - HLLE R Zolmesartan#i &2
FREMMBSWARAE RS ESERZ< 6@BAR - ARETMAREE -
BESMES @ SLEIBIEN 7y HMAEREREREAERASE 2olmesartanf - CVERRD]
FERSMIEE - F8  HRCVERRSMNIRZNAE—LIEEAENRE @ #AER
TREMRERINENIEREREAZNE ENRNEEF/IEN -

Amlodipine : FHEZEVBARHBEBSULIE - BRARBGEIEE - £L™
B - ZAWALBERAamlodipine#EREREMTRBERS ( KSHHEEME
STERIN K )  ELERAIBRZEANTEZMER - EHEmETEIRMIRINERA
amlodipineT]sEA B -

Hydrochlorothiazide :
JERBRERER ( non-melanocytic skin cancer, NMSC )

P.13




Hydrochlorothiazide IF BB RE K EREREMRIGNARE - —IRNEBETHEELRR
(Sentinel System)E1TRIATSE - REFIE NN FZ2 R SR AMRESCOLURRAARE R
BEISENEARBA - BREEBEEHEMISCCAR AN RBEEST16,000mAEMIG - B
AR A ERZEBEB£250,000 mgiE NI AL S8 FE6,7001%E AEM16ISCC -

o

H)
B A4 B F A B2 FSevikar HCT®BEME

Olmesartan medoxomil : HREIFER AREYBENERBIR - ZY)BE K0 sEIEREE
MBI OE@E ; MREBEERIIABL (K EML ) RIE - BIDJgERENBEE - —BRER
MBERREAR E;Iaaﬁﬁ“i?ﬂ S8 - BAlEAEEOImesartanty ol B4 -

Amlodipine : 7 5IE®XORamlodipine meleate(E £ % BlItEE iRamlodipine 40 mg /kg &
100 mg /kg)EEmM/NEMAEILT - WERXROMRAHamlodipine meleate - HHE R B
amlodipine 4 mg /kgf% ( img/m? BEERE  MERARRAREEENITENL) -
Z5EEBEENFIE MERERMEME -
BYASTRAGSIEREMEREBERHBEEZEMER - WolssHMBE RO BEE - BALE
ZIziBERAamlodipine & BREIR -

MRBERMAEY) - BEBEDAOEAITFR - WELSMASME - —B34EEME - EEE
DMEXFHAE  RhslkNEEHR - WREHRTERIDNBEEINSENE - BER
KT FHBE ( Wphenylephrine ) @ INFIRERERENIRALE - BT EE K507 E
PH & 25 58 2 A ABRRRIRIFE - EamlodipineWERERERS - R MABTHRBIRES
amlodipineBim AKX -

Hydrochlorothiazide : £ AS2&E RHZEYBSEICAFERBEHRE R (RIMIPE - KM
2 - EMIURRK - EREEHRASIE - IRtBRFEMEE - EMIPoJsEELEAE
BRZEMRE - MRENTH %’JHH‘?y/'\E’Jhydrochlorothlamde HRIIARRRE - Aam/\EEE
KE - OMRhydrochlorothiazideMILDso# AR 10 g/kg - B AR AR AZZELIE/100015

ML -

10

BN
10.1  fEFH%EE

Sevikar HCT® ¥ I EE A& /E FI = B ERESE MM D B A T 9 3B R BRI /E I -
BEEME - amlodipinefl#l 55 F Zr it A i iR A MM E B AN O M E 4 2 W HE1F
Fg ; olmesartan medoxomilfHETME WA RIE RO - MEF B - B CREASAH
MRR ME U AR KA EBIER ; Mhydrochlorothiazide ISR 4B h A SO BEM -
BRRMEANRRR - BERBRIASIERAEE - HeEMmRBmT -

Olmesartan medoxomil : MEWMRERIZHMDEWRERIFR - IEREHNEWRESR

#=2iaEs (ACE - kininase Il) #1E - MEWHERIZB R - IBWMRRZARPEZERF
BE - fEHERMEWHE - RIZELEIEE S AR - RIFUOHE K B h S AR B IR UL -
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10.2

- fem PR ErE M

FOlE

Olmesartan o] 2 2 M FH &R [ EULAR =4 R ME BN P RIAT 23
BUHEITER - B - LEEMNIERAREZMBEWRERING REBE -
2 AP ol 3RAT, 252 - BEEAT A RELZREGHEEBANOMNE 2 AFE
758 - Olmesartan¥1AT Z2E2RVFRA N1 EHAT,Z282/912,5001F A £ -
PACEHIHIEIPRET B R - MEBEWMHRRZ4 - BIHHNEWAEZRISRIDEWHERI - 2
T MR MBEEY R E B - ACEHNSIE tHlFElbradykinin ) #2 - SIE D B2 S FETN
ACEfE(E - BRolmesartan A EHIHIACE (kininase ) - EILAEFE ¥ bradykiningy
KFE - FBEHEEAREEEEEEEERHRAEEY -
AEFMBWMERIR RSN MEWARIIEBE WWE OO ST - EMEXRME
BREUABRIBEWMGERIEE LA - ABEM T AT EolmesartanZ il M AL
% o

Amlodipine : Amlodipine%&dihydropyridine$8$5 5 7 @B HEE - BES9HIHI S5 58+
i AMREEA MELENAOM - BREEE Ramlodipinetl$#45 1%
dihydropyridine#3khydropyridinef 2451 & - OMAN M EYE AN Al A Sh 85 B 4
AR CHFREBAZLAR SEE0NMNMNEFENNWAEERE - Amlodipine®
EEMANH 5 R AR - WIS B ANARAERARROMARMR - B2 alinik
IRILZEY O BERI S5/ OB AERE ] - BIEEN YD ERS AR S & B RIK 353K IERIFE -
Amlodipine A EZMBFIERE - EEBpHEENA - amlodipine =B FEREEY
(PKa=8.6) - BEFEEEZIRNE N R GIFRSE U AEEEZRRBAESUTHE SR
B DIRDRIEEYY -

AmlodipineZ2EZEBIKMEREL - ERFHARNDEERN - RERENLNERS - &
1 PR MM ER -

Hydrochlorothiazide : Hydrochlorothiazide@—&thiazidefR MK A - thiazidesE
TEB/ )\ EBRRRNERENKE  BRENOSSNMAIRIHR -
Hydrochlorothiazidef8#ZHF ik fE S &K MIREETR - EMIBMNMBRANB RS -
BN 200 - BINSPIERRPRFLHE - BREMBEPHRE - BREREH
ZEZEBMEWRRIFE - ALt - FANEWRERIIZ AN EISE5 % 5% X 6B A
PR FriE BRI K -

HarthiazidesZ MBI EAEEHRT2BE -

B EIRAS

Sevikar HCT® 2olmesartan medoxomil(ARB) ~ amlodipine(CCB)£4
hydrochlorothiazide (thiazide®FRE) i E E B S L ZR 1 O AR E 5 24 -

Sevikar HCT® & B BEEB UMM E - Sevikar HCT®#937&E5E # AL 43 (0lmesartan
medoxomil + amlodipinefZhydrochlorothiazide) ZBE@ER - BB H ARSI
YEF - FRETRREIME AL RS SHHIFREMmER - @Rl WEEZRBNT -

Olmesartan medoxomil : 2.5 mg#l40 mgHJolmesartan medoxomil &Nl ME UL

MRUEARFBEUR - HIERNSERBERNERR - 423 0lmesartan
medoxomilEI& KR40 mg - ol fE24/\Fr BB K R90%MIHIHI R -
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10.3

BESHENS MR AEXRTEZERAolmesartan medoxomil# - MEWAERIF]
MEWARINMREERMBEEZREE (PRA) LH - EBRASES0 mgil
olmesartan medoxomil - ¥ EEEFERN = L15/)\ - FMEFHRIEZE -

Amlodipine : SMEREAZRENEE/A8EE - amlodipinel M ERERUIRSER
EAZAIEZMEE N Z - BERAZEMRBAZRORYMRERAHBRRELIRBES
1t -

REBR—ROREY) - ROBRURIJEFED24NE - EFENEFHAD - 23
EHMREYRESESR - AmlodipinefZ[1ErIIEE TN SFEAI B SEES
B Bt - PESMEBA (E5RE105-114 mmHg ) WRESLLEE S MR A

( #F5&/E290-104 mmHg ) E4950% - [IERIEF AV 5 & B K _E oK B3R B == A0 T /B2

4t (+1/-2mmHg ) -
HRBIBEIEEMSMERA - amlodipineWENHEEREBMER S - RAB#
KRBRNAMBMRERE  BAZEMBRBIETNEQRE -

MEME5EERET —1% - OZEINEEEE B AEZamlodipine’a&EE - IKSMEE)
(SENERAR ) KORIENIRE NAEE - —RMSEOMEE LS HIRMEL

7t WRAP/AtRELERPEFREA SR EBRELE - TR NEWHRSD - B
BMFARESEYHEHEEANamlodipine - W AERELIULARRES - BIEEA
A OB R AR ASPRER T - oK BEIRUERAE - A - —MEREREFNOHRIS
mA LR OB E RS O AREE DR - thE BIRBOUER -

Amlodipine A EREERB YN ABHNEREENENEEEEE - E MBI OKRRE
A Famlodipine 2 2 B B AL FHER T AV BR PRl B o - ARESBRH O BEIZSHES
ARTE -

Hydrochlorothiazide : AR Bhydrochlorothiazidet® - 2/\EFAFRREE R KRIER -
ARYVNFEREINZYRAMFRRE - LHFIDREN6E12/0\ -

Y EIFH

JBiE ~ EBLLRAEZEY) - Bk LR - AIREINE RSB R MBI BR &AL -

FEE LS FSALAFAME(Z : Tubocurarine) : BI A& MNET A AL ARSI AY S FE -
BARRIZEHE R

R#Bolmesartan medoxomil ~ amlodipinef#2hydrochlorothiazidetEfalB— a5 - 5%
HpF1B o afERBNEZEHEE U T I=ERs e ERRENSM
BRSMESTZIEBRER - 57582 ISevikar HCTO WS IBERE - $H¥ARET
SE3MEREERENS R - aiaEREHolmesartan medoxomil ~ amlodipine
#Elhydrochlorothiazide=TM N &HERAEBAGMEE—R N RENSY - 1AE
Fawmst Bl REEIINSHEAAFNBEER -

BEN - BREH - £EHZEAE

Al & 31E 55 M A 3 (olmesartan medoxomil ~ amlodipinefihydrochlorothiazide)&
FERRBUEY - BREMREBE DR - AU RS 2 RN TRIERIE—
B o
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Olmesartan medoxomil : KELRIMER FolmesartanRiE2F%E - KREIRNBE
- RIEMNESEE (2000 mg/kg/day ) Mimg/m? BE#EIRER WA AEEAR
#ElIE€ ( MRHD ) 40 mg/day#94801 - #t#/NEETMIESUEHHER - — Bt HE
FRpS3IERM/NERABARZEYGER - —IBE#tHHras2 BN EE/NRBBMEIRE
wH6E 8 - ESRSE1000 mg/kg/day (Mmg/m? BEERER - KA AEEK
ZEEE ( MRHD ) 40 mg/dayfy1201% ) - &Rk EIRolmesartanBEUEIFR -
Olmesartan medoxomil#lolmesartanfE&E9hSyrian hamster(& &) M8 A AR 88 (b1
EcpEERM AR - HEAmes ( IERE N ) MBBPREBERERSY - A - ME
#HEEREBINEEAR (TREENMNE ) HIRFEREE - R/ EBEMNEERREIER
PR Emrainm RIIZB M - 212000 mg/kgiIE £ M ARolmesartan medoxomil -
MutaMouseWBEIE S le AR Eteir M/ BB eRAB T EE (MzaE ) 1
ERIOBEEY (RXEolmesartan) -

—IEABRINRECAI2 (MEER ) 9B ( HE ) M4 ZE - LISE1000 mg/kg/dayRIE
2 (Mmg/m2AEEREE  HAAREAREESE (MRHD ) 40 mg/dayii240
f& ) #&Folmesartan - HRBTRIABNEENAREE ( LA ERERARERO6O
) -

Amlodipine : EXEZ/NEERE PN Aamlodipine maleatefRiFE2FHFHBE R - B
ER&AEHENRESHMRA0.S - 1.2572.5 mg/kg/dayiamlodipine - REIRBZEY
BIER - $HVNE - Bimg/m? BE#ERER - B5H848ERamlodipinefI A B2 5
AEHESE (MRHD ) 10 mg/day - BRAE - Umg/m2AaE£inEs a8l
HSMRHDH21E ( LiEtBBRERARERGOAT ) - #t¥amlodipine maleateFrfti
RIEREMMS - REINEYHERIECRERE -
KEMUORA 4 Famlodipine 10 mg/kg/day ( Bimg/m? BE#BRE . KARA
Z2&EEE (MRHD ) 10 mg/day®y1018 ) ( MRECAT - HEMRA64X - IEEARA14
X)  BREREBEIAZEE -

Hydrochlorothiazide : i E& 45T = (National Toxicology Program ; NTP)PRE
B ER2 MR B ZEETEl - Bhydrochlorothiazidei& FEREE/NE D - WAREEIR
S/ NE(FEE4 52600 mg/kg/day) - SliEE A E(EIE4 2100 mg/kg/day)a
REBEAENTAEY - KE/NBFAEENAMUM/MPARERE KA AREK
Z2#EmEE (MRHD ) 25 mg/dayRy117K391% - BB/ BB LIATENIRS -
Hydrochlorothiazidete /&52IMER W PIECEEIRTA 98 ~ TA 100 ~ TA 1535 - TA
1537E8ATA 1538M9AmMes R E Mty - SPREIEEIVE(CHO)RRERE EalinP
EARERESY - mEEANER/NBLEEMARLER PREESHBRERIREY
BERR M BEM AR ERETHHRTBEREERNSY - BEEBINEMBARERERER
BRI EER - NEMEBAREERE M) SRR/ NEMRBEE R D R R
(Aspergillus nidulans nondisjunction assay)i9EEEHER -

T/ NEEABREMUREZEARE - sRED5I7AN1100824 mg/kg hydrochlorothiazide
AlBE P E53R - hydrochlorothiazide ¥y IR BRI/ NEERBHNEBENEARE
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2 KBS EMAEENRARMMg/M? AEERE  NWAANERAEENE
(MRHD ) 25 mg/dayRy19k1.51% - ( LilistBREBARLERCOLT) -

EZME BRI

Sevikar HCT® : g5 Z IR FAiBSevikar HCT®% - olmesartan - amlodipine&
hydrochlorothiazide 73 BITERZI1.523/M\Fs ~ 628N K1 522/ HEESRSMER
FE - Sevikar HCT®#olmesartan medoxomil ~ amlodipineE2hydrochlorothiazide IR i &
ERREERERNZEYIRTRER - BMASREERNERITRAX -

Olmesartan medoxomil : Olmesartan medoxomilEHE B ERIHERED - SZIRREGERN
olmesartanm>£E{E - Olmesartan medoxomil B E 2R AR LA 526% - OREFTER
1812/hF5iERolmesartani K IMERE ( Crax ) ° BYIAK ZoImesartan medoxomil 4
FEOFX -

Amlodipine : ORI Famlodipine BMEIE K RIN6E12/\F#E - FRRAMEBRE - B
RSO AL ETTE64%290% 2 [ -

Hydrochlorothiazide : M#IFREEHEZ V24052 - BIREIMBEPHFREANTIR5.6214.8/)
RS -

pakis]

Olmesartan medoxomil : OlmesartanfI 2 AEEAIR17 L - Olmesartant] EAMBERE S
[EiR4E (99%) BAZFEALMEK - fFolmesartanMIFRERZSNEZRTER - EERERD
RIFETE -

EREFEA - olmesartant®/ D ZF i MKFERE - SEBARBREEERE  EAEITHTE SN
IR B Eolmesartan -

Amlodipine : JEEINIBBNESMEBRAEAR - EABRNENNEIBZRIEMRERE
RS - BR—REEHREETESKRE - nlEFamlodipinelIRERMBRE -

Hydrochlorothiazide : Hydrochlorothiazide®#®8a% - BERAEFEMIERERE - MAS
DWEZRT -

1 559 B Sttt

Olmesartan medoxomil : Olmesartan medoxomilZERUBRE P ERETEEES
olmesartan - Molmesartan#%FAEBEE—LHH - OlmesartanW MR BERES1.3L/h -
BhiAMRER0.6 L/h - X935%E50%HN RN E SR TPEEL - HERRIZRETHEHEZERE
th .

Olmesartanfl F 2 ERMMAHNER - REBFRFRIART13/NE - EXROMKR320 mgdy
olmesartanf1Z R AK80 mgiolmesartant® - ZEYEN NBER M - BR—RHBE3IE5X
A - olmesartanfE o ZIBELHRE - HEX—RNEEALZSMMBPEYETE -
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Amlodipine : Amlodipine£Z ( X990% ) KR RAHBERFSERHY) - MR PRIS
BRASEARN - SERFERIBAB30ZI50/\F - 10%/REES Y FI60%0I 1L R B
ATEN

Hydrochlorothiazide : Hydrochlorothiazide f#% :# B Rt EHBE B - £/061%r 0
REIEEE 24/ NFALURELPEER -

SEIREE

EZERA

Olmesartan medoxomil : BRIE A i FLolmesartan medoxomilEEZE A ( 6558 L)
RZEY 8 NE - BEEME - ERAMEZE AolmesartanfIE K MITREAL - EEANEBLLEE
‘HIRDFFRoImesartanETR ; ZEFEMAR AUCy ¢ 71533% - MCLRRIKIFEIE30% -
Amlodipine : ZF & A#famlodipinefERERE - BEHAUCIENNAI40%2160% - H LR
F| S A ABRIE -

BHRZHERA

RS B NEBRE I TR - MR AEF ZolmesartaniamlodipinefUiEMRE - L%
ABJhydrochlorothiazide/EBRZFE LB M im A K A1E20% -

Olmesartan medoxomil : & + &% ABJolmesartan medoxomilZEEBRELEMER - L4
BIAUCHIC 0y EEB S 10%315% -

BIMEEREZR/A

Olmesartan medoxomil : BIBERAZ R ARoImesartanliZRE - ERBIELEEE - &
BIRER  BEBIEAZHEA (IEEBRZE<20 mL/min ) WAUCKHS3E - BARIEE
olmesartan medoxomil AR M ZEATm AR ZEY) &) B -

Amlodipine : BINEEAZAREZEF ZamlodipineRZEYE) NHEE -

HIEERZERA

Olmesartan medoxomil : HERBRELEERAE - PEFINEAZHEARAUC) o MCrhayLTT
AUC#I1EN60% -

Amlodipine : FFIgEAZmARamlodipine/BFRZETE - BRAUCIENNAI40%2160% -

10 i 2R 08
Amlodipine : /L RIEHE ARamlodipine/EFRE & - EHAUCIENMNAKI40%2160% -

EYRXERH SR

Simvastatin : 80 mg simvastatinf210mg amlodipineZREI £ kS - HAEEEH
simvastatinfBtbE - simvastatinfBEEEHS7TT%[EZX G 1EMH(7.2)] »

CYP3AAIFE : B EF B MEH ABXERRT180 mghidiltiazem&5 mg amlodipine -
amlodipineZ 5 R2E=E1EMM60% - TE#&erythromycinff BRIEREEFREE D - amlodipinef
E2ERESUVARBEZENWE - AWM - CYP3ARRIINSE (B Witraconazole
clarithromycin) A gE & ffEamlodipine M MR EAIRIEN /[ EXL G EMH(7.2)] -
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Cyclosporine : E—IEB B ERAWAE 4R - RamlodipineFEMIER T - EEE
cyclosporine)E BB E L N40% £ EX G EMA(7.2)] -

Colesevelam : HRENZHES £ - EIFRE 40 mghjolmesartan medoxomil %3750 mg
HJcolesevelam hydrochloride& fEolmesartanfCmax ( & AMETRE ) fEIE28% - LIK
AUCH#1E39% - fEAolmesartan medoxomil 2 & &4BIU/N\F - BB Fcolesevelam
hydrochloride - TIJgi4&Z224) 2 BRIR BER - CmaxXAUCH RlfE1E4% K 15% [ RRXB1ERA
(7. 1]

Cimetidine : amlodipinefcimetidineff B A& & amlodipinefZE) ) & -

Bzt 20 2R = ERSARA240 mLEEM T A110 mgEROREIE/amlodipine -
TR 2 RamlodipineENE NEZEIBETE -

Maalox® ( HIFEE) ) - IEH%TQ%%UEQ’EEUMaalox®$ﬂ%%Eﬂ%ﬂ’\]amlodipine - #amlodipinefy
BYEHERBRETE -

Sildenafil : [R &S MERRR A BB RE =100 mgisildenafil - #famlodipinefIZE4) &) 1 £
2B E - Amlodipinefisildenafil I8 75 5t RS - MITEZEY) 7 Bl S$ 18 MR M ER R SR -
Atorvastatin : 210 mgiamlodipine®180 mgHiatorvastatin - #3Ratorvastatiniiiz
EREENSHWEBBEEL -

Digoxin : =i & B R AR FAamlodipinefdigoxin - Mi&digoxiniEE sk digoxin B i B R =
T AReE % - fEERR T olmesartan medoxomil&idigoxiniM@ G FEE RIFLER T - WimERE%E
MR GIFRRIBH -

D2 (JB#g )  BRAZRIEE10 mgiamlodipine¥ £ EsHEY SN HERBRBETE -
Warfarin : ZERR3%FamlodipineE2warfarinii A & o & 5t MR 2 ERE - BRET
olmesartan medoxomilE2warfarinf 2 EREREER RSP - WEBEEYIHFRNBER -
#EE) : Olmesartan medoxomil EAHIEEEI[AI(OH)3/Mg(OH), 5 A - A RS ol A &l R BE
EE -

B PRl B E

12.1 Sevikar HCT®

—JE®E EMEBHBD - HESevikar HCTP AR B MER ARBHKEMEYR - H249211
SMERACFEEMER169/101 mmHg)BE# A BL 2T AEARI - olmesartan
medoxomil/amlodipine/hydrochlorothiazide 40/10/25 mg (62715 A) * olmesartan
medoxomil/amlodipine 40/10 mg (6281l A) - olmesartan medoxomil/
hydrochlorothiazide 40/25 mg (637i15% A)stamlodipine/hydrochlorothiazide 10/25 mg
(600w A ) ETTEE - BURHBBH IR ESIBESSHFEEAHEPE—TRE2R4EBE -
THRREERES — BRI HEEIN _ERONESESHEZL - HPSEMRALRS3% - F4C
AR65%B19% - BABABG6T% - BABAB3I0% - #EREHEAE15% -

WESENAEE - ERS NS HE AR ESEBRNGRNIEE  ARTI—EEEaH
B% (p<0.0001) - B8 3214 2B iE B MR EHNE -
SESHEEENLE —EMESSRENLEME - TR

HEIRZEY) BINZEY) [ B AE
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Olmesartan medoxomil 40/

Amladipine 10 mg HCZ 25mg 8.4/4.5 mmHg

Olmesartan medoxomil 40/

HCZ 25mg Amlodipine 10 mg 7.6/5.4 mmHg

Amlodipine 10 mg/ HCZ | Olmesartan medoxomil 40
25mg mg

BEERTRERSR

8.1/5.4 mmHg

#FZSevikar HCT® A BB A B3EE AR A 2 B0 L T 3R (Se DBP) 3l A4 E UK 45 R

(SeSBP) - BREMIEBE N MIAR =R (A RS HEFHIREIAEG)] -

#ZSevikar HCT® A EAME R m B IR R A 2 B LA RE AL RIWHE - [REHIRE
TmAARRESR -

MHABAA0ME A\ 2 Bl B PI2 MBS RIER ) - fE24/\F5HBRE - olmesartan
medoxomil/amlodipine/hydrochlorothiazide 40/10/25 mg#E #0558 B2 B3 UK 4 BR PR MR E K
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