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M vidin nén Telmisartan 40 mg and Amiodipine § mg tablets chira

Telmesartan 40mg
Amiodipin 5mg '
(duri dang amlodipin besilal 6,935 mg)

Té dupe: Mannitol (Peaddol 20050), powdon K20/32, natr hydroxyd. megluman, magnes:
slwarat, brillant blue lake, and otnc khan
Wik vy nén Telmisartan 80 mg and Amladipine 5 mg tablets chira

Tedmisartan 80 mg
Ambodipin 5mg
(durr dang amiodipin besslat 6,935 mg)

T4 dupe: Mannitol (Peariol 200501, powdon K28/32, natn hydroxyd, megiumin, magnesi
shearat, brilliant blue lake, acd cinc khan
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Didu trj thay thé

Bénh nhin st dyng telmesartan va amdodipin niéng beil oo thé thay thé cic il phi hep
telmesartan + amiodipin mmmmﬁ&mﬂmﬁﬁm_uwm
én don hodc 1uan i ha,

Chi djnh bé sung

Telmisartan + amiodpan oo thé durge ding & binh nhin ma huyét4p khing duee ledm sodt ddy
diui-ﬁi;mdlﬁmtmm il

So sanh bbu ndng bkl vén ca¢ thanh phan (L teimesarntan va amlodipn) duge 30 e
Kkhi thay 84 idui phé horp o dinh. Khi phil ho vk m sing, o8 thi xem xét thay ddi e bip tir
béu phap dom i sang phbi hop by od dinh.
Mmmmmmmﬁmwmwmm&mmmm
nhwr phis, 6 thit dures chuyiin sang ding vién telmisartan + amodipin 40/5 mg, 1 Aningdy, giim
Iiéu amlodipin md kKhéng kim gdim dap img ha huykt dp dy kiln

Suy thin

Knang cn hiéu chinh liéu ddi v bénh nhan suy thin, bao gdm nhimg bénh nhan thim tich mau
Amiodipm v4 felmisartan khing thé thim tich (xem THAN TRONG)

Suy gan

€0 nhimg bénh nhan suy gan nhe &én irung binh, cin thin trong khi i dyng lelmisartan +
amlodipn. BYi vir telmesartan, liku lgmg khing duge vurgt qud 40 mg x 1 En/ ngdy (xem THAN

TRONG).

Chéng chi ginh & bgnh hin suy gan ndng.

Nouos iém

Khdng cn hiéu chinh fiby tr nhimg bénh nhan cao tubl
Tré-em

Telmesartan + amiodipen khing duere khuyén co ding cho bénh nhdn duén 18 tudi do thidu dir
lidu v tinh an todn va hiéu qua

CHONG CHI BINH

Qué mén vin lelmisartan, amlodipin hodc vin bl ky thanh phdn £ duge ndo cla thube
Qud mdn vén din chdt dihydropyridin

Mang thai.

Cho oon b,

R loan thi nghén maL.

Suy gan ndng.

She tm.

Sir dyng dding thiri vin cac ché phdm chira alskiren & nhimg bénh nhan tiku dutme hode suy than
(GFR <60 miiphit/1 73m')
THAN TRONG

Suy gan

Telmesartan: Tekmisartan hiu nhur urc thai inir qua mat. Bénh nhan o 1di loan e nghén mét

hade suy gan ngng duegre dir dodn sé Iam gidm &4 thanh thai, Vi vily, wén nén telmisaran +
chibng chi dinh cho nhimg bénh nhan nay

Vién nén lelmisartan + amiodspn chi ndn st dyng thdn trong & nhimg bénh nhin suy gan nhe dén
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Amlodipin’ Cling nhu 861 vér cac chét di khang canx, thén gian ban hly clia amiodipin kéo dai
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Suy tim
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nbng 44 kall huydt & bénh nhin c ey dugre Khuydn co L
Dva o Kinh nghiém stz 8yng cAC thubc tac aeg trdn renin angaolensin, wéc sir dung dbng
thér v e o bk Bt lodim Icall, chdt b sung ikal, chdt thay thé muti chira kal hoje cdc thude
Mﬁﬂmwmg@u[ﬁduww.wlﬂéﬂﬂnﬁﬂlﬂwmwﬂm
6 i duge phii hop thin tryng vén teimisarian

Khic bigt chiing t6¢

Viéin nén telmisartan + amiodipn o hebt Qua Khs didy b cho bénh nhan da den (tuimg 1 ngut
b nding 6 thip). Thm quan trong 13 vwéc Bm g huydt dp & nhimg béinh nhan da den &én gdn
g han huybt 3p dugre quan sat thiy & bénh nhan khing phdi ngun da den.

Khic

TMJhuﬁMnMﬁﬁmmmmmMMWﬁﬂgﬁ“
thy thé angiotensin dutmg nhur it hidu qud trong viEc pe
mMnhéanTmmﬁwmﬁwmnm p & Ahom bénh nhdn ting huyét
ap da den cao hon

Cling nbur bt ky W ha huyét p khdc, viec ha huybt 4p qua mire & blnh nhan theéy mau cuc b
hadc bénh bm mach do fudu may b thé din dén nhdi méu oo tm

Tré em

Telmisartan + amlodipm kndng dugc khuydn cao diing cho bénh nhan duen 18 tuds do thebu dir
Bu v linh an 10an va hids qui.

Tinh gy ung the

Khing o6 nghién ciru ndo v khd ndng gay ung thy dugc thye hén rén dang phii hop leimsarian
+ amibadipen. Dir bu phi Lam sdng che bimg thanh phdn dirge bdo cho bén dudi )
Telmisartan: Khing cé biing chimg géy ung ther & chuit cng vA chult nhit. Cc nghién ciru 2
néim & chudt cing va chuid nhit cho thiy khiing cd bt kyj sy gia ting khdi u ndo khi ding
telmisartan trong bira &n vir Gu n bugd 1 1000 va 100 mg/ kg ngay. Gi tn AUC huyét womg

& by cao nhdt xép xi 60 va 15 tin ca ho, buomg img, 55 vin gid In & nhimg nguén sir dyng biéu
€30 nhét duoe khuyén céo

Amiodipn: Dir idu biin lm sang cho thiy khdng od nguy oo déc biét ndo 66 vén ngutn dya trén
cac nghen oiru thong thudmg ve biém ndng gay ung thu. Amiodipin gdy ra kbl u & chudl
Ejg?ﬁmhz.awmmwm%mmummgmmmmum

Bfc tinh di truyén

Khing ci nghaéin ciru ndo vé ddc tinh di truybn duge bién hénh trén dang phéi hop telmisartan «
amiodipin. Di igu phi13m sing cha limg thanh phdn dupe bao cio bén dud

Telmisartan: Telmisartan khdng et ddc inh di truyfn qua mot loal cac 8t nghibm vé sir 834 bedn
gen va djt bikn nhibm sic thé

Ambadipiny: Armodipin khbng phai b e 14 i tnuyén qua miitloat cac xét nghaém vé sy 46t bin
gen v ddl bién nhiém sic thé

S DUNG THUGC CHO PHU NI CO THAI VA CHO CON BU

Phy nir e thai

Anh hurémg i telmisartan + amiodipin trong thai ky chura dire biét Khdeg oo cac nghidn el

MlmmwméﬁcmﬁmﬂnﬁamMH-wW.

Khdng khuyén co ding thude db khang thy thé angiotensin Il & 3 thang dAu thai ky. Chéing chi

dinh thubc A1 khing Ihy hé angrotensan |1 & 3 thing gidra va 3 thang cudk thai ley. K durot chudn

doan mang thar, nén ngung ding thudc i khang thy thé angiotensin Il ngay 13p trc va thay thé

dibu tr khae. Khi phat bién o thai, nén nqung d mmmmgmcanitﬁc.mwww

mé &4 diing chil 84i khing thiy thd angiotensn Il can durge theo doi chil cha vh ndu chimeg ha
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y hu qud gdy quai thai, nhung 84 cho thdy sy ddc bdo thar

Amlodpin: O b v mit vii inrmg hgp mang thai b ding amlodipn kndng chi ra ring

amlog:pin hosc c4c chit ddi khang thy thi caler khac co 4w hurdng xdu ol sir khod ia bo thai

Tuy nhién, e3¢ thubc ndy co iém ndng gy gidm oxy huyét & thai nhi kén quan dén sy ha huyét 4p

& nguen me, va o thé o nguy cof sinh non ko dai

Cho con bu

Chura bidt teimisartan va hadc amlodipin o8 bdi bét v $ira me hay khong. da d6 chéing chi dinh
mﬁﬁWMnfaanlmmemmm.cxmhmmﬁiﬁmm
nghsén ciru Lic dyng ca telmisartan + amlodipin thang thén gian cho con bil chira dugc bén hinh.
Céc nghién i trén d4ng vit cho thay ob sy bii bt telmesartan vao sira me.

Phy nir cha con b hadc ngumg diing telmisantan + amiodipin hodc ngumg cha con bi ndu duge chi
dinh dang laimisartan + amiodipin.

ANH HUONG DEN KHA NANG LAI XE VA SU DUNG MAY MOC

KNng ¢ nghsén ciny ndo v dnh hirdmg trén kha ndng i xe va s dyng mdy méc dwre thye hién.
Tuy nhién, bénh nhin cin dugre bit ho oo the gap nhimg tac dung khng mong mubn nhir ngdt,

ngd, hoa mét, hode ching m3l trong qud trinh dibu 1. Do 66, cAin thin trong khi Lii xe hode
win hanh may méc. Néu bénh nhan 44 timg A nhimg tc dung khéing mong mubn ndy, nén trank
e viin ddng mao hibm nhu 14 xe hodc van hianh may moc.



tra chire ndng gan cb thé xbu . Amiadypin nén duge didu I cin Bind rhan ray va
r@nmmﬁmmmmzl&mmﬂumw[m 'mngm
ding). Telmisartan + amlodipin nén duegre 5ir dung cn thin & nhimg beénh rhdn ndy.

Téng huyét ip do hep dng mach thin

Telmisartan Nguy co ha huyl 4 va suy thin ndng o8 thé tang khi blnh nhin hep déng mach hidn
hai bin hage mit bisn ﬂnmﬂﬂﬁmwmﬁhﬂqtlﬁdhm
64n 1% thing renin-angiotensin-aidosteron. Tang creainin huyét thanh 3 dugre quan sif by frong
CAc Righin cin vir thudc ixc ché ACE & nhimg biinh nhin hep d3ng mach thdn fom hodc hai bln.
IRMMUmmndmaim nn dugre sir dyng e bdng cic wikn lekmisartan

Suy thin va cdy ghép thin

Khi st dyng wién teimisantan + amiodipin & binh nhiin suy gidm chire niing thin, clin fheo ddi ndng
88 kali v craatin Goh ky. Khog o ti ik vl vibe &7 dyung vibn iedmisarian + amiodpin & bilnh
i kol 4 g s aaghtss e g

il v chire ndng thim o thd dupe oy doan & nhimg nguen b mbe bann Tﬂum':

thim tach.

Amlodipin: Amlodipin duge chuyn hba phiin lbm thinh cie chit i khdng of hoat finh
win 10% uge bai bt dui dang khing abi qua nuere tdu. Sy thay 6 ndng 6 amfodipn rong
huybt tiromg khng kromg quan vin mare 39 suy thin o0 thé 8uoc siF dung & nhimg
i nihdn ndy wn b bink Bhedmg. Armiodipen khding thik thdem Lich.

Gidm thi tich nii mach

Ha huybt ip tidu chimg, 33c bidt i sau lhi ding by dhu bén, ob I xby ra & nhimg blirk nhda b
Jﬂmwmwwmmaﬁnmmhimmﬁuhmﬁm
b chily hode nén mira. Clin didu in nhimg tribu chimg tnbe tnsre khi diing dang phdi hop.

U chit kp hi thiing renin-angiotensin-aidasteron

Toimisartan: Nhor mdt b qud clia vibe te ché b renin-angiotensin-aidosteron tm thay o4 chire
néing thin (bao ghm suy thin &a:ummmamwﬂnhm.u: khi phis
herp vin cic sdn phim thubc dnh huimg dln b thing ndy. Telmisartan + amiodipin o i dege
diing chung viri ciic thude hy huybt dp khie, tuy niién vilic e chi kisp bl thling renin-

[vi dy bling clch thim mit chilt e chl ACE hode aliskiren e bllp wio mit chlt 8

angiolensin-aidosteron
khiing thy hé angiolensn ] khdng duge khuybn cho vl do 6 nén han ché cie invdmg hop duee
xiC dinh fiéng bl v vibe Iheo 60 chl che chire Al i (xem chiing v dinh)

Trong thir nghim ONTARGET, blinh nhiin sir dyng phé hap telmesartan vi ramipnl khing o8

thém ke ich g 50 v01 I phdp dom i, g o tng ty 4y mik chimg g kal hupdt, suy e,
i huybt 8 v gt 50 v nhom ding teimisartan dom 1 hodc ramipel dom ) (xem Tuomyg the
v et bogi thudc Khding nén diing Blng thi thube leimisartan + amiodipin va ramipr &
nhimg binh nhiln 4 kidm sodt huyllt 4. Cic tnrimg hop khic lich thich hi resn-angiotensin-

aldosleran
Tm;ammmmmmmmummwwmmﬂu
viso hogt ddng clia hé) renin-angictensin-aldasteron (vi dy binh nhdn suy bm sung fing hade
b thin bém &n, bao gbm hep 8dng mach thin). dibu 1 bdng thube (i dy e chib men chuydn
angiolensin vil thubc 84 khdng thy thé angaotensin If) cb bk quan da ha huyt bp clp, ting
truromg e, blu It hade hidm gap nhy suy hin el val holc 1 vorg

el tibs thiaziel

Vide 07 dung thube O ehll ACE hole chllt 86 khiing thiy thi angictensin, hudc khiing vilm
(NSAID haiic chilt e e COX-2) v tuide kot thiazed cing i lam thng nguy co suy thin
Didu ndy bao gbm wic s dung trong cic Mude dgng phdi hp e dinh ob chira nhidu hom mit loai
Pwdc. Ve si2 dung cic lop tubc dang phix hop nily clin & B3 v vk thea 88 nng 09 creatn
Mwm&wumﬂm.ﬁmmmuummmmmﬁm
thdn trong dic bkt & bénh nhin cao tulk habc nhimg bénh nhdn oo bk 50 by suy Tl

24 giér sau khi xudlt hign cic inu chimg ma khdng xie dinh duge nguyia nhdin im mach vl khing
¢ biling chimg Iam sing hodc bling chimg sau khm nghibm tr thi do nguybn nhin khc) &
bénh nivdin di thito durimg mé khing cd bn sir vh bénh mach vash hode nhdi mdy corim. (1 bioh
mwmm.mmmwﬂmmmmuuamﬂmm
fBodn.
Dvbu by vér thubc ha huyb! dp lelmisartan + amiodipin cb thé Lam gdm sy hng mdu mach vanh
¢ nhimng blnh nhiin ndy. Do 8, bnh nhin & thio dudng clin duge chiln dodn oy thi va duge ddu
i phi hgp trutre khi bt dhu deby 1 v telmisartan + amiodipin

Hep dding mach chi vi van tim, thc nghén phi dgi cor tim
Telmisartan v amlodipn; Cing nhu cic thubc gidin mach khic, clin chi § 8 bt & thimg binh
nhdin b hisp 8dng miach chi hodc hep van bm, hode bénh Iy co tm phi 8ol

Dau thilt ngye B dinh, nbde mibu cor b cllp finh

Khéing ch dir H:J?Mw vibe st dyng viln telmisartan + amiodipin brong au it gy khing
n dinh va trong sult gai dogn hode trong vbng mit thing sau khi nhi mdu co bm.

Amiodipin: hibm ikhi, binh nhdn, d3c bit L nhang ngun o bénh djng mach vanh ning, nhdn
Iﬁy&:ﬂ.lﬁﬁmhﬁ;munﬁ'ﬁnmnﬁdﬂﬂwrﬂcﬂﬁmﬁmhzm
wnw&:ﬁmﬁumuﬁcmmmummmﬂﬂm tic
déing ndy chura duge bibt b,

Mgumg ding beta-blacker
Ambodipin: Amiodipin khing phi 14 thulic chen beta va do d6 khing dupe béo chiing I cic

E&wdﬂﬂ:nwmmmm#mtﬁlwn&mm néo nhu fnéin
phil gidim din by beta-blocker

“UONG TAC CUA THUOC YOI THUOC KHAC VA CAC LOAI TUONG TAC KHAC

N thlly -] the gira hal
ity s & i e Wty phd i i ol phie Sy b i g b/
Tuong thc thudng gip d4i véi dang phdi hop

o gl Giry wode ! by lekmsartan +
rn T a0 oy i

Cie Bl b khd ndng gidm Dyra vio finh chdt due Iy s Pude, cde sén phim sau od
il i ting the dung 1 uﬁﬁau%ﬁm“:mnhm*
amiodpn, ¥ v Moo ra, ha huyét dp thé dimg cf the trdm rong hom do
e, cic barbturat, Bube Gly hesic thubc chéng trim cim.

Iﬂﬂﬁm

Sir dung dng thén cin duge B clp

Cac tude by huydt dp ke Taimasaran cb i ting te dung ha hupdt dp cia i ulk ha huydt

i

Khic

Cée tromg tic ihic o  nghla lm sdng chum duye e dnh. Vide sii dyng ddng théd ieimisartan

vin digonn, warlann, hydrociorothazd, ghbenciamd, ibuprofen, paracetamol, simvastatin vi
mﬁnmmhmmﬂmﬁﬂmmmdmw

2% ﬁmmmm twomg trong trudmeg hop dam i), chn iebm sos

ndng &) digamn rung birh trong huyt g iy bt b Gibu 1, K Pudu chinhs hoibe ngung s

dyng ding il Iekmesartan + amlodon

Thil brong frong s dung pihds Mg

mmrimmwnm;mmnmmtmbmdm
khing vidm, Bl (e ché COX-2 vl NSAID khiing chon lge) o khdi niing gy suy thin cap & bich
i by mlt nurdre. e hop chilt tae 8ng én hé renin-angictensin nhu teimisarian ¢ e oo tic
dyng dlng vin Biksh nhdin ding NSAID wi lelmisartan nén dugt cung cp nutre dlly 8 vi phii
thed 85 chirc ndng thin khi bt &y B I phds hop. Sy gum e dung cia thubc ha huydt dp nhe
temasartan bl cdch (e ohé g mach do prostaglandin 4 duc bdo cio trong qud trinh diky t
pidi hrp vl NSAID

Rampei: Trong mit aghuln cinu. vic 57 dung phdk hap teimesartan 80 mg x 1 ningly w1

mmqmm&hammmmhmunmbmuhm
il ramipnl 2.3 v 2.1 i, womg Ong. v Crmax v AUG cla ramipriat 2.4 vl 1.5 Bn, uemg (mg.
Ngurpe i, Crmax vi AUC i leimesartan gidm huomg (mg 14 31% vit 16%. Su ién quan lam sang
trong nghin i rdy chura duge it . KN @iy i phdi hp teimisartan vi rampe, ddp img &
ummmmummmmmmmmuﬂ#nmmupm
ndng 8 thudc irong miu vin ramspnl v ramiprilat khi o eimisartan. Phdi hp teimisarian v
ramygri wong I nghwem ONTARGET dd kim tiing dang ki kail huyd, suy thdn, ha huybt g va
nght 50 vin Som i biing temusartan hode ramipel (xem Duge by, Duoe déng hoc. teimsartan).

Do 84, ke rin 7 dyng dng thin beimisartan vé ramipr & binh nhin &3 obm sodt duge huydt
5 vi il gitn han & nhimg trudmg hop @i babt ke finh cin duge theo S chilt chié chire niing

thin
Lisvum: Sy ting nding 4 i huyl thanh vl dikc tich o B W phe e bdo c30 trong qud

trinh diing Bling i iihium v cic e Ot chl men chuyln Cc inimg hap cling
@ dugre bdo cio vin che hube 34 khing thy thé angictensin 1l gdm teimisartan. Do 8, thea i
mirc ithum huylt hanh duoe khuydn cdo trong qua trinh s dung phdi hop.
Tuomng tic vol amlodipin

Thin g g stk dung phds hop

B v nude budt Khiing néin ding vidn leimisaran + amiodipin vi burdd hole nude budd vi snh
kil dung cb il ting ln & mil 54 binh nhdn ndo 89 dlin din lm ting huydt dp.

Thude irc chi CYPIAL: Mt nghidn ciny & b nhin £30 hudi 43 chi ra rling diltiazem Uc chl sy
trao dh chdt cia amiodipn, cd I Bing cua CYPIM fndng 5 rong huylt huomg ting khodng
50% v ting k¢ yng cua amiodipin). Khd nling e ch CYPIAA manh ham (nhe keloconaol,
itraconarol, stonaver) &6 B lim tirg ndng A3 amiodipin trong huydi fuong & mie 84 cao ham
iazem khing Il khing dl clp. Amlodigin ndn duge sir dung thin trong ki phi hap vin cac
chllt (e chd CYPIM.

Thube clm gng CYPIA (Muude cndeg co gult (vi du carbamarepa, phenobartutal, phenyton,
phosphenylon, prmdon, fampon. hypencum perforatum) whe: s dung phés o o (hd Lim
gidm ndg ) smiadipn trong huylt fueng. Theo 46 lm sdng duge chidinh, o8 thé higu chinh
iy amiodipin kong thin gan S b v Pudc cim img v sau ki ngung ding thudc. Amiodipin
cln G s dyng hdn trong s phdi hgp v thudc cdm ung CYPIM.

Sir dyng ddeg thon e dupe b clp

Servastain Si dyng ddng in amiodon v Smvastatn 60 meg lm Ling nbng o4 simvastatin
:mmxmmn.mmmﬁmmommmm
2

mﬂci?ai-rqmmmﬂh thc dung todn thin cla oclosporin hodc
tacrokmus ki phds . Thudng sy N0 B nding &) ociosporin vl tacrolimus trong huydt
1o v hsbu chind by ey dugre WPuyen o,

Khic:

Trong iy phdp don i, amioiipe duge siF dyng an iodn v tude ol By thiazd, thede chen
beta, thullc irc ché ACE, filrat et POl Bnh lubo dai, nérogiycenn ngdm dudn kuin, digoxin,

atorvastatn sidenat, Tubc khang aad nhdmimage, ametdin, thude khang viém
khdng sterosd. khang Sinh v3 e hg duong huyét dutmg uling. K ding phés hop amiodipn va
sikdenal méx fhudc 08 B dyng hg huylt ap dic

Théng tin bd sung

Vide wing ddng ihis 240 L nsoc e bun vén by dom 10 meg amiodipin & 20 tinh nguyn wén
mmm_ﬂhwmu&ma&mammuhmmm
s Ly i ok syl Lo doiafoe iy s
50 dyng digouan hodic &

i dupe ing Moc Boc Ao hee hoc ala cic ol ndy - e




TAC DUNG KHONG MONG MUGN
Dang phdi hgp lidu b dinh

Siy an toan va khd ndng dung nag cua vein nmhlm+“m"ﬂmdamgﬁm -]
nghidn ciru IAm sang cb kibm soal vén han 3500 binh nhde, trin 2500 ngue due ddu tn v
tetmisartan phd: hgp amiodipin. Cde tac dung khing mang mude dugc bao cdo trong cdc thi
nghiém 14m sang vini telmisanan phéi hop amiodipin At rinh bay du day theo phan laai hi co
quan

Cac tae dung khéng mong mubn dugc sap xlp dudn dang nhom (A sudt sir dyng nhu 5ad R
thirmg gap (21/10), thirdmg gap (21/100 dén <1110} il gap Lem 0100 dhn < 1/100), hibm gap
{21110 000 aén <111 D00Y, rd1 hubm gdp (<1/10 004), chua bid] (khdng th we linh tir 4 WU &
sin) Treng mb nhom 14 sb.14C dyng kndng mang mubn dudc trinh bay theo thir giam ddn
Nhidm khudn v nhillm ky sinh ining

Hiém glp Wwm bang quang

Ré fogn tAm this

Hidm gdp: Tedm cdm, lo ling, mdl ngu

Fick fogn M thin kink

Thirdmg Ching mat

Jlgap Budn ngl, dau nira dd, dau dho, di cdm

Hibm gap Mgt xiu, biin ty thin kenh ngoa bién. ha huyit o, ik loan v glac, run

R loan thinh gde va b fa

Khang thudng xuyén: Chang mail

Rl loan um mach

It adp. Nhap lim chdm, danh irng ngyc

R togn mach mdu

It g’ Ha huryt p. ha huydt ap thit dirmg. 86 bimg

F‘i'ban héx hip. lng ngue va tnng thél

It ghp Ho

foan tbu hog

it gip. Dau byng, bitu chiy, bubn ndn

Hobrm gdp O1 mira, v ign phi dai, chimg kho biéu, khd migng

Ry ipan da v md dude da

It gap: Ngira

Hiém gip: Eczema. ban 8. phat ban

R loan oo xutmg v md hin kél

It gap: Vigm knhdmp, co thilt co (chudt nit), dau co.

Hiem gdp Bau lung, daw chi (dau chan).

R loan thin vé bél nigu

Hidm gap Tidu dém

R4 loan tuydn vi vd hé sinh sdn

It gdp: RS loan crrong duramng

Fedi fngn tng quiat vé tinh trang taf dixomg ding thude

Thurdmg gdp Phi ngoai bidn

It gap: Suy nhuere (yéu), dau ngue, mét mdi, phi nd

Him gap: Khé chiu
Xet nghem

it gap Tang men gan

Hibm gap: Tang acid unc huy#t trong

Théng tin ba sung ddi v thude phéi hop

Bhis ngoai bibn, du chudn phy thude tic dyng khéing mong mubn cla amiodipin, duge nhin thdy
thiremng xudt hién & pénh nhdn duge didu tn vin thude phii hop teimisartan+amiodipin vin

ty & thp hem & ahing bénh nhan chi nhan dibu In ven amlodipin. Cac chimg bénh 8n quan dén
phi {phis ngoal bién, phi thng quit va phid nd) thurdmg xuft helin it ham & nhimg Bénh nhan ding
thude telmisartan+amiadipsn ki o vén nhimg bdnh nhdn chi ding amiodipin 10 myg. Trong thr
nghitm thidt ké giai thira, ty 18 phis 14 1,3% vin lelmssanans amicdipin 405 mg va 80/5 mg,

B,8% win belmisartanamiodipin 40010 g va BO/MO Mg va 18 4% vin amiodipin 10 mg. & nhimg bénh
nhan khing duge kim sodt véi amlodipin 5 mg, t 1§ phi 13 £,4% win libu 40/5 mg va BO'S mg vi

24 9% 360 vin amiodepin 10 mg.

Théng tin bé sung déi wér timg thanh phin thude
ra-,dgngumgWmmmammmmﬂymmeMhph&an&nﬂ
Bi#t {amiogipin hodc telmisartan) cb thit L AhGng tAc dundg khong mong mudn tdm dn voi viea
telmisanansamicdigin, ngay cd khi khang duge nhdn thiy trong cc thir nghibm IAm sdag hojc
Lrafg Ui giam hdu mai

Telmizaran
Cacétacﬂungknhngmnqmuﬁnth:;aduq:éhaﬁt.aolulldmlﬂvmwmlsmmnngmiﬁmlang
huyet ap, kh pigt guan hé nhin , nhur sau

Nﬁmﬁ@mmwsm U :Hnui-m khudn bao gbm i vong, nhidm khudn duémg by
{nhur vigm bang quang). nhifm khu durtrng hé hap tré, vibm phé quén, nhifm knudn, 4p xe,
vim lai gilra. _
Rd-mnammmauvawW.mh%mmmdué-mn,mwdu

R loan hé midn dich. Phdn (mg phan vy, qua man, d ong

Réi Inan dinh dutmg va trao & chir, Tang kall méu, ha dwdng huydt (¢ bénh nhan dai thao
duémg). bénh gout, ting cholesters!, d4i thaa duing

R loan tam thin Kich ding

Ré loan thy grée Ré loan thm nhin, viém ki mac

Ré loan thinh gide va oc taf: U tai, dau tai.

R foan bm mach: Nhyp tm nhanh, dau thal ngye,

R mach mau loan mach mau nao
Rédmm‘;:p.ﬂdngrmwvﬂhmﬂdr.ﬁhblh&.he_nsuﬁndaumélngw

R Ioan idu hia Dy hon, khi chiu da day, Lo bon, vitm da diy, bénh b, vigm da day rudl, vidm
rubt. tréo nguot da day thue qudn, dau rang

Réu foan gan mak Chirc ndng gan bt thwdng, rbi loan gan®

* Hhu hét cac trueng hop bt thueng chire ndng gan' réi loan gan sau hju mai v telmisartan xdy
ra & bénh nhdn & N3t Ban, nhing ngudn & niméu khd ndng gdp céc kac dung khang mong mubn

nay.

ﬁ%mﬂ vt mb ducn da Phis mach (géy Iir vong), tang bt md héi, nds may day, ban thubc, ban
da do de 1b, viém da .

R loan e xuong khém v mé hdn két: Dau gin (vidm ddy chiing ¢t cic ndu chimg), wem khirp
Rt loan Gél by vA thin Suy thin ghm suy than cAp (zem tném phiin THAN TRONG), tn sudl
by dém

Cae rth r Bénh nihir eam, dau, 4

et n-ghﬁ g.’?&"ﬁ"mwm creatinin huydl lirang, ting creatin phosphokinase huydl
lurerngg, Bdt thirdmnig ECG.

Am

Cacm khiing mang mudn khae Suce bao cao xult hin khi don trf voi amiodipin, khng
phan it gquan hié nhan qud. nhur sau

Rt loan hé mach midu vt Mcﬂ: Ruyér Giam bach chu, giam béu chu.

Réi fogn hg midn dich: Oud min

Réi faan dinh dutmg va chupdn hoa. Téng dutng huybl, bibng an

Ré Iogn 14m thin. Thay abi tm trang, tinh trang ri lpan, gidc mo bil thudmg, ri logn nhén cach,
cAng thing

Rﬂw hé thin kinh' R loan ngoal thilt

R loan thy gedc Thi ec kém, itk Wik mac, mhin ddi, dau mat

R thinh va e tar U la, chang mat

R ﬁ Lm m?::c A mau o bm, lagn nhip, nhyp rkanh WL, rung m o, nhip im nhanh
B lman mach mau Vidm mach '

Kb o g kb o 8 o g 5 ) NG 79 W6 By @ Kl el O/
(97 5% €1 0 93-1 12, p (khbng kém hom) = 0.0078). KA i kii gvn han trén ala KTC 97.5% thép
hom biBn 88 khang kém hom duge kG Ginh trtre 14 1,13 va ged ) p &0 vin bubin 80 kndng kem
hom 14 durmi 0.0125 trong cil phin tich ITT va PP, thir nghiém 43 thanh cing trong villc chimg minh
sy khéng kém hom coa telmesartan £0 vin ramipnl irong viée mmmlmumsarqqﬂnh
K1 131 v tinh kivbrig kém ham dugre tim Ihdy vin 10 tai sau Khi hi8U chinh s bdn thién cia
tuy 4p 1Am thu ban d4u vA theo thén gian. Khang oo syr khac bt wh chi béu ldm mgmmT
chc phiin nhom dya trén whi, gn tinh, chiing b, Ty phap phdi hop ban du hode bénh
Taﬁrm!am:ﬂnquuq-cnm!h&-.-ea-hltumImwnwmlﬁnﬂﬂwmwmm
dmhnut;r..hang.{.mmwmmmam_nwmwmmwmmvawqug
98y tir vong, chi sy chinh trong nghién ciru tham chebu HOPE, i danh gid hitu qud aia

50 win gifl duge T4 14 nguy 6o ITT e leimisartan so véd ramipnl 68 vér chi tidu chinh ndy frén
ONTARGET 13 0 99 (97 5% CI 090-1 08, p [khdng kém hom) = 0 0004), va dugc xéc nhjn bén ty
18 nguy cor PP 1,00 (97 5% €1 0.91-1 11, p (khdng kém hom) = 00041,

So siah phdi bop telmisaran vk mmpal ves dom 1 rampnl.

Wide phi hop tatmisartan wii ramipl khing Lim Ling tham tic dung cha ramipn! noac
teimesarian, do do khdng thd chimeg minh tinh uu vt cla sy phii hop ndy. Ty 18 chl thu chinh 14
16,3% ¢ nhém phéi hop tetmisartan va rampnl, 5o v nhom telmisartan (16,7%) va ramipnl
{16,5%) Ngoalm,cﬂﬂ'hmLilﬁ@ohund&nghlﬂt&nghﬂnﬁu.mﬂﬂn.h;hw&lmvsngﬂ
a8 virl nham sir dung dang phi hop. Do 86 vile sl dung phili hop telmisartan va ramipn khiing
durge khuydn 4o cho dbl tugng nay

Amiochpin b
Amiodipin 14 chit (e chd déng cala cia nhbm diydropyridin (thude chen kinh Lam chdm nhp
hode chit &8 khdng won calel) va te chlb si tham son cakol qua mang bim va oo trom mach miu
Cer e ehdng ting huydl &p cia amiodipin | do Lic dyng gidn nd tyc bép Inn oo fron mach mau,
dn dbn su sy 00 mach méau ngodi vi va hg huyét 4p DI By thye nghidm ekl ra ring
amiodipin gan k&t vir cd hai vj iri bin kit dilydropyridin vA nondinydragymidin Amiodipin 5

khd nang lua chan mach mau heeng ddi, € Anh hudmg ndn che 6 béo oo trom mach mdu nhidy
Tharn trén 1A bao oo tim.

& bénh nhdn cao huydt ap, ding hbu mot 3 mdt ngdy lam geim huyt 3p dang ké trén 13m sang
& ¢ il néhm wa 1hé dimg trang khadng 24 gier, Do the dyng khén phat cham, ha huydt 4p clp tinh
khting phii 13 mit dic linh cia vide sir dyng amlodipin. {

& nhing binh nhdn ting huyét 3p co chire ndng tﬁn Binh thudmg, hidu St i cla amisdipn am
uuamwﬂﬂmmmmnﬁumwum U than va luw lrgmg midu ddn théin hidu qua ma
khéing tha Ty 14 Igc hodc proten febu
Amlwnimwunqmdhbélkiucmmnhdnhﬂngmmnuhu:m
i gt uydt twromg vis phis hirp cha nguin bénh hen, 4 thao dubng va gout

Sir dyng cho binh phdn S0y m

Nghétn cins huydt hpe va cic thd nghidm 1am sang ob kidm soal thes NYHA & nhimg biénh nhin
suy tim @) 1i-V 3 cho thy amlodgen khdng gy suy gidm Lm sang kh do dung nap win ding,
phan sudt tng mau that irdi va tridu chimg 13m sang. Nghidn cinu o & chimg gid durge (PRAISE)
duoc thibtkd 84 dénh gis binh nhin suy tm @ II1-V thea NYHA kb ging digen, thudc igi tidu
v thude ire ché ACE dA chi ra ring amiodipin khéng lam ting nguy e tir vang hode tir vang déng
Ml\-abarmsuﬁlwu?m ;

Trong nghidn el b kiem 508t gid duge, 13u dai, lién bec (PRAISE-2) cla amiedipin & nhimg

bltnh nhan Suy bm a9 11l va IV theo NYHA ma khiing ca tndu chimg Lm sang hodc cac phat mén
khach quan bénh tém An hode tién tidn, ity 8n dinh clia nhimg thudc (o chit ACE. digitalis, va
thudc lgn i, amlodipin khing b Aah hudmg dda 1 veng da tim mach todn bé. Trong cling mét
dd rgng nay, amiodipin b bén quan dén wikc ting phi phi mac du khing cb s khac nhau ding
k& gitra 1y 1 suy bm ndng sa vén gid duge.

DAL TINH DUFO'C DONG HOC
Duge ding hoe cia ihu phéi hop. .
Ty 16 v mire & ndp thu vién nén phéi hop lelmisartan+amiodipin twong dwong vén kha dung sinh
hipe cua telmisartan va amiodipn khi S0 dung néng beét. Nghién ciru sinh khd dung (1235 12) duere
thipe heén vii vide phdi hop lbu cd dinh d4 chira wibc ding wén telmsartan+amiodpn 80010
g veri blra &n gidu chél bao 1Am gaam tng didn lich dudi duting cong thén glan- ndng dé trong
;&zéllm{hUijaCmdﬁvmteirnasﬂml&nlumhméngz-ﬁ.ﬂm.

wién amlodspin, AUC v Cmax khdng by thay dd: (xem Libu liromg va Cach dung). Tuy nnis,
it dén duding cong dap dng iy duy bri va pham v didu tn ring cla telmsartan, dnh huimg cla
mwghémuﬁﬂdmmn@cnlamnqmmﬂymngménu}u 123512 ¢t thé
chuyén [hanh nhimg khac biél nhd 5o véi hidu qud ha huyét ap, khiing dugc ool ka o bén quan dén

[8m sang, kKhing hefu qud, clng nhw khing an ioan
Durge dng hoe coa nhimg § dom tq
Hdp thu

Telmisartan: Sau khi udng lelmisartan, sy hdp thu xdy ra nhanh (imax dao ddng b 0,5 dén 2 gir)
méic dil hegng hip thu thay abi. Sinh khi dyung tuyit dd cla teimesanan duge cho thay 13 phu thudc
Iy Sinh khd dung tuyét ddi trung binh cda telmisartan 40 mg L 40%, rong kha 9 sinh kha dyung
tuyt 341 trung binh cha hibu 160 mg L khodng B0%

Khi sir dung lelmisarian chung wén thire &n, vwidc gam dién tich dun durtmyg cong niing d0 trong
Ruylt romg (AUCD-=) cida tedmesanan dao d4ng hir khodng 6% (bu 40 mg) dén khoang 19%
(i 160 mg), Sur gidm nhe AUC khing gdy gidim hidu qui dibu i) Do 44, teimisarian o thé duoc
uéng trong blra &n hodic khbng

Amlodipin Sau khi ubng lidu dom amiodipin, ndng dd dinh amindipan rong huyét tromg dat duoe
frong 612 gitr. Sinh khd dyng tuydt dd duge finh by 4% din 80%. Sinh khd dung clia amiodipn
khiing by dnh hudmg bén thire An

Phin bd

Talmisartan. Telmisartan cb & lpe cao vin probein huydt twong (> 99.5%), chi ylu L albumin va
ghycoprotein alpha-1-acid. Thé tich phan b4 & trang thai n dinh trung binh (Vdss) xdp 1 14 66
Likg

Amiodipin: Thib tich phan b cla amiodipen xdp xi 21 kg Cac ngwén curu in vitro cla amiodipin
m y khodng 97,5% thude hru hanh duge bdn kil wén protein huy$t luong & bénh nkdn cao
ap

Chuyln hoa

Telmisarian: Telmesaran krdi qua qua trinh trao dds chit in ddu dang ki do lén bop vai
acylgiucuronid. Khing b tc dung duge ty ndo duge bidu hedn cho sir lién hop Telmisartan khéng
durge chuydn hida bér hé thiing cylochrom P450

Amiodipsn: Amiodipin L mdt chit chuydn héa & gan thanh chii chuydn hda khing ob tic dung
(khodng 80%)

Thai trur
Teimisartan: Telmisartan dugs dic tnmg bin duge G0ng hoc phan ra theo ham md binh phuong
wiri thin gian ban thai cudi cing cla chu brink 183 - 23.0 gio

Néng 38 huydt tuong 1& da (Cmax) va, & ndng db thip hon, didn tich du dwemg cong thén gan-ndng da

trong huydl turong (AUIC) Lang Khdng Iuomg xung vin idu. Khdng oo bang chung vé sy
tich liiy lelmisartan lkn quan dén lm sang trong khoang kéu khuyén cao. Sau kiu udng (v bém
tinh mach}, tefmisartan gAn nhur durgc thi trir qua phin, chi ybu dut dang khdng dd. Lugng ba
it qua nudre tidhu tich Ky La <1% bl
Amicdipin: Thdi trir amiodpin tir huyt beong gdm hai pha, vir thén gian ban thdi pha culs kKhodng
30 dén 50 gitr Nbng a0 huybt tuong trang thas &n dinh dat duc s-aumnunqmu\khénlu:uo:i
7+ 8 ngay. 10% amiodipin ban d8u va 0% chdl chuydn haa amioden duoe b bt qua nude
Dure dding hoc ddi vin nbam bénh nhdn ddc bubt
Tré e (duerd 18 twdi)
Khbdng co dlr by duge dong hoe nao 31 vir ad tupng trd em

n

Tetmusartan Dugre ding hoc cha lelmisartan khdng khac bl gilra bénh nhdn nhi va nguen ion
(bénh nhdn irén 65 tudi)

Amsodipin: Thén gean dd dat nding 8 dinh clla amiodipn huydt tuomg lrong t gidra Dénn nhan
nhi vid nguen km O mm.ﬂmrwmmmmgm,mmnn.@m

L e e
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Todn than Dau 3ém. tng cdn, gidm cin g ety e ey l

QUA LIEU VA CACH xUr TRI
mdmu«d Bbu abi y fribu

qu il lalmisartan+amiodipin. CAc ddu hiu va cia qud
*quﬁmmuﬂ:mmuwmc&wﬂnmwﬂqﬁ-u
Wm“ﬂ“hmwnm;whmmuﬂwm&wﬂ
Isbus amiodipin o4 th din dba gign mach ngogi bibn qua i v c6 IhA phan xg nhwp m nhanh
Tang il P 9w chimg tut bt 8o g g k80 84 va ¢ ks N bep gim sé Bl 17

wirl ¢ co chil b sung o kibm sadt huylt p & Ahlmg
bénh nhiin thag hiylt 8p vo cdn 84i khang thy thé angiotensin Il, lelmsantan vh Hubc chen
ki calci ditydropynidin, ambodipin. Sy phéi hop ndy o8 Lc dung ha huylt &p cfng hap, 1am

g huybt ap 1 hom s vén mdi thanh phin

Ding phéds herp teimisartan va amiodipen mét An mii ngly tm gdm hibu gud va 8 dinh huyll p
trong khodng by dby trj 24 gur

Telmusartan

Tﬁwwhmﬂd&mmﬂmummmH%””ﬂhﬁimﬁd‘m
whng. Telmsanan canh tranh angoiensin 1| 80 i e fit cao L v I gan kil vao thy (R ATY. th
lhédwbjdﬂnhémd‘ncbchoaldﬁngdﬂb&[uﬁamgom«ﬂl.lﬂmmmihﬂﬂh!l
Iy heat finh chi v3n timg phln ndc & ty thd AT1 Telmisarian [idn kit co chpn loc win thy (h
AT1 v kéo dan Tetmesartan khing e 4 hre vin e thy thé khac, cng nhur (e chdl ranin
nﬂumbwmmmmuww Hedu qud 13m sang cf da quan dén viée chen thy
i AT1 1 gidm huybt 4n bang cich (re chd co mach irue Bbo gy ra bdn angsdtarsm || din dén
1am gdm sy oo mach Trong khi didu trf bling teimisartan, viéc logi bd phan bii &m cla angiotensin
1 & wert e bt renin K tang hoat tink renen huydt tuomg, dlin ddn ting anguatensin 1l trang
huydt vong . Méc du ndng 38 renn tng, hoa! tinh chiing Ling huyl o va guim ndng a0 aldosteron
@3 cho thiry wéc chen thy thé angiotensin Il cb hitu qui. Telmesartan khdng Ue chit enzym chuyén
anghotensin (ieninass 1), enzym ob the dung lam gabm bradyiunen. Do do kivding ob khd ndng cic
mmhmmcwmmﬁggfmné

7 raguitn, tebai B0 Mg 1ekmusartan (e ehd gin nhu hoan 104N tac dung gay tng huyét 4p cua
angotensin |l Hidu qua ve chil Suge duy t rong 24 g vl viln SAnh gu durge dén 48 gy
Sau ki dung by d3u cla telmsartan, khén phat tic dyng ha huydt 4p xdy ra dbu djn trang wang

3 i Téc cyng ha huydt ap 1 da thudmg dat dugc sau 4-8 tuldn sau khi bat dhu @by ty va duge
duy tri trong Sy Il dds han

Tac dung chiing ting huydt dp ko dai lén tuc rong 24 ger sau khi ding thude va 4 gitr culi tnrge
ki dung ldu o theo khs do huyit ap thi dung. Vitn vilke theo dd huydt dp thé dung va do huyél
ap thurtmg xuydn 1y 1§ bidn thebn huydt 4p 24 getr thung trbn 80% 34 win i huyét 2p tam thy
(SEP) v &p tAm {DBP) sau khi dung by 40 mg vA B0 myg lelmesartan trong nghién
cury Lm sang gl dues o soat

€ bdnh nvdr tAng huydt 4p, lelmesartan kim g hiyet S0 thm thu va tm treong ma khidng dnh
hurimg dn nhyp tm. Hsdbu qud ha huydt 8p cia telmesantan khdng phy hude vae gan Linkh hodc huds
va Py qud Tromg duomg win cac thudc dic g Ehude cic nhom thudc ha huyet ap khac (durec
chirng minh rang cac thir nghidm 1Am sang so sanh leimsanan wn amicdipn, alenoied, enalapril,
ramupn, hydmocorpteand, hsmopil va alsanan)

Diéy tn bdng lelmsartan 43 dupc chi ra treng cac thir hghedm 3m sang co Lén quan dn vt gedm
c ¥ nghTa thing kd khés ygmg (hit rai var chil sé khds luomg Thill s & bénh nhiin ting huyit ap
va nhds mau thar tral

T4 b ho khan giém dang ké & nhimg bénh nhén ditu n bAng talmisartan so win nhimg thubc ue
ché men chupén angiotensin trong cac thiy nghitm 1dm sang tnge bép 38 sinh hai phuong phap
didu tn ha huydt ap

Phong nglra i vong va lir veng do tim mach

ONTARGET (On gowng Teimisartan Alone and Cambwnabon with Ramsphn| Global Endpon!

Tnal) so sanh hbu Qua cua telmisartan, rampnl va sy phds hap teimisartan vén ramipril Urén két

qua bm mach & 25620 blnh nhdn b 55 tuds tn lén o b s bénh ddng mach vanh, dét quy, ai
bl mach mau ndo, bénh mach mau ngoal biéa, hods binh 04 thao dudmg ¢ thn thuang o quan
dich (vi dy bénh wOng mac, phi dai that trds, albumen macro hodc mecroalburrin nifu). dai ddn cha
midt phdn im cic binh nhan cb nguy of tm mach cao

Cac muc béu bin phat cda i nghedm ONTARGET La xac dinh wisc (a) phds hop dida tn
telmisartan BO mg va ramipn 10 mg c& tht nam dom i ramepnl 10 mg hay khiing v néu (b Lac
dung ¢0a telmisartan BO mg khdng kém han ramiped 10 mg reng gidm chi Léu lm sing chinh L

tir vong do tim mach, nhdi mau oo bm khang gay hir a4 quy khing gly r veng, haae nhdp
widin do suy Um sung huybt. Nhimg thd nghidm gad 1 durgc thire hin bang cac ty Wy nguy oo
wa cac phan tich thién thén gran-tukn od (Kaplan-Meier)

Cae by enwdn 10ai ru bénh nhan chis yéu bao ghm: suy tim oo thilu chumg hode Sac binh bm dic
Futs kidc, e Indu chomg ngdt cia binh ein hec chua bubt hodc ob ki hoach phiu thudl bm trong
3 thaing dau ki bt Ahu ngnudn iy, 1ang buydt &p khong kibm sot hode G0t quy do xubt

Ihyel

Bénh nhdn duge phdn rhdm nglu nihién vio MOl Fong ba Sy I sau tedmesartan B0 mg (n
=85¢2|.ramard1l}mq[n-am}noacpr&hppulmanmmmmm:n'-
E&DE]vamgunm%Wl\gimaaudel;;fﬂnnBﬁmnqhﬂnu.rulll’ﬂ-‘ﬁm.hﬁ
wen da 14% chiu A va 43% 651 n
?gangmmﬂ;.?mmmnutnws:w.nenhmmmmnmmmlummmmﬁ
tidn s0r Cao huyl &p gy nhidn va tnin 14% & Puydt 39 e 1 > 120580 mmbg. Taithin

ban ddu 1 16 Hénn nhdn co bén sir mac béah by EUeng 1 38% va tnin 3% ob ndng 80
ahucase huybt luc 8o can. By in ban dhu bao gbm acktyisaboybc acxd (76%), statin (62%). betablockers
(S7%). th chpn kénn calo (34%), nirates (29%) va thudc ke téu (28%). !“_
VI ik this dib ] it telmisartan 14 hom woi Famiprl hode sy phél hop cia (simsanan
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Bénh nhdn suy thin
Tebmisarian Ming 0 huyit tiromg ihdp hom duere quan sat iy & nhimg binh nhiin suy thin (38
thanh s ermainen 30-B0 mLiphin) dang irik qua gus trinh chay [fdn, By nhsdn ddu ndy khing

minh § nghia IAm sdng. Telmmartan AT gdn Ikt chit ché vin clc profen huydt fomg &
e A romg suy gidm chae ndng tigin v khdng thd phue héi bding cach chay thin Than gaan ban
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dung tuybt 8 18n gin 100% Théri gian bédn thii khing duor thay b & bénh nhdn sy gan

img bl fihdn suy gidm chim ndng gan 48 Lim gdm 33 thanh ihis cus ameodipin

win kit qua Lam ting AUC khodng 40-80%
Thir nghwhm Lim sang
Vil néet Lelmisartan ¢ armiodipen
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Hidu qus cia teirmisartan + amiodipin trong Sy i Bing huydt dp 33 duroe ngheln SRl tnkn hiom
3400 bnh nhan trong ba nghidn cum md G ngdu nhin |mat thir nghebdm oo & chumg-gad dugr
v hai I Agheém cb b crumg- thudc thilt) va trdn 1400 bAnh nhin trong A ln thir nghalm heo
o8 khdng mu. Tang hupdt ap WAm tha dom $4¢ & ngutn 1m W nhe San ndng (fuydt @ W truomg
lrung binh 2 95 mmbig i < 119 mmig) duge ghn nhin brong Bar ngnam &ln churnag, i duror
Trong hai (i nghidm ch 80 chimg-thulic $aE, nhdn Thily ngus 1om o8 Rurdt 4p 1am in w?'.w
binh 2 95 mmHg (ndu dibyu i ha huydt 3p) Rodc 2 100 mmHg (néu khdng Sy 9 ng e
d'llinglarigm;gl ap) v ciing ikhéing dip tmg ddy di thuyt ép tm trong trung Bink 2 30 mmHg)
$au 6 ludn dom in kihding mu win amiodipm
Tibu chudin loai trr ca cac thir nghedm phd hop win Chdng chi Sinh va cac difu lndn dirge bt k8
trong mye Than trong BA&h rhin ting huyét ap thir phat, tng huydl ap khéng kém sodl va suy
tm sung huydl ¢ tndu chirng A3 due loa Iy Khding 0o Aghibn TUu nao dupe thye hun cy ihd o
nhdrng nguren khéng dip ung v telmisartan Hidu Gull vA tnh & 1040 ua vdn nen [pimsanan
amiodpin 50 vir don i by bang tetmisartan 43 dugr chimg minh frong nghién coru B hop nhom
8% chimg, nhém ot 48 chung. g dum trong il
Céc nghidn ol 1 hop 3 chumg. S ehung- gl dute. ml 6ds, ngdu nheén, da trung tim trong &
tudn, 1451 bénh nhin ling huyét 8p nhe dda Adng (huylt 40 tm ! huylt 8p 14m B trung bin®
153,27 101 B mmig) b qua gua doan & chung gud duree ko di 3-8 hullm 38 lom bo L ca cac
thude chilng ting huydt ap tuere khi ho durgre chon ngdu nhedn g4 didu tn mé nogt ddng mu ds
Didus trj widn mdi bitu phéi hop cla tebmesartan + amiodipn gdy GAm huybt ap WM Hu vl huydl 33
14m thu nhabu hom v By 18 kidm sodt can hom 3o win cac thube dom i T trang 1mg
Céc phbi hop telmesartansamiodion cho thiy gidm huwlt dp tam thetim fregmg irong khading B
Sdu ) -21,80-16.5 mmiHg vin 405 mg. 22 11-18 2 mmig vin B0S mg 24 7720 2 mrbkg win
400 imeg; 2645201 mmibg vén 80.0 mg
Ty lg bdnh nhdn dat huyét 4p Bm inreng <30 mmiHg khi st dyng phd hop Ieimisarian + amicSon
L 71,6% veri 4075 mag, 74.8% wani BV ma, B2,1% wen 4010 mg: 85,3% vén 8510 mg
WM&t nham nhd gbm 1050 bénh nhdn rong nghsin ciru oo ting hupdt dp fr trung binh dén nang
(DBP & 100 mmHg)L & nh(ng bénh nhin o8 kna nang cin nhidu hom mét hubc chang tang huydt
ap 4 dat durgre huybt ap muc by, thay Sy tung Binh huySt 3 Gm S tam tneamg ki siroung
iy phap phis hop et endra amiodepin 5 myg (-22 2/-17 .2 mmig win 40/5 mg. 22.5/ -18,1 mmHg
vin BO/S mg) co thid bang hodc nivéu hom 50 win nhimg thay dos duet Um thidy kh sir dung
amlodipin 10 mg (-21.0 /- 17.6 mmHg) Phdn km hiéu qud ha huydt 4p dat duge reng vong 2 1udn
sau ki bt ddu by tn

Theo di huydt dp ty $8ng (ABPM) thue fedn trin mdt nham nhd gbm 562 bénh nhdn 43 xic nhin
k&t qua lé gidm huyét ap K3m th va tm tuong ong swult thin gran gung hube 24 gi& Trang mét
nghsdn cins déds chumg - thude thit, me 38, da trung tm. tng cing 1097 bdnh nhdn ma v ting

huydt 4o nhe dén ndng (huydl ap thm thy | Wm treong néda rung binn [ 149 5/ 58 & mmkg ) knding

durge sodt khi ding amiodigun Smg & sir dung leimisartan = amiogon
Vidn nén phdi berp (4005 mg hogc BOYS mg) hode don biu amiodipn (5 mg hode 10 mg) Sau B
tudn iy i, mds sy phi hop kit hop 68 y nghia thdng o cao hom ding ki 50 vin ko dom iy

cua amiodipun trong wie galm nwé'l ap tim ihy va Lim ruong 1306 18 4 memibg déde vl vidn
ledmesartan +amiodspin 40/5 mg; -15,0-10,6 mmHg B4 ven vidn phés RO Leimisartan s amiodipn

Wign nén BOVS mg. 6.2/ -5, 7 mMimHG wih amilodsen 5 Mg, «11,1 1 3,0 mmHg won amiaapa 10

mg Ty 1 bénh nhdn binh Lhudmg hoa huydt ap (huydt 4p tm trong <50 mmig vao culs ky R
nghsémy) |4, 56,7% von telmisartan*amiodigin wén nén 405 mg va 83,8% vy win nen 303 mg

50 vin 42,0% amipdipan § mg v 56 7% amiodipin 10 mg

Cic bénh o8 hén quan dbn phu né (pho nd nooas bign, phi todn thin va phil) xy ra it hom dang k4
& nhirng b&nh nhdn dimg viéln telmrsarian + amiodipan (40v5 mg hodc BAMS mg) 5o win nhimg bénh
nhdn dung Amicdipin 10 mg (4.4% 5o vin 24 9 % wwong Umg). Trong méit nghain ciny 40 chumg thutc
that, mi 8. da trung tdm, co 1dng cfing 34T bénh nhin tieg huyat 4p nhe din ndng (huyt

&p m thu trung v’ huydt ap Wm tneong 147 5 95 6 mmHg) ma khdng dugs kuém soal hoan odn
khi dung amicdipin 10 mg, di dung win leamsanan » amodion (4010 mg hode 80010 mg) noac
dorn trf vén amiodipin 10 mg Sau 8 wda, mdi dot Sdu tn phdi nop oo § RERTA Ihdng ki hom sa o
dan tn u amiodipn Tong Wac [am gidm huy®l Ap 1Am Hromg va Bm tha <117 /9.2 mmg
leimisartan « amlodpin -

Vidn nén 40110 mg, -11,3.0.3 mmHg vin teimesanane amiodipn 8010 mg, .7 45,5 mmkHg vin
amiodpm 10 mg Ty W bénh Ahan binh thutm hoa huydt 3p (huyét 3p M tnrong <20 mmHg vao
cudi ky Uhar Agdm) L B3, 7% i IEmwSARan +Smiotpn S010 Mg vl 5. 5% win BEImSartsn+ STkddgen
MMWsﬂmkmang 51,1% vin amiodipen 10 mg

Trong han nghidn curu theo dd khong muy dis han iromg ung duge Ehye heén rén § thang, Lac dung
cha thudc teimiganan+amiod.pin 43 duoc duy 7l rong gial dean g nghdm O bénh nhdin khdng
juém sodl duec vin amiodipin Smg. vilin lalmasanan amiodnin 48 dal duoe su Kdm soa1 huydt

ap tuong ty (AVSmg) hodc Wt hon (B0/Smg ) 50 win ambodom 10 Mg v indy chimg pha i han
dang k. & nhimg bénh nhin kidm sodt hoan todn vin amiodipen 10 mg ma co néy chung phil
khidng Qum, telmssartan+ A0S g hode BO/S Mg oo thé dat duge udm soal huyét 4p
turomg e v ndu chimg phu he

Téac dung ha huydl 4p cUa leimisartan +*amiodspsn tuomg by nhau khdng phy thude tuds va gen Lnh
il cOng g by & nhdn o6 va khing ob bénh da thao dudmg Telmsartanamiodipn chira
dugrc nghudn ciru & bal ky bitnh nhan nao khac ngodi bénh nhan ting huydt ap Temesartan da dugc
thir nghsbm trong mét nghidn ciru cho kbt qud dang ki indn 25620 bénh nhin oo nguy oo tm mach
cao (ONTARGET). Amicdipin 03 durge nghién clru & nhimg Bénh nhan bi dau hit rgue dn drn
mian tinh, dau ngue oo co that mach vinh v biknh 830G mach vanh Blng chiup X quang mach mau
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