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Thianh 5
Telmisartan 40 hodc 80 mg va amlodipin 5 mg dudi dang besilat

Td duyc; colloidal silica dang khan, FD&C blue No 1 aluminium lake (E 133), oxit sdit den (E172), oxit
sdt viing (E172), magnesi stearat, tinh bdt ngd, meglumin, cellulose vi tinh thé, povidon K25, tinh bt
2 hd hoa so b (pregelatinized starch), natri hydroxid, sorbitol

Chi digh
Dicu trj thng huyét bp v cln.

Didu 7 thay (hé ‘
Bénh nhin dang ding telmisartan va amlodipin dang vién riéng 16 cd thé ding thay thé hing
TWYNSTA chira cing him lugmg, thinh phin cic thude.

TWYNSTA duge chi dinh & nhimg bénh nhin c6 huyét &p khdng kiém sodt duge hodn todn bing
telmisartan hodic amlodipin dom tr li¢u.

Diky 7 khoi 43
TWYNSTA c6 thé duge sir dyng nhu didu trj khoi ddu & nhimg bénh nhin cin duge didu irj voi nhidu
loai thude dé dat duge huyét dp myc tiéu.

Viée lya chon vién nén TWYNSTA lim didu trj khéi diu trong bénh ting huyét dp dya vilo dinh gid vé
céc nguy co vi lgi ich tiém ting ké ci liéu bénh nhin c6 dung nap dugc liéu khai diu cia vién nén
TWYNSTA.

Cin nhac huyét dp ban ddu cla bénh nhin, huyét dp myc tidu, va kha ning dat duge myc tidu khi dimg
dang két hop so véi don trj ligu khi quyét dinh ligu c6 ding vién nén TWYNSTA lim didu trj khéd diu

hay khong. Huyét dp myc tidu & mdi bénh nhin c6 thé thay ddi dya trén nguy co cia hy. b
Lieu | vit edch di “’
Negwisi Idim

Neén sit dung TWYNSTA mét ldn mdi ngay.

Didu tri thay thé ,
Bénh nhin dang ding telmisartan vi amlodipin dgng vién riéng Ié ¢o thé dung thay thé b
TWYNSTA chim két hop cing him lugng, thinh phin trong mjt vién mdt lin m8i ngdy, vi dy nhu
gia ting sy thudn tign hode tudn trj,

, _
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TWYNSTA duge chi dinh & nhimg bénh nhin co huyét dp khang kifm sodt duge hodn todn bing
telmisartan hodc amlodipin don tr lidu, :

Bénh nhin diéu trj voi amlodipin 10 mg gip phai bit ky phin img khéng mong mudn nhu pha khién
khong thé ting liéu hom nita, cé thé chuyén sang ding TWYNSTA 40/5 mg mit lin mdi ngdy, gidm
him lugng amlodipin nhimg nhin chung khdng lim gidm dip img chiing ting huyé&t dp mong dai.

Bidu tri khén diu .

Bénh nhin c6 thé didu tr khoi ddu véi TWYNSTA néu khé ¢6 thé kiém sodt huyét 4p bing mit thude,
Lidu khéi ddu thong thuimg cia TWYNSTA i 405 mg mdt ln mdi ngdy. Nhimg bénh nhin cin hy
buyét dp manh hon c6 thé khii diu véi TWYNSTA BO/S mg mot Lin mBi ngay.

C6 thé ting t&i lidu 18i da BO/10 mg mét lin mdi ngiy néu cin hy thém huyét dp sau 18i thidu 2 win
diéu tri,

Co thé sir dung TWYNSTA citng vai cic thube ching ting huyét dp khdc.

TWYNSTA c6 thé ubng cing hojc khing ciing thirc fn.

i{h&mandjéuchinhliéuIuvngdﬂiw&inhﬂnghhhtﬂdnuylhﬁn.kécﬁb&nhnhﬁnmchydﬂn
nhdn t30. Amlodipin va telmisartan khang loc dugc bin mang loc.

Suy gan
Nén sir dyng thiin trong TWYNSTA & nhimg bénh nhin suy gan nhe dén trung binh. Li¢u lugmg cua
telmisartan khdng nén vurgt qui 40 mg mt lin mdi ngay.

“
Khﬁngxdiiuchhmiéu&bénhnﬂnmnﬂi.

Lré em vi thanh thiéu nién
TWYNSTA khéng duge khuyén cdo sir dyng & nhimg bénh nhin dudi 18 Tdi do con thidu cic dir ligu
vé tinh an todn va hig¢u qud.

Qua mén v cic thinh phin c6 hogt tinh, hojc voi bit ky thanh phin ndo trong ta duge

Qua miin vdi cic din xudt dihydropyridin

Ba thing gitra vi ba thing cudi cia thai ky i

Bang cho con b ¥
Bénh 1y the nghén duimg mit

Suy gan niing

Sée (choang) tim

Chéng chi dinh sir dung trong trimg hop bénh nhin c6 bénh 1Y di truyén hiém gip md co thé khéng
twong thich vii m{t thinh phin td duee cia thude (tham khio thém & myc “Thin trong dic bigt va
Canh bdo™),

Thin trong dic bigt vi Cinh bio

nli‘]i.

Khing nén bt diu didu trj voi cée chilt dbi khing thy thé angiotensin 11 trong sudt thai k§.

Bénh nhdn c6 dy dinh mang thai nén chuyén sang céc li¢u phdp ching ting huyét dp thay thé ma di cb
dir ligu an todn duge chimg minh sir dung trong thai k¥ tnr khi vige tiép tye sir dyng cde chit 88i khing
thy thé angiotensin 11 duge cin ahic 14 thit cin thiée
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vii néu phi hop, nén bill diu véi mdt lifu phip thay thé.

~”

elmisartan duge thisi triy chil yéu qua mjit. C6 thé dy kién d thanh thai giam & nhitg bénh ahiin bj tic
nghén duimg mit hodc suy gan. Thém vao dé, gidng nhu cie chit 48i khing calci, thil gian bin thii
ciin amlodipin kéo dii & nhimg bénh nhiin suy gan va liéu khuyén cao cho dbi tugng bénh nhin ndy
chua duoe thidt 1ip. Do vy, TWYNSTA nén dugc sit dung thiin trong & nhimg bénh nhiin ndy.

Tang huvé1 dp do dong mach thiin
Cb.'l.hinlngHml.l.ngnguycuhahuy&@mhﬂﬂnnvﬁm}dhﬂmﬁhkﬁbﬁhnﬁhﬂjﬂhp

mnhmhwunwhc?dmmhmahmmmhdmgmcmmm iéy tri
biing cic thube giy anh huémg den hé renin-angioteasin-aldosteron.

Khﬁ c4o nén theo d0i dinh ky nbng a0 kali vil creatinin huyét thanh khi st dung TWYNSTA &
nhilng bénh nhin suy thin, Chua 6 kinh nghi¢m vé& viée dung TWYNSTA & nhing bénh nhin méi
hép thin.

Telmisartan v amlodipin khdng lo¢ dupe béi mdng loc,

Hu&ﬁp%lﬂu:hﬁn&ﬂc bi¢1 sau lidu dhu tidn cb thé xay ra & nhimg bénh nhin bj gidm thé 1ich
vivhogc gidm natri vi dy do digu trj Igi tiéu qua manh, kiéng mudi qua nghiém nglt, ti¢u chay hojc ndn
mira. Nén didu trj nhimg tinh trang nhu viy trude khi cho ding TWYNSTA

1 Sl (1= asieron:

Di ¢6 hio céo ve viéc thay ichﬂtnﬁnthin{kédmylhhdp)doﬁicl‘mchéhémn-
angiotensin-aldosteron & nhimg bénh nhin min cém, dic biét néu ding két hop véi céc thude cb anh
husimg 1én hé ndy. TWYNSTA cé thé diing cimg vii cie thullc chéng ting huyét dp khic, tuy nhién
khiing khuyén céo vige phong bé kép h{ renin-angiotensin-aldosteron (vi du phdi hop thém mdt chit de
cﬂmcn:lw}ﬁvbinﬂlh:zcd&inguwﬁmgimauln!l]viduﬁyt&ugiﬁihmmmlm
byp duge xéc dinh cy thé cin theo ddi cht ché chirc nling thin. J,LV

Ttén nhimg bénh nhin c6 truemg Ipe mach va chire niing thin phy thude phin 16m vio hogt ddng cla b
renin-angiotensin-aldosteron (vi dy bénh nhin suy tim sung huyét ning hode dang bj bénh thin, bao
gom hep dong mach thin), thi vige didu trj véi cic m&,fymmmuﬁmmumm.
aldosteron 6 lién quan dén tyt huyét &p cdp, ting nito huyés, thidu nitu hoge hidm khi gdy suy thin

clp

Thng aldosteron nguvén phat:

Nhin chung, bénh nhin 6 ting aldosteron nguyén phit thutmg khing dép img vai cic thude chéng
ll:lshuy&ipﬂdnyquﬁ:dunguh:&éhémnin-mglotcnlin,\'im!.khéngkhuﬁncinvi&sadmg
felmisartan.

L HONE dall 1l AN, llll.'l. D » NENCn:
Ciing nhur doi voi cée giy gilin moch khdc, cin luu ¥ dic bift dén benh nhin hep van ddng mach
chi hodc van hai 14, hode bénh co tim phi dgi tic nghén.

L
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@RI ETTNTTIEIIN, oy i i ciu di ham, c i chimg v i dioe (PRAISE:2) cda amilodipin trén nhing bénb

nhin suy tim &) (Il v IV theo phin logi NYHA ma khong ¢6 nguyén nhin thidu miu cuc b),
amlodipin lién quan dén ting s ca bj phil phdi mic dii khong cb su khic bi¢t ding ké vé 1y 1§ bénh
nhin bj suy tim njing 1én so vin gid duge.

‘[ i '

Trong sﬂ] qui trinh didu trj véi cdc thude oo dnh huimg dén hé renin-angiotensin-aldosteron ¢6 thé

xudt hign tang kali mdu, dje bigt khi bénh nhin bj kém suy thiin vivhodc suy tim. Vige theo doi kali

huyét thanh duge khuyén eio & nhimg bénh nhin <6 nguy co.

Dum viio kinh nghidm vé vide sir dung voi ede thudc oo anh hudmg 1En hé renin-angiotensin, vide ding
dng thii viri cac thube lgi tiu gilr kali, cic ngudn bd sung kali, thay thé mudi chim kali holc cic

thube Khdc ma <6 thé gly ting nbng dd kali (vi dy heparin) cé thé 1ém thng kali huyét thanh vA do vy

nén thin trong khi st dung cdng v telmisartan,

Sorbitol:
TWYNSTA vién nen chira 337,28 mg sorbitol cho mdi liéu khuyén cio 18i da hing nghy. Khdng nén
diing thudc nay & nhimg bénh nhin mic bénh 1y di truyén hiém gdp blt dung ngp fructose.

D4 théo duimg

() nhing b¢nh nhin ddi thio duimg cd thém mdt nguy co tim mach, vi du bénh nhin b dii thio dudng
kém v binh ddng mach vinh (CAD), nguy co nhdi mdu co tim din dén 1ir vong vA tir vong do bénh
tim mach ngodi dy kién c6 thé 1ang 1én khi didu trj voi cée thude lam giam huyét ép nhe nhém ARB vA
cdc thude tre ché ACE. O nhimg bénh nhin dii thio dwimg, bénh djng mach vinh (CAD) cb thé khong
¢6 bidu hidn vit do viiy khdng duge chin dodn. Bénh nhin dai thio dutmg nén duge dinh gis v chin
dodn thich hop, vi du nghiém phép glng sirc, d& phit hi¢n vi didu tri bénh ddng mach vinh thich ding
trude khi dicu tri vin TWYNSTA,

h
Nhimg thin trong khée: ":
TWYNSTA cb higu qud khi ding teén nhimg bénh nhdn da den (thudmg 14 nhém bénh nhin cé ham

lugmg renin thap),

Nhu cde thude chdng 1ing huyét dp khic, gidm huyét &p qua mic & nhimg bénh nhin bénh tim thidu
mmwwmumm;ch¢nmséunﬂumbmm?dlnamﬂimuwmnhoacamqux.

Tuwong téc

Khing quan st thiy cic twomg tac gilra hai thinh phin cda dgng két hop cb dinh libu rong cée thir
nghi¢m lim sing.

Cie tuong tic phi bién cia dang kit hon

Chira thire hign cie nghién ciru vé tomg tie thube cia TWYNSTA vi cde thude khée
Larsi § khi ik chang didng theri

Ciis thude chéne ting huvél ip khic;
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g ting huyét fp khc.
Cic thudc o6 khd paoe 1am eidm buvé dp:
Dya viio cic djic tinh duge Iy hoc, nguin ta cho ring mdt sd cic thufc sau diy © kha ning lam ting
mwumm&umm&m;ﬁh 8p ké ¢ TWYNSTA, vi dy baclofen, amifostin.
Thém vio d6, huyét 4p thip thé dimg 6 the trim wong thém do ding rugu. barbiturat, thude gly
nghién, hode céc thube chéng trhm cam,

Cericosteroid (duimg todn think;

Lim gidm hidu qua chéng ting huyt &p.

Cilg twomg the lién auan dén telmisartan

Telmisartan o thé lim ting hidu qud ha 4p cla cic thubc chiing ting huyét &p khic. Chum xic dinh
dupe cic tuomg tie khic ¢b ¥ nghla tréa lim sang.

Ding ¢bng thin telmisamtan v digoxin, warfarin, hydrochlorothiazid, glitenclamid, ibuprofen,
paracetamol, simvastatin va amlodipin khdng din t6f mft twong tée ding ké nio rén 1im sing. BAi vai

digoxin, dA quan sit thiy hign gng ting 20% ndng d0 ddy trung vj cla digoxin trong huyét twomg
(39% & mdt inkimg hop duy nhit), nén cin nhic theo d3i ndng 8§ digoxin trong huyét twomg,

Trong miit nghién ciru ding dbag théri telmisaran va ramipril din 16 ting 2,5 lin AUCs 34 VA Cg ¢l
ramipeil vi ramiprilat. ¥ nghia lim sdng ¢ia phit kién ndy chua duge bict

DA ¢b bio cfo vé sir gia 1ing o0 thé dio nghich cla ndog 33 lithium huyée thunh vi dic tish wong ki
diing dbng thii lithium véi cde chie de ché men chuyén.

Mt 50 truimg hop cling di duge bio céo v e chdt dbi angiotensin 11 trong d6 o4 telmisartan.
Do vy, nén theo ddi 44 lithium huyét thanh khi sir dung thési,

Didu tri v NSAID (cp thé 13 ASA & cic lidu didu i ching viém, cic chit irc ché COX-2 vii NSAID
khiing chon loc) £6 lién quan dén kha ning giy suy thin clip & nhimg bénh nhin bj mit nirde. Céc hogt
chilt ¢& tic djng trén h¢ renin-angiotensin nhu telmisartan ¢ thé cd higu qud higp ddng. Bénh nhin
dgumnviuhnm' nén duge b nude diy dir vi nén dupe theo ddi chire nang thin khi bét diu’
dicu hop.

DA cb bdo cdo vé vife gidm hifu qui cia che thude chéng ting huyét dp nhur telmisartan do sur e ché
cée prostaglandin giy giln mach trong qud trinh két hop diéu trj véi NSAID.

7,
Cic twong tic lién quan dén amlodipin ﬁ’
I"énafwkénrrongl.biﬂ}umﬁmmdf

cda khdng sir dung TWYNSTA cing vdi budi holic nuirc budi do sinh khi dyng c6 thé ting
120 & mdt s bénh nhin diin dén ting hidu qua gidm huyét &p.

-,

Cic chi irs shé CYPIAS

Trong mit nghi#n céu @ bénh nhin cao tubi cho thily diltiszem (o ché chuydn héa cia amlodipin, &
g)qu CYP3A4 (ndng 44 trong buydt twomg tng khodng S0% v hidu qud cda amlodipin duge ting
Khing ngogl trr kha cac chllt dx ché CYP3A4 mgnh hom (v dy ketoconarol, itraconazol,
rilonavir) cé thé iy thng 09 huyét tuomg cda amlodipin nhigu hom so véi diltiazem.,

Cie thule gilv cim dne men CYPIA4 (che chi
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Laei 5 kb stk dyig ding thai
Stmvastatin

Su dyng ddng thai da lidu amlodipin vi simvastatin 80 mg din dén ting ndng 4§ simvastatin |én i
T7% so vii simvastatin ding dom trj ligw. Do viiy, nén gidi hgn lidu ding simvastatin & mic 40 mg
hang ngay trén nhimg bénh nhin ding amlodipin.

Cie luu ¥ khic )

Trong dem tei Fiéu, amlodipin dupe ding an lodn voi cée thude lgi tidu thinzid, chen beta, e ché men
chuyén (ACE), nitrat tae dung kéo dii. nitroglycerin dang dit dudi lui, chéng viém non steroid, cée
khang sinh v thude by duimg huydt dgng udng. Khi sir dung két hgp amlodipin va sildenafil, tie dyng
ha huyét dp ciia mdi thude 1k dde Lip.

Cic théng tin bb sung:

Sir dyng d8ng théd 240 ml mude budi vii mdu lidu don dgng ubng 10 mg amlodipin wrén 20 ngudn tinh
nguyén khoe manh khdng cho thiy dnh hirimg ding ké vé dgc tinh duge ddng hoe caa amlodipin.

Sir dyng ddng thiri amlodipin voi cimetidin khdng cho thily dnh huong ding ke vé duge ddng hoc cia
amlodipin.

Sir dyng dong thii amlodipin voi atorvastin, digoxin, warfarin hofe ciclosporin khdng cho thiy dnh
hudmg ddng ké vé duge ddng hoc v duge Tye hoe cla cée chit ndy,

Khi niing sinh sin, thal ki vh cho con bi
Chua bidt duge inh hudng cla TWYNSTA trong giai dogn thai ki va cho con bii. Cic dnh huong lién
quan dén timg thinh phin riéng bigt duge midu 1 dudi diy. 2
ik
Telmisartan:

Khing khuyén ¢ho sit dung cée chit (e ché thy thé angiotensin Il wong sudt ba thing du thai ky va
khong nén khri dhu didu tri trong giai dogn thai ky. Khi chin dodn 1 mang thai, nén ngimg tire thi vide
didu tn:ﬁclct.l'n&%l khing thy thé angiotensin 11, va néu thich hop, nén bit ddu st dung trj lidu
thay th

g chi dinh sir dyng cie chilt ire ché thy thé angiotensin 11 trong sudt ba thing gita va ba thang cudi
thai k. Cac nghién cinu tién lim sing sir dyng telmisartan khing cho thiy dnh huéng gly quii tha,
shumg cho thiy dde tinh l#n thai .
Vide sir dung céc thude ire ché thy thé angiotensin 11 trong ba thing gilta v ba thang cudi thai ky duge
bidt 1 gly ddc cho thai & ngudi (suy gidm chire ning thin, thidu &i. chim cét hoa hip so) va giy dic
cho tre so sinh (suy thin, huyét ap thap, ting kali huyét),
Benh nhiln c6 dy dinh thai nén chuyén sang cdc li¢u phip chdng 1ing huyé: dp thay thé ¢4 ob d
lifu an todn duge xéc 1ip ﬂ?duﬂglmﬂgthﬁk}tr&khiviﬁcliéplwmimgdcchildéikmm
thé angiotensin 1l duge cdn nhic 14 thit cin thide.
Khi duge chin dodn 14 c6 thai, ngay Igp tie ngimg didu trj voi cde chit ddi khing thy thé angiotensin 11
vi néu pha hop, nén bit dhu voi mt lidu phip thay thé.
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Qué min

Thay dbi khi sic, tinh trang 1 in

Gidm thj Iye

U tai

Nhkimﬁ.lwﬁm. logn nhip, nhip nhanh thit, rung nhi
R6i loan mach

Viém mych

Kho thé, viém mili
Bﬂ%ﬂ_@!‘mﬂ
Thay d6i théi quen dai tién, viém tuy, viém da diy

Viém gan, ving da, ting men gan (phén 16n phi hop véi hign tromg & mdt)

Rung ¢, hnxﬁhuy&.rﬂiknnmhldl.llnstmnﬁw.phﬂmnh.ﬂnshmdadmg.nﬂday.viem
da trde viy, hdi chimg Stevens-Johnson, phin img nhay cim véi dnh sing

B%j_lqmmﬁyw

R&i logn tidu tién, tiéu nhidu lin 4.5."/
R&i loan hé siph san va tuvén vi

Tinh trgng to vii & nam gidi

Roi thiin
Bau, ting cin, giam cdn

Théng bio cho bic si cdc tic dung khing mong mudn gdp phai khi ding thude

Qui liéw

Triéu chimg
Khdng ¢ kinh nghi¢m v hi¢n twong qud lidu cila TWYNSTA. Cée dbu higu v tri¢u chimg cia hign
trgmg qud lidu ¢4 thé lién quan dén cée thc dung duge Iy gia ting.
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Neén tién hinh didu trj hd trg. Co thé cb lgi fch khi sir dyng calei gluconat didmg tinh mach 08 khic
phyc dnh hutmg cta chit chen kénh calci. Telmisartan vi amlodipin khang bi logi b bt mang loc thin
nhin 130,

B tinh dwere hoe

Nham didu trj duge boc: cie chit adi khdng angiotensin 1, dgng don chit chira ghe (telmisanian), dang
két hgp viri din xudt dihydropyridine (amlodipin), ma ATC: CODBI,

TWYNSTA chira két hop cia hai hogt chit chbng tang huyet 6p viéi co ché bd sung dé kiém sodt huyet
ip & nhimg bénh nhin 1dng huyét 4p vd can: md chis d8i khing thy thé angiotensin 1, telmisartan, v
it chit chen kénh calei dikydropyridinic, amlodipin,

Két hop ciia cée hogt chilt ndy 6 hidu qui ching tng huyét dp cdng hop, gidm huydt dp & mire 40
manh hom cée hoat chit don tri.

TWYNSTA ding mdt lin m8i ngdy lam gidm huyét dp hidu qua vii thich hop trong sudt 24 gidr khi
ding & lidu didu .

Telmisartan;

Tetmisaran 1i m{t thudc hi¢u qua dutmg udng va i khing dc hidu thy thé angiotensin 11 (logi AT1)
Telmisartan chiém chd vi tri angiotensin 11 voi & Iue rit cao tai vi tri gin két vai thy thé AT 1a vi tri
chju trich nhiém cho cde tie dung duge biét cla angiotensin 11, Telmisartan bicu hign bt ky
hwlséngdénswnmmthumexn. Telmisartan gin kit c6 chon loc v&i thy the ATL. Sy gin ket
niy 14 kéo dil.

Telmisartan khang bidu hign &i lyc véi cae thy the khac, ké ca AT2 vi cic thy thé AT khac it duge bidt
hom. Vai trd chix: ning cia cée thy the ndy chua duge bidt, cling nbu uie dung khi ching bj kich thich
qué mirc do angiotensin 11, 1a chit co ndng d8 ting I&n do telmisartan. Néng 30 aldosteron huyét nzong
bj gidm do telmisartan. Telmisartan khdng drc ché renin huyét nromg & nguti hogc chen kénk ion.
Telmisartan khdng ¢ ché men chuyén angiotensin (kinase IT), Ia enzyme o6 tic dung gidng héa
bradykinin. Do vy, thube it o6 kh ning gy téc dyng ngogi ¥ qua trung gian bradykinin.

O ngudi, m@t lidu 80 mg telmisartan c6 tic dung gdn nhu (¢ ché hodn todn sy ting huyét dp do
angiotensin 1L Téc dyung trc ché ndy dugc duy tri suot 24 gio va dén 48 gio vin con ghi nhin duge.
Smiiéu:hnimmdiuﬁéu.ﬂcdptgchﬂqgtﬁ“huy&ipdhdhmﬂlmm 3 gidr. Sy gidm 15
chhd:ylhipihubngdatduw-lh&:mk]ﬂhlt dieu trj va duge duy tri trong sudt this gian didu tr
lau dai.

Hiéu qui chng ting huyét 4p duy tri lién 1pc trong sudt 24 gios sau khi ding thude, ké ca 4 gio truoe
mmuhlﬂpmamwmmﬁ:@nuyaipluumzuw.a&ummmmm
qua 1 1§ ddy- dinh ludn dgt tnén 80%6 duge t numd&nuhiummg\ilomaulmiwunuwdc
nghién cinu lam sing cd ddi v‘?&;um

Cﬂnﬁlauhmwﬁnsuhomy i lién hé gita lidu hegmg vi thin gian hai phue huyét ip i thu
ban diu. Vé mt nay, dit lidu lién quan huyét ép tim wong khing duoe ahdt quin.,
Mmmmdzlhw&mklmimﬂmqﬂ$mgilmclh:yilipllmlhu\d.umtlmgmi
khing dnh hirmg dén nhip mgch.
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Huyét dp thip todn thin £ rdt vi ¢ 1& kéo dii dén marc sde kém theo 1 vong o thé xdy ra.
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Neén tién hinh didu trj hd trg. Co thé cb lgi fch khi sir dyng calei gluconat didmg tinh mach 08 khic
phyc dnh hutmg cta chit chen kénh calci. Telmisartan vi amlodipin khang bi logi b bt mang loc thin
nhin 130,

B tinh dwere hoe

Nham didu trj duge boc: cie chit adi khdng angiotensin 1, dgng don chit chira ghe (telmisanian), dang
két hgp viri din xudt dihydropyridine (amlodipin), ma ATC: CODBI,

TWYNSTA chira két hop cia hai hogt chit chbng tang huyet 6p viéi co ché bd sung dé kiém sodt huyet
ip & nhimg bénh nhin 1dng huyét 4p vd can: md chis d8i khing thy thé angiotensin 1, telmisartan, v
it chit chen kénh calei dikydropyridinic, amlodipin,

Két hop ciia cée hogt chilt ndy 6 hidu qui ching tng huyét dp cdng hop, gidm huydt dp & mire 40
manh hom cée hoat chit don tri.

TWYNSTA ding mdt lin m8i ngdy lam gidm huyét dp hidu qua vii thich hop trong sudt 24 gidr khi
ding & lidu didu .

Telmisartan;

Tetmisaran 1i m{t thudc hi¢u qua dutmg udng va i khing dc hidu thy thé angiotensin 11 (logi AT1)
Telmisartan chiém chd vi tri angiotensin 11 voi & Iue rit cao tai vi tri gin két vai thy thé AT 1a vi tri
chju trich nhiém cho cde tie dung duge biét cla angiotensin 11, Telmisartan bicu hign bt ky
hwlséngdénswnmmthumexn. Telmisartan gin kit c6 chon loc v&i thy the ATL. Sy gin ket
niy 14 kéo dil.

Telmisartan khang bidu hign &i lyc véi cae thy the khac, ké ca AT2 vi cic thy thé AT khac it duge bidt
hom. Vai trd chix: ning cia cée thy the ndy chua duge bidt, cling nbu uie dung khi ching bj kich thich
qué mirc do angiotensin 11, 1a chit co ndng d8 ting I&n do telmisartan. Néng 30 aldosteron huyét nzong
bj gidm do telmisartan. Telmisartan khdng drc ché renin huyét nromg & nguti hogc chen kénk ion.
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centEal!mdrliénqmdhphﬁmmnmihi!n.phﬁtnhthlnviphﬁ)lhlphonmudchdingkéo
pharmacy nhimg binh nhiin ding TWYNSTA (40/S mg hoje 80/S mg) so véi nhimg bénh nhin ding amlodipin

10 mg (tuong img 4,4% so véi 24,9%).
TrungTamThuoc.com

Trong mdt nghién ciru khic cling li nghién ciu da trung tim, mi ddi, so sdnh véi amlodipin, véi thng

34 947 bénh nhin bj ting huyét dp nhe dén ning ma huyét dp chua duge kidm sodt 1dt vii amlodipin 10
dupe ding TWYNSTA (4010 mg hode 80/10 mg) hode amlodipin (10 mg) dom trj ligu. Sau & tuin
icu trj, mdi dang két hop déu cho higu qud lim gism dip tim thu vii thm tnrong vu thé cd ¥ nghla

thdng ké so vi diing amlodipin dem trj & cde him lugmg:

«11,1/9.2 mmHg véi TWYNSTA 40/10 mg

11,3/ 9,3 mmHg véi TWYNSTA 80/10 mg

-1,4/-6,5 mmHg v amlodipin 10 mg.

T 1& bénh nhin c6 huyét dp binh thuimg (xdc djnh bing huyét dp tim treong cudi lidu & nr thé ngdi
<90 mmHg khi két thic nghién ciu) 1h 63,7% véi TWYNSTA 40/10 mg va 66,5% vai TWYNSTA
$0/10 mg so voi 51,1% khi ding amiodipin 10 mg dom trj ligu.

Trong hal nghién ciru mé theo ddi liu dii twong img duge tidn hinh thim 6 thing, hifu qud cia
TWYNSTA duge duy tr trong subt thii gian nghidn cina.

O nhimg bénh nhin b huydt 4p chus dupe kifm sodt th vii amlodipin S mg, TWYNSTA o thé cho
hidu qué kitm sodt duge huyét dp nwong duong (40/5 mg) hodc tht hon (80/S mg) so voi amlodipin 10
myg mi gidm ding ké tac dung phy gy phik

O nhimg bénh nhin c6 huyét 4p duge kidm sodt tht voi amlodipin 10 mg nhimg khing chiu dupe tic
dung phy phit, TWYNSTA 40/S mg hodic 80/S mg 6 thé kiém sodt dupe huyét ap tuong 1 ma it phit
hen.

Hidu qué chdng ting huyét dp céa TWYNSTA 13 nhu nhau bit ké wdi va gisi tinh va cling nhu nhau &
nhimg bénh nhin mic hodc khing mic bénh ddi thio duimg,

TWYNSTA chira duge nghién cinu & bit cir nhém bénh nhin ndo ngoai chi dinh ting huyét p.
Telmisartan d duge nghién el ¢ mOl nghign ciru quy md lom trén 25,620 binh nhin cb nguy co tim
mach cao (ONTARGET). Amlodipin d8 duwpe nghién cir trén nhing binh nhin bj dau thit ngye dn
dinh man tinh, dau thit ngye do co thiit ddng mach vinh vii lim gidm lugmg miu tim (vasospastic
angina) vi bénh mach vinh duge x8¢ djnh qua chyp ddng mach. J)/

Duroe ding hoc

Tj-léﬁmuc;'db' ﬁmwws‘mummuﬁmu“mmmmu

amlodipin khi ding dudn dang cac vién niéng ré.

Dwwe dbng bos cua cic thinh phin dom Ié

Hikp.thu

Telmisartan duge hip thu nhanh mic di s6 lugng hip thu thay déi, Sinh kha dung tuyét ddi trung binh
cua telmisartan khodng $0%.

Khi wimisartan duge ding cing vai thire &n, mire gidm dién tich dudi dudmg cong nding 40 thubde trong
huyét twomg theo thiri gian (AUC) cia telmisartan thay ddi 6% (liu 40 mg) tén xdp xi khodng

19% (lidu 160 mg). 3 ghd sau khi ding thube, ndng & wong rromg 18 tuomg g khi telmisartan
diing lic 361 hoc chng vér thic &n.
Dién tich dudi didmg cong nbrg 40 - thid gian (AUC) gidm it kho <6 thé lim gidm hidu qud didu .
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pharmacy Sau khi udng nhimg lidu amlodipin don trj li¢u, ndng d§ dinh trong huyét twong cia smiodipin dat
dupe trong vong 6 - 12 gidr. Sinh kha dyng tuyét 3bi duge xde dinh ndm trong khodng 64% vi $0%.
T IELTTIRTIM Sinh kha dung cia amlodipin khang bi dnh humg bai thie an.

Phiin bd:
Telmisartan lién két phin 1m véi protein huyét twong (> 99,5%), chit yéu véi albumin va alpha-1 acid
glycoprotein. Thé tich phiin b trung binh & trang thai &n dinh (Vss) xdp xi 500 L.

Thé tich phin bd cila amlodipin khodng 21 L/kg. Cic nghién cinu in vitro véi amlodipin cho thiy
mgﬂ?.j% lugng thude trong tuln hodn 13 lién két véi protein huyét twong & nhimg bénh nhin ting
ap.

Telmisartan duge chuyén hoa theo con duimg lién két glucuronid véi cac phin 1ir me. Céc lién két ndy
khiing cho thily tic dung duye ly.

Amiodipin duge chuyén héa nhidu (khodng 90%) qua gan thinh cic chit chuyén hoa khing co hagt
tinh.

Thai trir:

Telmisartan ¢6 djc tinh duge ding hoe phin hiy theo him sb mil kép v thin gian bin thai hon 20 git.
Nﬁnm:ammmhmumwphmvihpmmmwuﬁdmmm53
thubc trong huyét neomg — thiv gian (AUC) ting khdng nromg ximg véi Tidu. Khdng c6 bing chimg
hién twemg tich 10y telmisanan c6 ¥ nghfa vé mji lim sing.

Sau khi ding dwimg ubng (va tinh mach) telmisartan hiu nhur phin lim bai tiét qua phin, chi yéu dubi
dyng khong ddi. Bai tié tich 10y qua nuwde tidu 1 < 2% cia lidu. DY thanh thai todn phin huyét neong
tCl.u_)Ilm[ﬂnﬁ\gmw”vﬁﬂ:ﬁmhqum{MIMmUphﬁm.

Amlodipin duge thii trir tir huyét ieong & hai pha, véi thii gian ban thii khodng tir 30 gio 16i 50 gib.
N&ruuhu:rmamwhdsmmd mkhidiuaﬁtpmumi-smy.lm
amlodipin ban diu vi 60% smlodipin dud dang héa dupe bii tiét qua nude tigw,

Bénh nhi (dudi 18 wdi) i
Khong b cac di liéu duge ddng hoe & nhdm bénh nhin ndy,

mmﬂﬂ;m biét vé mit giéi tinh vé ndng ¢§ huyét twong cla telmisartun, Cpge vi AUC cao
xhip xi plp 3 v 2 lhin twong img & phi 0l so voi nam gidi mA khing ¢d dnh hudng lién quan dén higu
que.

Bénh nhiin cao i

Durge ddng boc cia telmisartan khong khéc bidt gitta bénh nhin tré i va cao rudi. Thoi gian ab det
dupe nbag d) dinh huyél wrong cus amlodipin 14 twong ty & biah nhia tré wdi va cao tudi. O nhimg /
bénh nhdn cao tubi, 8 thanh thai cda amlodipin c6 xu hudng gidm, Iam dign tich dudi duimg cong)
(AUC) vit théni gian bidn thai thng lén.

Nﬂ di telmisartan trong huyét twong thip hom duge quan sit thiy & bénh nhin suy thin duge loe
thin, Telmisartan lién két cao v protein huyét nrong & nhilmg biah nhin suy thin va khong thé loai bd
biing loc thiin. Thiri gian bdn thai khdng thay di & nhimg binh nhén suy thin.

Dupe dng hoe cila smlodipin khdeg bj dnh hudng ding ki & binh nhin suy thin.



https://trungtamthuoc.com/

C central.....

pharmac@ic nghién ciru duge ddng hoe & bgnh nhin suy gan cho thiy sinh kha dung tuyét ddi cua telmisartan
2] 00%. Thon gian ban thai khong thay doi & bénh nhin suy gan.
¥ (hai clia amlodipin gidm & bénh nhin suy gan din dén ting AUC khodng 40 - 60%.

TrungTamThuoc.com

Bao n
Béo quén nguyén trong bao bi trénh dnh sdng va trénh &m.
Khang bao quén qua 30°C.

v
Hop 3 vi x 10 vién nén

Han ding
36 thang ké r ngay sin xult

A
Bochringer Ingelheim Pharma GmbH & Co KG,
Binger Str.173, 55216 Ingelheim am Rhein, Germany,

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NELGAN THEM THONG TIN, XIN HOI Y KIEN BAC SY



