ysi// t% M&m&mﬁ DUNG THUGC

CO THEM THONG TIN, XIN HOI Y KIEN BAC SI

THUOC BAN THEO PON

Rx
COVERAM®5mg/5mg Vién nén COVERAM"10mg/5mg Vién nén
perindopril arginin / amlodipin perindopril arginin / amlodipin
COVERAM"Smg/10mg Vién nén COVERAM®10mg/10mg Vién nén
perindopril arginin / amlodipin perindopril arginin / amlodipin

THANH PHAN

Hoat chit I perindopril arginin va amilodipin.
COVERAM SmgfSmig: 1 vidn nén chira 5mg perindopril argnin va Smgamlodigin.
COVERAMSmg!1 0mg: 1vién nén chira Smg perindopril arginin va 10mg amiadipin,
COVERAM 10mg/ 10mg: 1vién néin chira 10mg perindopril arginin vi 5mg amiodipin.
COVERAM 10mg / 10mg: 1vién nén chira 10 mg perindopril arginin va 10 mg amiodipin.
E‘-ﬁnmmaﬂﬁnmm\ﬂ'ﬁﬂﬂéﬂnﬂmr‘-&dosemonohj'tkma.mmmm{lﬁﬂﬂﬁl.m«vimwﬁm!.siﬁukhandanukWIEﬁs‘l}-
TRINH BAY w
COVERAM Smg/Smg: vidn nén trdng, hinh que, khéc 5/5 & mdt mat va diu & matkia.
COVERAM 5mg/10mg: vién nén trding, hinh vudng, khdc 510 mét mat v ddu & mét kia.
COVERAM 10mg/Smg: vin nén trding. hinh tamgide, khdc 10/5 & mdt mat va dbu & mat kia,
COVERAM 10mg/10mg: vién nén trdng, hinh trdn, khdc 10/10 & mét mdt v dlu & mat kia.
Cée vign nén duge dyng trong cic o thude chira 30 vilin nén.
TINH CHAT
COVERAM 13 hin hop ciia hal hoat chit perindopril va amlodipin,
Perindopril 1 chilt ire chid man chuybn (UCMC). Amiodipin i chit adi khang calci (thude nhbm thude dihydropyridine). Khi ding véi nhau, hai thudc nay s& ldm gisn mgch o cho mau
mmd&mmugmhdwﬂmmummm.
DINH
COVERAM durgrs ding A didu irj tang huydt dp vavhodc bénh ddng mach vanh &n dinh (trang thai ma si cung cdp méu téd tim b gidm hodic bi phong bé).
Bénh nhén 48 ding perindopril va amiodipin dudd dang che vién rigng bidt thi nay oo thi ding thay thé biing mot visn COVERAM cd chira hai thénh phin ké trén,
CHONG CHIDINH
Emmm{Mﬂnm:v«mmmmummmmmmmw-mdun. hodic v céc thude abi khang calci khac, hodc wi bt ky thanh phin ndo cia
- Trong thix ky mang thai, cho conbd
~Méu gp céc rigu chimg nhur ther khé khé, stmg mathodic ki, ngira ran hodic phét ban da nghim trgag khi ding thube LFCMC Hin trurére, hofic rong truéng herp ban hay nguti trong
gia dinh ban 44 timg cA nhirmg tridu chimg ké frén treng bt ky trudmg hp ndo khac (rang thail ndy gol t phi mach),
- Néubj hep van ddng mipch chd holc bi sdc tim (khi tim khéng o khé néng cung cdp &0 mau cho oo tht),
- Néubagn bj ha huyét dp nang (huyét 4p rit thap),
- Wl bgn bj suy tim sau cem dau tim,
CANH BAOBAC BIET VA THAN TRONG KHI 5U DUNG
Méu bgn gép céc tneimg hop sau déy, xin héibacsT tudre khiding

COVERAM:

-Cacvin dé vd tim:

« Hgp van ddng mach chi va van hai k/phi dai co tm (bénh cor tim}: Chng gidng nhimg thsbe ICMC khac, perindopril nlia durge st dung théin trong & céc bénh nhén bi hep van hai kg

vid c6 the nghéin dbng chiy cla dm thit irdinhur hop d8ng mach chd hodc phidai cotim, L 2

* Ha huydt ap: Thude 'CMG oo thé gay ra ha huydt ap. Ha huyét &p o6 tridu chimg hidm gap & cac binh nhan bi ting huydt 4p dom thudn va thirdmg xdy ra & nhimg binh nhan ob suy

gidm thé tich, vi dy dang sir dung thudc kyi tiéu, chéé 80 &n han chd mudi, dang thdmtach, tidu chay hode ndn mira, hoac nhirng banh nhan tng huybt Ap phy thude than nghiém trong.

& nhamyg biénh nhiin of nguy co cac ha huybt 4p o6 tridu chimg, mire huyét 4p, chire ndng thin va kall huydt thanh nén dugc theo doi chil ché khi b irj véi COVERAM,

E:::hkwmwmﬂgca\ndcmhdmgmombqnhMﬂnwéumou-!inwebﬁhnkb&tnﬂnﬂnhﬂﬂehhu&bqﬂﬂﬂuﬁﬂ”nﬂmﬂmhhﬂcm
mach méunso.

Néu xdy ra ha huydt dp, bénh nhin nén duge dit ndm ngira va, ndu chin thidt, nén dugre tniydn finh mach dung dich natri clorid 8 mg/mi (0.9%). Mgt dap img ha huydt 4p thodng qua

khéng phai 14 chéng chi dinh cda nhimg lidu tiédp theo, mét vide thudng xuyén khing géy tré ngai khi huyét Ap dA ting 1n sau khi bl thé tich,

= Suy tim: bénh nhin suy tim nén duge did tri clin trong. Trong mét thir nghiém dii han, cb &8 chimg véi g duge trén nhimg bénh nhian suy tim nang (phan 30 NYHA I va V), céc

bidn oé phi phi & nhém dibu trf véd amlodipin duroe bao céo 14 cac hom so véi nhdm gid dugre. Cac thudc chen kénh cald, bao gém amiodipin, nén dugre sir dyung v s cln trong &

nhimg binh nhan suy tim sung huyét vi ching o6 thé m tang nguy co cac bidn cb tim mach va i vong trong fureomg kal.

+ Huy#t 4p tang cao nghiém trong: B4 an 1odn vis hidu qué cda amiodipin trén nhimg biah nhil co huydt &p g cao nghiém treng chura durg's kim chimg.

-Céic vin 38 vb gan (suy gan):

Thudc LPCMC hidm khi oo Bn quan dén hoi chimg khidi diu v viing da (r mit v tién trién dén hogi b gan lan 18a v (851 khi) tr vang. Co ché cda hii chirmg ndy vlin chura duge hidy

16, Nhimg bénh nhén sir dyng thudc LICMC cé bitu hibn vang da hodc tng cac cac enzyme gan djc hifu nén ngung st dung thubc LICMC va cln durgre theo déi y it phil hop.

Thii gian b hily cila amiodipin thuémg kibo dai va gid trj AUC thurémg cao hom é béinh nhén suy gidm chirc néng gan; lidu khuyén céo chira durgc xac dinh, Vi vy amiodipin nén ducc

sir dyng bit du & by thip nhit cla ngudng Bbu va cln trong ngay khi bat 3Au didu trj cling nhu khi tng iéu. Bidu chinh By chim va theo ddi chitt ché 58 durcre yéu chu adi viri binh

nhan suy chirc néng gan, .

Caicviin @& vb thiin (suy thin véi 48 thanh thai creati-nine<60miiphit) hodc ban dang tham tach:

Trong trudmg hop suy than (46 thanh thai creatinine < B0mIphut) viec khér tri vii dom thanh phiin dugc khuydn cao,

Theo doi thudmg xuyén ndng d6 kali va creatinine la mét phin cda thyre hisnh yté thuing quy w1 c&c bENh nhan suy than, & mot vl bénh nhian bj hep déng mach than hai bén hodc

nep mit than don ddc. 83 dugc didu tr v thubc 'CMC, 48 quan sat thdy viEc tng ure méu va creatinine huyét thanh, thirema phisc hdi sau ki ngung i trf. BI%u nay dic bist co

khd naing xdy ra & bignh nhin suy thiin. Néu cb tng huyét 4p phy thudc than s& 1am ting nguy oo ha huydt &p nghlém trong va suy gisim chire néng thén. Mot s8 bénh nhén tang huyit

4p khdng cb bénh mach mau thiin ré rang trurdc 46 48 gia tng sur tang ure mau vik creatinine huyét thanh, théng thudmg nhe va thodng qua, d4c bt khi perindopril duprc sirdyng ddng

théri vor thube lgr tidu. Dibu nay cb nhibu kha nang xéy ra hon & cac bénh nhian o siy thin tir tdo.

wmwwwngemww\hmwmmmm.wmwmamnmﬂimkmmmwm@mw.wm
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-Binh collagen mach mau (bnh wh md lidn kit) nhir Lupus ban 6 hi thdng hojc binh xo cimg bi:

Gidm bach cdu trung tinh/mat bach chu hat, gidm tibu chu va thibu mbu 48 duge bo 8o & nhimg binh nhin si dyng thude 'CMC. O nhimg bénh nhan cé chire ndng thin binh

thindrng hodc khing ob ca¢ yu th nguy co khac, gidm bach chu trung tinh hidm khi xiy ra, Perindopril nén dugc sir dyng véi sir théin trong & nhiimg bénh nhan bi bénh collagen mach

miu, dc bigt ndu bj suy thin tredc 6. MGt val trong sé cac bénh nhan nay da bj nhidm tring néing, trong mét 54 ca khéng dap imyg voi lidu phdp khang sinh manh. Néu perindopril

Mcﬁm&mwmménnby.mmd&mﬂmmdummﬁnﬁﬂmMm&wnmdﬁb&mbﬁﬂtﬂummﬁmﬁnﬂmm#m

hong, sét).

- il thao dwémg:

& bénh nhn dai thao dutmg dang dirge dibu tr vér cde thubc tiu dudmg dang udng hode insulin, nén theo doi chat ché dudmg huydt trong sudt thang diu Bén dibu irj véi thubc

UCMC.

-Miu dang theo ché 39 han ché mudi hode ding cae chit thay thil mudi o chira kali (clin phiied sir cin bing tht vl kali mau)

Tang kali huyél thanh di duere quan sat & mdt sé banh nhin diing thube L'CMC, bao gbm parindopril. Yiéu 18 nguy oo cho viéc ting kali huyét thanh bao gbm nhimg bénh nhan suy

thiin, chirc néing thiin dang irir nédn kém di, wél thc (>70 twbi), bénh nhan tiéu dwtmg, bj nhidu bénh cing lic, & nhimg bénh nhan b mét nude, médt bd tim clp, nhilm toan chuyén hoa,

vé sif dyng dbing thiri cac thubc lgi tidu gilr kall (vi dy spironolactone, eplerenone, iiamierene, hodic amilorida), chitt bl sung kall hodic cac mubi chira kali; hodc nhimg bdnh nhiin

ding céc thudc khac én quan dén viéc thng kali huyd! thanh (vi du hepadin). Vide sir dyng chdt b8 sung kali, i tiéu gidr kali hoic céc mudi chira kali 83 biét & nhitng binh nhan cb

chirc nding thn suy gidm cd th dlin dén tang kali huyét thanh dang k. Tang kali huy$t thanh o5 thé gy ra loan nhip nghlbm trong, trong mdt o6 trréng hop dlin 8én tir vong. Néu vige

s dyng dbng thér perindopril vér nhimg thubc ndi trén 14 thyr sur cn thillt, vide kit hap nay nln dirge sir dung vir sir cn rong v thurdmeg xuyiin kiém tra mirc kall huy8t thanh

- Wéu bnh nhan cao tudl va cin phil thng libu:

& béinh nhan Iém tudi khi cén tang ku nién than trong.

Ban phii biao cho bac sTndu ban nghi ring ban dang mang thai (hode cb thd dang mang thai. Khing nén ding COVERAM trong thed ky mang thad

Khi dang ding COVERAM, ciing cAn bdo wéri bac 5T hobic nhin visn y 1, ndu ban:

- 54p phai gay mé vamodc dgi phiu thuat: trén biénh nhan phai thyre hign phiiu thudtien hodc gay mi bing cac thubc ob thd gay ha huydt 4p, COVERAM cb thi gay trc ché tng hop

angioten-gin I thir phét ba inr do gidl phéng renin. Mén ngimg ding thube mdt ngay tnedc phiu thuft. Méu xult hign ha huyét 4p do co ché ndy, b thés dibu chinh bling cach ting khii

hrerng tudin hodn,

- M bi tidu chéy hogc nan (dang dm),

- Bang thém tich LDL (idre ding may 38 tach cholestarol ra khéi méu): phdn img phiin vé da doa linh mang him khi gdp & binh nhiin diing thubc 'CMC trong qud trinh loc loai

Hipopeatein tf trong thp bing dextran sulphat. ©6 thé trinh dugre cic phan tmg phin vé nay bing cach tam thod ngimg ding thube UCMC s mdi inloc logi,

- Biang dWu brj gidi mAn cAm dé lm gidm hau qué cia di (mg véri noe ong va npc ong vo vé: binh nhan dung thube ICMC trang qud trinh gidl mén cam (vi dy npc mit sd lodi cdn ning)

il gdp cie phin (mg phén vé. Trén che bénh nhin ndy, cAc phin tmg phan vi) cb thé tranh duge bAng céch tam ngimg diing cac thubc U'CMC, nhimg cae phén img nay cb thé xult

hids tré I sau khi vd y b tai mén cém.

COVERAM khéng néin ding cho tré am va thidu nén.

TUPONG TAC THUOC VA CAC DANG TU'O'NG TAC KHAC

Cin bido cho v bc 8T hode durgrc 57, néu ban dang ding hodc vira mdéi dang nhimg thude khdc, kb cd céc thube khing ké toa.

Khiing dugre ding COVERAM cing cc thubc sau diy:

- Lithi (diing 64 chira con hung cAm va telim cm): ting c6 ki phuc nbng &4 lithi huyét thanh vA d5¢ tinh (¢ tinh thin kinh néng) a8 duge bao céo trong qud trinh sir dyng dbng thri

véi céc thube LICMC. Phéi hop perindopril v lithi khtng dure khuyén cho. Néu viec phii hop nay 1 cin thidt, chn theo d6i than trong nding 60 ithi huydt thanh.

-Eamwammwnﬂ Ezmmgmnunuéhhmmuﬁmhhm, J



- Thude ki i gilr kali {spironolactons, triamtarena), chit bl sung kali hoge cac mudi chira kali: mac di ndng 48 kali huyét thanh thing LT NAm WG L wsms i g, g

Kaili méu cd thik xdy ra & nhimg bénh nhdn dugre dibu trj véi perin- dopril. Cac thube lor tiéu gitr kali (vi dy spirclolactone, tiam-terene, hode amiloride), hop chit b sung kali, hodc cac

mubi thay thé chira kali cé thé din 3én s 13ng dang ké nbng a6 kall huyét thanh. Do g6 két herp perindopnl vér nhimag thubc ké trén 1 khiing duere khuydn cdo. Nbu vide sirdyng dbng

théri durge chi djnh do ha kali méu ob bing chirng, vide sir dung ndy cdn than trong v theo dbi thubmg xuydn ndng 40 kall huyét thanh. Bibu tri vl COVERAM o6 thé bj inh hurding béi

cac thubc khac. Hy chile ring ban hél ¥ kién bac sTkhi ban dang dong bitky thude gl sau diy, vi cAn phal thiin trong Gie bigt khi ding:

- Caic thude lgn Béu (14 thude m tang kegmg nude i loe Wr thin): bénh nhan dang sdr dyng thudc ol téu, 386 bidt nhing bénh nhén oo suy gidm I tich vahodc mudi, co the gap

gidm huyét &p qué mire sau khi khén i vdi thude UCMC. C4 thé lam gldm téc déng ha huyét &p biing céch ngumng 3l dyng thudc lgi fiu, bing tng thé tich hoic mudi trudre khi khér tr

vii lidu thip sau 06 tng din cika perindopril.

- Thube chiing vidm khing steroid (vi dy nhwr ibuprofen) dé lm gidm dau hodc libu cao aspirin: khi sir dung dlog thin thubc LICME v&i céc thube chiing viém khing steroid (vi dy

acetylsa - licylic & libu chbng vidm, irc ché COX-2 va thubc chbng viém khéng steroid khéng chon kpc), sy suy gidm higu qua ha huyét 4p cb thé xdy ra. Vide st dyng dng thin thudc

UCMC v thubc ching viém khéng steroid o6 thé din dén khd nang ting nguy co xdu di ciia chire ndngthan bao gbm khi nding suy thin chp, ting kali huyét thanh, ddc biét & nhimg

bénh nhan co chire nang thin suy gidm tnede 46, Phbi hop ndy nén dug s dung thin trong, dac bt & nguri cao tudi. Bénh nhin nén duge b nude ddy di vachn can nhic theo d5i

chire ning thin saukhi khér irj vér phii hop ndy, ddng thér theo dbi dinh ky sau 4.

- Thubc chéng d4i thao dudmg (nhu insulin, c4c sulphonamide didy trj dai thao dutmg): vids sir dung cae thube LICMC c6 th 1am tang hidu qud lim gidm dudng huyét & bénh nhén

dbu irj dai m@mﬂm insulin hodc v cée sulphonaniide dibu i 331 thao duwéng, Sy kivir phat ha dutmg huydt 1 rit hidm (cb 18 13 mdt s cai thidn dung nap glucose v kit qua

14m gidim nihu cAu insulin).

- Thudc chéng rdi loan tAm than nhur ching trdm cim. lo &u, tAm théin phan 8t.. .(vi du: thubc chiing irdm cdm ba ving, ching loan than, chéng trhm cam nhém imipramine, thubc an

théin kinh ): 14m Wng khd nang ha huylAp v lng nguy o ha huyll dp i thé dimg.

~Thudc irc ché midn dich {thudc lam giam co ché béo v cia co thé) ding didu i céc réi loan ty mifn hodc sau khi phdu thuit ghép tang (vi dy: cidosporin): gidm bach cdu trung

tink/mét bach cliu hat, gidm tibu cdu v thibu mau 98 duge bio cho & nhirmg bénh nhdn sir dyng thude FCMC. Perindopeil nbn durgre si dyng véi s thiin trong & nhiing bénh nhén

dang ding cic thude tre chll milin dich. =

- Allopuring] (8 dibu tr gat),

= Procainamide (didu tr nhip tim khang dbu),

Giam bach chu trung tinh/mét bach cdu hat, gidm tidu ciu va thidu méu da dugc bao cao & nhimg ténh nhin sie dyung thude UICME. Pedndopril nén dunge st dyng v sir thiin trong &

nhirng bénh nhin dang ding allopurinol hoge procainamide.

- Caic thudc chiing tng huydt 4p khac va cac thudc gian mach bao gbm nitrat (céc chét lm gisn mach mau): Dibu tr dng thixi vii céc tic nhin ndy of thé lam ting khi ndng ha huybt

:;éuhpeﬂndoprll\ré amiodipine. Vi st dyng ddng thir wéi nistroglycerine vi chc nitrale khic hodic cae thude gifin mach khdéc ob thé I3m gidm thém huyét &p do 86 cn duge cln
i thidn trong.

- Heparin (thubc ching déng mau: I8m tang kall huyét thanh

- Ephedrine, noradrenalina hodc adranaline (ding &4 dbu iri ha huydt ap, she hodic con hen): thude gilng giao cim cb thi 1am giim tdc dyung ha huydt 4p cika thube U'CMC,

- Backfen hodic dantrotens (dang tém truyén) ding Siu trj eimg oo trong banh xo cimg ral e, dantrobens con duge ding Séu fri st cao de tinh trong khi gy mé (iidu chirmg bao

gdm sit it cao va co clmg o).

Baclofen: Cé khd néing chéng tang huyét ap. Theo dii thudmg suyén huyét 4p va chire nding than, va didu chinh Bbu viri thudc ha huyét ap ndu cn thidl.

Dantrolena (dang tiém truydn): & ddng wit, rung thit gay b vong v tray tim mach d& duge quan sat thiy of libn quan dbn voi Eng kall mau sau khi sir dung verapamil va dantrolans

dgng tidm truydn. Do nguy co tng kali méu, vide sir dung ddng théi thude chen kiinh calel nhur amlodipin dugre khuybn céo nién tranh & nhimg bénh nhin d& méc tang than nhigt ac

tineh wa trong vide qudn ly tng théin nhiét &c tinkh. =

- Mot sd logi khiing sinh nhi rifampicin, erythromycin, ciarithromycin,

- liraconazol, ketoconazol (ding dilu b nam),

= Ritonandr, indinavir, netfinavir (cac chit ire chi protease ding d8 didu trj HIV).

Thude cam dmg CYPIAL: Hidin khing cb di iu 18n quan 8én dnh hudmg cla cc chiltcim img CYP3A4 dén amiodipin, vigc sir dung dbng thén cac chit chm (mg CYPIA4 (vi du

rifampicin, hyperium perforatum) cé thé 1am gidm ndng 36 amiodipin huyét trong. Amilodipin nén duec s dung thén trong clng viri thubc cdm img CYP3A4,

Thube céim (g CYP3A4:Vigcsirdyng dbng théd amiodipin véi cac thube e ché CYP3A4 manh hodie trung binh (thude (e ché protease, thudc khdng ném nhém azole, céc macrolide

nhir erythromyein hodc clarithromyein) o6 thé lam ting déng ki ndng 4 amiodipin, Cac dir u lam sang cia viec thay 88 duge B8ng hoc ndy cb 18 1 hem & nguréd lom tubi, Do dé cdn

wibu chu theo dii lm sdng vis hilu chinh lidu.

- Thudic phong bé alpha dung didu trj phi dgi tuyén tén 181, nluiprazosin, alfuzosin, doxazosin, fimsulosin, terazesin: lm ting tic dyung ha huy®1 4p va ting nguy oo ha huydt 4p tu thi

dimg.

- Amifosting (ngdn ngira hodc m thuysn gidm téc dng phi do cae thubc khac hodc do chibu tia 88 chira ung thir): cb th 13m ting téc dyng ha huy8t 4p cia amiodipin.

- Corticoid (disng dibu trj rhidu trurdng hévp khéc nhau, bac gbm hen nding va viém khirp dang thép): gldm tic dyng ha huylt 4p (tc dung gilr mudi va nunde do corticosteroid)

- Cibe mudi vaing (Au), @3¢ bigt khi ding Gudmg finh mach (chira cac rkibu chimg vidm khirp dang thilp): phin (g Nitritoid (triéu chimg bao gbm a6 bimg mét, budn ndn, ndn va ha

huyid 4p) 44 durgre bdo céo hidm gép & cac bénh nhén dibu trf vl viing dang tiém (natr aurcthiomalate) dbng thér v thudc UCMC bao ghm perindopril.

- Thude chéng déng kinh nhu carbamazepin, phenobarbital, pherytoin, fosphenytoin, primidon.

DUNG COVERAM CUNG THUFG AN VA DO UONG

Nénding COVERAM truire bira én,

Khaing nén uhng i budr Ap v &n budd khi dang ding COVERAM. Do burdr va nurdre burdi ép cd thé 18m ting nédng d4 amiodipin hoat tinh trong mau, do 86 cd thé lam téng tae dung

ha éip khidng dodn tnrdre dugre cia COVERAM.

MANG THAI VA CHO CONBU

Trurdrc kil ding bt ol thudc ndo, nén hai v kién bac sThodc dwgesi,

Mang thai

Héiy héil  kidn bac s§ néu ban nghl 14 ban dang mang thai (hodic o6 thi mang thai). Bac 5§ s& khiy&:i ban nén dirmng ubng COVERAM trunére khi ban mang thai hodc ngay khi ban bidt

minh mang thai v & hirdmg diin ban ubng thuds khdc thay cho COVERAM.

Khéng khuyén céo diing COVERAM trong thérd ky nang thal.

Lign quan tévi pesindopril:

Béing chimg dich 18 lién quan 8én nguy co sdy thai, qual thai sau khi sir dyng thube LICMG trong ba thang dAu tign cla thai iy chura dugre kit udn; uy niién mit sy gia ting nhd trong

nguy cor lé khdng thé logl trir. Trir khi viic tidp tuc didu tr véi thubc L"CMC dugre ool 14 clin thidt, céc bénh nhéin o ké hoach ob thal nén dugc chuyén sang phureng phap didu ir ha

hurydt dp thay thé 88 dugre thidt p 38 an toan khi strdung trong thai ky, Khi duge chulin Sodn cb thai, vide dibu tri vri thube UCMC nén dugre dimg lai ngany lp tire, va, ndu thich hop,

nén bt Shu vér pu phip thay thé

Sirdyng thudc LICMC trong ba thang gitra va culi ciia thal ky dugr bidt 14 géty ra nhiim i thal nhi & ngurér (suy gldm chirc nang thiin, thidu &, chiéim hba xurong hiip so) va 8dc tinh

sorsinh (suy than, ha huyét ap, tang kali mau).

Nhimg pha nir 66 thai 3 ding thude ICMC tir 3 thing gitra ca thai ky nén dugre kiém tra chire ndng thiin vil hdp so cla thai nhi qua siéu &m,

Tré scr sinh oo me A4 sir dung thubc L'CMC nién durgrc theo doi chit chié khé ndng ha huyét ap.

B4 an todn cla amiodipin trong thad ky cla ngudr chura duge xic dinh.

Trong cac nghién cine trén d8ng vat, 3¢ tinh ginh san dugc quan sat thiy &idu can. Sirdyng trong khi mang thai chi dugre khuyén cao khi Khdng ot didlu tri thay thé an todn hom v khi

bén than bénh mang nguy cor lém hom chome va thal nhi. =

Chocon bl -

Hay bac ngay cho bac sTrdu ban dang cho con bl hofic of § dinh cho con bi, Khdng nién ding COVERAM trang thir ky cho con b, bac 5788 chon Iy phap dhbu trf thay thi khc cho

b nédu ban ob ¥ dinh cho con bd, die bigt ndu con ban méi sinh hode sinh thidu thang.

LAIXE VA VAN HANH MAY MOC

COVERAM c thé &nh hudng dén kha nding 18 xe vi van hanh may moc. Ndu ban cm thiy dm, chong mat, yéu hodc mét méi, hade dau du sau khi ding thude, hity dimg 1& xe hodc

witn héinh mdy v gl bdc 57 ngay e e,

THONG TIN QUAN TRONG VE MOT SO THANH PHAN CUACOVERAM

COVERAM cé chira lactose monchydrate (mét kel duémg). Ban cin bdo céo vid bilic i ndu ban khing dung nap mét 8 logl durimg va 10 hé vér bac s trude ki ding thisbe ndy,
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udn ding RAM theo ding 1&i dén cla bac sT. CAn héi béc 51 hodc dugre sTndu chua thit chic chin vb clch str dyng. - Nubt vién thubc véi mdt obe nurdre, 16t nhiit vao diing gitr
méingay, viio bubi sang tnrt:c blra dn. BacsT 58 quydit dinh libu ding chinh xic cho riéng ban. Thang thudmg, udng mét vién mbi ngdy.
COVEA RAM thurimng durgre ké cho biénh nhan 34 ding perindoprl va amiodipin durdr dang cac vitin riting lé.
QUA LIEY
Méu ban ding qué nhidu vién COVERAM ciing 1c, hy dbn oo st cdp cir ngay 1p tire hodc bda ngay vorl bisc 81 clia ban. Tac dung phy hay gap nhét khi ngd adc thubc nay 14 ha
huydt dp, lam cho ban cém thdy chodng vang hoac ud odl, Nu gap tririmg hop nhir vy, hy nhm ngira v ndng cao chin,
NEU BAN QUEN KHONG UONG COVERAM
Tét nht 14 nin diing thubc dbu d8n hang ngéy. Tuy nhidn, ndu ban quin udng mét libu COVERAM, thi nbin ubng lidu Bp theo vio thér gian ding thulic nhu thudmg ngay. Khing dugc
wdng lidu ghp 481 @8 b vao lidu da quin,
NEU BAN DUNG UONG COVERAM
wmmcovswmumwmw nén ban clin iy kidn bac sTirwde khi ngung ding thude nay.
Méu ban cé tham thilc mdc gi vl visc sir dung thubc nay, xin hai bic sThode duge si.
TAC DUNG KHONG MONG MUON
Cang nhu moi thube, COVERAM ciing cb thi giy the dung phu, mée di khdng phai 14 cd mol ngudd dbu gip nhimg tc dung phy ndy.
Néu ban glp che phin Umg sau ddy, xin ngung ding thud: ngay va bao cao ngay 18p e whi bac sT:
- Bt ngd thér khd khé, dau ngure, thr ning, hodc khé the,
- Sumg mi mét, mét, hodc méi,
- Sumg i v hong, c6 thé ¢én mrc gty kho thé,
-Phén (g qui mén trén da bao gbm: ban &4 trén da, phat ban, ndt 48 trén khdp co thd, ngira nhibu, mun nurdrc gide da, irdcvay v simg da, vidm mang nhay (HA chimg Stevens
Johnson) hodc cac phin img dj img khéc,
- Chong mat nhibu hodc ngét,
« Con dlau tim, nhijp tim nhanh bét thuéeng hodic khong dbu,
- Vim tyy, o6 thé gy dau byng nghiém trong va dau lung, kém theo cém glac khé chiu.
Nn(mg tac dung phy phi bidn sau dity 48 duge bao céo. Néu bl ky téc dung phy ndo géy kho chiu hodc kdo dai irén mdt tudn, ban nén bao wi béc s1.
- Phéd bids (tin sudit <1710, >1/100): dau dhu, chodng vang, bubn ngl (a4 bigt trong giai dogn dhu dibu tri), chéng mét, cim gidc té bi, kidn ba & cac chi, rbi loan thi giéc (bao gdm nhin
dbi), 0 tal, @anh tréng ngyc (clm gidc tim d4p hd hop), birng 46, ching mét do huydt &g ha, ho, thér ndng. budn ndn, ndn, dau bung, rdi loan i gisc, khd téu hodc khd téu hia, tidu
chily, tho bén, phén (g dj ting (nhur phat ban da, ngira), chudtei, métmal, cAm giac yéu, sung miitca chan (phi),
Nhimg tic dyng phy khic 48 duge bao céo bao gbm sau diy, Néu bilt ky tac dung phy ndo tri nén nghiém trong hodic ban thiy nhimg tic dyng phiy chura dugre 86 cip frong 1 urdmg
diin sir dyng ndy, hily bdo cho duge sThodc bac si.
- Khdng phib bién (tn sudt < 1/100, > 1/1.000) Thay &b tinh khi, ko du, trdm cam, budn ngd, réi logn gidc ngl, run, ngdt, mét cim gidc dau, vidm mai (ngatmii, chay nudre mii), thay d&i
théi quen dai tign, rung the, da cb mang 86, da mét mau, dau lung, dau co hodc khorp, dau ngyre, ri loan théi guen tibu tign, ting nhu chu tibu tign vao ban dém, thng s& 1An di téu, dau,
chm gidc khd chiu, co thét phé quan (cdm gidc co thit ngye, thi khi kha, thér ndng), kht: misng, phi mach (triju chirmg thér khé khé, sung mdt hodc i), 06 vin déwd than, B8t duong,
tang tiétmd héi, cdm gidc khdng thodi mai hodc vil to & dén dng, tang hodc gidm thé trong.
- Hidm (tAn sudt < 1/1.000, > 1//10.000); W &n.
- Rt hidn (1An sudt < 1/10.000): rdi loan tim mach (nhip tim khing dbu, dau thit ngwe, com dau tim va 30t quy), vidm phdi tang bach chu ua eosin (logi viém phbi hidm gap), sung mi
mét, mét hodc mbi, sung i v hong, ¢6 thil Gén mirc gy khé thér, phén img qua mén trén da bao gbm ban 34 trén da, phét ban, nét 34 trén khip co thé, ngira nhilu, myn nudée gitp
da, trbcvly vé sung da, viém mang nhay (HJi chimg Stevens Johnson), ban 88 da hinh théi {phat ban da thuémg khéi phat viri iriBu ching et vilt 88, ngira & mél, tay hojic chéan), nhay
cAim i anh sang, rii logn vl mau, vidlm tyy, cb thd gy dau byng nghidmitrong va dau lung, kém theo cim giac khd chiu, bt thudmg chirc ndng gan, viém gan, vang da, tang men gan
wmmammmmm;&wwmm.mum.mwmeMmdhyh.mmmm.mmM.meWm.mmwmm
durdrng huyét.
- Nhirmg tc ding phi sau day cling da dugre biso cao bir bnh nhan sir dyng Coveram: ha dudmg huyét, bl loan bao ghm cimg, run, vahodc ri loan viin 30ng.
Théng bieo cho bic &1 nhimg thc dung khéng mong mudn giip phal khi sir dyng thube nay.
Khi céc tAc dyng phy trér nén nghism trong, hodc ndu ban théy cé the dyng phu ndo chira ghi & day, xin bao cho cho bac sThedc duge st
TINH CHAT DUQIC LY'C HOC
Wi durgre by didiu tri: thuds: dre ehd men chuydn angictensin va phong b kénh calcl.
M3ATC: COSBEO4
Perindopril
Perindopril 14 chit irc.ché men, men nay chuydn angiotensin Isang angiotensin il { men chuydn angiotansin). Men chuydn 1 mit exopeptidase chuyln angiotensin | thanh chilt glly co
mach 14 angictensin Il eing nhir gy kich thich sir giang hod cia brandykinin (14 chét 14m gisn mach) dé thanh cdc hep - tapeptid mét hogt tinh, trc ché men chuydn angiotensin s&
1am gidm néing dd angiotensin Il trong huydt tuamg, kéo theo lam tang hoat tinh renin huydt iong (do co ché didu hda ngurere clia sy 8t renin) va lam gidm tiét aldosterone. Vi men
chuydn angiotensin lm mbt hoat tinh clia bradykinin, nén irc chib men chuynangictensinsé iim tang hoat tinh cla hé kalkrain-kinin tai ch v todn than (va do 86 cling lam hoathba
h# prostaglandin). Cé kha néng 1a cor ché nay 88 gbp phin viio the dyng lam ha huyét 4p cia cae thullc irc ché men chuybn angiotensin va mat phiin chiu trach nhigm v mot 56 tac
dyng phy clia perindoprl (vi dy: ho).
Perindopril 06 higu Iy i nhér chét chuyén hod perindoprilat cb hoat tinh. Céc chiit chuydn hod khac khéng cbn hoat tink invitro.
Tang huyétap
Perindoprl of hbu e & meol mire olia tng huyst Ap: nhe, virs, niing: ob quan st thiy gidm huyét &p 13m thu vatiminrong & cd hai tu thé ném nglra v dimg.
Parindopil 1am gidm sy db khang mach ngosi bign, din térilam gidm huybt 4p. Kt qua | ting dong méu ngoai bin ma khing cb the dyng rn tn s4 tim.
Déng méu qua thiin cang thng, nhrng the a3 loc chu than (GFR) thurtmg khdng adi.
Tac dyng chiing ting huyét &p dat t5i da trong khoding 4-8 gity sau khi diing libu dom, va dugc duy tri (it rhdt 24 gidr; the dung day & khodng 87 %-100% ciia tic dyng dinh,
Sir ha huydt &p xdy ra nhanh. Vér bignh nhiln cé dip tng, sir binh thudmg héa huyét 4p dat dugc sau 1 thang vaibn taima khing gép hign tugng quen thube nhanh (tachphylaxds).
Ngurng ding thubc khing déin itr hidn trgng huydt 4p ting tr Igi (rebound effect).
Pavindopril Idm gidm phi dai thét tréi.
& ngurini, perindopril durc xéc nhin 13 o6 hoat tinh gisn mach, r.amrandmwmimdénmmmmmmg&nwﬂmmgmmmmmmm
machnhd,
Binhnhén cé binh déng mach vanh &n djnh
Mghéén ciru EUROPAILA mdt nghién ciru qudc 18, da trung thm, cd kidm chimg v gid duge, miatl, aglu nhidn hod, kéo dii trong 4 ndm.
12,218 bénh nhdn trén 18 twbi duec chi dinh mit cach nglu nhign, hodic diing Bmg perindopril tert-butylamin (leng duong vl 10mg perindoprl arginin (n=6110) hodc gid dugc
n=6108).
i&ﬂnm::mnhmmungtangmnniumu&umv&mhmmumwmmﬂummmmmmﬂm.mmmmao%whmanwnhumwummm
v/ hode sir 18l thdng mach vanh trurde 40,
Da s8 bénh nhin ding thudc nghidin ciu thém vio libu phip thurdmg quy bao gdim thufe tre chib tibu chu, thude ha lipid, va thube chen béta.
Tidu chudn danh gid higu qua chi ybu 1d sy két hep cla tir vong tim mach, nhdi mau cortim khéng i vong vavhodc ngung tim wéi sy hdi sire thanh cong. Bibu tri wii Bmg perindopril
tert-butylamin (turomg duwong vir 10mg perindoprl anginin)/ nody diin 38n sir gidm tuydt ddi cd ¥ nghta trong cac myc téu chinh ki 1,9% (gidm nguy cor tuomg a8 20% 95%CI[9.4; 28.8]
-p(0,001).
Vi bénh nhiin o6 B8 sir bénh nhii mau co tim vAhodc i thdng mach sy gidm tuyst 08 2,2% trong img wdi gidm nguy co tuong 98 22.4% (95% C1[12,0:31,16) - p < 0.001) rong
cie myc tidu chinh so wii gid dugc.
Amlodipin
Ambodipin 1 chit ire chil dong lon caldl divae, thude nhom dihydropyriding (chen kinh cale hodic 841 knang lon calel) v tre chid déng ion cald di vo tim va cor trom cila mach méu.
Cor ché chéng tng huydt 4p ciia amiodipin 1 do tac dyng trrc tidp lam gidm oo trom machmau, Ceor ché chinh xac mé amlodipin lAm gidm con dau thiit ngyre chira duge x&c dinh ddy
@i, nhumg anvodipin lam gidm tdng génh néng thiéu mau cyc bd nhiy 2 tdc dung sau day:
- Amiodipin 1am gifin cac tibu ddng mach ngogi bidn va do dd IAm gidm todn bl sy db khang & ngoai bidin chdng 1gi sy co bop cda tim (hiw gnh). VI tn sb tim viin duy i &n djnh, tim
Tam viéc trong tinh trang khding qud 13 s& lam gkim sy tibu thy nang heong & cor timvakdm gidm nhu ciu éixy cho tim.
- Cor chi the dyng cia amlodipin o thé ciing lm gisin cac 83ng mach vinh 16m va cic tibu d8ng mach vainh, cil & wing binh ihutmg va vimg thidu mau cyc b, Sy gién mach 8 lam
tang cung cip dxy & cor tim cla bnh nhan 66 co thit ding mach vanh (dau thdt ngyrc Prinzmental hodc dau thit ngyc bidn thé).
Vi bénh nhan cé tang huyit &p, by mot 1n mii ngdy 04 lm gidm huyst 4p Gdng ké & cd hal i thé ndm nglra v r thé dirng trong sudt 24 gier. Do btalu tc dyng chiim, nén sy ha
huydtap cdp tinh khong phdi b bénh cdnh do ding amiodipin.
Véri bénh nhan dau thit ngue, mBi ngdy mdt Hin ding amiodipin s& 1am ting tng théi gian luyén 1p, 18m cham théi gian khén phat dau thit ngye va km chim thérd gian xult hign ST
chitnh xudng 1mm va con ldm gidm thn sb con Gau thilt ngyre va gidm nhu chu ding vién ndn ghyceryl trinitrat.
Amiodipin khing gdy tac dung cb hal vl chuyén hoa hodic gy thay 8bi lipid trong huydttirong va thich hop 88 ding cho cac bénh nhan hen, tidu dudmg, git.
B§nh nhin c6 b§nh ddng mach vanh (CAD):
Higu qua cla amlodipin trong trong phing nptra bién cd trén bénh nhian cb bénh ddng mach vanh (CAD) 08 duge danh gia trén mdt nghién ciru 46c 18p, da trung tAm, ngdu nhiln, ma
51, cb kibm chimg i gid dugre véi 1997 binh nhan: So sanh Amlodipin véri Enalapril nhdm han ché sy xudl hign cia huydt kndi (CAMELOT). Trong ting s8 bénh nhan tham gia
nghbn cor, ban cnh gy i chubn bling statin, chen béta, thulc lei tidu via aspirin, trong véng 2 nam, cb 663 bénh nhin Bbu tr bng amiodipin 5 - 10mg, 673 bénh nhdn dibu ir| bing
enalapril 10—20mg, v 655 biinh nhan dibu trj biing gid dugre. Két qua chinh duge trinh by irong bang 1. Két qué nay cho thay du tr véd amiodipin giip lam gidm s ln nhap vign vi
dau thit ngire v Giop km giden sd ca LAl théng mach trén bénh nhan ob bénh &dng mach vanh (CAD).

— : Bang 1. §6 trwéng hop gdp cac bién co ién trong nghién ciru CAMELOT

Ty I& bién cb tim mach. No (%) Amlodipin so v&i
Gia [Ty sé chénh Gia
Két qua chinh Amlodipiny ;¢ Enalaprill (Khoang tin céy | tri
95% Cl) p
Muc tiéu chinh bién cé tim

mach tirmg yéu té riéng 16 | 110(16.6)[151(23,1f136(20,2)0.69(0,54-0,88) | 0,003




Lorthong mach vanh ]?3(11,31 103(15,7) 95(14,1) [0,73(0,54 - 0,98)| 0,03

Nhap vién vi dau that

s 51(7,7) ~{84(12,8) |86(12.8) |0,58(0,41-0,82) | 0,002
[:';?g’ mau co tim khong 1 4 > 1y |1e2.9) [11(1.6) 0.73(0,37-1,46) | 0,37
6t quy hoac thiéu mau

néo thoang qua 6(0,9) |12(1.8) |8(1.2) 0,50(0,19-1,32) | 0,1i
Tir vong tim mach 5(0,8) |2(0,3) |[5(0,7) [2.46(0,48-12,7) |0,27

Nhéap vién do suy tim sung
huyét tim sung huyét

Nguwng tim ¢6 hdi strc

3(0,5) |5(0,8) |4(0,6) 0,59 (0,14 2,47)|0.46

thanh céng 0 14(0.,6) 1(0,1)  |NA 0,04
Khéri phat b&nh mach mau
ngoaipbiénbe " 5(0,8) 12(0,3) |[8(1,2) [2,6(0,50-13,4) |0,24

Bidu trf trén bénh nhin suy tim:

Mhamg nghiién ciru huylt 38ng va nhirng nghiln ciru lm sang ob kidm chimg dira vao khd ndng géng strc & bénh nhdin suy tm wéi NYHA 34 I - IV cho thiy amlodipin khdng dn téi
nhirmg suy gidm trén lm sang khi dugc do bing phurong phap dung nap géng sirc, phin sult thng méu thit irdi v riu chimg hoclim sang.

Mghién ciru ¢ kidm chimg v gid durge (PRAISE) duvre thidt ké dé danh gia bénh nhan suy tim NYHA 36 11l - IV sdr dyng digoxin, ki tidu va (e chil men chuyén cho thiy amiodipin
khdng tam tang nguy co xdy ra tirsull hay nguy oo xdy ra bgnh sult-tr sult phéi hop do suy tim.,

Trong mdt nghidn cirs ob kidm chimg v gid dugre, theo dbi dai han (PRAIE-2) cia ambodipin trén binh nhan suy tim 39 11—V, khdng cb tidu chirmg tim sing hode o gl yhode oo
tridu ehimg thidu méu oo tim - nhimg bénh nhin ndy duge st cung libu dn dinh cilka tre ché men chuyén, digoxin va lgr tibu-h amilodipin khéng o6 te déng 1#n tir vong tim mach toan
bé. Vi trong dén s& nay. amlodipin iién quan 1 nhimg béo céo tang phi phbi.

Biéu trj dy phdng com dau tim (ALLHAT)

Mt nghidn eiru ngdu nhién, mi 880 vl tir vang vé bitnh tt 18n 1 ALIHAT duge ibn hanh dé so sanh the thube mdi: amiodipin 2,5-10mg/ngy (thude chen kinh calel) hoge lisinopril 10-
40mgingdy (ICMC), so v thubc ki nigu thiazide, chiotha- lidone 12,5—25mg/ngéy cho cic trrémg hop ang huyéLap tirnhie 3 trung binh.

Téng cing cb 33,357 bénh nhan tng huydt 4p & 48 tudi 2 55 dwgc chon ngdu nhidin vao nghibn cir vA fudn thi ché & nghin ciru trong 4.9 nam. Mhimg binh nhdin nay phil ot thém
it bt mét yiu 1 ngury co vl binh 30ng mach vanh, bao gbm: 43 co tifn s0r nhdi maw cor tim hode il sir bj dét quy tnén 6 thang trude khi tham gia nghién ciru, hodc of bénh 50 bj bénh
déng mach vanh, vira xor d8ng mach (51,5%), dai thao dudng uip 1l (36,1%), HDL - C<3Smgidl (11.6%), phi dai tim thit iral dugre chin dodn bing dign tam db hogc bing siéu &m
tim (20,9%), dang hit thude 4 (21,9%).

Myc tigu chinh 14 thng hop bdnhdbﬂgmdw&rmwm'mnghounh&muwmmhrvmg Khiing ob sy khac bigt dang ké vé hidu qua gitra liéu phip amiodipin vl lku phap
chiorthalidone; RR0.98 (95%C10,90-1,07],p=0,65). Trong céc myc tiéu phy, ngui ta nhéin thiy cAc trréng hop suy tim (mt thanh philn trong muc gy Bn quan dén tim mach) &
nhém dang amlodipin cao hon hdn so véi nhdm ding chlorthalidone (10,2% so vér 7,7%, RR 1,38, (95%C] [125 -152] - p<0.001). Tuy nhién, khing ob khac bigt rd rét vé i vong do
i nguydn nhan gidra 2 nhom tr lidu ([amiodipin so wéi chiorthalidone, RR 0,96 (95%(1 [0 88-1,02] - p 0.20).

TINH CHAT DUIC BONG HOC

Téedd va mirc 88 hip thu cla amiodipin va perindogpril trong vién COVERAM khing khac rhau rd rit 50 vir the 44 vi mire 85 hip thu cia amiodipin va perindopril ding riéng bigt trong
birnig vidn.

Perindopril

Sau kni ubng, parindopril dugc hdp thu nhanh va ndng 46 dinh dat dupc trong vong 1 gitr. Thin gian ban huj cia perindopr 1 1 git,

Parindopril 14 mit tiin chillt thude; 27% clia u perindopril vao duee tulin hodn méu dudi dang chilt chusyén hoa perindo-prilat o6 hoat inh. Clng i parindoprilat ob hogt tinh, perin-
dopril cho § chét chuyén hod khdng cb hoat tinh. Néng 86 @inh trong huyét tuomg ola perindoprilat dat Suec trong ving 3-4 gitr.

Vilc &in thirc &n 1am giém sy chuyéin @8 thanh perindoprilat, do vy 1m gidm sinh kha dung cia chiit ndy, do 86 phal ubng perindopril arginin véi mt lidu duy nhilt trong ngéy vilo bubi
sang irudre bira én,

B chimg minh ob méi in quan tuyén tinh gitra lidu ding perndoprl va ndng & cia thulc rong huyét vomg.

Thé tich phdn bl 14 khodng 0,2 IItkg 381 v perindoprilat khdng gdn kL Protein gdn kit perndopritat chidm 20% protein huydt lwong, chi yéu vao enzym chuyén dang an—giotensin,
nhung phiy thude vao ndng 45,

Perindoprilat dugre théi trir wao trong nurde tidu v théd gian ban thai cla phlin khéng lin kit 14 khodng 17 gidr, diin dén trang thai dn dinh trong vong 4 ngédy.

S dio théi ciia perindoprilat gidrm & nguri cao tubi va & bénh nhan ot suy tim hodc suy thin, Vi vy thudmg cén theo dbi legng creatinin maw, kali mau,

B thanh lgc clia perindoprilal qua thdm tach miu 1 70mil phit.
mﬂﬁp&mrﬂmﬂ&mmnmmmﬂmmmwAmmmhmmm.Twm.mmmmmmﬂmﬂmmm
Amiodipin

Say khi ubng v u dibu trj, amiodipin hip thu tht, dat ndng a6 dinh trong maw sau khi ding 6 - 12 gidr. Sinh kha dyng tuytt d8i 14 64-80%. Thib tich phén bd (Vd) khodng 21 litkg.
Nghién ciru in vitro cho thily khodng 97,5% amiodipin iuu théng cb gin i protein huydt teong.

Sinh kha dyng cla ambodipin khéng bidnh hudmg béi thiee dn,

Thiéri gian bén thai cull ciing khodng 35-50 gier va &n dinh ved edch ubng mitiidu duy nhit irong ngay. Amiediplin chuydn hoa phin iom & gan 84 cho cac chédt chuydn héa mét hoat tinh,
i 10% amiodipin durdd dang chira chuydin hida va B0% chitchuylin hia dugre o thi qua nurde tidu.

Wi ngurir cao tudi: thér gian a8k dat ndng 38 dinh trong huyit tuomg cla amlodipin & ngud cac bl 13 twong duwong khi o sanh v nguid tré tuli. Sy thanh ke clia amiodipin cb
khuynh hurédmg gidim kéo theo ting AU va kéa dai théri gian bén théi & binh nhén cao twbi. Trong nghién ciru theo phin nhém tubi, bnh nhan suy tim cao i oo ting AUG va thér gian
b thai, Vér ngudn suy chire ndng gan: Co rdt it dir lidu [m sing vé vide ding amodipin tnén BEnh nhiln suy gidm chirc ndng gan. Trén binh nhn suy gidm chire néng gan thily cb
gidim 4% thanh thai amlodipin, do 4 Bm kéo dai thér glan bén hiy va ting AUC khodng 40 - 50%.

DIEU KIEN BAD QUAN

B4 thudc xa thm v va thm nhin ciia trd em.

Khéng ding COVERAM 45 qué han. Han diing cla thudc duge in trén hip thubc va lg thubc.

By Kin lg thude ¢é tranh dm. Bdo qudn trong bao bi ban dhu,

Bao quén & nhidt 3§ dwdi 25°C, nol khé mdt, trdnh dnh sing.

HAN DUNG: 3 n&m k& tir ngay sin xubl,

TIEU CHUAN CHAT LUPQ/NG: Tiéu chulin MSX

Cor quan dugre quyén ban hing

Les Laboratolres Servier-Phap

Mha san xult

Servier (Ireland) Industries Lid
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Arklow-Co. Wicklow
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