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POC KY PON HUONG DAN TRUGC KHI DUNG THUOC
PE CO THEM THONG TIN, XIN HOI Y KIEN BAC St
Rx- THUOC BAN THEO PON

COVERAM® Smg/5mg
perindopril arginin / amlodipin

COVERAM® Smg/10mg
perindopril arginin | amlodipin

COVERAM® 10mg /Smg
perindopril arginin | amlodipin

COVERAM® 10mg/10mg
perindopril arginin | amlodipin

Vién nén
THANH PHAN
Hoat chét Ia perindopril arginin va amlodipin.
COVERAM 5mg / 5mg: 1 vién nén chira 5 mg perindopril arginin va 5 mg amlodipin.
COVERAM 5mg/ 10mg: 1 vién nén chua 5 mg perindopril arginin va 10 mg amlodipin.

COVERAM 10mg / 5mg: 1 vién nén chua 10 mg perindopril arginin va 5 mg amlodipin.
COVERAM 10mg/ 10mg: 1 vién nén chira 10 mg perindopril arginin va 10 mg amlodipin.

Céac thanh phan khac trong vién nén gdm: lactose monohydrate, magnesium stearate (E470B),
cellulose vi tinh thé (E460), silica khan dang keo (E551).
TRINH BAY

COVERAM 5mg / 5mg: vién nén tréng, hinh que, khic 5/5 & mot mat va ddu %5 & mit kia.
COVERAM 5mg/ 10mg: vién nén hang, hinh vuong, k\_hac 5/10 & mdt mit va dau %5° & mit kia.

COVERAM 10mg / 5mg: vién nén tring, hinh tam gi4q, khdc 10/5 & mét mat va ddu 3 & mit
kia. \
COVERAM 10mg/ 10mg: vién nén tring, hinh trba_Ehici10/10 & mdt mit va diu *= & mit kia.

Céc vién nén duge dung trong céc lo thudce chita 30 vién nén.

TINH CHAT

COVERAM Ja hdn hgp ciia hai hoat cht perindopril va amlodipin,

Perindopril la chét irc ché men chuyén (UCMC). Amlodipin 14 chét dbi khang calci (thudc nhom
thude dihydropyridine). Khi ding v61 nhau, hai thube nay s& lam gian mach dé cho mau qua
mach d& dang hon va gitip tim duy tri dong mau binh thudng.

CHi PINH

COVERAM duge dong dé didu tri tang huyét ap va/holic bénh ddng mach vanh én dinh (trang
thai ma sy cung cip mau téi tim bi giam hodic bi phong bé).

Bénh nhan d& ding perindopril va amlodipin dudi dang céc vién riéng biét thi nay ¢6 thé diung
thay thé bang mot vién COVERAM c6 chita hai thanh phén ké trén.



CHONG CHI PINH

- Néu bj di g (qui min cam) voi perindopril hodic véi cac thube UCMC khéc, hoiic vé6i
amlodipin, hodic voi cac thude d6i khang calci khac, hodc voi bt ky thanh phén nao cia
COVERAM,

- Trong thdi ky mang thai, cho con bl

- Néu gip céc triéu chimg nhu thé kho khe, sung mit hodic ludi, ngira ran hodic phat ban da
nghiém trong khi dung thubc UCMC lan truéce, hodc trong trudng hop ban hay ngudi trong
gia dinh ban &4 timg ¢6 nhiing tridu chimg ké trén trong bét ky trudmg hop nae khac (trang
th&i nay goi la pht mach),

- Néu bj hep van dong mach chi hodc bj séc tim (khi tim khdng cé kha nang cung cép dii mau
cho co thé),

- Néu ban bj ha huyét p ning (huyét ap rét thip),

- Néu ban bi suy tim sau con dau tim.

CANH BAO PAC BIET VA THAN TRONG KHT SU DUNG
Neéu ban géip cdc ruong hop sau ddy, xin héi béc s7 triede khi dimg COVERAM:
- CéAc van dé vé tim:

* Hep van dong mach chu va van hai la/ phi dai co tim (bénh co tim): Ciing gidng nhing
thude U'QMC khac, perindopril nén dugc sir dung thén trong & cdc bénh nhén bi hep van hai
14 va ¢d tac nghén dong chay ctia tdm that trai nhu hep dong mach chii hodc phi dai co tim.

= Ha huyét dp: Thude UCMC c6 thé giy ra ha huyét ap. Ha huyét 4p cé triéu chimg hiém gap
& cée bénh nhén bj ting huyét ap don thuﬁn va thusng xay ra & nhiing bénh nhan c6 suy giam
thé tich, vi dy dang sir dung thudc loi tidu, ché d an han ché mudi, dang tham tach, tiéu chay
hodc nbn mira, hodic nhitng bénh nhén ting huyét 4p phu thude than nghiém trong. O nhing
bénh nhén ¢6 nguy co cao ha huyét ap ¢d tridu chiing, mic huyét ap¢ chue ndng thin va kali
huyét thanh nén duge theo dai chét che khi didu tri véi COVERA

Can nhic tuong (v ciing ¢in duge &p dyng cho cac benﬁ\nl‘%ﬂ tluéu mdu co tim cyc bd hodc
beénh mach mau ndo vi viéc ha huyét 4p qua mitc cé thé gﬁy?%a,nnm mau co tim hogc bién cb
vé mach mau nio.

Néu xay ra ha huyét 4p, bénh nhan nén dirge dit nAm ngira va, néu can thiét, nén duge truyén
tinh mach dung dich natri clorid 9 mg/ml (0.9%). Mot dap Ung ha huyet ap thoang qua khong
phai la chong chi dinh ciia nhiing lleu tiép theo, mdt vide 1hu0ng xuyén khong gay tro ngai
khi huyét ap d tang 1én sau khi bu thé tich.

* Suy tim: bénh nhén suy tim nén duoc didu trj cin trong.
Trong mét thir nghiém dai han, c6 d&i chiing v6i gia duoc trén nhitng bénh nhin suy tim ning
(phan dd NYHA 111 va IV), cac bién cd phit phdi & nhém diéu tej véi amlodipin duge bdo cdo
13 cao hon so vai nhém gia duoge. Cac thube chen kénh calei, bao gém amlodipin, nén dugc
sir dung véi su ¢én trong & nhitng bénh nhan suy tim sung huyét vi ching ¢6 thé lam ting
nguy ca cdc bién cb tim mach va tir vong trong tuong lai.

« Huyét 4p tdng cao nghiém trong: B an toan va hidu qué cua amlodipin trén nhitng bénh
nhan cé huyét 4p ting cao nghiém trong chira duge kiém chirng-

- Céc van d€ ve gan (suy gan):



Thude UCMC hiém khi c6 lién quan dén hoi chimng khoi dau véi vang da o mit va tién trién dén
hoai tr gan lan t6a va (doi khi) tr vong. Co ché clia hdi chirg nay van chua dugc hiéu 1. Nhiing
bénh nhén str dung thuée UCMC ¢6 b1eu hién vang da hodc téng cao cac enzyme gan dgc hiéu
nén ngung sur dung thube UCMC va cin duge theo d01 y t& phil hop.

Thoi gian ban hiy cua amlodipin thudng kéo dai va gia tri AUC thudng cao hon 6 bénh nhén suy
giam chic néang gan; lidu khuyén cdo chua dugce xdc diph. Vi viy amlodipin nén ducc sir dung
bat dau & lidu thap nhit clia ngudng lidu va can trong ngay khi bit ddu diéu trj ciing nhu khi ting
lidu. Pidu chinh lidu chdm va theo dai chit ché s& dugce yéu cdu ddi véi bénh nhén suy chirc ning
gan.

- Céc vAn d@é v& than (suy than v6i d6 thanh thai creatinine < 60 m1/phGt) hodc ban dang thim
tach:

Trong trudng hop suy than (dd thanh thai creatinine < 60 ml/phat) viéc khéi ri véi don thanh

phin duoc khuyén cdo.

Theo d&i thudng xuyén ndng d6 kali va creatinine 1a mat phin ciia thuc hanh y t& thudng quy véi

céc bénh nhén suy thén.

O mot vai bénh nhén bj hep dong mach than hai bén hodc hep mét thin don dde, da duge diéu tri

vai thude UCMC, da quan sat thay viéc tang ure mau va creatinine huyét thanh, thudng phuc hoi

sau khi ngung dleu tri. Di¢u nay déc biét c6 kha ndng xay ra & bénh nhan suy thin. Néu cé ting

huyét dp phu thugc than s& lam ting nguy co ha huyét 4p nghidém trong va suy giam chirc ning

than. M6t s& bénh nhan tang huyét ap khéng c6 bénh mach mau thén rd rang trude d6 da gia ting

sy tdng ure mau va creatinine huyel thanh thong thudng nhe va thoang qua, dic biét khi

perindopril duoc sir dung dbng thai véi thuoc Ioi tiéu. Piéu nay ¢6 nhiéu kha ning xay ra hon &

céac bénh nhan ¢6 suy than tir frude.

Amlodipin cé thé duoc str dung & nhiing bénh nhén nay vai liéu thong thuong. Sy thay dbi nong

36 amlodipin huyét tuong khong tuong quan v6i mire dd suy than. Amlodipin khéng loc qua

thén.

- Bénh collagen mach mau (bénh v& md lién két) nhu Lupus ban dé hé théng hoic bénh xo
cirng bi:

Giam bach céu trung tinh/ mat bach cau hat, giam 1iéu cdu va thiéu mau da duoc bdo cdo & nhiing
bénh nhén st dung thubec UCMC. O nhimg bénh nhin c¢é chirc ning thin binh thudng hoic
khdng cé cac yéu té nguy co khéc, giam bach cdu trung tinh hiém khi xay ra. Perindopril nén
duge st dung vdi su thén trong & nhitng bénh nhin bi bénh collagen mach mdu, dic biét néu bi
suy than trude dé. Mét vai trong sb cac bénh nhan nay da bj nhiém ring ning, trong mot sb ca
khéng dap (ng vai lidu phap khang sinh manh. Néu perindoprit duge siv dung & nhing bénh nhan
nay, nén theo doi lugng té bao bach chu thudng xuyén va bénh nhan nén dugc hudng din bio céo
bét ké trig¢u ching nhidm tring naa (vi du: dau hong, sbt).

- bai thdo dudng: \
O bénh nhén dai thao dudng da‘nﬁuﬁc dleu tri v6i cac thube tidu dudng dang udng hodc insulin,
nén theo ddi chit ch& dudng huyet trong sudt thang du tién diéu tri v4i thube UCMC

- Néu dang theo ché d han ché mudi hoic dung céc chét thay thé mudi ¢6 chira kali (can phai
6 sur can bang tot vé kali mau):
Tang kali huyét thanh d3 dugc quan sit & mdt s& bénh nhin dong thube UCMC, bao goém
perindopril. Yéu tb nguy co cho viéc ting kali huyét thanh bao gdm nhitng bénh nhan suy than,
chirc néng than dang trd nén kém dl tudi tac =70 tu01) bénh nhén tiéu dudng, bi nhiéu bénh
cung lic, & nhirng bénh nhén bi mét nude, mit b tim ¢dp, nhidm toan chuyén hdéa, va sir dung
dong thoi cac thude loi tiéu giit kali (vi du spironolacione, eplerenone, {riamterene, hodc
amiloride), chit bd sung kali hoiic cac mudi chira kali; hodc nhimg bénh nhin ding céc thude
khae lién quan dén viée ting kali huyét thanh (vi du heparin). Viéc st dung chét bd sung kali, loi
tidu gift kali hodic cac mudi chira kali diic biét & nhitng bénh nhan c6 chirc ning thin suy giam ¢6



thé din dén ting kali huyét thanh dang ké. Tang kali huyet thanh ¢6 thé géy ra loan nhip nghiém
trong, trong mot sd truomg hop dan dén tr vong. Néu viée sir dung dbng thoi per indopril voi
nhiing thude néi trén 1a thuc sw cén thiét, viée két hop nay nén duge sir dung v6i sur ¢dn trong va
thudng xuyén kiém tra mirc kali huyét thanh.

- Néu bénh nhén cao tubi va cén phai tang liéu:
O bénh nhéan 161 tudi khi can ting li€u nén than trong,

Ban phai bao cho béc st néu ban nghi ring ban dang mang thai (hodc cd_thé d4 mang thai).

Khéng nén dung COVERAM trong thoi ky mang thai.

Khi dang diing COVERAM, ciing cdn bdo voi bdc sT hodc nhdn vién v 1é, néu ban:

- Sép phai giy mé va / hodc dai phau thuét: trén bénh nhan phai thuc hién phiu thuit 160 hodc
gdy mé bang cac thudc ¢6 thé gay ha huyét ap, COVERAM c6 thé gy uc ché tong hop

angiotensin ][ thir phat bu trir do ;-chu phong renin. Nén ngimg diing thude mdt ngay trude

phiu thuat. Néu xuét hién ha huyét 4p do co ché nay, ¢6 thé diéu chmh biing cach tang khdi
lugng tudn hoan.

- Méi bj tiéu chay hodc non (dang ém),

- Dang thim tach LDL (tirc dung méy dé tach cholesterol ra khoi mau): phan tmg phan vé de
doa tmh mang hiém khi &dp ¢ bénh nhén dung thuoc UCMC trong qua trinh loc loai
fipoprotein ty trgng thip bang dextran sulphat. CO the tranh duge cac phan tng phan vé nay
bang cach tam ihor: ngung dunU thudc UCMC trude mbi 1an loc loai.

- Dang diéu tri gial min cam dé lam giam hiu qua cua di irng vdi ngc ong va ngc ong vo ve:
benh nhan ding thuée UCMC trong qué trinh gidi min cam (w du noc mot s6 lodi ¢on trung)
d& gdp céac phan 1tng phan vé, Tren cac bénh nhan ndy, cac phan ung phan vé co thc trdnh
duoc bing cach tam 110unﬂ ding cac thube UCMC, nhung céc phan ting nay cé thé xudt hién
trér lai sau khi v6 y bi tai man cam.

COVERAM khéng nén diing cho tré em va thiéu nién.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Cén bdo cdo vai bac s hode duge si, néu ban dang ding hofic vira m&i dung nhitng thude khac,

ké ca cac thubc khong ké toa.

Khing dieoe ding COVERAM cing cde Ihuoc sau ddy: A\ ¥

- Lithi (ding dé chiia con hung cam va trim cam): ting cé hdi phu&lmng d6 lithi huyet thanh
va ddc tinh (doc tinh thin kinh ning) da dugc bdo cdo trong qua trinh sit dung dong thdi véi
cac thube UCMC. Phéi hop perindopril véi lithi 1a khéng duoc khuyén cdo. Néu viée phdi
hop nay 13 cin thiét, cin theo dai than trong nbng dd lithi huyét thanh.

- Estramustine (dung dé diéu tri ung thu): nguy co ting cc bién ¢ bat lgi nhur phis mach thin
kinh.

- Thudc loi tiéu giir kali (spironolactone, triamterene), chit bd sung kali hodc cdc mudi chira
kali: mic dii ndng do kali huyét thanh thong thudng nam trong gidi han binh thudmg, ting
kali mau c6 thé xay ra & nhitng bénh nhan duoce didu tr] véi perindopril. Cae thude loi tidu gibr
kali (vi du spirololactone, triamterene, hodc amiloride), hop chét bd sung kali, hodc cic mudi
thay thé chira kali c¢6 thé ddn dén sy ting ddng ké ndng do kali huyét thanh. Do d6 két hop
perindopril v6i nhitng thude ké trén 1a khéng duoc khuyén cao. Néu viée sir dung ddng thoi



duoe chi dinh do ha kali mau cé bing chimng, viéc s dung nay cdn thin trong va theo dbi
thudng xuyén ndng dd kali huyet thanh,

Didy tri voi COVERAM ¢6 thé bi anh hudng béi cdc thude khdc. Hay chic réng ban hoi v kién
béc si khi ban dang dung bat ky thudc gi sauv ddy, vi can phai than trong déc biét khi dung:

Céc thube loi tidu (1a thude 13m ting luong nude tiéu loc tir thin): bénh nhin dang sit dung
thudc loi tidu, ddc biét nhirng bénh nhan c6 suy giam thé tich va/hoic mudi, cé thé gap giam
huyet ap qua muc sau khi khéi tri véi thude UCMC. C6 thé lam giam téc dfng ha huyét ap
bing cach ngung st dung thude loi tiéu, bing ting thé tich hodc mudi trude khi khéi tri véi
liéu thap sau do tang dan cuia perindopril.

Thudc chdng viém khéng steroid (vi du nhu ibuprofen) dé lam giam dau hodc lidu cao
aspirin: khi str dyng déng thoi thude UCMC véi cae thude chong viém khong steroid (vi du
acetylsalicylic & liéu chéng viém, Gc ché COX-2 va thude chdng viém khong steroid khong
chon loc), su suy giam hi¢u quéa ha huyét ap co thé xdy ra. Vige sir dung dong thoi thube
UCMC va thube c:hc-nfl viém khong steroid ¢ thé dan dén kha niing ting nguy co x4u di ciia
chitc nang than, bao gdm kha ning suy than cap, tang kali huyét thanh, dic biét & nhimng bénh
nhén c¢ chitc néng thén suy giam trude do. Phéi hop nay nén dugc sir dyng than trong, ddc
biét & ngudi cao tudi. Bénh nhin nén dugc bt nude diy di va cén cin nhic theo dai chire
ning than sau khi khai tei v6i phdi hop nay, ddng thoi theo dai dinh ky sau dé.

Thude chdng dai thao dudng (nhw insulin, cac sulphonamide didu tri dai thao dudng): viée st
dung cac thude UCMC ¢6 thé 1am ting hidu qua lam giam dudng huyét & bénh nhén diéu trj
dai thao dudmg v6i insulin hodic véi cac sulphonamide diéu tri dai thio dudng. Su khéi phét
ha dudng huyét 14 rit hiém (co 18 1a mdt sy cai thién dung nap glucose vdi két qua lam giam
nhu cau insulin).

Thube chémg r6i loan tam than nhu chéng trdm cam, lo 4u, tdm thin phan liét...(vi du: thude
chbng trim cam ba vong, chéng loan théan, chdng trdim cam nhém imipramine, thude an thin
kinh): lam ting kha ning ha huyet ap va tang nguy co ha huyét ap tu thé dirng.

T huoc ic ché mién dich (thuoc 1am giam co ché bao vé clia co the) diing dleu tri cac roi loan
iy m]en hodc sau khi phau thufit ghép tang (vi du: ciclosporin): giam bach cau trung tinh/ mét
bach ciu hat, giam tiéu cAu va thiéu mau di dugc bio cédo & nhirng bénh nhén sir dung thude
UCMC. Perindopril ner\ldtrqc sir dung vai su than trong & nhitng bénh nhin dang ding cac
thudc vic ché mién dich. |

Allopurinol (d€ diéu trj gut)

Procainamide (diéu trj nhm tim khéng deu)

Giam bach céu trumjmat bach ciu hat, giam tiéu cau va thiéu mau di dwge bio céo &
nhiing bénh nhin sﬁmg thudée UCMC. Perindopril nén dugc sir dung véi su than trong &
nhitng bénh nhan dang dung allopurinol hodc procainamide.

CAc thude chéng ting huyét 4p khéc va céc thube gidn mach bao gdm nitrat (cac chél fam
gisin mach méu): Piéu trj ddng thdi v6i che tac nhan nay c¢é thé [am ting kha ning ha huyél
ap cua perindopril va amlodipine. Viée sir dung dong thoi véi nitroglycerine va cac nitrate
khac holic cdc thude gisin mach khac cé thé 1am giam thém huyét 4p do do can dugce cin nhic
than trong.

Ieparin (thudc chdng déng mau): lam ting kali huyét thanh

Ephedrine, noradrenaline hodc adrenaline (ding dé didu tri ha huyet ap, sbc hodc con hen):
thude gidng giao cam ¢d thé lam giam tic dung ha huyct ap cua thube UCMC.

Baclofen hodc dantrolene (dang tiém lruyen) diing didu tri ciing co trong bénh xo cling ral
rac, dantrolene con duge dung diéu iri sbt cao 4c tinh trong khi giy mé (triéu chitng bao gom
sOt rat cao va co cing co),

Baclofen: C6 kha nidng chong tang huyet dp Theo dai thudmg xuyén huyét 4p va chirc ning
than, va diéu chinh lidu véi thude ha huyét 4p néu cin thiét.

Dantrolene (dang tiém truyen)

O ddng vat, rung thit giy Ui vong va truy tim mach da duoc quan sét thay cé lién quan dén
véi tang kali mau sau khi sir dung verapamil va dantrolene dang fiém truyén. Do nguy co ting

6



https://nhathuocngocanh.com/

kali mau, viéc sir dung don thoi thude chen kénh calci nhur amlodlpm duoc khuyén céo nén
tranh & nhung bénh nhan dé mic ting than nhiét ac tinh va trong viéc quan 1y ting than nhiét
ac tinh.

- Mot sb loai khang sinh nhu rifampicin, erythromycin, clarithromycin,

- Itraconazol, ketoconazol (dung diéu tri nam),

- Ritonavir, indinavir, nelfinavir (cac chét tic ché protease ding ¢ dé diéu tri HIV).

Thudc cam itng CYP344: Hién khong c6 dir ligu lién quan dén anh hucmg clia cac chét cam
img CYP3A4 dén amlodipin. Viéc sir dung dong thoi céc chdt cam (g CYP3A4 (vi du
rifampicin, hypenum perforatum) co thé lam giam nonCl dé amlodipin huyet tuong.
Am]odlpm nén duge su dung thén trong cung vai thuoc cam ung CYP3A4

Thuoc trc ché CYP3A44: Viéc st dung dong thoi amlodipin véi céc thudc tic ché CYP3A4
manh hodc trung binh (thudc trc ché plotease thude khang nam nhém azole, cac macrolide
nhu elythlomycm hodc clarithromycin) ¢ thé 1am ting ding ké ndng do amlodlpm Céc dir
li¢u 1am sang cua viéc thay dbi duge dong hoc nay cé Ie rd hon & ngudi 1on tudi. Do d6 can
yéu cau theo dai 1am sang va hiéu chinh [icu.

- Thubc phong bé alpha dung diéu tri phi dai tuyén tién liét, nhu prazosin, alfuzosin,
doxazosin, tamsulosin, terazosin: lam tang tic dung ha huyét dp va ting nguy co ha huyét ap
tu thé ding.

- Amifostine (ngan ngira hoéc lam thuyén giam tac dung phu do cac thudc khéc hodc do chiéu
tia dé chira ung thu) c6 thé 1am tang tac dung ha huyét 4p cua amlodipin.

- Corticoid (diing diéu trj nhiéu trudng hop khac nhau, bao gbm hen nang va viém khép dang
thép): giam tac dung ha huyét ap (tac dung gitr mudi va nuée do corticosteroid)

- Céac mubi vang (Au), dic biét khi dung dudng tinh mach (chira céc triéu ching viém khéop
dang thap): phan tng Nitritoid (triéu chimg bao gdm doé bung mat, budn nén, nén va ha huyét
ap) da duogc bao cdo hiém gdp 6 cdc bénh nhén didu tri voi vang dang tiém (natri
aurothiomalate) ddng thoi véi thude UCMC bao gdm perindopril.

- Thubc chéng dong kinh nhu carbamazepin, phenobarbital, phenytoin, fosphenytoin,
primidon.

DUNG COVERAM CUNG THUC AN VA PO UONG

Nén dung COVERAM truéc bira an.

Khéng nén udng nudc budi ép va an budi khi dang dung COVERAM. Do budi va nude budi ép
c6 thé lam tang néng dé amlodipin hoat tinh trong méu, do d6 c6 thé lam ting tac dung ha 4p
khéng dodn trude duge cia COVERAM.

MANG THAI VA CHO CON BU
Trudce khi dung bit ctr thude nao, nén hoi y kién bac si ho gc si.
Mang thai

Hay hoi y kién bac si neu ban ngh la ban dang mang thai (hodc cé thé mang thai). Béc si s€
khuyén ban nén dirng uong COVERAM trude khi ban mang thai hodc ngay khl ban biét minh
mang thai va sé& huong dan ban uéng thude khac thay cho COVERAM.

Khéng khuyén cao ding COVERAM trong thoi ky mang thai.

Lién quan tdi perindopril:

Bing chung dich té lién quan dén nguy co gy quai thai sau khi sir dung thudc UCMC trong ba
thang dau tién cia thai ky chua dugc két luén; tuy nhién mdt sy gia tang nho trong nguy co la
khong thé loai trir. Trir khi viée tiép tuc diéu tri v6i thude UCMC duqc coi |4 can thiét, cac be;nh
nhan c6 ké hoach cé thai nén dugc chuyén sang phuong phap dleu tri ha huyét ap thay thé da
ducrc thiét 1ap do an toan khi sir dung trong thai ky. Khi duge chan dodn c6 thai, viéc diéu tri voi
thudc UCMC nén duoc dirng lai ngay 1ap tirc, va, néu thich hop, nén bat diu véi liéu phap thay
thé.




St dung thude UCMC trong ba thang gilta va cubi ciia thai ky duge biét 1a gay ra nhidm ddc thai
nhi & ngudi (Suy giam chuc ning than thseu Bi, cham héa xuong hop so) va dde tinh so sinh (suy
than, ha huyet 4p, ting kali mau).

Nhiing phu nir ¢6 thal da diing thube UCMC tir 3 thang gitra ciia thai ky nén dugc kiém tra chire
nang than va hop so cta thai nhi qua siéu dm.

Tré so sinh cd me di st dung thude UCMC nén duge theo ddi chit ché kha ning ha huyét ap.
Lién quan téi amlodipin:

DJ an toan cla amlodlpm trong thai ky cla ngudi chua duge xac dinh.

Trong cdc nghién ciru trén dong vat, doc tinh sinh san da digc quan sat thay & lidu cao. Str dung
trong khi mang thai chi duge khuycn cdo khi khang ¢6 diéu tri thay thé an toan hon va khi ban
than bénh mang nguy co lén hon cho me va thai nhi.

Cho con bu

Hiy bao ngay cho bac s néu ban dang cho con bl hojc c¢é ¥ dinh cho con bi. Khéng nén ding
COVERAM trong thoi ky cho con by, bac si s& chon liéu phip diéu tri thay thé khic cho ban néu
ban ¢6 y dinh cho con b, dzc biét néu con ban méi sinh hodc sinh thi¢u thang,

LAI XE VA VAN HANH MAY MOC

COVERAM c6 thé anh huong dén kha ning 1ai xe va vin hanh may moc. Néu ban cam thiy 5m,
chéng mit, yéu hodc mét moi, hode dau déu sau khi dung thude, hdy dirng 131 xe hode van hanh
may va gip béc si ngay lap tac.

THONG TIN QUAN TRONG VE MOT SO THANH PHAN CUA COVERAM

COVERAM c6 chira lactose monohydrate (mdt loai dudmg). Ban can bdo ¢ao voi bac si néu ban
khéng dung nap mot sb loai dudng va lién hé véi bac st trude khi dung thudc nay.

LIEU LUQONG VA CACH DUNG

Luén ding COVERAM theo diing 1di din ciia béac si. Can hoi béc sT hode duoc si néu chua that
chiic chiin vé cdch st dung.

Nubt vién thude véi mot cbe nude, tbt nhdt vao dung gior mdi ngay, vao budi séng trurde bita an.
Biéc si s& quyét dinh lidu diing chinh x4c cho riéng ban. Théng thudng, udng mdt vién mdi ngay.

COVERAM thuong duge ké cho bénh nhan da ding perindopril va amlodipin duéi dang céc vién
riéng le. ;

\
QUA LIEU \

\

Néu ban diing qua nhidu vién COVERAM ciing lic, hay dén co s& cép clu ngay lap tac hodc bao
ngay vGi bdc st cia ban. Tacdungphuy hay gép nhit khi ngé doc thube nay la ha huyét ap, lam
cho ban cam thdy choang vang hoic ué oai. Nén gap trudng hop nhu vay, hiy ndm ngira va nang
cao chan.

NEU BAN QUEN KHONG UONG COVERAM

T4t nhét 13 nén dung thu(‘)p déu dan hang ngay. Tuy nhién, néu ban quén ubng mdt lidu
COVERAM, thi nén uong liéu tip theo vao thoi gian ding thue nhu thiwdng ngay. Khong duoe
udng liéu gap dai dé bu vao lieu da quén.

NEU BAN DUNG UONG COVERAM

Vi didu tr] COVERAM thudng kéo dai sudt ddi, nén ban cin héi ¥ kién bac si trude khi ngung
dung thudc nay. 1 )

Néu ban ¢6 thém thic méc gi vé viée st dung thude nay, xin hoi bac si hodc duge si.



TAC DUNG KHONG MONG MUON

Ciing nhir moi thube, COVERAM ciing co thé gay tdc dung phu, mic di khong phai tht ca moi
ngudi déu gap nhimg tac dung phy nay.
Néu ban gép cdc phan ung sau ddy, xin ngung dung thube ngay va bao cdo ngay lap tirc véi bac

si:

Dot ngdt thd kho khé, dau nguc, théd ndng, hodc khd tha,

Sung mi méat, mit, holic méi,

Sung ludi va hong, c6 thé dén mic gay kho thé,

Phén fing qua mén trén da bao gém: ban do trén da, phat ban, nbt do trén khip co thé,
ngira nhiéu, mun nuéc gidp da, troc vdy va sung da, viém mang nhay (Hdi chung Stevens
Johnson) hodc cac phan ung di ng khac,

Chéng mat nhiéu hodc ngét,

Con dau tim, nhip tim nhanh bit thudng hoiic khéng déu,

Viém tuy, ¢6 thé giy dau bung nghiém trong va dau lung, kém theo cam giac khd chiu.

Nhitng tdc dung phy phé bién sau day da diroe bdo cdo. Néu bat ky tde dung phu nio gdy kho
chiu hodc kéo dai trén mét fudn, ban nén bdo véi bdce s7.

Phé bién (tﬁn sudt <1/10,>1/100): dau dau, chodng véang, budn ngl (ddc biét trong giai
doan dau diéu trj), chéng mat, cam giac té b, kién bd & céc chi, r6i loan thi gidc (bao
Uoml nhin d6i), 1 tai, dinh trono ngurc {cdm gide tim dép h01 hép), bing d6 , chong mét
do huyét 4p ha, ho, thd ndng, budn nén, nén, dau bung, rdi loan vi giac, khé tidu holc
kho tiéu héa, tiéu chay, tho bon, phan 1fing di {ing (nhu phat ban da, ngtra), chudt rut,
mét moi, cam gidc yéu, sung mit ¢4 chan (phu),

Nhitng tac dung phu khac da duge bao céo bao gom sau day. Néu ‘bét ky tdc dung phu nao tro
nén nghiém trong hodc ban thiy nhitng tic dyng phy chwa dugc dé cdp trong t& hudng dan sir
dung nay, hdy bao cho dugc s hodc bac sl.

Khéng pho bién (tan suit < 1/100, > 1/ 1.000): Thay i tinh khi, lo 4u, trAm cam, budn
ngl, roi loan gidc ngu, run, ngit, mét cam gide dau, viém mi (ngat mili, chay nude
miii), thay d8i thai quen dai tién, rung téc, da c6 mang d6, da mat mau, dau lung, dau
co hodc khép, dau ngue, rdi loan théi quen tidu tién, ting nhu ciu tiéu tién vao ban
dém, tang sb lan di tidu, dau, cam gidc kho chiu, co thit phé quan (cam gidc co thét
nguc, tho kho khe, thd ndng), khé miéng, pho mach (triéu chung thé kho khe, sung mét
hodc ludi), c6 van dé vé than, liét duong, ting tiét md hoi, cam giac khong thoai mai
hodic vi to & dan ong, ting hodc giam thé trong.

Hiém (tdn suét < 1/1.000, > 1/10.000): 1 1an.

Rit hiém (tan sudt < 1/10.000): rdi loan tim mach (nhip tim khéng déu, dau thit nguc,
con dau tlm va dot quy), viem phdi tang bach ciu wa eosin (}oai viém phdi hiém gip),
sung mf miét, mat hodc méi, sung ludi va hong, c6 thé dcn r{mc gay kho tho, phan ing
qua mén trén da baa gom ban dé trén da, phat ban Q\OL do,flren khip co thé, ngira nhiéu,
mun nude gidp da, tréc vAy va sung da, viém mane\gha '(Hdi chiing Stevens Johnson),
ban d6 da hinh thai (phat ban da thuong khoi ph%‘\fcn triéu chirg ¢o vét do, ngira &
mit, tay ho#ic chan), nhay cam voi anh sang, rdi loan v& mau, viém tuy, c6 thé gay dau
bung nghiém {rong va dau lung, kém theo cam gide kho chiu, bét thudng chire ndng
gan, viém gan, vang da, ting men gan c§ thé gly anh huong dén mot s& xét nghidm y
té, viém da day, 161 loan than kinh ¢4 thé din dén yéu, cam gidc kim cham, hodc 1€ bi,
tang truong lie co, viém mach, sung lgi, ting dudomg huyét.

Nhirng tic dyng phu sau diy cOng da dugc bao cao bai bénh nhén sir dung Coveram: ha
dudng huyét, rdi loan bao gbm cing, run, va /hoic réi loan van dong.

Théng bao cho bdc si nhitng tic dung khing mong mudn gip phai khi sit dung thude nay.



Khi cde tac dung phu trd nén nghiém trong, hoidc néu ban thiy c6 tdc dung phu nao chua ghi &
day, xin bdo cao cho béc s1 hodc duge sT.

TINH CHAT DUGC LUC HQC

Nhém duoe Iy diéu tri: thube tric ché men chuyén angiotensin va phong bé kénh calei,

Ma ATC: C09BB04

Perindopril

Perindopril 14 chit fic ché men, men nay chuyén angiotensin I sang angiotensin [l (men chuyén
angiotensin). Men chuyén 13 mot exopeptidase chuyén angiotensin 1 thanh chét gdy co mach la
angiotensin Il ciing nhur gay kich thich sy giannr hod cta brandykinin (l& chét [am gidn mach) aé
thanh cac heptapeptid mét hoat tinh. U ché men chuyén anglotensin s& lam giam néng do
angiotensin 1l trong huyct tuong, k<o theo lam tang hoat tinh renin huyet nrong (do co ché dleu
hoa nguoe cia sy 1iél renin) va lam glam tiét aldosterone. Vi men chuyén angiotensin lam mat
hoat tinh cua br adykmm nén tic ché men chuyén angiotensin s& lam ting hoat tinh cua hé
kallikrein-kinin tai chd va toan than (va do 46 ciing am hoat hoa hé proslaglandm) Co kha ning
1A co ché nay da g0p. phan vao tac dung lam ha huyet ap ctia cac thude Ge ché men chuyén
angiotensin va mét phin chju trdch nhiém vé& mat sb tac dung phy ciia perindopril (vi dy: ho).
Perindopril ¢é hidu lue 1 nhe chét chuyén hoé perindoprilat cé hoat tinh. Cac chit chuyén hod
khac khdng con hoat tinh invitro.

Ting huyét ap

Perindopril c6 hi¢u lgc ¢ moi mue cia ting huyet 4p: nhe, vira, ning; cé quan sat thdy giam
huyct ap tAm thu va tdm truong & ca hai tu thé nim ngira va dirng.

Perindopril 1am giam su d& khdng mach ngoai bién, din 16i lam giam huyét 4p. Két qua 1a tang
déng mdu ngoai bién ma khdng ¢o tac dunlnr trén t?m 50 tim.

Dong mau qua than ciing tng, nhung téc do loc ciu thin (GFR) thudng khong dbi.

Téc dung chdng ting huyét ap dat t6i da trong khoang 4 - 6 gis sau khi dung lidu don, va duge
duy tri it nhit 24 gio; tac dung day 1 khoang 87%-100% cla tac dyng dinh.

Su ha huyét 4p xay ra phanh. Véi bénh nhan cé dap ting, sy binh thudng hoa huyét 4p dat duge
sau 1 thdng va tdn tai ma khéng gip hién tugng quen thudc nhanh (tachphylaxis).

Ngung diing thude khéng din toi hién tugng huyét ap tang trd lai (rebound effect).

Perindopril lam giam phi dai thit trai.

O ngudi, perindopril duoe x4c nhén 14 co hoat tinh gidn mach,cai thién duoc s mén déo cla
ddng mach 16n va l1am giamty sb 16p 4o gifra ciia thanh mach/ long mach & céc ddng mach nho.
Bénb nhén ¢6 bénh dong mach vanh én dinh

Nghlen ciru EUROPA 1a mét nghién ctiu qudc 1€, da trung tam, cé kiém chimng véi gia duge, mu
ddi, ngau nhién ho4, kéo dai tl\nng 4 nam.

12218 bé&nh nhén trén 18 tuondtrofc chi djnh mdt cach ngau nhién, hofic dung 8mg perindopril
tert-butylamin {twong duong véi 10mg perindopril argmln) (n=6110) hodc gia duge (n=06108).
Nhom bénh nhén tham an citu ¢6 bing chimg vé bénh ddng mach vanh va khéng ¢6 dau
hig¢u 1dm sang cua suy }un,_Nh.m chung, 90% bénh nhin ¢6 nhdi mau co tim trude dé va ! hoéc su
tdi thong mach vanh trrée do.

ba so bénh nhan ding thude nghién ctru thém vao ligu phap thudng quy bao adm thudc tre ché
tiéu cau, thubc ha hpld va thudce chen béta.

Tiéu chudn danh gia hidu qua chu ycu 13 su két hop cua tir vong tim mach, nhdi mau co tim
khéng tr vong va/ hoic ngung tim véi sy hdi sirc thanh cdng. Bicu tri voi 8mg perindopril tert-
butylamm (lurorng duong véi 10111 perindopril arginin} /ngay dan dén sy giam tuyét déi 6 v
nghia trong cdc myc tiéu chinh li\ 1,9% (giam nguy co tuong dbi 20% 95%CI [9,4; 28,6] - p
(0,001).

V&1 bénh nhén 6 tién st bénh nhoi mdu c¢ tim va / hodc téi théng mach, sy giam tuygt d6i 2,2%
uong tng véi gidm nguy co tuong ddi 22,4% (95% CI [12,0; 3 ].,l 6] -p< 0.001) lrong cdc muc
tiéu chinh so va&i gia duge.

Andodipin

Amlodipin la chét trc ché dong i ion calci di vao, thude nhém dihydropyridine (chen kénh calci
hogic dbi khang ion calei) va tic chc dong ion calci di vao tim va co lron clla mach mau.
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Co ché chdng tang huyét 4p cla amlodlpm 1a do tic dung true tiép lam gidn co tron mach mau.
Co ché chinh xac ma -amlodipin lam giam con dau thit ngue chua duge xac dinh day di, nhung
amlodipin lam giam long ganh ning thiu méau cuc bd nhd 2 tac dung sau day:
Amlodlpm lam gidn céc tiéu dong mach ngoai bién va do doé lam gldm toan bg sy de khang
& ngoai bién chonU lai st co bop cua tim (hdu ganh) Vi tan s6 tim van duy tri én dmh
tim lam viéc trong tinh trang khéng qua tai s& lam giam sy tiéu thu nang lugng 6 co tim
va lam giam nhu cdu éxy cho tim.

- Co ché tac dung cia amlodipin ¢6 thé ciing lam gidn cac dong mach vanh 16n va cac tiéu
déng mach vanh ¢4 & viing binh thudng va viing thiéu mau cuc bd. Su gidn mach s& lam
tang cung cép 6 xy & co tim cla bénh nhan ¢6 co thit dong mach vanh (dau thit nguc
Prlnzmemal ho#c dau that nguc blen the)

V&i bénh nhén co ting huyét p, licu mt 1an mdi ngdy da lam giam huyét a ap dang ké & ca hai tu
thé ndm ngira va tu l:he dirng trong sudt 24 gid. Do bat diu tac dung chim, nén su ha huyét p cip
tinh khong phai Ia bénh canh do dung amlodipin.

Vi bénh nhan dau thit nguc, m3i ngay mét lan dung amlodipin s& lam ting téng thoi gian luyen
tap, lam chim thdi gian kh01 phat dau thit nguc va lam cham thdi gian xudt hlcn ST chenh xuong
Imm va con lam giam tan sb con dau that nguc va giam nhu cdu ding vién nén glyceryl trinitrat.
Amlodipin khong ghy tac dung o hai vé chuyen hda hodc gdy thay ddi lipid trong huyét tuong
va thich hop dé dung cho cdc bénh nhan hen, tiéu dudmg, git.

Bénh nhan c6 bénh déng mach vanh (CAD)

Hleu qua cua amlodlpm trong trong phdng ngira bién ¢ trén bénh nhén c6 bénh déng mach vanh
(CAD) da duoce ddnh gia trén mot nghién ctru doc 1ap, da trung tAm, ngau nhién, mi dm co Llem
chirng véi gia duge véi 1997 hénh nhan So sénh Amlodipin voi Enalapul nhim han ché sy xuét
hign coa huyet khdi (CAMELOT). Tr ong tong s6 bénh nhan tham gia nghién ciru, bén canh didu
tri chuén bing statin, chen bé ta, thudc 101 ti€u va aspirin, trong vong 2 nidm, c6 663 benh nhin
didu tri bclnfJr amlodlpm 5~ 10mg, 673 bénh nhén diéu tri bang enalapul 10 - 20mg, v& 635 bénh
nhan diéu tri bang gia duge. Két qua chinh dugc trinh bay trong bang 1. Két qua nay cho thiy
diéu tri véi amlodipin gitip 1am gidm s& 1an nhap vién vi dau that ngure va ginp lam giam sé ca tai
théng mach trén bénh nhan cd bénh déng mach vanh (CAD).

Bang 1. S6 trudmg hop gip céac bién ¢ 1on trong nehién ctru CAMELOT

Ty 1& bién cd tim mach. No (%) Amlodipin so vai gia dugc

Két qua chinh Amlodipin | Gia dugc | Enalapril Ty b chénh Gid tri
(Khoang tin ciy P
5% CI)

Muyc ti€u chinh
Bién ¢& tim mach 110 (16,6) | 151 (23,1) | 136 (20,2) 0,69 (0,54-0,88) 0,003
Tirng yéu t6 riéng lé
Tai thong mach vanh | 78 (11,8) | 103 (15,7) | 95 (14,1} 0. 73 {0,54-0,98) 0,03
Nhép vién vi dau that | 51 (7,7) 84 (12,8) | 86 (12,8),_ \/0’58 {0,41-0 82) 0,002
ngue
Nhdi mau co tim khong | 14 (2,1) 19 (2,9) 11 (I,ﬁ)\q 0,73 (0,37-1,46) 0,37
tr vong
Bat quy hodc thidu mau 6 (0,9) 12 (1,8) 8(1,2) 0,50 (0,19-1,32) 0,15
ndo thoang qua
Tl vong tim mach 5(0,8) 2(0,3) 5(0,7) 2,46 (0,48-12,7) 0,27
Nhdp vign do suy tim 3(0,5) 5(0,8) 4 (0,6) 0,59 (0,14-2.47 0,46
sung huyét
Ngung tim c6 hdi stc 0 4 (0,6) 1(0,1) NA 0,04
thanh céng
Khoi phat bénh mach 5(0,8) 2 (0,3) 8(1,2) 2,6 (0,50-13,4) 0,24
mau ngoai bién
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Piéu tri trén bénh nhin suy tim:

Nhitng nghién ciru huyét ddng va nhitng nghién ctiu lm sang cé kiém chimng dua vao kha ning
gfing sitc O bénh nhén suy tim voi NYHA d6 11— 1V cho thiy amlodlpm khong dan tdi nhitng suy
glam {rén 1am sang khi duoc do bing phuong phéap dung nap ging stic, phin suit tbng méu that
trai va triéu chimg hoc 14m sang.

Nghién ctiu ¢6 kiém chiing véi gia duge (PRAISE) duge thiét ké dé danh gia bénh nhan suy tim
NYHA d6 I - 1V st dung d:goxm loi tiéu va tic ché men chuyen cho thdy amlodipin khong
lam tdng nguy co xay ra t suit hay nguy co xdy ra bénh sudt-tir suat ph01 hop do suy tim.

Trong mét nghién ctru ¢6 kiém chitng v6i gia dugc, theo dbi dai han (PRAISE- 2) cliia amlodipin
trén b&nh nhén suy tim 4 I - 1V, khong c6 tricu ching lam sang hodc cé goi yﬁnoac cd trigu
chitng thiéu mau co tim - nhitng bénh nhan nay duge sir dung lidu 6n dinh cua i ché men
chuyén, digoxin va lgi tidu — thi am]odlpm khong c6 tac ddng 1én tr vong tim: mach toan bg. Va
trong dén s6 nay, amlodipin lién quan toi nhitng bdo cdo tdng phu phoi.

Biéu tri dy phong con dau tim (ALLHAT)
Mot ngh]cn ety ngau nhién, mi d6i v€ (o vong va bénh 4t t€n la ALLHAT dugc tién hanh dé so
sanh cac thudc mai: am]odlpm gl mg l ngay (thuoc chen kénh calci) hodc lisinopril 10 —
40mg / ngay (UCMC), so voi thudc loi niéu thiazide, chlothalidone 12,5 — 25mg / ngay cho cic
trurong horp tang huyét 4p tir nhe ti trung binh.
Téng cdng b 33 357 bénh nhén tang huyét ap & d6 tudi > 55 duoc chon ngau nhién vao nghién
clru va tudn thu che dd nghién ciu trong 4,9 ndm. Nhitng bnh nhan nay pha; ¢d thém it 11hat mot
yéu tb nguy co vé bénh ddng mach vanh, baa gdm: da cb tién sir nhdi méu co tim hoic tién sir bj
dot quy trén 6 thang trude khi tham gia nghién ciu, hodc ¢6 bénh su bj bénh doéng mach vanh,
vira xa dong mach (51,5%), dai théo ducmg tuyp 11 (36,1%), HDL-C < 35mg/dL (11,6%), phi dal
tAm thit trdi duoc chuin dodn bing dién tdm db hodc bing siéu Am tim (20,9%), dang hit thude
14 (21,9%).
Muc tiu chinh 1a tbng hop bénh dong mach vanh Uay tlr vong, hofic nhdi mau co tim khong
vong. Khong cé su khic biét dang ké vé hiéu qua gilra liéu phip amlodipin véi lidu phép
ch]ortha]ldone RR 0,98 (95% CI [0,90 — 1,07], p=0,65). Trong cdc muyc ti€u phy, ngudi ta nhan
thdy céac truong hop suy tim (mdt thanh phin trong muc tiéu lién quan dén tim mach) & nhom
dung am]odlpm cao hon hiin so véi nhdm diing chlorthalidone (10,2% so voi 7,7%, RR 1,38,
(95% CI [1,25 — 1,521 — p<0.001). Tuy nhién, Lhong ¢é khac biét 1o rét v& tr vong do moi
nguyén nhén giita 2 nhom tri liéu (amlodipin so v&i chlorthalidone, RR 0,96 (95% CI [0,89 —
1,021 —p=0.20). * , \

\
TINH CHAT DUQC DONG HQC
Toe db va mue do hap thu c\ua am]odlpm va perindopril trong vién COVERAM khoéng khac nhau
13 1ét so vdi toe dd va muc ﬂo hap thu cia amlodipin va penndopnl dung riéng blct trong tling
vién.
Permdoprll \
Sau khi udng, permdop]m\hap thu nhanh va ndng d¢ dinh dat dugc trong vong 1 gid. Thoi
gian ban huy cua pcrlrtdopiﬂ-ﬂfa 1 gio.
Permdopr il 12 mot tién chat thuoc 27% cia liéu pcrmcloprll vao duge tudn hoan méau dudi dang
chqt chuy@n hod perindoprilat ¢6 hoz}t tinh. Clung vai perindoprilat ¢é hoat tinh, perindopril cho 5
chit chuyén hod khéng cé hoat tinh. Nong d6 dinh trong huyét tuong cia perindoprilat dat duoce
trong vong 3-4 gid.
Viéc dn thuc an lam glam su chuyén di thanh pelmdopu]at do vay lam giam sinh kha dung ciia
chit nay, do dé phai udng perindopril arginin véi mot lidu duy nhét trong ngay vao budi sang
trudce bita &n. ) )
b chimg minh ¢6 mdi fién quan tuyén tinh gilta lidu diing perindopril va ndng dé cia thudc
trong huyét tuong,
Thé tlch phén bo 1a khoang 0,2 lit/kg dbi voi perindoprilat khong gin két. Protein gin két
perindoprilat chiém 20% protein huyet tuong , chi yeu vao enzym chuyén dang angiotensin,
nhng phu thudc vao nng dg.
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Permdopnlat duoc thai tru vao trong nude tiéu va thdi gian ban thai cua phin khong lién két 1a

khoang 17 glor, dan dén trang thai én dinh trong vong 4 ngay

Su dao thai cpa perindoprilat giam & ngucn cao tudi va & bénh nhén cé suy tim hodc suy than. Vi

véy thudng can theo doi lugng creatinin mau, kali mau.

D thanh loc cia perindoprilat qua tham tach mau 1a 70ml/phut.

Dong hgc cua perindopril thay d6éi & bénh nhén xo gan; dd thanh loc qua gan o dang tlen chat

giam mot nira. Tuy vay, luong perindoprilat dugc tao thanh khong giam va do d6 khong can hiéu

chmh liéu.

AmIDdlplll

Sau khi ubng véi liéu diéu tri, amlodipin hép thu tét dat ndng do dinh trong mau sau khi ding 6
— 12 gid. Sinh kha dung tuyét dbi 1a 64 — 80%. Thé tich phan b (Vd} khoang 21 lit/kg. Nghién

ctru in vifro cho thay khoang 97,5% amlodipin Iuu thong c6 gin véi protein huyét tuong.

Sinh kha dung cta amlodlpm khong bi anh hwdng bdi thirc 4n.

Thoi glan ban thai cudi cung khoang 35 — 50 gio va dn dinh véi cach uong mot litu duy nhét

trong ngdy. Amlodipin chuyén hoa phan I6n & gan dé cho cac chit chuyén héa mét hoat tinh, c6

10% amlodnpm dudi dang chua chuyen héa va 60% chit chuyén héa dugc dao thai qua nude tidu.

Véi ngiroi cao tuéi: thoi gian dé dat nong do dinh trong huyét tuong cua amlodlpm & ngudi cao

tudi 1a twong duong khi so sanh véi ngudi tré tudi. Su thanh loc cua amlodlpm co khuynh hudng

giam kéo theo téng AUC va kéo dai thol gian ban thai & bénh nhan cao tudi. Trong nghién ciru

theo phan nhom tudi, bénh nhén suy tim cao tudi cé téng AUC va thoi gian ban thai.

Voi ngero’.f suy chirc néng gan: Cé rat it dir liéu 1am sang vé viéc dung amlodlpm trén bénh nhan

suy giam chirc ning gan. Trén bénh nhén suy giam chitic ning gan thiy c6 giam do thanh thai

amlodipin, do d6 1am kéo dai thdi gian ban hiy va téing AUC khoang 40 — 60%.

PIEU KIEN BAO QUAN

Pé thudc xa tAm véi va tim nhin ciia tré em.

Khéng ding COVERAM da qua han. Han dung cia thué% rén hop thude va lo thude.
Day kin lo thuée dé tranh 4m. Bao quan trong bao bi ban dau

Bao quan & nhiét d§ dudi 30°C, noi khé mét, tranh danh sang.

HAN DUNG: 3 niam ké tir ngay san xuét.

QUY CACH TIEU CHUAN: ciia nha san xudt.

Co quan dugc quyén ban hang
Les Laboratoires Servier - Phap

Nha san xuat

Servier (Ireland) Industries Ltd
Moneylands, Gorey Road
Arklow - Co.Wicklow

Ireland / Ailen

WWW.Servier.vi
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