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Felodipine STELLA 5 mg retard

Tén thubc

Felodipine STELLA 5 mg retard

Céc dau hiéu luu ¥ va khuyén cdo khi diing thudc
DE xa 1am tay tré em

Boc ki hirdng dan sit dung truée khi diing

Thanh phan céng thibe thube
Thanh phan hoat chat:

Felodipine ...
Thanh phan !a du'oc

Lactose monohydrat, microcrystallin cellulose, hypromellose, povidon K25, propyl
gallat, colloidal sllica khan, magnesi stearat, oxyd sat dd, oxyd sat \réng. titan dioxyd,

talc, propylen glycal,
Dang bao ché
Vién nén bao phim phéng,thich kéo dai.

Vién nén tron, bao phim mau hdng nhat; hal mae|ol, mét mat khic s6 *57, mot mat trom.

Chi dinh
KiEm soat tang huyét ap.

Dy phong dau that ngyue 6n dinh.
Céch ding, ligu dung

Céch ding

Felodipine STELLA § mg retard duoc ding bang duémg uing. udng thudc trirde
bira an sang It nhat 30 phat. Nén nudt nguyén vién thudc véi nede, khong nén nhai

hay nahién vién. Chi sir dung thudc khi dél.
Ligu ding

Kiém soat tang huyet dp: Ligu Khat dau & nglrdiiom la 5 mg/ngay, udng 1 (&n, Ligu
dung can duoc digu chinh theo dép tmg huyst &p va sir dung nap thubc cia bénh
nhan, thuiérng cac dot digu chinh cach nha trén 2 tuan. Tiy theo 4D €mg cia bénh
liEw 1&n den 10 mgfngay. Néu can

nhén, 66 theé gidm liBu sufing 2.5 ma/ngay hodc tang
‘¢ the diing them mét thudc chng tAng huy8t Ap khae nhur thubc chen beta.
LiBu duy irl; 2,5 - 10 mg/ngay. udng 1 fan vao budi séng.

Dy phong das' thét ngure Gin dinh: Nén bat dau vl Eu S mgingay udng 118n va sau do

néu can thiét tang ligu I8n 10 ma/npay.

Tré em: Khong diing felodipine cho ré em vi tinh an lo&n va higu qué chua duge

chirmg minh

Bénh nhén suy gan, suy thén va bénh nhan cao tudi; LIEU ban dau thuéng ding 12
2,5 mg mbl ngay, sy didu chinh li&y nén dugc 1€n hanh mﬁtcamihanquuahém
tra chat ché huyst ap bénh nhan. Trong cac thir nghiem |am sang, 48 thay co su gia
1&ng nguy co phi ngoal vi & nhitng hénh nhan cao twél ding li2u felodipine virgt qua

10 mg moi ngay.

Ching chi dinh

Quéa man vii felodipine hay bat elr Iha.nhphﬁnﬂéo ciia thudc.
Bau thékt ngure khéng dn dinh,

Suy tim mat bd,

Nh&i mau co tim cap.

Bénh nhan bi bénh khéng dung nap galaclose di truyén, thifu hyt Lapp lactase hodc

chimg kém hap thu gluaus-e-galaﬁnse
Ngirng st dung felodipine & nhirng bénh nhén o6 tién trién sac tim.

Vi 6 ding lactose |a ta duge nén chéng chi dinh cha nhirng bénh nhén b galactose
huy&t bdm sinh, hii ehimg kém hap thu glucese va galactose, hay bj thigu hut enzym
lactase.

Cénh bao va than trong khi ding thudc

Do tac dung ha huyét ap cia nhom thudc trc ché calci vi vay thudc ca the gay it huyét

ap, ngat hay nhip nhanh phan xa dan dén kich hoat con dau that nguc.

S{r dung thude sau khi an cd thé cd nguy co ha huyét ap qua moc da thire &n lam tang

nong dé cuc dai (C

ciia thude rong mau
Can than trong: !chl Eng felodipine cho ngtrbi caotudl do nhay cam voi1 tac dung cda

thudc & ligu théng thueng.
Ngurol cao wéi va bénh nhan suy gan néng: Ligu 151 da 1a 5 mg/ngay.
Ngoal trudmg fiop mai bi

suy tim mét b nao,

Can phéi ngirng felodipine néu sau khi bat dau digu irj thay xuat hién con dau that

ngye holic bénh dau that nguc néng |8n hode cb sdc tim.
‘Khong udng thudc véi nude ép budi.
Khong can than treng déc bigt & nhiing bénh rihan suy than.

Do tac dong ha huyét ap cham clia vien phang thich kéa dai chira felodipine, dang
thuc nay khéng thé dong diéu tri cap tinh d& ha nhanh huyét ap ctia nhirng bénh nhan

téang huyet ap nghiém trong.
Fel

lodipine STELLA 5 mg retard co chira lactose. Khong nén diing thudc nay cho
bénh nhan co cac van deé v& di truyén hiém gdp khong dung nap galactose, thiéu hyt

enzym lactase toan phén hay kém hap thu glucose-galactose.
Sir dung thudc cho phu ni¥ c6 thai va cho con bii

Khiing sir dung felodipine trong thoi ky mang thai hodc nghi ngd ¢ thai va dang cho

con b,

10.  Anh hwéng cia thude 18n kha ndng l4i xe, van hanh may méc

Felodipine gan nhw khdng anh hwéng trén kha nang lai xe va van hanh may moc.

11. Twong tac, twrong ky cua thudc

Twong tac ctia thudc

Thudec Ut ché CYP3A4: Felodipine duoc chuyén héa béi CYP3A4, 5u két hop cac
thudc (e ché CYP3A4 (nhie ketoconazol, itraconazol, erythromyein, cimetiding v
felodipine lam tang néng do felodipine trong huyét trong lén vai lan, dan dén tang tac

dung (huyét ap ha thap hen va tang nhip tim).

Cac thudc nhom tre ché calci (rong do co felodipine) khéng két hopvai dantrolen vi

gay truy tim mach cap va tang kali mau,

Rurgu. C6 thé (re ché sir chuyén hoa ciia felodipine, dan dén lami tang nﬂng dd thudc

1Tong maw.

KEt hop felodipine véi dantralen tiém (Tnh mach co the s& rat nguy higm viverapamil
d%n dén rung tam

{matthube chen calei khac) khi két hgp véi dantrolen tiem finh mach
thét va tir vang trén dong vat thir nghiém.

Rifampicin: Lam gidm néng df felodipine trong huyét twong.
Baclofen: Lamtang 1ac dung ha huyét ap'cia felodipine.

~.5mg

nhdi mau eo tim, felodipine ¢ thé dung tong trudmg hop
that can thlét khi that trai bat ﬁau suy giam nhung khong durge co bat co mat ddu higu

‘&

16.

17.
17.1,

17.2
17.3.

Thude chéng déng kinh: Nong do dinh trang huyét twong cia felodipine giam dang ké
@ nhiimg bénh nhan déng kinh sir dung thudc chdng ddng kinh trong thoi gian dai (nhue
phenyloin, carhamazepln hay phenobarbital) so voi nhiing ngudi tinh nguyén khoe
manh. Nén can nhac ky khi lya chon ligu phap digu 1 ting huyétiap thay thé cho
nhiing bénh nhan nay.

Tacrolimus: Felodipine lam tang ndng do tacrolimus trong mau.

Cdc thude chen beta: Dung két hop felodipine vai cac thube chen beta cd thé gay ha
huy&t ap qua mirc, lam tram frong thém tinh trang suy tim & bénh nha.n suy tim tém
tang hodc khéng durgc kigm seél.

Céc corticoid: Lam giam tac dung chl‘.’mg téng huyét ap cla felodlpme vl;téc dung gil
mubi va ntée eda cac corticoid.

Cdc thudc an than, thubc chng trdm cam ho imipramin: LAm tAng tac dung ha huy#t
ap ciing phu nguy co ha huyét ap thé dang,

Tuwong ky cua thuéc

Do khdng c cac nghién ciru vé tinh turong ky cda thude, khong trdn 1an thudc nay vél
cac thudc khac.

Tée dung khong mong mudn cia thubc

Thuwomg gdp (1/100 = ADR < 1/10)

Tac dung khong mong mudn thudmg gap nhat lién quan dén tac dyng gian mach clia
felodipine: Mét dd bimg, dau dau, hoa mét. Cac phan img nay thudmg gap luc bat dau
iy trj va giam dan theo thii gian,

‘Giding i cAc dan chat dinydropyridin khac, hign trong phit mat ca chan phi thide
ligu lién quan dén tac dung gidn mach cd thé gap & nhirng bénh nhan dang felodipine.
It gdp (1/1000 < ADR < 1/100)

Phi dai murdru nhe & nhﬁng bénh nhan d& bj viém nudu/viém nha chu. B4 ranh hodc
khéc phuc phi dai nudu co thé vé sinh bang nudc stc miéng.

Higm gép (1/10.000 < ADR < 1/1000)

Budn nén, mét moi, phan ma da, loan nhip; hbdi hjp:

& ngurévi bénh mach vanh, felodipine £ mg]gaydau nqure khoang 15 - 20 phot sau khi
ding thube.

Qué liBu va cach xtr i

Quilléucbméi 68y 081 136 NG03i Vi Gué MG ke theo ha iy 47 va 401 ki chm

_ﬂhl,ptllﬂ.

Khl xual nien na 11uyét ap tr3m frong, can digu o] trigu ehing, Benh nhan can dat nam
nalra, chin ké cao, Trong trwimg hep cd kem phip tim cham, nén tém atropin finh
mach 0,5 -1 mg. N&u khang higu qua, phai Jam tang the tich huvel tiromg bang cach
fruyEn glucose, nude mudi sinh I hodc dextran. Nhing thude gidng than kinh giao
camw:acdungmanhhunuenmumm-l(:snprmm dopamin hodc
noradrenalin) c6 thé durge sir dung ndu nhir 11 ¢ cac bign phap kE wén khang mang
lai higugua.

B4c tinh dirge lyc hoo

Nhém duge fy: Thudc chen calel chon loc cf tac dung chinh t@a mach, din cha
ditydropynidin,

Ma ATC: CO8CAD2.

Felodipine 1& mit thubic (re ché calci c6 tinh chon loc trén mach, lAm giam huyét 4p
dang mach béng c4ch giam stre can mach mAu ngoai bién. Do tinh chon loc cao trén
co fron adng mach falodipine o ligw théu tri khéing c6 tac dong trrc i 1én tintrco bop
hay dan truyén cla co tim,

Thufc co thé ding riéng 1& hay k&t hop véi cac thudc ha huyét dp khac nhur thubc
chen beta, thude Igi iéu hay thubc tre ché chuyEn ACE d& |am t&ng tac dang
ha huyét ap. Felodipine lam gidm ca huySt 2p tdm thu Jan tAm troomg va o thé ding
wrong tnrémg op 1ang huyét ap tam thu néng I8,

Do khong co tac ﬁﬁng trén co tron finh mach hay hé digu khi€n v&n mach giao cam,
felodipine khong g 'ha huyét ap thé dirma.

Felodipine cé tac ddng chéng dau that ngure va ching thigu méau cue bo do cai thien
can bang cung/cAu oxy cho co tim. Felodipine ca thé ding tiéng |& hay két hop véi cac
thuBc chen beta & bénh nhan dau thit nguc &n dinh.

Tdc déng huyét déng hpc: Tac dong cla felodipme phu thude ligu. & nhimg bénh nhan
tang huyét ap ' nhe dén viza, léc ding ha huyét ap thudmg dat dugc sau khoang
2 gi& ubng liBu dau tién va kéo dai [t nhat 24 gidr vai U |18 day/dinh thurdng trén 50%.
Téac dgng trén than: Felodipine ¢6 tAc dong lod natri nigu va loi 118U, Felodipine khong
c6 tac dgng thai trir kall hﬁng ngay. O phirng bénh nhan suy chire ndng than, e do
Ipc ciu than cé thé Eng.

Biic tinh dwoe dong hoc

Hép thu.va phéan bo; Feludmme durge hap thu 98 - 100% qua dudng tiéu hoa sau khi
ubng nhung thude chuyén héa budc dau & gan chil yéu nhér CYP3A4 va €0 sinh kha
dung khoang 10 - 25%. Téc df hdp thu felodipine tang I18n khi bng thubc vao hra &n
Vé ndng da t6i da trong mAU clia thubc tang |&n tai 60% khi felodipine duge ung cang
vl bira én ca lueng carhohydral va chit béo cao. Thixi gian dat ndng dinh trang huyét
thanh khi ding duéng udng 13 2 - 5 gio. Véi vien nén phong thich kéo dai, pha hép thu
diroe kéo dai. Tac dong nay gitip ndng d6 felodipine trong huyét tuong van duy tr
trong gioi han digu trj trong vang 24 gitr. Felodipine gén két voi protein huyét fwong
khoang 99%. Thude g&n két chii yéu véi phan albumin.

Chuyeén hoa va thai trie: Tha gian ban thai trung binh cua telodipine trang pha cudi la
25 gitr. Khong £a sy tich Iy thudc déng ke khi diéu trj |au dai, Felodipine duge chuyén
hoa manh qua gan thanh ¢ac chat chuyén héa khdng cé hoat tinh. O bénh nhén cao
tudi va bénh nhan suy giam chire nang gan, nong do trung binh trong huyét wong cla
felodipine cao hon nhirng ngu tré twidi. Khodng 70% liéu ding thudc dugc dao thai
duwréri dang chat chuy@n hda qua nurdre tifu; phan cén lai duoe dao thai qua phan. Durdi
0,5% ligu diing duce tim thay dugi dang khong ddl trong nurdc tidu.
©6ng hoc cla felodipine khang thay ddi & bénh nhan suy than.

Quy cach déng géi

V1 10 vién. Hop 10 v,

Digu kign bao quan, han ding, tiéu chuén chat lwong cua thubc
Diéu kién bao quan

Bao quan trang bao bi kin, noi kho. Nhigt dg khang qua 30°C.

Han dung

36 thang k& tir ngay san xual.

Tiéu chudn chét lwong

TCCS.

Tén, dia chi cla cor sé san xuft thubc
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