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Felodipin STADA® retard

THANH PHAN
Méi vién nén bao phim phdng thich cham Felodipin STADA® 2,5 mg retard chifa:
Felodipin....... 2,5mg
Té duge vira d ....1vién

(Microcrystallin cellulose, lactose monohydrat, hypromellose, magnesi stearat, povidon, propyl
gallat, colloidal silica khan, oxyd st vang, titan dioxyd, talc, propylen glycol)

MGi vién nén bao phim phdng thich chdm Felodipin STADA® 5 mg retard chia:

Felodipin ......... ..5mg

Té dugc vira di .1vién

(Microcrystallin cellulose, lactose monohydrat, hypromellose, magnesi stearat, povidon, propyl
gallat, colloidal silica khan, oxyd sit da, oxyd st vang, titan dioxyd, talc, propylen glycol)

M@i vién nén bao phim phdng thich chdm Felodipin STADA® 10 mg retard chua:

Felodipin... ..10mg

Ta duge vua ﬂh ...1vién

(Microcrystallin cellulose Iaclose monohydrat hypromellose, magnesi stearat, povidon, propyl
gallat, colloidal silica khan, oxyd st dd, oxyd sdt vang, titan dioxyd, talc, propylen glycol)

Mo TA
Felodipin STADA® 2,5 mg retard: Vién bao phim mau vang, hinh trdn, hai mat khum, mdt mat
6 khic “2.5", mbt mat tron.

Felodipin STADA® 5 mg retard: Vién bao phim méau héng nhat, hinh trdn, hai mat khum, mot
mat cd khic “5”, mdt mat tron,

Felodipin STADA® 10 mg retard: Vién bao phim mau ndu d6, hinh trdn, hai mat khum, mt mat
6 khc 10", mdt mat tron.

nuu:: LC HOC
Felodipin 13 mOt thudc dc ché calci ¢6 tinh chon loc cao trén mach, 1am gidm huy8t 4p dOng
mach bing cdch gidm stic cdn mach méu ngoai bién. Do tinh chon lgc cao trén cd tron dfng
mach, felodipin & liéu diéu trj khong cd tic dgng tryc ti€p 18n tinh co bop hay dén truyén clia co
tim.

— Thudic co thé diing riéng I& hay k&t hgp vai cic thubic ha huy&t 4p khdc, nhu thuSic chen beta,
thudc Igi tiu hay thulc dc ché men chuyén ACE dé lam ting tic ddng ha huyét 4p. Felodipin
1am gidm ca huy8t 4p tdm thu i3n tm trudng va cd thé diing trong trubing hop ting huyt 4p
tam thu riéng 1.

— Do khong c6 téc dong trén cd tron tinh mach hay hé diéu khién van mach giao cam, felodipin
khdng gay ha huy&t 4p thé ding, _

— Felodipin ¢6 tic ddng ching thigu mau cyc b va chdnu dau thit ngyc do cai thién can bing
cung/cdu oxy cho ca tim. Felodipin c6 thé ding rigng 18 hay két hop véi céc thudc chen beta &
bénh nhan dau that ngyc &n dinh.

— Téc dgng huyét dong hoc: T4c dong ca felodipin phy thudc liéu. & nhing bénh nhan ting
huy8t &p tir nhe dén visa, tic dong ha huy8t 4p thuding dat dugc khodng 2 gid sau khi udng liéu
ddutién va kéo dai it nhat 24 gi&s vdi ti 18 day/dinh thuting trén 50%.

—  Tdc dong trén than: Felodipin c6 tac dong Igi natri niéu va Igi tiéu. Felodipin khdng cd tic dong
trén thi trif kali hiing ngay. & nhilng bénh nhan suy chifc nng than, t6c do loc cduthan cd thé
téng.

IIWI: DONG HOC
Hap thu va phan phdi: Felodipin hdp thu hodn toan qua duting ubng dudi dang vién phong thich
kéo dai. Sinh kha dyng toan than & ngudi ciia felodipin x&p x1 15% va khong phy thudc liéu trong
pham vi liu diéu trj. V6i vién phong thich c6 kiém sodt, pha hip thu dugc kéo dai. Tac dong nay
gitip néng dd felodipin trong huyét tuang vn duy tri trong gidi han diéu trj trong vong 24 gid.
Felodipin g4n kEt véi protein huyét tudng (chi y&u voi albumin) khodng 99%.

—  Chuyén hda va do thai: Thai gian bén thii clia felodipin trong pha cudi 14 25 giv. Khong thiy co

sy tich Iy trong sudt thdi gian diéu trj. Felodipin dugc chuyén héa chinh qua gan thanh chat

chuyén hoa khong co hoat tinh. bgnh nhan Idn tudi v binh nhan suy gidm chilc nang gan,

néng dd trung binh trong huy&t tuong clia felodipin cao han nhitng ngudi tré tudi. Khodng 70%

lidu dung tl'ludc dwc dau thai dudi dang chat chuydn hoa qua nudc tiéu; phén con |a| dugc dao

DOng hoc clia falodlpln khbng thay d8i & bénh nhin c6 suy gl&rn chic ndng thn.
Hi DINH

~ Tang huyét dp: Felodipin dugc dung rigng 18 hay k&t hgp véi cac thudc chdng ting huy8t ap
khac.

—  Cdc con ting huyét p cdp: Do tac ddng ha huy8t &p cham clia vién phéng thich kéo dai, dang
thuc nay khong thé dung diéu trj c&p tinh d8 ha nhanh huyét &p clia nhilng bénh nhan ting
huy8t &p nghiém trong.

LIEU LUGNG VA CACH DUNG
Cach ding
Felodipin STADA® retard dugc ding bing dubing udng. ThuSc nén duge nudt nguyen vién véi
nutic, khdng dugc nhai hay nghién vién; uding lic bung doi hodic sau bifa &n nhe khong c nhiéu
cht béo hay dubing va khdng nén ubng cling véi nudc budi ép.

Li€u lrgng

—  Ngudi lén: Liéu ban du clia felodipin 1a 5 mg mbi ngay, nén hiéu chinh liu tiy thubc vao dap
(tng huy#t 4p clia b&nh nhén va khi niing chju dyng thudc, véi thdi gian xen k& gila c4c 14n difu
chinh trén 2 tudn. Liéu ding c6 thé gidm xuling 2,5 mg mdi ngay hay ting I&n dén 10 mg mbingay.

CHONG CHI BINH

Tré em: LiBu ban d4u thubng diing 12 2,5 mg mdi n@ thé tang l&n dén liéu tdi da 10 mg
mot 14n mdi ngay néu cdn thiét.

Bénh nhén suy gan, suy thin va bénh nhén I6n tudi: Liéu 4u thuing ding 1A 2,5 mg mdi
ngay, sy diéu chinh liéu nén dugc ti€n hanh mot céch than lm’n@ﬁm tra cht chd huyBt 4p
bénh nhan. Trong céc thit nghigm Iam sang, da thdy co sy gia guy cd phi ngoai vi &
nhiing bénh nhan 16n tudi diing lidu cao felodipin trén 10 mg mdi ngayé/)

S

—
Qué mn vdi felodipin hay bat cd thanh phdn nao clia thudc. =
Bau tht ngyc khong 6n dinh.

Phy niI ¢ thai.

Bénh nhan c6 d4u hiu 1am sang hep ddng mach chil, suy tim m4t bil va trong suﬁl%an
hay trong vdng mt thang ¢ bj nhdi mau catim.

Nén ngiing sif dung felodipin & nhilng bénh nhan cé ti€n trién ciia sbc tim. ¢

nlhu TRONG

‘G
Bénh nhan co diyf trf tim thap, suy tim. OO}
Bénh nhan sdc tim, ¢6 nhéi méau ca tim trong vong 2 - 4 tudn gdn day hay bj dau thdt ngyc

khong 6n dinh cép.

Khong dung felodipin d& diéu tri dau thit ngyc 6n dinh man tinh.

Ngimng sit dung dot ngdt felodipin c6 thé 1am ting bénh dau thit ngyc.

Bénh nhan co tién sif thifu méu cyc b sau khi ding felodipin.

mum; TAC THUGC

Thudic tfc ché CYP3A4: Felodipin dugc chuyén hda bdi CYP3A4. Sy két hgp céc thudc (c ché
CYP3A4 (ketoconazol, itraconazol, erythromycin, cimetidin) vdi felodipin lam ting ndng d
felodipin trong huyét tuang 18n vai I4n, ddn dén tang tic dyng (huyt &p ha thap han va ting
nhip tim).

Digoxin: Khi k&t hgp véi felodipin, khong thdy cé sy thay ddi vé duge dong hoc clia digoxin &
nhiing b&nh nhén bj suy tim.

Thudt chéing dgng kinh: Néng df dinh trong huyét tudng clia felodipin gidm ding ké & nhiing
bénh nhan ddng kinh sit dung thuSc chéng ddng Kinh trong thdi gian dai (phenytoin,
carbamazepin hay phenobarbital) hon nhiing ngubi tinh nguyén khde manh. Nén can nhdc ky
khi Iya chon ligu phap diéu tr ting huy8t 4p cho nhing bénh nhan nay.

Tacrolimus: Felodipin lam tang néng do tacrolimus trong mau.

Tudng téc vdi thie an: Khi diing thudc cling véi ché dd an giau chat béo hay carbohydrat, nong
60 dinh trong huyét tuong clia thulic tang xap xi 60%. Sinh kha dung clia thudc cling tang xdp xi
2 14n khi diing chung véi nubic budi ép.

PHU NU €O THAI VA CHO CON BU

Phy nif cd thai: Khong sif dung felodipin trong suft thdi ky mang thai.

_ Phy nif ¢ho con bii: Do nhiing phén (ing phy nghiém trong trén tré em bi sfa me, nén quyét

dinh hoc ngung cho con bi hoc ngung sif dung thulc, sau khi da cAn nhdc sy quan trong cila
thudic ddi véi ngudi me.

TAC DUNG PHY

Thudng gdp: chéng mat, dd bimg, dau du, ha huyét dp, phi ngoai vi, tim nhanh, danh tring
ngyc. Non 6i va céc rdi loan tibu hoa khac, tidu nhiéu, hon mé, dau mét, r6i loan thj gidc va suy
nhugc tinh thdn ciing x3y ra. Sy ting ngucc clia dau ngyc do thi€u méau cyc b) ciing c6 thé xay
ra khi méi bt d4u diéu tri va trong mot s6 bénh nhdn bj ha huy8t 4p qud mic din dé&n thidu
méu ndo hodc tim hodc bj mis tam thai.

Céc tde dyng phy khdc: phat ban (gom nhiéu dang ban dd), sdt, bit thubing chic ning gan nhu
(rm4t do phan (ing qud man. Téng san nubu ring, dau co, ring minh va liét duong.

QUA LIEU

BAO QUAN :

Qud liu co thé gay ra gidn mach ngoai vi qud mic kém theo tyt huy8t 4p va doi khi cham nhip
tim.

Didu tr

N&n didu trj trigu chimg néu tyt huy&t 4p ndng xdy ra. B&nh nhdn nén dugc ndm yén va hai chan
géc Ién cao. Trong truding hgp c6 kém nhip tim chdm, nén tiém tinh mach atropin (0,5 - 1 mg).
Céc thudc kich thich thdn kinh giao cim ciing c6 thé dugc diing néu cén thiét.

Trong bao bi kin, nai khd, nhigt df khdng qué 30°C.

m\n DUNG: 36 mang ké tif ngay sdn xudt.

nEu cnulu AP DYNG: Tibu chun nha sin xudt

THUGC NAY CHi DUNG THEO DON CUA BAC SI

OF xa tim tay tré em
Khéng ding thudt qué thdi han sir dung
Doc ki hudng ddn sit dyng trude khi ding
Néu cén thém théng tin, xin hdi § kién bdc s7
Théng béo cho béc s7 nhifng téc dyng khing mong mudn gdp phai khi sir dyng thude
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