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Bisoprolol STADA 5 mg

THANH PHAN
Méi vién nén bao phim chira:
Bisoprolol fumarat ...inaniimmiisimsiaieimiisies 5mg
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(Calci hydrophosphat khan, microcrystallin cellulose
(Comprecel M101D), tinh bt tién hd héa, crospovidon,
colloidal silica khan, magnesi stearat, hypromellose
(Pharmacoat 606), macrogol 400, titan dioxyd, oxyd sét
vang, oxyd sét do).

MO TA
Vién nén tron, bao phim mau héng nhat, mdt mat khac
vach, mot mat tron.

DUQC LYC

— Bisoprolol 1a mét thubc chen chon loc thy thé beta 1 -
adrenergic nhung khéng cé tinh chét én dinh mang va
khéng c6 tac dyng giéng than kinh giao cam ndi tai khi
diing trong pham vi liéu diéu trj.

— Vi lidu thép, bisoprolol (rc ché chon loc dap tng voi kich
thich adrenergic bang cach canh tranh chen thy thé beta 1
- adrenergic cla tim, trong khi dé it tac dung trén thy thé
beta 2-adrenergic clia co' tron phé quan va thanh mach.
Véi liéu cao, tinh chét chon lgc cla bisoprolol trén thu thé
beta 1-adrenergic thwong gidm xudng va thubc sé canh
tranh trc ché ca hai thy thé beta 1 va beta 2-adrenergic.

DUQC DONG HQC
Bisoprolol dwgc hap thu hau nhw hoan toan qua dwéng tiéu
héa va sinh kha dung dwdng ubng khodng 90% do thubc it
bj s chuyén héa qua gan 14n dau. Nong d6 tbi da trong
huyét twong dat dwoc sau 2 - 4 gio udng. Khoang 30%
bisoprolol lién két v&i protein huyét twong. Bisoprolol la chét
tan vira phai trong lipid. Thuéc dwgc chuyén héa & gan va
dwoc thai trir qua nuwéc tidu, khodng 50% thude dwéi dang
nguyén ven va 50% dudi dang chét chuyén héa. Thube co
thoi gian ban thai trong huyét twong khodng 10 - 12 gid.

CHI BINH
Bisoprolol dwgc ding dwéi dang fumarat trong kiém soat
tang huyét ap va dau that ngyc. Thubc con duoc dung
phéi hop véi tri liéu chuén trén bénh nhan suy tim man
tinh én dinh.

LIEU LUQNG VA CACH DUNG
Cach dang
Bisoprolol STADA 5 mg dugc ding dwéng udng.

Liéu lvgng

— T&ng huyét &p hay dau thét ngue: Liéu udng thudng dung
clia bisoprolol fumarat 1a 5 - 10 mg x 1 1&n/ngay, liéu téi da
dwoc khuyén céo la 20 mg/ngay.

- Bénh suy tim sung huyét: Liéu ubng khéi dau cla
bisoprolol fumarat 1a 1,25 mg x 1 1&n/ngay. Néu dung nap,
co thé tang lidu gap d6i sau 1 tudn va sau dé tang liéu te
tr trong khodng 1 - 4 tudn cho dén lidu téi da dwoc dung
nap; khéng nén vurot quéa 10 mg x 1 l&n/ngay.

- Liéu dung cho bénh nhén suy gan va suy than: Liéu khdi
d4u cua bisoprolol fumarat cho bénh tang huyét 4p 1a 2,5
mg/ngay va tang liéu t tir trén bénh nhan suy gan nang
hodc suy than (d6 thanh thai creatinin < 40 ml/phut). Liéu
t6i da 10 mg/ngay cho ca dau that ngyc va tang huyét ap
trén bénh nhan suy gan n3ng hodc d$ thanh thai creatinin
< 20 ml/phut.

CHONG CHI BINH

— Suy tim cép hoac trong giai doan suy tim mét bu can ligu
phap cé tinh hwéng co.

- Séc tim.

— Bléc nhi that d6 11 hoc Il (khéng dat may tao nhip).

— Hdi chirng nut xoang.

— Bléc xoang nhi.

—Nhip tim cham du6i 60 1&n/phit trwéc khi bat dau diéu
tri.

- Ha huyét ap (ap suét tam thu dwéi 100 mm Hg).

—Hen phé quan nang hoac bénh phéi tdc ngh&n man tinh.

— Giai doan cudi clia bénh tdc nghé&n ddng mach ngoai
bién va hdi chirng Raynaud.

— U té bao wa crdm khéng dwec diéu tri.

— Nhiém toan chuyén hoéa.

—~Man cam véi bisoprolol hay bt ky thanh phan nao cla
thubde.

THAN TRONG

— C&n hiéu chinh liéu bisoprolol can than déi véi bénh nhan
suy gan hay suy than.

— Suy tim: Kich thich than kinh giao cdm |a mét thanh phén
can thiét hd trg chire nang tugn hoan trong giai doan bét
d4u suy tim sung huyét, va sy chen beta c6 thé d&n dén
suy giam thém co bép clia co tim va thac day suy tim
n&ng hon.

— Bénh nhén khdng cé tién st suy tim: Sy (rc ché lign tuc
co tim clia cac thubc chen beta trén mot sé bénh nhan
c6 thé l1am cho suy tim. Khi co6 cac dau hiéu va triéu
chirng dau tién cia suy tim, can phéi xem xét viéc nglrng
dung bisoprolol. Trong mét sé trwdng hop, cé thé tiép
tuc liéu phap chen beta trong khi diéu trj suy tim voi cac
thuéc khac.

— Ngimg diéu tri dot ngét: Dau thét ngye néng lén va trong

mét sb tredng hop nhdi mau co tim hodc loan nhip that
& nguoi bj bénh dgng mach vanh sau khi ngirng dgt ngét
thudc chen beta.

- Bénh mach méu ngoai vi: Cac thubc chen beta cé thé
gay ra hodc lam ndng thém triéu chieng thiéu mau déng
mach trén bénh nhan méc bé&nh mach mau ngoai vi.

— Bénh co thét phé quan: Néi chung, nguwdi bénh cé bénh
co thét phé quan khéng dwoc dung cac thubce chen beta.
Tuy vay, do tinh chét chon loc twong @i beta 1, co thé
diing than trong bisoprolol & nguwdi bénh c6 bénh co that
phé quan khéng dap (ng hodc khéng thé dung nap véi
diéu tri chdng tang huyét ap khac. Vi tinh chon loc beta 1
khéng tuyét dbi, phai dung liéu bisoprolol thap nhéat cé
thé dwoc, va bét dau voi lidu 2,5 mg. Phai c6 sdn mot
thuéc chii van beta 2 (gian phé quan).

- Tiéu dwong va ha glucose huyét: Céc thuéc chen beta co
thé che I4p cac bidu hién clia ha glucose huyét, dic biét
nhip tim nhanh. Cac thubc chen beta khéng chon loc cé
thé 1am ting mic ha glucose huyét gay bdi insulin va
lam cham s phuc hdi cac ndng d glucose huyét thanh.
Do tinh chét chon loc beta 1, diéu nay it c6 kha nang xay
ra v&i bisoprolol. Tuy nhién cin phai cadnh bao ngudi
bénh hay bj ha glucose huyét, hodc ngudi bénh dai thao
dwong dang dung insulin hodc cac thuéc ha glucose
huyét udng vé kha nang nay va phai dung bisoprolol mét
cach than trong.

- Bénh tdng ndng tuyén gidp: Cac thubc chen beta che lap
cac diu hiéu 1am sang cla tang nang tuyén giap nhw tim
dap nhanh.




TUONG TAC THUOC

-Bénh nhan dang dung cac thubc lam can kiét
catecholamin nhuw reserpin hodc guanethidin, nén dugc
theo dai chat ché vi tac dong hiép lwc rc ché beta -
adrenergic cé thé lam giam qua mirc hoat tinh giao cam.
Trén nhirng bénh nhan dang diéu tri dong thoi voi
clonidin, néu ngwng diéu tri thi nén ngwng bisoprolol vai
ngay tredc khi ngwng clonidin.

— Nén than trong khi dung déng thoi bisoprolol véi cac thube
e ché co tim hodc trc ché sy dan truyén nhi that, nhw
cac thubc chen calci [cy thé nhw nhém phenylalkylamin
(verapamil) va benzothiazepin (diltiazem)] hoé&c thuéc tri
loan nhip nhw disopyramid.

- Dung dbng thoi véi rifampicin lam tang sy chuyén héa
clia bisoprolol, d&n dén rut ngén thoi gian ban thai cua
bisoprolol. Tuy nhién, khéng can thiét phai diéu chinh liéu
dAu tién.

— Nguy co phan (*ng phan vé: Trong khi st* dyng cac thubc
chen beta, ngudi bénh c6 bénh s phan (ng phan vé
nang véi cac di nguyén khac nhau c6 thé phan (rng manh
hon véi viéc st dung thudc nhéc lai, do tinh c&, do chén
doan hoac do diéu tri. Nhitng ngudi bénh nhw vay cé thé
khéng dap (ng véi cac lidu epinephrin thwong dung dé
diéu tri cac phan ng dj ing.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH

MAY MOC
Bisoprolol cé thé gay tac dung phy budn ngd, chong mét
va mét moi, didu nay cé thé anh hwéng dén kha nang lai
xe va van hanh may moéc ctia bénh nhéan.

PHY N{* CO THAI VA CHO CON BU
Phuy nir co thai
Chuwa c6 thir nghiém day du va chat ché trén phy ni¥ co
thai. Bisoprolol chi dwgc ding trong suét thdi ky mang
thai khi lgi ich didu tri dat trén nguy co cb thé voi thai nhi.
Phy nr cho con bu
Lwgng nhd bisoprolol dwgc phat hién trong sira chudt.
Khéng biét bisoprolol c6 dwegc bai tiét vao stva ngudi hay
khéng. Vi nhiéu thubc dwoc bai tiét qua stra ngudi, cén
than khi dung bisoprolol cho phy ni¥ dang trong thoi ky
cho con bu.

TAC DYNG PHY

— Hé thén kinh trung wong: Hoa mét, chéng mat, nhirc dau,
dj cdm, gidm xuc giac, budn ngu, lo du, bdn chén, giam
nang lwc/tri nho.

— Hé thén kinh tw dong: Knhd miéng.

— Tim mach: Nhip tim cham, héi hdp va cac réi loan nhip
khac, lanh dau chi, mét thang bdng, ha huyét ap, dau
ngyc, suy tim sung huyét, kho thé.

— Tam thén: Dj mdng, méat ngu, trdm cam.

— Tiéu héa: Pau da day/thweng vi/bung, viém da day, kho
tiéu, bubn ndn, non, tiéu chay, tao bon.

— Thén kinh co: Pau co/khdp, dau lwng/cd, co clng bung,
co giat/run.

- Da: Phat ban, cham, kich tng da, ngira, dé birng, dé md
héi, rung toc, phlt mach, viém troc da, viém mach & da.

— Giac quan riéng biét: Réi loan thj giac, dau mét/nang mét,
chdy nwéc mét bat thweng, U tai, dau tai, bét thwong vi
giac.

— H6 héap: Hen suyén/ co that khi quan, viém phé quan, ho,
khé thé, viem hong, viém mi, viém xoang.

— Tidt niéu-sinh duc: Gidm hoat déng tinh dyuc/bét lyc, viém
bang quang, dau qué&n than.

— Huyét hoc: Phat ban.

— Théng thuong: Mét moi, suy nhugc, dau ngwe, kho chiu,
phu, tdng cén.

QUA LIEU
Triéu chirng
Nhip tim cham, ha huyét ap, suy tim sung huyét, co that
khi quan va ha dwong huyét la dau hiéu phd bién nhat cia
viéc qua liéu thubc chen beta.

Diéu trj

Théng thwong néu xay ra qua liéu, nén nglrng bisoprolol
didu tri hd trg va triéu chirng. C6 mét sé it div liéu goi y
bisoprolol fumarat khéng thé bj thdm tach. Dya vao dwoc
déng hoc va nhirng khuyén céo cho céc thuéc chen beta
khac, can nhéc cac phwong phap tdng quat sau khi thdy
cac dau hiéu 1am sang:

— Nhip tim chdm: Tiém tinh mach atropin. Néu khéng dap
ng thi dung isoproterenol hodc mét thudc khac co tinh
chét hwéng co manh mét cach than trong. Trong mét sé
trwong hep, co thé dat may tao nhip néu can thiét.

— Ha huyét &p: Truyén dich tinh mach va dung céc thube
tang huyét ap. Tiém tinh mach glucagon ciing c6 thé cé
ich.

— Blbc nhi thét (d6 Il hodc Ill): Theo ddi c&n than bénh nhan
va diéu tri bang cach tiém truyén isoproterenol hodc dat
may tao nhip tim, néu thich hep.

- Suy tim sung huyét: Khdi dau ligu phap théng thuwong
(nhu digitalis, thubc Igi tiéu, thubc gian mach).

- Co that khi quén: Dung céac thuéc gian khi quan nhw
isoproterenol va/hodc aminophyllin.

— Ha duong huyét: Tiem tinh mach glucose.

BAO QUAN
Béo quan trong bao bi kin, noi kho, tranh anh sang. Nhiét
d6 khong qua 30°C.

HAN DUNG
24 thang ké tir ngay san xuét.

DONG GOI
Vi 10 vién. Hop 3 vi.

Vi 10 vién. Hop 6 vi.
TIEU CHUAN AP DUNG: Tiéu chuén nha san xuét.

THUOC NAY CHI DUNG THEO PON CUA BAC SI

Dé xa tdm tay tré em
Khéng dung thuéc qué théi han st dung
Doc ki hwéng dan sir dung trwéde khi ding
Néu can thém théng tin, xin héi y kién béc sT
Théng bdo cho béc si nhirng téc dung khéng mong muén
gép phai khi ste dung thudc

Ngay duyét ndi dung: 16/12/2014
Nha san xuét:
CTY TNHH LD STADA-VIET NAM

40 Pai 16 Ty Do, KCN Viét Nam-Singapore,
. An, Tinh Binh Duong, Viét Nam
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