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RX - Thuéc nay chi dung theo don thuc ién nén bao phim

BISOPROLOL

DE THUBC XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

THONG BAO NGAY CHO BAC SY HOAC DUQC SY NHUNG TAC DUNG
KHONG MONG MUON GAP PHAI KHI SU DUNG THUBC.
THUOC NAY CHI DUNG THEO BON CUA BAC SY.

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

THANH PHAN CONG THUC: 1vién
Thanh phén dugc chét: Bisoprolol fumarat... : ..5mg
Thanh phéan ta dugc gém: Avicel M101, Erapac Calcn hydrophosphat SOdII.II'I'l Starch
glycolat, Povidon K30, Magnesi stearat, HPMC 2910, PEG 6000, Talc, Titan dioxyd,
MEEnBu Ot ..o MRIE .o 1 vién nén bao phim
DANG BAO CHE: vién nén bao phim

QUY CACH PONG GOI: Hop 10 vi x 10 vién nén bao phim.

CHI DINH:

- Tang huyét ap. Dau that ngyc.

- Suy tim man tinh 8n dinh, tif vita dén nang, kém giam chiic nang tam thu that trai sl
dung cung véi cac thudc dc ché enzym chuyén angiotensin, Igi tiu, va c6 thé vdi
glycosid trg tim.

LIEU DUNG, CACH DUNG:

Céch dung: dung dudng udng

Liéu ding: Liéu théng thudng d6i véi ngudi l6n:

+ Tang huyét 4p hoac dau thit ngyc: 5 — 10 mg/ngay x 1 ldn/ngay, khuyén céo liéu t8i
da 20 mg/ngay. '

+ Bénh suy tim man 8n dinh: Liéu uéng kh&i ddu la 1,25 mg x 1 ldn/ngay.

Né&u dung nap, c6 thé ting gdp ddi liéu sau 1 tudn, va sau d6 tang liéu tif tUf tiing dgt
cach nhau khoang 1 - 4 tuéin cho dén liéu t8i da dugc dung nap; liéu khédng nén vugt
qua 10 mg x 1 1dn/ngay.

+ Bénh nhan suy gan va suy than: Liéu udng khdi dau ddi vdi bénh ting huyétap la 2,5
mg/ngay va tang liéu tif ti trén bénh nhan suy gan nang hodc suy than (dd thanh thai
creatinin < 40 ml/phat). Liéu t8i da 10 mg/ngay cho ca dau that ngyc va tang huyét ap
trén bénh nhan suy gan néng hoic c6 dd thanh thai creatinin < 20 ml/phat.

- Ho#c theo chi dén cla thdy thudc.

Khéng c6 yéu cdu dic biét vé x{ Iy thubc sau khi st dung.

CHONG CHI BINH:

-Qué mén vdi Bisoprolol fumarat hay véi b&t ky thanh phan nao ctia thudc.

-Séctim.

-Suy tim cép, suy tim chua kiém soéat dugc béng diéu tri nén, suy tim dd lll ning hoac dd IV.
-Bl&c nhi—th&t dd hai hoc do ba.

-Nhip tim cham dudi 60 14n/phut trudc khi bat ddu diéu tri.

-Hdi chiing suy nut xoang.

-Hen phé quan nang hoc bénh phdi tdc ngh&n man tinh nang.

-Giai doan cudi clia b&nh tic nghén ddng mach ngoai bién va hdi chiing Raynaud.

-U thy thugng than (uté bao va crém) khdng dugc diéu tri.




https://trungtamthuoc.com/

CANH BAO VA THAN TRONG KHIDUNG THUGC:

- Suy tim: Kich thich than kinh giao cAdm |a mot thanh phan cén thiét hd trg chiic ning
tudn hoan trong giai doan bt ddu suy tim sung huyét va cac thudc chen beta c6 thé
gay suy giam thém co bép clia ca tim va thic ddy suy tim nang hon.

-Bénh nhan khéng c6 tién sl suy tim: Sy Uc ché lién tyc co tim cla céc thudc chen
beta trén mot s6 bénh nhan c6 thé lam suy tim. Khi ¢6 ddu hiéu hoac triéu ching dau
tién cha suy tim, nén xem xét viéc ngiing dung bisoprolol. Trong vai trudng hgp, ¢
thé tiép tuc diéu trj véi thudc chen beta trong khi diéu tri suy tim véi cac thudc khéc.

- Ngting diéu tri ddt ngdt: Pau that ngyc nang 1&n va trong mét s& trudng hgp, nhdi
mau cd tim ho#c loan nhip thét & ngudi b&nh ddng mach vanh sau khi ngiing djt ngdt
thudc chen beta. Do d6 can phéai nhic nhd nhilng ngudi bénh nay la khéng dugc
nging dung thudc khi chua c6 18i khuyén clia thdy thuéc. Ngay ca vdi ngudi bénh
chua rd bénh mach vanh, nén khuyén gidm déan bisoprolol trong khodng mdt tuén
dudi sy theo ddi cén than clia thdy thudc. N&u céc triéu chiing cai thu8c xay ra, nén
dung thudc lai it nhdt trong mét thdi han.

- Bénh mach mau ngoai vi: Céc thudc chen beta c6 thé gay ra ho4c lam néng thém
triéu chung cia suy ddng mach & bénh nhan bj bénh mach mau ngoai vi.

- Bénh co that ph& quan: Nén ding than trong bisoprolol va khdi ddu diéu trj & liéu 2,5
mg cho nhiing bénh nhan bénh co thit ph& quan khdng dap (ing hodc khong thé dung
nap véi cac thuéc triting huyét ap khéc.

- GAay mé va dai phau thuat: Néu cén phai tiép tyc diéu tri véi bisoprolol gén luc phau
thuat, phai dic biét than trong khi ding cac thudc gay mé lam suy giam chic néng co
tim, nhu: ether, cyclopropan va tricloroethylen.

- D4i thdo dudng va ha dudng huyét: Cac thudc chen beta c6 thé che I4p ddu hiéu ha
dudng huyét, nhu ching tim dap nhanh. Bénh nhan bi ha dudng huyét ty phat hoéc
bénh nhan dai thao dudng dang dung insulin hay cac thudc tri déi thdo dudng dudng
udng nén than trong.

-Nhiém doc tuyén gidp: Cac thubc chen beta che I4p ddu hiéu tang nang tuyén giap
nhu tim dap nhanh.

- Suy gidm chiic ning than va gan: C4n hiéu chinh liéu bisoprolol mdt cach cdn than
ddi véi ngudi bénh suy than hoZc suy gan.

TUONG TAC, TUONG KY CUA THUGC:

-Bénh nhan dang dung céc thudc lam can catecholamin nhu reserpin hodc
guanethidin, nén dugc theo ddi chat ché vi tac ddng Uc ché beta — adrenergic hiép lyc
clia bisoprolol ¢6 thg lam gidm qué muc hoat tinh giao cdm. Trén nhiing bénh nhan
dang diéu tri déng thai v4i clonidin, néu ngung diéu trj thi nén ngung bisoprolol vai
ngay trudc khi ngung clonidin.
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-Nén than trong khi dung ddng thdi bisoprolol véi céc thudc tc ché co tim hodc céc
thudc dc ch& dan truyén nhi that, nhu cac thubc chen calci [dac biét nhu nhém
phenylalkylamin (verapamil) va nhém benzothiazepin (diltiazem)] ho&c thudc tri loan
nhip nhu disopyramid.
-Dung déng thdi véi rifampicin lam tang sy chuyén héa cla bisoprolol, dan dén rait
ngan thdi gian ban thai clia bisoprolol. Tuy nhién, khéng cén thiét phai diéu chinh liéu.
Do khong cé cac nghién ctu vé tinh tuong ky clia thudc, khéng tron 1an thube nay
vdi cac thudc khéac.
TAC DUNG KHONG MONG MUON CUA THUGC:
Céc tac dyng khong mong mudn thudng nhe va nhat thdi.
- Thudng gap, ADR > 1/100:

+ Tiéu héa: fa chdy, nén

+ Ho6 hdp: Viém mii.

+ Chung: Suy nhugc, mét mdi.
- it gap, 1/1000 < ADR < 1/100:

+ Co xudng: Pau khdp.

+ Hé TKTW: Giam cam giac, kho nga.

+ Tim mach: Nhjp tim cham.

+ Tiéu héa: Budn ndn.

+ H® hép: Khé thd.

+ Chung: Pau nguc, phu ngoai bién.
* Huéng dan céach xi tri ADR:

Tham kh&o muc: Qua liéu va xU tri
SUDUYNG CHO PHYNU CO THAIVA CHO CON BU:
-Phuy nif ¢6 thai: Chua cé thir nghiém ddy di va chat ché trén phy nif cé thai.
Bisoprolol dugc dung khi Igi ich diéu tri cho ngudi me cao hon nguy co ddi vdi thai nhi.
- Phy ni cho con bu: Lugng nhé bisoprolol dugc phéat hién trong sita chudt. Chua biét
thudc cé bai tiét qua sita ngudi khéng. Vi nhiéu thudc dugc bai tiét qua sita me nén
than trong khi dung bisoprolol cho phy nif dang cho con bu.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc khéng gay tac dung khéng mong mudn budn ngli nén c6 thé st dung dugc cho
ngudi lai xe va van hanh may méc.
QUA LIEU VA XU TRi:
- Triéu chung:
Nhip tim ch&m, ha huyét ap, suy tim sung huyét, co thit ph& quan va ha dudng huyét
la cac ddu hiéu phd bién nhét clia qué liéu thudc chen beta.
-Didu trj:
Né&u xay ra qua liéu, phdi nging bisoprolol va diéu tri h6 trg va triéu ching. C6 motsé
it di liéu ggi y bisoprolol fumarat khéng thé bi thdm tach. Dya vao tac ddng dugc ly va
nhiing khuyé&n céo cho céac thudc chen beta khac, can nhic cac phuong phéap téng
quat sau khi thdy cac ddu hiéu lam sang:
+ Nhip tim cham: Tiém tinh mach atropine. N&u déap Ung khéng ddy du, cé thé dung
than trong isoproterenol hoic mét thudc khéc cé tac dyng lam tang nhip tim. Trong
motsd trudng hgp, dat may tao nhip tim tam thdi dé kich thich tang nhip.
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+ Ha huyét 4p: Truyén dich tinh mach va dung céc thudc tang huyét 4p (isoproterenol
hoac mét thudc chi van alpha — adrenergic). C6 thé dung glucagon tiém tinh mach.

+ Bléc tim (d6 hai hodc do ba): Theo ddi cn than ngudi bénh va tiém truyén
isoproterenol ho&c dat may tao nhip tim, néu thich hgp.

+ Suy tim sung huyét: Khdi ddu liéu phap thong thudng (dung digitalis, thudc Igi tiéu,
thudc lam t&ng lyc co cad, thudc gian mach)

+ Co thét phé quan: Dung céc thudc gian phé quin nhu isoproterenol va/hoic
aminophylin. '

+ Ha dudng huyét: Tiém tinh mach glucose.

THONG TIN VE DUGC LY, LAM SANG:

1. Péc tinh dugc lyc hoc:

- Bisoprolol 1a mét thudc tic ché chon loc thy thé B1 — adrenergic khdng cé hoat tinh 8n
dinh mang déng ké hay hoat tinh cudng giao cAm ndi tai trong khoang liéu didu tri.

- Vi liéu thép, bisoprolol Uc ché mdt cach chon loc sy dap (ng kich thich adrenergic
b&ng cach Uc ché canh tranh thy thé B1 — adrenergic & tim, nhung it tac dung trén thy
thé B2 — adrenergic & cd tron mach mau va phé quan.

- Vdi liéu cao, sy chon loc clia bisoprolol trén thy thé B1 — adrenergic thudng gidm va
s& uc ché canh tranh thy thé 31 va B2 —adrenergic

- Cd ché tac dyng ha huyét ap clia bisoprolol c6 thé gdm nhiing y&u t8 sau: giam luu lugng
tim, Uc ché than giai phong renin va gidm tac dong clia than kinh giao cam di tif cac trung
tam van mach & nao.

- Tac dung ndi bat nhét clia bisoprolol 1 1am gidm tén s& tim, ¢4 lic nghi 1&n lic géng sc.
2. Bic tinh duge ddng hoc:

- Bisoprolol dugc hdp thu hdu nhu hoan toan qua dudng tiéu héa va sinh kha dung
dudng udng khoang 90% do thudc chuyén h6a qua gan Idn ddu rét t.

- N&éng dd dinh trong huyét tuong dat dugc sau 2 - 4 gid udng. Khodng 30% bisoprolol
lién két v6i protein huyéttuong. Bisoprolol 1a chét tan vita phi trong lipid.

- Thu6c dugc chuyén héa & gan va dugc thai trir qua nudc tiéu, khodng 50% du6i dang
nguyén ven va 50% dudi dang chét chuyén héa.

- Thuéc c6 thdi gian ban thai trong huyét tuong khodng 10 — 12 gid. & ngudi c6 hé sé
thanh thai creatinin < 40 ml/phit, nlfa dgi huyét tuong tang gdp khoang 3 14n so véi
ngudi binh thudng. G ngudi xo gan, thudc c6 thdi gian ban thai trong huyét tuong
khoang 8,3-21,7 gid.

BAO QUAN - HAN DUNG:

Béo quan: Dudi 30°C, noi khd rdo, tranh anh séng.

Han dung : 36 thang ké tif ngay san xuét.

Tiéuchudn:TCCS

San xuat tai:
CONG TY CO PHAN DUGC PHAM KHANH HOA
WHO .Gmp DPudng 2-4, P. Vinh Hoa, TP. Nha Trang, T. Khanh Hoa




