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Bisostad 5

Tén thubc

Bisostad 5

Céc déu hiéu lvu y va khuy@n céo khi ding thubc

D& xa 1tam lay ré em

Boc ky hueng din sir dung truéc khi dung

Théanh phéin cdng thire thubec

Thanh phan hoat chat:

BISOPIOIOl FUMBIIE. .ouspisssssssosssrpiscasbimsiororsrosiapeoscesseierseasbssssons rppsppioeripmpesmeerswmprngrs 5 MG

Thanh phén té dugc

Cala hydrophosphat khan, microcrystallin cellulose, Unh bt tién hd héa, crospovidon,

colloidal silica khan, magnesi stearat, hypromellose, macrogol 400, titan dioxyd, oxyd st

vang, oxyd st do.

Dang bao ché

Vién nén bao phim.

Vién nén tron, bao phim mau hdng, mdt mat khAc vach, mdt miit khic vach viri khc chir

“BSL" & rén va *5" & dudi vach.

Vién co thé be aoi.

Chi dinh

Bisoprolol dugc dung dudi dang fumarate trong kiém soat tang huyét ap va dau that

ggud: ;huﬁc cdn duoc dang phbi hop voi tr lidu chufin trén bénh nhan suy tim man tinh

nh.

Céch dung, lidu lrong

Céch dung

Bisostad 5 duoc dang durdng udng

Ligu lvong

Tang huyét 4p hodic dau thét nguc: Ligu ubng thudng dung cia bisoprolol fumarate &

5-10 mg x 1 l8n/ngay, lidu t6i da duoc khuyén cao la 20 mg/ngay.

Bénh suy tim sung huySt: Lieu ubng khdi dBu cua bisoprolol fumarate la 1,25 mg x

1 1an/ngay. Néu dung nap, co thé tang litu gdp ddi sau 1 (un va sau d6 tang lidu tir wr

trong khoAng 1 - 4 tuln cho dén l@u 16i da duge dung nap; khdng nén vurgt qua 10 mg x

1 lan/ngay.

Lidu dung cho bénh nhén suy gan va suy thdn: LiBu khi dau cia bisoprolol fumarate cho

bénh tang huy8t &p la 2,5 mg/ngay va tang lidu tir tr trén bénh nhan suy gan ndng hodc

suy than (a6 thanh thai creatinin < 40 mUphut). Lidu t6i da 10 mg/ngdy cho ca dau that

ngurc va tang huy8t 4p rén bénh nhan suy gan ndng ho#c db thanh thal creatinin

< 20 ml/phat.

Chéng chi dinh

Suy tim cép ho&c trong giai doan suy tim mét b can liéu phép c6 tinh hudmg co.

S6c tim,

BI6c nhi thét @6 1| hode [l (khdng dAt méy tao nhip).

HoI chirng nit xoang

Bl&¢ xoang nhi.

Nhip um cham duéi 60 IAn/phit trudre khi bat diu didu tr).

Ha huy€t ap (ap sudt 1am thu dud 100 mmHg).

Hen phé quan nang hofic bénh phdi tAc nghé&n man tinh nang.

Gial doan cubi ctia bénh tAc ngh&n ddng mach ngoai bién va hdi chirg Raynaud.

U té bao ua crém khong dugc didu tr.

Nhi&m toan chuyén hoa.

Man cam véi bisoprolol hay bét ky thanh phan nao cua thufc.

Canh béo va thén trong khi dung thuéc

CA&n hiéu chinh ligu bisoprolol cdn than d6i vai bénh nhan suy gan hay suy than,

Suy tim- Kich thich than kinh giao cAm 1A mdt thanh phan cén thiét hd trg chire n&ng tulin

hoan trong giai doan bAt dAu suy tim sung huy€t va sy chen beta co thé din dén suy
giam thém co bop cla cor tim va thic ddy suy tim néng hon.

Bénh nhan khéng co tién sir suy tim: Sy e ché lién tye cor im cda cac thube chen beta
trén mot s6 bénh nhan c6 thé lam cho suy tim. Khi c6 cac diu hiéu va triéu chirng dau
tién ca suy tim, cin phai xem xét viéc ngung dung bisoprolol, Trong mdt s6 treémg hop,
c6 thé tiép tyc liéu phap chen beta trong khi diu trj suy tim vai cac thube khéac.

Ngimg didu trj dpt ng6t: Bau thit nguc ning Ién va trong mot 6 turdng hop nhdi mau
co tim hodic loan nhip thét & ngudi bj bénh ddng mach vanh sau khi ngirng dot ngdt thube
chen beta

B&nh mach méu ngoai vi: Cac thubc chen beta c6 thé gy ra hodc [am nang thém triéu
ching thiéu méu dong mach trén bénh nhan méc bénh mach mau ngoal vi

Bénh co that phé qudn: N6i chung, ngudi bénh cb benh co th&t phé quan khong dirgc
diing cAc thubc chen beta. Tuy vdy. do tinh chét chon loc trong ddi beta 1, c6 thé ding
than rong bisoprolol & ngudi bénh co bénh co thit phé quan khdng dap trng hodic khong
thé dung nap voi diBu () chéng tang huyét ap khac. Vi tinh chon loc beta 1 khong wyét
a6i, phai dung litu bisoprolol thap nhat c6 thé dugc, va bAt diu voi lidu 2,5 mg. Phai c6
sAn mbt thubc chii van beta 2 (gian phé quan).

Dal thdo dudmg va ha glucose huyét: CAc thudc chen beta ¢6 thé che 1dp cac biéu hién
cia ha glucose huy&t, dic biét nhip im nhanh. Cac thu6ic chen beta khdng chen loc c6
thé lam 1ang murc ha glucose huy@t glty béri insulin va lam chm sir phyc hdi cac ndng do
glucose huyét thanh. Do tinh chét chon loc beta 1, didu ndy It co khd nang xdy ra voj
bisopralol. Tuy nhién, cAn phal canh bao nguoi bénh hay bj ha glucose huyét, holic
ngudd benh dai thao dutrng dang dung insulin hodc cac thude ha glucose huyé@t dang
ubng v kha niing nay va phai dung bisoprolol mdt cach than trong,

Bénh ting néng tuyfn gidp: Cac thube chen beta che 1ap cAc dAu hiéu lam sang cla tang
néng tuyén giap nhur tim dép nhanh

Sir dyng thudc cho phy ni¥ c6 thai va cho con ba

Phy nir c6 thai

Chura ¢6 thir nghiém dBy di va chiit ch® trén phy n(r ¢é thal, Bisoprolol chi dugc ding
trong sudt then ky mang thal khi chirg minh durge loi ich didu tr| hon han nguy co titm
An 46| v bao tha
Phy nir cho con bu :

Lurgng nhé bisoprolol duge phat higén trong stra chut me. Chura bidt bisoprolol ca bai tiét
vao sira ngudr hay khong, Do nhigu thube dugce bal 1iét \fho s(ra me, nén than wrong khi
ding bisaprolol cho phy nir dang trong (hen ky cho con b,
Anh hwdng caa thue 1én kha niing 14i xe, vAn hanh may méc
Bisaprolol c6 thé ghy tac dung khong mong mudin nhur budn ngu, chéng mat va meLmol.
dibu nay c6 thé anh huémg dén kn nang 4l xe holic van hanh may moc cha bénh nhiin

11.  Twong tdc, tromg ky cia thude s
Twong tde cua thudc

- Bénh nhén dang dung cAc thudc lam con kit catecholamin nhu reserpin hodc
guanethidin, nén duge theo doi chit ch vi tae ddng hidp e (re ché hela-adrenergic co
thé lam gidm qua marc hoat tinh glao cAm. Trén nhimg bénh nhan dang didu tr| ddng thén
véi clonidin, ndu ngung digu tr| thi nén ngumg bisoprolol val nghy lrrde ki ngung
clonidin.

- Nén than trong khi ding ddng ther bisoprolol vin cac thude (re ché co tim holle (re ché su
dAn truydn nhT that, nhue cae thube chen calol ey thé nhu nhom: phenylalkylamin
(verapamif) va benzothiazepin (diltiazam)) hodc thubce trf loan nhip nhir disopyramid

- Dung abdng thev vor rifampicin [am g s chuyén hoa cda bisoprolol, dén dén rot nghn
thori glan ban thai cda bisoprolol. Tuy nhién, khong cin thiét phai didu chinh ligu dAu uén

- Nguy co phan tmg phan vé: Trong khi sir dung cac thude chen beta, ngudi bénh c6 ten
str phain (rng phan vé niing véi cac dj nguyén khac nhau cé thé phan tmg manh hon vol
viee sir dung thubc nhéc lai, do tinh cbr, do chdn doan hodic do didu tr|, Nhimg ngubi
bénh nhu vy ¢ thé khdng dap ung véi cac idu thdng thudng cda epinephrin duoc
dang dé dibu trf cac phan ung dj ing
Twong ky cua thudc
Do khing c6 cAc nghién ciru vé tinh twong ky ca thude, khong ron IAn thutc nay von
céc thubc khac

12.  Tac dung khdng mong muén cla thube

- Hé thlin kinh trung tromg: Hoa mét, chong mat, nhirc dAu, dj cdm, gidm xuc gidc, budn
ngu, lo au, bdn chdn, gidm nang leehri nhe.

- H@ than kinh ty ddng: Kho miéng.

- Tim mach: Nhip tim cham, hdi hop va cac ol loan nhip khac, lanh diu chi, mét thing
bang, ha huydt ap, dau nguc, suy tim sung huyét, kho ther.

- Tam thin; Dj mong, mét ngu, tram cam.

- Tiéu héa: Bau da dayihuong vibung, viem da day, kné idu, budn ndn, non, tidu chiy,
180 bon,

- Co xuong: Bau co/khdp, dau lung/ed, chudt rit, co giat colrun.

- Da: Phat ban, cham, kich Ung da, ngra, dé birng, 46 md hol, ung toc, pht mach, viém
trée da, viem mach & da.

- Giéc quan riéng biét: RGi loan th] gidc, dau mAunang mat, chay nu¢e mat bilt thuong, 0
tai, dau tai, bét thurdng vi giac

- Chuyén héa; Gat.

- HO héip: Hen suy@n/co that khi quan, viém phé quan, ho, kho thd, viém hong, viém mol,
viém xoang.

- Tiét nigu-sinh dyc’ Gidm hoat dong tinh duc/bét lyrc, viém bang quang, dau quan than

- Huyét hoe! Phit ban.

- Toan than: Mét méi, suy nhugc, dau ngyrc, kho chiu, phu, ng can

13, Qua lidu va cach xur trf
Trigu chimg
Nhip tim chéim, ha huyét ap, suy tim sung huyét, co thit khi quan va ha glucose huyét la
nhirng déu hidu phd bién nhét cda qua ligu thubc chen beta
Xortrf
Thong thudmng néu xay ra qua liBu nén ngirng bisoprolol va (i&n hanh didu tri hd o va
diBu tr| triéu ching. €6 mot s6 It dir ieu gol y bisoprolol fumarate khdng bi thiim tach
Dua vao duge dong hoce va nhirng khuyén cao cho cac thude chen beta khac, cin nhic
cac phuong phap tdng quat sau khi thy cac ddu higu 1am sang

- Nhip tim ¢ham: Tiém tinh mach atropin. Néu khong dap (g thi diing isoproterenol hodc
mot thude khac co tnh chat hirdng co manh mot cach than wong. Trong mot 56 trudmg
hop. co thé dit may tao nhip néu cin thidt,

- Ha huyét 4p. Truy®n dich tinh mach vaA dung cAc thube tang huy@t ap. Tiém tinh mach
alucagon cling cé thé co ich,

- BIGo nhT thét (d§ 11 hodc ). Theo ddi cdin than bénh nhan va didu tr bdng cach uém
truy@n isoproterenol hoac dat may tao nhip tim, néu thich hop.

- Suy tim sung huy@t: Khéd dau ligu phap thong thurdmg (nhur digitalis, thude lod tidu, thude
gian mach)

= Co that khi qudn: Dang cac thuc gian khi quan nhur Isoprolerencl va/holic aminaphyllin

- Ha glucose huy8t Tiém (inh mach glucose

14.  ©Ac tinh duge e hoc
Nhoém due ly: Thube chen beta chon loc
MAATC: COTABO?.

- Bisoprolol [a mdt thuBic chen chon loc thy thé beta 1-adrenergic nhirng khdng cd tinh chat
Gn dinh mang va khong c6 tac dung gidng thin kinh giao cAm ndl tal khi dung trong pham
vi lidu didu tr

- Vi lidu thép, bisoprolol tre ché chon loc dap ing v kich thich adrenergic bing cach

canh tranh chen thu thé beta 1-adrenergic cia tim, trong khi d6 It tac dyng trén (hy thé
beta 2-adrenergic cia co tron phé quan va thanh mach. Vol lidu cao, tinh chit chon loc
cdia bisoprolol trén thy thé beta 1-adrenergic thudmg gidm xudng v thudc s canh tranh
e ché ca hal thy thé beta 1 va beta 2-adrenergic.
15.  Péc tinh duge ddng hoc

Bisoprolol dwec hilp thu hiu nhur hoan toan qua dutng tidu hoa va sinh kha dung duromg
uBng khoang 90% do thudc it b chuyén hoa qua gan 1an diu. Nong do dinh trong huyét
trong dat dugc tir 2 - 4 gior sau khi udng. Khodng 3096 bisoprolol lién két vori protein
huyét (rong. Bisoprolol 1 chéit tan vira phal trong lipld. Thude durgo chuyén hoa & gan
va durgc thAl tnr qua nurde tidu, khodng 50% thude dudd dang nouydn ven va 50% dutn
dang chét chuy@n hoa. Thude cé thi gian ban thai trong huydt tirong khodng 10 - 12 gitr

16.  Quy cich déng g6l

VI 10 vien, HOp 3 vi
VI 10 vién, HOp 6 vi
17.  Bidu Kign bao qudn, han ding, tiéu chufin chit lrgmg coa thude
17.1. ©ieu kin bio quan
Bao qun trang bao bl kin, not kho, tranh dnh sang. Nhigt do khong quéa 30°C
17.2. Han dung
24 thang ké tr npAy san xudl
17.3. Tidu chudn chéit lwgng
TCCS 8
18.  Tén, djn chi ca cor sér san xudit thude
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