https:/Viirascm/deigl .

Vién nén bao phim

sawiProlol 2,5

CONG THUC:

SRRl R ar T e 2,6 MG
- Ta dudc via dd ............. sk 1 VIBN

Celulose vi tinh thé 102, lactose monohydrat, copovidon VA 64,
silic dioxyd, magnesi stearat, crospovidon CL, hypromelose,
polyethylen glycol 6000, talc, titan dioxyd

DANG BAO CHE: Vién nén bao phim.
DUQC LY & CO CHE TAC DUNG

Dac tinh duge luc hoc:
Bisoprolol Ia mét thuc chen chon loc beta, (§,) nhung khéng cé

tinh chét én dinh mang va khéng co tac dung giéng thdn kinh

giao cAm ndi tai khi dung trong pham vi liu diéu tri. V&iliéu thap,
bisoprolol dc ché chon lpc dap (ng véi kich thich adrenalin bang
cach canh tranh chen thu thé p, adrenalin ciia tim, nhung It téc
dung trén thy thé beta, (,) adrenalin clia co tron phé quan va
thanh mach. Vdi liéu cao (thi dy 20 mg hoac han), tinh chét chon
loc clia bisoprolol trén thy thé B, thudng gidm xudng va thudc sé
canhtranh tc ché ca haithu thé p, va p,.

Bisoprolol duge ding dé diéu tri tang huyét 4p. Hiéu qua clia
bisoprolol tuong dudng vdi cdc thudic chen beta khéc. Cd ché tac
dung ha huy&t 4p cla bisoprolol cé thé gdm nhiing yéu 8 sau:
Giam Iuu lugng tim, Uc ch& than gidi phéng renin va gidm tac
dong clia thén kinh giao cAm ditif cac trung tAm van mach & nao.
Nhung tac dung ndi bat nhét clia bisoprolol Ia lam gidm tin s6
tim, ca luc nghi 1&n lic géng sic. Bisoprolol 1am giam Iuu lugng
clia tim lic nghl va khi gang siic, kém theo it thay d&i vé thé tich
mau téng ra trong mbi nhat bép tim, va chi lam téng it 4p lue nhi
phai ho#c &p Iyc mao mach phdi bit Iic nghi va Iic géng stic.
Trit khi cé chéng chl dinh hodc ngudi bénh khéng dung nap
dugc, thuéc chen beta da dugc dung phéi hgp véi cac thudce dc
ché men chuyén, Igi tiéu va glycosid trg tim dé diéu tri suy tim do
loan chuc nang that trai, dé lam giam suy tim tién trién. Tac dung
t6t clia cdc thufic chen beta trong diéu tri suy tim man sung huyét
dugc cho chil y8u la do tc ché cac tac dong cia hé than kinh
giao cadm. Dung thudc chen beta lau dai, cing nhu céc thuéc dc
ché& men chuyén, c6 thé lam gidm céc triéu ching suy tim va cai
thién tinh trang lam sang ctia ngudi bi suy tim man. Céc tac dung
t6t nay da dugc chiing minh & ngudi dang ding mét thuéc e ché
men chuyén, cho thdy tc ché phdi hgp hé théng renin-
angiotensin va hé than kinh giao cam 14 cac tac dung céng.

Dac tinh dugc déng hoc:

Bisoprolol hdu nhu dugc hdp thu hoan toan qua dudng tiéu hoa.
Va chi qua chuyén hoa budc dau rét it nén sinh kh& dung qua
dudng ung khoang 90%. Sau khi udng, néng dé dinh trong
huyét tuong dat dugc tU 2 - 4 gid. Khodng 30% thudc gén vao
protein huyét tuong. Thifc &n khéng anh hudng dén hap thu cla
thudc. Nda dai thai trir & huyét tuong ti 10 dén 12 gid. Bisoprolol
hoa tan vira phai trong lipid. Thuéc chuyén hoda & gan va bai tiét
trong nudc tiéu, khodng 50% dudi dang khéng ddi va 50% dudi
dang chatchuyén hod.

o] ngudi cao tudi, nifa dgi thai trir trong huyét tuong hoi kéo dai
hon so véi ngudi tré tudi, tuy ndng dd trung binh trong huyét
tuong & trang thai 6n dinh tang 1&n, nhung khong cé sy khac
nhau c6 y nghia vé muc dé tich Iy bisoprolol gilfa ngudi tré tudi
va ngudi cao tudi.

& ngudi co hé s6 thanh thai creatinin dudi 40 mi/phit, nita doi
huyét tuong tang gdp khodng 3 I&n so véi ngudi binh thudng.

O ngudi xd gan, téc db thi trll bisoprolol thay ddi nhiéu hon va
thap han cé ¥ nghia so véi ngudi binh thuéng (8,3 - 21,7 gid).

CHi BINH

Tang huyétap.

Pau that ngyc.

Suy tim man tinh &n dinh, tit vira dén néng, kém gidm chiic nang
tam thu that trai sl dung cung véi cac thude Uc ché men chuyén,
Igi tiéu, va c6 thé vdi glycosid trd tim. Chi dinh nay do thay thubc
chuyén khoa.

LIEU LUQNG VA CACH DUNG

Thuéc nay chi sir dung theo sy ké don ctia bac si
Cachdung:

Bisoprolol fumarat dugc ding theo duéng udng. Sy hép thu
thudc qua dudng tiéu hod khéng bi anh hudng bdi thirc an.

Lidu lupng: Liéu lugng cla bisoprolol fumarat phai duge xac dinh
cho tifng ngudi bénh va dugc hiéu chinh tuy theo ddp ung cla

bénh va su dung nap clia ngudi bénh, thudng céach nhau it nhat
2tudn.

Ngudildn:

D& diéu trj tang huyét 4p va dau that nguc & ngudi Ién, liéu diu
tién thudng ding 1a 2,5 - 5 mg, mot 1&n m&ingay. Vi tinh chon loc
chen beta, (B,) adrenergic clia bisoprolol fumarat khong tuyét déi
(tinh chon lpc gidm xudng khi tang liéu), phai dung thuéc than
trong cho bénh nhan cé bénh co that phé quan, va bat ddu diéu
tri vai liéu 2,5 mg, mdt 1&n mbi ngay. Liéu bét ddu gidm bét nhu
vay ciing c6 thé thich hgp vdi cac ngudi bénh khac. Néu liéu 5
mg khéng c6 hiéu qua diéu tri ddy du, cé thé tang liéu 1én 10 mg,
va sau d6, néu cén, cé thé tang dén liéu dugc dung nap tdi muc
18i da 20 mg, mét lan mbingay.

Diéu tri suy tim man tinh &n dinh

Ngudi bénh bj suy tim man tinh phai 8n dinh, khéng cé dgt cdp
tinh trong vong 6 tudn va phai duge diéu tri bAng mét thudc e
ché men chuyén vdi liéu thich hgp (hodc véi mét thue gian
mach khéc trong trudng hgp khéng dung nap thudc tc ché men
chuyén) va mot thudc Igi tidu, va/hodc cé khi véi mot digitan,
trudc khi cho diéu tri bisoprolol. Biéu tri khéng dugc thay ddi
nhiéu trong 2 tuén cudi trudc khi ding bisoprolol.

Viéc diéu tri phai do 1 thdy thudc chuyén khoa tim mach theo doi.
Diéu tr| suy tim man tinh 8n dinh béng bisoprolol phai bat ddu
béng 1 thdi gian diéu chinh liéu, liéu dugc tdng dén theo so dé
sau:

- 1,25 mg/1 ldn/ngay (uéng vao budi sang) trong 1 tuén.

Néu dung nap dugc, tang liéu:

- 2,5 mg/1 l&n/ngay trong 1 tuédn, néu dung nap dugc tt, ting
én:

- 5 mg/1 ldn/ngay trong 4 tuén sau; néu dung nap dugc t6t, ting
Ién:

- 7.5 mg/1 lAn/ngay trong 4 tudn sau; néu dung nap dugc tét,
tang lén:

-10mg/1 lan/ngay dé didu tri duy tri.

Sau khi bat ddu cho liéu ddu tién 1,25 mg, phai theo dai ngudi
bénh trong vong 4 gid (dac biét theo ddi huyét ap, tin s6 tim, réi
loan dén truyén, cdc ddu hiéu suy tim nang 1&n).

Liéu t8i da khuyén cao: 10 mg/1 lan/ngay.

Liéu diéu chinh khdng phai theo dép ting Iam sang ma theo muc
d6 dung nap dugc thudc dé di dén lidu dich. & mot sé ngudi bénh
cd thé xuét hién cdc tac dung phu, nén khdng thé dat dugc liéu
t6i da khuyén cao. Néu cén, phai gidm liéu dan dan. Trong
truding hop cén thigt, phai ngling diéu trj, rdi lai tiép tuc diéu tri
lai. Trong thai gian diéu chinh liéu, khi suy tim n&ng I&n hodc
khéng dung nap thudc, phai gidm liéu, tham chi phai ngiing ngay
diéu tri néu cén (ha huyét &p néng, suy tim nang I&n kém theo
pht phdicép, séc tim, nhip tim cham ho&c bloc nhi-that).

Biéu tri suy tim man tinh 8n dinh bang bisoprolol 1a 1 diéu tri lau
dai, khéng dugc ngiing dot ngdt, cé thé lam suy tim nang lén.
Néu cén ngiing, phaigiam lidu ddn, chia liu ra 1 nira méi tuén.
Suy than hodc suy gan & ngudi suy tim man tinh; chua cé sé liéu
vé dugc dong hoc. Phai hét sic than trong tang liéu & ngudi
bénh nay.

Ngudi cao tudi: Khong cdn phai diéu chinh liéu.

Tré em: Chuacé sé liéu. Khéng khuyén cdo dung cho tré em.

Théng béo cho Béc si nhiing tdc dyng khéng mong muén
gap phéi khi st dung thuée

CHONG CHi BINH

Bisoprolol chéng chidinh 8 bénh nhan c6 séc do tim, suy tim cép,
suy tim chua kiém soét dugc bang diéu trj nén, suy tim dé Ill nang
hoéc dd IV, bloc nhi- thdt d§ hai ho#c ba, va nhip tim chdm xoang
(dudi 60 nhip/phut trudc khi diéu tri), bénh nit xoang, hen nang
hodc bénh phéi - phé quan man tinh tc ngh&n nang.

Héi chiing Reynaud nang. M&n c&m vdi bisoprolol, u tuy thugng
than (u té bao ua crém) khi chua dugc diéu tri.

THAN TRONG KHI DUNG THUGC

Suy tim: Kich thich giao cam la mét thanh phan cén thiét hé trg
chic nang tudn hoan trong giai doan bat ddu suy tim sung huyét,
va su chen-beta cé thé d&n dén suy gidm thém co bép cliaca tim
va thiic ddy suy tim nang hon. Tuy nhién, & m6t s6 ngudi bénh
¢4 suy tim sung huyét con bl c6 thé cdn phai dung thudc nay.
Trong trudng hgp nay, phai ding thudc mét cach than trong.
Thuéc chi dudc diing thém vao khi da cé diéu trj suy tim vdi cac
thuSc co ban (thudc Igi tiéu, digitalis, Uc ché men chuyén) dudi
su kiém soatchatché clia bac sichuyén khoa.

Vi bénh nhan khéng cé bénh si suy tim:

Sy tic ché lién tyc co tim cla cac thudc chen beta cé thé lam cho
suy tim. Khi c6 céc ddu hiéu hoéc triéu chirng dau tién cla suy
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tim, cdn phai xem xét viéc ngling dung bisoprolol. Trong mot sé
truding hgp, co thé tiép tuc lidu phap chen beta trong khi diéu tri
suy tim vdi cac thudc khac.

Ngting diéu tri dot ngét:

Pau that ngyc néng lén va trong mét sé trudng hgp, nhdi mau co
tim ho&c loan nhip thdt & ngudi bj bénh ddng mach vanh sau khi
ngifng dotngétthudc chen beta. Do dé cdn phainhédc nhd nhiing
ngudi bénh nay la khéng duge ngiing diing thudc khi chua cé 1ai
khuyén clia thay thude. Ngay ca vdi ngudi bénh chua ro bénh
déng mach vanh, nén khuyé&n giam dén bisoprolol trong khodng
mét tudn dudi su theo ddi cdn than clia thdy thubc. NEu cac trigu
ching cai thudc x4y ra, nén ding thudc lai it nhdt trong mét thai
han.

Bénh mach ngoai biér.

Céc thuéic chen beta cé thé lam trAm trong thém céc tridu chiing
clla suy ddng mach & ngudi bi viém tic déng mach ngoai bién,
Cén than trong ddi vdicdc bénh nhan nay.

Bénh co thdt phé quan:

N6i chung, bé&nh nhan cé bénh co that phé quan khdng dugc
ding céc thudc chen beta. Tuy vay, do tinh chat chon lpe tuang
ddi beta, (f,), cé thé diing than trong bisoprolol & ngudi bénh cé
bénh co that ph& quan khéng dap ing véi hodc khong thé dung
nap vdi diéu trj chng tang huyét &p khéc. Vi tinh chon loc B,
khéng tuyét déi, phai dung liéu bisoprolol th&p nhat c6 thé dugc,
va bat ddu vdi liéu 2,5 mg. Phai cd sdn mét thube chill van beta,
(gian phé quan).

Gdy mé va dai phdu thudt:

Néu cén phai ti€p tuc diéu trj véi bisoprolol gén lic phdu thuat,
phaidac biét than trong khi dung céc thudc gay mé lam suy gidm
chifc néng cd tim, nhu ether, cyclopropan va tricloroethylen,

Pai thdo dudng va ha glucose huyét;

C4c thubc chen beta ¢6 thé che I4p cac biéu hién clia ha glucose
huyét, déac biét nhip tim nhanh. Cac thudc chen beta khéng chon
loc c6 thé lam tang muc ha glucose huyét gay bdi insulin va lam
ch&m su phuc héi cdc ndng dd glucose huyétthanh. Do tinh chét
chon loc beta,, diéu nay it c6 kha nang xay ra vdi bisoprolol. Tuy
nhién cin phai cinh bdo bénh nhan hay bj ha glucose huyét,
hodc bénh nhén dai thao dudng dang ding insulin hodc cac
thude ha glucose huyét dudng ufing vé cac kha nang nay, va
phéiding bisoprolol mdt cach than trong.

Nhiém déc do tuyén gidp:

Su chen beta-adrenergic c6 thé che I&p cac d4u hiéu |Am sang
clia tang nang tuyén giap, nhu nhip tim nhanh. Viéc ngiing dot
ngbt liéu phép chen beta ¢6 thé lam trdm trong thém cdc triéu
chiing clia cuéing chiic néng tuy&n gidp ho#c c6 thé thic ddy
Xay racon bao gidp.

Suy gidm chie nang than va gan:

Can hiéu chinh lidu bisoprolol mét cach cdn than d&i vdi bénh
nhén suy than hoéc suy gan.

TUONG TAC VGI CAC THUBC KHAC, CAC DANG TUONG
TAC KHAC

Khéng dudc phii hgp bisoprolol véi cdc thudc chen beta khéc.
Cén phéi theo doi chat ch& ngudi bénh diing cac thudc lam tiéu
hao catecholamin, nhu reserpin hoéc guanethidin, vi tac dung
chen beta - adrenergic tang thém c6 thé gay gidm qua muc hoat
tinh giao cadm. G ngudi bénh dugc diéu tri déng thdi véi clonidin,
néu cén phai ngifng diéu tri thi nén ngling diing bisoprolol nhiéu
ngay trudc khi ngling dung clonidin.

Cén phai than trong sl dung bisoprolol khi ding déng thdi véi
céc thudc tc ché co bép cd tim hodc Uc ché sy dan truyén nhi-
that, nhu mot sé thuée déi khang calci, dac biét thudc cac nhém
phenylalkylamin (verapamil) va benzothiazepin (diltiazem), hoac
cécthudc chéngloan nhip, nhu disopyramid.

Viéc sif dung ddng thai rifampicin |am tang sy thanh thai chuyén
ho4 bisoprolol, ddn dén rit ngan nia dgi thai trir cla bisoprolol.
Tuy vay, thudng khéng phai diéu chinh lidu ddu tién.

Nguy co phan ung phan vé: Trong khi sif dung cac thudc chen
beta, ngudi bénh c6 bénh sl phan Ung phan vé nang vdi céc di
nguyén khac nhau c6 thé phdn tng manh hon véi vige sl dung
thu6c nhéc lai, do tinh cd, do chdn doan hodc do diéu tri. Nhiing
bé&nh nhan nhu vay cé thé khéng dap ting véi cac liéu epinephrin
thudng ding dé diéu tri cdc phan ing di ing.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN
HANH MAY MOC: Khong c6 tac dong

sl DUNG CHO PHY NI’ CO THAI VA CHO CON BU
Thai ky mang thai
Chi diing bisoprolel cho phu nii trong thdi ky mang thai néu kha

nang Igi ich bién minh duge cho nguy cd cé thé xdy ra cho thai.
Thai ky cho con bu

Khéng biét bisoprolol c6 dugc bai tiét vao sifa ngudi hay khong.
Vi nhiéu thudc dugc bai tiét vao siia ngudi, cdn phai than trong
khidung bisoprolol cho phy nii dang trong thdi ky cho con bu.

TAC DUNG KHONG MONG MUGN cUA THUGC:

Bisoprolol dugc dung nap t6t & phén I6n ngudi bénh. Phén I6n
cactacdung khéng mong mudn & muc do nhe va nhatthai. Ty &
ngudi bénh phai ngling diéu tri do cac tac dung khéng mong
mudn |4 3,3% d&i vdi ngudi bénh ding bisoprolol va 6,8% dai véi
bé&nh nhén ding placebo.

Thuéng gap, ADR > 1/100

Tigu hoa: la chay, nén,

Hé hdp: Viém mii.

Chung: Suy nhuge, mét mdi.

itgap, 1/1000 < ADR < 1/100

Cdxuong: Bau khdp.

Hé TKTW: Giam cam gidc, khé ngu.

Tim mach: Nhjp tim cham.

Tiéu hod: Budn non.

H6 hdp: Khé thé.

Chung: Bau ngyc, phi ngoaibién.

Hudng dén cach x tri ADR

Khi xay ra ADR véi c4c bigu hién trén, cé thé U trf nhu céc
truding hop clia triéu ching qua liéu (xem muc: Qud lidu va xd
tri).

QUA LIEU VA XU TRI

C6 mét s6 trudng hgp qué liéu vdi bisoprolol fumarat da dudc
théng béo (18i da: 2000 mg). Da quan sat thiy nhip tim cham va/
hoéc ha huyét ap. Trong mét s6 truding hgp, da ding céc thude
tac dung gi6ng than kinh giao cam va tat ca ngudi b&nh da héi
phyc.

Céc ddu hiéu qué liéu do thuéc chen beta gém ¢é nhip tim cham,
ha huyét dp va ngt lim, va néu nang, mé sang, hén mé, co giat
va ngling hé hap. Suy tim sung huyét, co that phé quan va giam
glucose huy8t cé thé xay ra, dac biét & ngudi da cé sdn cacbénh
& cdc coquan nay.

Né&u xay ra qua liu, phai ngiing bisoprolol va diéu tri hd trg va
triéu chiing. C6 maot sé it dif liéu ggi ¥ bisoprolol fumarat khéng
thé bithdm tach.

Nhip tim chdm: Tigém tinh mach atropin. Néu dap (ing khéng ddy
d, co thé ding than trong isoproterenol hodic matthudc khac ¢
tac dung lam tang nhip tim. Trong mét s8 truding hgp, dat may
taonhip tim tam thai dé kich thich tang nhip.

Ha huyét dp: Truyén dich finh mach va ding céc thudc ting
huy&tap. C6 thé diing glucagon tiém tinh mach.

Bl6c tim (4§ hai hoac ba): Theo ddi cdn than bénh nhan va tiém
truyén isoproterenol hodc dat may tao nhip tim, néu thich hgp.
Suy tim sung huyét: Thuc hién bién phap théng thudng (dung
digitalis, thudc Igi tiéu, thudc lam tang lyc co cd, thudc gian
mach).

Co thdt phé quam Dung mot thudc gidn phé& quan nhu
isoproterenol va/hoécaminophyllin.

Ha glucose huyét: Tiém tinh mach glucose.

DONG GOI: Hop 03 vi x 10 vién.

BAO QUAN: Noi kho, nhiét dé khéng quéa 30°C. Tranh dnh
sang.

TIEU CHUAN AP DUNG: Tiéu chuén co sé.

HAN DUNG: 36 thang ké tif ngay san xuét.

Dé xa tdm tay cla tré em
Doc ky hudng dan sir dyng trudce khi dung
Néu cdn thém théng tin, xin hoi y kién Béac si

TRACH NHIEM TRON VEN

CONG TY ¢O PHAN DUGC PHAM SAVI
( Sawipharm J.5.C)
Lo Z.01-02-03a KCN trong KCX Tdn Thudn, Q.7, Tp. HA Chi Minh
DT : (84.28) 37700 144 - 37700 143 - 37700 142
Fax : (84.28) 37700 145
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