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Huéng din sif dyng thudc

Doc ki hudng din sit dyng trudc khi ding

BIHASAL 2.5

Rx Thudec bén theodon

Thianh phdn

- Hogtchét: Bisoprotol lummaratl 2,5 mg

- Té duge: Lacloss monohydral, Avical M101, Tinh b8t ngd,
Primeliose, Magnesi stearal, Aarosil, HPMG 615, HPMC 808, PEG
8000, Titan diexyd

Duge Iye hge

- Bisoprolol 14 tdc nhédn ai khang thu thé batal-adrenergic cé linh
chon lgc caoirén tim, vdi 4i lve thap trénthy thd bata 2.

- Tdc dung dugc cdng nhén clia thudc irén b&nh nhan bénh tim man
tinh 14 Iam gidm haat tinh hung phén bl thusng cba hé thdn kinh
giao cdm, gay re hiu qud bt i trin tim (tEng nhip tim). Bisoprolol
fumarat 2,5 mg dugc chung minh 1&m gidm nhip lim nén ¢é tac
dung bdo vé tim idu dai.

- Trong thif nghi&ém I4m s3ng, Bisoprolol cho thdy c6 lgi han khi udng
c0ng vdi thudic igi tidu v holic thudc tc ché men chuyén.

Dugc déng hgc

o Mdp thu va alnh khé dyng:

Sinh khi dung luyét a8 sau khi ding lidu udng Bisoprolol tumarat
10 mg 14 khoding BO%. Sy hép thu khdng bj Anh huding bdi thile &n

s Phénbé:

Li#n k&t vai protein huyét thanh khodng 30%. Bal ndng dé dinh
huydl tuong frong vang 2 - 4 gid sau khi ding lidu 2,5- 20 mg va gid
tri ndng @6 dinh frung binh bi&n d6i 1 8,0 ng/ml (vdi liu 2,5 mg)
4&n 70 ngmi (wdi liu 20 mg)

- & ch nguwi trd va ngudi cac udi, sy tich 10y trong huyél tucng thilp,
hé s tich ldytr1,1-1,3

o Chuyén hod vé thilin:

- 8y chuyén héa qua gan Wn ddu cia Bisoprolol fumarat khoding
20%. Bisoprolol lumarat khéng bl chuyén hod bdi cytochrom P450
2D8 {debrisoquin hydroxylasa).

- Thai gian ban thdi trong huyd! tuong 1t 9-12 gid va hai kdo dai hon
& bénh nhan cao 1udi, mét phdn 1a do chuc ning thén cla ho bi
giadm

- & nhing banh nhan ¢6 d& thanh thii crealinin dudi 40 miphut, thai
glan bén thaitrong huy#! tudng ting x4p x7 3 14n so Vi ngudi khbe

manh

- @ nhing bénh nhan xd gan, sy thai trd Bisaprolol fumarat c6 1 13
bi#n adi nhidu hon va cham han déng k& eo vai ngudi khde manh,
vai Ihai gian bén thdi trong huyét tuong L 8 ddn 22 gid

- Bisoprolol fumarat duge thdi 1rd qua thAn va khang qua than nhu
nhau vai khodng 50% lidu xudl hién & dang khéng bidn ddi trong
nudc fidu, phdn cén lai & dang chdt chuyén hod khéng cé hoat tinh
Dudi 2% lidu ditng dugc thai qua phén

Chi djnh

- Tanghuyétdp

- Dauthdi nguc

- Suytim mantinh &n dinh, k&t hop voi didutr cobdn

Lidu Ivgng va cdch ding

Lidu hugng:

Lidu lugng nén dudc xéc dinh tdy 1heo ting c4 thé va dudc hidu

chinh 10y theo ddp ing cha bénh va sy dung nap clia bénh nhén

- Tang huydt dp hay dau tht nguc: lidu khdi ddu thudng ding cla
Bigoprolol fumarat 4 2,5 - 5 mgAdnmgay. Liéu18i da khuydn cdola 20
mghdningay.

- Suytim man inh &n dinh: Bihasal 2.5 thudng dudc ding k&1 hap wii 1

VIén nén bao phim

s&thusc khéc dobdc sTké toa. Liu khdi dula 1,25 mgAningay. Néu
dung nap 181 thitAng lidu g&p ddisau 1 tudn, sau dd tAng dén sau 1-4
tudn odn khi dat lidu dung nap 18 da, khdng qué 10 mgNdnmpay Lidu
luong cythé nhu sau:

+ 1,25 mg/ngayAdn, trong mdt tudn, nu dung nap 181 thi t&ng fidu

+ 2,5 mgingayAdn, trong m&ttudntip theo, ndu dung nap 161 thi lBng ifu
+ 3,75 mg/ngayAdn, trong tudn tidp theo, ndu dung nap 141 thi
1ang lidu.

+ 5 mgingayNdn, trong4 1udn tidp theo, ndu dung nap 1St Thl tang lidu
+ 7.5 mg/hpayAdn, trong 4 tudn tdp theo, ndu dung nap & thi tang lidu_
+ Liduduytrl 10 mgingay

- Khang cdn thiét didu chinh lidu & bénh nhén 16n Wi tri trudng hap

bl r&iloan chie ndng gan va than ddng ké
Céch ding:

- Uéng thudc vai nhidu nudc, nén ding Ihuéc vao budi sang khi doi

hotic IGc didm tdm. Khéng duge nhai.

- Quén lidu: khdng dugc ulng lidu glp ddi o ba lai lidu quén udng
- Khing duge ngung sd dung a8 ngdt Bihasal 2 5 cdng nhu khang

dugc thay adi lidu trir khi duoc chi dinh rd rang cliabdc sT

Chéng chl dinh
- Qua mén vl Bisoprolol hodic cdc thudic chen beta hodc mé! trong

cdc thanh phédn khéc cda thudc

- Suy tim cép, suy tim mdt bo dang cdn tiém truydn tinh mach cac

thudc gay cocatim

- Shock do tim (shock do gidm cung lugng tim voi cdc tridu chung

1

huydt 4p r&t thdp (huydt dp tAm thu dudi 90 mmHg), mdl dinh
hudng, in, va da m lanh)

A i loan dBn truydn tim (block nhT thdt 44 2 v& 3 khdng c6 may lao
nhip, block xoang nhi)

Nhip tim cham dudi 80 nhipiphat trude khi bt ddu didu tri, héi
chung suy nut xoang

- Huyét 4p thép (huyél dp tdm Ihu dudi 100 mmHg, ha huydi dp)

- Hen phd quin nang, bdnh the nghén phdi man tinh ndng (COPD)

- Dung ddng thdi vdi céc thudc dc chd MAC

- Ré&iloannang vé cung cp mau ngoai vi (giai doan mudn bénh déng

mach ngoai bidn va hdi ching Raynaud)

- Nhi#m toan chuyén héa
- Bang bibanh & tuydn thugng thdn {u 1§ bao ua crém) chua dugc didu

in

Técdyng phy

Thudc duge dung nap 16t & hdu hdil bénh nhan HAu hét céc tac
dung phu ddu nhe va thodng qua.

- Cdc ldc dyng ngoai ¥ thuding gap: lidu chdy, non, viém madi, suy

nhugc, mat méi, cdm gidc lanh hodic té céng tay chan, rfiloan lidu
hod

- Luc mdi bdt ddu didu tri, thudng o cAdm gide mét mdi, chdéng mat,

hoa mal, nhic ddu . Cdc tridu chiing ndy thudng it nghidm irong va
thudng bi€n mdt trong vong tir 1 d8n 2 tulin sau khi bt ddu didu tri

- Cdetde dung phu it glp khéc bao gdm;

+Ha thén kinh trung uong: dj cim, gidm xuc gide, busn ngd, lo &u, bén
chén, gidm nang lueArl nha

+H# thdn kinh Ly dng: khé migng

+Tim mach: nhip lim chém, h&i hop, loan nhip, lanh ddu chi, mél thang
bAng, ha huydt 4p, dau nguc, suy tim sung huydt, kho thd

+Tam1hdn: di méng, mdi ngd, rdm cAm

+ Tidu héa: dau da day, viém da day, khotidu, tdobdn

+ Thén kinh co: dau cokhdp, dau lung/ed, co cing bung, co gidtrun

+ Da: phét ban, cham, kich ing da, ngua, 83 bung, a8 mé hdi, rung
tée, phi mach, vidm tréc da

+ Giac quan: 18 loan thi gidc, deu mathing mét, chéy nudc mal, O tai,
dau lai, bl thudng vi gidc.

+ Chuyén héa: gout
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140 x 200 mm

Huéng din s dyng thudc

Boc ky hudng dén sir dyng trudc khi diing

+ H6 hép: hen suydn, vism ph& quan, ho, khé thd, vidm hong, vism
mii, viém xoang.
+Tiét nidu - sinh dye: gidm hoat déngtinh dyc, vidm bang quang, dau
quéin than.
+Huyét hoe: phét ban.
Qui 16y va cdch xirtri
Qus Hidu:
Nhing déiu hidu qud idu do thudc chen bata gdm o6 nhip tim chdm,
ha huyéi dp, block tim, suy tim sung huyét, co thét phé quén va ha
dusng huyét.
- Dicdbdocsovs mél sStruding hop qué lidu vai Bisoprolol tumarat
(11 da 12 2000 mg), thudng g&p nhdl 13 nhip tim chdm va/hodc ha
huyét &p.
Clch i tri:
Phéi ngung sl dung Bisoprolol ngay, didu trf b8 trg va Iridu chung.
G6 mét s6 1 di ligu cho réing Bisoprolol lumaral khang thé bi thdm
tach.
Nhjp tim chdm:tiém tinh mach atropin. Néu dép dng khong ddy ad,
c6 thé dng than trong isoproterenol hosic mét thusc khac c6 léc
dung lam téng nhip tim. Trong mét s& truding hop, dat méytao nhip
tim tam thai a€ kich thich tdng nhip
Ha huyéi dp:truyén dich finh mach va ding céc thuse 1&ng huyst &p.
Cothétiém tinh mach glucagon.
Biock tim (3¢ |1 hodc 85 ) theo d&i cdn thén bénh nhdn va liém
truyén isoproteranol hosic dsl mdy tao nhip tim.
Sty tim sung huyt:thuc hign bign phdp theng thudng [dling digitalis,
thudc i tidu, thudc lam tang luc co oo, thude gidin mach).
Co thét phé quin: ding thusc gian phé quan nhu isoprotarenol
wahodc aminophylin.
- Ha glucose huydi:lidm tinhmach glucose
Thin trgng
- N&u bj bdt ky banh nao hodic didu kién ndo dudi ddy, hiy bdo céo
vaéibdc sTdidulritrude khi diing Bihasal 2.5 mg;
Bau ngyc ltic nghi ngai (chung dau thit ngyc Prinzmetal)
Suytim chua didu tri
Block nhith&l dé 1
Han hoic cac bénh phdi khdc
Tiéu dusng
vy ndn
Suy chdc n&ng gan, than
Bénh t4c ddng mach ngoai bién
Cudng gidp trang
Can dau th&l ngyc (nhéi mau cotim Irong véng 3thdng gén ady)
Bénhvantim
Bénhtim bdm sinh
Bénh catim
Bénh & tuyén thugng than (u 18 bao ua crém)
Bang didu Ir] dng thai véi thuSc mé ngli
B4nh nhantran 80 tudi
Khdi ddu didu 1ri bling Bihasal 2.5 mg cén dugc gidm sat thuting
xuyan trong vang 3théng gdn ddy
Tuong tic thuse
Théng bdo cho béc sTndu dang diing hodc mdi diing bl ki mat loai
thudic nao khic ké cd nhing thusc khdng ké 1oa:
Thubc diéu tri cdc bénh tim mach (thufc chen kénh calei nhu
varapamil, diftiazem, nifedipin): do c6 1h¢ lam téng tdc dung ha
huyét &p clia Bisoprolol fumaral 2,5 mg. Nhip tim, sy din Iruyén
tim, va trudng lye cotim c6 1hé bj Anh hudng xdu
- Thudc didu iri trém cdm, bénh Parkinson (thudc Jc chd
moncaminaxidass, rd IMAO-B) tic dung ha huy&t dp cla
Bisoprolol ¢6 thé manh Ién nhung ciing c6 nguy co huyél p ting

cao ! ngdt (con ting huydt dp).

Thuéc chua clonidin: ting huyét 8p c6 thd xdy ra (1iing huydt 4p héi
ung) cing nhu lam gidm qud mude nhip tim va din truyén tim

Thuéc chéng loan nhip (disopyramid, quinidin hodic amiodaron)- tac
dung 1én ddn truyén tim va nhip tim c6 th€ manh Ién.

Mot s§thude chua chdt cuding phé giao cam (ké cd tacrin): hé théng
dhin truyén tim c6 thé bj tdc a6ng.

Cacthudc chen beta, ké cd thudc nhd mat.

Thuéc trj tidu dudng (insulin hoic cac thudc tidy duding duding
uding): ddu hidu dudng huyst qud thdp cé thé bi che ldp (nhy ddu
higu mach nhanh).

- Thuéc mé (dung khi philu thust): do hoat déng cliatim cé thd bi suy

gidm trong qua trinh gdy mé.

Thue chia glycosid nhém digitalis: nhip tim vA hg thdng din
truydntim co thé b dnh hudng.

Thusc gidm dau hodc chéng viém (dc ché prostaglandin): do lde
dung ha huyét p c6 thé bi gidm.

- Ddn xuft ciia ergotamin: vide cung cdp mdu ngoai bidn cé thé bi

gidm.

Chét cudng giao cdm (thudc nhé mdt, mdi, thuSe ho). cé thé lam
médttéc dung clia Bisoprolol.

Thudc didu tri cac huyét ép khac.

Cac thude chda déng kinh (barbiturat, ...), cde thudc hudng thdn
{chéng trém cdm 3 véng, phenothiazin) t&ng tac dyng ha huyét 4p
clia Bisoprolol.

Aifampicin anh hudng thei gian tac dung cia Bisoprolcl nhung
thudng khéng cén didu chinh lidu.

Metloquin:tang téc dung 18n nhip tim cia Bisoprolol.

Sl dyng chophy ndTeé thai vi cho con b

Thdi ky mang thai: C6 nguy co Anh hudng 16i thai., Ludn hd| ¥ kién
bac sTtrudc khi ding Bihasal 2.5 mg trong thdi ky c6 thaj.

Thoi ky cho con bu: Khéng khuyén cdo ding Bihasal 2 5 trong thd|
Ky cho conbid. Luén hdiy kién béc sTtrude khi dong thusc.

unmﬁemn&mmwumnmm

Do céc tdc ddng khdc nhau cla thudc, khd nang idi xe va van hanh
may méc co thé bj suy gidm. Bac biét 14 tinh trang nay thuding xdy
ra vao e ddu didu tri va khi cé thay a6 sy ding thudc c0ng nhu khi
ding vai rugu.

Trinh bay: Hép 03vixvi 10vién nénbaophim Vi Al- PVC trong
Béo quan: Nai khd, dudi 30°C.

Tiéu ehubn: Tidu chudncosd

Han diing: 36 thang kd tir ngay s&n xust

Luuy

Thude nay chi diing theo dan ciia béc s1.

Khang ding thudc qui du chi dinh.

Khéng dung thuc qué han ding ghl trén bao bi.

Théng béo cho bic sT nhing tdc dyng khéng mong musn 9dp
phél khi s¥ dyng thuée.

Né&ucén thém thong tln xin hél § ki€n bée sf.
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