BO Y TE
CUC QUAN LY DUGC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap — Tu do — Hanh phic

GIAY TIEP NHAN

HO SO THONG TIN THUOC

Cuc Quan ly Duoc - Bo Y té
Da tiép nhan hoé so dang ky thong tin thusc 03042015/Act/tlcbyt

Cua: YPPD Actavis International Limited

Dia chi: Lau 5, toa nha Sailing Tower - 111A Pasteur, Quan 1, Thanh pho

Ho Chi Minh

Dién thoai: 083 521 0015

Diang ky thong tin thudc: Bisoprolol fumarate 2.5 mg

Hinh thiic thong tin thudc: Tai liéu thong tin cho can bo y té
S gidy tiép nhan: 0413/15/QLD-TT
Ngay nhan dit hé so hop 1¢: 05/08/2015

KT. CUC TRUGNG /1
PHO CUC TRUONG ¢ <

D6 Van Pong

573



Tai liéu théng tin cho cdn bd y té

Bisoprolol fumarate 2.5mg

Bisoprolol 2.5mg

Hiéu qua trong diéu tri:
e Tang huyét ap
# Dau that nguc 6n dinh man tinh
* Suy tim man tinh én dinh vdi gidm chirc nang
tam thu that trai phéi hop véi cac thuéc Gc ché
men chuyén, thudc lgi tiéu va cac glycosides tim.

Tai liéu nay gém 4 trang, théng tin san phdm xem trang 2, 3, 4.
568 gidy ti€p nhan hé so dang ky tai liéu thong tin thuéc

ctia Cuc Quan Ly Dugc - Bd Y Té x000¢H0¢/QLD-TT, ngay xx/300)000k
Ngay in tai liéu xx/%x/H00x




Thanh phin: M3i vién nén chira 2.5 mg bisoprolol
fumarate. 74 duwoc: Lactose monohydrate, Cellulose vi
tinh thé, Magnesium stearate, Crospovidone Type B.
Dang bao ché: Vién nén.

Chi dinh:

* Tang huyét ap

* Dau thét nguc 6n dinh man tinh

* Suy tim man tinh én dinh v6i giam chirc ning tAm thu
that trai phbi hop véi cic thubc e ché men chuyén,
thuéc 1gi tiéu va cac glycosides tim.

Liéu lwgng va cich ding: Puomg ding: Pudng ubng.

Liéu ding dugc khuyén co trén mdi bénh nhén cu thé.
Nén khoi dau diéu tri véi lidu t6i thiéu. O mét s6 bénh
nhan, liéu 5 mg mdi ngay 1a du. Lidu thong thuong la
10 mg mét Ian mi ngay va liéu tdi da dwoc khuyén cdo
12 20 mg m&i ngay. Piéu tri chuén ciia suy tim man bao
gbm mét thudc e ché men chuyén (hodic trc ché thu
thé angiotensin khi khong dung nap véi thudc irc ché
men chuyén), mét thuéc e ché beta, thudc loi tiéu va
glycosides tim phu hop. Bénh nhan phai 6n dinh
(khéng bi suy tim cép) khi dwoc khéi dau didu tri voi
bisoprolol. Suy tim tr& ning, ha huyét 4p hoic nhip tim
chim thoang qua c6 thé xay ra trong va sau giai doan
chinh liéu. Giai dogn chinh liéu: Diéu tri suy tim man
6n dinh véi bisoprolol cin phai ¢6 giai doan chinh lidu.
Viéc chinh lidu theo cac budc sau:

- 1.25 mg 1 lan/ngay trong 1 tuin, néu dung nap tdt,
tang lidu 1én

- 2.5 mg 1 lan/ngay trong tun tiép theo, néu dung nap
t6t, ting lidu Ién

- 3.75 mg 1 lan/ngay trong tuén tiép theo, néu dung
nap tot, ting liéu 1én

- 5 mg 1 lin/ngay trong 4 tuan tiép theo, néu dung nap
t6t, ting lidu 1én

- 7.5 mg 1 lan/ngay trong 4 tuén tiép theo, néu dung
nap tot, ting liéu 1én

- Liéu duy tri 10mg mét lan mdi ngay. Liéu t6i da dwoc
khuyén cao la 10mg, mot 1an mdi ngay.

Nén theo di sat d4u hiu sinh tdn (mach, huyét ap) va
d4u hidu suy tim tr& niing trong giai doan chinh liéu.
Triéu chimg c6 thé xay ra trong ngay dau tién sau khi
bt dau diéu tri. Picu tri bisoprolol ¢ bénh nhdn suy
tim mén tinh phdi do thay thuéc chuyén khoa tim mach
theo doi.

Giam liéu: Néu bénh nhan khéng dung nap véi lidu i
da dugc khuyén cdo, nén giam liéu. Trong truémg hop
suy tim tré ning, ha huyét 4p hoic nhip tim chim
thoang qua nén xem xét lai liéu dung cua cac thudc
phéi hop ciing nhu viéc giam lidu bisoprolol tam thoi
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hay can nhéc viéc ngung thudc. Nén can nhéc viéc sir

dung lai hodc diéu chinh ting lidu khi bénh nhén 6n

dinh lai. Néu ngung thuéc, nén giam dén liéu ding, do

ngung thuéc dot ngdt ¢ thé 1am tinh trang bénh nhén

trd nén trim trong hon. Lidu ding nén giam dén nira

liéu mdi tudn. Diéu tri suy tim man tinh én dinh thuong

1a diéu tri 1au dai. Bénh nhdn suy thdn nang (@ thanh

loc creatinin < 20 ml/phiit): Liéu ding m&i ngay khong

vuot qua 10 mg, ¢6 thé duoc chia thanh 2 lan dung mdi

ngay. Bénh nhdn suy gan ning: Liéu dung khéng vuot

qua 10 mg mdi ngay. Bénh nhdn lén tuéi: Khong can

chinh lidu, nén khéi du véi lidu t6i thidu. Tré em dudi

12 tudi va thanh thiéu nién: Khong c6 kinh nghiém

trong viéc dung thudc cho cac ddi twong nay do do

khéng khuyén cao s dung.

Chong chi djnh

- Suy tim cép hoiic cac giai doan suy tim méit bu cin
liéu phép iv inotropic

- Shock tim

- Block AV d¢ II hoéc IIT (khéng dung may tao nhip)

- Héi chimg suy nut xoang

- Block xoang nhi

- Nhip tim cham hon 60 lénfphﬁt trudce khi diéu tri

- Huyét ap thap (huyét ap tdm thu nho hon 100 mmHg)

- Hen phé quan niing hodc COPD niing

- Giai doan cudi ctia bénh tic dong mach ngoai bién va

héi chimg Raynaud

- Toan chuyén h6a

- Di (g véi bisoprolol hodc bat cir thanh phan nao

cuia thude

- Phoi hop véi floctafenine hoic sultopride

- U té bao ua crém & tity thuong thén khéng duoc diéu tri

Thén trong: Céac thudc chira thanh phén bisoprolol

duoc sir dung diéu tri suy tim man. Cén than khi sir

dung beta-blockers trong chi dinh nay va nén bit dau

voi lidu dé dit.

Su két hop bisoprolol véi amiodarone khéng digc

khuyén cdo do nguy co réi loan tinh tir dong trong co

co va dan truyén.

Bisoprolol phdi dwoc si dung thdn trong trong.

- Co thdt phé quan (Hen phé quan, cac bénh Iy tic

nghén duong hd hép): trong hen phé quan hoic cac

bénh 1y tic nghén man tinh c6 thé giy ra cac triéu

chimg, nén diéu tri dan phé quan dong thoi. D6i khi sy

ting khang lyc dudng thd & bénh nhan suyén, nén ting

lidu thudc cudng giao cam B,. Nén kiém tra chirc nang

hé hip trudce khi diéu tri.

- Diéu tri dong théi voi thudc té, thube mé hé hdp.

- Pdi thdo dwong véi mirc dwomg huyét dao dong lom:
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Céc triéu chimg ha duong huyét c6 thé bi che khuét.
Nén theo ddi duong huyét trong sudt thoi gian diéu tri
Bisoprolol fumarate 2.5mg
- Nhiém déc tuyén gidp: Khi didu tri bisoprolol, cac
triéu chimg c6 thé bi che khuét.
- Nhin doi nghiém ngdgt: Nhu nhimg beta blockers
khac, bisoprolol co thé ting ca tinh nhay cam vdi cac di
ung nguyén va mic d nidng cua cac phian Ung qua
mén. Adrenalin thucmg khong hiéu qua.
- Block A-V db 1
- Pau thit nguc Prinzmetal: Cac thubc B-blockers c6
thé lam ting vé s6 luong va thoi gian dau thit nguc &
cac bénh nhin dau thit nguc Prinzmetal. B-blockers
chon loc c6 thé duoc sir dung trong cac dang trung binh
va chi sir dung phdi hop véi cac thude din mach.
- Bénh tdc déng mach ngoai bién nhu héi chimg
Raynaud va chimg khdp khiéng cach héi: Cac bénh
nay co6 thé niing hon, dic biét trong thoi gian bat dau
diéu tri.
- Nhitng bénh nhdn u 1é bao wa crom ¢ tiy thuong
thdn: chi nén sir dung Bisoprolol fumarate 2.5 mg sau
khi chen thu thé alpha.
- Nhitng bénh nhdn bi bénh vdy nén hodc co tién sir
mdc bénh vdy nén: Chi nén sir dung bisoprolol sau khi
cén nhic can than loi ich va nguy co.
Khéi diu diéu tri véi bisoprolol fumarate 2.5mg cin
phai theo ddi déu dan, dic biét & nhimg bénh nhén l6n
tudi. Khéng nén ngung thudc dot ngdt trir khi c6 chi
dinh rd rang. C nguy co nhdi mau co tim va dot tir néu
ngung thudc dot ngot trén bénh nhén thiéu méau co tim.
Thudc ndy c6 chira 1 hoat chét c6 thé 1am test chéng
doping dwong tinh. Thudc nay chia 65mg
monohydrate lactose.
Twong tic thubc Cdc phdi hop chdng chi_dinh:
Floctafenine: Beta-blockers c6 thé tic ché cac phan
{mg bu trir ciia tim mach vdi ha huyét ap hodc shock
gdy ra do floctafenine. Sultoprid: Khi sir dung dong
thoi 1am tang nguy co loan nhip that. Cdc phdi hop
khong duoc khuyén cdo: Cdc thudc doi khdng canxi
(verapamil, diltiazem, bepridil): Tac dung 4m tinh trén
tinh co co, din truyén nhi thét va huyét ap. Clonidine:
6" ciing nhu gidm nhip

Tang nguy co “ting huyét ap doi
tim va din truyén tim. Cdc thudc wc ché
monoamineoxidase (ngoai trr cac thudc twc ché
MAO-B): Tang tac dung ha ap cua B-blockers nhung
ciing c6 nguy co xuét hién con ting huyét ap. Cdc phoi
hop duoc sic dung thdn trong: Cdc thude chéng loan
nhip logi 1 (nhu quinidine, disopyramide): C6 thé anh
hudng trén thoi gian din truyén nhi thit va ting hiéu
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qua co co 4m tinh (cin theo ddi 1am sang va ECG). Cdc
thuéc chong loan nhip loai III (nhu amiodarone): Co
thé anh huong dén thoi gian din truyén nhi thit. Cdc
thubc doi khang Canxi (nhw cdc ddn xudt
dihydropyridine): Tang nguy co ha huyét 4p. Nhimg
bénh nhan suy tim tiém 4n, diu tri phdi hop véi cac
thudc chen beta c6 thé din dén suy tim. Cdc thudc dbi
giao cam (bao gdm tacrine): C6 thé 1am ting thoi gian
din truyén nhi thét. Cdc thude B-blockers khac, bao
gom thubc nhé mdt. 1am ting tac dung. Insulin va cdc
thudc ha duomg huyét dwong udng: Tang tac dung ha
duomg huyét. Chen thu thé beta giao cam c6 thé lam
mé cac triéu chimg cua ha duong huyét. Cdc thude gdy
té, gdy mé: Giam nhip nhanh phan xa va ting nguy co
ha huyét 4p. Chen thu thé beta lién tuc 1am giam nguy
co loan nhip trong khi d#t ndi khi quan. Nén thong bao
véi bac si giy mé khi bénh nhin dang diéu tri véi
Bisoprolol fumarate. Cdc ddn xudt ergotamin; Lam
ning hon céc roi loan tun hoan ngoai bién. Cdc thudc
kich thich thdn kinh giao cam: Két hop véi bisoprolol
c6 thé lam giam hiéu qua cua ca hai thudc. Con ting
huyét 4p va nhip chim qua mirc c6 thé duoc ghi nhan.
Liéu epinephrin cao hon c6 thé can thiét cho viéc diéu
tri cac phan img di img. Cdc thudc chong tram cam ba
vong, barbiturate, phenothiazin ciing nhu cac thudc ha
ap khéc: Tang hiéu qua ha huyét ap. Rifampicin: Giam
nhe thoi gian ban huy cuia bisoprolol c6 thé do cam {mg
ctia cac men chuyén héa thuéc & gan. Thudong khong
cén chinh lidu. Baclofen: Ting hoat tinh ha ap. Cdc
chdt dbi khang lodine: Beta-blockers c6 thé irc ché cac
phan {mg bu trir v6i ha huyét ap hay shock gay ra do
cac chat d6i khang cia iodine. Cdc phdi hop cdn cdn
nhdc: Mefloquine: Tang nguy co nhip cham.
Moxisylyte: C6 thé gy ha huét ap tu thé trim trong.
Cdc thubc dbi khang canxi nhém dihydropyridine nhu
felodipine va amlodipine: Sir dung dong thoi co thé
tang nguy co ha huyét ap, ting nguy co lam x4u thém
chirc néing bom mau cia tim that ¢ nhimg bénh nhén
suy tim. Cdc thubc ha huyét dp tac dong trung wong
nhu clonidine va cac thuéc khac (methyldopa,
moxonodine, rilmenidine): Sir dung ddng thoi co thé
lam suy tim ng@ng hon do giam truwong luc giao cam
trung wong (giam nhip tim va phan suét tong mau tim,
dian mach). Ngung thubc, dic biét néu ngung
beta-blockers truéc, co thé lam ting nguy co “ting
huyét ap d6i”. Dimg Verapamil dwomg tinh mach trén
bénh nhan diéu tri vdi bisoprolol c6 thé dan téi block
A-V va ha huyét 4p nang hon. Digitalis glycosides:
Giam nhip tim, ting thoi gian dan truyén nhi thét.
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Cdc thuoc khdng viém khong steroid (NSAIDs):
NSAIDs c6 thé giam hiéu qua ha ap cia bisoprolol.
Cac thudc kich thich thén kinh giao cam tdc dong f
(isoprenaline, dobutamine) su két hop véi bisoprolol
c6 thé 1am giam hiéu qua cia ca hai thubc. Cdc thudc
kich thich thdn kinh giao cam tdc dong ca f va a
(noradrenaline, adrenaline): Su két hop vai
bisoprolol co thé boc 16 tac dung co mach lién quan
t6i thu thé o cia cac thude nay din téi ting huyét ap
va 1am n3ng hon chimg khip khiéng cach héi. Cac
tuong tac nay ciing c6 thé cé & cac thude chen beta
khéng chon loc. Dung ddng thoi cac thude ha huyét
ap ciing nhu cac thude khac c6 kha ning ha huyét 4p
(tricyclic antidepressants, barbiturates,
phenothiazines) c6 thé ting nguy co ha huyét ap.
Phuy nir c6 thai va cho con bi: Phu nit cé thai:
Bisobrolol fumarate 2.5mg c6 cac tac dong duogc ly
c6 thé gay ra nhimg t6n hai cho phu nir mang thai
va/hodc thai nhi/ tré so sinh. Nhin chung cac thudc
beta-blockers lam giam dinh dudng qua nhau thai,
lam chdm phét trién, chét luu, sdy thai va sinh non.
Céc tac dung phu (nhu ha dudong huyét va nhip tim
cham) c6 thé xdy ra & thai nhi va tré so sinh. Néu cén
didu tri véi thubc chen beta nén chon nhém chen
chon loc beta 1. Bisoprolol fumarate 2.5mg khong
nén sir dung trong thai ky trir khi cén thiét. Néu can
diéu tri véi bisoprolol, nén theo d&i luu lugng mau tir
cung nhau thai va su phét trién cia thai nhi. Nén cin
nhic cic anh huéng t6n hai cho thai phu hoic thai
nhi. Tré so sinh phai dugc theo d&i k. Cac trigu
chimg ha dudong huyét va nhip nhanh thudéng gip
trong 3 ngay dau.

Phu nir cho con bi: Khong biét thudc c6 dugc tiét
qua sira me hay khong, do d6 khdng nén cho con bu
trong thoi gian diéu tri véi bisoprolol.

Anh hwémg trén kha ning diéu khién tau xe va
vin hanh mdy méc: Trong mdt nghién ciru véi cic
bénh nhidn bénh mach vanh, bisoprolol khéng anh
hudng kha ning van hanh tau xe. Tuy nhién, tiy vao
su khac biét trong phan (mg véi thuéc & mdi ca nhén,
kha nang diéu khién tau xe hodc van hanh may méc
¢6 thé bi anh hudng. Piéu nay nén dugc cin nhic dic
biét khi bt ddu diéu tri va khi thay ddi thudc ciing
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nhu khi udng ruogu.
Téc dyng phy: Cac tac dung phu di bao céo hau hét
c6 lién quan t6i cac diac tinh duwoc ly cua
beta-blockers. Thuwong gdp: Tudn hoan: Cam giac
lanh hoic t& céng & ddu chi, hoi ching Raynaud,
chimg khép khing cach hdi. Roi loan hé than kinh
trung wong: Mét méi, kiét siec, chong mdt, hoa md,
nhiec ddu (dac biét khi bét ddu didu tri, hiu hét 1a nhe
va bién mat sau 1-2 tudn). Réi loan tiéu hoa: Budn
nédn, ndn, tiéu chay, dau bung dudi, tao bon. it giip:
Réi loan toan thdn: Yéu co va co cimg co, bénh
khép. Tudn hoan: Nhip tim cham, réi loan dén truyén
nhi thit (cham dn truyén nhi thit hosic 1am ning hon
block nhi that da ton tai) suy tim tré ning, ha huyét
ap tu thé. Réi loan hé thdn kinh trung wong: Réi loan
gidc ngu, trAim cam. Roi loan hé hdp, nguc va trung
thdt: Co thit phé quan & bénh nhin hen phé quan
hogc tién sir méc bénh tic nghen dudng tho. Htém
gdp: R6i loan hé thén kinh trung wong: Ac méng, o
giac. Da: Phan Ung nhay cam (ngira, d6 bimg mit
hodc cac vi tri khac, phat ban). Gan: Ting men gan
(ALAT, ASAT), viém gan. Chuyén héa: Ting
triglyceride, ha dudng huyét. Tiét niéu-sinh duc: Réi
loan kha ning tinh duc. Tai mili hong: Giam thinh
lyc, viém mii di tmg. Mdt: Giam luong nudc mit
(cAn nhic néu bénh nhin dung thuy tinh thé nhén
tao). Rdi loan hé mién dich: Test khang thé kh
nhin duong tinh véi cac triéu chmg 1am sang d
blet, nhur hdi chimg lupus nhimg biéu hién nay bién |
mit khi ngung thubc. Truwomg hop riéng Ié: Mt
Viém két mac. Da: B-blockers ¢6 thé kich hoat h
lam n3ng thém bénh véay nén hoic gay phét ban d
vy nén, chimg rung 16ng téc.
Qué liéu: Hau hét nhimg ddu hiéu qua liéu cia
Bisoprolol 1a nhip tim cham, ha huyét 4p, co thit phé
quéan, suy tim cép va ha duong huyét. Nhin chung,
khi qua liéu, nén ngung thudc, diéu tri tridu ching va
diéu tri nang d&. )(
)

Han dimg: 3 nim k& tir ngay san xuét

Nha san xuit: Niche Generics Limited
Unit 5, 151 Baldoyle Industrial Estate, Dublin 13,,,
Ireland.
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