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Boc ky huong dan st dung truéc khi ding
Ném thong tin, xin hoi y kién bac si. Thubc nay chi dung theo don cla bac sT.

THONG TIN KE TOA

1. TEN THUOC
BISOPROLOL FUMARATE 2.5mg

2. THANH PHAN DINH TiNH VA BINH LUONG
Moi vién nén chira 2.5 mg bisoprolol fumarat.

Ta dwoc: Lactose monohydrate, Cellulose vi tinh thé, Magnesium stear%ﬂ/
Crospovidone (type B)

3.  DANG TRINH BAY
Vién nén

4.  THONG TIN LAM SANG

41 Chidinh

- Tang huyét ap

. Dau that ngwe 6n dinh man tinh

- Diéu tri suy tim man tinh 6n dinh véi gidam chire nang tam thu that trai phdi hop
v&i cac thude (rc ché men chuyén, thuédce loi tiéu va cac glycosides tim.

4.2 Liéu lwong va cach dung

Dwdng dung: Buéng uéng

Liéu dung duwoc khuyen cao trén méi bénh nhan cy thé. Nén kh&i dau diéu tri voi liéu
tdi thiéu. O mét s6 bénh nhan, liéu 5 mg méi ngay la da. Liéu | thong thudng 1a 10 mg
mat lan méi _ngay va liéu téi da dwoc khuyen cao la 20 mg moi ngay.

Piéu trj chun cla suy tim man bao gém mét thudc rc ché men chuyén (hodc rc ché
thu thé angiotensin kh| khéng dung nap véi thube e ché men chuyen) mot thude re
ché beta, thubc loi tiéu va glycosides tim phu hop. B&nh nhan phai 6n dinh (khéng bi
suy tim cap) khi dwoc khoi dau diéu tri voi bisoprolol. <
Suy tim tré nang, ha huyet ap hodc nhip tim cham thoang qua c6 thé xay ra trong va

sau giai doan chinh liéu.

Giai doan chinh liéu

Diéu tri suy tim man n dinh vé&i bisoprolol can phai c6 giai doan chinh liéu. Viéc

chinh liéu theo cac buwdc sau:

- 1.25mg 1 lan mbi ngay trong 1 tuan néu dung nap tét, tang liéu én

- 2.5mg 1 lan mou tuan trong tuan tlep theo, néu dung nap tot, tang liéu 1&n

- 3.75 mg 1 1an méi ngay trong tuan tlep theo, neu dung nap tét, tang liéu 1&n

- 5 mg 1 lan méi ngay trong 4 tuan t:ep theo, néu ' dung nap tét, tang Ileu Ién

7.5 mg 1 lan mbi ngay trong 4 tuan tiép theo, néu dung nap tét, tang liéu I&n

- Liéu duy tri 10 mg mét 1an mbi nga

Liéu téi da dwoc khuyén cao 1a 10 mg, 1 1an méi ngay.

|

—
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Theo d&i sat dau hiéu sinh tén (mach, huyét ap) va dau hleu suy tim tr& néng duwoc
khuyén cao trong glal doan chinh liéu. Triéu chirng c6 thé xdy ra trong ngay dau tién
sau khi bat dau diéu tri.

Diéu tri bisoprolol & bénh nhén suy tim mén tinh phai do cac thay thubc chuyén khoa
tim mach theo do6i.

Giam liéu:

Néu bénh nhan khéng dung nap véi liéu ti da dwoc khuyén cao, nén giam lidu
Trong trwéng hop suy tim tré nang, ha huyet ap hoac nhip tim cham thoang qua nén
xem xét lai lieu dung clia cac thubc phoi ho’p cling nhw viéc giam liéu bisoprolol tam
thi hay can nhac viéc ngwng thudc. Nén cén nhac viéc st dung lai hodc diéu chinh
tang liéu khi bénh nhan 6n dinh lai. Néu ngwng thubc, nén glam dan lidu dung, do
ngwng thubc dét ngot co thé l1am tinh trang bénh nhan tré nén trdm trong hon.

Lieu dung nén giam dan nwa liéu méi tuan.

Diéu tri suy tim man tinh 6n dinh thwong la diéu tri lau dai.

Bénh nhan suy than

O bénh nhan suy chirc nang than nang (d6 thanh loc creatinin < 20 ml/phat) liéu
dung m6i ngay khéng nén vurgt qua 10 mg bisoprolol. Liéu nay cé thé dwoc chia
thanh 2 1an dung méi ngay.

Bénh nhén suy gan nang

Nén theo d6i can than, liéu dung bisoprolol khéng nén vwot qua 10 mg Mmii ngay.
Bénh nhan Ion tudi: \
Khéng can chinh liéu chuyén bigt, khuyén cao khéi dau véi liéu téi thiéu.

Tré em dudi 12 tubi va thanh thiéu nién

Khéng c6 kinh nghiém trong viéc dung thudc nay cho cac bénh nhi, do d6 viéc st
dung nay khéng dwoc khuyén céo.

4.3 Chéng chi dinh

- Suy tim cap hodc cac giai doan suy tim mat bu can liéu phap iv inotropic
- Shock tim

- Block AV dé Il hoac Il (khédng dung may tao nhip)

- Hoéi chirng suy nut xoang

- Block xoang nhi )

- Nhip tim cham hon 60 lan/phut trvdc khi diéu tri

- Huyét ap thap (huyét ap tam thu nhé hon 100 mm Hg)

- Hen phé quan nang hodc COPD nang

- Giai doan cudi ctia bénh tac dong mach ngoai bién va héi chirng Raynaud
- Toan chuyén hoa

- Di rng v&i bisoprolol hodc bat cir thanh phan nao cda thubc

- Phoi hop voi floctafenine hoéc sultopride

- U té bao wa crém & tly thwong than khéng dwoc diéu tri

4.4 Canh bao va than trong dac biét khi dung thuédec.

Céc thubc chira thanh phan blsoprolol dwoc st dung diéu tri suy tim man. Can than
khi st dung beta-blockers trong chi dinh nay va nén bat dau vai liéu dé dat.

- Su két hop bisoprolol v&i amiodarone khéng duoc khuyén cao do nguy co réi
loan tinh tw ddng trong co co' va dan truyén.

Bisoprolol phai dwgc dung than trong trong: ] '
- Co that phé quan (Hen phe quan, cac bénh ly tac nghén dwong hd hap):
Trong hen phé quan hodc cac bénh phdi tdc nghén man tinh cé thé gay ra cac triéu
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chirng, nén diéu tri dan phé quan dong thoi. D6i khi sw tang khang lwc dwong thé co
thé xay ra & nhirng bénh nhan suyén, bi vay nén tang liéu thuéc cudng giao cam
B2.Trwac khi bat dau diéu trj ngwai ta khuyén cao nén tién hanh kiém tra chirc nang
hé hap.

- Diéu tri dong thoi véi thude té, thuéc mé hé hap.

- Dai thao dwong voi mirc duwong huyét dao dong Ion; Cac triéu chirng ha
dwang huyét co thé bi che khuat. Trong subt thoi gian diéu tri BISOPROLOL
FUMARATE 2.5MG nén theo déi dwong huyét.

- Nhiém ddc tuyén giap- khi diéu tri bisoprolol cac triéu chirng co thé bi che
khuét.

- Nhin déi nghiém ngat.

Nhw nhirng B-blockers khac, bisoprolol ¢é thé ting ca tinh nhay cdm véi cac di ing
nguyén va mirc d6 nang cla cac phan rng qua man. Adrenalin thuwéng khéng hiéu
qua.

- Block A-V d6 |

- Dau that ngwc Prinzmetal: Cac thudc B-blockers cé thé lam tang vé sb luong
va thoi gian dau that nguc ¢ cac bénh nhan dau that ngwe Prinzmetal. -blockers
chon loc c6 thé dwoc slr dung trong cac dang trung binh va chi st dung phéi hop véi

cac thude dan mach. "
- Bénhtac dong mach ngoai bién nhw héi chirng Raynaud va chirng kh%%b/
khiéng cach héi; Cac bénh nay co6 thé nang hon, dac biét trong th&i gian bat éu

tri.

- Nhirng bénh nhan u té bao wa crém & tly thwong than, chi nén st dung
BISOPROLOL FUMARATE 2.5MG sau khi chen thu thé alpha.

. Nhirng bénh nhan bj bénh vay nén hoac c6 tién st mac bénh vay nén, chi nén
st dung bisoprolol sau khi can nhac can than loi ich va nguy co. i

Kh&i dau diéu tri voi BISOPROLOL FUMARATE 2.5MG céan phai theo déi déu dan,
dac biét & nhirng bénh nhan Ién tudi. Khéng nén ngung thuoc dot ngot trir khi cé chi
dinh rd rang. Cé nguy co nhéi mau co tim va dét ti néu nguwng théc dot ngot trén
bénh nhan thiéu mau co tim. Thudc nay cé chi*ra 1 hoat chat cé thé l1am test chéng
doping dwong tinh

Thuéc nay chira 65 mg monohydrate lactose

4.5 Twong tac thubc va cac dang twong tac

Céc phéi hop chéng chi dinh:

Floctafenine: Beta-blockers cé thé (rc ché cac phan trng bu trir clia tim mach véi ha
huyét ap hodc shock gay ra do floctafenine.

Sultoprid: Khéng nén sl dung déng thi bisoprolol véi sultoprid do tang nguy co loan
nhip théat

Céc phdi hop khéng duoc khuyén céo

Cac thubc dbi khang canxi (verapamil, diltiazem, bepridil): Tac dung @m tinh trén tinh
co co, dan truyén nhi that va huyét ap.

Clonidine: Tang nguy co “tang huyét ap doi” cling nhw gidm nhip tim va dan truyén
tim.

Cac thudc rc ché monoamineoxidase (ngoai trir cac thudc rc ché MAO-B): Tang tac
dung ha ap caa B-blockers nhwng ciing cé nguy co xuat hién con ting huyét ap.

Céc phbi hop duroc str dung thén trong:

=7 - & i \PghW
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Céac thube chéng loan nhip loai | (nhw quinidine, disopyramide): Cé thé anh hudng
trén thévi gian dan truyén nhi that va tang hiéu qua co co am tinh (can theo d&i lam
sang va ECG)

Cac thuoc chong loan nhip loai ll (nhwr amiodarone): Cé thé anh hwéng dén thoi gian
dan truyen nhi that

Cac thudc doi khang Canxi (nhw cac dan xuat dihydropyridine): Tang nguy co ha
huyét ap. Nhu’ng bénh nhan suy tim tiém an, diéu tri phoi hop voi cac thude chen
beta co6 thé dan dén suy tim.

Céc thudc dbi giao cdm (bao gém tacrine): C6 thé lam tang thai gian dan truyen nhi
that.

Cac thubc B-blockers khac, bao gbm thude nhé mét, lam tang tac dung.

Insuin va cac thudc ha dwéng huyét dworng udng: Tang tac dung ha dwong huyét.
Chen thu thé beta giao cdm co thé lam mé cac triéu chibng cla ha dwerng huyét.

Cac thudc gay t&, gay mé: Giam nhip nhanh phan xa va tang nguy co ha huyét ap.
Chen thu thé beta lién tuc lam giam nguy co loan nhip trong khi d&t ndi khi quan. Nén
théng bao vé&i bac sT gay mé khi bénh nhan dang diéu trj voi BISOPROLOL
FUMARATE 2.5MG

Cac dan xuét ergotamin: Lam ndng hon cac rdi loan tuan hoan ngoai bién.

Cac thudc kich thich than kinh giao cam: Két hop véi bisoprolol ¢é thé lam giam higu
qua clia ca hai thudc. J [

Con tang huyét &p va nhip cham qua mirc cé thé dwoc ghi nhan. Liéu epinephyin ceo
hon cé thé can thiét cho viéc didu tri cac phan ing di irng.

Cac thubc chéng tram cam ba vang, barbiturate, phenothiazin cting nhw cac thube ha
ap khac: Tang hiéu qué ha huyét ap.

Rifampicin; Gidm nhe thei gian ban hiy ciia bisoprolol c6 thé do cam (rng cla cac
men chuyén hoa thudc & gan. Thudng khdng can chinh liéu.

Baclofen: Tang hoat tinh ha ap.

Cac chat dbi khang lodine: Beta-blockers cé thé (rc ché cac phan teng bii triv véi ha
huyét ap hay shock gay ra do cac chét déi khang cla iodine.

Cac phdi hop cén can nhac

Mefloguine: Tang nguy co nhip cham

Moxisylyte: C6 thé gay ha huét ap tw thé tram trong.

Céac thudc dbi khang canxi nhom dihydropyridine nhw felodipine va amlodipine: St
dung dong thei co thé tang nguy co ha huyét ap, tang nguy co lam xau thém chic
nang bom mau clia tam that & nhirng bénh nhan suy tim.

Cac thudc ha huyét ap tac déng trung wong nhw clonidine va cac thubc khac
(methyldopa, moxonodine, rilmenidine): S{r dung déng théri cac thube ha huyét ap tac
ddng trung wong co6 thé lam suy tim nang hon do gidm truong lwe giao cam trung
wong {(gidm nhip tim va phan suat tong mau tim, dan mach). Ngwng thubc, ddc bigt
néu ngung beta-blockers triwdc, o thé lam ting nguy co “tang huyét ap doi’.

Dung Verapamil dwdng tinh mach trén bénh nhan diéu trj véi bisoprolol ¢é thé dan
t¢i block A-V va ha huyét ap ning hon.

Digitalis glycosides: Giam nhip tim, tang théi gian dan truyén nhi thét.

Céc thudc khang viém khong steroid (NSAIDs): NSAIDs co thé giam hiéu qua ha ap
cua bisoprolol

Cac thubc kich thich than kinh glao cam tac déng B (isoprenaline, dobutamine) s két
hop voi bisoprolol co thé lam giam hiéu qua cla ca hai thudc.

Cac thubc kich thich than kinh giao cam tac dong ca B va a (noradrenaline,
adrenaline): Su két hop véi bisoprolol cé thé boc I8 tac dung co mach lién quan t&i

=4

e e |

g |



https://vnras.com/drug

thu thé a clia cac thubc nay dan t&i tang huyét ap va lam nang hon chirng khap
khiéng cach héi. Cac twong tac nay cling cé thé cé & cac thudc chen beta khéng
chon loc

Dung déng th&i cac thube ha huyét ap ciing nhw cac thubc khac cé kha nang ha
huyét ap (tricyclic antidepressants, barbiturates, phenothiazines) cé thé tang nguy co
ha huyét ap.

4.5 Phu nir c6 thai va cho con bu

Phu ni¥ c6 thai:

BISOPROLOL FUMARATE 2.5MG c6 cac tac ddng dwoc ly ¢ thé gay ra nhirng tén
hai cho phu n* mang thai va/hoac thai nhi/ tré so' sinh. Nhin chung cac thubc beta-
blockers lam gidm dinh dwéng qua nhau thai, l1am cham phat trién, chét Iwu, sdy thai
va sinh non.

Céac tac dung phu (nhw ha dwong huyet va nhip tim cham) c6 thé xay ra & thai nhi va
tré so sinh. Néu can diéu trj véi thubc chen beta nén chon nhém chen chon loc beta
BISOPROLOL FUMARATE 2.5MG khéng nén str dung trong thai ky trir khi can thiét
Néu can diéu tri v&i bisoprolol, nén theo déi lwu lwong mau tir cung nhau thai va sy
phat trién cla thai nhi. Nén can nhac cac anh hwéng tén hai cho thai phu hoac thai
nhi. Tré so sinh phai dwoc theo doi ky. ~

Cac triéu chirng ha dwérng huyét va nhip nhanh thwéng gap trong 3 ngay dau.

Phu ni¥ cho con bu: )

Khéng biét thubc cé duorc tiét qua sira me hay khéng, do d6 khéng nén cho con bu
trong thei gian diéu trj voi blsoproloi

4.6 Anh hwong trén kha nang diéu khién tau xe va van hanh may

Trong mét nghién ctru véi cac bénh nhan bénh mach vanh bisoprolol khéng gn
hwéng kha nang van hanh tau xe.Tuy nhién, tuy vao s khac biét trong phan rng voi
thuéc & mbi ca nhan, kha nang diéu khién tau xe hoac van hanh may moc co thé bi
anh hwdng. Diéu nay nén dwoc can nhac dac biét khi bat dau diéu trj va khi thay dbi
thudc ciing nhw khi ubng rwou.

4.7 Tac dung phu

Cac tac dung phu da bao cao hau hét co lién quan téi cac dic tinh dwoc ly cla beta-
blockers

Phé bién:

Tuan hoan: Cam giac lanh hoac té cong & dau chi, hdi chirng Raynaud, chirng khap
khiéng cach hoi.

R6i loan hé than kinh trung wong: Mét méi, kiét sire, chong mat, hoa mat, nhirt dau
(dac biét khi bat dau diéu tri, hau hét 1a nhe va bién méat sau 1-2 tuan)

Réi loan tiéu héa: Budn nén, nén, tiéu chay, dau bung dwéi, tao bon.

Khéng phé bién:

ROi loan toan than: Yéu co vr§1 co cteng co, bénh khép.

Tuan hoan: Nhip tim cham, r6i loan dan truyén nhi that (cham dan truyén nhi that
hoac Iam nang hon block nhi that da ton tai) suy tim tro néng, ha huyét ap tw thé.

Réi loan hé than kinh trung wong: Réi loan giac ngu, trdm cam.

Réi loan hd hap, nguc va trung that: Co that phé quan & bénh nhan hen phé quan
hoac tién sir mac bénh tac nghén dwong thé

prm

Rai loan hé than kinh trung wong: Ac méng, do giac

Da: Phan &rng nhay cam (ngtra, dé birng mat hoac cac vj tri khac, phat ban)

Gan: Tang men gan (ALAT, ASAT), viém gan

Chuyén hoa: Tang triglyceride, ha dwong huyét.

\\=EZ=#3 /5
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Tiét niéu-sinh duc: Réi loan kha ning tinh duc

Tai mdi hong: Giam thinh Iwc, viém mai di &ng

Mat: Giam lwong nwéc mét (can nhac néu bénh nhan dung thiy tinh thé nhan tao)
R&i loan hé mién dich: Test khang thé khang nhan dwong tinh vOi cac triéu ching
lam sang dac biét, nhw hoi chirng lupus, nhirng biéu hién nay bién mat khi ngung
thuoc.

Truong hop riéng lé

Mat: Viém két mac ]

Da: B-blockers cé thé kich hoat hodc lam nang thém bénh vy nén hodc gay phat
ban dang vay nén, chirng rung 1&ng téc.

48 Qualiéu ~

Hau hét nhung dau hiéu qua lieu cua BISOPROLOL FUMARATE 2.5MG la nhip tim
cham, ha huyét ap, co that phé quan, suy tim cap va ha dwéng huyet

Nhin chung, khi qua lidu, nén ngwng thudc, diéu tri triéu chirng va diéu tr; nang do.
Nén tranh viéc tai hap thu blsoprolol tir dworng tiéu héa. Ngudi ta khuyén céo riva da
day hodc ubng cac chét hap thu (than hoat tinh) va nhuén treong (Sodium sulphate).
Nén theo déi tinh trang hd hap va néu can nén hé tro théng khi.

Co that phé quan nén diéu trj dan phé quan nhw isoprenaline truyén tinh mach hay
cac thude kich thich B,-giao cam. ‘ ‘

Cac biéu hién xau cap tinh cla chire nang tim can dwoc diéu tri triéu ching: Block A-
V (D6 Il hoac I11) bat budc phai theo déi can than va nén diéu tri véi isoprenaline
truyén tinh mach hoac dat may tao nhip xuyén tinh mach.

Nhip cham nén diéu tri véi atropine dwong tinh mach (hoac methyldopa)

Con ha huyét ap hodc shock nén diéu tri véi dich truyén va cac thube co mw
Ha dudng huyét c6 thé diéu tri véi glucose dwédng tinh mach.

5. DUOQC LUC HOC

5.1 Dwegc lwc hoc

Phan nhém diéu tri: Chen beta chon loc

ATC Code: CO7TABO7

Bisoprolol la thudc chen chon loc thu thé giao cdm beta; khéng c6 hoat déng n dinh
ndi tai. Nhw cac thubc chen beta khac phwong thirc hoat déng trong bénh Iy ting
huyét ap la khéng ré rang nhwng ngudi ta biét rd bisoprolol (rc ché hoat déng cla
renin trong huyét twong.

Trén nhirng bénh nhan dau that nguc, viéc chen cac thu thé B lam giam hoat dong
clia tim do d6 lam gidm nhu cau oxy.

Bisoprolol cling c6 cac dac tinh gidam dau tai chdé nhw propranolol.

5.2 Dwoc dong hoc

BISOPROLOL FUMARATE 2.5MG dwoc hap thu gan nhw hoan toan ti dwtfng tiéu
hoa. Do mét lwong rat nhd virot qua tac déng & gan, sinh kha dung cao, xap xi 90%.
D6 gan két voi protein huyet twong khodng 30%. Thé tich phan bé Ia 3.1 lit/kg. Téng
lwong thanh thai xap xi 15 |IUgI0’

Théi gian ban huy trong huyét twong (trong10 — 12 gi®) cho hiéu lwc trong 24 gi& sau
liéu dung mét 1an méi ngay.

BISOPROLOL FUMARATE 2.5MG duoc thai trir qua hai cach, 50% duwoc chuyén
hoa & gan thanh cac chat chuyén héa khéng hoat tinh sau d6 dwoc bai tiét qua than.
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50% liéu duy tri dwoc bai tiét bi than & dang khéng dbi. Do sy thai trir xay ra & gan
va than la nhw nhau nén khang can chinh liéu & nhirng bénh nhan suy gan, hodc suy
than.

Déng hoc cla bisoprolol déc 1ap v&i tudi tac. Nhirtng bénh nhan suy tim man (NYHA
ds 1ll) ndng dd bisoprolol trong huyét twong cao hon va thei gian ban thai kéo dai
hon so v&i nhibng ngudi tinh nguyén khée manh. Néng d6 dinh trong huyét twong &
trang thai 6n dinh 1a 64+21 ng/ml & liéu 10 mg méi ngay va th&i gian ban thai la 17£5
gio

6. THONG TIN THUOC
6.1 Twong ky

Khéng

6.2 Han dung

3 nam ké tir ngay san xuét
6.3 Bao quan

Khong qua 30°C

Dé xa tam tay tré em
Théng bdo véi bac si nhikng tac dung bat Ioi gdp phai khi st dung

6.5 BDébng goi
Hop 2 vi x 14 vién nén/ vi

7. TIEU CHUAN:
Nha san xuat

8. NHA SAN XUAT

NICHE GENERICS LIMITED
Unit 5, 151 Baldoyle Indus.trﬂlp Estat‘;, .
Dublin 13,
Ireland. 8 '
Tel: 0044 1462 633800 |
Fax: 0044 1462 437926
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Duyét Ian cubi: ngay 17/3/2}744
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