R THUOC KE BON TO HUONG DAN SU DUNG THUOC
Vién nén bao phim

BISOPROLOL FUMARAT 2,5 MG

Vién nén bao phim

BISOPROLOL FUMARAT 5 MG

Thudc nay chi dung theo don thudc
Dé xa tim tay tré em
Poc ki huéng din sir dung trwée khi diung
Thong bao ngay cho bac s§ hodc dwgc sy nhirng tic dung khong mong muén khi sir dung thudc
To théng tin sin phiam nay bao gom hwéng din siv dung cho thuéc c6 nhiéu ham lwong khéc nhau.

1. THANH PHAN CONG THUC THUOC

MBJi vién nén bao phim BISOPROLOL FUMARAT 2,5 MG chua:

Thanh phén dwoc chit:

Bisoprolol fumarat................. 2,5 mg

Thanh phaén ti dwoc:

Lactose monohydrat, cellulose vi tinh thé M101, povidon (Kollidon 30), BHA, crospovidon,
magnesz stearat, HPMC EG6, titan dioxyd, talc, PEG 4000, polysorbat 80, dau thau dau.

MBJi vién nén bao phim BISOPROLOL FUMARAT 5 MG chua:

Thanh phén dwoc chit:

Bisoprolol fumarat................. 5Smg

Thanh phaén ti dwoc:

Lactose monohydrat, cellulose vi tinh thé M101, povidon (Kollidon 30), BHA, crospovidon,
magnesi stearat, HPMC E6, titan dioxyd, talc, PEG 4000, polysorbat 80, dau thau dau, mau
oxyd sdt vang.

2. DANG BAO CHE

BISOPROLOL FUMARAT 2,5 MG: Vién nén tron, bao phim mau tring, mot mit c6 dap
logo +7, mat kia co dap gach ngang.

BISOPROLOL FUMARAT 5 MG: Vién nén tron, bao phim mau vang, mgt mat c6 dap logo
#* mat kia c6 dap gach ngang.

3. CHIPINH

Tang huyét ap.

Pau thit nguc.

Diéu tri suy tim man tinh 6n dinh kém giam chirc ning tam thu that trai phdi hop vai cac thude
{rc ché enzym chuyén angiotensin (ACE), thudc 1oi tiéu va glycosid tro tim (néu can thiét).

4. CACHDUNG, LIEU DUNG

Cach dung:

Thudc dung dudng udng. Nén udng thudc vao budi sang va co thé udng cung voi thirc an. Nudt
nguyén vién voi nude, khong nén nhai vién.

Liéu dung

Ting huyét ap va dau thit nguc

Nguwoi lon

Liéu dung nén duogc diéu chinh cho tung bénh nhan, dac biét dya trén nhip tim va hi€u qua diéu
tri. Khuyén céo khoi dau véi lidu 5 mg/ ngay. Liéu thudng dung 1a 10 mg x 1 1an/ ngay, lidu tdi
da khuyén cdo 1a 20 mg x 1 1an/ ngay.

Nguwoi cao tudi

Khuyén cao khoi dau véi lidu thap nhit co theé.

Bénh nhdn suy thdn hodc suy gan

O bénh nhéan bi suy giam chiic ning than hodc suy giam chtc ning gan nhe dén vira, thudng
khoéng can hiéu chinh lidu. O bénh nhan bi suy than ning (d6 thanh thai creatinin > 20 mL/ phuat)
va ¢ bénh nhan suy gan ning, khuyén cao khong nén ding lidu > 10 mg/ ngay.

Kinh nghiém str dung bisoprolol ¢ bénh nhén chay than con han ché. Tuy nhién, chua c6 bang
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chtng can phai diéu chinh liéu dung.

Suy tim man tinh 6n dinh

Di.éu tri tiéu chuén cta suy tim man tinh bao gém mdt thude e ché ACE (hoac thude tc ché thu
thé angiotensin trong truong hop khong dung nap thudc trc ché ACE), mot thudc chen beta,
thudc loi tiéu va glycosid tim (néu can thiét). Tinh trang bénh nhan nén dugc 6n dinh (khoéng bi
suy tim cip tinh) khi khéi dau diéu tri v6i bisoprolol.

Bisoprolol nén dugc st dung bai bac sy ¢6 kinh nghiém diéu tri suy tim man tinh.

Giai doan ting liéu

biéu tri suy tim man tinh on dinh véi bisoprolol can c6 mot giai doan tang lidu.

Diéu tri voi bisoprolol dugc tang liéu dén theo cac budc sau:

- 1,25 mg x 1 1an/ ngay trong 1 tuan neu dung nap t6t thi tang lidu 1én

- 2,5mgx 1 lan/ ngay trong 1 tuan ké tlep, néu dung nap tot thi tang licu 1én

- 3,75 mg x 1 1an/ ngay trong 1 tudn ke tlep, néu dung nap tot thi tang lidu 1én

- 5mgx 1 1an/ ngdy trong 4 tuan ké tlep, néu dung nap t6t thi tang lidu 1én

- 7,5mgx 1 lan/ ngay trong 4 tuan ké tiép, néu dung nap tot thi ting liéu 1én

- 10 mg x 1 1an/ ngay, diéu trj duy tri.

Liéu t6i da khuyén céo 1a 10 mg x 1 lan/ ngay.

Suy tim ning hon thoang qua, ha huyét ap hodc cham nhip tim c6 thé xay ra trong giai doan ting
lidu va sau do.

Khuyén céo theo ddi chit ché cac dau hiéu séng (nhip tim, huyét ap) va triéu chimg suy tim
nang hon trong giai doan tang lidu. Triéu ching c6 thé xay ra trong nhitng ngay dau sau khi khai
dau diéu tri.

Thay déi diéu tri

Néu liéu ti da khuyén cao khong duoc dung nap tot, nén can nhic giam lidu dan.

Trong truong hop suy tim ndng hon thoang qua, ha huyet ap hodc cham nhip tim, khuyén céo
can nhéc lai lidu dung cua cac thudc phdi hop. C6 thé can phai tam thoi giam liéu bisoprolol
hodc cén nhic ngimg diéu tri.

Tai st dung hodc ting liéu bisoprolol nén dugc can nhic khi bénh nhan on dinh tro lai.

Thoi gian didu tri

Diéu tri suy tim man tinh 6n dinh v&i bisoprolol 1a mot diéu tri dai han.

Khong dugc nging bisoprolol dot ngdt vi co thé dan dén tinh trang tam thoi nang hon. Dac biét
& bénh nhan bj bénh tim thiéu mau cuc b, khong duoc ngimg diéu tri dot ngot. Khuyén céo
giam liéu hang ngay dan khi ngimg diéu tri.

Bénh nhdn suy thdn hodc suy gan

Chua c6 thong tin lién quan dén dugc dong hoc cua bisoprolol & bénh nhan suy tim man tinh bi
suy giam chirc nang than hodc suy giam chirc ning gan. Vi vdy nén than trong hon khi ting liéu
60 nhom bénh nhan nay.

Tit ca chi dinh

Ngwoi cao tudi

Khong can hiéu chinh liéu.

Tré em

Khong ¢6 kinh nghiém sir dung bisoprolol ¢ tré em va thiéu nién, vi vay khong khuyén céo sir
dung cho tré em.

5. CHONG CHI PINH

Man cam v&i bisoprolol hodc véi bat cir thanh phén nao cia thude.

Suy tim c4p tinh hodc con suy tim mat bu can tiém tinh mach thudc van mach.
Sbc do tim.

Block nhi - that d6 hai hoic ba.

Bénh nit xoang.

Block xoang nhi.

Triéu chung cham nhip tim.

Triéu ching ha huyét ap.

Hen phé quan nang hodc bénh phéi tac nghén man tinh ning.

Bénh tic nghén dong mach ngoai vi nang hodc hoi chung Raynaud néang.
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U tuy thuong than (u té bao wa crém) khi chua diéu tri.
Nhiém toan chuyén hoa

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Canh bao dic biét

Cho chi dinh suy tim

Nén khoi dau diéu tri v6i bisoprolol véi giai doan ting liéu nhu dé cap & trén.

Cho tit cd chi dinh

Dic biét & bénh nhan bi bénh tim thiéu mau cuc b, khong duoc ngung bisoprolol dot ngot trur

khi dugc chi dinh vi c6 thé dan dén tinh trang tim tam thoi nang hon.

Than trong

Cho chi dinh ting huyét dp va dau thit ngwc

Nén than trong khi st dung bisoprolol cho bénh nhan bi ting huyét ap hodc dau thit nguc di

kém voi suy tim.

Cho chi dinh suy tim man tinh

Cén theo ddi thuong xuyén khi khoi dau va chdm dut diéu tri suy tim man tinh 6n dinh voi

bisoprolol.

Chua c6 kinh nghiém stir dung bisoprolol trong diéu tri suy tim & bénh nhén bi cac bénh va tinh

trang sau:

- Dai thdo duong phu thudce insulin (tuyp I)

- Suy than nang.

- Suy gan nang.

- Bénh co tim han ché.

- Bénh tim bam sinh

- Bénh van tim anh hudng huyét dong dang ké.

Nh01 mau co tim trong vong 3 thang.

Cho tit cd chi dinh

Co6 nguy co nhdi mau co tim va dot tr néu ngung diéu tri dot ngdt ¢ bénh nhan bi bénh tim

mach vanh.

Nén than trong khi st dung bisoprolol ¢ bénh nhén:

- Co thit phé quan (hen phé quan, bénh phdi tic nghén man tinh (COPD))

Mic du thube chen beta chon loc trén tim (beta) it anh huong dén chuc ning phdi so voi
thude chen beta khong chon loc, glong nhu tat ca cac thudc chen beta, nén tranh sit dung cac
thudc nay & bénh nhan bi bénh tac nghén dudng ho hap, trir khi ¢6 1y do 1am sang rd rang cho
viéce str dung. Néu sir dung thudc trong nhing truong hop nay, nén than trong khi dung thude.
O bénh nhén bi bénh tic nghén duong ho hap, nén khoi dau diéu tri bang bisoprolol véi lidu
thap nhét co thé va nén theo ddi can than bénh nhan dé phat hién nhiing triéu ching méi (nhu
kho thd, gidam kha nidng van dong, ho). O bénh nhan hen phé quan hodc cac bénh phéi tac
nghn man tinh khac, c6 thé gay triéu chung, diéu tri gian phé quan nén duoc thuc hién déng
thoi. Trong mot sd truong hop, tang can luc duong ho hap c6 thé xay ra ¢ bénh nhan hen phé
quan, vi vay co thé can phai ting liéu thude chu vén beta,.

- Pai thao duong co gia tri glucose huyét dao dong 16n. Triéu chimg ha glucose huyét (nhu
nhip tim nhanh, danh tréng nguc hoic d6 md hoi) c6 thé bi che giau.

- Dai kéo dai.

- Pang diéu tri giai min cam. Nhu cac thudc chen beta khac, bisoprolol c6 thé ting do nhay
cam voi tac nhén gay di ing va mirc d§ nang cua phan Gmg phan v¢. Diéu tri epinephrin c6
thé khong dat duoc hiéu qua mong mudn.

- Block nhi that mirc d6 mot.

- Pau thét nguc Prinzmetal. P4 phat hién truong hop co thit mach vanh. Mic du bisoprolol c6
tinh chon loc beta; cao, con dau that nguc khong thé dugc loai trir hoan toan khi st dung
bisoprolol ¢ bénh nhan bi dau thét nguc Prinzmetal.

- Bénh tic nghén dong mach ngoai bién. Tri¢u ching nang thém co thé xay ra ddc bié¢t 1a khi
khoi dau dicu tri.

- Gay mé toan than.

O bénh nhan dang duoc gay mé toan than, chen beta lam gidm ty 1¢ loan nhip tim va thiéu
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mau cuc bd co tim trong qua trinh cam tmg va dat ndi khi quan va giai doan sau phau thuat.
Khuyen céo nén tiép tuc sir dung thudc chen beta trong khi phiu thuat. Bac sj gy mé can
chu ¥ dén thudc chen beta vi kha nang tuong tac véi cac thude khac, dan dén loan nhip cham
nhip tim, giam tim nhanh phan xa va giam kha nang phan xa dé bu mat mau. Néu can ngimg
thudc chen beta trudc khi phau thuat, nén giam lidu dan trong 48 gio trude khi gady mé.

Bénh nhan bi bénh vay nén hodc c6 tién st bénh vay nén chi nén st dung thudc chen beta (nhu

bisoprolol) sau khi d3 danh gia cén than loi ich, nguy co.

O bénh nhan bi u tiy thugng than, khong dugc dung bisoprolol cho dén khi chen thu thé alpha.

Triéu chtng nhidm ddc giap co thé bi che gidu khi str dung bisoprolol.

Khong khuyén cdo phdi hop bisoprolol véi thube d6i khang calci loai verapamil hodc diltiazem,

thudc chdng loan nhip nhém I va thude ha huyét ap tac dung 1én than kinh trung wong.

Canh bzo lién quan dén ta dwoc

Thudc c6 chia lactose, bénh nhan bi bénh di tmyén hiém gap kém dung nap galactose, thiéu hut

Lapp lactase hodc réi loan hap thu glucose-galactose khong nén sir dung.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Sir dung thudc cho phu nir c6 thai

Bisoprolol c6 thé gy hai cho phu nit mang thai va hodc thai nhi/ tré so sinh. Noi chung, cac
thudc chen beta 1am giam tudi mau qua nhau thai, c6 thé lién quan dén thai cham phat trién, chét
thai, sdy thai hodc chuyén da som. Cac tac dung khong mong muén (nhu ha glucose huyét va
cham nhip tim) c¢6 thé xay ra ¢ thai nhi va tré so sinh. Néu can thiét phai diéu tri v6i cac thude
chen beta, tot hon nén dung céac thude chen chon loc beta;.

Chi dung bisoprolol cho phu nir trong thoi ky mang thai khi that sy can thiét. Nén theo ddi luu
luong méu va su phat trién cta bao thai. Trong truong hop cé tdc dung cé hai ddi véi phu ni
mang thai hoic thai nhi, khuyén céo can nhic diéu tri thay thé. Theo ddi chit ché tré so sinh.
Céc triéu chimg ha glucose huyét va cham nhip tim thuong xay ra trong vong 3 ngay dau.

Sir dung thudc cho phu nir cho con bu

Khong biét bisoprolol c6 dugc bai tiét vao sita nguoi hay khong, can phai than trong khi dung
bisoprolol cho phu nir dang trong tho1 ky cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Trong mgt nghién ctru & bénh nhan bi bénh tim mach vanh, bisoprolol khong lam gidm kha nang
lai xe. Ty vao dap tng cua timg bénh nhan, thudc ¢ thé anh huong dén kha ning 1ai xe va van
hanh may moéc. Vi viy nén than trong, dic biét trong giai doan dau cta diéu tri, khi thay ddi diéu
tri hodc & bénh nhan uéng ruou.

9. TUONG TAC, TUONG KY CUA THUOC

Phéi hop khong khuyén cdo

Cho chi dinh suy tim man tinh

Thubc chdng loan nhip nhém I (nhu quinidin, disopyramid, lidocain, phenytoin, flecainid,
propafenon): Tac dung 1¢n thoi gian dan truyén nhi that va tac dung ddi khang van mach tang.
Cho tit cd chi dinh

Thube dbi khang calci loai verapamil va mot sb it hon loai diltiazem: Tac dung ddi khang co
that va dan truyén nhi that. Tiém tinh mach verapamil & bénh nhan dang diéu tri véi thudc chen
beta c6 thé dan dén ha huyét ap déng ké va block nhi tht.

Thubc ha huyét 4p tic dung lén than kinh trung wong nhu clonidin va cac thudc khac
(methyldopa, moxonodin, rilmenidin): Dung chung bisoprolol véi thudc ha huyét ap tac dung
1én than kinh trung uong c6 thé 1am ning thém suy tim do giam truong lyc giao cam trung wong
(giam nhip tim va cung lugng tim, gidn mach). Ngung dot ngot cac thudc ha huyet ap trén, dac
biét la trude khi ngung thudc chen beta, co thé lam ting nguy co ting huyét ap hoi tmg.

Phdi hop cén than trong

Cho chi dinh ting huyét ap/ dau thit nguc

Céc thude chong loan nhip nhom I (nhu quinidin, disopyramid, lidocain, phenytoin, flecainid,
propafenon): Anh hudng 1én thoi gian dan truyén nhi that va tac dung d6i khang van mach ting.
Cho tit cd chi dinh

Thubc @i khang calci nhém dihydropyridin nhu felodipin va amlodipin: Dung chung bisoprolol
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v6i cac thude nay c6 thé 1am ting nguy co ha huyét ap, va khong thé loai trir kha ning ting nguy
co suy giam ning hon chitrc ning bom cuia tim thit & bénh nhén suy tim.

Thudc chéng loan nhip nhém III (nhu amiodaron): Anh huéng 1én thoi gian din truyén nhi that
c6 thé tang.

Thudc chen beta dién hinh (nhu thuc nhé mit didu trj ting nhén ap) c6 thé ting tac dung toan
than cua bisoprolol.

Thudc c6 tac dung ddi giao cam: Dung chung bisoprolol voi thudc c6 tac dung ddi giao cam cod
thé lam tang thoi gian dan truyén nhi that va nguy co cham nhip tim.

Insulin va thubc diéu tri dai thao  dudng duong udng: Tang tac dung ha glucose huyét. Chen thu
thé beta-adrenergic c6 thé che gidu d4u hiéu ha glucose huyét.

Thudc gy mé: Giam tim nhanh phan xa va ting nguy co ha huyét 4p.

Glycosid digitalis: Giam nhip tim, ting thoi gian dan truyén nhi that.

Thudc khang viém khong steroid (NSAID): NSAID c6 thé lam giam tac dung ha huyét ap cua
bisoprolol.

Thudc c6 tac dung cudng giao cam beta (nhu isoprenalin, dobutamin): Phbi hop véi bisoprolol
¢6 thé 1am giam tac dung cua ca hai thudc.

Thudc 6 tac dung giao cam tac dung 1én céa thy thé beta- va alpha-adrenergic (nhu noradrenalin,
adrenalin): Phdi hop vdi bisoprolol ¢6 thé 1am biéu hién tac dung co thit mach qua trung gian
thu thé alpha-adrenergic cta cac thudc trén din dén tang huyét ap va 1am nang thém ching dau
cach hoi. Nhitng tuong tac trén thuong gap hon ¢ thudc chen beta khong chon loc.

Dung chung voi thudc ha huyét ap ciing nhu cac thude c6 kha niang ha huyét ap (nhu thudc
chong tram cam ba vong, barbiturat, phenothiazin) c¢6 thé 1am ting nguy co ha huyét ap.

Phéi hop cin cin nhic

Mefloquin: Tang nguy co chdm nhip tim.

Thudc trc ché monoamin oxidase (MAO) (trir thudc rc ché MAO-B): Tang tac dung ha huyét ap
ctia thude chen beta ciing nhu nguy co con ting huyét ap.

Rifampicin: Giam nhe thoi gian ban thai ciia bisoprolol do cam tng chuyén héa thubc qua
enzym gan. Thuong khong can phai hi¢u chinh lidu.

Dan xuat ergotamin: Nang thém rdi loan tun hoan ngoai bién.

Twong ky: Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Cac tac dung khong mong mudn: Puoc phan nhom theo tan sudt va hé co quan: Rat thuong gap
(ADR > 1/10), thuong gép (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gip
(1/10.000 < ADR < 1/1.000), rat hiém gip (ADR < 1/10.000) va chua rd tan suat.

Rat thwong gdp, ADR > 1/10

Tim: Nhip tim chdm & bénh nhan bi suy tim man tinh.

Thuong gap, 1/100 < ADR < 1/10

Than kinh: Chéng mit", nhtc dau”.

Tim: Suy tim ndng thém & bénh nhan bi suy tim man tinh.

Mach méu: Cam thay lanh hodc té dau chi, ha huyét ap (dic biét & bénh nhan bj suy tim man tinh).
Tiéu hoa: Réi loan tiéu hoa nhu budn nén, non, tiéu chay, tdo bon.

Toan than va dudng sir dung: Kiét sitc”, suy nhuoc (& bénh nhan bi suy tim man tinh).

It gap, 1/1.000 < ADR < 1/100

Tam than: Réi loan gidc ngu, trAm cam.

Tim: Réi loan din truyén nhi - that. Suy tim nang hon (¢ bénh nhén bi tang huyét ap hodc dau
that nguc); chdm nhip tim (¢ bénh nhan tang huyét ap hodc dau thit nguc).

Mach mau: Ha huyét ap tu thé.

Ho hip, 16ng nguc va trung that: Co thit phé quan ¢ bénh nhan hen phé quan hodc co tién sir
bénh gay tic nghén dudng ho hép.

Co xuong va mo lién két: Yéu co, co thit co.

Toan than va duong sir dung: Suy nhuge (& bénh nhan bi ting huyét 4p hodc dau thit ngyc).
Hiém gap, 1/10.000 < ADR < 1/1.000

Tam than: Ac mong, 4o giac.

Than kinh: Hén mé.
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Mit: Giam tiét nudc mat (cén lru ¥ néu bénh nhan dung kinh ap trong).
Tai va mé dao (tai trong): Ri loan thinh giac.
H6 hap, 1dong ngyuc va trung thit: Viém mii di tng.
Gan - mat: Viém gan.
Da va md duédi da: Cac phan img qua man nhu ngira, d6 bung, phat ban.
Hé sinh duyc va tuyén vii: Réi loan chirc ning cwong duong.
Xét nghiém: Tang triglycerid, tang cac enzym gan (ALT, AST).
Rdt hiém gdp, ADR <1/10.000
Mit: Viém két mac.
Da va mé dudi da: Cac thudc chen beta c6 thé gdy khoi phat hodc 1am ning thém vay nén hoic
gy phat ban gidng vay nén, rung toc.
Nhimng tridu ching nay dic biét xay ra khi khoi dau diéu tri & bénh nhén bi ting huyét ap
hodc dau thit nguc. Triéu ching thudng nhe va bién mét trong vong 1 - 2 tuan.
Xir tri ADR:
Khi xay ra ADR vd&i cac biéu hién trén, c6 thé xir tri nhu cac trudng hop cua triéu chimg qué lidu.
Thuéc cé thé gady ra cdc tac dung khéng mong muon khdc, khuyén bénh nhan théng bdo cdc tac
dung khéng mong muén gap phdi khi diing thudc.

11. QUA LIEU VA CACH XU TRi

Tri¢u ching

Di ¢ bao cio block nhi that d6 ba, cham nhip tim va chéng mat khi dung qua lidu (nhu lidu
hang ngay 15 mg thay vi 7,5 mg). Noi chung, dau hiéu thuong gap nhat khi qua liéu thudc chen
beta la chdm nhip tim, ha huyet ap, co that phé quan, suy tim cap tinh va ha glucose huyét. Co
mot s6 truong hop qua lidu vé6i bisoprolol fumarat da duoc bao cdo (t6i da: 2000 mg) & bénh
nhan bi ting huyét ap va/ hodc bénh tim mach vanh c6 triéu chimg chdm nhip tim va/ hodc ha
huyét ap; tat ca bénh nhan déu hoi phuc. Su khéc bi¢t gitta cac bénh nhan vé muc do nhay cam
v6i mot liéu don cao bisoprolol rat 16n va bénh nhan bi suy tim thudng rat nhay cam. Vi vay,
can phai khoi dau didu tri & cic bénh nhan nay véi liéu thap va tang liéu dan theo huéng dan
trong muc 4. CACH DUNG, LIEU DUNG.

Xur tri

Néu xay ra qua liéu, phai ngimg bisoprolol va diéu trji h trg va triéu chimg. C6 mot s it dir liéu
go1 y bisoprolol fumarat kho bi tham tach. Dua trén tac dung dugc ly cua thude va khuyén cao
ctia cac thude chen beta khac, cac bién phap chung sau nén duoc can nhic khi tinh trang 1am
sang cho phép.

Nhip tim chdm: Tiém tinh mach atropin. Néu dép ung khong day du, c6 thé dung than trong
isoproterenol hodc mot thudc khac c6 tac dung lam ting nhip tim. Trong mot sb truong hop, dat
may tao nhip tim tam thoi dé kich thich ting nhip.

Ha huyét dp: Truyén dich tinh mach va ding cac thudc ting huyét ap. C6 thé dung glucagon
tiém tinh mach.

Block tim (40 hai hoac ba): Theo doi can than bénh nhan va tiém truyén isoproterenol hoac dat
may tao nhip tim, neu thich hop.

Suy tim ngng hon cdp tinh: Tiém tinh mach thudc loi tiéu, thudc van mach, thudc gidn mach.

Co thdt phé quan: Dung thudc gidn phé quan nhu isoproterenol, thudc cudng giao cam betay va/
hodc aminophyllin.

Ha glucose huyét: Tiém tinh mach glucose.

12. PAC TINH DUQC LUC HQC

Nhom dwge ly: Thubc chen beta chon loc.

Ma ATC: C07ABO07.

Bisoprolol 1a mot thude chen thu thé betaj-adrenergic chon loc cao, nhung khong c6 tdc dung
gidng than kinh giao cam ndi tai va tinh chét 6n dinh mang. Bisoprolol ¢6 i lyc thap véi thy thé
betas & co tron phé quan va mach mau ciing nhu thu thé beta; diéu hoa chuyén héa. Vi vay,
bisoprolol thuong khong anh huong dén strc can duong ho hap va chuyén hoa qua trung gian
beta,. Bisoprolol tic dung chon loc beta; ca voi murc lidu ngoai khoang liéu diéu tri.

Bisoprolol dugc dung dé diéu tri ting huyét ap, dau thit nguc va suy tim. Nhu nhimng thudc chen
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beta; khéc, chua rd co ché tac dung ctia thude. Tuy nhién, bisoprolol lam giam hoat dong cta
renin huyét tvong dang ké.

Co ché chéng dau thit nguc: Bisoprolol trc ché thu thé beta ¢ tim dan dén wc ché dap tng voi
kich thich giao cam. Két qua 1a giam nhip tim va co that tim, diéu nay lam giam nhu cau oxy cta
co tim.

Khi dung cép tinh & bénh nhan bi bénh tim mach vanh khong kém suy tim man tinh, bisoprolol
lam giam nhip tim va thé tich nhat bop va vi vy giam cung luong tim va lugng oxy tiéu thu.
Khi ding man tinh, strc can ngoai vi ban dau giam.

13. PAC TINH DUQC PONG HQC

Hip thu

Bisoprolol dugc hap thu va co sinh kha dung dudng udng khoang 90%.

Phén bé

Khoéang 30% thudc gin vao protein huyét twong. Thé tich phan b cua thudc 1a 3,5 L/ kg.
Chuyén héa va thdi triv

Thoi gian ban thai toan phan khoang 15 L/ gid. Thoi gian ban thai trong huyét twong tir 10 dén
12 gid nén lidu ding 1 1an/ ngay c6 tac dung trong 24 gio.

Thubc duge thai trir theo 2 con dudng. 50% thudc duoc chuyén héa boi gan thanh chat chuyén
hoa khong hoat tinh dugc thai trir qua than. 50% con lai dugc thai trir bdi than dudi dang khong
chuyén hoa.

Tinh tuyén tinh/ khéng tuyén tinh

Dugc dong hoc cua bisoprolol tuyén tinh va khong phu thude vao tudi tc.

Duwoc dpng hoc trén cdc déi twong dic biét

Vi sy thai trr xay ra ¢ than va gan & muc d§ nhu nhau nén khong can hiéu chinh liéu & bénh
nhan suy than hodc suy gan. Duoc dong hoc & bénh nhén suy tim man tinh 6n dinh va suy than
hodc suy gan chua duge nghién ciru. O bénh nhén bi suy tim (NYHA giai doan III), ndng do
huyét trong ctia bisoprolol cao hon va thdi gian ban thai dai hon so véi ngudi tinh nguyén khoe
manh. Nong d¢ huyét twong t6i da ¢ trang thai 6n dinh 1a 64 + 21 ng/ mL khi ding liéu 10 mg/
ngay va thoi gian ban thai la 17 + 5 gio.

14. QUY CACH PONG GOI

BISOPROLOL FUMARAT 2,5 MG: Hop 6 vi x 10 vién

BISOPROLOL FUMARAT 5 MG: Hop 3 vi x 10 vién

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Piéu kién bio quan:

Noi kho réo, tranh anh séang, nhiét d§ khong qua 30°C

Han dung: 36 thang ké tir ngay san xuat.

Tiéu chuin chét lwong: USP.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co so san xudt:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Vi¢t Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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