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OPESOPRIL® 5

Bisoprolol fumarat

Doc | dan sg’f’}fung trude khi dung
Thong bétf‘hgaw:hﬁ béc sy hodc dugc sy nhifng tac dung khéng mong mudn gap phai khi
sir dung thudc.

PHAN I. HUGNG DAN SU DUNG THUOGC CHO NGUGI BENH

. THANH PHAN, HAM LUGNG CUA THUGC: M3i vién nén bao phim chifa:

Hogt chit: Bisoprolal fmarat ..........ucamsmminssssa 5 mg
T4 dugc: Cellulose vi tinh thé PH 102, tinh bot tién hd hoa, crospovidon, dicalci phosphat khan,
silic oxyd dang keo khan, magnesi stearat, opadry Il white, oxyd st vang.

. MO TA SAN PHAM:

Vién nén bao phim, hinh trdi tim, mau vang, hai mat tron va 16i, c6 vach chia déi trén ca hai
mat vién, canh va thanh vién lanh I3n.

. QUY CACH BONG GOI:

Hop 3 vi x 10 vién nén bao phim.

. THUOC DUNG CHO BENH Gi:

OPESOPRIL 5 chita hoat chat 1a bisoprolol fumarat. OPESOPRIL 5 thudc nhém thudc chen beta.
Thudc chen beta gilp tim gidm hoat ddng qua mic. OPESOPRIL 5 dugc st dung k&t hop véi
céc thudc khac dé didu trj suy tim 6n dinh. Suy tim xay ra khi cd tim qué y&u dé bom mau db
luu thdng tudn hoan. Diéu ndy din d&n kho thd va sung. Bisoprolol [am chdm nhip tim va 1am
cho tim bom mau di khdp co thé hiéu qua hon.

OPESOPRIL 5 ciing dugc dung dé diéu tri ting huyét 4p va dau that nguc 6n dinh.

. NEN DUNG THUOGC NAY NHU THE NAO VA LIEU LUQNG:

C4ch ding: Thudc ding dudng udng. OPESOPRIL 5 nén duoc ubng vao budi séng va co thé
ubng cling v6i thitc dn. Nudt vién thudc véi nudc va khdng nén nhai.

Liéu ding:

Ngudi lon

Pau nguc va tang huyép 4p: Bac sy sé cho ban bat ddu diéu tri vGi li€u thdp nhét co thé
(5 mg) va sé theo ddi ban chit ché khi bdt ddu diéu tri. Bac sy sé ting liéu dé dat dugc liéu
lugng t6t nhat co thé cho ban. Liéu t6i da dugc dé nghi Ia 20 mg/1 14n/ngay.

Bénh nhédn cé bénh thdn: Bénh nhan c6 bénh than ndng khong nén dung vugt qué 10 mg
bisoprolol fumarat/1 14n/ngdy. Vui long lién hé bac sy trudc khi bit ddu dung thudc nay.

Bénh nhdn cé bénh gan: Bénh nhdn c6 bénh gan ndng khéng nén dung vugt qua 10 mg
bisoprolol fumarat/1 1dn/ngay. Vui long lién hé béc sy trude khi bat dau dung thudc nay.

Suy tim: Truéc khi bdt ddu sif dung bisoprolol fumarat, ban nén udng thudc khéc dé diéu tri
bénh suy tim bao gém bat ky thudc ¢ ché& enzym chuyén, thudc li ti€u (nhu sy lya chon thém)
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va glycosid tim. Diéu tri v6i bisoprolol fumarat phéi bdt ddu v6i liéu th&p va ting din. Béc sy
clia ban s& quyét dinh ting liéu nhu thé nao, va thdng thudng sé dugc thuc hién nhu sau:

- 1,25 mg bisoprolol fumarat/1 Idn/ngay trong 1 tuin

- 2,5 mg bisoprolol fumarat/1 I&n/ngay trong 1 tudn

- 5 mg bisoprolol fumarat/1 ldn/ngay trong 4 tudn

- 7,5 mg bisoprolol fumarat/1 14n/ngay trong 4 tudn

- 10 mg bisoprolol fumarat/1 14n/ngay dé diéu tri duy tri.

Liéu t6i da hang ngay cla bisoprolol fumarat dugc khuy&n cdo Ia 10 mg

Tuy thudc vao cach ban dung nap thudc, bac sy ciing co thé kéo dai thoi gian gilia cic liéu
tang. Néu tinh trang clia ban tré nén x4u di hodc néu ban khdng dung nap thudc dugc niia, thi
c6 thé can thigt gidm liéu tré lai hodc dimg diéu tri. Mot s& bénh nhan cé thé duge duy tri liéu
th&p hon 10 mg bisoprolol fumarat. Bac s§ s& cho ban biét phai lam gi. Néu ban phai ding diéu
tri hoan toan, bac sy thudng sé khuyén ban gidm liéu tir tir, néu khdng tinh trang clia ban c¢6
thé trd nén x4u di.

Tré em: Bisoprolol fumarat khong dugc khuyén cdo cho tré em

Ngudi gia: Nhin chung khong cén thigt diéu chinh liu. Ban nén bit ddu v6i liéu thap nhat co
thé.

6. KHI NAD KHONG NEN DUNG THUGC NAY:
Khong diung OPESOPRIL 5 néu ban cd:
- Man cam véi bisoprolol fumarat hodc b4t cif thanh phin nao clia thudc.
- S6c do tim
- Suy tim cép tinh
- Bénh tim dot nhién tr& nén x&u di va/hodc ¢6 thé cb yéu cdu diéu tri clia bénh vién.
- Nhip tim chdm hodc khong déu (dudi 60 nhip méi phat). Hay hoi bac sy néu ban khdng chic
chén.
- Bénh hen suyén ning hoic ¢6 bénh phéi man tinh ndng
- VAn dé nghiém trong vé Iu théng mau & chén tay clla ban (chdng han nhu hdi chiing
Raynaud) c6 thé lam cho c4c ngon tay va ngén chin clia ban ngia rdm ran hodc chuyén mau
tai nhot hodc xanh.
- Bénh u tly thugng than khi chua dugc diéu tri, khdi u hi€p gap & tuyén thuong thén
w - Bi toan chuyén héa, la tinh trang c6 qua nhiéu acid trong méu

- Huyét ap thdp (< 100 mmHg)
- Bénh tdc dong mach ngoai bién ndng.
7. TAC DUNG KHONG MONG MUON:
Ciing nhu t4t cd cac thudc, thudc nay co thé gy ra cdc tdc dung khong mong mudn, nhung
khdng phai ai cting gap.
P& ngidn chin c4c phan (ng nghiém trong, théng bdo cho béc sy ngay Iap tiic néu co mdt téc
dung phu nghiém trong, xay ra dot ngdt hodc ndng hon mét cach nhanh chéng.
Céc tac dung phu nghiém trong nhat c6 lién quan dén chic ning clia tim:
+ Cham nhip tim (c6 thé &nh hudng hon 1 trong 10 ngudi)
+ Téng suy tim (c6 thé &nh hudng dén 1 trong 10 ngudi) v
+ Nhip tim cham hodc khong déu (c6 thé &nh hubng dén 1 trong 100 ngudi)
Vui long lién hé v6i béc sy cang sém cang tot néu ban cadm thdy chong mat hodc swy yéu,
hodc c6 kho thé.
Céc tac dung phu khédc dugc liét ké dudi day theo mic dd thuting xuyén co thé xdy ra:
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Thudng gap (cd thé dnh hudng dén 1 trong 10 nguoi):
e Mét méi, cdm thdy suy nhugc, chong mit, nhiic ddu
e (Cam thdy lanh va té & tay hodc chan
e Ha huyé't ap
e (06 van dé da day hodc rujt nhu budn ndn, ndn, tiéu chay, tao bon
It gép (cd thé dnh hudng dén 1 trong 100 ngudi)
e Rdi loan gidc ngl
e Trdm cam
e Chong mat khi ding day
e (06 vdn dé vé nhip thé & nhiing bénh nhan c6 bénh hen suy&n hodc phdi man tinh
e Yé&u co, chudt rat
Hiém gdp (cd thé anh hudng dén 1 trong 1000 nguoi)
e (0 van dé vé thinh giac
e Chdy nu6c mii dj ing
e Gidm luu lugng nudc mét
~  Viém gan c6 thé gay vang da hoic vang mit

o K&t qud xét nghiém mdu cho chiic ndng gan hodic ndng do chat béo bat thudng

e Phan (ng di dng nhu ngira, dd mat, phat ban

e Gidm cuong clng

e Ac méng, o gidc

e Ngét xiu

R4t hiém gdp (cd thé dnh hudng dén 1 trong 10000 nguoi):

e Kich ing mat, do mit (viém k&t mac)

e Rung toc

e Xuft hién hodc 1am x4u di bénh vdy nén; phét ban gidng vdy nén.

8. NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI DANG SU DUNG THUGC NAY:
Thong bao véi bac sy hodc duge sy néu ban dang dung hodc gin day da dung hodc du dinh dung
bat ky thudc khac.

Khdng ding cac loai thudc sau véi OPESOPRIL 5 ma khdng cé hubng din dic biét clia bac sy:

e Céc loai thudc dung dé diéu tri nhip tim bt thudng hodc khdng déu (thudc chéng loan
nhip nhdm | nhu quinidin, disopyramid, lidocain, phenytoin; flecainid, propafenon)

e Céc loai thudc dung dé diéu tri ting huyét 4p, dau thdt nguc hodc nhip tim khong déu
(nhu thudc ddi khang calci nhu verapamil va diltiazem)

e C4c loai thusc ding dé diéu tri ting huyét 4p nhu clonidin, methyldopa, moxonodin,
rilmenidin. Tuy nhién, khdng nén ngung ding nhitng thudc ndy ma chua dugc sy déng
clia béac sy.

Tham vén y kién béac sy clia ban trudc khi ding cac loai thudc sau v6i OPESOPRIL 5: Bac sy cd
thé cin phai kiém tra tinh trang clia ban thuing xuyén hon:

e Cac loai thudc dung dé diéu tri tdng huy&t dp hodc dau that nguc (thudc ddi khang calci
loai dihydropyridin nhu felodipin va amlodipin)

s 7
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Céc loai thudc dung dé diéu tri nhip tim b4t thudng hay khong déu (thudc chéng loan
nhip nhém 11l nhu amiodaron)

Thuc chen beta dung tai chd (nhu thudc nhd mat timolol dung diéu tri ting nhan 4p)
Cac loai thuSc dung dé diéu tri bénh Alzheimer hodc ting nhan 4p (thudc d6i giao cam
nhu tacrin hodc carbachol) hodc cac thudc ding dé diéu tri cac vdn dé vé tim cdp tinh
(thudc giao cdm nhu isoprenalin va dobutamin)

Thudc tiéu dudng bao gdm insulin

Céc chat gdy mé (nhu trong phéu thuat)

Digitalis, dung diéu tri suy tim

Céc thudc khang viém khong steroid dung dé diéu tri viém khép, dau hodc viém (vi du
nhu ibuprofen hodc diclofenac)

Bat ky céc loai thuSc co thé lam gidm huyét 4p c6 tic dung mong mudn hodc khong
mong mudn nhu thubc chdng tdng huyét 4p, cac loai thudc tri trdm cdm (nhu thudc
ch6ng trdm cdm ba vong nhu imipramin va amitriptylin), cic loai thusc dung dé diéu tri
dong kinh hoic trong phdu thuat (cac thudc an thdn nhu phenobarbital), hodc céc loai
thudc diéu tri bénh tdm thin dugc dic tring boi sy suy gidm nhan thitc (cac thudc
phenothiazin nhu levomepromazin).

Mefloquin, diing dé phong hodc diéu tri bénh sét rét

Thudc diéu tri trAm cdm nhu cdc chdt dc ché monoamin oxidase (ngoai trif chat (ic ché
MAO-B) nhu moclobemid.

Khéang sinh rifampicin

Cac din xuit clia ergotamin dé diéu tri dau nlra d4u.

9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC:
N&u ban quén dung thuBc, dung né ngay khi ban nhd. N&u thai gian gén t6i liéu k& ti€p, thi hay
bé qua liéu bi quén va dung liéu k& tiép theo k& hoach binh thudng. Khong nén gdp doi liéu

dung.

10. CAN BAO QUAN THUOC NAY NHU THE NAO:
\—r 3 nhiét do dusi 30°C, nai kho rdo, tranh 4nh sang.
11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUBC QUA LIEU:
C6 mdt sO trudng hop qué liéu voi bisoprolol da dugc thong bao. Cac dau higu qué liéu do thudc
chen beta gém c6: Nhip tim cham, ha huyét ap, ngl lim, mé sang, hén mé, co giat va ngiing
ho hap. Suy tim sung huyét, co thdt ph& quén va giam glucose huyt co thé xdy ra.
12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

N&u ban dung OPESOPRIL 5 qua liéu khuy&n cdo thi ban can phai:

- Thdng bao ngay cho béc sj hodc d&n bénh vién gan nhat.

- Nhé mang theo nhan thudc hodc lugng thudc con lai dé béc sy biét thudc ma ban da dung.
13. NHONG PIEU CAN THAN TRONG KHI DUNG THUGC NAY:

Thong béo véi bac s§ trudc khi ban bat ddu dung thudc nay néu ban:

C6 bat ky van dé vé tim.
C6 bénh dong mach vanh ’
C6 bénh mach mau ngoai bién 53/
411
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e GO bénh co that ph& quén
e Sdp dugc gdy mé va dai phau thuat
e C6 bénh tiéu dudng va dudng huyét thdp
e (0 van dé vé tuyén giap
e (o bat ky vdn dé vé gan va than
Thai ky mang thai:
S dung OPESOPRIL 5 trong thdi ky mang thai cd thé c6 nguy co gdy hai cho thai nhi. Thdng
b4o véi bac sy néu ban mang thai hoic dang du dinh mang thai.
Thai ky cho con bii:
Chua biét bisoprolol ¢c6 vao siia me hay khong. Do dd, khdng khuyén cdo cho con bl khi dang
dung OPESOPRIL 5.
Anh hudng ciia thudc déi vdi céng viéc: Kha ning lai xe hodc van hanh mdy moc co thé bi
anh hubng tby thudc vao kha ning dung nap thudc clia ban. Xin dic biét than trong khi bt du
diéu tri, khi tdng liéu dung hodc khi thay déi thudc cling nhu khi k&t hop véi rugu.
14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:
Trong trudng hop qué liéu hodc tac dung khéng mong mudn.
Khi dang dung thudc khac.
=~ NE&u cdn thém thdng tin xin hdi y kién bac sy hodc dugc sy.
15. HAN DUNG CUA THUBC: 36 thang ké tir ngay san xudt. Khong ding thudc khi qua han diing.
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PHAN 1I. HUGNG DAN SU DUNG THUOGC CHO CAN B0 Y TE

1. DUQC LUC HOC:

Nhom duge ly: Thubc chen beta 1 adrenergic chon loc, chdng ting huyét dp, ch6ng dau thit
nguc va suy tim sung huyét.

Ma ATC: CO7ABO7.

Bisoprolol 12 thudc chen chon loc beta 1 (B,) nhung khong c6 tinh chat dn dinh mang va khong
c6 tac dung gidng than kinh giao cdm ndi tai khi dung véi liéu diéu tri. V6i liéu thap, bisoprolol
dc ch& chon loc d4p (ng véi kich thich adrenalin bing cich canh tranh chen thii thé B,
adrenergic clia tim, nhung it tdc dung trén thu thé B, adrenergic clia co tron phé qudn va thanh
mach. V6i liéu cao (vi du 20 mg hofc hon), tinh chdt chon loc clia bisoprolol trén thu thé B,
thudng gidm xudng va thudc canh tranh (c ché cd hai thu thé B, va B,.

Bisoprolol dugc dung dé diéu tri ting huyét 4p. Hiéu qud clia bisoprolol tuong duong véi céc
thudc chen beta khac. Co ché tac dung ha huyét ap clia bisoprolol ¢6 thé gém nhiing yéu t6
sau: Gidm Iwu lugng tim, (ic ch& than gidi phong renin va lam gidm tic dong cla hé thdn kinh
giao cAm di tif cc trung tdm vdn mach & ndo. Nhung téc dung ndi b4t nhét clia bisoprolol la
lam gidm tdn s6 tim, ca ldc nghi Ian ldc gdng suc. Bisoprolol 1am gidm luu lugng cha tim lac
nghi va khi ging stc, kém theo it thay ddi v& thé tich mau tong ra trong méi 14n tim bop va
chi lam tdng it &p luc nhi phai hodc &p lyc mao mach phdi bit lac nghi va liac gdng sic. Trif khi
c¢6 chong chi dinh hodc ngudi bénh khdng dung nap dugc, thudc chen beta da dugc ding phoi
hop voi cac thudc Gc ché enzym chuyén, thudc loi tiu va glycosid trg tim dé diéu tri suy tim do
roi loan chiic nang that trai dé 1am giam suy tim tién trién.

2. DUGC BONG HOC:

Bisoprolol hdu nhu dugc hdp thu hodn todn qua duting tiéu héa. Vi chi qua chuyén héa bubc ddu
rat it nén sinh kh& dung qua dudng udng khodng 90%. Sau khi udng, ndng dd dinh trong huyét
tuong dat dugc tir 2 — 4 gid. Khodng 30% thudc gdn vao protein huyét tuong. Thic &n khdng
anh hudng dén sy hdp thu clia thudc. Thoi gian ban thai ¢ huyét tuong tit 10 dén 12 gid.
Bisoprolol hoa tan viia phai trong lipid. Thudc chuy&n héa & gan va bai tiét trong nuéc tiéu,
khodng 50 dudi dang khong déi va 50% duti dang chat chuyén hoa.

G ngudi c6 hé sb thanh thai creatinin dudi 40 ml/phat, thdi gian ban thai trong huyét tuong tang
gap khodng 3 Ian so véi ngudi binh thudng.

0 ngudi xd gan, toc do théi trir bisoprolol thay ddi c6 y nghfa so v6i ngudi binh thudng (8,3 -
21,7 gi0).

. CHI DINH:

Tang huyét 4p.

Pau thit nguc 6n dinh

Suy tim man tinh 6n dinh, tif vila d&n ndng, kém gidm chiic ndng tam thu thét tréi da dugc
diéu rj cng v6i cac thudc Gc ch& enzym chuyén, lgi ti€u, va véi glycosid trg tim. Chi dinh nay
do thdy thudc chuyén khoa quyét dinh.

-
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4. CACH DUNG, LIEU DUNG:

Cach ding: Thudc ding dudng udng. Bisoprolol fumarat nén dugc ubng vao budi sdng va cé thé
udng cung vai thitc an. Nubt vién thudc voi nubc va khong nén nhai.

Liéu ding:

Bugc xéc dinh cho tiing ngudi bénh va dugc hiéu chinh tiy theo dap (ng clia bénh va sy dung
nap clia ngudi bénh.

Nguai Ién:

Diéu tri ting huyét 4p va dau thit ngiic 6n dinh: Liéu b4t d4u thudng 1d 5 mg, udng 1 14n/ngay.
MGt sO bénh nhan, bt ddu diéu tri véi liéu thich hgp 12 2,5 mg, ubng 1 1dn/ngdy. Néu liéu 5 mg
khong c6 higu qud diéu tri ddy dd, c6 thé ting liéu Ién dén 10 mg, va sau dé néu cin trong
trudng hop rat ndng c6 thé ting ddn liéu dugc dung nap t6i mic tdi da 20 mg, ubng 1 1an/ngay.
Diéu tri suy tim man én dinh:

Ngudi bénh bj suy tim man &n dinh, khdng c6 dot cdp tinh trong vong 6 tudn va phai dugc diéu
tri bdng mot thudc tc ché enzym chuyén vai liéu thich hop (hodc mot thudc gian mach khéc
trong trudng hgp khdng dung nap thudc c ché enzym chuyén) va mot thudc loi tiéu, va/hodc co

khi véi mgt digitalis truGc khi cho diéu tri bisoprolol. Diéu tri khéng dugc thay déi nhiéu trong 2
tudn cudi truéc khi ding bisoprolol.
Viéc diéu tri phai do mot thdy thudc chuyén khoa tim mach theo doi. Diéu tri suy tim man 6n
dinh b3ng bisoprolol phai b4t ddu bing mot thoi gian diéu chinh liéu, liéu dugc ting ddn theo so
do sau:

- 1,25 mg/1 1an/ngdy (ubng vao budi sang) trong 1 tudn (cdn lya chon dang bao ché co

ham lugng phit hop véi viéc chia li€u); néu dung nap dugc t6t, ting 18n:

- 2,5 mg/1 14n/ngay trong 1 tuin: néu dung nap dugc tbt, ting Ién:

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

- 7,5 mg/1 l14n/ngay trong 4 tuin sau; néu dung nap dugc t6t, ting I&n:

- 10 mg/1 Ian/ngay dé diéu tri duy tri.

"’ - Sau khi bat ddu cho liéu ddu tién 2,5 mg, phéi theo ddi ngudi bénh trong vong 4 gio

(d4c biét theo ddi huyét 4p, tdn s tim, rdi loan dan truyén, cac ddu hiéu suy tim ndng Ién).

- Liéu 16i da khuyén cdo: 10 mg/ 1 1dn/ngay.

- Liéu diéu chinh theo mic do dung nap thudc dé di d&n lidu dich. G mot s6 ngudi bénh co
thé xudt hién cic tic dung phu, nén khong thé dat dugc liéu tdi da khuyén cdo. Néu cén,
phai gidm liéu ddn ddn. Trong trudng hgp cén thiét, phai ngiing diéu tri réi lai ti€p tuc
diéu tri lai.

Diéu tri suy tim man &n dinh bdng bisoprolol 1a mdt diéu tri lau dai, khong dugc nging dot
ngdt, co thé 1am suy tim ning Ién. N&u cdn ngimg, phai gidm liéu dan, chia liéu ra mdt nifa
mbi tudn.
Bénh nhan c6 thudng ton gan hodc thin ti nhe dén via:
- Khéng cén thiét diéu chinh liéu.
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Bénh nhan cd thudng tén thdn ndng (thanh thdi creatinin < 20mL/phut) hodc réi loan chuc nang
gan trdm trong:

- Liéu khdi ddu 1a 2,5 mg, udng 1 14n/ngay. Liu hang ngay khdng dugc vugt qud 10 mg. Mot
s0 trubng hop, gidm liéu con mot nlia Ia cin thiét.

Ngudi cao tudi: Khong cdn phéi diéu chinh liéu.
Tré em: Khdng khuyé&n cdo dung cho tré em.

5.

6.

CHONG CHi DINH:

Qué man véi bisoprolol fumarat hodc bat cif thanh phdn nio clia thudc

Ngudi bénh ¢6 séc do tim, suy tim cdp, suy tim chua kiém soat dugc bing diéu tri nén, suy tim
do 11l hodc dd IV véi chiic ndng co bop thét tréi thap (EF < 30%), bldc nhi thdt do hai hodc d
ba, va nhip tim cham xoang (duti 60/phdt trudc khi diéu tri), b&nh ndt xoang. Block xoang nht
Ngudi bénh hen ning hodic bénh phdi — phé quan man tinh tic nghén ning

Hoi ching Reynaud ndng

U tly thugng than (u té bao ua crdm) khi chua dugc diéu tri

Huy&p 4p thdp (< 100 mmHg)

Toan chuyén héa

Tdc dong mach ngoai bién ndng.

LUU Y VA THAN TRONG:

C4n than ddi véi ngudi bi suy tim. D3I voi ngudi bénh khdng co bénh sit suy tim, khi ¢6 céc diu hidu
hodc triéu chiing dau tién clia suy tim, cAn phai xem xét viéc ngiing dung bisoprolol.

D6i voi ngudi bi bénh dong mach vanh, khdng dugc ngimg diéu tri dot ngdt thudc chen beta khi chua
co 10i khuyén clia thdy thudc. Ngay ca voi ngudi bénh chua ro dong mach vanh, nén khuyén giam dén
bisoprolol trong khodng mét tudn dudi su theo ddi cdn than clia thdy thudc.

Cé4n than trong ddi voi ngudi bi bénh viém tic ddng mach ngoai bién vi cac thudc chen beta co thé
lam trdm trong thém céc triéu chiing clia suy ddng mach & nhing ngudi bénh nay.

Bénh co thdt ph& quéan: N6i chung, ngudi co bénh co thét phé& quin khdng dudc dung cc thudc chen
beta. Tuy nhién, c6 thé ding than trong & nhiing ngudi co bénh co thit phé quan khdng dép (ng véi
hodc khong thé dung nap voi diéu tri chdng tang huyét ap khac. Vi tinh chat chon loc beta; khong
tuydt ddi, phai dung bisoprolol thap nhat c6 thé duoc, va bat ddu voi lidu 2,5 mg. Phéi co sin mot
thudc chi van betay.

Gay mé va dai phiu thuat: N&u cdn phai tiép tuc diéu tri voi bisoprolol gdn lic phdu thuat, phai
dic biét than trong khi dung cdc thudc gdy mé lam suy gidm chiic ning cd tim (nhu ether,
cyclopropan, tricloroethylen).

D4i thao dubng va ha glucose huyét: Cac thudc chen beta co thé che Iap cac biéu hién clia ha
glucose huy8t, dic biét tim dap nhanh. Do d6 cén thdn trong khi st dung bisoprolol cho nhiing
bi bénh déi thdo dudng dang dung thudc ha dudng huyét.

Nhiém doc do tuy&n gidp: Su chen beta-adrenergic co thé che 1dp cdc ddu hiéu Idm sang clia
ting ning tuyén gidp, nhu tim dap nhanh. Viéc ngling dot ngdt cac liéu phap chen beta c thé
lam trAm trong thém cac triéu chiing clia cudng chiic ndng tuyén gidp.

Suy gidm chlc ndng than va gan: C4n higu chinh liéu bisoprolol mdt cach cdn than ddi véi
ngudi bénh suy than hodc suy gan.

Thoi ky mang thai:

Tac dung dugc Iy clia bisoprolol c6 thé gay hai cho phu nit mang thai va/hodc thai nhitré so
sinh. N6i chung, cac thudc chen beta adrenergic lam gidm tudi mau nhau thai, thai cham phat
trién, thai chét trong t{f cung, d& non hodc chuyén da sém. Céc tic dung bat lgi (nhu ha dudng
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huy&t va nhip tim chdm) c6 thé xay ra ¢ thai nhi hodc tré so sinh. Néu diéu trj v6i thubc chen
beta adrenergic |a c4n thiét thi thuSc chen chon loc thu thé beta 1 1a thich hgp hon.

Khong nén sir dung bisoprolol trong thoi ky mang thai trir khi that sy cdn thiét. NEu diéu tri voi
bisoprolol 13 cdn thiét, luu lugng mdu t{f cung nhau thai va phat trién cia thai nhi nén dugc kiém
soat. Trong trudng hgp c6 tac dung gdy hai trén phu nit mang thai hodc thai nhi thi diéu trj thay
thé nén dugc cin nhdc. Tré méi sinh phdi dugc theo ddi chdt ché. Céc triéu ching clia ha
dudng huy&t va nhip tim chdm thudng xay ra trong vong 3 ngay dau tién.

Thai ky cho con bi:

Khong biét bisprolol c6 dugc bai ti€t vao sifa ngudi hay khdng do d6 cin phdi than trong khi
dung bisoprolol cho phu nif dang trong thdi ky cho con bd.

Anh hudng ciia thudc déi véi cdng viée: V6i lidu diéu tri, khong xay ra tic dong 1&n kha ning
l4i xe va van hanh may méc clia bénh nhan. Tuy nhién, do phan (ng c6 thé xay ra khac nhau &
mdi ca thé voi thudc nén kha ndng I4i xe va van hanh mdy mdc co thé bi giam. Dic biét 12
tinh trang nay xay ra khi bit ddu diéu tri va khi thay déi liéu dung ciing nhu khi ¢6 udng rugu.

7. TUONG TAC THUOC:
Khong khuy&n cdo dung két hop:

Thubc d6i khang calci kiu verapamil va véi mic do thdp hon kiéu diltiazem: Anh hubng xdu
dén sy co bop va din truyén nhi-that. Tiém finh mach verapamil trén bénh nhan diéu tri véi
thudc chen beta cd thé d4n dén ha huy&t dp sau va block nhi-that.

Thudc chdng loan nhip nhém | (nhu quinidin, disopyramid; lidocain, phenytoin; flecainid,
propafenon): C6 thé lam ting thdi gian dan truyén nhi-thdt va ting ic ché co bop ca tim.
Thudc chéng ting huyét dp c6 tic dung trung tdm nhu clonidin va cac thudc khac (nhu
methyldopa, moxonodin, rilmenidin): St dung déng thoi v6i cdc thudc chdng tang huyét ap co
tac dung trung tdm c6 thé lam x&u di bénh suy tim do gidm truong lyc giao cam trung uong
(gidm nhip tim, cung lugng tim, gidn mach). Diing dot ngdt, ddc biét Ia truc khi ding thudc
chen beta c6 thé lam ting nguy co “tdng huy&t ap doi ngugc”.

Than trong khi sit dung k&t hap:

Thudc d6i khang calci loai dihydropyridin nhu felodipin va amlodipin: St dung déng thi co thé
lam tdng nguy cd ha huyét ap, va khong thé loai trif ting nguy co suy gidm haon nita chic ning
bom clia tdm that & nhiing bénh nhan suy tim.

Thudc chéng loan nhip nhém 11l (nhu amiodaron): C6 thé lam ting thdi gian din truyén nhi-
that.

Thudc chen beta ding ngoai (nhu thudc nhd mét dung diéu tri ting nhin &p) c6 thé lam gia
tdng tac dung toan than clia bisoprolol.

Thudc d6i giao cdm: Si dung déng thdi cd thé lam ting thdl gian dan truyén nhi-thdt va nguy
co chdm nhip tim.

Insulin va cac thudc tri dai thao dudng dung dudng udng: Lam ting hiéu qua gidm dudng huyét.
Su chen thu thé beta adrenergic c6 thé che 14p cac trigu chiing clia ha dudng huyét.

Cac chat gy mé: Suy gidm nhip tim nhanh phan xa va gia tang nguy cd ha huyét ap.

Glycosid tim: Gidm nhip tim, téng thai gian dan truyén nhi-thét.

Cac thubc khang viém khong steroid (NSAID): NSAID c6 thé lam gidm tdc dung ha huyét dp
clia bisoprolol.

Céc chét cudng giao cam beta (nhu isoprenalin, dobutamin): Duing két hop véi bisoprolol c6 thé
lam gidm hiéu qua ctia ca hai thudc.

Thudc cudng giao cam co hoat tinh trén cd hai thy thé B va a (nhu noradrenalin, adrenalin): Sit
dung k&t hop véi bisoprolol co thé co tac dung co mach qua trung gian thu thé a-adrenergic
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clia cac chat nay dan dén lam tang huy&t ap va lam trdm trong thém ching khap khiéng céach
héi. Cac tuong tac nhu vdy thubng xay ra v6i cac thudc chen beta khong chon loc.

Sl dung dbng thdi v6i thudc chdng ting huyét &p cling nhu véi cac thubc khéc c6 khd ning
lam ha huyét dp (nhu thufc chdng trdm cam ba vong, barbiturat, phenothiazin) c6 thé lam
tding nguy co ha huyét ap.

C4n can nhdc khi két hap:

Mefloquin: Lam tdng nguy ca cham nhip tim.

Céc chat (c ché monoamin oxidase (ngoai trir chdt (ic ché MAQ-B): Gia ting tac dung ha huyét
ap cla thudc chen beta nhung ciing ¢6 nguy co ¢ con ting huyét ap.

Rifampicin: Gidm nhe thgi gian ban thi clia bisoprolol co thé do cadm (ing cac enzym chuyén
hoa thudc G gan. Thong thutng khong cin thiét diéu chinh liéu dung.

Céc dan xudt clia ergotamin: Dot c4p cla rdi loan tudn hoan ngoai vi.

TAC DUNG KHONG MONG MUON:

R4t thuong gadp, ADR > 1/10
Tim: Chdm nhip tim
Thudng gép, 1/100 < ADR < 1/10
Tim: Tdng suy tim.
~ Hé than kinh: Chéng mat, nhiic ddu
Tiéu hoa: RGi loan tiéu hoa nhu bubn non, ndn, tiéu chay, tdo bon
Mach: Cam gidc lanh va té & cdc chi, ha huy8t ap
Chung: Suy nhuge, mét moi
It gap, 1/1000 < ADR < 1/100
Tim: RGi loan din truyén nhi-that
Ho hdp, I6ng nguc va trung that: Co thdt phé quan & bénh nhan hen phé& qudn hodc cé tién sif
bénh tdc nghén dudng ho hap
Co xuong va cac md lien két: Yéu co, chudt rit
Mach: Ha huyét &p tu thé
Tam than: RAi loan gidc ngd, trdm cam
Hiém gdp, 1/10000 < ADR < 1/1000
Khac: Tang triglycerid, ting enzym gan (ALAT, ASAT)
Hé than kinh: Ngat
~— M&t: Gidm luu lugng nuéc médt (can nhdc néu bénh nhin dung len)
Tai: R6i loan thinh gidc
Ho hdp, I6ng nguc va trung that: Viem mii di Gng
Da va md du6i da: Phan (ing qud man (ngia, dd mat, phat ban)
Gan mat: Viém gan
Hé sinh san va tuyén vi: Rdi loan kha ndng sinh duc
Tam thdn: Ac mong, 4o gidc
R4t hiém gap, ADR < 1/10000
Mat: Viém k&t mac
Da va md du6i da: Rung t6c. Thudc chen beta c6 thé gy ra hodc lam x&u di bénh vy nén, hodc
gdy phat ban nhu vy nén.
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9. QUA LIEU VA XU TRi:

Qué liéu:
- C6 mot s trudng hgp qué liéu véi bisoprolol da dugc thdng béo. Cic ddu hiéu qua liéu do thube
chen beta gdm c6: Nhip tim chdm, ha huyét 4p, ngll lim, mé sdng, hon mé, co giat va ngling hd
h&p. Suy tim sung huyét, co thdt ph& quan va gidm glucose huyét co thé xay ra.
XU tri:
- Nhip tim chdm: Tiém tinh mach atropin. Néu dap (ing khong ddy dii, c6 thé ding than trong
isoproterenol hoic mot s6 thudc khac cé tdc dung 1am tdng nhip tim. Trong mot s6 trudng hop,
dit méy tao nhip tim tam thai dé kich thich tdng nhip.
- Ha huyét 4p: Truyén dich finh mach va dung cic thudc vin mach. C6 thé dung glucagon tiém
finh mach.
- BI6c tim (d¢ hai hodc ba): Theo ddi cdn than ngudi bénh va tiém truyén isoproterenol hodc dat
mady tao nhip tim.
- Suy tim sung huyét. Dung digitalis, thudc lgi ti€u, thuSc lam ting lyc co co, thudc gidn mach.

e - Co that phé quén: Dung thudc gidn phé& quan nhu isoproterenol va/hodc aminophylin.
- Ha glucose huyét. Tiém tinh mach glucose.
10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khéng diung qua liéu chi dinh.

11. TEN, DIA CHi, BIEU TUONG CUA c0 SG SAN XUAT:

Pharmaceuticals
WHO-GMP
CcONG TY ¢O PHAN DUGC PHAM OPV
S6 27, Budng 3A, Khu Cong nghiép Bién Hoa II, Phuong An Binh, Tp. Bién Hoa, Tinh Bong Nai.
DT: (061) 3992999 Fax: (061) 3835088

12. NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC:

TUQ CUC TRUONG
PTRLmG PHONG

igm 1;9.’! ?/ i Thu Chi Uty

1m

WPHd 20

ey



