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Excipients: R q.s.forone tablet.  SPECIFICATION: MANUFACTURE
INDICATIONS: VISA:

- Hypertension. Angina,
- Stable chronic heart failure, moderate to severe, together with
reduced left ventricular systolic function used in conjunction with
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Huwéng din sir dung danh cho cén bj y té

BEPROMATOL 2.5

i ‘ Bisoprolol fumarat: .................. 2,5 mg
_ TR{NH BAY‘: Hop 03 vi x 10 vién nén bao phim.
THANH PHAN:
M&i vién nén bao phim chira:
L T S S 2,5mg

Ta dugc: Tinh bot mi, Lactose, PVP K30, Magnesi stearat, Avicel 101, HPMC 606, HPMC 615, PEG

6000, Talc, Titan dioxyd, vira du 1 vién.

Dang bao ché: Vién nén bao phim

Quy cach dong goi:

Hop 03 vi x 10 vién nén bao phim

DUQC LUC HOC:

- Bisoprolol 1a mét thu6c chen chon loc betal (B1) nhung khéng c6 tinh chit én dinh mang va khéng c6

b tac dupg giéng than kinh giao cam ndi tai khi ding trong pham vi liéu diéu tri. Véi liéu thép, bisoprolol
tre ché chon loc dap g voi kich thich adrenalin bing céch canh tranh chen thu thé Bl adrenergic cua
tim, nhung it tac dung trén thu thé B2 cia adrenergic cia co tron phé quan va thanh mach. Véi lidu cao
(thi du 20 mg hodc hon), tinh chét chon loc cua bisoprolol trén thy thé 1 thudng gidzm xudng va thuée
s& canh tranh trc ché ca hai thy thé p1 va p2.

- Bisoprolol dugc dung dé diéu tri tang huyét ap. Hiéu qua ciia bisoprolol twong dwong véi céc thudc
chen beta khéc. Co ché tac dung ha huyét 4p cua bisoprolol c6 thé gdm nhing yéu t6 sau: Gidm luu
lwrgng tim, (rc ché than giai phéng renin va giam tic dong cia than kinh giao cam di tir c4c trung tdm
van mach & ndo. Nhung tac dung ndi bac nhét cia bisoprolol 1a lam giam tan sb tim, ca lac nghi 1an lac
géing sirc. Blsoprolol lam gidm Iuu lugng cua tim lic nghi va khi géing stic, kém theo it thay déi vé thé
tich mau tong ra trong m&i lan tim bép, va chi lam ting it 4p luc nhi phai hodc 4p lyc mao mach ph01 bit
lic nghi va lac ging stre. Trir khi c6 chdng chi dinh hodc ngudi bénh khong dung nap dugc, thude chen /

beta da duoc dung phdi hop véi cac thubc trc ché enzym chuyen loi tiéu va gly0051de tro tim dé diéu tri "t’
suy tim do loan chirc nang that trai, dé 1am gidm suy tim tién trién. Tac dung t6t clia cac thude chen beta {:'
trong diéu tri suy tim man sung huyét duge cho chi yéu 1a do tre ché cac tac dong ciia hé than kinh giao %
L cam. Dung thudc chen beta lau dai, ciing nhu cac thudc (rc ché enzyme chuyén doi, c6 thé Iam glam cac ;\

triéu chimg suy tim va céi thién tinh trang ldm sang ctia ngudi bi suy tim man. Céc tic dung tot ndy da
duoc ching minh ¢ ngudi dang dung mdt thuéc trc ché enzym chuyén, cho thdy tre ché phdi hop hé
thdng renin — angiotensin va hé than kinh giao cam la céc tac dung cong.

DUQC PONG HOC: &

- Bisoprolol hau nhu dugc hap thu hoan toan qua dudng tiéu héa. Vi chi q chuyén héa budc dau rat it
nén sinh kha dung qua duong uong khoang 90%. Sau khi udng, ndng d dinh trong huyét tuorng dat
duge tir 2 — 4 gio. Khoang 30% thubc gin vao protein huyét twong. Thirc &n khong anh huong dén hap
thu ctia thude. Nira doi thai trir & huyét tuong tir 10 — 12 gid. Bisoprolol hoa tan vira phai trong lipid.
Thubc chuyén héa & gan va bai tiét trong nuéc tiéu, khoang 50% dudi dang khong ddi va 50% dudi
dang chét chuyen héa.

- O ngudi cao tudi, nira doi dao thai trong huyet tuong hoi kéo dai hon so v&i nguoi tré tudi, tuy ndng dg
trung binh trong huyét twrong & trang thai 6n dinh ting Ién, nhung khdng c6 su khac nhau c6 y nghia vé
miurc dg tich lily bisoprolol gifta nguoi tre tudi va ngudi cao tudi.

- O ngudi c6 hé thong thanh thai creatinin dudi 40 ml/phut, nira doi huyét twong ting gép khoang 3 lan so

vGi nguoi binh thuong.
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- & ngudi xo gan, téc do thai trir bisoprolol thay ddi nhiéu hon va thép hon c6 y nghia so v6i ngudi binh
thuong (8,3 — 21,7 gio).

CHi PINH:

- Tang huyét ap. Dau that nguc.

- Suy tim man tinh én dinh, tir vira dén niing, kém giam chirc nang tdm thu thét trai stir dung ciing vdi céc

" thube trc ché enzym chuyén, loi tidu, va c6 thé véi glycosid trg tim.

LIEU DUNG — CACH DUNG:

- Lidu luong cia Bisoprolol fumarat phai dugc diéu chinh theo timg ngudi bénh va duoc hiéu chinh tuy
theo dap tmg clia bénh va sy dung nap cua ngudi bénh, thuong cach nhau it nhét 2 tudn.

_ P& didu tri tang huyét ap va dau thit ngue & ngudi 16n, liéu dAu tién thuong ding 1a 2,5-5 mg, mot 1an
mdi ngay. Vi tinh chon loc chen beta, adrenergic cuia bisoprolol fumarat khong tuyét d6i (tinh chon loc
giam xubng khi ting lidu), phai dung thude than trong cho ngudi bénh c6 co thit phé quan va bét dau
didu tri v6i lidu 2,5 mg, mot lan m3i ngay. Liéu bat dau giam bét nhur vay ciing c6 thé thich hop véi cac
ngudi bénh khac. Néu liéu 5 mg khong ¢4 hi¢u qua didu tri ddy da, c6 thé tang liéu lén 10 mg, va sau
d6. néu cAn trong mot sé trudng hop rét ning c6 thé tang dan lidu duoc dung nap t6i mic toi da 20 mg,

0 mét 1in m3i ngay. Tuy nhién, mot sb tac gia khuyén lidu thuong ding trong diéu tri ting huyét ap tir
2,5-10 mg/ngdy. Trudmg hop bénh nhan tang huyét ap khong c6 dép img day du véi bisoprolol 2,5-20
mg/ngay hodc bi giam kali mau nang sau khi ding hydroclorothiazid 50 mg/ngay thi nén chuyén sang
dung két hop hai thudc. Liéu khoi dau hang ngdy dang két hop bisoprolol 2,5 mg va hydroclorothiazid
ty 1¢ 6,25 mg. Khi cn c6 thé ting liéu thubc két hop nhung khong vuot qua 20 mg bisoprolol va 12,5
mg hydroclorothiazid/ngay.

Diéu tri suy tim man on dinh:

- Trude khi cho diéu tri bisoprolol, ngudi bénh bi suy tim man khong c6 dot cap tinh trong vong 6 tuin va
phai dugc diéu tri on dinh, bing phat dd chuan (thudc (rc ché enzyme chuyén, loi tiéu, va/hodc
digitalis), dat t6i tinh trang suy tim “kh6” (hét phi, khong con dich mang phdi/mang tim, khong con
dong phéi, gan thu nho), sau d6 bét dau ding thém bisoprolol vao phéc db didu trj v6i nguyén tic khoi
d4u dimg lidu thip va tang dan cham. Viée didu tri phai do mot thy thudc chuyén khoa tim mach theo
d6i. Didu tri suy tim man 6n dinh bang bisoprolol phai bit dAu bing mot thai gian diéu chinh lidu, lidu
duogc tang dan theo cac budc nhu sau:

0 + Buée 1: 1,25 mg/lan/ngdy (ubng vao budi sang) trong 2 tudn. Néu dung nap dugc, chuyén sang

budce 2.
+ Bude 2: 2,5 mg/lAn/ngay trong 2 tuan, néu dung nap dugc tét, chuyén sang budc 3.
+ Buée 3: 5 mg/lan/ngdy trong 4 tuan sau; néu dung nap dugc tét, chuyén sang budc 4.
+ Buéc 4: 7,5 mg/lan/ngay trong 4 tuan sau; néu dung nap duge t6t, chuyén sang budc 5.
+ Buée 5: 10 mg/lan/ngay dé diéu tri duy tri.

_ Sau khi bt ddu cho lidu dAu tién 1,25 mg, phai theo d3i ngudi bénh trong vong 4 gidr (dic biét theo ddi
huyét 4p, tan sb tim, réi loan dan truyén, c4c déu hiéu suy tim nang lén).

- Lidu ti da khuyén céo: 10 mg/lan/ngay.

_ Lidu didu chinh khong phai theo dép img lam sing ma theo mirc do dung nap dugc thubc dé di dén liéu
dich. & mot sb ngudi bénh c6 thé xuét hién cac tac dyng phu, nén khong thé dat dugc lidu tdi da khuyén

céo. Néu cén, phai giam liéu dan dan. Trong frtrong hop cin thiét, phai ngimg diéu tr, rdi lai tiép tuc
didu tri lai. Trong thi gian diéu chinh liéu,

i suy tim nang lén hodc khong dung nap thudc, phai giam
lidu, tham chi phai ngirg ngay didu t'\‘

ukdn (ha huyét 4p nang, suy tim nang Ién kém theo phu phoi
cép, sdc tim chdm hodc blc nhi — that))
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- Didu tri suy tim man én dinh bing bisoprolol 1a mot diéu tri 1au dai, khong duge ngimg dot ngdt, c6 thé
lam suy tim nang 1&n. Néu cAn ngirng, phai giam liéu dén, chia liéu ra mot nira mdi tuan.

- Suy than hodc suy gan: Dugc dong hoc cua thudc c6 thé bi thay ddi & nhitng bénh nhéan c6 ton thuong
than (Cl.: <40 ml/phut) hodc tdn thuong gan nén liéu khoi dau 2,5 mg/ngay; phai hét stre than trong ting
liéu & ngudi bénh nay. Ngudi bénh ¢ Cle, < 20 ml/phat, ¢6 con dau thit nguc va tang huyét ap c6 kéem
theo ton thuong gan nang khong nén dung qua 10 mg/lan/ngay.

- Ngudi cao tubi: Khong can phai diéu chinh liéu.

- Tré em: Chua c6 sb liéu. Khong khuyén cdo diing cho tré em.

Hodc theo chi dén ciia thiy thube.

CHONG CHI PINH:

- Bisoprolol chéng chi dinh & ngudi bénh c6 sc do tim, suy tim cép, suy tim chua kiém sodt duoc bang
diéu tri nén, suy tim db III ning hozc do 1V, bléc nhi — that do 11 hodc 111, va nhip tim cham xoang (dudi
60 lz‘m/phﬁt trude khi diéu tri), bénh nit xoang, hen nang hodc bénh phéi - phé quan man tinh téc nghén
ning, hdi chimg Reynaud ning. Man cam vdi bisoprolol, u tily thugng thén (u té bao wa crém) khi chua
dugc diéu tri.

THAN TRONG:

- Suy tim: Kich thich giao cam la mot thanh phan can thiét hd trg chiic nang tuan hoan trong giai doan bt
dau suy tim sung huyét, va su chen beta c6 thé dan dén suy giam thém co bop clia co tim va thiic day
suy tim ndng hon. Tuy nhién, & mot s& ngudi bénh ¢6 suy tim sung huyét con bu ¢6 thé can phai dung
thudc nay. Trong truong hgp nay, phai ding thube mot cach than trong. Thude chi duogce ding thém vao
khi da c6 didu tri suy tim vé6i céc thude co ban (thudc lgi tiéu, digitalis, trc ché enzym chuyén) du6i su
kiém soat chat ché ctia bac si chuyén khoa.

- Véi nguoi khong c6 tién sie suy tim: Sy e ché lién tuc co tim cua cac thudc chen beta ¢6 thé 1am cho
suy tim. Khi ¢6 cdc du hiéu hodc triéu chimg dAu tién cua suy tim, cdn phai xem xét viéc ngimg dung
bisoprolol. Trong mét s6 trudng hop, c6 thé tiép tuc liéu phép chen beta trong khi diéu tri suy tim voi
cac thube khéc.

- Nging diéu tri dot ngét: Dau that nguc ning lén va trong mot 56 tmcmg hop: nhdi méu co tim hodc loan
nhip thét & nguoi bi bénh dong mach vanh sau khi ngirng dot ngdt thudc chen beta. Do d6 cin nhic nhé
nhirng ngudi bénh nay 13 khong duge ngirng dung thude khi chua c6 10i khuyén ctia thay thudc. Ngay ca
voi nguoi bénh chua ré bénh dong mach vanh, nén khuyén giam dan bisoprolol trong khoang 1 tudn
dudi su theo dbi can than cia thy thube. Néu cac triéu chimg cai thuéc xay ra, nén dung thudc lai it
nhat trong mot thai han.

- Bénh mach ngogi bién: Céac thudc chen beta ¢6 thé 1am trim trong thém céc trigu chimg cua suy dong
mach & nguoi bi viém tac dong mach ngoai bién. Cén than trong ddi véi cac ngudi bénh nay.

- Bénh co thdt phé quan: N6i chung, nguoi bénh 6 bénh co that phé quan khong dugce dung cac thudc
chen beta. Tuy vay, do tinh chét chon loc twong ddi beta; c6 thé dung than trong bisoprolol ¢ ngudi
bénh c6 bénh co thit phé quan khong dap tmg hodc khong thé dung nap véi diéu tri chong tang huyét ap
khac. Vi tinh chon loc beta1 khong tuyet dbi, phai ding liéu bisoprolol thap nhét ¢6 thé duoc, va bit dau
vé6i lidu 2,5 mg. Phai co s&n mot thude chu véan betas (gidn phe quan).

- Gdy mé va dai phau thudt: Néu can phai tiép tuc didu tri v6i bisoprolol gan ltc phéu thuat, phai déc biét
than trong khi dung cac thudc gdy mé lam suy gidm chirc nang co tim, nhu ether, cyclopropan va
tricloroethylen.

- Pdi thdo dwong va ha glucose huyét: Cac thude chen beta c6 thé che lap cac biéu hién cia ha glucose
huyet dac biét nhip tim nhanh. Céc thudc chen beta khong chon loc ¢ thé 1am ting mirc ha glucose
huyet gdy boi insulin va lam cham sy phuc hoi cac ndng do glucose huyét thiinh. DgAinh chét chon loc
beta, diéu nay it c6 kha ning xay ra voi bisoprolol. Tuy nhién can phai c¢6 ¢ o ngudi bénh hay bi
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ha glucose huyét, hoac ngudi bénh dai thdo dudng dang dung insulin hodc cic thudc ha glucose huyét
udng vé cac kha ning nay, va phai ding bisoprolol mét cach than trong.

- Nhiém déc do tuyén gidp: Su chen beta-adrenergic c6 thé che 1ap céc dau hiéu 1am sang cua ting nang
tuyén giap, nhu nhip tim nhanh. Viéc nging dot ngdt liéu phap chen beta c6 thé 1am tram trong thém
cée triéu ching cia cudng chire ning tuyén gidp hodc c6 thé thiic day xay ra con bdo gidp.

- Suy giam chicc nang thdn, gan: CAn hiéu chinh liéu bisoprolol mét cach can than d6i véi ngudi bénh
suy than hodc suy gan.

- Canh bdo vé ti dwoc Lactose: Bénh nhan ¢6 van d& di truyén hiém gip khong dung nap galactose, cac
Lapp thiéu lactase hodc kém hap thu glucose-galactose cin tham khao y kién bac sy khi ding thudc nay.

TUONG TAC THUOC:

- Khong duoc phdi hop bisoprolol véi céc thude chen beta khéc: Can phai theo ddi chit ché ngudi bénh
dung cac thubc lam tiéu hao catecholamin, nhu reserpin hodc guanethidin, vi tdc dung chen beta —
adrenergic tdng them c6 thé gdy giam qua muc hoat tinh giao cam. O ngudi bénh duge diéu tri dong
thoi vé6i clonidin, néu cin phai nglng diéu tri thi nén ngirng dung bisoprolol nhiéu ngay trudc khi ngimg

) dung clonidin.

L - Cén phai than trong sir dung bisoprolol khi ding déng thoi véi cae thude (e ché co bép co tim hodc i
ché su truyén din nhi — that, nhu mot s6 cac thudc dbi khang calci, ddc biét thudc cdc nhém
phenylalkylamin (varapamil) va benzothiazepin (diltiazem), hodc cac thuc chéng loan nhip, nhu
disopyramid.

- Viée sir dung dong thoi rifampicin [dm ting sy thanh thai chuyén héa bisoprolol, dén dén rat ngin nira
dori thai trir ctia bisoprolol. Tuy vay, thuong khong phai diéu chinh liéu dau tién.

- Nguy co phan tmg phan vé: Trong khi sir dung céc thudc chen beta, ngudi bénh c6 bénh st phén ng
phan vé ning véi cac di nguyén khéc nhau c6 thé phan tmg manh hon véi viéc sir dung thube nhic lai,
do tinh c&, do chan doan hoéc do diéu tri. Nhitng ngudi bénh nhu vay c6 thé khong dap tmg véi cac liéu
epinephrine thuong ding dé diéu tri cac phan tng di ing.

PHU NU CO THAI VA CHO CON BU:

Thoi ki mang thai:

- Dung bisoprolol cho phu nir co thai trong thoi gian ngén trude khi sinh, doi khi gdy ra nhip tim chm va
cac phan tmg khéng mong mudn khéc nhu ha dudng huyét va ha huyét dp & tré so sinh. Do vy, thude
thuomg khong dugc khuyén dung cho ngudi dang mang thai.

‘r’ Thoi ki cho con bu:

- Hau hét cac thudc chen beta bai tiét qua sita me. Nén ngimg cho con bii néu ngudi me dang diéu trj voi
bisoprolol. '

TAC DUNG KHONG MONG MUON:

Héu hét cac tac ciung khong mong mudn thudng xay ra ¢ giai doan ddu dung thude. Céc trigu chng

thudng nhe va mét di trong vong 1-2 tuan. _/

Thwong gdp, ADR > 1/100: mét moi, chéng mat, nhuc dau, budn nén, ndn, tiéu chay, tao boén, cam giac

lanh hay té clirng dau chi.

It gap: 1/1000 < ADR < 1/100: rbi loan gidc ngl ké ca 4c mdng, trdm cam, ha huyét ap, nhip tim cham,

co thét phé quan, khé thé, nhugc co va chudt rut.

Hiém gdp ADR < 1/1000: 4o giac, ngua, do bung, ndi man, ting enzyme gan, viém gan, lam ndng thém

bénh vay nén, tinh trang hoi c6 hoi phuc.

Ngirng sie dung va hoi y kién ciia bdc st néu: xuat hién céc ddu hiéu méi bat thudng, ha huyét 4p nang,

nhip tim cham, khé thé, phu chan tay. )

Thong bao cho bac si nhtrng tac dung khong mong mudn gip phal khi

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MO(:
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- Vi thubc ¢6 thé gdy chéng mit, do d6 nén thén trong khi dang 14i xe va vén hanh may mdc.

QUA LIEU - XU TRI:

- C6 mdt s6 truong hop qua lidu véi bisoprolol fumarat da dugc thong bao (t6i da: 2000mg). Pa quan sat
thdy nhip tim chim via/hodc ha huyét 4p. Trong mot sé truong hop da ding céc thube tac dung gidng
than kinh giao cam va tit ca ngudi bénh da phuc hoi.

- Céc d4u hidu qua liéu do thudc chen beta gdm c6 nhip tim cham, ha huyét 4p va ngti lim va néu ning,
mé sang, hon mé, co giat va ngung ho hap, suy tim sung huyét, co thit phé quan va giam glucose huyét
¢6 thé xay ra, dic biét & ngudi da c6 sin cac bénh & cac co quan nay.

- Néu xay ra qué liéu, phai ngimg bisoprolol va diéu tri hd tro va tri¢u chimg. C6 mdt s it dir liéu goi ¥
bisoprolol fumarat khong thé bj tham téch.

- Nhip tim chdm: Tim tinh mach atropine. Néu ddp Gmg khong ddy du, c6 thé dung thén trong
isoproterenol hozic mdt thubc khéc c6 tdc dung lam ting nhip tim tam thoi: ¢ kich thich ting nhip.

- Ha huyét 4p: Truyén dich tinh mach va dung cac thubc tiang huyét 4p (iso oterenol hodc mot thubc chu
van alpha-adenergic). C6 thé diing glucagon tiém tinh mach.

_ - Bléc tim (dd hai hodc ba): Theo dbi cin than ngudi bénh va tiém truyén i
v nhip tim, néu thich hop.

- Suy tim sung huyét: Thuc hién bién phap théng thuong (dung digitalis, thudc loi tiéu, thube lam ting
luc co co, thudce gidn mach).

- Co thit phé quan: Dung mot thudc gidn phé quan nhu isoproterenol va/hodc aminophylin.

- Ha glucose huyét: Tiém tinh mach glucose.

Théng bdo vdi bdc si cdc tac dung khong mong muén gdp phdi khi ditng thuéc.

Bio quan: Noi kho thoang, tranh anh sang, nhiét do dudi 30°C.

Han ding: 36 thang ké tir ngay san Xuat.

Tén, dia chi, biéu twgng (néu c6) cia cor so’ sdn xuit.
Cong ty ¢b phan dwgc phim Me Di Sun
S6 521, khu ph6 An Lei, phuong Hoa Loi, thi xa Bén Cat, ti Duong.
Ngay xem xét sira dbi, cip nhat lai ndi dung hwéng din sir dung thube:

oterenol hodc dit may tao
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TG HUGNG DAN SU DUNG THUOC CHO NGUCOI BENH
Tén thuéc: BEPROMATOL 2.5

Poc ki huéng din sir dung truée khi ding

Dé xa tim tay tré em

Thong bdo ngay cho béc sy hoiic dwge si nhirng tic dung khong mong mudn

gip phai khi sir dung thudc

1. Thanh phin va ham hrong cia thude:

MB&i vién nén bao phim chia:

Bisoprolol Turiiarall ..covvesssamansansssasnmossnssnnsnvammmonrensosmrmsmsve 2,5 mg

Ta dugc: Tinh bdt mi, Lactose, PVP K30, Magnesi stearat, Avicel 101, HPMC 606, HPMC

615, PEG 6000, Talc, Titan dioxyd, vira du 1 vién.

2. Mo ta san phim:

Vién nén bao phim, mau tring, bé mit vién nhin béng, thanh va canh vién lanh lan.

3. Quy cich déng goi:

‘J Hop 03 vi x 10 vién nén bao phim

4.Thubc diung cho bénh gi:

- Ting huyét ap. Dau thit nguec.

- Suy tim man tinh 4n dinh, tir vira &én ning, kém giam chirc ning tdm thu thét trai sir dung
cung vai cac thuéc e ché enzym chuyén, loi tidu, va c6 thé véi glycosid trg tim.

5. Nén ding thudc nay nhw thé nao va liéu lwong:

- Liéu luong cua Bisoprolol fumarat phai dugc diéu chinh theo timg ngudi bénh va dugc hiéu
chinh tity theo dép img ctia bénh va sy dung nap ciia ngudi bénh, thuong cach nhau it nhét 2
tuan.

- Pé didu trj tang huyét 4p va dau thit nguc & ngudi 16n, lidu dau tién thuong dung la 2,5-5
mg, mo6t 1an mdi ngay. Vi tinh chon loc chen beta; adrenergic cta bisoprolol fumarat khong
tuyét ddi (tinh chon loc giam xubng khi ting lidu), phai ding thubc than trong cho ngucn
bénh c6 co thét phé quan va bt dAu diéu tri véi lidu 2,5 mg, mot 1an mdi ngay. Liéu bt dau
giam bét nhu vay cling c6 thé thich hop v6i céc ngudi bénh khac Neu liéu 5 mg khong co

U hi¢u qua diéu tri day da, c6 thé tang liéu 1én 10 mg, va sau do, néu cin trong mdt s trudng
hop rat nang cé the ting dén liéu duoc dung nap téi mic t6i da 20 mg, mdt lan mdi ngay.
Tuy nhién, méot sb tac gia khuyén lidu thuong dung trong diéu tri ting huyét ap tir 2,5-10
mg/ngdy. Truong hop bénh nhén ting huyét ap khong c6 dép ung day du véi bisoprolol 2,5-
20 mgfngay hodc bi giam kali mau nang sau khi dung hydroclorothlamd 50 mg/ngay thi nén
chuyén sang dung két hop hai thudc. Lidu khm dAu hang ngay dang két hop bisoprolol 2,5
mg va hydroclorothiazid ty 1¢ 6,25 mg. Khi cAn c6 thé tang liéu thubc két hop nhung khong
vuot qua 20 mg blsoprolol va 12,5 mg hydroclorothiazid/ngay.
Diéu tri suy tim man on dinh:

- Truée khi cho diéu tri bisoprolol, ngum bénh bi suy tim man khong c6 dot chp tinh trong
vong 6 tudn va phai dugc diéu tri on dinh, biang phat dd chuén (thubc trc ché enzyme
chuyén, loi tiéu, va/hodc digitalis), dat toi tinh trang suy tim “kh6” (hét phu, khong con dich
mang phdi/mang tim, khong con & dong phcu, gan thu nho), sau do bt diu dung thé
blsoprolol vao phéac do c‘heu tri v&i nguyén tic khéi ddu dung lidu thap va ting dfn chj
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6n dinh béng bisoprolol phai bit diu bing mot thoi gian diéu chinh lidu, liéu dugce ting din
theo cac budce nhu sau:
+ Budc 1: 1,25 mg/lan/ngdy (udng vao budi sang) trong 2 tudn. Néu dung nap duoc,
chuyén sang budc 2.
+ Bude 2: 2,5 mg/lan/ngay trong 2 tuin, néu dung nap duoc tét, chuyén sang bude 3.
+ Bude 3: 5 mg/lan/ngay trong 4 tudn sau; néu dung nap duoc tét, chuyén sang budc 4.
+ Budc 4: 7,5 mg/lan/ngay trong 4 tudn sau; néu dung nap duoc tét, chuyén sang budc
5
+ Bude 5: 10 mg/lin/ngay dé diéu trj duy tri.

- Sau khi bat dau cho liéu dau tién 1,25 mg, phai theo ddi nguoi bénh trong vong 4 gidr (dic
biét theo ddi huyét ap, tan sb tim, rbi loan dan truyén, cac ddu hiéu suy tim ning 1én).

- Liéu t6i da khuyén cdo: 10 mg/lan/ngay.

- Liéu diéu chinh khong phai theo dap tmg 14m sang ma theo mirc d6 dung nap duge thudce dé
di dén liéu dich. O mot sb ngudi bénh ¢ thé xuét hién cac tac dung phu, nén khong thé dat
dugc liu t6i da khuyén cdo. Néu cén, phai giam liéu dén din. Trong trudng hop cén thiét,

b phéi ngimg diéu tri, rdi lai tiép tuc diéu tri lai. Trong thoi gian diéu chinh liéu, khi suy tim
niing 1én hoic khong dung nap thudc, phai giam lidu, thdm chi phai ngimg ngay diéu tri néu
can (ha huyét ap ning, suy tim ning 1én kém theo phu phdi cp, soc tim cham hoic ble nhi
— thét).

- Diéu trj suy tim man 6n dinh bE"mg bisoprolol la mét diéu tri lau dai, khong dugc ngimg dot
ngot, co6 thé 1am suy tim ning lén. Néu can ngimg, phai giam lidu dan, chia liéu ra mét nira
mbi tuan.

- Suy thén hodc suy gan: Duge dong hoc cua thude ¢6 thé bi thay d6i & nhitng bénh nhan ¢6
tdn thuong than (Clg <40 ml/phut) hodc ton thuong gan nén lidu khoi dau 2,5 mg/ngay;
phai hét strc than trong tang lidu & ngudi bénh nay. Ngudi bénh ¢ Cle, < 20 ml/phit, ¢6 con
dau thit nguc va tang huyét ap c6 kém theo tén thuong gan ning khéng nén ding qué 10
mg/lén/ngéy.

- Ngudi cao tudi: Khong can phai diéu chinh lidu.

- Tré em: Chua c6 sb liéu. Khong khuyén céo ding cho tré em.

Hodc theo chi d4n cua thay thude.

0 6. Khi nao khéng nén ding thudc nay:

- Bisoprolol chdng chi dinh & ngudi bénh co sbc do tim, suy tim cAp, suy tim chua kiém soét
dugc bing didu tri nén, suy tim do III ning hogc dd IV, bléc nhi — that d¢ II hogc III, va
nhip tim chdm xoang (dudi 60 lan/phit trude khi diéu tri), bénh niit xoang, hen ning hoic
bénh phéi — phé quan man tinh tic nghén nang, hoi chimg Reynaud ning. Man cam voi
bisoprolol, u tiy thugng thén (u té bao wa crom) khi chua duge diéu tri.

7. Téc dung khéng mong muén:

Héu hét c4c tac dung khong mong mudn thuong xay ra & giai doan dau dung thude. Cac triu

ching thuong nhe va mét di trong vong 1-2 tudn. ‘ ‘

Thuweong gép, ADR > 1/100: mét moi, chong mit, nhirc dau, budn ndn/nodn, tiéu chay, tao bon,

cam gidc lanh hay té ciing dau chi.

[t gap: 1/1000 < ADR < 1/100: r6i loan gidc ngi ké ca dc m

tim cham, co that phé quén, khoé thd, nhugce co va chudt rut.

tAm cam, ha huyét ap, nhip
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Hiém gap ADR < 1/1000: 4o giac, ngla, do bung, ndi man, ting enzyme gan, viém gan, lam

nang thém bénh vay nén, tinh trang hoi c6 hoi phuc.

Ngirng sir dung va hoi y kién ciia bdc st néu: xuit hién cac dau hiéu méi bat thuong, ha

huyét 4p nang, nhip tim chdm, kho thé, phu chan tay.

Théng bio cho bac si nhirng tic dung khong mong muén gip phai khi ding thudc.

8. Nén trianh dung nhimg thudc hodc thue phim gi khi dang sir dung thudc nay:

- Khéong duoc phdi hop bisoprolol véi céc thude chen beta khac: Can phai theo ddi chit ché
ngudi bénh dung cac thude lam tiéu hao catecholamin, nhu reserpin hodc guanethidin, vi tac
dung chen beta — adrenergic ting thém co thé gay glam qua murc hoat tinh giao cam. o
ngudi bénh dugce diéu tri ddng thdi véi clonidin, néu can phai ngimg diéu tri thi nén ngimg
dung bisoprolol nhidu ngay trude khi ngimg dung clonidin.

- Cén phai than trong sir dung bisoprolol khi dung dong thoi véi cée thude tre ché co bop co
tim hodc trc ché su tmyen din nhi — thit, nhu mot sb cac thudc d6i khang calci, dic biét
thudc cac nhom phenylalkylamin (varapamil) va benzothiazepin (diltiazem), hodc cac thube
chdng loan nhip, nhu disopyramid.

‘J - Viéc str dung ddng thoi rifampicin 1am tang sy thanh thai chuyén hoa bisoprolol, dn dén
rit ngén nira doi thai trir cia bisoprolol. Tuy vay, thuong khong phai didu chinh liéu du

tién.

- Nguy co phan tng phan vé: Trong khi sir dung cac thudc chen beta, ngudi bénh c6 bénh sir
phan tmg phan vé nang voéi cac di nguyén khac nhau c6 thé phan (mg manh hon véi viéc sir
dung thubc nhéc lai, do tinh c&, do chén doan hozic do diéu tri. Nhimg ngudi bénh nhu vy
c6 thé khong dap ung véi céc lidu epinephrine thuong ding dé diéu tri cac phan mg di Umg.

9. Can lam gi khi mjt lan quén khong ding thube:

Bo qua va tiép tuc lidu nhu thuong 1§ theo sur chi dan liéu cua béc s¥.

10. Cin bio quan thudc nay nhw thé nao:

Noi kho, tranh 4nh séng, & nhiét dd khong qua 30°C.

11. Nhirng ddu hi¢u va triéu chirng khi diung thube qua lidu:

- C6 mot s6 truomg hop qua liéu véi bisoprolol fumarat da duge thﬁng bso (t6i da: 2000mg).
ba quan sat thay llhlp tim cham va/hoéc ha huyet ap. Trong mot s6 trudng hop da dung céc

o thude tac dung gidng than kinh giao cam va tat ca nguoi bénh da phuc hoi.

- Cac d4u hiéu qua liéu do thudc chen beta gdbm c6 nhip tim chim, ha huyet ap va ngu lim va
néu ning, mé sang, hon mé, co gidt va ngimg ho6 hép, suy tim sung huyét, co thét phé quan
va giam glucose huyét c6 thé xay ra, ddc biét & ngucn da c6 sin cac bénh & céc co quan nay.

12. Can phai lam gi khi dung thubc qua licu khuyén cio:

- Néu x4y ra qua lidu, phai ngimg bisoprolol va diéu tri hd tro va triéu chimg. C6 mot s it dir
liéu goi y bisoprolol fumarat khdng thé bj tham tach.

- Nhip tim chdm: Tim tinh mach atropine. Néu dap ting khong ddy du, c6 thé dung than trong
isoproterenol hodc mot thude khac co tac dung lam tang nhip tim tam thdi dé kich thich tang
nhip.

- Ha huyét ap: Truyén dich tinh mach va dung cac thubc tang huyét ap (isoproterenol hodc
mdt thude chii vén alpha-adenergic). Co thé dung glucagon tiém tinh mach.

- Bldc tim (do hai hodc ba) Theo ddi cén than nguoi bénh va tiém truyén isoprdterefiol hodc
dat may tao nhip tim, néu thich hop.
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- Suy tim sung huyét: Thuc hién bién phap thong thudng (dung digitalis, thuéc loi tiéu, thude
1am ting lyc co co, thude gidn mach).

- Co thit phé quan: Dung mot thudc giin phé quéan nhu isoproterenol va/hodc aminophylin.

- Ha glucose huyét: Tiém tinh mach glucose.

13. Nhirng diéu cin thén trong khi dung thudc nay:

* Céc truong hop than trong khi dung thude:

- Suy tim: Kich thich giao cam la mét thanh phan cAn thiét hd tro chirc nang tuan hoan trong
giai doan bat dau suy tim sung huyét, va su chen beta c6 thé dan dén suy giam thém co bop
clia co tim va thuc day suy tim ning hon. Tuy nhién, & mot s6 nguoi bénh cé suy tim sung
huyét con bu c6 thé can phai dung thubc nay. Trong trudng hop ndy, phai dung thude mot
cach thén trong. Thube chi duge dung thém vao khi da ¢ diéu tri suy tim véi cac thude co
ban (thude loi tiéu, digitalis, e ché enzym chuyén) duéi sy kiém soat chat ché cua béc st
chuyén khoa.

- Véi ngueoi khong co tién sie suy tim: Su e ché lién tuc co tim cua cac thude chen beta c6 thé
lam cho suy tim. Khi c¢6 céc d4u hiéu hogc triéu chimg d4u tién cua suy tim, can phai xem

‘)’ xét viéc ngimg (‘iL‘mg bisoprolol. Trong mdt s truomg hop, c6 thé tiép tuc liéu phép chen
beta trong khi diéu tri suy tim véi cac thuoe khac.

- Ngimng diéu tri dot ngot Pau thét nguc nang Ién va trong mdt sé truomg hop: nhdi mau co
tim hodc loan nhlp thit & ngudi bi bénh dong mach vanh sau khi ngimg dot ngdt thudc chen
beta. Do d6 cin nhic nhé nhu'ng ngudi bénh nay la khong duge ngimg ding thude khi chua
¢6 101 khuyén cua thay thubc. Ngay ca voi nguorx bénh chua rd bénh dong mach vanh, nén
khuyen giam dan bisoprolol trong khoang 1 tudn dudi su theo ddi can than cia thiy thude.
Néu céc triéu ching cai thubc xay ra, nén ding thudc lai it nhét trong mot thoi han.

- Bénh mach ngogi bién: Céac thudc chen beta c6 thé 1am trdm trong thém céc triéu chimg cia
suy dong mach & nguoi bi viém tic dong mach ngoai bién. Cén thén trong dbi véi cac ngudi
bénh nay.

- Bénh co thdt phé quan: Néi chung, nguoi bénh cé bénh co thit phé quan khong duogc dung
céc thude chen beta. Tuy vdy, do tinh chat chon loc tuong d6i beta; c6 thé dung thén trong
bisoprolol & nguoi bénh ¢ bénh co thit phé quan khong dap (mg hodc khong thé dung nap

_ v6i didu tri chdng tiang huyét ap khac. Vi tinh chon loc beta; khong tuyet d6i, pha1 dung liéu
0 bisoprolol thép nht c6 thé duoc, va bat ddu véi lidu 2,5 mg. Phai ¢6 sin mot thude chi van
beta, (gidn phé quan).

- Gdy mé va dai phdu thudt: Néu can phai tiép tuc diéu tri v6i bisoprolol gén ltic phiu thuat,
phéi ddc biét than trong khi dung céc thudc gdy mé lam suy giam chirc nang co tim, nhu
ether, cyclopropan va tncloroethylen

- Ddi théo duong va ha glucose huyét: Cée thude chen beta ¢ thé che ldp cac biéu hién cua
ha glucose huyet, déc biét nhip tim nhanh. Cac thudc chen beta khong chon loc ¢6 thé lam
tﬁng murc ha glucose huyét gay boi insulin va lam cham sy phuc héi cac nong @6 glucose
huyét thanh Do tinh chét chon loc beta; diéu ndy it c6 kha nang xay ra véi bisoprolol. Tuy
nhién cdn phai c6 canh bao ngudi bénh hay bi ha glucose huyet hoac ngudi bénh dai thao
duong dang dung insulin hodc cac thudc ha glucose huyét udng vé cac kha ning nay, va
phai dung blsoprolol mot cach than trong.

- Nhiém doc do tuyen gidap: Su chen beta-adrenergic ¢O thé che 14p cac dau
tang ning tuyén giap, nhu nhip tim nhanh. Viéc ngimg dot ngot liéu phap

sang cua
beta c6 thé
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lam tram trong thém céc triéu chimg ctia cudong chirc nang tuyén giap hodc c6 thé thic day
xay ra con bdo giap.

- Suy giam churc ndng than, gan: Cén hiéu chinh liéu bisoprolol mét cach can than ddi voi
ngudi bénh suy than hoac suy gan.

- Canh bdo vé té duoc Lactose: Bénh nhan c6 vén dé di truyén hiém gap cua khong dung nap
galactose, cac Lapp thidu lactase hodc kém hip thu glucose-galactose cAn tham khao ¥ kién
bac sy khi dung thudc nay.

* Céc khuyén céo dung thudc cho phy nit ¢6 thai va cho con bu:

Thoi ki mang thai:

- Dung bisoprolol cho phu nit ¢6 thai trong thoi gian ngan trude khi sinh, d6i khi gay ra nhip
tim chadm va cac phan (g khong mong muén khac nhu ha dudng huyét va ha huyét ép & tré
so sinh. Do vay, thudc thudng khong duge khuyén ding cho ngudi dang mang thai.

Thei ki cho con bu: 3

- HAu hét cac thubc chen beta bai tiét qua sita me. Nén ngimg cho con ba néu ngudi me
diéu tri voi bisoprolol. '

* Anh huong dén cong viée:

- Vi thubc c6 thé gdy chéng mit, do d6 nén thén trong khi dang 14i xe va van hanh ma

14. Khi nao cin tham van bac sy/dwgc si:

Tham vAn béc s§ néu gap phéi tic dung khong mong mudn khi sir dung

Néu cin thém théng tin xin hoi y kién bdc st hodc d
15. Han dung cua thudc:
36 thang ké tir ngay san xut.
16. Tén, dia chi ctia nha sin Xuit:

Céng ty ¢b phin dwge pham Me Di Sun

S6 521, khu phé An Loi, phuong Hoa Loi, thi xa Bén Cét, tinh Binh Duong.
17. Ngay xem xét cip nhit to thong tin cho bénh nhéin: dd/mm/yyyy

TUQ.CUC TRUONG
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