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Thuﬁc nay chi dung theo don thuéc.

THANH PHAN CONG THUC THUDC

Thanh phdn hoat chat:

Bisoprolol fumarat .........c..curnn.. 2,5 MQ

Thanh phén t4 duge: Tinh bdt mi, micracrystalline cellulose M101, calci hydrophosphat
dihydrat, povidon K30, matri starch glycolat, magnesi stearat, colloidal silicon dioxyd,
hypromellose 2910 (6cp), hypromellose 2910 (15cp), polyethylen glycol 6000, talc, titan
dioxyd. )

DANG BAD CHE: Vién nén bao phim.

M6 t sAn phdm: Vien nén bao phim, hinh tim, mau tring hoic trdng ngd, canh va thanh
vién lanh 1an.

CHIBINH

PiButri bénh suy tim man tinh 8n dinh kém suy gidm chifc nding tam thu tht trai, k&t hop véi
thudc tic ché men chuy@n, thudc Igi tifu va cac glycosid trg tim.

CACH DUNG, LIEU DUNG

Phac d6 didu trj chudn clia suy tim man tinh gdm c6 mdt thudc ke ch& men chuyén (ACE)
(hoic chen thy thé angiotensin trong trudng hgp kheng dung nap thudc dc che men chuygn),
mét thubc chen beta, thudc Igi tidu va glycosid trg tim phii hop. Bénh nhan cdn &n dinh
(khong bj suy tim c&p) khi dugc khisi ddu diéutrj vdi bisoprolol.

Béc i diéu tri cdn phai co kinh nghigm trong digu trj suy tim man tinh.

Tinh trang suy tim néng han, ha huy&t p hodc nhip tim chim thodng qua c6 the xdy ra trong
va sau giai doan chinh ligu.

CACH DUNG: Bisoprolol nén sif dung vao buSi sang va c6 th§ uling ciing vdi thife an. Nubt
nguyén vien thudc véi nudc, khdng duge nhai.

LIEU DUNG

Giai foan chinh ligu

DiButrj suy tim man tinh &n dinh véi bisoprolol c.!n phai c6 giai doan chinh ligu.

Vigc didu trj vai bisoprolol s& dugc bt dduvdi giai doan chinh ligu, véi cac bubc sau:

-1,25 mg mot 14n/ ngay trong 1 tudn, nBudung nap tot, tang lidulén

-2.,5mg mot14n/ ngay trong 1 tudn nita, n8u dung nap tot, tang lidulén

-3,75 mg mot I4n/ ngay trong 1 tudn niia, néu dung nap tt, ting liéu 1en

-5 mg mt I4n/ ngay trong 4 tun tiép theo, néu dung nap t8t, tang lidulén

-7,5 mg mt 14n/ ngay, trong 4 tudn tiép theo dung nap 16, tang liéu lén

- LiBu duy tri: 10 mg bisoprolol mgt In/ ngay

Lidu khuy&n cdo ti da I3 10 mg bisoprolol m@t 1dn mdi ngay.

C4n theo dai chit ché diu higu sinh tdn (huy&t &p, nhip tim) va cdc d&u higu sy tim ndng 1n
trong giai doan chinh lidu. Trigu chitng 6 thé xdy ra trong ngdy diu tién sau khi bat ddu tri
ligu.

Digu chinh liu

N&u liu khuy&n cdo i da khong duge dung nap t6t, ¢ thé can nhic gidm ligu ddn din.
Trong trubing hop sty tim nding hon, ha huy&t &p hay chdm nhip tim thodng qua, khuy&n co
nén xem xét lai liéu clia cac thuic dang sif dung ddng thai. Giam liéu bisoprolol tam thai hoac
xem xét ngiing diéu tr bisoprolol khi c4n thiét,

N&n can nhic viéc s dung lai va/ hodc didu chinh ting lidu bisoprolol khi bgnh nhan 8n dinh
ted lai.

N8 ngiing thudc, nén giam dan liéu ding, vi vigc ngiling thudc ddt ngdt co the din dén tinh
trang b&nh nhan trd nén trdm trong hon.

Diu trj suy tim man tinh &n dinh véi bisoprolol thubing 13 diéutri au dai.

Cac trung hop dac bigt

Suy thén hay suy gan: Khong cd thdng tin vé dugc ding hoc clia bisoprolol & bgnh nhan suy
tim man kém suy gan hay suy than. Vigc diu chinh tang liéu cho cac d6i tugng nay cdn het
slic than trong.

Ngudi gia: Khdng cdn diéu chinh ligu.

Tré em: Khdng co kinh nghiém vé viéc sit dung bisoprolol cho tré em, vi thE khang khuy&n
céo sir dung cho tré em.

Hodc theo chi dn clia Thiy thudc.

CHONG CHI DINH

Bisoprolol chBng chidinh & b&nh nhan suy tim man tinh kém theo:

- Suy tim c4p hoic c4c giai doan suy tim mét bl cAn tiém truyén finh mach cée thudc gay co
cotim

- Shock tim

- Block nhithat dg I hay dg 11l

- Hoi chiing suy nit xoang

- Block xoang nht

- Nhip tim cham, gay ra trigu chirng thuc thé

- Huyét &p thdp, gay ra trigu chiing thyc thé

- Hen phé quén nang

- Th& néing clia b&nh tic ddng mach ngoai bién hay hii chirng Raynaud

- Utuy&n thugng than chua diéu tri

- Toan chuyén hoa

- Man cam vdi bisoprolol hay bat cif thanh phan nao ciia thudc.

CANH BAD VA THAN TRONG KHI DUNG THUGG

Vigc digutr suy tim man tinh 8n dinh v6i bisoprolol phai dugic bt dau véi mot giai doan chinh
liBu dic bigt.

Dac bigt & nhilng bénh nhan bj bénh tim thiu mau cye bd, viec ngifng diéu trj voi bisoprolol
khong dugc thuc hién dit ngdt trif khi cé chi dinh rd rang, vi didu ndy c6 thé din dén tinh
trang b&nh tim ndng han.

Vigc bat dAuva ngiing difu trj vdi bisoprolol c4n phai theo d&i thubing xuyén.

Khong co kinh nghigém sif dung bisoprolol cho b&nh nhan diéu trj suy tim kém theo cac bénh
sau:

- i thao dubing phu thubc insulin (typ 1)

-suy thdn ndng

- sy gan ning

-bénh catim han ché

- bénh tim bdm sinh

- bénh van tim thyc thé anh huéng huy&t dong rd rét

- nhdi m&u ca tim trong vong 3 thang g4n ddy

Bisoprolol phai dugic sif dyng than trong trong:

- cothat phé quan (hen ph& quan, bénh tic nghén duting thé)

- banh dai thao duting c6 miic duiing huy&t thay ddi bt thuing; Céc trigu chiing ciia ha dubing
huyét c6 thé bj che gidu

- nhjn an nghiém ngat

- dang digu trj dj (tng. Ciing nhu c&c thudc chgn beta khac, bisoprolol c6 thé 1am ting d§ nhay
cam doi vi cac khdng nguyén gay dj iing va milc dd nghiém trong clia phan {ng phan ve.
DiBu tri biing epinephrin khdng phai lic nao cling mang 1ai higu qud didu tr nhu mong dgi.

- block nhf that do |

- dau thit ngic Prinzmetal: DA quan sat thdy cc truding hgp co thét mach vanh. Mac dii cé
tinh chon loc betal cao, khdng thé loai trif hodn toadn cdc con dau thit ngyc khi ding
bisoprolol cho b&nh nhan dauth&t nguc Prinzmetal.

- bénh tic ngh&n dong mach ngoai bign. C4c tridu chiing c6 thé trdm trong han, dac bigt
trong thoi gian bt ddu didu tri.

- gay mé toan than

& nhiing bénh nhan gay mé toan than, sir dung thudc chen beta giip giam nguy cd loan nhip
tim va thiu mau cuc bd co tim trong giai doan d&n mé, dat ndi khi quén va trong giai doan
h&u phAw. Hign nay dang khuy&n cdo nén duy tr thudc chen beta trong giai doan chu phéu.
Bac sT gay mé phdi dugc thong bdo trong trubing hop bénh nhan cén gy mé ¢ sif dung
tHudc chen beta do nguy cd tuong tc véi cac thudc khac, 1am cham nhip tim, lam giam phén
xa tang nhip tim va gidm kha nang phan xa d8 bl lai su m&t mau. N&u cdn thigt phai ngung
si dung thudc chen beta trudc khi phiu thudt, nén giam liéu ddn dén va két thac 48 gio trudc
khi gdy mé.

Khong khuy&n cdo k&t hgp bisoprolol véi thuSic ddi khéng calci loai verapamil hogc diltiazem,
vdi thuc ching loan nhjp nhom | va vdi thudc ha huy&t ap c6 tac dung trung udng.

Mic di thuéic chen beta chon loc trén tim (betal) ¢6 thé it &nh hudng d&n chic nang phdi
hon thudc chen beta khong chon lgc, nhir véi tit ¢& cc thubc chen beta, nén tranh ding
thudc nay & nhiing b&nh nhan bj bénh tAc nghén dubing thé, trif khi 6 Iy do 1Am sang thuy&t
phuc dé sir dung ching. Khi co nhiing Iy do nhuf vy, bisoprolal c6 thé dugc sif dyng mot cach
than trong. & nhiing bénh nhan bi bénh tic nghén dubing ho hip, nén bit ddu diéu trj bAng
bisoprolol vi liu thdp nhét c6 thé va bénh nhn phii dugc theo ddi cdn than c4c trigu chifng
méi (vi du nhu khé th, gdng sife, ho). BGi véi benh hen phE quin hodc cac benh phdi tic
ngh&n man tinh khéc, c6 thé gay ra cac trigu chiing, nén ding ddng thai ligu phap gian phé
quén. Doi khi sy gia tang stic can dubing thd c6 thé xdy ra & bénh nhan hen suyén, do d6 c6
thé phai tang liéu thudc kich thich beta2.

Benh nhan bj bénh vdy nén hodc cd tién sir bénh vdy nén chi nén ding thudc chen beta (vi
dy: bisoprolol) sau khi cin nhic cdn than gilfa lgi ich va nguy co.

o] nhiing b&nh nhn bj u té bao ua crém khong dugc ding bisoprolel, chi nén sif dung sau khi
phong tda thy thé alpha.

Khi digutrj biing bisoprolol, cAc triguchifng clia nhifm dfc giap cé thé bj che 1dp.

Lign quan d&n t4 duge

Tinh bdt m} ¢6 trong thudc nay chi chita ham lugng gluten rat thdp va it co kh& ndng c6 hai
nBu b&nh nhan co banh Celiac. N&u bi dj iing vdi lia mi, bénh nhan khéng nén ding thudc
nay.

Thude nay chifa it hon 1 mmol natri (23 mg) mBi vién, c6 nghfa 12 “khdng c6 natri”.

S/ DYNG THUDC CHO PHY NI €6 THAI VA CHO CON B0

Phu ni c6 thai

Bisoprolol ¢6 tac dung dugc Ij c6 thé gay ra tac dyng cé hai cho thai ky va/ hogc thai nhi/ tré
sg'sinh. Noi chung, thuaic chen thy thé beta - adrenergic lam giam tufi mau nhau thai, cé lién
quan d€n chdm phat trién, tif vong trong tif cung, sdy thai hodc chuyén da sém. Tac dung
phu (vi du nhu ha dubng huy&t va nhip tim chdm) co thé xAy ra 8 thai nhi va tré s sinh. N&u
diButri biing thudc chen thy thé beta - adrenergic 14 cn thigt, thudc dc ché chon loc betal la
thich hgp han.

Bisoprolol khong nén duge sif dung trong khi mang thai trif khi that sy cdn thigt. NEu digu trj
biing bisoprolol duge coi 14 cdn thift, en theo ddi luu lugng mAu tif cung va syf phat trién clia
thai nhi. Trong trubing hgp ¢6 anh huding ¢6 hai d&n thai ki hodc thai nhi, didu tr thay thg nén
dugc xem xét. Tré so sinh phai dugc theo ddi chat ché. Cac trigu chifng ha duting huyt va
nhip tim cham thuiing dugc dyf kign trong vang 3 ngay ddu tign.

Phu nif cho con b

Khong bigt thudc nay duge bai tist qua sta me. Do d6, cho con bd khong duge khuyEn cdo
trong khi diing bisoprolol.

ANH HUBNG COA THUBC LEN KHA NANG LAIXE, VAN HANH MAY MOC

Trong mot nghién cliu véi bénh nhan bénh mach vanh cho thdy bisoprolol khéng anh huling
08n kha nang I4i xe. Tuy nhién, do phan iing c6 thé xAy ra khac nhau & mi ¢4 thé nén khd
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ap tic dong 18n thdn kinh !rung ugng co thé lam trdm trong hen tinh trang suy tim do lam
gidm truang lyc giao cAm (gidm nhip tim va cong niing tim, gidn mach). Nging thudc dgt
ngdt, dac bigt néu trutic khi ngitng sif dung thudc chen beta, c6 the 1am tang nguy co “ting
huy&t ap héi img".

Cac k&t hop phéi than trong

Céc chat dbi khang calci loai dihydropyridin (nhu felodipin va amlodipin): khi ding dng thai
¢6 thé lam tang nguy co ha huygt ap va ting nguy co suy gidm chitc ning bom tam that &
bénh nhan suy tim.

C4c thude chdng loan nhip tim nhém 11l (nhu amiodaron): co &nh hudng dén thei gian din
truyén nhi that.

Cac thudc chen beta tac dyng tai chd (nhu thugc nhd mét didu tri ting nhan ap) c6 thé cd tac
dung hiép lyc vao tic dung toan than ciia bisoprolol.

Céc thudc cubing pho giao cdm: c6 thé 1am tang téc dung (o chE I&n thoi gian dan truyén nhi
that vA nguy co cham nhip tim khi st dung déng thai.

insulin va c4c thudc dai thio duding ding duing uding: lam ting tic dung ha dudng huygt.
C4c thudc (fc ché beta adrenergic co thé che I3p cac dau higu clia ha dubing huy8t.

Thudic gay mé: [am gidm phan xa nhip tim nhanh va lam tang nguy cd ha huyét ap.

C4c glycosid trg tim (digitalis): gidm nhip tim, tAng thdi gian dan truyén nhi that.

Cac thubc khang viém khéng steroid (NSAIDS): c6 thé lam gidm tac dung ha huyét ap ciia
bisoprolol.

Cac chat cuding giao cAm beta (nhu isoprenalin, dobutamin): sir dung chung véi bisoprolol c6
thé 1am gidm téc dung clia ¢ hai.

Cac thudc cubng giao cam hoat héa I2n ci thy thé alpha va beta adrenergic (nhu
noradrenalin, adrenalin): sif dung cling vdi bisoprolol ¢6 thé bbc 19 tac dung co mach qua thu
thé alpha ciia nhiing thudc nay din dén tang huyEt &p va 1am trdm trong hon chiing khip
khi€ng céch hoi. CAc tuong tac ndy thuting xay ra vdi cac chen beta khong chqn loc.

Sl dung d6ng thai véi cac thudc ha huy8tép ciing nhu cc thudc khac c6 kha nang lam ha
huy&t 4p (nhu thudic chang trdm cim ba vbng, barbiturat, phenothiazin) c6 thé lam tang nguy
ca ha huyét ap.

KBt hop cdn can nhic

Mefloguin: 1am tdng nguy cd chdm nhip tim.

Thubc (c ché monoamin oxidase (ngoai trif cdc chat ¢ ché MAO-B): lam tang tac dung ha
huy&t &p clia cc thudc chen beta, nhung uung c6 thé c6 nguy co con tang huyBtap.

TAC DYNG KHONG MONG MUGN COA THUBC

C4c tac dyng khong mong mudn dugc phan loai theo tdn s sau: Rat thudng gap (= 1/10);
thudng gap (= 1/ 100, < 1/ 10); khdng thubing gdp (= 1/ 1000, < 1/ 100); higm gap (= 1/
10000, < 1/ 1000); r&t hiém gap (< 1/ 10000), khong rd (khong thé udc tinh tir dif lidu c6
sén).

R0 loan tim

RAt thuting gap: nhip tim cham. Thuding gdp: tang sty tim. Khang thuting gap: réi loan din
truyén nh7that.

Xétnghiém

Higm gap: ting triglycerid, ting men gan (ALAT, ASAT).

Rdi loan hé thdn kinh

Thubng gap: chéng mat, nhifc ddu.

Hi&m gip: ngat.

RO Ioan mét

Higm: gidm nudc mat (cdn luuy n&u bénh nhan ding kinh sét trong).

R4t higm: viem két mac.

R Ioan lai va lai trong

Hi&m géip: rdi loan thinh gide.

RGiloan hd hép, ngue va trung that

itgap: co thit ph# quin & b&nh nhan hen phé quan hay co tién sif tdc nghn khi quén.

Higm: viém mii dj ing.

Rfiloantiéu hoa

Thuing gap: c4c r6i loan vé tiéu hda nhu budn ndn, non, tigu chay., tao bon.

R6iloan dava md dufida

Higm g&p: cac phin ing m&n cdm (ngira, dd da, phat ban va phit mach).

RAt hiém: rung t6c. Cac thudc chen beta c6 thé gay ra hay I2m ndng them bénh vy nén
hodc ban dé nhuvdy nén.

RO loan co' xuong va mo lién ket

Khong thuing gap: yéu co, vop bé.

Rdi loan mach mau

Thuing gap: cam thdy lanh hay t& cdng tay chan, ha huy8t ap.

Khéng thuting gap: ha huy&t ap thé ding.

R&i Ioan chung

Thubing g3p: suy nhugc, mét moi.

R Ioan gan mat

Hi€m gap: viem gan.

R loan hé sinh sdn va ngue

Higm gap: rdi loan cuong duang.

R@iIoan 1am than

Khang thuting gap: rdi loan gidc ngl, trdm cam.

Higm gap: 4 mong, 4o gidc.

Théng bao cho béc sT nhifng tic dung khéng mong mun gap phéi khi sif dung thudc.

QUA LIEU VA CACH XIf TRi

Trigu chitng qua ligu

Vi qué lidu (vi dy: ligu hang ngay 15 mg thay vi 7,5 mg), block nhi that do 111, nhip tim cham
va chéng mat da duge bdo cdo. Nhin chung, cac diu higu phd bign nhat duge du dodn khi
diing qua lidu thudc chen beta 12 nhip tim cham, ha huy&t 4p, co thit phe quin, suy tim cap
va ha dubing huy&t. Cho d&n nay, mdt sd truting hop qué lidu (t6i da: 2000 mg) bisoprolol da
dudc bao c4o & nhiing b&nh nhadn bj ting huyét &p va/ hodc bénh tim mach vanh c6 nhip tim
cham va/ hodc ha huy&t 4p; tat ¢d cde b8nh nhan déu binh phuc. C6 sy khac biét gilla cic ¢4
nhan vé do nhay v8i mdt lidu cao bisoprolol duy nht va bénh nhin suy tim c6 thé rat nhay
cam. Do do, bit budc phai bit ddu didu trj nhitlng bgnh nhan nay véi syt diéu chinh liéu ddn
ddn theo hudng dn trong phédn Cach dung, liéu ding.

CAch xii tri

NEu xay ra qua liu, nén ngiing diéu tr véi bisoprolol va tign hanh difu tri hd trg va diéu trj
triéu chifng. DT ligu han ché cho thay ring bisoprolol khé cd thé thim thau dugc. Dua trén
cac tic dung dugc 1y dy kign va cac khuy&n nghj ddi véi cac thuic chen beta khéc, céc bién
phap chung sau ddy nén dugc xem xét khi dugc bio dam vé mat lam sang.

Nhip tim cham: Tiém atropin tinh mach. N&u d4p iing khang ddy d, isoprenalin hodc thudc
khic cb dac tinh chronotropic dudng tinh ¢6 thé dude sit dung mot cAch than trong. Trong
mot s6 truting hop, co the cAn dat may tao nhip tim qua dubing finh mach.

Ha huy&t &p: Nén truyén dich finh mach va thudc van mach. Glucagen tiém finh mach cé thé
hiu ich.

Black nh that (dd Il hodc d 111): Bénh nhin cén dugc theo d3i va diéu tri cdn thin bing
truyén isoprenalin hodc d4t may tao nhip tim qua duiing tinh mach.

Suy tim cp tinh di&n bign nang hon : Diu trj bing thudc Igi tiéu tiém tinh mach, thudc co
bp, thudc gian mach.

Co thit ph& quan: Dung ligu phap gidn phe quan nhu isoprenalin, thudc cubng giao cam
beta2 va/ hodc aminophylin.

Ha dubng huyét: Didu trj bing glucose tigm finh mach.

DAG TINH DUGG LUC HOC

Nhém duge Iy: Thudc chen beta, chon loc. Ma ATC: CO7ABO7.

Co ch& hoat dGng

Bisoprolol 14 thuc chen chon lgc thy thé betal adrenergic nhung khang kich thich ndi sinh
va khong c6 tinh chdt dn djnh mang. Bisoprolol ¢ ai Iyc thap dGi véi thy thé beta2 trén co
tron ph# quan va mach mau cing nhu thy thé beta2 lign quan dn diéu hda chuyén hoa. Do
d6, bisoprolol nhin chung khang &nh huding 1&n trd khang dubng thd va céc tac dung lén
chuy&n hoa qua trung gian thy thé beta2. Dac tinh chon loc trén beta 1 clia thudc van ton tai
voi liéu vugt khdi khodng liéu didutr.

DAC TINH DUGC BONG HOC

H4p thu: Bisoprolol dugc hap thu va c6 sinh kha dung khodng 90% sau khi udng.

Phan b8 The tich phan b 12 3,5 L kg. Khodng 30% gan vdi protein huy8t tudng.

Chuy€n héa va thai trif

Bisoprolol dugc dao thai ra ki co thé theo hai con duing. 50% duge chuyén hoa qua gan
thanh cac chdt chuyén héa khong hoat déng, sau do dugc bai tiét qua than. 50% con lai dugc
d4o thai qua than dufi dang chua chuygn héa. D thanh thai toan phdn clia bisoprolol khoang
15 L/ h. Thili gian ban thai trong huy&t tuong tir 10 - 12 gits cd tac dung trong 24 gid sau khi
diing mdt 1An méi ngay.

Tinh tuy€n tinh

Dugc ddng hoe clia bisoprolol 12 tuy&n tinh va khdng phy thude vao tudi.

Cac dbii tugng d3c biét

VA syf dao thai dién ra & than va gan & mic do nhu nhau nén khang cdn diéu chinh liéu lugng
ddi véi bénh nhan suy gidm chilc nang gan hodc suy than. Dugc dong hoc & bénh nhan suy
tim man tinh 6n dinh vA suy gidm chic nang gan hodc than vin chua dugc nghién ciu. 0
b&nh nhdn suy tim man tinh (NYHA giai doan I1l), ndng dé bisoprolol trong huygt tuong cao
hon va thdli gian ban thai kéo dai han so véi nhiing ngubi tinh nguygn khde manh. Nang do 5
da trong huy8t tudng & trang théi 6n djnh 12 64 + 21 ng/ mL v6i liéuhang ngay 10 mg va thai
gian ban thaila 17 + 5 gidl.

QUY CACH DONG GOI: Hop 3 vix 10 vien nén bao phim.

HAN DUNG: 24 thdng ké tif ngay san xult.

DIEU KIEN BAD QUAN: Noi khd, nhiét d9 khong qué 30°C, trénh &nh sing.

TIEU GHUAN: TCGS.

Cd s6 s&n xudt:

CONG TY CO PHAN DUGC HAU GIANG - Chi nhanh nha may dugc pham DHG tai Hiu Giang
Lo B2 - B3, Khu cOng nghigp Tan Phi Thanh - giai doan 1, X Tan Phd Thanh, huyén Chéu Thanh A, tinh Hau Giang, Viét Nam

DT: (0293) 3953454 e Fax: (0293) 3953555

Mo thic méc v& sdn phim,
Xin vui long lién hg
| (© 0292.3893000
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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