TO HWUONG DAN SU DUNG

EU Thubc ké don -
Vién nén

ATBisoprolol“2.5

DE XA TAM TAY CUA TRE EM _

BOC KT HUIRONG DAN SUF DUNG TRUPO'C KHI DONG
MEU CAN THEM THONG TIN XIN HOL Y KIEN BAC Si
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN MHAN
THUGEC HAY CHI DUNG THEOD BOM THUGE cUA BAC 51

THAMH PHAN:

Hoat chét:

Ta duwgre: wira du 1 vién

{Mwicel 102, Matri starch ghycolat, Laciose, PVP K30, Mau 46 erythrosin,
M viing Lartrazin, Tale, Magnasd stearat, Aerosil).

DANG BAC CHE: Vién nén

MO TA SAN PHAM: Vign nén trn mau cam, mdt m3t ob vach ngang,
mdil mat cb chir AT '

CHi BINH:

Suy tim man tinh & dinh b vira dén ndng kém gidm chirc néng tam thu
that trii. C6 thé sir dyng cing win cac thubc e ché enzyme chuydn, ki
tidus vt vér cée glycoside trey Bm. Cac chi dinh nay do iy thube chuyén
khoa quyét dinh,

LIEU DUNG VA CACH DUNG:

- i ubng thude vio buli sdng vi o thé vlng cing Hay khiing cling
v bira &n.

- i dilbu kil trordre i dfidi tr v bisoprolol B

«+ Suy tim man tinh &n dinh méa khdng bi suy tim cp trong ving 6 tudn
trudre 8o

+ Khéng thay 38i phiromg thire didu trj chil yéu trong 2 tulin vira qua.
+ Eidiu tri i lidua 180w thusbe b ché enzyme chuyin (hodc cdic thubc
giin mach khae néu khing dung nap o thubt tre chilenzyma chuybn)
v thude ot tifu v cde thude w

- Vide didlu trj phai dio thy m.n;-anhrmilmmmmﬂ Bl tri
suy m man tinh &n dinh bling bisoprolal phai bilt dlu béng méd thixi gian
i chinh i, by duge tng dén theo so db sau;

+ Tudin 1: 1,25 mg x 1 Bingay, ndu dung nap duwoc 151, 1ang lidu ién.
+ Tudin 2; 2.5 mg » 1 Bningdy, ndu dung nap duge 184 Eng By .

+ Tudn 3: 3,75 mg x 1 Wningdy, ndu dung nap duge 184, tng lidu lén.
+ Tudn 4 - 7: 5 mg x 1 liningdy, ndu dung nap dugrc W, tang by lan.

& Tudin 8 - 11: 7,5 mg x 1 [An/ngay, ndu dung nap duge i, tang liku len,

+ Tudn 12: 10 mg x 1 lAn/ngay lﬂumdwui
Sau khi bdit ﬂ&umlliu tidn 1,25 mg, phai theo ddi nguréi h-Enh
yingr-d-gice (o bidd theo ddi huydt dp, i sd tim, di logn diin
n, cac diw hidu ning thém cia suy tim). Libu t8i da khuyéncao
1Dﬁ‘rgn.‘llil'lfngh5r
- Suy tim dn dinh man tinh thudmg phdi didu iri trong théd gian dii.
Khéng duge ngung didu tri 804 ngdt hay thay 8bi lidu ma khing hdi ¥
kikn bac sT vl didu nay cb thié lam suy tim ndng hon. Dac bist 14 bi vai
béni nhan thidu mdu tim cye b, khing ndn ngimg didu trj 30t ngdl. Néu
chin thidt phdi ngumg didu trj, ndn gidm lidu tir b,
- Sury gidm chirc nding thin hodc gan: Khbng cd théng tin vé dugc ding
hipe cia bisoprolol & BEnR NNAN Suy M man ko suy gilm chire nang
gan hodc than. mmlmu&mmmmmmmu&nmn
thdégn trong.
- Ngimg thude: Khiing nién ngimg thisde ot ngdt. N&nngm'-ﬂmuﬁcﬂhn
dénhﬁngnﬁuhg&nmmﬂu tudn.
ﬂmdnmmmm Mﬁnmﬂuvﬁmulhip
nhal cd

- Tréan dutd 12 kdi va thabu rign: Khdng ding do khong & ol i Bm sang.

CHONG CHI BINH: Q“

= Quzi mdin vivi bisoprolod

- Suy tim mét b, sbe tim, block nhl
xoang, biock xoang nhi, nhip tim cham
phit qudin nang hay bénh phii tic nghén
d4ng mach ngoai bidn va hii chimg R
bédso wra criim, ding chung i thubc e ché
CANH BAO VA THAN TRONG KHI DONG THUOC?
- Suy tim: Thubc chen beta o4 thé din dén suy gidm
Rirm v thaise Ay, Suy tim ming hom, Thube chi duoc ding
ﬁmyhsummlmmmumMIﬁsuHmm :
bén (thudc lgi tidu, digitalis, (e ché anzyme chuyén) dui su
chdl chi cilia bae o7 chuyén khoa.

= Wi pagundri mhmmmnﬁ;ﬁg&suyllm:ﬁy&cdﬁlmnluﬂm
elia cac thudc chen beta cd thit éfin dln suly lim, Khi od ede ddu Higy
hodc ity chimg dbu tién ca suy tim, cAn phai xem xét'vilc ngirmg
ding bisoproiol. Trong mdt 58 trurdmg hop, od thit Biép tue 1igu phap chen
beta trong khi diéu trj suy tim véi cac thubc khac.

- Ngimg dibu i it nogdt: Baw thilt ngire niing kn v frong mdt si turdmg
herp, nhdi méu cor tim hode loan nhip thit & ngudd bi bénh déng mach
viinh sau khi ngimg &t ngt thisdc chen beta. Do d6 ciin phil nhilc nhér
nhirng ngudd bénh ndy 1 khing duge ngimg ding thubc khi chwea b 1é
khuyen cia thdy thudc. Ngay ¢ wii ngudd bénh: chura’ i bénh - Shing
mach vanh, nén khuyén gidm dlin bisoprolol trong khodng mdt tuln
duréri sur theo ddi cdn than cia thiry thube. MU ede mdu chimg cal thude
iy ra, nn diing thode lal it nhittrong 1 thivi han,

-'Bénh mach ngoai bién: Cac thudc chen beta od thé [am trdm trong
thdm cdc trifu chimg clda suy dbng mach & ngudd bl vidm' the ddng
migch ngoal bién. Cén thin trgng 88 wii nhimg ngudd binh niy.

- Bénh co thit phd quén: Do tinh chilt chon loc twomg 88 beta 1, b thd
dimg thin trong bisoprolol & ngudi bénh cd binh oo thit phié qudn

,bdt ko thanh phiin néo coa thude.
@411 hogc 11, rdd logn it
ha huyét 4p quéa mie, han

khéing dap img holic khing thé dung nap v cac thudc dibu trj ching
ting huydt dp khiic. Vi tinh chon loc beta 1'khing adi, phiil dimg
lids bisoprolol thip nhit oo thé duore, v bt Alu vér libu 2.5 mg. Phii &b

sin méd thude chi win beta 2 (gifin phé quan).
- Gy mé va dai phdu thudt: Méu cin phdi Bép tye diduitr wi bisoprolol
g e phiu thuft, phaT S5c b than trong Khi dong the thade gy mé L
suy gidim chirc néing cor tim, nhur ether, cyclopropan va trichioroathylan.
- Déi thilo dutmg v ha glecose huydt: Sac thude chen beta b thé che
[Ap cic bidu hidn cla ha glucose huydt, ddc bigt nhip tim nhanh. Do tinh
chilt chon Igc twomg 841 beta 1, nén bisoprolal it [Am tEng mdvc glucose
huyét gay béi insulin va lam cham sy phyc bl cic nbing a8 glucose
huydt thanh. Tuy nhién cn phai céinh bao ngudd binh hay bi ha ghicoze
huyét, hodic ngudi binh dil thio dwdmg dang ding insulin hodic cac
thubc ha glucose huydt udng vk cdc khid ndng iy v phai ding
bisoprosol mQl céch thin irong.
- Nhidim 3o do tuydn gidp: Sy chen beta - adrenergic oo thé che 14p cic
déu By M sang cia tEng ndng tuyén giap, nhue nhip tim nhanh, Vide
rgrirng 61 ngt g phap chen beta oo I tréim trong tham cag tigu
chimg cia cudmg chirc nang tuydn gidp hodc b thé thic Ay xiy ra
com béo gidp.
Suycﬂmchfm néing thin va gan: Chn hidu chinh bbu bisoprolol mét
Tl v ngurexi éni gury théin hodc suy gan.
- Bisoprolol clin duge 50 dyng thdn rong trong ca¢ tnebmg hp sauw
Nghén nhi thit, com dau thét ngye prinzmetal, the ddng mach ngoal
bidn, gay mi.
- Kndng nén sir dyng cho biénh nhdn khing dung nap galactose, thity
hit Lapp lactase, rdi loan hip thu glucose - galactose.
= Té dungre chr Lartrazin, endheosin of nguy oo gdy phin img dj (g,
S0P DUNG THUOC CHO PHY NIF CO THAI VA CHO CON BO:
Phy nir cé thai:
= Bisoprotol oo thé gy ra cic e hal rén thal ki vahodc thal nhi. Nl
chung, cac thudc chen bala - adrenengic gidm fudd mdu nhau thad, o
lién quan dén chim phét tridn thai nhi, thai chit lvu - hode chuyin da
s, Cae the dung phy (vidy i b dudmg huyét va nhip tim chiim) ed
thilxfiy ra cho thai nhi v tré o sinh. Trirdre thér han sinh B 72 gite, phii
durgre chdim dirt @éu trj v bisoprolol: Tré sor sinh phai duge theo dbi
chat ché cac tidu ching clia ha dudmg huydt v nhip tim chim trong
vong 3 ngay dau tién.
- Vigc ding bisoprolol khiing duere khuydn cdo cho phu nir trang théd ky
mang thai. Chi ding bisoprolol cho phu nlr frong theh ki mang thai Adu
lri ich mang ddn km hom ngly ' co'ed thid xdy ra cho thal nhi v bénh



mhdn phii duege cinh bao cac e dung ngoai y hode didu i thay thé,
Phy nir cho con bl:

- Chira wic¢ dnh dirge bisoprolol of 'dugre bal Bét vao sia me khing.
Khiing diing bisoprolol cho phi nir dang cho con bd.

Aun:gcawscmruu&cmnmﬂnuﬁmxﬁve.u HANH
MAY :

Cac nghidn ctru trén bénh nhan mach vainh cho thiy bisoprolol khiing
&nh hurdmg déén kha ndng 140 xe clia b&nh nhédn. Tuy nhign, 8o phaning
o thil ¥y ra khac nhau & mii ca thé nién khd nding L xe vA win hanh
iy mée e thé b dnh hudmg. Cln luu § 0n kha nding nily khi bit dhu
b trj, khi thay 88 lidu cling nhur khi b wlng rrgl. Mt sb tic dy
khéing mong mudn cxia thube nhw mét mel, ching mé, nhire diu co
sy ra vi wiy clin than trong khi st dyng thudc,

TUONG TAC, TUONG KY CUA THUOC:

Twong the thude:

- Khéng dugc phii hop bisoprolol vdi cac thude chen beta khac.

- CAn phai theo ddi chat chié ngudd béni ding G thudc m tidu hag
HM.anﬂp@hﬂkW.ﬂﬂﬁW%ﬂhr
adrenargic lng hdm cd thi gly gidm qua moc hoal tinh giao cam.

- & nguti bénh duge dibu tr dbng thoi véi clonidin, ndu cln phai
ngimg diu irj thi nén ngimg ding bisoprokol nhidu ngay trudc khi
ngimg ding clonidin. o M

- Chn phai thin trong s dyng bisoprolol khi ding dbng thdi v céc
thuhe (e ché co bop oo im hode oc chié sur din truybn nhi - thdt, nhe
mdt sb thube 0 khdng calci, d3c bilt thude nham e
{verapamil) va benzathiazepine (ditiazem), hodc cac thude lagn
nihjp nhur disopyramide. .

- Sir dyng abng then rifampicin Bm ting sy théi i cba bisoprolal, Tuy
vy, thurimeg khong phai ditu chinh by ddu tén,

- Nguy cot phan (mg phén v&: Trong khi sir dyng céc thude chen beta,
nigLrdn bt o6 bénh si phan img phan wé nang vin cac dj ng khaic
nhau 6 thé phan (ng manh hom vin vige sir dung thudc nhac lal, do
tinh elr, do chdn dodn hodc do didu i, Nhimg ngudi bénh nhar viy cb
thié khing dap img véi cac libu epinephrin thuémg diing d& dibu tr cle
phén img di (mg.

- Cac thudc chbng vilbm khéng staroid (MSAIDSE CH the lam giam tic,

dung ha huyét 4p clia bisoprolol ;

- Céc thude chen beta - adrenergic co thié 1am ting ke dyng bm chim
nhip tim cia digouin

- Cimetidin, hydralazin ldm gidm chuydn hoa va gidm dbng méu dén
gan ndn ldm gidm s thai tn thube.

Tueng ky: Do khong co cac nghién e vé linh twang ky cla thude,
khing trdn ifn thude ndy win cic thubc kidc.

TAC DUNG KHONG MONG MUON (ADR): -
Bisopeolol durge dung nap 8t & phin Idm Agudi bénh. Phdn Iom cac tac
ding khang mang mudn & mire & nhe va nhal théd. T W ngudi bénh
phii ngimeg didd t do cic e dung khng mong muedn 1 3,3% a8 v
nguid banh ding biscprolol va 6.8% dbi vwii bénh nhan ding placebo.
R thudng gdp, ADR = 11D

- Bdi kaan tm mach: nhip tim chim (& bénh nhin suy tim man tink).
Thirdmag gip, 11100 € ADR < 1H0;

- Réi logn tim mach tinh trang suy tim ting niing (& bénh nhan suy tim
mman tinh), holic réi logn din triylin nhi thil.

- Rl logn mapch mau: cdm gidc kanh hodic 1 & bir chi, ha huyét ap dic
bist 1 & bisrh ribdn bi suy tim, T
- R logn hé thin kinh: chéng mat, nhirc diu.

- Réi loan tidu héa: rdi logn tidu héa nhir Budn ndn, ndn mim, idu chiy,
tiéo bén. ;

- Rbi logn chung: suy nhange (& bbb nhiin suy im man tink), mit moi.
It géip, 111,000 = ADR < 11100:

- Ribi logn thm thin: i logn gide ngd, trdm cam.

-Hb& hip, Bng ngut va trung thdt: co thit phé quan & bénh nhan hen
phé quén hodic cb tibn sir bnh dudmg hé hip the nghéin.

-Gy xuromg va méd Bén kit suy nhusgre co bip va chudt rit,

- Rl hoain chung: suy nhurge (& bénh nhéin Bing huydt 4p hodc dau St nguc)
Hidm gép, 1/10.000 5 ADR < 1/1.000:

- Rdi logn tAm thin: con &c mdng, 4o gidc.

- R logn hé than kinh: bit tinh,

- Fefbi bosn ik gidm B&t dich nudre médt (ndu ob mang kinh 58t ndng).
-Tai v thinh gidc: i logn thinh gisc,

- Hb hép, ngywc va trung that: vilm mdi dj dmg.

2

-Rdibangannﬁ:ﬂmgm.'é‘
- Bét thurémg két qud Xt nghidm: TR
Ling men gan (ALAT, ASAT) nhung

Rl hidm gap, ADR < 1/10.000; /’(/ h

+ Mt vidm két mac. /)

+ R egn dava md dudi da: phdn Omg qui v nigiira, phat ban)
i thé km trim trgng thitm bénh vdy nén hodic g h wily ndbn nhur
phél ban, nungloe.

THONG BAO NGAY CHO BAC S HOAC DUQC

UNG CO HAI GAP PHAI KHI SUDUNG THUOC. . /)
QUA LIEU VA GACH XU TRI: Ca
Qua libu: ! @)

- Céc déu hidu qua B3u: nhip tim cham, ha huyét 4p va Agd lim
néng, mé sdng, hbn mé, co gidt va ngimg hd hdp. Suy tim sung 3
co thit phé quan v gidm glucose huybt cd thé xay ra; dic bilit & ngudi
i b s#n chc bnh & céc oo quan Ry, ; .
Cachxirtr: - & ; .
- Mty £ qud W, phil ngimeg bisoprolol, diliu trj hd trgr v gy chime.
cAC DAC TINH DUFQIC LY:

Duge e hoe:

Mhdm degre i Thude chen beta 1 adrenengic cb chon lpe.

M ATC: COTABOT S

- Bisoprolol la thude phong bé chon lpc tnén receptor bala 1,- Adrenergic
{chdt chen beta téc dung chon loc trén tim). OF by diu b, thuds khéng
e hogt tinh kich thich thin kinh giao chm ndi tai hay lam &n dinh mang
té bdo. Thubc cb A lye thdp vl receptor beta 2 - adrenergic tén oo
trom phé qudn v mach méu cling nhur recapion bota 2 - adrenengic Ben
quan 8én Gifu hoa chuydn hia.

- Bing céch phong bé receptor beta & tim, bisoprolol im gidm dép Gng
vési hegt tinh cuémg glao cim adrenergic. Tac dung nay dlin dén gldm
nihip tim v gidim co thilt oo tirm v do 96 gidm tiéu thy oo & oo tim, By
14 téc dyng mong mudn trong dibu trj com dau thit ngurc.

- Trong diéi i) man tinh, bisoprolol m gidm sde cdn ngoal béén va con
durgre chi dinh trong tnrdmg hop suy im man tinh &n dinh vei by
diu ihdip. -

Dwrgre ding hpc: | L R e P S
- Bisoprodol hdp thu gén nhur hodn todn qua Gudmg tibu hda va chuyén
hia qua gan lan Jau i it do 36 sinh kha dyng cao (khodng 20°%).

Mbng 4% dinh trong huyét fuomg dat dugre trong vng 2 - 4 gil viri gid
trj tir 16 ng/mi 8én 70 ngiml twomg (mg v lidu 5 - 20 mg ding dudmg
udng. Thire an khdng lam anh hudng Sbn hilp thy thube.

- Knodng 30% bisoprokol len kit vin protein huydt iuong, This tich phin b6
I 3.5 Vg, Ther gian ban hily trong huyét uomg cdia thude iie 10 - 12 gidr.
- Thudc duge chuydn hia & gan va bai it trong nude tibu (khodng
501% churdi dang khong 98i v 50% dudi dang chét chuyén haa).

QuUY CACH BONG GOI:
- Hp 02 wi x 10 vién

= Hip 03 v x 10 vilin

- Hop 05 i x 10 vidn

- Hip 10 vi x 10 viftn

- Hip 1 chal x 30 vién

- Hip 1 chai x G0 vidn

- Hijp 1 chai x 100 vién

. BAO.QUAN: hotkhi réo, nhiét 45 khing qué 309G tranh anh sang.

HAN DUNG: 24 thang ké tir ngéy sin xudt.

TIEU CHUAN: TCCS .
A

AN THIEN PHARMA

CONG TY.CO PHAN DUN'C PHAM AN THIEN
314 Bang S, Prirtmg 5. Cudn 8, TR Hb Chi Mink

Sdn xudt i nha may: :
CONG TY CO PHAN DU'Q'C PHAM AN THIEN
L C16, Barémg 56 9, KCM Hidp Phude,
Huyén Nha Bé, TP HE Chi Minh

AN1310-LI05




