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SOCIAL RESPONSIBILITIES
COMPOSITION : Each tablet contains STORAGE : Keep in a dry place,
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TO HUONG DAN SU DUNG THUOC

Rx

Vién nén bao phim SAVI PROLOL 5
CONG THUC

- Bisoprolol fumarat
- Taduge viradi ... 1 vién
(Microcrystallin cellulose 102, lactose monohydrat, copovidon
VA 64, colloidal silicon dioxide, crospovidon CL, magnesi
stearat, polyethylen glycol 6000, titan dioxide, talc,
hydroxypropylmethyl cellulose 606, quinolin yellow, tartrazin
lake)

DANG BAO CHE: Vién nén bao phim.

DUQC LY & CO CHE TAC DUNG
Ddc tinh duoc luc hoc:
Bisoprolol 12 mjt thudc chen chon loc beta, (B1) nhung khéng céd
tinh chit 6n dinh mang va khong c6 tac dung gnéng than kinh
giao cam ndi tai khi dung trong pham vi liéu diéu tri. Véi lidu
thap, bisoprolol trc ché chon loc dép img véi kich thich adrenalin
bing céch canh tranh chen thy thé B adrenalin cua tim, nhung it
tac dung trén thy thé beta, (B,) adrenalin ciia co tron phé quén va
thanh mach. Véi liéu cao (thi du 20 mg hoic hcn) tinh chat chon
loc ciia bisoprolol trén thy thé B, thudng giam xudng va thudc s&
canh tranh (e ché c hai thy thé B, va p,.
Bisoprolol dugc dung dé diéu trj tang huyét 4p. Hidu qua cia
bisoprolol tuong duong véi cic thudc chen beta khac. Co ché tac
dung ha huyét ap cua blsoprolol c6 thé gdm nhimg yéu td sau:
Giam lwu lugng tim, @rc ché than giai phong renin va giam tac
dong cua than kinh  giao cam di tir céc trung tdm van mach Y nﬁo
Nhung tac dung ndi bét nhat cua bisoprolol 1a lam giam tin sé
tim, ca lic nghi 13n lic gang sirc. Bisoprolol lam giam luu lugng
cua tim lac nghi va khi géng sirc, kém theo it thay déi vé thé tich
méu tbng ra trong m3i nhat bép tim, va chi lam ting it ap lyc nhi
phai hofic 4p lye mao mach phdi bit lic nghi va luc ging sirc.
Trir khi c6 chéng chi dinh hoic ngum b¢nh khong dung nap
dugc, thude chen beta da dugc dung phéi hop véi cac thude trc
ché men chuyén, lgi tidu va glycosid trg tim dé dléu tri suy tim
do loan chirc nang thit trai, dé lam gidm suy tim tién trién. Tac
dung tét cua céc thube ch(;n beta trong diéu trj suy tim man sung
huyét duge cho chu yeu la do wc chg céc tac dong cua hé thin
kinh giao cam. Dung thudc chen beta lau dai, ciing nhu cac thudc
trc ché men chuyén ddi, c6 thé 1am giam céc tridu chimg suy tim
va cai lhlén tinh trang 1am sang cta ngudi bj suy tim man. Cac
tac dung t6t nay da duge chimg minh & ngudi dang dung mét
thudc trc ché men chuyén cho thay trc ché phdi hgp hé théng
renin-angiotensin va h¢ thin kinh giao cam 1a céc téc dung cjng.
Ddc tinh a’u'ac dgng hoc:
Bisoprolol hau nhu dugc hip thu hoan toan qua dudng tiéu hod.
Va chi qua chuyén hod budc diu rit it nén sinh kha dung qua
duong udng khoang 90%. Sau khi udng, ndng do dinh trong
huyét tuong dat duge tir 2 - 4 gid. Khoang 30% thudc gin vao
protein huyét tuong. Thirc in khong anh hudng dén hap thu cia
thudc. Nira doi thai trir & huyét twong tir 10 dén 12 gio.
Blsoprolol hoa tan vira phai trong lipid. Thudc chuyén hoa & gan
va bai tiét trong nudc tiéu, khoang 50% dudi dang khong ddi va
50% duti dang chét chuyén hoa.

ngudi cao tudi, nira doi dao thai trong huyét tuong hoi kéo dai
hon so voi ngudi tré tudi, tuy ndng do trung binh trong huyét
tuong ¢ trang thai 6n dinh tang Ién, nhung khong c6 su khac nhau
c6 y nghia vé mirc dd tich luy bisoprolol gitra nguoi tré tudi va
ngudi cao tudi.
6] ngubi ¢6 hé sé thanh thai creatinin dudi 40 ml/phut, nira doi
huyét tuong tang gap khoang 3 1dn so véi ngudi binh thuomg.
O ngudi xo gan, tdc dd thai trir bisoprolol thay ddi nhiéu hon va
thép hon c6 y nghia so v&i ngudi binh thuong (8,3 - 21,7 gid).

CHI PINH

Tang huyét ap.

Dau thit ngyc.

Suy tim man tinh n dinh, tir vira dén nang, kém giam chirc nang
tam thu thét trdi sir dung ciing v6i céc thude irc ché men chuyén,
lgi tiéu, va c6 thé véi glycosid trg tim. Chi dinh nay do thiy
thudc chuyén khoa.

LIEU LUQNG VA CACH DUNG

Cdch ding:
Bisoprolol fumarat dugc dung theo dudng udng. Su hép thu
thudc qua dudmg tiéu hoa khong bj anh hudng bai thirc an.

Liéu lwgng:

Liéu lugng ciia Bisoprolol fumarat phai dugc x4c dinh cho timg
ngudi bénh va dugc higu chinh tuy theo dap {mg cua b¢nh va sy
dung nap cia ngudi bénh, thudng cach nhau 1l.nhal 2 tuan,

ggg‘zl 16m :

Dé diéu trj ting huyét 4p va dau thit nguc & ngudi 16, liéu dau
tién thuong dung 12 2,5 - 5 mg, mét lan mdi ngay. Vi tinh chon
loc chen beta; (B,) . adrenergic cua Bisoprolol fumarat khong
tuyét ddi (tinh chon loc gidm xubng khi tang lidu), phai dung
thudc thén trong cho bénh nhan c6 bénh co that phé quén, va bat
dau diu trj voi lidu 2,5 mg, mét 1an m3i ngay. Lidu bat diu giam
b(n nhu vy ciing c6 thé thich hgp véi céc ngudi bénh khac.
Néu liéu 5 mg khong c6 hléu qua diéu tri diy du, c6 thé tang liéu
én 10 mg, va sau do, néu can , c6 thé ting din lidu dugc dung
nap t6i murc t6i da 20 mg, mot lén mdi ngay.

Piéu tri suy tim man on dinh:

Ngudi bénh bj suy tim man phai én dinh, khéng cO d(n cép tinh
trong vong 6 tudn va phai dugc diéu trj bing mot thubc e ché
men chuyén véi liéu thich hgp (hogic véi mot thube gian mach
khic trong trudong hop khong dung nap thudc ¢ ché men
chuyen) va mit thu6c loi ueu va/hoac ¢6 khi vai mdt dlgltalls

trude khi cho dlcu trj blsoprolol Piéu tri khong duge thay ddi
nhiéu trong 2 tudn cudi trudce khi dung bisoprolol.

Viéc diéu trj phai do 1 thay thudc chuyen khoa tim mauh theo
doi. Piéu trj suy tim man dn dinh bang bisoprolol phai bat diu
bing 1 thoi gian diéu chinh liéu, lidu dugc tang dan theo so dd
sau:

- 1,25 mg/1 lan/ngay (uéng vao budi sang) trong 1 tuin,

Néu dung nap dugc, tang lidu:

-2,5mg/l lan/ngéy trong 1 tudn, néu dung nap dugc tét, ting lén:

-5 mg/l Ién/ngay trong 4 tudn sau; néu dung nap dugc tot, ting
1én:

-7,5 mg/l lAn/ngay trong 4 tudn sau;

néu dung nap dugc tét, tang lén:

- 10 mg/1 lan/ngziy dé didu tn duy tri.

Sau khi bat ddu cho liéu dau tién 1,25 mg, phai theo dbl ngudi
bénh trong vong 4 gid (dic bigt theo ddi huyet ap, tan sb tim, ri
loan dan truyén, cic d4u higu suy tim niing Ién).

Liéu toi da khuyén cdo: 10 mg/1 lan/ngay.

Liéu diéu chinh khong phai theo dép ng lam sang ma theo mirc
do dung nap dugc thude dé di dén liéu dich. mot ) nguoi bcnh
¢6 thé xudt hién cac tac dung phy, nén khong thé dat dugc liéu téi
da khuyen cho. Néu cin, phai giam liéu dan dan Trong truong
hop cén thiét, phai ngimg diéu tri, rdi lai tiép tuc didu trj lai.

Trong thoi gian diéu chinh liéu, khi suy tim ning Ién hogc khong
dung nap thudc, phai giam liéu, tham chi phai ngimg ngay diéu
tri néu can (ha huyét 4p nang, suy tim nang lén kém theo phi
pho: cdp, sbc tim, nhip tim chdm hoc bloc nhi- -thdt).

Diéu tri suy tim man On dinh bang blsoprolol 1a 1 diéu trj 1au dai,
khong duge ngimg dot ngdt, c6 thé lam suy tim ning &n. Néu
cdn ngimg, phai giam liéu ddn, chia li¢u ra 1 nira mdi tuan

Suy than hoiic suy gan & ngudi suy tim man; chua co s6 ligu vé
dugc dong hoc. Phai hét strc than trong ting lidu & ngudi b¢nh
nay.

Ngudi cao tudi: Khong cin phai diéu chinh lidu.

Tré em: Chua c6 s6 ligu. Khong khuyén céo dung cho tré em,

Thong bdo cho Bdc st nhivng tdc dung khong mong muin
gap phai khi sir dung thudc.

CHONG CHI PINH

Bisoprolol chéng chi dinh & bénh nhan c6 soc do tim, suy tim
cép, suy tim chua kiém soat duge bing diéu trj nén, suy tim do I11

nang hodc dg IV, bloc nhi - thét d¢ hai hoic ba, va nhip tim cham

xoang (dudi 60 /phut trude khi diéu tri), bénh nat xoang, hen

nang hodic bénh phdi - phé quan man tinh tic nghén ning.

Hoi chimg Reynaud nang. Min cam voi blsoprolol u tuy thugng

thédn (u té bao ua crdm) khi chua dugc diéu tri.
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THAN TRONG KHI DUNG THUOC

Suy tim

Kich thich giao cam 1a mdt thanh phan cén thiét hd trg chirc ning
tudn hoan trong giai doan bét dau suy tim sung huyét, va sy chen-
beta c6 thé din dén suy giam thém co bop ciia co tim va thic diy
suy tim nang hon. Tuy nhlén & mot s6 ngudi bénh ¢6 suy tim
sung huyét con bu c6 thé can phai ding thudc nay. Trong truong
hop nay, phai ding thudc mot céch than trong. Thudc chi dugc
dung thém vao khi da c6 didu trj suy tim v6i cac thubc co ban
(thudc lgi tiéu, digitalis, irc ché men chuyén) dudi sy kiém soét
chiit ché cua bac st chuyén khoa.

Véi bénh nhdn khéng cé bénh sir suy tim:

Su trc ché lién tyc co tim cua céc thudc chen - beta c6 thé 1am
cho suy tim. Khi c6 céc ddu higu hoic trig¢u chimg dau tién cia
suy tim, cAn phai xem xét viéc ngimg dung bisoprolol. Trong
mdt s trudmg hop, c6 thé tiép tuc liéu phép chen - beta trong khi
diéu trj suy tim véi cac thudc khéc.

Ngimg diéu tri djt ngt:

Dau thit nguc ning Ién va, trong mjt s6 truomg hop, nhdi mau co
tim hoZc loan nhip thit & ngudi bj bénh ddng mach vanh sau khi
ngimg dot ngot thudc chen-beta. Do d6 cin phai nhic nh& nhimg
ngudi bénh ndy 1a khong dugc ngimg dung thudc khi chura ¢6 15i
khuyén ciia thy thudc. Ngay ca voi ngu&n bénh chua rd bénh
dong mach vanh, nén khuyén giam din b:soprolol trong khodng
mot tudn duéi sy theo ddi cdn than ciia thiy thude. Néu céc triéu
chimg cai thubc xay ra, nén ding thudc lai it nhit trong mot thoi
han.

Bénh mach ngoai bién:

Cac thubc chen - beta c6 thé lam trdm trong thém céc trigu
chimg cuia suy dong mach & ngudi bi viém téc dong mach ngoai
bién. Cin than trong ddi voi cac bénh nhén nay.

Bénh co thit phé quan:

N6i chung, bénh nhan ¢6 bénh co thit phé quan khong dugc dung
c4c thubc chen - beta. Tuy vy, do tinh chit chon loc tuong dbi
beta, (B)), c6 thé dung thén trong bisoprolol & ngudi bénh co
bénh co thit phé quan khong dap tmg véi hoic khong thé dung
nap v6i didu trj chéng tang huyét ap khac. Vi tinh chon loc B,
khong tuyét ddi, phai dung liéu bisoprolol thip nhit c6 thé dugc,
va bat dau véi licu 2,5 mg. Phai cé san m¢t thuoc chi véan beta,
(gidn phé quan).

Gdy mé va dai phdu thudt:

Néu cén phai tiép tuc diéu trj véi bisoprolol gén lic phiu thuat,
phai diic biét than trong khi dung cac thudc gdy mé lam suy giam
chirc nang co tim, nhu ether, cyclopropan va tricloroethylen.

Dai thdo duong va ha glucose huyét

Céc thubc chen beta c6 thé che Iip cac biéu hién cia ha glucose
huyet diic biét nhip tim nhanh. Céc thudc chen beta khong chon
loc ¢6 thé 1am ting muc ha glucose huyét gay béi insulin va lam
chém sy phuc hoi cac néng do glucose huyét thanh. Do tinh chit
chon loc betay, diéu nay it c6 kha ning xay ra véi bisoprolol. Tuy
nhién cén phai canh bao bénh nhan hay bi ha glucose huyct hoac
bénh nhan dai thao duomg dang dung insulin hodc cac thudc ha
glucose huyét udng vé cac kha nang nay, va phai ding bisoprolol
mdt cach théan trong.

Nhiém dgc do tuyén gidp:

Su chen beta-adrenergic c6 thé che 14p cac ddu hiéu 1am sang cuia
tang ning tuyén giap, nhu nhip um nhanh. Vi¢c ngimg djt ngdt
ligu phép chen beta co thc lam trdm trong thém céc tri¢u chimg
clia cudng chire ning tuyén giap hoic c6 thé thic ddy xay ra con
bdo giap.

Suy gidm chire nang thdn va gan:
Cin higu chinh liéu bisoprolol mdt cach cin than ddi voi bénh
nhén suy than hoéc suy gan.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG
TUONG TAC KHAC

Khong dugc phdi hop bisoprolol voi cac thudc chen beta khac.
Cén phai theo ddi chit ch& ngudi bénh dung cic thudc 1am tiéu
hao catecholamin, nhu reserpin hoic guanethldm vi tic dung
chen beta - adrenergic tang thém c6 thé gdy gidm quéa mirc hoat
tinh giao cam. 6] ngudi bgnh duge diéu trj dong thoi véi clonidin,
néu can phai ngimg diéu tri thi nén ngimg ding bisoprolol nhiéu
ngay trude khi ngimg dung clonidin.

Cén phéi than trong sir dung bisoprolol khi dung ddng thoi voi
céc thude irc ché co bop co tim hogc e ché sy din truyén nhi-
that, nhu mot sé thude déi khdng calci, d4c biét thudc cac nhém
phenylalkylamm (verapamil) va benzothiazepin (diltiazem), hoic
céc thudc chéng loan nhip, nhur disopyramid.

Viéc sir dung dc‘mg thoi rifampicin 1am tang sy thanh thai chuyén
ho4 bisoprolol, din dén rut ngan nira doi thai trir cua bisoprolol.
Tuy vdy, thudng khong phai diéu chinh lidu dau tién.

Nguy co phan (g phan vé: Trong khi sir dung cac thuéc chen
beta, ngudi bé¢nh c6 bénh sir phan img phan vé niing véi céc dj
nguyén khac nhau c6 thé phan mg manh hon véi VIéc sir dung
thudc nhic lai, do tinh cd, do chdn doén hoic do dleu tri. Nhimg
bénh nhén nhu vay c6 thé khong dap tmg véi céc lidu epinephrin
thuong ding dé diéu trj cac phan tmg dj (mg.

SUDUNG CHO PHY NU' CO THAI VA CHO CON BU

Thoi ky mang thai

Chi dung bisoprolol cho phu nir trong thi ky mang thai néu kha
nang lgi fch bién minh dugc cho nguy co c6 thé xdy ra cho thai.
Thai ky cho con bi

Khéng biét bisoprolol ¢6 duqc bai tiét vao sira ngudi hay khong.
Vi nhiéu thudc dugc bai tiét vao sira ngudi, cAn phai than trong
khi dung bisoprolol cho phu nir dang trong thdi ky cho con b.

TAC DUNG KHONG MONG MUON CUA THUOC

Bisoprolol dugc dung nap tét & phdn 16n ngudi bénh. Phan lon
céc tac dung khéng mong mudn & mirc d nhe va nhit thoi. Ty 18
ngudi bénh phai ngimg diéu trj do céc tic dung khong mong
mubdn 1a 3,3% déi voi ngudi bénh dang bisoprolol va 6,8% dbi
v6i bénh nhan dung placebo.

Phé bién, ADR > 1/10
Tim mach : nhip tim cham

Thuong gap, ADR > 1/100

Hb hép: Viém mii.

Chung: Suy nhugc, mét moi.

Tim mach : tinh trang suy tim x4u di

Thén kinh : chéng mit, nhirc dau.

Tiéu ho4 : budn ndn, ndn mira, tiéu chay, téo bon.
Mach mau: cam giac lanh hogc té & tir chi, ha huyét ap.

It gap, 171000 < ADR < 1/100

H¢ TKTW: Giam cam giac, kho nga.

Tiéu hoa: Budn nén.

H6 hip: Kho thg.

Chung: Dau ngyrc, phu ngoai bién.

Tim mach: Réi loan din truyén nat nhi thét.

H6 hip, nguc va trung thét : co thit phé quan & bénh nhan hen
phé quan hoc c6 tién sir bénh tic nghen duong tho.

Co xuong khép va mo lign két : Pau khop, suy nhugc co bip va
chuol rat.

Huyét hoc : ha huyét ap thé dimg.

Tam thén : réi loan gidc ngu, trdm cam.

Hiém gap, 1/10.000 < ADR < 1/1.000

Chuyén hoéa : tang triglycerid, ting men gan (ALAT, ASAT).
Hg¢ than kinh TW : bt tinh

Thij gidc : giam chay nudc mét (néu dung kinh &p trong).

Thinh gidc va mé cung : khiém thinh.

Ho hép, nguc va trung thit : viem mii dj img.

Da va mo dudi da : phan img qua min (ng(ra, tudn ra, phat ban).
Gan mdt : viém gan.

Tam thin: gip 4c mong, 4o gidc.

Rdt hiém gdp, ADR < 1/10.000

Thi gidc : viém két mac.

Da va mo dudi da : thuoc chcn beta co thé kich dong hozic lam
trim trong thém bénh vy nén ho#ic gdy ra tinh trang giéng nhu
bénh vy nén (phét ban, rung toc).

Hudng ddn cach xir tri ADR
Khi xdy ra ADR véi céc biéu hign trén, co thé xir tri nhu cac

trudng hop cua trigu chimg qua lidu (xem muc: Qud liéu va xir

tri).

QUA LIEU VA XU TRI

C6 mot sb truomg hop qua liu véi Bisoprolol fumarat da dugce
thong bao (t01 da: 2000 mg). Da quan st thdy nhip tim chim v&/
hozic ha huyét ap. Trong mot sb truong hop, da dung cac thude
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tic dung gidng than kinh giao cam va tét ca ngudi bénh da hdi
Céc déu higu qua lidu do thudc chen beta gdm c6 nhip tim cham,

ha huyét 4p va ngi lim, va néu ning, mé sang, hon mé, co gidt va

TRACH NHIEM TRON VEN

ngimg ho hép. Suy tim sung huyét, co that phé quan va giam Dé xa tim tay ciia tré em.

glucose huyét c6 thé xay ra, dic biét & ngudi da c6 sin céc bénh Doc kj hudng dan sir dung trudc khi ditng.

& cAc co quan ndy. Néu cin thém théng tin, xin héi y kién Bdc si.
Néu xay ra qué lidu, phai ngimg bisoprolol va diéu trj h3 trg va

trigu chimg. C6 mot s6 it dix ligu goi y Bisoprolol fumarat khong San xuit tai : "

thé b thim tach. CTY CO PHAN DUQC PHAM SAVI (SaWiphan )
Nhip tim chdm: Tiém tinh mach atropin. Néu dap img khong diy L6 Z.01-02-03a KCN trong

du, c6 thé dung than trong isoproterenol hoic mét thude khac ¢6 Minh.

tac dung 1am tang nhip tim. Trong mét sé truomg hep, dat may Di¢n thoai : (84.8) 37700144-142

tao nhip tim tam thdi dé kich thich tang nhip. Fax : (84.8) 37700145

Ha huyét dp: Truyén dich tinh mach va dung céc thudc tang
huyét ap. C6 thé dang glucagon tiém tinh mach.

Bléc tim (46 hai hozc ba): Theo ddi cAn than bénh nhén va tiém
lruyén isoproterenol hodc dit may tao nhip tim, néu thich hop.
Suy tim sung huyét: Thyc hién bién phap thong thuong (ding
digitalis, thudc lgi tiéu, thudc 1am ting lyc co co, thudc gidn
mach).

Co thit phé quan: Ding mot thubc gian phé quan nhu
isoproterenol va/hogic aminophyllin.

Ha glucose huyét: Tiém tinh mach glucose.

DONG GOI:

BAO QUAN: Noi kho, nhiét d khong qua 30°C. Tranh 4nh
sing. ;

TIEU CHUAN AP DUNG: Tiéu chudn co sd.

HAN DUNG: 36 thang ké tir ngay sin xuat.

Tp. HCM, ngayo!ll thang {0 nam 2015

ONG GIAM POC “
5IAM DOC (KH - CN) 4~ .




