Tai liéu thong tin cho Canbo Y té

bisoprolol md gay. Diu tri n dinh: Phac do suy tim gom cd cac y angiotensir

beta, thudc loi tiéu va véi céc glycoside trg tim khi thich hgp. Diéu tri suy tim man 6n dinh vdi bisoprolol dugc khdi dau y 21,25 mg bis
motlan/ngay *, néudung nap tét tangén. Tuan 2: 2,5 mg bisoprolol mgt lan/ngay, néu dung nap tét tang Ién. Tuan 3: 3,75 mg bisoprolol mét [an/ngay *, néu dung nap tot
tanglén. Tudn4—7: 5mgbisoprolol motldn/ngay, néudung nap tét tanglén. Tudin8—11: 7,5 mg bisoprolol mdtlan/ngay, Néudungnaptéttanglén. Tudn 12 vasaudo: 10
mg bisoprolol mdt lan/ngay nhu liéu duy tri. *Concor® 5mg khdng thich hop cho viéc sir dung & muic liéu nay, nén dung Concor® ham lugng thap hon cd san. Liéu khuyén céo toi
da la 10 mg bisoprolol mét [an mdi ngay. Thay ddi diéu tri: Trong giai doan chinh liéu hodc sau d6, néu xay ra suy tim nang hon thodng qua, ha huyét ap hay cham nhip tim,
khuyén cdo nén xem xét lai liéu clia céc thudc dang st dung dong thoi. Giam liéu Bisoprolol tam thai hodc xem xét ngung diéu trj Bisoprolol khi can thiét. Luon nén cén nhac bat
dau st dung lai Bisoprolol va/hodc tang liéu khi bénh nhan 6n dinh tré lai. Thei gian diéu tri cho tat ca cac chi dinh: Thudng la diéu tri lau dai. Khéng dugc ngung diéu tri
dotngot hay thay d6i liéu ma khang héi y ki€n bacsi. Néu can thiét phai ngung diéu tri, nén giam liéu tutlr. Cactruong hop dac biét: Suy than hay suy gan:  Diéutritdng
huyét dp hay bénh mach vanh: khong can diéu chinh liéu d6i vdi bénh nhan suy chiic nang gan hay than muic d nhe dén trung binh. Dai vdi bénh nhan suy than nang (d0 thanh
thdi creatinine < 20 ml/phit) va suy gan néng khéng duoc vuot qua liéu 10 mg bisoprolol méi ngay. - Hiéu tri suy tim mén on dinh: Viéc xac dinh liéu cho cac truong hop nay can
hét stic than trong. Ngu@i gia: Khong can diéu chinh liéu. Tré em: Khdng khuyén cao stt dung Concor® 5mg cho tré em. Cach diing: Concor® 5mg nén st dung vao budi séng,
kem hay khong kém thitc an. Nu6t nguyén vién thudc véi nudc, khong dugc nhai. CHONG CHIDINH: - Suy tim cap hoic céc giai doan suy tim mét b, - Shock do tim, « Block nhi
that dd Il hay do 11l khéng cd mdy tao nhip, - Hoi chiing suy niit xoang, - Block xoang nhi, - Nhip tim chdm, gay ra triéu ching thuc thé, - Huyét ap thap, gay ra triéu chiing thuc thé, -
Hen phé quan nang, - Thé nang clia bénh tac dong mach ngoai bién hay hdi chiing Raynaud, - U tuyén thugng thén chua diéu tri, - Toan chuyén hoa, - Man cdm véi 4t i thanh
phan nao cta thudc. LUV Y VA THAN TRONG: - Tiéu dutng c6 muc dudng huyét thay d6i bat thudng: cactriéu chiing rd rét cila chiing ha duong huyét - Nhifi 3naghiém ngat, -
Dang diéu tri di tng, - Block nhi that d |, - Rdi loan luu lugng mau trong bénh mach vanh do co that mach, - Bénh tac nghén dong mach ngoai bién, - €6 tién st bemhway nén. Hé
hé hdp:tranh sttdung & cac bénh nhan bj bénh tac nghén dudng thé, trirkhi 6 cacly do 1dm sang bt budc cén st dung. Cac truong hop hen phé quan hay cac bénh tac nghén phoi
mantinh, can ddng thoi diéu tri gian phé quan. Cdcphdn tng dj img: Cac thudc chen B, cd thé lam tang tinh nhay cdm ddi vdi cac cht gay di ing. Gdy mé ting qudf,’@(;iu thudc
chen B gitip gidm nguy co'loan nhip tim va thiéu méau cuc bd cotim trong giai doan dn mé, dat ndi khi quan va trong giai doan hau phau. Hién nay dang khuyér}fiﬁo néf duy tri
thudc chen B trong giai doan chu phau. Bac si gay mé phai dugc thong béo trong trudng hop bénh nhan can gy mé ¢6 st dung thuac chen B do nguy co tugng téc vdigc thudc
khac. Néu can thiét phai ngung sit dung thudc chen B trudic khi giai phau, nén giam liéu dan dan va két thiic 48h trudc khi gy mé. U té bao ua crom: § bénh phan ut
than (ut€bao ua crdm), chinén strdung Concor® 5mg sau khi phong tda thu thé a. Nhiém ddc tuyén gidp: Cac triéu chiing cia cudng chic néng tuyén giap (nhim
cd thé bj che dau. Cdc trutng hop déc biét: Chua 6 kinh nghiém ddy dd cho bénh nhén suy tim kém tiéu duong type | 1€ thudcinsulin, suy chiic nérE than, ganadffg, bénh cotim
han ché, bénh tim bam sinh hay bénh van tim thuc thé 6 lién quan dén huyét dong luc. TACDUNG TREN KHA NANG LAIXE VA VAN HANH MAY MOC: Bisoprolol khdng anh
hung dén kha nang ldi xe ctiabénh nhan. €O THAI VA CHO CON BU: Chinén st dung Concor® 5mg sau khi béc si da can nhac ky gitta loi ich va nguy co cd thé xay ra. Khdng chi
dinh dung Concor® 5mg cho phu nif cho con bu. TACDUNG PHU: Rét thuting gap: cham nhip tim (d6i véi bénh nhan suy tim man). Thudng gap: tang suy tim (d6i vdi bénh nhan
suy tim man), chéng mat, nhiic ddu, budn nén, non, tiéu chay, to bon, cdm thay lanh hay té congtay chan, ha huyét &p, hen suyén, mét méi. It gap: réi loan dan truyén nhi thét;
cham nhip tim, tang suy tim, co thét phé quan & bénh nhan hen phé quan hay c6 tién st tac nghén khi quan, yéu co, vop bé, hen suyén, trdm cam, rdi loan gidc ngu. Hiém gép:
tang triglycerides, tang men gan (ALAT, ASAT), giam nuc mét, réi loan thinh gidc, viém mili di ing, cic phén ting man cdm, viém gan, réi loan cudng duong, dcmong, do gidc. Rat
hiém gap: viém két mac, rung toc, lam nang thém bénh véy nén hoac ban d6. TUONG TAC: Két hgp khang nén diing: Diéu tri suy tim man n dinh: Cc thudc chong loan nhip
tim nhom | (nhu quinidin, disopyramid, lidocain, phenytoin; flecainid, propafenon). Cho tt ca cac chi dinh: Cac chat d6i khang Calci kiéu verapamil va diltiazem c6 thé lam giam
tinh co that co tim va lam cham dén truyén xung luc nhi thét khi dung chung véi Concor® 5mg. Cac thudc ha huyét ap cd tac dung trung tam (nhu clonidin, methyldopa,
moxonodin, rilmenidin). K&t hop phai than trong: Diéu tri tang huyét ap va bénh mach vanh: Cac thudc chéng loan nhip tim nhém 1. Cho tét ca cac chi dinh: G cht ddi khang
Calci kiéu dihydropyridin (nhu nifedipin) c6 thé lam tang nquy co ha huyét ap khi dung chung véi Concor® 5mg. Cac thudc chdng loan nhip tim nhém 11 (nhu amiodaron) ¢6 thé
lam tang téc dung tic ché ctia Concor® 5mag trén dan truyén xung luc nhi that. Cic thudc cuong phd giao cdm cd thé lam tang tac dung tc ché 1én dan truyén xung luc nhi that va
nguy cd cham nhip tim khi dung chung vdi Concor® 5mg. Tac dung gidm glucose huyét ctia insulin va cac thudc tiéu duong dung dudng udng cé thé tang én. Cic thudc gay mé cé
thé lam tang nguy co tic ché tim ctia Concor® 5mg, dan dén ha huyét ap. Céc glycoside tim {digitalis) cd thé lam tang thoi gian dan truyén xung dong va vi thé lam giam nhip tim
khi dung chung véi Concor® 5mg. Céc thudc khang viém khéng steroid (NSAIDs) c6 thé lam gidm téc dung ha huyét ap cia Concor® 5mg. Cac chét cudng giao cdm B (nhu
isoprenalin, dobutamin) sit dung chung véi Concor® 5mg c6 thé lam giam téc dung clia ca hai. Su két hop giiia Cencor® Smg va chdt cudng giao cam hoat hoa cé thu thé B va a
(nhu noradrenalin, adrenalin) ¢6 thé lam tang tac dung co mach gidn tiép qua thu thé a clia cc thudc nay lam tang huyét &p va trém trong hon ching khap khiéng céch hoi. Cc
tuong tc nay thutmng xdy ra véi cac chen 8 khong chon loc. Két hop can can nhac: Mefloguine: 6 thé lam tang nguy co cham nhip tim. Thudc tic ché Monoamine oxidase (ngoai
trir IMAO-B): c6 thé lam tang tc dung ha huyét ap clia cac thudc chen B. Ciing ¢6 thé c6 nquy co téing huyét ap dot ngot. Rifampicin: ¢6 thé lam gidm nhe thai gian bén hiy cia
Bisoprolol do kich thich enzym chuyén héa thuéc qua gan. Dan chat Ergotamin: Taing réi loan tusn hoan ngoai vi. QUA LIEU: Cic diu hiéu thutng gap gom cham nhip tim, tut
huyét p, suy tim c&p, ha duong huyét va co thét phé quan. Trudng hop nghi nger qua liéu, phai théng béo ngay cho biacsi. BAO QUAN: Bdo quan khong qua 30°C.*Dé xa tam tay 2
tréem. HAN DUNG: 36 thang ké tirngay san xudt. TIEU CHUAN: Tiéu chudn nha sén xut. TRINH BAY: Hop 3 vix 10 vién nén bao phim. SAN XUAT: Merck KGaA, Frankfurter =
StraBe 250, 64293 Darmstadt, Diic. DONG GOI: Merck KGaA & Co., Werk Spittal, Hoesslgasse 20, 9800 Spittal/ Drau, Ao. PHAN PHOI: Cong ty (6 Phan Dugc LiéuTrung Uong Il. =
24NguyénThiNghia, Q.1, TRHCM. VPDD tai TP. HCM: Lau 9, toa nha Centre Point, 106 Nguyén VanTroi, Q. Phti Nhuan - Tel: 08 38420 100 - Fax: 08 38420 130. VPDD tai Ha
N@i: Lau 10, Capital Tower, 109Tran Hung Dao, Q. Hoan Kiém . Tel: 043974 8860 - Fax: 0439748861

(*) €0 kem suy giam chifc nang tam thu that trai két hop vdi thudc tic ché men chuyén , thudc loi tiéu va cac glycoside tim.
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.!Vlerck Serono

Rx
Thudc ban theo don

Bisopmlql- fuma_rate

Doc ky hudng ddn sit dung trude khi ding
NEu cdn thém théng tin, xin héi y kién Bdc si
Thudc ban theo don

THANH PHAN

M@&i vién nén bao phim chia:

Bisoprolol fumarate..........cccveurn 5mg

Ta dugc: Vién nhan: Silica colloidal khan; magnesi stearat, crospovidon,
cellulose vi tinh thé, tinh bdt ng6, calci hydrophosphat khan.

Lép phim bao: Oxyt st vang (E172), dimethicon, macrogol 400, titan dioxid
(E171), hypromeliose.

CHiDINH

 Diéutritdng huyétap

« Diéu tri bénh mach vanh (Pau thit nguc)

« Diéu tri bénh suy tim man tinh 8n dinh kém suy giam chdc ning tam thu
that trai két hgp voi thubce dc ché men chuyén, thudc lgi ti€u va cac
glycoside tim.

LIEU DUNG VA CACH SU DUNG -

Diéu tri ting huyét ap va bénh mach vanh: Trong moi truéng hgp, liéu
dung sé dugc diéu chinh cho tiing bénh nhan, déc biet 14 dya trén nhip tim va
két qua diéu tri. Lidu khdi ddu thong thudng la 5 mg bisoprolol (1 vien
Concor® 5 mg) mot 14n/ ngay. Trong trudng hgp tang huyét ap nhe (huyét ap
tam truong d&n 105 mmHg) c6 thé diéu tri vai 2,5 mg mdt 14n/ ngay la dd.
N&u cén thiét, liéu co thé dugc tang |en 10 mg bisoprolol (2 vien Concor® 5
mg) motl4n/ ngay. Liéu khuy&n cao tdi da la 20 mg bisoprolol mdt 14n/ ngay.

Diéu tri suy tim mén én dinh: Phac d6 diéu tri chuén suy tim man tinh gém
c6 cac thudce dc ché men chuyén (ACE) (hodc chen thu thé angiotensin trong
trudng hgp khong dung nap cac thudc uc ché men chuygn), chen beta, thudc
|gi tidu va vdi cac glycoside trg tim khi thich hgp. Trude khi diéu tri suy tim
man 8n dinh vai Concor® 5 mg, cdn thiét phai cd mot giai doan kiém tra dic
biet va cdn dugc bac sitheo doi thudng xuyén.

«  Cac ditu kien trudce khi diéu tri vdi bisoprolol suy tim man 8n dinh ma
khéng bi suy tim cap.

Bac si diéu tri cdn phdi co kinh nghigém trong diéu tri suy tim méan. Diéu tri
suy tim man 8n dinh vdi bisoprolol dugc khéi ddu theo phac @6 chuédn dudi
day, dap ung ctia mbi benh nhan cd thé tuy thudc vao cach dung nap cla
be&nh nhan ddi véi mdi liéu, cd nghia 1a chi tang liéu khi da dung nap tot liéu

trude do.

Tuédn 1: 1,25 mg bisoprolol mdt 14n/ngay *, n€u dung nap tdt ting Ien

Tuén 2: 2,5 mg bisoprolol (2 vién Concor® 5 mg) mot 1an/ngay,
néu dung nap t6t ting lén

Tuén 3: 3,75 mg bisoprolol mdt |an/ngay *, n€u dung nap t8t ting Ien

Tudn 4 - 7: 5 mgq bisoprolol (1 vien Concor® 5 mg) mdt 1dn/ngay,
néu dung nap tét tang lén
Tudn 8 -11: 7,5 mg bisoprolol (1 Y2 vien Concor® 5 mg) mdt ldn/ngay,
néu dung nap tot tang l&n
Tudn 12 va sau d6: 10 mg bisoprolol (2 vien Concor® 5 mg) mdt 14n/ngay nhu
liéu duy tri
*Concor® 5 mg khong thich hgp cho viéc st dung & muc li€u nay, nén dung
Concor® ham lugng thap hon c6 sén.
Liéu khuy&n cao t8i da la 10 mg bisoprolol mdt |14n mbi ngay. Bénh nhan nén
dugc theo ddi va duy tri & muc liéu nay trif khi khong thé dugc do tac dung
phu. C4n theo doi chit ché ddu higu sdng con (huy&t ap, nhip tim) va cac ddu
higu suy tim n3ng I&én trong giai doan chinh liéu.

Thay d8i diéu tri: Trong giai doan chinh liéu ho3c sau d6, néu xay ra suy tim
ndng hon thoang qua, ha huy&t ap hay chdm nhip tim, khuy€n céo nén xem
xét lai liéu cla cac thube dang st dung déng thoi. Giam liéu bisoprolol tam
thdi ho3c xem xét nqung diéu tri bisoprolol khi c4n thiét. Luon nén can nhéc
bét d4u s dung lai bisoprolol va/hoic téng liéu khi bénh nhan &n dinh tré
|ai.

Thoi gian diéu tri cho tit ca cac chi dinh: Diéu tri vai Concor® 5 mg thudng
4 diéu tri 1au dai. Viec diéu tri cd th€ ngung khi cdn thiét va sd dyng l3i khi
thich hgp. |

Khéng dudc ngung diéu tri @6t ngét hay thay ddi liéu ma khéng héi y
ki€n bac si vi diéu nay cd thé 1am suy tim ning hon tam thoi. Khdng nén
ngung diéu tri dot ngdt. N€u cén thiét phai ngung diéu tri, nén giam liéu tu
tu. .

Cac trudng hgp dac biét

Suy than hay suy gan:

« Diéu tritdng huyét p hay bénh mgch vanh:khong cén diéu chinh liéu déi
vai benh nhan suy chic ndng gan hay than muc d® nhe d&n trung binh.
Péi vdi bénh nhan suy than nang (d0 thanh thai creatinine < 20 ml/phut)
va suy gan ning khong dugc vugt quéa liéu 10 mg bisoprolol mdi ngay.

« Diéu tri suy tim mdn én dinh: Khong c6 thong tin vé dugc ddng hoc cta
bisoprolol & bénh nhan suy tim man kém suy gan hay suy than. Viéc xac
dinh liéu cho cac trudng hgp nay cdn hét sic than trong.

Ngudi gia: Khong cdn diéu chinh liéu.

Tré em: chua c6 kinh nghiém d4y du vé viec s dung bisoprolol cho tré em, vi
thé€ khong khuyé&n céo st dung Concor® 5 mg cho tré em. :

Cach dung: Concor® 5 mg nén sd dung vao bu8i sang, kem hay kndng kem
thuc &n. NuBt nguyén vien thudc vdi nudc, khong dugc nhai.
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CHONG CHI DINH

Concor® 5mg khéng dling cho cac bénh nhansau:

« Suytim c8p hodc cac giai doan suy tim mét bl cﬁn tiém truyén tinh mach
cac thudc gay co co tim,

» Shock do r8iloan chucndng tim (shock do tim),

« Rd&iloan dan truyén nhi thdt nghiém trong (bl8c nhi that do Il hay do i)
khéng c6 may tao nhip,

« HOi chung suy nut xoang,

Bifc xoang nhi,

Nhip tim cham, gay ra triéu chung thyc thé

Huyét 4p thap, gay ra trigu ching thuc thé

Hen ph& quan n3ng,

Thé ning ctia bénh tc ddng mach ngoai bién hay hdi chiing Raynaud,

U tuy@n thugng than chua diéu trj (u t€ bao ua crém),

Toan chuy€n héa,

» Mén cam vdi bisoprolol hay bdt cl thanh phan nao cda thudc (xem thanh
phén).

LUUY VATHAN TRONG

Concor® 5mg phai duge st dung mdt cach than trong cac trudng hgp sau:

» Dai thao dudng c6 mic dudng huyét thay déi bat thutng: cac trieu chiing
ro rét cia ching ha dudng huy&t nhu mach nhanh, héi hdp hay tiét mé
hoi co thé bj che gidu,

« Nhindnnghiém ngit,

« Dangdiéu tri di Ung,

» R&iloan d&n truyén nhithat nhe (bl6c nhithatdol),

« R&i loan luu fugng méau trong bénh mach vanh do co that mach (Chiing
dau that ngyc Prinzmetal)

« Benh tic nghén dong mach ngoai bién (benh c6 thé tang leén dic biet la
khi bat d4u diéu tri),

« Benh nhan bjbeénh vay nén hay c6 tién si benh vay nén.

Hé hé hdp: M3c du cac thube chen beta chon loc trén tim (beta 1) c6 thé ¢c6
it tac dOng l&n chic ndng phdi hon cac thudc chen beta khong chon lgc,
cling nhu vdi tat ca cac chdt chen beta, nén tranh s dung nhiing thudc nay
4 cac beénh nhan bj bénh tic nghén dudng thd, tri khi co cac ly do 1am sang
bét budc cdn st dung. Néu nhing Iy do nay tén tai, Concor® 5 mg c6 thé
duge st dung mdt cach than trong. Cac trudng hgp hen phé quan hay cac
bénh tic nghén phdi man tinh, ma co6 thé gay ra trieu ching, cdn déng thoi
diéu tri gian ph& quan. Thinh thodng c6 thé x3y ra su gia ting dé khang
dudng thd & nhing benh nhan hen suyén, vi thé lidu kich thich beta 2 c6 thé
phai tang len.

Cdc phdn tng dj ing: Cac thude chen B, bao gm Concor® 5 mg, c6 thé [am
tdng tinh nhay cam ddi vdi cac chat gay di Ung va muc dd nghiém trong cua
nhiing phan Ung qua min do sy diéu hoa giao cdm ngugc dudi tac dung
phong toa B c6 thé gidm di. Diéu tri véi adrenalin khong lubn mang d&n higu
qua diéu tri mong mudn.

Gdy mé toan than: Trong trudng hgp begnh nhan gay mé toan than, su dung
thudc chen B gitp giam nguy co loan nhip tim va thiéu mau cuc bd co tim.
trong giai doan dan me, @3t ndi khi quan va trong giai doan hau phau. Hien
nay dang khuy&n cao nén duy tri thudc chen B trong giai doan chu phiu. Bac
st gy mé phai dugc thdng bao trong trudng hgp bénh nhan can gay me cé su
dung thudc chen B do nguy co tuong tac voi cac thudc khac, 1am cham nhip
tim, 1am giam phan xa tang nhip tim va gidm kha ning phan xa dé bl lai sy
mat mau. N&u cdn thiét phai ngung st dyng thudc chen B trudc khi phiu
thuat, nén gidm liéu dan dén va k&t thic 48h trudc khi gay me.

U té& bao ua crém: O benh nhan u tuyén thugng than (u t&€ bao ua crém), chi
nén st dung Concor® 5 mg sau khi phong téa thy thé o.

Nhiém doc tuyén gidp: Khi diéu tri véi Concor® 5 mg cac trieu chiing cua
cudng chuc ning tuyén giap (nhim doc tuyén giap) co thé bj che gidu.

Cac trudng hop déc bigt:

Cho d&n nay, chua c6 kinh nghiém d4y dd trong viec st dung Concor® 5 mg
cho bénh nhan suy tim kém dai thao dudng type | 18 thudc insulin, suy chtc
nang than n3ng, suy chic ndng gan nang, beénh cd tim han chg, bénh tim
b&m sinh hay bénh van tim thuc thé c6 lién quan dén huy&t dong luc. Chua
c6 ddy dG kinh nghigm diéu tri cho bénh nhan suy tim nhe (NYHA 1) cling
nhu suy tim va nh6i mau co tim trong vong 3 thang trudc dé.

Tac dung trén kha ndng 13i xe va van hanh may méc:

Cac nghién ctu trén bénh nhan mach vanh cho thdy bisoprolol khéng anh
hudng d€n kha n3ng l4i xe cGia benh nhan. Tuy nhién, do phan Ung cd thé xdy
ra khac nhau 6 mdi ca thé nén khd n3ng l4i xe va van hanh may moc c6 thé bi
anh hudng. C4n luu y d&n kha ning nay khi bit d4u diéu tri, khi thay ddi lidu
cting nhu khi cé udng rugu.

Cé thai va cho con bu:

Trong thoi gian mang thai, chi nén st dung Concor® 5 mg sau khi bac si da
cannhécky giia lgi ich va nquy co co thé xay ra. N6i chung, cac chidt chen 8
lam gidm lugng mau nhau thai va c6 thé anh hudng dén sy phat trién cla
bao thai. Cdn theo doi k¥ lugng mau nhau thai, td cung va sy phat trién cua
bao thai, trudng hgp xay ra tac hai cho me hodc thai nhi, cdn xem xét thay
d8i phuong phap diéu tri.

Tré sa sinh cdn dugc theo doi ky ngay sau khi sinh. Cac trigu ching cua giém
gluco huy&t va chamnhip tim th uong xay ra trong vong 3 ngay dau tién.
Chua c6 s6 lieu vé kha nang bai tiét cia bisoprolol trong sila ngudi hay tinh an
toan clia bisoprolol @8i véi nhii nhi. Vi thé, khong chi dinh ding Concor® 5 mg
cho phu nil cho con bu.

TAC DUNG PHU

Cac tac dung phu dudi day duge sép x&p theo he thong phan loai co quan.
T4n sudt dugce phan loai nhu sau:

R4t thudng gap (> 10%), thudng gdp (> 1% va < 10%), it gdp (> 0.1% va
< 1%), hi€m (> 0.01% va <0.1%), rdt hi€m (<0.019%).
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e (Cdcxétnghiém
Higém: tang triglycerides, ting men gan (ALAT ASAT]
e Cacréilogntim
Rét thudng gdp: cham nhip tim (d8i véi bénh nhan suy tim man)
Thudng gédp: tang suy tim (d8i voi bénh nhan suy tim man)
It g3p: rdi loan din truyén nhi thit; cham nhip tim (& benh nhan tﬁng
huyét ap hay dau thit nguc); ting suy tim (& bénh nhan ting huyét ap
hay dau thit nguc)
o Cdcrdilogndhé thankinh
Thudng gip:chdng mit*, nhic ddu*
Hiém g3p: ngét.
e Cdcréilognvé mat
Hi€m: gidm nudc mat (cdn luu y néu beénh nhan dung kinh sat trong)
R4t hiém:viem két mac

o Cdcréilognvé taiva taitrong
Hiém:rdi loan thinh giac
o (Cdcrdilognvé hé hdp, nguc va trung thit
it g%p: co thit ph& quan & benh nhan hen ph€ quén hay co tién si tic
nghén khiquan
Hi€m: viém mi dj Ung
e Cdcréiloagn vé tiéu héa
Thudng gdp: bubn ndn, ndn, tieu chay, tdo bén
e Cdcréilogn vé davamédudida
Hi€m: cac phan Ung man cdm nhu ngua, dd da, phatban

R4t hiém: rung téc. Cac thubc chen B c6 thé gay ra hay lam nang them
bénh vay n€n hodc ban dé nhu vay nén

o Cdcroilogn vé caxuong va mé lién két
It g3p: y&u cd, vop bé
e Cdcréilognvémach
Thudng gédp: cam thay lanh hay té céng tay chan, ha huyét 4p dac bigt d
bénh nhan suy tim.
e Cdcrdilognkhac
Thudng gap: hen suy&n (d6i véi bénh nhan suy tim man), mét méi*
it g3p: hen suy&n (6 bénh nhan tang huyét ap hay dau thit nguc)
e Cacrdilogngan mdt
Hi€m:viém gan
o Cdcréilogn vé hésinhsdan vanguc
Hi&m: réi loan cudng duong
e Cadcréilogn tamthdn
It gp: trdm cam, rdi loan gidc ngu
Hiém:acmdng, do giac
Daivai bénh cao huyét ap hay bénh mach vanh
*Nhing tri¢u ching nay thudng xay ra khi bat ddu diéu tri. Ching thudng
nhe va méit disau 1-2 tuln diéu tri.

Thoéng bao ngay cho bac si nhilng tac dung khéng mong muén xay ra khi
st dung thudc. D€ phong ngla nhilng tac dung nghiém trong, phai théng
bdo ngay cho bac s khi tadc dung la nghiém trong, bdt ngd xay ra hay tré nén
nang hon.

TUONG TAC

Tac dung va kha ning dung nap cda thudc c6 thé€ bi dnh hudng khi st dung
d6ng thai nhiéu thudc. Cac tuong tac cé th€ xdy ra khi thuée nay duge su
dung ngay sau thudc khac. Thdng bao cho bac sinéu ban dang s dung mot
thudc khac nao @6, ngay ca thudc khong ké don.

Ké&t hgp khéng nén ding

Biéu tri suy tim mén &n dinh: Cac thuéc chéng loan nhip tim nhém | (nhu
quinidin, disopyramid, lidocain, phenytoin; flecainid, propafenon) cé thé
lam tang tac dung Uc ch& ctia Concor® 5 mg I&n d&n truyén xung lyc nhi thit
va tinh co thit tim.

Cho t4t ¢ cac chidinh: Cac chit d8i khang Calci kiéu verapamil va diltiazem
c6 thé 1am gidm tinh co thit co tim va 1Am cham din truyén xung luc nhi
th&t khi dung chung vdi Concor® 5 mg. D4c biet khi tiem tinh mach
verapamil cho bénh nhan dang diéu trj véi thudc chen B cé thé gay ra ha
huyét ap manh va bléc nhi that.

Cac thudc ha huyét ap co tac dung trung tdm (nhu clonidin, methyldopa,
moxonodin, rilmenidin} c6 thé lam gidm nhip tim va cung lugng tim ciing
nhu gidn mach do giam truong luc giao cdm trung uong. Ngung diing thudc
dot ngdt, déc bigt 1a trudc khi ngung st dung thudc chen B c6 thé lam ting
nguy co “tang huy&t ap héi ing"”.

o
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Diéu tri ting huyét 4p va bénh mach vanh: Cac thudc chdng loan nhip tim
nhém | (nhu quinidin, disopyramid, lidocain, phenytoin; flecainid,
propafenon) cé th€ lam ting tac dung uc ch& cia Concor® 5 mg Ién dén
truy€n xung lyc nhith&t va tinh co that tim.

Cho tdt ca cac chidinh:

Cac chdt d6i khang Calci kiéu dihydropyridin (nhu nifedipin) cé thé lam téing
nguy cd ha huy&t ap khi dung chung véi Concor® 5 mg. Khong loai tru gia
tdng nguy co bién thoai chic nang bom tam that § bénh nhan suy tim.

Cac thudc chéng loan nhip tim nhém il (nhu amiodaron) c6 thé 1am tang tac
dung tc ché clia Concor® 5 mg trén dén truyén xung Iyc nhi that.

Cac thudc chen B tai chd (nhu thubc nhd mat diéu tri glaucoma) c6 thé co
tac dung higp lycvao tac dyng toan than cia Concor® 5 mg.

Cac thubc cudng pho giao cdm c6 thé lam ting tac dung uc ché Ién din
truyén xung luc nhi that va nguy cd cham nhip tim khi ding chung véi
Concor® 5 mg.

Tac dung gidm glucose huy&t cia insulin va cac thudc dai thao dudng dung
dudang ubng c6 thé ting Ién. Cac d4u higu canh bdo cla tinh trang gidm
glucose huy&t - d3c bit 1a tang nhip tim - cé thé bj che giu hay tiéu tru.
Céc tuong tac nay thudng xdy ra vdi cac chen B khodng chon lgc.

Cac thudc gay me co thé lam tang nguy co tc ché tim cia Concor® 5 mg, dan
d&n ha huyét ap (néu cdn thém thong tin vé gay meé t8ng quat, xin xem phén
cdnh bdova than trong).

Cac glycoside tim (digitalis) c6 th& lam t3ng thdi gian din truyén xung dong
va vi th& lam giam nhip tim khi dang chung véi Concor® 5 mg.

Cac thubc khang viem khong steroid (NSAIDs) c6 th& [am gidm tac dung ha
huy&t ap ciia Concor® 5 mg.

Cac chat cudng giao cdm B (nhu isoprenalin, dobutamin) sd dung chung vdi
Concor® 5 mg c6 thé lam gidm tac dung cla cd hai.

Sy két hgp gidla Concor® 5 mg va chit cudng giao cdm hoat hoa cd thy thé B
va o (nhu noradrenalin, adrenalin) c6 thé lam tang tac dung co mach gian
ti€p qua thu thé o clia cac thuBe nay [am ting huy&t 4p va trdm trong hon
ching khap khi€ng cach héi. Cac tudng tac nay thudng xay ra vdi cac chen
kh6éng chon loc.

Céc thudc tri tdng huy&t ap cling nhu céc thudc khac c6 khad ndng I1am ha
huyét ap (nhu thudc chdng trdm cdm ba vong, barbiturat, phenothiazin) c6
th& 1am ting tac dung ha huyét ap clia Concor® 5 mg.

K€t hap cin can nhac

Mefloquine c6 thé 1am t3ng nguy co cham nhip tim n€u dung két hgp vai
Concor®5mag.

Thudc tc ché Monoamine oxidase (ngoai tril IMAO-B) c6 thé 1am ting tac
dung ha huy&t p cta cac thudc chen B. Tuy nhién st dung déng thoi cling c6
thé c6 nguy co ting huyét ap dot ngot.

Rifampicin: c6 th& 1am gidm nhe thdi gian ban hiy cda bisoprolol do kich
thich enzym chuy&n héa thuc qua gan. Théng thudng khéng cén thiét dé
diéu chinh liéu.

D&n chat Ergotamin: Tang r8i loan tudn hoan ngoai vi.

CACPACTINH DUOCLY

Dugc luchoc

Bisoprolol, hoat chdt chinh cia Concor® 5 mg, Ia thudc chen thu thé 81 giao
cam chon loc, khong ¢ tinh 8n dinh mang va hoat tinh giéng giao cam ni tai.
Bisoprolol cho thdy it cé tac dung trén thu thd B2 cla co tron phé quén va
mach mau ciing nhu &nh hudng trén chuy@n héa lién quan dén thu thé B2, Do
@9, bisoprolol nhin chung khéng anh huéng I1én trd khang duting thd va céc tac
dung 1&n chuy@n héa qua trung gian thu thé B2. D3c tinh chon loc trén beta 1
clia thudc van tOn tai véi lidu vugt khoi khoang lidu diéu tri.

Dugc @dng hoc

Hdp thu:Bisoprolol dugc hdp thu hdu nhu hoan toan tif &ng tiéu hoa (90%)
va vi chi ¢c6 mdt lugng nhd khodng 10 % qua chuyén hoa budc ddu nén sinh
kha dung clia n6 dat khodng 90 % sau khi ubng. Sinh kha dung cua
bisoprolol khéng bj anh huéng bdi thic #n. Budng biéu di&€n dong hoc va
néng do trong huyét tuong cda bisoprolol cho thay ty I véi liéu dung trong
khoang liéu tu 5 d€n 20 mg. N6ng do dmh huyé€t tuong dat dugc trong vong
2-3qi0.

Phdn bé: Bisoprolol duge phan bd rong rai. Thé tich phan bé 1a 3,51/kg.
Khoang 30% gan vdi protein huyét tuong.

Chuyé€n héa: Bisoprolol dugc chuyén hda qua con dudng oxy h6a ma khong
c6 su lién hop sau d6. T4t ca cac chdt chuy@n hoa rit phan cuc duge do thai
qua than. Ch4t chuyén héa chinh trong huyét tuong va nudc tiéu khdng cé
tac dung. Thi nghiém in vitro trén microsom gan ngudi cho thay bisoprolol
bi chuy&n héa chi yéu qua CYP3A4 (~ 95 %), v mdt phdn nhé qua CYP2D6.
Thdi tru: D9 thanh thai bisoprolol ¢d sy can bang gida sy bai tiét qua than
clia dang khong d8i (50%) va chuy€n héa qua gan (50%) va cudi cling ciing
dugc dao thai qua than. D thanh thai toan phdn cla bisoprolol khodng 15
\/h. Thai gian ban thai tu 10-12 gid.

QUA LIEU

Cac ddu higu thudng gap nhat khi qua liéu Concor® 5 mg bao gém cham
nhip tim, tut huy&t ap, suy tim cép, ha dudng huy&t va co that phé quan.
Truang hgp nghi ngd qua liéu Concor® 5 mg, phai thong bao ngay cho bac si.
Tay thudc vao muc dd qua liéu, bac sTsé quyét dinh phuong phap diéu tri. Tac
hai clia qua liéu co thé khac nhau & mdi nquai va rdt nhay cdm véi nhiing
benh nhan bj suy tim.

No6i chung, khi qua liéu cdn ngung diéu tri bisoprolol va ti&n hanh diéu trj hd
trg va trigu ching. Cac sd lizu han ch& cho thdy bisoprolol kh6 bi thdm phan.

BAO QUAN: Bdo quéan khong qua 30°C. Khong ding sau khi hét han s
dung. D& xa tdm tay tré em.

HAN DUNG: 36 thang k& tif ngay san xust.
TIEU CHUAN: Tiéu chugn nha sn Xuét.
TRINH BAY: Hop 3 vix 10 vién nén bao phim.

Nha san xuit:

Merck KGaA
Frankfurter Stra3e 250
64293 Darmstadt, Duc.

Co sd dong goi:

Merck KGaA & Co. Werk Spittal
Hoesslgasse 20

9800 Spittal/ Drau, Ao.

87987.G866



