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Indication, contra-indication, administration: read the package insert

CAREFULLY READ THE INSTRUCTION BEFORE USE
KEEP OUT OF REACH OF CHILDREN
Do not use for children. Oral route. Store below 30°C

RX Thubc ban theo don

®
Concor COR 2,5 mg
C——CoT—T
Bisoprolol fumarate
M&i vien chua Bisoprolol fumarate 2,5 mg
DOC KY HUONG DAN SU DYNG TRUGC KHI DUNG
DE XA TAM TAY TRE EM

Chi djnh, cach ding, chbng chi dinh va cdc thong tin khac:

@6 nghj xem trong td hudng din sd dyng kém theo.
Bdo qudn noi kho mat dudi 30°C.

Hop 3 vi x 10 vién nén bao phim
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Concor™ Cor 2,5 mg i
G N
Boc ky huong dan st dung truée khi dung V4 &// e J\\\G \“\
Néu can thém thong tin, xin héi y kién Béc sT [O/GRT_en \y‘\
Thuéc bén theo don i
= ¥ “\\,‘ H
3 \ BN F |
THANH PHAN W\ o6 AW/
M&i vién nén bao phim chira: R 4
Bisoprolol fumarate...................... 2,5mg \\ "“"'E/f"
Ta duoc:

Vién nhan: Silica colloidal khan; magnesi stearate, crospovidone, cellulose vi tinh thé, tinh bdt ngd, calci
hydrogphosphate khan.
Lép phim bao: Dimethicone, macrogol 400, titan dioxide, hypromellose.

CHI BINH
Biéu trj bénh suy tim man tinh on dinh kém suy giam chirc nang tam thu that trai, két hop véi thude (rc ché men
chuyen, thudc Igi tiéu va cac glycoside tim.

LIEU DUNG VA CACH S DUNG

Phac db diéu tri chuan suy tim man tinh gdbm co6 cac thudc trc ché men chuyén (ACE) (hoéc chen thy thé angiotensin
trong trwéng hop khéng dung nap cac thudc trc ché men chuyén), chen beta, thudc Igi tiéu va voi cac glycoside tror
tim khi thich hop

Trwéc khi didu tri suy tim man dn dinh véi Concor® Cor, can thiét phai c6 mét giai doan chinh liéu dac biét va can
dwgc bac sitheo déi thwdng xuyeén.

e Cac diéu kién trudc khi diéu tri véi bisopralol 1a suy tim man dn dinh ma khéng bi suy tim cép.
Bac si diéu tri can phai co kinh nghiém trong diéu tri suy tim man.
Diéu tri suy tim man 6n dinh véi bisoprolol dwgc khéi dau theo phac dé chudn dwéi day, dap (hng ciia mdi bénh nhan

c6 thé tuy thudc vao cach dung nap clia bénh nhan déi vai méi liéu, co nghia 1a chi tang liéu khi da dung nap tét liéu
trwédre do.

Tuan 1: 1,25 mg bisoprolol (V2 vién Concor Cor 2,5 mg) mot Ian/ngay néu dung nap t6t tang lén
Tuén 2: 2,5 mg bisoprolol (1 vién Concor® Cor 2 ,5mg) mét lanlngay néu dung nap tot tang 1én
Tuan 3; 3,75 mg bisoprolol (1 ¥z vién Concor® Cor 2,5 mg)mét lan/ngay néu dung nap tot tang lén
Tuan 4 - 7: 5 mg bisoprolol (2 vién Concor® Cor 2 ,5mg) mét lan/ngéy néu dung nap tot, tang Ién

Tuadn 8 -11: 7,5 mg bisoprolol (3 vién Concor® Cor 2 5mg) mot lan/ngay*, néu dung nap tot tang lén
Tuan 12 va sau dé: 10mg bisoprolol (4 vién Concor® Cor 2,5mg) mét Ién/ngay nhw liéu duy tri*

*Concor® Cor 2,5 mg thich hgp cho khéi du diéu tri suy tim man 6n dinh. Diéu tri duy tri nén dung dang ham Ivong
cao hon co san.

Liéu khuyén cao téi da Ia 10 mg bisoprolol mét lan méi ngay. Bénh nhan nén duoc theo dbi va duy tri & mirc liéu nay
trir khi khéng thé dwoc do tac dung phu.

Can theo ddi chat ché dau hiéu song con (huyét ap, nhip tim) va cac dau hiéu suy tim nang lén trong giai doan chinh
lieu.

Thay dbi diéu tri:

Trong giai doan chinh liéu hoéc sau d6, néu xay ra suy tim nang hon thoang qua, ha huyét ap hay cham nhip tim ,
khuyén cao nén xem xét lai I|eu ctia cac thudc dang st dung ddng théi. Giam liéu Bisoprolol tam théi hodc xem xét
ngwng diéu tri Bisoprolol khi can thiét.

Ludn nén can nhic bat dau st dung lai Bisoprolol va/hoac tang lidu khi bénh nhan 6n dinh tre lai.

Thei gian diéu tri
Piéu tri vai Concor® Cor thwong la diéu tri lau dai.
Viéc diéu trj co thé nguwng khi can thiét va st dung lai khi thich hop.

Khéng dwec ngwng diéu tri dot ngot hay thay déi lidu ma khéng hoi y kién bac s vi diéu nay co thé lam suy tim
nang hon tam thoi. Dac biét 13 ddi véi bénh nhan thiéu mau tim cuc bd, khéng nén ngirng diéu tri dot ngét. Néu can
thiét phai ngwng diéu tri, nén giam liéu ter ter.

Cac trwong hop dac biét

Suy than hay suy gan:

Khéng cé théng tin vé dwoc dong hoc clia bisoprolol & bénh nhan suy tim man kém suy gan hay suy than. Viéc xac
dinh liéu cho cac treong hop nay can hét sirc than trong.

Nawéi gia: Khdng can diéu chinh liéu.
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Tré_em: chwa co kinh nghiém day du vé viéc st dung bisoprolol cho tré em, vi thé khong khuyén cao sl dung
Concor® Cor cho tré em.

Cach dung
Concor® Cor nén st dung vao budi sang, kém hay khong kém thirc an. Nu6t nguyén vién thudc véi nwéc, khéng
dwoc nhai.

CHONG CHI BINH

Khéng dung Concor® Cor cho cac trvdng hop sau:

. Suy tim cap hodc cac giai doan suy tim méat bu can tiém truyén tinh mach cac thuéc gay co co tim,
Séc do réi loan chirc nang tim (séc do tim),

L]

. Réi loan dan truyén nhi that nghiém trong (bléc nhi that do Il hay do |11) khong cé may tao nhip,

. HQ@i chirng suy nut xoang, B e

. Bléc xoang nhi, P X \

. Nhip tim cham, gay ra triéu chirng thyc thé.(cham nhip tim triéu chirng) / v/ ,;,\.9_{', G %

. Huyét ap thap, gay ra triéu chirng thyc thé (ha huyét ap triéu chirng) [0/ uhy "oa A\

. Hen phé quan nang hoac tac nghén phdi man tinh nang (COPD), l 8 oh o\ \" %

. Thé nang clia bénh tAc dong mach ngoai bién hay hoi chirng Raynaud, (! i S if

. U tuyén thwong than chwa diéu tri (u té bao wa crém), \ ) Sy
2 A 5 \ 1 O\' / 7,

. Toan chuyén hoa, i S W /‘/

. Man cam v&i bisoprolol hay bat ctr thanh phan nao cla thuéc (xem thanh phan). \ B2 A

LUU Y VA THAN TRONG

Concor® Cor phai dwoc st dung mdt cach than trong cac trwong hop sau:

. Tiéu dwong co mic duorng huyet thay doi bat thu'crng cac triéu chirng rod rét clia chirng ha dwong huyét nhuw

mach nhanh, hdi hop hay tiét mo hoi co thé bi che dau,
Nhin &n nghiém ngét,
Dang diéu tri di (rng,

Bénh tic ngh&n déng mach ngoai bién (bénh co thé ting Ién dic biét la khi bat dau diéu tri),
Bénh nhan bi bénh vay nén hay co tién s+ bénh vay nén.

Hé hé hap: Cac trwong hop hen phé quan hay cac bénh co tneu ching tac nghen phdi man tinh, can déng thoi dleu
tri gian phe quan. Thinh thodng co thé xay ra sy gia tang dé khang dwong thé & nhitng bénh nhan hen suyén, can
liéu thudc cwong giao cam B2 cao hon.

Cac phan ung di tng: Cac thudc chen B, bao gdm Concor® Cor, ¢6 thé 1am tang tinh nhay cam dbi voi cac chét gay
di rng va mirc do nghiém trong clia nhi¥rng phan (rng qua man do sy diéu hoa giao cdm ngwoc dwdi tac dung
phong tda B cé thé giam di. Diéu tri voi adrenalin khdng ludn mang dén hiéu qua diéu tri mong muén.

Gay mé tdng quat: Trong trvong hep bénh nhan gay mé tdng quat, st dung thudc chen 8 gilip giam nguy co loan
nhip tim va thiéu mau cuc bd co tim trong giai doan dan mé, dat ndi khi quan va trong giai doan hau phau. Hién nay
dang khuyén cdo nén duy tri thudc chen B trong giai doan chu phdu. Bac sT gay mé phai dwoc théng bao trong
trwéng hop bénh nhan can gay mé cé st dung thudc chen B do nguy co twong tac véi cac thuéc khac, lam cham
nhip tim, [am gidm phan xa tang nhip tim va giém kha nang phén xa dé b lai sy mat mau . Néu can thiét phai ngung
st dung thudc chen P trwdc khi gidi phau nén giam liéu dan dan va két thuc 48h trwéc khi gay mé.

U té bao wa crém: O bénh nhan u tuyén thwong than (u té bao wa crém), chi nén s dung Concor® Cor sau khi
phong tda thy thé a.

Nhiém déc luyen giap: Khi diéu tri voi Concor® Cor cac triéu chirng cla cwéng chire nang tuyén giap (nhiém doc
tuyén giap) co thé bj che dau.

Cac treona hop dac biét

Cho dén nay, chwa co kinh nghiém day du trong viéc s dung Concor® Cor cho bénh nhan suy tim kém tleu dudng
typ | 1& thudc insulin, suy chic nang than nang, suy chirc nang gan nang, bénh co tim han ché, bénh tim bam sinh
hay bénh van tim thyc thé co lién quan dén huyét dong lyc. Chua cé day du kinh nghiém diéu tri cho bénh nhan suy
tim nhe (NYHA 1l) cling nhw suy tim va nhai mau co tim trong véng 3 thang trudc do.

TAC DUNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Cac nghién ctru trén bénh nhan mach vanh cho thay B:soprolol khong anh hwéng dén kha nang lai xe clia bénh
nhan. Tuy nhién, do phan ung 6 thé xay ra khac nhau & méi ca thé nén kha nang lai xe va van hanh may moc co
thé bi anh hwdng. Can Iwu y dén kha nang nay khi bat dau diéu tri, khi thay ddi liéu ciing nhw khi co ubng rvou.

CO THAI VA CHO CON BU

Trong théi gian mang thai, chi nén st dung Concor® Cor sau khi bac si da can nhic ky giiva lgi ich va nguy co cé thé
xay ra. Noi chung, cac chét chen §§ lam giam lwgng mau nhau thai va co thé dnh hwéng dén sy phat trién cla bao
thai. Can theo d0| ky lwgng mau nhau thai, t cung va sip phat trién cuta bao thai, tredng hop xay ra tac hai cho me
hoac thai nhi, can xem xét thay déi phwong phap diéu tri.

Tré so sinh can duoc theo doi ky ngay sau khi sinh. Cac triéu ching clia gidm dwong huyét va cham nhip tim
thwong xay ra trong vong 3 ngay dau tién.

R6i loan dan truyén nhi that nhe (bléc nhi that dd 1), i
R&i loan Iwu lwgng mau trong bénh mach vanh do co that mach (Chirng dau thét ngyc Prinzmetal)
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Chuwa cé sb liéu vé kha nang bai tiét clia bisoprolol trong si*a nguei hay tinh an toan cta bisoprolol déi véi nhi nhi
Vi thé, khéng chi dinh dung Concor® Cor cho phy ni cho con bu.

TAC DUNG PHY

Cac tac dung phy dwéi day dwoc sip xép theo hé thdng phan loai co quan. Tan xuat dwgc phan loai nhu sau:

Rat thwong gap (> 10%), Thwong gap (> 1% va < 10%), it gap (> 0.1% va < 1%), Hiém (> 0.01% va < 0.1%). rat
hiém (<0.01%).

. Céc xét nghiém
Hiém: tang triglycerides, tang men gan (ALAT, ASAT) AT

. Céc rbi loan tim
Rat thiong gép: cham nhip tim
Thuwéng gép: tang suy tim

£ N N

/ SNA AN F‘JO‘QL A\ o0 A
PR = Iy otk l |

It gap: rdi loan dan truyen nhi that \_ 14l

[os DAl e - ‘\‘
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s Cdcrdiloan & h thénkinh WA wocHim /> /
L?éw':r;%g:é:égpong mat, nhirc dau \'&GP/
. Céc roi loan vé méat

Hiém: glam nwéc mét (can lwu y néu bénh nhan dung kinh sat trong)
R4t hiém: viem két mac

. Céc rbi loan vé tai va tai trong
Hiém: réi loan thinh giac

o Céc rbi loan vé ho hap nguc va trung that
it gap co that phé quan & bénh nhan hen phé quan hay c6 tién sl tc nghén khi quan
Hiém: viém mii di (rng

. Cac roi loan vé tiéu héa
Thwéng gép: budn nén, ndn, tiéu chay, tao bon
«  Céc réiloan vé da va mé dudi da t

Hiém: cac phan (rng man cam nhw ngira, d6 da, phat ban
RA&t hiém: rung toc. Cac thudc chen B co thé gay ra hay 1dm nang thém bénh vay nén hoac ban doé nhuw vay
nen

. Cac rdi loan vé co xuwong va mo lién két
it gép: yéu co, vop bé

. Céc rbi loan vé mach
Thudng gap: cam thay lanh hay té cong tay chan, ha huyét ap déc biét & bénh nhan suy tim.

. Céc roi loan khac
Thuwéng gép: hen suyén, mét moi

. Céc rbi loan gan mét
Hiém: viém gan

o Céc rbi loan vé hé sinh san va ngyuc
Hiém: réi loan cwéng duong

. Céc roi loan tam than
it gap: tram cam, réi loan giac ngl
Hiém: 4c méng. o giac

Thdng bao ngay cho bac si nhirng tac dung khéng mong mudn xay ra khi str dung thuéc. Dé phong ngira nhirng tac
dung nghiém trong, phai thong bao ngay cho bac si khi tac dung la nghiém trong, bat ngér xay ra hay tré nén nang
hon

TUONG TAC

Tac dung va kha nang dung nap clia thuée co thé bj anh huéng khi st dung déng thal nhiéu thudc. Cac twong tac cd
thé xay ra khi thudc nay dwoc s dung ngay sau thudc khac. Théng bao cho bac sT néu ban dang si¥ dyng mét thude
khac nao d6, ngay ca thubc khong ké don.
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Két hgp khong nén ding [ DAIDEN Y )

Céc thudc chéng loan nhip tim nhom | (nhy quinidine, disopyramide, lidocaine, phenytoin; flecainide wpropafendne) co 1 ** !
thé 1am tang tac dung e ché cua Concor® Cor I&n dan truyén xung lyc nhi that va tinh co that tim. \ A 1o w0 Ci e s

~,
e LN
N

Cac chét dbi khang Canxi kiéu verapamil va diliazem c6 thé lam gidm tinh co thét co' tim va lam chim dén-truyén e
xung lyc nhi that khi dung chung voi Qonc0r® Cor. Dac biét khi tiém tinh mach verapamil cho bénh nhan‘danggf_é.uni o
v&i thude chen 3 co thé gay ra ha huyét ap manh va bléc nhi that.

Cac thudc ha huyét ap co tac dung trung tam (nhu clonidine, methyldopa, moxonodine, rilmenidine) cé thé lam giam
nhip tim va cung Iwgng tim ciing nhw gian mach do giam trwong lyc giao cam trung wong. Ngung dung thude dot
ngdt, dac biét 1a trude khi ngwng st dung thude chen B co thé 1am tang nguy co “tang huyét ap héi (ng".

Két hop phai than trong

Cac chat dbi khang Canxi kiéu dihydropyridine nhw felodipine va amlodipine c6 thé lam tang nguy co ha huyét ap khi
dung chung véi Concor® Cor. Khang loai trir gia tang nguy co bién thoai chirc nang bom tam that & bénh nhan suy
tim.

Cac thubc chdng loan nhip tim nhom Il (nhir amiodarone) ¢6 thé lam tang tac dung tre ché ciia Concor® Cor trén dan
truyén xung Iyc nhi that.

Cac thudc chen B tai chd (nhw thuéc nhd mat diéu tri glaucoma) cé thé co tac dung hiép lwe vao tac dung hé théng
cua Concor- Cor.

Cac thuéc cudng phd giao cadm co thé lam tang tac dung (e ché 1én dan truyén xung lyc nhi that va nguy co cham
nhip tim khi dung chung véi Concor® Cor.

Tac dung giam duwong huyét cla insulin va cac thuéc tiéu dwong dung dwdng udng co thé ting lén. Cac dau higu
canh bao cua tinh trang giam dwéng huyét — déc biét la tang nhip tim — c6 thé bi che dau hay tiéu trir. Cac twong tac
nay thwong xay ra véi cac chen B khdng chon lgc.

Cac thudc gay mé co thé lam tang nguy co (e ché tim ctia Concor® Cor, dan dén ha huyét ap (néu can thém thong
tin vé gay mé tdng quat, xin xem phan canh bao va than trong)

Cac glycoside tim (digitalis) co thé lam tang théi gian dan truyén xung dong va vi thé lam gidm nhip tim khi dung
chung véi Concor® Cor.

Cac thudc khang viém khong steroid (NSAIDs) co thé 1am giam tac dung ha huyét ap ctia Concor® Cor. q)/

Cac chét cwdng giao cam B (nhu isoprenaline, dobutamine) s dung chung véi Concor® Cor co thé lam giam tac
dyng cla ca hai.

Sw két hop gira Concor® Cor va chét crong giao cam hoat hoa ca thy thé B va a (nhw noradrenaline, adrenaline) co
thé lam tang tac dung co mach gian tiép qua thy thé o clia cac thudc nay lam tang huyét ap va trdm trong hon ching
khap khiéng cach héi. Cac twong tac nay thwéng xdy ra voi cac chen p khdng chon loc.

Cac thudc tri cao huyét ap ciing nhu cac thuéc khac co kha nang lam ha huyét ap (nhu thudc chéng trdm cam ba
vong, barbiturate, phenothiazine) cé thé lam tang tac dung ha huyét ap ctia Concor® Cor.

Két hop can can nhac

Mefloquine co thé lam tang nguy co cham nhip tim néu dung két hep véi Concor® Cor.

Thubc (rc ché Monoamine oxidase (ngoai trir IMAO-B) co thé lam tang tac dung ha huyét ap cta cac thuéc chen B.
Tuy nhién st¥ dyung dong thei ciing cé thé cé nguy co tang huyét ap dot ngot.

Rifampicin: c6 thé lam gidm nhe thdi gian ban hiy cua Bisoprolol do kich thich enzyme chuyén héa thudc qua gan.
Théng thwérng khéng can thiét dé diéu chinh liéu.

Dan chat Ergotamine: Tang rdi loan tuan hoan ngoai vi

Dwerc lre hec:

Bisoprolol, hoat chét chinh ctia Concor® Cor, la thudc chen thy thé B1 giao cam chon loc, khéng cé tinh én dinh
mang va hoat tinh giéng giao cam ndi tai. Bisoprolol cho thay it co tac dung trén thy thé B2 clia co tron phé quan va
mach mau cing nhw [én anh hwéng trén chuyén héa lién quan dén thy thé B2 . Do d6, bisoprolol nhin chung khéng
anh huwdng 1én tré khang dwong thd va cac tac dung lén chuyén hoa qua trung gian thy thé B2. Bic tinh chon loc
trén beta 1 clia thudc van ton tai voi liéu vt khdi khoang lidu diéu tri

Dwegc dong hoc:

Hap thu: Bisoprolol dwoc hap thu hau nhw hoan toan tir 6ng tiéu hoa (90%) va vi chi cé6 mdt lwgng nhé khoang 10 %
qua chuyén héa bwdc dau nén sinh kha dung cla thude dat khoang 90 % sau khi uong. Sinh kha dung clia bisoprolol
khong bi anh hwdng bdi thire dn. Breng biéu dién dong hoc va nong do trong huyét twong clia Bisoprolol cho thay
ty 16 v&i liéu ding trong khoang liéu tir 5 dén 20 mg. Néng dé dinh huyét twong dat dwoc trong vong 2-3 gi&y

Phan bé: Bisoprolol dwoc phan bé rong rai. Thé tich phan b 1a 3,51/kg. Khoang 30% gén veéi protein huyét tuvong.

L AN
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Chuyén héa: Bisoprolol dwoe chuyén hoa qua con dwéong oxy hda ma khong co si lién hop sau do. Tt ca cac chéat
chuyén hoa rat phan cyc dwoc dao thai qua than. Chat chuyén hoa chinh trong huyét twong va nwdc tiéu khéng co
hoat tinh dwgc ly. Thir nghiém in vitro trén microsome gan ngudi cho thay bisoprolol bi chuyén hoa chi yéu qua
CYP3A4 (~ 95 %), va mdt phan nhd qua CYP2D6.

Thai trir. D thanh thai bisoprolol co sy can bang gita sty bai tiét qua than véi dang khang dbi (50%) va chuyén hoa
qua gan (50%) thanh chat chuyén héa va cudi cling ciing duge dao thai qua than. D6 thanh thai toan phan cua
bisoprolol khoang 15 I/h. Théi gian ban thai tle 10-12 gio.

QUA LIEU

Cac d4u hiéu thwérng gap nhét khi qua liéu Concor® Cor bao gém cham nhip tim, tut huyét ap, suy tim cap, ha dwong
huyét va co that phé quan.

Trwong hop nghi ngo qua liéu Concor® Cor, phai thong bao ngay cho bac si. Ty thudc vao mirc do qua liéu, bac si
sé& quyét dinh phwong phap diéu tri. Tac hai clia qua liéu co thé khac nhau & méi ngudi va rat nhay cam véi nhirng
bénh nhan bj suy tim.

N6i chung, khi qua liéu can ngwng diéu tri bisoprolol va tién hanh diéu tri hd trg va triéu chirng. Cac sb liéu han ché
cho thay bisoprolol khé bi thAm phan.

BAO QUAN

Bdo quan khéng qua 30°C.

Khoéng dung thuéc sau khi hét han s dung.
Dé xa tam tay tré em.
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