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

CAREFULLY READ THE INSTRUCTION BEFORE USE gm
KEEP OUT OF REACH OF CHILDREN ?ﬁ%
Do not use for children. Oral route. Store below 30°C g}
RX Thutc ban theo don SDK: WN-sxk-x

®
Concor COR 2,5 mg
e
Bisoprolol fumarate
M4i vien chia Bisoprolol fumarate 2,5 mg
DOC KY HUONG DAN SU DYNG TRUGC KHI DUNG
DE XA TAM TAY TRE EM

Chi dijnh, cach ding, ch8ng chi dinh va c4c théng tin khac:

@6 nghj xem trong to hudng din sd dyng kém theo.
Bdc qudn noi kha mat dudi 30°C.

Hop 3 vi x 10 vién nén bao phim )

.IOJUO:L_J
£




56 16 SX: XXXX HD: dd.mm.yy

o P SR
s e
F 72 .3}




® o
Concor™ Cor 2,5 mg .

Doc ky hubng dén st dung trude khi dung 7Y o \ " \\‘_
Néu cén thém théng tin, xin héi y kién Bac sT fo/gp T N Ev“-;\
Thuébc ban theo don i i
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M&i vién nén bao phim chira: \‘\ B, B #
7 e T T e o
Bisoprolol fumarate...................... 2.5mg Ny, * 7
e
Ta dueec:

Vién nhén: 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
Diéu tri bénh suy tim man tinh dn dinh kém suy gidm chirc nang tam thu thét trai, két hop véi thude trc ché men
chuyen, thubc Igi tiéu va cac glycoside tim.

LIEU DUNG VA CACH SUf DUNG

Phac db diéu tri chuan suy tim man tinh gdm co cac thudc e ché men chuyén (ACE) (hoac chen thy thé angiotensin
trong trwérng hop khéng dung nap cac thude tve ché men chuyén), chen beta, thubc Igi tiéu va véi cac glycoside trer
tim khi thich ho‘p

Trwée khi diéu tri suy tim man 6n dinh voi Concor® Cor, can thiét phai co mot giai doan chinh liéu dac biét va can
durge bac sitheo doi thuwdng xuyén.

« Cac diéu kién trwére khi diéu tri véi bisoprolol 14 suy tim méan én 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 an dinh véi bisoprolol dugrc khéi dau theo phac db chudn dwei day, dap (rng clia mdi bénh nhan

¢6 thé tay thudc vao cach dung nap ctia bénh nhan déi véi méi lidu, co nghta 1 chi tang liéu khi da dung nap tét liéu
trwdre do.

Tuén 1: 1,25 mg bisoprolol (2 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 Ianfngay néu dung nap tot tang 1én

Tuan 3; 3,75 mg bisoprolol (1 ¥z vién Concor® Cor 2,5 mg)mét Ian!ngay néu dung nap tt ting lén >
Tudn 4-T7; 5 mg bisoprolol (2 vién Concor® Cor 2,5mg) mot Ianfngéy neu dung nap tét, tang lén

Tudn 8 -11; 7,5 mg bisoprolol (3 vién Concor® Cor 2,5mg) mat Ianingay néu dung nap tét tang 1én
Tuan 12 va sau d6: 10mg bisoprolol (4 vién Concor® Cor 2, 5mg) mét lan/ngay nhu liéu duy tri*

*Concor® Cor 2,5 mg thich hp cho khéi dau diéu tri suy tim man én dinh. Diéu tri duy tri nén ding dang ham lreng
cao hon co san.

Liéu khuyén cao t6i da la 10 mg bisoprolol mot 1an méi ngay. Bénh nhan nén dwoc theo ddi va duy tri & mirc lidu nay
trir khi khéng thé dwgc do tac dung phuy.

Can theo dbi chat ché déu hiéu sbng con (huyét ap, nhip tim) va cac du hiéu suy tim nang Ién trong giai doan chinh
lieu.

Thay déi diéu tri;

Trong giai doan chinh liéu hodc sau do6, néu xay ra suy tim nang hon thoang qua, ha huyét ap hay cham nhip tim |,
khuyén cao nén xem xét lai liéu clia cac thudc dang str dung dong th&i. Gidm liéu Bisoprolol tam théi hodc xem xét
ngwng diéu tri Bisoprolol khi can thiét.

Lubn nén can nhéic bat dau siv dung lai Bisoprolol va/hodc tang liéu khi bénh nhan dn dinh trd lai.

Thei gian diéu tri
Diéu tri véi Concor® Cor thwang 1a diéu tri 1au dai.
Viéc diéu tri co thé ngung khi can thiét va s dyng lai khi thich hop.

Khéng duge ngwng diéu tri dot ngdt hay thay ddi lidu ma khong hoi y kién béac sT vi diéu nay co thé lam suy tim
nang hon tam thoi. Bac biét 1a d6i véi bénh nhan thiéu mau tim cyuc bd, khéng nén ngirng diéu tri dot ngodt. Néu cén
thiét phai ngwng diéu tri, nén giam liéu t ter,

Cac trueorng hop dac biét

Suy than hay suy gan:

Khéng cé théng tin vé dwoc déng hoc cua bisoprolol & bénh nhan suy tim man kém suy gan hay suy than. Viéc xac
dinh liéu cho cac treang hep nay can hét sikc than trong.

Nauwoi gia: Khong can diéu chinh liéu.



Tré em: chwa cé kinh nghiém day du vé viéc s dung bisoprolol cho tré em, vi thé khéng khuyén céo s dung
Concor® Cor cho tré em.

Cach dung
Concor® Cor nén st dung vao budi sang, kém hay khong kém thirc an. Nudt nguyén vién thudc véi nwée, khong
dwgc nhai.

CHONG CHI DINH

Khéng diing Concor® Cor cho cac tredng hop sau:;

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

R&i loan dan truyén nhi that nghiém trong (bldc nhi that d Il hay dé |1) khdng cé may tao nhip,
H@i chirng suy not xoang,

Bléc xoang nhi,

Nhip tim cham, gay ra triéu chirng thirc thé.(cham nhip tim triéu chirng)
Huyét ap thap, gay ra triéu chieng thiec thé (ha huyét ap triéu ching)
Hen phé quan nang hoac tac ngh&n phdi man tinh nang (COPD),

Thé nang ctia bénh tAc dong mach ngoai bién hay hi chirng Raynaud,
U tuyén thugng than chua diéu tri (u té bao wa crém),

Toan chuyén hoa, 3
Man cam vdi bisoprolol hay bat ctr thanh phan nao cla thuéc (xem thanh phan). \ e

LUU Y VA THAN TRONG
Concor® Cor phai dwoc st dung mét cach than trong cac trwérng hep sau:

. Tiéu dwérng co mire ducrng huyet thay doi bat thu'crng Gac triéu chivng rd rét clia chirng ha dwong huyét nhu
mach nhanh, héi hgp hay tiét md héi co thé bj che dau,

Nhin &n nghiém ngat,

Dang diéu tri di ¢ng,

Bénh tic nghén déng mach ngoai bién (b&nh co thé tang 1én dac biét la khi bat dau diéu tri),
Bénh nhan bj bénh vay nén hay co tién si bénh vay nén.

Hé hé héap: Cac trwong hop hen phé quan hay cac bénh co triéu chirng tac nghen phdi man tinh, can déng thai dleu
tri gian phe quan. Thinh thoang c¢ thé xay ra siy gia tdng dé khang dwong thé & nhitng bénh nhan hen suyén, can
liéu thude cwong giao cam B2 cao hon.

Cac phan ung di ting: Cac thubc chen B, bac gdm Concor® Cor, ¢6 thé 1am tang tinh nhay cam déi voi cac chat gay
di rng va mirc do nghiém treng clia nhi¥ng phan (rng qua man do sy diéu hoa giac cam ngugc dudi tac dung
phong téa (8 cé thé giam di. Diéu tri véi adrenalin khéng luén mang dén hiéu qua diéu tri mong mudn.

Gay mé téng quat: Trong trvang hep bénh nhan gay mé tdng quat, st dung thudc chen B gilip giam nguy co loan
nhip tim va thiéu mau cuc b co tim trong giai doan dan mé, dat ndi khi quan va trong giai doan hau phau. Hién nay
dang khuyén cao nén duy tri thudc chen f trong giai doan chu phdu. Bac sT gdy mé phai dwoc thdng bao trong
trwérng hop bénh nhan can gay mé cé st dung thubéc chen f do nguy co twong tac voi cac thuéc khac, lam cham
nhip tim, lam gidm phan xa tang nhip tim va giam kha néng phén xa dé bu lai sy mAt mau . Néu can thiét phai ngung
st dung thudc chen f trwée khi gidi phau nén giam liéu dan dan va két thic 48h trwde khi gay mé.

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

Nhiém djc fuyen giap: Khi diéu tri voi Concor® Cor cac triéu chirng clia cwéng chirc nang tuyén giap (nhiém déc
tuyén giap) co thé bi che dau,

Cac trurerna hop dac biét

Cho dén nay, chwa cé kinh nghiém d@ay du trong viéc st dung Concor® Cor cho bénh nhan suy tim kém neu dudng
typ | 1& thudc insulin, suy chirc nang than nang, suy chirc ndng gan nang, bénh co tim han ché, bénh tim bam sinh
hay bénh van tim thyc thé co lién quan dén huyét déng lye. Chua co day du kinh nghiém diéu tri cho bénh nhan suy
tim nhe (NYHA 11) cling nhw suy tim va nhéi mau co tim trong véng 3 thang trudc do.

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

Cac nghién clru trén bénh nhan mach vanh cho thay Bisoprolol khéng anh hwéng dén kha nang lai xe cla bénh
nhan. Tuy nhién, do phan (rng co thé xay ra khac nhau & méi ca thé nén kha ndng 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 cé ubng requ,

CO THAI VA CHO CON BU ,

Trong th&i gian mang thai, chi nén st dung Concor® Cor sau khi bac si da can nhic ky giiva 19 ich va nguy co ca thé
xay ra. Noi chung, cac chat chen § lam gidm lwgng mau nhau thai va co thé anh huwdng dén sy phat trién cla bao
thai. Can theo ddi k§ lugng mau nhau thai, tr cung va sir phat trién clia bao thai, treéng hop xay ra tac hai cho me
hoac thai nhi, cAn xem xét thay déi phwong phap diéu tri.

Tré so sinh cin dugc theo ddi ky ngay sau khi sinh. Cac trigu chirng clia gidm dwéng huyédt va cham nhip tim
thwerng xay ra trong vong 3 ngay dau tién.

Ré6i loan dan truyén nhi that nhe (bléc nhi that d6 1), _
Réi loan Iwu lwgng mau trong bénh mach vanh do co thit mach (Ching dau thét ngirc Prinzmetal)

e



Chuwa cé so liéu vé kha nang bai tiét clia bisoprolol trong stta nguwdi hay tinh an toan cua bisoprolol déi véi nhii nhi
Vi thé, khéng chi dinh dung Concor® Cor cho phu ni¥ cho con bu.

TAC DUNG PHY

Cac tac dyng phy duwoi day dugc sap xép theo hé thong phan loai co quan. TAn xuat dwec phan loai nhw sau:

Rét thwong gap (> 10%), Thwong gap (> 1% va < 10%), it gap (2 0.1% va < 1%), Hiém (> 0.01% va < 0.1%), réat
hiém (<0.01%).

. Cac xét nghiém
Hiém: tang triglycerides, tang men gan (ALAT, ASAT) e e
. Céc rbi foan tim Bl cotae™N &
Ré&t thwirng gap: cham nhip tim /, /AN FHO_‘“’: ‘-\C‘ |
Thuwong gap: tang suy tim (=) o Diet >
it gap: rdi loan dan truyén nhi that el Al v
\, A\ 1, HO CHi MINH /2 f
. Céc roi loan & hé than kinh % b P
Thwéng gap: chéng mat, nhirc dau N — 7
Hiém gép: ngat o ORI

. Céc roi loan vé mat
Hiém: gidm nwéc mat (can lwu y néu bénh nhan dang kinh sat trong)
Rat hiém: viém két mac

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

. Céc réi loan vé ho hap, nguc va trung thét _
it gap: co that phé quan & bénh nhan hen phé quan hay cé tién st tic nghén khi quan
Hiém: viém mi di (g

. Cac rdi loan vé tiéu hoa
Thwéng gap: budn nén, nén, tiéu chay, tao bén

. Céc réi loan vé da va mé duoi da
Hiém: cac phan (rng man cdm nhuw ngira, d6 da, phat ban
R4t hiém: ryng toc. Cac thudc chen 3 co thé gay ra hay ldm nang thém bénh vay nén hoac ban do nhuw vay
nén

. Céc r6i loan vé co xwong va mo lién két
it g3p: yéu co, vop bé

. Céc rdi loan vé mach
Thuéng gép: cdm thay lanh hay té cong tay chan, ha huyét ap dac biét & bénh nhan suy tim.

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

. Céc rdi loan gan mat
Hiém: viém gan

. Céc rdi loan vé hé sinh san va nguc
Hiém: rdi loan cwéng duong

. Cac roi loan tam than
it gap: tram cam, réi loan gi4c ngli
Hiém: ac méng. do giac

Théng bao ngay cho bac si nhirng tac dung khdng mong muén xay ra khi st dung thudc. Bé& phéng ngira nhivng tac
dyng nghiém treng, phai théng bao ngay cho bac si khi tac dyng 14 nghiém trong, bt ngé xay ra hay tré nén nang
hon

TUONG TAC

Tac dung va kha nang dung nap cta thudc co thé bi anh hudng khi st dung déng théi nhiéu thuée. Cac twong tac co
thé xay ra khi thuéc nay dwgc siv dung ngay sau thudc khac. Théng bao cho bac sT néu ban dang str dung mét thudc
khac nao d6, ngay ca thudc khong ké don.
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Cac thude chéng loan nhip tim nhom | (nhw quinidine, dlsopyramlde lidocaine, phenytoin; ﬂecamlde mropafendn.e) co &Y
thé 1am tang tac dung trc ché cla Concor® Cor l&n dan truyén xung lyc nhi that va tinh co that tim. \ (', 19 H{‘ Ch i MK /s i

Cac chét dbi khang Canxi kiéu verapamil va diltiazem cé thé lam gidm tinh co thét co tim va lam chém dan_truyén
xung lyc nhi that khi dung chung voi Concor® Cor. Béc biét khi tiém tinh mach verapamil cho bénh nhan Bang dféu i~
véi thudc chen [ co thé gay ra ha huyét ap manh va bldc nhi that.

Cac thuéc ha huyét ap co tac dung trung tam (nhuv clonidine, melhyldopa mexonedine, rilmenidine) cé thé lam giam
nhip tim va cung lweng tim cling nhw gian mach do giam lru'o'ng Iwc giao cam trung wong. Nguwng dung thudc dét
ngdt, dac biét Ia tredre khi ngung st dung thudc chen B co thé 1am ting nguy co "tang huyét ap hdi (ng".

Két hop phai than trong

Cac chéat dbi khang Canx| kiéu dihydropyridine nhu felodipine va amlodlpme co thé lam tang nguy co ha huyét ap khi
dang chung véi Concor® Cor. Khdng loai triv gia tang nguy co bién thoai chirc nang bom tam that & bénh nhan suy
tim.

Cac thudc chéng loan nhip tim nhom 1l (nhwr amiodarone) ¢6 thé 1am ting tac dung e ché ctia Concor® Cor trén dan
truyén xung lwe nhi that,

Cac thudc chen B tai chd (nhi thude nhd mét diéu tri glaucoma) co thé ca tac dung hiép e vao tac dung hé théng
ctia Concor® Cor.

Cac thuée cwéng pho giao cadm co the lam tang tac dung trc ché 1én dan truyén xung lyc nhi that va nguy co cham
nhip tim khi dung chung vai Concor® Cor.

Tac dung gidm dweong huyét cla insulin va cac thudc tiéu dwéng ding dwdng udng co thé ting Ién. Cac dau hiéu
canh bao cla tinh trang gidm duéng huyét — dac biét 1a ting nhip tim — co thé bi che dau hay tiéu trir. Cac tuong tac
nay thwéng xay ra véi cac chen f§ khéng chon loc.

Céc thubc gay mé co thé 1am tang nguy co trc ché tim ctia Concor® Cor, din dén ha huyét ap (néu can thém théng
tin vé gay mé tdng quat, xin xem phan canh bao va than treng) w

Cac glycoside tim (digitalis) cé thé 1am tang théi gian dan truyén xung ddng va vi thé lam gidm nhip tim khi ding
chung v&i Concor® Cor.

/ .
Cac thuéc khang viém khong steroid (NSAIDs) co thé lam gidm tac dung ha huyét ap ctia Concor® Cor. 3]/ W~

Cac chét cwéng giao cam p (nhu isoprenaline, dobutamine) st dyng chung v&i Concor® Cor co thé lam giam tac /
dung cla ca hai.

Sw két hep gitva Concor® Cor va chat cirang giao cam hoat hda ca thy thé B va o (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 thuéng xady ra voi cac chen p khdng chon loc.

Cac thubdc tri cao huyét ap ciing nhw cac thudc khac co kha nang lam ha huyét a é} (nhw thudc chdng trdm cam ba .
vong, barbiturate, phenothiazine) cé thé lam tang tac dung ha huyét ap ctia Concor® Cor.

Két hgp can can nhac

Mefloquine c6é thé Iam tang nguy co cham nhip tim néu ding két hop véi Concor® Cor.

Thubc rc ché Monoamine oxidase (ngoai trir IMAO-B) c6 thé Iam tang tac dung ha huyét ap clia cac thuée chen B.
Tuy nhién st¥ dyng déng thei ciing cé thé c6 nguy co tang huyét ap dot ngét.

Rifampicin: co thé lam gidm nhe théi gian ban hiy cta Bisoprolol do kich thich enzyme chuyén hoa thubc qua gan.

Théng thuérng khong can thiét dé diéu chinh liéu. -
Dan chét Ergotamine: Tang réi loan tudn hoan ngoai vi
Dwerc lire hoc:

Bisoprolol, hoat chat chinh ctia Concor® Cor, la thubc chen thy thé B1 giao cdm chon loc, khéng co tinh &n dinh
mang va hoat tinh giéng giao cam ndi tai. B|soprolol cho thay it co tac dunq trén thy thé B2 ctia co tron phé quan va
mach mau clng nhw [8n anh hudng trén chuyén héa lién quan dén thy thé p2 - Do do, bISOpr0|CI| nhin chung khdng
anh huwéng 1én tré khang duéng thé va cac tac dung 1én chuyén hoa qua trung gian thy thé B2. Bac tinh chon loc
trén beta 1 clia thudc van tdn tai voi liéu vwot khoi khodng lidu didu tri

Dwoc dong hgc:

Hap thu: Bisoprolol dwgc hap thu hau nhie hoan toan tir dng tiéu hoa (90%) va vi chi cé6 mét lwgng nhé khoang 10 %
qua chuyén héa bwéc dau nén sinh kha dung cua thuéc dat khoang 90 % sau khi udng. Sinh kha dyng cla bisoprolol
khéng bi anh hwéng boi thive dn. Dudng biéu dién dong hoc va nong do trong huyét trong clia Bisoprolol cho thay
ty 16 v&i liéu ding trong khoang liéu tir 5 dén 20 mg. Néng dé dinh huyét twong dat dwoce trong vong 2-3 gié

Phan bo: Bisopralol dwoe phan bd rong rai. Thé tich phan bb 1a 3,51/kg. Khoang 30% géan voi protein huyét trong.



Chuyén héa: Bisoprolol dwgc chuyén hoa qua con dudng oxy hoéa ma khéng cé sy lién hop sau do. Tat ca cac chét
chuyén héa rat phan cyc dwge dao thai qua than. Chat chuyén hoa chinh trong huyét twong va nwéc tidu khong co
hoat tinh dwgc ly. Thix nghiém in vitro trén microsome gan ngudi cho thay bisoprolol bi chuyén hoa chi yéu qua
CYP3A4 (~ 95 %), va mdt phan nha qua CYP2D6.

Théi tnr. D6 thanh thai bisoprolol cé s can bang gitra sy bai tiét qua than véi dang khéng déi (50%) va chuyén hoa
qua gan (50%) thanh chat chuyén héa va cudi cling ciing dugc dao thai qua than. 96 thanh thai toan phan clia
bisoprolol khoang 15 I/h. Théi gian ban thai tir 10-12 gidr.

QUA LIEU

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

Trweng he'p nghi ng qua liéu Concor® Cor, phai thong bao ngay cho bac si. Tuy thudc vao mirc dd qua lidu, bac si
s& quyét dinh phwong phap diéu tri. Tac hai clia qua liéu co thé khac nhau & méi ngudi va rat nhay cam véi nhiing
bénh nhan bj suy tim.

N6i chung, khi qua liéu can ngwng diéu tri bisoprolol va tién hanh diéu tri hd trg va triéu chitng. Cac sd liéu han ché
cho théay bisoprolol khé bj thAm phan.

BAO QUAN
Bao quan khong qua 30°C.
Khoéng ding thubc sau khi hét han s dung.

Dé xa tam tay tré em. et
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Merck KGaA Y T N E
Frankfurter Strafie 250 7 i R i

64293 Darmstadt, Birc £y,

Co so& dong gai: {
Merck KGaA & Co., Werk Spittal,
Hoesslgasse 20 _ :
9800 Spittal/ Drau, Ao SO
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