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O diong thude ady shew sy bi dow ol thdy shude. |
CORNEIL-2,5
(Vién nén trdn bao phim Bisoprolel fumarat 2,5 mg)

THANH PHAN
M3i vién nén trén bao phim chira
Bisoprolol fumamt .. .............. 2,9 mg
Ti duge: Laciose monohydral, celiulase vi tink thd, craspovidon, magnesi sicarat, hydroxypropyimethyloeihulose, tale, ritan dioxyd, polyerhplen glycol 6000 . vim
it | vidn,

Dic tinh duye lye hoc: A A '
Bisoprolol 1 mé% thude chen ehon loe bets; nhumg khéng o6 tinh chit én dink ming vi khong cb tic dung gibng thin kinh giso cim i tyi khi ding wong pham vi
1idu didn trj. Vi lidu thip, bisoprolol ire chi chon loc diip img véi kich thich adrenalin bing cich canh tranh chen thy thé beta, adrenalin cia tim, nmg it lic dung
uén thy the beta; adrenalin ¢ia ca tron phé quén vi thinh mach. Yéi litu cao (vi dy 20 mg holc hon), tinh chit chon loc ciia bisoprolol wén thy thé beta, thuimg
gidm xudng vi thudc s canh tranh irc ché ci hai thy thé beta, v betay, ;

Bisoprolol dugs din, ﬁodummhuﬂup.anugu'ui.hmp.-uumdmlvﬁdnukmuuuwcc«dnlucduuumup:iuhwld
thé gom nhimg yéu 15 1au: Gidm lwu luong tim, ic che thin giii phéng renin v gidm tic ddng cia thin kinh gian cim di tir e trung dm vin & ndo, Nhimg
tic dyng ndi bit nhit ciia bisoprolol 1 lim gidm tin 4 tim, ci Wic nghi lin lic ging sirc, Bisoprolol lim gidm heu hromg cia tim lic nghl vA khi ghng sirc, kém theo
it thay d&i vé thé tich miu tdng @ trong mai nhit bép tim vi chi lam ting It dp le nhT phii hode bp hye mao mach phii bit hic nghi vi Kic stre. Trir khi
ching chi dinh hodc nguin binh khing dung nap diroc, thudc chen beta 1 dugc ding phéi hap véi cic thude i ché men chuydn, lgi tify vi glycosid trg tim
didu uj suy tim do logn chire ning thit 1rdi, dé lam gidm suy tim tién tridn. Tic dung Wt Gia cic thudc chen beta troag didy i suy tim man sung huyét dugs cho chi
yéu I do Urc ché cic thc ddng cia hé thin kinh giso cim. Dung thude chen beta lu dii, clng nhy cic thude e ché men chuyén d8i, ¢6 thé Eim giim céc tnéu chimg
suy tim vh cdi thign tinh trang lim sing cia ngudi bi suy tim man. Cho tic dyng tht rdy &I dugc chimg minh & nguin dang ding mt thude e ché men chuydn, cho
thy irc ché phéi hop hd théng rennin - angiotensin v hé thin kinh giao cdm 14 cic tie dung cdng.
Dic tinh duge d§ng bpe: .
Mnmmmhbmmmq—m;aum.vad.:qmnu,hhuiwuﬁmhh h
vdng, néng & dinh rong huyét nromg dat duge b 2 - 4 giby Khodng 30% thube gin vio protsin huyét o’
&ﬁlwtﬁhuﬁlmwIﬂdhllgﬁ.hmpmhlbdm\'inﬂﬁm'hpid.'ﬂn&
thin;ﬁlﬁmduﬁidwgdﬁlduﬁnhd.
@ ngun cao wudi, nim dai dio thii rong huyét neong hoi kéo dii hon 30 voi nguéi 1 whi, y ndngle
nhung khiing o su khic nhau cb § nghia vé mic dd tich Iy bisoprolol gidha ngui tré twdi vi nguii L
0 ngun c6 hé 56 thanh thii crealinin dudn 40 ml/ phir, nim din buy&t twong thng gip khoing 3 Lin 38 véi ngddi binh thubng. . [. 14/ *
O ngun x gan, 15¢ 43 thii trir bisoprolol thay 801 nhidu hen vil thip hom ¢b § nghia 30 véi nguii bisl thutmg (8,3’ 21,7 gid)

CHi DjNH:
Ting huyét dp. Dau thit ngue. ¢
Dicu trj hd trg suy tim man tinh dn dinh, tir vin 8én ning, kém gidm chirc ning tim thu that trdi sir duiligung
vﬁgumiduwlm LA N_ =
CHONG CHi DNII: Sy »”
Bisoprodol ching chi dinh & bimh nhin ob séc do tim, suy tim cip, suy tim chia kikm sodi duge bing didu wj ndn, sUyTITES 11 ning holic 43 TV, bloc nhi - thit 45
hai hodc ba vi nhip tim chim xoang (dwdi 60 phin true khi dicu tri), binh nit xoang. hen ning hodc bénh phdi - phé quin man tinh tie nghin nling, Hii chimg
Reynaud ndng. Min cim v6i bisoprolol, u tuj thugng thin (u tf bo ua erdm) khi chua duoe dicu trj
LUU ¥ DAC BIET VA THAN TRONG KHI SU DUNG: ;
= Suy nim; Kich thich giao cdm 1 mit thinh phin cin thiét h irg chirc ning mdn hoin giai doan bit ddu suy tim sung huyét vi sir chen beta o5 thé din
dén suy gidm thém co bép cia co tim va thic ddy suy tim ning hon. Tuy nhidn, & mt 38 ngudi binh cé suy tim sung huy& cba bi o8 thd cln phii ding
whuy.TmsmmmMy.NdhuMemmmumMdldmdﬁnﬂlﬂ&ndoﬂdﬂnﬁdiﬁuh]mlmvhd:dm&cwbh{dm&c
Ioi tidw, digitalis, irc ché men chuyén) dudi su kifm sodt chit ch cda thly thude chuyé

n kh
L Vi binh mhén khdng o binh sir sigy tim: Sy irc ché lién tye og tim cla ce thudc i m b5 ddu higu hodc trigu chimg diu
tién cla suy tim, cdn phii xem %6t vigc ngimg ding bisoprolol. Trong mit s tru 5 m wrong khi diéu tri suy tim véi

=1 khic, ~

- Ngmg&lnnﬁrw:ﬂwthﬂnmﬂnsﬁn\ﬂwmmdmw m i bj bégfl ddng moch vinh sau khi
ngimg dot mgdt thubc chen beta. Do dé cdn phii skic nhé nhimg ngubi i i khuyén ciia thily thudc,
:ﬁydvﬁnwb-énhchuuﬁb&d!d&«umuhviub,ah!uhuﬂn;ﬂmdlﬁbi I mét tudn dudn sy theo d3i cin thin cila thiy thude.

e trigu chimg cai thude xdy ., nén dung thude lsi it nhit trong mit thir han.

- Bink mach ngoqi biin: Cic thudc chen beta cé thé lim trdm wong thém cic iy chimg cia suy déng mach & ngudi bj viém thc ddng mach ngoi bién, Cin
thin wong dbi vén cic bénh nhin niy

- Binh co thit phd quin: Néi chung. bénh nhin cé bénh co thit phé quin khing duge ding cic thudc chen beta. Tuy viy, do tinh chit chon loe wong d8i
betay, 6 the ding thin trong bisoprolol & ngudi binh c4 bénh co thit phé quin khing dip img vé: hode khda M&mmvﬁid!uu-icbhﬂh;h;’lip
u!i:;'i!ﬁ‘mﬁwsumLhangma:ﬂ.,plmdmu&.bmwudmbnuuwmumdwdmﬁﬁ 2,5 mg. Phai 6 sia mit thude chil vin betay
(gidn )

= Gdymé wl dyi phdu thui. Néu cin phai tidp toc didu tr v biseprolol gln lic phiu thujt, phdi dje bidt thin trong khi ding cic thube gly mé lim suy gidm
chirc ndng co tim nhu ethes, cyclopropan vi tricloroethylen

- Ddi hio dwomg v thuiu_pu‘ut&:ihdcdarheuudMcholhmhhhinuhhmmdhbildmmmnh,mﬂnhh
khing chon loc cd the lam ting mut ha glucese huyet giy bdi insulin vi lim chim sy phue hi cic ndng 85 glucose huyét thanh. Do tinh chit chon loc beta,,
dieu mdy it cd khi ning xiy ra vdi bisoprolol. Tuy nhién cdn phii cinh bdo bénh nhin hay bi hy glucose huyét, holc bénh nhin dii thio dwing dang ding
insulin hoje cic thude hy glucose huydt ulng vé cie khi ning nly vi phii ding bisoprolol mét cich thin trong,

- Ml&u&ka‘am‘ngﬁp.‘svmbﬂ-ndrwdNdul‘pn‘cdhhhliﬂﬂnguhllngnlnguy&nliiynhunhbﬁmnhnhWilnlim.d?u
Inéu phip chen beta o thé lim wim trong thém cic tridu chimg cila cwbng chire nlng tuyén giip hodc od thd thic ddy xdy m con bla gidp.

- giam civix adng thin vé gan; Cin higw chinh lidu bisopealol mft cich cin thin ddi véi bénh nhin suy thin holo suy gan

. Dean thm tay iré em.

SU DYNG CHO PHY NU’ CO THAI VA CHO CON BO:

- Mﬁﬁrnﬂwﬂ.—%ldhgbﬁmmﬁl@pﬁunﬂmuﬁlr.imlnlih-im!uI:MMnlhikhbiéancham thd xdy ra cho thai.

= Bdi vi phy nz cho com bi: Khing bitt bisoprolal od dugs bii tid vio 503 ngud hay khdng. Vi nhidu thude duo bai tdt vio sBa ngudi, cla phii thin treng
khi dimg bisoprolol cho phu nit dang trong thi ki cho con bii

TAC DUNG KHONG MONG MUON (ADR):

Bisoprolol thuing duoc dung nap 5t v phin Ion tic dung khdng mong mubn thi nhe. Tac dung khéng mong mudn nghiém trong shdt bao gdm: suy tim, block tim,

co thit phé quin. Tic dyng khdng mong mun chi quan gly phidn hd ghm: mét mai, lanh chi. Khi sit dyng thudc trong théi gian dii chc tic dung khdng mong

mudn trin cé thé dnh hudng dén vige tudn thi diéu tri cia bénh ahin.

- Tim mqch: bao ghm nhip tim chim vi ha huyét ip; suy tim hodc block tim cb thé xiy ra & nhimg bénk nhin rdi logn tim mach i8m In. Ngimg thudc chen
beta dit ngdt c thé Lim trdm trong thém dau thit ngyc vi o thé din dén 63t o, Gidm tudm hoin ngoai bién cb th gly lanh chi vi cb the lim trkm trong
thém béah mach méu ngoai bién chiing han nhur héi chimg cla Raynaud

= H{ b6 hdp: Co thit phé quin, th ngin, kh (hd, cb thé xiy m bénh nhin nhay cim do viée chen thy thé bets; & co tran phé quin.. Vitm phdi, xo hée phdi,
viém ming phdi ciing di dugc bio cio.

- Mmmwmmd—ﬁummioﬁa-&:w.mﬁisu-gilumzm.&ndumnumamﬁnamwdom
khi qui héa chen beta.

= Coxwong khop: Mt méi, dj cim, thin kinh ngogi vi, dau khop vi bénh co, bao gém ci chudt rit, & duge bio cia.

- Hi{ tidw hoa: buo gbm budn ndn, 8i min, tidu chiy, tio bbn, vi dau quin bung.

- Chupdn hda carbohydrar: thube chen beta inh hudng 161 chuyén hoa carbohydrat vi chuydn héa lipide570

) 8bi nbng d4 iriglycerid vi cholesierol rong miu.

b - Da v aie md dhetd do: N&i miy day, ngin, lim nfing thém béah vly nén, vi rung téc cb phy ‘*
B - Thjgide: Giim sin xuft nude mit, me mit vi dau nhixc 1i nhing Uigu chimg & mit 8 duocfdo
ik = Muw; Cic tic dyng khing mong mudn trén mdu bao gbm ban xudt huyét khong gidm tids g, o3
toan thodng qua cd thé xiy m.
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Thdng bdo cho thdy thude aéc kic dyng khing mong muedn g3p phal ki sir dyng tude.,
TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
'nm&mmmnmg&mmgmuﬁmmnmrmw.uiynanunm.acmwugﬁwdw'na'-!uui.muiaaimdsw\-&ns

nuou.
LIEU LUQGNG - CACH DUNG:
Cdch ding: Bisoprolol fumarat dugc dimg theo duimg udag. Sy hip thu thude qua dudmg tiéu héa khéng bi dinh hudng béi thir in.
I.is‘nhw!g:[.ihhongcdlhiwnh1fm-lpldnd’nocmdinllmﬁlmﬁmﬁduuhﬂu&ﬂnﬁhﬁl.'lnln'l:lbhhldwdllulllpcﬁlﬂmﬂi
binh, thuang cich nhau it nhit 2 tedn.
Didu 1 Kirg huayét Gp vis Sar thils gy & ngwi Mim lidu bisoprolol fmant thuémg ding 1 ti $ - 10 mg, vng | 14/ nghy, Lidu 14i da khuyén clo i 20 mg/ ngy.
Gim liéu & ngudn suy gan hobe suy thin.
Didu vrf suy tim man dn dink: y
Nwmb-enl.bi.uy:immmmainh_m;ma«dpmhmmuwhwphﬁamuihuiban.munﬂcmddmmthmhmmmm
véi mét thude giln mach khdc trong trutmg hop khing dun) upm&::hammmu,h}vimmh@uhmu:wunﬁiwdﬁgimmmm&
tri bisoprolol. Didu tr) khiing duoc thay ddi nhitu trong 2 tuin cudi tuée khi ding bisaprolol : ;
Vnécdiéuwiphiadolmiymuézchuyénlcmhmmdd:mdai.Duhmwyﬁmmhdu&mhlmﬂﬂaﬁbhdﬁnbﬂlllﬁigiudihchlnhlhlih
dugs ting din thee 5o do sau
— 1,25 mg/ | Ein/ ngay (udng vio budi sing) treng I tuin; néu dung nap duoe, ting liéu
— 2.5 mp/ 1 Bin/ ngiy wong | rain; néw dung nap duge tét, Gng lén:
— $mg/ 1 ln/ ngay trong 4 tuin sau; néu dung nap duoc 14, ting lén:
— 7.5mg/ 1 Bn/ ngiy trong 4 tudn sau; néu dung nap dugc 101, ting lén
— 10 mpf | lhn/ ngiy &4 didu uj duy ui
Sau khi bit a4u cho Tiu dlu tién 1,25 mg, phii theo ddi ngudi binh trong vang 4 gié (43¢ bi theo di huyét ip, tin sb tim, réi loan din truydn, cic diu hifu suy
tim ning lén)
Litu 11 da khuyén cio: 10 mg/ | 1an/ ngiy.
Liéu didu chinh khong phdi theo dip img Lim sing mé theo muc & mp dugs thudc 8 di dén lidu dich. & mit 55 nguan binh cb th xuit kifn che tic dyng
khdag mong mub, nén khang thé dat dwos |id Wi da Kiydn cio, Néu cin, phii gidm lidu din din. Trong trutmg hop cin thict, phii ngimg didu i, thi lai tidp tpe
ditu i lai. Trong thoi gian deu chinh liéu, khi suy tim n3ng Kén hodc khing dung nap thudc, phii geim li , thim chi phii ngimg ngay didu tri néu cin (he huyé &p
Mﬂu.mjl.irmw\slénkéml.hepphuﬂﬂudp.l&:lim,nhipumda.imhokblocﬂli-lhil}
Dﬁunmuﬂ:!mn&ldildnhhghmpmlolhldiéumI.iuﬁi:.Mw»mmnﬂgdﬂﬂmswhnﬁﬁ&:.thnnsm.plﬂigii.mliéudinthil
liéu ra | nim mai .
Suy thin hodc suy gan & nguwi suy tim man: chua o6 58 lidu vé duge ddng bes. Phii hét sitc thiin trong ting li€u & ngudi bénh niy.
Ngwin suy gan hoge sup thin: & bénh nhin suy gan hoc suy thin ndng (69 thanh thii creatinin <40 mL/ phiit), litu khé dé didu tri Wng huyét ip nén 14 2,5 mp/
ngly, vi nén ting lidu mét cich thim trong. Lidu thi da duoc khuyén cio dé diéu tri cao huyét ip v dau thit ngus L 10 mg/ ngdy & binh nhin bi suy gan ning hole
4 thanh thii creatinin < 20 mL/ phit
. Ngwin cao tdi: Khong eln phbi didu chinh libu
Tré em: Chua cb sb lidu. Khing khuyen cio ding cho tré em
TUONG TAC THUOC, CAC DANG TUONG TAC KIAC:
- Khng duoe phéi hop bisoprolol vai cic thude chen beta khic
- ChplwmwdeadmchanwbibhhmmlhukumtﬁnmmuhhumMurmmhﬂcMidin.\qﬁcduudmbuu-ﬂmugwan;
thém ¢b the ghy gidm qua mixe hoat tinh giso cim
— i lowi thubc ting cuimg tic dung ha huyét p cia bisoprolol, vi du: chit irc ché men chuydn, thudc chen kénh calci va clomidin ¢6 thé <4 i trong viée
kitm soét tng huydt ap. Thude giy ha huyét ap nhy sldesleukin vi che thullc gy mé cling ting cutmg tic dung hp huyet ép cla thuds rong khi cic logi é/
thubc khic, vi dy NSAID, déi khing tic ding ha huyd ip.
- cinph.w-:mmsadmummlmmaqaﬁuﬁvﬁdumﬁwdﬁwwpwumm:&wnmmh-u-nd;,mm.&uu&:a&.
khing calei, dic biét thude cic nhém phenylalkylamin (verapamil) va benzothiazepmn (diltiazem), hodc cic thude chbng logn nhip, nhw disopyramid.
- Bisoprolol cé thd ting khd ndng lim chim nhip tim do digonin,
- m&::hw:n#ﬂnhnﬂnuh&m;:ﬁdlﬁﬁmgﬁnﬁphgvﬁlmdh‘ﬁlh\ﬁchduhlhuyhu&nghhgqud:ﬂ:ﬂénldnchﬁﬂil&ldclhl
beta tuyen tyy
- Chen thy thé be ngosi bién dnh ludng 161 tic ddng cila thubc cuimg gise cim; Bénh nhin s dyng thubc chen beta, @3 baét Li cie thude chen bew khing
dlwhc.célhibilhlhuyélipnéuhndhgldludhviﬁtdm‘ltﬂnpﬂqu-"ln:l'lidtﬂlmdnabikdtibipmwndmﬁndldiiuma‘x;hh
vé ¢6 thé gidm & nhimg bénh nhin 3ir dyng thude chen beis kéo dii
- Ciic loai thude gidm hip thu bao glm chc mudi nhdm vi nhya gln acid mit nhu colestyramin.
- Chuyi-nhﬁlI:mpmlolndlluédeth;lklbinxdchudluécnlmhlbnumﬁnfunpmnﬁgiimvﬁdclﬂiimbnhu:iml.idin.mmydn.
fluvoxamin va hydmlazin
= TEu&cdlguml;hhs&lrﬁuhuhdofummdbqumﬁqumwﬁﬁydil.‘udinwyéntim.lﬂll'ﬂﬂsnﬁllidun;chwg-hd:ﬂ!ukﬁnhu
QUA LIEU - XU TRI:
c&mu‘.wmmquIi&na-iummhmmmuuummua(diamﬂl D quan sit thiy nhip tim chim v/ hodc ha huydt ép. Trong mét sd
truimg hop, di ding cic thude tic dung gidng thin kinh giso cim vi tit cd nguin binh a1 hoi phee.
(‘kéuhii_uqullibdnMdmnhn.xvnedulhpmdﬁm'hahuyltipﬁn;ﬁIimﬂn&lnlag_mld-ns,hhMmgiilﬁWn“W.SwlmsuM

mfawwwmﬁmgmmﬁmuu ra, dic bigt & ngudi di of sin cic bénh & cic co quan ndy.

xdy ra qud liéy, phii ngimg bisoprolol v diku tj hd wg v nfu chim Cé mit sb it 4 lidu goi ¥ bisoprolol fumarat khng th bj thim tich.

Nhip tim chgm: Tiém tinh mach atropin N&:d&pﬁ?mﬁrﬂﬁ.ﬂi diing thin wong isoproterenol hojc mdt thube khic o8 tic dyng Lim ting nhip tim. Trong
mil sé truimg hop, @5t miy tyo nhip Lm tam thin 84 kich thich tag nhip,
Ha huyét dp: Truyén dich tinh mach vi ding cic thube thng huydt ip. Cé thd ding glucagon Liém tinh mach.
Bide rim (63 hai hodc ba): Theo ddi cdn thin bénh nhin vi Liém truyen isopreterenl hodc dit miy to nhip tim, néu thich hop.
Suy tim hu\.‘tTh:!liiﬁh'iﬂplﬂpl-‘lﬁluﬁhg(dhﬁdl'i\lli&.”clvilﬂu_wummIunnnm,l!uk;ﬂnmﬂhl

I \ Co thdi phé qudn: Ding mit thubc gidn phé quin nhu isopr | v/ holic aminophyllin.

Ha glcose huyée; Tiém tinh mach glucose.

" DONG GOI: Hip 6 vi x 10 vién.

BAO QUAN: Nai khé rio, tranh anh sing, nhiét 45 khing qud 30°C.
TIEU CHUAN CHAT LUQNG: Tiu chuln Nshxu!&

HAN DUNG: 36 thing k& tir ngiy sin xudt

Sin xubt i

CTY TNHH DP DAT VI PHU

{DAVI PHARM CO.,. LTD)

Lé M7A, Dutmg D17, Khu CN M§ Phude 1, XE Théi Hbs, Huyén Bén Cit, Tinh Binh Duong, Viét Nam.
Tel: 0650-1567659 Fax: 06503567688
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