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TO HUONG DAN SU DUNG THUOC

chi diing theo don thude
BISORACE 10
BPoc kj hwong din si dung trwoe khi ding

Dé xa tiam tay tré em

1. Thanh phan cong thire thude

Vién nén bao phim BISORACE 10 chita:

Théanh phan dugc chat: Bisoprolol fumarate ......................... 10 mg
Thanh phan t4 AUOC .........cvveereereeeeeie e sieseseessseeeenes vira du 1 vién

(Dicalcium phosphate dihydrate, Lycatab C (Pregelatinized maize starch), Avicel M112, Natri
croscarmellose, Aerosil, Magnesi stearat, HPMC 606, PEG 6000, Tale, Titan dioxid)

2. Dang bao ché
Dang bao ché: Vién nén bao phim.
M& ta: Vién nén hinh tru tron, bao phim mau tring, canh va thanh vién lanh lin.

3. Chidinh
Tang huyét ap.
Pau thét ngue.

Suy tim man 6n dinh, tir vira dén nang, kém giam chitc nang tim thu that trai da duoc diéu tri cung
v6i cac thude tic ché enzym chuyén, loi tiéu, va véi glycosid tro tim.

4. Liéu dung, cich dung

Cach dung

Ding dudmg udng.

Uédng vao budi sang, c6 thé uéng ciing véi thire in. Nén duge udng véi mét it nuée va khong duge
nhai.

Liéu diing

Diéu tri ting huyét dp va dau thit ngwe on dinh man tinh

Nguoi ldn:

Nén diéu chinh liéu hrong theo timg bénh nhéan. Lidu khoi ddu la 5 mg mdt ldn mdi ngay. Liéu thong
thudng 1a 10 mg mot 1in mdi ngay, tdi da 20 mg mdi ngay.

Bénh nhdn suy giam chirc ndng thdn:

Véi nhitng bénh nhén bi suy than néng (d6 thanh thai creatinin < 20 ml/phat) khéng nén ding qua 10
mg/ngay. Lidu c6 thé chia 2 1in/ngay.

Bénh nhdn bi suy chitc nang gan:
Khong can diéu chinh liéu, tuy nhién cdn theo ddi cén than.

1710



https://trungtamthuoc.com/

Piéu tri chudn cho CHF bao gom thude trc ché men chuyén (hodc thudc chen thu thé angiotensin
trong trudmg hop khong dung nap thude trc ché men chuyén), thuc chen beta, thude lgi tiéu va khi
cin thiét c6 thé diing glycoside tim. Bénh nhan phai dn dinh (khéng bi suy tim cdp) khi bat diu diéu
tri bing bisoprolol.

Viée didu tri phai do mot thdy thude chuyén khoa tim mach theo doi.

Tinh trang suy tim niing hon (tam théi), ha huyét 4p hodc nhip tim cham c6 thé xay ra trong thoi gian
diéu chinh liéu va sau do.

Giai dogn chudn d¢

Piéu tri suy tim‘man tinh &n dinh bing bisoprolol phai bit ddu bing mdt thei gian diéu chinh liéu,
liéu duge ting dan theo so do sau:

Tudn 1: 1,25 mg x 1 lin/ngiy, néu dung nap tdt ting liéu lén.

Tudn 2: 2,5 mg x 1 lan/ngay, néu dung nap duge tdt, ting 1én.

Tuén 3: 3,75 mg,1 lin/ngay, néu dung nap tét ting 1én.

Tuin 4 - 7: 5 mg x 1 lin/ngay, néu dung nap dugc tét, ting lén.

Tudn 8 - 11: 7,5 mg x 1 1An/ngdy, néu dung nap duoc tat, ting 1én.

Tudin 12: 10 mg (1 vién) x 1 ldn/ngay dé diéu trj duy tri.

Liéu t5i da khuyén cdo 10 mg x 1 lan/ngay.

Khuyén cdo theo doi chat chd cdc ddu hiéu sinh tén (nhip tim, hgyét ap) va céc trigu chimg suy tim
ning hon trong giai doan diéu chinh li¢u. Cdc triéu chimg c6 thé xuat hi¢n trong ngay dau tién sau
khi bat ddu diéu tri.

Déi véi cic ham lwong nhw 1,25 mg; 2,5 mg; 3,75 mg; 5 mg va 7,5 mg si dung san phim khdc cé
ham lwong twong ing.

Thay doi diéu tri

Néu lidu khuyén cdo t6i da khong duge dung nap tét, co thé can nhic giam lidu tir tir.

Trong trudng hop suy tim ndng hon tam thoi, ha huyét ap hodc nhip tim chidm, nén xem xét lai liéu
ctia thude ding kém. Hodc ¢6 thé cén phai tam thoi giam liéu bisoprolol hogc cin nhic ngimg thude.
Viéc st dung lai vi/hodc ting lidu bisoprolol luén phai dwoe cin nhde khi bénh nhan on dinh tré lai.
Néu can nhic viée ngimg thude, nén giam lidu tir tir, vi viée ngimg thude dot ngdt cé thé khién tinh
trang bénh nhén nidng hon tam thoi.

Piéu tri suy tim mén tinh bing bisoprolol thuomg la phuong phép diéu tri lau dai.

Péi twong dic bit

Suv gan hodc suy thdn

Khéng cé théng tin vé duge dong hoc cua bisoprolol & bénh nhin suy tim man tinh ¢6 suy giam chie
ning gan hodc than, Viéc ting liéu & nhimg bénh nhan ndy nén tién hanh thn trong.
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Ansdiéu chinh liéu lugng.
# do khong du dit liéu [dm sang.

5. Chong chi dinh

Qué mAn véi bisoprolol fumarate hay bat ky thanh phén ta duge nao cia thudc.
Suy tim cdp tinh hodc trong giai doan suy tim mét bu cdn tiém tinh mach liéu phép ting co bép tim.
Séc tim

Block nhi - thit d§ 2 hodc 3 (khéng sir dung mdy tao nhip tim)

Bénh nit xoang

Nghén xoang nhi.

Nhip tim chdm c6 triéu chimg

Huyét 4p thip c6 triéu chimg

Hen ning hodc tic nghén duong hé hip man tinh ning

Giai doan mudn cua phu mach ngoai vi va hji chimg Reynaud.

U tiy thwong than (u té bao wa crém) khi chua duge diéu tri.

Nhiém acid chuyén hoa.

6. Cinh bdo va thin trong khi ding thude

Cinh bdo

Chi dp dung cho bénh suy tim man tinh:

Viéc didu tri suy tim méan tinh &n dinh bing bisoprolol phai dugc bat ddu bang giai doan diéu chinh
liéu diic biét (xem phan Liéu ding, cich ding).

Ap dung cho tdt ca cdc chi dinh

Pic biét & nhitng bénh nhin méc bénh tim thiéu mau cuc bd, viée nglng diéu tri bing bisoprolol
khéng duoc thye hién dot ngdt, trix khi c6 chi dinh rd rang, vi diéu nay c6 thé dén dén tinh trang tim
tré nén tOi t& hon.

Than trong

Chi ép dung cho bénh ting huyét dp hodc dau thdt ngiec:

Bisoprolol phai duge sir dung thén trong & nhitng bénh nhin bi ting huyét 4p hodc dau thit ngyc kem
theo suy tim.

Chi ap dung cho bénh suy tim man tinh:

Viéc bét ddu diéu tri bing bisoprolol ddi héi phai theo ddi thudmg xuyén.

Chua c6 kinh nghiém diéu tri bang bisoprolol d&i véi suy tim & nhimg bénh nhin méc céc bénh ly
saus

- DBii thdo duomg type 1 (dai thdo duémg phu thude insulin)

—  Suy giam chuc nang than nghiém trong

—~  Suy giam chic ning gan nghiém trong

—  Bénh co tim han ché
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Bisoprolol phai dugce st dung thén trong trong:

—  Co thét phé quan (hen phé quan, tic nghén duéng the)
Trong hen phé quan hodc céc bénh phdi tic nghén man tinh khéc c6 thé gy ra cac tri¢u chimg,
nén ding ddng théi véi céc liéu phép gidn phé quan. Déi khi, stc can duong tho c6 thé ting &
nhitng bénh nhén bi hen suyén, do d6 c6 thé phai tang liéu thude kich thich beta2.

~  Déi thdo duong c6 bién dong 16n vé lugng dudng trong méu. Cée tridu chimg cia ha duong huyét
(vi du nhip tim nhanh, hdi hdp hotic dd md héi) cé thé bi che Idp.

—  Nhin dn nghiém ngat

—  Liéu phap giam nhay cam dang dién ra

—  Ciing nhu céc thudc chen beta khéc, bisoprolol ¢6 thé lam ting ca d6 nhay cam véi chat gdy di
{mg va mirc dd nghiém trong ciia phan (mg phan vé. Diéu tri bang adrenalin khong phai ltic no
cling mang lai hiéu qua diéu tri nhu mong doi.

—  Block nhf thit d6 mét

—  Pau thit nguc Prinzmetal

—  Bénh tic nghén d6ng mach ngoai vi (c4c triéu ching ¢6 thé niing hon, dic biét 1a trong thoi gian
bét diu diéu tri.

— Gay mé toan than

& nhitng bénh nhan dang giy mé toan than, chen beta [am giam ty 18 loan nhip tim va thiéu mau cuc

bd co tim trong qua trinh gy mé va dit ndi khi quan, va giai doan hiu phiu. Hién nay, k;huyén cao

nén tiép tuc duy tri chen beta quanh thoi diém phdu thuat. Bac si gdy mé phai biét vé viée sir dung

thude chen beta vi ¢6 kha ning twong tac véi cac thude khac, din dén loan nhip tim chim, lam giam

nhip tim nhanh phan xa va giam kha ning phan xa mét bi. Néu thiy cin phai ngimg liéu phap chen

beta trude khi phiu thuat, nén thuc hién din dan va két thic trude khi giy mé 48 gid.

Bénh nhan bi bénh vdy nén hodc c6 tién sit bi bénh viy nén chi nén ding thudc chen beta (vi du

bisoprolol) sau khi cin nhic cAn than gifta lgi ich va nguy co.

( nhitng bénh nhén méc bénh u tiy thugng thin, khong duge dung bisoprolol cho dén khi da chan

thu thé alpha.

Khi diéu tri bang bisoprolol, cdc triéu chimg cta bénh cuong giap ¢b thé bi che l4p.

Théng tin vé ham lwyng natri:

Thuéc nay c6 chira dudi 1 mmol (23 mg) natri trong m&i vién nén bao phim, vé co ban duge xem

nhu ‘khong chira natri’,

7. S dung thude cho phu nir ¢6 thai va cho con bi

Phu nit co thai

Bisoprolol ¢6 téc dung dugce 1y ¢6 thé gy ra tac dung 6 hai cho thai ky va/hogc thai nhi hodc tré so

sinh. Nhin chung, thudc chen beta-adrenergic lam giam tudi mau nhau thai, c6 lién quan dén chim

phat trién, thai chét luu trong tir cung, sdy thai hode chuyén da sém. Téac dung khéng mong muén (vi
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huyét va nhip tim chdm) cé thé xdy ra & thai nhi va tré so sinh. Néu cén diéu tri bing
eta-adrenergic, thude tre ché chon loc beta 1 duge uu tién.

*' dung bisoprolol trong thoi ky mang thai trir khi thue sy can thiét. Néu viée diéu tri
#lol duge coi la can thiét, cin theo doi lwu lugng méu tir cung nhau thai va su phét trién
- Trong trurdng hop c6 tic dung co hai d6i v&i thai ky hodc thai nhi, cén cén nhéc phirong

=

" ! ;
phap-dicu tri thay thé. Tré so sinh phai duge theo doi chit ché. Céc triéu chimg ha dudng huyet va
nhip tim chdm thuomg c6 thé xay ra trong vong 3 ngdy dau tién.

Phu ni# cho con bi

Khéng biét bisoprolol ¢6 duge bai tiét vao sita me hay khéng. Do d6, khéng khuyén cédo cho con bt
trong thoi gian dung bisoprolol.

8. Anh hwong ciia thudc 1én kha niing ldi xe, vin hinh m4y mée

Céc nghién ciru trén bénh nhan mach vanh cho thdy bisoprolol khéng dnh huéng dén kha ning li xe
ciia bénh nhan. Tuy nhién, do phan ting c6 thé xay ra khac nhau & mi ca thé nén kha ning lai xe va
vin hanh may moc c6 thé bi anh hudng. Cin lwu ¥ dén kha nang nay khi bét diu diéu tri, khi thay dbi
lidu cling nhu khi ¢6 udng ruou.

9. Twong tic, trong ky cia thube
Twong tdc ciia thube
Khéng nén sie dung dong thoi

Chi dp dung cho bénh suy tim man tinh:

Thude chéng loan nhip nhém I (vi du nhu quinidine, disopyramide; lidocaine, phenytoin; flecainide,
propafenone): Cé thé lam ting tic dung 1én thoi gian dan truyén nhi-tht va ting tac dung co bop co
tim &m tinh.

Ap dung cho tdt cd cdc chi dinh:

Thuéc dbi khéng calci nhém verapamil va nhém diltiazem (it hon): Anh huéng tiéu cye dén kha ning
co bop va din truyén nhi thit. Tiém tinh mach verapamil cho bénh nhén dang diéu tri bing thude
chen beta c6 thé din dén ha huyét 4p nang va block nhi that.

Thude ha huyét 4p tac ddng lén trung wong nhu clonidine va cdc thude khac (vi du methyldopa,
moxonodine, rilmenidine): Str dung déng thdi cde thude ha huyét ap tdc dong lén trung wong cd thé
lam tram trong thém tinh trang suy tim do lam giam truong luc giao cam trung wong (giam nhip tim
va luu luong tim, gidn mach). Ngimg thude dot ngdt, ddc biét ngimg thudc chen beta, ¢ thé lam ting
nguy co “hoi phuc ting huyét ép”.

Thin trong khi diing dong thei
Chi dp dung cho bénh ting huvét dp hodc dau thdt ngue:

Thuée chéng loan nhip nhém I (vi dy nhu quinidine, disopyramide, lidocaine, phenytoin, flecainide,
propafenone): C6 thé ting cudng tic dyng ctia thdi gian dan truyén nhi thit va ting tic dung co bép
co tim am tinh.

Ap dung cho tdt ca cdc chi dinh

Thuée déi khang calei nhém dihydropyridine nhur felodipine va amlodipine: Sir dung dong thoi ¢6
thé lam tang nguy co ha huyét 4p va khéng thé loai trir nguy co suy gidm thém chire ndng bom thét &
bénh nhéan suy tim.
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ota tai chd (vi du thude nhé mat diéu tri bénh tdng nhan ap) co thé lam ting tac dung
bisoprolol.

hudc thich thin kinh phé giao cam: Sir dung ddng thoi c6 thé lam tang thoi gian din truyén
nhi-that va ting nguy co cham nhip tim.
Insulin va cdc thube chéng d4i thédo dudmg dang udng: Tang téc dyng ha dudng huyét. Cac thude chen
beta cd thé che khuit cic dau hiéu cta tut duong huyét.
Thude gdy mé: Lam gidm phéan xa nhip tim nhanh va ting nguy co tut huyét ép.
Digitalis: Lam gidm nhip tim, ting thoi gian din truyén nhi thét.
Thudc chéng viém khong steroid (NSAID): C6 thé lam giam tac dung ha huyét &p ctia bisoprolol.
Cac thude kich thich giao cam beta (isoprenaline, dobutamine): Ding dong thoi véi bisoprolol ¢o thé
lam giam tac dung cua ca hai thude.
Céc thubc cuong giao cam tic dong 1én ca thu thé thuong than alpha va beta (noradrenaline,
adrenaline): Str dung cuing vai bisoprolol c6 thé khong lam mt tac dung co mach qua thu thé thuogng
thén alpha ctia nhimg thube nay dan dén ting huyé't' 4p va lam niing thém con tang huyét 4p. Nhing
twong tac nay can duge xem xét hon véi nhimg thude chen beta khong chon loc.
Str dung céc thudc ha huyét dp véi céc thude ¢6 kha nang lam ba hu)'*ét ap khéc (thude chéng trim
cam 3 vong, cdc barbiturat, phenothiazin) c6 thé ting nguy co tut huyét ap.

Cén cdn nhéc khi si dung dong thoi

Mefloquine: tang nguy co chdm nhip tim.

Monoamin oxidase inhibitors (trir cac chét tic ché MAO-B): Tang tdc dung ha huyét ap ciia cac thude
chen beta nhung ciing co thé c6 nguy co con ting huyét ap.

Rifampicin: C6 thé lam giam thdi gian béan hity bisoprolol do su cam img cua cic enzyme chuyén
hoa thude & gan. Théng thuomg khéng cin diéu chinh.

Dan xudt cua ergotamine: Lam tram trong thém céc rdi loan tudn hoan ngoai vi.

Twong ky ciia thude

Do khéng ¢t cac nghién ciru vé tinh twong ky cta thude, khéng trdn 1dn thude nay véi cac thude khac.

10. Tde dung khéng mong mudn cia thude
Phén loai tin sudt: R;’ir thuong gip (ADR > 1/10); Thuong gap (1/100 < ADR < 1/10); it gdp (1/1000
< ADR <1/100); hiém gap (1/10.000 < ADR <1/1000); rat hiem gip (ADR <1/10.000); khong rd
(khdng thé uéc tinh tir dir liéu c6 sin).
Réi logn tim than:
ft giip: roi loan gidc ngt, trim cam.
Hiém gip: 4c mdng, 4o gidc.
Réi logn hé than kinh:
Thudmg giip: chéng mat*, dau dau*
Hiém gap: ngét xiu
Roi logn vé mit:
Hiém gip: giam tiét nude mit (cdn cdn nhic néu bénh nhan deo kinh 4p trong).
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Thuong gip: lam ning thém tinh trang suy tim (& nhitng bénh nhan suy tim mén tinh).

ft gap: R&i loan din truyén AV, lam ning thém tinh trang suy tim hién ¢6 (& nhing bénh nhan bj tang
huyét 4p hodc dau that ngyc); nhip tim chim (& nhimg bénh nhan bi ting huyét ap hodc dau thit
nguc).

Rbi loan mach mdu:

Thudng gap: cam gidc lanh hodc té ¢ tr chi, ha huyét ap déc biét & bénh nhan suy tim.

Réi loan hé hip, ngue va trung that:

ft gap: co thit phé quan & nhing bénh nhan hen phé quan hodc tién st tic nghén dudmg tho.

Hiém gip: viém miii di tmg.

Réi loan tiéu héa:

Thuong gap: cac vAn dé vé dudmg tiéu héa nhu budn ndn, ndn, tidu chdy, tdo bon.

Rbi loan gan mat:

Hiém gip: viém gan.

Réi loan da va mé dwéi da:

Hiém gip: phan (mg qua man (nhu ngira, d6 bimg, phat ban va phit mach).

Rét hiém gip: rung téc. Thude chen beta ¢ thé gy ra hode 1am nang thém bénh viy nén hodc gdy
phét ban giong bénh vAy nén, rung toc.

Réi logn co xwong va mé lién két:

It gip: yéu co va chudt rit.

Rbi loan hé thing sinh sdn va vii:

Hiém gap: rbi loan khi ning cuong duong.

Rbi logn chung va tink trang tgi vi tri tiém:

Thuong gip: suy nhuge (& bénh nhan suy tim man tinh), mét moi®

ft giip: suy nhuge (& nhitmg bénh nhén ting huyét dp hodc dau thit nguc)

Xét nghiém:

Hiém gap: tang triglyceride, ting men gan (ALAT, ASAT).

Chi dp dung cho bénh ting huyét dp hodc dau thit nge:

* Céc triéu chimg nay dic biét xdy ra khi bt dau diéu tri. Ching thuong nhe va bién mat trong vong
1 - 2 tuan.

Thong bdo ngay cho bdc sy hodc dwoc si khi gdp cdc tdc dung khong mong mudn nhuw trén khi st
dung thuic hodc bdo cdo cdc phdn ting cd hgi ciia thubc vé Trung tim Thong tin thube va Theo
déi phin teng c6 hai ciia thude (ADR) Quéc Gia. Dja chi: 13 - 15 Lé Thanh Téng - Hoan Kiém -
Ha Noi. Pién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.
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il va edeh xir tri

thudng gip nhit khi ding qua lidu thude chen beta 13 nhip tim chim, ha huyét dp, co

LA ) suy tim cép va ha dudng huyét. Co it kinh nghiém vé qud lidu bisoprolol, chi ¢6 mjt

¢ figp qua lidu bisoprolol dugc béo cio (t6i da 2 000 mg). Nhip tim chdm vi/hodc ha huyét
L nhan. T4t ca bénh nhan déu héi phue. C6 su khéc biét 16n gitta cac ¢4 nhan vé do nhay

cam v&i mot liéu cao bisoprolol duy nhét va nhiing bénh nhan bi suy tim c6 thé rét nhay cam.

Néu xay ra qua lidu, phai ngimg bisoprolol va diéu tri hd tro va triéu chimg.

Duya trén céc tic dung duge 1y du kién va khuyén nghi cho céc thude chen beta khéc, cac bién phap
chung sau day nén duoc cin nhic khi cn thiét vé mat lam sang.

Nhip tim chdm: Tiém tinh mach atropin. Néu d4p tmg khong ddy du, c6 thé ding thén trong
isoproterenol hodic mét thude khac c6 tac dung lam ting nhip tim. Trong mot s truomg hop, dit may
tao nhip tim tam thoi dé kich thich tang nhip.

Ha huyét dp: Truyén dich tinh mach va dimg cée thude ting huyét 4p. C6 thé ding glucagon tiém
tinh mach.

Block nhi thét (4 hai hodc ba): Theo d&i can thin ngudi bénh va tiém truyén isoproterenol hodic dat
may tao nhip tim, néu thich hop.

Suy tim néing hon cdp tinh: Tiém tinh mach thuée loi tiéu, thude ting co bép co tim, thude gidn mach.
Co thdt phé quan: Ding mét thube gidn phé quan nhu isoprenaline, thudc cudmg giao cam beta 2
va/hodc aminophylline.

Ha duong huyét: Tiém tinh mach ghacose.

C6 mdt sb it dit lidu goi ¥ bisoprolol fumarat khong thé bj tham tach.

12. Dic tinh dwge lwe hoe

Nhém dwoce [j: Thude chen bé p1 — adrenergic chon loc.

Ma ATC: CO7A BO7

Co ché hoat dpng:

Bisoprolol 12 mét thuée chen chon loc betal (B1) nhung khéng 6 tinh chét én dinh mang va khong
c6 tic dung giéng thin kinh giao cam ndi tai khi dimg trong pham vi liéu diéu tri. Bisoprolol it tac
dung trén thu thé beta2 (B2) adrenergic cla co tron phé quan va thanh mach cting nhu véi thu thé
beta2 lién quan dén diéu hoa chuyén héa. Vi viy, Bisoprolol thudng khong duoe cho 1a s& anh hudng
dén strc can dudng thé va tic dung chuyén héa qua trung gian beta2. Tinh chon loc betal cua
Bisoprolol vugt ra ngoai pham vi liéu diéu tri.

Suy tim mdn tinh:

Hiéu qua ldm sang va an toan

Tong cong cd 2647 bénh nhin duge dua vao thir nghiém CIBIS 1L 83% (n = 2202) thuoc NYHA do
III va 17% (n = 445) thudc NYHA dd IV. Ho bi suy tim tdm thu c6 tri¢u chiing 6n dinh (phén sudt
tong méau < 35%, dya trén siéu am tim). Ty 18 tir vong tdng cdng da gidm tir 17,3% xubng 11,8%
(gidm tuong dbi 34%). Giam tir vong dot ngdt (3,6% so véi 6,3%, gidm tuong dbi 44%) va giam sb
dot suy tim can nhdp vién (12% so véi 17) 0,6%, giam tuong ddi 36%) da duge quan sét thay. Cudi
cling, mot su cai thién dang ké vé chirc nang trang théi theo phn loai NYHA di dugc hién thi. Trong
qud trinh bét déu va chudn dé nhdp vién bing Bisoprolol do nhip tim chim (0,53%), ha huyét ap
(0,23%) va mét bu cip tinh (4,97%) di duge quan sat thdy, nhung chiing khong thuéng xuyén hon
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nhdn duoc Cheu tri phm hop Blsoplolol va Enalapril lrong thoi gian tir 6 dcn 24 thang sau 6 thé.ng
diéu trj ddu tién bing Bisoprolol hodc Enalapril.

Cé xu huéng tan sudt suy tim man tinh trd nén trdm trong hom khi diing Bisoprolol trong 6 thédng dAu
diéu tri. Su khong thua kém clia diéu tri bing Bisoprolol déu tién so véi diéu trj bing Enalapril ddu
tién khong dugce chimg minh trong mdi phéc dd'phén tich, mic di hai chién hege bt diu diéu tri CHF
cho théy ty 18 tuong tu vé ty 1& tir vong va nhap vién theo tiéu chi két hgp chinh vao cudi nghién ciru
(32,4% & nhém ding Bisoprolol ddu tién so véi 33,1% & nhém ding Enalapril diu tién, dén s theo
phéc d6). Nghién ciru cho thdy Bisoprolol ciing ¢6 thé dwge sir dung & ngudi cao tudi bi suy tim man
tinh bénh nhan méc bénh & mirc do nhe dén trung binh.

Tang huyét dp hodc dau thit nguwe:

Bisoprolol ciing dugc sir dung dé diéu tri tang huyét ap va dau thit nguc.

Gibng nhu cdc thude chen B 1 khéc, co ché hoat ddng trong ting huyét dp vin chua 16 rang nhung
nguoi ta biét ring bisoprolol lam giam dang k& hoat dng renin huyét tuong.

Co ché chéng dau that ngue: Bisoprolol e ché thu thé beta 1 clia tim béng cich e ché phan tng
duoc dua ra dbi véi hoat héa giao cam. Didu d6 dén dén viée giam nhip tim va lim giam nhu cdu oxy
ctia co tim. Trong qué trinh ding thude cp tinh & nhitng bénh nhén méc bénh tim mach vanh khéng
bi suy tim man tinh, bisoprolol lam gidm nhip tim va thé tich nhét bép va do d6 lam giam lugng tim
va lugng oxy tiéu thu. Trong qud trinh dung thudc man tinh, strc can ngoai vi ting ban dau s giam.

13. Dic tinh dwye djng hoe

Bisoprolol hiu nhu duge hip thu hoan toan qua dudng tiéu hod. Vi chi qua chuyén hod bude diu rit
it nén sinh kha dung qua dudmg udng khodng 90%. Thé tich phan phéi 1a 3,5 I/kg. Lién két protein
huyét twong ciia bisoprolol 1 khodng 30%. P thanh thai toan phén 1a khoang 15 I/gid.

Théi gian bén thai & huyét twong tix 10 dén 12 gid, c6 tic dung kéo dai 24 giéy sau khi dung liéu mot
lin mdi ngay.

Bisoprolol duroc bai tiét ra khoi co thé theo hai con dudng. 50% duge chuyén héa & gan thanh cdc
chét chuyén héa khéng hoat déng sau dé duoc bai tiét qua thin. 50% con lai duge bai tiét qua thin
dudi dang khéng chuyén héa. Vi qud trinh dao thai dién ra & than va gan ¢ cung mirc d¢ nén khong
cin diéu chinh liéu cho bénh nhén suy giam chitc nang gan hodc suy than.

Duoc ddng hoc & nhimg bénh nhan suy tim man tinh én dinh va suy giam chirc ning gan hodc thin
chua duoc nghién ctru. 0 nhitng bénh nhédn suy tim man tinh (NYHA giai doan III), nong do
bisoprolol trong huyét tuong cao hon va théi gian ban hily kéo dai hon so véi ngudi tinh nguyén khoe
manh, Néng d6 ti da trong huyét trong & trang thai 6n dinh 1a 64 + 21 ng/ml & liéu hang ngay 10
mg va thoi gian ban huy 12 17 £ 5 gio.
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15. Diéu kién bio quén, han ding, tiéu chuin chit lrgng ciia thude
Diéu kién bdo quan: Noi khd rdo, tranh anh sang, nhiét d§ khéng quéa 30°C.
Han diing ciia thude: 36 thang ké tir ngdy san xuat.

Tiéu chudn chat hwgng: TCCS.

16. Tén, dia chi ciia co s sin xuit thude:

Tén co s¢ san xudt thuée: CONG TY TNHH MTV DUQC PHAM LA TERRE FRANCE

Pia chi: L6 B3-1, goc dudmg D4-N1, khu cdng nghiép Huu Thanh, Xa Hyuu Thanh, Huyén Dic Hoa,
Tinh Long An.
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