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TGO HUONG DAN SU DUNG THUOC

)y chi ding theo dom thude
BISORACE 5

DPoc kj hwong din sie dung trude khi ding

Pé xa tim tay tré em

1. Thanh phiin cong thirc thude

Vién nén bao phim BISORACE 5 chia:

Thanh phin duge chét: Bisoprolol fumarate ..............ccoo........ 5 mg
Thanh phan t4 dWOC ......c..ceeeeeeeeeeeeeeeeee e ceeseessesneenenes vira du 1 vién

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

2. Dang bao ché
Dang bao ché: Vién nén bao phim.

MG ta: Vién nén hinh tru tron, bao phim mau tréng, canh va thanh vién lanh lan.

3. Chidinh

Tang huyét 4p.

Dau thit nguc.

Suy tim man 6n dinh, tir vira dén ning, kém giam chirc ndng tAm thu thit trdi & duoc didu tri cing
véi cac thude e che enzym chuyén, 1oi tiu, va voi glycosid trg tim.

4. Liéu dung, cich ding

Cach dung

Dung dudng udng.

Udng vao budi séng, c6 thé udng cliing véi thire an. Nén duoc udng véi mot it nude va khéng duge
nhai.

Liéu ding

Diéu tri ting huyét dp va dau thdt ngwc on dinh man tinh

Nguoi lon:

Nén diéu chinh liéu luong theo timg bénh nhan. Liéu khéi ddu 1a 5 mg mot 1dn mdi ngay. Lidu thong
thuomg 1a 10 mg mét 1an mdi ngay, toi da 20 mg mdi ngay.

Bénh nhdn suy giam chicc ndng thén:

V&i nhimg bénh nhén bi suy thin ndng (d6 thanh thai creatinin < 20 ml/phut) khéng nén dung qua 10
mg/ngay. Liéu c6 thé chia 2 lan/ngay.

Bénh nhdn bi suy chire nang gan:

Khong can diéu chinh liéu, tuy nhién cin theo d&i cin thén.
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CONG TY

ki hong

Diéu trj chuin cho CHF bao gdm thudc ttc ché men chuyén (hodc thude chen thy thé angiotensin
trong truong hop khéng dung nap thude e ché men chuyén), thude chen beta, thude loi tiéu va khi
cdn thiét 6 thé ding glycoside tim. Bénh nhén phai 6n dinh (khong bi suy tim cp) khi bat dau diéu
tri bang bisoprolol.

Viée diéu tri phai do mdt thiy thube chuyén khoa tim mach theo dai.

Ti‘nh trang suy tim ndng hon (tam thoi), ha huyét ap hodc nhip tim chdm co6 thé xay ra trong thoi gian
diéu chinh liéu va sau 6.

Giai doan chuén do

B}éu trj suy tim man tinh éq dinh bing bisoprolol phai bit ddu bing mdt thoi gian didu chinh lidu,
liu duge ting dan theo so do sau:

Tudn 1: 1,25 mg x 1 lan/ngay, néu dung nap tét tang lidu lén.

Tudn 2: 2,5 mg x 1 lin/ngay, néu dung nap dugc tt, ting lén.

Tudn 3: 3,75 mg,1 1an/ngdy, néu dung nap tot ting lén.

Tudn 4 - 7: 5 mg (1 vién) x 1 lAn/ngay, néu dung nap duge t6t, ting lén.

Tudn 8 - 11: 7,5 mg x 1 lan/ngay, néu dung nap dwoc tdt, ting 1én.

Tudn 12: 10 mg (2 vién) x 1 lan/ngay dé diéu trj duy tri.

Lidu t&i da khuyén cdo 10 mg x 1 1in/ngdy.

Khuyén cdo theo ddi chit ché cac ddu hiéu sinh tdn (nhip tim, huyét dp) va céc triéu chimg suy tim
nang hon trong giai doan didu chinh liéu. Céc tridu chimg c6 thé xudt hi¢n trong ngay dau tién sau
khi bt diu diéu tri.

Déi véi cic ham lwpng nhw 1,25 mg; 2,5 mg; 3,75 mg va 7,5 mg si dung sin phim khic c6 ham
lwong twong ing.

Thay doi diéu tri

Néu lidu khuyén céo tdi da khong duoc dung nap tét, co thé cin nhic giam licu tir tir.

Trong trudémg hop suy tim ndng hon tam thoi, ha huyét dp hodc nhip tim chim, nén xem xét lai liéu
ctia thude dung kém. Hodc ¢é thé cin phai tam thoi giam liéu bisoprolol hodc cAn nhic ngimg thude.
Viée sir dung lai va/hodc tang liéu bisoprolol luén phai duge cin nhéc khi bénh nhan 6n dinh tro lai.
Néu cin nhic viée ngimg thude, nén gidm lidu tir tir, vi viée ngimg thude dot ngdt co thé khién tinh
trang bénh nhédn ndng hon tam thoi.

Piéu trj suy tim méan tinh bing bisoprolol thuong 1a phuong phap didu tri 1au dai.

Doi twgng dic biét

Suy gan hode suy thdn

Khéng c6 théng tin vé duge ddng hoc cia bisoprolol & bénh nhan suy tim man tinh ¢6 suy gidm chitc
ndng gan hodc thin. Viéc ting lidu & nhitng bénh nhin ndy nén tién hanh thin trong.

Nguoi gia
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Qua mén véi bisoprolol fumarate hay bét k¥ thanh phén ti duge ndo cia thude.
Suy tim cdp tinh hodc trong giai doan suy tim mét bu cdn tiém tinh mach liéu phép ting co bop tim.
Sée tim

Block nhi - thit do 2 hodc 3 (khéng str dyng mdy tao nhip tim)

Bénh nut xoang

Nghén xoang nhi.

Nhip tim chdm c¢6 triéu chimg

Huyét 4p thap c6 tridu chimg

Hen nang hoac tic nghén dudng héd hé.p man tinh ndng

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

U tay thuong thén (u té bao wa crém) khi chua duoc diéu tri.

Nhiém acid chuyén hoA.

6. Cénﬁ b#o va thin trong khi ding thude

Canh bdo

Chi dp dung cho bénh suy tim mdn tinh:

Viée didu tri suy tim man tinh dn dinh bing bisoprolol phai dugc bt ddu bing giai doan didu chinh
lidu dac biét (xem phan Liéu ding, cich ding).

Ap dung cho tdt cd cdic chi dinh

Pic biét & nhimg bénh nhan méc bénh tim thiéu mau cuc b3, viée ngimg diéu trj bing bisoprolol
khéng duoe thie hién ddt ngdt, trir khi ¢6 chi dinh rd rang, vi diéu ndy c6 thé din dén tinh trang tim
trdr nén toi t& hon.

Thin trong

Chi dp dung cho bénh tdng huyét dp hode dau thdt nguc:

Bisoprolol phai dugce str dung than trong & nhiing bénh nhén bi ting huyét ap hodc dau thit ngyc kém
theo suy tim.

Chi dp dung cho bénh suy tim man tinh:

Viéc bat dau didu trj bing bisoprolol doi hoi phai theo déi thuong xuyén.
Chura c6 kinh nghiém didu tri bing bisoprolol déi v&i suy tim & nhig bénh nhan méc céc bénh ly
sau:
-~ Dai thdo duong type 1 (ddi thdo duong phu thudc insulin)
—  Suy giam chirc nang thin nghiém trong
—  Suy giam chirc nang gan nghiém trong
~  Bénh co tim han ché
—  Bénh tim bam sinh
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—  Co thit phé quan (hen phé quan, tic nghén dudmg thd)
Trong hen phé quan hodc céc bénh phéi tic nghén man tinh khac ¢ thé gdy ra cc triéu ching,
nén ding dong thoi véi cac lidu phép gidn phé quan. Pai khi, stc can duong thé co thé ting &
nhitng bénh nhin bi hen suyén, do dé c6 thé phai ting liéu thude kich thich beta2.

~  Pai théo dudng cé bién déng 16n v& lrong dudng trong méau. Céc triéu chimg cua ha dudémg huyét
(vi du nhip tim nhanh, hdi hop hodic d6 md hdi) c6 thé bi che lip.

—  Nhin an nghiém ngat

—  Liéu phap giam nhay cam dang dién ra

—  Ciing nhu céc thude chen beta khéc, bisoprolol c6 thé 1am ting ca dé nhay cam véi chit giy di
{mg va murc dd nghiém trong cua phan ng phan vé. Piéu tri bang adrenalin khong phai lic nao
cling mang lai hiéu qua diéu tri nhu mong doi.

—  Block nhi thit d6 mot

- Pau théit nguc Prinzmetal

—  Bénh tic nghén dong mach ngoai vi (cdc triéu chimg co thé niing hon, dic biét 1a trong théi gian
bt dAu diéu tri.

—  Gay mé toan thin

O nhimg bénh nhén dang gily mé toan thin, chen beta lam giam ty 1& loan nhip tim va thiéu mau cuc

bd co tim trong qué trinh gy mé va dat ndi khi quan, va giai doan hau phiu. Hién nay, khuyén cdo

nén tiép tuc duy tri chen beta quanh thoi diém phau thuat. Bac si gdy mé phai biét vé vide st dung

thudc chen beta vi ¢6 kha ning tuong tic véi cde thude khéc, dan dén loan nhip tim cham, lam giam

nhip tim nhanh phan xa va giam kha ning phan xa mat bu. Néu thy cn phai ngimg liéu phap chen

beta truée khi phiiu thudt, nén thuc hién din dan va két thic trude khi gdy mé 48 gid.

Bénh nhan bi bénh viy nén hodc co tién sir bi bénh vy nén chi nén ding thude chen beta (vi du

bisoprolol) sau khi can nhdc cén than gitta loi ich va nguy co.

0 nhirng bénh nhan méc bénh u tiy thuong thin, khéng duge ding bisoprolol cho dén khi da chan
thu thé alpha.

Khi diéu tri bing bisoprolol, cic tridu chimg cuia bénh cudng gidp c6 thé bi che lap.
Théng tin vé ham lwong natri:

Thude nay cé chira dudi 1 mmol (23 mg) natri trong mdi vién nén bao phim., vé co ban duge xem
nhu ‘khéng chira natri’.

7. Sir dyng thude cho phu nir ¢6 thai va cho con bi
Phu niv co thai

Bisoprolol ¢é tac dung dwoc Iy ¢6 thé gy ra tic dung ¢6 hai cho thai ky va/hodc thai nhi hogc tré so
sinh. Nhin chung, thudc chen beta-adrenergic 1am gidm tu6i mau nhau thai, c6 lién quan dén chim
phat trién, thai chét luu trong tir cung, say thai hodic chuyén da sém. Tac dung khéng mong mudn (vi
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*§ L TERREHSAE meRi/sir dung bisoprolol trong thoi ky mang thai trir khi thuc sy cin thiét. Néu viée diéu tri

bing rolol duoc coi 1a can thiét, can theo dai lru lwong mau tir cung nhau thai va sy phét trién
414 thaf nhi. Trong trudng hop co tac dung cd hai dbi véi thai ky hodc thai nhi, cin can nhic phuong
phap didu tri thay thé. Tré so sinh phai dugce theo ddi chit chd. Cac triéu chimg ha dudng huyét va
nhip tim chim thudmg c6 thé xdy ra trong vong 3 ngdy dau tién.

Phu nit cho con bu

Khong biét bisoprolol cé duge bai tiét vao sita me hay khéng. Do d6, khong khuyén céo cho con bu
trong thoi gian dung bisoprolol.

8. Anh hwing ciia thudc Ién khi ning lii xe, vin hanh miy méc

Céc nghién ctru trén bénh nhin mach vanh cho thdy bisoprolol khéng anh huéng dén khd nang 14i xe
ctua bénh nhin. Tuy nhién, do phan ting co thé xay ra khac nhau & mdi ca thé nén kha nang lai xe va
van hanh may méc c6 thé bi anh huong. Cin luu y dén kha ning nay khi bt ddu diéu tri, khi thay doi
lidu ciing nhu khi ¢6 ubng ruou.

9. Tuwong tic, twong ky cia thude
Twong tic cia thude
Khéng nén sie dung dong thoi

Chi dp dung cho bénh suy tim mdn linh.

Thude chdng loan nhip nhom I (vi du nhu quinidine, disopyramide; lidocaine, phenytoin; flecainide,
propafenone): Co thé lam ting tic dung lén thoi gian dan truyén nhi-tht va tang tic dung co bap co
tim &m tinh.

Ap dung cho tdt ca ede chi dinh:

Thudc d6i khang calci nhém verapamil va nhém diltiazem (it hon): Anh hudng tiéu cuc dén kha niing
co bép va din truyén nhi thdt. Tiém tinh mach verapamil cho bénh nhén dang diéu tri bing thude
chen beta c6 thé din dén ha huyét dp ning va block nhi thit.

Thudc ha huyét 4p tic déng lén trung wong nhu clonidine va cac thude khdc (vi du methyldopa,
moxonodine, rilmenidine): Sir dung déng thoi céc thude ha huyét 4p tac dong Ién trung wong 6 thé
lam trAm trong thém tinh trang suy tim do lam gidm truong luc giao cam trung wong (giam nhip tim
va luu luong tim, gidan mach). Ngimg thubc dot ngdt, dic biét ngimg thude chen beta, c6 thé lam ting
nguy co “hdi phuc tang huyét ap”.

Thin frong khi ding dong thoi

Chi dp dung cho bénh tang huvét dp hodc dau that ngue:

Thude chdng loan nhip nhém I (vi du nhu quinidine, disopyramide, lidocaine, phenytoin, flecainide,
propafenone): Co thé ting cudng tic dung ctia thoi gian din truyén nhi thdt va ting tic dung co bép
co tim 4m tinh.

Ap dung cho tét cd cdc chi dinh

Thude dbi khéng calei nhém dihydropyridine nhu felodipine va amlodipine: Sir dung ddng thoi ¢6
thé 1am ting nguy co ha huyét dp va khéng thé loai trir nguy co suy giam thém chirc ndng bom that &
bénh nhén suy tim.
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Fhueekich thich thin kinh phé giao cam: Sir dung ddng thoi 6 thé [am tang thai gian din truyén
nhi-thit va ting nguy co chim nhip tim.

Tnsulin va cédc thube chéng déi thao dudmg dang udng: Tang tac dung ha dudmg huyét. Céc thube chen
beta co thé che khuit cac ddu hiéu cua tut dudmg huyét.

Thube giy mé: Lam giam phan xa nhip tim nhanh va ting nguy co tut huyét dp.

Digitalis: Lam giam nhip tim, ting thoi gian din truyén nhi tht.

Thudc chéng viém khong steroid (NSAID): C6 thé lam giam tic dung ha huyét 4p cta bisoprolol.
Ciéc thude kich thich giao cdm beta (isoprenaline, dobutamine): Ding ddng thai véi bisoprolol ¢d thé
lam giam tac dyng ctia ca hai thude.

Céc thude cudong giao cam tic dong lén ca thy thé thwong than alpha va beta (noradrenaline,
adrenaline): Str dung cuing véi bisoprolol c6 thé khong lam mét téc dung co mach qua thu thé thugng
than alpha cta nhitng thude nay dan dén ting huyét ap va lam ning thém con ting huyét p. Nhimg
twong tac nay cn duge xem xét hon véi nhitng thude chen beta khéng chon loc.

Str dung céc thudc ha huyét ap véi cac thude o kha nang lam ha huyét ap khéc (thudc chong tram
cam 3 vong, céc barbiturat, phenothiazin) ¢é thé ting nguy co tut huyét ap.

Cdn céin nhdc khi si dung dong thoi

Mefloquine: ting nguy co chdm nhip tim.

Monoamin oxidase i.nhibitm:s (trir cac chét (re ché MAQ-B): Tang tic dung ha huyét ap cua cac thude
chen beta nhung cling c6 thé ¢d nguy co con tang huyét ap.

Rifampicin: C6 thé lam giam thoi gian ban hiy bisoprolol do sir cam tmg ctia céc enzyme chuyén
hoa thube & gan. Thong thuong khdng can diéu chinh.

DAn xudt ciia ergotamine: Lam trim trong thém c4c rdi loan tufin hoan ngoai vi.

Twong ky ciia thubce

Do khéng ¢6 cdc nghién ctru vé tinh twong ky cia thude, khong tron 14n thude nay véi cée thude khéc.

10. Tic dung khong mong mudn ciia thude

Phan loai tén sudt: Rat thudmg gip (ADR > 1/10); Thuomg gap (1/100 < ADR < 1/10); it gap (1/1000
< ADR 4}/100); hiém gdp (lfIO.{IlOO < ADR <1/1000); rat hiém gip (ADR <1/10.000); khong rd
(khéng thé ude tinh tir dit liéu ¢d sdn).

Rbi loan tam than:

ft gap: rdi loan gidc ngt, trdm cam.

Hiém gip: 4c mong, 4o gidc.

Réi loan hé than kinh:

Thudng gip: chéng mat*, dau diu*

Hiém giip: nght xiu

Réi logn vé miit:

Hiém gip: giam tiét nude mét (cin cin nhic néu bénh nhin deo kinh 4p trong).
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uong gdp: nhip tim chdm (& nhitng bénh nhén suy tim man tinh).

Thuong gip: lam ndng thém tinh trang suy tim (¢ nhiing bénh nhan suy tim man tinh).

it gip: RHi loan dan truyén AV, lam ning thém tinh trang suy tim hién c¢é (& nhitng bénh nhéan bi tang
huyét ap hodic dau thit nguc); nhip tim chidm (& nhiing bénh nhin bi ting huyét 4p hodc dau that
nguc).

R6i logn mach mdu:

Thuong gap: cam giac lanh hodc té & tir chi, ha huyét 4p dic biét & bénh nhan suy tim.

Réi loan hé hdp, ngwc va trung thit:

ft gaip: co thit phé quan & nhitg bénh nhan hen phé quan hodc tién sir tic nghén duong tho.

Hiém gdp: viém mili di img.

Réi loan tiéu héa:

Thuodng gip: cac van dé vé dudng tiéu héa nhr budn ndn, ndn, tiéu chay, tio bén.

R3i logn gan mit:

Hiém gip: viém gan.

Réi logn da va mé dudi da:

Hiém gip: phan tmg qua mén (nhu ngita, do bimg, phat ban va phit mach).

Rét hiém giip: rung téc. Thude chen beta cé thé gay ra hodc lam ning thém bénh véy nén hodc gy
phat ban giong bénh viy nén, rung toc.

Réi loan co xwong va md lién két:

ft gap: yéu co va chudt rut.

Réi logn hé thong sinh sin va vii:

Hiém gdp: roi loan kha ning cuong duong.

Réi logn chung va finh trang tai vi tri tiém:

Thudng gap: suy nhugce (& bénh nhan suy tim man tinh), mét moi*

ft gap: suy nhuge (& nhitng bénh nhén tang huyét ap hodc dau thit ngyc)

Xét nghi¢m:

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

Chi ap dung cho bénh ting huyét dp hodc dau that nguc:

* C4c triéu chimg nay dic biét xdy ra khi bt ddu diéu tri. Ching thudmg nhe va bién mét trong vong
1 - 2 tuén.

Thong bdo ngay cho bdc sy hodc dwgc si khi gdp cdc tdc dung khong mong mudn nhu trén khi si
dung thudc hodc bdo cio cdc phin iing cd hai ciia thube vé Trung taim Thong tin thubc va Theo
diii phdn iing cd hai ciia thuéc (ADR) Quéc Gia. Dia chi: 13 - 15 Lé Thinh Tong - Hoan Kiém -
Ha Ni. Dién thogi: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.
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ay, suy tim cép va ha duomg huyét. C6 it kinh nghiém vé qua liéu bisoprolol, chi ¢6 mdt
A truge Mop qua lidu bisoprolol duge béo cdo (t8i da 2 000 mg). Nhip tim chdm va/hodc ha huyét
ydadifoc ghi nhan. T4t ca bénh nhin déu hdi phuc. C6 su khac biét én giita cdc ¢4 nhan vé do nhay
cam v&i mét lidu cao bisoprolol duy nhit va nhitng bénh nhén bj suy tim ¢6 thé rit nhay cam.

Néu xay ra qua liéu, phai ngimg bisoprolol va diéu tri hd trg va triéu chimg.

Dya trén cdc tic dung duge 1y dy kién va khuyén nghi cho céc thude chen beta khac, céc bién phép
chung sau ddy nén dugc can nhéc khi can thiét vé mit 1am sang.

Nhip tim chdm: Tiém finh mach atropin. Néu dap ng khong ddy du, ¢6 thé ding than trong
isoproterenol hodic mot thude khéc cé tac dung lam ting nhip tim. Trong mét sd trudmg hop, dit may
tao nhip tim tam thoi dé kich thich ting nhip.

Ha huyét dp: Truyén dich tinh mach va ding c4c thudc tang huyét 4p. C6 thé dung glucagon tiém
tinh mach.

Block nhi thdt (d6 hai hodc ba): Theo déi cdn than ngudi bénh va tiém truyén isoproterenol hodc dit
méy tao nhip tim, néu thich hop.

Suy tim ndng hon cdp tinh: Tiém tinh mach thude 1oi tiéu, thude ting co bop co tim, thude gidn mach.
Co thiit phé quan: Ding mot thudc gian phé quan nhu isoprenaline, thude cuéng giao cam beta 2
va/hodc aminophylline.

Ha duong huyéf: Tiém tinh mach glucose.

Cé mot sb it dit lidu goi ¥ bisoprolol fumarat khéng thé bi thdm tach.

12. Dic tinh dwge lue hoe

Nhom dwpe ly: Thude chen bé 1 — adrenergic chon loc.

MaATC: CO7A BO7

Co ché hoat dpng:

Bisoprolol 1a mot thude chen chon loc betal (1) nhung khéng cé tinh chat 6n dinh mang va khéng
¢ tée dung gibng thin kinh giao cam ndi tai khi dung trong pham vi lidu diéu tri. Bisoprolol it tac
dyng trén thu thé beta2 (B2) adrenergic cua co tron phé quan va thanh mach cing nhw véi thu thé
beta2 lién quan dén diéu hoa chuyén hoa. Vi vay, Bisoprolol thuéng khong duge cho 14 s& dnh huéng
dn sirc can duong thé va tac dung chuyén héa qua trung gian beta2. Tinh chon loc betal cua
Bisoprolol vuot ra ngoai pham vi liéu diéu trj.

Suy tim mdn tinh:

Hiéu qud ldm sang va an toan

Tong cong cd 2647 bénh nhdn duge dua vio thiz nghiém CIBIS II. 83% (n = 2202) thugc NYHA dd
I va 17% (n = 445) thudc NYHA d6 IV. Ho bi suy tim tdm thu c6 triéu ching én dinh (phén sudt
téng mau < 35%, dua trén siéu dm tim). Ty 18 ti vong tdng cong da giam tir 17,3% xuéng 11,8%
(giam tuong ddi 34%). Giam tir vong ddt ngét (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%, gidm tuong déi 36%) di dugc quan sat thdy, Cudi
ciing, mot su cai thién déng ké vé chirc néng trang thai theo phan logi NYHA da duge hién thi. Trong
qué trinh bit ddu va chudn dd nhdp vién bing Bisoprolol do nhip tim cham (0,53%), ha huyét 4p
(0,23%) va mét bu cép tinh (4,97%) da duge quan sit thiy, nhung ching khong thuéng xuyén hon
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ding gia duge (0%, 0,3% va 6,74%). S6 ca tir vong va tan tit dt quy trong tong thoi
tru 1a 20 truong hop ¢ nhom ding Bisoprolol va 15 truomg hop ¢ nhém ding gia duge.

nhén duge didu tri phdi hop Bisoprolol va Enalapril trong théri gian tir 6 dén 24 thang sau 6 théng
diéu tri déu tién bing Bisoprolol hodc Enalapril.

Cé xu hudng tén sudt suy tim man tinh tr& nén trim trong hon khi dung Bisoprolol trong 6 thang dau
didu tri. Su khong thua kém cua didu tri bing Bisoprolol dAu tién so v6i diéu tri bang Enalapril diu
tién khong duoe ching minh trong méi phac db phén tich, mic di hai chién lugce bat dAu didu tri CHF
cho théy ty 1& tuong tu vé ty 18 tir vong va nhip vién theo tiéu chi két hop chinh vao cudi nghién ciru
(32,4% & nhom ding Bisoprolol ddu tién so véi 33,1% & nhém dung Enalapril ddu tién, dn sb theo
phéc d6). Nghién ciru cho thiy Bisoprolol ciing ¢6 thé duoce sit dung & ngudi cao tudi bi suy tim man
tinh bénh nhén méc bénh & muc do nhe dén trung binh.

Tang huyét dp hodc dau thit nguwe:

Bisoprolol ciing duge sir dung dé diéu tri ting huyét ap va dau thit nguc.

Giéng nhu cdc thude chen B 1 khée, co ché hoat dong trong tang huyét 4p van chua ré rang nhung
ngudi ta biét ring bisoprolol 1am gidm déng ké hoat ddng renin huyét trong.

Co ché chdng dau thit nguc: Bisoprolol tre ché thu thé beta 1 cua tim bing cich e ché phan img
duoce dua ra ddi véi hoat hoa giao cam. Diéu d6 din dén viée giam nhip tim va lam giam nhu cau oxy
clia co tim. Trong qua trinh dung thudc cép tinh & nhitng bénh nhin méc bénh tim mach vanh khéng
bi suy tim man tinh, bisoprolol lam giam nhip tim va thé tich nhét bop va do dé lam giam lwong tim
va lugng oxy tiéu thy. Trong qua trinh ding thudc man tinh, sirc can ngoai vi ting ban dau s& giam.

13, Pic tinh dwoe dong hoc

Bisoprolol hau nhu dwoc hdp thu hoan toan qua dudmg tiéu hod. Vi chi qua chuyén hod bude dAu rit
it nén sinh kha dung qua dudmg uéng khoang 90%. Thé tich phén phéi 1a 3,5 I/kg. Lién két protein
huyét trong ctia bisoprolol 1a khoang 30%. D6 thanh thai toan phén 1a khoang 15 /gid.

Thei gian ban thai & huyét twong tir 10 dén 12 gid, ¢6 tic dung kéo dai 24 gio sau khi ding liéu mot
1in m&i ngay.

Bisoprolol duge bai tiét ra khoi co thé theo hai con dudng. 50% duge chuyén héa & gan thanh cdc
chit chuyén héa khong hoat dong sau d6 duoc bai tiét qua than. 50% con lai duge bai tiét qua thin
dudi dang khong chuyén héa. Vi qua trinh dao thai dién ra & than va gan & clng mirc d6 nén khong
cdn diéu chinh liéu cho bénh nhan suy giam chirc ning gan hodc suy than.

Duge dong hoc & nhiing bénh nhan suy tim man tinh én dinh va suy giam chiic ning gan hodic thin
chua dugc nghién ciu. O nhimg bénh nhin suy tim man tinh (NYHA giai doan III), nong do
bisoprolol trong huyét twong cao hon va thoi gian ban hiy kéo dai hon so véi ngudi tinh nguyén khoe
manh. Nong d¢ tdi da trong huyét twong & trang thai 6n dinh 1a 64 = 21 ng/ml & liéu hang ngay 10
mg va thoi gian bén huy 1a 17 = 5 gio.
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15. Piéu kién bio quan, han ding, tiéu chuin chit lwgng ciia thude
Diéu kién bao quan: Noi kho réo, tranh dnh sang, nhiét do khong qua 30°C.
Han dimg ciia thude: 36 thang ké tir ngay san xudt.

Tiéu chudn chat heong: TCCS.

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

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

Pia chi: 1.6 B3-1, goc dudmg D4-N1, khu cong nghiép Huu Thanh, Xa Hyu Thanh, Huyén Duc Hoa,
Tinh Long An.
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