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RX BISODAC 2.5
(Vién nén bisoprolol fumarat 2.5 mg)
RYBISODAC 5
(Vién nén bisoprolol fumarat 5 mg)
Rx BISODAC 10

(Vién nén bisoprolol fumarat 10 mg)
Pé xa tam tay cha tré em
Doc ky hiedng déan sir dung trieée khi dimng
Thudc nay chi ditng theo don thude
Thong bdo ngay cho bdc sy hodc durgc sy nhitng phan ung co hai
gdp phdi khi str dung thuéc

1. THANH PHAN

BISODAC 2.5 (Vién nén bisoprolol fumarat 2.5 mg)

Mbi vién nén bao phim c6 chura:

Hoat chdt: Bisoprolol fumarat 2.5 mg.

Tda dwge: Cellulose microcrystallin, calci hydrogen phosphat khan, silica colloidal khan,

crospovidon, magnesi stearat, opadry white 03B28796 (HPMC 2910/Hypromellose 6¢P, titanium
dioxid, macrogol/PEG 400).

BISODAC 5 (Vién nén bisoprolol fumarat 5 mg)

MBbi vién nén bao phim c6 chira;

Hoat chdt: Bisoprolol fumarat 5 mg.

Ta dwoc: Cellulose microcrystallin, calci hydrogen phosphat khan, silica colloidal khan,
crospovidon, magnesi stearat, opadry white 03B28796 (HPMC 2910/Hypromellose 6¢P, titanium
dioxid, macrogol/PEG 400).

BISODAC 10 (Vién nén bisoprolol fumarat 10 mg)

MB&i vién nén bao phim cé chira:

Hoat chdt: Bisoprolol fumarat 10 mg.

Ta duogc: Cellulose microcrystallin, calci hydrogen phosphat khan, silica colloidal khan,
crospovidon, magnesi stearat, opadry white 03B28796 (HPMC 2910/Hypromellose 6¢P, titanium
dioxid, macrogol/PEG 400)

2. DANG BAO CHE

BISODAC 2.5 (Vién nén bisoprolol fumarat 2.5 mg): Vién nén bao phim mau tring, hinh tron,
hai miit 16i, c6 khic chit ‘P’ va dudmng ké chia dbi vién thuéc & mot méit va s6 *2° & miit kia.
BISODAC 5 (Vién nén bisoprolol fumarat 5 mg): Vién nén bao phim mau tring, hinh tron, hai
miit 16i, c6 khic chit ‘P’ va dudng ké chia doi vién thubc & mot miit va s6 °5° & miit kia.
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BISODAC 10 (Vién nén bisoprolol fumarat 10 mg): Vién nén bao phim mau tring, hinh tron,
hai mét 18i, ¢6 khic chit ‘P’ va dudmng ké chia déi vién thudéc & mot mat va sé “10° & mit kia.

3. CHI PINH
Vién nén Bisodac dugc sir dung dé diéu tri:
- Ting huyét ap.
- Bénh mach vanh (dau thit ngyc).
- Suy tim man tinh 6n dinh kém suy gidm chitc ning tAm thu that trai két hop thudc trc ché men
chuyén, thudc 1oi tiéu va glycosid tim.

4. LIEU DUNG VA CACH DUNG

Piéu tri ting huyét 4p va bénh mach vanh

Trong moi truong hop, liéu dung s¢ dugc diéu chinh cho tirng bénh nhan, dic biét 1a dua trén nhip
tim va két qua diéu tri.

Liéu khgi diu thong thudng 13 5 mg bisoprolol mot 1an/ ngay.

Trong tredong hop ting huyét ap nhe (huyét ap tim trwong dén 105 mmHg) c6 thé diéu tri véi 2,5
mg mot 1n/ ngay 1a du.
Néu can thiét, liéu co thé duge ting 1én 10 mg bisoprolol mét 1an/ ngay.

Liéu khuyén céo t6i da 1a 20 mg bisoprolol mat 1an/ ngay. “—
Diéu tri suy tim man 6n dinh

Phac do diéu tri chudn suy tim man tinh gdm c6 cic thudc irc ché men chuyén (ACE) (hoic chen
thu thé angiotensin trong trudng hop khong dung nap cac thude irc ché men chuyén), chen beta,
thudc loi tiéu va véi cac glycosid trg tim khi thich hop.

Trwéce khi diéu tri suy tim mén 6n dinh vdi Bisodac, can thiét phai c6 mot giai doan kiém tra diic
biét va can duoc bac si theo doi thudong xuyén,

Céc diéu kién trudc khi diéu tri v&i bisoprolol suy tim man 6n dinh ma khong bi suy tim cip 6n
dinh ma khong bi suy tim cap. Bac si diéu tri cAn phai c¢6 kinh nghiém trong diéu tri suy tim méan.
Piéu tri suy tim man 6n dinh v&i bisoprolol duoc khdi ddu theo phic db chuin dudi day, dap (g
clia moi bénh nhan c6 thé ty thudc vao cach dung nap cia bénh nhin dbi voi moi lidu, cé nghia 1a
chi ting lidu khi da dung nap tt liéu trudc dé.

Tuén 1; 1,25 mg bisoprolol mot 1an/ngay, Néu dung nap ot ting 1én
Tuén 2: 2,5 mg bisoprolol mdt lan/ngdy, Néu dung nap tot ting 1én
Tuén 3: 3,75 mg bisoprolol mdt lan/ngay, Néu dung nap t6t ting 1én
Tuin 4 - 7: 5 mg bisoprolol mdt lan/ngay. Néu dung nap tot ting 1én
Tuén 8 -11; 7.5 mg bisoprolol mot 1an/ngay, Néu dung nap tot ting 1én

Tuédn 12 vasau d: 10 mg bisoprolol mdt lin/ngay nhu liéu duy tri
Liéu khuyén cdo t6i da 1a 10 mg bisoprolol mot 14n mdi ngay. Bénh nhan nén duoc theo déi va duy
tri & mirc liéu nay trir khi khong thé dugc do tic dung phu. Cén theo ddi chiit ché du hiéu sdng con
(huyét 4p, nhip tim) va cic ddu hi¢u suy tim ning 1én trong giai doan chinh liéu.
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Thay dbi diéu tri:
Trong giai doan chinh lidu hoic sau d6, néu xdy ra suy tim ning hon thodng qua, ha huyét ap hay

cham nhip tim, khuyén c4o nén xem xét lai liéu cua cic thudc dang sir dung dong thdi. Giam liéu
bisoprolol tam thdi hodic xem xét ngung didu tri bisoprolol khi cin thiét.

Ludn nén can nhic bit diu str dung lai bisoprolol va/hoiic ting licu khi bénh nhin on dinh tré lai.
Thoi gian diéu tri cho tit ca cic chi dinh

Piéu tri v6i Bisodac thuong 13 diéu tri 1au dai.

Viéc diéu tri ¢6 thé ngung khi can thiét va sir dung lai khi thich hop.

Khong dwgc ngung difu tri dot ngdt hay thay doi lidu ma khéng héi ¥ kién bic si vi diéu nay
c6 thé 1am suy tim ning hon tam thoi. Khong nging diéu tri dot ngot. Néu can thiét phai ngung
diéu tri, nén giam liéu tir tir.

Cic trwong hop dic biét

Suy thin hay suy gan:

Diéu tri ting huyét dp hay bénh mach vanh: khong cin diéu chinh liéu dbi véi bénh nhan suy chirc
ning gan hay thin mirc d¢ nh¢ dén trung binh. Pdi voi bénh nhin suy than ndng (d¢ thanh thai
creatinine < 20 ml/phat) va suy gan niing khong dwgc vuot qua lidu 10 mg bisoprolol moi ngay.

Diéu tri suy tim mén 6n dinh: Khong c6 thong tin vé dugc dong hoc cua bisoprolol & bénh nhan
suy tim man kém suy gan hay suy than. Viéc xac dinh liéu cho cic trudng hop nay can hét strc thin
trong.

Neuoi gia: Khong can diéu chinh liéu.

Tré em: chua c6 kinh nghiém day du vé viéc sit dung bisoprolol cho tré em, vi thé khong khuyén
cao sir dung Bisodac cho tr¢ em.

Ciach dung

Bisodac str dung vao budi sang, kém hay khong kém thic dn. Nudt nguyén vién thude voi nude,
khong dugc nhai.

5. CHONG CHi PINH

- M&an cam véi bisoprolol fumarat hodic bat ky thanh phan nio cua thue.

- Hen suyén hoic bénh phdi tic nghén man tinh.

- (6 van dé vé tuan hoan méu & chi (nhw hoi chiing Raynaud), c6 thé gay ra hién twong ngita
hoic nhat mau hoic chuyén mau xanh.

- U té bao wa Crom khong duoc diéu tri (mdt dang khdi u hiém & tuyén thuong than).

- Nhiém toan chuyén hoa.
Khong sir dung vién nén Bisodac néu c6 méot trong nhitng van dé vé tim mach duéi day:

- Suy tim d6t nhién dién bién x4u di hodc co thé yéu cau diéu tri tai bénh vién.

- Nhip tim chAm hoic khdng déu.

- Huyét ap rat thap.

- Soc tim.
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6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Chi 4p dung véi ting huyét 4p va bénh mach vanh:

Bisoprolol phai dugc sit dung cAn thin & bénh nhin bi ting huyét 4p hoic bénh mach vanh va kém
theo suy tim

Chi ap dung véi suy tim man tinh:

Viée diéu tri suy tim man tinh 6n dinh véi bisoprolol phai dugc bat diu véi mot giai doan diéu
chinh licu dic biét.

Viéc bit diu diéu tri bing bisoprolol ddi hoi phai theo ddi thudng xuyén.

Khong c6 kinh nghiém diéu tri suy tim bang bisoporolol ¢ bénh nhin ¢6 cac bénh va tinh trang sau:

bai thao dudng phu thudc insulin (loai I).

Suy giam chirc ning than ning.

Suy giam chirc niing gan ning.

Bénh co tim han ché.

Bénh tim bam sinh.

Bénh van tim thyc thé ¢6 lién quan dén huyét dong luc.
Nhoi mau co tim trong vong 3 thang.

Ap dung cho tit ci cic chi din:
Pic biét ¢ nhitng bénh nhan bj thiéu mau cuc bd, khong duoc ngung dicu tri bang bisoprolol dot
ngdt trir khi duge chi 18, bdi vi didu ndy c¢6 thé din dén tinh trang tim chuyén bién x4u hon.

Néu 1a mdt trong cac trudng hop sau, thong bao cho bac si trwdc khi sir dung vién nén Bisodac, bac
st co thé c6 ché dd diéu tri ddc biét can than (thém diéu kién diéu tri hodic thue hién viéc kiém tra

thudng xuyén hon):

Co thit phé quan (hen phé quan, bénh tic nghén dudng ho hip). Mic du cic thuéc chen beta
chon loc trén tim (betal) c6 thé co it tac dong 1én chic ning phdi hon cac thudc chen beta
khong chon loc, cling nhur voi tit cd cac chit chen beta, nén tranh str dung nhitng thuc niy &
cac bénh nhan bi bénh tic nghdn duong the, trir khi c6 cic Iy do 14m sang bit bude can sir
dung. Néu nhitng 1y do nay ton tai, Bisodac c6 thé duoc str dung mdt cach than trong. Cac
truomg hop hen phé quan hodic cac bénh phdi tic nghdn man tinh khac, ma ¢6 thé gy ra triéu
chirng, can dong thoi diéu tri gian phé quan. Ddi khi sirc can dudng thd co thé ting 1én & bénh
nhan hen, do dé, c6 thé phai ting liéu thudc kich thich beta 2.

Pai thao dudng co muc duong huyét thay doi bat thuong: bisoprolol co thé che dau triéu
chirng ctia ha dudng huyét (vi du nhip tim nhanh, danh tréng nguc hodc d6 md hoi).

Nhin 4n nghi¢m ngit.

Pang diéu tri di ing: ciing nhur cAc thude chen beta khic, bisoprolol c6 thé 1am ting dd nhay
cam dbi voi di Gng va mic dé nghiém trong cua phan tmg phan vé. Diéu tri bang adrenalin
khong phai ludn cho hiéu qua diéu tri nhu dyr kién.

Block nhi that d6 L.

Pau thit nguc Prinzmetal.
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- Tic nghén dong mach ngoai bién (tinh trang bénh c6 thé ning hon, diic biét khi bit diu diéu
tr1).

- Gay mé tong quat: trong trudng hop bénh nhian gy mé tong quat, st dung thudc chen béta
giip giam nguy co loan nhip tim va thiéu mau cuc bd co tim trong giai doan din mé, dit noi
khi quan va trong giai doan hau phau. Hi¢n nay dang khuyén cdo nén duy tri thuc chen béta
trong giai doan chu phau. Bac si gy mé phai duoc thong béo trong trudng hop bénh nhin can
giy mé co str dung thudc chen béta do nguy co tuong tac véi cac thudc khac, lam cham nhip
tim, 1am giam phan xa ting nhip tim va giam kha niing phan xa dé bu lai sw mit mau. Néu can
thiét phai ngung sit dung thudc chen béta trudc khi giai phiu, nén giam lidu dan dan va két
thiic 48 gio trurde khi ghy mé.

- Bénh nhan bi bénh vay nén hodc co tién st bénh vay nén chi nén ding thude chen beta (vi du:
bisoprolol) sau khi d4 cin nhic cin than cac loi ich va nguy co.

- Nhiing bénh nhén u tuyén thugng thin (u té bao ua crém) thi khong dugc dung bisoprolol cho
dén khi c6 chen thy thé alpha.

- Réi loan tuyén gidp (bisoprolol co thé che diu tridu chirng cua cudng gidp).

Viéc diéu tri suy tim man tinh 6n dinh véi bisoprolol phai dugc bat diu véi mot giai doan diéu

chinh lidu dic biét.

O bénh nhin nhdi mau co tim khong nén nging dicu tri bang bisoprolol dot ngdt trir khi dugc chi

dinh, vi c6 thé dan dén tinh trang bénh tim ning hon.

Viée bat ddu va cham dit diéu tri bing bisoprolol doi hoi phai theo ddi thudng xuyén.

Céc truong hop dic biét: Cho dén nay, chura c6 kinh nghiém day du trong viéc sir dung bisoprolol

cho.

- Bénh nhan suy tim kém tiéu dudng type T 1& thudc insulin,

- Suy chirc ning than ning,

- Suy chirc ning gan ning,

- Bénhco tim han ché,

- Bénh tim bam sinh,

- Bénh van tim thyc thé c6 lién quan dén huyét dong lyc.

Chua c6 day du kinh nghiém diéu tri cho bénh nhan suy tim nhe (NYHA II) ciing nhur suy tim va

nhdi mau co tim trong vong 3 théng truedc do.

Bisoprolol phai dugc st dung mot cach than trong cac truong hop sau:

- Tiéu duong c6 mirc duong huyét thay doi bat thudmg: cac triéu chimg rd rét ciia chimg ha
duong huyét nhu mach nhanh, hdi hop hay tiét mé héi co thé bi che diu,

- Nhin dn nghiém ngit,

- Dang diéu tri di tmg,

- Roi loan dAn truyén nhi that nhe (block nhi that do T),

- R&i loan lwu lwong méau trong bénh mach vanh do co thit mach (chimg dau thit nguc
Prinzmetal),

- Bénh tic ngh&n dong mach ngoai bién (bénh co thé ting 1&n dic biét 1a khi bit diu diéu tri),
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- Bénh nhan bi bénh vay nén hay c6 tién sit bénh vay nén.

Trong trudng hop bénh nhin gy mé téng quat, st dung thudc chen béta gitp giam nguy co loan
nhip tim va thiéu mau cuc bd co tim trong giai doan din mé, diit noi khi quan va trong giai doan
hau phiu. Hién nay dang khuyén cdo nén duy tri thudc chen béta trong giai doan chu phiu. Bac si
giy mé phai dugc thong bao trong trrdng hop bénh nhan can gay mé cé sir dung thudc chen béta
do nguy co tuong tic véi cac thudc khac, lam cham nhip tim, lam giam phan xa ting nhip tim va
giam kha ning phan xa dé bu lai sy mat mau. Néu can thiét phai ngung st dung thudc chen béta
trudc khi giai phiu, nén giam lidu din dan va két thic 48 gio trude khi giy mé.

Miic di cac thude chen beta chon loc trén tim (betal) co thé co it tac dong 1én chirc ning phéi hon
cac thudc chen beta khéng chon loc, ciing nhwr véi tat ca cac chit chen beta, nén tranh sir dung
nhiing thudc nay & cac bénh nhan bi bénh tic nghén duong thd, trir khi co cac Iy do 1am sang bat
budc can sir dung. Néu nhitng Iy do nay ton tai, bisoprolol c¢é thé dugc sir dung mét cich thin trong.
Cac truomg hop hen phé quan hay cac bénh tic nghén phoi man tinh, ma co6 thé gy ra triéu ching,
can dong thoi diéu tri gidn phé quan. Thinh thoang c6 thé xay ra sy gia ting dé khang dudng thé &
nhitng bénh nhin hen suyén, vi thé lidu kich thich beta2 c6 thé phai ting 1én,

O bénh nhan u tuyén thuong thin (u té bao wa crém), chi nén sir dung bisoprolol sau khi phong t6a
thy thé .

Nhiém doc tuyén gidp: Khi diéu tri voi bisoprolol cic triéu chirng cta cudng chirc ning tuyén giap
(nhiém doc tuyén gidp) co thé bi che dau.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phuy nir c6 thai:

Str dung vién nén Bisodac trong sudt thoi ky mang thai c6 thé gy hai cho thai nhi. Néu dang mang : ,
thai hodc c6 ké hach mang thai hiy thong bao voi bac si, bac si s& quyét dinh co thé sir dung vién |

nén Bisodac trong sudt thoi ky mang thai hay khong. N
Phu nir cho con bu:
Khong c6 dit liéu vé viéc bisoprolol fumarat co bai tiét qua sita me. Vi vy, nudi con bing sita me

khéng dugc khuyén cdo trong sudt qua trinh didu tri bing vién nén Bisodac.

8. ANH HUONG CUA THUOC POI VOI KHA NANG LAI XE, VAN HANH MAY MOC
Kha niing lai xe hodc str dung mdy moc c6 thé bi anh hudng tiy thudc vao mirc dap ing cua co thé.
Pic biét than trong khi bit dau diéu tri, ting liéu hoic khi thay doi, khi diung cing véi rugu bia.

9. TUONG TAC, TUONG KY CUA THUOC

TUGCNG TAC CUA THUOC:

Khong dung cac loai thudc sau ddy voi cic vién nén Bisodac ma khong c6 161 khuyén cua bac si:

- Mot sb thubc dung dé diéu tri rdi loan nhip tim (cAc loai thubc nhu quinidin, disopyramid,
lidocain, phenytoin, flecainid, propafenon).
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- Mdt s6 loai thudc diéu tri ting huyét 4p, dau thit nguc hodc nhip tim khong déu (chat chen
kénh canxi nhwr verapamil, diltiazem).

- Mdt s6 loai dung diéu tri ting huyét &p nhur clonidin, methyldopa, moxonodin, rilmenidin.

Hoi v kién bac si trude khi dung cac thudc sau diy véi bisoprolol, bac si phai kiém tra, theo
doi tinh trang cia bénh nhan thuéng xuyén hon.

- Mdt sb loai thudc dugc sir dung dé diéu tri ting huyét 4p hodc dau thit nguc (felodipin va
amlodipin).

- Mdt s6 thudc dung dé diéu tri 16i loan nhip tim (amiodaron).

- Thudc nhé mét timolol va cac thudc lién quan dén diéu tri ting nhin ap.

- Mdt s6 thudc diéu tri Alzheimer hodc ting nhin 4p (nhur tacrin hodic carbachol) hodc cac loai
thudc diéu tri cac bénh tim cap tinh nhu isoprenalin va dobutamin.

- CAc thuoc diéu tri dai thao dudng bao gdm insulin.

- Céac tac nhan gy mé nhw trong qua trinh phau thuat.

- Digoxin duoc st dung khdng dé diéu tri suy tim.

- Thudc chéng viém steroid: ibuprofen, diclofenac.

- Thudc ha huyét ap, cac thudc chong trim cam nhw imipramin hoic amitriptylin, mot s loai
thube s dung trong diéu tri bénh dong kinh hoic trong gy mé (phenobarbital) hodc mdt )
thubc diéu tri bénh tAm than (levomepromazin).

- Mefloquin duoc sit dung dé phong va diéu tri sot rét.

- Cac IMAO (trix cac chat ric ché MAO-B) nhwr moclobemid.

- Mdt s6 loai thudc diéu tri chitng dau nira diu nhu ergotamin.

TUONG KY CUA THUOC:

Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong mubn cua bisoprolol fumarat duoc liét ké dudi ddy theo cac hé co quan
va tAn suit. Tan suat dugce xac dinh nhur sau: Rat thuong gip (> 1/10); thuong gip & 1/100 t6i <
1/10); it gip ¢ 1/1.000 téi < 1/100); hiém gip (> 1/10.000 téi < 1/1.000); rat hiém gip (<
1/10.000).

Cac xét nghiém:

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

Cic roi loan tim:

Rat thieomg gdp: cham nhip tim (d6i v6i bénh nhan suy tim man).

Thuong gdp: ting suy tim (doi v6i bénh nhan suy tim mén).

It g¢ip: 161 loan dan truyén nhi thit; chAm nhip tim (& bénh nhn ting huyét ap hay dau thit nguc);
ting suy tim (& bénh nhan ting huyét 4p hay dau thit ngyc)

Cic rdi loan & hé thin kinh:

Thuong gdp: chong mit*, nhirc dau*.

Hiém gdip: ngét.
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Cic roi loan vé mit:

Hiém gdp: giam nudc mit (can luu ¥ néu bénh nhan dung kinh sat trong)

Rat hiém: viém két mac

Cic roi loan vé tai va tai trong;

Hiém gdip: 16i loan thinh giac

Cic roi loan vé hé hip, nguc va trung that:

It gdip: co thit phé quan & bénh nhan hen phé quan hay co tién sir tic ngh&n khi quan
Hiém gdp: viém miii di tmg

Cic rbi loan vé tiéu hoa:

Thuomg gdp: budn non, non, tidu chay, tdo bon

Cic rdi loan vé da va mé dwéi da:

Hiém gdp: cac phan rmg min cAm nhur ngira, dé da, phat ban

Rat hiém gdp: rung toc. Cac thudc chen béta co thé gy ra hay lam ning thém bénh vay nén hodic
ban d6 nhr vay nén

Cic rbi loan vé co xwong va md lién két:

It gdip: yéu co, vop bé

Cic rdi loan vé mach:

Thirong gdp: cam thay lanh hay 6 cong tay chan, ha huyét dp dic biét & bénh nhin suy tim.
Cic roi loan khic:

Thiromg gdip: hen suyén (d6i vdi bénh nhan suy tim man), mét moi*

It gdp: hen suyén (& bénh nhan ting huyét ap hay dau thit ngrc)

Cic rdi loan gan mit:

Hiém ggp: viém gan

Cic rdi loan vé hé sinh sin va nguec:

Hiém ggp: 16i loan cuomg duong

Céc rbi loan tAm than:

It g@p: trAm cam, 16i loan gi4c ngn

Hiém gdp: 4c mong, 40 gidc

Poi véi bénh ting huyét 4p hay bénh mach vanh

(*Nhitng triéu chitng ndy thudng xay ra khi bit dau diéu tri. Ching thudmng nhe va mét di sau 1 - 2
tun diéu tri).

Théng bdo v6i bdc sy cdc tdc dung khéng mong muén gdp phii khi ding thubc.

11. QUA LIEU VA CACH XU TRi

Néu qua Liéu phai thong bao cho bac si ngay 1ap tic.

Céc dau hiéu qua liéu do thudc chen beta gdbm c6 nhip tim cham, ha huyét 4p va ngu lim, néu ning
mé sang, hon mé, co giat. Suy tim sung huyét, co thit phé quan va giam glucose huyét c6 thé xay ra
dic bi€t ¢ nguoi da co san cac bénh & cac co quan nay.
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Xir tri: Néu xdy ra qua liéu, phai ngiing diéu tri bisoprolol, diéu trj hd trg va triéu chiing.
Bisoprolol khong thé bi thim tach.

Nhip tim chim: tiém tinh mach atropin. Néu d4p tmng khong diy di, cd thé dung thin trong
isoprenaline hodic mot thube khac ¢6 tac dung lam ting nhip tim. Trong mét s6 truong hop, dit
mdy tao nhip tim tam thoi dé khich thich ting nhip.

Ha huyét 4p: Truyén dich tinh mach va dung cac thudc ting huyét ap. Co thé dung glucagon
tiém tinh mach.

Bloc tim (do hai hodc dd ba): Theo d&i cAn thian ngudi bénh va tiém truyén isoprenaline hodic
dat may tao nhip tim, néu thich hop.

Suy tim xung huyét: Thyrc hién bién phap théng thudmg (dung digitalis, thudc loi ticu, thudc
lam ting lyc co co, thudc gidn mach.

Co thiit phé quan: Dung mot thudc gidn phé quan nhu isoprenaline vi/ hodic aminophyllin.

Ha duong huyét: Tiém tinh mach glucose.

12. CAC PAC TINH DUQC LUC HQOC

Nhom duge 1y: thude phong bé thy thé beta chon loc.

Ma ATC: CO7ABO7

Bisoprolol fumarat thuoc nhém thudc phong bé thu thé beta. Thude niy tic dong 1én phan tng
clia co thé v&i nhitng xung dot than kinh, dic biét trén tim. Két qua 1a bisoprolol lam cham
nhip tim va 1am tim ting hiéu suat bom mau di khip co thé. Suy tim xay ra khi co tim yéu va
khong thé bom di mau dap tng nhu cau co thé. Vién nén Bisodac dugc str dung dé diéu tri suy
tim man tinh 6n dinh. Ching dugc sir dung két hop voi cac loai thudc khac trong diéu kién nay
nhu thudc e ché ACE, thudc lgi tiéu, glycosid tro tim.

13. CAC PAC TINH DUQC PONG HOC

Hap thu:

Vién nén Bisodac duoc hdp thu va co sinh kha dung 90% sau khi uong. Thoi gian ban thai 13
10 - 12 gior sau khi dung lidu don trong 24 gio.

Phan bd:

Kha ning lién két voi protein huyét twong ciia bisoprolol fumarat 13 30%. Thé tich phan bb 13
3,5 L/kg.

Chuyén hoa:

Bisoprolol duoc chuyén héa qua con dudng oxy hoa ma khong co su lién hop sau d6. Tat ca
cac chat chuyén hoa rat phan cuc duoc dio thai qua than. Chéit chuyén héa chinh trong huyét
tuwong va nude tiéu khong cé tac dyng. Thir nghiém in vitro trén microsom gan ngudi cho thiy
bisoprolol bi chuyén héa chii yéu qua CYP3A4 (~ 95%), va mot phan nhé qua CYP2D6.

Thai tru:

Bisoprolol fumarat dugc thai trir theo hai con dudng: 50% dugc chuyén héa qua gan dudi dang
chat chuyén hoa khong c¢é hoat tinh sau d6 dugc thai trir qua than, 50% dugc thai trir qua than
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dudi dang khong chuyén hoa. Thai trir qua gan va thin 1 nhu nhau, khdng cin diéu chinh liéu
& bénh nhan suy gan hodc suy thin. Téng s6 d6 thanh thai khoang 15 L/h, Thoi gian ban thai
tir 10 - 12 gioy.

14. QUY CACHDPONG GOI
Hop 2 vi x 14 vién nén bao phim.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
a. Piéu kién bao quan:
Khdng bao quan & nhiét do trén 30°C. Tranh Am va anh sang.
b. Han dung:
24 thang ké tir ngay san xuat. Khong ding thudc qua han st dung.
¢. Tiéu chuin chit lugng:
Nha san xut.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co s¢ sdn xuit: Aurobindo Pharma Limited
Pia chi: Unit - I, Sy.No.313 and 314, Bachupally Village, Bachupally Mandal, Medchal-

Malkajgiri District, Pincode 500090, Telangana State, India (An D9).
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