S5 T SR, s Q

By

TR, P sy

S 2-uvoosig

https://trungtamthuoc.com/

19/07/2018

BO Y TE 2 f,f?/g ¢
CUC QUAN LY DUOC Uu’u)
PA PHE DUYET

Lin rln's—ffféﬁﬁ' ﬁ"'_lll

Bwez dsn sielgel seiewn) (ojordosig

G 2-uvoosig :
S £ g
sia|qel pajec) wid &
T
a A&
"GEL O} ¥ "sHE 01 ouipay volidissag X ﬁ
s Touske e e e, BESOCAK 15 Thieh sting « Fis 10w » 1D il
v gl Wi vy e e b o e Besgraiiol Namaeaie L09° 1.5 Mg |
Hib g b s W ol e, ek 97 Trdbe Sk adieg =‘“T=E
I w1ty v o Dhase By i dlln sl ddgmg 11af b iy  —— i
|« 0 e hibng o ok, cich ding, it dlng ob el thleg tin Lk — g & (£
e Mg i i i o durg ol S (
I |y R [ E‘n 5 o
Sl 1A, R B | e bt N0, g sl i date” e b B _ = /
satipe ki i - IOONECOONN iy sl chiSt i < D it S0 150 100 | — H
- DINNE, e | e
|« s et b o E J
R"-' Prescription Medicine 10 Blis, x 10 Tab.
Film Coated Tablets
BISOCAR-2.5
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Chi dieng thude miy theo huimg dén cua thay thude
BDoc kil hudmg ddn trede khi ditng. Neu cdn thém thing
tin, xen b ¥ kién bee 57
Thémg bio cho bic st nivmg tde dung plu xay ra khi
ditmg thuic

BISOCAR 2.5
Vién nén Bisoprolol Fumarat USP

Thinh phin: Mai vién nén bao phim co chira:

Bisoprolol Fumarat USP ... 2.5 mg

T diee: Lactose monohydrat, microcrystallin cellulose, natni starch glycolat, tale, magnesi stearat,
calloidal silicon dioxid, ti dupc bao phim, methylen chiorid®, 1sopropyl alcohol*

* Chdt néy khing cé trong san phim eudt cimg.

Dang bio ché: Vién nén bao phim
Duimg diing: Uding X (Q

Durge lyc hge 1 : a ‘_//
Bisoprolol 14 thudc phong bé hé thin kinh giao cam trén tim do ic ¢he chon loc trén receptor beta 1 -
adrenergic (chét chen beta tac dyng chonloc trén tim). O liéu diéu tri, thudc khong c6 hoat tinh kich
thich than kinh giaa cam ndi tai hay lim on dinh ming té bdo. Co ché tac dung chéng tang huyét 4p
ciia cae chit chen beta vin chira dirge xac dinh. Mot vii gia thiét da dua ra nhr

. Dbi khang canh tranh phong thich catecholamin ¢ cé¢ dunoron adrenergic ngoai bién (dge bigt

tim) Jim giam b logng tim,
- Giam tdc ding cua thin kinh giao cam di tir cée trung tm vin mach & ndo

- Ut ché thin giai phng renin.

Béng cich phong bé receptor beta & tim, bisoprolol lim gidm ddp (mg voi the dung cutmy giso cam -
adrenergic. Tac dung ndy 48 lm gidam nhip tim va gidm co thit co um, nhé o giam tidu thy oxy 0 co

tim, I thc dyng mong mudn trong diéu tri con dau thilt nguc, £
Duge dimg hoe

Risoprolol hip thu gin nhur hoan todan qua dutmg iéu hoa va chuyén hoa qua gan lén diu rit it, do 6
sinh kha dung dat kha cao (khoang 90%) Thube ¢ duge dong hoe tuyén tinh trong khoang liéu ring
tir 2,5mg —100mg, khong phu thugc vao twdi. Thirc &n khong anh hwing dén s hép thu cia thudc. N
Nong dé dinh trong huyét trong khoang tir 16 ng/mL. denT0 ng/mL dat dwgc trong vong 2-4 giir sau

khi udng vai mire lidu twong g 6 5-20 me. .

Khodng 30% bisoprolol lién két véi protein huyét tong. Nira dori huyét twemg cta thude & nguti

khoe manh khoang 9-12 gid, tng I& trong nhimg trrémg hop suy giam chire nang thin hogie xo hoa

gan. Thutc bai tiét qua mrée tiéu khoang 50% 1a chit chuyén hoa v 50% dudi dang khéang doi.

Chi dinh:
- Dicu tri ting huyé dp, ding mt minh hoge phii hop véi cacthude khic.
- Pidu tr dau thit ngye, ding mot minh hodc phi hop voi cac thude khic.

Liéu diing vi cich ding: o L

- Diéu tri tang buyé ap & nguoi lom: liéu diu én duémg ding2.5 - Smy, 1 kin méi ngdy. Vi bénh
nhéin lidu khoi ddu khongdi kidm sodt huyét ap, tng lidu tir tir tiy theo dung nap dén 10mg, va
trrimg hop ndng co thé té mirc lidu tdi da 14 20mg moi ngdy.




https://trungtamthuoc.com/

- Bidu tn dau thit ngre; Lidu thuémg ding cho ngréi lém 14 10mg, mdt ln mdi ngay, i da la
20m mii ngay. Mot s bénh nhin c6 thé dat higu qua véi mirc liéu Smg/ ngay.

Vi gt gid ¢ chire ndng gan, thin binh thtmg, n6i chung khing cin thay d6i liéu bisoprolol.

Ve nguir suy giam chirc nang thin nang, mire loc tidu cdu thin < 20ml/phat va cao hon Smil/phiit

hodc nhimg bénh nhn suy giam chirc nfing gan tién trién, lidu khong virot qua 10mg mai ngay.

Chéng chi djnh: Min cam vai bisoprolol hoge bét k thinh phin ndo cua thude.

Soc do tim, suy tim mat b

Bloc nhi — that dé hai hodc ba

Hai chimg ri logn mit xoang, bloc xoang nhi, nhip chim dirdi 60 lan/phit

Huvét ap thip, hen phé quan nging hodic hoi chimg tic nghén phé quan phdi,

R&i logn tuan hoan ngoai bién.

Ding dong thixi véi eac thude IMAO

U tay thirgmgg thin chura duge didu tri.

(hai doan cudi cia bénh tic nghén ding mach ngoai bién va hoi chimg Raynaud .f[(f

Thin trong

Com dau that ngye ndng 1én vi mét sé truémg hop nhéi mau co tim hodc loan nhip thit da xay ra @
ngun bi bénh mach vanh sau khi ngimg dot ngdt cac thude chen beta. Do vy, nhom bénh nhin nay
cin thin trong khi diéu i va khang ngimg thude dot ngét khi chira oo chi dinh cia bic si

Mgay ca ver tnrimg hop chira 16 bénh ddng mach vanh, nén khuyén giamdan bisoprolol trong khoang
mot tudin dudi s theo dai cén thin cia thay thuoc.

Thin trong véi cac trumg hop bénh nhén suy tim con b can phai dingeac thudc chen beta. Chi dwoe
diung lhqc‘m khi da diéu i suy tim vai cac thude co ban va cd sir theo doi chit ch cia thiy thudc

Cic thudc chen beta o thé gy ra hodc lam nang thém trigu chimg cia suy déng mach & bgnh nhiin by
bénh mach mau ngoai vi. Do vy cin than trong va theo doi van timg trurimg hap.,

Cic thude chen beta ¢o thé 1am che ldp cac diu higu lim sang cia 1Ang ndng tuydn gidp, nhi nhip tm
nhanh. Ngimg dit ngot liéu phap chen beta c6 thé lam trim trong thém céc tridu chimg coa crong
chire nAng tuyén gifp hofic co thé lam tang nguy co con "blo giap” (thyroid storm). )

Thin trong khi sir dung cac thude chen beta vi ¢6 thé lam cho suy tim do thuoe gy irc che co tm lin
tue. Khi co cac diu hieu hodc trigu chimg diu tién cia suy tim, cd thé phai ngimg diing bisoprolol ™~
hodc phéi hop v cac thudc khac theo chi dinh ciia thay thude. :

Thin trong véi cic tnromg hop nguts bénh bi co thit phé quan khi bit bude phii ding do ngwen béh b
khéng dép img véi hodic khang thé dung nap véi diéu trj chong ting huyét éip khéc.

Néu phai tiép e diéu tri véi bisoprolol trwéc khi phdu thudt, phai dac bidt than trong khi ding cac

thuoc gdy mé ¢ thé gay sug giam chire nding co tim, nhir ether, cyclopropan va tricloroethylen. £
Thin trong va diéu chinh liéu bisoprolol véi ngwoi bénh suy thin hode suy gan. x
Thén trong cho phy nit mang thai va cho con bi. =

Dimg thude cho phy nit ¢ thai va cho con b Clura ¢6 du dir lidu nghién ciru trén phy nir co thai.
Thén trong va chi sir dung thude cho céc ddi twgnyg nay khi thit can thiet va duoe chi dinh 0 rang,
Dimg thude cho tré em; An toan va hiéu qua cho tre em dudi chua duge xac dinh, khing ding cho tre

em.
Anh huemg khi 14 xe v vin hanh may moc: Vi thube co thé gly chong mit, do do nén thn trong khi
dang lai x¢ va vin hanh méy moc.

Twong tic thuic:

Khong nén két hop diéu t v cac thude chen beta khic. Newin binh ding cic thude lam gidm lugng
catecholamin nhur reserpin hode guanethidin cin duge theo doi cin thin vi tic dung chen beta-
adrenergic cua bisoprolol ¢ thé gdy giam qua mirc thc dung giao cam.
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Thiin trong khi diing bisoprolol ddng théi véi cae chit tre ché o tim, cdc chit fre ché din truyén nhi
thit, che chit dbi khing calci nhur verapamil, diltiazem hofic céc chit chéng logn nhip nhu
disopyramid.

Dimg dng thin rifampicin giy ting thanh thai chuyén hoa cia bisoprolol, lam giam nir doi thai tnir
ciia thude, Tuy nhién, chira cin thiét phai didu chinh lidu khai dau,

Bisoprolol khang ¢6 tae dung trén thii gian prothrombin ¢ nhimg bénh nhén ding warfarin,

Céc thude chéng viém khong steroid (NSAIDS): NSAIDS ¢6 thé ldam giam tac dung ha huyét ap coa
hisoprotol

Tic dyng khing mong mudn:

Bisoprolol duge dung nap 1ot & hdu hét cic bénh nhin khi diéu i dai ngay. Mot sd tde dung khing
mong mudn ¢b the xay ra:

- Rt thwimg gap (= 1/10),

- Thwtmg gap (= 1/100 va < 1/10)

- ftglp (= 1/1.000 va < 1/100),

- Hiém gap (>1/10.000 v < 1/1.000), /({[{
"

- Rét hiém gap (< 1/10.000)

Rii loan tim thin

it gap: Tram cam, rbi loan gidc ngd

Hiém gip: Ac midng, ao gidc

Ri loan h¢ thin kinh

Thuimg gip: | Hoa mit, dau diu

Hiém gap: Ngdt

Rii loan mit

Hiém gip: Giam hremg mrée mét (duge xem xét néu bénh nhén str dung kinh ap wong)

Rt hiém gp: | Viém két mac

Réi logn tai vi mé nhi

Hiém ggp: | R6i logn thinh gidc

™~
Rdi loan tim i \’:
Rit  thuimg | Nhip tim chim Q
ip: s
Thweimg gdp: | Lam trdm trong hon tinh trang suy tim trwde do A
it gap: Réi loan diin truyén nhi thit }
Rii logn mach

Thutmg gip: | Cam thiy lanh hoge 1& & chi, ha huyé ap

Réi loan hé hilp, ngyre val trung thit

Thutmg gdp: | Co tht phé quan o bénh nhin bi hen phé quan hodic b tién sir tic nghén dutmg tho

Hiém gip: Viém mili di tmg

Réi foan tiéu héa

Thutmg gap. | Cac viin dé trén duimg néu hoa nhu budn nén, ndn, tidu chiy, tho bon

Rii logn gan mit

Hiém gip: | Viém gan
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Rii logn da vi md dwdi da

Hiém gap: Céc phan img qua mén nhu ngtra, do bimg mét, phit ban

Rit hiém gip: :é.u:g t6¢. Céc thude chen beta ¢o thé kich thich hodic lam trdm trong hom bénh viy
hogc pdy ra tinh trang vay nén — nhur phit ban

Rdi loan cor xuromg va ma lién két

it gap: | Yéu ca, co co

Ribi loan cor quan sinh sin vi ngye

Hiém gip: | Réi loan kha nang sinh san

Riji logn toan thin

Thuimg giip: |I Suy nhirge, mét maoi

Xét nghigm

Hiém gap: | Tang triglycerid, ting enzym gan (ALAT, ASAT)

Gihi chii: Thing béo cho bac 59 nhimg tac dung khéng mong mudn gap phai khi ding thude. /r/{@
—

Qu lidu vi xir tri:

Trigu chvimg: Cac déu higu qué lidu bisoprolol néi chung bao gdm nhip tim chdm, tut huyét ap, co thit
phé quin, block nhi - thit d 11 hoge 111, suy tim cap va tut duimg huyet,

Xii tri: Néu xay ra qua liéu, ngimg ding bisoprolol va diéu tri trigu chimg va hé tro.

Niyp tim chgm: Tigm tinh mach atropin. Néu khong du dap img, c6 thé thin trong sir dung
|sopr.°.-nalm hofic cac thude khac co tae dung didu nhip.

M@t v eimg hq:lp. sir dung may didu hoa nhip tim, néu cdn.

Tut huyét dp: Truyén dich tinh mach va cac thude lam wing huyét ap.

Glucagon truyén tinh mach ciing cd thé cd ich trong trmémg hop nay.

VISA NO/SBK: VN-XXXXX-XX

Tiéu chudn: USP 38

Bio quin: Noi ki, mit, trinh dnh sing, dudi 30°C.

Han ding: 36 thang ké ur ngdy san xudt.

Béimg ghi: Vi 10 vién, 10 vi/ hip carton. g

Noi siin xuit: T
RUSAN PHARMA LTD.

Khasra No: 122 M1, Central Hope Town,

Selaqui, Dehradun. PIN Code: 248197, Uttarakhand, INDIA,

Tel.: +91-{135)-2698327, 2698638/639
Fax: +91-(135) 2698440

Do vi chiu triach nhigm vé thude:

RUSAN PHARMA LTD.

Plot No 58-I, Govt. Indl. Estate,

Charkop, Kandivali, Mumbai,

Maharashtra, 400067, India

Tel.: +91-22-42383001 Fax: +91-22- 28682514

TUQ.CUC TRIUING
PTRUONG PHONG

Fham Bhs Vin Hanh




