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BlsocAR-2.5
Bisoprolol fumarate Tablets USP 2.5m9
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Composltlon:
Each lilm coated tablet contains;
Bisoprolol fumarate USP 2.5m9

lndlcallons, dosaga & ad]I|lnlstradoh,
Contra-indications. sidc affacts:
Refer to the package insen.

Slolaoe:
Store;t bmperature nol exceeding 3O"C

Protect from light & moisture.
Keep out of readl of dlildren.

lvtfg. Lic. No. 19ru4,/2008

Baich No

irfg Dare

Exp Dele

lErrrg
sin )or5t t an d0 boi :

Khasra No. 122 Ml, Sel6qui,
Deft€dln - 248 197, Uta6khand.

Rr Ihudc hii th€o ddn SISOCAX 2,5 ltudc udrS 'tbplovl\ lOieh
- Ih;nh phin:M6ivicn nan bm phim c6 chdn: Bisoprolol ruFnnte UsP 2.5 MB

Bilo qlln d ndi Ih6 vi, mJl, dudi ld'C. Tdnh inh slng
- od,a rlm tayr,6 ern. Eh. ki hudn8 dtn sJ dun8 hrrt &hi dtnS

- chl dinh,.hdh8.hi dinh,.l.h d!n8,li& dnn8 vi, cri. th6ng tin kh6<

Em trcng td hddn8 din sl duhS fiud.-
SDK : VN-XXXXX_I

- 5d 16 5X, NSx, HD I Xo'Bnlch No",'MlB.dnte",'ExP.dal." kCh b.o bi.
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BISOCAR 2.5
Vi6n n6n Bisoprolol Fumarat USP

Thinh phAn: M6i vi€n nen bao phim c6 chria:

Bisoprolol Fumarat USP ... . 2.5 mg
Td duqc: Lactose monohydrat, microcrystallin cellulose, natri starch glycolat, talc, magnesi stearat,

colloidal silicon dioxid, tii dugc bao phim, methylen chlorid*, isopropyl alcohol+
+ Chiit noy khans cd trong sdn phdm cu,5i cing.

Dqng bio ch6: Vien n6n bao Phim

Euimg dring: U6ng

Duqc lqc hqc
Bisoprolol ld thu6c phong bti h0 th,an unh grao cdm ECn tim do rlc ch6 chqn lac trCn receptor beta I -

adrenergic
thich thdn kinh gi

(chet chen beta tac dung chonlqc tren tim)
ao cdm nOi tai hay ldm 6n tlinh man

O liCu di€u trt, thu6c kh6ng c6 hoat tinh kich
g tii bao. Co chtl tic dung ch6ng ting huyCt ap

cria cric chit chen beta vin chua tlugc xric dinh. M6f vii gie thi6t de dua ra nhu

D6i khang carfi tranh ph6ng thich catecholamin o c6c diunoron adrenergic ngoai bien (dac bi€t o

Chi dilng thuiSc nay theo hrdng ddn c a thiiy thaiic
D7c fi huong ddn tru6c khi d ng. Niu cin thAm rh6ng

tin, xin hoi i ken bdc st
Th6ng bdo cho bdc si nh&ng tdc d4ng phu xoy ra khi

dimg thu6c

Chi .linh:
---b-i&; tans huy6t ap, dtng mOt minh hoac ph6i hop voi cricthui5c khiic'

- ;;il fi a"r'orai"gui, a,rn"g mot minh hoac bhoi hqp voi cac thuii kh6c'

LiAu d ns vi cfch dtnq:
f ';iii ft',tr- r,"G ai o ,g"tti lon: lidu ttiu ti6n thuong dtng2,5 - 5mg, t hn m5i ngav'

nfran Ue, doi Aiu tt O"ga,i ki6m so6t huytit rip, tang- liAu tu tu tuy theo dung n4p tl6tr

truong hqp nang c6 the t& muc li,iu t6i da lA 20mg m6i ngay'

tim) ldm giam lm luqng tim
- aaffi;6;;';;;E'1il c,ao cdrn di t, cdc trung tam van- mach o nao

- Uc chii th{n gii,i ph6ng renin.

Bang c6ch phong b6-receptor beta o tim, bisoprolol hm glaq tlip tmg voi tAc d,ng cudng gtao cdm

adre-nergic. T6c dung nay de lam grry nlrlp tim vd grdm co that co tim. nho tl6 girirn tidu thu oxy o co

tim. la tec dung mong mu6n trong di6u tr1 con dau that nguc.

Duo. c tlQng hgc
eisop.oiotiip thu giLn nJru hoan toan qua tluong tidu h6a vii chuyen h6a qua gan ldn diu r6t.it, do dO

sinh kna aung aat [ta cao (khod,ng 90%).Thu6c c6 dugc d6ng hoc tuydn tinh trong khodl rg lidu rQng

ff 2-5ms -l00ms. kh6ns, phu ,ft"i" 
"a" 

tudi Thuc en klrdn! anh huong diin su hip thu cta thu6c

NOng a;ainn tro-ng huy& nrong khodng ttr 16 nglml ttiin7o ng/ml ttat tluo. c trong vdng 2-4 gid sau

khi ur5ng vdi muc lidu nrong img nr 5-20 mg

[fr""rg":oz bisoprolol fiin t6i vo prot"il huy6t tuong. Nua tloi huyiit tuong cria thu6c o nguoi

knOe nianh khoan;9-12 gid, teng ldn trong nhfng Euong hqp suy giam chuc ndng thdn ho[c.xo h6a

g*. fnu* Uai ti6iqua ntiOc teu Lnoring S0% td chit chuy6n hoa vir 50o/o duoi dang kh6ng tl6i

E

-

Voi bOnh
1Omg, vd
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- Di€u trl dau thit ng.uc: Li6u thuong dung cho nguoi lon ld l0mg, m$t l6n m5i ngdy, t0i da la
2Omgm5i ngdy. MQt sd bQnh nhan c6 thri dat higu qud voi mr?c li€u 5mg/ ngiy..

Vdi nguoi eie c6 Chuc nang gan, thfur binh thuong, n6i chung kh0ng can thay A6i tiAu bisoprolol.
Voi nguoi suy gram chric ning thdn n[ng, muc lqc tiQu cdy thdn < 20mUphrit vd cao_hon Sml/phtt
hoac nhtng benh nhen suy giim chuc nlng gan ti6n tri6n, hdu khOng vuqt qu6 lOmg m6i ngdy.

Ch6ng 6tri rlinh: MIn cnm vdi bisoprolol hoic U6t tcy thanh phan ndo cua thu6c.

Sdc do tim, suy tim mAt btr
Bl6c nhi- th6t dO hai hoac ba.

HQi chtmg rOi loan ntt xoang, bloc xoang nhi, nhip th{m duoi 60 lnn/phrit

Huytit apitrdp, hen phti quan nang hoAc liQi chimg t6c ngh€n phti quan ph6i.

R6i loan tuan hoan ngoai bi€n.

Dring ddng thoi voi c6c thu6c IMAO
U tuy thuong.than chua dugc tli€u fir.
Giai tloan cuti da bOnh tic nghEn dOng mach ngoai biOn vd hOi chimg Raynaud 

/(.L
Thfn trgng ., A. +- ( 1
Con ttau thit nggc n4ng l6n vd md1 s6 truong hqp nh6i mdu co tim hoic loan nhip that da xdy ra o

nguoi bi benh mach vanh sau khi ngrmg ttQt ngQt c6c thu6c che.n beta. Do v{y, nh6m bOnh nhdn ndy

.f, man fiqng khi tli€u fii vd khdng ngrmg thuOc t10t ngQt khi chua c6 chi tl-inh cua bric si.

Ngay cii voi iuong hqp chua rO Uenh dO.ng mAch vdnh, nOn khuy€n grdmdan bisoprolol trong khoiilrg

mOt ruin duoi su theo dOi cdn th6n cua thdy thudc.

Thdn trOng voi ctic tnrong hgp b€nh nhdn iuy.tim con bti crin phai dungc6c thu6c che.n beta. Cli duo. c
j,irg,fri1aZ f.f, Aa Aa, trJsuy tim voi c6c thuOc co ban vd c6 iu theo Ooi ctrAt chE cua thAy thudc.

C6c flru5c chsn beta c6 thri gdy rahoac ldm nang th€m triQu chimg cua suy d0ng mach d benh nhdn bi

bQnh mach m6u ngo4i vi. Do vfy cfln thAn tro.!g vd theo d6i voi trlng fluong hgp.,

C6c thuoc che.n bela c6 thti ldm che l6p c6c ddu hiOu l0m sang cua ting nang tuy€n giilp, nhu nhip tim

nhanh. Ngung d6J ngQt liQu ph6p chgn beta c6 th€ ldm trim trong thOm c6c triOu chimg cua cuhng

chuc ning tuy6n gi6p hoac c6 thC lem ting nguy co con "bflo giiip" (flryroid stor*)
iha, t qlg f.iri ,,iau"g.a. tnoO. chel beia ri lO tnA ldm cho suy tim do thu6c gdy rlc chii co tim li€n

tu.. fni co cdc dAu hi-Cu hoac tri$u chimg ttiu ti€n cua suy tim, c6 th€ phai ngimg dtng bisoprolol

ho6c ph6i hqp voi c6c thu6c kh6c theo chi ttinh cuathdy thudc.

Th6n tro.ng voi c6c truong hop nquoi bQnh bi co thit phii qyan thi bit buQc phai dung do nguoi b€nh

khOng ttap ung voi hoic f.f,Ong tht Oung n4p voi tli€u trr ch6ng tlng huy€t 6p kh6c

Nrlu itrai'ti6p fo. tli€u tri voi bisoprolol trudc khi phiu thudt, phdi tlac bi€J th0n tro.ng khi dung c6c

thuOi gdy rn6 .o the gay suy gli.rn chuc nlng co tim, nhu ether, cyclopropan vd tricloroethylen.

fhan rsng vi di€u chinh li€u bisoprolol vtri nguoi bQnh suy than hoac suy gan.

Th6n trong cho phu nt mang thai vd cho con bri.

Dung thu6c cho phu nt c6 ttrai vd cho con bri: Chua c6 dt dtr liOu nghiOn criu trOn php n[ c6 thai.

fharirsng vd chi su drpg thudc cho ciic d6i tuqng ndy khi thflt cdn thitit vd dusc chi ttinh rO rang.

n*g tfrr6. cho fre *' .f, todn vd hiQu qud cho tre em dutri chua dugc x6c dinh, kh6ng dting cho tre

em.
Arrt, to*g khi l6i xe vd v6n hanh m6y m6c: Vi thu6c c6 th6 gdy ch6ng mit, do t16 n€n thfn tro.ng khi

dang l6i xe vd vdn hanh m6Y m6c.

Tuong t{c thu6c:
Kd,rg';e; l$;re diAu trr v6i c6c thuiic chpn beta khdc. Ngudi bOnh dtrng c6c thui5c ldm giam luqng

catecholamin nhu reserpin hofc guanethidin cdn duqc theo d6i cin thdn vi tac dung chEn beta-

adrenergic cua bisoprolol co th6 g6y grirn qu6 muc t6c dung giao cd.'rn.
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R6i lo4n tflm thAn

Trim cam, r6i loan giAc nguIt gap

Ac mQng, io gi6cHi6m gip

R6i loan hQ thin kinh

Hoa rn6t. dau driuThuong g[p:

NgetHi€m gap

R6i loan mlt
Gidm luong nuoc mit (tluo. c xem x6t niiu b€nh nhdn st dung kinh 6p trdng)

Vi6m k€t macRat hi6m gAp

R5i lo4n tai vI m0 nhl
Rdi loan thinh gi6cHi6m gap

R6i lo4n tim

Nhip tim chdmnit
cap

thuong

Lim triin trang hon tinh trang suy tim truoc tltiThuirng gflp

ROi loan ddn tnry6n nhi thAtIt gdp

R6i lop mgch

Cam th6y lanlr hoac tC o chi, ha huy6t ripThucmg gAp:

n6i lo4n hd hAp, ngu-c vn trung thAt

phe ghCnbibcnh d orhta ncan tlco en udnghen hoAco nhdnthCo 6t h uaI qup qThuong gap

Vi6m mti di imgHiiim ga,p:

n5i logn ti6u h6a

van bu6n n6n, Ay b6ntaotlnon eu chunheutl oahdc duonfrenacCThuong gflp

R5i to4n gan mft
Vi6m ganHiCm gip

Th{n trqng L:lri dung bisoprolol d6ng thdi voi c6c chit uc ch6 co tim, ciic ch6t uc ctr6 Aan truyen nfri
th6t, cric itrit OOi 

-t<t 
rhg calci nhu verapamil, diltiazem hotc c6c chAt ch6ng loan nhip nhu

disopyramid.
Dung d6ng thor rifampicin griy tnng thanh tluil chuy6rl h6a cira.bisoprolol, hm girim nta tldi thdi tni
cia thutic. Tuy nhi6n, chua cin thi6t phii ctitu chinh liilu l$or diu.
Bisoprolol kh6ng c6 tdc dung trCn tht i gran prothrombin c nhiing benh nhdn dung warfarin.
C6c thu6c chi5ng viOm kh6ng steroid (NSAIDS): NSAIDS c6 th6 ldm gia,m t6c dung ha huy6t 6p cua

bisoprolol

Tfc dgng kh6ng mong mu6n:
Bisoprolol dugc dung nap tot o triu n6t cric benh ftan khi t1i6u tri ddi ngdy. Mot s6 t6c drrng kh6ng

mong mu6n c.6 thO xiy ra:
- n6t thutng gtp (> l/10),
- Thutmg gap (> 1/100 vd < l/10)
- it gip (> l/1.ooo vd < l/1oo), / /f .- Hi.". gap (zll10.000 vi < l/1.000), /[W.- kithrtimgflpl< l/10.000) /;-

Hiiim gap:

su
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R6i togn da vir m6 drniri da

Hitim gflp Ciic phan img qu6 m6n nhu ngta, do bung m{t, phrit ban

R6t hitim gAp: Rung t6c. C6c thudc chen beta c6 th6 kich thich hoic
n6n holc gdy ratinh trang viy niSn - nhu phiit ban

Hm trim trong hon bQnh vay

n6i to4n crr xuorrg vi md li0n k6t
it gd,p: Y6u co, co co

ndi to4n c0 quan sinh sin vi ngqt
Hitim gap: ROi loan kha nang sinh sin

R6i lo4n toin thin
Thuong g3p: Suy nhugc, m€t moi

X6t nghiQm

Hi6m gap T[ng triglycerid, tiing enzym gan (ALAT, ASAT)

TriQu chtbng: C6c d6u higu qu6 hAu bisoprolol n6ichung bao gdm nhip tim chflm, t.ut huytit 6p, co thit
ph6 qurin,.block nhi - th6t d0 II hoic III, suy tim c6p vd tut dubng huytit.
Xt tri:Niiu xiy ra qu6liAu, ngrmg dtng bisoprolol vi diAu tri trigu chimg vd h6 trq.
Nhip tim chdm: Ti0m tinh m4ch atropin. Niiu kh6ng du drip img, co th€ thfln tro.ng su dung
isoprenalin hoflc c6c thu6c kh6c c6 ti{c dung tli6u nhip.
MQt vdi truong hgp, su dung miy <ilAu hda nhlp tim, n0u cen.
Tryt huyih dp:Truy)ndich tinhmach vd c6c thu6c lim ting huytit rtp.

Glucagon truyAn tinh mach ctng c6 th€ c6 ich trong truong hqp ndy.

Ghi chir: Th6ng b6o cho b6c s! nhtng t6c drmg khOng mong mu6n gap phai khi dtrng thudc

Qu6 HBu vi xii tri:

VIS A NO./SEK : \rN-XXKXX-XX

Ti0u chuAn: USP 38

Bio qufrn: Noi kh6, mdt, hi{nh itnh siing, duoi 30oC.

H4n dtng: 36 thang k0 tu ngdy san xu6t.

D6ng g6i: Vi 10 viOn, 10 vil hQp carton.

Nai sin xudt:
RUSAN PHARMA LTD.
Khasra No: 122 MI, Central Hope Town,
Selaqui, Dehradun. PIN Code: 248197, Uttarakhand, INDIA.
Tel.. +9 l -( 1 3 s)-2698321, 2698638/ 639
Fax: +91-(135)2698440

Don vi chiu trich nhiQm vd thuiic:
RUSAN PHARMA LTD.
Plot No.58-D, Govt. Indl. Estate,
Charkop, Kandivali, Mumbai,
Maharashtr a, 400067, lndia
Tel.: +91-22-42383001 Fax: +91-22- 28682514

TUQ.CU. C TRr-IING
P.TRttrNG PHONG

)
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