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Méau vi: Bisoplus STADA 5 mg/12,5 mg
Kich thudc: 31x78 mm

i Bisoplus STADA 5 mg/12,5 mg  Bisoplus STADAS
Bisoprolol f 5 mg & Hydrochlorothiazide 12,5 mg Bisoprolol
5 CTY TNHH LD STADA-VIET NAM  STADA-VN V. Co., Lid.  CTY TNHH €

Bisoplus STADA 5 mg/12,5 mg  Bisoplus STADAS g

Bisof 5 mg & Hydrochlorothiazide 12,5 mg Bisaprolol |
- o

Ma&u hép: Bisoplus STADA 5 mg/12,5 mg
Kich thudc: 36x85x28 mm
Ti 1é: 100%

THUGC BAN THEO DON Hip 4 vi x 10 vién nén bao phim

Bisoplus STADA
5 mg/12,5 mg

Bisoprolol fumarat 5 mg & Hydroclorothiazid 12,5 mg
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Kich thudc 37x120 mm

T el M ik rin s plhiim chada:
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FLM-COATED TABLETS

THUIC BAN THED BON

Bisoplus STADA

v cie thiey tin khie:

Nin doc trong 10 tnidng din <3 dyng.
e e Trong bao Bt kin, pol ksd,
VU\ﬂS :mmmw%w‘n‘r_ 5 mg/1 2’5 mg
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Thanh phdn: Mi vien nén bao phim chita:
CHAI 30 VIEN NEN BAO PHIM Bisoprolol fumaral 5 mg 30 FILM-COATED TABLETS
droclorothiazid 12,5 mg
THUGC BAN THEO BON O 1vidn PRESCRIPTION DRUG
Chi dinh, Cich ding, Chiing chi dinh
va chc thing tin khic:

Xin doc rong 16 hudng din s dung.
Bio qudn: Trong bao bi kin, nai khé,
trdnh dnh sdng, nhiét dd khéng qud 30°C.

Bisoplus STADA
5 mg/12,5 mg

Bisoplus STADA
5 mg/12,5 mg

Tidu chudn 4p dyng: Dusc didn My 32
Bisoprolol furnarat 5 mg E XA TAM TAY TRE EM Bisoprolol fumarate 5 mg
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Bisoprolol f 5mg
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and other precautions:

Read the leaflet inside.

Store in a well-closed container, in a dry place,
protect from light. Do nol store above 30°C.
Specification: USP 32

KEEP OUT OF REACH OF CHILDREN

READ THE PACKAGE INSERT CAREFULLY
BEFORE USE

Barcode

STADA-VN J.V. Co., Lid.
40 Tu Do Avenue, Vieinam-5ingapore
Inchstrial Park, Thusn An, Bich Duong, \'imun

X27051211




Bisoplus STADA 5 mg/12,5 mg

THANH PHAN

MBi visn nén bao phim Bisophus STADA 5 mg/12,5 mg chira:

Bisoprolol furnaral Smg

Hydro iazi 12,5mg

Ta dwoc vira di 1 vién

{Calci hydrogen phasphal, microcrystali tinh bt tidn hé héa, colloldal siica khan, magnesi stearal,
o TRypmmhse. PEG 400, dimelicon, litan dicwyd, oyt st 53).

Vign nén krdn, bao phim méu 4, hal ma khum khic vach, mdl mét khiic “B-H" va *5-12",
DUQT LUC HOC

Bisoplus STADA 5 mg/12,5 mg i ché phm két hop ciia bisoprolol fumaral va hyd iazid trong diku Ui
téng huyét &p. Higu qua Gu i ting huydt ap cila cac thubc duwre cong hye: hydmdlorothiazid lam ting ding
Kk tac ddng chéng ting huydl &p cia bisopmlkl fumarst

Bisoproiol l mjt thude irc ché chgn lge thy thé Al - adrenergic khang cb hoat tinh dn dinh mang dang k& hay
hoat tinh cudmg giao cdm ndi ti trong khodng idu t 1éu, & Bu hip, bisoproiol (v ché mit céich chon ke dép
my vén kich thich adrenergic bing céch irc ché canh tranh thy thé I - adrenergic & tim, trong khi 83 it téc
@hng Wn thy thé f2 - adrenergic & co ron phé quan va mach médu. O idu cas, su chon loc cia bisoprokl tén
thiy tné 31 - adrenemic thiromg gidm va s& (e ché canh tranh thy thé Bt vé 2 - adrenergic.

Hydrmciorothiazid 1 thubc loi iy nhom benzothiadiazin. Cac thiazid lic ddng trén cor ché 1ai hip thu chit dién
ﬁi:ﬁa&uhanvﬂlwwﬂlmudﬁdﬁmmm. Sir bai tét natri imng nuére by lam
t kali thie phat
DUQC PONG HQC
Bisoprolol fumarat

Bisoprolal dutre hdp thu hiu nhu hodn todn qua duémg tidu hda v sinh khid dung duémg ubing khodng 90%
do thuic chuyén hoa qua gan in ddu rt it Néng & dinh trong huyét trong dat dugre sau 2 - 4 gidr udng.
Khoding 30% bisoprolol lién két véi protein huyét twong. Thude cb thii gian bén théi trong huyét trong khodng
10 - 12 gidv. Bisoprolol 14 ehdl tan wira phéi frong lipid. Thude duge chuyén hda & gan vé Guoc thai I qua
nude tidu, khoding 50% thudc duti dang nguyén ven va 50% dudi dang chit chuyén héa,

Hydroclorothiazid
Hydroclorothiazid dirgre hip thu khi nhanh qua dutmg tiéu héa. Thude cb sinh kha dung khodng 65% - 70%,
Théi gian bén thai rong huyét twong trong kh 5 - 15 gir v wu tidn gén két vao chu. Thubc duge

thai trlr chii yéu qua nude tidu dudi dang khing ddi. Hydroclorothiazid qua durgre héing rio nhau thai va g
bai tiét vao sira me.

CHI B|NH
Biidu tri ldng huydt 4p khong dugc kiém soét thich ddng véi bisoprolol flumarat va hydroclorothiazid riéng
1]

LIEU LPQNG VA CACH DUNG
Céach ding
Bisoplus STADA 5 mgf12,5 mg dugc diing dwong ubng Thude dugc ubng véri mil ly nurde vao bubi
SaAng.
Lidu ding
Khi phdi ding lidu phap két hep rong kiém sodt ting h\.zfl 4p, ddu lién fidu dung drge Edu chinh
bling cach ding riéng ré timg thude, Néu xac dinh duwoc lidqu duy tri muc tidu tuong ting voi ty 1é trong
ché phidm két hop, thi cé thé ding sy két hop da duge thiét lap.
Ngui lém: libu thuwémg ding 14 1 viéningay. Khi cn thiét, lidu c thé dwoc ting 18n 2 vidningdy.
Bénh nhén suy than hodc suy gan; Nén gidm lidu,
Tré em: Khéng duoc khuyén cda ding thube do chira cé nghién ciwu trén tré em,

CHONG CHI BINH
Bénh nhan suy tim chua dugc didu trj hodc suy tim mét bl, séc tim, bléc xoang nhi, bibe nhi that 86 2
hodic 3, nhip tim chéim ré rét (nhip tim < 80 nhipiphat), nhdi méu co tim cip, hen suyén nng, suy than

hodc suy gan néng, bénh Addison.
Eén}:: nhén qué man véi bisoprolol hodc thiazid hodic sulphonamid hay véi bt ky thanh phén no cla
thubde.
THAN TRONG
Bisoprolol fumarat:

- Macdi cde thude chen bata duge ding trong diéu 1 suy tim, nhumg khéng ducre ding cho bénh nhan suy tm
Kkhiing kidm soat v khi bt ddu dbu tri cAn sy cdn thin cao, nén khdi diu ibu thdp va hidu chinh tang idu mal
cach than rong.

- Ding than trpng trén bénh nhin co khodng din truyén PR kéo dai, dy trd Um thip va binh tuln hodn ngoai vi

nhur hién tirgmg Raynaud,

Dung thin tpng bisoprolol bénh co that phé quan (hen phé quin, bnh duémg thér the nghén). Trén mat

58 bénh nhén hen suyln, o6 thé xdy ra sy lng khang dudmg thér vt dibu ndy duec xem I diu hidu 88 ngimg

ibu . Ce thal phé quén thuréing c6 thé bj ddo nguye do dung thung xuyén cée thube giin phé quan nhu

salbutamol

- Bisoprolol khdng lam suy gidm sy chuyéin héa carbohydrat nhumg che ddu 1y chirng ha dutmg huydt irén
bénh nhan tiéu dromg.

—  Cacthudc chen bela ca thé che p céc Iidu chimg chia ling ndng tuyén gidp tén bénh nhan nhigm djc tuybn
gEp.

- Ngimg dibu i 353 ngét bisoprokol cé thik gy dau thilt ngire niing kn varhobc nhéi mau cor im va loan nhip thit
& ngued bénh a8ng mach vainh, holic cb thi ghy con bdo gidp trén bénh nhiin ting niing tuyén gldp. Do &,
cin phii nhilc nhér nhimg ngudt binh dang ding bisoprolol (dic bt ngudd bnh tim thibu mau cue bb) 1
khéing duere nging thudc khi chura cé kil khuyén cia thily thube, Vi bénh ddng mach vianh phb bién v c6 thé
Mﬁwd\hdo.rl.Mnhrlhnn}ﬂghhﬁcﬁmﬁlﬁnh‘nhmhmmbw@d\hﬂb‘nh
khie (nhir thing huydt dp). Khi ngimg bisoprolol inkn ngudd bi bénh ddng mach vanh hogc nghi ngdr wu ning

n gidp i ngut binh nén dugre theo déi cin than va duee khuyén han ché host adng thé e tam thir
Néu xdy ra dau thlt ngye nling holic suy ddng mach vanh cfp tén tidn sau khi ngimg &du t A%t ngft
bisoprolol, thi nién ding lai it nhiit mdt thed han
Hydroclorathlazid:

Tht ci cée thiazid nén duoe ding thin tpng tin bénh nhiin dang i loan nurdre v dién gidi holic ngudi cb
nguy cor thay a8 sir ciin bling nude v ibn gidi, nhu ngurdd (6m i,

Bénh nhiin xo gan cé nhibu khd niing tién tién ha kali huybt Ha natri huybt c6 thi xdy ra tnbn bénh nhiin suy
I'I'nnlnniﬂ‘lil.dkb‘lb‘mmhﬂng“uuodcmwhmﬂlnmﬁlN&lmdﬂb‘nhr\hlrl
chn thiin vh cac diu hidu mit chn bllng nudre v dén gidi, dbc biét khi b ndn i hay trong khi dung dung dich
ngodi duémg tibu héa. Bénh nhin suy chix ning gan hode binh gan tén tidn dé bl hon mé gan,
mmmMnmmnnmmmuwmnwmauwmmmumwm.mm
céc thiazid khéng cé higu qud trén bénh nhan co & thanh thi creatinin < 30 miiphit.

~ Cée thiazid co thé thic Ay con gat trén bénh nhin nhay cam,

- TmécumunuwmaMﬂmmmwmwunhmm.ummmﬂmmu&cﬂu
rf tidu durémg gdm e6 insulin,

— Cée thiazid lam gidm bl it calci qua dwéng tibu, 881 khi diin aén tiing calci huybt nhe; thube khong duge
diing cho bénh nhin dll co slin ting calel huybt, Co khd niing thiazid ldm nling thém halic hogt hda bénh
lupus ban 88 hd théng trén bnh nhan nhay cdm. Thiazid c6 thé Wm ting nguy cof phit tridn soi mit

~  Thubc g tidy thiazid idm ting nbng &5 cholesterc! va triglycend

TUONG TAC THUOC
Bisoprolol fumarat:

- Ding abng thér rifampin 1am tang thanh thai chét chuykn héa cla bisoprolel fumarat, ril ngdn theri
gian ban hiy. Tuy nhién, Gy chinh U khéi ddu thudng khing chn thidt )

- Trong khi sir dyng cic thubc chen beta, bénh nhiin c6 tidn s phiin (ng phin v nghiém tong vor céc dj img

n khac nhau c6 thé phdn (mg manh vii vide 80 dung thude nhilc 1ai, do finh c&, do chin dodn hobc do
fri. Mhimg bénh nhan ndy c4 thd khdng dap (rng vén hu théng thuong cia epinephin 83 img didu I
phan (rng dj img.
Hydroclorothiazid
- Alcohol, céc barbitural, hodc narobic: ¢o thé xdy ra kha ndng ha huyét dp thé almg.
- Thube b téu dwémg (hubc dwéng udng hodic insulin): Co thé cin thiél didu chinh lidu cle cde

dudmg,
- Cacthudc i Bng huydt ap khac: lac ddng cdng lve.
- Cholestyramin va cic colestipol resin. Sy hitp thu cia hydroclorothiazid by gldm khi o5 mit céc |
anion, Libu don clia cholestyramin v colestipol resin gin kit hydroclorothiazid v gidm s hitp ihifo
dudmg tibu hoa ln dbn B5% vi 43% thea thirty.

Céc coricostersid, ACTH: nding thém linh mng can chit dén gidi, oy thé ha kall huybt |

Céc amin vén mach (norepinephan): C6 khd ndng gidm ddp Omg v cdc amin van mach nhung khong ad 64

logi rir vide s dung

Thube giin coraremg, khing khir cye (ubocurarin): C6 khd ndng tang dap ing véi thube gidn co-. |

Lithi: Thurémg khéing dugre ding abng thési ver thudc ki by, Céc thube ki By gidm 3 thanh thai thén cla it

va g nguy co cao vé ngd 43¢ lithi.

Cac thudc khing viém nonsteroroid: Trén v bénh nhiin, vibc ding cac thulc khang viém nonsiernid Bm gidm

*mm&-,mm.nmnﬁm:ﬁ& clia thubc loi Sdu quai, thudc oi sbu 18l kiém kall,

hulc loi Sdu thiazid. Vi vly, khi diing dng thén ndy vén hudc khdng vibm nonsteroid, bénh nhan
duoc theo d5i chiit chié 8 xic Ginh c6 8t dugrc ¢ Bing loi S8u mong mudn khéng

ndn
PHY NI CO THAI VA CHO CON BU

Phy nlr cé thai |
Céc thiazid qua duge hdng o nhau thal va xull hién trong mau cla day dn, Viéc ding thiazid cho phy nirchd |
thai yéu cAu cin nhdc ki ich biét trds véi nhitng nguy hal oo thé xdy cho thai nhi. Nhimg nguy hai néy bao
gbm itr vong hodc vang da so sinh, viém tuy, chimg gidm tifu clu, va co kha ning tac dung phy khac xdy ra
rdn ngudi lim

Chua cé nghién ciru dlly @ va kiém soal cht ché véi bisoprokol fumaral va hydroclorothiazid tnén phy nir ¢é |
thai. Bisoprolol furnaral va hydroclorolhiazid ding trong théi ky mang thai chi khi ki ich tiém ndng cao hon
nguy cor ¢b hai cho thai nhi. |
Phy nlr cho con bi

Chira o thir nghiém ding biscprolol fumnarat riéng ré hay két hop véi hydrociorothiazid trén ngudi me
dang cho con bd. Céc thiazid dugc bai tidt qua sira me. M3 lugng nhé bisoprolol fumaral {<2% liéu
ding) dwge phatl hién trong sika clia chufl dang iél sika. Do khé néng v& phdn (mg cé hai nghiém '
trong cho tré dang bu si¥a me, nén cb quyét dinh ngurng cho con bl hay ngung ding thude, va cn
nh&c thm quan Irg

cia thube dbi véi ngudi
ANH HU'OWG TREN KHA NANG LAI XE VA VAN ﬁxﬂi MAY mOC

Bisoprolol ¢é Ihé géy budn ngd, chéng mil, vé mél mai nhu tdc dyng phy, Gku ndy cé thé dnh hidmg |
dén khd néng idi xe hodc van hanh mdy moc.

TAC DYNG PHY

i [ [0 T

[« S O C T N

BAOQUAN : Trong bao bi kin, nei khd, trénh anh sdng. Nhiél 4§ khéng qué 30°C
HAN DUNG
DONG GO

Bisoprofol fumarst: |
Hé thin kinh trung wvong: Hoa mét, chéng mat, nhirc dbu, di cdm, gidm xic gigc, bubn ngd, lo ubdn chén, |
Gidm Ep frung/ti nhts. |
& than kinh b chd: Kha migng |
Tim mach: Nnip tim chdm, danh tréng ngye va cdc i loan nhip khéc. lanh d4u chi, mat thing bing, ha huyél |
&p, dau ngye, suy im sung huysl, khé ther khi géng sir. |
Tém thén: D méng, m&l ngl, tdm cdm,

Tiéu héa: Biau da diythugmg vibung, viem da déty, khé tiéu, bubin nén, nén, téu chiy, to ban

Co suomg: Dau colkhip, dau lengicd, co clng co, co gidtirun

Da, Phat ban, cham, kich img da, ngira, 44 bimng, & mé hdi, ning téc, phis mach, viém Iréc da, viém mao

mach
Gidc quan d3c bigt- Rbi logn th) gigic, dau matnang mat, chdy nude mét bAl thudmg, © tai, dau tai, bt fuing
vigde.
Hé hdp: Hen suyn/ co thit phé quan, viém phé qudn, ho, kho thé, viém hong, viém mii, vim xeang.
THt nigu - sinh dyc: Gidim hoat 8éng linh dyc/bt e, viém bang quang, dau quiin than.
Huydt hoe: Ban xudt huybt.
Chung: Métmdi, suy nhugre, dau ngwe, khé chiu, pha, tng can
Hydroclorothlazid:
Todn thdn: yéu sire.
Tiéu hod: vigm tyy, vang da (vang da & mat trong gan), vigm tuydn nude bol, co cing, kich dng da day.
Huydl hoc: thidu méu bat sdn, mét bach cdu hat, gidm bach clu, thidu méu tidu huydt, gidm Géu clu.
Qud mdn: ban xull huydt, nhay cdm voi anh séng, mé day, viém mach hoai Uir (viém mach vé viém mach
mﬁls&.swhﬂﬂpg&nvﬁmp{ﬁiﬂﬂm&
Chuydin hod: ting glucose huyét, glucose nidu, tng acid unc huyél.
Co suomg: co cof
& thdn kinhaam thdn: bln chén
Thin: suy than, vigm than k&,
De: hdng ban da dang pbm hi chirng Stavens-Johnson, vidm tréc da gdm heal K bibu bi dde finh
quan dic bt mé mél thodng qua, chimg thiy sdc vang

Gisc
UA LIEU |

-

riju chirng
Mt 84 trudmg hop qué libu voi bisoprolol fumarat duge bao cao (15 da: 2000 mg)
Cic dhu hidu thutmg glp khi qua libu mdt thubc chen beta 1a tim dbp chim v ha huybl ap. Trang thi
fim cng phé bién, khi quit lidu ning, xdy ra mé sing, hin mé, co giét via nghet thér. Suy tim sung
co thilt khi qudn va ha huydt cé thé xdy ra, cy thé trén bénh nhdn v&i bénh cnh co
&1 cac thube Ign tidu thiazid, hidm ngd ddc cip. Dic didm ndi bic nhit cia qua by 14 mét nudc
chilt dén gidi chp. Ddu hidu vib indu chimg qua lidu gbm tim mach (nhip tim nhanh, ha huydt
than kinh (yéu co, nhlmllﬂ.mm.wa’r:nwbipmm.dldnwm:.gm
, tu hoa (budn ndn, ndn, khat), thin (da nibu, thibu nidu hodc vé nibu [do msu dic]),
thi nghiém (ha kali huydt, ha natri huyét, ha clo huyét, nhidm kidm, ting BUN [dbc
suy than])

g2

8
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H
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51
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8z
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pidi 8bc dbc hidu, nin bu trj idu chimg v hd try
han cho riing bisoprolol fumarat khdng duorc th
jazid, Bifn phép

5e

4
z
d

thé ding thin 1
| hay thudc cé tinh chit didu nhip duong tinh. Trong vii truwdmg hop, cd hé cin At may
nhip tim qua duémng finh mach
r;oé:l.hlhmuochlnunhmh.TmylnmuMlungmﬁﬂngllhlrﬂlM. |
Wm linh mach glucagon ¢6 thé cb ich. Nén chii y 8én thude vin mach
(40 2 hojic &% 3);: Nén theo ddi cdn thin va diu tirf voi sy ém truydn isoproterencl, dit |
mdy Sdu héa nhip tim khi clin thibt
sw&mmmqil-mwmmmwww(mumu,mu&muu.mwmm
thu: co) |
Co thét phé quin: Ding céc thubc gilin khi quin nhu isop s yib I
Ha glucose huydt Tiém glucose tinh mach § b
Theo d6i: Cin bling nudc v dién gidi (Shc bidt a kali huyét thanh) va chirc nling thiin cho dén kniy = /
binh thuéng Q
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;38 thang ké tir ngdy sdn xult
¢ Vi10 vién, Hop 3 vi, 4 vl
Chai 30 vidn. Hép 1 chai I

TIEU CHUAN AP DYNG: Dugc Gén Mj - USP 32

THUGC NAY CHI DUNG THEO DON CUA BAC ST
D4é xa tdm tay tré om
Khéng ding thudc qué thed han se dyng
B9c ki hudmg din sir dung trwde khi ding
Néu cln thém théng tin, xin hoi y kibn béc 57
Théng béo cho bac 87 nhirng tée dung khéng mong mudn gdp phii khi sir dyng thude |
Mgay duyét ndi dung: 22/10/2012 "
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