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Bisoplus STADA 5 my/12,5 my

THANH PHAN
MB@ivién nén bao phim Bisoplus STADA 5 mg/12,5 mg chia:
Bisoprolol furnarat 11
Hydmclnmthi‘a id 125 mg
Ta dugre vira du 1 vién

(Calci hydrogen phosphat, microcrystaliin cellulose, tinh bt tién hd héa, colloidal silica khan, magnesi stearat,
hypromeliose, PEG 400, dimeticon, titan dioxyd, oxyt sat dd).

MO TA

Vién nén tron, bao phim mau d, hai mat khum khic vach, mét mét khac “B-H" va *5-12"

DUPQC LIFC HOC

Bisoplus STADA 5 mg/12,5 mg la ché pham két hop cuia bisoprolol fumarat va hydroclorothiazid trong digu trj
tang huyét 4p. Higu qua didu td ting huyét &p clia cde thube duoc cdng lye; hydrodlorothiazid 1am ting dang
ké tac ddng chéng ting huyét dp cla bisoprolol fumarat.

Bisoprolol 1a mét thuéc (rc ché chon loc thy thé gl adrenergic khéng c6 hoat tinh &n dinh mang dang ké hay
hoat tinh cwémg giao cam nditai rong khodng ligu tr iéu. O iéu ﬂlép, bisoprolol (rc ché mét cach chon lpc dap
(rng vdi kich thich adrenergic bang cach tic ché canh tranh thy thé 1 - adrenergic & tim, trong khi do it tac
d6ng lén thy thé B2 - adrenergic & co tron phé quan va mach mau. O' lidu cao, sy chon loc clia bisoprolol trén
thy th& B1 - adrenergic thurdng gidm va sé& trc ché canh tranh thy thé BI va 2 - adrenergic.

Hydroclorothiazid 1 thudc li tiéu nhom benzothiadiazin. Céc thiazid tac ddng trén cor ché tai hap thu chat dién
gidi ctia éng than va tng bai tiét natri va clorid véi lwong trong durong. Sy bai tiét natr trong nwéc tiéu lam
mét kali thi phat.

DUQ'C BONG HQC

Bisoprolol fumarat

Bisoprolol dwoc hip thu hdu nhw hoan toan qua dwong tiéu hoa va sinh kha dung duérng udng khoang 90%
do thuéc chuyén héa qua gan 14n d4u rdt it. Ndng 4% dinh trong huyét twong dat dugc sau 2 - 4 gidr ubng.
Khoang 30% bisoprolol lién két véi protein huyét tweng. Thude c6 thai gian ban thai trong huyét twong khoang
10 - 12 gi¢. Bisoprolol 14 chét tan vira phdi trong lipid. Thudc duec chuyén héa & gan va dwoc théi iy qua
nuéc tigu, khodng 50% thubc dudi dang nguyén ven va 50% duwdi dang chét chuyén héa.

Hydroclorothiazid

Hydroclorothiazid dwgc hép I.hu kha nhanh qua dwing tiéu héa. Thubc cé sinh kha dyng khodng 65% - 70%.
Théi gian ban thai trong huyet twong trong khoén% 5- 15 gior va vu tién gin két vao héng ciu. Thube duoc
thai trir chil yéu qua nwér tiéu dudi dang khdng doi. Hydroclorothiazid qua dwgc hang rao nhau thai va dugc
bai tiét vao sirame.

CHI BINH

Didu tr tng huyét ap khang dwec kiém sodt thich dang vdi bisoprolol fumarat va hydroclorothiazid riéng

ré.
LIEU LUONG VA CACH DUNG

Cach ding

Bisoplus STADA 5 mg/12,5 mg dvoc dung dwéng uéng. Thuée dwoc ubng véi mét ly nwoc vao bubi
sang.

Liél.? dung

Khi phi dung liéu phap két hop trang kiém soat ting huyét 4p, ddu tién lidu dng dugc diéu chinh
bang cdach dung riéng ré ting thudc. Néu xac dinh dwgc ligu duy tri myc tiéu tvong (ng véi 1y 1é trong
ché pham két hep, thi co thé dung s két hop 63 dugc thiét Iap.

Ngui I6m: lidu thuéng ding 12 1 vién/ngay. Khi cin thiét, lidu cb thé duoc tang 18n 2 vién/ngay.

Bénh nhén suy thén hodc suy gan: Nén gidm lidu.

Tré em: Khéng dwoc khuyén cdo ding thudc do chwa cé nghién ciru trén tré em.

CHONG CHI BINH

Bénh nhan suy tim chua dugc diéu tri hodc suy tim méat bl, séc tim, bléc xoang nhi, bléc nhi that do 2
hodc 3, nhip tim cham ré rét (nhip tim < 60 nhip/phit), nhdi mau co tim cép, hen suy&n nang, suy than
hoac suy gan nang. bénh Addison.

Bé%h nhan qua man véi bisoprolol hodc thiazid hodc sulphonamid hay véi bat ky thanh phian nao cla
thude.

THAN TRONG

Bisoprolol fumarat:

Méic di cac thude chen beta dugc ding trong didu tri suy tim, nhung khdng duorc dung cho bénh nhén suy im
khéng kidm soat va khi bat d&u didu ri cAn sy cin than cao, nén khdi dAu lidu thAp va hidu chinh tang iéu mdt
cach than trong.

Ding than trong 1rén bénh nhén cé khoang dén truyén PR kéo dai, dy tri¥ tim thap va bénh tudn hoan ngoai vi
nhw hign trgng Raynaud.

Ding than trong bisoprolol trong bénh co thét phé quén (hen phé quén, bénh duéng thé tie nghén). Tren mjt
56 bénh nhan hen suyén, c6 thé xdy ra si ting khang dwemg thér va didu ndy duoc xem 14 déu higu a8 ngirng
diéu tr. Co thit phé quén thuéing co thé bi déo nguoc do dung thudng xuyén cac thudc gidn phé quan nhy
salbutamel.

Bisoprolol khéng lam suy gidm sy chuyén héa carbohydrat nhung che déu trigu chivng ha dirong huyét frén
bénh nhan tiéu duomg.

Cac thubc chen beta ca thé che Ip cac rigu chimg cla tng nang tuyén giap trén bénh nhan nhidm déc tuyén
giap.

Ngirmg diéu tr a5t ngt bisoprolol co thé gay dau thét ngyre nang 1én vavhoic nhdi mau o tim va loan nhip thit
& ngu'm banh d6ng mach vanh, hoiic c6 thé gay con bao giap trén bénh nhan téng nang luyén gidp. Do @8,
cén phai nhéc nhé nhitng ngwdi bénh dang diing bisoprolol (d&c bigt ngwéi bénh tim thigu mau cyc bd) 1a
khéng dugc ngirng thubc khi chura co ki khuyén clia thay thubc. Vi bénh ddng mach vanh phd bién va cd thé
khéng dugc chan dodn, nén tranh ngirng thudc dgt ngdt frén bénh nhan dang diing bisoprolol 4& didu tr bénh
khac (nhu' ting huyé1 ap). Khi ngirng bisnproial rén ngudi bi bénh ddng mach vanh hodc nghi ngd wu néng
tuyén gidp thi nguoi bénh nén duoc theo déi can than va dirgc khuyén han ché hoat dang thé Iyc tam thén.
Néu xdy ra dau thét ngyc ndng hodc suy dbng mach vanh cép Bén ién sau khi ngimg didu i dGt ngdt
bisoprolol, thi nén diing lai it nh&t mét thdi han.

Hydroclorothiazid:

T4t cd céc thiazid nén dwoc ding than trong trén bénh nhan dang réi loan nwdc va dign gidi hoic ngudi co
nguy co thay ddi sy can bang nuréc va dién gidi, nhi ngudi Iom tudi.

Bénh nhan xo gan b nhidu kha nang tién trién ha kali huyét. Ha natri huyét co 1hé xdy ra trén bénh nhan suy
tlm nang bq phil, d&c biét bénh nhan dung libu cao cac thiazid va han ché dn mudi. Nén theo dai bénh nhan
can than vé cac déu hiéu mét can biing nudrc va dién gidi, déc biét khi co non 6i hay trong khi ding dung dich
ngoai dwong tiéu héa. Bénh nhéan suy chiie ning gan hodc bénh gan tién trién dé bi hdn mé gan.

Thubc ki tiu nén dwoc ding than trong cho banh suy than vi thuéc ¢6 thé gidm chie ndng than hon. Hau hét
céc thubc thiazid khéng c6 hiéu qua trén bénh nhan cb d6 thanh thai creatinin < 30 mbphut.

Céc thiazid ¢t thé thiic g4y con gt trén bénh nhan nhay cam.

Thuéc lam ting glucose huyét va [am nang thém hodc bbc I8 bénh tidqu dwrong. Nén diu chinh cac thube didu
1 tidu dwrdng gdm co insulin.

Céc thiazid lam gidm bai 1iét calci qua duémg tiéu, d6i khi ddn dén t3ng calci huyét nhe; thubc khéng dwoc
diing cha bénh nhan da c6 s@n ting calci huyét. Co kha néng thiazid lam néng thém hodic hoat hoa bénh
lupus ban @3 hé théng trén bénh nhan nhay cam. Thiazid cé thé lam tng nguy cor phét trién sdi mét.

Thuéc lgi tiéu thiazid m ting nbng a6 cholesterol va tiglycerid.

TU’ONG TAC THUOC

Bisoprolol fumarat:

Ding ddng théi rifampin 1am ting thanh thai chét chuyén héa cla bisoprolol fumarat, rit ngén thei

gian ban hiy. Tuy nhién, diéu chinh liéu khéi dau thueng khong cén thiét.

Trong khi st dung cac Ihubc chen beta, bénh nhan ¢6 tidn sir phan ung phan v& nghiém trong véi céc dj tng
%uyen khéc nhau cé th& phan (ng manh véi viéc st dung thuée nhéc lai, do tinh c&, do chén doén hodc do

u fri. Nhirng bénh nhan ndy cé thé khang dap tmng vm liéu théng Ihu'(mg cua epinephrin Ga% ‘

phan (g di (rng.

Hydroclorothiazid

Alcohol, cac barbiturat, hodc narcotic: ¢6 thé xdy ra kha nang ha huyét Ap thé ding.
Thuéc ti tidu dwéng (thubc duwong uéng hodc insulin): Cé thé cin thiét idu chinh lidu
dwéng.

Céc thuéc tr ting huyét ap khéc: tic dong céng luc.

Cholestyramin va céc colestipol resin: Sy hdp thu ciia hydroclorothiazid bj gidm khi c6
anion. Lidu don cla cholestyramin va colestipol resin gén két hydroclorothiazid va gidm
dwing tiéu hoa 1én dén 85% va 43% theo thir .

Céc corticosteroid, ACTH: nang thém finh trang can chét dign gidi, cu thé ha kali huyét

Cac amin van mach (norepinephrin): Cé kha nang gidm d&p (g véi cac amin van mach nhung khéng di dé
loai tnr viéc s(r dung

Thuéc gidn co xwromg, khang khir cyrc (tlubocurarin): C6 kha ndng ting dap (rng véi thube gidn cor.

Lithi: Thweng khéng duoc dung &ng thér véi thubc I tidu. Cac thude loi i€u gidm @6 thanh thai than cda kithi
va ting nguy co cao vé ngd dac lithi.

Céc thuéc khang viém nonsteroroid: Trén vai bénh nhan, viéc ding cac thuéc khang viém nonsteroid lam gidm
tac dong kyi tidu, natri nigu, va hidu qua ti tang huyét ap cla thudc loi tidu quai, thuc loi tiéu tidt kism kali,
thubc lgi tidu thiazid. Vi vay, khi ding dﬁng théi ché pham nay véi thubc khéng viém nonsteroid, bénh nhén
nén duoc theo ddi chat ché dé xac dinh co dat dugrc tac dgng loi tidu mong mudn khéng.

PHU N’ CO THAI VA CHO CON BU

ANH HUONG TREN KH

Phuy niv ¢é thai
Céc thiazid qua duec hang rao nhau thai va xuét hién trong mau cia déy rén. Vige ding thiazid cho phy nir co
thai yéu cdu can nhic loi ich biét tnréc véi nhibng nguy hai co thé xdy cho thai nhi. Nhitng nguy hai nay bac
gdm tlr vong hodc vang da so sinh, viém tuy, chimg gidm fiéu chu, va cé kha ning tac dung phy khéc xdy ra
trén nguéi lom.
Chura ¢6 nghién ciru ddy a0 va kiém soal chat ché voi bisoprolol fumarat vé hydroclorothiazid trén phy nir cé
thai. Bisoprolol fumarat va hydroclorothiazid diing trong théi ky mang thai chi khi Igi ich tiém nang cao hon
nguy co' ¢b hai cho thai nhi
Phu nir cho con ba
Chura c6 thir nghiém ding bisoprolol fumarat riéng ré hay két hgp véi hydroclorothiazid trén ngudi me
dang cho con bud. Céc thiazid dwoc bai tiét qua sira me. Mét lrgng nhd bisoprolol fumarat (<2% lidu
dung) dugc phat hién trong siva cla chudt dang tiét sra. Do khad nang vé phan ing co hai nghiém
lrgng cho tré dang bl sia me, nén cé quyél dinh ngwng cho con bi hay ngung ding thudc, va can
nhéc tAm quan trong cla lhuoc déi véi ngudi me.

X NANG LAI XE VA VAN HANH MAY MOC
Bisopralol c6 thé gay bubn ngi, chéng mat, va mét méi nhir tac dung phu, didu nay o6 thé anh hwréng
dén kha naing lai xe hodc van hanh may méc.

TAC DUNG PHY

Bisoprolol fumarat:

Hé thédn kinh trung uong: Hoa mét, chéng mét, nhire dau, dj cam, gidm xuc gide, budn ngu, lo aubdn chdn,
gidm tap trung/tr nhé.

HE thén kinh tir chid: Khé miéng.

Tim mach: Nhip tim cham, danh tréng ngyc va cac réi loan nhip khac, lanh du chi, mét thang bang, ha huyét
p, dau ngyre, suy tim sung huyét, khé thd khi ging sure.

T4m thén: Di méng, mét ngd, frAm cam.

Tiéu héa: Dau da daythuwong vibung, viém da day, khé tigu, budn ndn, nén, tiéu chay, tdo bon

Co xwong: Bau cotkhép, dau lung/cd, co cirng co, co giatiun.

Da: Phat ban, cham, kich (mg da, ngira, d6 bimg, dd mé héi, ryng téc, phi mach, viém troc da, viém mao
mach.

Gidc quan dic bigt: Réi loan thi gidc, dau métndng mét, chdy nuéc mét bt thudng, U tai, dau tai, bt thudmg
vigiac.

Chuyén héa: Glit.

H6 h4p: Hen suy&n/ co thit phé quén, viém phé quan, ho, khé thd, viém hong, viém mili, viém xoang.

Tiét niéu - sinh duc: Giam hoat dgng tinh dyc/bat lipc, viém bang quang, dau quin than.

Huyét hoc: Ban xuét huyét.

Chung: Mét méi, suy nhwec, dau nguc, kho chiu, phi, ting can.

Hydroclorothiazid:

Todn thén: yéu sikc.

Tiéw hod: viém tyy, vang da (vang da (» mat trong gan), viém tuyén nwéc bot, ca cieng, kich (ng da day.

Huyét hoc: thiéu mau bét sin, mét bach céu hat, gidm bach chu, thiéu mau tigu huyét, gidm tiéu chu.

Qué mén: ban xuét huyét, nhay cdm véi &nh sang, mé day, viém mach hoai t¥ (viém mach va viém mach
dui da), sbt, suy hé h&p gbm vigm phéi va phis phéi

Chuyén hod: tng glucose huyét, glucose niéu, tiing acid uric huyét.

Co xuong: co co’

H& thén kinh/tdm thén: bn chdn

Thén: suy than, viém than ké.

Da: hdng ban da dang gﬁm hdi chirng Stevens-Johnson, viém tréc da gdm hoai & biéu bi déc tinh.

Gidc quan déc biét: m& mét thoang qua, chirg thay sic vang

QUA LIEU

BAO QUAN Trong bao bi kin, noi khé, tranh anh sang. Nhiét 46 khéng qua 30°C.
HANDUNG : 36 thang ké tir ngay sén xuét.
DONG GOI Vi 10 vién. Hép 3 vi, 4 vi.

TIEU CHUAN AP DUNG: Dwoc dién My - USP 32

Triéu chirng

M5t sé truéng ho'p qua lidu véi bisoprolol fumarat duge bao céo (téi da: 2000 mg)
Céc déu hiéu thudng gép khi qué li&u mét thudc chen beta Ia tim dap cham va ha huyét &p. Trang thai
ngu lim cung phé bién, khi qua lidu néing, xéy ra mé séng, hén rne co gidt va nghet thd. Suy tim sung
huyét, co that khi quan va ha du'ung huyel cb thé xdy ra, cu 1he trén benh nhén vé&i bénh cénh co
ban. Véi céc thudc lgi tigu thiazid, higm ngd déc cap. Dic diém ndi bac nhét clia qua lidu l1a mat nuéc
va cac chit dién gidi cdp. DAu hiéu va tridu chibng qua liéu gdm tim mach (nhip tim nhanh, ha huyét
4p, séc), co than kinh (yéu cor, nhdm 13n, chéng mit, co cing co bap chan, di cam, mét moi, giam
nhan thirc), tidu héa (budn ndn, ndn, khal) than (da nidu, thidu nidu hodc vo nigu [do mau déc]), va
phat hign trén thi nghiém (ha kali huyét, ha natri huyét, ha clo huyét, nhiém kiém, tang BUN [d4c biét
trén bénh nhan suy than]).

Diéu trj

Chua cé thudc gidi dgc dic hiéu, nén diéu tr triéu chirng va hé tro.
Di¥ lidu giéi han cho ring bisoprolol fumarat khdng duoc thdm tach; trong ty, khéng chi dinh tha
téch hydroclorothiazid. Bién phdp chung dwgc d& nghj gdm gy nén va/hodc nlra da day, dung th
hoat, hd tre hé hép, didu chinh sy mét can bing nudc va cac chét dién gidi, va didu trj ching co gig].
Dya trén tac déng dugc Iy c6 thé xdy ra va khuyén cdo voi nhirng thubc chen beta khac
hydraclorothiazid, céc bign phép sau dwgc xem xét khi dwoc canh bdo lam sang:

Nhip tim cham: Tiém atropin finh mach. Néu khéng c6 sy ddp Gng, co thé ding than tro
isoproterenol hay thuéc cé tinh chét diéu nhip dwong tinh. Trong vai truéng hop, ¢b thé cin dit ma
diéu hoa nhip tim qua dwéng finh mach.

Ha huyét 4p, séc: Nang cao chan bénh nhan. Truyén dich va béd sung chat dign gidi bi mét (kali,
natri). Tiém tinh mach glucagon c6 thé cé ich. Nén chu ¥ dén thuéc van mach.

Blbe tim (d6 2 hodc dé 3): Nén theo dbi can than va didu tri v&i sy tiém truyén isoprot
may didu hda nhip tim khi can thiét,

Suy tim sung huyét: Khdi ddu ligu phap thuéng qui (nhu digitalis, thuéc Igi tidu, thudc gﬂn
thubc hwéng co) \
Co thét phé quén: Ding cac thudc gidn khi guan nhwr isoproterenol va/hoac aminophyllin. \
Ha glucose huyét: Tiém glucose tinh mach.
Theo d6i: Can bang nuwéc va dién gidi (dac biét 1a kali huyét thanh) va chirc nang than Gho!
binh thwdng. /

Chai 30 vién. Hép 1 chai.

THUOC NAY CH| DUNG THEO BON CUA BAC ST
D4é xa tém tay tré em
Khéng ding thuée qué théi han si dung
Doc ky hwrémg din sir dung trurde khi ding
Néu cén thém théng tin, xin hoi y kién béc si
Théng béo cho béc sTnhirng tic dung khéng mong mudn gap phél khi st dung thuée
Ngay duyét ngi dung: 22/10/2012
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