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Tai liéu théng tin cho cdn bé y té.

HO

Thudc gidn pli@qudnde

THONG TIN KE TOA

THANH PHAN: M8i lidu xjt (nhat xit) chira: 21 mcg ipratropium bromide
tuong (rng véi 20 mcg ipratropium bromide khan. 50 mcg fenoterol hydro-
bromide. Dang bao ché cta thuéc: Dung dich dé khi dung qua binh xit
dinh liéu. CHI DINH: BERODUAL® Ia mét thubc gian phé quan dé phong
ngira va diéu trj cac triéu chl’mg trong bénh téc nghén dwdng hé hap man
tinh v6i han ché ludng khi c6 hdi phuc nhw hen phé quan va dic biét viém
phé quan man c6 hoac khéng c6 khi phé thiing. Nén can nhac diéu trj két
hop voi thuoe khang viém cho nhirng bénh nhan hen phé quan va bénh
phdi tdc nghén man tinh (COPD) dap (rng v&i steroid. LIEU LUQNG VA
CACH DUNG: Nén diéu chinh liéu diing theo yéu cau clia tirng bénh nhan.
Ngoai trir ké don khac, nhirng liéu sau day duoc khuyén cdo cho bénh
nhan ngudi I6m va tré trén 6 tudi: Con hen cip: 2 nhat xit 1a phi hop dé
giam nhanh triéu chirng trong nhiu tréng hop. Trong nhirng treémg hop
n&ng hon, néu kho thd khéng cai thién sau 5 phat c6 thé dung thém 2 nhat
xit nra. Néu con hen khdng thuyén gidm sau 4 nhat xit thi c6 thé xit thém
thudc. Trong trwéng hop ndy, bénh nhan nén di kham bac sT hodc dén bénh
vién gan nhét ngay 14p tirc. Diéu tri ngat quang va kéo dai (d6i véi hen,
BERODUALS binh xit dinh lidu chi nén stz dung dia theo nhu cAu) 1-2 nhat
xit cho mdi Ian duing, tdi da 8 nhat xit mi ngay (trung binh 1- xit 3 1an
mdi ngay). Chi nén dung BERODUAL® binh xit dinh lidu cho tré em theo chi
dinh ctia bac si va dudi sy giam st cla ngudi lon. CHONG CHI DINH:
BERODUAL® chéng chi djnh cho nhing bénh nhan da biét qua mén voi
fenoterol hydrobromide ho&c cac chét giéng atropine hodc véi bt ky ta
duoc nao cia thuéc, BERODUAL® cling chéng chi dinh & nhirmg bénh
nhan co tim phi dai tic nghén va loan nhip nhanh. CANH BAO VA THAN
TRONG: Qua man: Co thé xuét hién cac phan (ng qua mén tirc thi sau khi
ding BERODUAL, nhur x4c dinh,&-mét s6 hiém cac trrong hop-nhu-may
i’mach; phat'ban, co that phé quan, phu hau hong va soc phan
"Vé&'Co that phé quan nghich ly: Cing nhu cac thubc khi dung khac,
‘BERODUAL® ¢ thé gay co that phé quan nghich Iy c6 thé de doa tinh
g.Néu xuat hién co that phé quan nghich Iy thi nén ngirng dung BERO-
AL® ngay tirc thi va thay bang phuong phap diéu tri khac. Bien chirng
jatNén si» dung BERODUALS® thén trong & nhirng bénh nhan c6 kha
gl6-¢dm goc hep. Co mét vai bao céo riéng lé ve bién chirng & mat
an d@ong {lr, tang 4p lwc ndi nhan, gl6-cdm géc hep, dau mat) khi
ng dang xit ipratropium bromide don chat hodc két hop véi mét thuoc
chii'van beta2 tiép xdc véi mat. Dau mét hodc kho chiu, nhin‘mc'{, nhin
quang hoac hinh anh ¢ mau séc két hop véi G6 méat do xung huyet ket mac
va phu giac mac c6 thé 1a dau hiéu ca glo-com géc hep cap tinh. Néu thay
xuat hién phdi hop céc trigu chirng trén, nén diéu trj bang thudc co dong tir
va di kham chuyén khoa ngay Iép tirc. Do d6 bénh nhén nén dugc hudng
dan ding BERODUAL® ding cach. Phai than trong dé thudc khong vao
mat. Anh hwéng toan than: Trong nhirng trirang hop dudi day, chi nén stz
dung BERODUAL® sau khi danh gia ky loi ich/nguy co, déc biét khi st dung
liéu cao hon khuyén cao: Bénh dai thao dudng chwa dugc kiem sogt tot,
nhdi mau co tim gan day, bénh tim hogc mach néng, cudng gidp, u té bao
wa crom hoc da bj tac nghén Guong tieu (nhw phi dai tuyen tien ligt hodc
tic nghén cb bang quang). Anh pw&qg tim mach: C6 the gap cac tac
dung tim mach khi diing cac thudc gidng thdn kinh giao cam, bao gém
BERODUAL®. C6 mdt vai bang chirng tir dr liéu hau mai va tai ligu y van
ghi nhan nhiing trémg hop hiém thiéu méu co tim lién quan dén chét cha
van beta. Bénh nhan dang bj bénh tim ndng (nhw bénh tim thieu méau cuc
bg, lpan nhip hodc suy tim n&ng) dung BERODUAL® nén lwu y di kham bac
si néu c6 Gau ngurc ho3c cac triéu chirg khéc cho thdy bénh tim nang Ién.
Né‘n than trong danh gia céc triéu chirng nhu kho thé va dau nguc do co
thé bat nguon tir tim hodc hé hd hap. Giam kali mau: Diéu trj véi chat
chi van beta2 c6 kha nang lam giam kali mau nghiém trong. Anh hwén
dén nhu dong dwong tiéu héa: Nhirng bénh nhén bj xo' héa nang c6 the
¢ réi loan nhu dong da day-rudt. Khé thé: Trong nhirng tredng hop cp,
kho thé dién tién xau di nhanh chéng thi nén di kham bac si ngay. Piéu
tri lau dai: * O nhing bgnh nhan hen phé quan chi nén dung
BERODUAL® khi can. O’ nhirng bénh nhan COPD nhe diéu trj theo nhu cau
(da trén triéu ching) c6 the thich hop hon diéu tri thuong xuyén. * Nén
can nhac dieu trj bo sung hodc téng lieu thudc khang viém de kiém soat tinh
trang viém dudng ho hap va dé ngan ngira bgnh dién tién xu di & nhirng
bénh nhan hen phe quan va COPD c6 dap (ng voi steroid. Tang sir dung
cac thudc chira chat chii vén beta2 nhw BERODUAL® mét cach thuéng
xuyén dé kiém soat cac triéu chirng tac nghén phé quan c6 thé lam giam
hiéu qua kiém soét bénh. Néu tic nghén phé quan tién trién xu, viéc don
thuan tang liéu thubc chira chat chd van beta2 BERODUAL® vurot qué lidu
khuyén cao trong théi gian dai la khdng thich hop va c6 thé nguy hiém.
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Trong nhiing treéng hop ndy nén xem xét lai phac dd diéu tri bénh nhan,
va dc biét didu trj khang viém véi corticosteroid dang hit thich hop dé& ngan
ngtra kha nang bénh tién trién x4u de doa tinh mang. Chi nén str dung cac
thuéc gian phé quan giéng than kinh giao cam khac cling véi BERODUAL®
dudi sy giam sét y khoa. Canh bao chét kich thich: Do chira fenoterol
nén stz dung BERODUAL® c6 thé gay két qua dwong tinh trong cac xét
nghiém cén I4m sang phat hién lam dung thuéc, nhw treéng hop muén
tang thanh tich trong thé thao (doping). TWONG TAC: Céc thuéc chu van
beta, khang cholinergic va din xuét xanthine (nhu theophylline) c6 thé ting
tac dung gidn phé quan. S dung ddng thoi véi cac thudc gidng beta giao
cam, cac thubc khang cholinergic va cac dén xuat xanthine duéng toan
than (nhw theophyliine) c6 thé 1am ting cac phan (ng bét Igi.Viéc dung
cuing vé&i cac thuéc khang beta cé thé gidm nghiém trong tac dung gian ph
quan.Gidm kali mau do thuéc chi van beta2 c6 thé tangélen khi dung két
hop v&i din xuét xanthine, corticosteroid, va Igi tiéu. Didu nay can luwu y
nhét Ia & nhirng bénh nhan tic nghén dudmg hd hap néng. Giam kali méau
c6 thé dan dén ting nguy co loan nhip tim & nhirng bénh nhan dang dung
digoxin. Hon n(ra, gidm oxy c6 thé lam cho nhitng anh huémg cta tinh
trang gidm kali mau trén nhip tim trdm trong hon. Do d6 khuyén céo theo
d6i ndng do kali mau trong nhirng treong hop nay. Cac thudc chira chét
chl vén beta2 nén duwgc dung than trong cho nhirng bénh nhan dang dung
thuéc trc ché monoamine oxidase hodc thuéc chbng tram cam ba vong, do
c6 thé |1am tang tac dyng chil vén beta giao cdm. Cac thuéc gdy mé dan:
hit halogen hydrocarbon nhw halothane, trichloroethylene va el ﬂuia‘ne'qg
thé Iam tang tac dung trén tim cla chét chli van beta. KHA. 1
SAN, THAI'KY VA CHO CON BU: D@ ligu phi:lam sang"&
nghiém d& c6 trénngudi cho'thdy khdng

"bang Ching ve tac dung bat ior
trong thai ky clia fenoterol hoac ipratropium,. Tuy nhién, nén st dung than
trong trong thai ky, nhat Ia trong ba théang dau. Nén luu y dén tée dung o
ché co that tlr cung cua fenoterol. Nhirng nghién ctru phi ¥
thay fenoterol hydrobromide duoc tiét vao stra. Chua bigt

c6 dugc tiét vao stra hay khong. Nhung thOn?I thuong

dén tré khong dang ké, nhét Ia khi ding dang hit. \Nén

BERODUAL® cho phy n(z cho con bii. Chua cé san ¢
kha nang sinh san vé viéc két hop ipra,trogium broy

bromide. Cac nghién clru phi Iam sangive cac thanh phasirie

pium bromide va fenoterol hydrobromide khéng thay:

kha néng sinh san.ANH HUONG DEN KHA NANG LAIXE AVA!

MAY MOC: Chua c6 nghién ciu nao vé anh hurdng dén kha

van hanh méay méc. Tuy nhién, nén cho bénh nhan biét c6 thé cé

dung bét loi nhu chéng mat, run, rdi loan diéu fiét, gidn dong flkva T

trong thoi gian diéu tri véi BERODUAL®. Do dé nén khuyén bénh nhan tha
trong khi lai xe hodc van hanh may méc. Néu bénh nhan ¢d céc tac dung
phu nhw néu trén thi nén tranh céng viéc cé tiém nang nguy hiém nhu 1ai
xe hodc vz;an hanh may méc. TAC DUNG PHU: Nhiéu tac dung ngoai y dudi
day c6 the do tac dung khang cholinergic va chi van beta ctia BERODU-
AL®. Diéu tri BERODUAL® dar}g the cho théy cac triéu ching kich
thich tai ché. Céc phan (rng bat lgi véi thude duge xac dinh tir cac dir lidu
thu dugc trong cac thir nghiém Iam sang va canh giac dugc trong thei gian
st dung thuoc. Nhirng tac dung phu thudng gap nhét trong cac thir nghiém
I&m sang Ia ho, khd migng, dau dau, run, viém hong, budn nén, chéng mat,
kho phét m, nhanh nhip tim, danh trong nguc, ndn, tang huyét ap.tam thu
va bén chdn. Roi loan hé mién djch: phan (ng phan v&, qua man. Roi
loan chuyén héa va dinh dwéng: giam kali mau. Réi loan tam than; bon
chon, lo iéng, réi loan tam than. RGi loan hé than kinh; dau day, run, -
chéng mat. R6i loan mat: glo-com, tang ap lyc ndi nhan, r‘oi loan diéu tiét,
gian dong tlr, nhin me, dau mét, ph giac mac, sung huyét két mac, nhin -
thay hao quang. Réi loan tim mach: nhip tim nhanh, danh trong ngue, I(?n :
nhip tim, rung nhf, nhip nhanh trén that, thiéu mau co tim. Roi loan ho hap, -
ngure va trung that: ho, viém hong, kho phat am, co that phé quan, kich" =
thich hong, phu hau hong, co that thanh quan, co that phé quan nghich Iy,
khd hong. R6i loan tiéu héa: budn ndn, nén, khd miéng, viém miéng, viem
ludi, réi loan nhu dong dudng tiéu héa, tiéu chay, téo bon, ph miéng. RO
loan da va mé dwoi da: may day, phat ban, ngira, phit mach, tang tiét mo
hoi. Roi loan co xwong khop va m ket: yeu co, co that co, dau co.
ROi loan than va tiét nigu: & nudc tieu. Xét nghiém: tang huyét ap tam
thu, gidm huyét ap tdm treong. San xudt boi: Boehringer Ingelheim
pharma GmbH & Co. KG. Binger Strasse 173, 55216 Ingelheim am Rhein,
Germany. Nha phan phéi: Cong ty TNHH M6t Thanh Vién Vimedimex Binh
Duong. S6 18 L1-2 VSIP II, Budng sb 3, KCN Viét Nam - Singapore 2,
Phuréng Hoa Ph, TP. Thi DAu M@t tinh Binh Duong, Viét Nam.
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(1) Théng tin ké toa sén phdm; COPD: Bénh phdi tic nghén man tinh
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