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DANG BAO (HE nang cling chifa bot thudc dang hit. HOAT CHAT: Méi nang chifa mdacaterol (dudi dang indacaterol
maleat) 110mcg; Glycopyrronium (dudi dang Glycopyrronlum bromide) 50mcg. CHi DINH: Ultibro Breezhaler a thudc glan
phé quan dugc chi dinh diing mét lan trong ngay trong diéu tri duy tri dé 1am giam triéu chUng valam glam cacdot cap @
bénh nhan méc bénh phéi man tinh tac nghén (COPD). LIEU DUNG: Liéu dugc khuyen cdo la dung ong hit Ultibro
Breezhaler mdt lan trong ngay véi luong thudc chifa trong 1 vién nang 110/50 mcg. Suy gidm chiic nang than: 6 thé st
dung & mdic liéu khuyén cdo cho bénh nhan suy gidm chitc nang than i nhe dén trung binh. Chi nén sir dung Ultibro
Breezhaler cho bénh nhén suy than ndng hodc bénh thén giai doan cudi can loc méu néu hiéu qua ciia thudc vuat troi hon
nguy co. Suy giam chiic nang gan: cd thé si dung Ultibro Breezhaler & muc liéu khuyén cdo cho bénh nhan suy gidm chic
ndng gan tir nhe dén trung binh. Chua ¢6 dif liéu trén bénh nhén suy gan néng. Tré em: Khong st dung Ultibro Breezhaler
cho bénh nhan dudi 18 tudi. Ngui cao tudi: 6 thé st dung Ultibro Breezhaler & miic liéu duoc khuyén céo cho bénh nhan
trén 75 tudi. CACH DUNG: Chi duing vién nang Ultibro Breezhaler theo dung hit qua miéng va chi dung vdi ong hit Ultibro
Breezhaler. Khong duoc nudt vién nang Ultibro Breezhaler. CHONG CHi DINH: Bénh nhan qud man vdi indacaterol, mét
thanh phan cla Ultibro Breezhaler, hodc bat cti thanh phan nao cta thudc. CANH BAO VA THAN TRONG: Khdng ding
dong thoi Ultibro Breezhaler véi céc thudc ¢6 chda chat dong van beta-adrenergic tac dung kéo dai hodc cde thubic déi
khang thu thé muscarinic téc dung kéo dai. Hen phé quan: Khong dung Ultibro Breezhaler dé diéu tri hen phé quan do
thiéu cac dif liéu cho chi dinh nay. Khong stf dung trong trudng hop cap tinh: Ultibro Breezhaler khdng dugtc chi dinh dé
diéu tri cdc con co that phé quan cdp. Qua mén lién quan dén mdacaterol Néu xuat hién cac dau hiéu clia phan-ing di
(ing (ddc biét la khd thd hodc khé nudt, sung ludi, mdi va mat, noi mé day, phat ban da), nén nqimg diing thuéetigay va 6
bién phép diéu tri thich hop. Co that phe quan nghich Iy: Gidng nhu céc liéu phap diéu tri dang hit khéc, dung Ultibro
Breezhaler cd thé dan dén co thét phé quén nghich Iy, 6 khi de doa dén tinh mang. Néu xust hién biéu hién co thit phé
quan nghich Iy, nén ngiig ding Ultibro Breezhaler ngay Iap tiic va ¢ bién phap diéu tri thich hop. Tac dung khang
cholinergiclién quan dén glycopyrronlum nén than trong khi sir dung Ultibro Breezhaler cho bénh nhan bi glaucom géc
déng hodc bi tiéu. Bénh nhén suy gidm nang chuic nang than: Chi stt dung Ultibro Breezhaler cho bénh nhan suy than
ndng (toc dd loc cau than udc tinh dudi 30 mL/phiit/1,73 m?) bao gdm céc bénh nhan suy than giai doan cudi can loc mau
trong trufdng hop lgi ich ctia thudc vuot tréi hon nquy co'va nén dugc theo dai chét céc phan ting bét loi clia thudc. Tac dung
toan than clia céc chat dong van beta: nén than trong khi st dung Ultibro Breezhaler cho bénh nhén c6 bénh Iy tim mach
(b&nh mach vanh, nhéi mdu co tim cap, loan nhip tim, tang huyét p), bénh nhan mac dong kinh hodc nhiém doc tuyén
gidp va cac bénh nhan co ddp tng bat thutng vdi cac thudc ddng van beta2- adrenerglc Khéng nén sir dung Ultibro
Breezhaler nhiéu lan hon hodc 6 liéu cao hon khuyen cdo. Tac dung trén tim mach clia cac chat dong van beta: Ultibro
Breezhaler cd thé gdy dnh hudng trén tim mach co y ngh!a lam sang & mot s6 bénh nhén thé hién qua tang nhip tim, huyét
ap, ¢d hoac khong c6 triéu chiing. Trong trutng hgp nay, cn cdn nhac ngiig duing thudc. Tac dng ¢ y nghia lam sang lién
quan dén kéo dai khodng QTc chua dugc ghi nhan trong céc thir nghiém lam sang cla Ultibro Breezhaler st dung liéu diéu
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#d-Ha kali mau ctia cac chdt dong van beta: Téc dong c6 y nghia lam sang lién quan dén ha kali mdu

Bng céc nghién ctiu lim sang vdi Ultibro Breezhaler stf dung liéu diéu trj dugc khuyén cdo. Tang
Ydi gagichdt dong van beta: Bénh nhan ddi thdo duting nén duoc theo dai chiit hon khi bt diu diéu tri
Ieediig - r. Ultibro Bree§halerchya dugc nghién cu trén bénh nhan di thao dudng khdng duoc kiém soat tot

iyt PHAN UNG BAT LOT CUA THUOC: H6 5o vé dd an toan clia Ultibro Breezhaler dugc trinh bay dua trén di liéu
ghi nhan dugc véi Ultibro Breezhaler va cac thanh phén riéng I8 ciia thudc. Phd bién (=1/10): nhiém trung dudng ho hap
trén; thuong gdp (=1/100 dén <1/10): viém hong héu, nhiém tring dudng tiét niéu, viém xoang, viém mii, chdng mdt,
dau dau, ho, dau hong héu bao gdm  kich ting c6 hong, &n khong tiéu, su ring, dau co xuong, s6t, dau nguc; it gdp (=

1/1,000 dén <1/100): qua mén, déi thdo dudng va ting dudng huyét, mét ngd, di cdm, glaucom, bénh thiéu méu o tim,
rung nhi, nhip nhanh, dénh tréng nquc, chdy méu cam, kh miéng, ngtta/phét ban, chudt rit, dau co, téc nghén bang
quang va (f nudc tiéu, phu ngoai bién, mét moi. Thang bdo cho béc si nhimg tac dung khdng mong mudn gap phai khi st
dung thudc. TUGNG TAC THUOC: Chua 6 nghién ctiu tuong tac thudc — thudc ddc hiéu dugc thuc hién trén Ultibro
Breezhaler. Thdng tin vé kha nang tuong tac cda Ultibro Breezhaler dya trén kha nang gdy tuong tac cda ting thanh phan
cla thudc. Tuong tac lién quan dén indacaterol: Khong nén dung Ultibro Breezhaler cing céc thudc chen
beta-adrenergic (bao gom cd cdc thudc nhd mat). Trong trudng hop can thiét, nén uu tién lua chon céc thudc chen
beta-adrenergic chon loc trén tim, nhung nén st dung than trong. Than trong khi sit dung véi céc thudc c6 kha néing kéo dai
khodng QTc (thudc tic ché monoamine oxidase, thudc chdng tram cdm ba vong...) vi cd thé Iam téing nquy co gay loan nhip
that. St dung dong thdi véi céc thudc cuding giao cdm khdc (don.ddc hoac & trong dang phéi hop) 6 thé lam tang téc dung
bat loi ctia indacaterol. St dung déng thdi vdi céc dan chat} ethylxarithin, cac steroid, cac thudc loi tiéu khong giit kali o
thé lam tang téc dung ha kali mdu ctia cac thudc dong ¥an @ﬁz-édrem%c. Tuong taclién quan dén chuyén héa va
van chuyén thudc: Miic d phoi nhiém thudc ting dht’uﬁs'?ftéc thudc ;;JC& thudc tic ché manh va ddc hiéu CYP3A4 va

P-gp (nhu ketoconazol, erythromycin, verapamil va ritonavir} nhung khong c6 bét ky anh huéng nao dén do an toan clia
thudc. Tuong tac lién quan dén glycopyrronium: Sitdung dong thotbtibro Breezhaler véi cac thudc khéng cholinergic
dang hit khang dugc khuyén cao. Dy kién khong cé tuang tiehude i diing glycopyrrinium déng thai véi cimetidin hodc
céc thudc tic ché hé van chuyén cation hiiu co khac. D01 TUGNG DAC BIET: Phu nif trong db tudi sinh san: Chua c6 céc
khuyén céo ddc biét cho phu nif trong dd tudi sinh san. Phu nif ¢6 thai: Chuta ¢6 cac dit liéu trong viéc st dung Ultibro
Breezhaler cho phu nit ¢d thai. Chi nén st dung Ultibro Breezhaler trong thdi ky mang thai néu hiéu qua clia thudc vuot troi
han nguy co ctia thudc trén thai nhi. Phu nit cho con bi: chi nén st dung Ultibro Breezhaler cho phu nif dang cho con b
khi lgi ich ctia thudc vugt trdi han nquy co clia thudc trén tré em. Kha néng sinh san: khang cho thay anh huéng clia thudc
trén kha nang sinh s&n cla ¢ nam va nif. Qua trinh chuyén da va sinh con: Tuong tu cic thudc ddng van beta2-adrenergic
khéc, Ultibro Breezhaler c6 thé tic ché qud trinh chuyén da do tac dung gidn cotran ti cung. QUA LIEU: Qud liéu cd thé din
dén téc dung kich thich qué mic beta2-adrenergic dién hinh nhu nhip nhanh, run, danh trng nguc, dau ddu, buén nén,
ndn, budn ngd, réi loan nhip that, nhiém acid chuyén hda, ha kali mau va tang glucose huyét hoic 6 thé gay ra téc dung
khang cholinergic, nhu tang nhan dp (gay dau, rdi loan thi gidc hodc do mét), tao bon hodc tiéu khé. Diéu tri hd trg va diéu
tri triéu ching dugc chi dinh trong trutng hop nay. Trong truding hgp nghiém trong, nén cho bénh nhén nhp vién. St dung
cdc thudc chen beta chon loc trén tim cd thé dugc cdn nhac dé diéu trj cac triéu chiing cuding beta2-adrenergic nhung phai
dui su gidm st ca béc siva can hét stic than trong vi st dung cac thudic chen beta-adrenergic c6 thé gay co that phé quan.
HAN DUNG: 18 thang. QUY CACH BONG GOI: Hop g6m 5 vi x 6 vién nang cting kem 1dng hit; Hap gom 1vix 6 vién nang
Cing kém 1 ng hit; Hop gm 2 vix 6 vién nang ciing kém 1 6ng hit. BAO QUAN: Khong bao quan thudc trén 30°C. Trénh
am. Khong nén st dung Ultibro Breezhaler sau ngay“EXP” ghi trén vé hop. Ultibro Breezhaler phai dugc giit ngoai tim quan
sdtva tam vGi clia tré em. NHA SAN XUAT: Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Thuy Si. NHA NHAP
KHAU: Cong ty c6 phan Dugc liéu Trung Uong 2, 56 24 Nguyén Thi Nghia, Quan 1, Tp. HG Chi Minh, Viét Nam. J ;: -
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