Tai liéu théng tin cho can bo.y té

Flixotide® Nebules 3

Fluticason propionat

TRINH BAY: FLIXOTIDE NEBULES (dang 8ng nhua) danh cho khi dung, chita 0,5 mg fluticason propionat (min) danahh;?:n dich trong 2 ml nu6c mudi dém dang
uumg.&é dugc rbat 20, sorbitan monolaurat, mononatri phosphat dihydrat, natri phosphat dibasic dang khan, natri chlofid va nuéc pha tiém. Dang
bicimh Hén dich hit khi dung. Quy cach gois. H:}gglﬂa 2 ti nhém, méi tai c6 1 dai 5 6ng nebule.CHI DINH: HEN PHE QUAN: Thuéc c6 tac dung gidm
triéuchting va céc con kich phét hen phé quan & nhiing bénh nhan da diéu tri trusc dé chi bang thuéc gian phé quan hodc ban cécliéuphépdt:phbna c.
« Ngui Iém va thanh thiéu nién trén 16 tudi. Biéu tri dy phong trong hen‘?gé uan nang (nhiing bénh nhan can diéu tri corticosteroid dang hit liéu
cao hoac dargg uéng):Nhiéu bénh nhan dang phu thudc corticosteroid toan than kiém soat triéu chiing, khi diing FLIXOTIDE da hit c6 thé giam dang ké

hoiic khong can dung corticosteroid uSng nifa. Diéu tri cdc con hen phé qudn kich phdt cdp tinh: Liéu duy tri ﬁmeocéme'thuén tién han khi s&durg da,rg 5
hoac hit dinh liéu diéu 4p. - Tré em va thanh thiéu nién tir 4 én 16 tudi. Diéu tri cac con hen phé quan ki phét(ﬁgtinh: Liéu Lgctﬂ tiép theo cd thé thuan
tién hon khi str dung dang bot hoac hit dinh liéu diéu ap. LIEU LUONG VA CACH DUNG: Nén cho bénh nhan biét ban chét ctia viéc diéu tri bang FLIXOTIDE
dang hitla du phong vanén hitthu%";g xuyén ngay ca khi khéng co triéu Chl.'ll'l%cNén dung FLIXOTIDE Nebules duGi dgn khi dung tao bdi phun khi dung
bang khi (jet nebuliser) theo huéng dan ctia thdy thuéc. Do su phén b clia thudc c6 thé bi anh huéng bdi nhiéuyéu t hé;tham khdoh déan cianha
san xuat vé thiét bi phun khi dung. Néi chung khérg khuyén cao strdung FLIXOTIDE Nebules véi méy khi dung bang siéu am. LIXOTIDE danh cho khi dung,
duigc tiém, FLIXOTIDE danh cho khi dung dugc hit béng dudng miéng va phai sfrdunlghéggtn 4m. Néu can strdung métna thi c6 thé hit bang dut’.:nﬁ

miii. Gai thién t6i da tinh trang hen phé quan c6 dat dugc trong vong tir4 dén 7 ngay sau khi u diing thuéc. Tuy nhién, FLIXOTIDE dugc chiing min
cotacdyng diéu tri ngacivaza%a sau khi diing thuéc & nhiing bénh nhan chua tiing diéu tri bang steroid dang hit. ngiﬂp cho viéc strdung mét lugng nhd hén
dich hoac néu can kéo dai ian phéan phéi thudc thi c6 thé pha loang hén dich FLIXOTIDE duing cho khidung vi natri chlorid loai pha tiém ngay trudc khi
sttdung.Do nhiéu loai khi dung hoat déng trén nguyeén tac dong khi lién tuc, c6 kha nang thudc khi dunﬁ sé dugc gidi phong vao méi truding xun? quanh.
Do gé, én sit dung FLIXOTIDE Nebules tro:i%'r:hbng c6 thong khi tot, nhat 1a & bénh vién khi co nhiéu bénh nhan strdung may khi dung cung mét uc. HEN
PHE QUAN: - Ngui I6n va thanh thiéu tudi: 500 dén 2000 micr ramelénfngv.’z.- Tré em va thanh thiéu nién tir4 dén 16 tudi: 1000
microgram x 2 1dn/ngay. Nén cho bénh nhan dU%FIJXO'I'IDE khi dul:ig véi liéu khdi dau phit hop véi miic 86 nang ctia bénh. Sau d6 nén diéu chinh liéu cho
dén khi kiém soét dugc bénh hoac giam dén liéu thap nhét c6 hiéu y theo diap (ing ctia tting bénh nhan. DE diéu tri con kich phét cdp clia bgnh hen phé
uan, nén sCrdung liéu t6i da kéo dai dén 7 ngay sau con kich phét%au%znén xem xét dé giam liéu. - Nhém bénh nhéan déc biét. Khong can diéu chinh liéu
nhiing bénh nhan cao tudi hoac bénh nhan ag%? hodc suy than. CHONG CHI BINH: Chdng chidinh dun FLIXOTIDE Nebules & nhiing bénh nhan cé tién
st qua man vdi bat ky thanh phan nao ctia th NH BAO VA THAN TRONG: Tinh trang kiém soat bénh hen phé quan xau di dot ngot hoac tién trién co
thé de doa tinh mang bénh nhén do d6 nén can nhac dé tang liéu corticosteroid. Co thé can theo dai luu Iut;r‘\? dinh hang ngay & nhiing bénh nhan duoc xem
la cdnguy co.Cothé cd nhl'm%téc dung toan than khi strdung bét ky corticosteroid dang hit nao, dac biét khi duing liéu cao trong théi gian dai; nhl'.::n%téc dung
nay thudng it xuat hién hon nhiéu so véi khi dung corticosteroid dang udng. Cac téc dung toan than co thé co bao gém héi chiing Cushing, cac biéu hién dang

Cushing, tic ché thugng than, chdm phét trién & tré em va thanh thiéu nién, gidm mét do khodng xuong, duc thiy tinh thé va tang nhan g' . Do do, diéu quan
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trong la nén do liéu corticosteroid dang hit tdi liéu thap nhat ma van duy tri kiem soat hen phé guan hiéu qua. Nén kiém tra th xuyén chiéu cao clia I"Ihl]'l"'lﬁ
da tré diéu tri bé:glcorticostemid dang hit trong thdi gian dai. Nén than trong dac biét va kiém tra chiic nang vo thugng than thudng xuyén & nhiing bén
nhan chuyén tir diéu tri bang steroid dang uéng sang FLIXOTIDE dang hit. Sau khi bit dau dung FLIXOTIDE dang hit, can ngimg stf dung corticosteroid toan
thén mét cach ww@fé"h nhan nén mang theo tim thé canh bao steroid chi rd nhiing tinh hudng can dung diéu tri bé sung tmrgg cc truding hop khan cap.
Nén lubn can nhéc kha nang dap ung thuong than suy giam trong cac trudng hap f‘asp ctiu (bao gém ca phau thuat), va ca trong cac trudng hop khong khan
capco tl'teé;a{lstress, dac bigt & bénh nhan dung liéu cao trong thoi gian dai. Can nhac viéc diéu tri bang corticosteroid bd sunagncich hop véi bénh canh lam
sang nhét dinh. Tuong ty thay thé diéu tri steroid toan than bang dang hit c6 thé khong con kiém soét t6t dugc cac bénh di ing nhurviém mi dj tng hodc
cham, ma cac tinh trang nay a3 dugc kiém soét trudic d6 bang steroid toan than. Khéng nén ngling diéu tri bang FLIXOTIDE mét cach dét ngot. Cordt it cac bao
céo vé tac dung ytén%guérég huyétva diéu nay nén dugc can nhac khi diéu tri d6i v6i nhimng bénh nhan co tién sirdai thao duomg. Nén than trong dac biét
& nhiing bénh nhan bi lao phdi thé hoat déng hoac thé yén ling. C6 cac bao cao vé tuong tac ¢6 y nghia Iam sang trén nh Emgh =nh nhan dung fluticason
propionat va ritonavir, dan dén céc tac dung toan than clia corticosteroid bao gém hoi chiing Cushing va tic ché tuyén thugng than. Do vay, nén tranh dung
déng thai fluticason propionat va ritonavir, trif khi Igi ich ctia bénh nhan vugt tréi nguy co bi cac tac dun? phu toan than ctia corticosteroid. Co that phé quan
nﬁhich Iy cé thé xuat hién ciing véi tén%tinh trang kho khé ngay sau khi du‘.lngjmuoc. Nén diéu tri ngay lap tuc bang thudc gian Ehé quan dang hit tac dung
nhanh. Nén ngiing diing FLIXOTIDE Nebules ngay, danh gia benh nhan va diéu tri thay thé néu can thiét. Khong diing FLIXOTIDE Nebules don thudn dé lam
iam triéu chiing clia con co thét phé quan cap, ma khi dd cling can st dunilﬂwuogian phé quan dang hit tac dun nt?lan. FLIXOTIDE Nebules dugic st dung
é diéu tri thudng xuyén hénEhngayva [a diéu tri khér&g viém trong céc con kich phét cdp cia Len h hen phé quan. C6 thé can ting liéu corticosteroid dudi sy
giam sat khan cap clia bac si khi cac triéu chiing xau di dot ngot. Khong sUf dung FLIXOTIDE Nebules thay thé cho corticosteroid ang tiém hodc dang udng
frong nhiing truding hop cap ctiu. Nhiing bénh nhan dang diéu tri bing FLIXOTIDE khi dung phai dugc canh bao réing néu bénh canh [&m sang xau di dot ngot
thi ho khéng dugc tang liéu hodc tang tan suét st dung ma can phai di kham bénh. Bénh nhan duoc khuyén stf dung FLIXOTIDE khi dung gua dng ngém dé
tranh kha ndng teo da mét c6 thé xuét hién khi strdung mét na khi dung lau dai. Khi sirdung mat na, nén bao vé viing da mattigp xtic véi thudc bang kem hoac
rifa mit that sach ngay sau khi strdung, Nén giam liéu mét cach tirtir khi da sir dung FLIXOTIDE khi dung trong mét théi gian dai, khéng gidm dét ngot truf khi
c6 sy gidm sat clia bac si. TUONG TAC: It gdp céc tuong téc thuéc c6y nghia trénlam sang qua trunggian fluticason propionat. Trong mdt nghién cifu vé tuong
tac thuéc & nhitng ngudi khde manh chc?ﬁ'néy réng ritonavir (chat tic ché manh cytochrom P450 3A4) c& thé gay ting cao néng do fluticason propionat trong
huyét tuong, két qud 12 géy gidm dang ké néng do cortisol trong huyét thanh. Da c6 bo cdo vé tuong tac thuéc cé y nghia trén 1dm sang & nhiing bénh nhan
dung fluticason propionat dang xit mii hodc dang hit va ritonavir din dén tac dung toan than ctia corticosteroid bao gém héi chiing Cushing va tic ch€ thuong
than. Do d6 nén tranh duing dong théi fluticason propionat va ritonavir trit khi lof ich diéu tri vugt trdi nguy co tac dun phu toan thén clia corticosteroid: Cac
nghién ciu cho thdy rénc];d_clac chat dic ché ?rtochrom P450 3A4 khac [am ting khéng dang ké (erythromycin) va tang nhe (ketoconazol) phai nhiém fluticason
propionat toan than ma khéng lam giam déng ké ndng d¢ cortisol trong huyét thanh. Tuy nhién, nén than trong khi stf dung két hop cac chét tc ché manh
ochrom P450 3A4 (nhu ketoconazol) do tiém tang kha nang ting phoi nhiém fluticason propionat toan than. THAI KY VA CHOCONBU: Chinéncann
st dung fluticason propionat trong thai ky khi lgi ich mang lai cho ngudi me vugt tréi nguy co c6 thé gay ra cho phéi thai. Chua khao sét vé kha nang bai tiét

cla fluficason propionat vao stia ngudi me. Sau khi tiém dudi da fluticason propionat cho nhiing con chuét thi nghiém dang cho con b, khi dinh lugng dugc
nong do thudc trong huyét tuong ciing la lic phét hién duoc fluticasol propmqmtrorég sifa. TL;I nhién, nungvdo tronglhwét tuong & nhing bénh nhan sau
khi duing fluticason propionat dang hit véi liéu Gé nghi th a thdp. ANH HUONG LEN KHA ANG LAI XE VA VAN HANH MAY: FLIXOTIDE thudng khén
gay ra anh huéng nay. TAC DUNG KHONG MONG MUON: an suit gép cac téc dung khong mong mudn dugc chia thanh cac miic dé: rét pho bién éa'lﬂ(ﬂg
phd bién (=1/100 dén <1/10), khéng phé bién (=1/1000 dén <1/100), hiém gap (=1/10.000 dén <1/1000) va rét hiér;r'\gép (<1/10.000). Rét phé bién: Nhiém nam
candida & miéng va hong. Phé bién: Khan tiéng. Cac vét tham tim (bam). Khong phé bién; Cac phan ting qua man trén da. Hiém gap: Nhiem nam candida thuc
ghjén. R&t hiém: Phu mach (chti yéu la phis mat va miéng-hau), cac triéu chiing vé ho hap (khé thé va/hoac co that phé quan) va cac phan Ung éahén vé. Hoi
(ing Cushing, d&u hiéu dang Cushing, tic ché thugng than, chdm phat trién, gidm mt do khoang xuong, duc thiy tinh thé, tang nhan é%.TénE Woing huyét.
Lo &u, ri loan gidc ng va thay ddi hanh vi bao gém tang hoat dong va kich thich (cht yéu 13 &tré em). Co that phé quan nghich ly. QUA LIEU: Hit nhanh nhin
liéu FLIXOTIDE vuot qua liéu dé nghi co thé dan dén (c ché tam thoi chidic nan tht.fqmg‘_than. Khéng cén diéu tri cdp cliu do chiic nénﬁ thuong than sé trg v
binh thudng sau mét vai ngay khi kiém tra bang dinh Iugng cortisol trong huyét tuong. uyrnhién, néu sir dung liéu cao hon liéu dé nghi trong thdi gian dai c6
thé dan dén tic ché thuong than & miic d6 nao dé. C6 thé can kiém tra dytrit thugng than. Trong trudng h(‘:!"g qué liéu FLIXOTIDE, c6 thé tiép tuc diéu tri véi liéu
Bla'n‘l hgp dé kiém soat triéu mﬂni.eNéntheo doi chat ché nhiing bénh nhan dung liéu cao hon liéu dé nghi va nén giam liéu tirter, TINH TUONG KY: Chua dyc
40 co. HAN DUNG: 36 thang ké ti ngay san xudt. Han diing sau khi mé bao bi: Khi |4y nebule ra khoi tii nhém, nén sir dung trong vong 28 n .‘an. &é
nebule da md nén st dung trong vong 12 gias ké tir khi mé éng. THAN TRONG DAC BIET KHI BAO QUAN: FLIXOTIDE Nebules nén dugc bao quan o nhiét dc
khong qué 30°C. Tranh suong gia va anh sang. Khéng dé dong dé. Khi da ldy nebule ra khai tii nhom, nén bdo quéan nebule tranh anh sgrll? va i.( duln:'n'g trong
vong 28 ngay, Bdo quan cic 6ng nebule da md trong tu lanh va sif dung trong vong 12 gio sau khi m&. Gir thang duing. HUONG HUONG DAN SUDUN
FLIXOTIDE NEBULES: Tham khao huéng dan stf dung clia nha san xuat vé cach stf dung may khi dung. Biéu quan trontI;élé phai ddm bao thanh phan trong

nebule dugc tron déu truée khi diing. Trong khi gilt ng nebule ndm ngang theo nhan udc, buing nhe vao dau kia vai [an va lac. Lap lai thao tac nay vai lan
cho téi khi toan b thuéc trong 6ng nebule dugc tron déu. Van ddu trén ctia 6ng nebule d€ mé éng. Pha lodng: Pha loang véi natri chlorid (lai ding dé pha
tiém) néu can thiét. Pha loang véi natri chlorid dé pha tiém néu can thiét. Loai bd hon dich khdng dung dén trong bau dung thudc clia méwidun .Nén phu
khidung Etlég 61;? ngam Tﬁns%mién&Néu hun khi dung qua mét na, nén béi kem dé bao vé da hoac riia mat théat sach sau khi diéu tri. DEXA TAM TAY
EM. BOC KY HUOGNG D DUNG TRUGC KHI SAN XUAT BOI: GlaxoSmithKline Australia Pty Ltd 1061 Mountain Highway, Boronia VIC 3155,
Australia. FLIXOTIDE la nhan hiéu thucnglma_i da %alng ky ctia GlaxoSmithKline group of companies. Dua trén GDS31/IP1 09; n% y ban hanh: 14 thang 11 ndm
5013. API FLINEB 1014-09/141113. P HAN PHOI BOI: Cong ty c phan Duok liéu TW2, 24 Nguyén Thi Nghia, Q.1,Tp.H8 Chi Minh. S8 VISA: VN-18309-14

Théng tin chi tiét xin xem trong huéng dan si dung thudc.

Vui long théng bao cac tac dung ngoai y cla thudc vé VPBD cla GSK Pte. Ltd, hodc so dién thoai 096:
VPPD GlaxoSmithKiine Pte. Lt

Cao Gc Metropolitan — Unit 7 .1, TPHCM - BT: 08 3

Hanoi Tower Center - U , 49 Hai B Q. Hoan Kiém, Ha Noi

CCNB: VN/FLT/0010/15-Ngay.... thang....nam 2015




