= phé bién: Phan ting qua man trén da. Rat hiém: Phu mach (chti yéu phu madt va

Tai liéu théng tin cho can bé y té

Flixotide’ Evohaler

fluticasone propionate 125 mcg

TRINH BAY: FLIXOTIDE Evohaler 125 mcg la binh xit dinh liéu diéu ap,
thiét ké dac biét dé xit vao miéng. Dang bao ché: Thudc dang phun mu di \
chia 120 iu xit.
CHI BINH: HEN: FLIXOTIDE co téc‘dun%khléng viém r6 rét & phdi. Thuéc lamg
nhan duoc diéu tri trudc d6 chi bang thudc gian phé quan don thuan hodc ban
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g fluticasone propionate, dung cu xit dugc
“M&i binh xit FLIXOTIDE Evohaler 125 mcg

U/ ling va cac dot kich phat hen & nhiing bénh
] oiap diéu tri du phong khac. Ngudi Ion: Diéu tri gu
phong trong: - Hen phé quan nhe: bénh nhan can dt‘m%thué’c gian phé quan dé dieu tri triéu chuing hen tiing con ngat quang han 1a hi
dungthuéc gian phé quan khi can.- Hen phé quan via: énh nhan can st dung thuoc tri hen thuéng xuyén va énh nhan bi hen thé khong
&n dinh hodc tinh trang hen xdu di trong khi dang stt dung thudc du phong hién c6 hoac dang dung chi mét loai thu6c gian phé quan don
5 ? hit, nhiéu bénh nhan von bi Ié thuoc vao cogtico

|

thuan. - Hen phé quan nang: bénh nhan c6 hen nang man tinh. Khi sttdung FLIXOTIDE dan
steroid dung dudng toan than dé kiém soat day du friéu chiing hen, cling c6 thé lam giam liéu corticosteroid dudng usng mét cach dang ke
hoac khéng can phai ubng corticosteroid ntia. Tré em: Bat ky tré nao can dung thuéc hen phé quan du phong, ké ca nhiing bénh nhi khong
kiém soat duoc bang thudc du phong hién cé.

LIEU LUONG VA CACH DUNG: FLIXOTIDE dang hit va can dung thudc thudng xuyén ngay ca khi khong co trieu chumg. FLIXOTIDE chi duoc
hit qua dudng miéng. HEN: Thai gian bt dau co tac dung diéu tri 1a tir4 dén 7 ngay, mac du mot 56 lai ich c6 thé thay r6 sém sau 24 gid &
nhiing bénh nhan trudc do chua dung steroid dang hit. ?yc‘fi lén va tré trén 16 tudi: 100 dén 1000 mcg hai [an moi ngay. Hen nhe: 100 dén
250 mcg hai lan méi ngay. Hen vira: 250 dén 500 mcg hai lan mdi ngay. Hen nang: 500 dén 1000 mcg hai lan moi nq_?y. Sau do co thé dieu
chinh liéu cho dén khi dat dugc kiém soét hay giam den liéu thap nhat c6 hiéu qua, tly theo dap Uing cua ting bénh nhan. Trétur4tuoitrélén:
50 dén 200 mcg hai lan méi ngay. Nhiéu tryong hap hen & tré em duoc kiém soat tét khi st dung véi liéu 50 dén 100 mcg hai lan mai ngay.
Dai véi nhiing tré ma gliéu néﬁl khéng da dé kiém soat benh hen, hiéu qua diéu tri c6 thé dat dugc khi tang lieu dén 200 mcg hailan maingay.
Nén dung liéu khéi dau ctia FLIXOTIDE dgn? hit cho tré mét cach thich hop tuy thudc vao muc do néng clia bénh, Sau d6 co thé diéu chinh
liéu khi dat duoc kiém soat hoac giam dén liéu thap nhat c6 hiéu qua tUK theo dap ung cla ting benh nhan. Tré tur 1 dén 4 tudi: FLIXOTIDE
dang hit c6 tac dung t6t vGi tré nho trong viéc kiém sodt cac triéu chiing hen thudn%xuyén va dai dang. Cac thif nghiém lam san Gtrétu 1
dén4tudi cho thay rang vailiéu 100 mcg ai lan méi ngay diing qua buéng dém danh cho tré em cing vai mat na (chang han BABYHALER™)
dat dugc kiém soat t6i Uu cac trieu chiing ctia bénh hen. Nhém bénh nhdn ddc biét: Khéng can diéy.ehintetiéy cho bénh nhan cao tudi hay
nguidi bi suy gan hoac suy than. 7 5

CHONG CHI DINH: Qua man véi bat ctr thanh phan nao cdia thudc.

CANH BAO VA THAN TRONG: Viéc tdng st dung cac chét déng van beta2 dang hit tac dun
viéc kiém soat hen bi kém di. Dién bién xau dot ngot va nang dan trong kiém soat hen co n
nén can nhac trong viéc téng liéu corticosteroid. Tac dung toan than co thé ),(é}/‘ ra véi bat
dung liéu cao va dai han, phai hiéu chinh liéu corticosteroi dang hit xudng dén ham lugng thap nhiatimavan duy tri kiém soat hen hiéu qua.
Nén thudng xuyén kiém tra chiéu cao cla tré khi dung corticosteroid dan_? hit lau dai & tré &n. Bénh nhan‘can dugg cham s6c dac biét khi
chuyén tif lieu phap dung steroid dudng udng sang liéu phap dung FLIXOTIDE dang hit va car eo.doi thidng xuyeh chiic nang vo thugng
than. Nén luén luu'y kha nang suy giam dap ung thuong than trong nhiing truéng hgp cap cut Kén cap (bao gom ca phau thuat) va trong

mét s6 truding hop nhét dinh c6 kha nang gay stress, ddc biét bén nhan dung thudc liéu cao troRg khoang

Ky

3 &i gian kéo dai. Can xem xét

diéu tri corticosteroid bé sung thich hop dua trén tinh trang lam sang ctia bénh nhan. Khong nén ng &u phap diéu tri bang FLIXOTIDE
mét cach dot ngét. Rét hiém cé nhiing bao cao vé tinh trang tang ducng huyét va nén can nhac khi ke toa cho bénh nhan c6 tién sit dai thao
dudng. Giéng nhu cac corticosteroid dang hit khac, can dac biét than trong & nhiing bénh nhan lao phéi thé hoat dong hodc thé yén lang.
Nén tranh duing két hop fluticasone va ritonavir trf khi lgi ich diéu tri cho bg}nh nhan vuot tréi nguy co tdc dung phu toan than ctia corticoste-
roid. Ciing nhu cac liéu phép diéu tri bang thudc dang hit khac, c6 thé xuat hién co that phé quan ng#ich ly vai tinh trang thé kho khe téng
ngay sau khi dung thudc. Can diéu tri ngay lap tic bang thudc gian phé quan tac dung nhanh dang hit. Can ngimg ngay lap tic FLIXOTID
Evohaler va dénh gia tinh trang bénh nhan cung nhu liéu phap thay thé néu can thiet.
TUONG TAC THUOC: O diéu kién binh thudng, ndn%dé thap cta fluticasone propionate trong huyét tuong thuong dat duoc sau khi dung
liéu hit, bdi vi d6 thanh théi toan than cao va c uyén hoa lan dau manh béi cytochrome P450 3A4 & rudt ve gLan. Do do, kho xay ra tuong tac
thudc co y nghia trén lam sang qua trung gian fluticasone propionate. Mot nghién cdiu vé tuong tac thuéc & nhiing doi tuqnnghé,e manh cho
thay rang ritonavir (chat tic ché manh cytochrome P450 3A4) c6 thé [am tang manh nong do fluticasone propionate trong uyét tuang, két
qua lalam gidm déng ké ndng do cortisol trong huyét thanh. Trong thai gian st dung thudc hau mai, da c6 bao cdo vé tuong tac thudc dang
ké trén lam sang xay ra & nh(rnﬁ bénh nhan diing két hop fluticasone propionate tac dung trén niém mac mai hodc dang hit vdi ritonavir, két
qua gay ra cac tac dung toan than clia corticosteroid bao gém hdi chiing Cushing va uc ¢ & thugng than. B&i vay, nén tranh st dung flutica-
sone propionate va ritonavir déng thai, trir philgiich cho bénh nhan vuat trdi nguy co bi téc dung khéng mong muon cla corticosteroid toan
thari. Cac nghién ctu cho thdy cac chat tc ché cytochrome P450 3A4 khac lam ting khong dang ké (nhu erythromycin) va tang nhe (nhu
ketoconazole) phoi nhiém toan than vdi fluticasone propionate ma khong giém dang ké nong do cortisol trong huyét thanh. Tuy nhién, nén
than trong khi dting phéi hop cac thudc tc ché manh cytochrome P450 3A4 (vi du: etoconazole) vi c6 thé lam tdng phoi nhiém toan than
vdi fluticasone propionate.

THAI KY VA CHO CON BU: Chua cé nghién ctiu ddy d va kiém soét ot cta fluticasone propionate trén phu nit c6 thai. Anh hudng clia flutica-

1 dé kié’rﬁ‘k"sbét tridu chiing hen cho thdy
guy co'de doa tinhimang glia bénh nhan, do do
{(r mot corticosteroid dang hit nao, dac biét khi

sone propionate trong thai ky & nguoi van chua ré. Khong thay kha nang gay dot bién trong nhting th{r nghiém gay doc gen. Tuy nhién, ciin
. Y E g 2

nhu cac thuoc khéc, chi nén xem xeét sit dung fluticasone propionate loi trong thai ky néu ich mong dgi cho ngudi me vugt trdi moi nguy ca co

thé gay ra cho phoi thai. O ngudi, chua khao sat vé su bai tiét ctia fluticasone propionate vao sita me. Chi nén xem xét sirdung fluticasone propio-

nate trong thai ky cho con bu néu loi ich mong doi vugt tréi moi nguy co gay hai cho ngudi me va phéi thai.

ANH HUONG LEN KHA NANG LAIXEVAVAN HANH MAY MOC: FLIXOTIDE thudng khéng gy &nh huéng lén nhiing kha nang nay.

TAC DUNG KHONG MONG MUON: Tén suat duoc xac dinh nhu sau: rét phd bién (> 1/10), phé bién (> 1/100 dén <1/10), khc')n%phé’ bién (=

1/1000 dén <1/100), hiém (= 1/10.000 dén < 1/1000) va rat hiém (<1/10.000) ké cja cac bdo cao riéng biét. Cac bién cé hiém va rat hiém thudng

dugc xac dinh tif cac bao cdo tu phat. Nhiém tring va ky sinh triung: Rét pho bién: Bénh nam Candida miéng va hong. Bénh nam candida &

miéng va hong (tua miéng) xdy ra § mot so bénh nhan. O nhitng bénh nhan néz can suc miéng béng‘:nu‘oc sau khi xit thudc. Nhiém nam

candida c6 triéu chiing c6 thé dugc diéu tri bang thuéc khang nam tai cho tron% hi van tiép tuc dl‘mﬂ LIXOTIDE. Réi logn mién dich: Khdng

) ong-hau), cac triéu chiing dudng ho hép (kho thé va/ hoac

co that phé quan) va phan ting phan vé. Réiloan noi tiét: Cac anh’hudng toan than co thé co bao gom (Xem Canh bdo va Thén trong): Rat hiém:

Hoi chiing Cushing, cac biéu hien giong héi chiing Cushing, tc ché thuong than, cham phat trién & tré, giam mat d6 khoang xuaong, ducthay

tinh thé, tang nhan ap. Réi loan chuyén héa va din dudg%: Rat hiém: Tang dudng huyét. R6i loan tam than: Rat-hiém: Lo au, réi loan giac ngu

va thay d@6i hanh vi, bao gém hiéu dénq_théi qua va dé bi kich thich (chti yéu g'tré em). Roi logn hé hdp, nguc va trung that: Pho bién: Khan
iong. @ mat s6 bénh nhan dung FLIXO IDE dang hit co thé cp;é)[,khégn iong. Stic miéng bang nudc ngay sau khi xit thuoc ¢ thé hitu ich. Rat
iém: Co that phé quan nghich Iy. Rdi loan dava mé dudi da: Pho bién: Vét tham.

Théng bdo cho bdc si nhiing tdc dung khéng mong muén gdp phdi khi diing thuéc.

SAN XUAT BOl: Glaxo Wellcome SA, Avda. Extremadura, 3,09400 Aranda De Duero, Burgos, Spain.

DONG GOI VA XUAT XUGNG BOI: GlaxoSmithKline Australia Pty Ltd, 1061 Mountain Highway, Boronia VIC 3155, Australia. %}Z

PHAN PHOI BOI: Cong ty c8 phan Dugc liéu TW2, 24 Nguyén Thi Nghia, Q.1, TpHCM %

FLIXOTIDE® va EVOHALER® la cdc nhan hiéu thuong mai da dang ky cia GlaxoSmithKline group of companies.

Théng tin chi tiét xin xem trong hudng dén sif dung thudc. i i
Vui long théng bdo cac tac dung ngoai y cua thudc vé VPDD clia GSK Pte. Ltd, hodc s6 dign thoai 0963905235, hodc email: antoanthuoc@gsk.com
VPBD GlaxoSmithKline Pte. Ltd.:

Cao 6c Metropolitan - Unit 701, 235 Déng Khdi, Q. 1, TPHCM - BT 08 38248744 - Fax: 08 38248742

Hanoi Tower Center - Unit 704, 49 Hai Ba Trung, Q. Hoan Kiém, Ha NGi - BT: 04 39362608 - Fax: 04 39362602
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