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CANHBAO
Thude xjt mii
Dé xatiim tay tré em.
Doc ki hiedng din siedung triede khi ding. ;
Néu cin thémthing tin, xin hoiy kién béc st hojc duge si.
Théng bio ngay cho bde sivé nhitng tic dung khing mong muén gap phai khi si
dung thuie.
THANH PHAN
Thénh phdn hoat cht: i
Hén dich nwrée cia fluticason propionat BP 0,05% kU/k]. Mi li¢u xit cung cdp 50 meg
fluticason propionat BP.
Thanh phdn g dwge: cellulose vi tinh the v natri carboxymethy] cellulose (Avicel RC
591), natri hydroxit, dinatri edetat, polysorbat 80 (Tween 80 siéu min), dextrose khan,
benzalkonium clorid BP, nude cit pha tiém.
T dugre e6 tde dung da dwge biét dén:
Benzalkonium clorid BP.
DANGBAOCHE j
Hn dich trong murdre a8 xit mili thdng qua bom phun dinh liéu.
QUYCACHBONG GOI
Hop 1 chai chira 120 lidu xit.
CHIPINH j
Phong va diéu trj chimg viém mii dj (mg theo mila (bao gom s6t co khé (hay fever)) vi
viém mili quanh nfim. Fluticason propionat o6 kha niing chong viém manh nhumg khi sir
dyng tai cho trén niém mae mili khing cho thiy tic dung chéng viém todn thin.
LIEULUQNG VA CACHDUNG
Thude xit mili Fluticasonchi diing duémg trong mii.
Trinh tiép xiic trye tiép v mit.

i uén
Ding dé phong va diéu trj viém mii dj tmg theo mia va viém mili quanh nam. Hai lin
xit cho mdi bén mili, mjt l4n mdi ngiy, nén ding vio budi sing. Trong mot s6 trudmg
hop cd thé yéu ciu dimg hai 1én xijt cho mdi bén mii, hai lanmdi ngay. Mot khi cée trigu
chimg di dugc kiém soat, ¢ thé duy tri lidu ding ¢ mirc mét ln xjt cho mdi bén mili,
mét lan m&i ngay. Néu céc tri¢u chimg 1éi phit, lidu ding ﬁ thé can ting 1én cho phi
hop. Cin duy tri liéu toi thidu kiém sodt hiéu qua cac trigu . Khong duge vugt qui
figu t6i da hang ngay 13 ban lin xjt cho mdi bén mili. .

Nigurei gid
€6 the ding liéu thong thudmng cho ngudi 1ém.

Diing dé phong va diéu tri viém miii di img theo mita v viém miii quanh ndm & tré em tir 4
dén 11 tudi véi lidqu mot lin xjt choméibénmﬁi,mﬁtlinmﬁing&yvﬁuéﬂ diing vio bubi
séing. Trong mét s6 trudmg hop co thé ding liéu mét lin xjt cho moi bén mdi, hai lin mdi
ngity. Liéu tbi da hing ngiy khong duge phép virgt qua hai lan xjt cho mdi bén miii. Can duy
tri liéu tdi thidu kiém sodit hiéu qua céc trifu chimg.

Viée ding thube déu diin dé dat duroc higu qua 1&i wa 1 rit quan trong. Do sy giam t5i da trigu
chimg chi 6 the dat sau 3 dén 4 ngay diéu trj, cin gidi thich cho bénh nhén hi¢u néu chua co
higu qua tirc théi.

CHONG CHIDPINH ) )

Qué mén cdm véi hoat chit hoiic bt cir thanh phin td dugc cia thude.

CANHBAO VA THAN TRONG DACBIET KHISU DUNG

Nhiém khudn tgi ché: Nhiém khuin duémg the cin duge dieu trj mdt cach thich hgp nhung
khéng din téi chéng chi dinh didu tri bing thuoe xjt mii fluticason.

Téc dyng diéu tri ti tu cia thudc xit mii fluticason chi cé thé dat duge sau khi diing dai
ngiy.

Céin thin trong khi chuyén thube diéu trj cho bénh nhiin tir steroid tic dung toén thin sang
ding fluticason xit mili néu c6 bét cir diu hiéu ndo cho thiy bénh nhén by suy thugng thin.
Mic di fluticason xjt miii s& kiém soat hiiu hét cic truimg hop viem miii dj img theo miia,
viée bénh nhin tiép xtc nhidu mot cch bit thuémg véi cdc di nguyén mia hé trong mét sb
truémg hop c6 thé ddi hoi phii duge diéu tri bd sung mét cach phi hop.

Tiic dyng toin thiin ciia corticosteroid duémg mii ¢6 thé xiy ra dac biét khi ding liéu cao
trong thin gian dai. Nhilng the dong niy it xdy ra hon so véi khi dimg céc dang bao ché
corticosteroid udng va ¢é thé khic nhau giita cac bénh nhin va giira cic dang bio ché khac
nhau cia corticosteriod. Nguy co tic ding toan thén c6 thé bao gom hdi chimg Cushing, cac
diic tinh cua hgi chimg Cushing, irc che thugmg thin, lam chim phat trién @ tré em v thanh
thiéu nién, dyc thity tinh thé, ting nhiin ip v hiém gip hon Ia mdt loat ¢ tridu chimg tim 1§
hay tic dong Ién hanh vi bao gom trang thai hiéu dong qua mire, roi loan gidc ngi, lo du, trdm
cdm hofic hung hiing (dic biét & tré em).

Chim phat trién d& dugc bio céo & tré em sir dung mdt 6 corticosteroid dudmg mili @ li¢u
lugng duge cép phép. Viée kiém soat chiéu cao mdt cich thuomg xuyén duge khuyén céo &
nhimg tré em duoc dicu tri dai ngay voi corticosteroid dudmg miii. Néu sy ting truong cla
tré bj chiim lgi, vife didu trj cin duge xem xét lpi nhim muc dich giam liéu corticosteroid xjt
mili, néu ¢ thé, xudng liéu thap nhit ¢6 higu lyre duy tri kiém sodt cic trigu chimg. Thém vao
d6, cin cin nhiic nr vin bénh nhan tdi gip bic sichuyén khoa nhi,

Vige diéu trj véi lidu cao hon lidu khuyén cdo cia corticosteroid duémg mili c6 thé gay ire ché
thuvng thiin dang keé trén lim sing. Néu ¢b ciim ¢ir cho vide sir dung liéu cao hon liéu khuyén
ciio, can cin nhic bo sung corticosteroid dutmg todn thian trong nhimg giai dogn cing thing
hofic phitu thuit lya chon.

Hiéu qua ti wu cia hdn dich xit mili fluticason propionat 6 thé dat dwge sau vii ngdy st
dung thutc.

Ritonavir c thé 1am ting ding ké nong dé cia fluticason propionat trong huyét tuong. Do
6, clin tranh si dung dong th& hai thuoe ndy, trir khi lgi ich ¢6 thé dat duge cho bénh nhin
hom hin nguy co gy tac dyng phu ciia cde thube corticosteroid dudmg todn thin. Ngodi ra
ciing cé nguy co ting the dung khong mong mudn toan thin khi phdi hop fluticason
propionat vi cic chiit ire ché CYP3A khac.

Thudc xjt miii Fluticason chirabenzalkonium clorid 1a chiit c6 thé gay co thit phé quén
TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Trong cic truémg hop thong thuomg, ndng 44 fluticason propionat trong huyét tuong dat
duge ¢ mire thiip sau khi bénh nhan hit thude, do chuyén hoa vong dau qua gan manh va thai
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trir manhi toan thin théng qua cytochrom PA50 3A4 & rugt va gan. Do d6, ¢6 it khd niing
fluticason propionat ¢ thé 13 trung gian gly twong tic thudc mgtedch dang ke v lim sing.
Trong mét nghién ciru vé tuomg téc thube trén céic d6i trgng khée manh sir dung fluticason
propionat dudmg mii v ritonavir (mét chit fre ché manh cytochrom P450 3A4) vdi liéu
100mg hai lin mdi ngay lam ting nér;f;i‘ﬂmimn propionat huyét twong vii trim lin, giy
ra sy giam déing ké nong 5 cortisol thanh. Cée truémg hgp bénh nhan mic hoi chimg
Cushing vi suy thugng thin dd duge bao céo. Ciin trinh két hop hai thudc trén trir khi lgi ich
virgt trdi nguy co gia ting cuatac dung phy toan thin cda glucocorticoid.

Trong m{t nghién ciru nho sir dyung fluticason propionat dang hit trén cac tinh nguyén vién
khée manh, ketoconazol i mt chit (re ché CYP3A yéu hon lam ting ndng d§ fluticason
propionat sau mét lin hit vao duy nhat Ién 150%, Diéu nay din dén sy gidm ding ké ndng dd
cortisol huyét tuong so véi khi ding fluticason propionat don 1¢, Viée kéthop diéu trj véi cac
thube (rc ché manh CYP3 A khic, vi du itraconazol, cling ¢4 thé 1am ting ndng dd fluticason
propionat toin thin vi ting nguy co tic dung phu toan thin, Cin thiin trong va trénh diéu trj
dii ngay véi nhimg muécm&msme.

Cic nghién ciru da cho thy edc chitre ché cytochrom P450 3Ad khdc gdy ra sw ting khong
déng ké (erythromycin) va ting nhe (ketoconazol) ndng 8 fluticason propionat trong miu
mi khéng lim giam dang k¢ nong d§ cortisol huyet thanh. Tuy vdy, nén thin trong khi phéi
hop sir dung nhimg thude irc ché cytochrom P450 3A4 (vi du nhur ketoconazol), do ¢6 nguy
co lam ting ndng A6 luticason propionat trong méu.

KHA NANG SINH SAN, PHU NU'CO THAI VA CHO CONBU

Chura cb biing chimg diy di vé tinh an toan trén phy ni ¢ thai. Vige sir dung corticosteroid
trén ding viit mang thai co the géy di tiit doi v sy phat trién cia thai nhi, bao gom gay ho
ham éch v lim chim sy phit tricn cia thai nhi trong tir cung. Do 46, nhimg tic ddng trén cd
nguy co rit nho xdy ra trén bio thai & ngudi. Tuy nhién, cin phai luu ¥ ring sir bién d6i cia
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Bing | Bing tom tit cic tic dung khong mong mubn v

bao thai ding viit xdy ra sau khi sir dung liéu toan thin o mirc khi cao; dung tryc tiép duimg
mili ¢6 thé ddm bdo ndng 4§ thude trong miu 14 thilp nhit.

Tuong ty cde thube kucv:: sirdyng fluticason dang xjt mii trén phy nit ¢ thai doi hi sy
can nhic gira lgi ich c6 thé cia thube so voi nguy co tic dung khéng mong mudn ¢6
the xay ra. )
Swr bai tiét fluticason propionat vio sira trén phu nit cho con bi viin chua duge khao sit. Vige
sir dung fluticason propionat dudi da trén chudt thi nghi¢m dang mang thai cho phép do
néng db thubde trong huyét wong va thity duge su hién dién cla fluticason propionat trong
sira. Tuy nhién, khi dung thube xjt mili trén ddng vét linh trudmg, khéng phit hign sy cb mjt
cua thude trong huyét mung,vidodbkhbngchic chénrhgthué-ccét_héduqcphil hién
trong sita. Khi ding fluticason xjt mili trén céc bd me dang cho con bi, cin so sinh giira lgi
ich diéu trj v nguy co giy hai trén me v em bé.

TACPONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Khang ghi nhin

TAC DUNG KHONG MONG MUON )

Cic tic dung khdng mong mudn duoc ligt ke dudi day theo hé thing co quan va thn suit. Tin
suét duge phin logi nhur sau: Rét phd bién (21/10); phd bica (=1/100 dén <1/10); it gap
(=1/1000 dén <1/100); hiém gip (=1/10000 dén <1/1000) v rit hiém gip (<1/10000) bao
gom ciic bio cdo dje 1ap. Cle tic dung khéng mong mudn ritphd bién, phd bién va it g?p
durge ghi nhin tir it liéu thir nghiém lam sang. Céc bién c6 hiém gip va rat hiém gép chi yéu
duge ghi nhin tir cic bao cdo tw phit. Trong muyc tin sudt xdy ra cua cac tic dung khéng
mong mudn, khing tinh dén edc ti 1€ nén trong cdc nhom sir dung gid duge.

Phén loai hé | TAn suft | Téc dyung khéng mong mudn
thong co quan £
Réiloan h¢ | Rithiém | Phdn temg qud man cam vdi.cic biew hién sau:
mién dich Phan img min cim trén da, /
Phii mach (chii yéu trén mét va ph né hau hong)
Cic triéu chimg vé hé hip (co thit phé quan)
Céc phan (mg phan v¢
Réiloan h¢ | Pho bién | Pau diu, mii, vi khé chiu
than kinh . .
Réi loan Rithiém | Tang nhan 4p, ting 4p hyc trong mit, duc
vé mét thiry tinh thé. Nhimg bién ¢4 nay da dugc
xéc nhan tr cdc bdo co ty phat sau qui
trinh diéu trj dai ngay
Réilognh6 | Rit ph bién| Chity méu cam ,
hip, ngye : T P -
vé trung thit | Phd bién . [ Kho miii, kich img miii, kho hong, kich
(mg hong .
Rét hiém | Thung vich ngin mui
ng&c&cmu& xit mili khic, di c6 cic bao cdo vé hién tugng mii vi khé chju
vidau

Twngmcﬁcmécmmmw.awmmmuémn&gmvammgmai
hong va chay mdu cam. Thing vich ngan mii di dwgc bio cio sau khi ding
corticosteroid dudmg miii. !

Cic tic todn thin clia mdt 6 corticosteroid duémg mili 6 thé xay ra, ddc bidt khi
durge ké & lieu cao trong mot thin gian dai. '

A0 ¢a0 Cac lac dung xnong Mmong muon . Y
Bio céo céc tic dung khong mong muon sau khi thube duge cip phép 14 rit quan trong.
Diéu nay cho phép tiep tuc kiém sodt cin biing gifta lgi ich/nguy co cia thude. Céc nhin
vién y té ciin bdo cdo bilt cir tic dung khdng mong mudn nao thdng qun hé thdng béo cdo
qubc gia. : "
QUALIEUVAXUTRI

Chua b dit ligu vé tic dgng eiia qué lidu cp tinh hay man tinh dbi véithude fluticason’
xit mili. Viéc dimg dudmg mii o liéu 2myg fluticason propionat hai lin mdi ngay trc
bay ngay trén céc tinh nguyén vién khoe manh khong cho thay tic ding trén chire ning
cua truc dudi ddi ~ tuyén yén- thugng than (HPA). K
Viée diing duimg hit hodc disimg miéng liéu cao corticosteroid trong thiri gian kégdai
c6 thé ghy suy giam chire niing tryc dudi doi — tuyén yén - thugmg thin. ’
Viéc ding thude & liéu cao hon liéu khuyén cdo trong théi gian dii cb thé din 1§ suy
giam tam thin chirc ndng thargng thin. f

Déi véi nhimg bénh nhin ndy, viéc diéu tri véi fluticason propionat cin duoc tiép tuc
duy tri & liéu viradu d€ kiém soat.
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