
FLIXONASE® 
Fluticason propionat 

Thuéc ban theo don 

TRINH BAY 
Thudc xit:mii FLIXONASE (0,05% ki/kl) la mét-hén dich trong nuéc chia 

tinh thé siéu min fluticason propionat ding tai ché trén niém mac mii bang 
cach xit mii véi dung cy bom phun dinh liéu: Méi liéu xit 100 mg qua dung 

cu xit mui chifa 50 microgram fluticason propionat. 

74 duge: Dextrose (dang khan), Celulose vi tinh thé va Na carboxymethyl- 

celulose (Avicel’ RC591), Phenylethyl alcohol, Benzalkonium chiorid, 

Polysorbat 80, Acid hydrochloric lodng, Nuéc tinh khiét. 

Dang bao ché: Hon dich xit mui. 

Quy cach d6ng g6i: H6p 1. chai 60 liéu xit. 

CHi BINH 
Thuéc xit mii, FLIXOWASE dugc chi dinh trong phong va diéu tri vim mii di 

(ing theo. mila ké ca viém mii.dj ding do phan hoa (s6t cd khd) va viém mii 
di ting quanh nam. 6 nhitng bénh nhan viém, mii di tng, thuéc xit mii 

FLIXONASE cling dudc chi dinh dé kiém soat trigu ching dau va nang ving 
xoang di kém. Fluticason propionat cé hoat tinh chéng viém manh nhung 

khi si dung tai ché trén niém mac mii thi.khéng quan sat thay. tac dung 
toan than. 

LIEU LUQNG VA CACH DUNG 
Can st dung thudng xuyén dé c6 dudc hiéu qua diéu tri mét cach day do. 
Bénh nhan can dudc giai thich rang c6 thé hiéu qua cia thuéc khong xuat 
hién ngay do tac dung manh nhat chi c6é thé dat dude sau tir 3 dén 4 ngay 

diéutri. 
Thudc xit'mii FLIXONASE chi ding qua dudng mii. 

Dé phdng ngifa va diéu tri viém mi di ting theo mia va viém mii di ting 

quanh nam: 

e — Ngudi Idn va tré trén 12 tudi 
Xit hai nhat vao méi bén mii, mét lan moi ngay, tot nhat la vao budi sang. 
Trong mét's6 trudng hop can thiét c6 thé xit hai nhat vao méi bén mii, hai 

lan méi ngay néu can. Liéu téi da méi ngay khéng nén vuot qué 4 nhat xit 
cho méi bén mii. 

e§«6Tré ti 4 dén11 tudi 
Xit mt nhat vao mi bén mii, mot lan méi ngay, tét nhat 1a vao budi sang. 

Trong mét s6 truding hop can thiét cé thé xit mét nhat vao méi bén mii, hai 
lan’ m6i ngay. Liéu t6i da Méi ngay khéng nén vugt qua 2 nhat xit cho méi 
bén mui. 

e Ngudi cao tudi 
Ding liéu binh thuding nhu ngubi Ién. 

CHONG CHi BINH 
Chéng chi dinh diing thuéc xit mili FLIXONASE6 nhitng bénh nhan qua man 
v6i bat ky thanh phan nao cila thu6c. 

CANH BAO.VA THAN TRONG 
Nhiém khudn tai ch6: nhiém khuan dudng mii cén dugc.d diéu tri thich hdp, 
nhung d6 khéng phaila chong chi dinh dac hiéu trong diéu tri vdi fluticason 

propionat dang xit mui. 

Can than trong cho nhitng trudng hop ngiing diéu tri bang steroid toan than 
va chuyén sang ding fluticason propionat dang xit mii, dac biét néu cé ly 

do dé nghi ngd rang chic nang thugng than bi suy giam. 
Da c6 bao cdo vé tac dung toan than khi ding corticosteroid xit qua dudng 

mii, dac biét khi diing liéu cao trong théi gian dai. Cac tac dung nay it xay ra 
hon nhiéu so vdi khi ding corticosteroid dudng uéng va cé thé khac nhau 6 
cAc d6i tudng bénh nhan va cdc ché pham corticosteroid. 
Da quan sat thay giam téc d6 tang trudng 6 tré em dude diéu tri vdi 

corticosteroid xit mii. Do d6, nén duy tri liéu thap nhat cho tré em ma van 

kiém soat dude triéu chitng day di. 
Trong qua trinh sif dung thudc trén thi trudng, da c6 bao cdo vé tudng tac 

thudc c6 y nghia lm sang 6 nhiing bénh nhan diing fluticason propionat va 

ritonavir dan dén tac dung toan than cia corticosteroid bao gém hdi chting 

Cushing va suy thudng than. Do d6 nén tranh ding déng thdi fluticason 

propionat va ritonavir triy khi Igi-ich diéu tri vudt tr6i so v6i nguy co tac dung 

phu toan than cia corticosteroid (xem muc Tuong tac). 

Hiéu qua t6i da cia thudc xit mui FLIXONWASE co thé dat dude sau khi diéu tri 

nhiéu ngay. 
Mac dii thuée xit mii FLIXONASE cé thé kiém soat hau hét'cdc truéng hop 
viém mii di Ging theo mila, viéc tiép xtc vi di nguyén mila hé vdi s6 ludng 

lén, bat thudng c6 khi can dén nhitng diéutri'bé sung thich hgp.
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TUONG TAC 
6 nhiing diéu kién binh thuting, néng dé fluticason propionat trong huyét 
tuong rat thap sau khi ding thudc qua duting mii, do chuyén héa lan dau qua 
mic va d6 thanh thai toan than qua cytochrom P450 3A4 6 rudt va gan I6n. 

Tudng tac thuéc do vay khé xay ra cé y nghia trén lam sang giffa fluticason 

propionat véi cac thudc khac. 
Mét nghién ciu vé tuong tac thudc 6 nhitng déi tugng khde manh cho thay 
rang ritonavir (mét chat tfc ché cytochrom P450 3A4 rat manh) cé thé lam 
tang cao néng dé fluticason propionat trong huyét tudng, dan dén giam 16 
rét néng d6 cortisol trong huyét thanh. Trong qué trinh sit dung thudc trén 
thi trudng, da c6 bao céo:vé tuong tac thuéc cé y nghia lam sang é’nhiing 

bénhnhan ding két hgp fluticason propionat dang xit mili hodc dang hit véi 

ritonavir dan dén cac'tac dyng toan than cia corticosteroid bao gdm hdi 

ching Cushing va suy thugng than. Bdi vay, nén tranh sit dung fluticason 

propionat va ritonavir déng thai trit phi Idi ich diéu tri vugt tr6i so-vGi. nguy cd 

tac dung phy toan than cilia corticosteroid. 

Cac nghién cifu.chi-ra rang cac chat ttc ché cytochrom P450 3A4 khac lam 
ting.su phoi nhiém toan than véi.fluticason khéng dang ké (nhu 
erythromycin) va nhe. (nhu ketoconazol) ma khéng lam giam dang ké néng 

d6 cortisol trong huyét thanh. Tuy nhién, cdn than trong khi ding phdi hgp 
cdc thuéc tic ché manh cytochrom P450 3A4 (vi du ketoconazol) vi cé kha 
nang lam tang su phoi nhiém toan than véi fluticason propionat. 

THAI KY VA CHO CON BU 
Ciing gidng nhu cdc thuéc khac, chi nén sif dung fluticason propionat xit mii 

trong thai ky va trong thdi gian cho con bi khi Idi ich vuot tri so véi cac 

nguy co cé thé gap phai lién quan dén thudc hoac bat ci diéu tri thay thé 

nao. 
Chua c6 di: bang chiing vé tinh an toan khi sit dung cho phy nif mang thai. 
Trong cac nghién citu trén sinh san 6 déng vat, tac dung khéng mong muén 

dién hinh cia cdc corticosteroid manh chi quan sat thay 6 cc mifc 6 phoi 

nhiém toan than cao; con khi ding truc tiép qua dudng mii sé dam bao su 

phai nhiém toan than 1a t6i thiéu. 
Viéc bai tiét fluticason propionat vao sifa ngudi me chua dude nghién citu. 

Sau khi tiém du6éi da cho chuét thi nghiém dang cho con bi, khi dat dén 

néng d6 do dudc trong huyét tuong, d& c6 bang ching cho thay fluticason 
propionat hién dién trong sita me. Tuy nhién néng dé huyét tudng 1a thdp 6 

nhing bénh nhan sif dung fluticason propionat xit mii véi liéu khuyén cao. 

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY 
Fluticason propionat hau.nhu khéng gay anh huéng dén kha nang Iai xe va 
van hanh may. 

TAC DUNG KHONG MONG MUON 
Cac tac dung khdng mong muén dude lit ké dudi day theo hé théng co quan 
trong cd thé va theo tan sudt! Tan sudt dugc dinh nghia nhu sau: rat phd 
bién (21/10), phd bién (21/100 va <1/10), khdng phé bién (>1/1000 va 
<1/100), hiém (>1/10.000 va <1/1000) va rat hiém (<1/10.000) bao gém cdc 

b4o c4o riéng biét. Cac tac dyng khéng mong mu6n rat phé bién, phd bién 
va khong phé bién nhin chung dude xac dinh tif cdc thit nghiém lam sang. 

Cac tac dung kh6ng mong mu6n hiém va rat hiém thuting dude xac dinh tir 

cAc bao cdo ty phat. Trong khi phan loai tan suat tac dung khéng mong 

mud6n, cdc ty 1é déi chitng tit nhiing nhém st dung gia dugc khéng dug tinh 
dén vi cac ty 1é nay thuting tudng duong véi cac ty 1é cia nhitng nhém dang 

si dung thuéc diéu tri. 

Réi loan hé mién dich 
Rat hiém: Phan ting qué man, phan ting phan vé, co that phé 

quan, ban trén da, phi: mat hodc luGi. 

Réi loan hé than kinh 

Ph6 bién: Dau dau, mui va vj gay khé chiu. 
Ciing nhu cdc thuéc xit mii khac, da c6 bao c4o.vé mii va vi gay khé chiu va 

dau dau. 
Réi loan thi gidc 
Rat hiém: Tang nhan 4p, tang ap luc ndi nhan, dyc thiy tinh thé. 

Réi loan hé hap, léng nguc va trung that 
Rat phé.bién: Chay mau cam 
Phé bién: Khé mui, kich thich mii, khé hong va kich thich hong. 
Ciing gidng nhu cac thudc ding trong mii khac, khé va kich thich mii va 

hong va chay mau cam da dugc bdo cao. 

Rat. hiém: Thing vach ngan mii. 
Da cé bao cdo vé-hién tugng thing vach ngan mii sau khi sif dung 

corticosteroid dang xit mii. 

Théng bdo cho bac sy nhitng tac dung kh6ng mong muén gap phai khi 

ding thuéc. 

QUA LIEU 
Khéng c6 san dif ligu vé anh hudng cia hién tugng qua liéu cap tinh hodc 
man tinh khi ding fluticason propionat dang xit mii trén bénh nhan. Trén 

ngudi tinh nguyén khde manh, chua thay cé anh hudng trén chic nang truc 

dudi déi-tuyén yén-thugng than khi ding 2 mg fluticason propionat dang xit 

mii, 2 lan m6i ngay trong 7 ngay. 
Ding nhitng liéu cao hon liéu dé nghi trong mét khoang thoi gian dai cé thé 

dan dén tic ché tam thai chic nang thugng than. 
Véi nhitng bénh nhan nay, nén tiép tuc ding fluticason propionat 6 liéu diéu 
tric higu qua dé kiém soat triéu ching; chite nang thudng than.sé hdi phuc 
trong vai ngay va cé thé dugc theo ddi bang cach dinh lugng cortisol huyét 

tudng. 

CAC DAC DIEM DUDE LY 
Duge luc hoc 

Fluticason propionat cé tac dung chéng viém manh nhung khi sit dung tai 

ch6 trén niém mac mii khong thay cé tac dung toan than. 

Fluticason propionat ft hoac khéng dc ché truc dudi déi-tuyén yén-thugng 
than khi ding theo dudng xit mui. 
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Sau ii xit moi fluticason propionat (200 microgram‘ngay), khting thdy of 

thay 481 dang kf AUC cortisol hay@l thanh 24 gid so wii gik dupe (tH 1,01; 
GOS khoding tin cay (Cl) 0,9 den 1,14). 
Fluticason propionat-lé md! corticosteroid ting hyp cf nguyain a fluor gdm 
vio hung sterpid. Co ché tie deng cia cic corticosteroid ding tal chd la sy 
phd bgp 3 einh chit quan trong ching ween, chéing mga va tic dyng co 
mach! Tie dung cla thetic mii phdn do Gdn kilt wi thy thd steroid. Cac 
corticosteroid giim vitm bang cach Lim din dinh mang lysosom cia bach 
edu, Of ché tip brung dei talc bdo trong cdc ving bj vidm, glam sy bam 
dinh cia bach edu vai nfl md mao mach, gi tinh thim thanh mao mach, 
gdm cdc thanh pidn bd thé, afi khdmg the dung cla histamin va gidi 

phdng kinin tit cde og chat, gid ting sink cbc nguytn bao soi, gidm Hing 
Gong collagen va sau dd gid tao tharh seod mb. 
Cac corticosteroid, dgc Diet Lk cae corticosteroid of fluor cb tie dyng ching 
phan bao d nguyin bao eg da va bidy bi. 
Fluticason propional li corticosteroid dimg tai chd cd dQ thamh thai qua gan 
buts dda rit Kin, din dim sink kha dung todn-thdn. rat thip, Biéu.dd lan 
Gein nguy co téc. dung phy todn than sau khi ding thule: theo duting hit, 
nga cl khi ha vii lieritica 
Bid tej vidi mill at ding quaanh agi hage theo anda: 
Tae cng cla feticason propional trang didy te] vidm mii dj dng Ih do thutic 
lam gid gid phoog cdc chat trung gan gay vim, céc chat do tao ra. cbc 
brigu.chaing nhy ngda, hat hel, chay rai moi va ph, 
Higebl inh phaii sir dung thufe theo khodng cach déu dam nb huting din vi 
Rai qua didw tr] tiny chute vio Wee si dung thude: ddu dan. 
Cac triguiching thudng nihe Get trong voeg 12-48 gid sau khi bat du ding 
inude, ly ahien @ mbt so gue beet phaorangly sau mol dat dupe 
hha quack cia tj vi da, 
Os Senlanp ie] oben big vtiog cdc ttl kein hintarnder vie 
ding tal chd thutic ching ngat mii cho dén khi dat duge dip ding lim sang. 
Oomgt s6 ngedi bi: viem mbi.di dng quanh adm hope theo mia, dc. bate 
nibing nguei of bénk hen iim thee, ob tit edn phai didu tri ding thoi lita 
hac wil cortonsterid theo dufing ucing nage hilt qua naiéng. ‘thetic: qin pind 
quan king histamin, chiing ngat mil dé gikm bridu chiding th da. 
Co thd sdy ra gidim nbanh the dyng ching vikm ola cde corticosterced khi 
sie SIR teen lima Sag, 

vr biwm = be vei lenogramumepiry), & fda helt 
sh A6fig Bb {i da trong FayAt filing & trang thai én din 18 
pea en's Be Amal 0.01 ta ae eee 

Seat a meprceprarthet ie: mthnrs a 
“se inden than ob dupe ti hip thu tei mii va hap thw qua dutiag 

if 

uilng calla dugg thudic nutit vaio do vay déu khdng ding ke, 
Pisin it 
Fluticason propionat od thé tich phan bé kin 8 trang thai én dinh (xip xd 318 
L). Grae vil protein begat tong mda cap trang bah (21%). 
Cheyén hia 
Futicason propionat nhani chéing duge: foal kh tun hodn ton than, chi 

yeu qa chuyde hda tai gan thinh ehdit chuyfn hia khdng of hoat tinh acid 
carboxylic, va qua CYPSA4' = mit men cla ib cytocheom P450, Luging 
thiticason propional nudit vao-cling duge chuyén bia ln fu manh. Nin chi 
y Khi-sd dung ding thai cde chat Gc ch# mann CYPSA4 nhu ketoconazel va 
ronavir do od kha ning lam ting phol mhikm toan thin voi futicason 

propionat, 
Thal bret 
Tc di) thai triv cia fhticason propionat Khi dung theo duting Ginh mach la 
tuyén tieh treeg khoding lidu tt 259 cho dfn 1000 microgram va dupe dac 
Irung bai thanh thai Irong huyét tuong cao (CLa1.1 Liphat), Ndmg a6 dinh 
trong huyét tuning glam khodng 8% saa 3 d8n 4 gid va sau thal gian: ban 

hiy 7.8 gi, néeg 46 trey Puyét nueing chi chr thaip. ‘Thanh thal qua then 
ola fluti¢ason proplonat i khiting dang kil (dudi 0.2%) va dudi 5% dual dang 
chal? chayén hda acid carboxylic. Oyling thd tr? chinh la bai tift fluticason 
proplonal va che chal chuydin hie cua nd theo duting mgt, 

DULIEUAN TOAN TIENLAMSANG = cn geo 
Chi thy ml hike, de tin didn Winn cia corticostereld mand, va chi nal 
nibn khi ding nhiing du yt qué Gu diéu tr dé nghi. Kiebng od anh hutng 
mao mdi duge ghi nhde trong ede thi nghitm dc tinh lidu ip tel, cdc 
nghidin clu dic tinh trén he sinh san hoge che nghiln clu ve khd ning gay 
quilthai | 
Flulicaton'feoplonat khing ody dét bin gen trin cd in vitro wi io vivo va 

ahng oo ung tha! & lod gam nbdim. Aluticason propionat 
esa hy ohpy chm d ddng vail thi nghitm. 

HAN OUNG - 
24 thang ke Hingay sin sat nee dg Sut 

THAN TRONG BAC BIET KH! BAO QUAN 
Bao quan dudi SC. 

HUGING DAN SU! OUNG/THAO TAC 
Binh xf od 1 ndp chiding bul df bdo we vil ait va gi cho voi xit seach. Hay nd 
ify ndp ching byl nay ra true khi sil dyng binh xit. Binh xit mdi (hoc binh 
it del hdeng sit digng trong vai npay) od thé khdng hogt ding ngay Min ddu 
tidin, wi thé, ban cfm chudln bi binh xt theo hudieg din trong mye “Chufa b| 

heecotall 

b| binh xjt 
Ban phai chufn bl binh xt: 

»  Trufc khi ban sif dyng binh sit in ddu titn 
«  Ndw ban khdng si) ding Binh of trong vai ngdy wa! 

se .. .  —
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« Nu ban ws ve sh binh aft theo hing hating din trong myc “VE sinh 
binh ait” 

Chudn bj binh xt giip ban chide chdn ring ban lin nhgen dupe 60 lidu 
preg tieihet be shemrhitden td 

Lac binh xf va thdo nép-chting byl (high 1). 
Git binh sft huding Hen va hating voi xi ra xa ban. 
Bat ngde tnd va ngn gia trbn yank & hai ba vbi xit wa dat ngdn cal 

ben dud chai thutc (inh 2), 
© Trong khi vin gil ngén cdi, ding agin tnd va ngén gilda dn voi x 

mating dé gai phdeg mit liu xit chia cdc hat sléu min vao khong kh 
(hint 2), 
Binh ait bay git da san sang df sir dung. 
Mu ban nghT wit jt od thé by the, hiding si) dying dink ghim hoge belt kl 
Wt chon ndo de thing vo xt. 

« - Hay od vé sinh vbi xt theo huting dan tromg mye “Ve sink Banh x|t". 

sit dung bind af 
1. _LSe bind ait va théo adp chding byl. 
2.. <i mil dé lam sach ib mai cla ban, 
2. Ding mgén tay bjt mgt 1 mit igi vk edn than, dua. bi ait ho. mii 

ohn bi, Hol nghidey diu vé pha trude, wa gil bint xjt bating ln 

(hinh 3a va 3b). a 
4, Kv it vio. ign ing ede nab tay dn vat mang (hah a 
oe | 

5, Tha ra qua mikng. 
6. Lap lai cde bute 3 vad vii mobban kaso 
7. Sau khi sd deng bind ait) dling khan gidy khdchay hin tay lau i 

voi gi 

.  Béng ndp chdmg byl lal (bin 4). 

Vé sinh bleh x}t 
Ban endl vé sink binh xt ftnhatd iin mdi tadin of ng din vt il heding bj the. 
Hay en theo cae bute san day: 
*  Thaondp ching tel. 

* — Thao vii xft bag cach bebo voi xt ln (hin 5), 
@ Ngai vii xt va nip ching bul trong nutic dim trong vai phiit. 
«Saud ria du0i vol matic dang chay. 

© Maly hat mute va of khd d nal dm, 
© Lap vi jt tnd igi binh xf, 
‘ Faenpiied ak whereas il cs coe 

bint sit sain sang sa dire, 

of xa TAM TAY TRE EM , 
boc KY HUONG DAN si) oyNG TRUOC KH DONG 
WEU CAN THEM THONG TIN XIN HOLY KIEN BAC Sf 

SAM MUAT VA BONG Gti Bd) 
Glaxo WellcomeS.A., 
Avda. de Extremadura a’ 3, 09400 
Aranda de Outro (Burgos), Tay Ban Nha 

FLINOWASE la nbn higu thumng mai dd dang kj oka GlaxoSmithtline group 
of companies. 

Oya tin GDS ZB/PLO7 ngay 14/07/2014. 
FLUANS 0117-07/140714 

1 

G20000000 19 hbhttps://vnras.com/drug/


