FLIXONASE®

Fluticason propionat

Thudc ban theo don

TRINH BAY

Thubc xit miii FLIXONASE (0,05% kiZkl) 12 mdt hén dich trong nuéc chifa
tinh thé siéu min fluticason propionat diing tai ch® trén niém mac mii bing
cach xit miii v6i dung cu bom phun dinh liéu. Mdi liéu xit 100 mg qua dung
cu xit mai chira 50 microgram fluticason propionat.

T4 duge: Dextrose (dang khan), Celulose vi tinh thé va Na carboxymethyl-
celulose (Avicel 'RC591), Phenylethyl alcohol, Benzalkonium chlorid,
Polysorbat 80, Acid hydrochloric lodng, Nuéc tinh khiét.

Dang bao ché:Hon dich xjt miii.

Quy cach déng géi: Hop 1 chai 60 ligu xit.

CHi BINH

Thudc xit mii FLIXONASE dugc chi dinh trong phong va diéu tri vim miii di
(ing theo muia k& c& viem mii dj ing do phan hoa (s6t ¢4 kho) va viem mili
di (ing quanh nam. O nhitng bénh nhan viém mi dj (ing, thudc xit mii
FLIXONASE ciing dugc chi dinh dé kiém soat triéu chifng dau va ning viing
xoang di kem. Fluticason propionat cd hoat tinh chdng viém manh nhung
khi st dung tai chd trén niém mac mii thi khdng quan sat thay tac dung
todn than.

LIEU LUGNG VA CACH DUNG

Cén sir dung thudng xuyén dé c6 dugc hiéu quéa diéu tri mdt cach ddy du.
Bénh nhan cin dugc gidi thich rdng c6 thé hiéu qua cla thudc khong xuat
hién ngay do tic dung manh nhdt chi co thé dat dugc sau tir 3 d&n 4 ngay
diéu tri.

ThuBc xit mii FLIXONASE chi ding qua dudng mili.

D& phang ngifa va diéu tri viem mi di ¢ng theo mia va viém mii di tng
quanh nam:

o Ngudildén va tré trén 12 tudi

Xit hai nhat vao mdi b&n miii, mot 14n mbi ngay, t6t nhat 1a vao bufi séng.
Trong mdt s8 truding hgp can thigt co thé xit hai nhat vao mdi bén miii, hai
lan m&i ngay néu can. Liéu i da mbi ngay khdng nén vugt qua 4 nhat xit
cho mbi b&én miii.

o Trétiw4dén1i1tudi

Xit mdt nhat vao mdi b&n mi, mot 1dn mbi ngay, t6t nhat 13 vao budi sang.
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Trong mot 8 trudng hgp cdn thiét co thé xit mot nhat vao mdi b&n mii, hai
Idn'mdi ngay. Liéu t6i da'mdi ngdy khong nén vugt qué 2 nhat xjt cho mdi
bé&n mii.

o Ngudicaotui

Dung liéu binh thuing nhu ngudi I6n.

CHONG CHi BINH
Chéng chi dinh diing thudc xit miii FLIXONASE & nhitng b&nh nhan qua mén
vdi bat ky thanh phdn nao clia thuc.

CANH BAO VA THAN TRONG

Nhiém khudn tai chd: nhiém khudn dudng mii cn dugc dieu trj thich hgp,
nhung d6 khdng phai 1a chdéng chi dinh dic hiéu trong diéu tri v6i fluticason
propionat dang xit mii.

Cén than trong cho nhitng trudng hop ngiing diéu tri bang steroid toan than
va chuyén sang dung fluticason propionat dang xit miii, dic biét néu c6 ly
do dé nghi ngd ring chiic nang thugng than bj suy giam.

P c6 bao cdo vé tic dung toan than khi dung corticosteroid xit qua dudng
miii, ddc biét khi diing lidu cao trong thoi gian dai. Céc tac dung nay it xay ra
hon nhiéu so véi khi diing corticosteroid dudng uéng va ¢d thé khac nhau &
c4c ddi tugng bénh nhan va cac ché phdm corticosteroid.

Pd quan sat thdy gidm tdc dd ting trubng & tré em dugc diéu tri vdi
corticosteroid xjt mii. Do d6, nén duy tri liéu thap nhat cho tré em ma van
kiém soét dugc triéu chitng day d.

Trong qué trinh sif dung thudc trén thi trudng, da c6 bdo cdo vé tuong tac
thudc c6 y nghfa lAm sang & nhiing b&nh nhan dung fluticason propionat va
ritonavir dan dén tac dung toan than clia corticosteroid bao gém hdi chitng
Cushing va suy thugng than. Do d6 nén tranh dung dong thdi fluticason
propionat va ritonavir trif khi Igi ich diéu tri vugt trdi so v6i nguy co tac dung
phu toan than cla corticosteroid (xem myc Tuong tac).

Hiéu qua t6i da clia thudc xit miii FL/IXONASE c6 thé dat dugc sau khi diéu tri
nhiéu ngay.

Mic du thudc xjt mii FLIXONASE co thé kiém soat hdu hét cac trubng hgp
viém mii dj ing theo mua, viéc ti€p xac voi di nguyén mua hé véi so lugng
I6in, bat thudng cd khi cdn d&n nhiing diéutri bd sung thich hgp.



TUONG TAC

G nhing diéu kién binh thudng, ndng do fluticason propionat trong huyét
tuang rat thap sau khi ding thudc qua dubng mii, do chuy@n hba Idn ddu qua
mdc va df thanh thai todn than qua cytochrom P450 3A4 & rudt va gan I6n.
Tuong tac thudc do vay khd xay ra cé y nghia trén lam sang gitfa fluticason
propionat véi cac thudc khac.

M6t nghién cliu vé tuong tac thudc & nhitng ddi tugng khde manh cho thdy
ring ritonavir (mot chat tic ché cytochrom P450 3A4 rat manh) c6 thé lam
tdng cao ndng do fluticason propionat trong huyét tuong, dan dé&n giam ro
rét ndng dd cortisol trong huy&t thanh. Trong qua trinh sif dung thudc trén
thi truding, da c6 bao céo vé tuong tac thubc ¢6 y nghia Iam sang & nhiing
'bénh nhan dung két hop fluticason propionat dang xit mii hodc dang hit véi
ritonavir ddn d&n cac tac dyng todn than ciia corticosteroid bao gém hdi
chitng Cushing va suy thugng than. Boi vy, nén tranh sif dung fluticason
propionat va ritonavir dong thdi trir phi Igi ich diéu trj vugt tri so véi nguy co
tdc dung phu toan than clia corticosteroid.

Cac nghién cliu chi ra rang cc chat (c ché cytochrom P450 3A4 khdc lam
ting.sy phoi nhim toan than véi fluticason khong dang k& (nhu
erythromycin) va nhe (nhu ketoconazol) ma khong lam gidm déng k& ndng
do cortisol trong huy&t thanh. Tuy nhién, cdn than trong khi dung phdi hgp
c4c thudc (c ché manh cytochrom P450 3A4 (vi du ketoconazol) vi c6 kha
ning lam ting sy phai nhi@m toan than véi fluticason propionat.

THAI KY VA CHO CONBU

Ciing gidng nhu cac thude khac, chi nén sit dung fluticason propionat xjt mii
trong thai ky va trong thdi gian cho con bi khi Igi ich vugt tr§i so véi cac
nguy cd c6 thé gdp phai lién quan dé&n thuc hodc bat ci diéu trj thay thé
nao.

Chua c6 di bang chitng vé tinh an toan khi sir dung cho phy nit mang thai.
Trong cac nghién clu trén sinh san & dong vat, tdc dung khéng mong mudn
di€n hinh clia cac corticosteroid manh chi quan sét thdy & cac mdc do phoi
nhi&m toan than cao; cdn khi dung tryc tiép qua dubing miii s& dam bao sy
phai nhi@m toan than 12 t6i thiéu.

Viéc bai tiét fluticason propionat vao sifa ngudi me chua dugc nghién ciu.
Sau khi tiém dui da cho chudt thi nghiém dang cho con bi, khi dat dén
ndng do do dugc trong huy&t tuong, da c6 bang chiing cho thdy fluticason
propionat hién dién trong sifa me. Tuy nhién ndng do huyé&t tuong 1a thap &
nhitng b&nh nhén sir dung fluticason propionat xit mi véi liéu khuy&n ¢éo.

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

TAC DUNG KHONG MONG MUON

Cac tac dung khdng mong mubn dugc liét ké du6i day theo hé thdng cd quan
trong co thé va theo tdn suit. TAn sudt dugc dinh nghfa nhu sau: rat phd
bién (=1/10), phd bign (=1/100 va <1/10), khdng phd bién (=1/1000 va
<1/100), hi€m (=1/10.000 va <1/1000) va rdt hi€m (<1/10.000) bao gbm céc
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b4o cdo riéng biét. C4c tic dung khdng mong mudn rat phd bign, phd bién
va khong phd bign nhin chung dugc x4c dinh tif cac thit nghiém 1am sang.
Céc tac dyng khdng mong mudn hi€m va rat hi€m thudng dugc xéc dinh tir
c4c bdo cdo ty phat. Trong khi phan loai tin suat tac dung khdéng mong
mudn, c4c ty 18 di chitng tir nhitng nhém st dung gia dugc khdng dugc tinh
dén vi cac ty 18 nay thuting tuong duong véi cac ty 1& clia nhitng nhém dang
sif dung thudc didu tri.

R&i loan hé mién dich

R4t hi&m: Phan (ing quda man, phan (mg phan vé, co thit ph&
quan, ban trén da, phll mdt hodc IuGi.

Roi loan hé than kinh

Phd bién: Pau d4u, mdi va vj gay khé chiu.

Cting nhu cac thudc xit mii khac, da c6 bdo cdo vé mii va vj gy khé chjuva
dau dau.

Rdi loan thij gidc

Rt hi€m: Tang nhan ap, tdng &p lyc ndi nhan, dyc thily tinh thé.
Rdi loan ho hap, 16ng nguc va trung that

Rét phd bién: Chay mau cam

Phd bién: Kh& mii, kich thich miii, khd hong va kich thich hong.
Ciing giéng nhu céc thudc dung trong miii khac, khd va kich thich mii va
hong va chay mau cam da dugc bao céo.

R&t hiém: Thing vach ngan miii.

Pa c6 bao cdo v& hién tugng thing vach ngan miii sau khi st dung
corticosteroid dang xit mii.

Thdng bao cho béac sy nhiing tac dung khdng mong mudn gap phai khi
ding thudc.

QUA LIEU

Khong c6 sin dif lidu v& anh hubing cla hién tugng qua liéu cdp tinh hodc
man tinh khi dung fluticason propionat dang xit mii trén b&énh nhén. Trén
ngudi tinh nguyé&n khde manh, chua thdy c6 anh hubing trén chiic ndng truc
dudi dbi-tuyén yén-thugng than khi ding 2 mg fluticason propionat dang xit
mii, 2 14n mdi ngay trong 7 ngay.

Dung nhiing liéu cao hon lidu dé nghj trong mdt khodng thdi gian dai c6 thé
dan dén dc ché tam thdi chiic ning thugng than.

V6i nhiing b&nh nhan nay, nén tiép tuc dung fluticason propionat & liéu diéu
tri ¢6 hiéu qua dé kiém soét tridu chiing; chitc ning thugng than sé hdi phuc
trong vai ngay va cé thé dugc theo doi bing cach dinh lugng cortisol huyét
tudng.

CAC DAC DIEM DUQC LY

Dugec lye hoe

Fluticason propionat c6 tac dung chéng viém manh nhung khi sif dung tai
chd trén niém mac mii khdng thay co tc dung toan than.

Fluticason propionat it hodc khdng (c ché tryc dudi dbi-tuyén yén-thugng
than khi diing theo dutng xit mi.
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Sau ki xit mOi fluticason propionat (200 microgramy/ngdy), khiing thiy cb
thay &8i diing kof ALC cortisol huyift thanh 24 gty 5o vl gid duge (1 1.01;
1% khodng tin cdy (CI) 0,9 dfn 1,14).
Fiticason proponat |4 mdd conticosternid Ming hop oh nguyén & fleor gdn
witn khang sternid. Co ch¥ tic dung ol cic corticostencid ding tai ch 1 sy
phéil hop 3 tinh chit quan trong chifng vigm, chiing ngla v tic dyng co
mach! Tic dyng cla thedc' mdt phdn do Bin kift v thy the stesoid. Cic
corticosterodd gidm vidm bing céch Bm &n dinh mang kysosom cia bgch
e, 8¢ chi Wp tnng & i bdo trong cic wing bj witm, glam sy bim
dinh clia bach cdu vl ndi md mao mach, gidm tinh thim thash mao mach,
pidm cic thinh phin b thé, a8l khing tic dung clia histamin v gidi
phang kinin 17 cic co chilt, gillm ting sink che nguykn bio soi, gim Hng
dang collagen v sau dd gidm tao thanh sen d mb.
Cde corticostenin, 03 bit & cic comicostennld of fluor cf the dung ching
phin bio & nguytin bdo s da vi bifu bi.
Fluticason propionat [ corticosterokd dimg tai ch of &) thanh thdi qua gan
buic ddu rdt 1n, ddn difn sink khd dung todn thin rdt thip, Difu 06 lAm
gkdm nguy co tic dung phy todn thin sas khi ding thulc theo dubing hit,
Py G i it il 1 a0,
Bdi f widam i of ing quanh ndm hodc theg moa:
Tt dng ol tticason propioeal trong didu tr vibm mii dj dng L do thulic
lam giam gidi phieg cac chit trung gan gay vibm, cic chat d4 tao ra cic
biéuching nhy ngia, hit i, chdy mutc mii v phi,
Nigei binh phdi sir dung thufic theo khadng cich difu d3n ntw hutng din vi
il gl il i Ty thudc vo wigc st dung thulc ddu din.
Géc trigwchimg thubng nhe bt trong viag 12-48 it sau khi bt ddu ding
thule, Mmmnﬁmﬂwuﬂﬂuimﬂ:ﬁmm
Pebia sl claa v 151 da,
mﬂﬁnﬂﬁmMmﬂmmmmMﬂmmmm
cing tai chi thuic chiing ngat mbi cho A&n khi dat dupc dip ng lAm sdng.
0 mibt 56 noebi bi viem miidi Ong. guanh ndm holc theo mia, tde balt
rhing ngudi o3 ik han kim thee, cb thé cln phii die tri ddng thii ln
B Wik corbcosierid theo dubing uing hodc hit qua magng, thelic gidn phd
quiiny kiving histamin, chiing ngat mili 3€ gidm tridu chilng 10 da.
G4 thé xiy ra gidm nkash the dyng chiing vikm ol cic coricosterced khi

mwgﬂ?ﬂ_y“ﬁrﬁﬁmmnMIﬁﬂ lArm sdng.

w b, & hiu hi
mhiliﬂh.'lnﬁﬁnn mmwmbmmlulﬁnmﬁ
khéng dink kigng dugic {oudi 001 rramummfrmp.ﬂ_unriﬁtdlqwnﬂl

s b g i oy e

ﬂaﬂpmmﬁqhﬂnﬂnmmﬁummﬂmr[nhhlln |:|:I|.|
“ s andn thiin ob dugic 17 hEp thy tai mii vi hdp thy qua dubng
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wing clia kg thudc it vio do vy dfu khieg ding kE.
Pidn bl
Puticason propionat cb thE tich phda b #n 8 trgng théi &n dinh (x$p x 318
L. mwuﬂwnﬂmhaﬂmam:mmm[ﬂﬁ]
nnﬁm

Futicason propionat nhank :mulimmm!i tisin hodin todn thim, chi
yéi e chuydn hoa i gan tiinh chdit chuyén hda khing ob hoat tinh acid
carboylic, vi qua CYPAAL - mit men cla bE cytochrom P50, Liting
Tticason propionat nudt vio ciing duge chuyéin hda [n du manh. NBn chis
¥ khi 50 dyng Slng thi che chill dc el manh CYP3A4 nhif ketozonadl va
rionvir do of khi ndng lAm ting phal nhilm todn thin i futicason
propionad.
Thdi irdr
Toc b thii tnr ca fticason propionat khi dang theo dubeg Bah mach 1
tuyEn tinh tromg khodng Mu t 250 cho d8n 1000 microgram vi dutic dic
trumg b thanh thdi trong huydt fuong cao (CLe1.1 Liphit). Ndng &) dinh
tromyg huydt tiong gidm khodng 9% saa 3 AEn 4 gid vl sau thii gian tan
hiry 7,8 g, ndag 45 tromg huyt iong chl cn thiip. Thanh thill qua thdn
oisa fhuticason propionat 1 khdng ding ki [duti 0.2%) vi i 5% dutk dang
chdt chowln hoa'ackd carboytic. Duiing thii trit chinh K bai 6t futicason
propionat v i chdd chayin hta ol il theo dubing ma1,

DULIEUANTOAN TIEMLAMBANG . oo o
mm}mu-mﬁm.ﬂnmwmwmmm ri-l:i'll:u.ilh
mign ki ding nhomg i vurs qui Bu difiu tri 08 nghi. Kbiing o6 dnk huting
nda méi duge ghi nhin trong che thil nghiém dbc tinh lidu Bp lal, cic
nghiém cts dc tinh trén hé sinh sén hojic cic nghilin ciu v khi ndng gdy
quilithai

Futicason proplonat khiing gdy 04t biin gan trin cd in witro vl & vivo vl
mﬂﬂ ung the & kedi gim nkdm. Futicason proplonat
knding gdy kich 0 gy ohay cim 4 ddng vt thi ngham.

HAN DUNG o

THAN TRONG BAC BIET KH1 BAD QUAN
Bdo quén duti 30°C.

HUGNG DAN SU DUNG/THAD TAC
Binh it & 1 ndp chéing bul o bdo v whi xit v Qi cha vdi xjt sach. HEy nhd
&y ndp chifng bui ndy ra trudc khi s dyng binh xjt. Bink xit mdi (hodc binh
¥t 3 khding sl dyng brong vai ngay) of th khing hogt ddag ngay Lin ddu
tiéin, vi thé, ban cn chudn bj binh xjt theo hudag din trong me: “Chulla bj
hhhlﬂ‘

bj binh xjt
mmldnhimhﬂt
o Trutc khi ban sit dyng banh xjt M dfu tidn
«  Nfubgn khideg s dyng binh xit trong vii ngly el




» - NEu ban vita vt sinh binh xjt theo nhivg hatng dln trong muc "V sink
bilnh xt"

Chain & binh 3 gidp ban chdc chdn ring ban kila nhdn dugc a0 lidy

thisSe. Hy lém theo cic buc sai diy:

+  L&e bilnh xjt va thio nép chling bui (hish 1).

#_ (Gill binh xjt huBng 1&n va huting vOi xi ra xa ban,

+ D3t ngda tr vi ngdn gilla tréa viinh & hai bdn vai xit vA it ngda cdi
bEn dudi chai thusc (hinh 2),

« Trong khi vin gilt ngbn cdi, ding mobn tnd vd npdn gilla &n i it
naling A€ gili phing mit iy xjt chia cdc hat sibu min vio kndng khi
(Wink Z).

«  Blnhxit by gid & s8n sdng o s0dung.

»  Nifis ban nghl wid xit of thf b the, khilng sl dyng dinh ghim hojc bat ki
w1 eihon ndo 08 thing vhi xit

»  Hayod v sinh vbi xjt then huding ddm trong myc “Vié sinh binh xjt,

Eﬂ'mllhnlt :

1. Lﬂcmmmﬂwdpuﬂmup.

2.. Ximil o8 lAm sach i mi cla bgn.

3. nﬁmmnwmmmrﬁmmmmnuﬁ#mﬂm
chin ki, Hﬁmmmﬂudmm-ﬂwmmmuﬂ
(hinh 3a v 3b).

4, :mnrtﬂnurugumdumminmmmwuh
vh 38). 0

5. TH!Iriq:.Hml-!ru;_

6. Lipkai cc budc 3 va 4 voi 8 mbi bén ka -

7. Saukhi b dgng bink xit, diing khiin gidy khd hay khdn tay lau &
vl 1L

. Déng ndp ching bui a1 (hink 4).
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V#é sinh bish xjt
Ban phii v& sink binh =t it nhdt 1 Wn mdi 8n & nglin whi 33 khding bi tle.
Hiy Bim theo e bude saeday,
Thio nfip chiing .
s Thiiowdd xjt blng cheh ko whi xit Ba (hiah §),
& Mgl v xit v ndp chiing byi trong nulc £m trong vai phit.
o 7" Sai o ik Ut wbi nuc dang chiy.
o Vil nét muc vi of khd & ni §m.
e Lip vdi xit bl i bilnh .
. mquw:ﬂmmﬂmmmm-qmm'ﬁ
bilnh xit sin sing s dyng,

o XA TAM TAY TRE EM _
poc k¥ wudwe DAN 50 DYNG TRUGC KHI DONG
MEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC 57

sAN XUKT vA BONG Gii 8l

Glaxo Wellcome S.A., .
hvda. de Extremadura n’ 3, 09400
Aranda de Duero (Burgos), Ty BanNha

FLIXONASE 1 nickn higuthuong mai d3 ding ki cia GlasaSmithiline group
of companies,
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