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| F I-U SO RT Liéu phap hiéu qua dé phong va diéu tri
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Fluticasone propionate 50mcg ~ Thudc xit mai VlEM MU' D| UNG

<% Phong va diéu trj viém mili di &ng theo miia va viém mii dj ¥ng quanh nim
<> Liéu dung:
@ Nguoi lon va tré em > 12 tudi:
Liéu khéi du: 2 nhat xjt mdi bén miii x 11an/ngay (200mcg/ngay).
Liéu tdi da: 2 nhat xit m&i bén miii x 2 1dn/ ngay ( 400mcg/ngay) L
Liéu duy tri: 1 nhat xit mi bén miii x 1 1an/ ngay (100mcg/ngay) 5
‘ Tré em tir 4 - 11 tudi:
Liéu khoi dau: 1 nhat xit mdi bén miii x 114n/ngay (100mcg/ngay).
Liéu t6i da: 1 nhat xijt m&i bén mili x 2 lan/ngay (200mcg/ngay)
. % -

/H[j(MJ/




Thak it md

FLUSORT

. o

Liéu phdp hiéu qua dé phong va diéu tri VIEM MUI DI UNG

Taifiéuthong tin cho can bo y t

THANH PHAN: Hoat chit: Hén dich nude ciia fluticason propio-
nat BP 0,05% kUKl Mi liéu xit cung cap 50 mcg fluticason propi-
onat BP. T4 dugc: cellulose vi tinh thé va natri carboxymethyl
cellulose (Avicel RC 591), natri hydroxit, dinatri edetat, polysorbat
80 (Tween 80 si¢u min), dextrose khan, benzalkonium clorid BP,
nude cat pha tiém. Ta dugc co tac dung da dugc biét dén: Benzal-
konium clorid BP. DANG BAO ﬁ:m Hon dich trong nuéce ao Xit
mii :Szr qua bom 2:5 dinh liéu. ﬂ:_ DINH: Phong va diéu tri
chimg viém miii dj img theo muia (bao gom st co kho (hay fever))

va viém mili quanh nam. Fluticason propionat c6 kha nang chong
viém manh nhung khi sir a::m tai chd trén niém mac mii khong
cho thiy tac dung n:o:r viém toan than. LIEU LUQNG VA
CACH U—_/ﬁ,. Thube xit mii Fluticason chi dung duong trong
miii. Tranh :.% Xtc tryc :,% Vi mat. Nguoi 16n va tré em trén 12
tudi: Ding d¢ phong va dicu tri viém mii di img theo mua va viém
mii quanh nam. Hai lan xit cho moi bén mui, mt lan :.:ﬂ ngay,
nén ding vio buoi mmsm Trong mét sO Easm :Qﬁ c0 thé yéu cau
dung hai lan xjt cho moi bén mii, hai lan moi ngay. Mot khi cac
tri¢u chimg da dugc kiém sodt, co _ro a:v\ tri __mc a::m & mirc mgt
1n xjt cho méi bén miii, mét I3n mdi ngay. Néu cdc tri¢u n_:Em tai
phit, liéu diing 6 thé cin S:m 1én cho phu hgp. Can duy tri lidu ti
thiéu kiém sodt hi¢u qua cac trigu nsﬁsm _Q..o:m dugc vugt qua
lidu t6i da hang ngay la bon lan xit cho mGi bén mui. Nguoi gia: Co
thé diing liéu :B:m thuong cho :m:o._ 16n. Tré em dudi 12 tubi:
Dung dé w:o:w va didu tri viém mii dj mg | theo mua va viém mii
quanh ndm & tré em tir 4 dén 11 tudi véi licu mot lan xit cho mdi
bén miii, mét lin moi ngdy va nén ding vao c:o_ sang. ._,qozw mot
s6 _EQsm hop co. thé ding liéu mot lan xit cho mdi bén mii, hai _ms
moi ngdy. Licu t6i da hang ngay khong duoc phép vugt qud hai lin
xit cho mdi bén miii. Cin duy tri :,m: t6i thiéu kiém sodt hi¢u qua
cdc trigu chimg. Viéc dung thude déu din dé dat duge higu qua toi
uru la rat quan trong. Do s m:.:: 10i da tri¢u chimg chi co the dat
sau 3 dén 4 ngay diéu trj, can gidi thich cho b¢nh nhan hiéu néu
chura ¢6 higu qua tirc thoi. ﬁ:O/Q CHI DINH: Qua man cim voi
hoat chat hoic bt ctr thanh EE: ta dugc cua thudce. 0>1.= w>O
VA THAN ._.ZC/F DPAC BIET KHI SU DUNG: Nhiém khudn
tai cho: Nhiém khudn a:d:m thd can dugce 99_ tri mot cach thich
:Qﬁ nhing khéng dan toi n:ozw chi dinh a_mc tri cwnm thudc xit
mii fluticason. Tac dung s didu trj t6i uu cua :Ecc,x: mili fluticason
chi ¢6 thé dat dugc sau khi dung dai ngdy. Can than trong khi
chuyén thuoe di€u tri cho b¢nh nhan tir steroid tic dung toan than
sang dung fluticason xit miii néu c6 bat cir dau higu nao cho thay
bénh nhan bj suy thugng than. Mac du fluticason xjt miii s&€ kiém
soat :mc hét cac truomg hop viém mii di G img theo mua, viéc cn::
nhan tiép xic nhiéu mot cach c& thuomg véi cac di :m:wos mua hé
trong mot sb truong hop co thé doi hoi phai duge didu tri bd sung
mét cich phit hgp. Tac dung toan than cia corticosteroid dudng
mili ¢6 the xay ra ddc biét khi ding liéu cao trong thoi gian dai.
Nhimg tac dong :3\ it S< ra hon so véi khi &Sw cac dang bao ché
corticosteroid udng va cé thé khac nhau gilra cdc bénh nhan va
gilra cac dang bao n:o khac nhau cta corticosteriod. Nguy co téc
dong toan than c6 thé bao mo:._ h¢i chimg Cushing, céc dic tinh cia
hoi chimg Cushing, (¢ che thugng thin, 1im chim phat trién & tré
em va thanh thiéu nién, dyc thiy tinh the, ting nhan 4p va hiém gip

hon 1a mét loat So trigu n?Bm tam ly _Sw tac mwsw 1én hanh vi go
woB trang thai hiéu dong qua mirc, roi loan giac ngu, lo au, trdm
cam hodc :::m. héng (ddc bi¢t o tré em).

Cham phat trién da dugc béo cdo ¢ tré em sir dung mét s6 cortico-
steroid duong mii ¢ liéu ::.Sm dugce cap u:nn Viée kiém soat
chiéu cao mot céch ::_.Q:m xuyén dugc 5:&6: cido & nhimg tré¢ em
dugc diéu tri dai ngay voi corticosteroid a:d:m miii. Néu su ting
truong cua tré bi cham lai, vi¢e diéu tri can duge xem xét lai ::»3
muyc dich g m..:: lidu corticosteroid xit mii, néu c6 thé, x:o:m lidu
thap :?,: co Eo: Iye duy tri _cr_z sodt 30 :._n: r::.:m ,:::: Vi

<5n 90: tri voi lidu cao hon liéu E:J&: cdo cua corticosyErpid

Q:Q:m miii c6 thé mw< {rc ché thugng than dang ké trén la \mc m<>z PHONG
Néu ¢6 can ¢t cho viée sir dung liéu cao hon lidu khuyén cf & an PAI DIEN

can nhic bo sung corticosteroid duong toan thin :.o:% nhii}
doan cang :E:r y hoiic phdu thuat lva chon. Higu qua t6i wu /
dich xit mui fluticason propionat c6 thé dat Q:An sau vai ng
dung thudc. Ritonavir co thé lam tdng déng ké nong d¢ cua ::
son propionat trong huyét tuong. Do do, céan tranh sir dung ddng
thoi hai thude nay, trir khi lgi ich c6 thé dat dugc cho bénh nhéin
hon hin nguy co giy tac dung phu cta cac thude corticosteroid
duong toan than. Ngoai ra Q._:m c6 nguy co tang tac dung E&sm
mong B:o: toan than khi n: hop fluticason propionat véi cac
chit {rc ché CYP3Akhic. ,:an xit miii Fluticason chira benzalko-
nium clorid la Q:H ¢6 thé gdy co thit _uro quan. TUONG TAC
THUOC VA CAC DANG TUONG TAC KHAC: Trong céc
truong hop thong :Eq:m“ ndng d¢ fluticason propionat trong huyét
tuong dat dugce & mirc thap sau khi bénh nhén hit thudce, do chuyén
hoa vong diu qua gan manh va thai trir manh toan than thong qua
cytochrom P450 3A4 ¢ ru¢t va gan. Do d6, c6 it kha néng flutica-
son ?.ov_o:m» ¢6 thé 1a trung gian gdy tuong tic thudc mét cach
mmzr y ké vé 1am sang. Trong mét nghién ciru vé twong téc thude trén
céc doi tugng khoe Bﬁ& str dung fluticason propionat m:oam mili
va ritonavir (mdt nsmﬂ {ic ché manh oﬁoor_.oa P450 3A4) véi liéu
100mg hai lan mbi :mmv\ lam ting =o=m dd fluticason propionat
:5\2 tuong vai tram lan, gy ra sy gidm déng ké ndng d6 cortisol
huyét thanh. Céc truong hgp bénh nhin mic hoi chimg O:m:_sm va
suy thugng than da dugc bao cdo. Cén trénh két hop hai thudc trén
trir khi loi ich vugt trdi nguy co gia ting cia tac dung phu toan thén
cuia glucocorticoid. Trong mot nghién ctru nho sir dung fluticason
propionat dang hit trén omn tinh =m=»v6= vién khoe manh,
ketoconazol 12 mét chit e nra CYP3A yeu rS. lam ting uouw.mo
fluticason propionat sau mot. _E.. hit vao duy nhat 1én 150%. Pieu
ndy din dén sy giam dang ké nong d6 cortisol huyét twong so véi
khi a::m fluticason propionat don Ié. Vi¢e két hop diéu tri v6i cic
thudc trc ché manh CYP3A khac, vi
aw_ itraconazol, ciing c6 thé 1am ting
nong ao fluticason propionat toan
than va ting nguy co tic dung phy
Swn than. Can thin trong va trénh
diéu tri dai ngdy véi nhimg thude
trén :n: c6 thé. Céc :m_.:m: cudi  °
cho thiy céc chit trc ché cytochrd

P450 3A4 khic gdy ra_ sy, 3
khong dang ké ?J;E,osvés v
tang nhe (ketoconazol) ..w:m 49
fluticason propionat trong mau ma
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Tai liéu thong tin cho can b y t&

khéng lam giam ddng Kké =o=m do cortisol :52 thanh. .?Q SJ\N
nén thin trong khi phdi hop sir dung nhimg thudc irc ché
nSOn:EE P450 3A4 (vi dy nhu rSono:mNo; do ¢6 nguy co lam
tang nong d¢ fluticason propionat trong méu. _Q; NANG SINH
SAN, PHU 7@ CO THAI VA CHO CON BU: Chua c6 bing
chimg aww du vé tinh an toan trén phy nir ¢6 thai. Viéc sir ..::_m
corticosteroid trén dong vat mang thai c6 thé mww di tat déi véi sy
phat :..m: cua thai nhi, bao gom gy ho ham éch va lam chim sy
phat trién cua thai nhi trong tit cung. Do d6, ==:=m tac ao:m trén co
nguy cg rét nho xdy ra trén bao thai ¢ nguoi. Tuy nhién, can phai
y rang sy bién ddi cuia bao thai dong vit xdy ra sau khi sir dung
toan than ¢ mirc khé cao; ding tryre :ov duomg miii ¢6 thé dam
:o:w do thude trong méu 1a thap nhét. Tuong ty cac thudc
, vige str dung fluticason ausw Xit mili trén phu nif ¢6 thai doi
bir can nhic giira _S ich c6 thé cua thude so véi nguy co tac
g khong mong mudn c6 thé xay ra.
#/bai tiét fluticason E.ov.o:ﬁ vio sita trén phu nit cho con b vin
wa duge khao sat. Viéc sir dyng fluticason E.om_o:a dudi da trén
chudt thi :mr.ﬁ: dang mang thai cho phép do nong d¢ thudc trong
huyét tuong va »:mv\ dugce sy hign 90: cta fluticason propionat
trong sita. Tuy nhién, khi m::m thude x: mii trén dong vt linh
truéng, khong phat hién sy c6 mt cla 5:2 trong huyét tuong, va
do d6 khong chéic chén &:m thudc c6 thé duge phat hign :.o:m sira.
Khi a::m fluticason xit miii trén cdc ba me dang cho con bu, can so
sanh giita lgi ich a_m: trj va nguy co gdy hai trén me¢ va em bé.
H>O GOZO TREN KHA NANG LAI XE VA <>Z HANH
MAY MOC: Khong ghi nhin. TAC DUNG KHONG MONG
MUON: Cic tac dung wro:w mong :Eo: dugce ligt ké dudi day
theo h¢ :E:m €O quan va, tin m:ﬁ Tan mc.: dugc phén loai nhu sau:
WE E-o bién Av_:oy nro bién (=1/100 dén <1/10); it gép (=1/1000
dén <1/100); EnB gap Av_\ 10000 dén <1/1000) va rét hiém gap
AA_:oooe bao woB cic bdo cdo aco 1ap. Céc tic dung khong
mong mudn rét phd bién, phd ga: va : mwu duge m_= nhin tir dix
ligu thir nghiém lam sang. Céc bién c6 hiém gap va rat Em:_ gip
chu %mc 980 ghi nhan tir cac bao cdo ty m:ﬁ Trong muyc | tan suat
x@ ra clia céc tac dung _Go:m mong muon, khong tinh dén cac ti
16 nén trong cdc nhom sir dyung gia dugce.

Bang 1 Béng tom tht cac tic dung khéng mong muén
Phin logi h¢ Tén sudt Téc dyng khong mong mudn
.__?.w €O quan
Phan img qud mdn cam véi cdc
biéu hign sau:
Réi loan hé Rét hiém Phén (g min cam trén da
mién dich Phi mach (chi yéu trén mat va
phi né hiu hong)
Cic trigu chimg vé hé hap (co
thit phé quan)
Céc phan {mg phan v§

Réi — .
_._%“LMM:E:: Phé bién Pau diu, mui, vi khé chju
Téng nhiin dp, ting dp lyc trong
. ) mat, dyc thuy tinh thé
R&i logn vé mit Rit hiém

Nhimg bién c6 ndy da dugc xic
nhdn tir cdc bio cdo ty phat sau
qua trinh dicu trj dai ngay

Rét phé bién | Chiay mau cam

Réi loan ho hip,
ngyc va trung that

Khé mii, kich img miii, kh6é hong,

Aaad
Pho bién kich img hong

Rit hiém Thing vach ngan mii

Tuong tir cic thudce xjt miii khéc, da c6 cic béo cdo vé hi¢n tugng
mui vi khé chiu va dau dau. Tuong tir cic thude xjt mii khac, d co
céic béo cdo vé hién tugng kho va kich img miii hong va chay mau
cam. Thing vach ngin mii da dugc béo cio sau khi dung cortico-
steroid dudmg miii. Céc tic dung toan thin ctiia mdt s6 corticoste-
roid duomg miii c6 thé xay ra, dic bigt khi duge k& & lidu cao trong
mdt thoi gian dai. Bao cdo cac an dyng khong mong 5:?.. Bao
cdo nnn tac dung w:c:m mong mudn sau khi thude duge clp nrrv
1a rit quan trong. Diu ndy cho phép tiép tyc _:i: vo.: cin g:m.
gitra lgi ich/nguy co ciia ::EO Cic nhin vién y té cin bdo céo bt
clr Sn dung khong mong mudn nao thong qua h¢ théng bao cio
n_.En gia. QUA LIEU: Chua c6 di ligu vé tic dong cua qué liéu
cap tinh hay man tinh ddi vai thudc fluticason xjt miii. Viée dung
dudng miii & liéu 2mg fluticason propionat hai 1dn mdi ngdy trong
bay ngy trén cdc tinh nguyén vién khoe manh khéong cho thdy tac
dong trén chirc ning cua tryc dudi ddi — tuyén wm: — thugng thin
(HPA). Vigce a:nw dudng hit hofic duong mi¢ng liu cao corticoste-
roid trong thoi wE: kéo dai c6 thé gay suy gidm chirc ning truc
duéi doi — Eva_._ yén — thugng than. Diéu tri: Viéc dung thudc &
liéu cao hon liéu khuyén céo trong thoi gian dai c6 thé dn t6i suy
giam tam thoi chic nang thugng thin. Uc_ voi :E.Bm bénh nhéin
ndy, viée diéu 3 véi fluticason propionat cn dugc tiép tuc duy tri
& licu vira du dé kiém soat.

SAN XUAT BOI: GLENMARK PHARMACEUTICALS
LTD., (Unit III) Village Kishanpu-
ra, Baddi-Nalagarh Road, Tehsil
Baddi, Distt. Solan, (H.P)-173 205,
Anbo
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HUONG DAN BENH NHAN SU DUNG FLUSORT
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(Hinh 1) (Hinh 2) (Hinh 3) (Hinh 4)

1. Théo nap nhyra (Hinh 1).
2. Trudc khi sir dung FLUSORT lan dau, xit thir bang cach én xuong 2 bén cua diu xit mau tring bang ngon tro va ngon gitra trong khi gitr chat day
chai bang ngon tay cai (Hinh 2). Khong cat dau xit. An nhe xudng va tha ra dé xit 10 1dn hodc cho dén khi thude xit ra tot. Khéng dugc Xit vao mat.
Binh xit d sin sang dé sir dung Binh xit c6 thé bao quan khong sir dung ti da 1 tudn ma khéng can phai xit thir. Trude khi sir dung lai can xit thir 2
lan hodc cho dén khi thude xit tdt.

3. Hi miii nhe dé 1am sach 15 mii. Bit 1 bén mii. Nghiéng diu nhe vé phia trude, giif chai thing dimg, dé diu xjt cin thin vao trong 15 mii kia (hinh 3).
Khéng xit tryre tiép vao vach ngan miii.

4. Sau dé tho qua miéng.

5. Lap lai véi 16 mii bén kia.

6. Lau miii bang khin gidy sach va 1ap lai nip nhya (Hinh 4).
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(Hinh 4) (Hinh 5) (Hinh 6) (Hinh 7)

1. Pé 1am sach diu xit, thio nép nhya ra (Hinh 1).
2. Kéo nhe dé thao dAu xit mau trfmg ra (Hinh 2)

3. Ngim dau xit trong nuéce lanh rira sach hai dau cia déu xit dudi voi nuéce va lau khé. (Hinh 3). Pimg ¢6 gling thong dau xit bing mot vat séu nhon
vi s& lam hong dhu xit va khién viéc dlnh liéu thudc khong diing.

4. Rira sach nip nhya dudi nrde va dé khé (Hinh 4).

5. Lép lai dau xit, dim bao voi bom duge gin lai vao 16 trung tim cta dau xit (Hinh 5).

6. Thir binh xjt bing c4ch 4n xubng hai bén cia dau xit mau tring bing ngc’m trd va ngén giira trong khi dung
ngon cai gu'r déy chai. An xuéng va tha ra 2 lan hoic dén khi thudc xit ra tol Khong dugc xit vao mit. Binh xijt
bay gitr da sin sang dé sir dung Co6 thé bao quan binh x|t khong s dung tdi da 1 tuan ma khong can phai thu bi
xit. Trudc khi sir dung lai can xit thir 2 1an hodc cho dén khi thude xit tét. (Hinh 6).
75 Lip lai nép nhya (Hinh 7).
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