https://trungtamthuoc.com/

Rx i
FLIXONASE®

Fluticason propionat

Thudc ban theo don

TRINH BAY

Thulic xit mii FLIXONASE (0,05% ki) th mdt bdn dich trong nudc chia
tinh thd sidu min futicason propionat dimg tai chl tréa nidm mac mii bing
mdwﬂﬂhmhﬂmﬁﬁﬂhmﬂnnmﬂmmm
oy xit mii chda 50 microgram fticason propionat.
ummmmm;mﬂmuumm
celuioss (Avicel RC591), Phemyletyl sicohol, Benzalkonium chiorid,
Polysorbat 80, mummbm.mum

Dang bdo cbi-Hila dich xit mii.

Owy cdeh déag géi: Hip 1 chai 50 lifu xit

CHi DINH

Thutic Xt mili FLIXONASE dugc chi dinh trong phong va didu tri vim mii o)
Gng theo misa kf cd viem mi & dng do philn hoa (S5 cd khd) va viem mdi
di tng guanh ndm, O ntdng BEnh nhdn vigm mil of Gng, thuse xit mii
FLIXONASE cing dugc chi dinh 8 kifm sodt tridu ching dau v ndng ving
xoang & kikm. Fiuticason propionat b hogt tinh chiing viém manh nhung
kfil & gng tal ¢hB trén nidm myc mil thl khdng guan sdt shiy tic dung
todn thin.

LIEU LUONG VA CACH DONG

Cén sl dung thuing xuplin df ob dusc hibu qud difu tri mdt cich diy di
Binh nhin cin dupc gidi thich ring of th hidu qud cia thulc khitng ut
hidn ngay do tic dung manh nhdt chi cd thif dat oupe sau i 3 6%n 4 npdy
Sidutr,

Thudc xjt mil FLIXONASE chi ding qua dubng mi.,

B4 phing nglia v didy trj vidm mill df Gng theo mia vi vidm mil dj Gng
guanh ndm:

s Mgudl Mn vi tré trén 12 wél

Xt hal nhdt vio m& ben mi, mit a md ngdy, M5t nhaft & vio bufi stng.
Trong mit s tnubng hop cdn thidt of the xit hal nhdt vio mdi bén mii, hai
Hn mBl ngly néfu cn. Lifu 1 da mii ngdy khONg nitn vut qud 4 nhdt xit
cho mil bén mi.

o Trétd4d€n11 )

Xit mbt ohdt vio mbi bn mii, nﬂtﬂnﬂﬂmﬂﬂcﬁﬂﬂnhﬂdw

Trong mt 34 truing hop cin thift co th xit mt nhit vio mbi bén mii, hai
tn mbi ngdy. mﬂmu&mmmmuzmmmm&
b il
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cHONG cHi DjNH
Chéing chi dinh ding thutic xit mGi FLIXONASE 3 nhiing binh ahin qué min
vOiBEt k thanh phdn ndo cla thfle.

CANH BAD VA THAN TRONG
mmﬁaﬁﬂ-mmmmumm:n miuhhup
nhung 06 khimg phii 1 chng chi dinh éc hidu trong difu trf vk futicason
propionat dang xit mil, —

Cén thin trong cho nhiing truting hop agiing difu tri bng steroid tadn thin
vi chuyfn sang ding futicasen propional dang xit mii, dic bigt ndu cd i
do 66 nghi nd riing chilc ning thugng thijn bj suy giim.

£ o bao cio vE tic dyng tedn thin khi ding conicostesoid xit qua duling
mild, 3¢ bkt Kl diimg Séu cao trong thil gian il Chc the dung ndy It xiy ra
han nhifiu 50 v ki diing corticostennid dudag ulng vi ob the ke nhau d
che 851 tupng binh nhin vi cic chf phdm corticostercid.

B4 gean =it thiy piim t8c &) ting trubng O tré em dudc Gifu trj wOi
cortioosteroid xjt mil. Do 66, nin duy trl lify thip nhdt cho tré em md vin
kifmi sodt duoc tridu chifng ddy db.

Trong qud trinh s dung thule trén thi truding, 0l ¢ bio cdo v tuong tic
tendlc oo ¢ nghta m sing & nhilng bdnh nhin ding fiuticason propionat vi
ritonavir din din tke dyng toln Thn cla corticostercid Bao gdm hiil ching
Cushing vi suy tThugng thin. Do 66 nén trinh cing ding thii futicason
propionat wi rifonawir trif ki igi ich il 1rj vt trii 50 wOi nguy oo Wi dysg
phy todn thin cia corticosteroid (xem myc Tudng tic)

i quit 1 da ol thuc xit milii FLIXOMASE o thi dat duoc sau khi dafu tri
neibu ngly.

M3c dis thuSc xit miGl FLIXONASE cb thi iiém sadt hfu M1 céc trubng bop
wilim misi dj ing theo mdsa, vid< 1p xic woi of nguyn mi hé wii 58 ung
16n, bt thuting b khi cfn dEn nhing difutr] b sung thich hop.
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TUONG TAC
ﬂmﬂ-mmmmammmm
tung rift thip sau khi ding thlic qua dubng mil, 6o chuyén héa tin dd qui
muummenummmhmnpn
Tuong tic thuc do vy kno xdy ra o § nghia trén B siing gBa
propionat vii chc thullc Khdc.

Mt nghitn ciu vé bong tic thutic & nhing 651 tuong khde manh cho thiy
ring ritonavir (mt chit Oc ch¥ cytochrom PA50 3A4 rit manh) 6 thé m
ting cao nfag 6) Muticason proplonal trong huyét twong, din én gidm b
rét nng 89 cortisol trong huyt thash Trong qud trinh s dyng thedic trén
thi truding, 43 co bido cao vé tung tic thulc co § nohla lim sing & ahing
bénh nhin cbng kit hop Nuticason propionat dang xit mal hoje dang hit voi
“ritonavie ¢dn 0fn cac tic dyng todn thin cla corticostercid bao gdm i
ching Cushing v suy thuing thin. B3 vy, ndn trinh s dyng futicason
propionat v ritenanis ddng thai 1ri phi il ich iy tri Wizt brdi so Wi ngwy <o
tic dyng phy todn thin clia corticosterold.

Céc g o chi ra g cdc chift dc ch cytochrom PASO 3A4 khic Bim
ting. sy phot nbibm on thin vl futicason khdng ddng K (o
erythromycin) v nihe (shy ketoconazol) ma khdng tm gidm &ang ké néng
00 cortisol trong huyét thanh. Tuy nhin, cin thiin trong khi ding phisi hop
céc thulc (c chf manh cytochrom P450 3A4 (vi dy kstoconazad) vi o khi
ndng m tng s phal nhilm toln thin v Miticason propionat.

CHOCONBU...
(Cling gi6iag nhu chc thuc khac. chi nén sif dung Micason proplonat Xt mi
trong thai ky v trong thdi gian cho con b3 khi It ich vt i 50 vl clic
nguy co oo e gdp phill In quen GEn thutic hojic bt o didu trj thay the
ndg.
maﬂhmﬂmmmmﬁmmmmmm
Trong céc nghidn ¢ trén sinh sin 3 80ng vit, tic dyng khing mong muin
dfin hinh clia céc corticostercid manh chi quan sit thify 8 céc mdc 00 phal
ﬂmmunmmmmuu&umwnm bdo sy
phai nhilim tobn thin & 1 thifu
Vil bai tift fluficason propional vio siia nguli me chia dugc nghién ol
Sau khi Uom dutt da cho chedt thi nghi$m dang cho con bi, khi dat d6n
néng 63 do du trong huydt luong, &3 of bing ching cho Ihdy Muticason
proplonat hidn dign trang s0a me. Tuy nhitn nbng & huyit tung 1 thip &
nhdng binh nhin s dyng thaticason proplesat it mili whi o kKhuyln cho.

At HUONG DEN KHA NANG LAI XE VA VAN HANH MAY
Fluticason propionat hu nhu khiag gy dah buling ¢n khi ning ki xe vl
van hanh miy.

TAC DUNG KHONG MONG MUON

Céic thc dung khiing mong medin dutic Bt kil dudi ddy theo b thiing co quan
trong oo thi v theo thn sulit. Tdn sult dugc dinh nghia nhu sau rift phd
biin {=1710), phd bidfin (17100 vi <1/10), khing phd bifn (=171000 vi
<1/100), him (>1/10.000 vk <1/1000) v rit hifm (< 1/10.000) bao pm cie

béo cdo riding bift. Cic tie dung khilng meng mudn it ph biin, phd bisia

vl kbhang phd bifn nhin cheng dupc xic dinh bl cic thil nghidm Hm sing.

Cic tic dyng khing mong mulin hifm v rii hifm thubing dupc xic dinh &

cie bdo cdo ty phit. Trong khi phin ol tn st tic dyng khdng mong

maln, cic tj 1 66l chitng tir nhilng nhéen 3 dyng g dugc khiing dugc tinh

08n vi cic 1y 1 ndy thubng tung dung val cdc ty B clia nhilag nhém dang

i dyng thulic defu tri,

RE1 logn hg midn dich

R4t hifen: Phdn dng qui mdn, phdn Ong phin vl, co thdt phe
guin, ban trén da, phl m3t hajc il

Rl logn hd thin kinh

PhS bifn: Dau dfu, mii vh v pdy kho chiw

mmmmummummﬁoﬂmn wi gy kivd chiju vl

dau ddu.

Rl fogn thj gldc

Adt hifen: Tang nhdin &p, ting 4p hyc ndi nhin, A thisy tinh thi.

iﬂuuuui.lumimm

bin:

ﬁ ﬂmmwwmummm
Cling giSng nhu cdc thulic ding trong mi khic, khd vA Mch thich mix vi
hong v chiy mdu cam 63 Guic bdo co.

Rithim: - Thing vich nglamis
Di c6 bdo cdo vé.hin tuong thing vich nodn mdi sy khi s dyng
corticosterosd dang xit mil.

Tedng bdo cho bic 5§ nhing tic dyng khdng mong mulin g3p phil ki
dang thulc.

auA Lify
MdﬂﬂmﬂMMﬁﬁhﬁm#ﬁudpmwc
rean tinh ki dilng futicason propionat daag xjt mi trén binh nhdn. Trén
ngudi tish nguyén khde manh, chua thiy o &nh huling triin chilc ning truc
A0 dbi-tuyEn yén-thuging thin khi aling 2 mg fluticason propionat dang xit
i, 2 n mBi ngdy trong 7 npdy.

Ding nhilng lifu cao hav iy 68 nghi trong Mt khoding Ihai gian ddi cd thi
din 6&n dc ch tam thisi chilc ning thugng thin,

Vi nhing bnh nhén ndy, nén 1&p tuc cng Nuticason propionat & lifu dify
tri o hibu qud 0 kifm sodt tridu ching: chilc ndng thugeg than 58 hili phgc
trong vii ngdy vi ¢d thi duoc theo dbi bing cich dinh king cortisol huyét
tong,

- .ll"'l
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CAC DAC D1EM DUIC LY

Dege e hyc *%

Fusicason progionat of the dyng chde) viém manh nhung khi sif dyng tai
thil trén niden mac mil khdng thiy of tic dung tadn thin.

Frticason propionad i hade khiing (o chif tryc dudi abi-tuydin yitn-thugng

e ki G2ng theo Sng xit mii
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Sz i xit mi fkticason propionat (200 microgramngdy). shing thiy ob
thary 881 ding iof AUC cortisol huyft thanh 24 gid so v gid dupe (t 8 1,01;
80% Khodng tin cdy (C1) 0.9 6#n 1.14).

Fiticason propionat i mt corticosterokd ¥ng hop o6 nguyén A fieor pdn
wao khung sterold. Co chif tc dong cia cc corticostercid ding B ch 1 sy
phsi hop 3 tinh chalt quan trong chifiog viem, chiing npda va tic dung co
Maeh’ Tae dyng ol thadc mOt phdn oo in kit w0 thy thé stesoid. Cae
corficosteroid gidm vidm bing céch Bim &n dinh ming lysosom clia bach
iy, & ch¥ tip trung dal thwic bdo trong cde ving bl vigm, giim sy bim
dinh ol bach cdu voi ndl md mao mach, gidm tish thim thinh mao mach,
piim cic thinh phin bd iné, o8I kndng tic dung cla histamin vi gidi
phéng kinin 1 cic oo chit, gdm ting sinh cic nguyén blo soi, gidm iing
dong collagen vi sau 85 gidm tho thinh seo d md.

Cic corticosteroid, dic bidt b cic cortionstenoid of fiuor o the dung chiing
phidin béo & rouyln bio sl da v Bl bl.

Fluticason propionat 1 corticosteroid ding tyi chd ol 8) thanh thii qua gan
budc ddu rit 30n, ddn dffa sinh khd dyng 103n T rdt thllp. Difu 66 Wm
ﬂnmwucmwmmmmmmmmnﬁ&
ngay cd khi ht i lifu rit a0,

Bidu trf vidm mdi &) dng quaah adm hode theo méa:
mmmmmmﬂummmamuum
lam gidm gidi phoag cic chil tung gian gly vibm, cac chil 06 120 @ cic
i chiing nhu ngua, ht has, m&:mnm '

Higuti biinh phdli si dung thullc theo khodng céch déu d3n nie hudng din vi
R Ul dabutr tiiy thude vio vige sif dyng thude ddu dan.

Céic rifurching thubng rifig bt trong vong 12-48 gid sau khi bit ddu ding
n&,wwnawﬁmmﬂﬂwﬂymm wm
b qui dsw tr 101 da.

G4 thé cda phaki e tr) thém bling ubng cdc mm nmm
g tai chl thudic chiing ngat mii cho 48n khi dat duge dip (ng Am sing.
0 mdt 58 ngedi bl vibm milk ¢f Ong qeanh Am hoJC theo Mia, B3c bt
nhidng noudi ¢b bk heo ki theo, ¢ thé cdn phiil dibu tri 0dag thx ko
e v corticostentid theo dubng ufing hole Mt qua miéng, thalic giln phi
quiin khing histamin, ching ngat mii &4 gidm tridy ching I da.

Cd thé xdy ra giim nhash thc dyng chiing vilm cla cic corticostarced khi

wgﬂ' chadyc I 10 tim G trong trén Hm sing.
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* sanin thiln o dupe 1 RED thu i M vi hifp thy qua duling

P&hﬂﬂnqmmmmwmﬂdnﬁwﬁnm

uling ol kigng thulc nulit vao 6o viy 8o khng aing i,

Phin b
ﬂﬁmmmﬂmﬁnwmammﬂnﬂﬂpﬂm
L), mmwmmMuMmmmmn

Chuyfn béa
Mmummmwwunrmmmm
y&u qua chuyfin hda tai gan thinh chdt chuyén hba khdng ob hoat tinh acid
carbosylic, vl qua CYP3A4 - mdt men cia bé cytocheom P450. Lugng
futicason propional nedit vio ciing duge chuyéin hia Mn 45u manh. N chi
¥ Khi & dyng afing thai cde ohdl O ehd manh CYPIA4 nhy ketoconarol v
ronavic 60 od khi ning lAm ting phal nhilm todn thin voi Muticason
propionat.

Thil iy
rﬁcmmwuﬁnnﬁmmmmmmﬁma
tuydn tinh trong kholding iy 1 250 cho d€n 1000 microgram vi dugc djc
trumg b thanh thili frong huy¥t tumng cao {CL=1.7'Liphit). Néng 65 dinh
trong huydt tuong gidm kholing 98% sau 3 6fn 4 gid v sau thdi gian bin
hity 7.8 o, néag 80 trong Puyft uong chl chn thilp. Thanh thii qua thin
tisa fuicason wimmﬁmmmmssmm
ehst cheyén hoa'acd o thii trr chinh 13 b3 Bt fluticason
propionat v che chat chuyfin hisa ol 8 tho dubing mit.

DOLIEUAN TOANTIEN LAMSANG oo oie o
mmnamm w@mwmﬁdmvdnhinil
B khi giing nhifng e v qud Béu dibu trj 88 nghi. Kndng o6 nh huling
ndo mdl dugc ghi nhin trong cie thE nghidm G0 tiah Iy Bp tal, cdc
wmmmmmmmmmwmﬂwmm
quiithai. & -

Fricson prbpionat khing gdy o4t bilin gen triéin ¢ in vitro vl i wivo vl

m,ﬂ% whﬂwumﬂﬁm Futicason propionat
gy kich | wnwumammww
HAN DUNG

ulﬂnqﬂxﬂn_ﬂydnﬂl. EH 9
THAN TRONG DAC BIET KH1 BAD QUAN
Bio quiin dudi 30°C.

HUONG DAN SU DUNG/THAO TAC
Binh xit ¢ 1 ndp chiing bui of bdo v vdi xit vk g0 cho vdi xit sach. Hiy nhd
iy nép chding bui ndy ra trudc khi sif dyng binh xt. Binh xit moi (hojc binh

xit 0 khiing i dung trong vii ngdy) ob the khiing hogl ddag ngay idn afu
tidn, vi th¥, ban cin chudn bj binh xjt theo hudng diin trong myc “Chufla bj
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»  Truoc khi bgn sif dyng binh xit Mn afu tign

o N ban khdeg sif dyng Biah xit trong vii ngly TS
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Chusdin B Dink xit gidp ban chic chin ring ban koa nhin durc ol liéu
MMMMH:Mmm

Lifc binh xjt vi thiio ndp chling best (hiah 1).

s Gill binh xjt hudng Kn vk hudng vdi xit ra xa byn

= Dt ngda trd vd ngin gilta trén vinh & hai bo vdi xit vi 03t npda cdi
bén cudi chal thuSc (hinh 2), .

e Trong kni vin git ngdn cdl. ding ngdn trd va ngén gilla In voi it
wubing of gidi phing mit Bu xit chida cic hat sidi min vao kndng khi
(hinb 2).

s Binhxit by gid & sfn sing of sit dung.

. uﬁunmﬂmmﬁukmﬁmmmucmu
w1 ahon ndo 6 thing vhi dt.

o Hily off v sinh vdi xit theo hutng ddn trong mye “Vi§ sink binh it~

ﬂlillillnl

1. Uc binh xit v théo nép ching bk,

2.. Ximii 0f hm sach ¥ mis cla bgn. |

3 mmwmﬂﬂnﬂumdnmn,uﬂnmﬂm
obn ki, qumﬂpﬁmmwmmmln
(hish 3a v 3b).

4, mmmﬂmﬂmﬂcmwmmmnﬁuma

Thhnq-m

Lap ki céc budc 3 va 4 voi 8 mii bin a©

hmﬂmmmmmmmmmmuu

-mmﬂﬁwhﬂmq

- :-r.i’s-

Mish &

V§ sinh biah xjt
Ban phii vé sinh binh X it nhat 1 in m3i vdin 6F nglin whi it khiing bj te.

i mﬂmﬂmammwwunmn

& Nolim wi xit vi ndp ching bui trong nutie §m trong vl phit.

o " Sau a6 il dudk vbi rdc dang chiy.

o Viy b8t resc vi o6 khd 3 nk §m.

o Liip vdixit trd Igl binh xit

»  Chudn &) biah xjt o hudng din treng myc “CheSia bj biah xjt” of
binh xjt sfn $3ng & dyng,

nénmtmmtei ‘
Eﬁ HUONG DAN SU DYNG TRUO
cAn THEM MHnlmn&t

TRUGC X1 DUNG
¥ KIEN BAC S¥

SAN xukT vA DONG GOI BOI

Glaxo Wellcome S.A., .
mummm a,osm

Aranda de Duero (Buros), Tiy BanNha

FLIXONASE la Mnuummlaamﬁdﬂmm
of companies,
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