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Flunex AQ - Vial

oEoE!oo.co
A

lndications, Contraindlcations,
Poeology and Administration,
Wamings and Precautlons for
Use, Undesirable efrects: See in

the package insert.
Quality standard: Manufac,turer's.
Storage: Store belor 3@C, in a
dry and cool place.

ITUNCX AO

liry@ Exp. date:

Manufacturcd in Turkey by:
Drogsan llaclari San. ve
Tic. A.S.
Esenboga Merkez Mah.
Cubuk Cad. No:31 Cubuk -
Ankara - Turkey

Suspension for Nasal Spray
Fluticasone propionate 0.05 mg

SHAKEWELL BEFORE USE.
FOR NASAL APPLICATION ONLY.

Composition:
Each metered dose contains:
Fluticasone propionate 0.05 mg.

Keep out of reach of children.
Read carefully the package
lnsert before use.

Batch No: XXXXX
ffi. date: dd/mm/YYYY

CO PHA]TY

orjdc pHau

DUY TAN

N.T,P

,

t
ttr

.i:

't

\

120
metered
doses

't

**

https://nhathuocngocanh.com/



Rx
FLUNBX AQ

DA xa tdm tay trd em. Dgc k! hndrng ddn sft dyng trudc khi dilng. Thuilc ndy cht dilng theo
cton thuilc.

Thinh phin cdng thrfrc thudc:
u6i ticu xft c6 chfa:
- Thdnh phAn hoat ch6t: Fluticasone propionate 0,05 mg.
- Thdnh phAn t6 ducvc: Microcrystalline cellulose - Sodium carboxymethyl cellulose (Avicell
RC 591), dextrose, polysorbate 80, dung dich benzalkonium chloride (50%), disodium
hydrogen phosphate, citric acid monohydrate, nu6c cdt.

D?rrg bio ch5:

H6n dich xit mfri mhu tring.

Chi tlinh:
Oe dU phdng vd di6u tri vi6m mfii df ung kC ci di tmg theo mta (hay fever) vi tinh tr4ng g6y

ra bcvi c6c di nguy6n o dulng hO h6p nhu m4t bUi nhd vd viy l6ng <lQng vft.
Thu6c ndy cfrng lim giim triQu chimg h6t hoi, ngira vd s6 mfii, ngria vir ch6y nu6c mit, nghet
mfii vd c6c triQu chimg li6n quan iltin kh6 chiu xoang mfii.

Lidu dtng, cich dtng:
Chi dtng theo dudng xit mfii.
Ngudi l6n 18 tu6i tr& l6n:

Hai nh6t xit m6i bOn, ngdy I Dn, t6t nh6t vdo bu6i s6ng. Trong mQt s6 trudng hgp, c6 th6 cAn

xft 2 nh6t m5i b6n, ngity 214n. Khi ciic triQu chimg dd dugc ki6m so6t, c6 th6 dung li6u duy tri
le 1 nh6t xit m6i b6n, ngiry t lan. N6u c6c tripu chimg t6i ph6t, c6 th6 tang li6u theo mric dQ

nghi6m trgng ctra triQu chimg. NOn dtng 1i0u th6p nh6t c6 th6 duy tri ki6m so6t hiQu qui c6c

triQu chimg.

Li6u hdng ngdy t6i da kh6ng n6n qu6 4 nhfixit m6i bCn.

BQnh nhf,n cao tu6i:
C6 the dung li6u th6ng thulng cho ngudi l6n.

T16 em dutfi 18 tu6i:
Kh6ng n6n stt dqng cho tr6 em vi thi6u ni0n du6i l8 tudi.

ViQc dU phdng viOm mfri di ung cdn ti6n hdnh tru6c khi ti6p xtic v6i df nguy6n. D6 thu <tuqc

hiQu qui diAu tri dAy dtr, khuy6n c6o st dung dAu d[n.
O mQt s6 ngudi, c6 th6 can l-+ ngdy di6u tr! li6n tpc di3 thu dugc t6c dgng dinh ctra thuiSc

(xem muc E{c tinh dugc lgc hgc).

LAc k! tru6c khi ding.
Trudc khi sri dung, cin "mdi" lq thu6c bing c6ch xft cho dtin khi t4o dugc
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Ch6ng chi dinh:

Qu6 mdn v6i b6t kj thdnh phAn ndo cira thu5c.
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Cinh brio vi th$n trgng khi dtng thuiic:
N6n ngtmg di6u tri hodc tham kh6o y kitin bdc s! n6u ciic triQu chimg kh6ng <lugc cii thiQn

trong vdng 7 ngity. Can h6i f kiCn b6c s! hodc duoc s! n6u c6c tri6u chimg <Iugc cdi thiQn

nhung kh6ng tluqc ki6m so6t thoa dring.

Khdng n6n dtng thu6c ndy trong hcrn 3 thring li6n tgc md kh6ng h6i f kitin b6c s!.
M4c dt thu6c xit mfii fluticason propionate sE kiiSm so6t dugc vi6m mfli di tmg theo mta d
hAu h6t trudng hqp, viQc titip xric qu6 mfc, b6t thucrng v6i ciic d! nguy6n mta hd trong mQt s6

trudng hgrp c6 the ddi h6i phdi sri dpng liQu ph6p b6 sung thich hqp.

CAn h6i f ki6n thAy thudc tru6c khi dung thudc niy trong trucrng hgrp:
. Su dung d6ng thoi c6c ch6 phAm kh6c chria corticosteroid nhu d4ng viOn n6n, kem, thu6c
m0, thu6c di6u tri hen ph6 quan, c6c thu6c xit mfii ho{c thu6c nh6 mit/mfii chria ho4t ch6t

tucrng tu.
. S6t ho{c nhi6m khu6n khoang mti hodc xoang.
. B!t6n thucmg hodc phSu thuft mffi gdn ddy, hodc ciic vAn Ae v6i lo6t o m[i.
Nhi6m khuAn t4i ch6: nhi6m khurin duong hO h6p cAn dugc diAu tri thich hgp nhtmg kh6ng bi
ch6ng chi dinh sir dgng fluticasone propionate d4ng xit mfii.
CAn thfln trgng khi cho bQnh nhdn ngring di6u tri bing steroid theo dudmg todn thdn cflng nhu
thi bat dAu dtrng fluticasone propionate dang xit mfli, d{c biQt ntiu c6 b6t k} lf do nio nghi
ngo chric ndng thucrng thqn cria bQnh nhan bi suy gi6m.

Di6u tri bing crlc mric li6u cao hon li6u d6 nghf cta corticosteroid dang xit mfli c6 th6 gdy ric

chil thuqng than <illng kC tr6n ldm sang. N6u c6 bing chimg sir dpng lidu cao hon li6u dO ngh!,

n6n cdn nh6c dung b6 sung corticosteroid theo ducrng todn thdn trong cilc giai do4n stress ho{c

ph6u thu4t chgn lgc.

C6 the xdy ra tucrng tirc rd rQt gifia fluticasone propionate vi c6c thu6c ric ch6 m4nh hO

cytochrom P450 3A4 nhu ketoconazole vd thu6c tic chti protease nhu ritonavir vd cobicistat.

Di0u ndy c6 th6 ldm tdng n6ng d0 toirn thdn cira fluticason propionate.

T6c dpng todn thAn cria corticosteroid d4ng xit mffi c6 thO xu6t hiQn, d{c biet khi dtng c6c
, '.,1mric li€u cao trong thdi gian ddi. C6c t6c dpng niy it g{p hcvn nhi0u so vdi khi dung

corticosteroid theo ducrng u6ng vd c6 thO thay d6i theo timg bQnh nhan vd giira c6c ch6 phAm

corticosteroid. C6c t6c dgng toan than c6 th6 gap phai bao g6m hQi chtmg Cushing, crlc triQu

chimg ki6u Cushing, fc ch6 thuqng th4n, chQm tdng trucrng 6 tr6 em vd thitlu ni6n, dgc thiry

tinh the, g16c6m vd hi6m gip hcvn ld mQt nh6m cfuc ttrc dqng vC tam l)? hoac hdnh vi bao gdm

culng tdm thAn vfn d6ng, r6i lo4n gi6c ngri, lo 6u, trAm cim hoflc g6y h6n (dac biet d tr6 em).

C6 thC ghi nhfn r6i lo4n th! giric khi dtng corticosteroid theo ducrng todn thdn ho4c t4i ch5.

Ntiu bqnh nh6n c6 c6c triQu chimg ntrung md mit ho4c g4p c6c rdi loan thi gi6c kh6c, n6n cdn

nhic chuyCn bQnh nhdn dtin brlc s! nhdn khoa dC d6nh gi6 ctrc nguy6n nhdn c6 th6 gdy ra tinh
,t

trang nhy, bao g6m ilgc thtry tinh the, gl6c6m hodc c6c bQnh hi6m gip nhu bQnh hAc v6ng m4c

trung tdm thanh dich. C6c tinh tr4ng ndy d5 tlugc ghi nh6n sau khi str dung corticosteroid theo

ducrng toan thAn vi t4i ch5.

Thu6c c6 chira benzalkonium chloride, mQt ch6t c6 th6 gdy kich img hodc stmg b6n trong mfri,

d{c biQt n6u dung trong thdi gian dii. Su dgng thu6c l6u ngdy c6 thO g6y phu ni6m m4c m[i.

Sfr dgng thu6c cho phg nir cr6 thai vir cho con br[:
Chua c6 du bing chimg ve AO an toirn cria thu6c o phU nt mang thai. Sri dung corticosteroid
cho dQng v4t mang thai c6 th6 gdy ra cdc b6t thucrng vC ph6t tri6n thai, bao gdm ho him 6ch

vd ch6m ph6t tri6n trong tir cung. Do d6, c6 th6 c6 nguy co r6t ttr6p gap phai c6c t6c dung
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k:h6ng mong mu6n nhu vdy d nguoi. Tuy nhi6n, cAn luu y ring nhirng thay d6i 6 thai ilQng vpt
xu6t hi6n khi n6ng dg thu6c toirn thAn tu<rng il6i cao trong khi sir dqng thu6c theo dulng xit
mfri truc ti6p thucrng cho n6ng dg thu6c todn th6n ntth6rp.
Tuong tu nhu c6c thu6c kh6c, vi6c str dpng thu6c xlt mfii fluticasone propionate trong thoi kj,
mang thai 0 ngudi ddi h6i loi ich ctra thu6c vuqt trQi nhirng rui ro c6 th6 gap ph6i.
ViQc ti6t fluticasone propionate vio sira ngudi chua dugc nghiOn cr?u. Khi sri dgng fluticasone
propionate theo ducrng ti0m du6i da d chuQt cho con bri, n6ng d0 thu6c trong huytit tuong o
mric c6 thti x6c dinh tluqc vd fluticasone propionate duoc ph6t hiQn th6y trong sfta. Tuy nhi6n,
khi dtng theo dudrng xit mf,i & c6c lodi linh trucrng, kh6ng phrlt hiQn thu6c trong huy6t tuong.
Do d6, it c6 khd ndng thu6c sE dugc tim th6y trong sta khi dtng tr6n ngudi. Khi thu6c xit mfii
fluticasone propionate duoc dtng cho ngucri mg cho con bt, lqi ich diAu tri cria thu6c phdi
vuot trdi nhirng rui ro ti6m tang cho mg vd trd bri mg.

Anh hu&ng cfia thu5c l6n khi nlng l6i xe, vgn hinh miy m6c:
Chua c6 bang chtmg vC ann hu&ng cira thul5c lOn kh6 ndng l6i xe, vfln hdnh m6y m6c.

Tucrng tic cfra thudc:
Trong c6c trudng hqrp binh thuong, n6ng dQ fluticasone propionate trong huy6t tuong chi cr

mric th6p sau khi dung liOu hit do chuy6n h6a lAn dAu manh ve thanh thii toan thdn cao nhcy

cy.tochrome P450 3A4 o ruQt vd gan. Do d6, it c6 nguy co x6y ra tuong t6c thu.5c c6 ;f nghla

lim sang giffa cdc thu6c kh6c v6i fluticasone propionate.

Trong mQt nghiCn cr?u v6 tuong t6c thu6c tr6n ngudi khoe m4nh sri dgng fluticasone

propionate, ritonavir (mQt thu6c ric ch6 manh cytochrom P450 3A4) voi liAu 100 mg ngity 2

lAn ldm tdng ndng dQ fluticasone propionate trong huyiSt tu<rng vdi trdm l6n, gdy gi6m 16 rQt

n6ng dQ cortisol trong huy6t thanh. C6c trudng hgp mic hQi chrmg Cushing vd ric chti thuqng

th4n dd dugc ghi nhan. Cdn tr6nh ptrOi hqrp thu6c ndy tru kfii lqi ich ruqt hAn sU gia tdng nguy

co g{p phii t6c dgng kh6ng mong mu6n todn thdn cira glucocorticoid.

Trong mQt nghiOn cr?u quy m6 nho st dpng fluticasone propionate d4ng hit d nguoi tinh

nguyQn khoe mpnh, mQt thu5c ric chti CYP3A y6u hcrn ld ketoconazol ldm tdng 150%o n6ng dQ

fluticasone propionate sau mQt li6u hit. Di6u ndy ldm gi6m manh hon n6ng dQ cortisol trong

huy6t tuong so v6i khi dtng fluticasone propionate don dQc. Di0u tri tl6ng thoi ctng v6i c6c

thudc ric ch6 manh CYP3A kh6c nhu itraconazol ctng dugc dU do6n la lem ting n6ng dQ

fluticasone propionate toin thdn vd nguy co g4p phdi t6c dgng kh6ng mong mu6n todn thAn.

CAn th4n trgng vir n6u c6 th6, tranh dtng k6o dii fluticasone propionate ctng v6i c6c thu6c

nhu v4y.

Nghidn cuu cho th6y cdc thu6c ric ch6 cytochrom P450 3A4 ldm t6ng kh6ng dang kC

(erythromycin) vd tlng nhg (ketoconazol) n6ng dQ todn thdn cira fluticasone propionate mi
khdng ldm gi6m 16 rQt n6ng dQ cortisol trong huy6t thanh. Tuy nhiOn, cdn than trgng khi dtng
tl6ng thoi c6c thu6c ric chti cytochrom P450 3A4 (nhu ketoconazol) do ciic thu6c ndy c6 khd

nlng ldm tdng ndng d0 toan th6n ctra fluticasone propionate.

Tucrng ky cria thu6c:
Kh6ng 6p dsng.

Tric dgng kh6ng mong mu6n cria thu5c:
Crlc bii5n cO U6t lgi dugc Uet kC du6i <Idy theo hQ co quan vi tAn su6t.
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C5c mric tAn su6t duqc dfnh nghia nhu sau: rdthay gap (21/10), hay g[p (>l/100 vd <1/10), it
gip (21/1000 vd <1/100), hi0m gap (>1/10.000 vd <1/1000) vi r6t hitim gap (<1/10.000), ke

cd cdc biio c6o ri6ng 16. C6c bii5n c6 .6t hay g{p, hay gip vd it gap thuong dugc x6c dinh tt dt
liQu nghiOn criu l6m sdng. C6c bitin c6 hitim gap vi rAt hitim g?p thucrng dugc x6c dinh ttr de
liQu b6o c6o tr,r ph6t. Khi x6c dfnh mric tAn su6t cia bitin c6 b6t lgi, tdn su6t n6n o c6c nh6m

dtng gid dugc kh6ng dugc tinh d6n.

Tucrng tg nhu khi dtng c6c

ghi nh4n.

xit mfri kh6c, vi vd mtri kh6 chiu ctng v6i dau dd dugc

Tucrng tg nhu khi dung c6c thu6c xit mfii kh6c, tinh trang kh6 vi kich img mti, hgng cfing

nhu chAy m6u cam d6 dugc ghi nhan. Thring v6ch ngdn mfri cfing dd duo. c ghi nhfn khi sri

dpng corticosteroid xit mfii.

C6c titc dgng todn thAn cria mQt s6 corticosteroid xit mfii c6 thO xu6t hi6n, ddc biQt khi dung

lidu cao trong thdi gian ddi.

Thdng bdo ngay cho bdc sj hofic dwqc sj nhfrng phdn *ng cd hqi Sdp phdi khi sir dqtng

thu6c.

Qu6 li6u vi c6ch xfr tri:
Su dqng c6c mric li6u cao h<yn [Au d6 nghf trong thdi gian dii c6 th6 gdy ric chti t4m thdi chric

ndng thucr,ng thpn.

Chua c6 dfi liQu ve ann huong ctra thu6c trong trudng hqp qu6 liAu c6p ho4c m4n tinh. Su

dung fluticasone propionate d4ng xit mfli v6i li6u cao gdp 20 mn Ueu khcyi dAu dC nghf cho

ngucri lon (2 mg, ngdy 2 lan) trong 7 ngiy cho ngucri tinh nguyQn khoe manh kh6ng anh

huong d6n chfc ndng tryc du6i itdi-tuy6n yOn-thuqng thQn.

D{c tinh dugc lqc hgc:
Fluticasone propionate ld mQt glucocorticosteroid c6 ho4t tinh ch6ng vi6m manh bdng c6ch

t6c dr,rng th6ng qua thp th6 glucocorticoid. Tuy nhi6n, khi sti dgng trOn niOm m4c mfli v6i li6u
g6p t6i 4lAn li6u hdng ngiy dC nghi, thu6c kh6ng gdy tfuc dgng toan thdn vd it ho{c kh6ng gdy

ric ch6 tryc dudi dOi-tuy6n y6n-thuqng th?n.

Fluticasone propionate ldm gidm c6c ch6t trung gian gdy vi6m trong ci c6c phan img pha sdm
vd pha mu6n cria vi6m mfii di img.
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HC co quan Bi0n c6 bdt lqi TAn sudt

C6c phdn img qu6 m6n v6i c6c bi6u hi6n sau:

Cric phin img quan m6n tr6n da RAt hi6m gap

Phtr m4ch (chir y6u ld phu mdt vi phu hAu hqng) Rat hiCm gap

C6c tri6u chimg h6 hdp (co thdt ph6 quan) Rit hiOm g[p

Rdi lo4n hC mi6n dich

C6c phAn img phdn vQ RAt hi6m gflp

R6i lo4n hQ thdn kinh Dau ddu, vikh6 chfu, mti kh6 chiu Hay gap

R6i lo4n o mdt Gl6cdm, t6ng 6p lgc nQi nhAn, dpc thriy tinh thC

Cric bi6n c6 niy d6 dugc x6c dinh tir cilc b6o c6o

ty ph6t khi diAu tri dii ngey.

R6t hi6m g4p

ChAy m6u cam Rit hay g4p

Kh6 mfii, kich img mfii, kh6 heng, kich img
hqng.

Hay gap

Rdi lo4n h6 h6p, vtng
nguc vir trung th6t

Thring v6ch ngdn mfri R6t hi6m g4p
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ChO dg [Au 200 pg fluticasone propionate, ngdy mQt l6n la dt dC girip gi6m c6c triQu chimg

(dac biQt li nghgt mfli) trong thoi gian tor24 gitr.

D[c tinh duqc dQng hgc:
Hdp thu: Sau khi xft mti fluticasone propionate (200 cmg/ngdy), n6ng dg dinh trong huytit

tuong 0 trang th6i 6n dinh O mric kh6ng dinh luqne dugc tr€n hAu hi5t bQnh nhdn (< 0,01

ngiml.). Tri s6 Cmax coo nhAt gtri nh6n dugc la 0,017 nglmL. Mric d0 hAp thu tryc ti6p rv mfri

kh6ng d6ng kC do d0 tan trong nu6c th6p, phin lcrn liAu dtng cu6i cirng bi nu6t o miQng. Khi
dung theo duong u6ng, n6ng ttQ thu6c toin thdn ld <lyo do mric tlQ h6p thu th6p vd do qu6

trinh chuy6n h6a lAn dAu. Do d6, luqng thu6c duo. c hAp thu vdo tudn hoin chung ttr ci dudng
t'

xit mfri vir ducrng udng ctia li6u bf nu6t ld kh6ng dang k6.

Phdn b6: Fluticasone propionate c6 th6 tich phAn UO ton 6 tr4ng th6i 6n dinh (khonng 318 L).
Ti lC g6n protein huytit tuong d mric kh5 cao (91%).

Chuy€n h6a: Fh)ticasone propionate ducvc dio thii nhanh kh6i tuAn hodn, cht yiSu qua chuy6n

h6a o gan nho erLzym cytochrom P450 CYP3A4 thanh ch6t chuy6n h6a d4ng acid carboxylic
kh6ng c6 ho4t tinh. PhAn fluticasone propionate bi nu6t cf,ng trii qua chuy6n h6a lAn dAu d
mric dQ l6n. Cen th4n trgng khi dtng <I6ng thoi c6c thu5c ric ch6 CYP3A4 nhu ketoconazol vi
ritonavir do c6 nguy co ldm tdng n6ng tlQ toan thAn ctra fluticasone propionate.

Thdi tr*: TOc ttQ thai tru cira fluticasone propionate dung theo dudng tinh m4ch ld tuy6n tinh
trong khoing liOu 250 - 1000 mcg vd d{c tnmg b&i dq thanh thni huytlt tucrng cao (t6c dQ

thanh thai la 1,1 L/phtt). N6ng dO dinh trong huy6t tucrng gitm khoing 98% trong vdng 3-4
gio vd chi c6c mric ndng d0 th6p c6 thoi gian ban thii giai do4n cu6i k6o ddi 7,8 gid. D0 thanh

th6i qua thfn cua fluticasone propionate khdng d6ng kC (<O,2yo) vd du6i 5% dugc dio thdi
dudi d4ng ch6t chuyCn h6a acid carboxylic. Ducmg thai tru chinh ld ddo thii fluticasone

propionate vd cilc ch6t chuy,5n h6a cria thu5c vdo mft.

Quy cr{ch tl6ng gt6i:

HQp 1 lo 14,5 g chria 120 li0u xit.

Ditiu kiQn bf,o quin:
86o quin du6i 30oC, cv ncyi kh6 16o vir thoSng m6t.
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H4n ding:
24 thingk6 ttr ngdy sAn xu6t.

Ti6u chufln chdt lugng cira thu6c:

Nhd sAn *,r6t gCCS;.
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Sin xu6t tai Thd Nhi Ky b&i ccr so sin
Drogsan Ilaclari San. ve Tic. A.S.
Esenboga Merkez Mah. Cubuk Cad. No:31 Cubuk - Ankara - Turkey (Th6 Nhi Kj,)
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