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Rx
FLUNEX AQ

Dé xa tim tay tré em. Doc kj hwdng dén sic dung truée khi ding. Thuéc nay chi ding theo
don thuéc.

Thanh phin cong thirc thudc:

M3i liéu xit c6 chia:

- Thanh phan hoat chit: Fluticasone propionate 0,05 mg.

- Thanh phan ta duoc: Microcrystalline cellulose - Sodium carboxymethyl cellulose (Avicell
RC 591), dextrose, polysorbate 80, dung dich benzalkonium chloride (50%), disodium
hydrogen phosphate, citric acid monohydrate, nuéc cét.

N K
Dang bao che:
Hon dich xit m{ii mau trang.

Chi dinh:

Dé du phong va diéu tri viém mii di img ké ca di ing theo mua (hay fever) va tinh trang gdy
ra boi cac di nguyén & dudng ho hip nhu mat bui nha va vay 16ng dong vat.

Thudc nay ciing lam giam triéu chimg hit hoi, ngtra va sb miii, ngira va chay nu6c mit, nghet
miii va cac triéu ching lién quan dén khé chiu xoang mii.

Liéu dung, cich ding:

Chi dung theo dudng xit milii.

Ngudi I6m 18 tudi tro 1én:

Hai nhét xit mdi bén, ngay 1 l4n, tSt nht vao budi sang. Trong mdt sb truong hop, cb thé can
xit 2 nhat mdi bén, ngay 2 1an. Khi cac triéu chimg da dugc kiém soat, c6 thé dung lidu duy tri

1a 1 nhét xit mdi bén, ngay 1 1an. Néu cac triéu ching tai phét, c6 thé tang liéu theo mic do /
nghiém trong cua triéu chimg. Nén ding lidu thép nhét c6 thé duy tri kiém soat hidu qua cac [=

triéu chung.

Liéu hang ngay t&i da khong nén qua 4 nhat xit mdi bén.

Bénh nhén cao tudi:

C6 thé dung liéu thong thuong cho ngudi 16n.

Tré em dwéi 18 tudi:

Khong nén str dung cho tré em va thiéu nién duéi 18 tudi.

Viéc dy phong viém miii di ing can tién hanh trudce khi tiép xic v6i di nguyén. Pé thu duoc

hiéu qua diéu tri diy du, khuyén céo sir dung déu dan.

O mot sb ngudi, c6 thé can 3-4 ngay diéu tri lién tuc dé thu dugc tac dung dinh cta thude

(xem muc Pac tinh dugc luc hoc).

Lic k§ trude khi ding.

Trude khi str dung, can “mdi” lo thudc bing cach xit cho dén khi tao dugc su Ui
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Choéng chi dinh:
Qué mAn v&i bét ky thanh phan nao cua thude.

/

N\

N(\i’iﬁ/ R

= 1

YA\ @ \



Cinh b4o va thin trong khi dung thudc:

Nén ngimg diéu tri hodc tham khéo ¥ kién béc s§ néu cac triéu ching khong dugc cai thién
trong vong 7 ngay. Can hoi ¥ kién béac sy hodc duge sy néu cac triéu ching dugc cai thién
nhung khong dugc kiém soat thoa dang.

Khong nén dung thube nay trong hon 3 thang lién tuc ma khong hoi y kién béc s¥.

Mic du thude xit mii fluticason propionate s& kiém soat dugc viém miii di ung theo mua &
hau hét truong hop, viée tiép xtic qua mirc, bit thuong véi céc di nguyén mua he trong mot sb
truomg hop 6 thé doi hoi phai sir dung lidu phap bd sung thich hop.

Cén hoi y kién thy thudc trude khi dung thudc nay trong trudng hop:

« Str dung ddng thoi cac ché phdm khac chira corticosteroid nhu dang vién nén, kem, thubc
md, thudc didu tri hen phé quan, cac thudc xit miii hodic thuéc nhd mat/mii chia hoat chét
tuong tu.

« S6t hogc nhiém khudn khoang miii hoic xoang.

« Bi t6n thuong hozc phiu thuat mii gan day, hoic cac van dé voi loét & miii.

Nhiém khuan tai chd: nhim khuin dudng ho hip cn duge didu tri thich hop nhung khong bi
chdng chi dinh str dung fluticasone propionate dang xit miii.

Cén than trong khi cho bénh nhan ngimg diéu tri bing steroid theo dudng toan than cling nhu
khi bit diu dung fluticasone propionate dang xit miii, dic biét néu c6 bt ky 1y do nao nghi
ngo chirc nang thugng than ctia bénh nhén bi suy giam.

Piéu trj bang cac mirc liéu cao hon lidu dé nghi cia corticosteroid dang xit miii c6 thé gay tc
ché thuong than dang ké trén 14m sang. Néu c6 bing chig sir dung liéu cao hon lidu d& nghi,
nén can nhic dung bd sung corticosteroid theo dudng toan than trong cac giai doan stress hoic
phau thuat chon loc.

C6 thé xay ra twong tac rd rét giita fluticasone propionate va cic thudc wc ché manh hé
cytochrom P450 3A4 nhu ketoconazole va thubc trc ché protease nhur ritonavir va cobicistat.
Piéu nay c6 thé 1am ting ndng do toan than cua fluticason propionate.

Téc dung toan than cua corticosteroid dang xit miii co thé xuét hién, dic biét khi ding cac
muc lidu cao trong thodi gian dai. Cac tic dung nay it gap hon nhiéu so véi khi ding
corticosteroid theo dudmg udng va co thé thay ddi theo timg bénh nhan va giira cic ché pham
corticosteroid. Cac tac dung toan than c6 thé gip phai bao gdm hoi chimg Cushing, cic triéu
chung kiéu Cushing, trc ché thuong than, chdm tdng trudng & tré em va thiéu nién, duc thuy
tinh thé, glocom va hiém gap hon 1a mdt nhém céc tac dung vé tAm 1y hodc hanh vi bao gdbm
cudng tim than vén dong, rbi loan gidc ngy, lo 4u, trdm cam hodc gay hin (dic biét & tré em).
C6 thé ghi nhén rdi loan thi giac khi dung corticosteroid theo duong toan than hogc tai chd.
Néu bénh nhan ¢6 cac triéu ching nhung md mét hodic gip céc rdi loan thi giac khac, nén can
nhéc chuyén bénh nhan dén bac sy nhin khoa dé danh gia cic nguyén nhan c6 thé gdy ra tinh
trang nay, bao gdm duc thay tinh thé, glocdm hodc cac bénh hiém gé@p nhu bénh héc vong mac
trung tdm thanh dich. Cac tinh trang nay da dugc ghi nhéan sau khi str dung corticosteroid theo
duong toan than va tai chd.

Thubc c6 chira benzalkonium chloride, mdt chat c6 thé gay kich tmg hodic sung bén trong mili,
dic biét néu dung trong thoi gian dai. Sir dung thudc 1au ngay c6 thé giy phi niém mac mii.

Sir dung thudc cho phu nir ¢6 thai va cho con bii:

Chua c6 du bang chimg vé d an toan cta thudc & phu nit mang thai. Sir dung corticosteroid
cho dong vat mang thai c6 thé gdy ra cac bét thuong vé phat trién thai, bao gdm hd ham éch
va chdm phat trién trong tir cung. Do d6, c6 thé c6 nguy co rat thip gip phai cac tac dung
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khong mong mudn nhu vy & ngudi. Tuy nhién, cn luu ¥ ring nhitng thay dbi & thai dong vat
xuét hién khi nong do thude toan than tuong dbi cao trong khi sir dung thudc theo dudng xit
miii tryc tiép thuong cho ndng d6 thudc toan than rét thap.

Tuong tu nhu cac thude khac, viée str dung thude xit miii fluticasone propionate trong thoi ky
mang thai & ngudi doi héi 1oi ich ctia thude vugt trdi nhitng rii ro c6 thé géap phai.

Viéc tiét fluticasone propionate vao sita nguoi chua duge nghién ctiru. Khi sir dung fluticasone
propionate theo dudng tiém duéi da & chudt cho con b, ndng do thudc trong huyét tuong &
mtic ¢6 thé xac dinh duoc va fluticasone propionate duoc phét hién thdy trong sita. Tuy nhién,
khi dung theo dudng xit mili & cac loai linh trudng, khong phat hién thudc trong huyét tuong.
Do d6, it c6 kha ning thude s& duoc tim thiy trong sira khi dung trén ngudi. Khi thube xit mii
fluticasone propionate duge dung cho ngudi me cho con by, lgi ich diéu tri ciia thudc phai
vuot trdi nhimng rui ro tiém tang cho me va tré b me.

e > - A A > - re A < - ,
Anh hwéng cia thuoc 1én kha niing li xe, vin hanh may méc:
Chua c6 bang chirng vé anh hudng cta thudc 1én kha ning 14i xe, vAn hanh may méc.

Twong tic ciia thudc:

Trong cac truong hop binh thuong, ndng do fluticasone propionate trong huyét twong chi &
mtc thip sau khi dung liéu hit do chuyén hoa 14n du manh va thanh thai toan than cao nhé
cytochrome P450 3A4 & rudt va gan. Do d6, it c6 nguy co xay ra tuong tac thudc c6 ¥ nghia
lam sang giita cac thude khac véi fluticasone propionate.

Trong mot nghién ctru vé tuong tic thubc trén ngudi khée manh sir dung fluticasone
propionate, ritonavir (mdt thudc trc ché manh cytochrom P450 3A4) véi liéu 100 mg ngay 2
lan 1am ting nong do fluticasone propionate trong huyét tuong vai trim lan, gay giam rd rét
ndng do cortisol trong huyét thanh. Céc trudong hop mic hdi chimg Cushing va tc ché thugng
than da dugc ghi nhan. Can tranh phéi hop thube nay trir khi loi ich vuot hin su gia ting nguy
co gip phai tic dung khong mong mudn toan than cia glucocorticoid.

Trong mot nghién ctiru quy md nho st dung fluticasone propionate dang hit & ngudi tinh
nguyén khoe manh, mot thude e ché CYP3A yéu hon la ketoconazol 1am ting 150% ndng do
fluticasone propionate sau mot liéu hit. Piéu nay lam giam manh hon ndng d6 cortisol trong
huyét tuong so véi khi dung fluticasone propionate don doc. Diéu tri ddng thoi ciing véi cac
thudc trc ché manh CYP3A khéc nhu itraconazol ciing dugc du doan 1a 1am ting nong do
fluticasone propionate toan than va nguy co gép phai tic dung khong mong mubn toan than.
Can than trong va néu c6 thé, tranh ding kéo dai fluticasone propionate cling véi céc thude
nhu vay.

Nghién ctru cho thdy cac thuc e ché cytochrom P450 3A4 lam ting khong dang ké
(erythromycin) va tang nhe (ketoconazol) ndng d6 toan than cua fluticasone propionate ma
khong 1am giam 5 rét ndng do cortisol trong huyét thanh. Tuy nhién, can than trong khi dung
dong thoi cac thudc e ché cytochrom P450 3A4 (nhu ketoconazol) do céc thudc nay c6 kha
ning lam tang ndng dd toan than cla fluticasone propionate.

Twong ky cia thude:
Khong ap dung.

T4c dung khéng mong mudn cia thudc:
Céc bién cb bét loi dugc liét ké dudi day theo hé co quan va tan suat.
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Céc muc tan suét duge dinh nghia nhu sau: rat hay gap (>1/10), hay gip (>1/100 va <1/10), it
gdp (>1/1000 va <1/100), hiém gip (>1/10.000 va <1/1000) va rat hiém gap (<1/10.000), ké
ca céc bao cdo riéng 1é. Cac bién cb rat hay gip, hay gip va it gip thuong dugc x4c dinh tir dir
liéu nghién ctru 14m sang. Céc bién cb hiém gip va rit hiém gap thuong duoc xéc dinh tir dir
liéu bdo cdo tu phat. Khi xéc dinh muc tin suét cta bién cd bat loi, tAn suit nén & cac nhom
ding gia dugc khong duogc tinh dén.

H¢ co quan Bién ¢ bat loi Tén suét

R&i loan hé mién dich Céc phan (mg qua man véi cac biéu hién sau:
Céac phan tmg quan man trén da Rét hiém gap
Phit mach (chi yéu 1a phit mt va phit hdu hong) | Rat hiém gip
Céc triéu chimg hd hap (co thit phé quan) Rét hiém gap
Céc phan tng phan v¢ Rét hiém gap

Ri loan hé than kinh Pau déu, vi khé chiu, mui kho chiu Hay gap

Rdi loan & mat Glocodm, tang 4p luc ndi nhan, duc thay tinh thé | R4t hiém gap

Céc bién cb nay da duoc xac dinh tir cac bdo céo
tu phat khi diéu tri dai ngay.

R6i loan hd hip, ving | Chay mau cam Rét hay gip
nguc va trung that Khé miii, kich ung miii, khd hong, kich tng | Hay gép
hong.
Thung vach ngdn miii RAt hiém gap

Tuong tu nhu khi dung cac thudc xit mii khéc, vi va mui khé chiu cung véi dau dau da duge
ghi nhén.

Twong tu nhu khi ding cac thudc xit miii khéc, tinh trang khé va kich tmg miii, hong ciing
nhu chay mau cam da dugc ghi nhan. Thing vach ngan miii cling d3 dugc ghi nhan khi st
dung corticosteroid xit miii.

Céc tac dung toan than ctia mot s6 corticosteroid xit miii c6 thé xuét hién, dic biét khi dung
lidu cao trong thoi gian dai.

Théng bdo ngay cho bdc sy hodc dwoc sy nhitng phdn wrng co hai gdp phai khi sir dung
thuoc.

Qua liu va cach xir tri:

Str dung céc mic lidu cao hon liéu dé nghi trong thoi gian dai c6 thé gay e ché tam thoi chic
nang thugng than.

Chua c6 dir liéu vé anh huong cta thudc trong truong hop qua liéu cép hodc man tinh. Sir
dung fluticasone propionate dang xit miii v&i liéu cao gép 20 lan lidu khoi dau d& nghi cho
ngudi 16n (2 mg, ngay 2 lan) trong 7 ngay cho ngudi tinh nguyén khoe manh khong anh
huong dén chie nang truc dudi ddi-tuyén yén-thuong thén.

Pic tinh dwoe luce hoc:

Fluticasone propionate 1a mot glucocorticosteroid ¢ hoat tinh chéng viém manh bang cach
tac dung thong qua thu thé glucocorticoid. Tuy nhién, khi sir dung trén niém mac miii véi liéu
glp t6i 4 1an lidu hang ngay dé nghi, thudc khong gy tac dung toan than va it hodc khong gy
tic ché truc dudi ddi-tuyén yén-thuong than.

Fluticasone propionate lam giam céc chét trung gian gdy viém trong ca cac phan tmg pha sém
va pha mudn cia viém mii di ing.
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Ché d6 1iéu 200 pg fluticasone propionate, ngay mot 1an 1a du dé gitp giam cac tridu chimg
(dac biét 1a nghet miii) trong thoi gian tdi 24 gio.

Pic tinh dwgce dong hoc:

Hdp thu: Sau khi xit mii fluticasone propionate (200 cmg/ngdy), ndng d6 dinh trong huyét
twong & trang thai én dinh & muc khong dinh luong dugc trén hau hét bénh nhén (< 0,01
ng/mL). Tri s6 Cmax cao nhét ghi nhan dugc 14 0,017 ng/mL. Mirc d6 hép thu truc tiép & mii
khong déng k& do do tan trong nudc thip, phan 16n lidu dung cudi cing bi nudt & miéng. Khi
ding theo dudng udng, ndng do thude toan than 1a <1% do mirc do hap thu thdp va do qué
trinh chuyén hoa 1an dau. Do d6, lugng thudc duoc hip thu vao tudn hoan chung tir ca duong
xit miii va dudong ubng cua lidu bi nudt 1a khong déng ké.

Phdn bé: Fluticasone propionate c6 thé tich phan bd 1én & trang thai én dinh (khoang 318 L).
Ti 18 gén protein huyét tuong & mirc khé cao (91%).

Chuyén héa: Fluticasone propionate dugc dao thai nhanh khoi tudn hoan, chu yéu qua chuyén
héa & gan nhd enzym cytochrom P450 CYP3A4 thanh chét chuyén héa dang acid carboxylic
khong c6 hoat tinh. Phan fluticasone propionate bi nuét ciing trai qua chuyén hoa 1an dau &
murc d9 16n. Can than trong khi ding dong thoi cac thude trc ché CYP3A4 nhu ketoconazol va
ritonavir do ¢6 nguy co 1am ting ndng d6 toan than cia fluticasone propionate.

Thdi trir: Téc @9 thai trir cta fluticasone propionate dung theo dudng tinh mach 1a tuyén tinh
trong khoang liéu 250 - 1000 mcg va dic trung boi do thanh thai huyét twong cao (tbc do
thanh thai 1a 1,1 L/phut). Nong d6 dinh trong huyét trong giam khoang 98% trong vong 3-4
gi® va chi cac mirc ndng d6 thip c6 thoi gian ban thai giai doan cubi kéo dai 7,8 gio. Do thanh
thai qua than cua fluticasone propionate khong déng ké (<0,2%) va dudi 5% duogc dao thai
dudi dang chit chuyén hoa acid carboxylic. Pudng thai trir chinh 1a dao thai fluticasone
propionate va cac chét chuyén héa ciia thudc vao mat.

Quy cach déng géi:
Hop 1 lo 14,5 g chira 120 liéu xit.

Dieu ki¢én bdo quan:
Bao quan duéi 30°C, & noi kho rdo va thoang mat.

Han dung:
24 thang ké tir ngay san xuét.
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