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Rx
. ;‘;‘ ’ﬂ_iXOTIDE@) NEBULES™
3_1 H 3 I.J Fluticason propionat
Thudc do :
o
TRINH BAY

FLIXOTIDE NEBULES ({dang éng nhira) danh cho khi dung, chira 0,5 mg fluticasen propionat
{min) dang hén dich trong 2 mi nurére mudi dém déng trueong.

T4 duge: polysorbat 20, sorbitan monolaurat, mononatri phosphat dihydrat, natri phosphal
dibasic dang khan, natri chlorid va nuéc pha tiém.

Dang bao ché: Hn dich hit khi dung.

Quy cdch déng goi: Cac 6ng nebule dugc dong thanh dai 5 éng nebule va dwoc boc trong Wi
nhém. Hop chira 2 tai, mitai co 1 dai 5 6ng nebule.

CHIi BINH
HEN PHE QUAN
FLIXOTIDE ¢6 tac dyung chdng viém rd rét & phai,

Thubc co tac dung gidm triéu chimg va cac con kich phat hen phé quan & nhirng bénh nhan da
diéu tri truedre d6 chi bang thubc gidn phé quéan hodc béng céc lidu phap dy phong khac.

Nhin chung, st dung thudc gisin phé quén tac dung nhanh cé thé Em nhe bét nhirng dot
©6 triéu chirng twong d6i ngdn, nhieng véi cac con hen phé quan ki t ko dél hon thi can
phai sir dung thém corticostercid cang sérm cang 16t dé kidm soat tin ;

«  Ngwdilén va thanh thidu nién trén 16 tudi

Biéu tri dw phong trong hen phé quédn ndng (nhing bénh nhan cdn didu b bdng corticosteroid
dang hit liéu cao hodc dang udng): -

Mhiéu bénh nhan dang phu thudc corticosteroid toan than d& kiém sodt trigu ching, khi ding
FLIXOTIDE dang hit ca thé gidm dang ké hodc khéng can ding corticosteroid udng nira.

Bidu tri cac con hen phé quén kich phét cdp tinh:

Liéu duy tri tiép theo cd thé thuan tién hom khi sir dung dang bt hodc hit dinh lidu didu ap.
»  Tréem va thanh thidu nién tir 4 dén 16 tubi

Biéu tr cdc con hen phé quan kich phét cip tnh:
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Liéu duy tri tiéqp theo cé thé thuan tisn hon khi s dung dang bit hodc hit dinh li&u didu &p.
LIEU LLPONG VA CACH DUNG

Mén cho bénh nhan biél bén chét cha vigc diéu t bang FLIXOTIDE dang hit 14 dir phdng va nén
hit thurérng xuyén ngay ¢ khi khéng cé triéu ching.

Nén diung FLIXQTIDE Nebules dudi dang khi dung tao bdi may phun khi dung bang khi (jet
nebuliser) theo hwdng dén cla thdy thubc. Do sy phan b clia thubc cé thé bj dnh hudng béi
nhidu yéu t& nén hay tham khdo hwéng dan cda nha san xudt vé thiét bi phun khi dung.

Moi chung khéng khuyén céo si dung FLIXOTIDE Nebules véi may khi dung bang siéu 8m
FLIXOTIDE danh cho khi dung, khéng dugc tiem,

FLIXOTIDE danh cho khi dung duge hit bing durérng migng va phai st dung dng ngam. Néu
cén sir dung mal na thi cé thé hit bing duwéng mii.

Cai thign 16i da tinh trang hen phé quan co thé dat dugc trong vong tir 4 dén 7 ngay sau khi bat
d&u ding thude. Tuy nhién, FLIXOTIDE dwoc chitng minh cé tac dung didu tri ngay 24 gitr sau
khi diing Lhube & nhirng bénh nhan chura tirng diéu i bing steroid dang hit.

Bénh nhan nén dén kham bac s7 ngay khi thay diéu tri bing thude gidin phé qudn téc dung ngén
trér nén kém hidu qua hodc phai hit nhiéu hon binh thudng.

Bé giup cho viéc si dyng mét lwgmg nhd hiin dich hodc néu can kéo dai thoi gian phan phai
thuéc thi ca thé pha loang hdn dich FLIXOTIDE ding cho khi dung véi nalri chlorid loai pha tigém
ngay treedre khi st dung.

Do nhiéu loai may khi dung hoat dgng trén nguyén téc dong khi lién tuc, co kha ndng thude khi
dung s& duge gidi phang vao mai treéng xung quanh, Do d8, nén siy dung FLIXOTI ebules
trong phéng cb thang khi tdt, nhit 13 & bénh vién khi c6 nhidu bénh nhan s dung m i dung —
cing mét le. e

HEN PHE QUAN

*  Nguwéd Ién va thanh thiéu nién trén 16 tubi
500 dén 2000 microgram x 2 lan/ngay.

«  Tré em vathanh thiéu nién tir 4 aén 16 tubi
1000 microgram x 2 [an/ngdy.

Né&n cho bénh nhan ding FLIXOTIDE khi dung voi liéu khii dau pht hop véi mike 46 ndng cla
bénh. Sau d6 nén diku chinh lidu cho dén khi kidm sodt duge bénh hode gidm dén lidu thip nhat
cd higu qué iy theo dap (rng cda trng bénh nhan,

Bé diéu tri con kich phat cap cha bénh hen phé quan, nén sir dung lidu 16i da kéo dai dén 7
ngay sau con kich phat.

Sau dé nén xem xét dé giam liéu.
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. Nhém bénh nhan dac biét
Khéng can didu chinh lidu & nhirng bénh nhan cao ludi hodc bénh nhan suy gan hoéc suy than.
CHONG CHIi BINH

Chéing chi dinh ding FLIXOTIDE Nebules & nhirng bénh nhan cé tién s qua min véi bat ky
thanh phan nao clia thubc

CANH BAO VA THAN TRONG

Tang sir dung cac chit chl van beta, 1ac dung ngén dang hit d& kiém soat triéu chimg hen phé
quan cho thay tinh trang kiém soat b&nh x4u di va khi d6 nén danh gia lai phac dé didu tri bénh
nhan.

Tinh trang kiém soat bénh hen phé quan xu di 46t ng6t hoac tién trién cé thé de dea tinh mang
bénh nhan do d6 nén cén nhac dé tang liéu corticosleroid. C& thé cén theo dai luu lwong dinh
hang ngay & nhirng bénh nhan dugc xem la c6 nguy co.

Co thé co nhirng tac dung toan than khi sir dung bat ky corticosteroid dang hit nao, dac biét khi
dung ligu cao trong théi gian dai; nhirng 1ac dung nay thuwéng it xuat hién hon nhigu so véi khi
dung corlicostercid dang udng (xem Qué fidu). Céc tac dung toan than co thé co bao gdm hai
chirng Cushing, céc biéu hién dang Cushing, (rc ché thirgng than, cham phat trién & 1rd em va
thanh thiéu nién, gidm mat dd khodng xwong, dyc thiy tinh thé va 1ang nhin &p. Do 46, didu
quan trong 14 nén dé liéu corticosteroid dang hil t&i liéu thdp nhat ma van duy tri kiém sodt hen
phé quén higu qua (xem Téc dyng khong mong mudn),

Nén kiém tra thudmg xuyén chiéu cao cha nhirng dira tré didu tri blng corticosteroid dang hit
trong thivi gian dal.

Do kha nang dap mg thugng than suy gidm, nén than trong dac biét va kiém tra chirc ndng vd
thueng than thuwdng xuyén & nhirng bénh nhan chuyén tir digu tri bing steroid dang ubng sang
FLIXOTIDE dang hit.

Sau khi bdl d4u dung FLIXOTIDE dang hit, cdn ngirng sir dung corticosteroid toan thas mat
cach 1 tir v bénh nhin nén mang theo tm thé cdnh bao steroid chi rd nhing tinh h cn—
ding didu tri bd sung trong cdc tnréng horp khian cap.

Nén lubn can nhic kha néing dap Gng thurgng than suy gidm trong cdc trudng hop cdp clru (bao
gbm ca phiu thudt), va cd trong cac truémg horp khdng khan clp co thé gay stress, ddc bigt &
bénh nhan ding liéu cao trong thén gian dai. Can nhic viéc didu tri bang corticosteroid bb sung
thich hop v bénh cénh 1am sang nhéat dinh (xem Qud héu).

Tuong tu thay thé didu trj steroid toan than bing dang hit c thé khéng con kiém soat tot duge
cac bénh dj (rmg khac phw viém mii dj tng hodic cham, ma cac tinh trang nay da dugc Kiém
sodt triréve 46 bling steroid toan than,

Khéng nén ngirng diéu tr bang FLIXOTIDE mét cch dét nadt.
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Cé rét it cac bao cao vé tac dung gay 1ang dwéng huyét (xem Tac dung khéng mong mudn) va
ditu ndy nén duwoe can nhiic khi didqu tr d&i véi nhirmg bénh nhan co tién sir dai thao duémg.

Clng nhu tat cd cac corticosteroid dang hit khac, nén than trong dic bigt & nhirng bénh nhén b
lac phéi thé hoat déng hodc thé yén lang.

Treng qua trinh st dung sau khi thube duge leu hanh, cé cac bo cdo vé trong tac ¢b ¥ nghia
l&m sang trén nhirng bénh nhan ding fluticason propionat va ritonavir, din dén cac tac dung
toan than cla corticostercid bao gém hdi chirng Cushing va (rc ché tuyén thweng than. Do vay,
nén tranh ding dﬁng théi fluticason propionat va ritonavir, trir khi lgd ich cla b&nh nhan virot trdi
nguy cor bj céc tac dyng phy toan than cla corticosteroid (xem phéﬂ Tuomyg féc).

Giding nhir thudc dang hit khac, co thit phé quan nghich 1y cé thé xult hién ciing vdi tang tinh
trang khé khé ngay sau khi ding thube. Nén didu tri ngay lap tire bing thube giln phé quin
dang hit tac dyng nhanh. Nén ngimg ding FLIXOTIDE Nebules ngay, danh gia bénh nhan va
didu tri thay thé néu cin thidt.

Khéng ding FLIXOTIDE Nebules don thuan dé lam giam iriéu chimg cia con co that phé quén
cdp, ma khi d6 clng can sir dung thudce gidn phé quan dang hit tae dung ngdn (nhu salbutamaol).
FLIXOTIDE Nebules dwgc sir dyng dé diéu trj thudmg xuyén hang ngay va la dibu irj khang viém
trong cac con kich phat cap cla bénh hen phé quan,

Cén kiém tra y té thrdng xuyén trong trudng hop hen phé quan nang do cb thé de doa tinh
mang. Co thé cin tang liéu corticosteroid dudi s giam sat khén cp cla bac sT khi cac triéu
chirng xu i g6t ngdt.

Khéng sir dyng FLIXOTIDE Nebules thay thé cho corticosteroid dang tiém hodc dang uéng trong
nhifng fnrérng hop cap cir,
Nhirng bénh nhan dang didu trj bang FLIXOTIDE khi dung phdi duge cdnh bao réng néu bénh

canh Iam sang xAu di d8t ngdt thi ho khéng dugc tang liéu hodc tang tin sudt st dung ma can
phdi di kham bénh.

Bénh nhan dugc khuyén sir dung FLIXOTIDE khi dung qua éng ngam dé tranh kha na da -
mit co thé xubl hién khi slr dung mat na khi dung lau dai

Khi sir dung mat na, nén bao vé ving da mat 'Iiép xlic véri thubc bﬁng kem hodc nra mat that
sach ngay sau khi s dung.

Mén gidm liéu mét cach tir tir khi 43 sir dyng FLIXOTIDE khi dung trong mgt thoi gian dai, khéng
gidm dgt ngdt trir Khi ¢ sy giam sat cla bac si.

TUONG TAC /

Trong nhirng digu kién binh thuémg, do chuyén héa bwéc dau kha nhiéu va dao thai toan than
cao qua trung gian cytochrom P450 3A4 tai rubt va gan nén nbng dé fluticason propionat trong
huyét twong dat duge thdp sau ligu hit. Do d6 it gép cac trong tac thubc c6 § nghifa trén 1am
sang qua trung gian fiuticason propicnat.
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Trong mol nghién ciru vé trong tac thubc & nhirng nguer khde manh cho thay ring ritonavir
(chét (rc ché manh cytochrom P450 3A4) oo thé gay tEng cao ndng 45 Auticason propionat rong
huyét tuong, két qua Ia gay gidm dang ké ndng d6 cortisol trong huyét thanh. Trong thii gian so
dung thudc sau khi duoc phép leu hanh, d3 cé bao cdo vé wong ac thube oo y nghia trén 1am
sang & nhirng bénh nhén ding fluticason propionat dang xit mii hodc dang hit va ritonavir dan
dén tac dung toan than ciia corticostercid bao gdm héi chirng Cushing va (¢ ché thuegng than
Do dé nén tranh ding déng thei flulicason propionat va ritonavir trir khi lod Tch digu i vweot trél
nguy cer 18c dung phy todn than cda corticostereid.

Cac nghién clru cho thiy rdng céc chét irc ché cytochrom P450 3A4 khac |am tang khéng dang
ké (erythromycin) va {8ng nhe (ketoconazol) phoi nhidm fiuticason propionat toan than mé khéng
Iam gidm dang ké ndng dé cortisol trong huyét thanh, Tuy nhién, nén thén trang khi sir dung keét
hop céc chat be ché manh cytochrom P450 3Ad (nhu ketoconazol) do tiém tang kha nang ting
phoi nhigm flulicason propionat toan than.

THAI KY VA CHO GON BU

Chuwra c6 cac nghién clru diy d0 va kidm soat té1 cla flulicason propionat & phy n@ mang thai,
Vin chura biét anh hwdng cla futicason propionat dbi wéi thai ky & ngudi. Nghign ciu vé kha
nang sinh sén & ddng vit chi thdy nhima tac dyng didn hinh cla glucocoricosteroid & mire phoi
nhi@m toan than Iém hom nhiéu so véi miec phai nhigm toan than khi ding liéu d& nghj d& diu trj
béng dang hit. Khéng thay khd nang gy dat bién trong nhirng thir nghiém gay a6t bién gen.

Tuy nhién, ciing nhw cac thude khac, chi nén cén nhac st dung flulicason propionat trong thal ky
khi lgi ich mang lai cho ngudi me vuot Irdi nguy co cd thé gay ra cho phai thai.

Chuira khado st v& khd nang bai tiét cla fluticason proplonat véo sira nguwol me. Sau khi tiém
durdri da fluticason propionat cho nhirng con chudt thi nghiém dang cheo con by, khi dinh lugong
duyc noéng d thudc trong huyél twong cling 13 lic phat hign duge flulicason propionat trong
sira. Tuy nhign, néng d6 trong huyéi tuong & nhitng bé&nh nhan sau khi ding fluticason
propionat dang hit v&i lidu dé nghj thuémg 14 thap.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY
FLIXOTIDE thuréing khéng gay ra énh hudng nay.
TAC DUNG KHONG MONG MUON

Céc tac dung khting mong mudn dugc ligt ké dudi day duoc phan loal theo cor qua ng cot
ihé v thn sudt gdp. Tan sudt gdp duoc chia thanh cac mirc dd: rél phé bién (21/10) D{bnéﬁ
(217100 dén <1/10), khong phd bién (21/1000 dén <1/100), hiém gap (21/10.000 dén <171000)
va rat hidm gép (<1/10,000) bac gbm cdc bao cdo ddc 1ap. Cac tac dyng khdng mong mudn it
phé bién, phé bién va khéng phd bién nhin chung dwoc xac dinh diga trén cac dir lléu thir
nghigm [am sang. Cac tac dung khong mong mudn hidm va rét higm nhin chung dwoe xéc dinh
tlr cc dir lidu dugc bao cao W phat trong qua trinh s dyng.

Nhigm khuén va nhiém ky sinh tring
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Ré&t phé bién: Nhigém ném candida & miéng va hong.

Nhiém n&m candida & miéng va hong (twa miéng) xuat hién & mdt vai bénh nhan. Co6 thé han
ché nhi@m nam béng cach slic miéng v&i nwdc ngay sau khi ding thude. Co thé diéu trj trigu
chirng nhim nam béng thudc chéng nam tai chd trong khi van tiép tuc diéu trj bing FLIXOTIDE.

Hiém gap: Nhi&m nam candida thye quan

R&I loan hé mién dich

D3 c6 bao céo vé nhirng phan (rng qua mén véi cac biéu hién sau:
Khéng phd bién: Cac phan (rng qua mén trén da.

Rét hiém: Phi mach (chd yéu 1a phit mat va miéng-hau), cac triéu chirng vé hé hap
(khé thé varhodc co thit phé quén) va cac phan (ng phan vé.

Réi loan ndl tiét
Cac anh hudéng toan than cé thé c6 bao gém (xem Cénh béo va Théan trong):

Rét hiém: Héi chirng Cushing, dau hiéu dang Cushing, (rc ché thurgng than, cham
phat trién, giam mat dd khoang xwong, duc thdy tinh thé, ting nhan ap.

Réi loan chuyén héa va dinh dwéng
Rét hiém: Tang duwdng huyét
R6i loan tam than

Rét hiém: Lo au, rdi loan gidc ngd va thay déi hanh vi bao goém tang hoat déng va
kich thich (chi yéu Ia & tré em).

RéI loan hé hép, 16ng ngwe va trung that
Phé bién: Khan tiéng

FLIXOTIDE dang hit c6 thé gay khan tiéng & mbt vai bénh nhan. Cé thé gidm bdt tac dung
khéng mong mubdn nay bang cach sic miéng véi nwéc ngay sau khi hit.

R4t hiém: Co thét phé quan nghich Iy (xem Cénh bdo va Than trong).
Réi loan da va mé duéi da
Pho bién: Cac vét tham tim (bam)

Théng béo cho bac si nhirng tac dung khéng mong mubn gép phai khi ding thu
QUA LIEU

Hit nhanh nhirng liéu FLIXOTIDE vwot quéa liéu G& nghj co thé din dén (rc ché tam théi chire
nang thuwong than. Khong can diéu tri cdp clru do chirc néng thugng than sé trd vé binh thwéng
sau mot vai ngay khi kiém tra bing dinh luong cortisol trong huyét twong. Tuy nhién, néu st
dung liéu cao hon liéu dé nghj trong théi gian dai co thé dan dén (rc ché thwgng than & mirc 6
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nao dd. C6 thé cin kiém tra dy tr thueng than. Trong trréng hop qua ligu FLIXOTIDE, cb thé
tiép tye diéu tri véi liéu phu hop dé kiém soat triéu chimg.

Nén theo ddi chat ché nhirng bénh nhén ding lieu cao hon liéu dé nghi va nén giam ligu tir tor,
DAC TiNH DUOC LY
Bac tinh duge luc hoc

FLIXOTIDE dugc sir dyung véi liéu khuyén cdo theo dudng hit co tac dung chong viém manh
theo kiéu glucocorticoid & phéi, dan dén gidm céc triéu chirng va cac con kich phat cia bénh
hen phé quan.

Bac tinh dwgrec dong hoc
Hép thu

Sinh kha dung tuyét déi cla fluticason propionat frong mbi dung cu hit cé sdn dugc woe tinh
nam trong khoang vé gitra cac gia tr dirgre ding hoc dang hit va dang tiém tinh mach. O nguéi
lén khée manh, sinh kha dung tuyét adi wéec tinh tuong Ung cho fluticasen propionat
Accuhaler/Diskus (7,8%), fluticason propionat Diskhaler (8,0%) va fluticason propionat Evohaler
(10,8%). O’ bénh nhan hen phé quédn hodc COPD (bénh phéi tic nghén man tinh), da quan sat
thay mirc dd phoi nhiém toan than it hon voi flulicasan propionat dang hit. Sy hép thu tean than
dién ra chii yéu & phdi va lic ddu x3y ra nhanh sau db kéo dai. Phén con lai cta liéu hit cé thé
duoe nudt nhung dong gop rat nhé vao phoi nhiém toan than do khé ndng tan trong nudc thap
va sir chuyén hoa trrdre khi hap thu toan than, din dén két qua |2 sinh khad dung theo dwéng
ubng chi dat dudi 1%. C6 si gia tang tuyén tinh murc phori nhigm toan than véi viée ting liéu hit

Phan phoi

Fluticason propionat ¢é thé tich phan bd Ién & gial doan on dinh (x&p xi 300 L). Su gan ket
protein huyét tirong cao vira phai (81%).

Chuyén héa

Fluticason propionat dwoc dao thai nhanh chéng khdi hé tudn hoan, chi yéu bang cach chuyén
héa thanh chét chuyén héa carboxylic acid khéng hoat tinh béi enzym CYP3A4 cia hé
cytochrom P450. Than trong khi sir dung dbng théi voi cac chat (ro che CYP3A4 da biét, vi co
kha nang t&ng phoi nhigm toan than véi fluticason propionat.

Thai triv

Sur thdi trir cla flulicason propionat duwoc dic trung béi dd thanh thai huyét I‘.I.!O'HE (1150
mliphat) va thévi gian ban thai cudl cung khodng B gie. B6 thanh thai & than cd ticason
propionat la khéng dang ké (< 0,2%) va dudi 5% dudi dang chat chuyén hoa.

DiF liéu an toan tién 1Am sing

Chi thay xuél hién doc linh dién hinh cla corticosteroid manh, va chi xuat hién khi ding véi
nhirng liéu virgt hon rat nhiéu so véi lidu didu tri duwge dé nghi. Khéng c6 anh hwéng méi ndo
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duoe ghi nhan trong céc thi nghiém dbe tinh liéu 1ap lai, cac nghién ciru v& kha nang sinh sdn
hedc cac nghién clu ve khé ndng gay quai thai. Flucalison propionat khéng gy 46t bién gen
trén ca in vitro va in vivo va khong co kha nang gay ung the & loai gam nham. Fluticason
propionat khing gay kich (rng va khong gay sy nhay cam & ding vat thi nghiém,

TINH TUONG KY
Chura durgre béo cao.
HAN DUNG
24 thang ké 1r ngay san xuat,
ing s i Mo i;
Khi lay nebule ra khdi tdi nhém, nén st dung trong vong 28 ngay.
Ong nebule d3 mé& nén st dung trong vong 12 gidr ké tir khi mé& ong.
THAN TRONG DAC BIET KHI BAO QUAN
FLIXOTIDE Nebules nén duoc bdo quan & nhiét db khéng qua 30°C.
Tranh swong gia va anh sang.
Khéng dé dong da.

Khi da lay nebule ra khéi 1Ui nhém, nén bao quan nebule tranh anh séng va sir dyng trong vang
28 ngay.

Bdo quéan cac 6ng nebule A3 mé trong 0 lanh va si dung trong véng 12 gity sau khi mé.
Gii thang ding.

HU'ONG DAN SUF DUNG/XLF LY

Huwéng dén sir dung FLIXOTIDE Nebules

Tham khdo hudng dan sir dung cla nha san xuét vé cach sir dung may khi dung,

Biéu quan trong & phai ddm bao thanh phén trong nebule duge trén déu trde khi dinga Trong
khi giir dng nebule ndm ngang theo nhan thube, bing nhe vao diu kia vai lan va lac. L W
tac ndy vai 1an cho i khi toan bd thude trong dng nebule duwoc tran déu.

Van déu trén clia éng nebule dé md 6ng.

Pha lodng

Pha losing v&i natri chlorid dé pha tiém néu can thiét.

Loai bé hén dich khong diing dén trong bau dung thude clia may khi dung.
Nén phun khi dung qua éng ngam duirng miéng.



https;//trungtamthuoc.com/

Néu phun khi dung qua mat na, nén béi kem dé bao vé da hoac rira mat that sach sau khi diéu
tri.

DE XA TAM TAY TRE EM
POC KY HPONG DAN SU’ DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

SAN XUAT BOI
GlaxoSmithKline Australia Pty Ltd

(]
@Siamﬁmlthmme

1061 Mountain Highway,

Boronia VIC 3155,

Australia

FLIXOTIDE Ia nhan hiéu thwong mai da dang ky cla GlaxoSmithKline gmw.
Duwa trén GDS31/IPI 08; ngay ban hanh A+ thﬁn_g ; 2013.
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PHO CUC TRUONG

uyin Vit Hing



