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THUGC XIT MUl

MESECA

FLUTICASOME PROPIONATE

FLUTICASOMNE PROMONATE

Héop 1 lo 60 ligu Box of 1 bottle of 60 doses

Compositions.

Each 0.05 ml of spray conlains

50 meg of fluticasone propionate

Dosage form |

Chi dinh Nasal spray suspension

- Du phont

ong theo mu:
w@Enh nam

Indications
Prevention and treatment of
ranilis  and
xoang trong viém mi dj Ung - Controling symploms sinus pain
and pressure in allergic rhinitis

Dosage - Administration, con-
tra-indications, cautions, side
effects, other information
See in the package insert

Liéu ding va cach dung, chéng
chi dinh, tac dyng khéng mong E

Storage
Dry place, below 3F'C. protect from light

Specification: Manufacturer's

MESECA
MESECA

NASAL SPRAY - SUSPENSION

Rx-Thubc ban theo don
THUSC XIT MOI

SDK/ Visa No.:

DE XA TAM TAY TRE EM KEEP OUT OF REACH OF CHILDREN

DPOC KY HUPONG DAN SU DUNG CAREFULLY  READ THE
TRUOC KHI DUNG PACKAGE INSERT BEFORE USE

Manufactured by

@ MERAP

n Tap Dodn Mera| Merap Group Corporation
ang. 3 Ba Khe, Tan Tien, Van Giang. Hung Yen, Vietnam
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Rx-Thudc ban theo don
THUGC XIT MUI ®
FLUTICASONE PROPIONATE fi={ cOPH
t % a8
THANH PHAN ‘(-.j \ ”,\‘P 1318
M8i fidu 0,05 ml chira 50 mcg Auticason propionat. \\4 \. MERA

Té dugc: Microcrystaliin cellulose va natri carboxymethylcellulose, tween 80, d h)l\_/
phenylethyl alcahol, acid clohydric, nuéc cdt. G,

DANG BAO CHE: Hn dich xit mGi ANG- T
QUY CACH BONG GOI: Hip 01 chal 50 idu xit ————
MO TA: Thude xit mti MESECA 12 mt hdn dich trong nurérc chira linh thé siéu min fluticason propionat ding

tai ché trén niém mac mal bing cach xjt mai véd dyng cy bom phun dinh fiéu.

DIFQC LUC HOC
Co ché t4c dyng

F prop fa mét corti oid tdng hop cb nguyén tr fluor gén vao khung siercid. Co ché tac
dunguﬂacécoorllooslemiddimgmlmélasuphéihqpalrnhddtmmwd&qmmmw
tac dyng co mach, Tac dung cla thudc mét phiin do lién két vér thy thé stercid. Céc corticosteroid giam viém
bang cach lam &n dinh mang lysosom cla bach cdu, (rc ché tép trung ai thirc bo trong cac ving b viem,
gldm sy bém dinh ciia bach cdu véi néi mé mao mach, gidm tinh thim thanh mao mach, gidm cac thanh
phén b thé, déi khang tac dyng clia histamin va sy gid phéng kinin tir cic co chél, gidm 1ang sinh céc

nguyén bao sgi, gidm lang dong colagen va sau dé gidm lao thanh sec & mb. B
cacizmms‘tumid.dﬁcbi!tkacac:wﬂmmddoéﬂuoroéﬂcmwmwﬂﬂhﬂﬂﬁ'Whﬂnmﬂa L
va bigu bl.

Flut propionat 1a cor id diing tai ché cd 88 thanh thai qua gan buwdre dAu rit lan, ddn dén sinh /
kha dyng toan than rdt thdp. Didu dé 1am gidm nguy co tac dyng phu toan than sau khi diing thubc theo

dieirng hit, ngay cA khi hit vei lidu rt cao.

Didu trj vidm mi di tg quanh nam hodc theo mia:

Téc dyng cla fluticason propionat trang diéu tri viém mal d] fmg 14 do thubc am gidm gidi phing cic chat
trung gian gay viém, cac ch&t dé tao ra céc trigu chimg di (eng nhir ngira, hit hoi, chiy nudc mii va phi.
Ngun bénh phai sir dung thuéc theo khodng cach déu @an nhw huéng din vi hidu qua didu tr thy thudc vao
vigc sir dung thubc déu din.

Céc triéu chirng thusémg nhe bit trong viing 12 - 48 gir sau khi bat d3u ding thube, tuy nhién & mit s6 nguéi
S bénh phai tov 2 - 4 ngay sau méi dat dugc higu qua didu tri tdi da.

Cé thé cin phai didu tr thém bing ubng cac thubc khang histamin vaihodc ding tai ché thubc ching ngat
mii cho dén khi dat dwoc dép img 1am sang.

& mit s6 ngun bi viém mii dj (g theo miia hodc quanh ném, dic bidl nhirng ngui dang o bénh hen, co
thé cAn phai didu tri 8dng thai lién tyc véi corticosterold theo dirérng udng hodc hil qua ving miéng, thudc
gian phé quan, khang histamin, chéng ngat mdi 8& dat duge higu qud ti da.

Cé thé xdy ra gidm nhanh tac dyng chéing viém clia cac corticosteroid khi ding nhic lai mic dit chua duge
biét ré tAm quan trgng trén 1Am sang.

DU'Q'C BONG HOC

Hép thu trie tiép tir mai 14 khéng dang ké do 6 hoa tan trong nudc thp vé phiin Iém liéu thubdc thudmg bi
nuét. Sinh kha dung tuyét d8i duéng uéng cling khéng dang ké do két hop gira hip thu khong hoan todn
qua dudng tiéu héa va chuyén hoa lan ddu manh.

Lign két viri protein huyét trong & mive cao vira phéi (91%)

Fluticason propionat nhanh chéng bj logi khi tudn hoan chung, chil yéu duge chuyén héa tai gan thanh chit
chuydn héa khéng cé hoat tinh carboxylic acid, b CYP3A4 — mdt men clia hé cylochrome P45S0.

Thanh théi qua thén cia Fluticason propionat 4 khong dang ké. Buémg thai triy chinh 14 bai iét fluticason i
propional va cac chét chuyén hda cila nd theo dudng mat. P .
CHI BINH el §
- Di phéng va dibu tr] viem mal d] rng theo mia vA viém moi & img quanh nam '\—‘_
- Kidm sodt tddu chirng dau va eling xoang trong viém mii dj ung

LIEU DUNG VA CACH DUNG

Chn sir dyng thudng xuysn dé co duge higu qua didu tr ¢y 0. Béch nhan cAn dugce gidl thich riing cé thé —
hlguu qud cua thudc khéng xudt hign ngay do tae dung manh nhdlt chi cd thé dal diuge sau tir 3 dén 4 ngay 4
dieu trf. ]
Nguedd Iém tré em trén 12 tudl: Xl 2 2y vio mdi bén mai, 1 1dn mdi ngay, 18t nhél vao budl sang. Trong a
\rrémg hop e3n thidt: xit 2 18 vao mél ban mai, 2 An mi ngdy. Lidu 14 da mdi ngay khéng nén vurgt qua 4 0
liku cho mbi bén mai. B
Tré em tir 4 &8 12 twdl: Xit 1 ik vao mBi bén mai, 1 1n mBi ngay, tét nhit vao budl sang. Trong tnsong )
nop cAn thiét cd thé xit met nhat vao mdl bén mal, hai in mdi ngay. Liku tdi da mBi ngédy khtng nén vurel

qué 2 nhét xit mi bén mii. ;,‘P

Hudng diin st dung

Trurére khi bng xjt Meseca due siz dung ln g4y, dng thube phdl duge bom thude. LAc chai thudc va xit vao
khéng khi cho dién khi dpt duec dang xit dbng nhdt. Néu sau 24 gier mé ding libu tiép theo, fing thube phai
duge bom lal. LAn ndy chl cAn xit mét An vao khéng kni 13 ad.

(2/2%

1: H mii sach. Léc chai thube, Mé& ndp bdo v
2: CAm bng thubc théng huemg I6n 7
3: D8t dinh dng thudc vao 18 mii vé bom theo lidu chi dinh H [
Tuomg tir, bomn thubc vao bén mii kia
4: D4y nép bdo vé lai

Rira sach
Thuémg xuydn rira sach cAc b phén bing nhyra. M ndp bio vé va thdo phén déu xjt vao mii. Rira sach
céc phan biing nhira ndy trong nudc Am. D& cac phin bing nhiza khd hodn toan trong khéng khi treére khi

a8y nap lgi.

CHONG CHI DINH

Chéng chl dinh ding Mesaca viri nhirmg bénh nhan qua mén véri bt ky thanh phan nao ciia thude

THAN TRONG

Nhidm khudn tai chd: nhibm khudn duwomg mai cdn duge didu tr thich hop nhung Ady khang phdi 14 chéng
chi dinh ddc hidu trong didu tri véri futicason proplonat dang xit moi.
unmmmganhmnwumnnWMummmmmnmmmm
propionat dang xit mOi, dd¢ bigt néu co nghi ngd riing chirc ning thuong thin bi suy gidm.

D cb bao cdo vb twang te thubc ¢6 ¥ nghla 1am sing & nhng bénh nhin ding fluticason propionat va
mnwrdlnsinucumgmnumw-mwumqammmcmummw.mm
nén trnh ding ddng therl | prop! v Ir, trr khi Ign feh @ibu tri vurgn trdi 8o v nguy co tac
dyng phy toan than cia corticostarnid (xem phin Tuong tac)

Khi sir dung thudc phun nidm mac mai trong dlbu trf vidm mod
Nhomnwoln}dunnﬂuﬂmnptoplonuualmlnghol:lhmmﬂum&nmc.mdndnwnm
dhhiaumnewnmnmniammucmol.mmlmnimmlm.ahahmwaﬁmummw
ngudni bénh.

Nén lhant:&ngldli diing corticosteroid theo dudng hd hdp cho ngudi nhidm tao thé 4n hodc hoat ding &
dwrémg hé hap.

1 glucocorticaid trc ché qué trinh lanh vét thuang, nhimg ngudi vira mii bj lost vach mi, phiu thudt mai
hodc chdn thirong mai khéng nén siv dyng fiuticason propional cho aén khi lanh vét theong.

DA v trd em

Trd om 68 bj mwuwﬁnm-mw-mwngmnnnﬂ:wmmmmmmw
ty i dign tich mudﬂulnnmbﬂhﬂmﬂﬂuhﬂﬂuhmtﬁndmwmwmm.m
ungr.tn.Dovn,mlmmumwlmﬂamwmaﬁmmumuaﬁm.

PHY NO’ CO THAI VA CHO CON BU

Chura cb @Ay 8 bng chimg vi tinh an todn c0a thube khi ding cho phy nl mang thai. Trong nghidn cu
trmnacvut.mdungnmuivimimmhunasmmmmmmaﬂm
ghmnlnkhlucmnauongmnuunaluum;mnqmmammmummwmmw
than 14 81 thibu. Tuy nhign, gidng nhu cac thubc khic, sir dyng Meseca trong thal ky & ngudi co that cin
duge cAn nhic gitra Il Ich vi cée nguy co cé thé xily ra.

Vidc bal tidt luticason proplonat qua sira me chura duge nghién ciu Ning 85 trong huydt turong 1 thilp khi
sir dyng fluticason propionat theo Hdu Kkhuyén cdo,
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ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Fluticason propionat hdu nhir khiing géy dnh huding dén kha néng 14 ke va van hanh méy

TAC DUNG KHONG MONG MUON

Fluticason propionat It gdy e dung phy, nhumg nhir tht cé céc corticosteroid ding tai chd, thubc cb thd gay
qué mén hodc kich thich tal chd.

Thurérng gip, ADR > 1/100

Buéng ht hdp: Chédy méu cam, ndng rat mii, nudre mdi cd méu, viém hong, kich thich mi va ngat moi.
Khéc: Dau d4u, moi va vi gy kho chiu.

It giip, 1000 < ADR < 1/100

Durémg ht hp: Hat hol, chdy mi, khé mai, viém xoang, viém phé quan, foét mai, tdn therong vach moi.
Khac: Ching mit, bgnh b mét, v| khd chiu, budn ndn, ndn, ndl may day

Hiém gap, ADR < 1/1000

Buiémg ht hdp: Nhidm ndm Candida & mdi vaholic hong, co thit phé quan

Khéc: Byc thily tinh thd, gidcsm.

Théng béo cho biéc sf nhimg tic dung khdng mong mudn gip phal kbl stk dyung thude

TUONG TAC THUOC

&t &idu kibn binh thurémg, ndng a5 futicason propionat trong huydt trong rét thdp sau khi ding thude qua duimg
mai, do chuyén hda in ddu qua mirc va g6 thanh thai toan thin qua cytochrome P450 3A4 & rudt va gan lom.
Turong téc thuéic do viy kho xdy ra cb ¥ nghfa I&m sang gitra fluticason propionat véi céc thudc khac.

M@t nghién ciru vé trong téc thude & nhimg dbi trgng khde manh cho thiy ring ritonavir (mot chit (e ché
cytochrome P450 3A4 manh) c6 thé lam téng cao nbng df fluticason propionat trong huyét tang, din dén
giam 15 rét ndng d¢ cortisol trong huyét thanh. DA b béo céo vé twong téc thude ¢6 ¥ nghla 1am sang &
nhimg bénh nhan ding két hgp fluticason propionat dang xit mOi hofic dang hit v ritonavir din dén téc
dyng todn thén cda corticostercld bao gbm héi chirng Cushing va suy thirgng than. Do d6 nén tranh sir
dyng fluticason propionat va ritonavir dbng thér trir khi lod ich digu tri vuot tngi so véi nguy co tée dyng todn
than ciia corticosterold.

Céc nghién ciru chl ra rng cac chdt (e ché cytochrom P450 3A4 khac 18m tiing sip phoi nhim todn than
i fluticason khéng dang k& (nhu erythromycin) va nhe (nhu ketoconazole) ma khéng Jam gidm dang k&
néng 3 cortisol trong huyét thanh. Tuy nhign, cén thin trong khi ding phéi hop véi cac thube (e ché manh
cywdmNSOSM{viduksmmnamda)vinﬂkhénéngIérnl&ngss,rphainhiﬁm toan than vai fluticason

propionat.

QUA LIEU VA X7 TRI

Khéng cé sln dir libu vl dnh hurdmg ciia hign twong qud lidu cdp tinh hadic man tinh khi ding fulicason
propionat dang xit m0i, Ding liéu cao hon lidu d& nghi trang mét khodng thai gian dal cé thé din aén (rc ché
tam tha chire nang thdn, Véi nhirng bénh nhan nay, nén tiép tyc ding fluticason propionat & libu didu trj o6
higu qué 82 kidm sodt tiéu chirmg, chivc nang than s& héi phuc trong vai ngay v& cb thé durec theo dél bAng
% d&l"’h‘hﬁwu cortisol huyét trang.

Nori kho, duéd 30°C, trénh &nh sang
TIEU CHUAN CHAT LUONG \;\
Tiéu chudn co sé

HAN DUNG /
36 thang k& tir ngay sdn xult

BE XA TAM TAY TRE EM b

BOC KV HUONG DAN SUY DYNG TRUOC KHI DUNG

THUGC CHI DUNG THEO DON CUA BAC ST

Néu cn thém théng tin xin hol y klén bic s§

5an xudt bdi @ MERAP coue

Céng Ty C8 Phin Tép Doan Merap
B& Khé - Tan Tién - Van Giang - Hung Yén - Viét Nam

WWW.merapgroup.com
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