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THUGC XIT MOI NASAL SPRAY - SUSPENSION

EMESECA SECA

AZELASTINE HYCROCHL ORIDE - FLUTICAS ONE PROPIOHATE EESE. FLORICANGHE FROBONATE

Hop 1 lo 30 liéu Box of 1 bottle of 30 doses

Léc ky trwée khi ding

Thanh phan

Mai lidu xit 0,137 m|

Azelastine hydrochloride 137 pg
Fluticasone propionate 50 ug

Shake well before using

Azelastine hydrochloride 137 pg
Fluticasone propionate 50 pg
Dang bao ché: Hén dich xit mi Dosage form

3 5 = . Nasal spray suspension
Chi dinh, liéu ding va cach ding, pEYsHenss

chéng chi dinh, tic dung khéng
mong mudn, cac théng tin khac
Xem frong 1o huong dén sir dung thudc

Indications, dosage — Administra-
tion, contra-indications, cautions,
side effects, other information

See in the package insert

Bao quan
Noi khé. durér 30 °C. tranh anh sang

" elow 30 °C, protect from
trrc tig| g dong lanh

ect from freezing
Tiéu chuan:

SBK:

Specification: Manufacturer's

KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE
PACKAGE INSERT BEFORE USE

AZELASTINE HYDROCHLORIDE - FLUTICASONE PROPIONATE
AZELASTINE HYDROCHLORIDE - FLUTICASONE PROPIONATE

NASAL SPRAY - SUSPENSION

=MESECA

Rx-Thubc ban theo don
THUGC XIT MUI

Rx-Prescription drug

DE XA TAM TAY TRE EM

F R D0C KY HUONG DAN SUF DUNG
TRUO'C KHI DUNG
LSX:

NSX
HD

San xuat Manufactured by

I -
lu) MERAP c:our Y MERAP -+

N# MERAP
&= merapgroup.com

Rx-Thuoc ban theo don

THUGC XIT MOI Dé chai thang dimg, I ky frude khi su dung

EMESECA

ATEL ASTINE HYDROCHL ORIDE - FLUTICAS ONE PROPIONATE "i MERAP

Cang Ty C& Phin Tip Doan Merap

Hép 1 lo 30 Liéu
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Hép 1 Io 60 liéu Box of 1 bottle of 60 doses

Léc ky trwée khi dang

Thanh phin

M&i liéu xit 0.137 mi chia
Azelastine hydrochloride 137 Hg
Fluticasone prapionate 50 Mg

Shake well before using
Compositions

Each 0.137 ml of spray conlains
Azelastine hydrochloride 137 Mg
Fluticasone propionate 50 Hg
Dang bao ché: Hén dich xit mai Dosage form

3 e 5 Nasal spray suspension
Chi dinh, liéu ding va cach ding, spray pen

chéng chi dinh, tac dung khéng
mong muon, cac thang tin khac
Xem trong & hudng dén str dung thudc

Indications, dosage - Administra-
tion, contra-indications, cautions,
side effects, other information

See in the package insert

Bao quan

Neoi khd. dudi 30 °C. tranh 4nh sang
trirc tiép. Khong déng lanh

Storage
ow 30 °C, protect from
direct light, P: ct from freezing

ESECA

AZELASTINE HYDROGHLORIDE - FLUTICASONE PROPIONATE

Tiéu chuan: T¢

Specification: Manufacturer's
SBK:
KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE
PACKAGE INSERT BEFORE USE

AZELASTINE HYDROCHLORIDE - FLUTICASONE PROPIONATE

NASAL SPRAY - SUSPENSION

Rx-Thudc ban theo don
THUGC XIT MOI

MESECA

Rx-Prescription drug

DE XA TAM TAY TRE EM

BOC KY HUONG DAN SUf DUNG
TRUOC KHI DUNG
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San xuat Manufactured by
l@ MERAP: MERAP:

- Cong Ty (6 Phan Tap Doan Merap Merap Group Corporation
(a_!‘ MERAP . Tan Tién, Van Yen, Viét Nam Tan Tien Hung Yen, Vietnam
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_ Rx~Fhudebantea.don Hwémg din sir dung thuée cho bénh nhan

THUOC XIT MUI

=MESECA

AZELASTINE HYDROCHLORIDE -FLUTICASONE PROPIONATE

THUOC CHI DUNG THEO BON CUA BAC ST
DE XA TAM TAY TRE EM. DQC KY HU'ONG DAN SUP DUNG TRUFOC KHI DUNG
0 ngay cho béc sT hodic dwge sTnhirng tdc dung khdng mong muén gép phai khi sir dung thuéc

THANH PHAN

Mai lidu xit (0,137 mi) chira;
Azelastine hydrochloride ...
Fluticasone propionate ... .50 pg

Ta dugc: Phenylethyl alcohol, benzalkonium clorid, dinatri edetat, acid citric, natri citrat, tween 80, microcrystallin cellulose va natri
carboxymethyl cellulose, glycerin, propylen glycol, nuére cét

MO TA DANG BAO CHE

MESECA FORT I& hén dich xit mi. Mi lidu xit trong (rng 0,137 ml chira 137 g azelastine hydrachloride va 50 ug fluticasone propionate
QUY CACH BONG GOI

Hép 1 lo 30 1idu

Hép 1 lo 60 lidu

THUOC DUNG CHO BENH GIi?

Giam céc triéu chimg cta viém mii dj ing theo mua va viém mii quanh ndm & ngudi I6n va tré em tr 6 tdi tré 1&n, nhimg déi teong
cAn didu tri voi ca azelastine hydrochloride va fluticasone propionate

NEN DUNG THUOC NAY NHU THE NAO?

Bwong dung

Chi dung xit mai. Khéng xit thudc vao mét hoc miéng

Ligu diing: 1 liéu xit m3i bén mdi, 2 lAningay, vao budi sang va budi téi

Céch dung

Str dung thubc nay theo dung huéng dén clia béc sT

Léc ky trurdre khi ding

Truére khi sty dung 1An dBu tién phai xit bé cho dén khi xut hién swrong mit ddng nhét. Khi khong sty dung qua 14 ngay ké tir An sir dung
treére d6 thi nén loai b 1 lidu xit hodic dén khi thu droc strong mi déng nhét

Trénh xit thubc vao m&t. Néu xit vao mét, nra mat béng nudc trong it nhit 10 phat

1. Hi mdi sach

2. Mé& ndp bao vé

3. Cam o thuéc thing hudmg 1én

4. Gifr d4u thang ding, khong nghiéng d4u v& phia sau.

Dét dinh du xit ctia lo thudc vao 18 mui, 4n dAu xit theo hirémg mii tén
va bom theo lidu g3 chi dinh. Twomg ty vao bén mdi con lai

5. Lau sach d4u xit va day ndp bao vé

..137 pg

Vé sinh du xjt

M¢& np bao vé va théo phin dAu xit biing cdch nit thang. Rira sach d4u xit va nép bao vé véi nude m. DA khd hoan toan trong khdng
khi trurée khi 13p lai

KHI NAO KHONG NEN DUNG THUOC NAY?

Khéng iiéng MESECA FORT néu ban c6 tién st dj (rng v&i azelastine hydrochloride, fluticasone propicnate hodc bét ky thanh phan nao
cla thu

TAC DUNG KHONG MONG MUON

Gibng nh tAt ca cac loai thube, MESECA FORT c6 thd gy ra céc tac dung khéng mong mudn, mic du khéng phai t&t ca moi nguai ddu
gép phai céc Iriéu chirng nay, bao gbm:

Rét thudng gap (C6 thé nh hudng dén hon 1 trong 10 ngui st dung): Chay méu cam

Thueng gép (C6 thé dnh hudng dén 1 trong 10 ngudi st dung): Dau dhu, vi ding trong miéng dic biét khi nghiéng dAu v& phia sau khi
s(r dung thubc, nglri thdy mii kho chiu

It g&p (C6 thé anh huding dén 1 trong 100 ngudi s dung): Rat nhe bén trong miii, ¢ thé gay dau nhirc nhe, ngtra hoiic hit xi, mii khd,
ho, khé hong

Hiém gép (C6 thé dnh hudng dén 1 trong 1.000 ngudi st dung): Khd migng

RAt hiém g&p (C6 thé anh huding dén 1 trong 10.000 ngudr sty dung):

Chéng mét hodic budn ngli

Diéu tri dai ngay co thé géy duc thiy tinh thé, ting nhan &p hoac tang &p le mat, mét tAm nhin va/ hodc dé mét, dau mét

Nhiém nédm Candida & mii v&/ hoéc hang (xuAt hién mét Iép pht mau tréng trén lwdi, bén trong mi, mun nuée, cd vét loét hodc hoi thér -
cd mui...): Néu sz dung MESECA FORT trong vai thang hodc lau hon
Tn thurong da va niém mac trong mai, cam gidc mét méi, kiét stc hodc yéu, phat ban, ngira hoic @3, nét ngira phdng rép, co thit phé =
quén (thr kho khé, khé thé) 5l
Téc dung khéng mong muén toan than cd thé xay ra khi thubc dwoc stz dung & lidu cao trong mét théi gian dai. O trd em va thanh thiéu
nién tac dung phu nay co thé géy ra chirng cham phét trién. Trong nhirng trwdmg hop hiém hoi da ghi Nhan gidm mét dé xwong (lodng

xuomg), ndu st dung ther gian dai =
Huwéng din xie tri tac dung khéng mong muén: R
Hay néi chuyén véi bac si, dwoc sThoac y ta ndu ban gap phai bt ky tac dung khdng mong muén nao khi sir dung thubc, bao gdm cac v
tac dung khéng mong muén khéng duoc ligt ké trong t& hréng dan st dung nay
Théng bao cho béc si néu ban cam théy khéng khde - A
Néu xay ra kich (mg niém mac noi tiép xuc, khé niém mac mai hay phan (ng xung huyét niém mac thi nén ngirng str dung thuéc hoac ~
giam sé lan dung va théng béo cho bac st p
Nhiém ném Candida & mi v&/ hoic hong (xuét hién mét Iép phl mau tring trén i, bén trong mai, mun nwée, b vét loét hode hai the: -

c6 mui..) khi st dung MESECA FORT trong vai thang hoac lau hon: Ngung thudc, héi y kién béc sTdé cé huéng didu tri thich hop, ding
thuéc MESECA FORT dai ngay thi nén c6 kiém tra dinh ky nhi8m ném hoac déu hiéu khéc cla tac dung khéng mong mubn trén niém
mac mut

Hay dén co & y 1é ngay 1ap tre néu 6 bat ky triéu chirng nao sau day: Stng mét, méi, i hodc hong ma cb thé gay kho khan trong
viéc nudt thd, thér kho khé va 66t nhién bi phat ban da. Bay co thé |a d4u hidu cia mot phan (g di (ng nghiém trong. Xin leu y: Day la
triéu chimg rét hiém gap

Néu xay ra budn ngd, chéng mét, phai ngung sir dung thudc khi li xe, van hanh may méc

NEN TRANH DUNG NHI'NG THUOC HOAC THU'C PHAM G KHI DANG SIF DUNG THUOC NAY?

Ban nén thong bao cho bac sT hodc duge st nhirng thube ban dang ho#c vira st dung gn day, bao gbm cac thudc ké don, thudc khong
ké don va cac thube hodic thye phédm bd sung tir duorc ligu, vitamin, vi MESECA FORT ¢é thé anh hwdng dén téc dung cla thube khac
va nguoc lai nédu diing ddng thév, d4c biét 1a:

Céc loai @8 udng cb cbn hodc ding cac thube khac ¢ kha nang gay bubn ngl (nhr thube cam lanh, thubc di img hoiic thuée an than,
thube gidm dau, thude ngd, thude gidn co, thubc didu tri ddng kinh, thudc didu tri trdm cam, lo &u), vi dung chung véi MESECA FORT c6
thé Iam cho tinh trang budn ngd thém t3i t& hon;

Tranh dung chung MESECA FORT véi cac thube khac nhu thudc tri ndm (ketoconazol) ho3ic thube khang virus (ritonavir)

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC?

Néu ban quén mét lidu thude, ding ngay khi nhé ra hodic bd qua lidu g4 quén néu gin sét thdi gian st dung lidu k& tiép. Khéng st dung
g4p d6i lidu thube d& bl cho lidu da quén

Néu con ban khoan hay héi y kién bac sT hodc duoc s

BAO QUAN: Noi khd, duréi 30°C, trdnh dnh séng tryc liép. Khong déng lanh

Khéng nén wi bé thubc vao nirée thai hay réc sinh hoat

Hoi y kién duroe sT cach b thube khéng st dung niva, Nhiing bién phép ndy s& giup bao v& méi trvamg y
NHUPNG DAU HIEU HOAC TRIEU CHUIPNG KHI DUNG THUOC QUA LIEU RO
Viée st dung lidu cao hon lidu diing trong mat théi gian dai c6 thé din t&i viéc tam thei (e ché chike nang thirong than gy ra céc triéu
chimg nhu: Gidm ¢an, mét moi, yéu co, lvong dudng trong mau thap, thém mudi, dau khorp, trdm cam va lam den da ... Néu ban phai
dung thuéc MESECA FORT dai ngay thi nén lu y cac triéu chirng nay

Dura trén két qua thi nghiém trén ddng vat, trong tredmg hop diing qua lidu khi vé tinh nuét nham thuéc MESECA FORT, cb thé xay ra réi
loan than kinh trung wromg (bao gbm budn ngd, I n, hén mé, nhip tim nhanh va ha huyét 4p)
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CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO

Trwérng hop xit qué lidu hodc dung dai ngay, nén hoi y kidn béc sT, duoe sT

Néu vé tinh ubng phai MESECA FORT, dc biét fa tré em, hay lién hé véi bac sT hosic dén trung tam v t& ngay Ip tirc

THAN TRONG KHI DUNG THUOC

N6i chuyén véi bc sT hodc duoc si cia ban trede khi str dung MESECA FORT néu:

Ban da c6 ph&u thuat mdi trong théi gian gn day

Ban bj nhi&m tring & mdi. Nhiém tring dwdmg miii nén duoe didu tri béng thube khang khuan hoc khang ném. Néu ban duee cho ding
thubc a& didu tri nhigm tring duéng mai ban co thé tiép tuc stk dung MESECA FORT dé didu tri di (ing

Ban c6 bénh lao hozc nhim triing khéng duwec didu tri

Ban cb thay déi v thi liyc holic 4 tign sir gia téng 4p Iwc mét, tang nhan &p va/ hodic duc thly tinh thé, ban s& dugc gidm sét chit ché
trong khi sir dung MESECA FORT

Ban bj suy gidm chirc nang thugng than. C4n than khi chuyén tir didu tri steroid toan than sang xjt mii bing MESECA FORT

Ban bj bénh gan nghiém trong, nguy co bi cdc phan (ng phu toan than Ia cao

Trong nhirng trrdmg hop nay bac st sé quyét dinh xem ban c6 thé sir dung MESECA FORT hay khong

Bidu quan trong 1a ban phai ding dung lidu hosc theo s tu van clia bac sT

Viéc st dung liéu cao hon lidu ding trong mét théi gian dai co thé dan ti viec tam thoi (ke ché chive nang thwong than gay ra cac tridu
chirng nhu: Gidm can, mét mai, yéu co, luong duéng trong méu thép, thém mudi, dau khop, trdm cdm va 1am den da ... Néu ban phai
dung thubc MESECA FORT déi ngay thi nén luu ¥ cac triéu chirng nay, d& tranh bi (e chéd throng than, bac si sé khuyén ban ding liéu
th&p nhét d& hiéu qua kiém soét cac triéu chirng viém mii duoe duy tri

Néu st dung MESECA FORT trong vai thang hodc lau hom nén cé kidm tra dinh ky nhigm ném Candida hodc dAu hidu khac cia tac dung
khéng mong muén trén niém mac mdi

Tré em va thanh thiéu nién dlng thudc dai ngay cé thé phat tridn cham hon. Bac i s& kidm tra chidu cao clia tré em thudng xuyén va
@am bao duge dung lidu hidu qua thip nhét cé thé

MESECA FORT chira benzalkonium clorid: C6 thé gay kich (rng niém mac mii, co thit phé quan (khé the, ther kho kha...)

Théng bao cho béac sTnéu ban cdm thdy khé chiu khi str dung thubc

Nén st dung than trong thude xit mi MESECA FORT khi l4i xe hodc van hanh may méc

Nén str dung than trong thudc xit mii MESECA FORT v&i db ubng cb cdn hodic cac thubc khéc (nhie thude cam lanh, thube di (g hodc
thudc an thén, thuéc gidm dau c chét gy mé, thube ngd, thude gian co, thube didu tri dong kinh, thudc didu tri trdm cam, lo au) vi co thé
lam gidm su tinh tdo va suy gidm thém heat déng clia hé than kinh trung wong

SUF DUNG CHO PHU NO* CO THAI VA PHUY NUF CHO CON BU

Chua cé nghién clru day dU va dugc kim sodt t6t viéc st dung thudc xit mii azelastine hydrochloride va fluticasone propionate trén phu
nt c6 thai, chi dung MESECA FORT trén phu nir c6 thai khi loi ich didu trj virot tréi hon kha néing nguy co 1én thai nhi

Chwa duoc biét chidc MESECA FORT c6 dugc bai tiét vao sira me hay khong. B vi nhidu loai thuéc cé thé qua stza me, nén than trong
khi ding MESECA FORT cho phu nir dang cho con bu

ANH HPONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

S{r dung MESECA FORT c6 thé gay ra bubn ngti va chéng méit & mot sé ngui. Knhang Iai xe, sir dung may méc hodc thure hién bét cir
hoat déng nao néu bj tac dung khéng mong mudn trén, cho dén khi ban chac chén cb thé thuce hién cac hoat dong nay mét céch an toan
KHI NAO CAN THAM VAN BAC SI, DUQC si

Gap phai bét ci¥ tac dung khéng mong muén nao khi st dung thuéc (Xem phan TAC DYNG KHONG MONG MUON)

Néu dang ding thubc d& didu tri HIV nhe ritonavir hodic thubc didu trj ndm nh ketoconazol, fluconazole, itraconazole

Phu nir mang thai hoac di dinh ¢ thai va cho con ba

Céc v&n dé g&p phéi durgc néu & myuc “THAN TRONG KHI DUNG THUOC”

Néu cdn thém thong tin xin hoi y kién béc si hodc duoe si

TIEU CHUAN: Tidu chudn co s&r

HAN SUF DUNG: 24 thang ké tir ngay san xuét

Ngay xem xét sira doi, c8p nhét lai ni dung huodng din sir dung thubc:

San xuat béi MERAP crour

Cong Ty C8 Phian Tap Doan Merap
Tan Tién - Van Giang - Hung Yén - Viét Nam
WWw.merapgroup.com
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Hirérng diin sir dyng thubc cho can by y té Hwéng din st dyng thubc cho can bd y té

THUGC XIT MUI

sMESECA

AZELASTINE HYDROCHLORIDE - FLUTICASONE PROPIONATE

THANH PHAN
M3i lidu xit (0,137 ml) chira:
Azelastin hydrochlorid ...

137 pg
Fluticason propionat ............. 50 pg
T duge: Phenylethyl alcohol, benzalkonium clorid, dinatri edetat, acid citric, natri citrat, tween 80, microcrystallin cellulose va natri carboxyme-
thyl cellulose, glycerin, propylen glycol, nuée cAt
DANG BAO CHE: H&n dich xit mdi
CAC DAC DIEM DUQC LY
Durere lre hoc
Nhém duror Iy tri liéu: Thuéc lam théng mii va cac san phdm khéc dung tai chd & mii, phéi hop corticosteroids va futicasone
M3 ATC: RO1ADS8
Corché téc dung
MESECA FORT chira azelastine hydrocortisone va fluticasone propionate. Mi thanh phéin ¢ co' ché téc dung khac nhau va tao téc dung
higp dbng dé cdi thién cac triéu chirng clia viém mdi va viém gidc mac di ing
icasone proj
Fluticasone propionate & mét dAn xult trifluorinated corticosteroid tdng horp c6 4i I rt cao déi véi cac thu thé glucocorticoid va cb tac dung
khéa'ng viém manh, tac dung manh hon 3-5 14n dexamethasone trong thir nghiém trén thu thé glucocorticoid vé tinh cla ngudi gbm lién két va
biéu hién gen

Azelastine hydrochloride
Azelastine, mot dan xu&t cia phthalazinone, duroc phin loai & hop chét chéng di img kéo dai, ¢ hoat tinh déi khéng chon loc H1, dndinhté
bao mast va &3¢ tinh khéng viem. D lidu tién [am sang va trong cac nghién ciru in vitro cho thy azelastine trc ché sy 18ng hop hodc gidi
phéng ctia cAc chat trung gian hoa hoc duoc biét dé duoc tham gia vao cac phan (ng di (rng giai doan sém va mudn, nhur leukolrienes,
histamin, yéu té tiéu ciu kich hoat (PAF) va serotonin
Sau 15 phit dung thube cho két qua gidm céc triéu ching di (ing mai

8n dich xit m{i chira azelastine hydrochlor uticasone ionate
Trong 4 nghién clru [am sang & ngudi 1ém va thanh thieu nién bi viém mi di &ng st dung hdn dich xit mdi chira azelastine hydrochloride va
fluticasone propionate lidu 1 lidu xit m&i bén mdi, 2 14n/ ngay cc triéu chirng viém mui (bao gbm: chay nwére mii, nghet mai, hit hoi va nglra
mi) duoc cdi thign dang ké so v&i gid duoc, don tr liéu azelastine hydrochloride va fiuticasone propionate, Thubc cai thién dang k& céc triéu
chimg & mét (bao gdm ngira, chay nudre mal va 36 mét) va chit luong cude sbng clia bénh nhan trong t4t ca 4 nghién ciru
Khi so sanh voi mét thude xit mdi fluticasone propionate trén thi tneéng, hén dich xit mi chira azelastine hydrechloride va fluticasone
propicnate cai thién triéu chirng déng ké (gidm 50% triéu chirng mdrc dd nghiém trong & mii), va dat duoc két qua sém déng ké (sém hom it
nhat 3 ngay). Hiéu qua vurot trdi cia hén dich xit mai chira azelastine hydrochloride va fluticasone propionate so v&i fluticasone propionate xit
mii duoc duy tri trong sudt nghién ciru kéo dai mot nam & nhing bénh nhan viém mdi man tinh, di (g dai dang va viém mdi van mach/
khéng di ung
Dirorc ddng hoc
Hép thu
Sau khi ding hdn dich xit mii chira azelastine hydrochloride va fluticasone propionate 2 lidu xit m&i bén mai (1dng lidu 548 pg azelastine
hydrochloride va 200 pg fluticasone propionate), néng dé dinh trong huyét trong (C__ ) clia azelastine 1a 194,5 + 74,4 pgiml va fluticasone la
10,3 + 3,9 pg/ml: dién tich duéi dudmg cong (AUC) trung binh clia azelastine |a 42 174 2618 pg*h/ml va 97,7 + 43,1 pg+h/ml cho fiuticasone.
Thén gian trung binh @& dat dwoc ndng do dinh (t,..) tir mét liéu duy nhét 2 0,5 gie cho azelastine va 1,0 gid cho fluticasone
Sinh kha dung toan than cua fluticasone trong hon dich xit (chira azelastine hydrochloride va fluticasone propionate) cao hom khoang 50% so
véi dom tri liéu fluticasone propionate xit mdi. Sinh kha dung toan than clia azelastine tlr dang hén dich xit mi phéi hop fiuticasone propionate
va azelastine hydrochoride) 1a trong duwong véi don tri liéu azelastine hydrochleride. Khong ©6 bang chirng ve trong tac duoc dong hoc gilra
azelastine hydrochloride va fluticasone propionate
Phén bo
Fluticasone propionate cé thé tich phan bé 16m, & trang thai n dinh (khong 318 Iit). Lién két véi protein huyét twong trung binh khodng 91%
Thé tich phan bé clia azelastine 1on, phan bé chi yéu vao cc mé ngoai vi. Lién két véi protein huyét tirong khodng 80-90%. Ngodi ra, ca
fluticasone propionale va azelastine hydrochloride déu 6 gidi han diéu tri réng. Do d6, cac tuong tac thé thudc 1a kho xdy ra
Bién dbi sinh hoc
Fluticasane propionate chuy&n héa nhanh chéng khéi hé tun hoan, chi yéu qua con dirdmg chuyén hoa & gan bdi cytochrome P450 enzym
CYP3A4 tao ra chél chuyén hoa axit cacboxylic khdng hoat tinh. Phén fiuticasone propionate bi nuét 13 ddi twgng chiu chuyén héa buéde mét
mé rang. Azelastine duoc chuyén hoa thanh N-desmethylazelastine qua cac isoenzymes CYP khac nhau, cht yéu la CYP3A4, CYP2D6 va
CYP2C19
Thai trir )
Téc d6 thai trir cla fluticasone propicnate sau khi tiém tinh mach & tuyén tinh trong khoang lidu 250-1000 pg va dugc dic tnyng bdi dd thanh
thai huyét twong cao (CI = 1,1 Uphdt). Néng g6 dinh trong huyét trong gidm khoang 98% trong véng 3-4 gi¢r va c6 théi gian ban thaila 7.8
gir. DG thanh thai than cda fluticasone propionate |a khdng dang ké (<0,2%) va chét chuyén hoa axit cacboxylic 14 it hon 5%. Fluticasone
propionate va cac chat chuyén hoa thai trir chinh qua mét
Sau khi diing don lidu azelastine hydrochloride thvi gian ban théi clia azelastine va chét chuyén héa N-desmethylazelastine [An Ieot la khoang
20-25 gitr va 45 gi¢r. Azelastine hydrochloride bai tiét chi yéu qua phan. Sy bai tiét duy tri mét lugng nhd lidu thuéc tim thdy trong phéan cho
théy chu trinh chuyén héa gan ruct cé thé xéy ra
QUY CACH BONG GOI: Hop 1 lo 30 liéu; Hop 1 1o 60 liéu
CHI BINH
Giam cac lriéu ching cla viém mii di (ng theo mia va viém mai quanh nam & ngudi Ion va tré em tr 6 tudi tréy 1én, nhirng déi tromg can
didu tri v&ri ca azelastine hydrochloride va fluticasone propionate
LIEU DUNG VA CACH DUNG
Buéng ding .
Chi dung xit mii. Khang xit thudc vao mét hosic mién:
Lidu ding: 1 liu xit m&i bén mdi, 2 Ar/ngdy, vao bu%i sang va budi téi
Céch dang
Lc ky trurdre khi duing
Truére khi st dung 1An dAu tién phai xit bé cho aén khi xudt hién swomg mis ddng nhal. Khi knong sty dung qua 14 ngay ké 1(r 1An str dung trudc
6 thi nén loai b 1 liéu xit hoac dé&n khi thu duec suang mu déng nhét
Tranh xit thubc vao mét. Néu xit vao mat, nira mét bing nuéc trong it nhét 10 phit
1. Hi mdi sach
2. Mé& nép bao vé
3. Cam lo thubc thdng huéng 1én
4. Gitr dAu thang dirng, khdng nghidng ddu vé phia sau.
it dinh dhu xit clia lo thudc vao 15 mi, &n du xit theo hirdng mdi tén
va bom theo lidu ¢a chi dinh. Twong ty vao bén mdi con lai
5. Lau sach du xit va day nép bao vé
Vé sinh dAu xjt
Mo np bio vé va théo phan déu xit bing cach nit thng. Rira sach dAu xit va nép bao vé voi nude 4m, D& khd hoan ton trong khéng khi
trudre khi 1p lai
CHONG CHI BINH
MESECA FORT chéng chi dinh cho ngudi bénh cb tién sir dj (png voi azelastine hydrochloride, fluticasone propionate hoic bét ky thanh phén
néo clia thubc =
THAN TRONG KHI DUNG THUOC
Tinh trang budn ngti trong céc hoat ddng yéu ciu tinh tao tinh than: Trong cac thi nghiém lam sang, budn ngti duoc béo céo xult hién & mét
sé& bénh nhan Gidu tri véi hén dich thudc, vi vay nén s dyng than trong thubc xjt mdi MESECA FORT khi |&i xe hodc van hanh may méc. Nén
{rénh str dung déng thor thubc xit mGi MESECA FORT véi 86 uéng c6 cbn hodic cac thubc (e ché hé thén kinh trung wong khac (nhur thuéc
cam lanh, thuéc di trng hoac thudc an than, thube gidm dau c6 chét gay mé, thube ngd, thubc giéin co, thube didu tri dong kinh, thudc didu tri
trAm cam, lo au) vi co thé 1am gidm sy tinh t30 va suy gidm thém hoat déng clia hé thén kinh trung wong
Str dung dbng thei véi thube khang histamin duong udng cé kha néng dan dén tac dung cé hai nghiém trong & tré em. Thubc nén dé xa tm
tay voi clia tré em
Kni thi nghiém 1am sang trong théi gian 2-52 tudn, chay mau cam xuét hién thuéng xuyén hon & nhimg bénh nhan didu trj hén dich thube
50 v&i nhirng ngurdi dung gia duoc. Céc trudng hop loét mii va thing vach ngan mdi da duoc béo céo & nhirng bénh nhan khi s dung cac
ché phém xit mdi chira corticosteroid. Tuy nhién, kndng cé tnréng hop loét mii hodic thiing véch mi dugc bao céo trong thir nghiém lam sang
véi hén dich thudc chira azelastine hydrochloride va fluticasone propionate. Vi corticosteroid (rc ché qua trinh lam lanh vét thuong, nhirng
ngudr vira méi bi loét mii, phéu thuét mdi hodc chén thirong mii khéng nén str dung MESECA FORT cho dén khi lanh vét thurong
Trong cac thir nghiém 1&m sang véi fluticasone propionate dung dwdng mdi, sur phét trién clia nhidm Candida albicans tai ch & mdi va hong
da xay ra. Khi c& nhim tring phét trién, cin &p dung bién phégr?éu tri tai chd phis hep va ngung didu tri véi MESECA FORT. Bénh nhan sir
dgr? MESECA FORT trong vai thang ho&c I&u hon nén cé kiém tra dinh ky nhim Candida hodc déu hiéu khac clia tic dung khéng mong
muén trén niém mac mai
Corticosteroid dang xit mdi va hit cé thé din dén sy phét trién cia bénh tang nhan &p va/ hodic duc thy tinh thé. Do @6, cin gidm sat chit ché
& nhivng bénh nhan o sur thay i thm nhin hoiic ¢ tién st ting nhan &p, bénh tang nhan ap, val hodc duc thiy tinh th
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Nén than trong khi ding corticosteraid cho ngudi nhiém lao thé &n hoac thé hoat déng & dwémg hé hép; khéng didu tri khi nhiém tring ném
hoac vi khuan tai chd hosc toan than; nhidm virus hodc ky sinh tring toan than, nhiém herpes simplex mét vi nhirng tiém n x4u di cia cac
bénh nhiém tring

Khi thube xit mi chira steroid dwoe st dung & mirc lidu cao hon so vai lidu khuyén céo hodic & nhivng ngudi nhay cam véi lidu Ivong khuyén
cao, tac dung corticosteroid toan than nhr ting ndng vo thueng than va tre ché tuyén thuong than cé thé xuét hién. Néu truéng hop nhie vay
X3y ra, lidu lrong cia MESECA FORT nén giam tir tir, phi hop quy trinh clia viéc ngung didu tri corticosteroid duong ubng. Viéc st dung
abng thévi corticosteroid duéng mii véi corticosteroid dang hit khdc co thé [am tang nguy co cac déu hiéu hodc triéu chirng ca ting nang vo
thurong than va/ hodic (e ché truc tuyén yén-dudi ddithuong than

Viéc thay thé mt corticosteroid foan than bing mét corticasteraid tai chd ca thé kém theo cac dAu hidu cla suy thwong than, ngoai ra mot sé
bénh nhén cb thé géip cac riéu chimg cai, nhu: Biau khop va/ hosc dau co bip, mét mai va trim cam. Bénh nhan trudc do da duore didu tri
trong théri gian dai véi corticosteroid diromg toan than va chuyén sang dung corticosteroid tai ché nén dworc theo dai cn than suy thueng than
c4p linh trong phan (rng vai stress. O nhirng bénh nhan hen suy&n hoic bénh nhan cin didu tri corticostercid toan than dai ngay, gidm liéu
corticosteroid toan than qué nhanh cé thé gay ra cac triéu chimg nghiém trong clia suy thrrong thén cép

MESECA FORT chira benzalkonium clorid: Cé thé gay kich g niém mac mii va co thit phé quan. Thong bao cho bac sTnéu ban cam thay
kho chiu khi str dung thubc . .

SUY DUNG CHO PHU NIF CO THAI VA PHY N CHO CON BU

Phu nir c6 thai

Khéng cé nghién ciru lam sang day i va duoc kidm soat tét ctia thude xit mii két hop azelastine hydrochloride va fluticasone propionate,
riéng fluticasane propionate hodc azelastine hydrochloride trén phu niF cb thai. Nghién ciru sinh san & ddng vat cla azlastine hydrochloride,
fluticasone propionate trén chudt va thé da dwoc chirng minh kha ndng gay quai thai cing nhu gay doc tinh phat tridn khac. Vi cac nghién clru
trén dong vat khong phai ludn ludn tién dodn duoc phan (rng trén ngudi nén thube xit mdi MESECA FORT chi dwec dung trong thévi ky mang
thai néu loi ich didu tri vurot tréi hon so véi nguy co 1én thai nhi

Phu nir cho con bu

Chura duorc bibt chic MESECA FORT cb duoc bai tidt vao sira me hay khong, B&i vi nhidu loai thudc co thé qua sira me, nén than trong khi
ding MESCA FORT cho phu ni dang cho con b Vi khong cé dr ligu nghién ctu duoc kidm soat tét vé vige str dung thubc trén phu ni cho
con by, dya trén cac két qua nghién clu tir cac thanh phan riéng 1é d& dua ra quyét dinh cho tré ngirng bl hodc dumg st dung MESECA
FORT, c6 tinh dén tdm quan trong cia MESECA FORT véi ngudri me

Azelastine hydrochloride: Chua biét chic azelastine hydrochloride ¢6 duwoc béi tiét véo sira me hay khéng

Fluticasone propionate: Chura biét chéc fluticasone propionate c6 dugc bai tiét vac siva me hay khéng. Tuy nhién, céc corticosteroid khéc co
duoe bai tidt qua siva me. Tiém dudi da dé chudt céng véi lidu 10 pg/kg fiuticasane propionate gén ddng vi phéng xa (it hon liéu xit mai khuyén
cao tbi da hang ngay & ngudi Ién dya trén mg/m?) ggn dén do ludng duge hoat tinh phong xa trong sira

ANH HUPONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Str dung MESECA FORT co thé gay ra budn ngul va chéng mét & mét sé ngudi. Khéng Iai xe, str dung may méc hodic thyc hién bt clr hoat
déng nao néu bj tac dung khdng mong mubn trén

TUONG TAC THUOC

St dung déng thdi MESECA FORT véi d ubng chira cdn hodic véi cac thude tre ché hé thin kinh trung wong khéc 6 thé 1am giam su tinh
t4o va tAng (rc ché hoat ddng clia hé thén kinh trung Long

Ritonavir. Dung déng thei fluticasone propionate v&i mot chét (rc ché CYP3A4 manh nhw ritonavir khéng dwoc khuyén céo dya trén mot
nghién ciru tong tac thudce da lidu, chéo nhau frén 18 ngudi khde manh. Fluticasone propicnate xit mi (200 pg, 1 lAningay) dung ddng th&i
trong 7 ngay véi ritanavir (100 mg, 2 1n/ ngay). Khang phét hién dwoc ndng 6 fluticasone propionate trong huyét tiromg khi ehi ding thube
xit mGi (<10 pg/ml) & hdu hét cic dbi tirong, va phét hign ndng @6 dinh (C_ ) frung binh 1a 11,9 pg/ml (tir 10,8-14,1 pg/ml), va AUC,  trung
binh 8,43 pg-hr/ mi (t&r 4,2-18,8 pg+hr/ml). C _ va AUC cla fluticasone propionate trong Umg tang 1én 1& 318 pg/ml (tlr 110-648 g?ml) va
3102,6 pgehr/ml (tlr 1207,1 - 5662,0 pghr/ml), sau khi di:ng chung véi ritonavir véi fiuticasone propionate xit mii. Tang dang ké tiép xtc
fluticasone propionate véi huyét tuong, din dén gidm déng ké (86%) dién tich dudi dwémng cong (AUC) cortisol huyét twong

C4n than trong khi st dung MESECA FORT véi cac chét tre ché CYP3A4 manh khéc. Trong mét nghién ciru trong téc thube, dung chung
véifluticasone propionate bang duémg hit qua miéng (1000 pg) va ketoconazole (200 mg, 1 1An/ngay), lam téng tiép xtic fluticasone propionate
v&i huyét twong, gidm dién tich dudi dwong cong (AUC) cortisol huyét twamg, nhung khang co anh huéng trén st bai tiét qua nuoc tidu
TAC DUNG KHONG MONG MUON

Céc phan irng cé hai cda thubc duoc ligt ké bén dudi bdi 16p hé théng co quan va tn suét. Tan sudt duoc xac dinh 1a: Rét thremg gép (2
1/10), thurdmg gip (21/100 dén <1/10), it gap (21 /1.000 dén <1/100), hiém g&p (21/10.000 &én <1/1.000), r&t hiém gip (<1/10.000), khéng
duoe biét dén (khéng thé duoc uée tinh tlr dir liéu co sén)

Réi loan hé théng mién dich

RAt hiém gap: Qua man cam bao gdm phén (mg phan v&, phi mach {phii mét hoac iwdi va phét ban da), co thét phé quan

Réi loan hé than kinh

Thuréng gép: Nhire dAu, mui vi kho chiu

R4t hiém gdp: Chéng mat, budn ngl

Réi loan mat (*)

Rét hiém g&p: Bénh tang nhan 4p, duc thiy tinh thé

Réi loan hé hdp, 16ng ngwe va trung thit

Rét thiréng gép: Chay mau cam .

It g&p: Khé chju & mai (bao gdm kich thich mi, dau nhirc, ngira), hét hoi, khé mii, ho, khd hong, rat hong

Rgthiém gdp: Thang vach ngan mdi (**), loét niém mac mai

Réi loan tiéu héa

Hiém gp: Khé miéng

Rét hiém gap: Budn non

Réi loan da va cac mé dwéi da

Ré&t hiém g&p: Phét ban, ngira, ndi mé day

Réi loan chung va tai vi tr st dung

Ré&t hiém gap: M&t moi, kiét sirc

(*) Mét sé lwong rét nhé bao céo ty phat da duoc xéc dinh sau khi didu tri kéo dai fluticasone propionate it mi

(*) Thing vach ngan mi da duoc bao cdo sau khi st dung corticosteroid duwdng mai

Téac adng toan than ciia mét sé corticosteroid mdi c6 thé xdy ra, déc biét khi ding lidu cao trong thei gian dai

Cham phat trién da duoc bao céo & ré em nhan corticosteroid dwdmg miii

Nhiém n&m Candida & mdi va hong cé thé xay ra khi ding thudc dai ngay

Trong trwrémg hop hiém hoi loding xwong da dwoc quan sét, khi dung glucocorticoid xit mai kéo dai

Huwéng dén xir tri tac dung khéng mong muén:

Nfug Xay ra kich Gmg niém mac noi tisp xtic, khé niém mac mii hay phan (mg xung huyét niém mac thi nén nglrng sir dung thubc ho3c giam
s lan dung

Nhidm n&m Candida & mii va hong: C&n ap dung bién phap didu tri tai chd phl hop va ngung diéu tri véi MESECA FORT. Bénh nhan st dung
MESECA FORT trong vai thang hoac lau hon nén ¢ kiém tra dinh ky nhigm Candida hoac d&u hidu khac cuia tac dung khéng mong muén
trén niém mac mai

Tang nhan ap v&/ hodc duc thlly tinh thé: Corticosteroid dang xit mi va hit cé thé din dén sy phat trién clia bénh ting nhan &p va/ ho3c duc
thiy tinh thé, Do d6, cAn giém sat chat ché & nhipng bénh nhan cb sy thay dbi thm nhin hoic ¢é tién st ting nhan ap, bénh tang nhan ap, va/
hodc duc thiy tinh thé

Suy tuyén throng than: Can quan tam dic biét déi voi nhimg ngudi bénh chuyén tlr dung corticosteroid toan than sang dung fluticason
propionat duréng hé hép va can theo déi cin than kha nang suy tuyén thuong than cip & ngudi bi hen khi chuyén tir dung corticosteroid toan
than sang ding corticosteroid theo dudng hit it cé tac dung todn than hon

Néu corc‘liu hiéu suy ruc dudi @i - tuyén yén - thwong than nhir ha huyét &p, budn nén, ndn, chéng méit hodic yéu mét, nén ngieng thube hoaic
giam sé 14n dung, ngoai ra cin didu tri triéu ching va didu tri hé tro .

Co thét phé quan: m xdy ra co thit phé quan sau khi ding thube, phai didu tri ngay bang thubc gian phé quén cé tac dung nhanh theo dudng
hit, ngimg fluticason propionat va thiét lap diéu tr thay thé

Néu xdy ra budn ngl, chéng mat, phéi ngueng st dung thubc khi lai xe, van hanh may méc

QUA LIEU VA XU TRI .

V& durdmng mili cia cae phan Gmg qua lidu khdng duorc biét trede. Khong o dix lidu tr bénh nhan ed s&n vé tac dung cla qua idu hodc man
tinh v&i fluticasone propionate xit mai

Céch dung flticasene propionate 2 mg/ ngay (g4p 10 14n lidu khuyén cdo hang ngay) 2 1an/ ngay trong véng 7 ngay dbi véi ngudi tinh nguyén
khde manh khéng anh hurdng dén chirc nang clia truc ha ddi-tuyén yén-thuong than (HPA)

Viéc stz dung lidu cao hon lidu ding trong mét théi gian dai c6 thé dan i viéc tam thai e ché chirc naing thurong than

& nhirng bénh nhan nay, nén diéu tri bing MESECAFORT véi libu At 3 kiém sodt cac triéu chimg; chirc néng thurgng than sé phuc hdi trong
mét vai ngdy va cé thé dugc xac minh bing céch do cortisol huyét trong

Xip tri

Dira trén két qua thi nghiém trén aong vat, trong trurédng hop ding qua lidu khi vé tinh udng nhdm thude, c6 thé xay ra réi loan than kinh trung
wong (bao gdm budn ngd, It 1&n, hdn mé, nhip tim nhanh va ha huyét ap) do azelastine hydrochloride gy ra

Bidu trj nhimg réi loan nay phai didu tri trigu chimg. Tly thudc vao lueng nuét, khuyén céo nén riva da day. Khéng 6 thuée gidi doc dic higu
LUUY:

Khéng ding thudc qud lidu chi dinh

Khéng dung thudc qué han dung ghi trén bao bi

DA xa tAm tay tré em. Doc k§ hirdng din sir dung trwde khi ding
BAO QUAN: Noi khé, duéi 30 °C, tranh nh sang tryc tiép

HAN SU DYUNG: 24 thang ké tir ngay san xuét

Ngay xem xét stra ddi, cép nhat lai ndi dung hudng dan st dung th

San xuat bai @ MERAP crour

Cong Ty €4 Phin Tap Poan Merap
Tan Tién - Van Giang - Hung Yén - Viét Nam
WWW.merapgroup.com
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