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MOMEX NASAL SPRAY

(Mometason furoat)
Dgc ky hwdng dan six dung trude khi dung
Néu cin thém théng tin xin hoi y kién bic sy, duge sp.

THANH PHAN: Mdi ml chira:

Hoat chat:
| 1 | Mometason furoat 0,5 mg |
Td dupc:
Cellulose vi tinh thé va 20 mg
2 Carboxymethylcellulose Natri
3 Glycerin 2l mg
4 Acid citric 2mg
5 Natri citrat 2,8 mg
6 Polysorbat 80 0,1 mg
7 Benzalkonium clorid 0,2 mg
8 Nudc vo khuan v.d. 1 ml

DANG BAO CHE: Hén dich xjt mili

DUOC LUC HOC:

Mometason furoat 12 mét glucocorticoid ding ngodi 6 tde dung khdng viém tai chd & cdc lidu
khong c6 cdc tic dung toan thin.

Trong nghién ciru sir dung chit kich thich khing nguyc-:’z:rbng mili, Momex thé hién téc dung

khang viém trong ca giai doan dap tmg dj {mg pha sém 'Emu@-n Biéu nay duge chung minh
bang hlt;n tugng gidm (50 voi placebo] hoat déng hist c cﬁu ua eosin, va giam (so
véri ban déu) bach ciu ua eosin, bach cdu trung tinh va protein két dinh té bao bidu mé.

DUOC PONG HOC:

Mometason furoat, khi ding xit mili, ¢6 sinh kha dung toan thin khong déng ké (<0,1%) va
nhin chung khong phat hién duge trong huyét twong, mic di sir dung mét phuong phép dinh
lugng nhay véi gidi han xée dinh thap 50 pg/ml; do d6 khéng cé dir ligu duge dong hoc lién
quan dén dang bao che nay. Hon dich mometason furoat dugce hép thu rét it tir dudmg tiéu hod,
mat hugng nho céd thé duge nudt vio va hap thu, trdi qua chuyﬁn hod rgng réi bude diu truge
khi dao thai chia yéu dudi dang cht chuyén hod qua mét va mét phdn qua nuée tidu.

SO LIEU AN TOAN TIEN LAM SANG:

Céc nghién ciru tién lim sang di chimg minh ring mometason furoat khong hé ¢ hoat tinh
androgenic, anliqandmj,enic estrogenic, va anti-estrogenic gidng nhu cic glucocomcmd khae,
nd ¢6 vai hoat tinh anti-uterotrophic va can tré sy ma ciia dm dgo & cic md hinh dong vat khi
uéng liéu cao 56 mg/kg/ngay va 280 mg/kg/ngay.

Trong nudi cay t¢ bao, ngudi ta da chi ra ring mometason furoat (rc ché giai phéng;’long hop
IL-1, IL-6 va TNFa manh gdp it nhét la 10 ldn so véi cdc steroid khdc, bao gém ca
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beclomethason dipropionat, betamethason, hydmcontson va dexamethason. Mometason furoat
(ICso=0,12 Nm) trec ché tdng hop IL-5 ciing manh gdp it nhét 6 ldn so voi beclomethason
dipropionat vi betamethason. Ngoii ra, trong hdn hop cac bach cdu cia cac bénh nhin di img,
mometason trc ché tﬁng hop leukotrien manh hon beclomethason dipropionat.
Giéng nhur ede glucocorticoid khie, mometason furoat giy qudi thai & chudt va thd. Trong cdc
hién ciru vé kha nang gay quai thai, thudc ciing gay giam trong lugng co thé mg, anh hwdng
dzn su phat trién cia thai nihi (trong lugmg cla thai nhi thdp hon hofic/ va han ché tao xuong) &
chudt céng, thd va chudt ahit va giam kha ning séng st & chudt nhit.

CHi DINH:

Momcx nasal spray duge chi dinh cho ngudi lom, thanh thiéu nién va tré nhd t & 2 dén 11 wéi
dé didu tri trigu ching wem mili theo mua heac guanh nam.

8} nhimg bénh nhiin ¢6 tién sir viém miii di {mg theo mia véi trigu chu‘ng vira dén niing, nén
diéu tri du phong véi Momex nasal spray tir 2 dén 4 tuén trude khi bét diu mia phin hoa.
Momex nasal spray cing dugc chi dinh dé diéu trj polyp mii va céc triéu chimg lién quan nhur
sung huyét va mit kha ning nhin biét mui ¢ bénh nhin ngudi lom = 18 twoi.

Momex nasal spray duge chi dinh dé diéu tr céc tridu chimg lién quan dén viém mili xoang
capa bénh nhén > 12 t6i ma khéng c6 déu hiéu hodc tridu ch:rn5 s nhiém khudn nang.

Momex nasal spray cung duge chi dinh sir dung cho nguéi Lém va thanh thiéu nién> 12 tubi
nhur diéu tri hd trg véi khiang sinh trong dot viém xoang edp.

LIEU LUONG

Sau khi mﬁ: bom Momex nasal spray (thuémg 10snhat x|l cho dén khi thiy khi xjt ra dong
nhét), mdi nhat xit giai phong khoang 50 meg munzemo roaL., 'M:u khong sir dung binh xijt
trong vong 14 ngiy hoac ldu hem truée ldn sir dung—nﬁ heo cdn mdi bom lai (xjt 2 nhat xit
cho den khi thﬁ}' dung d;ch xit dﬁng nhit).

Lic k¥ binh xj1 trude méi lin ding.

- Viém miii dj img theo mia hojc quanh niim:

Neweri lom (ké m ngudi cao (udi) va thanh thidu nién > 12 tudi: lidu dé nghj thong thudng dé
du phong va diéu tri 14 hai nhat xjt (50 meg/nhat xit) cho mal bén mii, | Ianfngay {téng lidu
200 meg). Khi da kiém sodt duoe triéu chimg thi gidm liéu xuong 1 nhat xjt cho méi bén mii
(t{:ng licu 100 meg) co thé ¢o hitu qué duy tri.

Néu khong kiém soat lm;u chimg t6t thi nén tang dén liéu toi da mdi ngay 14 4 nhat xjt cho mai
bén mii/ngiy (wng liéu 400incg). Nén gidm liéu sau khi kiém sodt duge trigu chimg.

Téac dung ding ké trén 1am séng xudt hi¢n som sau 12 gitr ding lidu ddu tién.

Tré tir 2 dén 11 tudi: lidu dé nghi thong thudmg 14 1 nhat xjt (50 meg/nhit xjt) cho moi bén
midi, | lin/ngay (tdng lidu 100 meg). Ngudi Iém nén gidp tre khi ding thunc

- Polyp mili: nguéi lém (ké ca ngudi cao twdi) va thanh thidu mu.n > 18 wbi: iu:u dé nghj théng
thuémg trong pelvp mii 1a 2 nhat xjt (‘-Umcgflﬂ-uét xit) cho mu: bén mili, 2 Ianfn;,é.y (thng lidu
400 meg). Khi da kiém soat trigu chimg 161, nén giam liéu xudng 2 nhét xit cho mai bén mii, 1
lin/ngay (16ng liéu 200 meg).

- Viém mii xoang cip Li¢u dé nghj théng thudmg trong viém miii xoang cép 14 2 nhdt xit (50
meg/nhat xjt) clhn moi bén mii x 2 Iﬁmngav (6ng liéu 400 meg). Hoi ¥ kién bac si néu triéu
chimg tré nén xau di rong thoi gian diéu tri.

- D:éu tri ho trg trnng cic dgt viem xoang cp: Nguer lém (ké ca nguén cao tudi) va thanh
thiéu nién > 12 tuoi: lidu dé nghi thong thuémg 1a 2 nhét xjt (50 meg/nhat xjt) méi bén mii x 2
1aw’ngﬁy (té-r-b ligu 400 meg).

Néu khong kigm sodt trigu chimg 16t ¢6 thé ting dén 4 nhat xit (50 meg/nhat xjt) cho mbi bén
mii x 2 ¥in/ngay (tong lidu 800 meg).
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Huéng din siv dung: . ;
1. Xi mdi nhe nhang dé lam sach miii. Lic nhe chai thufc va théo nip chéng bui ra.
2, Pt ngon 16 va ngén gitra vio hai bén voi xjt va ngén cai vio than chai thude. Hudng
voi xit ra xa vi 4n ngon tay xudng dé bom xit thude. .
3. Bit mot bén 15 miii va dua vdi xit vao 15 mii bén kia nhu hinh v&. Hoi nghiéng dau vé
phia trude, gitr chai thudc thing ding. _
Bit dau hit vao nhe nhang hofic chdm chap qua mii va trong khi hit vao thi xit thude
biing cach ding cdc ngon tay &n dit khoat MOT xit.
4. Tho ra qua miéng. Lip lai bude 3 dé hit lidu xjt thar hai cho cling mt bén 16 miii. R
voi xjt ra khai 16 mii va tho ra qua migng.
5. Lap lai bude 4 cho 16 i bén kia.
6. Sau khi xit thuée, lau véi xit eén thin biing khan tay hodc khin gidy sach.
7. Dy nip chéng bui lai.
V¢ sinh binh xj1: D2 xit thudce hi¢u qué rét cdn thiét phai vé sinh binh xit thudmg xuyén. Thio
ndp chéng bui va ddy voi xit ra. Rira voi xit va niip chéng byi trong nudc am, sau d6 xa dudi
voi nude, DE kh tai chd dm. Lip voi xit vao chai thude va diy ndp chéng bui lgi. Can moi
bom lai khi sir dung ldn ddu tién sau khi vé sinh binh xit.

CHONG CHI DINH: )
Qud mén va&i bat kv thanh phin nao ctia thude.

NHUNG LUU Y PAC BIET VA CANH BAO KHI SU DUNG THUOC:

Khéng nén diing Momex Nasal Spray khi ¢6 nhiém khudn khu tr tai niém mac mii khong
e dicu i,

Do corticosteroid (rc ché qua trinh Janh vét thuong nén khdng sir dung corticosteroid dudmg
miii cho nhimg bénh nhin phiu thuat mii hogc chin thuong cho dén khi lanh vét thuong.

Sau 12 thang diéu trj bang Momex Nasal Spray, ﬁl?t‘mg ¢6 bing chimg teo niém mac mili;
ngoai ra mometasen furoat ¢ xu huéng phyc hﬂrM¢ mii trér vé kiéu hinh mé hoe binh
thudmg. Cling nhi bét k¥ diéu trj kéo dai nao khéc, bénh nhén sir dung Momex Nasal Spray
kéo dai nhiéu thang nén duge kiém wra dinh ky vé nhimg thay dbi cé thé xudt hién tai niém mac
mili. Néu nhifm nfm khu trit & miii hofic héu hong, ngimg ding Momex Nasal Spray hoiic ¢6
thé cin diéu trj thich hop. Kich thich ¢ mili-hiu kéo dai ¢6 thé la mot chi dinh dé ngimg ding
Momex MNasal Spray.

Nén sir dung Momex Nasal Spray thin trong & nhimg b¢nh nhén nhiém lao thé hoat déng hodc
thé cam dudmg hd hap, hoiic nhiém nam, nhiém vi khuan, nhi€m virus toan thin chua duge
diéu trj hodc herpes simplex & mat.

Khong c6 bang chimg tre ché truc ha df"}i-tuyén yén-thirong than (HPA) sau khi diu tri kéo dai
bang Momex Nasal Spray. Tuy nhién, nén theo di thdn trong nhimg bénh nhén chuyén tir sit
dung kéo ddi corticosteroid lde dung todn than sang Momex Nasal Spray. Nuimg s dung
corticosteroid toan thian ¢ nhimg bénh nhin nay c6 thé gay suy thurong than trong nhiéu thang
cho dén khi chite nding trye HPA phuc hdi.Nén ding lai corticosteroid toan thin néu bénh nhan
¢6 ddu hiéu hodic tridu chimy (zc ché thuong thin va nén ap dung phuong phap diéu trj thich
hop khie.

Trong mdt nghién cim 1am séng ¢ dbi chimg placebo, khéng quan sat thiy giam ting rudmg &
bénh nhi ding Moemex Nasal Spray 100 meg/ngay trong 1 nim.

Chwa nghién cint an toan va hi¢u qua ctia Momex Nasal Spray trong didu trj polyp mii & tré
em va thanh thiéu nién dudi 18 tudi.
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Trong thoi gian chuyén tir corticosteroid toan thin sang Momex Nasal Spray, mét vai bénh
nhdn co the bi¢u hién cic triéu chimg cia ng'.mg sit dung corticosteroid toan thin (nhu dau
khop va.mwc co, mét moi va trim cam giai doan diu) mic dii ¢é gidm cac lrwu chimg & mii
vi vin can ding tlcp Momex Nasal Spray. Giai doan chuyén déi ndy ¢6 thé xudt hign cac bénh
dj tng da cé, nhir viém két mac dj tmg va cham, ma truée kia bi che lap béi diéu trf
corticosteroid toan than,

Nhﬁng bénh nhan ding corticosteroid tre ché mién dich manh nén duge canh bao nguy co khi
uép XU¢ voi mdt viii nhidm khudn (nhu thity déu, séi) va tAm quan trong cua viée kham y khoa
néu tiép xte voi nhidm khuén trén.

Rat hiém bio cdo thing vach ngin hofic 1ang 4p lwe ndi nhin sau khi sir dung corticosteroid xit
bén trong mii.

Bénh nhan nén di khdm ngay néu thiy cée dau higu holic triéu chimg nhiém khuin nang (nhu
sot, dau nhiéu va kéo dii mdt bén mav/ring hode sumg mdt, mat hofic ngoai vi mét, hoje cic
triéu chimg xau di sau mdt thid gian cai thién),

Chua thiét 13p tinh an toan va hi¢u qui clia Momex Nasal Spray trong didu tri cdc trigu chimg
viém mili xoang & tré dudi 12 wodi.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC: ,
Momex Nasal Spray sir dung két hop véi loratadin khong anh huémg dén Egng df trong huyet

tuong ciia loratadin va chit chuyén héa chinh ciia né. Khéng dir doan duge nong d
mometason furoat huyét twong. Biéu tri két hop duge dung nap 16t.

SU DUNG CHO PHU NU CO THAI VA CHO CON B(:

Khéng c6 nghién ciru thich hop hogic kiém soit tH1 & phy nir mang thai. Sau khi hit 1|éu dé nghi
101 da trén 1am sing, khéng dinh lwong duee nong dd mometason huyct urcmg do dé nong dd
clia mometason trong phoi thai 1a khong dang ké va rdt [t pay dde tinh dbi véi kha ndng sinh
sén,

Ciing nhu céc ché phim vorticosteroid diing dudmg FII khac nén dung Momex Nasal Spray
cho phu nit mang thai, cho con bt hode & d6 tudi sinh dé 1 ich digu tn vuot tedi nguy co
cho me, phéi v nhil nhi. Nhimg dira con ciia ba me diwng corticosteroid trong thér kv mang
thai nén duge theo dbi can thin suy tu}rén thuong thin.

ANH HUONG T(1 KHA NANG LAI XE VA VAN HANH MAY MOC:
Str dyng Momex Nasal Spray khéng anh huéng dén kha nang l4i xe va van hanh may moc.

TAC DUNG KHONG MONG MUON:

Viem miii df vng theo mita va gquanh ndm: Céc tac dung phu tai chd lién quan dén diéu trj duge
béo cio trong cde nghién ci Idm sang & bénh nhén ngudi I6m va thanh thiéu nién bao gém dau
dhu (8%), chdy méu cam (nhu chay mau thyue sy, chay mau niém mac, va dém chay miéu)
(8%), viém hau hong (4%), ndng rat miii (2%), kich thich mii (2%), va loét mii (1%), nhimg
tdc dung phu nay chi véu duge quan st thdy véi corticosteroid xjt miii. Chdy mau cam thuémg
ty khéi vii 1 nhe dén nang, xual hién voi ty 1é cao hon so voi placebo (5%) nhung vai ty 1§
béng hoic thap hon 50 véi cée corticoseroid ding dudémg mdi trong nghién ciru ¢6 ddi chimg
(Ién dén 15%).T¥ 1¢ cua cdc tac dung phy khée 1a twong tr nhu placebo.

O bénh nhi, ty 1€ ciia cde tae dung phu nhir dau dau (3%), chay mau cam (6%), kich thich miii
(2%) va hit hoi (2%) 14 trong te nhr placebo.

1(‘: T
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Cic phén (mg qua min tire thi (nhu co thit phé quan, kho thd), nhimg hiém, co thé xudt hn:n
sau khi sir dung mometason furoat duémg miii. Rét hiém c6 bio cdo vé phan img phén vé va
phi mach.

Rét hiém ¢6 bao cdo thay d6i vi gidc va khiru gidc.
Polyp miii: & nhimg bénh nhan polyp mili, nhin chung ty 1¢ xudt hi¢n cdc biéu hi¢n bét lgi 1a
tuemg tir nhur placebo va tuong tir nhue tie dung phy quan sdt tha}' vai viém mii di (mg.

Viém miti xoang cap: O nhimg bénh nhén viém miii xoang nf:sa;:p~ nhin chung 1y 1¢ xudt hign cdc
biéu hién bét lgi 1a tuomg tr nhur placebo va tuong tw nhu tic dung phy quan sdt thiy véi viém
miii dj tmg.

Diéu tri hé trg trong cdc dm viém xoang c&p O nguoi I6n va thanh thiéu nién ding Momex
Nasal Spray nhur diéu trj hé trg trong dot viém xoang cap. cac tdc dung phu lién quan dén diéu
tri, xudt hién voi ty 1& wrong ty nhupj ebo, bao gom dau dau (2%), viém héu hong (1%}, nong
rit mii (1%) va kich thich mii (1%) ﬁ cam tir nhe dén niing va ciing xudt hién véi 1y
1€ so sdnh duoc vai placebo (5% so M

Théng bdo cho bdc sT nhitng tde dung khing mong muén gdp phai khi sic dung thuéc.

QUA LIEU:

Do sinh kha dung toén thén ciia Momex Nasal Spray khong ddng ké (< 0,1%), qua li¢u thuomg
khong yéu cu diéu tri ma chi cin theo ddi, sir dung tiép litu ké toa thich hop

BAO QUAN

Béo quan trong bao bi kin, & nhiét 4§ khong qua 30°C, tranh anh sang.

Dé xa tAm tay ciia tré em.

HAN DUNG: ‘ F
24 thing ké ur ngay san xuat. 28 ngay sau khi mé nip.
Khéng ding thude qud han sic dung

PONG GOI: Hop 1 chai 18 ml (50 meg/1 lidu xjt x 140 liéu)

NHA SAN XUAT:

HANLIM PHARM. CO., LTD. ;
Bia chi: 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si, Gyeonggi-do, Hin Quoe

TUQ.CUCT RUDNG

PTRUING PF 1ONG b
ﬁgm yin Suy Hang oy’



