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50 meg/
1 dos

Mometasone furoate 50 pg

Nasal spray suspension

Box of 1 bottle x 120 doses
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& SANDOZ =

a Novartis company

Each actuation of nasal
spray suspension delivers
50 ug mometasone furoate
(as mometasone furoate
monohydrate).

Do not store above 300C.
Do not freeze.

KEEP OUT OF THE
REACH OF CHILDREN.
PLEASE READ THE
ENCLOSED LEAFLET
CAREFULLY BEFORE
USING THIS MEDICINE.

SDK/ Reg. No.:

Nha san xuét/ Manufacturer:
LEK

PHARMACEUTICALS D.D.,
Verovskova ulica 57,

1526 Ljubljana, Slovenia.

Sudomon
50 meg/

1 dos

Mometason furoat 50 pg

Hén dich xit mai

Hop 1 lo x 120 lidu xit

s SANDOZ

a Novartis compony

Mi lidu xit chira 50 ug
momet~=on furoat (dwoi
dang mometason furoat
monohydrat).

Khéng bao quan trén 300C.
Khéng dé déng lanh.

DE XA TAM TAY TRE EM.
DOC KY HPONG DAN SUr

DUNG TRUOC KHIDUNG. |

Chi dinh, Liéu dung va cach
dung, Chéng chi dinh va cac
thdng tin khac: Xin doc to
hwéng dan sir dung.

S6 16 SX, NSX, HD: xin xem
“LOT”, “MNF”, “EXP” trén
bao bi.

Xuét x(¥/ Country of origin:

Slovenia
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HUGONG DAN SU DUNG THUOC
/"\a SUDOMON 50 MCG/ 1 DOS
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Hoat chat: MJi liéu xit chita: 50 nug mometason furoat (dudi dang mometason furoat
monohydrat).

T4 dwge: Microcrystallin cellulose va carmellose natri (Avicel RC-591), glycerol, acid citric
monohydrat, natri citrat dehydrat, polysorbat 80, benzalkonium clorid, nugc tinh khiét.

Hén dich xit miii

N\

DANG BAO CHE

Hdn dich xit miii /( |
e
CHi PINH PIEU TR] //

Mometason furoat dugc chi dinh dé diéu tri cac triéu ching viém miii di img theo mua hodc
viém miii quanh nim cho nguoi 16n va tré em tir 3 tudi trd 1én.
Mometason furoat duoc chi dinh dé diéu trj polyp miii & ngudi 16 tir 18 tudi tro 1én.

LIEU LUQGNG VA CACH SU DUNG
Sau giai doan xit moi ban diu, mdi nhat xit chira 50 ug mometason furoat.

Liéu hrong

Viém miii di ing theo mua hodc viém miii quanh ndm

Ngudi 16n (bao gdm ngudi cao tudi) va tré em tir 12 tudi trd 1én: Lidu khuyén céo thong
thuong 12 2 nhat xit (50 pg/mdt nhat xit)/1an/ngay cho mdi bén mii (téng lidu 200 pg/ngay).
Khi céc triéu chimg da dugc kiém soat, giam liéu téi mot nhat xit cho mdi bén miii (téng liéu
100 pg/ngay) thudong hiéu qua trong diéu tri duy tri. Néu céc triéu chimg chua dugc kiém soat
dly du, c6 thé tang liéu t6i mic lidu téi da hang ngay 1a 4 nhét xit/lan/ngay cho mdi bén mili
(tdng liéu 400 pg/ngay). Khuyén cao giam liéu sau khi da kiém soat tt cac tri¢u chimg.

Tré em tir 3 dén 11 tudi: Liéu khuyén cdo thong thuong 1a 1 nhat xit (50 pg/mot nhat
xit)/1an/ngay cho mdi bén mili (tong liéu 100 pg/ngay).

Mometason furoat da dugc chimg minh c6 khoi dau tic dung cé y nghia 1dm sang trong vong
12 gid sau khi sir dung lidu dau tién trén mot s6 bénh nhan viém miii di tmg theo mua; tuy
nhién, loi ich diéu tri ddy du c6 thé khong dat dugc trong 48 gior du tién. Do d6, bénh nhan
nén sir dung thubc déu din dé thu duoc hiéu qua diéu tri day da.

Trén bénh nhan cé tién sir gdp cac triéu chimg viém milii di img theo mua muc d9 trung binh
tGi nang, diéu tri baing mometason furoat c6 thé can bat dau tir mét vai ngay truéc mua phan
hoa du kién.
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Polyp miii

Liéu ban diu thuorng duoc khuyen cdo dé diéu tri polyp la 2 nhat xit (50 pg/mot nhat
xit)/lan/ngay cho mdi bén miii (tong liéu 200 ug/ngay). Néu cac triéu chimg chua duge kiém
soat ddy du sau 5 dén 6 tudn dung thudce, c6 thé tang lidu téi 2 nhat xit x 2 lan/ngay cho mdi
bén miii (tdng lidu 400 png/ngdy). Can hiéu chinh lidu t6i mic lidu thip nhét c6 kha nang duy
tri hiéu qua kiém soét tridu chimg. Néu céc triéu chimg khéng duoc cai thién sau 5 dén 6 tudn
sur flung ché do lidu 2 lan/ngay, bénh nhan nén dugc danh gi4 lai tinh trang bénh dé tim ra
chién lugc diéu tri phi hop.

Céc nghién ctru vé hiéu quéa va do an toan ciia mometason furoat trong diéu tri polyp miii kéo
dai trong thoi gian 4 thang.
12

Bénh nhi Z é -
Viém mii di img theo mua va viém miii quanh nim

D¢ an toan va hiu qua ciia mometason furoat trén tré em dudi 3 tudi chua dugc thiét 1ap.

Polyp miii
D9 an toan va hi€u qua cuia mometason furoat trén tré em va thiéu nién dudi 18 tudi chua
dugc thiét 1ap.

Céch sir dung

Trudce khi sir dung liéu dau tién, lic k§ binh xit va ddy bom 10 14n (cho dén khi thu duoc cac
nhat xit ddng nhat). Néu bom khéng duge sir dung trong 14 ngay hodc 1au hon, can mdi lai
bom véi 2 nhat xit cho dén khi thu duge cac nhat xit d6ng nhét trudc khi tiép tuc st dung.

Léc k§ binh xit trudc mdi lan sir dung. Binh xit can duoc loai bo sau khi di sir dung du sb
nhat xit ghi trén nhan hozc sau 2 thang ké tir ngay sir dung dau tién.

CHONG CHI PINH
Di img v6i duge chit (mometason furoat) hogic bat ky thanh phan nao cia thude.

Khong nén sir dung mometason furoat khi c6 nhiém tring tai chd lién quan dén niém mac miii
chua dugc diéu tri nhu nhiém herpes simplex.

Do corticosteroid c6 tac dung trc ché su lanh vét thuong, nhimg bénh nhan di trdi qua phiu
thuét hodc gip chin thwong miii gin day khéng nén sir dung corticosteroid dang xit miii cho
dén khi vét thuong da lanh.

CANH BAO PAC BIET VA THAN TRONG KHI SU DUNG

Uc ché mién dich

Mometason furoat cin duge sir dung than trong, néu phai st dung, trén nhimmg bénh nhén
nhiém lao dang tidm tang hodc dang hoat dong & dudong hd hép, hogic nhiém vi rittoan thén,
nhi&m khuén, nhiém ném chua dugc diéu tri.
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Céc bénh nhan ma hé mién dich dang c6 nguy co bi trc ché can duogc canh béo vé kha ning
nhiém mét loai vi sinh vat nao d6 (nhu thuy dau, sai) khi sir dung corticosteroid va néu su
phoi nhiém nay xay ra, can gip béac sT dé xin tu van.

Téc dung tai chd

Trong mdt nghién ctru trén bénh nhan viém miii quanh nim, khong c6 ddu hiéu teo niém mac
miii sau 12 thang diéu tri bing mometason furoat; mometason furoat cling cé xu hudéng dao
nguoc dic diém mo bénh hoc niém mac mii tré vé kiéu hinh binh thuong.

Tuy nhién, nhitng bénh nhén sir dung mometason furoat trong mot vai thang hodc lau hon can
duoc kiém tra dinh ky nhimg thay dbi c6 thé Xay ra tai niém mac mii. Néu xuét hién boi
nhiém nim tai miii hodc hong, c6 thé can nging sir dung mometason furoat hodc c6 bién phap
xtr tri thich hop. Kich tmg niém mac miii hong kéo dai c6 thé 1a mot ddu hiéu cho théy,c?m

ngung sir dung mometason furoat. | {[{%

Khong khuyén cédo sir dung mometason furoat trong truong hop thung vach ngén mii (xem
muc TAC DUNG KHONG MONG MUON).

Trong cac nghién ctru ldm sang, chay mau cam xuét hién khi ding thubc véi ti 16 cao hon so
véi placebo. Nhin chung, chdy mau cam thuong & mic do nhe va c6 thé tu cAm (xem muc
TAC DUNG KHONG MONG MUON).

Tac dung toan than lién quan dén corticosteroid

C6 thé xuét hién tac dung toan thin cua corticosteroid dang xit miii, ddc biét khi sir dung liéu
cao trong thoi gian dai. Nhing tac dung nay rét it gip so véi coticosteroid dudmg udng va co
thé c6 sy khac nhau giira cac ca thé bénh nhén va giira cic dang bao ché khac nhau cua
corticosteroid. Tac dung toan than c6 thé bao gdm hdi chimg Cushing. Nhitng triéu ching
kiéu Cushing, trc ché thuong than, cham phat trién & tré em va thiéu nién, duc thay tinh thé,
glaucom va hiém gip hon 1a céc bt thuong vé hanh vi va tdm thin nhu ting hoat tinh tim
than van dong, rdi loan gidc ngy, lo 4u, tram cam hoc kich dong (dac bi€t & tré em).

Sau khi sir dung corticosteroid tai niém mac miii, mot s trudng hop ting nhan 4p da dugc ghi
nhan (xem muc TAC DUNG KHONG MONG MUON).

Tuy nhién, cin than trong véi nhitng bénh nhan dugc chuyén tir phac d corticosteroid duong
toan than dai ngay sang sir dung mometason furoat.

Ngtmg corticosteroid toan than trén nhitng bénh nhan nay co6 thé dan dén suy thuong than
trong nhiéu thang cho dén khi chirc ning ctia truc HPA dugc phyuc hoi.

Néu nhimg bénh nay xuét hién céc ddu hiéu va triéu chimg suy thuong than hoic triéu chung
cai thudc (nhu dau khép va/hoic dau co, mét méi, trdm cam giai doan d4u) mic du giam
nhing triéu chimg lién quan dén miii, can tai stir dung corticosteroid dudng toan than va 4p
dung phac d6 diéu tri khac hodc bién phap didu tri thich hop. Viéc chuyén tir corticosteroid
toan than sang mometason cé thé 1am bdc 16 cac bénh di tmg da tn tai trudc d6 nhung bi trc
ché bai corticosteroid toan than nhu viém két mac di tmg, cham (eczema).
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Str dung thudc véi lidu cao hon miec lidu khuyén cdo c6 thé gy wc ché thuong thén c6 y
nghia 14m sang. Néu c6 bang chimg vé viéc sir dung lidu cao hon muc lidu khuyén cdo, cn
can nhic bd sung thém corticosteroid duong toan than trong truong hgp bénh nhan gip stress
hoic trai qua phiu thuat theo ké hoach.

Polyp miii

Chua c6 nghién ctru vé do an toan va hiéu qué ctia mometason furoat trong diéu tri polyp miii

mdt bén, polyp kém bénh xo nang hoic polyp giy tic nghén hoan toan khoang mii.

. Polyp mdt bén mili thuong it gip, nhimg bénh nhan nay can dugc danh gia thém, dic
biét néu co su xuét hién cua loét va chay mau.

1.
Anh hudng trén su phat trién ctia bénh nhi //

Khi sir dung dai ngay corticosteroid dang xit miii cho tré em, can theo doi dinh ky chiéu cao
cua tré. Néu su phét trién cta tré chdm hon, cin xem xét lai viéc st dung thudc, néu c6 thé,
nén giam lidu cla corticosteroid dang xit miii t¢i muc lidu thip nhit c6 hiéu qua kiém soat cac
triéu chimg. Ngoai ra, can can nhic giéi thiéu bénh nhan t6i bac si chuyén khoa nhi.

Céc triéu chimg khong lién quan dén miii

Mic dit mometason furoat chii yéu kiém soét cac triéu chimg lién quan dén miii & hau hét cac
bénh nhan, sir két hop thudc nay véi cac bién phap diéu tri phit hop c6 thé gitp cai thién cac
triéu chimg khéc, dic biét 1a cac triéu chimg trén mét.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

(Xem muc CANH BAO PAC BIET VA THAN TRONG KHI SU DUNG “corticosteroid
toan than™)

Mbt nghién ctru tuong tac thuc 1am sang trén ngudi 16m va tré em dd dugc tién hanh voi

loratadin. Khong ghi nhan bt cir truong hop tuwong tic nao xay ra.

THOI KY MANG THAI VA CHO CON BU

Thoi ky mang thai

Chua c6 hodc c6 rét it dir liéu vé viéc sir dung mometason furoat trén phu nit mang thai.
Doc tinh sinh san d3 dugc ghi nhén trong cdc nghién ctru trén dong vat. Tuong tu cac
dang bao ché corticosteroid sir dung tai miii khac, khong nén sir dung mometason furoat
cho phu nir ¢6 thai trir khi loi ich véi ctia thube vuot trdi so véi bat ky nguy co nao c6 thé
xay ra vai ngudi me, thai nhi hoac tré so sinh.

Tré so sinh dugc sinh ra tir nhitng ngudi me sir dung corticosteroid trong thoi ki mang thai
can dugc danh gia than trong hdi ching suy thugng thén.

Thoi ky cho con bua

Chua c6 du co so khing dinh mometason c6 duoc bai tiét qua sira hay khong. Tuong tu
cac dang bao ché corticosteroid dung tai miii khac, can lva chon gitra véc nglmg cho con
bt hodc ngimg diéu tri bing mometason furoat, can cit vao loi ich cua sira me dbi voi tré
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nho so vdi loi ich cua thuoc doi véi nguoi me.

Kha ning sinh san

Chua c6 dit liéu 14m sang lién quan dén anh hudng cia mometason furoat trén kha niang
sinh san. Trong céc nghién ctru trén dong vat, dd dugc ghi nhan ddc tinh sinh san nhung
thudc khoéng anh huéng dén kha ning sinh san.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura c6 thong tin.

TAC DUNG KHONG MONG MUON Z( [ 4

Tém tit dit liéu vé d6 an toan / /
Trong céc nghién ctru 1dm sang trén bénh nhdn viém miii di ing, chay mau cam thuong &

mirc d6 nhe, c6 kha ning tw cdm va xuét hién véi tin suét cao hon so véi gia dugc (5%)
nhung tuong tu hodc thap hon so véi cac chimg duong corticosteroid dung tai miii dd dugc
nghién ctru (1én t6i 15%). Tan suét clia tit ca cac bién cb bat loi khac twong tyu véi gia duoc.

Trén bénh nhan dang dugc diéu tri polyp miii, tin suit chung ciia cac bién cb bét loi trong tu
nhu trén bénh nhén viém miii di Ung.

Téc dung toan than cia corticosteroid dang xit miii c¢6 thé xuét hién, dac biét khi dung lidu
cao kéo dai.

Danh séch céc phan ing c6 hai

Céc phan {mg c6 hai dudi ddy bao gdm cac phan tmg c6 hai lién quan dén diéu tri ((>1%)
dugc ghi nhan trong cac nghién clru ldam sang trén bénh nhan viém miii di ing hoic polyp
mili va trong giai doan hdu mai véi bat ky chi dinh nao.

Céc phan tmg c6 hai duoc trinh bay theo phan loai hé co quan chinh MedDRA. Trong mdi hé
co quan, cac phan tng c6 hai duoc sép xép theo tan sudt gap. Tan suit dugc phén loai nhu
sau: rat phd bién (>1/10); thudng gap (>1/100 dén <1/10); it gap (>1/1000 dén <1/100).

Tén suét cac bién cb bét loi ghi nhan trong giai doan hdu mai dugc coi 1a “chua xac dinh”
(khong thé udc lugng tir cac dit liéu hién tai).

Nhiém khuin va nhiém ky sinh tring
Thuwong gdp:  Viém hong, nhiém khuén duong ho hap trén’

Réi loan hé mién dich
Chua xdc dinh:  Phan mg qua man bao gdm phan tmg phan vé, phit mach, co thit phé quan
va kho thé

Réi loan hé than kinh
Thuong gap: Pau dau
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Bénh miit
Chua xdc dinh:  Glaucom, ting nhan 4p, duc thay tinh thé

R6i loan hd hép, trung thit va 10ng ngwe

Rdt hay gap: Chay méu cam*

Thuong gap: Chay méau cam, nong rat miii, kich tmg miii, loét niém mac miii
Chua xdc dinh: Thing vach ngan miii

Roi loan tiéu héa
Thuong gip:  Kich timg hong! .
Chuea xdc dinh: Thay d6i khiru gic va vi gidc Z ((é

* ghi nhan véi liéu hai 14n mdi ngay dé diéu tri polyp miii //

' ghi nhan v6i tan suét it gap khi diing liéu hai 14n m&i ngay dé diéu tri polyp mii.

Bénh nhi
Trén bénh nhi, tdn sut cac bién cb bét loi duge ghi nhén trong céc nghién ctru 1am sang nhu
chay méau cam (6%), dau dau (3%), kich img miii (2%) va hit hoi (2%) tuong tu véi gia duge.

QUA LIEU

Triéu ching

Qua lidu corticosteroid dudmg udng hoiic dudng hit c6 thé gy tc ché chirc ning cua truc
HPA.

Xur tri

Do sinh kha dung hé théng ctia mometason furoat dudi 1%, khong yéu cau bt ctr can thiép
diéu tri nao khi qua liéu, theo d5i bénh nhan va yéu cau st dung dung muc lidu da duoc ké
don.

PAC TINH DUQC LY

Pic diém dwec lre hoc

Nhém thude diéu tri: dang bao ché dung tai mii, thudc diéu tri nghet miii va cac dang thude
danh cho miii khac dé diéu tri tai chd, corticosteroid.

Mai ATC: R0O1D09

Co ché tac dung

Mometason furoat 12 mét glucocorticoid dung ngoai véi dic tinh chéng viém tai chd & mirc
lidu chura tao ra tac dung toan than.

Co ché chong viém va chong di ing ciia mometason c6 thé lién quan chu yéu dén kha nang
uc ché giai phdng céc chat trung gian cua phan ung di Umg.
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Mometason furoat trc ché dang ké su giai phong leukotrien tir bach ciu ctia bénh nhén di ung.
Trong moi trudng nudi cdy té bao, mometason furoat thé hién tiém luc e ché manh qué trinh
tong hop va giai phong IL-1, IL-5, IL-6 va TNFa; thudc ciing tc ché manh qué trinh tao
leukotrien. Ngoai ra, thubc nay trc ché rat manh qua trinh tao cytokine Th2, IL-4 va IL-5 tir té
bao T CD4+ cua nguoi.

Uy,
Tac dung duoc ly //

Trong céc nghién ciru gdy di umg tai mili bing khang nguyén, mometason furoat thé hién tac
dung chdng viém & ca giai doan som va giai doan mudn cta phan tmg di tmg. T4c dung nay
da dugc chimg minh thong qua viéc lam giam (so vdi placebo) hoat tinh cta histamin, hoat
dong cua bach ciu ua eosin va giam (so véi trude khi dung thube) bach ciu ua eosin, bach
cAu trung tinh, protein két dinh t& bao biéu mo.

Trén 28% bénh nhén viém miii di Ung theo mua, tdc dung c6 y nghia lam sang cua
mometason furoat bit ddu xuit hién trong 12 gid sau khi st dung liéu dau tién. Trung vi
(50%) cua thoi gian khai phat tac dung 1a 35,9 gio.

Bénh nhi

Trong mot thir nghiém 14m sang c6 d6i chimg placebo trén bénh nhi (mdi nhém c6 n = 49) sir
dung mometason furoat 100 pg/ngay lién tuc trong mdt nim, khéng ghi nhén su giam téc do
tang trudng cua tré.

Céc dir lidu lién quan dén do an toan va hiéu qua cia mometason furoat trén bénh nhi tir 3 dén
5 tudi kha han ché, do d6 khong thé thiét 14p dugc khoang liéu diéu tri thich hop.

Trong mdt nghién ciru trén 48 bénh nhi tir 3 dén 5 tubi dwoc didu tri bing mometason furoat
dung tai miii véi lidu 50, 100 hozc 200 pg hang ngay trong 14 ngay, khong c6 su khac biét co
y nghia théng ké vé& nng do cortisol huyét turong trung binh (sir dung nghiém phap kich thich
béng tetracosactrin dé x4c dinh) so véi placebo.

Co quan quan ly duoc phdm chau Au (EMA) d& mién trir viéc dé trinh két qua cua cac nghién
ciru véi mometason furoat trén tat ca cac déi tugng bénh nhi méc viém miii di ung theo mua
va viém miii di tmg quanh nim (xem muc LIEU LUONG VA CACH SU DUNG dé biét thém
thong tin vé sir dung thudc trén bénh nhi).

Pic diém dwoc dong hoc

Hép thu

Mometason furoat, dugc bao ché duéi dang xit miii than nudc, c6 sinh kha dung trong huyét
tuong dudi 1% (phuong phép dinh lugng dé xac dinh sinh kha dung c6 gi6i han phat hién la
0,25 pg/ml).

Phan bd
Khong ap dung do mometason hip thu kém khi sir dung tai mii.
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Chuyén héa
Mot luong nhé thude c6 thé duoc nubt va ha‘ip thu, trai qua chuyén héa rong rii budc dau &
gan.

Thai trir
Sau khi duoc hép thu, mometason furoat bi chuyén hoa manh, cht chuyén héa bai tiét qua

nudc tiéu va mat. /ZQ
HAN DUNG e

24 thang ké tir ngay san xuét.
Sau khi m& nip lan dau: 2 thang.

PIEU KIEN BAO QUAN
Khong bao quan trén 30°C. Khong dé dong lanh.

QUY CACH PONG GOI
Hop 1 lo x 120 liéu xit

NHA SAN XUAT: LEK PHARMACEUTICALS D.D.,
Verovskova ulica 57, 1526 Ljubljana, Slovenia.

THEO CDS PA PUQC PHE DUYET: Mometasone_topical (nasal) v02_04 2015

Pé thudc ngoai tim tay tré em
Poc ky to hwéng din sit dung thudce trwéc khi diung thude.
Néu ban c6 thém ciu héi gi, hiy héi bac si hodc dwoc si ciia ban.

TUQ.CUC TRUONG
P.TRUONG PHONG

Pham i Vin Hank



