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Doc kj hwdng din sie dung trwde khi ditng

1. THANH PHAN CONG THUC THUOC
MBi lan xit giai phéng:
Monetason furoat monohydrat tuong duong vai Memetason furoat 50meg.
( Hoat chdt:
Monetason {uroal monohydrat tuong duong véi Mometason furoat 0,05%w/v
Cht béo qudn:
Dung dich Benzalkonium chloride 0,02%w/v
Pheny! Ethyl Alcohol 0,25%w/v
Ta dwoe: Microcrystallin cellulose va Carboxemethyleellulose natri (Avicel RC591), Glycerin,
Acid citric monohydrat, natri biphosphate (khan), Phenylethyl alcohol, Polysorbat 80,

Benzalkonium chloride, Nude cit.
2. DANG BAO CHE: Hdn dich ddng nhat mau triing 16i trfing nga

3. CHI PINH:
- Moferin dugce chi dinh sir dung & nguoi 16n va tré em trén 3 tudi d& didu trj triéu ching ctia
( viém miii di irng theo mia hodic viém miii dj (mg quanh nam.
- Thubc ciing duge chi dinh dé diéu tri polyp mifi & bénh nhén r 18 tudi tros 1én.

4, CACH DUNG, LIEU DUNG
Sau ldn bom mdi ddu tign, mdi 1An xit cung cip khoing 100mg hdn dich thube chtia
mometason furoate monohydrat twong duong vdi 50meg mometason furoat,
Litu lwgng
Viém mfii di ing theo mba hodc viém miii di tng quanh ndm

Nguaoi lon (bao gom cd cde bénh nhdn cao (o) va tré em tir 12 tuoi iro lén.
Lidu khuyén céo thong thudng 14 2 xit (50meg mometason furoat/nhét xit) véo mdi 16 mii, 1
1An mdi ngay (tdng lidu 14 200meg). Mot khi céc trigu chimg duge kiém sodt, giam liéu con 1

. . . e A « A
xit vio mdi miii, 1 1in mdi ngdy (t6ng liéu 100me
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Néu cic triéu chimg khéng duge kiém soat diy du, lidu ding co thé ting i lidu (61 da mbi
ngay 13 4 nhét xjt vao mbi miii, 1 1in m&i ngdy (1éng lidu 14 400meg). Khuyén cdo gidm liéu
sau khi kiém soat duge triéu chimg.

Tré em fiv 3 161 11 tudi;

Lidu khuyén cdo théng thudmg 12 1 nhat xjt (50meg/xit) viio mbi miii, 1 lin mdi ngay (tong liéu
100meg).

Xit miii Mometason furoat di chimg minh mdt sy khéi phat tac dyng dang ké v& mit 1am sang
trong vong 12 gidr sau liéu ddu tién & mét s6 bénh nhin bj viém miii dj tng theo mia; mée di
vily, lgi ich diy di cia tri ligu c6 thé khdng dat dugce trong vong 48 gid diu. Do dé, bénh nhén
nén tiép e str dyng thuding xuyén dé dat duge lgi fch dity da cia trj lidu.

Tri liéu véi xjt miii mometason furoat co thé cin duge bit ddu mét vai ngay truée khi dy kién
bét ddu mua phiin hoa & bénh nhén ¢6 tién sir ¢d cae trigu chimg cia viém miii dj (mg theo mia
mrc dd trung binh t6i néing.

Polyp miii

Lidu khéi ddu khuyén cio théng thudmg dbi voi polyp miii 14 2 nhat xit (50meg/xit) vao méi
miii, 1 1dn mdi ngay (tdng lidu 200meg). Néu sau 5 16i 6 tudin khong kidm soat duge trigu
chitng ddy du, liéu ding c6 (hé ting (G lidu hang ngdy 13 2 nhat xit vao mdi miii, 2 lin mdi
ngdy (tdng lidu hang ngdy 1a 400meg). Liéu lugng nén duge didu chinh i lidu thip nhit duy
tri hiGu qua kidm soét trigu chimg, Néu cée triéu chimg khong cai thién sau 5 161 6 tudin véi lidu
2 1dn mdi ngay, nén danh gia lai bénh nhan va xem xét lai phac b didu tri.

Céc nghién ciru v& tinh an toan va hiéu qua cua thude xit miii mometason furoat dé diéu trj
polyp miii 12 trong khoang thoi gian 4 thing.

Tré emn

Viém miii di (mg theo mua va viém miii di img quanh ndm

Tinh an toan va hidu qua cia xit miii mometason furoat & tré em dudi 3 tudi vén chua duge
thiét 1ap.

Polyp miii

Tinh an toan va hiéu qua ctia xjt miii Mometason furoat & tré em va thanh thiéu nién dudi 18
tudi vin chua duge thiét ap.

Cach diing

Truée khi str dung lidu diu tién, lic k¥ lo thude va khoi dong bom 10 1dn (cho téi khi thu duge
khi dung ddng nha).

Néu ban khong st dyng thude xit trong 14 ngay hogic hon, kich hoat lai bom biing cach xjt 2
ldn cho t&i khi thu duoc khf dung ddng nhét, trude khi sir dung tiép.

Léc d&u lo thude trudec mbi [An str dung. Nén bo lo thude di sau khi xit hét s lan xit ghi trén
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5.

CHONG CHI DINH

Mén cdm véi mometason furoat hoiic vai bét ky thanh phéin ta duge cia thube.

Khong nén sir dung thude xit miii Monetason furoat trong truwdng hgp nhiém khuiin cue b
chira duge didu i lién quan dén niém mac miii, chiing han nhu herpes simplex.

Do tée dyng (rc ché ciia corticosteroid déi vai vice lam lanh vét thuong, nhirng bénh nhin vira
trai qua phiu thudt miii hoiic chéan thuong giin diy khoéng nén sir dung corticosteroid dang xijt
miii cho dén khi vét thuong lanh.

CANH BAO VA THAN TRQNG KHI DUNG THUOC

e A s &
Ue ch¢ mién dich

Xijt miii Mometason furoat nén duge sir dyng mot cach thin trong, déc biét & ngudgi bi nhiém
khuén lao trén duding ho hiip thé cép tinh hoiic thé 6n dinh, hodc & ngudi nhiém tring toan thin
do ndm hodic do vi khudn.

Bénh nhin dang ding corticosteroid ¢6 kha niing bi tre ché mién dich nén duge canh bio nguy
co lay nhiém mdt s6 bénh nhiém khudn (vi dy thiy ddu, bénh sai) va tm quan trong clia viée
xin tr van y & néu xay ra tinh trang tiép xiic véi nhiém tring trén,

The dung tai chd (rén miii

Trong mt nghién ciru trén bénh nhén viém mii di (mg quanh ndm sau 12 thang diéu trj véi xit
mili mometason furoat, khong c6 bing ching v& teo niém mac miii. Ngoai ra, Monetason
furoat ¢6 khuynh huéng lam phyc héi niém mac mfi ghn véi kidu hinh md hoc binh thudng.
Tuy nhién, bénh nhan str dung xjt mfii mometason trong vai théng hoéic kéo dai hon nén dugce
kiém tra dinh ky dé kiém tra xem ¢6 nhiing thay dbi c6 thé xdy ra trén niém mac miii. Néu xuat
hién ndm khu trd & miii hodic hong, cin ngung viée diing thudc hodic c6 thé yéu cau didu tri
thich hgp. Néu kich tmg miii hong kéo dai ¢co thé yéu cau ngimg diéu trj véi mometason furoat
dang xit.

Monetason fureat khong duge khuyén cdo trong trudng hop thing vach ngén miii.

Trong céc nghién cru 1dm sang, chdy mau miii xdy ra véi ty I¢ cao hon so véi gia duge. Chay
mdau mfii n6i chung ty hét va & mirc do nhe.

Tic dung toan théin etia Corticosteroid

Téc dung toan than cua corticosteroid dang xit miii ¢6 thé xuét hién, diic biét & lidu cao va st
dung kéo dai. Nhitng tdc dung toan than nay it xay ra hon so véi corticosteroid duong ubng va
thuomg khdc nhau & timg bénh nhén va giira cac ché phiim corticosteroid khac nhau. Téc dyung
toan than tidm 4n c6 thé bao gdm hdi chiig Cushing’s, cic triéu chimg dic trung ciia Cushing,
irc ché tuyén thugng than, chim phat trién & tré em va thanh thiéu nién, duc thiy tinh thé, ting
nhdn 4p va hiém hon, mdt loat cdc anh hudng tim ly-fadc hm} i bao gdm chimg tiing dong
tAm than, rdi loan giéc ngu, lo au, trdm cam hodc hitk v ﬂﬂ?}l%ﬁfﬁ (; rong tré em).
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Sau khi str dung corticosteroid dudmg miii, cac truang hop ting nhin ap di duge bio cdo.
Nhitng bénh nhéin duge chuyén tir sir dung corticosteroid toan thin kéo dai sang dang xjl miii
Monetason furoat cin duge chii y cin thin, Vige ngling sir dung corticosteroid todn thin &
nhitng bénh nhan nay ¢ thé din dén suy tuyén thugng thin trong mdt vai théng cho dén khi
phye héi chire niing truc HPA,

Néu nhiing bénh nhan nay co diu higu va wigu chitng cia suy tuyén thugng thin hojic triéu
chirg ngirng, thude (vi du, dau khop vishodic co, bubn bye va trim cam ban diin) mije du da
gidm cée triéu chimg & miii, nén sir dung lai corticosteroid todn than va thay thé cic phuong
thire tri liéu va bi¢n phap thich hgp khac, Viée chuyén nhur vy co thé ciing 1am 1§ ra tinh trang,
di tng tr trude, nhu viém két mac dj (ng va eczema, trude do da bj e ché boi tri lidu
corticosteroid todn thin.

Tri lidu vé6i lidu cao hon liéu khuyén cdo ¢ (hé dan (Gi s (rc ché tuyén thugng thin déng ké
(rén 1m sang, néu cé biing chimg vé viée sir dung lidu cao hon lidu khuyén céo duge sir dung,
nén can nhic str dung corticosteroid toan thén trong giai doan phéu thuét biit bube hoiic ty

nguyén.

Polyp mii
Tinh an toan va hiéu qua cta thude xit mili Monetason furoat chua duge nghién et dé str dung
g A . " a = é n < . ¥

trong diéu trj polyp mot bén, polyp cd lién quan dén xo nang hodic polyp lam tac hoan toan

khoang miii.

* Cac polyp mdt bén co hinh dang bat thuong hodic khong déu, dic biét ndu bj loét hojic chay
- A - v -

mau, can duge dénh gid thém,

Anh hudng 1én sw phit trién ciia tré em

Khuyén cdo riing chidu cao cia tré em dugce didu tri kéo dai véi corticosteroid dudmg miii phai

duge theo ddi thuong xuyén, Néu tée db ting truong cham lai, nén xem xét lai tri lidu véi myc
dich giam lidu corticosteroid dutng miii néu c6 thé, xudng lidu thdp nhat dé duy tri viée kiém
sodt hiéu qua cdc trig¢u chimg. Ngoai ra, can cdn nhic chuyén bénh nhén dén béc st chuyén
khoa nhi.

Cace triéu chirng khong phii & miii

Miic du thude xit mili Monetason furoat s& kidm soat cdc triéu chimg & miii & hiu hét bénh
nhan, nhung viée sir dung ddng thoi lidu phép bd sung thich hop cé thé gitp giam thém céc

triéu chimg khéc, dic biét 1a cac trigu chimg ¢ mat
R&i loan thi gide
R&i loan thi gide co thé duge béo céo khi sir dung corticosteroid toan thin va tai chd. Néu mot

b&nh nhén ¢o6 céc triéu chirng nhu nhin mo hodic cic rbi loan thi lre khac, bénh nhan nén dugc
xem x¢ét chuyén dén bac si nhéin khoa dé danh gia cac nguyén nhén ¢6 the xay ra, bao gbm duc

thiy tinh thé, ting nhéin 4p hojc céc bénh hiém giip

(central serous chorioretinopathy - CSCR) dd timg/diiec bao ¢ khi sir dung corticosteroid
s o o 7/ VAN PHONG
toan than va tai cho. g
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10.

Monetason furoat chiva benzalkoninm chloride

s £ " . . . X 1A . Ao . . A ea
lhude ndy chita 20 microgam benzalkonium chloride moi lin xit ¢d thé gdy phii né niém mac

miii khi str dung lau dai.

SU' DUNG THUOC CHO PHU NU'CO THAI VA CHO CON BU

Phu nii mang thai

Khong ¢d hodc c6 dir lidu con han ché v& viée sir dung Monetason furoat & phy nit mang thai.
Céac nghién cliru rén dong vil cho thday c¢6 dde tinh sinh sén. Ciing nhir céc ché phﬁm
corticosteroid diing dudng miii khac, khong nén sir dung thude xit miii Monetason furoat trong
thoi ky mang thai trir khi lgi fch tidm tang cho ngudi me vugt qua bt ki nguy co tiém dn ndo
d6i véi ngudi me, thai nhi hofic té s sinh, Tré so sinh duge sinh ra tir nhitng ba me sir dung
corticosteroid trong thai ky nén duge theo doi céin thin v& tnh trang suy giam tuyén thugng
thén.

Phu nii ¢ho con bii:

Ngudi ta chua biét ligu Monetason furoat ¢ duge bai tiét vao stra me hay khéng,

Ciing nhu céc ché phim corticosteroid dang xit miii khéc, phai dua ra quyét dinh 6 nén ngimg
cho con bi hojic ngimg / bo diéu tri véi thude xit miii Monetason furoat, quyét dinh nay cin
tinh dén lgi fch ciia viée cho con bl so vai lgi ich ctia vige didu trj cho ngudi phu nir dang cho

con b

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Mometason furoat khong anh hudng 1én khé niing lai xe va véin hanh may mac.

TUONG TAC, TUONG KY CUA THUOC

Pidu trj ddng thoi véi cae chit e ché CYP3A, bao gdm ca céc san phdm cé chira cobicistat,
duge cho 12 s& lam ting nguy co méc céc tac dyng phy toan than, Nén tranh sw phdi hop thude
nay. trir khi lgi ich mang lai cao hon nguy co ting téc dung phy corticosteroid toan than, trong
trudng hgp ndy bénh nhin ¢in duge theo doi vé tac dung phu toan than cua corticosteroid.

Mot nghién clru tuong tac lam sang da duge thye hign véi loratadin, Khong ¢d twong tic nao

7 r A
duge quan sat thay.

TAC DUNG KHONG MONG MUON CUA THUOC

Tém tét hd so an toan
3 . 2 A 5 B ~ A . n v w fa . kg
Chay méu cam thudmg 13 tw hét va mirc d nhe, xuat hign voi ty 1¢ cao hon so véi gid duge

(5%), nhung véi 1y 1& trong duong hoiic thip hon (1én dén 15%) so vai céc corticosteroid dung

2 v 4 .—a » ’ A - . pa r A X
duong miii trong cac nghién clru ¢6 doi chimg nhu o trong nghién clru ldm sang

dbi véi viem mii di ang. Ty 18 ctia tAt ca cée (4 la twong dwong vai gid

]
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duge. O nhitng bénh nhéin dugce di¢u trj polyp miii, nhin chung ty 1§ coa cac tic dung phu
trong ty nhu & nhitng bénh nhin bi viém mii di (mg,

Téc dyung todn thin cia corticosteroid xjt mii co (hé xay ra, dic biét khi ké don & litu cao trong
thoi gian dai.

Bang liét ké cac phan fmg co6 hai

Cée phan tng phu lién quan dén didu trj (>1%) duge bio cdo trong cée thir nghiém lam sang &
banh nhan viém miii di @mg hofic polyp miii va sau khi luu hanh bét ké chi dinh ndo duge trinh
bay trong Bang 1. Cac phan g phu dugc li¢t ké theo nhém hé co quan chinh ctia MedDRA.,
Trong mdi hé co quan, phéan (mg phy duge xép theo tdn suft, Cée thn sufit duge dinh nghia nhur
sau: RAL phé bién (=1/10); phé bién (>1/100 dén <1/10); khang phd bién (>1/1000 dén <1/100).
Tén sudt cac phan (mg phy sau luu hanh thude duge coi 1a “khéng biél (khong thé thiét lap

dugie tir dif lidu co sin)”,

” L4 -a g ; " a . £ # . A k
Bang 1: Céc phan (mg phu lién quan dén dicu tri duge bao cdo theo mirc d va tan sudl

ctia mbi hé co quan

. R4t phd bién Phd bién ‘Khong bidt
Nhiém khudn  va _ Viém hong; nhiém A
nhigm ky sinh tring tring dudng hd hép

(rén if
R6i loan hé mién | Quéa man bao pom;
dich : phan (g phan vé,

phti mach, co thit
phé quan va kho
thd.

R6i logn hé thin Pau dau
kinh trung uwong
R&i logn mit Glaucoma; ting éap
lwe ndi nhdn, dyc
thity tinh thé

R&i loan hd hip, | Chay mau cam* Chay mau cam; | Thiing véch miii
nguc va trung théit nong mii; kich (ng
miii; loét miii

R&i loan tiéu hoa R4t ¢d hong* Céc rdi loan mii vj

% Ghi nhan v6i lidu dung 2 lan/ngay doi véi polyp miii
# Ghi nhan & tudn sudt hiém giip vai lidu ding 2 ldn/ngdy trong didu tri polyp miii

Tréem
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Théng bio cho bdc si vé nhitng tic dung khéng mong muén gip phdi khi siv dung thuéc.

11, QUA LIEU VA CACH XU TRI

I'ricu chimg

Hit phai hojic ding dudng udng nhi¢u corticosteroid ¢ thé dén 16i sy e ché chire niing tryc
HPA,

X Lrf:

Do sinh khi dyng toan thin cia mometason furoat dang xjt khéng dang ké (£1%), qua lidu
khong yéu cau didu tri ma chi can theo doi, sir dung liép lidu ké toa thich hop.

12. PAC TINII DUQC LUC HQC
Nhém dwge Iy tvi ligu: Thube chdng nghet mili va cdc thude ding cho miii khdc chira
corlicosteroid ding tai chd.
Ma ATC: ROIADO9
Co ché hoat dong:
Mometason furoat 1a mot glucocorticosteroid ding ngoai véi tinh chit chéng viém tai chd &

cic lidu khong c6 tic dung todn thén,

Cé 1&, co ché tée dung khéang dj tmg va khang viém ctia mometason furoat dua vao sy ire ché
céc chit trung gian gay phan tmg di tng.

Mometason irc ché dang ké sy phong thich cac leucotrien (ir té bao bach ciu & bénh nhan di
{ing, Trong nudi ciy té bio, Monetason furoat cho thiy hiéu lyc cao trong viée tre ché tdng hop
v giai phong IL-1, IL-5, 1L-6 va TNFu; né ciing 13 mot chét te ché manh san xudt leukotrien
Ngodi ra, nd 12 mdt chét e ché rdt manh viée san xudt cdc cytokine Th2, IL-4 va IL-5, tir cdc
(¢ bao CD4+T & ngudi.

Téc dung duoe luc hoc

Trong cic nghién ciru str dung khéng nguyén dudng miii, mometason furoat cho thiy tic dung

khang viém & ca dép (ing di (ing giai doan sém va mudn. Didu ndy dd duoc chirng minh bai sy
gidm histamin va cdc bach cdu ua eosin (so véi gia dugce), bach ciu trung tinh va giam protein
két dinh té bao biu mé (so v&i khai phat). Hidu qua lam sang 16 rdt bit diu sém nhit 13 12 gior
sau lidu dau tién. Thoi gian khoi phat (50%) trung binh 14 35,9 gid.

13. PAC TINH DUQC DONG HQC
Hép thu
Mometason furoat ding dang xit miii ¢6 sinh khi dung toan thin khong déng ké (<1%). Sir
dung dinh lwong nhay cam véi gigi han dinh luong thip hon 14 0,25 pg / ml.

" &
Phan bo:

Chuyén hoa sinh hoc:

—
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Mot lugng nho thude ¢o thé duge nudt va hép thu qua mot qué trinh chuyén héa bude diu rong
vill & gan.

Thai trir:

Monetason furoat dwge hip thu sé duge chuyén hoa rong i & gan, cic chit chuyén hoa duge
bai tiét qua nurde tiéu va mat,

14. QUY CACH DONG GOI: Hop | I chira 120 lidu xit dung trong lo HDPE 15ml kém bom
hoat dong va niip bao vé.

15, PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Ditu kién bio quin: Bao quan & noi mét, tranh dnh sang, & nhigt do dudi 30°C. Khong dé
lanh hojic déng d4.

Han dimg: 24 thing ké tir ngay san xudt
Titu chuin chit lwgng ciia thude; BP 2021

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
BIODEAL PHARMACEUTICALS PVT. LTD
Vill: Sainimajra, Nalagarh-Ropar Road,
Nalagarh-174101, Distt: Solan (H.P.), AN BO.
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