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6 ml

Mometasone
Aqueous Nasal
Spray BP

Suspension

60 Metered
Doses

Thude xit mii MOME-AIR

(Mometasone Furoate BP 0.05% w/v)
Dang bao ché: Hén dich xit mii

Quy cdich déng géi: Hop chira 1 1o 6 ml

Chi djnh, chéng chi dinh, lidu ding, cich ding:
Xem trong t& hudng dén sir dung.

S4 16 SX, NSX, HD: Xem “Batch No.”, “Mfg. date”,
“Exp. date” trén bao bi.

Cic théng tin khic: Xin doc t huong din sir dung
kém theo.

Béo quén & nhiét d9 khong qué 30°C. Trénh dnh
sing Tranh xa tim tay tré em.

Poc ky hudng din sir dung truée khi ding.

Sén xuét béi:

SAVA HEALTHCARE LIMITED

Plot No. 507-B to 512, G.LD.C. Estate, Wadhwancity,

Dist. Surendranagar — 363 035, Gujarat, An DY
SPK:

DNNK:

VisaNo.
Mfg. Lic. No.: G/536
Batch No.
Mfg. Date
Exp. Date

: dd/mmlyy.
: dd/mmlyy.

Composition:
Mometasone Fumle BP 0.05%wiv

0.01%whv

0.25%wiv
Excipients q.s.
Each spray delivers:

Mometasone Furoate BP 50 meg.

INDICATIONSIPRECAU“ONSI
SIDE EFFECTS.

Storage:

Store in a at temperatu

exceeding 30°C. Pro(ect from light.
Keep out of reach of children.

Carefully read the instructions
before use.

FOR INTRANASAL USE ONLY
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MOME - AIR / /

TRACH NHIEM Hily HAN :I: l
RELIV PHARMA /|

. . Y4
THANH PHAN Y%
Mai lo 6 ml chira: Mometason furoat BP .................. 3mg

MBai lo 12 ml chira: Mometason furoat BP ................ 6 mg

T4 duoc: Cellulose vi tinh thé va natri carboxymethylcellulose, glycerin, acid citric monohydrat, natri
citrat, phenylethyl alcohol, polysorbat 80, benzalkonium clorid, nudc tinh khiét.
Mai nhit xit phéng thich: mometason furoat BP 50 meg

DUQC LUC HQC

Mometason furoat 1a mot corticosteroid diing ngoai véi tinh chat chéng viém tai chd & cac liéu khong -,
c6 cdc tac dung toan than.

DUQC PONG HQOC

Mometason furoat monohydrat ding dwong xit miii gan nhu khong phat hién dugc trong huyét tuong &
bénh nhan nhi va ngudi trudng thanh mic du sir dung thir nghiém nhay cam ¢6 gioi han véi lugng thap
hon 50 pcg/mL.

CHI PINH

Chi dinh cho ngudi 16n va tré em tir 2 tudi tror 1én dé diéu tri céc triéu chimg viém mii di ung
theo mua va viém miii di ng quanh nam

Chi dinh cho ngudi 16n va tré em tir 2 tudi tro 1én dé 1am giam tinh trang nghet miii ¢6 lién
quan dén viém miii di img theo mua

Du phong triéu chimg viém miii di img theo mua & ngudi 1on va tré em tir 12 tudi tro 1én

Chi dinh diéu tri polyp miii cho ngudi 16m tir 18 tudi tror 1én

LIEU LUQNG

Sau 1an diu mdi bom thude xit miii MOME-AIR (10 nhét xit, cho t6i khi thdy thudc xit ra dong déu),
mdi 1an 4n cung cip khoang 100 mg hdn dich mometason furoat, chira mometason furoat monohydrate

tuong duong véi 50 microgram mometason furoat. Néu khong dung bom xit trong 14 ngay hodc hon,

phai mdi lai bom 2 nhat xit, cho t6i khi thdy thudc xit ra dong déu, trude khi ding lan tiép theo. Lac ky

lo trude mdi 1an dung. Lo thude nén bo di sau khi xit hét s6 1an bom trén nhan hodc trong vong 2 thang

ké tir 1an ding dau tién.

>

Viém mii di img theo mua va viém miii di img quanh nim

Ngudi 16n va tré em tir 12 tudi tror 1én: liéu khuyén céo thong thuong 1a 2 nhét xit vao mdi bén
mili/ ngay (50 micrograms/nhat xit) (tong liéu 200 mcg)

Tré em tir 2 — 11 tudi: liéu khuyén cao thong thuong 1a 1 nhat xit vao mdi bén mii/ ngay (50
microgram/nhét xit) (tdng liéu 100 mcg)

Giam tinh trang nghet mili ¢6 lién quan dén viém miii di img theo mua

Ngudi 16m va tré em tir 12 tudi tré 1én: lidu khuyén céo thong thudong 1a 2 nhat xit vao mdi bén
miii/ ngay (50 micrograms/nhat xit) (tong lidu 200 mcg)
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— Tré em tir 2 — 11 tudi: liéu khuyén céo thong thuong 1a 1 nhat xit vao mdi bén miii/ ngay (50
microgram/nhét xit) (tong liéu 100 meg)
» Du phong triéu ching viém mii di g theo mua

— Ngudi 1én va tré em tir 12 tudi tro 1én: liéu khuyén cdo thong thuong 1a 2 nhat xit vao mdi bén
miii/ ngay (50 microgram/nhat xit) (tong liéu 200 mcg)
O cac bénh nhan ¢6 tién sir cac triéu chimg trung binh dén ning ctia viém mii di tng theo mua,
diéu tri du phong bing Mome — Air ¢6 thé duoc ding dén 4 tuan trude thoi gian du kién bat
dau ciia mua phéan hoa

» Polyp miii

—  Ngudi 16n tir 18 tudi trés 1én: lidu khuyén céo thong thudong diéu tri polyp miii 1a 2 nhat xit (50
mcg/nhat xit) vao mdi bén miii hang ngay — ngay 2 lan (tong liéu 400 mcg). 2 nhat xit (50

mcg/nhat xit) vao mdi bén miii hang ngay — ngay 1 1an (tong liéu 200 mcg) ciing dat hiéu qua o "

Man cam véi bat cir thanh phan nao cua thude.

Thude xit miii MOME-AIR khong duoc dung khi ¢6 cac nhiém khuén khu trii & niém mac miii, nhiém
nam, nhidm virus va viém loét niém mac miii.

Vi tac dung trc ché su lanh vét thuong cua cac corticosteroid, cac bénh nhan vira qua phau thuat mii
hay chin thwong miii khong duoc ding corticosteroid duong miii cho téi khi lanh.

CANH BAO VA THAN TRONG

Thude xit miii MOME-AIR phai dugce dung than trong cho bénh nhéan bi nhiém khuan lao duong ho
hép khong hoat dong hoic hoat dong, hodc cac nhiém virus toan than, vi khuan, ndm chua duge diéu
tri hodc herpes simplex & mat.

Sau 12 thang diéu trj véi thude xit miii MOME-AIR khong ¢ bang chimg vé su teo niém mac miii.
ciing nhu vy, mometason furoat ¢6 khuynh huéng lam phuc hdi niém mac miii gan v6i kiéu mo hinh
hoc binh thuong. Ciing nhu voi bat ky diéu tri dai ngay nao, cac bénh nhan ding thudc xit mii
MOME-AIR trong vai thang hodc dai hon phai dugc kiém tra dinh ky vé cac thay ddi c¢6 thé c¢6 o niém
mac miii. Néu xuét hién nhiém ndm khu tr & miii hodc hong, ngung tri liéu thudce xit miiit MOME-AIR
hodc ¢6 thé yéu cau diéu tri thich hop. Kich tmg miii hong dai ding c6 thé 1a mot chi dinh dé ngimg
thude xit miii MOME-AIR.

Mic di MOME-AIR s& kiém soét dugc cac triéu ching thude miii & hau hét cac bénh nhan, sir dong
thoi thém céc phép tri liéu thich hop ¢ thé 1am giam thém céc triéu chimg khac dic biét la triéu chimg
thudc vé mat.

Khong ¢6 bing chimg suy truc tuyén dudi ddi-tuyén yén-thugng than (HPA) sau khi diéu tri kéo dai
véi thude xit miii MOME-AIR. Tuy nhién, cdc bénh nhian chuyén tir sir dung dai han céc corticosteroid
toan than sang thude xit miii MOME-AIR can dugce theo dai can than. Ngung dung corticosteroid toan
than & cc bénh nhan nay c6 thé dan dén suy thuong than trong mot s6 thang cho téi khi chire niang cua
truc HPA hoi phuc. Néu cac bénh nhan nay cé dAu hiéu va triéu chimg cua suy thugng than, viée dung

vai bénh nhan. / {77
CHONG CHI PINH wa



corticosteroid tac dung toan than phai duoc 13p lai va cac phuong phap diéu tri khac va danh gia thich
hop phai duge tién hanh.

Trong khi chuyén tir dung corticosteroid toan than sang thudc xit miii MOME-AIR vai bénh nhan cé
thé bi cac triéu chimg cua viée ngimg dung cac corticosteroid tac dung toan than (vi du dau khép va
hodic co, mét moi va bat dau suy nhugc), mac cho ¢ sy giam triéu chimg miii va s& can su khuyén
khich dé tiép tuc tri liéu thude xit miii MOME-AIR. Su chuyén thudc nhu viy ciing c6 thé 1a boc 16 céc
tinh trang di ing ton tai tir truGe nhu viem két mac dij (mg va eczema, da bi trc ché trude d6 boi tri licu
toan than.

Tinh an toan va hi¢u qua cua thudc xit miii Mome-Air chua duge nghién ciru dé dung trong diéu tri

polyp mot bén, polyp c6 lién quan téi xo héa nang hodc polyp céan tré hoan toan khoang mili. /Z(Z{/

Polyp mot bén hiém gip hodc khong déu, dic biét c6 loét hodc chdy mau nén dugc xem xét ky hon!
Céc bénh nhan dung corticosteroid ma da bi rc ché mién dich phai dugc canh béo vé nguy co ctia viée
tiép xtic véi cac loai nhidm khuén (vi du thity d4u, soi) va tim quan trong cua viée xin y kién cta thay
thude néu c6 céc tiép xuc nhur vay.

Sau khi dung céc corticosteroid phun mu vao miii, cac truong hop cé biét thung vach ngin miii hoic
tang ap suat ndi nhan da dugc béo cdo la rat hiém.

Tinh an toan va hiéu qua cta thudc xit miii MOME-AIR cho diéu tri bénh polyp miii & tré em va thiéu
nién dudi 18 tudi chwa duge nghién ciru.

Tac dung toan than cia corticosteroid xit miii c¢6 thé c6, diac biét & liéu cao trong thoi gian dai. Cham
phét trién da dugc béo céo & tré em diéu tri corticosteroid dudmg miii & lidu cho phép.

Khuyén céo vé chidu cao cua tré em diéu tri kéo dai thude xit miii corticosteroid phai dugc theo doi
thuong xuyén. Néu sy phét trién bi cham lai, phép tri liéu nén dugc xem lai véi muc tiéu giam liéu
corticosteroid dung dudong miii, néu cé thé, liéu thap nhét c6 tic dung kiém soat triéu chimg nén duoc
duy tri.

PHU NU CO THAI VA CHO CON BU

Khong c6 cac nghién ciru duoc kiém soét tdt hodic ddy du trén phu nit ¢6 thai. Sau khi xit miii liéu
khuyén céo 1am sang téi da cho bénh nhan, ndng d6 mometason trong huyét tuong la khong do dugc,
nhu vy su tiép xtc cua thai nhi véi thude duge nghi 1a khong dang ké va kha nang doc tinh véi sy
sinh san 1a rat thap.

Ciing nhu cac ché pham corticosteroid ding cho miii khac, thudc xit miii MOME-AIR chi nén dung
cho phu nit ¢6 thai, cho con bu hodc phu nit & tudi sinh san khi loi ich c6 thé ¢6 16n hon nguy co tiém
tang cho nguoi me, thai nhi va tré nho. Tré em c6 me dung corticosteroid trong khi mang thai phai
duoc theo dai k§ vé chimg suy thugng than

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 béo céo

TAC DUNG KHONG MONG MUON

Céc phan tng bit loi lién quan t&i diéu tri viém miii di tmg duoc bdo cdo trong nghién ctru 1am sang o
bénh nhan nguoi 16n va nguoi dang truong thanh dugce thé hién nhu sau (Bang 1)

-



Bang 1: Céc tac dung khong mong muén lién quan téi diéu tri viém miii di &ng cia thudc xit mii

Mome — Air

Rat thudng gap (> 1/10); thudong gap (> 1/100, < 1/10); khong thuong gap (> 1/1000, < 1/100); hiém (>

1/10,000, < 1/1000); rat hiém (< 1/10,000)

R&i loan hé hip, nguc va trung that

Thuong gép:

Chay méu cam, viém hong, rat miii, kich ing miii, 16 mdi

Bénh tai chd va réi loan téng quat

Thuong gép:

Nhire dau /&/&
[

Chay mau cam néi chung duge ti kiém soat va nhe, xay ra cao hon so véi gia dugc (5%), nhung o ty
1¢ trong duong hodc thip hon so véi céc corticosteroid ding diéu tri miii dwoc nghién ctru (t61 15%).
Ty 1€ bi céc tac dung khac la twong duong véi khi ding gia dugc

O bénh nhi céc tac dung khong mong muén nhu chay mau cam (6%), dau dau (3%), kich ung mii

(2%) va hét hoi (2%) 1a tuong duong véi gia dugc.

O bénh nhan diéu tri polyp miii, ty 1& bi céc tac dung khong mong mudn khéc 1a twong dwong voi gia

dugc va tuong tu & nhitng bénh nhan di€u tri viém miii di ing.

Céc tac dung khong mong mudn lién quan t6i diéu tri polyp miii dugc bdo cao > 1% bénh nhén trong

nghién ctru 1am sang dugc thé hién trong bang sau (Bang 2)

Bing 2: Cac tic dung khong mong muén lién quan téi diéu tri polyp mii > 1% ciia thude xit mii

Mome — Air

Rat thuong gap (> 1/10); thudong gip (> 1/100, < 1/10); khong thudng gip (> 1/1000, < 1/100); hiém (>

1/10,000, < 1/1000); rat hiém (< 1/10,000)

(200 meg 1 1an/ ngay) | (200 meg 2 lan/ ngay)
Rdi loan hd hép, ngwe va trung that
Nhiém khuan dudng ho hap dudi Thuong gap Khoéng thuong gip
Chay mau cam Thuong gap Rét thuong gap
R6i loan tiéu héa
Kich ung hong --- Thuong gap
Bénh tai chd va roi loan tong quat
Nhirc dau Thuong gép  Thuong gap

O bénh nhﬁn viém xbang mﬁl cAp tinh, ty 1& chay mau cam do MOME — AIR 1a 3,3% so v&i 2,6% khi
dung gia dugc va tuong ty ¢ nhitng bénh nhan diéu tri viém miii di tmg.
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Hiém khi c6 céc phan ung di tng tirc thi nhu co thit phé quan, kho thd c6 thé xay ra sau khi xit
mometason furoat monohydrat vao miii. Rat hiém khi c6 man cam va phu mach duoc béo céo.

R&i loan vi gidc va khiru gide dugce bao cdo 1a rat hiém.

Théng bdo cho bdc sy nhiing tic dung khong mong muén gdp phii khi ding thuéc.

TUONG TAC THUOC

Thude nuée dé xit miii MOME-AIR da dugc dung dong thoi véi loratadin hodic cac chit chuyén hoa
chinh cua no trong huyét twong. Nong d0 mometason furoat trong huyét twong la khong phat hién
duoc. Diéu tri phdi hop duge dung nap tét. [
QUA LIEU / T
Vi sinh kha dung hé théng khong dang ké (< 0,1%) cia MOME-AIR, khi dung qua liéu khong can bat
ky diéu tri nao ngoai trir viéc theo ddi, sau d6 bat dau dung lieu dugce ké thich hgp

TRINH BAY

Hop 1 lo 6 ml chira 60 nhét xit dinh liéu

Hop 1 lo 12 ml chira 120 nhat xit dinh liéu

BAO QUAN: Bao quan & nhiét do khong quéa 30°C, tranh anh séng

HAN DUNG: 24 thang ké tir ngay san xuat.

Khéng sir dung thudc qua han dung in trén nhin hjp.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC ST, DUGC ST

DE XA TAM TAY TRE EM

San xut boi

SAVA HEALTHCARE LIMITED

Plot No. 507-B to 512, G.I1.D.C Estate, Wadhwancity, Dist. Surendranagar-363 035, Gujarat, An Do.

TUQ.CUC TRUONG
P.TRUDNG PHONG

Pham Ghi Vin Hanh



