BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phuc

GIAY TIEP NHAN
HO SO THONG TIN THUOC

Cuc Quan ly Dugc - Bo Y té
D3 ti€p nhan hé so dang ky thong tin thude s6: 1701-03/DAV-GLEN
Cua: VPDPD Glenmark Pharmaceuticals Ltd.
Dia chi: 47 Pién Bién Phu, Q.1, TP. HCM
Dién thoai: 08 39104952
Dang ky thong tin thu6c: Momate
Hinh thitc thong tin thudc: Tai liéu thong tin cho can b y té
S6 gidy ti€p nhan: 0039/17/QLD-TT
Ngay nhan du hé so hop 1é: 13/3/2017

Ha Noi, ngay.{1.thang.5..nam 201F
KT. CUC TRUONG

PHO CUC TRU()N%//

23 -1k
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¢ Hiéu qua trong diéu tri triéu ching viém mii di iing theo mua hoac viém miii di
ing quanh nam & nguai I6n va tré em tur 3 tudi tré 1én
¢ Hiéu qua trong diéu tri buéu nho trong mii (polyp miii) & nguai I6n tir 18 tudi tré lén
¢ Liéu dung:
® Diéu tri viém mii di tng theo mua hoac viém mdi di tng quanh nam:
A Ngudilén va tré em =12 tudi:
Lidu khéi dau: 2 nhat xit moi bén mdi x 11an/ngay (200mcg/ngay). E—
C6 thé tang lén 4 lan xit vao méi bén mai x 11an/ngay (400mcg/ngay). :
Lieu duy tri: gidm con 100mcg/ngay 3
cemtr3-11 tubi: |
Liéu dung: 1 1an xit méi bén mi x 11dn/ngay (100mcg/ngay).
¢ L2y tri polyp mai & ngudi I6n > 18 tudi "
Liéu khdi dau: 2 1an xit vao méi bén mdi x 1 lan/ngay (200mcg/ngay).
C6 thé tang 1én 2 Ian xit vao mdi bén mai x 2 1an mdt ngay (400mcg/ngay).

it 60 liéu va 120 lidu

SO gidy tiép nhan hd so dang ky tai ligu thong tin thude ciia Cuc Quan Ly Duoc - B3 Y Té: xxox/xx/QLD-TT, L G K
ngay .... thang ..... nim glenmar

Ngy ..... thing ..... ndm ....... in tai ligu. Tai liéu ndy c6 4 trang. Thong tin chi tiét vé sin phim xin xem trang 2, 3, 4 Trang 1



Tai liéu thong tin cho can bé

THUOC XIT MUI MOMATE

THANH PHAN

Hoat chit:

Mometason Furoat Monohydrat tuong duong véi Mometason
Furoat 0,05% kl/kl. )

Maéi lidu xit cung cip 50 microgam Mometason Furoat (duéi
dang monohydrat).

Ta dugec:

Cellulose vi tinh thé va natri carboxymethyl cellulose (Avicel
RC 591), glycerol axit citric monohydrat, natri citrat, polysorbat
80 (tween 80 si€u min), benzalkonlum clorid, nuge cét pha tiém.
Ta dugc 6 tac dung da dugc biét dén:

Thudc nay chira 20 mcg benzalkonium clorid trong mdi liéu xit.

DANG BAO CHE
Hon dich xit mui. ) o ]
Hon dich nhét mau trang dén trang nga c6 pH tir 4,3 dén 4,9.

CHI PINH

Mometason xit mii dugc chi dinh dung ¢ nguorl 16n va tré em
tir 3 tudi tror 1én nham diéu tri triéu ching cia viém mii di ing
theo mua hodc viém miii di tng quanh nam.

Mometason xit mili cung dugc chi dinh trong diéu tri budu nho
trong mii (polyp miii) & nguoi 16n tir 18 tudi trg 1én.

LIEU LUQNG VA CACH DUNG

Sau khi xit thu lan dau tién v6i thude xit mili mometason, mdi
liéu xit cung cdp xap xi 100mg hdn dich mometason furoat,
chira mometason furoat monohydrat tuong duong véi 50
microgam mometason furoat.

Liéu dun ung

Viém mii di iing theo mua hoac viém mii di ing quanh nam
Nguoi lon (bao gom bénh nhén cao tuéi) va tré em tir 12 tubi

tro lén: Liéu khuyen cao thong thuong la 2 lan xit (50 microg-

am/lan xit) vao moi bén miii, mot 1An mdi ngay (téng lidu 1a 200

mlcrogam) Khi da klem soat dugc tri¢u chung, giam lidu

xuong mét 1an xit vao mdi bén (téng liéu 1a 100 microgam) s&

c6 hi€u qua duy tri.

Néu tri¢u chirng chua duoc klem soat day du, c6 thé ting lleu

téi lidu tbi da hang ngay 12 4 1an xit vao mdi bén mii, mot lan

moi ngav (thng licu 1a 400 microgam). Khuyén cdo giam liéu

sau khi Gz kiém soat duqc triéu chung.

Tré em tiz 3 dén 11 tudi

Lieu } CA0 Jng thuorng la 1 lan xit (50 mlcrogamllan
| miii, mdt 1an mdi ngay (téng liéu 1a 100

M roat cho thiy hiéu qua ban dau co y nghla lam
s& <song 12 g10' sau khi dung liéu dau tién & mot s6 bénh
nieo bviem mui di ing theo mua; tuy nhién, hig¢u qua diéu tri
tG1 v lhe khong dat dugc trong 48 gio dau tién. Do do, bénh

1 tiép tuc str dung thube déu dan dé dat hiéu qua diéu tri

1 UU.

iéc diéu tri v6i mometason xit mii c6 thé can bt dau mot vai
ngdy truée khi mia phan hoa dyu kién bat dau & mot sd bénh
nhan c6 tién sir viém miii di tmg theo mua & muc do vira phai
dén nang.

Polyp miii | : : :
Liéu khoi dau khuyén cdo doi véi polyp mii 1a 2 lan xit (50

MOMATE

Mometasone Furoate Monohydrate 50mcg

Thudc xit mai

mxcrogarn/lan Xit) vao mdi bén mili, mot lan m01 ngay (tong
lidu trong ngay 1a 200 microgam). Néu sau 5 dén 6 tuan triéu
chirng chua dugc kiém soat day du, co thé tang_ lidu t6i heu
hang ngay 1a 2 lan xit vao mdi bén mili, hai lan moi ngay (tong
heu moi ngay la 400 microgam). Can giam licu tdi liéu thip
nhit c6 hiéu qua duy tri kiém soat triéu chung. Neu cac triu
chimg khong duoc cai thién sau 5 den 6 tuan diéu tri véi lidu
dung hai lan moi ngay, bénh nhan can dugc danh gia lai va cin
nhic lai chién lugc dleu tri.

Cac nghién cuu vé hi¢u qua va do an toan cua mometason
furoat ddi véi viéc diéu tri polyp mili kéo dai 4 thang.

Tré em

Viém mii di u’ng theo mua va viém mui quanh nam:

D6 an toan va hiu qua dleu tri cila mometason xit miii ¢ tré em
dudi 3 tudi chua dugc thiét lap.

Polyp miii:

Dg an toan va hi€u qua cua mometason x1t mili ¢ tré em va tré
vi thanh nién dudi 18 tudi chua dugc thiét lap.

Céch dung

Trudce khi dung lan dau tién, lc ki lo thudc va kich hoat bom 10
lan (cho dén khi bén ra cac tia min). P
Néu bom khong dugc str dung trong vong 14 ngay hodc lag
hon, xit thir 2 1an, cho dén khi ban ra tia min, trudc khi tlep tuc
st dung. '
Lic ki lo trudc khi dang. Can virt bo lo thudc sau ngay ght tren E
nhin hoic trong vong 2 thang sau lan sir dung dau tién. |3

CHONG CHI PINH \

Quéa man cam véi hoat chit hodc bit ¢t thanh phan ta dugc clia \
Khong duge su dung mometason xit miii khi c6 nhiém trung\
khu tri chwa dugc diéu tri lién quan t6i niém mac mii, vi du
nhu Herpes szmplex

Do téc dong trc ché cua corticosteroid 1én cac vét thuorng dang
lanh, nhitng bénh nhan vira trai qua phiu thut miii hoic chin
thuong khong dugc dung corticosteroid dudng miii cho téi khi
vét thuong da lanh.

CANH BAO VA THAN TRONG PAC BIET KHI SUDUNG
Uc ché mién dich:

Can than trong khi dung mometason xit mili neu bénh nhan bi
nhlem lao the hoat dong hoic thé nghi & hé ho hip, hoic nhiém
nam, vi khuén, nhiém virus toan than cha dleu tri.

Bénh nhén dung corticosteroid ¢6 nguy <o bi suy giam mién
dich can dugc canh béo vé nguy co m 1ot s0 bénh nhiém
trung (vi dy, thuy déu, so1) va dugc giai thi: h vé tam quan trong
cua su tu vén y té khi gap nhirng truong hqp trén.

Tac dong 1én mii :

Sau 12 théng diéu tri bang mometason furoat xit mili trong mot
nghién ciru trén bénh nhan viém mii quanh nam, khéng co
bang chirng nao vé su teo niém mac mii; khong nhirng vay,
mometason furoat xit mii con c6 xu huorng ngugc lai 1a lam cho
niém mac mili tré nén gan véi hinh thai mé binh thudng.

Tuy véy, bénh nhan s dung mometason xit mui trong thoi gian
kéo dai nhiéu thang hodc 1au hon nira cin dugc kiém tra dinh ki
vé kha ning xay ra nhimg thay dbi vé niém mac miii. Neu tinh
trang nhiém nim khu tr cia mili hodc hong phat trién, c6 the
can ngimg str dung mometason furoat xit mii hodc phai tién
hanh diéu tri thich hop Khi ¢6 su kéo dai cua tinh trang kich

- HO Chi Minh, Viét Nam
ail.com Website: www.glenmarkpharma.com
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{mg mili hong, can ngung sir dung mometason xit miii.
Mometason Xit mili khong duoc khuyen cao trong truong hop
thung vach ngan mii.
Trong cac nghién ctru 1am sang, chay méau cam xay ra véi tan
sudt cao hon so véi khi dung gia dugc. Tinh trang nay nhin
chung c6 thé tw khoi va ¢ mirc d¢ nhe.
Mometason xit mili chita benzalkonium clorid ¢6 thé gay kich

{mg mili.
Téc dung toan than cua corticosteroid
Téc dung toan than cua corticosteroid duong mai co thé xay ra
dac biét khi dung lidu cao trong thoi gian dai. Nhimng tac dong
ndy dé xay ra hon so véi khi ding cac dang bao ché corticoste-
roid duorng migng va co thé khac nhau gitra cac bénh nhan va
gitra cac che pham corticosteroid. Nguy co tac dong toan than
¢6 thé bao gom hoi chimg Cushing, céc dac tinh cua hoi chung
Cushing, {rc ché thuong than, lam cham phét trién & tré em va
thanh thiéu nién, duc thiy tmh thé, tang nhin 4p va hiém gap
hon 1a mot loat céc tri¢u chimg tdm ly hay tac dong 1én hanh vi
bao gbm trang thai hiéu dong qua mirc, rdi loan giac ngu, lo au,
tram cam hodc hung hang (dic biét & tré em)

i su dung corticosteroid duorng trong mili, da co cac bao cdo

L ve truong hop tang nhan ap.

‘“ngéy corticosteroid tic dong toan than sang dung mometason
J|xit mii-can chu y than trong. Viéc ngung str dung corticosteroid
" toan than & nhung bénh nhan nay c6 thé gay ra suy thugng than
| itrong mdt vai thing cho dén khi phuc hoi chire nang truc HPA
tuyén yén — thuong than) Néu nhung bénh
nhn nay c6 boc 19 nhimg dau hidu va triéu chimg cua suy

Tuy'n Eln & nhimg bénh nhan dugc chuyén tir sa dung dai

fhuorng than hodc céc triéu ching cua viéc ngung dung thudc

(vi du, dau khorp va/hodc co, mét moi, va bat dau suy nhuogc)
mac du c6 su giam cac triéu chung lién quan dén mili, viéc dung
corticosteroid duong toan than can dugc xem xét lai va can tién
hanh cac phuong phap dleu tri khac ciing nhu céc bién phap
thich hop. Su thay dm thudc nhu vay ciing ¢6 thé 1am boc 10 cac
tinh trang di img da ton tai tir trudc do, nhu 1a tinh trang viém
mang két di (mg va eczema, ma tru¢c d6 da duoce ngan lai do si
dung corticosteroid toan than.

Viée diéu trj voi liéu cao hon heu khuyén cdo clia corticosteroid
duong mili c6 thé giy trc ché thuong than dang ke trén 1am
sang Neu ¢6 can cir cho viéc sir dung lidu cao hon liéu khuyén
¢d0, can cin nhéc bd sung corticosteroid duong toan than trong

nhimg giai doan cing thiang hodc phau thuat lwa chon.

Polyp mii

D3 an toan “U qua ciia mometason Xit mili van chua duoc
nghién ctru <~ dung trong truong hop polyp mét bén, polyp
ket hop voi 5a u nang, hodc polyp lam tac nghén hoan toan
khoang mii;

Polyp mot b 1 bit thuong hoac khong phé bién, dic bit néu co

hién twong loét hodc chay méu, can dugc dénh gia thém.
Ta\Cd(,mgli 1 su phét trién cua tré em

Khuyeén céo kiém soat chleu cao cua tr¢ em khi dung dai ngay
corticosteroid duorng miii. Néu sy phat trién ctia tré bi cham lai,
viée diéu tri can duge xem x¢t lai véi muc dich giam liéu corti-
costeroid duong mii néu ¢ thé, toi licu tbi thleu ma c6 thé
kiém soat dugc céc triéu chitng miii. Ngoai ra, can xem xét dua

Tai liéu tham khao: 1. Thong tin ké toa
G Glenmark Pharmaceuticals Ltd
Glen m ank Vin phong dai di¢n: Toa nha Vinaconex, 4‘?

Tel: +848 3910 4952 Fax: +848 3910 4835 F-m

Thudc xit mai

tré dén kham chuyén gia khoa nhi.

Céc triéu chimg ngoai mili

Mic du mometason xit mui s€ kiém soat cac trigu chimg mii &
hau hét cac bénh nhan, sy phéi hop sir dung céc bién phap bo
trg phii hop c6 thé gilp giam cdc tri¢u ching khac, dac bict la
cac triéu chimg vé mit.

TUONG TAC THUOC VA CAC DANG TUONG TAC
KHAC ‘

(V&i viée str dung cung corticosteroid, xem phan Canh bao va
than trong ddc biét khi str dung).

Mot nghién clru lam sang vé tuong tac thude voi loratadin da
duoc tién hanh, khong nhan thay co tuong tic nao.

KHA NANG SINH SAN, PHU NU CO THAI VA CHO
CON BU

Phu nit ¢6 thai .

Hién nay chua c6 hodc co it dir liu ve viéc str dung mometason
furoat trén phu nir co thai.

Céc nghién ctru trén dong vat da cho thay doc tinh trén kha
nang sinh san. Tuwong tu cac thude corticosteroid dung duong
miii khac, mometason xit mui khong nén dung ¢ phu nir ¢o thai
trir khi loi ich d6i véi nguoi me vuot trdi nguy co co thé gay ra
cho nguoi me, thai nhi hodc tré so sinh. Tré so sinh khi c6 me
dung corticosteroid trong qua trinh mang thai can duoc theo doi
can than vé nguy co suy giam chirc nang thuong than.

Phu nir cho con bu

Hién chua biét liéu mometason duoc bai tiét vao sira me hay
khong. Tuong tu cic thudc corticosteroid duong mii khac, can
dua ra quyét dinh nén ngung cho con bu hoac ngu’ng/kleng diéu
tri bang mometason Xit mii, cin can nhac gitra loi ich cua viéc
cho tré bl sita me va loi ich cua viéc diéu tri dbi v6i nguoi me.
Kha néng sinh san

Chua c6 dir liéu 1am sang nao lién quan dén tac dong cua
mometason furoat trén kha nang sinh san. Cac nghién ctu trén
dong vat da cho thiy doc tinh sinh san, nhung khong co tac
dong 1én kha nang sinh san.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH
MAY MOC
Khong ghi nhan.

TAC DUNG KHONG MONG MUON

Tong két cic dit liéu vé tinh an toin

Hién twgng chay mau cam nhin chung c6 thé tir khoi va & mirc
dd nhe, va xdy ra vdi tan suat cao hon so véi khi dung gia duge
(5%) nhung voi ti 1€ twong dwong hoic *‘-*r\ hon khi so sanh
Vv0i céc corticosteroid dung duorng:, da dugc nghlen clru
(gan 15%) theo mot bao cao nghlen cin 1 sang doi voi bénh

nhén viém mui di img. Tén suit clia cé 1-”; dung khéng mong
mudn khac co thé so sanh voi gia dug hiing bénh nhan
duge diéu tri polyp mili, tan suat tong cac tac dung

khong mong muén la tuong dwong véi cic oo 0 han viém mili
di (rmg.

Téc dong toan than cua corticosteroid duomg - 0 thé xay ra,

dac biét khi dugc ké o liéu cao trong thoi gxan kéo dai.

Bang t6m tat cac téc dung khong mong muon

Cac phan ng phu lién quan dén diéu tri (>1%) duoc béo cdo
trong cac nghién ciru 1am sang v4i bénh nhan viém mii di tng
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hoac polyp mii va cac nghién ctru hdu mai khong tinh dén chi
dinh duoc liét ké trong Bang 1. Céc tac dung khong mong muon
duge liét ké theo hé thong co quan MeDRA. Doi vai moi co
quan, cic tac dung khong mong mubn dugc xep hang boi tan
suit. Tan suit dugc phan loai nhu sau: Rt pho bién (>1/ 10);
phd bién (=1/100 dén <1/10); khong pho bién (>1/1000 dén
<1/100). Tan suit cua cac tic dung khong mong muon trong
nghlen ctru hau mai duoc xem nhu 13 “chua biét dén (khong thé
udc tinh tir cac dit lidu c6 san)”.

Bang 1: Tac dung khong mong muon llen quan dén diéu tri
bio cio theo hé thong co quan va tin suat

Rit pho bién|  Pho bién Chura biét dén

Nhiém i

khuin va _ Seine __

nhiém ky i

sinh trung ho hap trént

Réi loan Qué man bao

hé mién T gdm phan tmg

dich phan vé, phu
mach, co that
phé quan va
kho tho

Roi loan

hé than e Pau diu e

kinh

Réi loan Tang nhan 4p,

vé mit Tang ap luc
ndi nhan
DPuc thuy tinh
thé

Riloan | Chiymau | Chay maucam | Thung vach

ho hép, cam* Nong rat mii ngan mii

nguc va Kich tmg miii

trung that Loét mili

R4i loan - Kich tmg hong* | Rdi loan vi

tiéu hoa giac va khiru
giac

*Ghi nhan véi liéu 2 1an mdi ngay dung cho polyp miii
+ Ghi nhan véi tan suat khong phd bién véi lidu hai lan moi
ngay dung cho polyp mii
Tre em

Thudc xit mdi

D4i voi tré em, tin suét cac phan img khong mong mudn xay ra
trong cac nghién ciru lam sang, vi du nhu, chay mau cam (6%), dau
dau (3%), kich (mg miii (2%) va hit hoi (2%) so véi gia dugc.
Béo céo cac tic dung khéng mong mudn nghi ngd

Bao cao céc tac dung khong mong mudn nghi ngd sau khi thude
duge cip phép 1a quan trong. Diéu nay cho phép tiép tuc kiém
sodt can bang loi ich/nguy co cia san pham thudc. Cac nhan
vién y té can bdo céo bat cir tac dung khong mong mudn nghi
ngd thong qua hé thong bao céo quoc gia.

QUA LIEU

Cac triéu chung

Viéc hit hodc ding duong miéng liéu cao qua mirc corticoste-
roid ¢6 thé din dén suy chirc ning truc ving dudi ddi — tuyén
yén — tuyén thuong than.

Xuly

Do sinh kha dung toan than cua mometason xit mii la <1%, viéc
qua lidu it c6 kha ning xay ra va hau nhu khong can diéu tri.
SAN XUAT: GLENMARK PHARMACEUTICALS LTD.,
(Unit IIT) Village Kishanpura, Baddi-Nalagarh Road, Tehsil
Baddi, Distt. Solan, (H.P)-173 205, An Do

NHAP KHAU VA PHAN PHOI: Cong ty TNHH DP &
TTBYT Hoang Dirc, 12 Nguyén Hién, Phuong 04, Quén 3, TP
Hb Chi Minh.
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