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SAME SIZE ARTWORK, 15G, SIZE: Dia 19.05 mm x 100 mm Length

Rx PRESCRIPTION MEDICINE

Mometasone Furoate Cream LSP

Omate Cream

COMPOSITION:
Mometasone Furoate USP  0.1%
in a Cream base q.s.

Indication, Administration &
Contraindication: See package insert

CAREFULLY READ THE INSERT
BEFORE USE

KEEP OUT OF REACH OF CHILDREN
Speciication: USP 36

Store below 30°C.
Protect from freezing & light.

| FOR EXTERNAL APPLICATION ONLY |

Mfg. Lic. No. NKD!/

Visa No.

Puncture nozzle seal with
piercing point of Cal

MANUFACTURED BY:

© Gglenmark
PHARMAGEUTICALS LTD.
PLOT NO. E-37, 39,
MIDC AREA, SATPUR,
NASIK - 422 007,

MAHARASHTRA, INDIA.
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Poc k¥ hudng dan sir dung trude khi ding, Néu can thém théng tin, xin hoi ¥ kién bac si
Thudc nay chi diing theo don cia bac si.

Kem/Mda/Dung dich béi da Momate
Kem/M&/Dung dich boi da Mometason furoat USP

THANH PHAN:

Kem Momate

Mometason furoat USP 0.1%

Kem nén v.d (14 duoce: parafin mém tring, stearyl alcohol, propylene glycol monostearat,
polyoxyethylen (20) cetylether, sdp ong tring, methyl paraben, propyl paraben,
propylen glycol, nudc tinh ché

Mé& Momate
Mometason furoat USP 0.1%
M@ nén v.d

Dung dich béi da Momate
Mometason furcat USP 0.1%
Dung dich nén v.d

DUQC LUC HOC:

Mometason furoat, mét monoester halogen hod, 1& mot corticosteroid tong hg?hieu qua cac nhing tin
sudt gay cdc tic dung khong mong mudn thip hon so vdi céc corticosteroid khadforticosteroid ¢6 co ché
tdc dung rit da dang bao gom tdc dung chéng viém, (¢ ché mién dich, chongAang sinh. Cic tdc dung
chong viém Ja k&t qua ciia viéc 1am gidm sy hinh thanh, tié€t ra va hoat dong clia cac chat trung g1an gay
viém (vi du nhy Kinin, mstam1n cic enzym liposom, prostaglandin, leukomen), do d6 lam giam cdc biéu
hién ban ddu cha qud trinh viém. Corticosteroid fic ché sy di chuyén clia t€ bio dén viing bi thuong tém,
khoi phyc cdc thanh mach bi gifin va bi tang tinh thdm & khu vuc, lam giam su tiép cén ciia t&€ bo vao
viing bi thuong t6n. TAc dung co mach lam gidm su thodt mach huyét thanh, sung tdy vd khé chiu. Téc
dung tc ch€ mién dich 1dm giam dédp tng v6i cée phan (mg qué min cam tic thoi vA chim (phén ing tip
I va IV). Két qua d6 co6 dugce 1a do s te ché tide dung gay dac tir cic phirc hop khing nguyén va khing
thé tao thanh trong thanh mach gay viém mach du6i da do di ng, va su ¢ ché tic dung clia cdc
lymphokin, cdc t€ bao dich va dai thyc bao, nhiing tdc nhin cing nhau gy ra cac phan img viém da do
ti€p xic. Ngoai ra, su ti€p can cla céic bach cdu T man cam va dat thuc bao dén cdc t&€ bao dich ciing ¢6
thé bi ngan cdn bdi corticosteroid. T4c dung chéng tang sinh cha thudc 1am gidm dac tinh tang sinh mo
clia bénh vy nén.

DUQC BPONG HOC:

Thoi gian bdt ddu cé téc dyng: Viém da do di ting, ding boi ngoai da: 3 ngay dén 3 tudn; Bénh vdy nén,
ding boi ngodi da: 3 ngay,

Hdép thi: Sinh kha dung clla mometason furoat diing boi ngoai da rét thap (0,7%). Viéc biang kin hay ding
cho viing da bi viém c6 thé 1am tang su hdp thy qua da. C6 su khdc nhau 16n vé cdc mic do hap thu qua da
corticosteroid boi ngodi da gilfa cdc cd thé va cdc vj trf bai khdc nhau: vi du cang tay 1%; da ddu 4%, trin
7%, biu déi 36%, mitc d6 thim thudc 16n nhat duge thdy & hdng, ndch vi mit. Su hip thu qua da cé thé
tang 1&n khi da bi viém hay céc r8i loan khac.

Khong quan sét thiy méi quan hé ndo giita khoi lugng thudc boi va mitc do hdp thu. Tdc do tham thdu qua
da hay qua nang 16ng bi gi6i han bdi sy van chuyén cla da.

Chuyén hod: Mometason furoat chuyén hod rit manh trong gan sau khi dugc béi ngodi da v duge hap
thu.

Thdi triv: Sau khi thdm théu qua da, corticosteroid bi dio thai chi y&€u qua thin vA mot phdn nhd qua mat.
Thoi gian bdn huy 1a 5,8 gio.

CHI PINH



Kem/md&/dung dich béi da Momate dugc chi dinh dé lam giam céc triéu chitng viém v ngifa do cic bénh
da ddp tmg vdi corticosteroid nhur bénh vdy nén hay viém da di tng. Thusc c6 thé duge ding ca cho cdc
thuong tén & da diu.

LIEU DUNG VA CACH DUNG

Ngueoi lon:

Boi mét 16p mong Kem/ md Momate 1én viing bi bénh méi ngay mot 1dn. Véi dung dich Momate, nho vai
giot 1én viing da bi bénh bao gdm ca da diu mdi ngay mot 14n; xoa nhe cho dén khi thudc ngdm hét.

Tré em: c6 thé ding than trong cho tré tit 2 tudi trd 1én mac dit mite do an toan vA hidu qua cha viéc ding
thudc kéo dai trén 3 tudn van chua duge xdc 1ap.

Boi mét 16p méng Kem/m& Momate Ién chd bi thuong t6n méi ngly mot l4n.

Do mic dg an todn va hiéu qua clia viéc ding Kem/md Momate vin chura duge xdc 1ap cho tré duéi 2 tuéi
nén khong chi dinh cho nhém bénh nhén nay.

Do mifc d¢ an toan va higu qua cha viéc ding dung dich Momate vin chua duge x4c 14p cho tré duéi 12
tudi nén khong chi dinh cho nhém bénh nhén niy.

CHONG CHI PINH
Khong chi dinh Kem/md/dung dich Momate cho nhitng bénh nhan c6 tién sir min cim véi mometason
furoat hay bat k¥ thanh phdn ndo cha ché pham nay hoac véi céc corticosteroid khéc.

THAN TRONG

Néi chung: 9

- Thudc 6 thé gy ra tic ché tryc dusi déi- tuyén yén-thuong than, hoi chimg Cushingdng glucose
huyét va chitmg glucose niéu, dac biét 13 d6i vdi nhimg bénh nhan suy gan, tré sg sin}}/méip_@.__

- Trdnh bdng kin ving bodi thudc hay boi trén mot dién tich rong. Nén than trong k‘ﬁf[sffdung thude
trong cdc diéu kién d6 hay khi dy tinh phai diéu trj trong thoi gian dai, nhét 13 d6i voi 1 so sinh va tré
nho.

- Tré em c¢6 thé man cdm hon vé6i cde corticosteroid diing tai ché, bao gdm ca tc ché truc dudi ddi-
tuyén yén-thuong than, hoi chitng Cushing, ting glucose huyét va ching glucose niu, vi ty & dién
tich bé mit da so vdi thé trong 14 16n hon. S& dung corticosteroid tai ché cho tré nhé nén gidi han &
liéu nhd nhét c6 hieu qua. Diéu tri bang corticosteroid trudng dién cé thé s& inh hudng 16i qud trinh
ting trudng va phdt trién cla tré nho.

Cic viing mat, hdng va ndch nhay cam hon déi véi cdc tdc dung khéng mong mudnchia thudc.

- Ngimg diing thudc néu thay xuit hién kich tmg hay man cam déi vdi Kem/md/dung dich Momate va
dp dung cdc tri liéu phi hgp.

- Trénh ding thudc khi bi nhiém khudn chua kiém so4t duge. Khi bi nhiém khudn nén ding cic thudc
khdng ndm hay khing khuén.

- Trénh ti€p xdc vOi mét vA viing xung quanh. Kem/m&/dung dich Momate khéng duge ding trong
nhin khoa.

- Mometason furoat ¢6 thé 1am tdng nguy co nhiém khufn nghiém trong hoic tit vong cho céc c4 nhan
bi cdc bénh nhiém virus nhu thuy diu hay bénh soi.

- Tranh diing thuée nay khi bi bénh lao tiém 4n hay hoat déng va nhiém khudn mét do herpes simplex.

- C6 thé gy ra glécom hay duc nhan mit.

Cac tac dung khong mong muén

C6 rit it bdo cdo vé tac dung khong mong mudn tai chd v6i mometason furoat ding boi da bao gdm rat
béng, ngita hay céc dau hiéu teo da. Kich img, kho da, viém nang 16ng, rdm long, n6i mun trimg ¢4, giam
sdc t6, viem da quanh miéng, viém da dj img do ti€p xtic, lam nhéo da, nhiém khudn thit phét, vin da, ké
da doi khi duge bao cao véi nhém céc thude corticosteroid ding tai ché.

Tinh gay ung thir, dot bién va suy giam kha nang sinh san:

Hién vAn chua ¢6 cdc nghién ctiu dai han dé ddnh gid khi ning gay ung thu clia Kem/md/dung dich
mometason furoat. Trong cdc nghién citu dai han mometason furoat diing dudng hit khéng cho thay kha
nang gay ung thu, Cac nghién ctru trén co thé dong vat khong cho thdy mometason furoat c6 kha nang gay
dot bién hay 1am gy gen. Trong céc nghién ciu vdi dong vat khong thdy su suy giam kha nang sinh san
do tiém mometason furoat duéi da véi liéu tdi 15meg/kg.

Phu nir mang thai:



Céc corticosteroid c6 thé gdy quadi thai & dong vat thi nghiém khi cho chiing diing dudng toan than véi cic
liéu tuong d6i thap. Mot s6 corticosteroid c6 thé gay qudi thai & dong vat thi nghiém khi ding trén da.
Hién chua c6 nhimg nghién citu ddy di va dugc kiém sodt chat ché vé tic dung gdy quéi thai clia cic
corticosteroid dung tai chd cho phu nir mang thai.

Mitc d6 an toan va hiéu qua cla viéc ding kem/md/dung dich mometason furoat vin chua duge xac lap
cho phu nit mang thai. Chi ding kem/md/dung dich mometason furoat cho cdc bénh nhan mang thai khi
lgi ich 16n hon nguy co cho thai nhi.

Phu nir cho con b

Hién vén chua dugc biét liéu ding céc corticosteroid tai chd cé gay ra su hdp thu toan than di dé phat hién
dugc & sita me khong. Lugng tiét qua sita me cha cic corticosteroid duoc hap thu khi dung tai ché c6 I&
khong gay ra céc tdc hai cho tré so sinh. Vi rdt nhiéu thudc bi dao théai qua sita me nén cén than trong khi
ding kem/m&/dung dich mometason furoat cho cac phu nir dang cho con bii.

Anh huéng ciia thudc 1én kha néang i xe hay van hanh may méc: Khong c6 anh hudng gi dic biét.

Dung cho tré em

Cén than trong khi ding kem/m& mometason furoat cho cdc bénh nhan tir 2 tudi trd 1én, mac dd miic do

an toan va hiéu qua cla viéc diing thudc trén 3 tuén van chua dugc xéac 1ap. Do mic dé an toan va hiéu qua
clia viéc ding kem/md mometason furoat vin chua dugc x4c lap cho cdc bénh nhan duéi 2 tudi, nén
khéng chi dinh cho nhém bénh nhan nay.

Do mifc d6 an toan va hiéu qua ctia dung dich mometason furoat van chua dugc xdc 14p cho cdc bénh nhan
du6i 12 tdi, nén khong chi dinh cho nhém bénh nhan nay. N A

Do ty 1é dién tich bé mat da trén thé trong cla tré em cao hon so véi cia ngudi 161} nhém bénh nhan
nay cé nguy co 16n hon bi e ché truc HPA (dudi déi- tuyén yén-thugng than) va mg-Cushing khi~ |
diing corticosteroid diéu trj tai chd. Vi thé, ching ciing bi nguy co 16n hon vé thi€d ning thugng than =
trong va/hoac sau khi ngimg diéu tri. Tré em c6 thé nhay cam hon ngudi I6n d6i v6i bénh teo da ké ca van -
da khi diéu tri tai chd béng corticosteroid. Diéu tri bing corticosteroid tai ché cho tré em trén dién tich 16n
hon 20% dién tich da c¢6 nguy co bi tc ché truc HPA cao hon.

Uc ché truc HPA, hoi chiing Cushing, chim 16n, cham ting can, ting 4p luc noi so di dugc béo cdo 0 céc
bénh nhan nhi diing corticosteroid tai ché. Uc ch€ tuyén thuong than & tré em biéu thi bing ndng do
cortisol th4p trong huyét tvong va khong c6 déap tmg véi kich thich cia ACTH.

Biéu hién ciia tang 4p luc ndi so bao gém phéng thép, dau ddu, phi gai thi doi.

Khong ding kem/md/dung dich mometason furoat dé diéu tri chimg ham ta.

Qua liéu

Kem/m&/dung dich mometason furoat ding tai chd c6 thé gay hap thu lugng thuée di dé tao ra céc tic
dung toan than.

Cdc triéu chimg: dung corticosteroid tai chd trong thoi gian qui dai c6 thé gay dc ché cic chiic nang tuyén
yén-thuong thin gy ra thi€u nang tuyén thugng than thi phat.

Diéu tri: Trong trudng hop dung qua liéu phai d4p dung cdc diéu tri triéu ching thich hop. Céc triéu ching
ding qué liéu corticoid cp cé thé phuc héi dugc. Cin diéu tri mét can bing dién giai. Trong trudng hop bi
ngod doc man tinh, nén ngimg ding thu6c din dén.

Béo quan: Bio quan & nhiét do dudi 30°C. Tranh déng lanh va 4nh sdng. D€ ngoai tim tay tré em.

Pong goi

Kem/ m& Momate: Tuyp 5 gm & 15 gm.
Dung dich Momate: 19 5 mi.

Thong béo v6i béc sinhimg tic dung khong mong mudn gap phai khi sir dungthube
Han ding: 36 thang ké tir ngiy san xuit. Ding thuéc trong vong 3 thing sau l/chl m&nap. —~ .
Tiéu chuédn: USP 36. /[ 2/ VA

Khong dung thuée qua han sir dung

YAN PHAMNA

San xudt boi: :
GLENMARK PHARMA

Plot No. E-37, 39 MIIX 2 007, Maharashtra, INDIA.
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