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MOBFORT®
(Kem boi da Mometason furoat 0,1% (w/w))
Bé xa tam tay tré em. Poc kj huong dén sir dung trude khi dimg.

1. Tén thudc: Mobfort®

2. Thanh phin: M&i tuyp kem béi da c6 chua:

- Thanh phdn hoat chdt: Mometason furoat 0,1% (w/w).

- Thanh phén té dwoc: Hexylen glycol, nuéc tinh khiét, sap ong tring, propylen glycol
monopalmitostearat, Lipowax G (stearyl alcohol, ceteareth 20), titan dioxid, starch
aluminium-octenylsuccinat, parafin tring mém, dung dich acid phosphoric 10%.

3. Dang bao ché: Kem boi da
- M6 té san phdm: Kem ddng nhit, mau tring dén gin nhu trang.

4. Chi dinh

Kem boi da Mobfort® duogc chi dinh cho ngudi 16n (bao gdm ngudi gia) va tré em tir 2 tubi
tro 1én @& didu tri c4c triéu chimg viém va ngla ciia bénh vay nén (ngoai trir bénh viy nén
dang mang lan rdng) va viém da co dia.

5. Liéu dung, cach ding

Thubc dung bdi ngoai da.

Nguoi I6n (bao gom ngudi gia) va tré em tir 2 tuéi tré 1én: Boi 1 16p mong kem Mobfort® 1én
ving da bi tdn thuong, 1 1dn mdi ngay.

Khi str dung céc thudc corticosteroid ding tai chd cho tré em hay dung dé bbi 1én mat, phai
boi lugng thude tbi thiéu di dé mang lai hiéu qua diéu tri va thoi gian didu tri khong dwoc
qua 5 ngay.

Tré em dudi 2 tudi: Khong khuyén cédo ding thubc Mobfort® cho tré em dudi 2 tudi do chwa
chimng minh dugc sy an toan va hi¢u qua.

Néu bénh nhén quén ding mot lidu thudc, thi nén béi lidu thube da quén ngay khi nhé ra. Néu
gan t6i thoi gian dung lidu tiép theo, hiy bo qua liéu quén ding va boi lidu tiép theo nhu binh
thudong. Khong boi cung lac 2 lidu.

Khéng c6 yéu cau gi dic biét vé viée xir Iy thude sau khi st dung.

6. Chéng chi dinh

Chéng chi dinh ding thudc Mobfort® trong céc trudong hop sau:

- Mic ching dé mat (bénh Rosacea & mit), mun tring cé thong thuong, teo da, viém da
quanh miéng, nglra & by phén sinh duc va quanh hdu mén, him ti, nhiém khudn (vi du bi
chéc 16, bénh mu da), nhidm vi rat (vi du vi rat Herpes simplex, Herpes zoster va Chickenpox
verrucae vulgares, sti mao ga, u mém lay), nhidm ky sinh tring va nhiém nam (vi du nhiém
nim Candida hay ndm da), thily d4u, bénh lao, giang mai hay phan {mg sau khi tiém vic xin.
- Dung trén cac vét thuong hay viing da bi loét.
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- Bénh nhan min cam v&i mometason furoat ho#ic véi bat ky corticosteroid nao khéac hay véi
bat ky thanh phan nao c6 trong thude.

7. Canh bao va thn trong khi dung thudc

Néu ngudi bénh bi kich tng hodic nhay cam khi st dung Mobfort® thi phai ngimg diéu tri voi
thube va chuyén sang lidu phép diéu tri thich hop khac.

Néu bénh nhan bi nhidm khudn hogc nhim nim thi phai dugc diéu tri véi mot thudc khéng
sinh ho#ic khdng nim thich hop. Néu tinh trang nhiém khudn/ nhién ndm khong duogc cai
thién kip thoi, phai ngung diéu tri v6i corticosteroid cho dén khi bénh nhiém khuin/ nhiém
nam duoc kiém soat day du.

Su hép thu toan than khi dung corticosteriod ¢6 thé 1am trc ché tryc dudi ddi- tuyén yén-tuyén
thuong than (HPA) c6 thé hdi phuc duge cing véi nguy co gay thiéu glucocorticosteroid sau
khi nging didu tri. Trong khi diéu tri v6i corticosteriod tai chd, su hép thu toan than cla
thudc c6 thé 1lam biéu hién céc triéu chimg cta hoi ching Cushing, 1am ting duong huyét va
xudt hién dudng trong nude tiéu & mot sé bénh nhan. Phai danh gia dinh ky sy tc ché truc
dudi ddi- tuyén yén-tuyén thuong than & nhitng bénh nhan ding corticosteriod tai chd trén
mot vung da rdng hay vung da bi bang kin.

Bét k¥ tac dung khong mong mudn nao duogc bo céo sau khi ding corticosteriod dudng dung
toan than, bao gdm trc ché thuong than cling cé thé xuit hién khi dung corticosteriod tai chd,
dac biét & tré so sinh va tré em.

Bénh nhi c¢6 thé d& bi nhim ddc toan than hon khi ding véi lidu twong tu nhu véi ngudi 16n
do tré em c6 ti 1& gitta dién tich da va thé trong 16n hon. Khong khuyén céo dung thudc
Mobfort® cho tré em dudi 2 tudi do chua chimg minh dugc su an toan va hiéu qua.

Thudng gip su nhiém ddc toan than va tai chd khi dung thubc, diic biét 14 sau khi didu tri
trong thoi gian dai trén ving da rong bi ton thuong, c6 nép gip va duoc biang kin. Khong
duoc bang kin ving da béi thude khi dung thudc & tré em hay trén ving da mit. Néu ding
thudc trén mat, thoi gian boi thude khong dugc qua 5 ngay va khong duoc bang kin sau khi
b6i thudc. Phai tranh ding thude lién tuc trong thoi gian dai & tit ca cac dbi twong bénh nhan
khéng phan biét do tudi.

Str dung céc steroid tai chd c6 thé gay nguy hiém trong trudng hop bénh nhan bi bénh vay
nén v6i nhidu nguyén do, bao gdm bénh tai phat manh m& hon sau khi da dung nap véi thudc,
nguy co bi bénh vay nén kém mun mu tap trung va nhim doc toan than hay tai chd do chuc
nang rao chin cia da bi suy giam. Néu sir dung thudc dé didu tri bénh vay nén, phai thin
trong giam sat tinh trang cua bénh nhan.

Ciing nhu véi cac glucocorticoid ¢6 tdc dung manh, dung tai chd khac, tranh ngimg dung
thudc dot ngot. Khi ngimg diéu tri kéo dai véi cac glucocorticoid tac dung manh, dung tai chd
c6 thé xuat hién cdc hiéu ing doi nguoc dudi dang viém da thy do nghiém trong, c6 cam gide
bi cham chich va néng. C6 thé phong tranh céc hiéu Gng nay béi viée giam dén dén tan sut
dung thudc, vi du nhu didu tri gian doan trude khi nglmg hén.

Glucocorticoid ¢6 thé 1am anh huéng dén sy xuét hién cia mot vai tén thuong va gay kho
khin trong viéc chan doén céc tén thuong niy va cling c¢6 thé 1am chdm qua trinh lanh tdn
thuong.
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Mobfort® 1a kem boi tai chd va khong dugc ding dé bdi & cac tén thuong trén mét, bao gdm
mi mat, do c6 nguy co rat hiém giy glaucom mit do vi rit simplex hay dyc thity tinh thé duéi
bao.

Da ghi nhdn bénh nhan co thé bi réi loan thi giac khi sir dung corticosteroid tai chd hay dung
toan than (bao gdm dung & trong miii, hit va dung trong mét). Néu bénh nhan c6 céc tridu
chimg nhu nhin md& hay céc réi loan thi gidc khéc, phai xem xét gi6i thiéu bénh nhan dén bac
si nhén khoa dé danh gia cdc nguyén nhan c6 thé gy nén 16i loan thi gidc nhu dyc thily tinh
thé, bénh glaucom hay cac bénh hiém nhu bénh hic vdng mac trung tdm thanh dich. Cac
nguyén nhan nay cling d dugc ghi nhan sau khi st dung corticosteroid duong dung toan than
hay tai chd.

8. Sir dung thudc cho phu nit ¢6 thai va cho con ba

Phu nit mang thai

Chi str dung Mobfort® cho phu nit mang thai khi ¢6 chi dinh ciia bac si. Tuy nhién, phai tranh
bdi thube trén ving da rong hay diéu tri kéo dai véi thubc. Chua c6 di bing chimg vé sy an
toan khi ding thudc & phu nit mang thai. Dung corticosteroid tai chd & dong vat mang thai c6
thé din dén su phat trién bét thudong cia thai nhi bao gdm hé ham éch va thai cham ting
truong trong tr cung. Do chua cé cac nghién ctu ddy du va duoc kiém soét t6t khi dung
mometason furoat tai chd & phu nit mang thai nén chua biét r& cac anh hudng trén thai nhi
ndy trén ngudi. Tuy nhién, cling nhu khi didu tri véi céc glucocorticoid dung tai chd khac,
phai xem xét kha ning céac glucocorticoid di qua dugc hang rao nhau thai va lam anh huéng
dén su phét trién cta thai nhi. Vi vy, c6 nguy co rit nhé xay ra nhitng anh hudng nay 1én
thai nhi & ngudi. Cling giéng nhu glucocorticoid dung tai chd khéc, chi sir dung Mobfort® &
phu nit mang thai khi lgi ich diéu tri 12 vuot trdi so véi nguy co trén me hay trén thai nhi.

Phu nit cho con bu

Chua biét 15 khi ding corticosteroid boi tai chd co dén dén sy hip thu thudc toan than du
luong dé co thé phét hién dugc trong sita me. Chi dung Mobfort® cho phu nit dang cho con
bt sau khi dd cin nhic k§ ludng loi ich - nguy co khi dung thudc. Phai ngimg cho con ba khi
¢6 chi dinh yéu cau dung thudc véi lidu cao hay trong thoi gian dai.

9. Anh hudng 1én kha ning li xe, vAn hanh may méc
Chua r0.

10. Twong tic, twong ky ciia thude

e Tuong tac: Chua rd

e Tuong ky: do k}lc‘)ng ¢6 céc nghién ciru vé tinh tuong ky cua thudc, khong trén 13n thude
nay voi cac thuoc khac.

11. Téc dung khéng mong muén

Céc tac dung khong mong mudn khi ding kem bdi da mometason furoat dugc 1iét ké trong
bang dudi day va sip xép theo tn suét sau: Rat thuong gdp (=1/10); thuong gip (>1/100,
<1/10); it gap (>1/1,000, <1/100); hiém gip (>1/10,000, <1/1,000); rat hiém gip (<1/10 000);
chua 15 (chua thé danh gié tir cac dit liéu hién cb).
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Hé co quan Tac dung khong mong mudn, tan suit
Nhidm khudn va nhidm | Chua r3: nhiém khuén, mun nhot
ky sinh trung R4t hiém gdp: viém nang long
R&i loan than kinh Chua 13: di cam

Rat hiém gap: cdm gidc nong

R6i loan da va cac md | Chua rd: viém da ti€p xtic, giam sdc to da, ching ram 1dng, soc
dudi da da, viém da dang tring c4, teo da.
Rat hiém gap: ngira da

R6i loan chung va o1 | Chua r3: dau, cac phan Ung tai vi tri boi thudc
loan tai vi tri dung thuoc

ROi loan & mat Chua rd: nhin m¢

Céc phan tng tai chd dugc ghi nhan khong thudng xuyén khi bdi corticosteroid trén da bao
gf)m dd da, kich ung da, viém da, viém da quanh miéng, boc da, rom say, gidn mao mach.
Bénh nhi ¢6 thé d& bi Gc ché truc dudi ddi — tuyén yén - tuyén thuong than va hoi ching
Cushing do dung corticosteroid tai chd hon so véi nguoi trudng thanh boi ¢6 ti 1€ gilta dién
tich da va trong luong co thé cao hon.

Diu tri véi corticosteroid man tinh c6 thé 1am anh hudéng dén su phat trién cua tré em.

12. Qua liéu va cach xir tri

- Triéu chung: Dung corticosteroid tai chd kéo dai va qua lidu c6 thé 1am tuc ché chic ning
dudi ddi — tuyén yén — tuyén thuong than din téi suy tuyén thuong than thir phat, thuong
phuc hdi duoc.

- Xt tri: Néu da ghi nh4n bénh nhén bi tc ché truc dudi doi — tuyén yén- tuyén thuong than
thi phai xem xét ngimg dung thube, giam sb 1an boi thudc hay str dung steroid khéc c6 hoat
luc yéu hon.

Luong mometason furoat trong mdi tuyp kem Mobfort® 15g 1a rat thip va do d6 c6 it hosc
khong c6 tac dung gy doc trong truong hop khéng may nudt phai thude.

13. Quy cach dong goi
Hop 1 tuyp 15g.

14. Diéu kién bio quén
Béo quan thudc & nhiét d6 dudi 30°C.

15. Han dung
24 thang ké tir ngay san xuét. Sau khi m& nip, chi ding thubc trong vong 3 thang.

16. Tiéu chuén chit lwong
Nha san xuét.

17. Tén, dia chi ciia co sé san xuit thude
Balkanpharma - Razgrad AD
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68 Aprilsko vastanie Blvd., 7200 Razgrad, Bulgaria.
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