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| DUGC PHAM °

ELISONE CREAM

oY Mometason furoat [ mg/g

Cac déu hiéu lun y va khuyén cio:

Doc ky hieéng ddn sir dung trieée khi dimg.

Dé xa tam tay (ré em.

Thong bdo ngay cho bdc sy hodic dirge sy nhitng tic dung khéng mong muon gdp phai khi st
dung thuoc.

1. Thanh ph?m cong thire thube

Moi gram chira:

Thénh phén hoat chdt: Mometason furoat 1mg

Thanh phdn td dwoc: White petrolatum; paraffin; arlacel; kaochol 8685 (cetyl stearyl
alcohol); chlorocresol (4-chloro-m-cresol); sodium phosphate monobasic dihydrate; sorbitan
monostearate (span 60); tween 80 (polysorbate 80); mineral oil light; propylene glycol;
phosphoric acid; methyl paraben; propyl paraben; sorbitan sesquioleate; purified water.

2. Dang bao ché

Dang bao ché: Kem

M3 ta dic diém thude: Kem c6 mau trang hojc triing nga, khong ¢6 hat nhin thy hoic tach
1&p.

3. Chidinh

Kem boi da mometason furoat 1mg/g duge chi dinh trong didu tri céc biéu hién viém va ngira

ctia bénh vay nén (ngoai trir bénh vay nén thé mang lan rong) va viém da di ing.

4. Liéu diang — Cach dung

Liéu dung:

Nguoi I6m, bao gém bénh nhdn cao tuéi va tré em: Nén bdi mot 1ép kem mong mometason

furoat Img/g 1én ving da bi bénh ngay 1 lan.

Str dung corticosteroid tai chd & tré em hodc trén mit cin gioi han lugng t5i thiéu ph hop

vGi phac db diéu tri hiéu qua va thoi gian didu tri khong qua 5 ngay.

5. Chéng chi dinh

Chéng chi dinh ¢ nhirng bénh nhan nhay cam vé&i mometason furoat, cac corticosteroid khac

hodic v6i bit ky thanh phén ta dugc ndo ctia thudc.

Kem mometason furoat Img/g chéng chi dinh ddi véi bénh trimg cé do trén mit, mun trimg

¢4 thong thuong, teo da, viém da quanh miéng, ngira quanh hdu mon va b phén sinh dyc,

phat ban do a, vi khuén (vi du nhu chbe 16, viém mu da), virus (vi du nhu bénh myn rop

herpes, zona, thuy dau, mun coc thong thudng, mun coc bd phéin sinh duc va u mém lay),

nhiém ky sinh tring va nam (vi dy nhu candida hoic nim da), thuy déu, bénh lao, bénh giang

mai hoic céc phan trng sau khi tiém ching.

Khong nén sir dung kem mometason furoat trén vét thuong hoiic ving da bi 1& loét.

6. Cinh bao va than trong khi dung thude

Néu bi kich trng hosic man cam khi ding mometason furoat, nén ngung st dung va thay thé

bang liéu phép thich hop.

Trong trudong hgp bi nhiém khuén, nén ding thude khang ndm hodc khang sinh thich hop.
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Néu chua dép tng kip thoi, cdn ngung sir dung corticosteroid cho dén khi kiém soét dugc
hoan toan nhiém khuén.

Sur hép thu toan than cac corticosteroid tai chd co thé giy (i ché co hdi phuc truc ha di-
tuyén yén-thugng than (HPA) véi kha ning thiéu hut glucocorticosteroid sau khi ngimg didu
tri. Cac biéu hién cuia hdi chirng Cushing, ting dudng huyét va glucose niéu ciing ¢6 thé xay
ra & mdt sé bénh nhan do hip thu toan than corticosteroid tai chd trong khi diéu tri. Bénh
nhan bdi steroid tai chd trén mot dién tich bé mat 1on hoiic cac ving bang kin nén dugc danh
gia dinh ky dé phat hién sy trc ché truc HPA.

Bét ky tac dung khéng mong mudn nao duge bdo cdo sau khi sir dung corticosteroid toan
than, bao gdm ca tre ché tuyén thugng thén, ciing c¢6 thé xay ra véi corticosteroid tai chd, dic
biét ¢ tré so sinh va tré em.

Tré em

Tré em ¢6 thé d& bi nhiém doc toan than hon khi ding lidu twong tu do ty I€ bé mit da trén co
thé 16n hon. Do chua xéc dinh tinh an toan va hiéu qua ctia mometason furoat & tré em dudi 2
tudi, nén khong khuyén cdo sir dung mometason furoat & nhém tudi nay.

Ddc tinh tai chd va toan than thuong gip, dic biét 1a sau khi sit dung lién tuc trong thoi gian
dai trén cac ving da bi tdn thuong 16n, trong céc nép gip va véi tinh trang bang kin. Néu str
dung cho tré nho hodc trén mat, khong nén str dung trong tinh trang bing kin. Néu phai st
dung trén mit, cac liéu trinh chi nén gigi han trong 5 ngay va khong bang kin. Tranh diéu tri
lién tuc lau dai & tit ca cac bénh nhan khong phan biét tudi tac.

Steroid tai chd c6 thé nguy hiém trong bénh vay nén vi mdt s6 ly do bao gdm phan (g tai
phat sau khi phat trién kha nang dung nap, nguy co vy nén myn mi tdp trung va phat trién
doc tinh tai chd hodc toan than do suy giam chirc nang hang rao cua da. Néu duge sir dung
trong bénh viy nén, cin giam sat bénh nhén that can thén, _

Nhu véi tét ca cac glucocorticoid tai chd manh, tranh ngimg diéu tri dot ngodt. Khi ngimg diéu
tri tai chd lau dai véi glucocorticoid manh, hién tugng phan mg cé thé xuét hién duai dang
viém da v6i mén doé dir doi, cham chich va béng rat. Didu nay c6 thé duge ngin chin bing
cach giam diéu trj tir tir, vi du tiép tuc didu tri ngdt quang trude khi ngimg diéu tri,
Glucocorticoid ¢6 thé lam thay déi sw xuét hién ciia mdt sb ton thuong va gay khé khin cho
viée chan doan déy du va cling co thé lam chdm qua trinh phyc hdi.

Céc thudc bdi ngoai da mometason furoat Img/g khéng dung cho mét, ké ca mi mét, vi nguy
co rat hiém gip cla bénh glocom simplex hodc duc thily tinh thé dudi bao.

Réi loan thi gidc

Ri loan thi gidc ¢6 thé duge bdo cdo khi sir dung corticosteroid toan than va tai chd (bao
gom, ding thude trong miii, dang hit va trong mét). Néu bénh nhén cé cic triéu chimg nhu
nhin md hoic cdc rdi loan thi gidc khac, bénh nhan nén duoc chuyén dén bac s¥ nhéan khoa dé
danh gia cac nguyén nhén gay ra rdi loan thi giac, co thé bao gdm duc thuy tinh thé, gldcom
hoiic céc bénh hiém gap nhu bénh hic vong mac trung tam thanh dich (CSCR) da dwgc bao
cao sau khi sir dung corticosteroid toan than va tai chd.
Céc chuyén gia cham soc sic khoe nén luu y ring néu san phém nay tiép x0c voi bing gac,
quan 4o va bd trai givdng, vai co thé dé dang bét lira biang ngon lira trdn va 1a mdt nguy co
hoa hoan nghiém trong. Bénh nhan nén duoc canh bao vé nguy co bong ning va khong duge
hat thude hozic dén gan lia khi sir dung san phdm nay. Giit quan 4o va bd trai givong co thé
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lam giam tich ty san phfxm nhung khong loai bd dugce hoan toan.

T4 dugc

Methyl paraben: Gay kich img da.

Propyl paraben: Gay kich tmg da.

7. Sir dung thude cho phu nit ¢6 thai va cho con bii

Sir dung thude cho phy nit ¢é thai:

Piéu tri mometason furoat trong khi mang thai chi nén dugc thye hién theo chi dinh cta béc
sy. Tuy nhién, nén tranh str dung trén céc dién tich bé mit co thé 16n hozic trong mot thai gian
dai. Khong 6 déy du bang chimg v& su an toan trong thai ky & ngudi. Dung corticosteroid tai
chd cho ddng vat c6 thai c6 thé gdy ra cac bat thuong vé phat trién ctia bao thai bao gdbm ha
ham &ch va cham phat trién trong tir cung. Khdng c6 nghién ciru day du va dugce kiém soat t5t
vé mometason furoat & phu nit ¢é thai va do d6 nguy co ctia nhitng dnh hudng nhu vay ddi
v6i thai nhi chua duoge biét rd. Tuy nhién, cling nhu véi tit ca cac glucocorticoid béi tai chd,
nén xem xét kha ning tang trudng cta thai nhi co thé bi anh hudng do glucocorticoid di qua
hang rao nhau thai. Do do, ¢6 thé ¢6 mot nguy co rit nhod cua nhirng anh huéng nhu vay &
thai nhi, Giéng nhu cac glucocorticoid bdi tai chd khéc, mometason furoat chi nén dugc sir
dyung cho phuy nir ¢6 thai néu lgi ich cao hon nguy co ¢6 thé xay ra cho me hoic thai nhi.

St dung thude cho phu nir cho con ba:

Ngudi ta khéng biét liéu viéc sir dung corticosteroid tai chd cé thé ddn dén sy hép thu toan
than du dé tao ra sé luong c6 thé phat hién dugc trong sita me hay khéng. Chi nén ding kem
mometason furoat cho cac ba me dang cho con bi sau khi di can nhic ky ludng mbi lién hé
gitra lgi ich / nguy co. Néu duge chi dinh diéu tri véi liéu cao hon hodc dung lau dai, nén
ngirng cho con bu.

8. Anh huéng ciia thude 1én khi ning 14i xe, vin hanh may mée

Khong anh hudng dén kha nang lai xe va van hanh may méc.

9. Tuong tic, twong ky ciia thube

Twong tac:

Khéng c6 nghién ctru twong tac thude — thude dbi véi mometason furoat 0,1%.

Twong ky:

“Do khéng cé cde nghién ciru vé tinh tiwong ky ctia thuéc, khéng trén lan thuéc nay voi cac
thude khdc*

10. Thc dung khéng mong mudn cia thude

Bang 1: Cac tac dung khong mong muodn lién quan dén diéu tri véi mometason furoat durge bdo céo theo

hé co quan va tan suit.
Rét thuong gap (>1/10); thudng gap (=1/100 - <1/10); it gap (=1/1,000 - <1/100); hiém gap (=1/10,000 -
<1/1,000); rét hiém gap (<1/10 000); chua biét (khong thé ude tinh tir dit lidu ¢6 sin)

X A 3 . X g \ :
Nhiém khuan va nhiém ky sinh tring |

Chua biét lNhiém khuan, mun nhot
A « A w E7A e TR, N o -
Rat hiém gap iVlelll nang long

A A A .
Roi loan hé thian kinh !
Chua biét |Dj cam
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A 1otA % f s s N ,
Rat hieém gép |Cam giac bong rat
Rbi loan miit
Chua biét Nhin mo

A + A ,v
Roi loan da va mé duwdi da

Chua biét Viém da tiép xiic, giam sic t6 da, ting sic t6 da, ran da,

viém da dang mun trirng c4, teo da

Rét hiém gip !N glra
l

R&i loan toan than va tai vi tri ding thube |

Chura bict [Dau noi boi thuoe, phan g noi bdi thude

Cic tac dung khdéng mong mudn tai chd xdy ra khong thudong xuyén duge bdo cdo khi ding

corticosteroid bdi ngodi da bao gdm: khé da, kich tng, viém da, viém da quanh miéng, da ndi
mun thit, rdm say va giin mao mach.
Tré em ¢6 thé bidu hién su min cam 16n hon déi véi s tre ché truc ha ddi-tuyén yén-thugng
than va hoi chirng Cushing do corticosteroid tai chd so véi bénh nhan trudng thanh vi ty 1€
dién tich bé mat da trén trong lwong co thé 16n hon.
Li¢u phap corticosteroid lau dai co thé can trd sy ting trwdng va phat trién cia tré em.
11. Qua lidu va cach xiv tri
St dung corticosteroid tai chd qua mic, kéo dai co thé tre ché chire nang truc ha ddi-tuyén
yén-thugng than dan dén suy tuyén thuong than thir phat thuong c6 thé hdi phuc dugc.
Néu ghi nhan sy trc ché truc HPA, nén ¢b géng ngung thude, giam tAn suat sir dung hoic thay
thé mot loai steroid yéu hon.
Ham lugng steroid trong mdi tuyp rét thip nén c6 it hodc khong cé tac dung doc hai trong
truong hop vo tinh ubng phai.
12. Dic tinh dwge lye hoe
Nhom dwge Iy: Mometason, corticosteroid diing tai chd.
Mi ATC: DO7AC13
Mometason furoat thé hién hoat tinh chéng viém va hoat tinh chdng vy nén 3 rét trong céc
mo hinh dy bao dong vt tiéu chuén.
Trong thur nghiém ddu croton & chudt nhit, mometason tuong dwong vdi betamethason
valerat sau mot 1an boi va manh hon khoang 8 1an sau nam lan boi.
O chudt lang, mometason manh gép dbi so voi betamethason valerat trong vige lam giam
chirng day lop biéu bi do Movalis gdy ra (tire 1a hoat tinh chdng vay nén) sau 14 1an st dung.
13. Dic tinh dwge dong hoc
Céc nghién ctru duge déng hoc da chi ra rang su hdp thu toan than sau khi béi tai chd kem
mometason furoat 1a rit it, xp xi 0,4% lidu dung & ngudi, phan lén duge thai trir trong vong
72 gidr sau khi bdi. Viée xdc dinh dic tinh ctia cdc chit chuyén hoa la khong kha thi do chi c¢6
mot lugng nho ton tai trong huyét twong va chét bai tiét.
14. Quy cach dong goi:

- Hop I tuyp x 5g.

- Hop | tuyp x 15g.
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15. Piéu kién bio quan, han ding, ti¢u chuéin chit lugng ciia thude
- Diéu kién bao quan: bao quan & nhiét do duéi 30°C.
- Han dimg: 36 thang ké tir ngay san Xuit.
- Tiéu chudn chdt hrong: USP.
16. Tén, dia chi co s& sian xuét thude
San xudt tai Dai Loan bai:
CBC Biotechnological & Pharmaceutical Co., Ltd. Tan Shui Factory
No.120, Xingzhong Rd., Tamsui Dist., New Taipei City 251, Taiwan.
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