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Eumovate® cream

Clobetasone butyrate 0.05% wiw
5 gam
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GLAXO OPERATIONS UK LIMITED
Hammire Road, Batnard Castle,

Durham, DL12 8DT, Unhted Kingdom.
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27 vin pHoNG \, EUMOVATE® CREAM

Clobetasone butyrate
27
one butyrate 0,05% kl/kl.
Ta dwoc

Glycerol, Glycerol monostearate, Cetostearyl alcohol, Beeswax substitute 6621, Arlacel
165, Dimeticone 20, Chlorocresol, Sodium citrate, Citric acid monohydrate, Nwéc tinh
khiét.

Dang bao ché

Kem bi ngoai da. 3
Quy cach déng goi 3
Hop chira 01 tuyp nhdm 5g.

CHi BINH

EUMOVATE cream la corticosteroid ding tai chd c6 hiéu lwc trung binh dwoc chi dinh -
cho ngudi Ién, ngwdi gia, tré em va nhil nhi nham lam gidm céc triéu chirng viém va e
nglra clia cac bénh da dap rng voi steroid. f’“’f
Cac bénh nay bao gom: / 3\* A+
- Viém da co dia (cham) (3| BAl

- Viém da tiép xuc di (Png hodc kich (rng \ \} \Iia 1

- Viém da tiét ba N
- Ham da do ta lot

- Viém da do tiép xuc v&i anh sang

- Viém tai ngoai

- San cuc ngtra

- Cac phan (*ng do cén trung dét

EUMOVATE co thé dung dé diéu tri duy tri xen ké gitra cac dot diéu tri b%ﬁyé,steroid
tai chd c6 hiéu lwc cao hon.

LIEU LPONG VA CACH DUNG

Ngwi Ién, ngwdi cao tudi, tré em va nhii nhi

Dang kem dzc biét thich hop cho cac bé méat da &m waét hodc ri dich.

Viém da co dia (cham)

B6i mot Iép mdng va xoa nhe dG dé phi kin hoan toan ving da bi bénh 1 hoéc 2 l&n
mdi ngay cho dén khi tinh trang dwoc cai thién, sau d6 gidm sb lan sk dung hodc

chuyén sang didu tri bing thuéc cé hiéu lwc thap hon. Sau méi Ian dung thudc, git cho
thubc co du thi gian hap thu vao da trwéce khi ding mét thude lam mém da.
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Néu tinh trang bénh xau hon hodc khéng cai thién trong vong 4 tuan, nén danh gia lai

phwong phap diéu tri va chan doan.

Khi da kiém soat dwoc bénh, liéu phap diéu tri bing corticosteroid tai chd nén dwoc

ngwng dan dan va tiép tuc diéu tri duy tri bAng mot thudc lam mém da.

Cac bénh da trwéc d6 co thé tai phat khi ngwng dung d6t ngdt cac thudc corticosteroid

tai chd, dac biét cac thudc co hiéu lwc cao.

Tré em

Tré em thuwéng bi cac tac dung khédng mong muén tai chd va toan than hon khi diing

cac thudc corticosteroid tai chd va nhin chung thi yéu ciu théi gian diéu tri ngan hon va

cac thuéc cé tiém lwe yéu hon so véi ngudi lén.

Can than trong khi st dung EUMOVATE dé dam bao dung mét lwgng thube tbi thiéu

ma van cb hiéu qua diéu tri.

Nguwoi cao tudi

Cac nghién ctru lam sang khong xac dinh dwoc sy khac biét vé dap (rng diéu tri gitra

ngwdi bénh cao tubi va ngwdi bénh tré tudi. Néu xay ra hap thu toan than, qua trinh thai

trir thubc & ngudi cao tudi co6 thé cham hon do tan suét bi suy gidm chirc nang gan

hodc than & cac bénh nhan nay nhiéu hon. Do dé nén s dung lwong thubc tdi thiéu

trong thei gian diéu tri ngén nhat dé dat dwoc hiéu qua diéu tri Iam sang mong muodn.

Suy gan/than

Trong trwéng hop hép thu toan than (khi str dung thudc trén bé mét da réng trong thei

gian dai), suy gan/than cé thé lam cham qua trinh chuyén hoéa va thai triv, do d6 lam

tang nguy co doc tinh toan than. Do dé nén st dung lwgong thude téi thiéu trong thoi

gian didu tri ngan nhat dé dat dwoc hiéu qua diéu tri lam sang mong muén.

CHONG CHi BINH

Khéng diéu tri bAng Eumovate trong cac trwdng hop sau:

- Cac nhiém triing da chwa dwoc diéu tri (vi du Herpes simplex, thﬁmu)/

- Bénh trirng ca do rosacea

- Mun trirng ca

- Ngtra nhwng khéng viém

THAN TRONG VA CANH BAO

Nén than trong khi sir dung EUMOVATE & bénh nhan c6 tién st qua man tai ché véi

corticosteroid hodc véi bat ky ta dwoc nao clia thubc. Cac phan (’ng qua man tai ché

(xem Tac dung khéng mong muén) cé thé twong tw cac triéu chirng clia bénh dang

diéu tri.

Cwong thwong than (hdi chirng Cushing) va sy (¢ ché thuan nghich truc duwéi doi -

tuyén yén - thwong than (truc HPA) c6 thé dan dén thiéu glucocorticosteroid & mét s

bénh nhan, day la két qua cla sy ting hap thu toan than steroid dung tai ché. Khi phat

hién thay mét trong cac biéu hién trén, ngirng dirng thuéc dan dan bang cach giam sb
2



1an ding hoc thay thé bing mét corticosteroid ¢é hiéu lwc thap hon. Ngleng thubc dot
ngot co thé dan dén thiéu glucocorticosteroid (xem TAc dung khéng mong muén).

Céc yéu t6 nguy co cla ting tac dung toan than bao gém:

- Hiéu lyc va cong thirc bao ché cia steroid tai chd

- Théi gian tiép xuc voi thubc

- S{&r dung thubc trén mot dién tich bé mat réng

- S dung trén vung da bi bang kin vi du: trén vung bj hdm ho&c ving da bi bang kin (&
tré em t4 16t c6 thé gay tac dung nhw khi bang kin).

- Tang hydrat héa |lop strng

- Str dung trén ving da méng nhw da méat

- Sir dung trén viing da bi rach hodc cac truérng hop khac khi hang rao bao vé da bi tén
thuwong.

- Tré em va tré so sinh c6 thé hap thu mét lwgng corticosteroid ding tai chd In hon so
v&i nguoi Ion, do d6 dé gap tac dung khdng mong muédn toan than hon. Bidu nay la do
tré em c¢6 hang rao béo vé da cén non nét va ti 1@ dién tich bé mét so véi can nang cao
hon nguwdi 16n.

Tré em

O tré em va tré nhd dwéi 12 tudi, néu cé thé nén tranh didu tri lién tuc kéo dai voi
corticosteroid tai chd, vi ¢ ché tuyén thwong than cé thé dé xay ra hon.

Nguy co nhiém triing viing da bang kin

Diéu kién am, am tai cac nép gap cla da hodc khi da bj bang kin tao thuan lgi cho sy
nhiém khuén. Can lam sach da trwére khi bang kin.

Sir dung thubc trén mat

Khéng nén sir dung thudc kéo dai trén mat vi viing nay dé bi teo da.

Str dung thudc trén mi mét

Néu bbi thubc vao mi mét, can than trong dé dam bao thube khong\‘uao mat vi tiép xtc
nhiéu 1an ¢6 thé dan dén duc thay tinh thé va glaucoma.

Nhiém khuén kém theo

Diéu tri bang khang sinh thich hop khi cac tén thwong viém dang diéu tri corticosteroid
tai chd bi nhiém trung. Khi c6 diu hiéu nhidm tring lan réng, can phai ngitng st dung
corticosteroid tai ché va dung khang sinh thich hop.

Vét loét man tinh & chan

Corticosteroid tai ché déi khi dwoc sir dung dé diéu tri viém da quanh vét loét man tinh
& chan. Tuy nhién, viéc sk dung nay co thé di kém véi s xay ra nhidu hon cac phan
(’ng qua man tai chd va tang nguy co nhiém trung tai ché.

Nudt nham thude



Thuéc chi dworc diing ngoai da. Ché pham nay va tat ca cac thude khac nén duoc dé
xa tAm tay tré em. Trong treéng hop nudt phai thube, nén ngay lap tirc tim tror giup
chuy&n mén hoac lién hé véi trung tdm chbng déc qudc gia (xem phan Qua liéu).
TUONG TAC THUOC

Viéc ding déng thoi véi cac thudc e ché CYP3A4 (vi du: ritonavir, itraconazole) da
cho thay cac thubc nay gay (rc ché chuyén hoa cla corticosteroid ddn dén tang tiép xtc
toan than. Mrc d6 cla twong tac nay co lién quan trén 1am sang, phu thubc vao liéu
dung, dwdng diing corticosteroid va hiéu luc clia chat (e ché CYP3A4.

THAI KY VA CHO CON BU

Dir liéu vé viéc sir dung EUMOVATE trén phu ni ¢6 thai con han ché.

St dung corticosteroid tai chd cho déng vat mang thai c6 thé gay bat thwdng dbi véi sw
phat trién bao thai (Xem D liéu an toan tién lam sang). Mbi lién quan ca phat hién
nay voi ngwdi chua dwoc x&c lap. Can nhéc viéc si dung EUMOVATE trong thai ky chi
khi lgi ich mong doi cho me vwot trdi nguy cor ddi véi thai nhi. Nén s dung lwong
thudc it nhat trong thdi gian diéu tri ngén nhat.

Van chwa xac lap dworc tinh an toan cla corticosteroid tai chd & phu ni cho con bu.
Van chwa biét liéu viéc dling corticosteroid tai chd ¢é thé gay ra hap thu toan than dd dé
bai tiét mét lwong thude c6 thé phat hién dwoc trong siva me.

Chi nén cén nhic viéc sir dung EUMOVATE trong th&i gian cho con bd khi lgi ich mong
doi cho ngudi me virot tréi nguy co doi védi tré.

Néu sl dung thudc trong théi gian cho con b, khéng nén bdi thube vao bau va dé
tranh viéc tré nubt phai thudc.

Khéng ¢o dir liéu danh gia &nh hwdng cla corticosteroid tai chd dén kha nang sinh san
& ngudi.

ANH HUONG TREN KHA NANG LAl XE VA VAN HANH MAY MOC

Chuwa c6 nghién ctru diéu tra anh hwéng ciia EUMOVATE dén viéc lai xe hodc kha
nang van hanh may moc. Khéng thay dwoc anh hudng bét Io’il,\trén cac hoat dong nay
tr hé so tac dung khéng mong muén cia EUMOVATE dung tai ¢Rg.

TAC DUNG KHONG MONG MUON

Cac tac dung khdéng mong muén clia thudc (ADRs) duoc liét ké dwéi day theo phan
loai hé théng co quan clia co thé MedDRA va tin suét. Tan suat dwoce xac dinh nhw
sau: rat phd bién (21/10), phd bién (21/100 va <1/10), khéng phd bién (1/1000 va
<1/100), hiém (21/10000 va <1/1000) va rét hiém (<1/10000), bao gbm ca cac bao céo
riéng l&.

Dir lidu sau khi Iwu hanh thubc

Nhiém trang va nhiém ky sinh tring

R4t hiém Nhiém triing co hdi

Réi loan hé mién dich



RAt hiém Qua man (may day, bong rat tai viing da tiép x(c, phat ban, ngra,
ban do)

R6i loan nbi tiét

R4t hiém Fc ché truc dwéi ddi-tuyén yén- thirong than (truc HPA):
Céc dac diém giéng héi chirng Cushing (vi du: mat trén nhuw mat
fréng, béo phi & trung tam), cham tang can/ cham Ién & tré em,
lodng xwong, glaucoma, ting dwdng huyét/glucose, duc thily tinh
thé, tdng huyét ap, t&ng can/béo phi, giam nbng dé cortisol ndi
sinh.

Rbi loan da va mé duéi da

R4t hiém Viém da tiép xac dj trng, may day, teo da*, thay dbi sac td da*, tram
trong thém cac triéu chirng tiém 4n, béng rat tai ving da tiép xac,
ram |6ng, phat ban, ngtra, ban do.

*Anh hwéng thie phat trén da do tac dung toan than va/hodc tai ché cla s (rc ché truc

dudi déi - tuyén yén - thwong than (truc HPA).

Théng bao cho bac sy nhirng tac dung khéng mong muén gap phai khi dang

thuoc

QUA LIEU

EUMOVATE dung tai chd ¢d thé dwoc hap thu véi lvong di dé gay tac dung toan than.

Qua lidu cép tinh hdu nhw khéng xay ra, tuy nhién trong trwdng hop qué liéu man tinh

hodc lam dung thudc, cwéng thwong than coé thé xay ra (xem Tac dung khéng mong

muén).

Trong trwéng hop qua liéu, nén ngirng st dung EUMOVATE dan dan bang cach giam

sb 1an ding thudc hodc thay thé bang mot corticosteroid c6 hiéu lwc thap hon do ¢

nguy co thiéu glucocorticosteroid. ]

Cac kiém soat chuyén sau hon nén dugc chi dinh dwa theo l1am sang Wo/ chi dan

clia trung tam chéng doc quéc gia néu cd.

CAC PAC TiNH DUQC HOC

Dweoc lwc hoc

Ma ATC

DO7AB Cac chat corticosteroid, hiéu lwe trung binh (nhém I1)

Co ché tic dung

Corticosteroid dung tai chd tac dung nhw mot chat chéng viém théng qua nhiéu co ché

trc ché phan trng di (rng pha mudn bao gébm gidm mat do cac té bao mast, giam hoa

trng dong va sir hoat héa bach clu ai toan, giam san sinh cytokin tir t& bao lympho, té

bao mono, t& bao mast va bach cau &i toan, va rc ché sw chuyén hoa acid arachidonic.

Tac dung duworc lve hoc



Corticosteroid tai chd co dac tinh chong viém, chéng ngtra va co mach.
Dwoc dong hoc
Hap thu

Corticosteroid tai chb cd thé hap thu toan than khi tiép xtc v&i da lanh binh thuéng.
Mlrc @6 hap thu qua da cia corticosteroid tai chd phu thudc nhigu yéu té nhw ta dwoc
cia thubc va tinh nguyén ven cliia hang rao biéu bi da. Béng kin, viém nhiém va/hoic
cac bénh khac trén da ciing ¢6 thé 1am tang hap thu qua da.

Phén bé

Viéc sl¢ dung cac tiéu chi dwge lyc hoc dé danh gia phoi nhiém toan than cla
corticosteroid tai chd 1a can thiét vi ndng d6 tuan hoan thdp hon hén ndéng @ co thé
phat hién dworc thube.

Chuyén hoéa

Khi da dwoc hap thu qua da, corticosteroid tai ché trdi qua qua trinh dwoc déng hoc
gidng nhw corticosteroid ding toan than. Thubc dwec chuyén héa chd yéu & gan,

Thai trir

Corticosteroid tai chd dwoc thai trir qua than. Ngoai ra, mét sb corticosteroid va chét
chuyén hoa clia ching dwerc thai trir qua mat.

Div lidu an toan tién lam sang

Tinh sinh ung thw

Céc nghién ctru dai han trén déng vat chura dwoc thwe hién & danh gia kha nang sinh
ung thw cla clobetasone dung tai chd.

Kha néang géy doc gen
Clobetasone khéng gay dot bién trén in vifro va in vivo.
Anh hwong t61 kha néng sinh séan

Anh hwéng cla clobetasone ding tai ché t&i kha nang sinh san chwa dugc danh gia &
déng vat.

Doéng vat mang thai "

Dung clobetasone tai chd cho chubt Ién véi cac liéu 0,5 hodc Smg/kg/ngae vé/ dting
dwédi da cho chudt nhat véi cac lidu 2 3mg/kg/ngay hodc cho thé véi e lidu 2
30ugs/kg/ngay khi cac déng vat nay dang mang thai gay b4t thiedrng phéi thai bao gbm
hd vom miéng.

HAN DUNG

24 thang ké tir ngay san xuét.

BAO QUAN

Bao quan dang kem dwdi 30°C.



PE XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG TRUO'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

SAN XUAT BOI
Glaxo Operations UK Limited

GlaxoSmithKline
Harmire road, Barnard Castle, - E i

Durham, DL12 8DT-UK

Dwa trén GDS 09/IP1 03
Ban hanh ngay 20 thang 01 nam 2011

J
EUMOVATE la nhan hiéu thwong mai da dang ky cla GIaxoSmithKIinelﬁﬁJup/ of
companies.
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