DERMOVATE® CREAM

Clobetasol propionate
THUGC BAN THEODON

TRINH BAY

Kem bdi ngoai da DERMOVATE chua Clobetasol propionate 0,05 % ki/kl.

Té dugc: Glyceryl monostearate, Cetostearyl alcohol, Chlorocresol, Natri citrate, Citric
acid (monohydrate), Nuéc tinh khiét, Arlacel 165, Beeswax substitute 6621, Propylene
glycol.

Dang bao ché: Kem bdingoai da.

Quy cach déng géi: Hop chia 01 tuyp 154.

CHIDINH
DERMOVATE Ia corticosteroid diing tai chd cd hiéu Ic rét cao dugc chi dinh cho ngudi
I6n, ngudi cao tudi va tré em trén 12 tudi nhdm Iam gidm c4c triéu chiing viém va ngda clia
cac bénh da dap tng vdi steroid.
Cdacbénh nay bao gém:
Bé&nh vay nén (trlf dang méng lan rng)
- Viémdadaidang kh6 chita
- Lichenphing
- Lupusbandé dang dia
- Cécbénh da khéc khong dap tng thda dang vdi cac steroid hiéu lyc thép han.

LIEU LUONG VA CACHDUNG

Dang kem d&c biét thich hgp cho cac bé mat da &m uét hoac ri dich.

Ngudi I6n, ngudi cao tudi va tré em trén 12 tudi

Bai mdt I6p mong va xoa nhe vita i @& phi kin hoan toan viing da bi bénh 1 hoc 2 14n
m&i ngay cho t6i 4 tu#n dén khi tinh trang dugc cai thién, sau d6 gidm s6 14n sl dung hoac
chuyén sang diéu tri bing thudc c6 hiéu lyc th&p han. Sau mébi 14n bdi, gid cho thudc du
thdi gian h&p thu vao da trude khi bdi thuc lam mém da.

C6 thé I13p lai cac dgt diéu tri ng4n vdi DERMOVATE dé kiém soat cac dot biing phat
Trong nhiing truding hgp sang thudng khé chila, d&c biét khi c6 tang siing héa, néu cén, c6
thé ting cuding tac dung clia DERMOVATE béng c4ch bang kin viing diéu tri bAng mang
phim polythene.

Théng thudng, chi can bang kin qua dém la di dem lai dp ling mong mudn. Sau dé,
thudng chi c4n béi thudc ma khéng bang kin vAn duy tr dugc sy cdi thién.

Néu finh trang bénh x4u di hoc khdng cdi thién trong vong 2-4 tudn, nén danh gia lai diéu
tri va chén dodn.

Khéng kéo dai diéu tri qué 4 tudn. Néu cén thiét diéu tri ti€p tuc, nén sl dyng thudc c6 hiéu
lyc thdp hon.

Liéu mi tudn t&i da khdng qua 50 g/tuén.

Viém da cd dja (cham)

Khi da kiém soat dugc bénh, nén ngung diéu trj voi DERMOVATE cream dén dén va tiép
tuc duy tri bang mdt thubclam mémda.

Céc bénh da trudc d6 c6 thé tai phat khi ngung diung DERMOVATE dét ngét

Bénh da dai ddng khd chira

Bénh nhén hay bj tai phét

Khi mot dot cdp da dudc diéu tri hiéu qua vdi corticosteroid tai chd ding lién tyc, nén cn
nhic dling liu ngét quang (ngay mdt 14n, hai t4n mt tudn, khdng bang kin). Didu nay d3
cho thdy Iam giam tin sudt tai phat



Nén tiép tuc bdi thudc tai c4c viing da d4 timg bi b&nh hoic c6 thé bi tai phat Nén k&t hgp
liéu trinh nay vdi thudc |am mém da bdi hang ngay. Tinh trang bénh, Igi ich va nguy cd clia
diéu tri tiép tuc phdi dudc dinh ki danh gid lai.

Tréem

Chéng chi dinh ding DERMOVATE cho tré duéi 12 tuéi.

Tré em thuding bi c4c tdc dung khdng mong mudn tai chb va toan than hdn khi dung cac
thuc corticosteroid tai chd va nhin chung thuding yéu c4u thdi gian diéu tri ngén hdn voi
cac thudc hiéu luc th&p han so véi ngudi lén.

Cén than trong khi st dung DERMOVATE dé dam bao dung mt lugng thudc 8 thiéu ma
vancd hiéu qué didutri.

Ngudi cao tudi

Céc nghién ctu [4m sang khdng cho thdy cé su khéc biét vé dap dng diéu tr gidia ngudi
bénh cao tudi va ngudi bénh tré tudi. Néu xay ra h4p thu toan than, qud trinh thi trit thudc
3 ngudi cao tudi c6 thé cham hon do tAn sudt bj suy gidm chiic nang gan hoac than d nhém
b&nh nhan nay cao han. Do d6 nén st dung lugng thudc t6i thiéu trong thai gian didu tri
ngén nh&t dé dat dugc hiéu qua 14m sang mong mudn.

Suy gan/théan

Trong trudng hop hdp thu toan than (khi bdi thudc trén dién rong trong thdi gian dai), suy
gan/ than cd thé 1am cham qua trinh chuyén hda va thai trit cla thubc nén 1am tang nguy
cd dde tinh toan than. Do d6 nén st dung lugng thudc t6i thiéu trong thdi gian diéu tri ngén
nhat dé dat dudc hiéu qué Iam sang mong mudn.

CHONG CHIBINH
Khong diéu tri bing DERMOVATE trong cac truding hdp sau:
- Cécnhiémkhu&n da chua dugc diéu tri
- Bénhtningca dd rosacea
- Muntringcé
- NgUa nhung khdng viém
- Ngua quanh hdu mdn va ving sinh duc
- Viémdaquanhmiéng
- Quémén vdithudc
- Nhiém virus
Nhiém ndm
Bénh vy nén dang mang lan réng
Chﬁng chidinh ding DERMOVATE trong c4c bénh da d tré em dudi 12 tudi, ké ca viém da.

CANHBAOVATHAN TRONG

Thén trong khi st dung DERMOVATE & bénh nhan c6 tién st qud mén tai chd véi

corticosteroid hoac vdi bat ki ta dugc nao clia thude. Céc phan ting qua mén tai chd (xem

Téac dyng khéng mong mudn) c6 thé tuong ty céc triéu ching clia bénh dang diéu tri. _

Biéu hién tang cortisol (hdi chiing Cushing) va sy tc ché thuan nghich truc duéi déi tuyén

yén tuyén thugng than (HPA), dan tdi thiéu glucocorticosteroid, c6 thé xay ra & mot vai

bé&nh nhan do tang h&p thu toan than steroid dung tai chd. N&u phét hién thdy mét trong

c4c biéu hién trén, ngling dung thuc d&n d4n bang c4ch gidm s& I4n bdi hoac thay thé

bang corticosteroid c6 hiéu luc th&p hon. Ngiing thudic dot ngét co thé din dén thiéu

glucocorticosteroid (xem T4c dung khéng mong mudn).

Céc y8u t6 nguy cd lam tang tac dung toan than bao gém:

- Hiéulycva cbng thifc cla steroid tai chd

- Thdi gian phdi nhiém vdi thudc

- Boithufictréndiénring

- Boitrén viing da bi bang kin (vi dy viing da bi gdp hoac bi bang kin (3 tré em ta 6t c6 thé
gay tdc dung nhu khi bang kin))

- Tanghydrathdaldp siing

- Boitrén ving damdéng nhu da méat

- Boitrén viing da bi rach hodc céc trudng hgp khac khi hang rao bao vé da b tdn thudng

- Tréemc6 thé hép thu mét phén corticosteroid diing tai chl nhiéu hon so véi ngudsi I6n va
do d6 d& gap tac dung khdng mong mudn toan than hon. Diéu nay 4 do tré em cd hang
rao bao vé da cdn non ndtva tylé dién tich bé mat so vdi can nang cao han nqudildn.

Tréem

Tré em d& bi teo da khi diing corticosteroid tai ché. Néu c4n ding DERMOVATE cho tré

em, khuy&n cdo nén gidi han diéu tri chitrong vai ngay va kiém tra hang tuén.

Nguy cd nhiém triing do bang kin

Diéu kién &m, &m tai c4c nép gép clia da hoac khi da bj bang kin tao thuén Igi cho su nhiém

khu&n. C4n lam sach da trudc khi bang kin.

Diéu tri vay nén

Thén trong khi duing corticosteroid tai chd khi diéu tr bénh vay nén vi d c6 bao cdo mdt s8

trudng hop tai phét, tAng dung nap, nguy cd vay nén mun md toan than va tang doc tinh

toan than hoac tai chd do hang rao bdo vé da bi tdn thuong. Néu dung dé diéu tri vay nén,

diéu quan trong 1a c4n phai theo dai bénh nhan c4n than.

Nhiém khu&n kém theo

Nén diing khéng sinh thich hdp khi cac ton thuong viém dang diéu tri bi nhiém trung. Khi

nhiém triing lan rdng c4n ngling bdi corticosteroid tai chd va diing khéng sinh thich hap.

Vétloét man tinh dchan

Corticosteroid tai chd dbi khi dudc sif dung dé diéu tri viém da quanh vét loét man tinh &

chan. Tuy nhién, viéc sif dung nay c6 thé Iam tang x4y ra c4c phan ung qua man va nguy

cd nhidm triing tai ché.

Boi thudc trén mat

Khong nén boi thudc trén méat vi da viing nay dé bi teo. N&u sit dung trén mat, nén gidi han

diéu trj chitrong vong vai ngay.

Boi thudc trén mi mét

N&u boi thubc vao mi mét, c&n than trong dé thudc khong vao mét vi tiép xuc nhidu l4n c6

thé dan tdi duc thiy tinh thé va glaucoma.

TUONG TAC THUGC

Duing ddng thdi véi cac thubce tc ché CYP3A4 (vi du: ritonavir va itraconazol) d& cho thdy
fc ché chuyén héa corticosteroid, dén ti tang phoi nhiém toan than. Muc d6 tuong tac co
lién quan trén 1am sang phu thudc vao liéu ding, dudng diing cla corticosteroid va hiéu
Iyc clia thudc Uc chE CYP3A4,

THAIKY VA CHOCONBU

Kha ndng sinh san

Khéng c6 dil liéu danh gia anh hudng clia corticosteroid tai chd 1&n kha nang sinh s&n &
ngudi. Clobetasol tiém dudi da chudt cdng khéng &nh hudng dén su giao phdi; tuy nhién,
kha nang sinh san giam d liéu cao nhét (xem D liéu an toan tién Iam sang).




=

Thaiky

D@ liéu vé st dung DERMOVATE trén phuy nd cé thai con han ché.

S{ dung corticosteroid tai ché trén dong vat mang thai cd thé gy bat thudng ddi véi sy
phét trién bao thai (xem D fiéu an toan tién 14m sang).

M&i lién quan clia phat hién nay véi ngudi van chua dugc xac [ap. Chi can nhéc st dung
DERMOVATE trong thai ky néu Igi ich mong dgi cho me vudt trdi nguy cd ddi véi thai nhi.
Nén st dung lugng thudc it nhét trong thdi gian diéu tri ngin nhat

Choconbu

Viéc sl dung an toan corticosteroid tai ch8 khi cho con bii chua dugc thiét 1ap.

Vn chua biét liéu diing corticosteroid tai ché c6 thé d&n t6i h&p thu toan than dd dé lugng
thudic bai tiét vao sta me c6 thé phat hién dudc hay khéng.

Chi nén can nhéc st dung DERMOVATE trong thdi gian cho con bi néu Igi ich mong dgi
cho me vugt trdi nguy co ddi vdi tré.

N&u sl dung frong thdi gian cho con bu, khéng nén béi DERMOVATE vao bdu vi dé tranh
cho tré nudt phai thude.

ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua co nghién ctiu dénh gia anh hudng clia DERMOVATE I&n kha néng l4i xe va van
hanh may méc. Khdng thdy anh hudng bét Igi Ién cac hoat ddng nay dugc dé cap trong hd
sd tac dung khéng mong mun clia DERMOVATE diing tai chd.

TAC DUNG KHONG MONG MUON

Céc tac dung khdng mong mudn clia thuic (ADRs) dudc liét ké dudi day theo phan loai hé
théng co quan clia cd thé MedDRA va tAn sut T4n suét dugc xac dinh nhu sau: rét ph§
bién (>1/10), phé bi&n (=1/100 va <1/10), khdng phé bién (=1/1.000 va <1/100), hiém
(=1/10.000 va <1/1.000) v& r&t hiém (<1/10.000), bao gém ca cdc bdo cdo riéng [é.
Ditligu hau mai

Nhiém tring va nhiém ky sinh tring

R4t hiém Nhiém triing cd hoi

Réi loan hé mién djch

R4t hiém Qué man taichd

Réi loan néi tiét

R4t higm Uc ché truc dudi ddi-tuy&n y&n-tuyén thugng than (truc HPA): Cac

d4c diém gi6ng héi ching Cushing: (vi dy mét trén nhu mét tréng,
béo phi & viing trung tAm cd thé), cham ting can/ cham I6n & tré
em, loéing xudng, glaucoma, tAng duding huyé&t/ glucose niéu, duc
thiy tinh thé, tang huy8t &p, tang can/ béo phi, gidm néng do
cortisol ndi sinh, hdi, téc gdy rung.

Réiloan davamé dudida

Phé bién Ngua, dau da/ bdng da tai chd

Khéng phé bién Teoda*, randa*, gidn mao mach*

R4t hiém Mdng da*, da nhan*, da khd*, thay 6i sac t6 da*, ram I6ng, trdm

trong thém c4c triéu chdng tiém &n, viém da ti&p xdc di Ung/ viém
da, vdy nén c6 mil, ban dé, phat ban, may day, mun tning ca
Réi loan toan than va tai chd béi thudc
Réthiém Dau/ rat chd bdi thude
*Anh hudng thif phét trén da do tac dung toan than va/ hodctai chd clia su tic ché truc dudi
d6i-tuyé&n yén-tuyén thugng than (tryc HPA).



Théng béo cho bac sy nhiing tic dung khéng mong mudn gap phai khi st dung
thudc

QUALIEU

Trigu chiing va ddu hiéu

DERMOVATE ding tai chd c6 thé dugc h&p thu mdt ugng di dé gay tac dung toan than.
Qué liéu c4ptinh hdu nhu khéng xay ra, tuy nhién, trong truding hdp qué liéu man tinh hoac
lam dung thufc, c4c biéu hién ting cortisol cé thé xay ra (xem T4c dung khdng mong
mudn).

Didutri

Trong trudng hdp qué liéu, nén ngiing sif dung DERMOVATE dén dén bang c4ch gidm s
I4n dung thudc hoac thay thé bling mdt corticosteroid c6 hiéu lic thdp hon do cé nguy cd
thi€u glucocorticosteroid.

Céc kiém so4t chuyén sau han nén dua theo chi dinh {4m sang hoac khuyén cdo cliatrung
tam chdéng ddc qudc gia, néu co.

PAC TINH DUGC HOC

Dudcluc hoc

MaATC

DO7AD Nhém corticosteroid, hiéu lyc rét cao (nhém IV)

Cd ché'téc dung

Corticosteroid tai chd tac dung nhu chit chng viém thong qua nhiéu cd ché dc ché phan
Ung di Ung pha mudn bao gém gidm mat d t& bao mast, gidm héa ung dong va hoat hda
bach c4u &i toan, gidm san sinh cytokine tll t& bao lympho, t& bao mono, t& bao mast va
bach c4u 4itoan, v& dc ch& chuyn héa acid arachidonic.

Téc dung duge luc

Corticosteroid tai chd c6 d4c tinh chéng viém, chdng ngua va co mach.

Dugc dong hoc

Hép thu

Corticosteroid tai chd c6 thé dugc hép thu toan than qua da lanh binh thudng. Mdc d6 hap
thu qua da clia corticosteroid tai chd phu thudc vao nhiéu yéu t6, bao gdm té dugc va tinh
nguyén ven clia hang rao biéu bi da. Bang kin, viém va/ ho&c cac bénh trén da khac ciing
c6 thé lam tang hdp thu qua da.

Trong mdt nghién clu, néng d dinh trung binh clobetasol propionate trong huyét tuong 2
0,63 nanogram/ml dat dudc tdm gids sau khi diing liéu thu hai (sau liéu d4u tién 13 gid) 30g
thudc ma clobetasol propionate 0,05% trén da lanh clia ngudi binh thudng. Sau khi béi
liéu thit hai 30 g clobetasol propionate dang kem 0,05%, néng dd dinh trung binh trong
huyét tuong cao han mdt chiit so vdi dang thuSc ma va dat duge sau 10 gid. Trong mét
nghién cttu khdc, néng d6 dinh trong huyét tuong trung binh xp xi 2,3 nanogram/ml va
4,6 nanogram/mi dat dudc tudng Ung & b&nh nhan bénh vy nén va cham 3 gid sau khi bdi
liéu don 25 g thudc md clobetasol propionate 0,05%.

Phén b6

Viéc sl dung cac tiéu chi dugdc lyc hoc dé dénh gid phdi nhiém toan than cla
corticosteroid tai chd & cdn thiét vi néng d6 tun hoan th&p hon han ndng d9 c6 thé phat
hién dugc thuéc.

Chuyén héa

Khi dugc hdp thu qua da, corticosteroid tai chd trai qua qué trinh dugc dong hoc giéng nhu
corticosteroid dung toan than. Thubc dude chuyén héa chi yéu 3 gan.

Théi trif

Céc corticosteroid tai chd dudc théi trll qua than. Ngoai ra, mét s§ corticosteroid va chét
chuyén hoa clia chiing dudc thai trif qua mat.

Ditliéuantoantiénlamsang

Tinh gdy ung thu

Céc nghién cliu dai han trén ddng vat chua dugc tién hanh d8 danh gid kha ning gay ung
thu clia clobetasol propionate.

Déc tinh gen

Clobetasol propionate khong gay dét bién gen trong cac thli nghiém trén t& bao vi khuén
in vitro.

Khd ndng sinh sdn

Trong nhilng nghién cdu trén kha n&ng sinh sén, clobetasol propionate tiém dudi da chut
cBng vdi liéu 6,25 t6i 50 microgram/kg/ngay khdng géy &nh hudng dén sy giao phi, va chi
d liéu 50 microgram/kg/ngay méi gay gidm kha nang sinh sén.

Thai ky

Clobetasol propionate tiém dudi da chudt nhét (> 100 microgram/kg/ngay), chudt cdng
(400 microgram/kg/ngay) hodc thé (1 t6i 10 microgram/kg/ngay) trong thai ki gay bét
thuting phoi thai bao gém hd vom miéng.

Nghién ctu trén chudt cdng, trong d6 mét s6 con dugc cho ndm & dé, da thdy co sucham
phét trién & thé hé F1 vdi liéu > 100 microgram/kg/ngay va gidm ty 1& séng sét & liéu 400
microgram/kg/ngay. Khéng thdy anh hudng nay [&n kha nang sinh san ctia F1 hoac trén
thé hé F2.

HANDUNG
24 théng ké tif ngay san xuét

BAOQUAN
Bao quan dudi 30°C.
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