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Thudc kem Fucidin®H

Doc ky huéng dén st dung trudc khi ding.

Néu can thém théng tin xin hoéi y kién bac sy.

Z'h,ué’c nay chi diing theo don cta bac sy. Giit xa tam tay
ré em.

THANH PHAN

Hoat chéat: Axit fusidic 20mg/g, Hydrocortison acetat
10mg/g.

Té dugc: Butylated hydroxyanisol, Cetyl .alcohol,
Glycerol 85%, paraffin long, Polysorbat, kali sorbat,
Paraffin trang. mém, all-rac-a-tocopherol, Axit
Hydrochloric, nudc tinh khiét.

TRINH BAY

Dang bao ché: Dang kem,
Qui cach déng goi: Hop 1 tube 159

CHIDINH _

Thudc kem Fucidin® H dudc chi dinh trong diéu tri viém
da & ngudi I6n va tre em, bao gom viém da di Ung va
viém da ti€p xuc, cé nhiem khuan nghi ngd hodc xac
dinh nhay cam vdi axit fusidic.

LIEU DUNG

B6j mot lugng nho thudc 1én ving da can diéu tri 2 lan
moi ngay cho dén khi cé dap ('ng. Théng thudng mai dot
diéu tri khong qua 2 tuan.

CHONG CHI PINH

Man cam vdi axit fusidic/natri fusidat, hydrocortison
aﬁgta"t hodc véi thanh phan ta dugdc trong muc “Thanh
phan”.

Do thanh phan céchiracorticosteroid, Fucidin® Hchdng
chi dinh cho céac trudng hop sau:

Nhiém tring da nguyén phat do ndm, vi khudn va vi rit
khdng diéutrihoégkh@ngkiém soatdudcbdicacliéuphap
thichhgp(Xemphancanhbaovaluuykhisirdung).

Céc biéu hién ¢ da lién quan tdi bénh lao khong diéu tri
hoac khong kiém soat dudc bdi cac liéu phap thich hgp.
Viém da quanh miéng va mun trifng ca do.

CANH BAO VA LUU Y KHI SUDUNG
Khdng nén dung Fucidin® H dai ngay lién tuc.
Tuy thudc vao vi tri boi thudc, can luu y téi kha nang hap
thu toan than cua hydrocortison acetat khi diéu tri vai
Fucidin®H.
Do thugc ¢ chira corticosteroid, can Iuu y khi bdi thudc
gan mat, Tranh béi Fucidin® H vao mat (Xem phan Téac
dung khong mong muén).
Uc ché truc duéi doi - tuyén yén - thugng than c6 hoi
phuc co thé xay. ra khi co sy hap thu toan than cua cac
corticosteroid dung tai cho.
Can luu y khi dung Fycidin® H cho tré em vi so vdi nguoi
I6n tré em ¢6 thé man cam hdn véi cac corticosteroid
dung tai cho gay ra Uc ché truc dudi doi - tuyén yén -
thugng than va héi chirng Cushing.
D4 c6 bao cao vé khang thudc khi str dung axit fusidic tai
cho. Cling nhu' v6i moi khang sinh, st dung axit fusidic
kéo dai hoac Idp lai cé thé lam tang nguy ca khang thudc
tien trien.
St dung axit fusidic va hydrocortison acetat khdng qua
14 ngay cho mét liéu trinh diéu tri s& giam thiéu nguy co
khang thudc tién trién.
Sur dung khéng qua 14 ngay ciing ngan chan nguy co
tac dung Uc ché mien dich cua corticosterojd c6 theé lam
che lap bat ky triéu ching tiém an cta nhiem khuan do
vi khuan khang khang sinh.
Do tac dung Uc ché mién dich cla céc cortjcosteroid,
Fucidin® H c0 thé lam tdng nhay cam véi nhiem khugn,
lam ndng thém nhiem khuan da c6, va hoat héa nhiem
khuan muén. Nén chuyén sanE liéu phap toan than néu
nhieém khuan khéng thé dugc kiém soat khi dung thudc
tai cho (Xem phan Chéng chi dinh).
Fucidin® H dang kem cé chira butyl hydroxyanisol, cetyl
alcohol va kali sorpat. Nhitng ta dugc nay co thé gay
ﬁhan ('ng da tai cho (vi du nhu viém da ti€p xuc). Butyl
ydroxyanisol cling cé thé gay kich (ng v&i mat va
mang nhay.

TUONG TAC VOQI CAC THUOC KHAC, CAC DANG
TUONG TACKHAC

Khong cé bao céo vé cac nghién clfu tuong tac. Tuong
tac v@icac thubctoanthéan la ratit.

SINH SAN, COTHAIVACHO CON BU

Cé thai

Axit Fusidic: Pudc tién Jugng la khong anh hudng dén
thai nhi vi su’ phadi nhiém toan than vai axit fusidic khong
dang keé. |

Hydrocortison acetat: Mot Iugng I6n di¥ li€u trén phu ni
co thai (két qua trén han 1000 phu nir cé thai?‘ cho thay
khéng ¢6 di tat cling nhu déc tinh cho bao thai do tac
dung cua corticosteroid.

Fucidin® H cé thé dugc dung trong giai doan thai ky néu
can. Tuy nhién, dya trén kién thdc chung vé
corticosteroid toan than, luu y khi st dung Fucidin® H
khi mang thai.

Céc corticosteroid khong nén dung réng rai, dung s
lugng nhiéu va dung dai ngay & phu nir co thai do cé
nhirng bat thudng vé thai da dugc phat hién trén dong
vat do thudc hdp thu toan than.

Cho con bt

Tién lugng khdng anh hudng dén tré so sinh bu me vi
phoi nhiem toan than cua axit fusidic/hydrocortison
acetat dung tai cho trén mot viing da gidi han cua ba me
la khong dang ké.

Fucidin® H c6 thé dung trong thdi ky cho con bl nhung
nén tranh boi [én vu.

Sinh san

Khéng c6 nghién ctru lam sang vé kha nang sinh san.
TAC PONG CUA THUOC KHI LAI XE VA VAN HANH
MAY MOC

Thudc khéng gdy anh hudng hodc anh hudng khong
dang ké dén kha nang lai xe va van hanh may moc.

TAC DUNG KHONG MONG MUON

Viéc udc lugng tan sudt cua cac tac dung khéng mong
mudn dugc dua trén mot phan tich dir lieu gop tur cac
nghién clru ldam sang va bao cao tu phat.

Cac téc dung khéng mong mudn hay gdp nhéat dugc bao
cao trong qua trinh diéu tri la phan ung tai ndi dung bao
gom ngura, rat va kich &rng.

Céc téc dung khéng mong mudn dugc liét ké bdi
MedDRA SOC va cac tac dung khéng mong muén riéng
I& dudgc liét ké tir nhitng bao cdo veé tan suat phd bién
nhat. Trong moi nhém tan sudt, cac.tac dung-khong
mong mudn dudc bao cao theo thir tu' muc do nghiem
trong giam dan.

Rat hay gap >1/10

Hay gap >1/100va <1/10

Itgap >1/1.000va <1/100

Hi€ém >1/10.000va < 1/1.000

Rat hiém < 1/10.000

R&i loan hé mién dich

it gap Phan (fng qué man

(>1/1.000 va < 1/100)
RGi loan da va mo dudi da:
it g&p

(>1/1.000 va < 1/100)

Viém da tiép xuc
Eczema (tinh trang nang)
Phat ban

R&i loan chung va tinh trang tai noi dung

Phan 'ng tai ngi dung
(bao gom ngtra, rat va
kich Ung.

Hay gdp
(>1/100 va < 1/10)

Céc tac dung khéng mong muén toan than cla dang
corticosteroid nhe nhu hydrocortison bao gom (¢ ché
tuyén thugng than, ddc biét la khi dung thudc ngoai da
kéo dai.

Tang ap luc ndi nhan va bénh tang nhan ap ciing cé thé
xay ra sau khi bdi corticosteroid ¢ viing da gén mat, dac
biét khi sir dung kéo dai va & nhitng bénh nhan de mac
bénh tédng nhan ap tién trién.

Céac tdc dung khdng mong mudn trén da cia dang
corticosteroid nhe nhu hydrocortison bao gom: teo da,
viém da (goém Vviém da ti€p xuc, viém da dang tring ca
va viém da quanh miéng), ran da, gidan mao mach,
triing ca do, do da, mat sac t6, chung ram Iénﬁ va tang
ti€t mo hoi. Bam mau cling c6 theé xay ra khi dung
corticosteroid tai cho kéo dai.

Bao cao vé cac tac dung khéng mong mudn cua
corticosteroid it gap vdi Fucidin H d& dugc mo ta trong
bang tan suat g trén.

Dung cho tré em § =

Di{r liéu vé dd an toan quan sat dugc ¢ tré em la tuong tu
vGingudildn.

Théng bdo cho bac si biét cac tic dung khong
mong muén xay ra khi ding thuéc.

SUDUNG QUA LIEU

DGi v6i st dung axit fusidic tai chd, khong c6 thong tin
lién quan t&i cac dau hiéu va triéu chirng tiém an do qua
liéu. H6i chirng Cushing va suy thudng than co the tién
trién sau khi dung corticosteroid tai cho trén dién rong
trong hon 3 tudn. Hau qua toan than do qua liéu cua
hoat chdt sau khi dung nham dudng udng hau nhu
khong xay ra. Lugng axit fusidic trong tuyp thuéc khong
vugt qua lieu dieu tri toan than hang ngay. Qua lieu
duong udng cla riéng corticosteroid hiém khi gay ra
van de vé lam sang.

CACPACTINHDUOQCLY

Dudgc luc hoc:

Thudc kem Fucidin® H két hgp tac dung khang khuan
cua axit fusidic v@i tadc dung khang viem cua
hydrocortison-acetat.

Dugc déng hoc

Khong c6 dir liéu xac dinh dugc dong hoc trén ngudi, sau
khi diing Fucidin®H Cream bdi ngoai da. Tuy nhién, cac
nghién c(tu in vitro cho thdy axit fusidic cé thé thdm qua
da lanh. D6 thdm phu thuoc vao nhiéu yéu té nhu thdi
gian tiép xtc véi axit fusidic va tinh trang cha da.

Axit fusidic dugdc bai ti€t chl yéu qua mat, trong khi chicé
mot lugng nho dugc bai tiét qua nudctieu.

Hydrocortison dudc h&p thu sau khi bbi tai ché. Mirc do
hap thu phu thudc vao da dang cac yéu té bao gom tinh
trang da va vi tri boi thudc. Lugng hydrocortison da hap
thu nhanh chong dugc chuyen hoa va bai ti€t qua nudc
tiéu.

HAN DUNG

3 ndm ké tir ngay san xudt

BAO QUAN:

Bao quan duéi 30°C.

SAN XUAT BOT:

LEO Laboratories Limited, 285 Cashel Road, Dublin 12,
Ireland.

NGAY DUYET LAI NOI DUNG TO HUONG DAN SU DUNG:
10/2014

041807-00



