!(}"f hwéng din st dung trwde khi dung
Thuoc dung ngoai

THANH PHAN CONG THUC THUOC:

Thanh phan hoat chat:

Fusidic acid (micronised): 2,0% w/w

Betamethasone 17-valerate (micronised): 0,1% w/w

Thanh phan t4 dugc: Purified water, liquid paraffin, cremophor A6, cremophor A25, dehydag
wax “0O”, butylated hydroxytoluene, vitamin E (dl-alpha-tocopherol), propylene glycol,
chlorocresol.

DANG BAO CHE: ' /?/
Cream boi ngoai da mau trang.

CHI PINH: ,
Cac ‘Eru(mg hgp viém da nhu: cham d1 1’mg, cham dang dia, eczema, viém da ti€t ba nhon, viém
da tiép xtc, viém da than kinh, bénh vay nén, lupus ban dé dang dia.

CACH DUNG VA LIEU DUNG:
Thuoc chi dung d€ boi ngoai da i
Thoa mot 16p mong kem vao vung da bi bénh 2-3 [an mot ngay.

CHONG CHI PINH:

Qua man véi fusidic acid hodc sodium fusidate. betamethasone 17-valerate hodc bt ky thanh
phan nao cua thube.

Do ¢6 chira corticosteroid nén Axcel Fusidic acid-B Cream chdng chi dinh trong cac trudng hop
sau:

Nhiém nam toan than.

Nhiém khuan da nguyén phét do ndm, vi rat hodc vi khuan gy ra ma khong duoc diéu tri hodc
khong kiém soat duge bang bién phap diéu tri thich hop.

Céc biéu hién trén da do lao hodc giang mai ma khong duoc didu tri hodc khong kiém soat duoc
bang bién phap thich hop.

Viém da quanh miéng va bénh trirmg ca do.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Nén tranh diéu tri tai chd lién tuc kéo dai bﬁng Axcel Fusidic acid-B Cream.

Tuy thude vao vi tri boi thude, co thé phai xem xét dén kha nang hdp thu toan than cua
betamethasone 17-valerate trong qua trinh diéu tri bang Axcel Fusidic acid-B Cream.

Axcel Fusidic acid-B Cream nén dugc str dung can than khi boi ¢ ving gan miat do thude ¢6
chira corticosteroid. Tranh bdi Axcel Fusidic acid-B Cream vao mit.

Su tre ché dao nguoc truc dudi ddi-tuyén yén-thuong than co thé xay ra sau khi ¢6 sy hip thu
toan than cac corticosteroid dung tai cho.



VAN PH%QCI sidic acid-B (1 am nén dugce s dung ¢an than ¢ tré em do nhay cam cao hon véi su tc

DA;::E(NIG tyig um doi-tuyén yén-thugng than va hdi chimg Cushing gy boi corticosteroid diing tai
,cho spXgi nguoi lén. Tranh st dung luong 16n, bang bo kin va kéo dai.

TPHO CHi il tal chd Axcel Fusidic acid-B Cream kéo dai c6 thé gay teo da.

<\ i an khang thude da dugc bdo cdo xay ra khi sur dung tai chd Axcel Fusidic acid-B Cream

uoc co chtra betamethasone 17-valerate.

Nhu véi tat ca cac thude khang sinh khac, st dung thude trén dién rong hoac su dung lap lai co

thé lam tang nguy co khang khang sinh. Diéu tri bang fusidic acid va betamethasone 17-valerate

tai chd khong qua 14 ngay cho mot dot diéu tri s& giam thleu nguy co khang thudc.

Diéu nay ciing ngin ngira nguy co tac dung uc ché mién dich cua corticosteroid lam che lap

triéu chimg nhidém khuén tiém an gdy boi vi khuan khang khang sinh.

Axcel Fusidic acid-B Cream ¢6 thé lién quan dén su ting nguy co nhiém khudn, lam nang thém

nhiém khuan hién tai va kich hoat nhiém khudn tiém an do thudc cé chta corticosteroid co tac

dung (¢ ché mién dich. Nén chuyén sang diéu trj toan than néu khéong thé kiém soat nhiém

khuan bang cach diéu tri tai chd.

Axcel Fusidic acid-B Cream chua cetostearyl alcohol (dehydag wax “O7) va chlorocresol.

Cetostearyl alcohol ¢é thé edy phan mg da tai chd (vi du: viém da tiép xuc) va chlorocresol ¢

thé gay phan Gmg di Gmg.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: -
Su an toan cua viéc su dung thudc trong khi mang thai va cho con bu chua dugc thiét 1ap day du.
Vi vay, khong nén duogc st dung cho phu nit ¢é thai va cho con bt véi s6 lugng 16n hodc trong

thoi gian dai.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thuoc khong anh hudéng hoac anh hudng khong dang ké dén kha nang lai xe va van hanh may
moc.

TUONG TAC THUOC: , ,
Cac tuong tac cta thuoc vdi cac thuoc khac va céc loai tuong tac khéc cho dén nay chua dugc

biét dén.

TUONG KY:

Do khéng c6 cac nghién ctru ve tinh tuong ky cua thuoc, khong tron lan thudc nay véi cac thuoc
khac.

TAC DUNG KHONG MONG MUON:
Ngtra la tac dung khéng mong mudn thuong gip nhat trong khi diéu tri.
Céc tac dung khéng mong mudn dugce liét ké theo thir tw dd nghiém trong giam dan trong moi
nhém tan so.
Rat hay gap > 1/ 10
Thuong gap>1/100va < 1/10
It gap > 1/1.000 va < 1/100
Hiém gap = 1/10.000 va<1/1.000
Rat hiém gap < 1 /10.000

R&i loan hé mién dich

It edp | Qud man cam

Ro6i loan da va md dudi da

Y 4



Viém da tiép xuc

Eczema (trdm trong hon)

Cam gidc rat da

Nglra

Kho da

Ban do

M¢é day

Phét ban (bao gdom phét ban ban do va phat
ban tong quat)

Roi loan chung va tai vi tri boi thube

It edp Dau tai vi tri boi thuoc
Kich g tai vi tri boi thude

Hiém gép Sung tay tai vi tri boi thufm
Xuét hién mun nudc tai vi tri boi thude

Céc tac dung khong mong mudn cua corticosteroid nhu betamethasone 17-valerate bao gdm (e
ché myén thuong than, ddc biét la khi sur dung kéo dai.

Sau khi st dung corticosteroid tai chd, tang ap luc trong mat. ting nhan ap va duc thay tinh thé
cling 6 thé xay ra déac biét khi st dung kéo dai va ¢ nhitng bénh nhén méc bénh tang nhan ap
va duc thay tinh thé.

Tac duno khong mong mudn cua corticosteroid trén da bao oém Tw viém da (bao g g{“)m viém
da tiép xtic va viém da dang mun trimg ca), viém da quanh miéng. vét ran da, gidn mao mach.
trimg ¢ do. ban do. tang sdc td. tang tiét md hai va loai sac to. Bam méu cling ¢ thé xay ra khi
sir dung kéo dai corticosteroid tai chd.

Treem

Su an toan cua thude dbi voi rré em va ngudi 1én 1a nhu nhau.

QUA LIEU VA CACH XU TRIi:

Diéu tri kéo dai corticoid tai chd trén dién rong, dic biét khi bang bé chat, ¢ thé dan dén tac
dung khéng mong mudn toan than, gdy mat can bang dién giai, chuyén hod qua muc
gluconeogenesis, cham lién vét thuong, (rc ché su bai tiét corticotrophin ctia thity tuyén yén.

R&i loan cén bang dién giai gdy gilr natri, gitt nu6c, phu né, cao huyét ap, tang bai tiét kali, nguy
co gy kali mau cao. Chuyén héa qua mac dan dén huy déng canxi va phot pho, gy ra lodng
xuong va gly xuong tu phat, tang duong huyét. Bénh nhén c6 thé d& bi nhiém khuan hon bao
gém ca nhiém lao va nhiém vi rat.

Dung corticoid liéu cao ciing c6 thé gdy ra hoi ching Cushing, khu6n mét d6 va tron, ram léng,
do6 bung mat, bam tim, mun trimg ca. Neu ngung sir dung thube, cac triéu chimg nay thuong bién
mat, tuy nhién viéc dimg thudc dot ngot rat nguy hiém.

PAC TINH DUQC LUC HQC:

Fusidic acid la m¢t khang sinh c6 cAu tric steroid, ¢ tac dung kim khuén hodc diét khuén, chu
yéu tac dung lén vi khuan Gram duong. Betamethasone 17-valerate 14 mot corticosteroid c6 tac
dung chéng viém.

PAC TINH DUQC PONG HOQC:

Fusidic acid thAm thau qua da & trang thai binh thudng hay da bj viém va dat nong do diét khuan
0 dudi da. Betamethasone 17-valerate ha‘ip thu t6t khi dung tai chd. Khi dung tai chd, dac biét khi
ding trén dién rong, dung trén da bi ton thuong, hodc dung khi bang bé chit, corticosteroid ¢
thé dugc hép thu du dé dat tac dung toan than.



DAIDEN -\ ] )
a1 QUY GACH DONG GOI:

“\IPHO CHikifR A y¥p Sg hodce 15g
& A

% DIEU KIEN BAO QUAN:
Bao quan thuoc ¢ nhiét d¢ dudi 30°C. Tranh anh sang.

HAN DUNG: ,
36 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG:
Tiéu chuan co so.

CO SO SAN XUAT:
Kotra Pharma (M) Sdn. Bhd
No.1, 2 & 3 Jalan TTC 12 Cheng Industrial Estate, 75250 Melaka, Malaysia.




