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Acid fusidic 2 %

Rax - Thubc ban theo don

Thuébc béi ngoai da

VEDANAL

Acid fusidic 2 %
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Fix - Prescription drug

For external use
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VEDANAL Cream - 10g
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Thanh phin: M&i tuyp 10 g chira
Acid fusidic .................. 200 mg
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Céng Ty C& Phiin Tip Dodn Merap
Tan Tibn, Vin Giang, Humg Yén, Vist Nam
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VEDANAL

Acid fusidic 2 %
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For external use
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VEDANAL Cream - 159

C0 MO YO0 K20 .CO MO0 Y0 K92

Thanh phdn: Mai tuyp 15 g chira
AGI USIGIC <...ovenroenees 300 mg
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Céng Ty C4 Phiin Tip Doan Merap
Tian Tin, Van Giang, Humg Yén, Vit Nam
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Fut- Thude ban theo don

Thubc béi ngoai da

VEDANAL

Acid fusidic 2 %
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Rx - Thube ban theo don

Thubc boi ngoai da
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Acid fusidic 2 %
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Rx - Prescription drug
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Rx — Thubc ban theo don Hwéng dan sir dung thuée cho bénh nhan

Thubc bdi ngoai da

VEDANAL

Acid fusidic 2 %

THUOC CHI DUNG THEO DON CUABAC ST )

E XA TAM TAY TRE EM. POC KY HUONG DAN S DUNG TRU'O'C KHI DUNG

Théng bao ngay cho bac sy hodc dwec sy nhirng tzc dung khéng mong muén gép phai khi str dung
thuoc

CONGTY
cO PHAN

THANH PHAN

M6i gam chira: Acid fusidic 20 mg

Ta dugc: Cetostearyl alcol, medium chain triglycerid, PEG-100 stearat, glyceryl monostearat, acid hydrocloric 1N,
locgpheryl acetat, glycerin, ethanol 96%, propylen glycol, natri edetat, kali sorbat, cetomacrogol 1000, nwéc tinh
khiet

MO TA DANG BAO CHE

Kem bdi ngoai da mau tréing, kem mém min, déng nhét va dugc déng géi trong tuyp nhdm, cé ndp nhyra HDPE
QUY CACH DONG GOI

Hop 1tuypSg

Hop 1tuyp 10 g

Hop 1tuyp 15 g

THUOC DUNG CHO BENH Gi?

Kem VEDANAL dugc st dyng don |é hodc két hop voi didu trj toan than, trong diéu tri cac nhiém trung da nguyén
phat va th(r phat gay ra bdi cac chlng vi khuén nhay cam clia Staphylococcus aureus, Streptococcus spp va
Corynebacterium minutissimum

- Nhiém triing da nguyén phat cé thé dap (rng véi didu tri bang acid fusidic bdi tai chd bao gdm: chéc I& truyén
nhiém, viém nang 16ng trén b& mat, viém nang rau, viém mé méng va bénh viém da do vi khuan Corynebacterium
minutissimum;

- Nhiém tring da thtr phat nhu bénh viém da nhi&m khun eczema héa, viém da tiép xuc bj nhiém khuén va cac
vét thwong, tray xwée bi nhiém triing

NEN DUNG THUOC NAY NHU THE NAO?

Puwéng dung

Chi bdi ngoai da

Liéu ding

- B&i mét lwgng kem mong 1én viing da tén thwong 3-4 ldn/ngay hodc theo chi dén clia bac sy

- Néu bang kin viing da bbi thudc: sé 1an béi thuée cé thé gidm xuéng

Cach dung

- Thubc chi béi ngoai da. Khéng dwoc nudt

- Thao nép. Kiém tra niém phong con nguyén ven trudc khi st dung thuée 1an dau

- Sau d6, quay nguwec ndp nhira va &4n manh nip vao phén niém phong

- Ri¥a tay treére khi str dung thuéc. Boi thudc nhe nhang trén viing da can diéu tri. Néu st dung thubc trén mat, tranh
béi thudc vao mét

- Riva tay sau khi st dung thuéc, trir khi thude dwoc s dung diéu tri & tay

- Néu vé tinh thudc dinh vao mét, hay rira sach v&i nwdc lanh ngay 1ap tire. Sau d6, rira mét vei thube rira mét;
cay mét, nhéi dau c6 thé xdy ra. Néu co bat ky van d& nao v& tm nhin hodc dau mét xay ra hay lién hg voi bac
sy ngay lap tirc

KHI NAO KHONG NEN DUNG THUOC NAY?

Bénh nhan cé tién st dj (rng voi acid fusidic hoac bét ky thanh phan nao cia thube

TAC DUNG KHONG MONG MUON

- Gibng nhu tAt ca céc loai thuc, VEDANAL cé thé gay ra cac tac dung khdng mong muén, mac du khéng phai
tAt ca moi ngudi déu gép phai céc triéu chirng nay

- Lién hé véi trung tAm y té gin nhét dé dugc hd tro y té khan cdp néu co bét ky triéu chirng ndo sau day: Kho
thé, mat hodc cb bj sung 18n, phat ban néng trén da

- Cac tac dung khéng mong mubn khac:

It gp (cé &nh hudng dén 1 trong s6 100 ngudi st dung): Kich (g tai ché sir dung (bao gom dau, rat, ngira, dau
nhirc va do da), nglra, phat ban, eczema

Hiém gap (c6 anh hudng dén 1 trong sé 1.000 ngudi st dung): Viém két mac, phéat ban, sung da, phdng rop da
- Hay néi chuyén voi bac s§, dwoc sy hodc y ta néu gép phai bét ky tac dung khdng mong mudn nao gép phai khi
st dung thuéc, bao gbém céc tac dung khéng mong mubn khéng dwoc liét ké trong tor hudng dén sir dung nay.
Céc tac dung phy khac khéng duoc ligt ké & trén c6 thé xay ra & mét s6 bénh nhan

- Thong béo cho bac s§ néu ban cam thay khong khoe /
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NEN TRANH DUNG NHU'NG THUOC HOAC THU'C PHAM GI KHI DANG SU’ DUNG THUOC NAY?

- Chura c6 bao cao

- Théng bao cho bac s§ hodc duoc sy néu ban dang ding, da dung gAn day hodc c6 thé dung bét ky loai thuée
nao khac

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC?

- Néu ban quén mét lidu thudc, dung ngay khi nhé ra hodic bd qua lidu da quén néu gan sét thoi gian s dung liéu
ké tiép. Khong str dung gép dbi liéu thudc d& bu cho lidu da quén

- Néu con ban khoan hay hai y kién bac s§ hoéc duoc s§

BAO QUAN: Noi kh, dugi 30°C, tranh anh séng tryec tiép

NHU'NG DAU HIEU HOAC TRIEU CHU'NG KHI DUNG THUOC QUA LIEU

Chua cb béao cao qua lidu khi dung thude

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO

- Qua lidu rat hiém khi xay ra

- Néu vé tinh bdi qua nhidu hodic nudt phai mét legng nhd kem VEDANAL thurding s& khong gay ra bét ky van Gé
gi. Néu cam thay lo 1ang hodc nuét phai mét lvgng Ion kem VEDANAL hay lién lac voi bac sy dé duoc tw vén
THAN TRONG KHI DUNG THUOC

- DA c6 bao céo vé viéc khang thubc ciia vi khun Staphylococcus aureus khi st dung acid fusidic 2% tai ch.
Ciing nhu véi tét ca cac khang sinh, sir dung kéo dai hoac I3p lai co thé lam tang nguy co khang thuéc

- St dyng kéo dai hogic thudng xuyén c6 thé Iam ting nguy co' phat trién vi khuén nhay cdm

- Thai gian didu tri nén gidi han trong 1 tuln vi c6 thé tao chiing vi khuan khang thubc va gay bdi nhiém nhing vi
khuén khéng nhay cam

SU’ DUNG CHO PHY N CO THAI VA PHY N’ CHO CON BU

- VEDANAL sir dung dugc cho phy ni ¢6 thai va cho con bu. Tranh boi thube vao ving ngye khi dang cho con bu
ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

- Kem bdi ngoai da VEDANAL khéng c6 anh hudng hoéc anh huong khéng dang ké& dén kha nang l&i xe va van
hanh may méc

KHI NAO CAN THAM VAN BAC SY, DUQC SY

- G%p phai bét cir tac dyng khdng mong muén nao khi sir dung thuéc (Xem phan TAC DUNG KHONG MONG
MUON)

- Néu cén thém théng tin xin hdi y kién bac s§ hodc duwoc s§

TIEU CHUAN: Tiéu chudn co s&

HAN SU DUNG: 36 thang ké tir ngay san xuét

San xudt bdi @ MERAP crouvr

Céng Ty C6 Phan Tap DPoan Merap
Tan Tién - Van Giang - Hung Yén - Viét Nam

WWwWw.merapgroup.com / 4
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Hwéng dén sir dyung thudc cho can bg y té

CAC PAC DIEM DU'Q'C LY
Dworc Iwe hoc
Nhém duoc Iy tr liéu: Khang sinh khac str dung tai chd
Ma ATC: DOBAX01
Acid fusidic 1a khang sinh c6 cAu triic steroid, thudc nhém fusidanin, ¢6 tac dung kim khudn va diét khun, chi yéu
tac dyng Ién vi khudn Gram dwong

n
Acid fusidic trc ché vi khudn tdng hop protein théng qua (rc ché mét yéu td can thiét cho sy chuyén doan clia cac
don vi phu peptid va kéo dai chui peptid. Mac du acid fusidic c6 kha nang gay (rc ché tdng hop protein trong té
bao ddng vat cé vii nhung do kha nang tham nhap kém vao té bao ch nén thuéc tac dung chon loc chéng cac vi
khl..lén nhay cam

Acid fusidic tac dung tét trén cac chiing Staphylococus, déc biétla S. aureus va S. epidermidis (bao gdm ca nhirng
chiing khang methicillin), Nocardia asteroides va nhiéu chiing Clostridium ciing rét nhay cam voi thude. Céc
chiing Streptococus va Enterococcus it nhay cam hon. Acid fusidic néng @6 0,03 -0,12 meg/ml (e ché gan nhu tat
ca cac chung Staphylococcus aureus

Hau hét cac chiing Gram &m d&u khéng nhay cam véi acid fusidic, tuy nhién thubc tac dung tét déi voi Neisseria
spp., 2g‘.’iaacteroio'es fragilis, Mycobacterium lerprae, va mot phan trén M. tuberculosis. Thubc khdng cé tac dung dbi
V@i nam

Khang thuéc

Khang thubc c6 thé xuét hign & cac chiing thong thuéng nhay cam véi acid fusidic thuc typ nhiém séc thé. Ty 1§
dot bién khang thudc cao in vitro. Cho dén nay, chua thdy khang chéo véi cac khang sinh khac. Acid fusidic rat dé
bi khang thubc nén cén két hop véi cac khang sinh khac

Dwerec dgng hoc

Trong cac nghién ciru in vitro cho thdy réing acid fusidic c6 thé thdm qua da ngudi con nguyén ven. M d6 tham
nhap phu thude vao cac yéu td nhw théi gian tiép xtc véi acid fusidic va tinh trang clia da. Acid fusidic duwoc bai
tiét chi yéu qua mat, bai tiét rét it qua nuérc tidu

CHI BINH

Kem VEDANAL duoe st dung don 18 hodc két hop véi diéu tri toan than, trong diéu trj cac nhiém tring da nguyén
phéat va thir phat gay ra boi cac chling vi khudn nhay cam cla Staphylococcus aureus, Streptococcus spp va
Corynebacterium minutissimum

- Nhi&m triing da nguyén phat c6 thé dap (ng voi diéu tri bing acid fusidic bi tai chd bao gém: chéc I& truyén
nhidm, viém nang I6ng trén b& mat, viém nang rdu, viém mé mong va bénh viém da do vi khuén Corynebacterium
minutissimum,

- Nhiém triing da thr phat nhw bénh viém da nhiém khun eczema hoéa, viém da tiép xuc b nhiém khuén va cac
vét thwong, trdy xuéc bj nhiém triing

LIEU DUNG VA CACH DUNG

Liéu diing

- Bai mot lwgng kem maéng 1&n ving da tén thuong 3-4 I&n/ngay hoc theo chi ddn cla bac sy

- Néu bing kin viing da bbi thudc: sb 1an béi thude c6 thé gidm xubng

Céach dung

- Thuéc chi béi ngoai da. Khéng duwgc nubt

- Théo nép. Kiém tra niém phong con nguyén ven trudc khi s dung thudc 1an dau

- Sau d6, quay nguoc ndp nhya va 4n manh ndp vao phan niém phong

- Rira tay trudic khi st dung thuéc. Béi thubc nhe nhang trén viing da cén diéu tri. Néu st dung thudc trén mat,
tranh béi thuée vao mét

- Riva tay sau khi str dung thuéc, trir khi thudc dwoc st dung didu tri & tay

- Néu vé tinh thuée dinh vao mét, hay rira sach véi nwéc lanh ngay lap tire. Sau d6, riva mét véi thube rira mét;
cay mét, nhéi dau co thé xdy ra. Néu co bat ky van d& nao vé tm nhin hodc dau méat xay ra hay lién hé voi bac
sy ngay lap tlrc

CHONG CHI B|NH

- Bénh nhan cé tién st dj (rng v&i acid fusidic hodc bat ky thanh phan nao cia thuéc

THAN TRQNG KHI DUNG THUOC

- Sy khang lai thuéc clia vi khudn Staphylococcus aureus da dwgc bédo cao xay ra voi viéc sir dung cac acid
fusidic 2% tai chd. Cling nhw véi tit ca cac khang sinh, st dung kéo dai hodc 1ap lai co thé 1am tang nguy co
khang thubc

- Str dung kéo dai hodic thwdng xuyén cé thé 1am tang nguy co phat trién vi khudn nhay cam

- Théi gian didu tri nén gi¢i han trong 1 tudn vi c6 thé tao chiing vi khudn khang thube va gay bgi nhiém nhing vi
khudn khéng nhay cam

S’ DUNG CHO PHY N’ CO THAI VA PHY N{* CHO CON BU

Phuy ni¥ c6 thai

béi ngoai da acid fusidic/ natri fusidate la khong déng ké. Kem acid fusidic 2% c6 thé dwgc st dung trong thai ky

- Khong c6 di liéu 1am sang nao vé st dung acid fusidic/ natri fusidat trén phy ni c6 thai. Hép thu toan than khi (’/ i
J

N

{
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Phuy nir cho con bu

- Khéng quan sat thdy anh huéng dén tré dang bu bdi vi sy hap thy toan than clia acid fusidic & phy ni cho con
bu 1a khong dang ké. Cé thé sir dung kem acid fusidic 2% cho con b, tranh bi thubce trén ngyc

ANH HU'ONG DEN KHA NANG LAl XE VA VAN HANH MAY MOC

- Kem b6i ngoai da VEDANAL khong c6 anh huéng hodc dnh huéng khéng dang ké dén kha nang lai xe va van
hanh may moc

TUONG TAC THUOC

- Chwa cé nghién clru twong tac clia dang thube béi ngoai da. Twong tac véi cac thube khac sir dung duwéng toan
than Ia rat nhod vi hdp thu toan than khi béi VEDANAL la khéng dang ké

TAC DUNG KHONG MONG MUON

- Céc tac dung khong mong mudn thudng gap nhét trong qua trinh diéu trj 1a: Phan (g da khac nhau nhu nglra,
ndi mén, dau va khoé chiu tai chd béi thubc. Qua méan va phi mach da dwoc bao cao nhuwng rat hiém

- Tac dung khéng mong mudn dwoc liét ké dudi day theo nhém co quan va tan suét. Cac tan sudt dwoc xac dinh
nhw sau: Rét thuong gap (2 1/10), thuomg gap (2 1/100 dén < 1/10), it gép (= 1/1.000 dén < 1/100), hiém gap (2
1/10.000 dén < 1/1000), rét hiém g&p (< 1/10.000), hodc khéng biét (khdng thé wére tinh tir cac de liéu cb san).
Trong mi nhém tan suét, cac tac dyung khéng mong muén dugrc trinh bay theo thir ty mirc d6 nghiém trong gidm dan
Réi loan hé théng mién dich

Hiém gdp: Qua man

R6i loan mat

Hiém gap: Viem két mac

Réi loan da va cac méo duéi da

It gap: Viém da (bao gbm viém da tiép xuc, eczema), phat ban (ban d, mun md, myn nwéc, ban san, myn nhé &
da, phat ban téng quat), nglra, chirng ban do

Hiém gap: Phu mach, may day, béng rop

Réi loan chung va tai chd boi

Thuong gap: Kich trng va dau tai vj tri boi thubc (bao gdbm cam giac rat da)

QUA LIEU VA XU TRI

Quia ligu khé xay ra. Khi vé tinh nuét phai kem VEDANAL khéng gay bét ky tac hai nao, trir khi cé man cam voi
acid fusidic hodc bt ky thanh phan nao cta thubc. Tdng khdi lvgng clia acid fusidic trong mét tuyp kem VEDANAL
(300 mg acid fusidic trong 15 gam kem) thwéng khong vt qua lidu udng hang ngay da dugc phé duyét, ngoai
trir tré em dwoi 1 tudi va can nadng < 10 kg. Mac du trong vi dy nay céc déi tugng tré em trong d¢ tudi trén khong
c6 kha nang an hét 6ng thudc chira kem VEDANAL. Néng d6 cla cac ta dugc qua thdp dé gay ra nguy hiém

Ngay xem xét sira ddi, cap nhat lai ni dung hwéng din sir dung thudc:

TUQ.CUC TRUONG
p TRUONG PHONG

G Mink Himg
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