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Antibiotic

Composition:

Fusidic Acid BP equivalent to
Anhydrous Fusidic Acid....... 2% wiw
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Ry Thudc nay chi diing theo don thube

HUONG DAN SU DUNG THUOC
FUZI-SK
o Thuoc dimg ngodi.
e Thudc nay chi diing theo don thuéc.
o Doc kP hudng dan sir dung trude khi diing. Néu edn thém thong tin, xin héi ¥ kién bdc sT hodc
duoe si.
o Théng bdo cho bdc st nhitng tdc dung khong mong muén gdp phai khi sir dung thudc.
o Dé thubc xa tam tay tré em.

e Khong ding thubc qud han in trén bao bi.

1. Tén thube: FUZI-SK

2. Thanh phin cong thie thude

Mbi gam thube kem c6 chira:

Thanh phan hoat chdt: Acid Fusidic tuong (g v&i Acid Fusidic khan 2% (w/w)

Thanh phan té duge: Butylated Hydroxyanisole, Cetyl Alcohol [GINOL-16 (98%)], Potassium
Sorbate, Liquid paraffin (Heavy), Polysorbate 60 (Tween-60), White soft paraffin, Glycerol, All -
Rac- alpha- Tocopherol, Hydrochloric acid (36%), Nudc tinh khiét.

3. Dang bao ché: Thube kem béi ngoai da.

M3 ti: Kem mém, ddng nhét, mau tring dén tring nga, khong cé san.

4. Chi dinh

Diéu tri cac nhidm trung da nguyén phét khdng nghiém trong, néng va khdng lan rong do céc vi sinh
vat nhay cam vai Acid Fusidic, ddc biét 1a Staphylocaccus.

Nhi&m trang da nguyén phat c¢6 thé dap mg v6i didu tri bing Acid Fusidic dung tai chd bao gdm:
bénh chéc 16, viém nang 16ng nong. mun céc, viém quanh mong va ban do.

Cén xem xét huéng din chinh thirc vé viéc sir dung hop 1y céc chét khang khuén

5. Cach ding, liéu ding

Liéu dung

Boi 3 dén 4 lan mot ngay. C6 thé dung tan sudt it hon dbi voi nhimg thuong ton kin.

Cich dung

Chi ding ngoai da.

6. Chéng chi dinh

Quéd man véi Acid Fusidic hodic bit ky ta duge nao ctia thude.

7. Canh bio va thin trong khi ding thube



P ¢6 bao cdo ve tinh trang khang thude cta vi khuén xay ra khi sir dung Acid Fusidic dung tai chd.
Gidng nhu tét ca cac loai khang sinh, viée sir dung kéo dai hodc tai dién c6 thé 1am ting nguy co phat
trién tinh trang khang khéng sinh.

Khong nén st dung thude trong cac bénh nhiém trung do cic vi khudn khong nhay cam véi Acid
Fusidic gy ra, dac biét 1a Pseudomonas aeruginosa.

Viéc sir dung kéo dai hodc tdi dién co thé lam ting nguy co man cam khi tiép xuc.

Khi sir dung thuée trén mat, cin can than tranh bi dinh vao mét vi Acid Fusidic c6 thé gay kich ung
két mac.

Thude ¢6 chira Butylated Hydroxyanisole, Cetyl Alcchol, Potassium Sorbate ma ¢6 thé ¢dy ra phan
tmg da tai chd (nhu viém da tiép xiic). Ngoai ra, Butylated Hydroxyanisole c6 thé gay kich tmg mit
va niém mac.

8. Sir dung thuéc cho phu nir ¢6 thai va cho con bi:

St dung thubc cho phy ni cé thai

C6 thé sir dung cho phu nit ¢6 thai. Khong c6 tac dung phu nao trén phu nir c6 thai duge du doan, boi
vi sy hap thu h¢ thong d6i voi Acid Fusidic ding tai chd l1a khong déang ké.

Sir dung thudc cho phu nit cho con bii

C6 thé sir dung cho phu nit cho con bt nhung duoc khuyén céo nén tranh béi thude 1én ngue. Khong
¢6 tac dung phu nao trén phu nit cho con bi/tré so sinh duge dy doan, bai vi sy hdp thu hé théng déi
véi Acid Fusidic dung tai chd la khong déng ké.

Khd nang sinh san: Khong c6 nghién ctru 1am sang nao vé kha nang sinh san ciia kem Fusidic acid
20mg/g. Khong ¢ anh hudng nao dugce dy dodn & phy nir trong d6 tudi sinh dé vi mirc phoi nhiém
toan than véi Acid fusidic/natri fusidate boi tai chd 1a khong dang ké.

9. Anh hwéng ciia thude 1én khé niing 14i xe, vin hinh may méc

Khéng c¢6 hojc anh huéng khéng dang ké dén kha niing 14i xe va vén hanh mdy méc.

10. Twong tac, twong ky cia thube

Khoéng ¢ nghién ciru da dugc thue hién.

Do khéng c6 cac nghién ctru vé tinh tuong ky ctia thude, khong tron 1an thude nay véi cac thude khac
11. Tic dung khéng mong muén cua thube

Tén suét udc tinh xudt hién céc tac dung khéng mong mudn dyra trén dir liéu tir nghién ctru 1am sang
va cédc bdo cdo tu phat.

Dua trén céc dit liéu tir nghién ctru 1m sang d6i véi kem va thudc m& Acid Fusidic, tAn suit xudt
hién tic dung khong mong muén la 2,3%.

Cdc tée dung khong mong mudn thudmg xuyén duge béo cdo 1a cac phan (mg da nhu ngira va phat
ban, theo sau d6 1a dau va kich émg tai noi béi thude, tét ca déu xay ra & dudi 1% bénh nhan.

Tan suat tac dung phy duge quan sat thiy trong cac nghién ctru 1am sang va giam sat sau khi dua

thudce ra thi truong dugce dua ra trong bang dudi ddy 1a duge xéac dinh theo quy ude tin s6 MedDRA:



Rét thuong gap (>1/10),

Thudmg gip (1/100 dén <1/10),

it gap (>1/1.000 dén <1/100),

Hiém gap (>1/10.000 dén <1/1.000),

Rat hiém gap (<1/10.000),

Khong biét (khdng thé ude tinh tir dit 1idu ¢6 sén).

fsl;il:e:;gi;;?nhcel::s?uan Tén suit Tic dung khéng mong mudn
R&i loan hé théng mién dich |Hiém gap Phan tmg qua min
Rdi loan mit Hiém gip Viém két mac
R&i logn da va md dudi da |1t gip Viém da (bao gdm viém da tiép xiic, eczema)
Phat ban*
Ngtra, ban do
Hiém gdp Phi mach, mé day, mun rop
Céc r6i loan chung va tinh |1t gap Dau tai noi bdi thude (bao gdm cam gidc néng
trang tai chd dung thudc rét trén da), kich {ng tai noi bdi thube

#Nhiéu loai phan mg phat ban nhu ban do, néi ban nét san va mun mu duge bdo cdo. Phat ban toan
than cting da xay ra.

Doi véi tré em

Tén sut, loai va mirc d§ cua cac tac dung khéng mong mudn duge cho 1a gidng nhu ngudi 1on.
Huéng din Bio cdo cic phan wng ¢ hai khi siv dung thude:

Ghi rd cac truong hop ngimg sir dung thudce, cac truong hop phai théng bao cho béc s§, duge si ddi
véi cdc phan g ¢ hai ¢ thé gip phai khi sir dung thude hodic bao cdo cac phan ing ¢ hai cia
thude vé Trung tdm Thong tin thude va Theo doi phan tmg co hai cua thudc.

12. Qua liéu va cich xir tri:

Qué lidu gan nhu khéng xay ra.

Trir khi mén cam v&i Acid Fusidic hogc bat ky ta dugc nao cia thude, viée vo tinh nut phai thube
hau nhu khong gy ra bét ky téc hai nao. Téng luong Acid Fusidic thudng s& khong vuot qué tdng
liéu udng hang ngay di duoc phé duyét ciia cac san pham c6 chira Acid Fusidic ngoai trir & tré em
dudi | wdi va nang < 10 kg. Mac du trong trudng hop nay, mot dira tré & dd tudi nay kho c6 thé an
hét ca mot tuyp kem. Nong dé cua ta duge qua thip dé co thé gay nguy co vé an toan.

13. Dic tinh dwoge luc hoe:

Nhém duge 1y: Céc khéng sinh khéc diing tai chd.

Ma ATC: DO6AX01

Co ché hoat dong va hiéu qua duoc luc hoe:
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Acid Fusidic 13 mdt chit khang khudn manh. Acid Fusidic va mudi cta né thé hién kha ning hoa tan
trong chét béo va nude, hoat dong bé mat manh me va thé hién kha nang xuyén qua da nguyén ven
mét cach bat thuomg. Nong dé 0,03 - 0,12 meg/mL Acid Fusidic c6 tac dung tc ché gén nhu tit ca
cac chung Staphylococcus aureus. Viée sir dung tai chd Acid Fusidic cling ¢6 hiu qua chdng lai
Streptococci, Corynebacteria, Neisseria va Clostridia nhét dinh.

Hi¢u qua 1am sang va an toan:

Co ché khdng thudc:

Kha ning khéng thube déi véi Acid fusidic c6 thé thay dbi theo ving dia 1y va théng tin vé céc kiéu
khang thudc tai dia phuong nén duge thu thap thong qua phong xét nghiém vi sinh tai khu vye. Nhin
chung, kha nang khang thudc xay ra & 1-10% Staphylococcus aureus va 10-20% tu cau khuén khong
6 coagulase. Chira ¢é bao cdo vé kha niang khang chéo giira kem Fusidic acid 20mg/g va cic loai
khéng sinh khac.

Do nhay:

Do nhay cua vi khudn déi véi Acid fusidic dua trén d nhay trong ng nghiém va ndng do trong huyét
tuong dat duge sau liéu phap toan than. Diéu tri tai chd gy ra ndng do dinh cao hon so voi huyét
tuong. Tuy nhién, déng hoc cua kem sau khi bdi tai chd c6 thé thay di hiéu qua ctia kem nhu thé ndo
van chua dugce biét rd.

Piém gioi han:

Céc gié tri MIC sau ddy duoc khuyén nghi dé phén biét vi khun nhay cam va khong nhay cam: S <
| ug/ml va R> 1 pg/ml. Diém giéi han ndy nén duge sir dung dé st dung Acid fusidic toan thén.

Nhin chung, khong ¢6 ngudng nao dugce thiét lap cho viéc str dung khéng sinh tai chd.

Céac loai nhay cam thong | Staphylococcus aureus va Staphylococcus epidermis (bao gdm cic
thuong chung khang methycillin va san xudt beta lactamase);
Corynebacterium minutissimum;, Clostridium spp.; Peptococcus
spp.;

Peptostreptococcus spp.; Neiseria spp.; Bacteroides fragilis.

Céc loai ¢6 kha ning khéng | Streptococcus pyogenes; Streptococcus pneumoniae; Streptococci
thude viridans; hau hét cac truc khuan gram am bao gom Haemophilus
influenza; Enterobactericeae; Pseudomonas spp.; Escherichia coli

va Klebsiella pneumoniae.

14. Dic tinh dwgc ddng hoc:
Céc nghién ciu in vitro cho thiy Acid Fusidic ¢6 thé dugce hdp thu qua da. Miic d6 hdp thu phy thudc
vao cic yéu td nhu thoi gian tiép xtc véi Acid Fusidic va tinh trang cia da. Acid Fusidic thai trir chi

yéu qua mat va mot lwong nho qua nude tiéu.



15. Quy cach dong goi: Hop 1 tuyp 5¢ & Hop 1 tuyp 10 g.

16. Piéu kién bao quin, han dung, tiéu chuin chit lwong ciia thude:

Piéu kién bio quin: Bao quan noi khé mat, nhiét d9 khong qué 30°C, trénh 4nh séng.

Han dung: 24 thang ké tlr ngay san xuét, san phdm sau ma nip nén dugc dung trong vong 30 ngay.
Tiéu chuin chit lwgng cia thude: Tiéu chudn nha san xuét.

17. Tén, dia chi co' s san xuit thude:

S Kant HEALTHCARE Ltd.
Dia chi: Plot No. 1802 - 1805, G.I.D.C., Phase I1I, Vapi City - Vapi- 396 195, District - Valsad, Gujarat State,

India.




