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FUSEPT cream

Store in a dry place, below 30C.

After each use, close the tube
carefully and tightly with cap
and store it in carton pack until
complete use of the contents.

AGIO PHARMACEUTICALS LTD.
T-81,82. M.LD.C., Bhosari, Pune
-411026 Maharashtra State, India.

Fusidic Acid Cream BP 2%w/w

Each tube 5g contains: Perforate the closed opening
Fusidic Acid B.P. 2% wiw of the tube with special spike
found on the cap.

i KEEP OUT OF REACH
Protect from light. OF CHILDREN.
Mfg. No. : PD - 100
Batch No. and Mfg. Date on
the crimp of the tube.
Expiry date: 36 Months from
the Mfg. Date.
Manufactured by: PATVTFO01

5gm

Rx Prescription Drug.

FUSEPT cream

FOR EXTERNAL USE ONLY|

1 Tube x 5g

Fusidic Acid Cream BP 2%w/w

Composition: Each tube 5g contains:
Fusidic Acid B.P.  2%w/w
Indication, contraindication,
dosage & administration, precaution:
See the package insert inside.
Storage:

Store in a dry place, below 30C.
Protect from light.

Specification: BP 2018

Keep out of reach of children.

Read carefully the leaflet before use.

Mfg. Lic. No.: PD-100

Manufactured by:

T-81, 82. M.I.D.C., Bhosari, Pune
411026 Maharashtra State, India.
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AGIO PHARMACEUTICALS LTD.

Rx Thubc ké don.

FUSEPT cream
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Hop 1 tuyp x 59

Fusidic Acid Cream BP 2%w/w

Tiéu chuén: BP 2018

Dé xa tam tay tré em.

Doc ky huong dan st dung truée
khi dung.
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Thanh phén: VN Reg.No. (86 DK): VN-##t-##t
M&i tuyp 5g kem bbi da c6 chira: eg.No. (S0 BK):
Acid FusidicéB.P. 2%KI/kI Batch No. (S6 16 SX): #####
Chi dinh, liéu lweng - cach dung, Mfq. Date (Ngay SX) : #tts
5 chéng chi dinh, khuyén cao, tac dung g. Date (Ngay N )
2 ngoai y va cac thong tin khac: Exp. Date (Han dung): ###H##
g Xin xem ky to' hwéng dan bén trong hép. . N
[4 Bdo quan noi kho réo, nhigt do dudi 30°C.  DNNK: .......; Bia chi:
a Tréanh 4hh sang. Sén xudt boi:

T-81,82. M.LD.C., Bhosari, Pune
411026 Maharashtra State, An Do.

AGIO PHARMACEUTICALS LTD.

. Pantone 166 CVC

Pantone 166 CVC (50%)
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Rx- Thudc nay chi ding theo don thude

FUSEPT CREAM
(Kem bdi da Acid fusidic 2% klI/Kkl)
Pé xa tam tay tré em
Poc kj huéng dan sir dung trudc khi ding

THANH PHAN CONG THU'C THUOC
Mobi gram kem bdi da c6 chura:

Thanh phan hoat chat:  Acid fusidic
BP........... 2% (kU/KI).
Thanh phan ta dwoc: Kali sorbat, natri

dihydrogen phosphat dihydrat, cetomacrogol -
1000, cetostearyl alcohol, parafin long séng,
parafin mém trang, propylen glycol, nudc tinh
khiét.

DANG BAO CHE

Kem béi da. i ) ) )
Mo ta: Kem bdi da dong nhat mau trang dén
trang nga. pH tir 4,5 dén 6,0.

CHI DINH:

Piéu tri cac nghlem khudn da nguyén phat,
khong ndng, trén bé mat, khong lan rong gy boi
vi sinh vét nhay cam véi acid fusidic, dac biét la
nhlém khuan gay béi Staphylococcus (Xem
phan Ddc tinh dwgc luc hoc).

Nhlem khuén da nguén phét c6 thé co dap tmg
vOi diéu tri bang acid fusidic dung tai chd bao
gbm: chéc 16 truyén nhiém _ (impetigo
contagiosa), viém nang 16ng trén bé mat, viém
nang 1l6ng ¢ cam, viém quanh mong
(Paronychia) va viém da do vi khuan
Corynebacterzum minutissimum (erythxasma)
Cén xem xét cac hudng dén chinh thic vé viée
st dung thich hop céac tac nhéan khang khuan.
LIEU LUQNG VA CACH DUNG

Liéu dung:

Nguwoi [om va tré em:

Vet thuong khong duge bang b6: B6i mot 16p
mong thubc 3 hoic 4 1an mdi ngay.

Vet thuong dugc biang bo: C6 thé dung véi tin
suét it hon.

Cach dung: Dung ngoai da.

CHONG CHi PINH

Qua mén véi hoat chat hay bat ky thanh phan
nao cua thude.
CANH BAO VA
DUNG THUOC
Pi c6 bao cao vé khang thuoc cua vi khuan xay
ra khi dung acid fusidic. Glong nhu tit ca cac
thude khang sinh, sir dung thudc déu dan va keo
dai c6 thé lam ting nguy co xay ra dé khang
khéang sinh.

Khong dung acid fusidic trong céac nhiém khuan
gdy boi vi khuan khong nhay cam, cu thé 1a
Pseudomonas aeruginosa (xem phan Bdc tinh
dwoc luc hoc).

THAN TRONG KHI

Str dung thudc déu dan va keéo dai co thé 1am
tdng nguy co xay ra man cam do t1ep xuc.
San pham nay c6 chira kali sorbat va cetostearyl
alcohol c6 thé gay phan ung da tai chd (viém da
tlep xuc) Do @96, can can thén khi boi thube &
ving gan mat.
Bénh nhén khong nén hut thuéc hoic dén gan
ngon lira tran do c6 nguy co bong nang Vai
(quan 4o, ga trai g1u0’ng, bang gac,...) ti€p xuc
v6i thube dé chay hon va la nguy co hda hoan
ngh1em trong. Gidt quan 4o va ga giuong co thé
lam giam tich tu san phdm nhung khéng loai bo
hoan toan.

SU DUNG THUOC CHO PHU NU €O
THAI VA CHO CON BU
Phu nit ¢6 thai: Dy doan thudc khong cé anh
huong trong thai ky, do ndng d6 toan than khi
dung acid fusidic/ natri fusidate tai chd khong
dang ké. Kem boi da acid fusidic c6 thé str dung
¢ phu nir mang thai.
Phu ni¥ cho con bu: Dy doén thube khong co
anh huong dbi véi tré so sinh/ tré b me do nong
do thuoc toan than & phu nit cho con bu khong
dang ké. Kem bdi da acid fusidic c6 thé sir dung
& phu nit cho con bl nhung tranh boi & vi.
Khd nang sinh sdan: Khong co nghlcn ciu lam
sang nao véi acid fusidic tai chd vé kha nang
sinh san. Khong c6 tac dung nao & phu nit c6
kha ning sinh dé duoc dy doan, vi phoi nhiém
toan than sau khi dung acid fusidic/ natri
fusidate tai chd 1a khong dang ke
ANH HUONG CUA THUOC LEN KHA
NANG LAI XE, VAN HANH MAY MOC
Kem boi da acid fU.SldIC khong cd hoac anh
hudng khong dang ké dén kha nang lai xe hoic
van hanh may moc.
TUONG TAC, TUONG KY CUA THUOC
Khoéng c6 nghién ciru tuong tac thuoc nao duoc
tién hanh. Tucrng tac voi cac thuoc dudng toan
than duoc coi 1a rét nho vi sy hép thu toan than
cua acid fusidic tai chd 1a khong dang ke
TAC DUNG KHONG MONG MUON CUA
THUOC
Tan sut cac tac dung khong _mong mubn duoc
udce tinh dya trén phan tich téng hop dir liu tur
cac thur nghiém 1am sang va bao céo tu nguyen
Dua trén dit liéu tr cdc nghién ctru lam sang bao
gbém 4754 bénh nhén dung thudc kem hoic m&
acid fusidic, tin sut tac dung khong mong
mudn 13 2,3%.
Céc tac dung khong mong mudn thuong gip
nhét trong qua trinh diéu tri 1a cdc phan tng da
khéac nhau nhu nglra va phat ban, sau d¢6 1a céac
tinh trang tai vi tri ding thudc nhu dau va kich
Ung, tat ca xay ra & dudi 1% bénh nhan.
Qué man va phi mach di duogc bao cao.
Cac tac dung khdng mong mudn sau day dugc
ghi nhan theo tan sut: rat hay gip (ADR > 10),
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hay gap (1/100 < ADR < 1/10), it gap (1/1000 <
ADR < 1/100), hiém gap (1/10.000 < ADR <
1/1.000), rat hiém gép (ADR < 1/10.000), khong
rd tan suét (khong thé tinh todn dugce tur dir lidu

c6 san).
H¢ co Tan Tac dung khong
quan sudt mong muon
Réiloan hé | Hiém | Qua man
mién dich | gip
Roi  loan | Hiém Viém két mac
mat gap
Roi loan da Viém da (bao gom
va td chirc ft o3 viém da tiép xuc,
dudi da gep eczema), phat ban*,
ngua, ban do
Hiém Phu mach, may day,
gap phong rop da
Roi  loan Dau tai vi tri dung
toan than (bao gom cam giac
vataichd | It gap néng rat da), kich
mg & vi tri boi
thudc.

* Céac dang khac nhau cua phan ung phat ban
nhu ban d6, myn mu, mun nudc, ban dat san va
not san dd dugc bao cao. Phat ban toan than
cung da xay ra.

Tré em va thanh thiéu nién: Tan suit, muc do
nghiém trong va tac dung khong mong mudn &
tré em duoc du kién gidng nhu & nguoi 16n.
Hu’o’ng dén cach xir tri ADR: Ngimg thudc khi
co bleu hi¢n di ung toan thén hodc tai chd.
QUA LIEU VA CACH XU TRi

Qua lidu khong c6 kha nang xay ra.

Trir khi qué man véi acid fusidic hoac bat ky
thanh phén nao cua thudc, v tinh an phai kem
acid fusidic khong gy ra bét ky tac hai nao.
Téng lugng acid fusidic (5 g kem chira 100 mg
acid fusidic) thu'orng khong vuot qua tong lidu
ubng hang ngay cua cac san pham chura acid
fusidic, ngoai trir tré¢ em dudi 1 tudi va can nang
< 10kg. Mic du tré ¢ d9 tudi cu thé nay khé co
thé an hét mot tuyp thudc. Nong dod cua cac ta
duoc qua thép dé gay ra rui ro vé an toan.

PAC TINH DUQC LUC HQC

Nhém diege Iy: Thudc khang sinh khac dung tai
chd. Ma ATC: DO6AX01

Co ché tac dong:

Acid fusidic thuéc nhoém khéng sinh fusidane,
6 tac dung uc ché qua trinh téng hop plotem
cua vi khuan bang cach ngan chan sy kéo dai cua
yéu to G. Piéu nay lam ngan chan yéu t6 nay
lién két voi ribosome va GTP, do d6 ngan can
viéc cung cdp ning lugng cho qua trlnh tong
hop.

Vi day 1a thude duy nhat trong nhom thude nay,
khéng c6 bao cao vé su khang chéo véi acid
fusidic.

An toan va hiéu qud lam sang:

Co ché khang thuéc: Su khéng clia acid fusidic
c6 thé khéc nhau theo dia 1y va sy hinh thanh mé
hinh khang tai dia phuong thu dugc tir phong thi
nghiém vi sinh vét tai dia phuong. Nhin chung,
khang thudc xay ra véi 1 — 10% Staphylococcus
aureus va 10 — 20% staphylococci am tinh véi
coagulase. Khéng chéo gilta acid fusidic 20
mg/g dang kem bdi va cac khang sinh khéc chua
duoc bao cao.
Tinh nhay cam: Sy nhay cam cua vi sinh yét voi
acid fusidic dua trén d¢ nhay in vitro va nong do
trong huyet tuong dat dugc sau khi dung dudng
toan than. Piéu tri tai chd c6 ndng do dinh cao
hon so v&i trong huyét tvong. Tuy nhién, khong
rd dong hoc cua kem sau khi dung tai chd c6 1am
thay d6i hiéu qué cua kem khong.
Gia tri nguong: Céc gia tri MIC sau day dugc
khuyen nghi dé phan biét vi sinh vat nhay cam
va khong nhay cam: S<1 pg/mlvaR>1 pg/ml.
Gia tri ngudng nay nén dugc sir dung cho acid
fusidic dung toan than. Noi chung, khong c6 gia
tri ngudng dwoc thiét 1ap ddi véi cac khang sinh
dung tai chd.

Cac Staphylococcus 13575 X
loai | aureus va Staphylococcus \C/\}
nhay | epidermis (bao gom céc chung khangC TY N2\
cam methycillin va sinh beta lactamase); - U JUHAN\ T\
pho | Corynebacterium 3 *
bién | minutissimum; Clostridium JAVIET g
spp.; Peptococcus spp.; f\ /
Peptostreptococcus  spp.; Neiseria g C,Y\
spp.; Bacteroides fragilis.
Céc Streptococcus
sinh | pyogenes; Streptococcus
vat pneumoniae; Streptococci  viridans;
khang | truc khudn gram (-) bao
thudc | gdm Haemophilus
bam | influenza; Enterobactericeae; Pseud
sinh | omonas spp.; Escherichia
coli va Klebsiella pneumoniae.
PAC TINH DUQC PONG HQC
Hap thu

Céc nghién clu in vitro cho thay acid fusidic co
thé thim qua da nguorl nguyen ven. Marc do
thdm nhap phu thudc vao cac yeu t6 nhu thoi
gian tiép xuc vdi acid fusidic va tinh trang cua
da.

Thai trir

Acid fusidic dugc bai tiét chu yéu qua mat voi
mét lugng nho duoc dao thai trong nude tiéu.
QUY CACH DONG GOI Hop 1 tuyp 5g
PIEU KIEN BAO QUAN: Bao quan noi kho
rao, nhiét do dudi 30°C, tranh énh séng.

TIEU CHUAN CHAT LUONG BP.

HAN DUNG: 36 thang ké tir ngay san xuat
TEN DIA CHi CUA CO SO SAN XUAT
AGIO PHARMACEUTICALS LTD.
Dia chi: T-81, 82. M.LD.C., Bhosari,
411026 Maharashtra State, An Do
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