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NHAN TUYP
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@ PANTONE 361 C
Théng sé mau @ PANTONE 3282 C
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THANH PHAN: Chi dink, cich ding, chéng chi dinh
Rodfusde__ Thjerw) VA thang tin khic xem trong 10
Tdanc il 1 1up. huing din s dung thudc kém the
THUGC DONG NGOA!

DF XA TAM TAY TRE EM

DOC KT HUONG OAN SU DUNG TRUGK KI DUNG

KHONG DUNG THUGK SAU 03 THANG KE TU NGAY 10 AP LAN DAY

Car s&r sibn xubt:

CONG TY CO PHAN DUQ'C PHAM BOSTON VIET NAM

54,43 dudng 84 B, khu cing nghidp Vidt Nam - Singapore. phutng Binh Haa
thanh phd Thugn An. tinh Binh Duong. Viét Nam (Tée nha sin xultsd 1)
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Tuyp5g 5616 5X, HD: nem chu by tuyp
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Acid fusidic 2% (w/w)
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BOSTON PHARMA

THANHPHAN:
Acid fusidic..._2% (wiw)
Taduge vin 40 1 tuyp

Co s& san xulit

THUOGC DUNG NGOAI

DE XA TAM TAY TRE EM

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG THUOC SAU 03 THANG

KETU NGAY MO NAP LAN DAU

CONG TY CO PHAN DUQ'C PHAM BOSTON VIET NAM
56 43, dudng sb 8, khu cdng nghiép Viét Nam - Singapore, phudmg Binh Hoa,
thanh phd Thudn An. tinh Binh Duong, Vigt Nam (Téa nha san xudt sb 1)
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Acid fusidic 2% (w/w)
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Tujp 15¢ @ PANTONE 541 C
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NHAN TUYP el @ PANTONE 361 €
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THANH PHAN: Chl dinh, cich ding, chéng chi dinh
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THUGC DUNG NGOAI
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POCKY HUGNG DAN 5U DUNG TRUGC KHIDUNG

HHONG DUNG THUGC SAU 03 THANG KE TU NGAY M& NAP LAN DAU

Co 8¢ sén xudt:

CONG TY CO PHAN DU'O'C PHAM BOSTON VIET NAM

56 43, duing sb 8, khu cdng nghiép Viél Nam - Singspore, phuémg Binh Hoa,
thanh phé Thuan An, tinh Binh Dwong, Vigt Nam {Toa nha san xuét s6 1)
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o

¢ nay chi ding theo don thude
TO HUONG DAN SU DUNG THUOC
FUSINBOSTON 2%

THANH PHAN
Thémh phdn hoat chdt:
e 1 T 111 1 P S T 2% (w/w)
Thémh phdn té duoe:

Dau parafin, propylen glycol, macrogol cetostearyl ether, cetyl alcohol, methyl paraben,
propyl paraben, dinatri hydrophosphat, nude tinh khiét.
DANG BAO CHE
Kem boi da.
M6 ta san phdm:
Kem mau tring, min, déng nhét, khong c6 vat thé la.
CHI PINH

Chi dinh don trj hodc két hop véi diéu tri toan than trong diéu tri nhiém trang da nguyén
phat va thir phat do cac chung nhay cam nhu Staphylococcus aureus, Streptococcus spp.,
va Corynebacterium minutissimum.

Cac nhiém tring da duoc xem 14 c6 dap tmg véi acid fusidic dung tai chd bao gdm cac
nhiém tring da nguyén phat nhu chéc 16, viém nang 16ng bé mit, viém nang 16ng & cam,
viém quanh méng va bénh erythrasma (nhiém Corynebacterium minutissimum); cac
nhiém tring da th phét trong viém da dang cham, viém da tiép xtic va viém da do vét cit
hoc vét tray xude.

LIEU LUQONG, CACH DUNG

Liéu ding

Nguoi trueong thanh va tré em

Vét thuong hd: Thoa nhe nhang 3 hodc 4 1dn mdi ngay.

Vét thwong kin: Ding tin suét it hon c6 thé van ¢6 hiéu qua.

Cach dung

Dung ngoai da.
CHONG CHI PINH

Di tg voi acid fusidic hay bat cir thanh phan nao cua ta duoc.
CANH BAO VA THAN TRONG KHI DUNG THUOC

D3 c6 bao cdo vé su khang thude cia vi khudn Staphylococcus aureus khi st dung acid
fusidic tai cho. Cling nhu véi tat ca cac khang sinh khdc, viéc st dung kéo dai hodc lap
lai ¢é thé lam tang nguy co khang thuoc.

Viée str dung kéo dai hoic 13p lai c6 thé 1am ting nguy co xuét hién man cam tiép xuc.

Hudng dan bénh nhén khong hut thudc hodc dén gin ngon lira trn do nguy co bi bong
ndng. Vai (gom quan 4o, givong, bang vet thuong...) da ti€p xic véi san pham nay sé dé
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chay hon va la mét nguy co hoa hoan nghiém trong. Giat quan 4o va khin trai giudng c6
thé lam giam su tich tu ctia san phim nhung khéng loai bo hoan toan.

Thén trong véi ta dwee

Sén’phém c6 chtra propylen glycol: Propylen glycol ¢é thé gay kich ting da. Khong ding
thudc nay ¢ tre so sinh dudi 4 tuan tudi c6 vet thuong ho hay trén dién rong cua da khong
lanh lan hodc bi ton thuong (nhu bong) ma khéng héi y kién bac si hodc dugce si.

San pham c6 chita macrogol cetostearyl ether: C6 thé gdy cac phan tng trén da.
San pham c6 chua cetyl alcohol: C6 thé gy céc phan tmg tai chd trén da (nhu viém da
tiép xuc).
San pham c6 chita methyl paraben, propyl paraben: ¢é thé giy phan tmg di tmg (c6 thé
Xay ra mudn).

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit co thai

Khoéng quan sét thdy anh huéng dén sy mang thai béi vi phoi nhiém toan thin véi acid
fusidic/ muoi natri fusidat ding tai cho 1a khong dang ké. Co thé sir dung acid fusidic tai
cho trong giai doan thai ky.

Phu nit cho con bu

Khong quan st thdy anh huong dén tré méi sinh/ tré so sinh dang bu bai vi su phoi nhiém
toan than voi acid fusidic/ muoi natri fusidat dung tai cho & phu nit cho con bu Ia khéng
dang ké. Co6 thé sir dung acid fusidic khi cho con bt nhung tranh boi 1én nguec.

Kha nang sinh san

Khong c¢6 nghién ctru 1am sang nao vé tdc dong cia acid fusidic dung tai chd t6i kha nang
sinh san. Khong cé anh hudng nao trén phu nit dang do tudi sinh san dwoc chi ra, do su
phoi nhiém toan théan sau khi dung acid fusidic/ natri fusidat ngoai da la khong dang ké.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Acid fusidic dung tai chd khéng gy anh huong hodc anh huéng khéng dang ké dén kha
nang lai xe va van hanh may méc.

TUONG TAC CUA THUOC
Khéng c6 bao céo vé céc nghién ciru trong tac. Tuong tac v6i cac ché phidm ding du@ng
toan than duge xem nhu 1a toi thiu do su hap thu toan thén cta acid fusidic ding tai cho
la khong dang ké.

TAC DUNG KHONG MONG MUON
Viée ude luong tan suét ctia céc tac dung khong mong mudn duge dua trén mot phén tich
dir liéu gop tir cac nghién ctru 1dm sang va bdo cdo tu phat.

Dua trén dir liéu gdp tir céc nghién ctru 14m sang gdm 4724 bénh nhén dicu trj v6i acid
fusidic dang kem hoac dang thudc m&, tan suat gap phai céc tac dung khéng mong mudn
1a 2,3%.

Céc phan tmg khong mong mubn thudng gip nhit trong qua trinh diéu tri 1a cac phan Gng
da dang trén da nhu ngira va phat ban, sau d¢ la cac tinh trang tai noi thoa thuéc nhur dau
va kich tng, gip ¢ dudi 1% so bénh nhan.

D4 ¢6 bdo cdo vé qua man va phit mach.

Tén sudt duoc phan loai nhu sau: Rat thuong gip (> 1/10), thuong gip (> 1/100 dén <

1/10), it gép (= 1/1.000 dén < 1/100), hiém gap (> 1/10.000 dén < 1/1.000), rét hiém gip
(<1/10.000) va chua 15 (khong thé wéc tinh tir dit liéu c6 san).

1372 = 2 0 o2\
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Hé co quan Tan suat T4c dung khdng mong mudn

R&i loan hé mién dich | Hiém gap Phan tig qua min
R6i loan mit Hiém gip Viém két mac mat
R6i loan da va Viém da (bao gdm viém da tiép xtc,
md dudi da eczema)

Phat ban *

Ngura

It gép Hbng ban

*: DA c6 bao cdo vé cac dang phét ban nhu
hong ban, mun mu, mun nudc, san vong va
san. Phat ban lan toa (generalized) cling cé
xay ra.

Phu mach
Hiém gap May day

Bong nudce

R6i loan toan thin va Pau tai noi diing thude (bao gom cam gidc
tai noi dung thuoc It gap bong da)

Kich tng tai noi ding thudc

Tré em

Tén suat, loai va muic d nghiém trong cua cac tac dung khong mong muodn & tré em dugc
xem nhu 1a twong ty voi ngudi 16n.

Bdo cio ADR

Viéc bao cao cac phan ing c¢6 hai nghi ngo cua thude sau khi luru hanh rit quan trong, no
cho phép theo di lién tuc ty 18 giita loi ich/ rti ro ciia thude. Cac chuyén gia y té tién
hanh cong b6 cac phan tmg c6 hai nghi ngdy thong qua hé théng bao cdo quoc gia vé théng
tin thudc va theo ddi phan tmg cé hai ctia thude (Trung tim DI & ADR Qubc gia).

QUA LIEU VA XU TRi
Qua4 liéu gin nhu khong xay ra.

Trir khi qua man v6i acid fusidic hodc bt ¢t ta duoc ndo co trong thude, viéc nudt nham
acid fusidic gin nhw 1a khong gay hai. Tong luong acid fusidic (15 g kem c6 chira 300
mg acid fusidic) thuong khong vuot qua tong lidu udng hang ngay duge khuyén cdo, trir
truong hop tré em du0’1 1 tubi va can ning dudi 10 kg. Tuy nhién trong trueong hop nay,
tré em thudc nhom tudi nay thuong s& khong nudt toan bod tuyp thude.

PAC TINH DUQC LU'C HOC
Nhém Dwoe Iy: Thube khéang khuan ding tai chd.
Mai ATC: D06AXO01

Acid fusidic 12 mot chit khang khudn manh. Acid fusidic va cic dang mudi ciia n6 thé
hién tinh tan trong dau va trong nudc véi hoat tinh bé mit manh, va kha ning dic biét
thAm qua vung da lanh. O néng do tir 0,03 — 0,12 meg/ml, hoat chét tre ché hau hét céc
chung Staphylococcus aureus. Acid fusidic dung tai chd ciling ¢6 tic dung véi
streptococci, corynebacteria, neisseria va mét vai chung clostridia.
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PAC TINH DUQC PONG HQC
Céc nghién ctru in vitro cho thy acid fusidic c6 thé thim thau qua da lanh & ngudl. Mire
d6 tham thau phu thudc vao cac yéu to nhu khoang thoi gian béi thude acid fusidic va
tinh trang da. Acid fusidic duge bai tiét chu yéu qua mat va mdt lugng nho bai ti€t qua
nudc tiéu.

QUY CACH PONG GOI
Tuyp nhém. Hop gidy chira 1 tuyp x 5 g kém theo t& hudng dan sir dung.
Tuyp nhém. Hop gidy chita 1 tuyp x 10 g kém theo t& huéng dan sir dung.
Tuyp nhém. Hép gidy chira 1 tuyp x 15 g kém theo t& huéng dan str dung.

PIEU KIEN BAO QUAN
Bao quan noi khé, dudi 30°C, tranh anh sang.

HAN DUNG
36 thang ké tir ngay san xuét. Khong ding thude sau 03 thang ké tir ngay mé nép 1an déu.
Khoéng dung thuoc qua han sir dung.

TIEU CHUAN CHAT LUQNG
Tiéu chudn co so.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co s& san xudt thude: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM.

Dia chi: S6 43, dudng sb 8, khu cong nghiép Viét Nam - Singapore, phuong Binh Hoa
thanh phé Thudn An, tinh Binh Duong, Viét Nam (Toa nha san xuét 6 1).
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NGAY XEM XET SUA POI, CAP NHAT NOI DUNG HUOGNG DAN SU DUNG 555
THUOC S
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