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CONGTY CO PHAN DUOC PHAM VCP
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THUGC KEM FUDAREUS-B
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SDK / REG.N°: — .

THUOC DUNG NGOAI

Thanh phan: Mbi 1g kem chua:

Acid fusidic (dudi dang hemihydrat)........cccccoocoecece 20mg
Betamethason (dudi dang este valerat)...........ooe..e. 1mg
Ta dugc vira di 1g

Chi dinh. Chdng chi dinh. Cach dung - Liu diing.
Céc théng tin khéc : Xin doc trong t& hudng dan s
dung.

DéE xa tam tay cla tré em.

Pocky huéng dan sit dung trudc khi ding.
THUOC DUNG NGOAI

/ San xudt tai CONG TY €O PHAN DUOC PHAM VCP
VCP bPia chi: Thanh Xuan - Soc Son - Ha Nai - Viet Nam

Composition: Each gram cream contains:
Fusidic Acid (as hemihydrat).........c.c......
Betamethason (as ester valerat)............ %7 e,
Excipients g.s 1g
Indications. Contra - Indications. Usage. And
other information : Please read enclosed leaflet.

Keep out of the reach of children.
Read carefully the instruction before use.
FOR EXTERNAL USE ONLY
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CONGTY C6 PHAN DUGC PHAM VCP

MAU NHAN DANG KY
THUOC KEM FUDAREUS-B

2.Nhan hop 01 tuyp 15g - ti 1é 100%
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B Composition: Each gram cream contains:

B Storage: in 2 hermetic container, not more than 30°C, protect from light.

Fusidic Acid (as hemihydrat). 20mg Keep out of the reach of children.
Betamethason (as ester valerat)...........occe IMg Read carefully the instruction before use.
Excipients q.s ig

B indications. Contra - Indications. Usage. And other information :
Please read enclosed leaflet

H Specifications: Manufacturer's.
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Acid Fusidic 2% ki/kl
Betamethason 0,1% kl/kl

THUOC DUNG NGOAI

B Thanh phin: M3i 1g kem chifa:
Acid fusidic (dudi dang hemihyﬁrat)......._......

Betamethason {dudi dang este valerat).....
Ta dugc vira du 1g

W Chi dinh, Cich diing - Liéu dilng, Chéng chi dinh. Ciic théng
tin ichac : Xin doc trong t& hudng din sir dung.

B Téu chudin: TCCS.

W Biio quan: Trong bao kin, khéng qui 30°C, trénh dnh sing.

-..1mg

HOP 1 TUYP KEM BOI DA
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1t ta CONG TY CO PHAN DUOC PHAM VCP
hanh Xuan - S6c 5on - Ha Noi - Vit Nam

o203 Do tim tay ciatré em

Bocky huttng din st dung tredc kb ding. (V
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FOR EXTERNAL USE ONLY

BOX OF 1 TUBE TOPICAL CREAM
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KEM BOI DA FUDAREUS-B

Thubc ké don
Doc kj hudng din sir dung trueée khi ding
Dé xa tim tay tré em
Thong bdo ngay cho bdc s§ hodc dwgc sp nhitng tic dung khong mong muén gdp phdi

trong qud trinh sir dung thuéc.
1. THANH PHAN, HAM LUQNG: 1 g Fudareus-B c6 chira:
Acid fusidic (du6i dang hemihyrat): 20mg
Betamethason (dudi dang valerat): 1mg
Ta duoc vira du: 1,0g
(Cetostearyl alcol, Vaselin, Parafin léng, Ethanol 96%, propylen glycol, Polysorbat 80,
Polyoxyl-20-cetostearyl ether, Kali sorbat, Dinatri edetat, Dinatri hydrophosphat, Nudc
tinh khiét).
2. MO TA SAN PHAM:
Dang bao ché: Kem béi da
Kem mau tring hogc tréng nga, min, déng nht, hiu nhu khong mii, dung trong tuyp nhom
gép day kin, miéng phii mang nhém méng, nip nhya tring.
3. CHI PINH
Kem bdi da FUDAREUS-B dugec chi dinh diéu tri cac truong hop eczema;?{am), bao gdbm
cham di img, cham & tré em va cham (eczema) thé ddng tién, cham da\ddu, cham do tiép
xtic, viém da ting tiét ba nhon khi nghi ngd ¢6 kém nhiém tring.
4. LIEU DUNG - CACH DUNG
4.1 Cach dung: Lam sach va dé kho viing da ton thuong, thoa mét 16p kem moéng vao céc
vi tri ¢6 ton thuong. Dam bao thuéc bao pht déu céc vj tri.
4.2 Li¢u dung:
B6i mét lwgng nhé thuée 1én ving da tén thuong 2 1in/ngay dén khi dép tmg didu tri dat
duoc. Mot dot diéu trj khong nén vurgt qua 2 tuﬁn/.Véri céac ton thuong khé diéu trj c6 thé ting
cuong diéu tri bing mang polythene bang gitr thudc. Thong thudmg, chi cin bang kin qua
dém. g
5. CHONG CHIi PINH:
Céc trudng hop mén cam véi acid fusidic, mudi fusidat, betamethason va bat cir thanh phén
nao cua thude.
Nhiém ndm toan than.
Nhiém tring da do ndm, virus hoic vi khuin ma khong dugc diéu tri hodc khong duge kiém
soat m{t cach phu hop.
Céc biéu hién trén da lién quan dén bénh lao hodc giang mai ma khong dugc diéu tri hoic
kiém soat phil hop.
Viém da quanh miéng va hdi chirng mat do (Rosacea). P
6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Tréanh sir dung thuéc lién tuc trong thoi gian dai.
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Tay thudc vao vi tri boi, cin theo doi kha ning hép thu toan thin ciia betamethason trong
sudt qua trinh diu tri.

Do ¢6 chira corticosteroid, can than trong khi sir dung thudc & ving da gan mit, khong dé
thudc tiép xuc véi mit. ‘

Réi loan tAm nhin da duge ghi nhén khi diing corticosteroid tai chd va toan than. Néu bénh
nhan xuét hién triéu chitng nhin m& hodc réi loan tim nhin, bénh nhan nén dén bac sf nhan
khoa dé xc dinh c4c nguyén nhan c¢6 thé nhu duc thiy tinh thé, ting nhan ap hodc céc bénh
hiém gip nhu bénh ly vdng mac di dugc ghi nhan sau khi sir dung corticosteroid tai chd va
toan than.

Hién tugng trc ché truc dudi ddi — tuyén yén — tuyén thugng than (truc HPA) ¢6 hdi phuc c6
thé xay ra do su hép thu toan thin céc corticosteroid tai chd.

Cén sir dung than trong vdi tré em do kha nang nhay cam hon véi nguy co tc ché truc dudi
d6i — tuyén yén — tuyén thuong than va hoi chimg Cushing do corticosteroid.

Thubdc ¢ chita betamethasone valerate, sir dung tai chd kéo dai c6 thé gay teo da.

Vi khuén khang thudc da duoc ghi nhan khi st dung acid fusidic tai chd. Mitc do va tan suét
sir dung 1am tang nguy co khang thudc. Can han ché thoi gian str dung xubng duéi 14 ngay
cho 1 dot diéu trj dé giam thiéu nguy co khang thudc. Didu nay ciing gitip du phong nguy co
trc ché mién dich cua corticoid ¢6 thé 1am che mé céc déu hiéu nhiém khuén cua vi khuin
khang khéang sinh. Viéc phdi hop steroid- khang sinh khong nén kéo dai qua 7 ngay néu cac
triéu chirng 1am sang khﬁng cai thién.

Do tac dung trc ché mién dich ciia corticosteroid, thuéc cé thé 1am ting t nhay cdm véi
nhiém trung hodc 1am trdm trong hon tinh trang nhiém tring hién tai. 1\5?9%: chuyén sang céc
liéu phap toan than néu tinh trang nhiém trung khong kiém soat véi céc liéu phap tai chd.
Thubc c6 chira cetostearyl alcol, kali sorbat ¢6 thé gdy ra kich tng tai chd.

7. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Phu nir c6 thai:

Acid Fusidic: anh huéng trén phu nit mang thai chua dugce du doe’lr‘ﬁ) su hdp thu toan than =
& dudng dung nay 1a khong dang ké. Cac nghién ciru trén dong vit cho thiy thube khong c6
nguy co gy quai thai.

Betamethason valerat: khong cé dir liéu hodc nhlmg d/lleu rit han ché vé viéc sir dung
betamethason valerat & phu nit mang thai. Tuy nhién, cdc nghién ciru trén dong vat da cho
thdy su bt thuomg vé kha nang sinh san va phat trién ciia thai nhi.

Khéng nén sir dung thude cho phu nir mang thai, trir trudng hop thét sy can thiét.

Phu nir cho con bi: do sy hép thu toan than cta acid fusidic/betamethason 1a khéng dang
ké, thudc khéng anh huéng 1én tré ba me. Thube c6 thé sir dung cho phu nir cho con bu
nhung tranh bdi thudc 1én ving nguc.

8. ANH HUGNG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thubc khong c6 hogic ¢ anh huéng khong dang ké dén kha ning 14i xe, van hanh may moc.
9. TUONG TAC, TUONG KY CUA THUOC:

Thudc it ¢6 nguy co tirong tac véi cac thude dung dudng toan than.

10. TAC DUNG KHONG MONG MUON CUA THUOC:
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Tac dung khéng mong mudn thuong gip nhat 1a min ngra.

Ngoai ra, mt s6 tac dung khong mong mudn khac nhu

It gdp, 1/1000 < ADR < 1/100:

+ H¢ thong mién dich: Phan tmg qua man.

+ Da va mé dwéi da: Viém da tiép xic, bong ?ét, ngira, khd da, tinh trang eczema trdm trong
hon

+ Toan thén va tai vj tri béi: kich tmg, dau tai chd bdi thudc

Hiém gdp, 1/10000 < ADR < 1/1000:

+ Da va mé dudi da: Phat ban, ban dé, mé day.

+ Toan thdn va tai vi tri béi: sung téy hodc hinh thanh mun nuéc tai khu vue bdi thudc.

Mot sé tac dung khong mong muén toan thin do betamethason valerat bao gbm:
- Suy tuyén thugng than, dac biét khi sir dung tai chd kéo dai.

- Tang 4p luc ndi nhan va ting nhin 4p c6 thé xay ra khi st dung thudc & ving da gin mit.
Dic bi¢t khi sir dung kéo dai & bénh nhén c6 dau hi¢u bénh ting nhan 4p tién trién

Mot sb tac dung khong mong mudn ngoai da do corticosteroid gy ra bao gdm: Teo da,
viém da, sung tdy, ban d6, hoi chimg mit d6, gian mach dudi da, mit sic t6 da, ting tiét mo
héi, r6i loan phit trién 16ng téc. Cac mang xuit huyét c6 thé xuét hién khi sir dung corticoid
tai chd kéo dai.

11. QUA LIEU VA CACH XU TRi:

V6i muc dich dicu trj tai chd, chua c6 dau hiéu, triéu chimg qua lidu acid fusidic dugc ghi
nhén.

Hoi chimg Cushing va suy thugng than c6 thé xuét hién sau khi dung céc corticosteroid tai
chd véi lidu 16n trong thoi gian trén 3 tudn.

Tinh trang qua liéu khi v6 tinh nudt phai thudc it khi xay ra. Téng luongadid fusidic trong
mét tuyp thude khong vuot qua lidu hang ngay khi st dung toan than. Tinh trang qua liéu
khi udng corticosteroid liéu don it c6 y nghia 14m sang.

12.  PAC TiNH DUQC LUC HQC:
Ma ATC: DO7CCo01

Nhom dwgc ly: Betamethason két hop vdi khdng sinh

Acid fusidic (md ATC: DO6AX01; nhém dugc ly: Khing sinh dung ngoai da): La mét chét
khang khuén, néng d¢ 0,03 — 0,12 pg/ml trc ché gin nhu tt ca cac ching Staphylococcus
aureus. St dung tai chd acid fusidic ciing c¢6 hiéu qua chéng lai streptococci,
corynebacteria, neisseria va mot sd chung clostridia.

Betamethason (md8 ATC: D07CCO1; nhém dugc ly: corticosteroid): ban chit la
corticosteroid, cé tinh chdng viém va giam ngira do di ung.

Fudareus-B két hgp giira hoat tinh khéng khuin ctia Acid fusidic va hoat tinh chéng viém,
gidm ngira ctia betamethason. Hoat tinh khang khuan cua acid fusidic khong bj giam khi ¢6
mit betamethason.

13. PAC TINH DUQC PONG HOQC:

Khong c6 dir li€u nghién ciru dugc dong hoc trén ngudi ciia Acid fusidic va betamethason
khi sir dung két hop véi dudng ding béi ngoai da. S
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Tuy nhién, céc nghién ctru in vitro cho thiy Acid fusidic c6 thé xdm nhdp vao da con
nguyén vq:r/:/lcfrc dd x4m nhép phy thudc vio cac yéu td nhu nong do thudc, thoi gian tiép
xuc va tinh trang da. Acid fusidic dugc thai trir chii yéu & mét, mot luong nhé qua nudc tiéu.
Betamethason hép thu sau khi dung ngoai da, mirc do hép thu phu thudc yag'tinh trang da va
vi tri sir dung thudc. Betamethason dugc chuyén héa & gan va mot pha tai than. Céc chét
chuyén héa khong hoat tinh dugce thai trir qua nude tiéu. P
14. QUI CACH PONG GOI
Hop 01 tuyp thube 15 g va to huéng din sir dung.
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA
THUOC:
- B4o quéan: Thuéc duge bao quan trong tuyp nhém, nap kin, d& noi khé, tranh 4nh sang,
nhiét d6 khong qua 30°C.
- Han dung: 36 thang ké tir ngay san xuét. Khong dung qua thoi han ghi trén bao bi.
- Tiéu chuin chét lugng ciia thude: Tiéu chudn co sé.
16. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thanh Xuédn — Sé¢ Son — Ha No6i — Viét Nam

Dién thoai: 024.35813669 Fax: 024.35813670
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