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MOi 1 9 kern chua:
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Hydrocortisone acetate 10 rng , 10 rng
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CHi D!NH, CHONG CHi D!NH, CACH DUNG,
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sAo QUAN: Nai khO, nhi~t dQ kh6ng qua 30'C,
tranh anh sang.
TIEU CHUAN CHAT WONG: TCCS

THANH PHAN: M6i 1 9 kern chua:
Fusidic acid 20 mg
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AU NHAN QUY CACH HQP 1 TUYP x 159

RXThuoc ke don
Thuoc dung ngoili
Kem 15 9

.-m

Bifudin H
MOi 1 9 kemchua:
Fusidicacid 20 mg
Hydrocortisoneacetate10 mg 10 mg
Ta dlf(JCvd 1 9
CHI D!NH, CHONGCHi D!NH, CACH DUNG,
lieU DUNG VA cAc THONG TIN KHAc:
Xemtil huangdansu dungbentrong hop.
BAo auAN:
Ncri khO, nhi~tdO kh6ngqua30'e, tranh ann sang.
TIEU CHUAN CHAT LUONG: rccs
DIi' xa t6m tay Ire em
Doc kY hilling dAn sit dung Irllac khi dung
SDK:
co sd sanxu5l"
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sAo QUAN: Ndi kh6, nhi$t d9 kh6ng qua 30'e,
tranh anh sang.
TIEU CHUAN CHAT LlIQNG: Tees
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Fusidic acid 20 mg
Hydrocortisone acetate. . 10 mg
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CHi f)INH, CHONG CHi f)!NH, CACH DUNG,
LIEU DUNG vA cAc THONG TIN KHAc:
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f)e xa tam tay tre em
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TO HUaNG DAN sirDl}NG THUDe

ngoai
chi dung theo dan thubc
tay tre em

'~r!iJl~J¥liU'o'ng dan sir dung tneac khi dung

. Thanh phin cong thirc thu6c: M6i 1g kem chua:

Thanh phan duoc chat:

Fusidic acid 20 mg
Hydrocortisone acetate 10 mg

Thanh phan ta diroc: Cetyl alcohol, Light liquid paraffin, White soft paraffin, Polysorbat 60,
BHT, Vitamin E, Kali sorbat, Acid hydrocloric, Diethylen glycol monoethyl ether, Nuoc cat.

2. Dang bao ch~

2.1. Dang bao che: Kern

2.2. Mo ta dang bao ch~: Dang kern mau trang hoac gan nhir trang co th~ ch~t mem, dong nhat,

3. Chi djnh

Kern Bifudin I-I duoc chi dinh trong benh eczema (cham da) va viem da co nhiem khu~n do vi
khu~n thir phat, k~ ca benh eczema co dia, viem da kich irng nguyen phat, viem da di irng va
viem da ti~t ba, co nhiem khuan nghi ngo hoac xac dinh nhay cam voi fusidic acid.

4. Li~u dung va each dung

Nguoi Ian va tre em: Boi mot hrong nho thuoc len vung da dn di~u tri 2 l~n m6i ngay cho d~n
khi co dap ling. Thong thuong m6i dgt di~u tri khong qua 2 tu~n.

5. ChBng chi dinh

Qua m~n vai fusidic acid Inatri fusidat, hydrocortisone acetate ho?c vai b~t ky ta dugc nao dugc
li~t ke trong m\lC 1.

Do co chua corticosteroid, kern Bifudin H chbng chi djnh trong nhling 1inh tr"mg sau:

Nhi~m khu~n da nguyen phat do n~m, virus ho?c vi khu~n, khong dugc di~u trj ho?c khong ki6m
soat dugc b~ng cac li~u phap thich hgp (xem m\lc 6. Canh baa va thc;inlrqng khi dung thu6c).

Cac bi~u hi~n tren da lien quan d~n b¢nh lao khong dugc dibu trj ho?c khong dugc ki~m soat
b~ng li¢u phap thich hgp.

Viem da quanh mi~ng va m\ln trlrng ca do.

6. Canh bao va th~n trQng khi dung thuBc

Tranh dung Bifudin H lien 1\lc trong thai gian dai.

Tuy thuQc vao vj tri Slr d\lng, dn luu y tai kha nang hAp th\l toan than cua hydrocortisone acetate
khi dibu trj v6'i kern Bifudin H.

Do chua corticosteroid, nen dn th~n khi boi Bifudin H g~n mk Tranh d6 kem Bifudin H dinh
vao m~t (xem m\lc 10.Tac dl,mg kh6ng mang mu6n).

Rbi 10C:lnthi giac co th~ dugc bao cao khi SLY d\lng corticosteroid toan than va tC:lich6. N~u b¢nh
nhan co cac tri¢u chung nhu nhin ma ho?c cac rbi 10<;111thj giac khac, b¢nh nhan nen dugc xcm
xet chuy~n d~n bac SI nhan khoa d6 danh gia cac nguyen nhan co th6 xay ra, bao g6m d\lc thllY
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tinh th~, tang nhan ap hoac cac benh hiem g(lp nhu benh h~c vong mac trung tam thanh dich
(CSCR) dil tirng duoc bao cao sau khi su dung corticosteroid toan than va tai ch6.

Vc ch€ true duoi d6i-tuy€n yen-thuong than (HPA) co h6i phuc co th€ xay ra khi co sir hfrpthu
toan than corticosteroid dung tai ch6.

Bifudin H nen duoc sir dung can than a tre em vi so voi ngiroi 100tre em co th€ m~n cam han
voi cac corticosteroid dung tai ch6 gay ra ire ch€ true duoi d6i - tuyen yen - thuong than va hQi
clnrngCushing (xem phan Tdc dung khong mong muon).

Dil co bao cao v~ khang thu6c khi sir dung fusidic acid tai ch6. Cling nhir voi rnoi khang sinh, sir
dung fusidic acid keo dai hoac lap Iai co th€ lam tang nguy co khang thuoc tien trien. SUdung
fusidic acid va hydrocortisone acetate khong qua 14 ngay cho mQt li~u trinh di~u tri se giam
thi€u nguy ca khang thu6c ti€n tri€n.

f)i~u nay cling ngan ngua nguy ca tac d\lng uc ch€ mi~n dich cua corticosteroid co th€ che dfru
bfrtky tri~u chUngnhi~m trung ti~m Annao do vi khuAnkhang thu6c khang sinh. K€t hgp khang
sinh-steroid khong nen ti€p t\lCqua 7 ngay n€u khong co bfrtky cai thi~n lam sang nao.

Do tac dvng uc ch€ mi~n dich cua cac corticosteroid, Bifudin H co th€ lam tang nh~y cam v&i
nhi~m khuAn, lam n(lng them tinh tr~ng nhi~m khuAn dil co va ho~t hoa nhi~m khuAn ti~m
An.Nen chuy€n sang li~u phap toan than n€u khong th€ ki€m soat nhi~m khuAnkhi dung thu6c
t~i ch6 (xem m\lc 5. Ch6ng chi atnh).

Vi kern Bifudin H co chua corticosteroid, khong nen dung trong cac tfUang hgp sau: teo da, loet
da, mvn trlrng ca, tInh m~ch da d~ va, ngua quanh h~u mon va sinh d\lC.C:ln tranh ti€p xuc v&i
v€t thuang ha va niem m~c. Nhu v&i tfrt ca cac corticosteroid khac, nen tranh su d\lng lau dai
tren m(lt.

Kern Fucidin H chua BHT (Hydroxytoluene butyl hoa), cetyl alcohol va kali sorbat. Cac ta duQ'c
nay co th€ gay ra cac phan ung da t~i ch6 (vi d\l nhu viem da ti€p xuc). BHT cling co th€ gay
kich Ungm~t va niem m~c.

HuOOgd~n b~nh nhan khong hut thu6c ho~c d€n g:ln ngQn lua vi co nguy ca bong n~ng.Vai
(qu:ln ao, ga trai giuang, bang g~c, v.v.) ti€p xuc v&isan phAmnay d~ chay han va la nguy ca
hoa ho~n nghiem trQng.Gi(lt qU:lnao va ga giuang co th€ lam giam tich t\l san phfun nhung
khong lo~i bo hoan toano
7. Sli' d\lng thuBc cho ph\l nfr co thai va cho con bu

7.1. Su dvng thu6c cho ph\l nil co thai:
Fusidic acid: DuQ'ctien lUQ'ngla khong anh huang d€n thai nhi vi s\!'phai nhi~m toan than v&i
fusidic acid khong dang k€. .

Hydrocortisone acetate:

MQt lugng l&ndil li~u tren ph\l nil co thai (k€t qua tren han 1000 ph\l nil mang thai) cho thfry
khong co di t~t cling nhu dQctinh d6i v&ithai nhi/tre sa sinh do tac d\lng cua corticosteroid.

Kern Bifudin H co th€ duQ'csu d\lng trong thai ky mang thai n€u dn. Tuy nhien, d\!,atren ki€n
thuc chung v~ corticosteroid toim than, c:ln th~n trQngkhi su dvng kern Bifudin H trong thai ky
mang thai.

7.2. Thai ky cho con bu:
Tien lUQ'ngkhong anh huang d€n tre sa sinh bu m~ vi phai nhi~m toan than v&i fusidic
acid/hydrocortisone acetate boi t~i ch6 tren mQtvung da gi&ih~n cua ph\l nil dang cho con bu la
khong dang k€.

Co th€ dUngkern Bifudin H trong thai ky cho con bu nhung nen tranh boi len vung ng\!'c.

7.3. Kha nang sinh san
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Khong co nghien ciru lam sang v~ kha nang sinh san.

8. Tac dQng cua thuBc khi lai xe va v~n hanh may

Thuoc khong gay anh huong hoac anh huong khong dang ke dSn kha nang lai xe va van hanh
may moe.

9. Tuong tac, tuong kYocua thuBc

9.1. Tuong tac cua thuoc:

Khong co bao cao v~ cac nghien ciru tuong taco Tuong tac voi cac thuoc toan than la nit it.

9.2. Tuong ky cua thuoc:

Chua tim th~y thong tin.

10. Tac dung khfmg mong mudn

Viec iroc hrong t§n su~t cua cac tac dung khong mong muon diroc dira tren mot phan tich du lieu
g9P tir cac nghien ciru lam sang va bao cao tv phat.

Cac tac dung khong mong muon hay g~p nh~t diroc bao cao trong qua trinh di~u tri la phan (mg
t<;linO'idung bao g6m ngua, rat va kich (mg.

Cac tac dvng khong mong mU6n duQ'c li~t ke boi MedDRA SOC va cac tac dvng khong mong
mU6n rieng Ie duQ'c li¢t ke tu nhUng bao cao v~ t~n su~t ph6 biSn nh~t. Trong m6i nhom t~n su~t,
cac tac dVng khong mong mU6n duQ'cbao cao thee thu tv muc d9 nghiem tr9ng gicim d§n.

T~n suftt: R~t thu<'mg g~p (> 1110); Thu<'mg g~p (2):11100va <1/10); it g~p (21/1.000 va <11100);
HiSm g?P (21110.000 va <111.000); R~t hiSm g~p «1110.000); Chua ro (khong thS u6c tinh dUQ'c
tu du li~u co sgn)

RBi IOl;lnhf thBng mi~n dich

it g~p Qua mftn

RBi IOl;lnm~t

Chua ro Ma m~t*

RBi IOl;lnda va mo dU'm.da

it g~p Viem da ti6p xuc

Eczema (tinh tr<;lngn~ng)

Phlit ban

RBi IOl;lnchung va tinh trl;lng cO'dia

Thu<'mgg~p Phein (mg t<;linO'isu dvng

(bao g6m ngua, rat va kich (mg)

* Xem them m\lc 6.cc.mhbao va th4n tn;mgkhi dung thu6c
Dic dung khong mong mu6n toan than

Cac tac dvng khong mong mU6n toan than cua d<;lngcorticosteroid nhy nhu hydrocortisone bao
g6m uc chS tuySn thuqng th~, d~c bi~t la khi dung thu6c ngoai da keo dai (xem mvc 6. Canh
bao va th4n tr(mg khi dung thu6c).

Tang ap h,rc n9i nhan va b~nh tang nhan ap cling co the xciy ra sau khi boi corticosteroid 0 vling
da g§n m~t, d~c bi~t khi su dvng keo dai va 0 nhUng b~nh nhan d~ m~c b~nh tang nhan ap ti6n
trien (xem mvc 6. Cimh bao va th4n tr9ng khi dung thu6c).

Cac tac dVng khong mong mU6n tren da cua d<;lngcorticosteroid nhy nhu hydrocortison bao g6m:
teo da, viem da (g6m viem da ti6p xuc, viem da d<;lngtrung ca va viem da quanh mi~ng), r<;lllda,
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gian mao mach, tnrng ca do, ban do, mAt s~c t6, clnrng ram long va tang ti~t m6 hoi. B~m rnau
ciing co th~ xay ra khi dung corticosteroid tai ch6 keo dai.

Tre em

Dtt lieu v~ dQ an toan quan sat diroc 6 tre em Ia tuong tv voi ngiroi Ian (xem rnuc 6. Canh baa
va thdn trong khi dung thu6c).

11. Qua li~uva each xu tri

D6i voi sir dung fusidic acid tai ch6, khong co thong tin lien quan toi cac dAuhieu va trieu chimg
ti~m ~n do qua li~u. HQi chirng Cushing va suy thuong than co th~ ti~n trien sau khi dung
corticosteroid tai ch6 tren dien rong trong hon 3 tuan.

Hau qua toan than do qua li~u cua hoat chAt sau khi dung nham dirong uong h~u nhu khong xay
ra. Luong fusidic acid trong tuyp thuoc khong vuot qua li~u di~u tri toan than hang ngay. Qua
lieu dirong uong cua rieng corticosteroid hi~m khi gay ra vAnd~ v~ la sang.

12. Thong tin v~ dU'(lc ly, Him sang ~)6'?'(l

12.1 Dac tinh duac luc hoc .' .~. '" ':r 81 ~.
Nh6m dup"CIf;:Hydrocortisone va thu6c khang sinh H' ;.

~MCfATC: D07CA01 .~~
"-

DU(lc If; va cO'chi tac dZ;lng: Thu6c kern Bifudin H k~t hqp tac d\lng ang khu~n t<;lich6 m<;lnh
cua fusidic acid v6i tac d\lng ch6ng viem va ch6ng ngua cua hydrocortisone. N6ng dQ 0,03 -
0,12 microgamlml fusidic acid uc ch~ gfuI nhu tAt ca cac chung Staphylococcus aureus. Fusidic
acid dung t<;lich6 cung co hi~u qua ch6ng l<;listreptococci, corynebacteria, neisseria va mQt vai
clostridia.

12.2 D~c tinh duqc dQng hQc

Khong co du li~u xac dinh duqc dQng hQc tren nguai, sau khi dUng Fucidin H Cream boi ngoai
da. Tuy nhien, cac nghien cUu in vitro cho thAy fusidic acid co th~ thAm qua cia lanh. DQ thAm
ph\l thuQCvao nhi~u y~u t6 nhu thai gian ti~p xuc vCrifusidic acid va tinh tr<;lngcua da.

Fusidic, acid duqc bai ti~t chu y~u qua m~t, trong khi chi co mQt luqng nho duqc bai ti~t qua
nu6c tieu.

Hydrocortisone duqc hAp thu sau khi boi t<;lich6. Muc dQhApthu ph\l thuQc vao da d<;lngcac y~u
t6 bao g6m tinh tr<;lngda va vi tri boi thu6c. Luqng hydrocortisone da hAp thu nhanh chong duqc
chuy~n hoa va bai ti~t qua nu6c ti~u.

13. Quy cach dong goi

HQP 1 tuyp 5g. HQp 1 tuyp 15g.

14. Di~uki~n bao quan, h:_tndung, tieu chuin chit lUQ11gcua thu6c

14.1 Di~u ki~n bao quan: Nai kho, nhi~t dQkhong qua 30°C, tranh anh sang.

14.2 H<;lndung: 24 thartg k~ til ngay san xu&t.

14.3 Tieu chu~n chAt luqng: TCCS

15. Ten, dja chi cO'sO'san xuit

CONG TY CO PHAN DVOC - TRANG THIET Bl Y TE BiNH DlNH (BIDIPHAR)

498 NguySn Thai HQc, P. Quang Trung, Tp. Quy Nhan, tinh Binh Dinh, Vi~t Nam

DT: 0256.3846500 - 3846040 * Fax: 0256.3846846
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