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AU NHAN QUY CACH HOP 1 TUYP x 5g

. Thuéc dung ngoai
RXThusc ke don Kens 5

Bifudin H

M3i 1 g kem chia:
Fusidic acid
Hydrocortisone acetate 10 mg .. ;
T4 duuc vd s 1g
CHI BINH, CHONG CHI BINH, CACH DUNG,

LIEU DUNG VA CAC THONG TIN KHAC:

Xem t3 huong dén sif dung bén trong hop.

BAO QUAN:

Noi khé, ngiet do khong qua 30°C, tranh anh sang.
TIEU CHUAN CHAT LUQNG: TCCS

DE xa tdm tay tré em

Doc ky hudng dén sit dung trude khi ding
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Bifudin H

THANH PHAN: M3i 1 g kem chua: BAO QUAN: Noi khé, nhiét dé khéng qué 30°C,
Fusidicacid «.casmmmsnsarivmis 20mg tranh anh s:éng.

Hydrocortisone acetate ..............ccc..... 10mg TIEU CHUAN CHAT LUQNG: TCCS
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CHi BINH, CHONG CHi BINH, CACH DUNG, DE xa tam tay tré em

LIEUDUNG VA CAC THONG TIN KHAC: Poc ky huéng dan sli dyung trudc khi dung

Xem td huéng dan st dungbén trong hép.

RX rhuéc ké don

Bifudin H

Fusidic acid 20 mg; Hydrocortisone acetate 10 mg

Bidiphar
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Kem 5 g
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AU NHAN QUY CACH HOP 1 TUYP x 15g

i Thudc dung ngoai
RXThusc ke don Kem 15 g

Bifudin H

M&i 1 g kem chia:

(20 R —
Hydrocortisone acetate 10 mg .
T8 QUOC VO ..o 19
CHI BINH, CHONG CHI BINH, CACH DUNG,

LIEU DUNG VA CAC THONG TIN KHAC:

Xem 1o hutng dan sif dung bén trong hop.

BAO QUAN:

Nai kho, nhigt do khong qua 30°C, tranh anh séng.
TIEU CHUAN CHAT LUQNG: TCCS

D€ xa tdm tay tré em

Boc ky huéng dén sit dung trudc khi ding
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THANH PHAN: M&i 1 gkemchua: BAO QUAN: Noi khé, nhiét dé khéng quéa 30°C,
Fusidicacid ........cccccevviiiiiiniiniieinnnnn. 20mg trdnh anh sang.

Hydrocortisone acetate .. ...10mg TIEUCHUAN CHAT LUQNG: TCCS
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crii DINH, CHONG CHi BINH, CACH DUNG, PE xa tim tay tré em

LIEUDUNG VACAC THONG TIN KHAC: Poc ki hudng dén sii dung trudc khi diing

Xem t& huéng dan s dung bén trong hop.

RX thuéc ke don

Bifudin H

Fusidic Acid 20 mg; Hydrocortisone acetate 10 mg

Bidiphar

Thudc dung ngoai
Kem 15 g
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TO HUONG DAN SU DUNG THUOC

. Thanh phian céng thirc thude: Moi 1g kem chua:
Thanh phan dugc chit:

Thanh phén ta duoc: Cetyl alcohol, Light liquid paraffin, White soft paraffin, Polysorbat 60,
BHT, Vitamin E, Kali sorbat, Acid hydrocloric, Dicthylen glycol monoethyl ether, Nudc cat.

2. Dang bao ché

2.1. Dang bao ché: Kem

2.2. Mo ta dang bao ché: Dang kem mau tring hodc gan nhu trdng ¢6 thé chit mém, dong nhat.
3. Chi dinh

Kem Bifudin I dugc chi dinh trong bénh eczema (cham da) va viém da ¢6 nhiém khuén do vi

khuén thir _phat, ké ca bénh eczema co dia, viem da kich Urng nguy¢n phat, viém da di ing va
viém da tiét ba, ¢ nhiém khudn nghi ngd hodc xac dinh nhay cam vai fusidic acid.

4. Li¢u dung va cach ding

Nguoi 16n va tré em: Boi mot lwong nho thude 1én ving da can diéu tri 2 1an mdi ngay cho dén
khi c6 dap ung. Thong thuong mdi dot diéu tri khong qué 2 tuan.

5. Chdng chi dinh

Qua man vdi fusidic acid /natri fusidat, hydrocortisone acetate hodc vadi bat ky ta dugce nao duoc |
liét ké trong muc 1.

Do ¢6 chtra corticosteroid, kem Bifudin H chdng chi dinh trong nhiing tinh trang sau:

Nhiém khuén da nguyén phat do nim, virus hodc vi khuén, khong duoc dicu tri hodc khong kiém
soat dugc bang céc liéu phap thich hop (xem muc 6. Canh béo va thén trong khi dimg thuoc).

Céc biéu hién trén da lién quan dén bénh lao khong duge dicu tri hodc khong duoc kiém soat
bang liéu phap thich hop.

Viém da quanh mi¢ng va mun trimg cé do.

6. Canh bio va than trong khi dung thudc

Tranh dung Bifudin H lién tuc trong thoi gian dai.

Tuy thu(f)c vao vi tri st dung, can luu y t61 kha nang hép thu toan than cua hydrocortisone acetate
khi dicu tri v&i kem Bifudin H.

Do chira corticosteroid, nén can than khi bdi Bifudin I gdn mét. Tranh dé kem Bifudin H dinh

vao mat (xem muc 10.7dc dung khéng mong muén).

R6i loan thi giac ¢o thé duoc bao cao khi su dung corticosteroid toan than va tai cho. Néu bénh
nhan c¢6 céc triéu chimg nhu nhin mo hodc céc roi loan thi gidc khac, bénh nhan nén duoc xem
x¢ét chuycn dén bac si nhan khoa dé danh gia cac nguyén nhan co thé xay ra, bao gom duc thuy
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tinh thé, tang nhan ap hodc cic bénh hiém gip nhu bénh héc vong mac trung tam thanh dich
(CSCR) da tirng dugce bao céo sau khi sur dung corticosteroid toan than va tai cho.

Ut ché truc dudi ddi-tuyén yén-thuong than (HPA) c6 hdi phuc c6 thé xay ra khi c6 su hép thu
toan than corticosteroid dung tai cho.

Bifudin H nén duoc st dung can than & tré em vi so voi nguoi 16n tré em céd thé man cam hon
Vi céc corticosteroid dung tai cho gay ra rc ché truc dudi doi — tuyén yén — thugng than va hoi
ching Cushing (xem phan Tdc dung khéng mong muon).

Pi ¢6 bao céo vé khang thude khi sir dung fusidic acid tai chd. Ciing nhu véi moi khang sinh, sir
dung fusidic acid kéo dai ho#c lap lai c6 thé 1am ting nguy co khang thudc tién trién. Sir dung
fusidic acid va hydrocortisone acetate khong qua 14 ngay cho mot liéu trinh diéu tri sé giam
thiéu nguy co khang thudc tién trién.

Piéu nay ciing ngin ngira nguy co tac dung uc ché mién dich cua corticosteroid ¢6 thé che déu
bat ky triéu chimg nhiém trung tiém 4n nao do vi khuan khang thubc khang sinh. Két hop khang
sinh-steroid khong nén tiép tuc qua 7 ngay néu khong c6 bat ky cai thién lam sang nao.

Do tac dung trc ché mién dich cua céc corticosteroid, Bifudin H ¢6 thé lam ting nhay cam véi
nhiém khuin, lam ning thém tinh trang nhiém khudn dd c6 va hoat hoa nhiém khudn tiém
4n. Nén chuyén sang liéu phép toan than néu khong thé kiém soat nhiém khuén khi ding thubc
tai chd (xem muc 5. Chong chi dinh).

Vi kem Bifudin H c6 chura corticosteroid, khong nén dung trong céc truong hop sau: teo da, loét
da, muyn trimg ca, tinh mach da dé vo, ngira quanh hu mén va sinh duc. Can tranh tiép xuc voi
vét thuong hd va niém mac. Nhu véi tit ca céc corticosteroid khac, nén tranh sir dung lau dai
trén mat.

Kem Fucidin H chira BHT (Hydroxytoluene butyl hoa), cetyl alcohol va kali sorbat. Cac ta dugce
nay co thé gdy ra cac phan Ung da tai chd (vi du nhu viém da tiép xuc) BHT ciing c6 thé gay
kich mg mat va niém mac.

Hudng dan bénh nhan khong hit thube hoac dén gin ngon ltra Vi c¢6 nguy co bong ning. Vai
(quan 4o, ga trai giudng, bang gac, v.v.) tiép xuc véi san pham nay dé chay hon va 1a nguy co
hoa hoan nghiém trong. Giit quan 4o va ga giudong c¢6 thé lam giam tich tu san phidm nhung
khong loai bo hoan toan.

7. Sit dung thudc cho phu nir ¢é thai va cho con bi
7.1. Str dung thudc cho phu nit ¢6 thai:

Fusidic acid: Duoc tién luong la khong anh hudng dén thai nhi vi su phoi nhiém toan than véi
fusidic acid khong déng ke.

Hydrocortisone acetate:

Mot luong 16n dit lidu trén phu nit ¢6 thai (két qua trén hon 1000 phu nit mang thai) cho thay
khong c6 di tat cling nhu doc tinh doi vai thai nhi/tré so sinh do tdc dung cua corticosteroid.

Kem Bifudin H ¢6 thé dugc sir dung trong thoi ky mang thai néu cn. Tuy nhién, dva trén kién
thirc chung vé corticosteroid toan than, can than trong khi sir dung kem Bifudin H trong thoi ky
mang thai.

7.2. Thoi ky cho con bu:

Tién luong khong anh huong dén tré so sinh bu me vi phoi nhiém toan than véi fusidic
acid/hydrocortisone acetate boi tai cho trén mdt vung da gidi han cia phu nit dang cho con bu la
khong dang keé.

C6 thé dung kem Bifudin H trong thoi ky cho con bt nhung nén tranh bdi 1én ving nguc.
7.3. Kha ndng sinh san
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Khong c6 nghién ctru 1am sang vé kha nang sinh san.

8. Tic dong cia thudc khi lai xe va van hanh may

Thuéc khong gay anh hudong hodic anh huong khong dang ké dén kha nang l4i xe va van hanh
mdy moc.

9. Twong tic, twong ky ciia thudce

9.1. Tuong tac cua thudc:

Khéng c6 bao cdo vé cac nghién ctru twong tac. Twong tac v&i cac thube toan than 1a rét it.

9.2. Tuong ky cia thude:

Chua tim thiy thong tin.

10. Tac dung khéng mong muén

3 ’ ’ =
Vi€c ude luong tan suat cua céc tac dung khong mong muon duge dua trén mot phan tich dir lidu )025‘5
g0p tlr cac nghién ciru 1am sang va bao cdo tu phat. ING T
Cac tac dung khong mong mubn hay gap nhét dugc béo cao trong qua trinh diéu tri 12 phan tng A;GHg:
tai noi dung bao gom ngira, rat va kich tng. o BI‘
Cac tac dung khdng mong mudn duoc liét ké boi MedDRA SOC va céc tac dung khéng mong 'PHAH)
mudn riéng 1¢ duoc liét ké tir nhiing béo cdo vé tan suét phd bién nhat. Trong mdi nhom tan suét, T B\“
céc tac dung khéng mong mudn duge bio céo theo thir tu mirc dd nghiém trong giam dan. —

Tan suét: Rat thuong gap (>1/10); Thuong gadp (>1/100 va <1/10); ft gap (>1/1.000 va <1/100);
Hiém gap (>1/ 10.000 va <1/1.000); R4t hiém gip (<1/10.000); Chua rd (khong thé uéc tinh duge
tir dit liéu c6 sén)

Roi loan hé thong mién dich

It gap Qua man

Roi loan mat

Chua rd Mo mit*

‘ . 3. ) A roe
Roi loan da va mé dwéi da

it gap Viém da tiép xuic
Eczema (tinh trang nang)
Phat ban

Roi loan chung va tinh trang co dia

Thuong gép Phan Umng tai noi sir dung

(bao gdm ngira, rat va kich tmg)

* Xem thém muc 6.Canh bdo va than trong khi diing thuéc

Tac dung khong mong mudn toan than

Cac tac dung khong mong mubn toan than cua dang corticosteroid nhe nhu hydrocortisone bao
gdm trc ché tuyén thuong than, dic biét 1a khi ding thude ngoai da kéo dai (xem muc 6. Canh
bdo va thén trong khi diing thuéc).

Téang ap lyc ndi nhan va bénh ting nhan 4p cling c6 thé xay ra sau khi bdi corticosteroid ¢ vung
da gan mét, dac biét khi s dung kéo dai va & nhitng bénh nhan dé méc bénh tang nhan 4p tién
trién (xem muc 6. Cdnh bdo va thdn trong khi diing thuoc).

Céc tac dung khong mong muon trén da cua dang corticosteroid nhe nhu hydrocortison bao gom:
teo da, viém da (gdm viém da tiép xiic, viém da dang trimg c4 va viém da quanh miéng), ran da,
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gin mao mach, trimg ca do, ban do, mat sic t6, chimg rdm 16ng va ting tiét md hoi. BAm mau
cling ¢6 thé xay ra khi ding corticosteroid tai chd kéo dai.

Tré em

Dit liéu v& d6 an toan quan sat duoc & tré em la tuong tu vé1 nguoi 16n (xem muc 6. Canh bdo
va thdn trong khi dung thudc).

11. Qué liéu va cch xir tri
})01 vo1 su dung fusidic acid tai chd, khong c6 thong tin lién quan téi céc dau hiéu va triéu chimg

tiém 4n do qua liéu. Hoi chung Cushing va suy thuong thén co6 thé tién trién sau khi ding
corticosteroid tai chd trén dién rong trong hon 3 tuan.

Hau qua toan than do qué liéu ctia hoat chat sau khi ding nhdm dudng ubng hau nhu khéng xay
ra. Luong fusidic acid trong tuyp thudc khong vuot qua heu dleu tri toan than hang ngay. Qua
liéu dwong udng cua riéng corticosteroid hiém khi gdy ra van dé vé 1a

12. Théong tin vé dwgc Iy, 1Am sang

12.1 Péc tinh duogc luc hoc

Nhém dugc Iy: Hydrocortisone va thudc khang sinh
Ma ATC: DO7CAO01

Duogc Iy va co ché tac dung: Thude kem Bifudin H két hop tac dung ang khuén tai ch manh
ctia fusidic acid véi tac dung chéng viém va chéng ngira cua hydrocortisone. Nong do 0,03 -
0,12 microgam/ml fusidic acid uc ché gan nhu tit ca céc chung Staphylococcus aureus. Fusidic
acid dung tai chd cfing c6 hiéu qua chdng lai streptococci, corynebacteria, neisseria va mot vai
clostridia.

12.2 Dac tinh dugc dong hoc

Khoéng cé dir liéu xac dinh dugc dong hoc trén ngudi, sau khi ding Fucidin H Cream boi ngoai
da. Tuy nhién, céc nghién cttu in vitro cho thy fusidic acid c6 thé thAm qua da lanh. D6 thAm
phu thudc vao nhiéu yéu té nhu thoi gian tiép xtic véi fusidic acid va tinh trang cua da.

Fusidic acid duoc bai tiét chu yéu qua mat, trong khi chi ¢6 mot lugng nhod duoc bai tiét qua
nudc tiéu.

Hydrocortisone duoc hap thu sau khi boi tai chd. Mirc d6 hép thu phu thude vao da dang céc yéu
t6 bao gdm tinh trang da va vi tri boi thube. Luong hydrocortisone da hip thu nhanh chéng dugc
chuyén hoa va bai tiét qua nudc tiéu.

13. Quy cich dong goi

Hop 1 tuyp 5g. Hop 1 tuyp 15g.

14. Pi¢u kién bao quan, han dung, tiéu chuin chit lwgng cia thude

14.1 Diéu kién bao quan: Noi kho, nhiét d6 khong qué 30°C, tranh anh sang.

14.2 Han dung: 24 thang ké tir ngay san xuét.

14.3 Tiéu chuan chat luong: TCCS

15. Tén, dia chi co' s¢ san xuét
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