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- A a £
Huong dan su dung thuoc

Rx Thudc nay chi dung theo don thude FUCII‘A i H

“Doc kj huéng dan st dung trwde khi dimg”

“Dé xa tam tay tré em”

“Thube dang ngoai”

THANH PHAN CONG THU'C THUOC

- Thanh phan duge chit:
AT TS AT o wesnimorvnt o G ST T oA RS eV TR TN SV TR K S IV AR U W 2% (kl/kl)
Hydrocortisone aeetate inimmisiminisinsaiiismismsusmimpsabmmuismann 170 TkITKD)

- Thanh phan ta duoc:

Propylene glycol, parafin, cetostearyl alcohol, cetomacrogol 1000, methylparaben, propylparaben,
nude tinh khiét.

DANG BAO CHE

- Kem béi da.

- Kem dong nhét, mau tréing dén triing nga.
CHI PINH

Kem béi da FUCIPA — H dugc chi dinh trong diéu trj viém da & nguoi lon va tré em, bao gbm viém
da di (mg va viém da tiép xtic, c6 nhiém khuan nghi ngd hodc xdc dinh nhay cam véi acid fusidic.

CACH DUNG, LIEU DUNG
Cach dung:
- Thude dung boi ngoai da.
Liéu dung:
- Nguoi lon va tré em:

B6i mot luong nhod thude Ién ving da cén diéu trj 2 1an mdi ngay cho dén khi co dap ung. Thong
thuong mdi dot diéu tri khong qua 2 tuin.

Dung tin sudt it hon c6 thé thich hop véi nhitng thwong tén kin.

Néu ngudi bénh quén boi thudc, hay bdi ngay khi nhé. Tuy nhién, néu gin thoi gian boi lidu tiép
theo, bo qua lieu da quén.

Tham khao ¥ kién bdc sT trude khi dimg thude.
Khong c6 yéu cau dic biét vé xie Iy thude sau khi si dung.
CHONG CHI PINH

- Qué min vé&i acid fusidic/ natri fusidate, hydrocortisone acetate hay voi bit ky thanh phan nao ctia
thudc.
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Do thanh phan ¢6 chira corticosteroid, thudc chong chi dinh cho céc trudng hop sau:

Nhiém tring da nguyén phat do nédm, vi khuan va virus khéng diéu tr hodc khon;, kiém soat dugc
béi cac liéu phap thich hop (xem thém phén Canh bdo va than trong khi dimg thuac).

Céc biéu hién & da lién quan tGi bénh lao khong diéu tri hodc khong kiém soat duoc bai cae liéu phap
thich hop.

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

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng nén dung thuoc dai ngay lién tuc.

Tuy thude vao vi tri bdi thude, can luu ¥ 1&i kha ning hdp thu toan than ciia hydrocortisone acetate
khi diéu trj véi thube.

Do thude ¢6 chira corticosteroid, cin lwu ¥ khi béi thube ghn mét. Tranh béi thube vao mét (xem
thém phén 7dc dung khing mong muon ctia thuoc).

Réi loan thi giac da duge bao cdo khi sir dung corticosteroid tac dung tai chd. Néu gip céc tridu
chlmg nhu me& mét hodc cac rdi loan thi giac khac, ngum bénh nén dén bac st nhin khoa tham kham
dé danh gia cac nguyén nhin ¢ thé xay ra, bao gom dyc thuy tinh thé, ting nhan 4p hojc bénh 1y
héc vong mac trung tim thanh dich (CSCR), rét hiém gap.

Uc ché truc dudi déi — tuyén yén — thugng than c6 hdi phyc c6 thé xay ra khi ¢6 sy hip thu toan than
clia cée corticosteroid ding tai chd.

Cén luu y khi ding thudc cho tré em vi so véi ngudi Ion, tré em c6 thé man cam hon voi cac
corticosteroid dung tai cho gdy ra trc che truc dudi doi — tuyén yén — thuong thén va hoi chimg
Cushing.

Pi ¢ bao céo vé khang thude khi str dyng acid fusidic tai ch8. Ciing nhuw véi moi khang sinh, sir
dung acid fusidic kéo dai hodc lap lai cé thé lam tang nguy co khéng thude tién trién. Sir dung acid
fusidic va hydrocortisone acetate khong quéa 14 ngay cho mot liéu trinh diéu trj s& giam thidu nguy
co khang thudc tién trién.

Str dung khong qua 14 ngay cling ngén chan nguy co tac dung trc ché mién dich ciia corticosteroid
c6 thé lam che lap bat ky triéu chimg tiém 4n ca nhlem khuan do vi khuan khang khang sinh. Két
hop khang sinh steroid khong nén kéo dai qua 7 ngay néu khéng c6 bit ky cai thién 1am sang nio.

Do tac dung (rc ché mién dich cta cac corticosteroid, thudc c¢é thé lam ting nhay cam vé&i nhiém
khuan, lam nang thém nhiém khuin da c6 va hoat héa nhiém khuén muon Nén chuyen sang llf;u
phap toan than néu nhiém khuin khong thé dugc kiém soat khi ding thude tai chd (xem thém phan
Chong chi dinh).

Vi c6 chira corticosteroid nén khong khuyen c4o sir dung thude trong cac truong hop sau: teo da, loét
da, trimg cé thong thuong, vang nép gap, ngira quanh hiu mén va sinh dyc. Tranh ding thude cho
vét thuong ho va niém mac nhay. Nhu véi tit ca cac corticosteroid, tranh sir dung thude kéo dai trén
mat.

Str dung lién tuc kéo dai hodc khong hop 1y céc steroid tac dung tai chd c6 thé dan téi hinh thanh

-~ A . oA As o, . A ik . S , ) a i H =
nhing ving da d6 ton thuong hoi (g sau khi ngling diéu trj (hdi ching cai ster oid tac dung tai cho).
M¢t loai phan ng dic biét nghlcm trong dudi dang viém da véi biéu hién mén do nghiém trong,
cham chich va bong rat, c6 thé lan réng ra ngodi viing didu tri ban ddu. Phan (ing thlrong gap hon sau
khi diéu tri cac ving da nhay cam nhu mit hoiic bd phén sinh duc. Hoi chimg cai nén duge nghi ngo
néu tinh trang trén xay ra trong vong vai 11gay dén vai tuan sau khi diéu tri thanh cong. Nén than
trong khi sir dung lai thude va can ¢6 khuyén cdo ciia béc sichuyén khoa hodc xem xét cic lya chon
diéu trj khéc.

Canh bao ta dugc:

Thube nay ¢6 chira propylene glycol, cetostearyl alcohol, methylparaben va propylparaben. Céc cht
nay cé thé gy cac phan g trén da (nhu dj tng, viém da tiép xuc).
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit ¢é thai va cé khi ning mang thai:

Acid fusidic: Duge tién luong la khéng anh hudng dén thai nhi vi sy phoi nhiém toan thin cia acid
fusidic khong dang ké.

Hydrocortisone acetate: Mot lugng lon dir li¢u trén phy nir ¢6 thai (két qua trén hon 1000 phu nit c6
thai) cho thay khong c¢o di téit cling nhu dée tinh cho bio thai do tac dung cua corticosteroid.

Thude c6 thé duge ding trong giai doan thai ky néu can. Tuy nhién, dya trén kién thirc chung vé
corticosteroid toan than, can than trong khi sir dung thudce khi mang thai.

Céc corticosteroid khéng nén dung rong rai, ding s6 lugng nhiéu va dung dai ngay & phu nif ¢6 thai
do co nhirng bat thudng veé thai da dugce phat hién trén déng vt do thude hip thu toan théan.

Phu nit cho con bi:

Tién lugng khéng anh huéng dén tré so sinh b me vi phoi nhiém toan than cia acid fusidic/
hydrocortisone acetate ding tai cho trén mgt viing da gidi han cia ba me 1a khong dang ké.

Thudc ¢6 thé diing trong thdi ky cho con bit nhung nén tranh béi 1én vi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thude khéng anh huéng hojc anh hudng khong dang ké 1én kha ning lai xe va van hanh may moe.

TUONG TAC, TUONG KY CUA THUOC

. £
% Twong tac thuoc:

Khéng cé bao cdo vé cac nghién ciru tuong tae. Tuong tac vi cac thude toan than la rit it.

% Twong ky thude:

Khong ap dung.

TAC DUNG KHONG MONG MUON CUA THUOC

Viéc ude lugng tan suét cua céc tac dung khéng mong mudn dugc dya trén mdt phén tich dir lidu
gop tir cac nghién ciru 1am sang va bao cao ty phéat,

Céc tac dung khong mong mudn hay gip nhét duge bao cao trong qua trinh diéu tri la phan img tai
noi ding bao gom ngira, rat va kich tng.

Cac tac dung khéng mong mudn duge I|¢t ké boi MedDRA SOC va céc tac dung khéng mong mubn
riéng 1& duoc liét ké l'.ll‘ nhitng bdo c4o vé tan suit phd bién nhit. Trong mbi nhém tin sut, céc tac
dung khong mong mudn dugce béo céo theo thir tr mire d6 nghiém trong giam dan.

Bang tom tat cac phan tmg ¢ hai duge phin nhém theo tan suét: rat thuong gép (ADR = 1/10),
thuong gép (1/100 < ADR < 1/10), it gép (1/1000 < ADR < 1/100), hiém gap (1710000 < ADR <
1/1000), rat hiém gap (ADR < 1/10000) va chua rd tan suat (khong thé danh gia tir dir liéu sén co).

Réi loan hé mién dich

it gip (1/1000 < ADR < 1/100) Phén (mg qua man

Réi loan thi gidc

pom. | A 4 Y
Chura 1o tan suat Mo mat*
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Réi loan da va mé duwéi da
£ Viém da tiép xic
=ADR < 1/100 i o
It gdp (171000 < ) Eczema (tinh trang nang)
Phat ban
Chura rd tan suat Hai chimg cai — cac viing da dé c6 thé lan rong ra ngoai

ving tén thuong ban dfiu, rat hodic cham chich; ngira,
bong da, ri mu*

Réi loan chung va tinh trang tai noi ding

Thudng gép (1/100 < ADR < 1/10) Phan (ing tai noi ding (bao gdm ngira, rat va kich (mg)

* Xem thém phan Canh bdo va thén trong khi dimg thude

Céc tac dung khéng mong mudn toan thén cia dang corticosteroid nhe nhu hydrocortisone bao gom
trc ché tuyén tugng thin, dac biét khi dung thube ngoai da kéo dai.

Téng 4ap lyc ndi nhan va bénh tang nhan 4p ciing ¢ thé xay ra sau khi boi corucostermd O vung da
gan mat, dic biét khi diing kéo dai va & nhiing bénh nhan dé méc bénh tang nhan ap tién trién.

Cic tac dung khong mong muén trén da cua dang corticosteroid nhg nhu hydrocortison bao gnm teo
da, viém da (gdbm viém da tiép xuc v1em da dang trimg ¢4 va viém da quanh mléng) ran da, gidn
mao mach, trimg cé do, do da, mit séic t6, chirng ram long va tang tiét md hoi. BAm mau ciing c6 thé
xdy ra khi ding corticosteroid tai chd kéo dai.

Béo cédo vé céc tic dung khéng mong mubn clia corticosteroid it gip v6i thude da duge md ta trong
bang tan suft & trén.

Duing cho tré em: Dir liéu v& d6 an toan quan sat dugc & tré em la tuong ty véi nguoi lon.

Bio cdo cic phan wng c6 hai: Hay bdo ngay cho bac sT hodc dugc si nhitng phan ting ¢6 hai khi su
dung thudc, ké ci cac tac dung chua dugc liét ké, hodc bao cdo cdc phan (ing c6 hai cua thude vé
Trung tdm Thong tin thude va Theo doi phan (g c6 hai cta thube (xem chi tiét huéng dén tai:
http://canhgiacduoc.org.vn/CanhGiac Duoc/ADROnline.aspx).

QUA LIEU VA CACH XU TRI

Qud liéu:
{-)01 voi sir dung acid fusidic tai chd, khong co thong tin lién quan tdi cac dau hi¢u va trigu chimg

tiém 4n do quéa liéu. Hoi chimg Cushing va suy thuong than c6 thé tién trién sau khi ding
corticosteroid tai chd trén dién rong trong hon 3 tuén.

Hau qua toan thian do qué lidu cua hoat chét sau khi dl.lng nham dudng ubng hau nhu khong xay ra.
Lugng acid fusidic trong tuyp thuée khong vuot qua ||eu diéu trj toan than hang ngay. Qua lidu duong
udng clia riéng corticosteroid hiém khi gay ra vén dé vé 1am sang.

Xar tri:
Tich cyc theo ddi dé c6 bién phap xu tri kip thoi,

PAC TINH DUQC LUC HOC

Nhém tic dung dwgce ly: Hydrocortisone va thuée khéng sinh.
Mi ATC: DO7CAO01.

Kem bdi da FUCIPA — H két hop tac dung khang khuén tai chd manh cua acid fusidic véi tie dung
chéng viém va chéng ngira ctia hydrocortisone acetate.

Ndng do 0,03 - 0,12 meg acid fusidic trong mdi ml trc ché hau hét cac chung Staphylococcus aureus.
Acid fusidic ding tai chd ciing cé tac dung véi Streptococci, Corynebacteria, Neisseria va mot vai
ching Clostridia.
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DAC TINH DUQC PONG HOC
- Khong co dir liéu xac dinh duge dong hoc trén ngudi, sau khi ding kem hydrocortisone/ acid fucidic
bdi ngoai da.

- Tuy nhién, cac nghten ciru in vitro cho thay acid fusidic c6 thé thAm qua da lanh. D¢ thdm phu thuge
véo nhléu yéu t& nhu thei gian tiép xic voi acid fusidic va tinh trang ctia da. Acid fusidic duge bai
tiét chil yéu qua mét, trong khi chi ¢c6 mdt lwong nhé dugc bai tiét qua nudr tiéu.

- Hydrocortisone dugc hap thu sau khi béi tai ché. Mirc do phu thuge vao da dang céc yéu t bao gbm
tinh trang da va vi tri béi thuée. Lugng hydrocortisone da hip thu nhanh chéng duge chuyén héa va
bai tiét qua nuée tiéu.

Quy CACH PONG GOI
Hop 1 tuyp x 5 g, tuyp nhdm, t& hudng dan sir dung thude.

- Hop 1 tuyp x 10 g, tuyp nhdm, t& huéng dén sir dung thude.
Hép 1 tuyp x 15 g, tuyp nhom, t& huéng din sir dyng thude.

Hop 1 tuyp x 20 g, tuyp nhom, to hudng dan sir dyng thude.

Hop 1 tuyp x 30 g, tuyp nhom, to hudng dan sir dyng thude.
- Hép 1 tuyp x 45 g, tuyp nhém, t&r huémg dén sir dung thuée.
DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
- Diéu ki¢n bao quan: D& noi khé réo, tranh énh sang, nhiét do khong qua 30°C.
- Han dung: 36 thang ké tir ngay san xuét.
- Tiéu chuén chét lwgng: Tiéu chudn co sé (TCCS).
CO SO SAN XUAT
Cong ty C6 phan Dugc APIMED
- Dia chi tru s6: 263/9 Ly Thuong Kiét, Phudng 15, Quén 11, Thanh phé Ho Chi Minh, Viét Nam.

- Dia chi nha may: E)lr(mg N1, cum cong nghi¢p Phi Thanh - Vinh Thanh, xa Vinh Thanh, huyé¢n
Nhon Trach, tinh Dong Nai, Viét Nam.
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