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Rit. Thuéc nay chi dimng theo don thudc

Khang sinh dung tai chd

CORSIDICH

Acid fusidic 20 mg/g + Hydrocortisone Acetate 10mg/g

- Doc kj hwang din s dung truée khi ding.

- DExatamtay tré em.

THANH PHAN

- Hoat chat: Acid fusidic 20 mg/g

Hydrocortisone acetate 10 mg/g

- Téduga stearyl alcohal, cetyl alcohol, propylene glycol, light mineral oit, polysorbate 60, sorbitan monostearate, potassium sorbate, ethanal, nwéc tinh khiét,

DANG BAO CHE: Kem bdi ngoai da

CHI DINH

Thudc kem CORSIDIC H duac chi dinh trong digu trj bénh cham va viém da do nhidm khudn thi phét, bao gdm cham di ¢ng, viém da kich thich nguyén phat va di ing va viém da

tiét b& nhom, o nhiéfn khun nghi ngd hodc xac dinh nhay cam véi acid fusidic.

UEU DUNG, CACH DUNG

Ligu ding

Ngudi 16n va tré em:

- Cac tdn thuong h - thoa nhe nhang 2 13n/ ngay cho dén khi ¢6 ddp (ng. Mat dot digu trj thong thuding khong qud 2 tudn.

- Céc t8n thuong kin - dung tn sudt thap hon.

Céch dung

Boi ngoai da.

CHONG CHi BINH

Qué man v&i acid fusidic / natri fusidat, hydrocortisone acetate hoc bat ky ta dworc nao clia thude.

Do thanh phin cé corticostercid, Corsidic H chéng chi dinh trong cac trurdng hop sau: .

- Nhidm tring da nguyén phat do ndm, virus hodc vi khudn gay ra, hodc khdng duge diu tri hoiic khdng kiém sodt dwoc bing cich digu tri thich hop.

- BiBu hién & da lién quan dén bénh a0 khdng duge didu tri hodc khong kiém soat dugc bing liéu phap thich hop.

- _Viém da quanh miéng va mun tring cd.

CANH BAO VA THAN TRONG KHI DUNG THUGC

- Khong nén dung Corsidic H dai ngay lién tyc.

- Tly thudc vao vi trf bdi thuc, cin luu ¥ téi kha ning hap thy toan than clia hydrocortisone acetate khi digu tri vai Corsidic H.

. Do thudc c6 chia corticosteroid, cin fuu ¥ khi bai thudc g3n mit. Trénh bai Corsidic H vao mét.

- Réiloan thi gidc c6 thé duge bdo cio véi vige sir dung corticosteroid todn than va tai chd. N&u bénh nhan c6 cic trigu chitng nhu thi lye m hodc céc r&i loan thi gidc khdc, bénh
nhan nén duoc xem xét dén gap bac s7nhan khoa d€ dénh gid céc nguyén nhan c6 thé bao gdm duc thay tinh thé, ting nhan 4p hodc céc bénh hifm g3p nhu bénh hac ving mac
trung tam thanh dich (CSCR) d3 dudrc bo cdo sau khi siz dung corticosteroid todn thén va tai chd. ~

. e ché truc dudi dbi - tuyén yén - thugng thin cé hdl phuc cd thé xay ra khi ¢d sy hip thu toan than cla cdc corticosteroid dung tai cha.

- Canluu y khi dling Corsidic H cho tré em vi so véi ngudi Ign tré em cé thé mn cam hon véi cc corticosteroid dung tai cho gdy ra trc ché truc dudi ddi - tuyén yén - thugng thén

va hdi chitng Cushing.

D3 c6 bao cao vé khang thudc khi sir dung Fusidic acid tai ch8. Cling nhw véi moi khéng sinh khdc, st dung Fusidic acid kéo dai hodc 13p lai c6 thé tam téng nguy co khang thubc

tién trién. Sir dung Fusidic acid va hydrocortisone acetate khdng qud 14 ngay cho mét ligu trinh digu tri s& giam thiu nguy co khang thudc tién trién.

Digu nay cling ngin nglra nguy ca tac dung te ché mién dich clia corticosteroid cd thé che 15p bat ky triéu ching tigm dn cla nhigm khuan do vi khuan khdng khdng sinh. Khong

nén tiép tuc két hop khang sinh steroid qud 7 ngay néu khang cé bt ky cai thién 1dm sang nao. ~ 5

Do tac dung trc ché midn dich clia cdc corticosteraid, Corsidic H c6 thé tam ting nhay cam véi nhiém khuan, lam nang thém nhiém khu&n d3 ¢4, va hoat héa nhigém khuan mugn.

Nén chuyén sang liéu phap toan than ndu nhidm khusin khong thé duoc kiém sodt khi ditng thube tai cho.

Vi kem Corsidic ¢6 chira corticosteraid, nén khang dugc khuyén cdo trong céc didu kién sau: teo da, loét da, mun trirng ca, cic tinh mach da mdng manh va quanh hdu mdn va

ngira b phén sinh dyc. Tiép xtc v&i vét thuong hé va mang nhay can tranh. Nhur voi 8t ¢4 céc corticosteroid, nén trénh st dyng kéo dai trén mét.

Corsidic H dang kem cé chira cetyl alcohol va kali sorbat. Nhirng té dugc nay c6 thé gy phan dng da tai chd {vi dy nhu viém da tiép xuc).

Thén trong véi t& dugc propylen glycol, ethanol: Propylen glycol c6 thé gay kich tng da, khéng st dung thudc nay vai vét thurang h& holic viing da bi tén thirong 1dn khi chua

, hi y kién cia bdc si.

sU BUNG THUGC CHO PHU NTF CO THAI VA CHO CON BU

Phu nif ¢6 thai

Fusidic acid: Duoc tién lugng |a khang dnh hudng dén phu nix ¢6 thai vi sy phoi nhifm toan than véi Fusidic acid khong déng ké.

Hydrocortisone acetate: MGt lwgng (n dif liéu trén phy nit c6 thai (két qua trén hon 1000 phy nif ¢ thai) cho thay khéng ¢ di tit ciing nhu ddc tinh cho bao thai do tic dung clia

corticosteroid.

Corsidic H cé thé duoc diing trong giai doan thai ky néu can. Tuy nhién, dya trén kién thitc chung v& corticosteroid toan than, fuu ¥ khi str dung Corsidic H khi mang thai.

Phu ni cho con by

Tién lugng khang anh hudng dén tré so sinh bu me vi phot nhiém toan than clia Fusidic acid/hydrocortison acetat ding tai ché trén mét viing da gidi han ctia ba me 1 khong dang ké.

Corsidic H ¢cé thé diing trong thei ky cho con bi nhing nén tranh bdi tén vid.

Kha ndng sinh san

Khéng cd nghién ciru 18m sang v& kha néng sinh san.

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

Thuéc khdng gdy anh huang hodc 2nh hudng khong dang k& dén kha ndng l4i xe va van hanh may mac.

TUONG TAC THUOC

Khéng ¢é nghién cizu turong tac nao dugc thyre hign, Tuang tic véi cde thudc hdp thu vio mau dugc coi la t6i thigu do sy hép thu viio mau cla Corsidic boi tai chd 13 khong dang ké.




TAC DUNG KHONG MONG MUGN
- Vige wdc lugng tan sudt clia cic tac dung khéng mong musn duge dya trén mot phan tich dit liéu gép tir cac nghién cdru 1am sang va bao cdo ty phat.
- Cactdc dung khdng mong mudn hay gép nhét duoc bdo cdo trong qud trinh didu tri 1 phén Gng tai noi ding bao gom ngda, rét va kich tng. . i
- Céctdc dung khdng mong mudn duoc liét ké béi MedDRA SOC va céc tac dung khong mong mudn riéng 18 duoc liét k& tir nhitng bdo cao vé tin sudt phd bign nhét.
Trong m&i nhdm tan sut, cac téc dung khéng mong mudn dugc béo cio theo thit ty mite 48 nghiém trong gidm dan.
+ Rét phd bién: 2 1/10
+ Phé bién: 2 1/100 v <1/10
-+ Khéng phé bién 2 1/1.000 va <1/100
+Higm gap > 1/10.000 v < 1/1.000
+ Rét hi€ém g3p < 1/10.000 -
-+ Chua 18 tan sufit

R8i loan hé théng mién dich

Khéng phd bign Qua min
(21/1.000 va <1/1.00)

R&iloan mit

Chura r tan suat | Thilye, nhin mer

RGi loan da v& mé dwéida

Khdng phd bién Viém da ti€p xudc
21/1.000 and <1/100! Cham (tinh trang n3ng)
Phat ban

Réi loan chung v tai vi tri ding thuc

Phd bign Phan g tai noi diing (bao gdm ngra, rat va kich ting)

21/100 va <1/10;

Tdc dung khéna mong mu6h todn thdn

Cac tdc dung khéng mong musn toan than cla dang corticosteroid nhe nhur hydrocortisone bao g0m trc ché tuyén thuong than, dic biét 1a khi dung thudc ngodi da kéo dai.

Tdang dp lyc ndi nhan va bénh ting nhan 4p ciing ¢d thé x3y ra sau khi bai corticosteroid & viing da gan mat, dic biét khi sir dung kéo daiva & nhiing bénh nhan dé& mic bénh ting

nhan dp tién trién.

Céc tdc dung khdng mong mudn trén da clia dang corticosteroid nhe nhy hydrocortison bao gbm: teo da, viém da {gdm viém da tiép xdc, viém da dang tring cd va viém da guanh

miéng), ran da, gidin mao mach, triing ¢ dé, d6 da, mat sic t6, ching ram lang va tang tiét mo hoi. Bam mau cling ¢6 thé xay ra khi dung corticosteroid tai chd kéo dai.

Dang cho tré em: DI liéu vé d6 an toan quan sat droc & tré em (3 tuong ty voi ngudi ton. .

Théng bdo ngay cho bdc sT hadic duoc si nhikng tdc dung khéng mong mudn gdp phéi khi str dung thudc, k€ cd cdc téc dung phy khéng duwgre liét ké trong t& huwdng ddn nay.

QUA LIEU VA CACH XU TRI

- B3ivéi sir dung Fusidic acid tai chd, khéng c6 thang tin lign quan t¢i cdc déiu higu va tridu ching tigm &n do qud lidu. Hai ching Cushing va suy thrgng than cd thé tién trién sau
khi diing corticosteroid tai ché trén dién réng trong han 3 tuan,

- Hau qua toan than do qud Iiéu clia hoat chat sau khi dung nhim dudmg udng hdu nhu khdng xdy ra. Luong Fusidic acid trong tuyp thubc khéng vurgt qua lidu didu tr toan than
hang ngay. Qué ligu dudng ung clia riéng corticosteroid higm khi gay ra van 8 vé 1am sang.

Phan nhém dugce Iy: Khang sinh ding tai ché.

M3a ATC: DO7CACL

DUQC LUC HOC .

Thudc kem Corsidic H két hop téc dung khang khuan cia Fusidic acid véi tac dung khang viém va ngia clia hydrocortisone acetate. O nbng d6 0,03 - 0,12pg/ ml (e ché gan nhu tat

<& céc chang Staphylococcus. Téc dung tai ché caa fusidic acid cling c6 hiéu qua chéng lai streptococei, corynebacteria, neisseria va clostridia nhat dinh.

DUQC DONG HOC

Khéng cé di liéu xac dinh duoc dong hoc trén ngudi, sau khi diing Corsidic H Cream bai ngoai da.

Tuy nhién, cdc nghién cru in vitro cho thiy Fusidic acid cé thé thdm qua da lanh. B6 tham phu thudc vao nhidu yéu t8 nhu thai gian tiép xde véi Fusidic acid va tinh trang cla da.

Fusidic acid dugc bai tiét chd yéu qua mat, trong khi chi c6 mét lwgng nhé duoc bai tiét qua nudc tidu.

Hydrocortisone dugc hép thu sau khi bi tai chd. Mirc ¢6 hip thu phy thudce vao da dang cdc yéu t8 bao gbm tinh trang da va vi tri béi thudc. Lugng hydrocortisone d3 hap thu

nhanh chdng dugc chuyén héa va bai tiét qua nude tidu.

QUY CACH DONG GOI: Hap 1 tuyp 10g.

DIEU KIEN BAO QUAN: Trong bao bi kin, & noi khd, tranh anh sang, nhigt d6 dwei 30 °C.

HAN DUNG cUA THUOC: 36 thang ke tir ngay san xuat.

HAN DUNG SAU KHI MG NAP: 3 thing

TIEY CHUAN CHAT LUQNG: TCCS

NHA SAN XUAT:

N 2

CONG TY TNHH DUQC PHAM SHINPOONG DAEWOO

Nha may: S6 13, Pudng 9A, KCN Bién Hoa II, P. An Binh, TP. Bién Hoa, D(‘Sng Nai, Viét Nam.
Van phong: 56 29, Budng Ba Vi, P.4, Q. Tan Binh, TP. H4 Chi Minh, Viét Nam.

DT: 028-222 50683 Fax: 028-222 50682 Email: shinpoong@spd.com.vn,
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