Rx Thuéc bdn theo don

HYDROCORTISON 1%
Poc ky huéing dén si dung tru'dc khi diing
Dé xa tdm tay tré em
Théng bdo ngay cho bdc si hodc dugc si nhimg tdc dung khéng mong muén gdp phdi trong qud trinh sir dung thuéc.

1. THANH PHAN, HAM LUONG: 1 g kem Hydrocortison 1% cé chifa;

Hydrocortison acetat: 10,0 mg

Tadugcviradu: 1,09

(Alcol cetostearylic, Acid stearic, Vaselin, Ddu Parafin, Polyoxyl 20 Cetostearyl Ether, Polysorbat 80, Kali sorbat, Propylen glycol,
Dinatri edetat, Nudc tinh khiét).

2. MO TA SAN PHAM: T
Dang bao ché&: Kem bdi da I
Kem min, mau trdng, ddng nhat, hdu nhu khéng mui.

3. CHi DINH, LIEU DUNG ~ CACH DUNG & CHONG CHi DINH
3.1. Chi dinh:

Kem Hydrocortison ¢6 tac dung chéng viém tai chd, st dung hiéu qua trong diéu tri viém da do kich tng, viém da di ting do
ti€p xuc, phan Ung tai chd do cdn tring cin, eczema tif nhe dén vira.

3.2, Cach diing:

Thuéc dung ngoai da.

Rifa sach va lau khé viing da cén str dung thudc, béi [én da mot Iép mdng va massage nhe nhang ving da béi thudc.

Rira sach tay sau khi dung thudc, trif trudng hogp st dung thudc cho viing da tay.

3.3.Liéu dung:

- Ngudi Idn va tré em trén 10 tudi: B6i mat Idp kem méng 1én viing da can diéu trj 1-2 1dn/ngay. Dung t8i da trong 7 ngay. Sau
7 ngdy diéu tri néu khéng thdy c6 tién trién can chan doan iai.

- Ngudi gia: Dung nhu véi ngudi I6n.

- Tré em dudi 10 tudi: Hiéu qua va tinh an toan cla thudc dung cho tré em dudi 10 tudi chua dugc ching minh. Khéng
khuyén céo dung thudc cho tré em dudi 10 tudi trir khi cé chi dinh clia bac si chuyén khoa.

3.4. Chédng chi dinh:

Nhitng bénh nhan man cam véi Hydrocortison acetat hay bat ky thanh phan nao cia thuéc.

Céc truding hop nhigm khusn (nhu chéc 18), nhiém virus (nhu Herpes simplex) hodc nhiém n&m trén da.

Khong boi lén mét va mit, quanh bd phan sinh duc, vét thuong hd hodc vung da nhiém triing bao gém cé triing cd, mun rép,
nam ban chan,

4, CANH BAO VA THAN TRONG KHI DUNG THUGC:

Thuéc chi dung ngoai, khéng st dung cho mét va cac niém mac khéc.

Khong bang kin sau khi sif dung thudc va khdng diing thudc cho ving dién tich 16n cia co thé.

Khéng dling thudc qua 7 ngay, khang khuyén khich diing thudc kéo dai vi c6 thé gay tinh trang teo da, mét sic t8, gian mao
mach.

Khong nén diing thudc cho viing mat.

Néu c6 kich ting xdy ra khi diing thuéc, cdn ngung thudc tir tir, theo dbi chit ché cac triéu chiing va diéu trj thich hop.

5. SU DUNG THUGC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir ¢6 thai: Chua d0 di liéu chiing minh tinh an toan cta thudc trén phu nit mang thai. Cac nghién ctu trén déng vat
cho thdy thudc c6 thé gay bat thudng vdi su phat trién ctia bao thai nhu stit méi, cham phét trién bao thai. Thudc ciing c6 thé
gay nguy co tuong ty nhu ngudi mic du véi ti 1& rit nhé. Than trong khi st dung thudc trén phu nif 6 thai, can nhéc gita lgi
ich va nguy co.

Phu nir cho con bu: Can than trong khi dling corticosteroid tai chd cho phu nir dang cho con bu. Tranh boi thuéc 1én nim vi
hodc nguc.

6. ANH HUONG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua c6 bing chiing vé dnh hudng ctia thudc 1én kha nang l4i xe, van hanh médy méc.

7. TUONG TAC, TUONG KY CUA THUGC:

Thudc it hap thu toan than khi béi ngoai da. Chua c6 tuang tac gidta kem Hydrocortison va cac thudc khac dugc ghi nhan.
8. TAC DUNG KHONG MONG MUGN CUA THUGC:

Cac tac dung khdng mong mudn ¢6 lién quan dén corticosteroid tai chd dugc dua ra theo hé co quan va tan suat. Cac tan
sut dugc dinh nghfa I3: R4t thuding gap (ADR 2 1/10), thuding gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém
g3p (1/10000 < ADR <1/1000), rat hiém gap (ADR < 1/10000) hodc chua r tin sudt (khéng thé udc tinh tir ditiéu c6 sén). Trong
mdi nhom tan sudt, cac tdc dung khéng mong mudn dugc trinh bay theo thi ty gidm dén muc d6 nghiém trong.




Da va mé duéi da: -

Chua rd tan suat: Teo da, gian mao mach, xuat hién cac dudng doc trén da, mun tring ¢4, ban do, réi loan sic té, tang léng
téc.

Co xuong va mé lién két:

Chua r6 tén suat: réi loan collagen.

Huéng dén cdch xir tri ADR:

Phai thuding xuyén theo doi cac ddu hiéu trén da va phan ting cia co thé trong qua trinh dung thudc. Néu cé bét ky dau hiéu
nao nhu trén bao gém viém da tiép xuc, di ing hoac lam xau di tinh trang ban déu, viéc diéu tri nén dugc nging ngay lap tuc.
Phai thudng xuyén quan tam dén nhiém khuan do vi khudn “ca hoi”. Néu can, phai dung khéng sinh.

9. QUA LIEU VA CACH XU TRI:

Théng thudng khi dung ngoai khéng xay ra cac trudng hgp qua liéu.

Tuy nhién néu strdung kéo dai qua muc hodc diing trén wiing da rong c6 t6n thuong ha c6 thé gay ra U ché truc dudi ddi - tuyén yén — tuyén
thuong than (truc HPA), héi chiing Cushing.

Trong trudng hgp qua liéu, cdn ngiing thudc ti ti va theo ddi chat ché cac triéu ching.

10. DAC TINH DUQC LUC HOC:

Nhém dugc ly: Corticosteroid dung ngoai da, nhém .

Ma ATC: DO7AA02

Hydrocortison acetat la mét steroid chéng viém. Thuéc c6 tac dung chdng viém theo co ché gidm cac thanh phén cta dap
(tng viém nhu gidm tinh thdm thanh mach, gidm hinh thanh dich ri viém va céc té bao mién dich. Qua trinh tao hat ciing bi tic
ché do &nh hudng cda thudc trén cadc mé lién két. Thubc cling gidm gidi phong cac chat trung gian géy viém do 8n dinh mang
lysosom va hau hét cac té bao hat, thuéc giam gidi phéng enzym tham gia qué trinh tdng hop prostaglandin. TAc dung co mach
ciing lam tang tac dung chdng viém cla thudc.

11. DPAC TINH DUQC DPONG HOC:

Hap thu: Thudc it dugc hdp thu khi bdi ngoai da. Tuy nhién lugng thudc hap thu tang lén khi bdi lén cac ving da bi tén
thuong, dién tich boi I6n hoac trong diéu kién bang thudc.

Phan bé: Thudc dugc phan bé rong khdp cac mé trong co thé. Thudc qua dugc nhau thai va c6 thé dugc bai tiét vao sita véi
mét lugng nhd.

Chuyén héa: Hydrocortison dugc chuyén héa chi yéu & gan thanh dang hydro héa va giang héa nhu tetrahydrocortison.

Thai trir: Hydrocortison dugc thai trit qua nudc tiéu, chu yé’u duéi dang lién hgp glucuronic va mét lugng nhé dudi dang
khong bién ddi.

12. QUI CACH DONG GOI:

Hop 01 tuyp thudc 15 g va t& huéng dan s dung.

13. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUOC:

- Bdo quan: Thudc dugc bao quan trong tuyp nhém, nép kin, dé noi kho, tranh anh sang, nhiét d6 dudi 30°C.

- Han dung: 36 thang ké tir ngay san xuét. Khong dung qua thai han ghi trén bao bi.

- Tiéu chuan chét lugng cda thudc: Tiéu chudn co s6.

14. NHA SAN XUVAT: CONG TY 6 PHAN DUGC PHAM VCP
VCP Pharmaceutical Joint - Stock Company
Thanh Xudn - S6c Son - Ha Néi — Viét Nam
bién thoai: 0923.655.655 Fax: 024.35813670



