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ESOJAY

Thube diing ngoai
Doc ky huong dan sie dung trucc khi ding
Deé xa tam tay tre em

THANH PHAN CONG THUC THUOC

Mdi gram co chura: ¥
Hoat chat: Mometason furoate Img |

I'a dugc: Benzyl alcohol, cetomacrogol 1000, cetostearyl alcohol, isopropyl myristat, white soft parafin, propylen
glycol, disodium hydrogen phosphat dihydrat, disodium edetat, butylated hydroxytoluen, butylated hydroxyanisol,
nudc tinh khiét.

DANGBAOCHE
Kem bo1 da, mau trdng dén trang nga, min.

O Hl DINH
Piéu tri cac biéu hién viém va ngira ciia bénh vay nén (ngoai trir vay nén dang lanrong) va viém da dj ing.

CACHDUNG, LIEUDUNG

Ngum Ion, bao gobm ca bénh nhan cao tudi va tré em: boi mot l0p mong kem ESOJAY Ién viung bi bénh moi
ngay mot lan. Viée sir dung corticosteroid tai chd & tré em hodc trén mit nén duge gidi han & lwugng nho nhat phil
hop véi phac d6 diéu tri hiéu qua va thoi gian diéu tri khong nén qua 5 ngay.

CHONG CHI PINH

ESOJAY chnng chi dinh d6i voi bénh trimg cé do trén mét tru.'ng ca thong thuong, teo da, viém da quanh m1¢ng, ngura
quanh hiu mén va bd phan sinh duc, phat ban do ti, nhiém vi khuan (vi du nhu bénh chéc 1, viém mu da), virus (vidu
nhu bénh muyn rop herpes, zona, thuy dau, mun céc thong thuomg, myun coc b phan sinh duc, u mém lay), ky sinh
trung va nam (vi du nhur nam candida hogc nam da), thuy dgu, bénh lao, giang mai hay phan img sau tiém chung.
Khéng nén ding ESOJAY trén cac vét thuong hay trén da bj 1¢r loét. Khong nén dung ESOJAY ¢ nhimg bénh nhan
nhay cam véi mometason furoat hodc cc corticosteroid khac hodc vdi bat ky thanh phan nao cua thude.

CANH BAOVATH AN TRQNG KHIDUNG THUOC

Neu bi kich (g hodc man cam khi sir dung ESOJAY, nén ngung didu tri va co liéu phap diéu tri thich hop

Neu bi nhiém tring, nén sir dung mét loai thudc khang nam hodc khang khuan thich hop. Néu chua c6 dap img mong
munn ngay, nén ngimg sir dung corticosteroid cho dén khi kiém soat dugc hoan toan I'lhlEl]‘l trung.

Hap thu toan thén cac corticosteroid tai cho c6 thé géy (rc ché c6 hoi phuc truc dudi ddi — tuyén yén — thuong thin
(HPA) véi kha nﬁng thiéu hut glucocorticosteroid sau khi ngl.mg dleu tri. Cac biéu hi¢n cta hi chimg Cushing, chirng
ting duémg huyét va ting dudmg ni¢u cling ¢6 thé xudt hién & mot s0 bénh nhan do hap thu toan than céac corticosteroid
tai chd trong qua trinh diéu tri. Bénh nhén bdi steroid tai chu trén mot dién tich bé mit lén hodc bang kin nén dugc
danh gia dinh ky dé phat hi¢n sy (rc ché truc HPA. Bit kv tac dung phu nao dugc bdo cdo sau khi s dung
corticosteroid toan thin, bao gém irc ché tuyén thuong thin, ciing c6 thé xay ra véi corticosteroid tai chd, diic biét la &
tré so sinh va tré em.

Véi liéu dung tuong tu, bénh nhi ¢6 kha néng bi nhiém dc toan than cao hon do ti 1é dién tich bé mat da so véi khoi
lut;mg co thé 16m hon. Do s an toan va hi¢u qua cua ESOJAY ¢ bénh nhan nhi dudi 2 tudi chua dugc thiét lap, khong
nén sirdung ESOJAY & nhom tudi nay.

DPoc tinh cyc b va toan than la pho bién déc bigt sau khi su dung lién tuc kéo dai 6 CaC vung da bj ton thuong lom, trong
cac nép vong va véi tinh trang b{mg kin. Piéu nay ciing c6 thé dan dén tﬂng huyét ap ndi so lanh tlnh Néu str dung cho
tré nho, hodc trén mét, khéng nén sir dung trong tinh trang béng kin. Neu sir dung trén mit, dot diéu tri nén dugc gi
han trong 5 ngay va khong bang kin. Nén tranh dleu tri lién tuc kéo dai o tat ca cac b¢nh nhan khong phén biét tudi tac.
Steroid tai chd c6 the nguy hiém & bénh vay nén vi mot sO ly do bao gom tai phat doi lai sau sy phat trién dung nap,
nguy co bf;nh vy nén mun mu tap trung va sy phat trién doc tinh cyc b{,) hodc toan than do chirc nang rao can cuada by
suy giam., Néu duge s dung trén cac bénh nhan bi bénh vay nén, can phai thyc hi¢n theo ddi b¢nh nhéin can thén.
Gmng nhur tit ca cde glucocorticoid manh tai chd, c;n trénh ngirng diéu tri dot ngot. Khi ngung diéu tri tai chd lau dai
bﬁng glucocorticoid manh, hién tuong dji lai co the xuat hién dudi dang viém da véi man do, cam giac nhu bi chich va
néng rat dir dgi. Piéu nay c6 thé ngfm ngua dugc bing cach giam diéu trj mt cach tir tir, ching han nhu tiép tuc diéu tr
gian doan tung dot trude khi ngimg diéu tri.

Glucocorticoid c6 thé thay doi bé ngﬂal ctia mot sO ton thuong va khién viéc thiét 1dp mot chan doan day du tré nén
kho khén va cling ¢6 thé lam cham viéc chira lanh.

Cac ché pham dung tai chd ESOJAY khong dung cho mit, bao gom mi mit, vi nguy co rat hiém gép cua bénh tang
nhdn ap simplex hnac duc thuy tinh thé dudi bao.

Roi loan thi glé’u: c6 thé duoc bao cdo khi sir dung corticosteroid toan than va tai chd (bﬂﬂ gom ca ndi khi quar.i, duong
ho hap va ni nhén). Néu bénh nhén cé cac l’l'lf;ll chu'ng nhu md mét hodc rm loan thi giac khac, bénh nhan nén dugc
xem xét chuyén dén bac si nhian khoa dé danh gia nguye:n nhén c6 thé gay roi loan thi giac, bao gnm duc thuy tinh thé,
tAng nhan ap hoic cic bénh hiém gé’lp nhu bénh viém mang ndo trung vong (CSCR) da duoc bao cao sau khi sirdung
corticosteroid toan thin va tai cho.

Hudng dan bénh nhén khung hut thudc hodc dén gan hira — nguy co bi bong niing. Vai (quan a0, giurong, bﬁng, )da
tlEp Xuc vai san phﬁm nay dé bi chay hon va 12 nguy co héa hoan nghiém trong. Giat quan 4o va ga givong cé thé lam
giam tich tu san pham nhung khong hoan toan loai bo no.

ESOJAY cé chira

- Benzyl alcohol c6 thé giy kich img tai chd nhe;

- Butylated hydroxyanisol va butylated hydroxytoluen c6 thé gay phan (g da tai chd (vi du: viém da dj img) hodc kich
ung mat va niém mac.

- Cetostearyl alcohol c6 the gay phan irng datai chd (vi du: viém dadi img)

- Prupyfen g!ycﬂf c6 thé gay kich mg da. I(h{mg str dung thudc cho tré em dudi 4 tuin tudi vai vét thuong hé hoic
vung da bi ton thuong lom (vi dy nhu bong) ma khong thong bao véi bac sihodc dugce si.

SU DUNG CHO PHUNU COTHAIVA CHO CONBU:

Phu nit co thai:

Tn:mg khi mang thai, viéc diéu tri bﬂng ESOJAY chinén dm;rc thuc hién theo chi dan cua bac si. Tuy nhién, nén tranh
viéc boi trén dién tich bé mit co thé 1on hodc trong mot thot gian kéo dai. Chua co du bang chung diy du vé ? an toan
trong thoi ky mang thai 6 nguoi. Vige boi tai cho corticosteroid cho dong vat mang thai c6 thé gy ranhimgb t thuomg
d6i véi su phat trién cia thai nhi bao gom hd ham éch va cham phat trién trong tr vong. Chua cé nghien curu day duva
duoc kiém soat tot vé ESOJAY ¢ phy nir mang thai va do d6 chua biét nguy co cua céc tic dong nay doi voi bao thai
cua ngum Tuy nhién, gidng nhur tat ca céc glucocorticoid béi tai chd, nén xem xét kha nang anh hudng dén su phat
tnf:n cua thai nhi do sy di chuyen cua glucocorticoid qua hang rao nhau thai. Vi vay, nguy co cua cac tac dong nay co
thé rat nho & bao thai cia nguoi. Glﬂng nhir cac glucucnrtlcmd boi tai chd khac, ESOJAY chi nén dugc sir dung ¢ phu
nir mang thai khi loi ich tiém tang vuot trdi nguy co tiém an doi voi ngudi me hodc thai nhi.

Phu nit cho con bu: ,

Hién chua rd liéu viéc boi corticosteroid tai chd c6 thé din dén sy hﬁp thu toan than du dé tao ra lugng c6 thé phat hién
trong stra m¢ hay khong. Nén dung ESOJAY cho ba m¢ cho con bu chi sau khi xem xét cian than moi quan hé loi ich/
nguy co. Néu viéc diéu tri bang liéu cao hon hodc béi lau dai dugce chi dinh, nén ngung cho con bu.
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ANHHUONG CUATHUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khong c6 bao cao

TUONG TAC, TUONG KY CUA THUOC
Khong ghi nhan.

TAC DUNG KHONG MONG MUON CUATHUOC

Bang 1: Phan tng ¢6 hai lién quan dén meu tr1 dugce bao cao vo1 ESOJAY theo h¢ thong co quan
va tdn suat: Rat pho bién (21/10); phﬂ bién (>1/100, <1/10); khong pho blen (=1/1000, <1/100);
" hiém (>1/10.000, <1/1.000); rat hiém (<1/10.000,); khong biét (khong thé udc tinh tir dix liéu ¢6
sﬂn)
' Nhiém trung va nhiém ky sinh triing
Khongrblet - Nhiém tring, mun nhot
Rat hiem - Viém nang 16ng
Roi loan hé than kinh B
Khong biét Di cam
Rat hiém Cam giac nong rat
R6i loan da va mé dwéi da
- Khéng biét | Viém da tiép xic, giam sic to da, ram 1ong, ran da,
| |  viém da_dang mun, teo da B
Rét hiém | Ngira d
Roi loan chung va tai cho noi bdi thuoce
Khnng biét Pau noi boi thude, phan ung noi boi thude.
Roi loan mit
' Khdng biet - Tam nhin bi m¢

Cac phan tng c6 hai cyc bd xay ra khong thuong xuyen dugc bao cao vai corticosteroid tai chd boi ngoai da
bao gobm: kho da, kichung, wem da, viémda quanh mlcng, tham udtda, romsay va chu‘ng g1an mao mach.
Bénh nhico thé thé hién sy man cam 16n hon d6i vai su tre ché truc dudi doi - tuyen yén - thugng thén va ho
chimg Cushing do corticosteroid tai chd so vdi bénh nhan trudng thanh do ti s6 dién tich bé mat da/ trong
lugng co thé 16m hon.

Piéu tri corticosteroid man tinh ¢o thé gy tré ngai cho su tang tn.rcmg va phat trién cua tré em.

Céc truong hop ting huyét ap ndi so lanh tinh da duge ghi nhén véi corticosteroid.

Théng bdo vai badc sinhiing tac dung khong mong muon gap phai khi s dung th uoe

QUA LIEU VA CACH XU TRI

Vigc sir dung kéo dai, qua mirc cac corticosteroid tai chd c6 thé irc ché chire nang truc dudi doi - tuyén yén —
thugng thin dan dén suy thugng than thir phat thuong hoi phuc duoc.

Neu Sy re ché truc HPA dugc ghi nhan, can co gang ngimg st dung thude, giam tan suat boi thude hodc thay
thé bing mot steroid kém manh hon.

Ham lm;rng steroid ctia mdi tuyp la rat thap, do viy co rat it hodic khong c6 tac dung ddc hai trong trudng hop
vO tinh nuot phai.

PAC TINHDUQC LUCHQC

Momemson furoat USP

Nhém diéu tri liéu phap: corticosteroids, da licu.

MaATC: DO7ACI13.

Mometason furoat c¢é tac dung chong viém va tri bénh vay nén trong cac mo hinh du doan dong vat chuan.
Pinh lugng dau kho sim & chut, mometasone tuong duong voi betamethason valerat sau khi sirdung 1 lan
va manh hon khoang 8 1an sau 5 1an sir dung.

0 chudt lang, mometasone manh hon gap hai lan so vGi betamethason trong viéc giam chimg day 16p gai
biéu bi do m.ovalis gy ra (tirc 1a chong vay nén) sau 14 lan str dung.

PACTINH DUOC PONG HQC

Cac nghién ctru duge dong hoc da chira rang hap thu toan thén 1a toi thIELl sau khi boi thude m&
mometason furoat 0,1%, khoang 0,4% liéu dugc st dung & dan Ong, phan 16n trong s6 d6 dugc thai trir
trong vong 72 gi¢ sau khi sir dyng. Dic tinh cua cac chit chuyén hoéa 1a khong thé thuc hién duoc do
chi ¢6 lugng nho trong huyet trong va chat thai.

QUY CACHPONG GOI
Hop chua | tuyp x 15g.

DPIEU KIEN BAO QUAN
Bao quan noi kho mat, du¢i 30°C. Tranh anh nang, khong durgc bao quan lanh.
PE THUOC TRANH XATAM TAY CUATRE.

HAN DUNG
36 thang ké turngay san Xuat.
S6 l6 san xum‘ (Batch No.); Ngay san xuat (Mfe. date); Han dung (Exp. date): Xin xem trén nhan hgp.

KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN.

TIEU CHUAN CHAT LUQNG: USP43 NF38 & NSX

TEN, PIA CHI CUACO SO SAN XUATTHUOC
AUROCHEM LABORATORIES (INDIA) PVT. LTD.
Plot No. 8, Palghar Taluka IND. Co-op. Estate Ltd.,
Boisar road, Tal. Palghar, Thane 401404,

Maharashtra state, An Do.




