Rx & -
THUOC MO CLOBETSONATE
(Clobetasol propionat)

Cic diu higu huu § & khuyén do:

B kFF Inrimg din sie dung triroe khi ding.

Bé xa tdm tay tré e m,

Thang hio ngay che bde si hode dupe sTnhitng phan tmg od hai H&PP‘* i khi sik dung thuoe.
Thude nay clii ding theo dom thuoc

Thuoc dung ngedi, iy nap cdan thin sau khe ding.

Néu can thém thong tin, xin héi ¥ kidn bdc si.

1. Thinh phin cong thire thube:

Thanh phdn dicge chir: Clobetasel proprionat USP 0,05 %w/iy )
Thanh phdn td digrc: Propylene glveol BP, sesquioleate sorhitay BP, phenylethy! alcohol USF, parafin tring mém BP.

2. Dang baoché: §

Dang bao ché: Thude ma ) {

MG iz Thudc mé trong miv, mavu triing, trom, khing c6 tap chit

3, Chidinh didu tr] | ,

Viy nén (ngoai tnr viiy nén dang mang lan rdng), chim dai dang kho chite, Liken phang, Lupus ban 46 hinh dia vi mit so bénh da khac khdng dép img vin cie
steroid oo hogat tinh k&m hom.

4. Litu lwgng vi cach diing iy = 4 ) ; ' )

RBai thudc thanh 1ép méng mét hugmg nho thude 18n ving da bj bénh 1 dén 2 lin moi ngdy dén khi thay c6 diu higu cai thi¢n. Ngung diing thudc khi 43 dat higu
qui diéu trj. Khong nén diéu tri lién tue qua 4 tuiin ma khang kiém tra tinh trang hénh nhiin. Co thé lip lai cdc dot diéu u!ngan han dé diéu trj che dot bénh tré
lai trdm trong. Khéng khuyén cdo diéu trj bing thudc ndy trong thini gian dai. Vige dp dung k§ thudt bing ép duge khuyen cdo trong cac tnrdmg hop dé khang

ndng.
5. Ching chi djnh
Man cam v bat kv thanh phiin nie cia thube .
Che truomg hop khang nén diéu trj vii clobetasol nhur nhiém tming da khing didu tri, bénh vily nén, myn tnimg cd, ngira nhung khong viém, viém da quanh
miéng, bd phin sinh duc, hju mon; trong diéq try viém tai ngodi khi mang nhi b thing
Clobetasol ching chi djnh & trénhd dud 1 tudi, buo gom viém da va him th.
6. Che trwomg hop thin trong khi dimgllmﬁm
Trénh diéu trj kéo dii rén mjt. Chi § khong d¢ thude vty vio mAt vi ¢d the piy glaucoma, Nén tranh dung thude mé Clobetronnte kéo dai, djc bidt 1151 trén lfé
em, vi co thé gly e ché tuyén thgng thiin. Sy teo da o the Ady ra ki divu ey keo did. Can (hin trong khi boi thudc len mi mit, Bénh nhiin dm{r dliu tri vy
nén bing l.hugc nay cn dwoe theo ddi tinh trang bénh nhin, Sang thuong conhiém tring rén'ilﬁoc dieu tri hﬁ'nlz khirng sinh dlll't;f'l‘lg rf-én [h:':::. Kh_: nh}rm lnmg
lan rong, clin ngumg diing thube md Clobetsonate. Vige dp dung k¥ thuiit bing &p cé thé tao didu kién cho nhiem khudn phit tridn. Ding thude dign rjng ca the
Lim tiing nguy co min cdm da do tidp xic, ) .
Thube m Clobetsonate ¢é chire propylen glyeol b thé gy kich img da.
7. Sirdung thude cho phy air cb thal vicho con bi
Phy nircd thal
Phén lopt thai san: C I
Khdng nén bdi qud nhibu steroid tic dung tai ckd & phu nirmang thai.
Che con bii !
Diing corticosteroid tic dyng tai chd o thé giy m sir hilp thu tean thin vii lugng c6 (he phit hién drge trong sim me chia duge biét. Luong corticosteroid
dnhl':,’gle'prﬂ;;:hu m;nmn dirgc bii tiét vo sira me khdng di dé ghy tae d60g b hgi cho tré. Tuy nhida, nén thin trong khi ding corticosteroid tic dung tai chd cho
phunitchoconbi.
8. Anh horomg 1én khi nling 14l xe va vin hanh mdy méc
Chua ¢ biing chimg vé dnh hudmg ciia thube md Clobetsonate 1én khd niing |4 xe vt viin hanh méy mbe
9. Twong tde, twong ky cia thuiic
Tuong tac vai céc corticoid duemg diing khic:
Cae thude sir dung ddng théi ¢ the e che CYP3A4 (vi dn ritonavir vi itraconazole) da duge chimg minh 1 irc ché sy chuyén héa cita corticosteroid din 16
E'UY p;vﬂtzhiém todn thin Mirc 4§ twomg tac ndy ¢4 1ién quan dén lam sing phy thude vio lidu va dudmg ding cla corticosteroids va higu lire ciia chét ire ché
Tuong ky: Do khong ¢b cic nghién cim vé tinh trong ky ciia thube, khéng trén |an thude ndy voi cac thude khac
10. Tic dyng khéng mong muiin
Ditu tri kéo dai vai hegng lom thudc hay diéu tr trén dién rong da c6 thé din dén trigu chimg cia tinh trang cuémg v thugng thin. Diéu trj kéo ddi cling c6 thé
gdy teo danbw mong da, vétnirt da, dan cic mach méu b& mit. Thay d8i mau da. Rim long. Qua min. Tinh trang niing thém céc trigu chimg cothé xiyra, Diéu
trj (hodc ﬂgﬂuﬂgdiéﬂ trj) vy nén 6 thé gy nén dang mun mi ciia bénh.
11 Qui lien va edeh xir tri
Nén kiem tra ngay khi nghi ngé bj qua lidu thuée ma Clobetsonate
12. Dic tinh dwge lyre hoc
Tuemg ty cie corticosteroid tai chd khao, clobetasol propionat ¢6 tinh khang viém, tr ngire vA co mach, Hign chira rd ca ché khang viém cua cic steroid tai
cho. Tuy nhién, corticosteroid dugecho li tie dong thong aua céc protein (e che phospolipase A2, goi chung 14 lipocortins. Cac protein ndy kiém sostsysinh
tang hgp cic chit trung gian giy viém manh, nhy prostaglandin vi leucotrien bang céch e ché sy phong taich acid arachidonic, mét tién chat chung cia
prostaglandin va leucotrien. Acid arachidonic d:roc phéng thich tir ming phospholipid nha phospholipase A2,
13. Djc tinh dusoe djng hoc
Hépthu . )
Ce corticosteroid ding ngoii cé thé duge hip thu todn thin qua dn manh v nguyén ven. Mire 46 hip thu qua da cii corticosteroid i s xdedy
bési nhidu yéu 6, bao gfm ta duge va si toan ven cia 1ép bidu bi. Sir thodi hoa, §:Em \-.-'ﬁumc cde l:'énhpth:cu;rén dacling cd thé lim tﬁ:znhqn:%mt;‘q?:%;m o
N_&“B a6 dinh trung binh cila clobetasol propionate trong husyét tuong 14 0,63 nanogram/mL xay ra trong mdt nghién cin tam gidr sau khi ding 1in thit hai (13
gitr sau khi ditng lieu diu) thudc mir clobetasol propionate 0,05% lidu 30g cho ngwren Hinh thuémg cd da khde manh, Sau khi ding liéu thir hai clobetasol
gglp:;;i:;‘ ?:ﬂ?enm i;;mal.;é: i:luhﬁu néng 33, |: inh tr:ngétt.i h troiiz huyét nrang cao hom mat chiit so v dang thude mi va x2y ra sau khi dong 10 gior. Tron
g ] rong huy€t tuong van knoang 2 I nanogram/mL va 4,6 'L xiy r tuong img & i ;
cham ::;nkhi ditng lidu duy nhét thudc m%u]uhc!asugl prgpionnu%i.aﬂ,-, ;5; < RSP RR LI St bk wika vhy gy
Phin ba:
I;ia:gd';;%;t f&iﬁm&‘&“ dénh gid phai nhiem todn thn c (s corticosteroid diing ngodi 14 cdn thiét vi ndng 45 tudn hoan thip hon ding ké so
Chayén hda:
ﬁgﬁn@ hﬁp thu qua da, corticosteroid diing ngodi tri qua qui irink dirge dGng hoe gidng nhu corticosteroid ding toan than, Thude dirge chuyén hoa chi
Tl trie:
4 =8 i - T . ;: .
g':rg:lﬂ;ﬁ':;i %“:;5:%;5' ;m l:i' trir qua thiin. Ngoii ra, mdt s6 cortigosteroid va chit chuyén hoa cita ching duge thai trir qua mit.
Tugp nhom chira 1 5 g thude mé. Hép carton chiza | tuyp kém theo ty z
15.’3;@.. kién b quin, ban ding, tiéu chufin chit lfwg cia mq&m; -
Bidukign bao quan: %au quén & na hgé mit, iranh dnh sfng, dudgi 207¢,
Han dung: 24 thing ké trngdy san xuat.
=R Hﬂd(lgg sau khi mé ndp: 06 thang.

Tidu chuin chit lwgng: USP

Nha san xudt: 04030N-01E
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