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OUANDERMA.C
Clobetasol ProPionat 0,05 %
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HTIoNG uAN stl ngNc rHuoc
Rx Kem bdi da QUANDERMA- C

Dd xa fim ny td em

Egc kj hrdng ddn sft dqtng trtdc khi dilng

Thudc ndy chi dilng theo sqt k0 tlon cfia bdc si
Thing bdo ngay cho btic si ho{c dwqc si
nhftng tdc dyng khilng mong mudn gqp phdi khi sft dltng thudc

Thirnh phAn:

- Thirnh phin dugc chdt: Clobetasol propionat 0,05 o/o

- Thirnh phAn td dugc: cremophor RH 40, propylen glycol, polawax gp200, cetostearyl alcohol,

vaselin, parafin dAu, benzyl alcohol, glycerin, nu6c tinh khi6t'

D?ng bio ch6: Kem b6i da.

Chi ilinh:
eUANDERMA- C ld corricosterol dirng tpi ch6 c6 hiQu lqc r6t cao dugc chi tlinh cho ngudi l6n,

ngudiruo tu6i vi tr6 em trdn l2tu6i nhim ldm gi6m c6c triQu chirng vi6m vlr ngira cria c6c bQnh da

d5p ung v6i steroid. cric bQnh niy bao g6m: bQnh viy n6n (trt d4ng m6ng lan rong); vi6m da dai

aang f.frO chira; lichen phing; lupus ban do d4ng ila; c1cbQnh da kh6c kh6ng d6p ring thoa cl6ng vdi

c6c steroid hiQu lgc th6P hon.

Lidu luqng vir cich dirng:
Dang kem dac biqt thich hqp cho c5c b6 mat da Am ucrt ho{c ri dich, ngudi l6n, ngudi cao tu6i vd

tr6 em tron 12 t"t' 
,^ wnq nhe'ria r=rir rt6 nhri kfn hodn todn vi in/ ngdy cho tdi 4

Boi mQt l6p mong vd xoa nhg vira <ltr dC phri kin hodn todn virng da b! bQnh 1- 2 L

tuAn d6n khi tinh tr4ng dugc cai thien, sau d6 gi6m s6 ldn sri dgng hopc chuyOn sang diiru tri bing

thui5c c6 hieu luc th6f fron. Sau m6i lAn boi, giir cho thudc du thdi gian h6p thu vdo da tru6c khi boi

thut5c lim mtim da. c6 thc lap lai c6c dgt di6u trlngin v6i QUANDERMA- C ac ncm so6t c6c dgt

birng ph6t' 
- hm cqno rhrrrmo kh6 chirn r{nc hi6t khi iu cAn, c6 the tdng

Trong nhirng trudng hQp sang thuong kh6 chta, d4c biet khi c6 tdng sirng h6a, n€

cudng t6c dgng criathu6c bing c5ch blng kin virng di6u tribing mdng phim polythene' Th6ng

**]r, .r,i tAI bdng kin qua d6m li d0 dem lai d6p ring mong muon. Sau d6, thuong chi cAn b6i

thu6c md khOng blng kin v6n duy tri dugc su c6i thiQn'

N6u tinh tr4ng bQnh xAu di hoflc kh6ng cai thiQn trong vdng 2-4 tudn,n0n d6nh gillai di6u tri vd chAn

do6n. Kh6ng k6o ddi di6u tri qu6 4 tuAn. N6u cAn thitit di6u tri ti6p tgc, n€n sr} dung thu6c c6 hiqu lUc

th6p hon. Li6u m6i tuAn t6i da kh6ng qu6 50 g/tuAn.

Ch6ng chi tlinh:
C6c trudng hqp sau: c6c nhi6m khuAn da chua dugc <li6u tri, bQnh tr(mg c6 d6 rosacea, mpn

trimg cii, ngira nhmg kh6ng viem, ngira quanh hiu m6n vdr vtrng sinh duc, vi6m da quanh miQng, qu6

m6rw6i thu5c, nhi6m virus, nhi6m n6m, bQnh viy n6n d4ng m6ng lan r01g. 
2. . ,

Ch6ng chi dlnh dirng eUANDERMA- C trong c6c bQnh da o tr6 em du6i 12 tu6i, ke ca vi€m da'

Cinh b6o vh thin trqng il{c biQt:

Thfln trgng khi sir dqng eUANDERMA- C o bQnh nh6n c6 ti€n su qu6 m6n t4i ch5 v6i

corticosteroid hoac voi b6t []ia auq. niro cira thu6c. c6c ph6n ring qu5 mdn t4i ch5 c6 the tuong tq

c6c triQu chimg cria bQnh dang didu tri. Bi0u hiQn tdng cortisol (hQi chung Cushing) vd su ric ch6

thufln nghich trgc dudi doi- tuytln y6n- tuy6n thuqng than (HPA), dan t6i thitiu glucocorticosteroid, c6

th6 x6y ra o m6t vai bQnh nh6n do tdng h6p thu tointh6n steroid dilng tai ch5. N6u ph6t hiQn th6y mQt

, ,.4
trong cac Dreu nrgn tr6n, ngtmg dnng thuOc dAn ddn bing c6ch gi6m sO lAn b6i hopc thay thO bang

corticosteroid c6 hiQu tp" tt Spt on. Ngirng thudc dQt ngQt c6 th€ ddn di5n thii5u glucocorticosteroid .
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Trd em: TrO em dE bi teo da khi dirng corticosteroid tai ch5. T16 em c6 th6 h6p thu mQt phAn

corticosteroid dirng tqi ch6 nhi6u hon so vdi ngudi lon vi do d6 d6 gap t6c dgng kh6ng mong mu6n

toin thdn hon. Di€u ndy ld do tr6 em c6 hing rio b6o vQ da cdn non not vn tf lQ diQn tfch bA m{t so

v6i c6n nflng cao hon ngudi lon. Ntiu cAn dirng thu6c niy cho trd em, k*ruyi5n c5o n6n gi6i hpn di6u tr!
chi trong vii ngiy vd ki6m tra hing tuAn.

Nguy co nhidm fiilng do bdng h{n: Di€t ki6n 6m, Am t4i chc ndp g6p cria da ho{c khi da b! b6ng kfn

tpo thufn lgi cho sg nhiSm khuAn, cAn hm s4ch da trudc khi bdng kfn.

Diiu tr! vdy ndn: Thfln trgng ktri dirng corticosteroid tai chd vi cAn phii theo d6i bQnh nhdn cAn thfln

khi tti6u tri bQnh vAy ntin vi d5 c6 b6o c6o mQt sO trulng hqp t6i ph6t, tdng dung n4p, nguy co viy n6n

mgn mt toin thdn vd tdng tIQc tinh toan thdn ho{c t4i chd do hdng rdo b6o vQ da bi t6n thuong.

Nhi6m khudn kim theo: NOn dtrng ktr6ng sinh thich hqrp k}ri c6c tl5n thuong vi6m dang <tiAu tri bi
nhi6m trung, n6u lan rQng cin ngirng bdi corticosteroid t4i ch5.

Vdt toit mgn tinh 0 chdn: Corticosteroid t4i cn6 AOi khi duo. c sti dgng OC AiAu tr! vi6m da quanh v6t

lo6t m4n tinh 0 ch0n. Tuy nhi6n, viQc sr} dgng niy c6 th6 lim t6ng xhy rac6c ph6n img qu6 m6n vi
nguy co nhi6m trung t4i ch6.

BOi thudc tOn mrtt: Kh6ng n6n b6i thuiSc trOn m[t vi da virng niy dE bi teo. N6u sr] dgng tr6n m{t,
n6n gi6i h4n tli6u tri chi trong vdng vii ngdy.

Bbi thu6c tAn mi miit'N6u b6i thudc vio mi mit, cAn th4n trgng tt6 thu6c kh6ng vdo mit vi tiiSp xric

nhi6u l6n c6 th6 ddn t6i <luc thty tinh th6 vi glaucoma.

Khd ndng sinh sdn: Kh6ng c6 dt liQu danh gi6 6nh hu0ng cria corticosteroid t4i chd l6n khi ndng

sinh sdn 0 nguoi.

Thai kjt: Dt liQu vG st dgng tr6n phg nfr c6 thai cdn h4n chi5. Sri dgng corticosteroid t4i chd tr6n dQng

vft mang thai c6 th6 g6y b6t thuong aOi vOi sy ph6t tri6n bdo thai. MOi li6n quan cta ph6t hiQn ndy
ti

vor nguor van cnua dugc x6c lfp. Chi cdn nhic srl dgng trong thai kj n6u lqi fch mong dgi cho mg

vugt trQi nguy co O6i vOi thai nhi. N€n sr? dgng lugng thu6c it nhdt trong thdi gian diAu tri ngEn nh6t.

Cho con brt: Ydnchua bii5t liQu dirng corticosteroid tpi ch5 c6 th6 d6n t6i h6p thu todn thdn <tir d6

lugng thu6c bni ti6t vio sira mg c6 th6 ph6t hiQn tlugc hay kh6ng. Chi n6n c6n nhic stl dpng trong

thdi gian cho con bri n6u lgi (ch mong dgi cho mg vugt trQi nguy co d6i v6i tr6 vi kh6ng nOn b6i

thu5c vio bAu v[ <t6 tr6nh cho tr6 nu6t phai thu6c.

Anh hwhng l1n khd ndng ldi xe vd vQn hdnh mdy mdc: Chuac6 nghiOn criu dSnh gi6 inh huong ctra

thu6c QUANDERMA- C dirng tpi ch6 l6n ktri ndng l6i xe vi vQn hanh m6y m6c.

Tuong tic thu6c:
Dirng it6ng thdi v6i c6c thu5c fc ch6 CYP3A4 (vi dg: ritonavir vi itraconazol) dd cho th6y r?c chri

chuy6n h6a corticosteroid, d6n t6i ting phoi nhi6m todn th6n. Mrlc ttQ tucrng t6c c6li6n quan tr6n l6m

sing phg thu$c vdo lidu dirng, tludrng dirng cria corticosteroid vd hiQu lgc cria thu6c ric chi5 CYP3A4.

Tuong ky cria thuSc:
Do kh6ng c6 cdc nghiEn cfu v6 tinh tuong ky cta thuiSc, khdng trQn l6n thu6c niy v6i c6c thuiSc kh6c.

T6c dgng kh6ng mong mu5n (ADR):
Nhi6m fiilng vd nhi6m kj sinh trilng: R6t hitim nhi6m trung co hQi

n6i bqn hQ mi6n dich: Rithi6m qu6 m6n tpi ch6

ndi bgn nQi fi&: n6t nit5m r?c ch6 tryc dudi il6i-tuyi5n y6n-tuy6n thugng thfn (t4rc HPA):
C6c dflc <ti6m gi6ng hQi chtmg Cushing: (v( dp m{t trdn nhu mflt trdng, b6o phi d virng trung tdm co
th6), ch{m tdng c6n/ chfm lon 0 tr6 em, lodng xuong, glaucoma, ting tluong huyiit/ glucose niQu,

ilgc thriy tinh th€, tdng huy6t 6p, t6ng cdn/ b6o phi, gi6m ndng ttQ cortisol nQi sinh, h6i, t6c gdy rpng.

ndi bqn da vd mO droi da:
fhA btdn e 1/100 vd <t/10): Ngria, dau dal bong da t4i chd

Khdngph6 biAn Q1/1.000vd <I/100):Teo da*, r4n da*, gi6n mao mpch*
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niit htAm 61/10.000): Mong da*, da nhdn*, da kh6*, thay d6i slc t6 da*, r6m l6ng, trAm trong th6m

c6c triQu chimg tiiim An, vi€m da ti6p xric dl tmg/ vi6m da, vdy n6n c6 mt, ban d6, ph6t ban, mdy day,

mpn trimg c6.

Rdi loqn todn thdn vd tqi cnd mt thu6c: Riit hi€m (< t / I 0.000) : Daul r6t ch5 b6i thu6c
*inh hfing th* phdt ffAn da do tdc dqtng todn thdn vd/ hodc tqi chd cila sry uc chd trqc duoi d6i-tuy1n
yAn-tuydn thuqng thqn (trUc HPA).

Thing bdo cho btic s! nhtrng tric dqtng khilng mong mudn gfrp ph,rti khi str dqtng thudc

Qu6 fidu vdr xfr tri:
Qud liiu: QUANDERMA- C dtrng t4i ch5 c6 th6 tlugc h6p thu mQt lugng dri tlC gdy t6c dung todn

thdn. Qu6li6u cd'p tinh hAu nhu kh6ng xity ra,tuy nhi6n, trong trudng hqp qu5liOu m4n tinh ho[c lpm

dgng thu6c, c6c bi6u hiQn tdng cortisol c6 th6 xdy ra (xem Tdc dung kh6ng mong muiin).
Diiu tr!: Trong trudng hqp qu6liAu, n€n ngtrng su dgng thui5c dAn dAn bing c6ch gi6m sd lAn ding
thuiSc ho{c thay thti bing mQt corticosteroid, c6 hiQu lgc th6p hon do c6 nguy co thii5u

glucocorticosteroid. C6c ki6m so6t chuyOn sdu hcrn n€n dga theo chi dlnh l6m sdng ho{c khuytin c6o

cta trung t6m chi5ng dQc qu6c gia, n6u c6.

Dugc lgc hgc:
Md ATC: D07AD Nh6m corticosteroid, hiQu lgc r6t cao (nh6m IV)
Co chd ttic dqtng: Corticosteroid tpi ch5 tric dgng nhu ch6t ch6ng vi6m th6ng qua nhi6u co ch6 ftc ch6

phin ung di ung pha muQn bao giim gi6m mqt ttQ ti5 bao mast, gi6m h6a ung tlQng vi hopt h6a bpch

cAu 6i toan, gi6m sin sinh cytokine tir t6 bao lympho, ti5 bao mono, tti bao mast vd b4ch cAu 6itoan,

vd ric chti chuy6n h6a acid arachidonic.

Ttic dqtng drqc lyc: Corticosteroid tpi ch5 c6 d4c tinh ch6ng vi6m, ch6ng ngria vd co m4ch.

Dugc tlQng hgc:
Hdp thu: Corticosteroid tpi ch5 c6 th€ dugc h6p thu todn thdn qua da ldnh binh thudng, mfc dQ h6p

thu qua da phq thuQc vio nhiAu y6u t0, bao g6m tri dugc vi tfnh nguyCn vgn cta hdng rdo bi6u bi da.

Bdng kin, vi6m val ho{c c6c b6nh tr€n da khric cffng c6 the lam t[ng h6p thu qua da.

Phdn b6: ViQc srl dgng c6c ti6u chi du-o. c lgc hqc de tl6nh gi6 phoi nhi6m toin th6n cta corticosteroid

t4i ch6 li cAn thi6t vi n6ng ttQ tuAn hodn th6p hon hin n6ng d0 c6 th6 ph6t hiQn duo. c thu6c.

Chuyin hda: Khi dugc h6p thu qua da, corticosteroid t4i ch6 trii qua qu6 trinh du-o. c dQng hqc gi6ng

nhu corticosteroid dirng todn th6n. Thu.Sc dugc chuy6n h6a chir ytiu O gan.

Thdi trir: C6c corticosteroid tpi ch6 dugc thii trir qua th4n. Ngoii ra, mQt s6 corticosteroid vh ch6t

chuytin h6a cria chfing dugc th6i trir qua mit.
E6ng g6i: HQp l tuyp 59. HQp I tufp l0g. HQp I tufp l5g. HQp I tuyp20g.

Bio quin: DO noi kh6 16o, tr6nh 6nh sring, nhiQt <tQ khdng qu6 30 
0C.

H4n dirng: 36 th6ng k0 tu ngiy s6n xu6t.

Ti6u chuAn: TCCS.

cONc ry cO rHAN Dr/qc rHAM eUANG BiNH
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