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Topical cream/Kem bdi da
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3/ Nhan tuyp 10 g

Topical cream/Kem bdi da

QUANDERMA-C

Clobetasol propionat 0,05 %
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STORAGE:
In a dry place, protected from fight,
at a temperature not more than 30°C.
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5/ Nhan tuyp 15 g

Topical cream/Kem bdi da

QUANDERMA-C

Clobetasol propionat 0,05 %
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7/ Nhan tuyp 20 g

Topical cream/Kem boi da

QUANDERMA-C

Clobetasol propionat 0,05 %
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HUONG DAN SU DUNG THUOC
Rx Kem b6i da QUANDERMA- C

Dé xa tam tay tré em

Doc kj hwéng dan sie dung trudc khi ding

Thudc nay chi ding theo sw ké don ciia bdc si

Thong bdo ngay cho bdc sy hodc dugc sy

nhitng tdc dung khong mong mudn gdp phai khi st dung thubc

Thanh phén:

- Thanh phin dwoc chét: Clobetasol propionat 0,05 %

- Thanh phén ta dwge: cremophor RH 40, propylen glycol, polawax gp200, cetostearyl alcohol,
vaselin, parafin dau, benzyl alcohol, glycerin, nuéc tinh khiét.

Dang bao ché: Kem bbi da.

Chi dinh:

QUANDERMA- C la corticosterol dung tai chd c6 hiéu lyuc rat cao duge chi dinh cho ngudi 16n,
ngudi cao tudi va tré em trén 12 tudi nhdm 1am giam cac triéu chimg viém va ngira cua cac bénh da
dép g vdi steroid. Cac bénh nay bao gdm: bénh vay nén (trir dang mang lan rong); viém da dai
ding kho chira; lichen phéng; lupus ban d6 dang dia; céc bénh da khac khong dép (g thoa déng vdi
céc steroid hiéu luc thép hon.

Liéu lwong va cach dung:

Dang kem dgc biét thich hgp cho cac bé mit da Am w6t hodc ri dich, ngudi 16n, ngudi cao tudi va
tré em trén 12 tudi.

Bbi mot 16p mong va xoa nhe vira dii ¢ phi kin hoan toan viing da bi bénh 1-2 1an/ ngay cho t6i 4
tudn dén khi tinh trang dugc cai thién, sau do giam s6 1an str dung hodc chuyén sang didu tri bing
thuéc ¢6 hiéu lyc thip hon. Sau mdi 14n bdi, giir cho thubc du thoi gian hap thu vao da trude khi boi
thube 1am mém da. C6 thé lap lai cac dot diéu tri ngén véi QUANDERMA- C dé kiém soat céac dot
bung phat.

Trong nhitng trudng hop sang thuong kho chira, dic biét khi c6 tang simg hoa, néu can, co thé ting
cuodng tac dung cia thudc bang cach bang kin ving diu tri bing mang phim polythene. Thong
thudng, chi can bang kin qua dém la du dem lai dap irmng mong mubn. Sau d6, thuong chi cn boi
thudc ma khong bang kin van duy tri dugc sy cai thién.

Néu tinh trang bénh xAu di hodc khong cai thién trong vong 2-4 tudn, nén danh gia lai didu tri va chan
doan. Khong kéo dai diéu tri qua 4 tuin. Néu can thiét didu tri tiép tuc, nén sir dung thude ¢ hiéu luc
thAp hon. Lidu mdi tuan t6i da khong qua 50 g/tuan,

Chong chi dinh:

Céc trudng hop sau: cac nhidm khuén da chua duoc diéu tri, bénh trimg cé do rosacea, myn
trimg c4, ngira nhung khong viém, ngira quanh hiu mén va ving sinh duc, viém da quanh mi¢ng, qua
man véi thubc, nhidm virus, nhiém nim, bénh vay nén dang mang lan rong.

Chéng chi dinh ding QUANDERMA- C trong céc bénh da & tré em du6i 12 tudi, ké ca viém da.
Canh bao va than trong dic biét:

Than trong khi sir dung QUANDERMA- C & bénh nhén c6 tién sir qua man tai chd véi
corticosteroid hodc v&i bat ky ta dugc nao cua thudc. Cac phan g qué man tai chd c6 thé tuong tu
céc triéu chirg cta bénh dang diéu tri. Biéu hién ting cortisol (hoi chimg Cushing) va su trc ché
thuan nghich truc dudi ddi- tuyén yén- tuyén thugng than (HPA), dAn t6i thiéu glucocorticosteroid, c6
thé xay ra & mdt vai bénh nhén do téng hép thu toan théan steroid dung tai chd. Néu phat hién thay mot
trong céc biéu hién trén, ngimg diing thudc dan dan bang cach giam s 14n boi hodc thay thé bang
corticosteroid c6 hiéu lyc thap hon. Nging thudc dot ngdt co thé dan dén thiéu glucocorticosteroid .
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Tré em: Tré em dé bi teo da khi diing corticosteroid tai chd. Tré em c6 thé hdp thu mot phan
corticosteroid duing tai chd nhiéu hon so v&i ngudi 16n va do d6 d& gap tac dung khéng mong mudn
toan than hon. Piéu nay 1a do tré em c6 hang rao bao vé da con non nét va ty 18 dién tich bé mait so
v6i can n3ng cao hon ngudi 16n. Néu can dung thude nay cho tré em, khuyén céo nén gidi han diéu tri
chi trong vai ngay va kiém tra hang tuan.
Nguy co nhiém tring do bdng kin: Diéu kién 4m, 4m tai cac nép gip cua da hoic khi da bi bang kin
tao thuan loi cho su nhiém khuén, can lam sach da truée khi bang kin.
Diéu tri vay nén: Than trong khi dung corticosteroid tai chd va can phai theo dbi bénh nhén cén than
khi diéu tri bénh vay nén vi da c6 bao cdo mot s trudng hop tai phat, ting dung nap, nguy co vay nén
mun mi toan than va ting doc tinh toan than hoc tai chd do hang rao bao vé da bi ton thuong.
Nhiém khudn kém theo: Nén dung khang sinh thich hop khi cac ton thwong viém dang diéu tri bi
nhiém tring, néu lan rong can ngirng bbi corticosteroid tai chd.
Vét loét man tinh é chdn: Corticosteroid tai chd dbi khi duoc sir dung dé diéu tri viém da quanh vét
loét man tinh & chan. Tuy nhién, viéc sir dung ndy c6 thé 1am ting xay ra cac phan ng qua min va
nguy co nhiém tring tai chd.
Béi thudc trén mdt: Khong nén bdi thude trén mit vi da viing nay d& bi teo. Néu sir dung trén mit,
nén gidi han diéu tri chi trong vong vai ngay.
Béi thudc trén mi mdt: Néu bdi thudc vao mi mét, cin than trong dé thudc khong vao mit vi tiép xtic
nhiéu 1an c6 thé dan t&i duc thiy tinh thé va glaucoma.
Khd ning sinh san: Khong c6 dir liéu danh gia anh hudng clia corticosteroid tai chd 1én kha nang
sinh san & nguoi.
Thai ky: Dit liéu Ve str dung trén phu nir c6 thai con han ché. Sir dung corticosteroid tai chd trén dong
vat mang thai c6 thé gy bét thudng dbi vai su phat trién bao thai. Méi lién quan cua phat hién nay
v6i ngudi van chua duge xac 1ap. Chi can nhic sir dung trong thai ky néu loi ich mong doi cho me
vuot trdi nguy co di véi thai nhi. Nén sir dung luong thudc it nhat trong thoi gian diéu tri ngan nhét.
Cho con bii: Vin chua biét liéu ding corticosteroid tai chd c6 thé din t&i hdp thu toan than du dé
lrgng thudc bai tiét vao sita me c6 thé phat hién dugc hay khong. Chi nén can nhic st dung trong
thdi gian cho con bi néu loi ich mong doi cho me vuot troi nguy co ddi véi tré va khong nén boi
thudc vao bau vii d& tranh cho tré nudt phai thude.
Anh hwéng Ién khd ndng ldi xe va van hanh mdy méc: Chua c6 nghién ctru dénh gia anh huéng cia
thubc QUANDERMA- C diing tai chd 1én kha ning 14i xe va van hanh may méc.
Twong tic thudc:
Dung ddng thdi véi cac thude e ché CYP3A4 (vi du: ritonavir va itraconazol) di cho thay trc ché
chuyén hoéa corticosteroid, dan t&i ting phoi nhiém toan than. Mirc do twong tac c6 lién quan trén 1am
sang phu thudc vao liéu ding, dudng ding cia corticosteroid va hiéu lyc ciia thude rc ché CYP3A4.
Twong ky, ciia thudc:

Do khéng c6 cac nghién ciru vé tinh twong ky ciia thudc, khong tron 1dn thude nay véi cac thude khac.
Tac dung khéng mong mudn (ADR):
Nhiém triing va nhiém ky sinh tring: Rét hiém nhiém tring co hoi
Roi loan hé mién dich: R4t hiém qua man tai chd
Roi logn ngi tiét: Rat hiém trc ché truc dudi ddi-tuyén yén-tuyén thuong than (truc HPA):
Céc dic diém giéng hoi chimg Cushing: (vi du mat tron nhu mit tring, béo phi & viing trung tim co
thé), cham tang can/ cham 16n & tré em, lodng xuong, glaucoma, ting dudng huyét/ glucose niéu,
duc thuy tinh thé, ting huyét ap, ting can/ béo phi, giam ndng db cortisol ndi sinh, héi, toc giy rung.
Réi logn da va mé dwéi da:
Pho bién (>1/100 va <1/10): Ngira, dau da/ bong da tai chd
Khéng phé bién (>1/1.000 va <1/100): Teo da*, ran da*, gidin mao mach*
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Rat hiém (<1/10.000): Méng da*, da nhin*, da kho*, thay ddi sic t6 da*, rdm 16ng, trAm trong thém
céc triéu chig tiém 4n, viém da tiép xuc di img/ viém da, vay nén c6 mu, ban do, phat ban, may day,
mun trimg ca.

Roi logn toan thén va tai ché béi thudc: Rat hiém (<1/10.000): Pau/ rat chd boi thube

*4Anh hwong thir phat trén da do tac dung toan thdn va/ hodc tai ché cua sw tkc ché truc dudi déi-tuyén
yén-tuyén thuong thdn (truc HPA).

Théng bdo cho bdc sy nhitng tic dung khong mong mudn gdp phai khi sir dung thudc
Qus lidu va xir tri:

Qud liéu: QUANDERMA- C dung tai chd c6 thé duoc hép thu mot lugng du dé gay tac dung toan
than. Qua liéu cap tinh hau nhu khong xay ra, tuy nhién, trong truong hop qua liéu man tinh hodc lam
dung thudc, cac biéu hién ting cortisol ¢6 thé xay ra (xem Tdc dung khong mong muén).

Diéu tri: Trong trudng hop qué lidu, nén ngimg str dung thudc dan dan bang cach giam sb 1an dung
thudc hozc thay thé bing mdt corticosteroid, c6 hiéu luc thip hon do c6 nguy co thiéu
glucocorticosteroid. Cac kiém soét chuyén sau hon nén dua theo chi dinh 14m sang hoic khuyén céo
clia trung tim chdng doc qudc gia, néu co.

Dwgec lwe hoc:

Mi ATC: DO7AD Nhém corticosteroid, hiéu luc rit cao (nhém IV)

Co ché tic dung: Corticosteroid tai chd tac dung nhu chat chéng viém thong qua nhiéu co ché trc ché
phan (g di (mg pha mudn bao gdm giam mat do té bao mast, giam héa tmg dong va hoat héa bach
cu 4i toan, giam san sinh cytokine tir t& bao lympho, té bao mono, té bao mast va bach cdu 4i toan,
va trc ché chuyén hoa acid arachidonic.

Tdc dung dwoc le: Corticosteroid tai chd ¢6 dic tinh chong viém, chéng ngira va co mach.

Dugc dong hoc:

Hdp thu: Corticosteroid tai chd c6 thé dugc hap thu toan than qua da lanh binh thudng, mirc do hap
thu qua da phu thudc vao nhidu yéu tb, bao gdm ta dugc va tinh nguyén ven cia hang rao biéu bi da.
Bing kin, viém va/ hodc cic bénh trén da khéc ciing c6 thé 1am ting hép thu qua da.

Phdn bé: Viéc sir dung céc tidu chi dugc luc hoc dé danh gia phoi nhiém toan than ciia corticosteroid
tai chd 12 can thiét vi ndng do tudn hoan thip hon hin ndng do c6 thé phét hién dugc thudc.

Chuyén héa: Khi dugc hép thu qua da, corticosteroid tai chd trai qua qua trinh dugc dong hoc gidng
nhur corticosteroid dung toan than. Thudc dugc chuyén hoéa chi yéu & gan.

Thaii trir: Céc corticosteroid tai chd dugc thai trir qua than. Ngoai ra, mot s6 corticosteroid va chét
chuyén héa cua ching dugc thai trir qua mat.

Dong géi:  Hop 1 tuyp 5g. Hop 1 tuyp 10g. Hop 1 tuyp 15g. Hop 1 tuyp 20g.
Bao quan: D& noi kho rdo, tranh 4nh sang, nhiét do khong qua 30°C.
Han dung: 36 thang ké tir ngay san xuét.
Tiéu chuin: TCCS.
CONG TY CO PHAN DUQC PHAM QUANG BiNH
S6 46- Pudng Hitu Nghi - Phudong Bic Ly- TP. Déng Héi - Tinh Quang Binh
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