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SAME SIZE ARTWORK
CARTON SIZE: 108 mm x 29 mm x 21 mm

& PRESCRIPTION MEDICINE

Powercort

Clobetasol Propionate

CREAM

g

ICONGRAPHICS CODE:

PANTONE SHADE

Composition : Dosage, Administration & Batch No. : +
Clobetasol Propionate BP  0.05% w/w Oo:.ﬂ._:n_au.nozn ’
Cream base q.s. See package insert Mfg. Date : aQSB\E
Visa No. CAREFULLY READ THE UNVARNISHED AREA FOR
_<_w 3 P h INSERT BEFORE USE = wwn.m: $9d/MmIYY . 20 CODE & BATCH DETAILS
v e Keep all medicines H 52 mm x21 mm
Store below 30°C. Protect from light out of reach of children. ’
[ FOR EXTERNAL APPLICATION ONLY| %
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SAME SIZE ARTWORK , POWERCORT CREAM 15G, VIETNAM, SIZE: DIA 19 mm x 85 mm Length
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% PRESCRIPTION MEDICINE

Powercort

Clobetasol Propionate

CREAM

Composition :
Clobetasol Propionate BP  0.05% w/w
Cream base qs

Dosage, Administration &
Contra-indication: See package insert

CAREFULLY READ THE INSERT
BEFORE USE

Keep all medicines out of reach of children

Store below 3®*C. Protect from light.

It is dangerous to use this drug for a long
time and without Specialist supervision.
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FOR EXTERNAL APPLICATION ONLY

Mfg. Lic. No. NKD/543

Puncture nozzle seal with
piercing point of Cap.
MANUFACTURED BY:

G PHARMACEUTICALS LTD.
PLOT NO. E-37, 39, D-ROAD, MIDC.
SATPUR, NASHIK - 422 007.
MAHARASHTRA STATE. INDIA
@ Trade Mark
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Rx Thudc bén theo don

Kem POWERCORT

Clobetasol propionat
THANH PHAN
Clobetasol propionat BP 0,05% kl/KI.

Kem nén vira du (paraffin tring mém, paraffin 16ng, sap nhii hoa cetomacrogol, Propylen glycol, Methyl
hydroxybenzoat, Propyl hydroxybenzoat, Hydroxytoluen dugc butylat hoa, Dinatri hydrophosphat khan,
Natri dihydrophosphat (dihydrat), Nuc tinh khiét).

MO TA

Kem Powercort chira clobetasol propionat 1 mét corticosteroid tdng hop dugc halogen héa, ding ngoai
da @& diéu tri cac rbi loan da khac nhau nho vao tac dung glucocorticoid cua no.

DUQC LY LAM SANG
Dwge luc hoe

Clobetasol propionat 12 mdt corticosteroid ding ngoai da c¢6 tic dung manh. N6 ¢6 tac dung chéng viém,
tic ché mién dich va chbng tang sinh. Tac dung chbng viém 1a do giam su tao thanh, giai phong va hoat
dong cla cac chit trung gian gdy viém nhu kinin, histamin, cdc enzym cia liposom, prostaglandin,
leukotrien do d6 lam giam céc biéu hién ban d4u ciia qua trinh viém. Cac corticosteroid tfc ché sy bam va
i 4m thanh mach,
/lam giam sy thoat

di chuyén bach ciu dén cac ving tén thuong, lam dao nguoc su gian mach vi/ta
din dén lam giam sy tiép can cta bach ciu dén vung bi ton thuong. Téc dung co
mach huyét thanh, giam sung va giam kh6 chiu. Tac dung trc ché mién dich lam gi&m dap tng véi cac
phéan tng qua min ngay 1ap tirc va mudn (typ 111 va IV), d6 1a do su trc ché tac dung gy doc ctia cac phirc
hop khang nguyén va khang thé ngung dong & thanh mach tao ra viém mach di ing da; va do trc ché tac
dung cua cac lymphokin, té bao dich va dai thuc bao, ching cing nhau géy ra cac phan tmg viém da tiép
xuc do di tng. Thém vao do, cac corticosteroid céd thé ngén chén sy tiép can cta cdc bach cau T nhay cam
va dai thuc bao t6i t& bao dich. Tac dung chdng tang sinh lam giam ting san mé do bénh vay nén.
Clobetasol gdy cam tng cac lipocortin 1a cac protein uc ché phospholipase A2, nhd d6 clobetasol ngin
chin su san xuét cac chét trung gian gy viém la céc prostaglandin va leukotrien, tir d6 trc ché phan ting
viém.

Duwgc dong hoc

Thuéc ¢6 thé hip thu qua da tuy thudc vao tinh trang cia da. Thudong dudi 5% liéu dung dwoc hip thu qua
da lanh 13n binh thuong nhung hap thu ¢6 thé nhiéu hon khi da bi viém hay bang kin gidp tang tinh thdm
cuia biéu bi da.

CHI PINH

Kem Powercort c6 tac dung hitu hiéu trong diéu trj ngén han (duéi 2 tuin) cac ching bénh da lidu nhu
bénh vay nén (trir vy nén dang mang phat trién rong), eczema kho chira, liken phang, lupit ban dé dang
dia va cac dang bénh ngoai da khac khdng c6 dap ing véi céc corticosteroid yeu hon.
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LIEU DUNG VA CACH DUNG

Bo6i mot 16p mong kem va xoa nhe chd bj ton thwong mot hay hai 1dn mdi ngay cho dén khi lanh. Ciing
nhu céc steroid c6 hoat tinh cao ding tai chd khac, phai ngimg diéu tri khi da kiém soat duoc bénh. Dap
tmg tdt chi sau vai ngay diéu tri. Néu can thiét phai didu trj 1au hon, dot didu tri khong nén qua 2 tuin va
téng liéu ding khong nén qua 50g/tudn néu khong tai kham tinh trang bénh cho bénh nhan vi thubc c6
kha nang trc ché truc dudi ddi- tuyén yén-thuong than. C6 thé dung cac dot diéu tri ngén nhic lai dé chira
céc truong hop qué phat. Nén dung céc steroid nhe hon dé diéu tri néu can diéu trj lién tuc bing steroid.

Vi cac thuong tén khé chira, nhét 1a chimg simng hod, ¢6 thé ting cudong téc dung chéng viém cua thudc
nay, néu can thiét, bing cach phu ving diéu tri bing mot mang polythen. Néi chung, phi qua dém c6 thé
mang lai d4p img mong doi. Sau d6, tinh trang cai thién c¢6 thé duy tri ma khéng cin mang phu.

CHONG CHI PINH

Khoéng chi dinh ding ché phim nay cho tré em dudi 12 tudi. Ciing chéng chi dinh ding cho cic bénh
nhan man cam véi bét cir thanh phan nao cua thube.

Ciing nhu cic corticosteroid dung ngoai da khac, khéng dugc dung ché phdm nay diu tri bénh trimg c4
do, tring c4, viém da quanh miéng, viém da nguyén phat do virus (bénh mun rop, thuy dau), nhiém nim
(nhiém candida, nim da) va nhiém khuén.

THAN TRONG

Clobetasol propionat 1a mdt corticosteroid dung ngoai da c6 tac dung rat manh c6 kha nang c ché truc
dudi ddi-tuyén yén-thuong than (HPA) vai liéu 2g/ngay. Viéc hip thu toan than cac corticosteroid ding
ngoai da cé thé gy ra uc ché truc duci doi- tuyén yén-thugng than phuc hdi dugc, cac bidu hién cua hoi
chimg Cushing, tang glucose huyét va glucose niéu & mot sé bénh nhan.

Cac diéu kién lam tang ha‘ip thu toan than cac corticosteroid dung ngoai da, ké ca cac loai tac dung manbh,
1a dién tich bdi rong, ding trong thoi gian dai va bang chd béi thude. Vi thé, cac bénh nhan bdi ngoai da
ky vé cac biéu

(HPA) thi nén ngimg thubc, hoic giam tan suét st dung, hay thay thé bing mot steroid c6 tac dung yéu
hon. Su phuc hdi ctia truc HPA néi chung sé& xay ra nhanh chéng va hoan toan sau khi ngimg dung thudc.
Cac biéu hién va triéu chimg ctia ngirng steroid doi hoi phai bd sung corticosteroid duong toan than c6 thé
xay ra nhung khong thuong xuyén.

Néu bdi vao mi mét, cin cén trong dé thudc khong day vao mét vi c6 thé gy ra glocom.

Néu théy c6 kich (mg, phai ngirg ngay corticosteroid va thay thé bang mot tri lidu thich hop.

Néu c6 nhim khuin da, can ding cac thudc khang ndm va khang khuén phi hop. Néu khong c6 dap tng
tich cuc, phai ngirng ngay viéc dung corticosteroid cho dén khi nhim khuan duoc kiém soét.

Nhiém khudn sé& d& phat trién & diéu kién 4m va 4m do 16p bang gay ra. Cén rira sach vang bi tén thuong

trude khi thay bang moi.



Mot sb vung cua co thé nhu mat, héng, nach dé& bi teo hon céc ving khéc ciia co thé sau khi diéu tri b?mg
corticosteroid tai chd tac dung manh. Theo déi thuong xuyén bénh nhan la diéu quan trong khi diéu tri &
cac vung nay.

PHU NU MANG THAI VA CHO CON BU
Phu nir mang thai
Phan loai thai ky nhom C

Céc corticosteroid dung tai chd, dic biét cic loai tac dung manh, khong duoc dung trén vung da rong, véi
lugng 16m, hodc trong khoang thoi gian kéo dai cho phu nir mang thai hoac cé kha ning mang thai. Chua
¢6 céc nghién ciru ddy du va c6 kiém soat tdt vé kha nang gay quai thai trén phu nir mang thai. Do dd, chi
nén dung kem Powercort cho phu nir mang thai néu lgi ich 16n hon nguy co tiém tang cho thai nhi.

Phu nir cho con bu

Khong biét cac corticosteroid ding tai chd c6 di vao sira me khong. Do d6, nén than trong khi dung
Powercort cho phu nir dang cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY

Clobetasol propionat khong gay anh hudng 1én kha nang lai xe va van hanh may.

QUA LIEU

Clobetasol propionat dung tai chd c6 thé duoc hép thu véi luong du dé gay ra tac dung toan than. Nén

diéu trj triéu chimg khi ding qué liéu. Cac triéu chimg dung qua lidu corticoid cip thuong héi phuc dugc.
Diéu tri mét cin biang dién giai néu can. Néu bj ngd doc truong dién, khuyén ngimg tir tir corticosteroid.

THONG TIN CHO BENH NHAN
Bénh nhan dung corticosteroid tai chd can nhan dugc cac thong tin va chi din sau:

1. Thubc nay phai duoc dung véi sur chi dan ciia bac si va khong duge dung/\@\hon thoi gian chi dinh.
Chi dugc dung bdi ngoai. Tranh dy vao mit.

2. Thubc nay khong duge ding cho céc rdi loan khac ngoai trir nhimg bénh da duoc’chi dinh.
3. Khong dugc bang hay che kin vung da dugc diéu tri trir khi c6 su chi dan cua béc si.

4. Phai thong bdo moi du hiéu tac dung bét 1¢i cho béc si cua ban.

TAC DUNG KHONG MONG MUON

Céc tac dung khong mong mudn dugc liét ké dudi day theo hé co quan MedDRA va theo tan suat. Tan
suét duge dinh nghia nhu sau : rét thuong gip (>1/10), thuong gap (>1/100 va <1/10), it gap (>1/1000 va
<1/100), hiém gap (>1/10.000 va <1/1000) va rt hiém gip (<1/10.000), bao gdm cac bao céo riéng Ié.

Dir liéu sau khi lru hanh thude

Nhiém trang va nhiém ky sinh trang

Rét hiém gap Nhiém tring co hoi

Roi loan hé mién dich

Rét hiém gap Qua mén, phat ban toan than
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Roi loan ndi tiet

Rét hiém gap Uc ché truc duéi ddi-tuyén yén-thuong than (HPA): biéu hién
Cushing (vi du, khuén mit tring rdm, béo phi & ving trung
tdm), cham tang can/cham tang truong & tré em, lodng xuong,
glocom, ting duong huyét/glucose niéu, duc thuy tinh thé, ting
huyét ap, tang can/béo phi, giam mirc cortisol ndi sinh, héi du,

téc gay rung
Réi loan da va mé dwéi da
Thuong gép Ngtra, rat bong tai chd/dau da
it gap Teo da*, van da*, giin mao mach*
Rét hiém gap Méng da*, nhan da*, kho da*, thay d6i mau da*, chung ram

16ng téc, boc phét céc triéu ching tiém an, viém da di Gng tiép
xuc/viém da, vay nén dang mun mu, ban do, phat ban, mé day

Réi loan chung va tai chd bdi thube

Rét hiém gap Kich ng/dau tai chd

*Cdc biéu hién da thir phdt sau tdc dung tai ché va/hodc toan than cua ke ché truc dwdi doi-tuyén yén-
thuong than (HPA)

TUONG TAC THUOC

Céc thubc dung dong thoi ma c6 kha nang tc ché CYP3A4 (vi du ritonavir vi it
minh 1am giam chuyén héa cua corticosteroid din dén ting tiép xtc toan than.
sang cua tuong tac nay phu thudc vao lidu va dudong ding cua corticosteroid va hi
CYP3A4.

a dugc chung
} quan trén lam
u¢/cua thudc rc ché

TRINH BAY

Hop 1 tuyp 15g.

BAO QUAN

Bao quan & nhiét do dudi 30°C. Tranh anh sang.

HAN DUNG

24 thang ké tir ngay san Xuét.

HAN DUNG SAU KHI MO NAP

Str dung trong vong 3 thang sau khi mé& nép khi bao quan & diéu kién ghi trén nhan.
Thubc nay chi diang theo don ciia bac si

Thudc ding ngoai

Pé xa tam tay tré em

Poc ky hwéng din sir dung truée khi dung

Néu can thém thong tin xin héi y kién bac s ) ,
Théng bio cho béc si nhitng tac dung khong mong mudn gip phai khi sir dung thuoc
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SAN XUAT BOI

Glenmark Pharmaceuticals Lt

Ngay xem xét lai to huéng dan sir dung : Ngay 04/7/2015.
POWCRE-1507

TUQ.CUC TRUDNG
P.TRUONG PHONG

Pham i Vin Hank,
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