https://trungtamthuoc.com/

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

Batch No.
Mfg, Date: dd/mmi/yy

CAREFULLY READ THE INSERT » Exp Date: dd/mm/yy
BEFORE USE .

: ]
KEEP OUT OF REACH OF CHILDREN w‘qrﬁ'ﬁm
Store below 30°C. Protect from freezing & light.
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Composition: To be used under medical supervision.
Fluocinolone Acetonide BP 0.01% wiw
Ciclopirox Olamine USP 1.0% wiw
Non-greasy base q.s.

Specification: In-house

Indication, Administration &
Contraindication: See package insert ]FOR EXTERMNAL APPLICATION UNLY!
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RX PRESCRIPTION MEDICINE

FLUOCINOLONE AGETONIDE
AND GICLOPIROX OLAMINE CREAM

FLUCORT?C SKIN CREAM 159
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FLUCORT
SKIN CREAM

Manufactured by: VISA NO.: " hufic bén theo don Kem biii da FLUCORT-C
Glen mank Mfa. Lic. No. NKD/543 Thiinh phdn: Fluocinolone Acetonide BP 0,01% kUkl, Ciclopirox Olamine LUSP 1.0% ki

SBK: Quy cach: Hop | wyp 15g
PHARMACEUTICALS LTD. Biio quin: hio quin duti 30C. Tranh ddng Janh va 4nh séng.
Plot No. E-37, 38, D-Road,

Thube diing ngodi Boc k§ hudng din sit dyng insde khi ddng. BE thudc trdnh xa tim
MIDC, Satpur, Nashik 422 007, S 18 §X, NSX, HD xem "Hatch No.", "Mfg. Dale”, “Exp, Date” trén bao bi. Chi dj
Maharashira State, India, dinh, cdch ddng, lifu ddng va céc thang tin khic: xem wong t hikdng din s dung o
Siin xut hii: GLENMARK PHARMACEUTICALS LTD,
2" o104 Plot No. E-37, 35, D-Road. MIDC, Satpur, Nashik 422 007, Maharashtra Statc, An B9,
@ Trade Mark DNNK:
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Rx PRESCRIPTION MEDICINE

FLUOCINOLONE ACETONIDE
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SAME SIZE ARTWORK, 15G, SIZE: Dia 19.05 mm x 95 mm Length

Rx PRESCRIPTION MEDICINE

FLUOCINOLONE ACETONIDE
AND CICLOPIROX OLAMINE CREAM

FLUCORT-C skin creau 15g

Composition: Mfg. Lic. No. NKD/543

Fluocinolone Acetonide BP  0.01% wiw
Ciclopirox Olamine USP 1.0% wiw | FOR EXTERNAL APPLICATION ONLY |

Non-greasy base 9-5- 1o be used under medical supervision.
Indication, Administration &

Contraindication: See package insert MANUFACTURED BY:

CAREFULLY READ THE INSERT 6 glenmark

BEFORE USE PHARMACEUTICALS LTD.
KEEP OUT OF REACH OF CHILDREN PLOT NO. E-37, 39,

5 5 D-ROAD, MIDC, SATPUR, il m
Speclﬂcatlon: In-hou NASHIK 422 007, E -E,l
Store below 30° MAHARASHTRA STATE, INDIA. gof =
Protect from fre light. O a
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FLUCORT- C Skin Cream

HUGNG DAN SU DUNG

Rx
Thudc nay chi ban theo don cia béc sy

Poc ky hudng dan si dung trude khi ding
Mudn biét thém thong tin chi tiét xin hoi Bac sy hoac Dugc sy

Kem béi da FLUCORT-C
(Kem Fluocinolon acetonid va Ciclopirox Olamin)

THANH PHAN: Méi tuyp kem 15g c6 chira:

Hoat chat:

Fluocinolon acetonid BP 0.01% kl/kl
Ciclopirox olamin USP 1.0% kl/kl
Ta duoc:

Kem khong nhon vira du (stearyl alcohol, cetyl alcohol, glyceryl monostearat. polyoxyethylen (20)
cetyl ether, sap ong tring, liquid parafin. dimethicon 350, hydroxytoluen dugc butylat hda, methyl
hydroxybenzoat. propyl hydroxybenzoat. propylen glycol, dinatri edetat. acid citric, hydroxy propyl
beta cyclodextrin, nudc tinh khiét).

DANG BAO CHE: Kem béi da
QUY CACH PONG GOI: Hop 1 tuyp 15g.

DUQC LUC HOC:

Fluocinolon acetonid 1a mét corticosteroid téng hop c¢é nguyén tir fluor gin vao nhan steroid. Co
ché tac dung cua cac corticosteroid dung tai ché la do phéi hop 3 tinh chat quan trong: chéng viém.
chong ngira. va tic dung co mach. Tac dung cua thudc it nhit c6 phan Ia do lién két vOi thu thé
steroid. Cac corticosteroid lam giam viém bémg on dinh mang lysosom cua bach cdu, \rc ché tap
trung dai thuc bao trong cac ving bi viém. giam su bam dinh cta bach cau véi ndi mé mao mach.
giam tinh thdm thanh mao mach. giam céc thanh phan bd thé, khang tac dung cua histamin va giai
phong Kinin tir chat nén. giam su ting sinh cac nguyén bao soi, lang dong colagen va sau d6 tao
thanh seo & mé.

Cac corticosteroid. dac biét la cac corticosteroid c6 fluor ¢6 tac dung chong hoat dong phan bao cua
nguyén bao si ¢ da va cua biéu bi.

Téc dung chong viém c6 thé bj giam nhanh khi dung nhic lai mac du chua dugc biét rd tim quan
trong cua tac dung nay trén lam sang.

(Fe’ “ hodic AP ™), din dén su irc ché cac enzym phu thudc kim loai ma nhing gnzym nay c6 vai tro
lam giam céac peroxit trong té bao nam. Clcloplrox dugc dung tai chd dé dieu’tri nAm da va méng
tay. ké ca nam candida ¢ da. lang ben. va viém da tiét ba nhon. Ciclopirox ciling diroc sir dung trong
diéu tri nam candida am dao. N6 dugc xem 12 thude gdy tc ché hodc diét ndm hiéu qua bing cach
giam cac chat thiét yéu noi bao, cac ion Kali, va céc nguyen licu ndi bao khac. Ciclopirox cling c6
thé ngan chan sy hdp thu cia cac nguyén liéu ndi bao tir moi truong.

Ciclopirox 1a mét thude ‘khang nm, tac dung bang cach tao phuc chelat VGIE’(’: cation hoa tri cao

DUQC PONG HOQC:
Fluocinolon acetonid:

GLENM-ARK PHARMACEUTICALS LTD. C Twmg1/s
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FLUCORT- C Skin Cream

Khi diing tai ché cac comcostero1d trén da binh thudng con nguyén ven, chi mot lugng nho thube
161 dugce chan bi va sau do vao hé tuin hodn chung. Tuy nhién. hap thu ting lén dang ké khi da bj
mét 1¢p keratin, bi viém hogic/va b cac bénh khac & hang rao biéu bi (nhur vay nén, eczema).

Tuy theo mirc dd tham, lugng thubc bodi va tinh trang da & chd boi thude, thude dirge hap thu nhiéu
hon & biu, hé nach. mi mét. mat va da dau (khoang 36%) va duge hap thu it hon & cang tay, dau
gdi, khuyu tay, long ban tay va gan ban chan (khoang 1%). Tham chi sau khi ria chd bai thudc,
comcostf:rmd van duge hip thu trong théi gian dai. cé thé do thude duoc giit lai & 16p simg.

Qua da. lugng thude dugc hip thu s& phan bd vao da, co, gan, rudt. va than. Corticosteroid chuyén
hoa budce ddu o da. mot lwong nho duoc hip thu vao hé tudn hoan va duge chuyén hoa & gan thanh
céc chit khong ¢6 tac dung. Thudc thai trir qua than chi yéu duéi dang glucuronid va sulfat, nhung
cling c6 mot luong dudi dang khong lién hop. Mot lirong nho cdc chét chuyén héa thai trir qua
phan.

Ciclopirox olamin:

Cac nghién ¢iu duge dong hoc cua dung dich ciclopirox trong polyethylen glyco] 400 trén dan ong
cho thay trung binh 1.3% liéu dung duoc hép thu khi bdi tai cho trén 750 cm” lung va sau do bang
kin trong 6 gio. Thoi gian ban thai 1a 1,7 gio va thube thai trir qua than. Hai ngay sau khi dung, chi
0.01% liéu dung cé the dugc tim thiy trong nudc tidu. Thude duogc thai trir khong dang ké qua
phan. Nghién ciru vé tinh tham qua lop da chét trén ngudi, véi kem cicloprirox cé ciclopirox duoc
danh ddu cho thdy xut hién 0.8-1.6% lidu ding & 16p sing sau khi dung 1,5-6 gio. Nong dé tai cc
I6p trong ha bi van cao hon 10-15 ldn so véi ndng do irc ché t6i thiéu. Nghién clru X quang tir dong
qua 1&p da chét trén ngudi cho thiy ciclopirox tham vao toc va théng qua cic 16p biéu bi va céc
nang téc thanh cac tuyén ba nhém va Idp ha bi. trong khi mét phén coa thude van con trong 16p
sing.

Nghién ctru vé tinh man cam, tich 16y thude trong 21 ngay, man cam voi anh sang tién hanh trén
142 nam gid¢i khoe manh cho thay khéng cé phan iing nhay cam véi 4nh sang do thude tich liy,
khéng kich tmg. khéng nhiém ddc anh sang. va khéng nhay cam khi tiép xuc anh sang do bdi kem
ciclopirox.

CHI DINH PIEU TRI:

FLUCORT-C dugc chi dinh dé diéu trj cac bénh viém da lién quan dén nhidm ndm gay ra boi nim
nhay cam hozc nhiém nim két hop ca vi khuan. Thude c6 hidu qué ké ca dbi vdi céc truong hop
ning va truong hop thit bai khi dung nhing corticosteroid thoa ngoai da khac.

FLUCORT-C duoc chi dinh bao gbm: cham di Umg. cham slra. cham dang dia, cham do gién tinh
mach. vay nén. viém da tiét ba. viém da tlep x(ic, viém da thin kinh. Lupus ban d6, ban do da dang,
viem da mu, chéc 1o, viem tai ngoai, ngra ving hdu moén sinh duc, va nglra do ldo suy.

LIEU LUQNG VA CACH SU DUNG:

Céc corticosteroid diing tai chd diéu trj trong bénh viém da kém véi nhlem\a;’h\ nén thoa kem ket
hop giira fluocinolon acetonid 0,01% va ciclopirox olamin 1% nhe nhang vao ‘b ng ving da bj tdn
thuong va vung da xung quanh hai ldn mdi ngay, vao budi sang va bubi tbi ngayusau khi ruoa sach
ving da cén boi thube,

Thube dang kem déc bi€t thich hop véi cac goc héc cha co thé, nén thoa it va thanh l6p mong dé
trénh thudc bam dinh qua ldu. Néu mét bénh nhan thiy khéng ¢6 cai thién lam sang sau 4 tuan diéu
tri, nén xem lai chan doan.
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FLUCORT- C Skin Creaw

FLUCORT-C l4 san pham chira loai corticosteroid manh nhat va duge khuyén cdo chi nén bdi mot
16p mong vura du.

Sir dung cho viing da cin bing kin: Phai rira sach va sat tring da. Thoa mét lugng nho kem, gel
hogc kem dudng da va xoa bop. Sau do thoa mét 16p kem moi nhung khéng xoa b(’)p Bang chat
viing da ¢6 thudc bang mdt bing plastic. D61 véi da khd hodic co vay. nén dé mot miéng gac dm
gilra vung da ¢6 thudc va bang plastic. Nén thao bang va rura sach it nhat mot lan trong vong 24 gio.

CHONG CHI PINH:

Ciing nhu tit ca cac corticosteroid dung tai chd khac, khong dugc dung trong bénh lao da thuy déu,
Herpes srmp!ex bénh soi. dau mua. loét da do giang mai va ¢ nhimg bénh nhan qua man v&i bat cir
thanh phin no caa thude. _ :
Chéng chi dinh dung FLUCORT-C & bénh nhan bi ham ben. nhiém khuan & da do vi khuan, nam.
virus, trung cé do.

THAN TRONG VA CANH BAO:

Hép thu toan thdn céac corticosteroid dung tai chd gdy tc ché ¢ hodi phuc truc ving dudi d0| -tuyén
yén- tuyén thuong than (HPA), biéu hién cua hdi chimg cushing. ting dudmg huyét va xut hién
dudng trong nude tiéu & mdt s6 bénh nhan. Didu kién 1am tang thém hap thu toan than bao gdm
dung steroid manh hon, st dung trong viing da bé mit 16n, sir dung thube kéo dai, va bang kin bang
bang plastic. Do do. bénh nhéan can mot liéu 1on clia mot steroid manh ding tai ché boi trén mot
dién tich bé mat 16n hoac dudi mét bang gac nén duoc danh gia theo dinh ky bing chirng vé \rc ché
truc HPA bing cach st dung test kich thich ACTH va cortisol ty do trong nudc tiéu. Néu sir trc ché
truc HPA dugce ghi nhin, mdt nd luc phai dugc thuc hién I nén ngung thude. giam bt sé 1an boi
thude. hodc thay thé mot steroid véu hon.

Phuc hdi chirc nang cua truc HPA néi chung 1 nhanh chéng va day da khi ngung thube. it khi xay
ra nhimg dau hiéu va triéu chimg coa rit Iui steroid, ma ddi héi phai bé sung corticosteroid toan
than.Tré em c6 thé hip thu mét lugng 1n corticosteroid tai chd cho nén d& ngd doc toan than.

Néu bi kich irng, nén ngung corticosteroid dung tai chd va diéu tri hop ly.

Néu xuat hién nhiém tring da. nén sir dung mét thude khang nim hoic khang sinh thich hop. Néu
hiéu qua khdng xay ra ngay lap tirc, nén ngung cac corticosteroid cho dén khi nhiém tring da duoc
kiém soat ddy du.

CAC TAC DUNG KHONG MONG MUON:

Céc phéan (mg phu tai chd do corticosteroid dung tai chd dugc bao cdo khong thudng xuyén, nhung
co thé xay ra thuong xuyén hon vdi viée su dung bang gac kin. Cac phan ng ndy dugce liét ké theo
thir tu giam dan su xuét hién: nong, ngira, kich img, kho da. viém nang long, rdm lng, phat ban
dang mun trimg c4. giam sic 0, viém da quanh miéng, viém da kich (g, da ri nu6c, nhiém tring
thir phat, teo da, dat san. bénh mé hoi trom . N

Ung thu, dot bién va suy giam kha nang sinh san: X
Nghién c(u dai han da khéng dugc thuc hién dé danh gia kha néng%g thu cua kem
FLUCORT-C.

Sir dung & tré em: an toan va hiéu qua o tré em va tre so sinh da khéng durgc thiét 1ap. Sir dung
thuoc & cac bénh nhéan tré em dudi 12 tudi khong dirge khuyén céo. Tré em d& bi suy giam truc
tuyén yén - dudi doi - thuong than (HPA) va héi ching Cushing hon nguoi l6n vi ty 1€ dién tich bé

maét da/cén niing 16n hon so véi ngudi 16n khi tré duge didu tri véi corticosteroid tai chd. Do nguy
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FLUCORT-  Skin Crean:

co suy thuong thin lén va‘hode sau khi ngung didu tri, nén han ché ding cho tré em va gir ¢ liéu
t6i thiéu cén thiét du dat hiéu qua diéu tri.

Khi duge didu tri vdi corticosteroid dung tai chd. bénh nhan nhi d& nhay cam hon ngudi [én 6 thé
bi teo da. bao gbm vét sin. Bénh nhin nhi ¢6 nguy co cao suy giam truc HPA khi diéu tri
corticosteroid dung tai chd véi dién tich 1én hon 20% dién tich bé mit co thé.

Utc ché truc HPA. héi chimg Cushing, chim ting truong tuyén tinh, khong tang cdn va tang ap luc
ndi so dd duge bao cao ¢ nhitng bénh nhan nhi didu trj corticosteroid tai chd. Bidu hién cuia suy
thugng thin ¢ tré em bao gdbm mirc cortisol huyet tuong thap va khdéng ddp ung vai test kich thich
ACTH. Biéu hién cua ting ap luc ndi so bao gbm thép phéng 1én. dau dau va phit gai thi 2 bén.

PHU NU' CO THAI VA CHO CON BU

Phy nir ¢6 thai: Cac corticosteroid dé dugce ching minh la gdy quai thai 0 dong vat tha nghiém khi
ding dudmg toan than véi liéu lrong tuong dbi thap. Mot so corticosteroid da duoc chang minh la
gay quai thai sau khi dung trén da dong vat thir nghiém.

Chua c6 nghién ciru dav duo va duogc kiém soat t6t vé tac dung gay quai thai cla corticosteroid ding
tai chd duge sir dung & phu nir mang thai. Su an toan va hiéu qua cua kem FLUCORT-C chua dugce
thiét 1dp & phu nir mang thai. Chi nén ding kem FLUCORT-C cho nhimng bénh nhan mang thai khi
lgi ich tiém tang durge chimg minh 1én hon nhimg nguy co tiém 4n cho thai nhi.

Phu nir dang cho con ba: Ngudi ta khdng biét rang lidu corticoid ding tai chd co thé dugc hip thu
toan than t&i mot luong du dé o thé phat hién trong sira me hay khong. Corticosteroid hip thu toan
than duroc bai tiét vao sira me v&i sé luong khong cé kha nang gay hai cho tré so sinh. Do nhiéu loai
thude duge bai tiét qua sira me, nén than trong khi ding kem FLUCORT-C déi véi phu nit cho con
bu.

Nén rua sach va trirée khi cho con bl dé dam bao ring khéng con bét ky san phim nao cua thude
con sot lai.

TUONG TAC THUOC
Nghién clru ve tuong tac thuoce chua duge thuc hién.

TAC PONG CUA THUOC POI VOI LAI XE VA VAN HANH MAY MOC
FLUCORT-C khong anh huong hofic anh huong khong dang ké dén kha nang lai xe va véan hanh
may moc.

QUA LIEU

Corticosteroid diing tai chd c6 thé duge hép thu di luong dé gdy tac dung toan thén.

Triéu chimg: sir dung kéo dai qué mire corticoid dung tai chd ¢6 thé e ché chie nang tuyén yén-
thuong than dén dén suy tuyén thugng than thir phat.

Diéu tri: didu te] triéu chimg hop Iy duge chi dinh trong trudng hop quéa Hat Triéu chimg cép tinh
qua liéu corticoid 13 hdu nhu c6 thé phuc héi. Diéu tri sy mat can bang E\n giai néu can thiét.
Trong trudng hop ngé ddc man tinh. nén dirng didu tri corticosteroid tir tur. L

B@O QUAN: Bio quan & nhiét d¢ dudi 30°C. Tranh déng lanh va anh séng.
Pé thudc trdnh xa tdm tay tré em.

HAN DUNG: 24 thang ké tir ngdy san xuit. Khéng ding thuéc qud han cho phep.

TIEU CHUAN: Nhai san xuét
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FLUCORT- C Skin Cream

Té.n & dia cili Nha sian .x.uét:
GLENMARK PHARMACEUTICALS LTD.
Plot No.E-37, 39, D-Road, MIDC A g}ﬂ

Satpur, Nashik 422 007, Maharashtra State. ApPo
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