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Vitenam - Fluocinolone Acetonide Cream ALLUCOT Carton - 3-7-19

Rx - Prescription only

ALLUCOT

Cream

Composition:
Fluocinolone Acetonide USP 0.025 % wiw
In a Cream Base q.s.

FOR EXTERNAL USE ONLY |
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Rx - Thubc ké don

ALLUCOT

Cream

Cor s& sdn xudt:

Piot No. 8, Paighar Taluka IND. Co-op. Estate
Lid., Bolsar Road, Tal.Palghar, Thane 401404,

AuROCHEN Maharashtra State, India.

Fluocinolone Acetonide Cream USP 0.025% wiw

Code No: MH/DRUGS/KD-326
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Vitenam - Fluocinolone Acetonide Cream ALLUCOT Tube - 3-7-19

Size: 91 mm (L) x 59 mm (H)
Outer diameter: 19 mm
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Boc kP hudng dén sir dung trude khi ding

Pé xa tém tay tré em

THANH PHAN CONG THU'C THUOC
Mbi gram ¢6 chia:
Hoat chdt: Fluoeinolon acetonid ..o 0.25 mg

Ta dirgc: Methyl Hydroxybenzoat, Propyl Hydroxybenzoat, Cetostearyl Alcohol, Cetomacrogol
1000, White Soft Paraffin, Light Liquid Paraffin, Self-emulsifying Glyceryl monostearat,
Butylated Hydroxytoluen, Propylen Glycol, Citric acid Monohydrat, Benzyl Alcohol, Nude tinh
khiét.

DANG BAO CHE

Kem bdi da, mau tring dén tring nga, min.

CHI PINH

ALLUCOT dugc chi dinh dé 1am giam céc biéu hién viém va ngta ciia cée bénh da liéu d4p ting
véi corticosteroid.

CACH DUNG, LIEU DUNG

Bo6i mdt I6p mong 1én ving da bj nhim bénh 2-4 13n/ ngay tuy thudc vao muirc do tbn thuong.
V6i vi tri ¢6 16ng, toc nén cao bé 18ng toc dé thude tiép xac truc tiép véi da tén thuong.

C6 thé su dung béng kin trong truong hop didu tri bénh vay nén hoic trong tinh trang khéng
thude. Mét s6 loai bing nhua co thé dé chdy, can thén trong khi sir dung. Tuong tu, cin thén
trong khi st dung céc bing dé cho tré em hoic khi dé gan tré dé phong tranh kha néng tré khong
may bi ngat tho.

Néu xuAt hién nhiém triing, cin bo bing va dung thudc khéng sinh thich hop.

CHONG CHi PINH:

Bgnh nhan qué méan véi hoat chat hogc bét et thanh phin nao cia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Sw hép thu toan thn ctia corticosteroid tai chd 6 thé gy tic ché truc dudi dbi — tuyén yén —
tuyén thuong than (HPA), biéu hién ca hoi chiing Cushing, ting duong huyét va glucose nidu &
mdt s& bénh nhan,

Str dung thubc trén dién tich bé mat 16n, sir dung kéo dai va bing kin vét thuong lam tang kha
ning hip thy toan than. Do do, nhitng bénh nhén thudng xuyén dung liéu lugng 16n steroid tai
chd trén dién tich bé mit 16n hofc bing kin nén dugc danh gid dinh ky dé phat hién biéu hién trc
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ché truc HPA bang cach str dung xét nghiém cortisol ty do trong nuéc tidu va kiém tra ddp g
kich thich ACTH. Néu ghi nhan hién twong \ic ché truc HPA, nén giam lidu, giam tin sudt hoc
thay thé bﬁng mot loai steroid it manh hon.

Chirc nang truyc HPA thudng duge phuc hdi nhanh chéng va hoan toan sau khi nging thude.
Hiém khi xdy ra cdc ddu hiéu va trigu chimg cia viéc ngimg steroid, cAn phai bd sung
corticosteroid toan than.
Tré em c6 thé hdp thu mot lugng corticosteroid tai chd 16n hon, do d6 d& bi nhidm doc toan than
hon.
Néu xuit hién kich ing, nén ngimg sir dyng corticosteroid tai chd va tién hanh céc didu tri thich
hop.
Trong truong hop nhiém tring da, cAn can nhic viée sir dung céc thube khang ndm va khang
khuén thich hop. Néu khong ¢6 phéan g tich cuc, nén ngling sir dung corticosteroid cho dén khi
tinh trang nhiém tring duoc kiém sodt.
Thong tin cho bénh nhan: Bénh nhan st dung corticorsteroid cn dugc tiép nhéan cédc thong tin va
huéng dan nhu sau:
1. Ding thudc theo chi dinh ctia bac st. Thubc chi dugce ding ngoai da. Trénh tiép xtic vai
mét.
2. Khuyén cdo bénh nhan khéng sir dung thude nay cho bit ky bénh da lidu nao khéc voi
chi dinh ctla béc s1.

3. Khéng dugc bang kin trir khi ¢6 chi dinh cta bac si.

4. Thong bao cho bac st néu c6 bat ky ddu hiéu ciia phan tmg c6 hai tai chd, dic bigt 1a

khi bang kin. "gé

5. Cha me ctuia bénh nhi nén dugc khuyén cdo khong sir dung ti hogic bim bo sét cho tré AN

khi dang diéu trj trong khu vue quén ta. ‘ oAl
Khd ndng sinh ung thu, dpt bién va suy gidm kha ning sinh sin: SBTE:
Khéng ¢6 nghién ctru nio trén dong vét dugce thuc hién trong thoi gian dai dé danh gia kha ning ,,;\
gdy ung thu hodic dnh hudng dén kha ning sinh san cua corticosteroid dung tai chd. I_t_h_

Céc nghién ctru xdc dinh kha ning dot bién gen véi prednisolon va hydrocortison da cho két qua
am tinh.

Tré em:

Bénh nhi ¢6 thé biéu hién nhay cam hon véi su trc ché truc dudi ddi - tuyén yén - tuyén thuong
thdn (HPA) do corticosteroid tai chd gy ra va kha ning méc hdi ching Cushing cao hon nguoi
trudng thanh vi ty 1€ dién tich vé mit da/ trong lwong co thé 16n hon.

Uc ché truc HPA, héi chimg Cushing va ting 4p luc ndi so di duoc béo cdo & tré ding
corticosteroid tai chd. Biéu hién cua tic ché tuyén thuong than & tré em bao gdm cham phat trién,
cham ting can, ndng do cortisol huyét twong thip va khong dap tng kich thich ACTH. Bidu hién
cta tang 4p luc ndi so bao gdbm thép phap phdng, nhirc dau va phi gai thi hai bén.
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Viéc str dung corticosteroid tai ¢hd cho tré em nén duge gidi han & murc it nhét tuong thich véi
mot phac dd diéu tri hiéu qua. Liéu phép corticosteroid kéo dai ¢6 thé can trd sy ting truéng va
phat trién cia tré em.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:

Phy nit mang thai: Corticosteroid thudong gy qudi thai trén dong vét thi nghiém khi ding toan
than véi liéu luong twong dbi thip. Céc corticosteroid manh hon d duge chimg minh 13 ¢6 thé
gdy qudi thai sau khi bdi qua da & dong vét thi nghiém. Khong cé nghién ctu ddy di va duge
kiém soat trén phu nif ¢6 thai vé& tac dung gy quai thai do corticosteroid b6i ngoai da.

Do do, corticosteroid tai chd chi nén sir dung trong thdi ky mang thai chi khi lgi ich mang lai cao
hon nguy co ¢6 thé xay ra cho thai nhi. Thuéc thudc nhém nay khong nén dugc st dung rong rii
cho bénh nhan mang thai, v&i s lugng 16n hoic trong thoi gian dai.

Phu nix d‘ang cho con bii: Viéc ding corticosteroid tai chd chua rd c¢6 din dén hp thu toan than
du dé tao ra s6 luong cd thé phat hién dugc trong stta me hay khong. Corticosteroid str dung toan
than duoc tiét vao sita me véi lugng nho it c6 kha ning anh hudng c6 hai dén tré so sinh. Tuy
nhién, nén thén trong khi diing corticosteroid tai chd cho phu nit dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Vén chua c6 bing chiing v& anh hudng cta thudc 1&n kha ning lai xe va vn hanh mdy mae.
TUONG TAC, TUONG KY CUA THUOC

Chua c6 thong tin vé tuong téc thube dbi voi dang thube diing ngoai da.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc tic dung khong mong mudn tai chd sau day khéng thuong xuyén dugc bdo cdo khi dung

corticosteroid tai chd, nhung c6 thé xay ra thuong xuyén hon khi bing kin. Nhiing phan (g nay -
‘ac 1A ot ot dAne Py
duoc liét ké theo thur ty giam dan: &,
Bong rat Chiing ting 16ng téc Macerated skin g:
(tinh trang da xay ra khi chit 16ng hodc d6 4m Pl
tiép xtic v6i da trong thoi gian dai) MIN
Ngtia N&i mun dang trimg ca Nhiém triing thir cip ‘:g
——

Kich ting Gidm sac to Teo da

Khd da Viém da quanh miéng Ran da

Viém nang 16ng | Viém da tiép xtic dj ting ROm say

QUA LIEU VA CACH XU TRI

Corticosteroid tai chd c6 thé duoc hip thu véi lugng vira du dé tao ra tic dung toan than (Xem
phan canh béo va thin trong khi dimg thudc)

DAC TINH DUQC LUC HQC
Nhém diéu trj liéu phap: Corticosteroids.
Ma ATC: DO7AC04
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Fluocinolone acetonide 1a mt corticosteroid cé tic dung chdng viém, chdng nglra va co mach.
Co ché hoat ddng chdng viém ciia corticosteroid tai chd chua rd rang. Céc phuong phap phong
thi nghiém khac nhau bao gdm c& xét nghiém chit co mach, dugc sir dung dé so sanh va du doén
hiéu luc v&/ hodc hiéu qua l4m sang corticosteroid tai chd. C6 mot sb bang chiing cho thdy méi

tuong quan d& nhan biét gitta hiéu luc co mach va hidu qua diéu tri & nguoi.
PAC TINHDUQC PONG HQOC

Miic d6 hdp thu qua da ctia corticosteroid tai chd dugc xdc dinh bdi nhiéu yéu t6 bao gbm
phuong tién, tinh toan ven cta hang rao biéu bi va viéc st dung bing. Corticosteroid tai chd ¢6
thé dugc hdp thu tir da nguyén ven binh thuong. Qué trinh viém va/ hodc céc bénh khac trén da
lam ting kha ning hdp thu qua da. Bang kin lam ting ding ké su hdp thu qua da cia
corticosteroid tai chd. Vi vdy, bang vét thuong c6 thé 1a mot phuong phép hd trg diéu tri c6 gid
tri @& diéu tri bénh da liéu khang thudc.

Sau khi hdp thu qua da, thudc duoc trai qua qué trinh dugc dong hoc tuong tu corticosteroid toan
than. Corticosteroid lién két véi protein huyét tuong & mirc do khac nhau. Corticosteroid dugc

chuyén ho4 chii yéu qua gan va sau d6 dugc dao thai qua than. Mot s6 corticosteroid tai chd va
chat chuyén hod cua ching cling dugc thai trir qua mat.

QUY CACH PONG GOI:

Hop chua [ tuyp x 10g.

PILU KIEN BAO QUAN:

Bao quan dudi 30°C, dé noi kho rao, tranh anh sang. Khong duoc bao quan lanh.
HAN DUNG

36 thang k& tir ngay san xuét.

Han diing sau khi m& nép: 35 ngay

S8 16 san xudt (Batch No.); Ngay san xudt (Mfg. date); Han ding (Exp. date): Xin xem trén nhan
hop.

KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN.
TIEU CHUAN CHAT LUQNG: USP NF 2022 Issue 1 & IHS.
CO SO SAN XUAT: AUROCHEM LABORATORIES (INDIA) PVT. LTD.

Dia chi: Plot No. 8, Palghar Taluka IND. Co-op. Estate Ltd., Boisar road, Tal. Palghar, Thane
401404, Maharashtra state, An D0.
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