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Photitanol ...

Fluocinolon acetonid

Thanh phén: M3i tuyp chifa:
Fluocinolon acetonid.......0,025% (kI/kl)
Chi dinh, céch diing, chéng chi dinh
& cac thdng tin khac:

Xem trong & huéng din s dung
thudc kém theo.

Composition: Each tube contains:
Fluocinolone acetonide....0.025% (w/w)
Indications, administration, contra-
indications & other information:

See insert paper.

CTY TNHH PHIL INTER PHARMA

S6 16 sx, HD sé duoc

R: Thugc ké don

Thanh phdn: M3i tuyp chifa:
Fluocinolon acetonid.......0,025% (KI/kl)
Dang bao ché: Kem bdi da

Chi dinh, cach ding, chéng chi dinh
& cac thang tin khac: Xem trong to
hudng din st dung thudc kém theo.
Béng gbi: 10g/tuyp/hop

WHO-GMP

Phﬂtita nOICream

Th

SG 16 SX:

NSX:
HD:

Bdo quan: Trong hop kin, noi khd mat, tranh dnh sdng, dugi 30°C.
Tiéu chudn chat lugng: TCCS.

DE xa tdm tay trd em

Boc ky hudng dén st dung trudc khi dung

PHI San xuit tai CTY TNHH PHIL INTER PHARMA
S0 25, dudng sd 8, KCN Viét Nam-Singapore,
INTERPHARMA Thun An, Binh Duong

Photitanol

Fluocinolone

R Prescription drug

Composition: Each tube contains:

Dosage form: Topical cream
Indications, administration, contra-
indications & other information:
See insert paper.

WHO-GMP

Phﬂtitan()lc‘ream

For topical use only

Storage: In a well-closed container, dry and cool place, protect from
light, below 30°C.

Package: 10g/tube/box.

Specification: In-house.

il =

Sssss

acetonide....0.025% (w/w)
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PHOTITANOL

Dé xa tam tay tré em.
Doc ky hwong dan sir dung trudc khi dung.
Thuoc nay chi diing theo don thuoc.

THANH PHAN CONG THUC THUOC
Maéi tuyp chira:
Thanh phdn hoat chdt: Fluocinolon acetonid............ 0,025% (kl/kI)
Théanh phan td dwogc: Propylen glycol, cetanol, con stearyl, vaselin, paraffin 16ng, sorbitan
monostearat, polysorbat 60, propylparaben, methylparaben, nuéc tinh khiét.
DANG BAO CHE
Dang bao ché: Kem bdi da.
Mé ta: Thube dang kem mau tring, min.
CHI PINH

. PHOTITANOL dugc chi dinh d giam tinh trang viém va ngira clia cac bénh ngoai da c6 dép
ung voéi corticosteroid.
CACH DUNG, LIEU DUNG
No6i chung, thoa mét 16p méng 1én ving da can diéu tri tir 2 - 4 14n mbi ngay tuy thudc vao
murc d§ nang cua bénh. 0 nhiing vi trf rém 10ng, toc nén loai bo phan 16ng, toc nay dé thudc
dugc tlep xuc true tiép véi vung t6n thuong.
C6 thé bang kin ving thoa thuoc trong truong hop bénh vay nén hoic cac trudong hop bénh
dai ding, kho diéu tri. Mot s6 bang gac c6 tinh déo c6 thé d& chay, nén cin than khi st dung.
Tuong tu, nén thén trong khi s dung nhimg bang gac nay cho tré em hodc dé gan ching, dé
tranh kha ning lam ngat thd do v6 y. Néu nhim khuén phat trién, nén ngung bang kin va diéu
tri bang khang sinh pht hop.
CHONG CHI PINH
Chdng chi dinh cac corticosteroid tai chd & nhitng bénh nhéan c6 tién st qua man véi bat ky
thanh phén nao cta thube.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Tong quan

. Su hap thu toan than cua céc corticosteroid tai chd gay ra su e ché ¢6 hdi phuc truc dudi doi
- tuyén yén - tuyén thuong thén (HPA), biéu hién ctia hoi chimg Cushing, ting glucose méu
va glucose ni€u trén mdt so bénh nhan.
Céc diéu kién lam tang kha nang hép thu toan than bao gdm viéc st dung céc steroid hoat luc
manh, st dung trén bé mit dién tich rong, dung kéo dai va sir dung thém bang €p.
Vi vay, nhitng bénh nhédn dang didu tri v6i liéu cao steroid tai chd bbi trén bé mat dién tich
rong hogc dudi dleu kién bang kin nén dugc danh gié dinh ky nguy co tc ché truc duéi dbi -
tuyén yén - tuyén thuong than (HPA) bing céach str dung xét nghiém kich thich cortisol va
ACTH tu do trong nudc tiéu. Néu nguy co uc ché truc HPA dugc ghi nhan, can ngimg thudc,
giam tan suét sir dung hoic thay thé bang steroid hoat tinh yéu hon.

- Chtc nang truc HPA thuong hdi phuc nhanh va hoan toan sau khi ngimg thuc. Thong
thuong, céc dau hiéu va tridu ching cla viéc ngimg st dung steroid c6 thé xay ra, cAn dung
thém céc corticosteroid dung dudng toan than.

Tré em thudng c6 nguy co hip thu mot lugng 16n corticosteroid tai chd va do d6 dé bi nhiém
ddc toan than hon.

Néu cac dau hiéu kich tmg xuét hién, nén ngimg ding corticosteroid tai chd va st dung céc
liéu phép thay thé phu hop.
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Gibng nhu bat ky cac corticosteroid tai chd khac, khi st dung kéo dai c6 thé lam teo da va cac
mb dudi da. Pidu nay c the xay ra ngay ca khi sir dung trong thoi gian ngan khi dung thude
trén cac vung da cé nép gap, hogc trén mt.

Trong trudng hop c6 nhiém tring da, can st dung thudc khang ndm hoac thude khang khuén

phu hop. Néu khong cai thién, nén ngimg diéu tri v6i corticosteroid cho dén khi tinh trang

nhiém tring dugc kiém soat hoan toan.

Thong tin cho bénh nhan

Bénh nhén sir dung corticosteroid tai chd can biét nhimg thong tin va huéng dan sau:

1.  Thubc - nay phai duoc st dung theo chi dén ctia bac si. Chi dung ngoai da. Tranh tiép xuc
voi mét.

2. Céan khuyén céo ngudi bénh khong sir dung thubc nay cho bét ky tinh trang bénh nao
khac ngoai chi dinh.

3.  Khong bang bo, che chin hodic quin kin ving da dugc diéu tri vi ¢6 thé gy bit tic, trir
khi c6 chi dinh cua bac si.

4. Bénh nhan nén théng bio bat ky ddu hiéu phan tmg khéng mong mudn c6 hai tai chd,
dac biét 1a khi bang kin.

5. Céan khuyén céo cha me khong str dung t& 16t hodc quan nhua b sét cho tré c6 ving da
dang dwoc diéu tri nam trong khu vuc quén t4, vi nhing loai ti quan nay c6 thé bang kin
vung da dugc diéu tri.

Xét nghiém

Céc xét nghiém sau 6 hi€u qua trong vi€c danh gia nguy co e ché truc HPA:

Xét nghiém cortisol tu do trong nudc tiéu

Xét nghiém kich thich ACTH

Gay ung thw, dgt bién va suy giam kha ning sinh sin

Céc nghién ctru dai han trén dong vét khong dugc thuc hién dé danh gid kha nang gy ung thu

hodc anh huéng dén kha ning sinh san ciia cac corticosteroid tai chd.

Céc nghién ctru x4c dinh kha nang gy dot bién véi prednisolone va hydrocortisone cho két

qud am tinh.

St dung cho tré em

Tré em thuong nhay cam hon véi cor ticosteroid tai ché gdy ikc ché truc dudi doi - tuyén yén -

tuyén thuong than (HPA) va héi chiing Cushing so véi bénh nhan truong thanh vi ty 1é dién

tich bé mdt da trén trong lugng co thé 16m hon.

Ut ché truc HPA, hoi chimg Cushing va tang huyet ap noi so dé dugc bdo cdo 6 tré em dung

corticosteroid tai chd. Cac biéu hién cua e ché tuyén thuong than & tré em bao gbém cham

phat trién chiéu cao, chdm tang can, ndng dd cortisol trong huyet tuong thap va khong dap
ting véi kich thich ACTH. Biéu hién ctia ting 4p nodi so bao gém thép phéng, dau dau va phu
gai thi hai bén.

Str dung corticosteroid tai chd cho tré em nén dugc han ché véi lidu luong tdi thiéu phi hop

v6i phéc db didu tri hiéu qua. Piéu tri thudong xuyén bang corticosteroid c6 thé can tro su ting

trudng va phat trién cia tré em.

Thong tin ve ta duge

Propylen glycol: ¢6 thé gy kich ting da. Khong ding thuoc nay cho tré so sinh duéi 4 tuan

tudi c6 vét thuong hd hodc cac ving da bi rdch hoic bi tén thwong 16n (ching han nhu bong)

ma khong tham khéo ¥ kién bac si hodc duogc si.

Cdn stearyl: c6 thé gay ra cac phan Ung tai chd trén da (vi du nhu viém da tlep XUc).

Propylparaben va methylparaben: c6 thé gdy ra cac phan ung di tmg (c6 thé xay ra cham).

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Nhin chung, céc corticosteroid gay quai thai & dong vat thi nghiém khi dang duong toan than

v6i lidu ding tuong dbi thdp. Cac corticosteroid hoat tinh manh hon cho thdy c6 thé gdy quai

thai sau khi diing ngoai da & ddng vét thi nghiém. Chua c6 nghién ctru day di va c6 kiém soét
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& phu nit mang thai vé tac dung gdy quai thai khi diing corticosteroid bo1 tai chd. Vi vay, céc
corticosteroid dung tai chd chi nén sir dung trong thoi ky mang thai néu loi ich cho me vuot

trdi nguy co vé6i thai nhi. Céc thube thudc nhém nay khong nén st dung rong i trén phy nit

¢6 thai v6i mdt lugng 16n hodc trong thoi gian dai.

Thoi ky cho con bu

Chua 13 viéc su dung corticosteroid dung tai chd c6 th din dén su hép thu toan than du dé

tao ra luong thudc phat hién trong sita me hay khong. Corticosteroid dung dudng toan than

duoc bai tiét vao sira me véi mot lugng khong du dé gay tac dung c6 hai cho tré. Tuy nhién,

can than trong khi dung corticosteroid tai cho cho phu nit dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua ¢6 béo céo vé anh hudng ciia thube dn kha nang 14i xe va van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC

Chua c6 béo cdo vé tuong téc ciia thudc nay véi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong mubn tai chd sau ddy dwoc ghi nhan it gip khi st dung céc

corticosteroid tai chd, nhung c6 thé xay ra thuong gip hon khi st dung dang bang kin. Cac

phan ung duogc liét ké dudi day theo thtr tw giam dan:

Boéng rat

Ngtra

Kich ung

Kho da

Viém nang long

Réam 16ng

Phat ban dang mun

Giam sic té da

Viém da quanh miéng

Viém da tiép xuc di tmg

Da nhén nheo

Nhi&m khuén thir phat

Teo da

Ran da

D6 md hoi trom

* Thong bdo ngay cho bdc st hodc duwgc si nhiing phdan irng cé hai gap phai khi siv dung

thuoc.

QUA LIEU VA CACH XU TRi

Dung tai chd corticosteroid c6 thé hap thu mot lugng @ gy téc dung toan than.

PAC TINH DUQC LUC HQC

Nhém duoc ly: Nhém corticosteroid hoat tinh manh (nhom III).

Ma ATC: DO7ACO04.

Fluocinolon acetonid & mét corticosteroid ding tai chd, c6 tac dung chéng viém, chéng ngira

va co mach. Co ché chéng viém cua cac corticosteroid tai chd chwa dugc biét rd. Cac phuong

phép thi nghiém khéc nhau, gbm ca danh gia tac dung co mach, di dugc st dung dé so sanh

va tién dodn hoat lyc va/hodce hi¢u qua lam sang cia cac corticosteroid dung tai chd. Mot sb

nghién ctru cho thiy c6 mdi trong quan gitra tac dung co mach va hiéu qua diéu tri & nguoi.

PAC TINH DUQC PONG HQC

Mic d6 hip thu qua da ciia cc corticosteroid tai chd dugc xac dinh boi nhiéu yeu t6 bao gdbm

chét dan thudc, su toan ven ctia hang rao biéu mo va viéc sir dung bang ép thude.

Corticosteroid tai chd c¢6 thé hip thu tir da binh thuong con nguyén ven. Tinh trang viém hoac

cac bénh ly trén da lam tdng kha nang hép thu thudc qua da. Bang kin lam ting dang ké su

hép thu qua da cua cac corticosteroid tai chd. Vi vdy, bang ép thudc 1a bién phép phéi hop

hiéu qua dé diéu tri cdc bénh trén da khang thude.
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Khi duoc hép thu qua da, duoc dong hoc cua cac corticosteroid tai chd twong tu corticosteroid
dung toan than. Corticosteroid gan ket v6i protein huyét tvong & cac mic d khac nhau.
Corticosteroid dugc chuyen hoa cha yéu & gan va sau d6 duogc dao thai qua thén. Mot s6
corticosteroid tai chd va chat chuyen héa cta nd cling dugc thai trir qua mat.

QUY CACH PONG GOI

Hop 1 tuyp 10 g.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién bdo quan: Trong hop kin, noi khé mat, tranh anh sang, duéi 30°C.

Han dimg: 36 thang ké tlr ngay san xuat

Khéng dung qua 30 ngay sau khi mé nép 1an dau.

Tiéu chudn chaz‘ lugng: Ti€u chuén co s6.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY TNHH PHIL INTER PHARMA

S6 25, duong s6 8, KCN Viét Nam - Singapore, Thudn An, Binh Duong.
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