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. San xuat tai: CONG TY €6 PHAN DUGC PHAM vCP
THUGC DUNG NGOAI ver Dia chi: Thanh Xuan - Soc Son - Ha Noi - Viét Nam
Thanh phédn: Mbi 1g thudc mé& chia: Composition: Each gram oinment contains:
Fluocinolon acetonid 0,25mg Fluocinolone acetonide 0,25mg
Té dugc vira du g Excipients q.s 1g
Chi dinh. Chéng chi dinh. Cach ding - Liéu ding. Indications, Contra - Indications. Usage. And
Céc théng tin khéc : Xin doc trong t& hudng dan su other information : Please read endosed leaflet.
dung.
Dé xa tdm tay ctia tré em. Keep out of the reach of children. Oﬂ,\/
Poc ki huéng dan sif dung trudc khi ding. Read carefully the instruction before use.
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W Specifications: Manufacturer's.
W Storage: in 3 hermetic container, below 30°C, protect from light
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(/ Sén xudt tal: CONG TY €6 PHAN DUGC PHAM vCP
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THUGC DUNG NGOAI Dia chi: Thanh Xudn - S6¢ Son - Ha NGi - Viét Nam
| Tk phin: M8 1q thuscme choa
Fh don acetonid 0.25mg 04 xa tim tay cila tré em.
T dugx v &0 9 Doc kj hutng dia 5 dung truse khi ding.
B Chi dinh, Cich diing - Libu diing, Chéng chi dinh, Chc théng .
tin ke | Xin doc trong v hudng din s dung. 2
W Thdu chudn: TCCS.
1 Bio quibn: Trong bao kin, dudi 30°C, trinh dnh sdng
- BOX OF 1 TUBE TOPICAL OINTMENT
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THUOC MO FLUOCIDE

Thuéc bin theo don
Doc kj huong din siv dung trieée khi diing
Dé xa tim tay tré em
Théng bdo ngay cho bdc sy hogc dicoc sy nh ang tic dung khong mong muon gap phii
trong qud trinh sit dung thuoc

1. THANH PHAN, HAM LUQNG: 1g thubc m& Fluocide ¢6 chira:

Fluocinolon acetonid: 0,25 mg

Ta dugc vira du: 1,0g (Dau paraffin, Lanolin khan, Vaselin)

2. MO TA SAN PHAM

Dang bao ché: Thude md.

Thudc m& mau trang hodc tring nga vang, thé chit mém, min, dong nhit, dinh vao da khi
boi.

3. CHI DINH, LIEU DUNG - CACH DUNG & CHONG CHI PINH

3.1. Chi dinh: Tré em va nguoi 1on:

Thude ding ngoai da dé gidm tinh trang viém, ngira cho cac bénh ly ngoai da c6 dap tng
vdi corticosteroid ¢ tré em, nguoi I6n bao gobm ca ngudi cao tudi.

3.2. Cich dung — liéu ding:

Tré em va ngudi lon bao gdm ca nguoi cao tudi:

Boi m{t 16p kem mong 1én ving da can diéu tri 2 — 4 lan/ngay tay thudc vao mue do ning
clia bénh. Trén cdc ving da c6 10ng, toc nén cao 1ong hoac téc dé thude co thé tiép xuc truc
tiép vai ving tén thuong. C6 thé bing kin thudc trong trudng hop vay nén hodc cic trudng
hop bénh dai ding, khé diéu tri. Néu nhiém trung phat trién, nén ngung bang thude va didu
tri bang khéang sinh phu hop.

Khong diing thube qua 7 ngay.

3.3. Chéng chi dinh:

Ngudi ¢6 tién sir di img v6i bit cir thanh phin nao cua thube.

4. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Viéc hip thu toan thén cta cic corticosteroid tai chd c6 thé gay M ¢6 hoi phuc truc dudi
ddi tuyén yén — thuong than (HPA), din dén nguy co hoi chirng Cushing, tdng glucose mau
va glucose ni€u trén mot sO bénh nhan.

Cac diéu kién lam ting nguy co hip thu toan thin bao gém ding céc steroid hiéu lic manh,
st dung trén dién tich rong, dung kéo dai va stir dung thém bang ¢ép. Vi vay, cdc bénh nhén
dang diéu tri voi lidu cao steroid hi¢u luyc manh, boi trén dién tich rong hodc dudi diéu kién
bang kin nén dugc danh gia dinh ki nguy co we ché truc dudi ddi tuyén yén- thugng thin
(HPA). Néu nguy co trc ché truc HPA duogc ghi nhan, cin ngimg thude, giam tin suit boi
hodic thay thé bang céc thube cé tiém luc yéu hon.

Nhin chung truc HPA thudng hdi phuc hoan toan sau khi ngimg thude. Trong mt s6 trudong
hop, diu hiéu va triéu ching ctia hién tugng cai steroid c6 thé Xay ra, cén dung thém cac

corticosteroid dudng toan thén.
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Tré em thudng c¢6 nguy co hap thu véi mét lugng 16n corticosteroid tai chd va vi vay nhay
cam hon véi céc doc tinh toan than. Néu cic dau hiéu kich {rng xudt hién, nén ngimg diéu tri
va sir dung cdc bién phap thay thé phu hop. Gidng nhu bat ki cac corticosteroid tai chd nao
khéc, khi str dung kéo dai thude thudng giy teo da va md dudi da. Dic biét can luu y khi
ding cho cac viing da c6 nhiéu nép gap, vung da trﬁy xude hoiic trén mit, diéu nay c6 thé
xdy ra mic du sir dung véi thoi gian ngén.

Trong trudng hop ¢6 nhiém tring da, can sir dung cac thude chdng nidm hoic cac thude
khéng khuan phit hop. Néu khong céi thién, nén ngimg diéu tri v6i corticosteroid dén khi
nhiém trung dugc kiém soat hoan toan.

5. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu niv mang thai: Céc corticosteroid doc tinh véi bao thai khi dung duong toan than véi
lidu twong dbi thap trong céc nghién ciru trén dong vat. Céc corticosteroid tiém luc manh
hon ¢d nguy co ddc tinh vdi bao thai sau khi dung ngoai da trong céc nghién ctru trén dong
vat. Chua c6 cac nghién ctru ddy di vé anh hudng ctia thude trén phu nir mang thai khi dung
theo dudng tai chd. Vi vay, cic corticosteroid tai chd chi nén st dung trong thoi ki mang
thai khi lgi ich cho me vuot tri nguy co voi thai nhi. Cac thudc thudc nhom nay khong nén
str dung vo1 mot lugng 16n va kéo dai trén phu nit mang thai.

Phu nit cho con bii: Chua 13 lidu luong thude hip thu toan than khi dung tai chd c6 du dé
phat hién trong sira. Khi dung duong toan thin, cic corticosteroid dugce bai tiét vao sita véi
mot lwong khong di dé gdy tic dung co hai trén tré. Tuy nhién, can than than khi dung
thude cho phu nir dang cho con bu

6. ANH HUONG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thude khong co hodc ¢ anh huong khong dang ké 1én dbi tugng 1ai xe va van hanh may
moc

7. TUONG TAC, TUONG KY CUA THUOC?

Khong co cac nghién ciru chinh thire vé tuong tac thude voi thude ma Fluocinolon acetonid.
Tuy nhién khéng nén sir dung kém cac thude hodic my phidm khéc trén cliing viing da diéu tri.
8. TAC DUNG KHONG MONG MUON CUA THUOC (ADR):

Cac tac dung khong mong muén tai chd sau thuong duge ghi nhjn khi st dung cac
corticosteroid tai chd nhung thudong gap hon khi dung kém céc A\}h{‘:u bang thudc. Cac
phan tmg dugc liét k& dudi day giam dan theo thir ty xudt hién: bong rat, ngira, kich tng,
kho da, viém nang 16ng, ram 16ng, phat ban dang mun, mét sdc to da, viém da quanh miéng,
viém da tiép xtic, nhiém trung thir phat, teo da, ran da, rom say.

9. HUONG DAN XU TRI ADR.

Néu céc ddu hiéu kich tmg xudt hién, nén ngimg diéu tri va st dung cdc bién phép thay thé
phu hop.

10. QUA LIEU VA CACH XU TRI.

Thong thuong khi dung ngoai khong xay ra cac truong hop qua lidu.



Tuy nhién néu sir dung kéo dai qui mirc hodic ding trén viing da rong ¢ ton thuong ho o
thé gay ra trc ché truc dudi ddi — tuyén yén — tuyén thuong than (truc HPA), dan dén suy
thuong than co hoi phuc.
Céc téc dung toan than do qué liéu corticosteroid trudng dién bao gdom: Tac dung gilr natri
va nuée, tang chirng thém &n, huy dong calci va phospho kém theo lodng xwong, mit nito,
tang dwong huyét, tic dung giam tdi tao mo, tang cam thu véi nhiém khuan, suy thugng
than, tang hoat dong vo thugng than, rdi loan tim than va than kinh, yéu co.
Khi ¢6 dau hiéu trc ché truc HPA cin c6 diéu chinh vé lidu sir dung hoic thay thudc khac c6
hoat tinh thap hon.
Piéu tri: Trong trudng hop qua liéu cép, cin theo dai dién giai dd huyét thanh va nuéc tiéu,
Dic biét chii y dén cén bing natri va kali. Trong trudng hop nhiém doc man, ngirng thude tir
tir. Diéu tri mit cin bing dién giai néu can.
11. PAC TINH DUQC LUC HOC:
Nhom duwgce Iy: Nhom duge ly: Corticosteroid sur dung ngoai da.
Ma ATC: DO7AC04
Fluocinolone acetonid 1a mot corticosteroid tai chd, thudc cé tic dung chéng viém, giam
ngtra va co mach. Co ché chéng viém clia cdc corticosteroid tai chd con chua ro. Rat nhiéu
cac phuong phap khac nhau nhu danh gia tic dung co mach da duge sir dung dé so sanh va
tién doan tiém luc vi/hodc hiéu qua lam sang cta cac corticosteroid tai chd. Mot sb béng
chirng cho thiy ¢6 méi lién quan giita tic dung co mach va hiéu qua diéu tri & nguoi.
12. PAC TINH DUQC PONG HOQC:
Miic do hap thu qua da ctia cac corticosteroid dugc xac dinh béi nhiéu yéu tb khac nhau bao
gbm chét din thudc, su toan ven ciia hang rao biéu mé, va céc bién phap bang ép thude.
Céc corticosteroid co thé hap thu qua da. Tinh trang viém hoic cac bénh ly trén da lam ting
kha ning hap thu thudc qua da. Str dung cic dung cu bing ép thude ting hép thu qua da cua
céc corticoid tai chd. Vi vdy, cac dung cu bang ép thudce 1a bién phap phdi hop c6 hiéu qua
dé diéu tri cic truomg hop bénh ly trén da khé diéu tri. Khi dugc hap thu qua da, duge dong
hoc ctia thude tuwong tu corticosteroid ding toan than. Thubc lién két véi protein huyét
twong & mirc do thay dbi. Thude chuyén hoa chu yéu & gan vz‘;l thai qua than. Mot sb
corticosteroid tai cho va chat chuyén hoa ctia ching cling dugc thai ff qua mét.
QUI CACH PONG GOI: Hop 01 tuyp thude 15g va to huéng din sir dung.
13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:

- Bdo quan: Bio quan & noi kho rao, thoang mat, nhiét d¢ khong qué 30°C, tranh anh sang.
- Han ding: 36 thang ké tir ngy san xuit.
- Tiéu chudn chét luong cia thude: Tiéu chudn co s6.
14. NGAY SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
15. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Company

Thanh Xuan - S6¢ Son - Ha Noi — Viét Nam
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