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LIFEPHARMA -E;?:rrALFARMAco

GROUP - ITALY
KETOPROFENE 2.5%
Thanh phéan:
Mé&i tuyp 50 g co chira; KETOPROFEN 1.25g
Chi dinh, chéng chi dinh, lidu ding va cac théng tin khac:
Xem tor hudng dan st dung
Chi dung ngoai da Tube 50g

Trénh xa tAm tay clia tré em Tiéu chudin: Theo tiéu chuin nha s&n xuét '
Bao quan tai nhigt a§ duéi 30°C, tranh &nh sang mat tréd Nha sin xuat: |
Laboratorio Italiano Biochimico Farmaceutico Lisapharma S.p.A

Via Licino, 11 - 22036 Erba (Coma) - ltaly

Tranh tiép xdc vung da dang diéu tri v&i anh BOC KY HUONG DAN SUY DUNG TRUGC KHI DUNG
sang mat tréi hodc den UV trong sudt qua

trinh diéu tri va 2 tudn sau khi ngirng thudc

ﬁEPHARMA S.p.A
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LABEL OF TUBE

A S

FLEXEN gel\ FOR EXTERNAL USE

KETOPROFEN 2.5% DERMATOLOGIC GEL tube 50g g
§
g

COMPOSITION: EACH TUBE 50g CONTAINS: KETOPROFEN 1.25 g. Excipients: q.s.

INDICATICNS, CONTRAINDICATIONS, DOSAGE & ADMINISTRATION AND FOR FURTHER INFORMATION
See the internal leaflet

Manufactured by: Laboralorio Italiano Biochimico Farmaceutico Lisapharma S.p.A

Via Licinp, 11 - 22036 Erba (Como} - ltaly
- Tranh liép xic ving da dang diéu tri véi anh
LAFE S FUA 7 0e, @]‘i.’E\i'_l.;ﬁmmﬂﬂ-@ﬁ sang mét trd hodc dén UV trong sudt qua
GROUP - ITALY trinh didu tr va 2 tudn sau khi ngirng thubc

FLEXEN gel punG NGOAIDA
KETOPROFEN 2.5%  GEL BOI NGOAI DA tube 50g

THANH PHAN: MOI TUBE 50g co chira: Ketoprofen 1.25 g, Ta duge; vira di.
Chi dinh, chéng chi dinh, liéu dung va cac théng tin khac: Xin xem thém t& huéng dan siv dung
Nha sédn xuat: Laboratorio taliano Biochimico Farmaceutico Lisapharma S.p.A. HA RMA s-p-A

Via Licino, 11 - 22036 Erba (Como) - Italy

BN = PAS DEPASSERLA DOSE PRESCRITE

LIFE[Z AR 1@!]1?[*&43@&&&4]&@@
GROUP - ITALIE
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HUONG DAN SU DUNG THUOC FLEXEN GEL

(Tuyp S0g Ketoprolen 2,5% dang gel)

FHANH PHAN: Mdi tuyp 100g ¢6 chira:
Hoat char Ketoproten 2.5 ¢
Ii dwoc Aleol (96% ethanol), glycerol, carboxypolymethylen, diethanolamin. methyl p-hydroxybenzoat,

propyl p-hydroxybenzoat, nude cat.

CAC DAC TINH DUOQC LUC 1HOC

Phan loal duoce ly: Thuoc chong viem khong steroid (NSAID) dé sur dung tai cho.

Ma ATC: MO2AALD. -w‘%

Ketoprofen. trong mot h¢ ta dugce thich hop, co t'hf'--f am qua da ¢ cac 16 chie viém do dé cho phép dicu ti tai
chd lam giam dau, chong viém o khop, ean, day chang va cac co. Trong su phoi hop vai cac phuong phip
diéu 1 toan than thich hop. thude ciing gop phin lam giam qua trinh viém bé mat o da. tinh mach. mach bach

husEt v hach bach huyvet

CAC PAC TINH DUQC DONG HOC
Fhude hap thu qua da rat it. Khi boi ngoai da 230mg Ketoprofen thi nong dé hoat chat trong huyét tuong

khoang 0.20 — 0,36 mee/ml sau 4-10 @it s dung.

CHIDINH
Boi tai cho trong cac truong hop sau: dau co. bong ean. bam tim, trdt khaop. viém tai thanh mae, viem gan,

viem bao hoat dich gan, viém tinh mach, viém tinh mach huyvét khoi be mat va viém mach bach huyet,

LIEU LUONG VA CACH SU DUNG

Boi ngoai da. I - 2 lan moi ngay. di¢n tich gel khoang 3 — S cm. phu thuoe vao dién tich vang ton thuong,

v0a bop nhe nhang dé tang hip thu thudc.

CHONG CHI DINH

Qud man voi hoat chat chinh hoac bat Ky ta duoc nao cua thude.

Cac phan tng qua man khac da duoc biét nhu hen suyén. viém mii di (me. di (me voi IKetoprofen, FFenolibrat.
Axit tiaprofenic. Axit acetylsalicylic hoac cac NSAID khac.

Neuoi ¢o tién s dj img da véi Ketoprofen. Axit tiaprofenic. Fenofibrat, kem chong nang UV hoac cic mui
huong.

Fiép xtic voi dnh sang mat troi (ngay ca Khi troi nhicu may). ké ca tia UV cia nha tam nang trong sudt qui
trinh di¢u tri va 2 tudn sau khi ngune thuoe,

Cac truong hop suy yéu bénh v nhu cezema. mun trime ¢, nhiém tring da hodc cac vét thuong ho.

fl};:PHAnMA S.p.A

13a thang cudi cua thai Ky
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Franh tiép xae vang da dang dicu i vai anh siang mat trai hode tal/Vocoa nhd tam nang trong sudt qui trinh
dicu i va 2 wan sau khi ngung thude.

TAC DUNG PHIL
Giong nhu tat ea cac thuoe khae, FLEXEN gel ¢o thé gay ra cace tae dung khong mong muon, mac da khong
phai 14 bi¢u hi¢n trén Lt ca nhimg neudi s dung thuoc.

Gidng nhur tat ca cac thude dung ngoii da. ¢o thé xay ra tac dung khong mong muédn trén da.

Iy 1é v mire do cua tae dung khong mong muon niy duoe siam dang ké bang cach ngin chan su tiép xic véi
anh sane mat wedi, ké ca tam nang. trong suot qua trinh dicu tri va 2 tudn sau khi ngimg thude.

Mie do xav ra cac tac dung nay duoc phan loai nhu sau: Rt thuong gip (=1:/10), thudng gip (=1.100.
110). it gap (2171000, <17100), hiém gap (110000, <1 1000). rdt hiém gip (<110000). chua duoe biét
( I'y 1& khong thé xic dinh duge bang cdce dir liéu hign ¢6).
Rai loan hé thong micn dich.

Chua duge bict: Soc phan vé, phic mach. phan tmyg qua man

Bénh v cua da va mé dudi da.

Chua duge biét: Phan tmg da tai cho nhu ban do, cim giae nong rat.

Hiém gap: Phan ung ngoai da: man cam vai anh sang. noi me day. Cac ca hiém gap hon cua cic phan tmg
nghiém trong hon nhu bong rop hodc eczema bong nude, chimg ¢o thé lan rong ra khoi vang dicu tri hodc
toin than.

Then - 16t nicu

Rit hiém gap: Truong hop xau di coa suy than tewde do.

LUU Y K1 SUDUNG

Can thiin trong khi su dung Flexen cho bénh nhan suy giam chire niang tim. gan. than: phan tng bit loi toan
than co lién quan tdi chire ning than,

Khane bang kin vét thuong

Khong nén dé gel ticp xie véi niém mac hoace mat, Tranh su dung Flexen 2.5% 1&n cac vet thuong ho hoac
cac vang da bi thén thuong lién tuc.

Neung sur dung ngay lap tie néu c6 cée phan g trén da ké ca trong truomg hop ¢o phan tme sau khi st dung
ddong thai voi cac san pham co chua octocrylen.

D¢ tranh cic nguy co man cam voi anh sang, khuyén cio bao vé ving da dicu tri bang trang phuc trong sudt
qué trinh dicu tri va hai win sau khi ngume thuoc.

Rua tay that k¥ sau mai lan dang thude.

I'hoi gian diéu tri duoe Khuyén cao khéng nén kéo dai vi nguy co vidm da liép xtc va man cam voi anh ning
tang 1én theo thoi gian di¢u .

Benh nhin hen suyeén ¢ 18n quan ol viem mii man. viém xoang man va hodc polip mii ¢é nguy co gia tang

,(f[-_\:PHARMA S.p.A

cac phan tng di tmg vai Aspirin va hojge cac NSALD.
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An troan va hiéu qui cua gel Ketoprofen o tre em chua duge danh gia.
San pham nay ¢ chura para-hydroxy-benzoat nén co thé giy ra cac phan tme di tmg. thuong la di ang cham.
Vige st dung, die bict néu kéo dai, cac thude sir dung tai ¢hd ¢6 thé gay ra cae hién tuong nhay cam hoac

kich tng tai ¢hd. Trong trudng hop nay. phai neime dicu va hoi v Kién bac si.

TUONG TAC THLOC

luong tac voi cac thude khiae kho co the xay ra vi nong do Ketoprofen trong huyét thanh sau khi boi qua da
vat thip,

Khong ¢é tuong tac nio cua Flexen gel 2,5% véi cie thude khae duge tim thiy.

Tuy nthien. theo doi cie bénh nhan dang su dung cie coumarin [ can thict.

SUDUNG O PHUNU CO THAI VA CHO CON BU il

ham khao v kién duoc stcua hiéu thuoe khi via dung bat kv loai thuoe nao do ké ca thuoe khong duge ke
don,

Khéng ¢o cic dir licu 1im sang doi vai dang thuoe dung ngoii nén thong tin su dung o phy nit ¢o thai vi cho
con bu sé duoce tham chi¢u dua wén dane thude udne va thude ticm.

Sw dung trong thai ky

Bor themg deiv va ba thane eitia cua thai ki

Do an toan cua Ketoprofen trong thoi gian mang thai chua duge danh gia. Do vy, khong nén s dung
Ketoprofen trong 3 thang dau va 3 thang it cua thai ky.

Bu thing cudi cua thai kv

Irong ba thing cuoi cta thoi k¥ mang thai. tat ca cic chit e ché ong hop prostaglandin, bao eom ca
Ketoprofen ¢o thé gdy ra ngd doc tim phoi va than o thai nhi.

Vao siai doan cudi cua thai ky, thoi gian chay mau héo dai o ca me va con ¢o thé Nay rd.

Do do. Ketoprofen chong chi dinh trong 3 thing cudi cua thai ky.

Sw dung trong thoi gian ¢ho con ba

Khone ¢ cac dir liéu vé su bai tiét Ketoprofen trong sia me.

Ketoprofen khong duge khuyen cao cho cae ba me dang cho con ba,

TAC DONG CUA THUOC DEN KHA NANG LAI TAU XE VA VAN HANH MAY MOC

Chua ¢6 anh huong ndo cua thude dén kha nane lii xe va van hanh may moe duge biét dén.

QUA LIEU

Qua licu do dimg tai ¢ho khong the xay ra. Néu va tinh an phai thude thi ¢o thé iy ra cac tae dung phy toan
than phu thuoe vao heong an phai.

F'uy nhién. trong trudmg hop nay. cac tri¢u chimg va bién phip ho trg gidng nhu trong trudmge hop udng qui

ﬁﬁpumm S.p.A

lidu thude chdng vicn.
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Trong truong hop tinh ¢& an phai hoiac u(:mg phai qua li¢u thude FLEXEN 2,5% gel, thong bao ngay cho bac

si hodc di t6i bénh vién gan nhat.

BAO QUAN: Bao quan & nhiét do dudi 30°C. tranh anh sang mét troi.
HAN DUNG: 3 nam ké tir ngay san xudt, trong bao bi nguyén ven.
QUY CACH: Hap 1 tuyp 50g Ketoprofen gel 2,5%

TIEU CHUAN: Nha san xuét

KHUYEN CAO: %

DE xa tdm tay cua tré em
Doc ki hudng din siv dung truée khi dang

Muén biét thém (hong tin xin hoi y kién cua Bic sy

NHA SAN XUAT:

Laboratorio Italiano Biochimico Farmaceutico Lisapharma S.p.A.

ﬂﬂ’mnm S.p.A

Via Licino, 11-22036 Erba {Como) - ltaly

PHO CUC TRUONG v

ANuén Vit Himg



