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/ Rx- Prescription drug

Humiprt:;fen sodium
0.03 % (w/v)

<D

Eye drops solution-
0.03 % wjv
5ml

|[cooper

Box of 1 vial x 5 ml

Flurbiprofen sodium
0.03% (w/v)

Indications, dosage,
administration,
contraindications and
other information: Read
the package leaflet inside.
Keep out of the sight and
reach of children.

Read the insert leaflet carefuly
before use.

Store below 30°C.
Protect from light.
Discard 28 days after the
first opening.

Manufactured in Greece by:
Cooper Pharmaceuticals
S.A.

Aristovoulou 64, Athens,
11853, Greece

Spedifications: In-house

Rx — Thudc ké don

FLUROPTIC

2

Flurbiprofen sodium
0,03 % (kl/tt)

<D

Dung dich nhé mét
0,03% (ki/tt)
Sml

| cooper

Hop1lox5ml

FLURO

Thanh phan:

Flurbiprofen sodium
0,03% (ki/tt)

Chi dinh, lidu dung, cach
dung, chéng chi dinh va
cac thong tin khac: Xem
trong td hudng dan st
dung thudc kém theo.

D& xa tam tay tré em.

Doc ky hudng dan sir dung
trude khi ding.

Thudc nhé mat

Bao quan dudi 30°C.

Tranh anh sdng

Sir dung trong vong 28
ngdy sau khi mé ndp.

Han diing la ngay cudi

a CUng ctia thang hét han.
SBK:

San xudt tai Hy Lap bdi:
Cooper Pharmaceuticals
S.A.

Aristovoulou 64, Athens,
11853, Hy Lap

DNNK:

Dia chi:

Tiéu chuan chdt kigng: TCCS

FLUROPT //
A
SLSX: ####
NSX: mm/yyyy
HSD: mm/yyyy
| IR Fn Composition: -
FL £ 0 C ~ Flurbiprofen sodium S
Flurbiprofen 0.03% (w/v) z
0.05 % (Wil Manufactured by: o
Eye drops solu Cooper Pharmaceuticals S.A. g
i Aristovoulou 64, Athens, 11853, Greece g-
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Rx- Thude néy chi dimg theo don thudce

FLDROPTIC
Dung dich nhé mat Flurbiprofen 0,03% (kl/tt)

CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Thudc nhé mdt

DEé xa tam tay tré em

DPoc ki hidng ddn sik dung triede khi ding.

Théng bdo ngay cho bdc sT hodic dirge st nhitng phan itng c6 hai gdp phdi khi sir dung thudc.

THANH PHAN CONG THUC THUOC

Thénh phdn hoat chdt: Flurbiprofen sodium 0,03% (kl/it).

Thanh ph(‘in td dige: Polyvinyl alcohol, thiomersal, disodium edetate, potassium chloride,
sodium chloride, sodium citrate, citric acid monohydrate, water for injection.

DANG BAO CHE
Dung dich nhé mét
M (& dang bao ché: Dung dich vb khuén, trong subt, khong man hodc mau vang nhat.

CHI PINH
leblplofen duoc chi dinh dé:
o Ucché co dong tr khi phau thuét, Flurbiprofen khong cé cac dac tinh lam gign dong t
va khong thé thay thé cho cac thude nay.
o Kiém soat chéng viém phan trudc cia mét sau khi phdu thust hotic ban tia laser & bénh
nhan chdng chi dinh ding steroid.

CACH DUNG, LIEU DUNG

Liéu dimg:
Nguoi lon: khi (Iung dé e ché co dong tir khi phiu thudt, nho 1 giot mdi ntra tleng va bt ddu tu

2 gity truGe khi phéu thudt, 1An nho cudi ciing nén céch it nhét 30 phit trude khi phau thuat,

Dé chong viém sau phAu thuat va sau bén tia laser tao hinh vung be, nén tuan thu liéu luong nhu
trén, Bit dau 24 gior sau khi phiu thuét, nén ding bén 1an mbi ngay, mdi 1dn mot giot trong it
nhét 1 tudn sau khi bén laser tao hinh vimg be hodc hai dén ba tudn sau cac phau thuat khac.

Tré em. khong c6 nghién ciu v& do an toan va hidu qua cua ﬂlllblpl ofen & tré em.

Ngirdi cao tuéi: khong co chi dinh dic biét cho ngudi cao tudi.

Cdch ding:
Flurbiprofen ¢ thé ding bing céch nhd vao tai két mac.

Céc loai thuoc khéc khdng nén st dyng chung v6i flurbiprofen. Néu cn ding chung nén ding
cach nhau t6i thiéu 1a 5 phut gitta céc 14n nho.

CHONG cui BINH

Qua man cdm vGi cdc hoat chét hodic v6i bét ky ta dugce nao cua thude

Flurbiprofen chéng chi dinh trong viém gidc mac bidu md herpes simplex (viém gidc mac dudi
gai).

Chéng chi dinh ding flurbiprofen cho nhiing ngudi ¢ bidu hién min cam chéo véi acid
acetylsalicylic va cdc thubc chéng viém khong steroid khéc

Véi cac thudc chéng viém khong steroid, cé kha ning ting chay méu do can trér qua trinh két tap
tiéu cau. Viée sir dung flur biprofen dugce chong chi dinh & nhiing bénh nhfm bi méau khé dong
hoiic dang dung céc loai thude khac cé thé kéo dai thdi gian chay mau, Chéng chi dinh dung
flurbiprofen cho ndi nhén trong thoi gian phau thut.

Flurbiprofen chéng chi dinh cho phy nit mang thai 3 thang cubi thai ky.
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Str dyng flurbiprofen c6 thé lam cham qué trinh chita lanh vét thuong,

DA ¢6 béo céo rang flurbiprofen c6 thé lam ting kha ndng chdy mau cla cdc md mét khi phdu
thudt.

Bénh nhan c6 tién st viém gidc mac herpes simplex can duge theo ddi chit ché.

Ta dirgc:

Thube Fluroptic ¢6 chiia thiomersal ¢6 thé gdy ra cdc phan tng di timg.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nit ¢6 thai:
Su trc ché téng hop prostaglandin ¢ thé anh huong x4u dén thai ky va/hodc sy phat trién cia
phdi thai hogic thai nhi. Dit liéu tir cdc nghién ctru dich t& hoc cho thay nguy co sdy thai va di tat
tim va hé thanh bung bam sinh tang sau khi sir dung mot chét e ché tdng hop prostaglandin
tlong thori gian dau thai ky. Ti 18 chéc chic xdy ra di gt tim mach da tang tr dudi 1%, 1én téi xap
i 1,5%. Nguy co duge cho 14 tang theo liéu va thoi gian diéu tri. Trén dong vit, viéc str dung
cac chat uc che tong hop prostaglandin d& dugc chimg mmh 14 1am mét va chét phdi thai trudce
va sau khi cdy. Ngoai ra, nguy co mic cée di tat khac, bao gdm dj tat tim mach, tang 1én, d& duoc
ghi nhén ¢ dong vat dugc sir dung mot chét e ché tdng hop prostaglandin trong giai doan hinh
thanh co quan. Trong ba thang déu va gifta ctia thai ky, flurbiprofen khong nén dugce st dyng trir
khi thét can thiét.
Néu dong flurbiprofen & ngudi phy nit dang ch gang thy thai, hoiic trong ba théang dau va gitta
ctia thai k¥, nén dung liéu thap va thoi gian didu tr ngn nhat co thé.

Trong ba thang cudi cua thai ky, tat ca cac chét trc ché tdng hop prostaglandin co thé khién thai
nhi:

e Doc tinh tim phdi (v6i sy déng sém dng dong mach va tang huyét ap phdi);

e R&i loan chite néng thén, ¢6 thé tién trién thanh suy than kém thiéu bi;

e

Khién cho ngudi me va tré so sinh & cudi thai ky: 10038
o (6 thé kéo dai thoi gian chay mau, do tac dong chéng két tap tiéu cdu c6 thé xay ra & liéu :ONG
thap - TNH
e Ut ché con co tix cung dAn dén tri ho#in hotic kéo dai sy chuyén da. TEDFA

Do dé, flurbiprofen bi chéng chi dinh trong ba théang cudi cta thai ky. ’
Phu nit cho con bii: @

Trong s6 cac nghién ciru han ché cho dén nay, NSAID ¢6 thé bai tiét qua sita me v6i lwong rat
thdp. NSAID, néu c6 thé nén tranh st dyng khi cho con bu.

Vin chua biét lidu flurbiprofen hodic chdt chuyén hoéa cia né c¢é duge bai tiét qua sita me hay
khong. Cén cén nhéc c6 nén ngu‘ng cho con bu hodc ngiimg/bd dleu tr] bang flurbiprofen dya trén
loi ich ctia viée cho con b déi véi dira tré va loi ich cta viée didu tri cho nguoi me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Nhin mo thodng qua ¢6 thé dan dén sau khi nho thude. Néu didu ndy xay ra, bénh nhan nén doi
cho dén khi tam nhin r6 rang trude khi 14i xe hodic sir dung may moc.

TUONG TAC, TUONG KY CUA THUOC

Mic du cac nghién ctiru lam sang véi acety]cholin clorua va nghién ciu trén dong vat voi
acetylcholin clorua ho#c carbachol cho thay khong ¢6 sy can thiép nao, va khong cé co s& duge
ly nao cho sy tuong tac, dé c6 bao cdo rang acetylcholin clorua va carbachol khéng hiéu qua khi
st dung & mot s6 bénh nhan phau thuat duoc didu trj bing flurbiprofen.

Twong ky ciia thude:
Do khéng c6 cdc nghién ctu v& tinh twong ky cia thude, khong tron 1an thubc nay véi céc thudce

khéc.
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'I‘AC DUNG KHONG MONG MUON CUA THUOC

Rét thlr(mg gip (= 1/10); thudng gap (17100 dén <1/10); it gap( 1/ 1000 den <1/100); hiém
gip (=1 /10.000 dén <1 / 1000); rat hiém gip (<1 / 10.000) duoc phan loai theo tAn sudt va hé co
quan MedDRA

Céc phan tmg phy sau dugc ghi nhdn trong cac nghién ciru lam sang:

Réi loan mét:

Rét thudng gap: kich tmg mét, dau mit, xut huyét tién phong.

Ngoai ra, cdc phan tmg phu sau day ciing duge ghi nhédn trong giai doan hiu mai:

R6i loan mét:
Khéng 15: xuét huyét mét, gisn ddng tir (gian ddng tix kéo dai), dé mét.
Théng bido ngay cho bdc sy hofic dwpe s nhitng phin irng c6 hgi giip phii khi sit dyng thuéc.

QUA LIU VA CACH XU TRi
Véi thube nhé mét, viée qua liéu khong gdy ra céc vén dé cap tinh. Néu v6 tinh nuét phai, cin

didu trj tridu ching.

PAC TINH DUQC LUC HQC
Nhém dugc ly: Thube chong viém khong steroid

Ma ATC: S01BC04
Flurbiprofen la mot chit chéng viém khéng steroid ¢6 tac dung trc ché tong hop prostaglandin

bang cach e ché enzyme cyclo- -oxygenase la enzyme thiét yéu cho sinh téng hop prostaglandin.
Prostaglandin tham gia vao phan tmg co dong tir khi phau thuét mét, Swr dung flurbiprofen trudce
khi phau thuat c6 thé e che si co dong tir va cho rang diéu nay la két qua cta vide tic ché giai

ph(’)ng plostag,landm & mat,

¢ théng than kinh giao cdm khong bi anh hudng bai co ché nay va bénh dau than kinh do
acetylcholme khong duoc tim thdy bi e ché trong cac thir nghiém 1am sang.

Trén md hinh dng vat, prostaglandin la chét trung gian héa hoc ctia mot so loai viém trong mit.
Nghién ctu trén 1nat dong vit, thiy ploshglandm phd v& dugc hang rao mdu - thiy dich, gdy
gifin mach, ting thAm thdu mao mach, ting bach cau, ting nhén ap.

DAC TINH DUQC PONG HQC
Nong do ﬂmblpmf(,n 213 mg/ml trong thuy dich da dugc bao céo sau mdi niva gir didu tri trong

hai gid trude phau thuat,

QUY CACH DONG GOI
Hop 1 lo S ml

DPIEU KIEN BAO QUAN
Bao quéan dudi 30°C. Tranh anh sang.

HAN DUNG
36 théng ké tir ngay san xuat
Str dung trong vong 28 ngay sau khi mé nap.

TIfU CHUAN CHAT LUQNG: Tiéu chuén co s&
SAN XUAT TAI HY LAP BOI:

Cooper Phal maceuticals S.A.
Dia chi: Aristovoulou 64, Athens, 11853, Hy Lap.
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