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5 ml DROPTAINER™
Dispenser.
INGREDIENTS:

Active: Fluorometholone
Acetate 0.1%.
Preservative: Benzalkonium
Chloride

INDICATIONS,
CONTRAINDICATIONS,
ADMINISTRATION &
OTHER INFORMATION:
See the instruction.
Store upright.

Do not store above 30°C
Protect from freezing.

SHAKE WELL BEFORE USE.

Discard 28 days after
opening.

KEEP OUT OF REACH OF
CHILDREN.

CAREFULLY READ THE
INSTRUCTION BEFORE USE.

© 2005 Novartis
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Rx - Thudc ban theo don

FLAREX"

(Fluorometholene Acetate 0.1%)
STERILE DPHTHALMIC
PREPARATION

HON DICH NHG MAT VO TRUNG
5 ml - susPeNSION

Alcon

Lo dem gipt

DROPTAINER® 5ml
THANH PHAN:

Hoat chit: Fluorometholone
Acetate 0,1%

Chét bao quan:
Benzalkonium Chloride

CHi BINH, CHONG CHI
BINH, CACH DUNG VA
CAC THONG TIN KHAC: xin

| xem t& hugng din sif dung.

Gill oy thudc thang ding
Bao quan khong qua 30°C.
Khéing dé dong da

LAC KY TRUGC KHI DUNG.
Khdng duge ding sau khi
mé lo 28 ngay.

BE XA TAM TAY TRE EM.
DOC KV HUONG DAN SU
DUNG TRUGC KHI DUNG
SBK: VN-XXXXX-XX

San xudt boi:

S.A. ALCON-COUVREUR N.V.

Rijksweg 14, 2870 Puurs,
Belgium (BI)

\ /
\ /
b __/ 4
\ = = __//




KAPVORM
"enkel voor positie"

PMS ZWART PMS 448 BRUIN PMS 452 BEIGE
a 100% 2100% a 100%

'

® Ry Lo dém gigl DROPTAINER™ 5mi
THANH PHAN: Hoat chit:
Fluorometholone Acetate 0,1%
Chit bdo quan; Benzalkonlum

Chioride A Chioride
SHAKE WELL BEFORE USE. e - LAC KY TRUGC KHI DING.
Store upright.

Giil Iy thudc thing diing.
Do not store above 30°C. FLAH Exo Bao quin khing qua 3(?‘0
Protact from freezing i Khng di ding da,
Discard 28 days after opening. HON DICH NHO MAT Khéng dugc dung sau khi md lp
© 2005 Novartis v TRUNG 28 ngay.

3TU30378-6 §.A. ALCON-COUVREUR N.V. - Bl

5 ml DROPTAINER " Dispenser. 5 I'li
INGREDIENTS: Active:
Fiuoremetholona Acetate 0.1%
Prasgrvative: Benzalkonium




Rx

FLAREX®

(Fluorometholone acetate 0,1%)
Hén dich nhé mét vé trung
THUOC BAN THEO BON

THANH PHAN o

FLAREX® (Fluorometholone acetate) la mét corticosteroid /\ bao ché dudi dang hon dich nhé mét
vo trung. Thanh phan hoat chéat, fluorcmetholone acetate, la chat bét mau trdng min c6 céng thirc
C24H31FQ5, trong lvgng phan t&r 418,5. Danh phap hoa hoc la 9-fluoro-11B, 17-dihydroxy-6a-
methylpregna-1,4-diene-3,20-dione-17-acetate. C4u tric héa hoc cla fluorometholone acetate nhw
sau:

CH,
H c|+|3 c=0

M&i ml chira

Hoat chét: Fluorometholone acetate 0,1% (1mg/ml).
Ta duoc:

Chét bdo quan: Benzalkonium clorid 0,01%.

Natri dihydro phosphat monohydrat, Natri clorid, Dinatri edetat, Hydroxyethylcellulose, Tyloxapol,
Hydrochloric acid, va/hodc Na hydroxid (@& diéu chinh pH) va nuwdéc tinh khiét.

DANG BAO CHE

Hon dich nhd mét vé trung.

CAC PAC TiNH DUQC LY

Pac tinh dwoc Iwe hoc

Nhém duoc tri liéu: thube nhan khoa, chéng viém, corticosteroid don déc. M ATC: SO1BA 07.

Hiéu qua cua corticosteroid trong diéu tri cac trwong hop viem & mét da dwoc khing dinh. Cac
corticosteroid cé tac dung chéng viém théng qua (rc ché su két dinh clia cac phan t& vao té bao mang
trong mach mau, cyclooxygenase | hodc I, va tac dung cla cytokine. Tac dung nay dan t&i gidm sy
tao thanh cac chat trung gian gay viém va (e ché sy két dinh cla bach cau lwu théng vao mang trong
mach mau, nh¢e dé ngan ngira chung xam nhap vao cac mé bj viém ¢ mat.

Fluorometholone 1a mét steroid tdng hop co d&c tinh chéng viém manh.




Mac dU corticosteroid cé thé lam t&ng &p lwc ndi nhan & nhirng bénh nhan nhay cam, fluorometholone
0,25% da dwoc chiyng minh la it |am tang ap lwe ndi nhan hon dang ké so véi dexamethasone natri
phosphat 0,1% & nhirng bénh nhan nhay cdm véi steroid.

Pac tinh dwerc dong hoc
Cac nghién clru trén thd va trén ngwdi da cho thay sau khi nhé mat, fluorometholone hap thu tét va

phan bé vao giac mac va thuy dich. /.
v o’

Famd
Duge dong hoc toan than clia fluorometholone chwra dugc nghién cldirén ngwdi. Twong ty nhw céc
ché phdm nhd méat khac, sw hap thu toan than cda fluorometholone duwec cho la ciing chi tao ra mét
néng dé thap trong huyét twong.

QUY CACH BONG GOI
Hép 1 lo dém giot Droptainer® 5mi.

CHi BINH DIEU TRI

Diéu tri cac trverng hop viém khéng nhiém khuén, dap g voi steroid, cla mi mat, két mac nhan ciu,
giac mac va phan phia trwde nhan cau.

LIEU LUONG VA CACH DUNG
Chi ding dé nhé mat.

Liéu duna:
Nguwéi lén: Nhé mét hodc hai giot thube vao tii két mac cla mét can diéu tri, 4 1an méi ngay.
Trong 48 gi& dau tién ¢cé thé tang liéu dén hai giot, ctr hai gir nhé mét Ian.
Phéi héi v kién bac s§ néu tinh trang bénh khéng ¢ai thién sau 2 tuln. Can than
trong khéng nén ngirng diéu trj sém. .-
Tré em: FLAREX® khang duec chi dinh dung cho tré em vi hiéu qué va db an toan cla
thudc & tré em chuwa dwoc xac lap.
Ngu&i cao tubi:  Khéng cé lwu v gi dac biét.

Néu s(r dung trén bénh nhan glécém nén diéu trj trong vong 2 tuan, trir khi viéc didu tri lau hon la cn
thiet (xem muc Canh bdo dac biét va than trong khi str dung).

Cach duna:
LAC KY LO THUOC TRUOC KHI DUNG.

Dé tranh tap nhiém vao dau nhé thuéc va hén dich thudc, can than trong khéng duwoc dé diu nhé
thude cla lp thudc tiép xuc véi mi mét, viing xung quanh mét hodc bét clr vat nao.

CHONG CHI BINH

- Quéa man cam véi fluorometholone hodc bat clv thanh phan nae cla thudce

- Nhiém khuan cap tinh chwa diéu trj. . DA
; \TAIT

- Viém giac mac do Herpes. T
4 ; N2 5
- Bénh dau bo (vaccinia). thiy dau va nhirng bénh nhiém virus khac & giac mac hodc két mac. a4

- Céc bénh do ndm cua cau tric mét,



Nhiém khuan lao & mét.

CANH BAO PAC BIET VA THAN TRONG KHI SU DUNG

Dung cac corticosteroid nhé mét kéo dai cé thé 1am tang nhan ap va/hoac glécém, dan téi huy hoai
than kinh thi giac, 1am gidm thj Iwc va thiéu hut thj treéng va hinh thanh duc thé thuy tinh dwéi bao
sau. Nhirng bénh nhan dlung corticosteroid nhé mat kéo dai, nén dwoc kiém tra ap lwc ndi nhan

dinh ky va thuong xuyén. /\/,. .&:"

Diéu nay ciing dic biét quan trong cho bénh nhi, vi nguy co ting nm%)/ép do dung corticosteroid c6
thé cao hon & tré em va c6 thé xay ra sém hon so v&i & ngudi lén. FLAREX® khéng dwoc chap
thuan s dung cho bénh nhi.

Nguy co tang nhan ap do dung corticosteroid va/hodc duc thé thly tinh sé tang 1én & nhi¥ng bénh
nhan dé nhiém bénh (vi du: bénh nhan dai thao dwéng).

Corticosteroid cé thé |am gidm src dé khang, tao diéu kién nhiém khuan, nhi€ém nam hodc vi rit va
che lap cac dau hiéu 1am sang cua bénh.

O nhirng bénh nhan bi loét giac mac kéo dai da tirng hodc dang st dung nhirng thudc nay, can
can nhéc dén kha nang bj nhiém nadm va can ngirng ngay liéu phap diéu tri béng corticosteroid khi
bi nhiém nam.

Corticosteroid dung tai chd & méat cé thé lam cham sy héi phuc vét thwong giac mac. Da biét viéc
dung thubc chéng viém khéng steroid (NSAID) tai chd ciing lam cham hodc tri hodn sy phuc héi
vét thuwong. S dung két hop thude chdng viém khéng steroid (NSAID) va steroid tai chd c6 thé lam
tang nguy co déi véi van dé hdi phuc vét thwong (xem muc Tuong tac véi céc thube khac va céc
dang twong tac khéac).

Véi nhirng bénh lam méng giac mac hoac cing mac, da cé gap gay thidng cac bé phan dé sau khi
dung corticosteroid tai chd.

Khong khuyén khich dung kinh &p trong trong qua trinh diéu tri viem & méat. FLAREX® chira
benzalkonium chloride, c¢é thé gay kich (rng mat va lam bién mau kinh &p trong mém. Trong trudng
hop bénh nhan dwoc deo kinh ap tréong, can hwdéng dan ho thdo kinh &p trong trwdc khi nhd
FLAREX®va ch¢ it nhat 15 phut sau khi nhé FLAREX® méi dwoc deo lai kinh ap trong.

ANH HUONG TOI KHA NANG SINH SAN, THAI KY VA CHO CON BU

Kha nang sinh san:
Chua c6 d liéu vé anh hwéng clia FLAREX® dén kha nang sinh san ctia nam va ni gioi.

Théi ky mang thai:

D& liéu vé viéc st dung FLAREX® trén phu nir mang thai van chwa cé hodc con han ché. Nghién ctu
trén déng vat véi corticosteroid cho thay c6 doc tinh trén sy sinh san.

Thei ky cho con bu

Chuwa r fluorometholone va cac chat chuyén héa cla thubc co bai tiét qua stta me sau khi nhé thube
vao mat hay khéng. Corticosteroid dung dweéng toan than bai tiét dwoc vao stva me. Nguy co dbi voi
tré bu me khéng dwoc loai trie.

ANH HUONG TOI KHA NANG LAI XE VA VAN HANH MAY MOC

YHON
DIED
pHAD



Nhin mé& tam théi hodc nhitng réi loan khac vé thi luc cé thé anh hudng téi khd ndng lai xe va van
hanh may méc. Néu bj nhin m¢ khi nhé mat, bénh nhan phai che cho t&i khi nhin ré rdi méi dwoc
phép lai xe va van hanh may méc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC A W,

St dung két hop steroid dung tai chd véi thuéc chdng viem khong steroid (NSAIDIS)'tai chd co thé lam
tang nguy co déi véi van dé hoi phuc vét thuong.

TAC DUNG KHONG MONG MUON

Nhtbng phan rng c6 hai sau day da dwgc xac dinh qua sy gidm sét viéc dung thubc FLAREX® sau khi
lwu hanh. Khéng danh gia dwec tn suét tir cac dir liéu cé sdn. V&i teng nhdm hé co quan, cac phan
rng c6 hai dugc sdp xép theo thir tw mirc do nghiém trong giam dan:

Phan (rng c6 hai

Hé co quan [thuat ngi» ciia MedDRA (phién ban.15.1)]

Réi loan mat | Tang ap luc ndi nhan, dau mét, kich (ng mét, kho chiu & mét, cam giac
| c6 vat la & mat, nhin m&, xung huyét mat, tang chay nwéc mat.

Réi loan tiéu hoa Thay ddi vi giac

Théng bao cho bac sy hodc dwoc sy cda ban nhirng tac dung khéng mong mudn gép phai khi
sty dung thuéc

QUA LIEU
Khéng thay doc tinh khi dung qua liéu thués nhé mat FLAREX®.
Hau nhu ciing khéng thay déc tinh khi nuét nham thubc vao dwdng tiéu hoa.

Khi nhé mét qua lidu FLAREX®, c6 thé riva mat véi nwdc &m sach dé loai bé thube.

THUOC NAY CHi DUNG THEO SI KE BON CUA THAY THUOC
DE XA TAM TAY VA TAM NHIN CUA TRE EM

DOC KY HPONG DAN S’ DUNG TRU'O'C KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

BAO QUAN

Gitr lo thudc thang dirng. Bao quan & nhiét d6 khéng qua 30°C, khéng dé dong da.
Khéng dung thuéc qua han st dung ghi trén bao bi.

Khéng dwoc dung sau khi mé le 28 ngay.

HAN DUNG

3 nam ké tir ngay san xuét.

Han dung sau khi m& nap: 28 ngay sau khi mé nap.

Lo



SAN XUAT BO!:
S.A. Alcon - Couvreur N.V
Rijksweg 14, 2870 Puurs, Bi
Dwa trén CCSI TDOC-0012241 3.0, ngay 27/01/2014
FLASUS 0515-3.0/270114
FLAREX® la nhan hiéu thwong mai da dang ky cﬁ{\I atis AG

TUQ. CUC TRUUNG
P.TRUGNG PHONG

Nouyén Huy Hing

Alcon
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