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DIRECTIONS FOR USE/
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V2n nép lheo chiéu nguoc chidu
kim déng ho.

Remave Lhe cap, dispense drops wilh
genlle pressure.

Md ndp, bdp nhe aé bd va giot
mube ddu.

<— Turn the pilferprool cap anli-ciochwise
Io break lhe seal
Replace Ihe cap affer every use
Do6ng chil ndp ngay sau mai lan
sir oung
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Loteprednol
Etabonate Opthalmic
Suspension 0.5% w/v

Composttien

Each mi canlains -

Loteprednal Edabonate 5019
Benzalkonium Chlands NF 0 Q1% wiv
{As preseivative)

Stenle acuecys velicie Qs

Hén dich nhé mét
Loteprednol

Dosage As cirected by Ihe physiciar
incication administranoa ceafra-

indicabon v:arning zad other irtarmat on
Refer to enclosad packzge ingern

E Etabonate 0.5% w/v

Store at a temperature pelow 10°C
Protect frem lical Do not treaze

Once cpened the vial shoufd be well
closed and stored under rehigerakon
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Directions Use this solulion within Eye Draps/Thuédc nho mét

one month aher apeivng the vial
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2 Do not touch [ke vict lip te any
surface as ihis may coniam nate
the solution
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Thanh phén:

Méi k & ml ena:

Loterednol Etabonate 25 mg
Benzalkonium Chlotid NF 0 § mg
{Ch41b3o quén!

Ta duoe vé tring vd

Lidu dUng. Ihec hudng ddn o Bdc s§
Chidirh chdng chi dink, cach ding IKén
1rong va nhing ihdng bw khac

Xem 1& hidng din <0 dung

Bdo quan & nhlét §o dudi 30°C
Tranh dnh séng Khonq dang lagnb

Lo da dugc mo mot 13n nén Sugc
Jang Kin va bao quan trang 1 lanh

Hudng diin Dong thude trang ving
md1 thang sau kW mé nép lg

Thén frgng

1 Néu kich (ng kéa da hojc 13ng,
ngung dung thudc va hér y kién
Béc s§

2 Khéng cham d4u chai vao bat ky
bé m&t A0 vi co thé 1dm héng dung
dich bén trong

CHi DUNG NHO MAT |

KHONG DUOC TIEM |

LAC DEU TRUGC KHI DUNG |
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LOTECOR
Thuode nhé mat
(Loteprednol Etabonate 0.5%)

THANH PHAN

Cho mdi § mL dich treo:

Hogt chit: Lotepredno! Etabonate 25 mg

Td duwge: Benzalkonium chloride, Tyloxapof,
Glycerol, Povidone, Disodium Edetate,
Hydroxypropylbetadex, Simethicone Emulsion
(30%), Sodium Hydroxide, Nuéc cht.

CHi PINH

Hon dich nho mar Loteprednol Etabonate 0.5%
duoc chi dinh dé didu tri céc tinh trang viém cé
dap Gmg vdi steroid ciia viém két mac mi mit va
hanh tiy, giac mac va tién ciu mat nhur viém két
mac dj irmg, viém mit do, viém gidc mac dom nhd
bé mat, viém gidc mac herpes zoster, viém mdng
mét, viém thé mi, viém mang keét liy nhiém chon
loe, duge chi dinh khi mbi nguy hiém von cé cia
viée sur dung steroid duoc chip ohan dé dat dwoc
sy giam bot déng ké trong diéu &i chimg phit né
va viém.

113n dich nhd mat Lotcprednol Etabonate 0.5%
ciing duge e dinh cho viée didu tri viém hiu
phau trong phiu thudt mit.

LIEU LUQNG VA CACH DUNG

LAC MANH TRUGC KHI SU DUNG

Diéu tri bénh dip ing Steroid:

NG 1 dén 2 giot hén dich nhé mét Loteprednol
Etabonate 0.5% vao tii két mac clia mat bgnh 4
tan mot ngly. ‘Trong dot didu trj ban ddv wrong
twin du tién, heu ding co the du'm: ting lén, ting
| gigt m&i gidv, név cén thidt. Can chi v dé ngung
dot didu tri sém. Néu dduw higu va trign chiang
khéng tién trién sau 2 ngay, bénh nhin nén duge
tai kham.

Piéu trj viém hiu piléu: i

Nho 1 dén 2 giot hdn dich nhé mit Loteprednol
Etabonate 0.5% vao tii két mac cia mat bénh 4
Ian mt ngay bat ddLl te 24 810 sau phau thuit va
tiép tuc trong sudt 2 tudn ddu cia thdi ki hau
phau.

CHONG CHi PINH

Loteprednot Etabonate ciing nhy cic thude nhé
mét corticosteroids khic, chéng chi dinh trong tit
ci cac bénh vidm ké mac va giac mac do virus,
bao gdm ci viém két mac do herpes simplex (viém
giac mac dang dudi gai), ddu bo, thuy diu, cting
nhu nhiém mycobacterial mit v2 nhiém nam cic
cdu trlc mat. Chong chi dinh loteprednol

v bat ky thanh phan ndo cua thudc ciing nhu cac
corticosteroids khac.

THAN TRONG VA LUU Y KHI SU' DUNG
Cinh bio

Chi ding nhé méat

Diing corticoid kéo dai ¢6 thé gy glaucoma kém
ton thuong thin kinh thi gisc, tdn thuong thi e
va tim phin, duc dudi bao sau the thiy tinh. Thén
wong khi diong steroid & ciac bénh nhin bi
glaucoma. Ding corticoid kéo dai gy e che dap
ung cua cv the va tang nguy co nhiém tring mit
thir cap Troug cac bénh Iy gdy mdug gidc mac
hoic cling mac, giac mac hodc ciing mac 6 thé bi
thiing khi dung steroid 1ai ché.

Trong murdmg hop mit bi mumg mi cip, steroid c6
thé che déu tinh trang nhim tring hojic Am n3ng
thém nhiém tring sin 6.

Ding steroid nho mit c6 thé kéo dai holic lam
nang hon nhidu loai nhiém tring mit do virus (bao
gbm ca herpes simplex). Cén thin trong khi diing
corticosteroid & cdc bénh nhéan c6 tién s nhiém
herpes simplex. Ding steroid sau phau thuit thiy
tink thé ¢é thé 13m chim lanh vi ting nguy co
hinh thanh cic myn nudc.

Thin trong

Chi ké toa hodc tiép tuc ké toa dimg sau 14 ngay
khi @3 kham cho bénh nhan. Néu céc diu hidu va
trigu chimg khdng cai thién sau 2 ngay, nén kham
tai. Néu ding thuéc kéo dii 10 ngay hode hon, nén
kiém tra ap hirc ndi nhin.

Pac biét, nhiém nidm giic mac ¢6 khuynh hwoug
phat trién ddng thoi néu ding steroid tai chd kéo
dai. Phdi xem xét nhiém ndm xm lan khi bj loét
gidc mac kéo dai tai mat di ting dang hodic dang
diing steroid. Co thé thyc hién cay nam khi can.

SU DUNG KHI MANG THAI VA CHO CON
BU

Khi mang thai

Gay quéi thai. Phan loai sir dung thudc trong thai
ky:C.

Khéng o6 cic nghién ciru diy di va co di chimg
vé vige sir dung fluorometholone cho phy nit mang
thai, va ciing khéng biét Loteprednol etabonate 2§
thé gay hai bao thai hay khdng khi diing cho phy
nir mang | thai. Chi nén ding Loteprednol etahonate
trong suét thisi k¥ mang thai sau khi xem xm Tgip;
ich va nguy co t#m 4n cho thai nhi. ‘

Khi cho con ba

Khéng biét corticosteroid ding nho mit 6 dwge
hdp thu vio sita me v&i luong c6 thé phat higo
duge khdng. Nén than trong khi dung Loteprednol
Erabonate 0.5% cho phy nii dang cho con bi.

TAC PONG LEN KHA NANG LAl XE VA
VAN HANH MAY )

Khéng ¢6 cic nghién clu vé tic dong cia thudc
1én kha ning lai xe va vin hanh miy. Nen c6 bt
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nén chi che dén khi céc tae dung nay gidm bét
trirde khi 1ai xe hodc van hanh may.

TUONG TAC THUOC '
Khéng cé cic nghién clu vé tuong tac thudc
chuyén bigt cho loteprednol etabonate.

TAC DUNG PHT

Nhiém cac tac nhdn gy bénh bao gdm ca herpes
simplex, va thing cau mét noi giic mac hojc clng
mac¢ mong,

Trong céc nghién citu lim sang, cic tic dung bat
li & mér xdy ra trong khoang 5% - 5% bgnh
nhan ding thube ahd mat Loteprednol Etabonate
0.2% - 0.5% bao gdm nhin ma, nong, rdt khi nho
thuoc phi: két mac, chay mu, khé mil, chay nuéc
mat. cam gidc c6 vit la. ngira, s¢ dnh sang. Cic
phan (ng bat loi & mit Xay ra ¢ it hon 5% bénh
nhdn gdm viém két mac, cdc bat thudng giac mac,
phi mi mét, viém gidc-két mac, kho chiw/ daw
kich thich mét, néi hat, va viém mang mach aho.
M5t vai trong si cic triéu chirng ndy gidng voi cac
bénh |y mét d3 duge nghién ciu. Cic phan (g bat
lgi ngoai mat xay ra & it hon 15% bénh nhan, bao
gém nhire dau, viém miti, viém hong.

Tong két cac nghién ctru ngau nhién cé ddt chirmg
trén cac bénh nhan diéu tr voi loteprednol
etabonate trong vong 28 ngay hogic dai hon, tv 18
méc tang ap lyc ndi nhin dang ké ¢ 10 mmHg) la
2% (15/901) wong s& cac bénh nhin ding
loteprednol etabonate, 7% (11/164) trong sd cac
bénh nhan ding prednisclone acelate 1% va 0.5%
(3/583) trong s6 cac bénh nhin ding gia duge.
BAO NGAY CHO BAC SI HOAC pUQC ST NEU
GAP BAT KY TRIEU CHUNG NAO KE TREN
HOAC CAC BAT THUONG KHAC.

DUGC LU'C HOC

Corticosteroid ngan cin cdc dap img viém d6i v6i
mot s& cde tac nhin giy kich émg khae nhau va ¢
thé lam cham qua trinh linh bénh. Corticosteroid
ngén cén cac tién trinh phu, hinh thanh fibrin, gian
mach, su xam nhfp clta bach céu, sir téng sinh
mach, tang sinh nguvén bao sg¢i, hinh thanh
collagen, va hinh thanh seo lién quan dén vidm,
Khdng ¢ mdt sy gidi thich dirge chip nhdn chung
cho co ché tic ddng cta corticosteroid ding tai
mat. Tuy nhién, corticostcroid duge cho [ tac
dong biing cach gdy cam ung cdc protein (e ché
phospholipase A2, duge goi chung la lipocortins.
Céc protein ndy dugc cho 13 kiém sodt Sirda_tong

PHO CYC TRUONG

str phéng thich cdc tién chat acid arachidonic.
Arachidonic acid duge phdéng thich tir méng
phosphelipid bdi phospholipase A2. Corticosteroid
cd kha nang gay tang ap luc ndi nhin.

Loteprednol Etabonatc ¢ cdu tric tuong 1y cac
corticosteroid khéc. Twy nhién, khong cd nhém
celon & vi tri 20, Thude hoa tan ot nhiéu tron
lipid nén tang cuong kha ning tham qua mang te
béo. Loteplcdnol Etabonate duyc tong hop théng
qua qua trinh diéu chinh cdu tric cac hop chét lién
quan prednisolone nén thude trai qua qua trinh
bién d6i thanh chat chuyén hda khang hoat tinh di
dupre tién doan trurde. Dira trén cac nghién ciru
chuyén héa tién lam sang in vive va in vitro,
Loteprednol Etabonate duge chuyén hda phan lon
thanh cac chat chuyén hoa acid carboxylic khdng
hoat tinh.

DUGC DONG HQC

Két qui tr mdt nghién ciu sinh kha dyng trén
ngudt tinh nguyén khoe manh xac dinh ndng 46
Lotepredno! Etabonate va A' cortienic acid
etabonate (PJ 91), chit chuyén hoa khdng hoat
tinh chinh, dudi ngudng dinh luong (1 ng/mL) &
tit ca cac thoi didm ldy mau. Két qua thy duec sau

khi nhf) thudc Loteprednol Etabonate 0.5% | giol iy
vio mbi mit, 8 lan/ngay trong 2 ngay hojc 4 lan/
ngay trong 42 ngdy. Nghién ciru nay cho thay sur
hap thu vao tudn hoan chung rat han ché (< 1
ng/mL) khi ding thudc nhd mit Loteprednol
Etabonate 0.5%,

2

QUA LIEU. . ]
Chua c6 trudng hop qui liéu duge bao cdo cé the
xay ra saw khi nhd thude.

BAO QUAN
Bdo quan dwoi 30°C, tranh anh sing. Khéng dOI‘l}__,
lanh

HAN DUNG ;
24 thang ké tir ngay san xuét, Sir dung thude trom
vong mot thang sau khi mé nﬁp

QUY CACH PONG GOI
Hop 1 o 5 mL.

TIEU CHUAN: Nha san xuit
San xuit b
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