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1| Product Name, Winilux Eye Drops Coours Used
2 | Streng 0.5% w/v
'3 | Component Carton I PANTONE 265 C
[+ | category Export - Vietam I PANTONE Blue 072C
|'5 [ Dimension 40 (L) x 30 (W) x 82 mm Il PANTONE 485 C
6 | Artwork Code EXG-ML24C-0003 W Bk
7| Pharma Code 1412
8 | Reason for Change | New Artwork
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Thanh phan: A
M1 1o chra Hop 1 lo x 10ml

Carboxymethylcellulose sodium 0,5% w/v| Directions for use :
gwblllfedoot))ijy;?lu'?
omplex 0,005% w/v
CARBOXYVETHY ) DUNG DICH ety
CELLULOSE SOD|UM Nugecatvira da NHO MAT break the seal.
’
Remove the cap,
8 “thr; cach di:(?'g, chéng chi dinh CARBOXYMETH dispense drops with
va cac thong tin khac: xin xem to entle pressure.
Pl OPHTHALMIC SOLUTION — BEsemiest CELLULOSE SODIUM &, =
= Replace the cap
— A AN lba e immediately after
S
g,L_ WARNINGS: 1. If irritation persists
=} or increases, discontinue the
‘' use and consult physician.
1
=2 Boc ky hurémg dén st dung true khi ding
%/I Dé xa thm tay tré em 2. Do not touch the
[ ) () ® o vial tip or other dispensing
% Minil Minil o
(/) I n I "x Nha nhap khéu: I n I ux tip l.o any surface since this
/Q' Eye DI"OpS Eye DI'OpS may contaminate the solution.
,E 3. Use the solution within one
’ "'5’ ) Thudc tra mat month after opening the vial.
7
= NOT FOR INJECTION.
175) SBK: 899100073723 FOR EXTERNAL USE ONLY.
oS Tiéu chuan chat lwgng: TCCS
p_ San xuét tai An Do boi:
’ MICRO LABS LIMITED
! Plot No.113-116, Phase IV, KIADB,
Bommasandra Industrial Area,
Bangalore-560 099, An 9.
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PHARMACODE READING PHARMACODE READING
~@— DIRECTION

Size : 70 (L) x 20 (

/ . S 10mi

Composition : NOT FOR INJECTION.
Carboxymethylcellulose sodium 0,5% w/v CARBOXYMETHYL-CELLULOSE FOR EXTERNAL USE ONLY.
Stabilised Oxychloro :

Complex 0,005% wiv SODlUM OPHTHALMlc SOLUT'ON Mfg. Lic. No. :
sl?/:tzrreé?rlvn?gt‘;t?gns BPa.s ~~ Manufactured by:
‘ " MICRO LABS
Minilux LIMITED

Keepin a cool place. Eye Drops Plot No.113-116, Phase IV, KIADB,
Protect from light. - Bommasandra Industrial Area,
Dosage : As directed by the Physician. Bangalore-560 099, India.

Use the solution within one

\Tnth after opening the vial. /‘
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Thubc nho mét Carboxymethylcellulose sodium

Minilux Eye Drops
Pé xa tam tay tré em
Doc kj hwéng dan sir dung trude khi ding

Thinh phin cong thire thude:

Thanh phan dioc chat: Carboxymethylcellulose sodium 0,5% w/v.

Hén hop 6n dinh Oxycloro (chét bao quan) 0,005% w/v.

Nudrc cét pha tiém BP vira du.

Thanh phc?n td dwoc: acid boric, kali clorid, natri clorid, calci clorid dihydrat, magnesi clorid
hexahydrat, natri clorit, natri hydroxyd, nudc cht.

* Tén héa hge: [C¢H702(OH)x (OCH2COONa)y]s

Phén loai dugc ly:
Thudc chong khd mat (nudc mat nhan tao).

Dang bio ché: Dung dich trong sudt, khong mau.

Chi dinh:
bé giam tam thoi rat, kich Gmg va khé chiu do kho mit hoic tiép xtc vai gio hodc ning.
C6 thé duoc sir dung nhur mét chit bao vé, chdng kich tmg.

Céch ding va liéu dung:
Nho 1-2 giot d€ giam céc triéu chiing trén, sd 1an nho tuy theo nhu cau.

Chéng chi dinh:
Chong chi dinh dung thubc cho trudng hgp qua man cam vdi bat cir thanh phin nio cua ché
phdm.

Cinh bdo va than trong khi ding thudc:

Khéng duge tiém thudc nay, chi ding nho mét.

Pé trdnh bi nhiém khuén, khéng dugc dé diu lo thudc tiép xuc véi bit ky vat gi.

Khéng duoc dung thuoc néu thay dung dich bi d6i mau hoic trd nén dyc.

Ngimg dung thuc néu thay dau & mit, thay do1 thi luc, mét van tiép tuc bi do hoic kich
(g, néu thay bénh khong thuyén giam hogc x4u di sau 72 gio ding thude.

Gilt thuoc ngoai tim tay tré em

Néu nudt phai thube, phai tham van bac sy hodc lién hé Trung tam chong doc ngay.

Thudc c6 chira acid boric nén khéng dung cho tré dudi 2 tudi vi thude co thé lam giam kha
ndng sinh san trong tuong lai.
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St dung thudc cho phu nir ¢6 thai va cho con bi:

Phu nit ¢6 thai: Chua cé nghién ciru vé str dung thudc nhod mét Carboxymethylcellulose
sodium cho phu nit mang thai. Vi vay khéng nén dung thuéc nho mét nay khi mang thai.
Phu nit cho con bii: Chua dugc biét liéu thudc nho mét Carboxymethylcellulose sodium c6
mat trong stta me¢ hay khong nhung da thdy cé truong hop mot luong 16n thude cé thé gay
ra tic nghén tidu héa & ngudi 16n. Tic nghén thuc quan da thdy khi dung luong 16n thude.
Vi véy phu nit dang cho con bt phai tham khao ¥ kién bac sy khi dung thube.
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Anh huéng cia thudc 1én khi nang lai xe va vin hanh miy méc:
Do thube c6 thé gay ra tinh trang thi luc gidm nén can than trong khi l4i xe va van hanh
mdy moc sau khi dung thudc.

Twong tic thube:
Chua c6 bao cao.

Tic dung khong mong muén:
Rat thuong gdp: > 1/10
Thuong gap >1/100, <1/10
It gap: 21/1,000, <1/100
Hiém gdp: 21/10.000, <1/1.000)
Rdt hiém gap: <1/10.000
i Khong biét: 'khéng danh gia dugc dua trén dit liéu dang co.
R6i loan mdt:
Thuong gap: Kich g mit (bao gom bong rat va kho chiu), dau mit, ngira mit, rbi loan thi
giac.
Dt 1iéu bao cao sau kh1 dua thuoc ra thi truong:
Céc tac dung khong mong mudn bd sung sau dy da duoc xéc dinh trong qua trinh st dung
thude khi dua ra thi truong trong thue hanh 1dm sang. Béi vi bao cdo sau tiép thi v& nhitng
phan mg nay 1a tu nguyén va tir mot quén thé ¢ quy mé khong chic chin, khéng phai luc
ndo ciing c6 thé ude tinh mét cach déng tin cay tan suét clia nhimg phan tng nay.
Roi logn h¢ thong mién djch:
Qua man bao gdm di tmg mat.
R6i logn mdt:
Nhin mo, chdy nuéc mit, ting tiét nuorc mit, xung huyét mit.
Chén thuong, nhiém doc va cac bién chirng:
Tén thuong bé ngoai ctia mét (do dau lo cham vio mét khi diing thubc) va / hoic tray xude
giac mac.
* Thong bdo cho bac sy nhitng tdc dung khéng mong muén gép phdi khi dimg thudc,

Qua liéu va cich xir tri:
Qua lidu thubc nay khéng thé de doa dén tinh _mang. Néu qua lidu xay ra hoic khéng may
udng phai thudc thi hiy dén ngay cac co s y t& hodc trung tim chdng doc.

Dic tinh dugce lwc hoc:

Ma ATC: SOIK X,

Khé mét 1a mot bénh man tinh do 16p nudc mong trén bé mit mit khong dn dinh. Bénh nay
thuong 6 lién quan téi mot chung bénh nao do cua co thé. Triéu chumng chinh 1a ngtta bé
mit mat, rdi loan thi luc, dbi khi xuét hién chimg s¢ énh sang va néu nhu khong duoc diéu
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tri co the dan dén loét mét. Tinh khong 6n dinh cia 16p nude mét c6 thé do su giam san sinh =

nudc mét hodc nude nhdy két mac hodc ¢6 thé do bénh cua gidc mac hoic mi méit. Dung
dich nhé mit Carboxymethylcellulose sodium 0,5% c¢6 dd nhét cao duge ding lam dung
dich cho céc thudc nhé mét hodc lam nude mat nhan tao hodc 1am dung dich cho kinh 4p
trong. Vi chat nhiy Carboxymethylcellulose sodium c6 do trong cao va rét it tap chét nén
no dugc chon dung lam ta dugc tron cho céc thude nho mit. N6 ¢6 tic dung kéo dai tac
dung ctia thuée nho mét va do pH thich hgp cho nuéc mét nhan tao dé tranh gay ton thuong
giac mac.

Dic tinh dwoc dong hoc:
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Dit lidu vé duoce dong hoc chua dugc thiét lap.
Quy cach déng géi: Hop 1 1o 10ml.

Diéu kién bao quin:
Bao quan noi khd mat, tranh dnh sang. Nhiét d6 dudi 30°C.

Han dung:

36 thang ké tir ngay san xuét.

Khong duoc ding quéa 30 ngay sau khi mé nép.
* Khong dwgc ding thuéc qud han sir dung
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Tiéu chuan chat lwgng: Ti¢u chuan co sé.

Tén, dia chi clia co' s¢ san xuit:

MICRO LABS LIMITED

Plot No. 113 — 116, Phase IV, KIADB, Bommasandra Industrial Area, Bangalore — 560
099, An Db.
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