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THANH PHAN: COMPOSITION: Exp HD
ME: lo § ml chicra Each & ml vial cantams’ . i \isa No JSBK
Qiopatadine Hyarochicnde 5 55 mg QOlopatadine Hydrochlonde 555 mg |
twong drong véi Qlopatadine 5 0 mg eguvalent to Olopatadine 50mg Opa a |ne y roc Orl e DIRECTIONS FOR USE/
Benzalkonum Chionde NE 0 5mg Benzalkonium Chionde NF 05 mg HUONG DAN SU DUNG:
(chét bdo quan) (as preservative) st el
Th e g va Skt = (phthalmic Soluton Tmg/mi LR
LIEU DUNG & CACH DUNG, Chi DINH, DOBAGE & ACMINISTRATION: break the seal

CHONG Chi | D|NH, THAN TRONG VA
NHIING THONG TIN KHAC:

Xem & hudng ddn sl dung kém theo
Béaa qudn |o dueoe déng Kin dwdi

I0°C & non tib

INDICATION, CONTRAINDICATION,
WARNING & OTHER INFORMATIONS
Reler ta enclosed package nser

Stare the vial well closed below

30°C in a dark place

Box of 1 wial x 5ml

Dung ich g mé

Olopatadine Hycrochioride f mgf

Van ndp theo chiéu
nguec chidu kim déng hé

Remave the cap,
dispense draps wilh
gentle pressure

Hep 1l Sml KEEP OUT OF THE REACH OF M nip, ép nhe ak b6
BE THUGC TRANH XA TAM TAY TrE EM CHILDREN vl glot hude dhe,
BQC K¥ HIPONG DAN SIF DUNG TRUGC READ THE LEAFLET CAREFULLY

KHI DUNG BEFORE USE Replace the cap after
HUPONG DAN: DIRECTIONS iy e

Diung thude trong mét thang sau khi mé la

THAN TRQNG

1, Néu kich (g kéo dal hode tang,
ngung ding thude vat hi y kién
Bac sy

2 Khting cham ddu chal vao bt ky
bé mit nao vi ¢ thé lam héng dung
dich bén trang

Chl DUNG NG MAT

KHONG BLIOC TIEM

TIEU CHUAN:

Theo tidu chuln nha sdn xudt

130% actual size

Use this solution within ane manth
after opening Ine vial
WARNINGS:

1. Ifuntaton persists of Increases,
discontinue the use and consult
the physician

2 Do not touch the nozzle hp to
any surface since this may
contaminate the solution

FOR OPHTHAMIC USE ONLY
NOT FOR INJECTION.
SPECIFICATION:

As per In-House standards
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Olopatadine Hydrochloride
Ophthalmic Solution 1mg/m

Qlopatadine Hydrochlonide f mgim

55 mg
equ ivalent o O%noalaune S0mg

DOSAGE & ADMINISTRATION,
INDICATION, CONTRAINCICATION,

Use this solution within ane month
after opaning tha vial

Out of the reach of tha childran
Rnad the loafiet carefully bofore use

FOR OPHTHALMIC LEE OWLY NOT FCR I JECTION

QAR spgciteation: I House

(3, Prescription anly 5ml  composimon: THANH PHAN
JELS Thuée ban theo don Each am wal contairs W& io Smi chira
= in Hydrochiorice 5 55mg

frong duong vid lopetadine 5 0 mg
LIEU DUNG, CACH S(F DUNG, Chi EINH,
CHONG Chi D{NH, THAN TRONG &

WARNING & OTHER INFORMATIONS: MHUNG 'I'HONOO;"IN KHAC
Refer to encicsed package msert Yo by husdmg din i dung

Dl.lﬂg dIEh I'lhO mél Store the vial weli ciosed below Bl gudin g Gupe 24ng kin dutn
30°C in & dark place 2'Cénoi

Ding thude trong véng mat thang
sau khi me nip lo

©d xa thm tay tré am

Boe ki hueng dln sir dung
trudee khi dung

THUGE NHO MAT KHGNG BUCEC TiEW

Trbu chudn: Nh sin xult
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Thubc nhé mat Olopatadine 1mg/ml

=

OLOPAT

Thanh phin ,
Mai 5 ml dung dich nhé mat chira:
Hoat chat: Olopatadin Hydrochlorid 5,55 mg

tuong duong véi Olopatadin 5,0 mg
Ta dugc: Pividone (PVPK-30) Dinatri
Hydrogen Phosphat Dodecahydrat; Natri

Dihydrogen Phosphat Dihydrat; Natri Chlorid;
Benzalkonium Chlorid; Natri Hydroxid; Nudc
cit pha tiém vira di.

Mo ta

Olopatadin 0,1% 1a thuéc nho mét vo tring
chira Olopatadine.

Dwge lwe hoc:

Olopatadin la chit trc ché su phéng thich
histamin tir dudng bao va dbi khang kha chon
loc tai histamin H1 va nho d6 \re ché 1ap tirc
phan ung d; ung tuyp 1 trén in vivo va in vitro
ké ca trc ché tac dong gdy ra boi histamin tai té
bao biéu mod mang két. Olopatadin khoéng c6 tac
dong trén thu thé alpha-adrenergic, dopamin va
muscarinic tuyp 1 va 2.

Dugc djng hoc: ‘

Chua c6 s0 ligu nao vé sinh kha dung toan than
cua thubc nhé mit Olopatadin Hydrochlorid
0,1% w/v. Theo sb liéu vé viéc ding tai chd cho
mét clia thubc nhé mét olopatadin 0,15% trén
ngudi, thiy rang thudc hip thu vao co thé 1a rét
thip. Nghién ctru trén hai nhém ngudi tinh
nguyén khoe manh (téng cong 24 ngudi) vé:ti
lleu ¢ hai nhom 1a olopatadm 0,15% nho mat
mdi 12 gio 1 lan trong subt 2 tudn da _chimg
minh la ndng d6 trong mau thuong thip hon
gidi han dinh lugng (<0,5 ng/ml). Tai thu
nghiém nay ndng do olopatadin c6 thé x4c dinh
duoc tim thdy trong vong 2 gid va trong khoang
0,5 dén 1,3 ng/ml. Thoi gian ban thai trong méu
sau liéu uong la 8 dén 12 gio, va phz’?‘m 16m duge
thai trir qua su bai tiét & than. Xap xi 60 - 70%
lidu tim thiy trong nudc tiéu & dang khong dbi.
Hai chit chuyén hod, mono-desmethyl va
N-oxide, dugc phat hién véi ndng do rat thp
trong nudc tiéu.

Chi dinh

Olopatadine hydrochloride 0.1% dugc chi dinh
dé diéu tri cac triéu chirng cua viém két mac di
img.

Liéu diung va cich dung

Liéu khuyen céo la mét glot véo mdi mét nhidém
bénh 2 lan mdi ngay, mdi lan cach nhau 6 — 8
gio.

Chong chi dinh

Chﬁng chi dinh d6i véi bénh nhan bi qué mén

cam véi Olopatadm hydrochlorid hay bat cir
thanh phén nao cta thude.

Téc dung phu:

Nhimng triéu chimg tuong tu nhu hdi chimg cam
lanh va viém hong da dugc bao cédo vai ti 1€ xép
xi 10%.

Nhimg phan img bt loi da duoc béo cdo ¢ it
hon 5% bénh nhén gdm c6:

Tai mdt: nhin md, nong hodc nhirce mit, viém
mang két, kho mat, cam giac c6 Vit la, sung
huyét, mﬁn cam thuoc viém giac mac, phu mi
mit, dau va ngira mit.

Ngodi mdt: nhirc déu suy nhugc, dau lung, hji-
chimg cam cim, dau diu, ho nhiéu, nhiém

tring, budn nén, viém mili, viém xoang va rbi
loan vi giéc.

“Thong bdo cho bdc si nhitng tdc dung khong
mong muon gip phdi khi sir dung thudc”
Canh bao:

Thudc nhé mit olopatadin 0,1% chi dugc dung
tai chd, khong duoc udng hay tiém.

nap.
Than trong:

Sir dung thudc trong vong mot thang sau khi mg. -~/

Bénh nhan khong nén deo kinh 4p trong khl le
d6 mit. Olopatadin 0,1% khong dung dé didu tri 1) 1

khi bj kich vmg bdi kinh ap trong. Chit bao
quan, benzalkonium chlorid, ¢é thé bi hép thu
boi kinh 4p trong mém. Bénh nhan sir dung kinh
ap trong mém va khong bi d6 mét cin dugc
khuyén doi it nhit 10 phat sau khi nho
Olopatadin 0,1% rdi méi deo kinh.
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Bénh nhdn nhi: Tinh an toan va hiéu qua trén
bénh nhan nhi dudi 3 tudi chua duge thiét lap.
Bénh nhdn cao tuéi: Tinh an toan va hi¢u qua
thude gitra nhém ngudi cao tubi va nhém tré
hon khong c6 sir khéc biét nao.

Stk dung cho phu nit ¢6 thai va phu nit dang
cho con bu:

Phu nik ¢6 thai:

Phén loai C trong thai ky. Hién nay chua c6 du
cac nghién ciru c6 kiém soét tot trén phu nit
mang thai. Olopatadin hydrochlorid chi dugc
dung cho phu nir mang thai khi nao lgi ich dem
lai cho ngudi me d4 duoc can nhic véi nguy co
xay ra cho phdi hodc bao thai.

Phu nit cho con bu

Than trong khi dung Olopatadin hydrochlorid
cho ba me dang cho con bu.

Dung cho tré em: )
Tinh an toan va hiéu luc khi dung thudc cho tré
em dudi 3 tudi chua dugc thiét 14p.

Ding cho ngwdi cao tudi:

Tinh an toan va hiéu luc thudc gifta nhém ngudi
cao tudi va nhém tré hon khong c6 sy khac biét
nao.

Téc dong cia thude khi ldi xe va van hanh
may moéc:

Gibng v6i bét ky thuc tra méat nao khac, c6 thé
xay ra tinh trang nhin m¢ hodc rdi loan thi giac
tam thoi ngay khi nho thude. Khi xay ra cac tinh
trang trén, bénh nhan can doi cho dn khi nhin
rd lai trude khi 141 xe hay van hanh may moc.
Twong tic thude

Chura ¢6 nghién ciru tuong tac 1am sang nao cua
olopatadin duoc biét.

Céc nghién ciru trén in vitro cho thiy olopatadin
khong gay trc ché 1én nhimg phan mg trao ddi
chat, ¢6 lién quan dén nhiing isozym 1A2, 2C8,
2C9, 2C19, 2D6, 2EI va 3A4 cta cytochrome P-
450. Nhimg két qua nay cho thay olopatadin
dudng nhu khéng anh huong dén chuyén hoa
chia cac thube khac khi dung dong thoi.

Qua liéu

Chura c6 sb liéu nao vé qua lidu & ngudi boi vo
tinh hay cb tinh uéng thudc vao bung
Olopatadin gdy ddc tinh cap trén dong vt rat
thép. Néu v tinh ubng ca lo thude vao bung thi
ham luong olopatadine hép thu vao co thé ciing
chi toi da la 5 mg. Néu su hép thu 1a 100% thi
lidu cudi cung ciing chi 1a 0,5 mg/kg cin ning
d6i vai tré 10 kg,

Trong truong hop qua liéu, bénh nhan cén phai
duoc giam sat va xir tri thich hop.

Poéng goi: Box of a vial x 3ml
Han diing: 24 thang ké tir ngay san xuét

Bao quan Bao quan lg dugc dong kin, nhigt do
dudi 30°C & noi téi.

Tiéu chuén: Nha san xut.

Dé thubc xa tim tay ciia tré em

— Doc ky huong dan sir dung truwede khi diing

—  Néu cin thém théng tin, xin héi y kién bdc si
—  Thuébc chi bdn theo don.

Nha san xuit:

CIRON DRUGS AND
PHARMACEUTICALS PVT.LTD.,
N-118, MIDC, Tarapur, Dist.Thane, INDIA}
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