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Keep out of reach of children
Carefully read the package insert before use
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OLEVID

Thinh phin

Tidu chiadn: 100

SO/ Visa No.:

Chi sir dung 8é nho mat

Dé xa tam tay tré em

Do kif hudng din s dung trude khi dimg

\ # MERAP

Chog Ty O Fhis Thp Duan Marap

THUGL NHO MAT

W6.1cm x H1.8cm




HOP 1LO 5 ml

DxRxC: 3.2cm x 3.2cm x 7.2¢cm
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Thanh

3 Quy cich dong g
admintstration, Chi dinh, litu ding va cich dung. ching
ows, side effects, chi dinh, thin trong, tic du
mang mudn, cac thing tin khic

Tidu chudn: 1

For topical ophthalmic use onlr SDI Visa No.:
Keep out of reach of children Chi sif dung & nhé mat
Carefully read the package insert before use B¢ ua thm tay tré em

Boc ky hutng din sif dung truge khi dang
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THUGC NHO MAT

OLEVID

Olopatadin 0,2 %

THANH PHAN
M#i lo chifa:

Olopatadin hydroclorid twong duong Olopatadin .. " . . 0,2%
Ta dugc: Hydroxypropyl methyl cellulose E4M, drnatn phusphat dodetahydrat natn clnnd benzalkomurn dnnd d:natn edetal nm‘lc it
DANG BAO CHE: Dung dich nhd mét

QUY CACH DONG GOI

Hop 110 2,5 ml

Hop 110 Sml

DUQCLUCHOC

Olopatadin |2 mot cht ddi khang tuang ddi chon loc thy thé histamin H1 va Uc ché sir gidi phong histamin tir té bao mast. Tac dung gidm
hda tng diing va tic ché hoat hda bach ciu va eosin @ dugc ching minh, Olopatadin khong cd téc dung kich thich thu thé alpha giao cam,
dopamin va muscarinic loai 1va 2

DUOCDHONG HOC

Khéng cd dit liéu vé sinh khd dung toan than khi nhd mét dung dich olopatadin 0,2%. Sau khi nho mét dung dich olopatadin 0,15% &
nguii, thuéc hap thu toan thn rat it. Hai nghién cliu trén ngudi tinh nguyén khde manh (tdng cdng 24 ngudi) nhé hai mdt dung dich
olopatadin 0,15% mai 12 gid mot ldn trong 2 tudn cho thdy ndng do thudc trong huyét tuang phén I 1a dudi gidi han dinh lvong (< 0,5
ng/ ml). Nhitng mau ¢ thé dinh luang duoc olopatadin thugng la mau thu duoc sau khi nhé mét khodng 2 gié va néng dé do duac dao
ddng tir0,5 dén 1,3 ng/ml

Thai gian ban thai cla thudc trong huyét tuang sau khi diing duing udng khodng 8 dén 12 gid, va dudng thai tri chil yéu 13 qua than.
Khodng 60 < 70% liéu diing dugc tim théy trong nudc tiéu & dang ban ddu. Hai chdt chuyén hda mono-desmethyl va N-oxid dugc phat
hién trong nutdc tiéu & ndng dé thip

CHiDINH

Dung dich nhé mét olopatadin hydrodorid dugc chi dinh dé diéu tri triéu chimg ngifa mét cia bénh viém két mac di ing

LIEU DUNG VA CACH DUNG

Liéu khuyén céo: Nhd vao mdi bén mit cin diéu tri 1 giot/ ngay

CHONG CHI DINH

Nquai bi di ing vdi bt ki thanh phdn nao clia thudc

THAN TRONG

Chi dugc nhd mét. Khdng tiém hodc udng

Ciing giéng nhu cac thudc nhd mét khac dé ngan ngifa tap nhiém vao dung dich va dau nhé thudc, khéng dé dau nhd cla lo thude cham
vao mi mat hodc viing xung quanh. Khi khéng st dung, phai ndp chat lo thudc

Bénh nhan khang nén deo kinh dp trong néu mét bi do

Thuéc Olevid khong dugc ding dé diéu tri kich ing lién quan dén deo kinh ap trong

Thuéc Olevid chifa benzalkonium clorid c6 thé gay kich ing mét

Benzalkonium dlorid cd thé bi hip phu bdi kinh ap trang mém va ddi mau chiing. Bénh nhan can duoc hudng dan loai bé kinh dp trong
trudc khi diing thudc va chis it nhat 15 phit sau mdi deo kinh trd lai

Hiéu qud va d an toan khi st dung thudc & tré em dudi 2 tudi chura duge xdc dinh

PHU N €O THAI VA CHO CON BU

Olopatadin dvgc xdc dinh khdng gay quai thai & chudt va tho. Tuy nhién, nhig con chudt dugc diéu tri liéu 600 mg/kg/ngay (khodng
50,000 lan liéu tdi da nhd mat & nquai) va thd diéu tri liéu 400 mg/kg/ngay (khodng 100.000 ldn liéu diéu tri t6i da d nguai) trong giai doan
hinh thanh va phat trién cdc co quan cda phéi thai cho thay hién tuong suy gidm su song cda phai, Ngoai ra, trén chudt con thay gidm trong
lugng thai. Hon nifa, nhiing con chudt duoc diéu tri liéu 600 mg olopatadin/kg/nqay tif giai doan cudi thai ky dén giai doan cho con bi cho
thiy gidm ti & séng st va trong lugng cla chudt sa sinh. Chura cd nghién ciu ddy di va dugc kiém soat tét trén phu ni mang thai. Vi cic
nghién ciu trén dong vat khong tién dodn dugc phan ting cla con ngudi, do d6 chi sit dung thudc nay & phu nit mang thai néu lgi ich cho
me vugt trdi hon hdn nguy ca ddi voi phai thai hodc thai nhi

Olopatadin da dugc tim thay trong sifa ciia chudt me diing olopatadin duing udng. Khang biét liéu thudc nhé mdt ¢d hdp thu toan than
nhiéu téi muc tao ra mét lvong thudc dang ké trong sita me hay khing, do d cén than trong khi sit dung Olevid & phu nit dang cho con bi
ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Olevid khang 6 anh hung hodc anh hudng khang dang ké dén kha nang I3i xe va van hanh mdy mac. Sau khi diing thudc tam nhin cd thé
tam théi khdng &n dinh. Khang ldi xe, st dung méy méc hodc lam bét e hoat dong yéu cdu phdi cd tdm nhin ré rang, cho dén khi ban chic
chan cé thé thuc hién cac hoat dong nay mdt cach an toan

TAC DUNG KHONG MONG MUGON

Cac tic dung khéng mong mudn sau day duac bio cdo trong cdc nghién ciu 1am sang va dit liéu sau luw hanh thude nhd mat olopatadin.
Tén sudt duoc xdc dinh 1a: Rat phd bién (=1/10), phd bién (21/100 dén <1/10), it gdp (=1/1.000 dén <1/100), hiém gdp (=1/10.000 dén
<1/1.000), rit hiém gdp (<1/10.000), khéng dugc biét dén (khéng thé dugc udc tinh tir dit liéu ¢6 san)

Nhiém triing va nhiém ky sinh tring

[t gap: Viém mili

Réi logn hé théng mién dich
Khang dugc biét dén: Qua mdn, sung mat (\Sd



Réi logn hé thdn kinh

Phd bién: Dau dau, réi loan vi gidc

[t gap: Chdng mat, gidm xic gidc

Khdng duoc biét dén: Buon ngu

Réi loan mdt

Phd bién: Dau mét, ngifa mét, kha mét, cdm gidc bat thuang o mét

it g3p: X6i mén gide mac, tén thuang biéu md gidc mac, réi loan bigu mé gide mac, viém giac mac dang cham, viém gidcmac, nhuém mau
gidcmac, ghén ri mét, sg dnh sdng, nhin ma, gidm thi luc, co thét mi, khé chiu & mét, ngifa mat, nang két mac, rdi loan két mac, cdm gidc
¢6 i vat trong mit, ting tiét dich mét, ban dd mi mat, phi mi mat, réi loan mi mdt, sung huyét mat
Khdng duoc biét dén: Phi né gidc mac, phil mat, sung mdt, viém két mac, gian ddng ti, rdi loan thi gidc, dong vay b mi mat
Rdi logn ho hdp, léng ngutc va trung thdt

Phd bién: Kho mii

Khding dugc biét dén: Kho thd, viem xoang

Rdi logn tiéu héa

Khong duoc biét dén: Budn ndn, ndn

Réi loan da va cde mé dudi da

[t g3p: Viém da tiép xuc, cim gidc nong rit da, khé da

Khéng duoc biét dén: Viém da, ban 48

Réi loan chung va tinh trang tai chd diing

Pho bién: Mét méi

Khéng duoc biét dén: Suy nhuge, khd &

Théng bdo cho bdc sy cdc tdc dung khéng mong mudn gdp phdi khi sir dung thude

TUONG TACTHUBC

Khdng cd bdo cdo

QUALIEU VA XU TRI

Khéng c6 dit liéw ¢d san trén ngudi vé s dung qud liéu do v tinh hay ¢ y

Trong truéing hop qué liéu, bénh nhan can duoc theo ddi va gidm sdt thich hop

BAO QUAN

Noi kha, dudi 30°C

TIEU CHUAN CHAT LUONG: TCCS

HAN DUNG

24 thang ké tir ngay san xudt

Sir dung thudc trong vong 30 ngay sau khi md ndp lan déu

DE XA TAM TAY TRE EM

DOCKY HUGNG DAN SU DUNG TRUGC KHI DUNG

Néu cin thém thong tin xin héi y kién bdc sy

San xudt
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Cong Ty C& Phdn Tap Doan Merap
Tan Tién, Van Giang, Hung Yén, Viét Na
www.merapgroup.com
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