- CHE PHAM NHO MAT KHANG KHUAN HOAT PHO RONG -

™ pung dich nhé mat Oflovid®
<Ofloxacin>
$anten

D4 xa tAm tay tréd em

Doc ky hirdmg din sir dung trirdee khi diing

Thude nAy chi dung theo dom thube

Dung dich nhd mat Offovid 1A mBt ché phAm nhan khoa chira offoxacin. mdt din chit quinolon cb
hoat tinh khAng khuln hoat phA rOng

Dung dich nhd mAt Offovid cd hoat tinh khang khudn hoat phd rdng chbng 1ai cac vi khuln gram
duong ké cA vi khulin ky khi v vi khulin gram Am, va c6 higu tuc cao 81 vii cac nhidm khulin phin
ngodi mét khac nhau

[THANH PHAN)

Thanh phin hoat chit: M&i 1o 5 mL chira 15 ma offoxacin

Thanh phan t4 dugre: Natn clorid, acid hydrocloric loAng, natrl hydroxyd vA nuée tinh khibt

[DANG BAO CHE]

Dung dich nhd mat Oflovid 14 dung dich nhd mét than nude, vb khuln, trong, mau vang anh xanh dén
vang nhat San phdm ¢6 pH 6,0-7.0 va ap e thdm thAu 0,95-1.15

[CHI DINH)

Vi khuan duwece chi dinh

Céc ching vi khudn nhay c¢Adm cla Staphylococcus sp . Streplococcus sp., Streptococcus
pneumoniae, Enterococcus sp., Micrococcus sp., Moraxella sp., Corynebacterium sp., Klebsiella sp .,
Serraha sp., Proteus sp., Morganella morganii, Providencia sp., Haemophilus influentae, Haemophilus
aegyptius [tryc khudn Koch-Weeks), Pseudomonas sp., Pseudomonas aeruginosa, Burkholderia
cepacia, Stenotrophomonas (Xanthomonas) maftophilia, Acinetobacter sp., vA Propionibacterium
acnes

Chi dinh

Cac nhidm khuén sau day gdy bdi cac vi khudn nhay cdm véi ofloxacin. Viém bér mi, viém toi 18, leo
(chdp), vidm két mac, vidm syn mi, vidm gidc mac (kd ¢ l0ét gidc mac) va dung 1am khang sinh dy
phong sir dung trude va sau phdu thudt mét

[LIEU DUNG VA CACH DUNG)

Thudc nhd mat

Théng thurding, cho cA ngudri 16m va tréd em, mdi 1An nhd vao mét 1 giot, 3 1An/ngay.

Lidu lurong cb thé duge ddu chinh theo tridu chimg cia bénh nhan.

Thén gian didu tri tuy thude vao loai nhidm khudn va dap (ng cua bénh nhan.

Xir ly thubce sau khi sir dung

Khdng c6 yéu clu dac bidt vé xir ly thube sau khi sir dung

[CHONG CHI DINH]

Khéng dung dung dich nhé mat Oflovid cho nhirng bénh nhan sau day:

Bénh nhan o6 tién s& qua madn cdm véi cac thanh phAn cla thude hodc voi bAt ky khang sinh
quinolon ndo.

[CANH BAO VA THAN TRONG KHI DUNG muOcl

- Dé tranh sy xult hién vi khudn khang thube, cAn khang dinh tinh nhay cadm cla vi khudn va didu tri
vin thude nay nén gidi han & thir gian téi thidu cdn aé tidu diét su nhiém khuén

- Tranh dang kéo dai.

- Khi ding: Huéng ddn bénh nhan cdn than khdng cham tryc tiép dAu lo thubc vao mét dé tranh
nhiém ban thube.

- Khi dung nhiéu hon 1 thudc nhd mat, phal nhé cach nhau it nhét 5 phat.

[SU DUNG TREN PHY NU CO THAI VA CHO CON BU)

Chi dung thubc nay cho phu nir ¢é thai hoac c6 kha ning ¢o thai néu lgi ich didu tri mong doi hon
han nguy co ¢b thé xdy ra do dung thubc. (DY an toan cia thube nay trong thai ky chua dugc thiét
lap.]

Chua c6 thodng tin vé dbc tinh chia thube nay trén thai nhi

Ofloxacin duoc bai tiét vao sira me. Tuy nhién, & liéu didu trj thube duge dy doan khdng anh hudng
dén {ré bu me. Chi dung thubc ndy cho phy nir cho con ba néu Igi ich didu tri dyr tinh hon hdn nguy
co ¢d thé xdy ra véi tré bu me

[ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC)

Nhu voi bat ky didu tri tai mé&t ndo, néu xay ra nhin mé thodng qua hodc bat thuéng & mét sau khi
dung thubc, bénh nhan nén dgi cho dén khi nhin rd hoac hét bAt thudng trude khi lal xe hoc van
hanh may moc.

[TUONG TAC THUOC VA TUONG KY]

Twong tac thube

Chua c6 nghién cliru vé tuong tac thude da duoc thue hién cho dén nay

Tuy nhién, do c6 thé xady ra hp thu todn than sau khi dung ofloxacin tai mat, khdng thé loai trir kha
ndng c6 céc tuong tac thubc nhu da dugce bao céo véi mdt sb khang sinh nhém quinolon dung
dudng todn than (nhu tuong tac vai theophylin, cafein, cac thude chbng ddng mau dudng ubng,
cyclosporin).

Twong ky

Do khdng 6 cac nghién ciru v& tinh trong ky cla thube, khdng trdn 18n thube nay véi cac thube
khac.

[TAC DUNG KHONG MONG MUON]

Téc dung khéng mong mubn ddi véi thube nay da dugce bao cdo & 44 trong sb 13329 bénh nhan
dugc danh gia trudc va sau khi thubc duge phd duyét (0,33%). Cac tac dung khdng mong muédn
chinh la kich ('ng mat & 11 bénh nhén (0,08%), ngra mi méat & 8 bénh nhan (0,06%), viém bd mi &
6 bénh nhan (0,05%), sung huyét két mac & 5 bénh nhan (0,04%), dau mét & 5 bénh nhan (0,04%),
sung mi mat & 5 b@nh nhan (0,04%), vv . [vao cudi giai doan tai kiém tra)

Tac dung khéng mong muodn cé y nghia lam sang

Séc, phan (g phan v (khdng rd ti 1& méc): cin theo d&i bénh nhan cdn than vi c6 thé xay ra sbc
va phan Ung phan vé Néu ¢ bgt cu trigu chirng nao nhu ban dd, ban, khé thd, huyét ap ha, phu mi
mat, v.v. .. phai ngung dung thubc va c6 cac bién phap xtr tri thich hop.

Tac dyung khéng mong mudn khéac

Nétéc cd cac tac dyng khéng mong mudn sau ddy, nén cé bién phap xir tri thich hop nhu ngung dung
thuoc.

Ti 1é méc Khéng ré : .
LO" ti '0 m‘c Twr 0.1% d‘n <5% < 0.‘1%
Qua mdncdm  |Ban, mé day . Viém b& mi (36 mi maY pha mi
mat, vv.. ), viém da mi mét, ngira
Méat Viém két mac (sung huyét Kich ing Thuong tdn gidc mac nhu viém
két mac/ phu két mac, vv...) giac mac lan tda néng

Thbbncg bao ngay cho bac sy hojc dugc sy nhirng phan (rng c6 hai gap phai khi sir dung
thuoc.

[QUA LIEU VA XU TRI]

Khéng cé dir lidu vé sir dung thude qua lidu, khdng dung quad lidu chi dinh clia thube

Bénh nhan nén dugc tich cyc theo dbi d& ¢6 bién phap x(r tri kip thoi.

[DUQC LYC HOC]

Nhém durgre didu trj: Cac giac quan, Nhan khoa, Céac thube chéng nhiém khudn, Cac fluoroquinolon,
Ofioxacin




