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" Thudc nhd mét

Ofloxacin o,3 %

ThuGc nay chi dung theo don thuée
pé xa tdm tay tré em
Poc ky huéng dan st dung trudc khi dung

QUI CACH PONG GOI: Hop 1 1o x3 ml, 5ml, 6 ml

DANG BAO CHE: Dung dich nhé mat.
Mé td: Dung dich trong sudt, mau vang nhat.

THANH PHAN:

Thanh phan Lo 3ml| Lo 5 ml| Lo 6 mi

Thanh phan hoat chét:
Ofloxacin

Thanh phan té dugc:
Acid citric, Natri clorid,
Dinatri hydrophosphat,
Thimerosal, Nudc cdt.

PAC TINH DUGC LUC HOC:

Ma ATC: SO1A EO1

Nhém dudc ly: Khdng sinh nhd mdat nhém
Fluoroguinolon.

Ofloxacin la thudc khdang khudn nhém
Fluoroguinolon. Ofloxacin cé phé khang khudn
rong bao gom Pseudomonas aeruginosa,
Haemophilus influenzae, Staphylococcus
aureus, Streptococcus pneumonia...va mot vai
vi khud@n gram duang.

Ofloxacin cé tac dung diét khudn, co ché& tac
dung chua dudc biét day du. Gidng nhu cac
thudc quinolon khang khudn khdc, ofloxacin
tc ché& DNA - gyrase I& enzym cdan thiét trong
qud trinh nhén doéi, phién ma va tu sia DNA
cla vikhuan.

PAC TINH DUGC BONG HOQC:

Thudc nhdé mat dung vdi lugng nhd, tdc dung
tQi chd nén gan nhu khéong hdp thu.,
CHI DINH:

Piéu tri tai chd cdc nhiém tring phdan ngodi
mat & ngudi Ién va tré em (nhu viém két mac va
gidc mac) do cdac vi khudn nhay cdm Vvéi
ofloxacin gdy ra. An todn va hiéu qud trong
diéu tri bénh mdat & tré sd sinh chua dudc xac
dinh.
LIEU DUNG - CACH DUNG:
- Trong 2 ngdy dau: nhd 1 - 2 giot/ldn vdo mat
bi bénh moi 2 - 4 gid.
- Cac ngay tiép theo: nhd 1 - 2 giot/ldn, 4
I&Gn/ngady.

Dot dieu tri khdng qua 10 ngady.
*Luuy:
- Khédng dung chung médi lo cho nhiéu nch‘ii,
khdng cham vao dau nhé giot (ké cd mat clia

pan), dong chdt ncxp lo ngay sau khi s& dung
dé tranh nhiém khudn.

- Lo thuéc d& md khdéng dung qud 15 ngay.
CHONG CHi PINH:

- Man cdm véi bét cl thanh phdn ndo cla
thuoc.

- Man cdm vdi nhém thude quinolon.

Omg | 15mg | 18 mg

viia dd| via ddl vda du

CANH BAO VA THAN TRONG:
- Chidung taichd d mat, khdng dung dé tiem.
- An toan v& hiéu qud & tré em dudi 1 tudi chua

dudc xac dinh.

~ICAE phon Ung qud man nghiém Trong va doi
khi c6 thé gay td vong (phcm Vé va gid phdn
vé), mot s sau khi dung lidu ddu tién, da dugc
bdo cdo 3 nhing bénh nhon dung guinolon
dUdng todn than, bao gdm cd ofloxacin. Mot
s& phdn Ung di kém vai fruy fim, mat y thic,
pht mach (bao gém phu thanh qudn, hong
hodc mat), tdc nghén dudng thd, khd thd, may
day va ngla. Néu phdn Ung di Ung VJi
Ofloxacin 0,3% xay ra, diing st dung thudc. SU
dung than trong & nhdng bénh nhan nhay cdm
v3i cdac quinolon khdc.

- Khi si dung thudc nhé mat Ofloxacin 0,3%.
can xem xét nguy ¢ di qua 8ng hdu hong c6
thé gép phdn vao viéc xudt hién va Idy lan su
khdng thudc cla vi khudn. Clng nhu cdc
khang sinh khac, khi dung kéo ddi cb thé dan
dén su phat trién qud muc cla cdac sinh vaf
khong nhay cam.

-Né&u finh trang nhiém trang téi t& hon hodc
khéng ghi nhan dudc su cdi thién vé mat Iam
sang trong thdi gian diéu tri, hdy ding st dung
thudc va tim liéu phdp thay thé.

- Than trong khi st dung cdc fluorogquinolon,
bao gdm thuéc nhd mdt Ofloxacin 0,3% &
nhing bénh nhdn cé cdc yéu 16 nguy co kéo
ddi khodng QT nhu: hdi ching QT ddi bdm sinh,
sU dung dong thdi cdc loai thuéc dudgc biét Ia
kéo ddi khodng QT (thudc chdéng loan nhip
nhém 1A va lll, thude chéng tradm cdm ba vong,
cdc macrolid, thuéc chdéng loan than), mat
can bang dién gidi chua dudc diéu chinh (nhu
ha kali mdau, ha magie mau), bénh fim (suy fim,
nhdi mdau co tim, nhip tim cham).

- Bénh nhan caoo tudi va phu nd cé thé nhay
cdm hon v&i cdc thudc kéo ddi khodng QT, do
dé nén thdn trong khi st dung fluoroguinolon,
bao gom cd thudéc nhd mdt Ofloxacin 0,3% &
nhing ddi tugng ndy.

- Co ratit dd liéu dé thiét 1ap hieu qud va doé an
toan cla thuéc nhd mdt Ofloxacin 0,3% frong
diéu tri viem k&t mac & tré sd sinh. Khéng
khuyén cdo s dung thude ndy & 1ré so sinh b
viem mdt do Neisseria gonorrhoeae hodic
Chlamydia trachomatis do chua dugc ddnh
gid & nhdng bénh nhdn nay.

- SU dung & ngudi cao tudi: Khéng c6 di liéu so
sanh vé lieu dung tai ché & ngudi cao tudi so
véi cac nhom tudi khdc.

- Cac cdng bd 1am sang va phi lam sang dé
bdo cdo su xudt hién cla thdng gidc mac &
nhdng bénh nhén cé khuyét tat biéu mé gidce
mac tu fridc hodc loét gidc mac, khi ducc
diéu tri bang khdang sinh fluoroquinolon tai chd.
Tuy nhién, cac yéu t6 gay nhiéu dang ké co
lién quan dén nhiéu bdo cdo ndy, bao gbm
tudi cao, su hién dién cla cdc vét loét Ién, cac
bénh ddéng thdi & m&t (vi du nhu khé mdt
nang), cac bénh viém todn than (vi du nhu
viem khdp dang thdp), va st dung ddng thdi
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véi cac thude chéng viém steroid hodc khéng
steroid cho mdt. Tuy nhién, can khuyén cdo
than trong vé nguy co thiing gidc mac khi su
dung sdn phdm dé& diéu fri cho bénh nhan bj di
tat biéu mod gidc mac hodc loét gidec mac.

- K&t tGa & gidc mac dd duge bdo cdo khi dieu
tri b&ing ofloxacin nhd mat tai chd. Tuy nhién,
mMoi guan hé nhén qud van chua dudc thiét Iép.
- Khi sC dung liéu cao, Iau dai cdc fluoroguinolon
khéc trén dong vat thi nghiem da gdy ra bénh
mdat hét. Tuy nhién, hdu qud ndy chua dugc
bdo cdo trén ngudi, cing chua ducc ghi nhan
sau khi diéu tri nhd mat véi Ofloxacin t6i da 6
thang trong céc nghién cuu trén déng vat bao
gdm trén khi.

- Can trédnh dnh ndng va tia UV trong qud frinh
diéu tri b&ng ofloxacin do cé thé gdy ra tfinh
trang nhay cam véi anh sang.

- Khéng nén st dung kinh dp trong frong qud
trinh diéu tri nhiém khudn & mat. Bénh nhén nén
thdo kinh dp trong trudc khi s& dung va dagi it
nhdt 15 phat trude khildp lai.

-Bénh nhan can dugc theo dbi trong trudng
hdp st dung daingdy thudc ndy.

- S&n phdm chiia thimerosal, cé thé gay phdn
Ung didng.

sU DUNG CHO PHY NU CcO THAI VA CHO CON
BU:

- Boi v8i phu nd ¢6 thai: Chua cd nghién clu
dudc thuc hién va kiém sodt ddy dd & phu nd
c6 thai. Tuy nhién, quinolon hdp thu todn than
c6 thé gdy ra nhiing chiing bénh khép & déong
vat chua trudng thanh. Do véy ko nén ding
thudc cho phu nd cé thai.

- Boi véi phu Nl cho con bu: vi ofloxacin véa cdc
quinolon khé&c dudgc bdi tiét vao stia me v cd
khd nang gdy haicho tré bu me, can nhdc tdm
quan trong dé quyét dinh (néu diing thudc thi
ngung cho tré bd me).

ANH HUGNG LEN KHA NANG LAI XE, VAN HANH
MAY MOC:

Nhin md thodng qua cé thé xAy ra khi méi nhd
mat. Khdng 1&i xe hay van hanh méay méc cho
tGi khi tam nhin ré rang.

TUGNG TAC, TUGNG KY CUA THUOC:

- Chua cé nghién clu vé tuong tac thudc khi
duing duidi dang nhd mat.

- Viéc su dung todn than ciia mét sé& quinolon
da dugc chUng minh Uc ché su thanh thai
chuyén hda clia caffeine va theophylline. Tuy
nhién, cac nghién clu tuong téc thudc dudc
thuc hién vd&i ofloxacin todn than da chu’ng
minh radng su thanh thai chuyén héa cla
caffeine va theophylline khéng bi dnh hudng
dang ké bai ofloxacin.

-Ma@c du dé c6 bdo cdo vé viéc gia tang ty 1&

nhiém ddc than kinh frung uong khi dung
fluoroquinolon todn than déng thdi vai thudc
chéng viem khong steroid fodn than (NSAIDs),
nhung diéu ndy chua dugc bdo cdo khi su
dung dong thdi NSAIDs va ofloxacin.

-Nhu cdc fluoroguinolon khdc, ofloxacin nén
dudc st dung than trong & nhidng bénh nhan
dung cdc thudc kéo dai khodng QT (vi du:
thudc chong loan nhip nhém 1A va i, thudc
ch&ng trdm cdm ba vong, cdc macrolid, thudce
ch&ng loan than).

- Do khéng c6 cdc nghién clu vé tinh tuong ky.
clUa thudc, khéong tron 1an thude nay voi cac
thudc khéc.

TAC DUNG KHONG MONG MUON:

- Tdc dung todn than: cdc phdn Gng nghiém
trong sau khi st dung ofloxacin rat hi€m khi xdy
ra va da sé c6 thé phuc hdi. Vi cé 1 lugng nhd
ofloxacin dugc hdp thu vao co thé sau khi dung
tai chd, nén cdc tac dung phu dugc bdo cdao
khi s& dung toan than cé thé xdy ra.

Chua di sé liéu dé danh gid: chéng mdt,
budn ndn, phdn Gng qud man bao gom cdc
triéu chdng cda di dng mat (nhu nglda mat,
nglda mi mat), phdn Gng phdn vé (nhu phu
mach, kné thd, séc phdn v&, sung hdu hong,
phU mdt, sung IUGi), rdi loan nhip that véa xodn
dinh, hoi chidng Stevens — Johnson, hoaqi td
thugng bi nhiém déc.

- Tdc dung khdng mong mudn tai mdt:

Thudng gdp (1/100 < ADR <1/10): nglia mdt,
khé chiu & mat.

Chua dd sé liéu dé danh gia: Viém gidc mac,
k€t mac, nhin md, sg anh sang, phu né & mdt,
cdm gidc co vat thé la frong mdt, tang tiét
nudc mat, kné mat, dau mat, sung huyét mdt,
phu né quanh héc mat (bao gém cd pha né mi
mart).

Théng bao ngay cho bac sy hodc dudc sy
nhdng phan Ung cé hai gdp phdi khi s aung

thudc.

QUA LIEU VA CACH XU TRI:

- Khéng cbé du liéu vé si dung thuéc qua lieu,
khéng dung qud lieu chidinh clia thude,

- Trong trudng hdp qud liéu, rda mdt lai bang
nudc ngay I&p tdc.

Trong frudng hdp quad liéu NAng. viéc diéu tri
triéu chdng Ia can thiét va nén tién hanh do

dién fim vi thuéc c6 khd ndng kéo dai khodng
Q.

BAO QUAN: Noi khd rdo, nhiét dé khéng quad
30°C, trédnh dnh sang.

HAN DUNG: - 30 thang ké tti ngdly san xudt.
- 15 ngdy sau khimd ndp.
TIEU CHUAN: TCCS

Sdn phdm cua: CONG TY C6 PHAN TRAPHACO

Traphaco®

75 Yén Ninh - Ba Binh - HY NOi
bien thoaqi lién hé: 18006612
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