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[Composition]

Each bottle 5 mL contains
Ofloxadin........ocrvvnen.. 15Mg
[Indication, administration,
Contraindications and other
information] Please see the
attached insert paper.
[Storage]

Store in a tight container,

at cool dry place, below 30°C.
[Dosage form]

Ophthalmic solution
[Package]

5 ml/bottle, 1 bottle/box
[Specification] In-house

Keep out of reach of children.
Read insert paper carefully
before use.

Manufactured by
DAEWDO PHARM. CO.,, LTD,
153, Dadae-ro, Saha-gu, Busan, Korea
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PHILTELABIT

Thudc nhd mat

Ofloxacin 3mg/mL

RN

[Thanh phiin]
M3ilo 5 mL chia:

[Chi dinh, cach ding,
chdng chi dinh va cac thong
tin khae] Xem trong t& hudng
dn sir dung thudc kém theo,

[Bdo quan] Trong hp kin,
nai khé mat, dudi 30TC.

[Dang bao chél
Dung dich nho mat

[Pdng géil 5 mL/lo, 1 lo/hdp

[Tiéu chudin chat luang]
TCCS

SBK:

15mg

Bé’mlimrayugem.
Doc ki hudng dan sir dung

truge khi ding.

San xuft tgi:

DAEWOQ PHARM. CO., LTO.

153, Dadae-ro, Saha-gu, Busen, Hin Quic
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PHILTELABIT

Eye drops

Ofloxacin 3mg/mL

5mL
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Rx

PHILTELABIT Eye drops

Dé xa tam tay tré em.
Doc ky huwong din sik dung triedc khi ding.
Thuoc nay chi ding theo don thudc.

THANH PHAN CONG THUC

Maéi lo 5 mL chira:

Thanh phcfn hoat chit: Ofloxacin .............. 15mg

Thanh pha‘;n ta diroc: Benzalkonium chloride, natri chloride, acid hydrochloride, natri

hydroxide, nudce tinh khiét vo khudn.
DANG BAO CHE
Dang bao ché: Dung dich nho mét.
M2 ta: Dung dich trong sudt, mau vang nhat.
CHIi PINH
Thubc nhé mét PHILTELABIT duoc chi dinh dé diéu tri tai chd cac trudng hop nhiém khuén
bén ngoai mit (nhwr viém két mac, viém giac-két mac) & ngudi 16n va tré em do céc vi khuin
nhay cam véi ofloxacin gy ra. Tinh an toan va hiéu qua trong diéu tri viém mit & tré so sinh
chua duoc thiét 1ap.
CACH DUNG, LIEU DUNG
Cdch ding: nhé timg giot vao mit.
Liéu dimg: vi moi do tudi, nho 1 dén 2 giot vao mét bj nhidm khuin mdi 2 dén 4 gio trong 2
ngay déu, sau d6 nho 4 1an/ngay. Thoi gian diéu trj v6i thubc khong nén vuot qué 10 ngay.
Néu quén ding thuic nhé mat PHILTELABIT
Néu quén mét lidu, nén sir dung ngay khi nhé ra. Néu da sip dén thoi gian diing lidu ké tiép, nén
bo qua liéu da quén. Sau d6, dung liéu tiép theo nhu binh thudng. Khéng duoc sir dung liéu gép
ddi dé b cho liéu da quén.
CHONG CHi PINH
Thudc nhé mit PHILTELABIT chéng chi dinh ddi v&i ngudi qua man véi ofloxacin hodc véi
bat cir thanh phn t4 duoc nao ciia thudce hoic véi céc khéng sinh quinolone khéc.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Thubc nhoé mit PHILTELABIT khong dugc dung dé tiém.
Tinh an toan va hi¢u qua & tré so sinh dudi 1 tudi chua dugc thiét 1ap.
Céc phan tng qua man nghiém trong va dbi khi gy tir vong (phan tmg phan vé/tuong tu phan
vé), mot vai trudong hop xay ra sau lidu diu tién, di dugce bdo cdo & nhitng bénh nhan sir dung
khang sinh quinolone dudng toan than, bao gém ofloxacin. Mt vai phan tmg qué mén c6 kém
theo truy tim mach, mit nhén thirc, phit mach (bao gdm phi thanh quan, phtt hdu hong, phi viing
mit), tc ngh&n dudng thd, khé thd, ndi mé day va ngira.
Néu xay ra cac phan tng di img khi ding thuéc nhd mat PHILTELABIT, ngung sir dung thudc.
Str dung thén trong trén nhimg bénh nhan da cho thdy ¢6 su nhay cam véi céc khing sinh
quinolone khéc.
Khi sir dung thudc nhé mét PHILTELABIT, nén xem xét dén nguy co thuée di qua dudng miii —
hiu c6 thé gép phan lam xuét hién va phén tan cic vi khudn d& khang. Ciing gidng nhu cac
khéng sinh khac, viéc sir dung kéo dai c6 thé dan dén sy phat trién qua mirc ciia cac ching vi
khuan khong nhay cam.
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Néu tinh trang nhiém khuan trd nén trdm trong hon, hodc sau mot thoi gian diéu tri hop ly khong
co ghi l}h@‘m su cai thién vé mit 1am sang, can ngung str dung thubc va bét dau lidu phép diéu tri
thay the.

Cdc réi logn vé tim mach

Cin than trong khi sir dung céc thudc ¢6 chira fluoroquinolone, bao gdm ca ché phdm nay &
nhitng bénh nhan da biét c6 yéu tb nguy co kéo dai khoang QT, vi du nhu:

- Hoi chimg khoang QT kéo dai bam sinh

- Str dung ddng thoi cac thude gy kéo dai khoang QT (thubc chéng loan nhip nhém IA va nhém
111, thudc chdng trim cam 3 vong, macrolide, thude chéng loan thén)

- Mt cén bing chit dién giai chwa duge diéu chinh (ha kali huyét, ha magie huyét)

- Bénh tim mach (suy tim, nhdi mau co tim, nhip tim cham)

Bénh nhan cao tudi va phu nit cé thé nhay cam hon di véi cac thude gy kéo dai khoang QT. Vi
vy, nén than trong khi sir dung thudc c6 chira fluoroquinolone, bao gfﬁm ca thudc nhé mat
PHILTELABIT trén cic nhém déi tuong nay.

Sir dung than trong thuéc nhé mit PHILTELABIT trén nhitng bénh nhan di c6 min cam véi cac
khang sinh quinolone khéc.

Dir lidu vé an toan va hiéu qua rat han ché khi sir dung ché phim nay dé diéu tri viém két mac &
tré so sinh.

Viéc sir dung ché phdm nay & nhitng tré so sinh c6 bénh viém mit do Neisseria gonorrhoeae
hoiic Chlamydia trachomatis khong dugc khuyén nghj vi thudc chua duge danh gia trén nhom
dbi twgng nay.

Nguoi cao tudi: chua c¢é dir lidu so sanh giita liu sir dung tai chd trén ngudi cao tudi véi cac
nhém tudi khéc.

Céc cong bd 1am sang va phi 14m sang da bao cdo vé viée thung gidc mac & nhiing bénh nhan c6
sin cac khiém khuyét biéu md gidc mac hodc loét giac mac khi diéu tri tai chd véi khang sinh
nhém fluoroquinolone. Tuy nhién, ¢é nhiéu dong yéu t& quan trong khéc c6 lién quan dén cac
bao céo nay, bao gém tudi tac cao, su hién dién cta cac vét loét 16n, cic bénh mét di kém (nhu
khoé mét nghiém trong), cdc bénh viém toan than (nhu viém khép dang thép) va viée st dung
ddng thoi cac thude khéng viém steroid hodc khéng steroid trén mét. D vdy, vAn cin khuyén
than trong v& nguy co thung gidc mac khi st dung san phdm dé didu trj cho bénh nhéan ¢6 khiém
khuyét biéu mé gidc mac hodc loét gidc mac.

Puc gidc mac da dugce bdo cdo trong qua trinh didu tri v4i thube nhd miét ofloxacin. Tuy nhién,
moi quan hé nhin qua chua duoc thiét lap

Sir dung lidu cao kéo dai cac khang sinh fluoroquinolone khac trén dong vat thir nghiém c6 thé
gdy md duc thiy tinh thé. Tuy nhién, hién tuong ndy chwa dugc ghi nhan trén ngudi cling nhu
khi diéu tri v6i thubc nhd mit ofloxacin sau 6 thang & cic nghién ciru trén dong vat, bao gbdm
nghién ciru trén khi.

Thudc nhé mit PHILTELABIT c6 chira chit bio quin benzalkonium chloride.
Benzalkonium chloride ¢6 thé bj kinh dp trong hap thu va lam thay ddi mau cta kinh 4p trong.
Bénh nhén nén théo kinh 4p trong trudce khi sir dung thudc nay va mang kinh tré lai 15 phit sau
khi nho thuéc. Benzalkonium chloride ciling ¢o thé gay kich Ung mét, dic biét khi bénh nhén bi
khé mét hay c6 bét thuomg vé gide mac. Khi mét ctia bénh nhan ¢6 cam gidc bt thudng, kim
chich hodc dau sau khi nho thudc, hay thong bao cho bac si.

Nén tranh tiép xuc truc tiép vOi 4nh sang mat troi hodc tia UV trong qua trinh sir dung ofloxacin
do ¢6 kha ndng bi nhay cam véi anh sang.

Khéng khuyén cdo sir dung kinh 4p trong & nhimg bénh nhén dang diéu tri nhiém khuin mit.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
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Phu nit ¢6 thai: chua ¢ cac thir nghiém dugc kiém soat t6t va diy du tién hanh trén phu nir ¢6
thai. Vi quinolone diing dudng toan thin di cho thiy giy ra bénh khép trén cac dong vét thir
nghiém chua trudng thanh do d6 khuyén cdo khong nén sir dung ché phdm nay trén phu nit cé
thai.

Phu ni¥ cho con bir: vi ofloxacin va cic quinolone khéc khi sir dung dudng toan than s& bai tiét
qua sita me va cé kha ning gay hai cho tré dang bu sita me, nén dua ra quyét dinh ngung cho tré
bt sita me tam thoi hodc ngung sir dung thude sau khi da xem xét dén tAm quan trong cia viéc
str dung thuée déi véi ngudi me.

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

Chua c6 nghién ctru ndo vé anh hudéng ciia thube 1én kha ning 14i xe va van hanh may méc duogc
tién hanh.

Nhin m& tam thdi c6 thé xay ra khi nho thude. Khéng 14i xe hodic van hanh may méc cho dén khi
tAm nhin r trd lai.

TUONG TAC, TUONG KY CUA THUOC

Chua c6 nghién ctru nao vé tuong tac thude dugce tién hanh.

Pi c6 ghi nhan cho thiy viéc sir dung mdt vai quinolone dudng toan than tc ché sy chuyén hoa
ciia caffeine va theophylline. Nghién ciru twong tac thudc tién hanh véi ofloxacin dudng toan
than dd cho thdy sur chuyén héa cua caffeine va theophylline bi anh huéng khong dang ké boi
ofloxacin.

Mic dii dd c6 nhitng bao céo vé sy gia ting ty 18 xay ra cia doc tinh trén than kinh trung wong
v6i lidu fluoroquinolone dudng toan than khi ding ddng thdi véi thube khang viém khéng
steroid (NSAID) dudng toan than, chua cé béo cdo nao ghi nhin ddc tinh trén than kinh trung
wong khi diing dudng toan than dong thdi NSAID va ofloxacin.

Ché pham nay, ciing nhur céc fluoroquinolone khéc, nén dugc sir dung thén trong trén céc bénh
nhén sir dung céc thude kéo dai khoang QT (nhu thude chdng loan nhip nhém IA va nhém III,
thudc chbng trdim cam 3 vong, macrolide, thudc chdng loan than).

TAC DUNG KHONG MONG MUON CUA THUOC

Théng bdo ngay cho bdc si hodc dwgc si nhitng phén ieng c6 hai gdp phdi khi si dung thubc.
Tong qudt

Céc phan (g nghiém trong sau khi str dung ofloxacin dudng toan than hiém gip va hau hét 1a
thuan nghich. Vi mét luwgng nhé ofloxacin dugc hép thu toan than sau khi dung tai chd, cac tac
dung khong mong mudn da duoc bao céo khi diing toan than ciing c6 thé xay ra khi diing tai chd.
Tén suit xay ra tac dung khong mong mudn: R4t thuong gip (ADR >1/10); Thuong gip (ADR
>1/100 d&én <1/10); it gap (ADR >1/1000 dén <1/100); Hiém gip (ADR >1/10000 dén <1/1000);
Rét hiém giap (ADR<1/10000) va Chua biét d&én (chua thé danh gia qua dit liéu hién c6):

Rit | Thuong | It | Hiém gip | Rét hiém Chua biét dén
thuong | gap gap gap
gap —
H¢ mién dich Phan ¢ng qua man gom céc

dau hiéu hay triéu chimg di
tmg mit (nhu ngha mit,
ngra mi mit) va phan {mg
phan vé (nhu phu mach, khé
tha, sbc phan vé, sung hau
hong, phtt mit va sung ludi)

Hé than kinh Chéng mit

1=l
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Thi giac Kich tng Viém gidc mac, viém két
mit, khé mac, nhin mo, s¢ dnh séng,
chiu mat phi mat, cdm giac co6 vat la

& mit, chay nuéc mét, khod
mé’tt, dau mit, sung huyét
mét, phi quanh héc mét
(bao gbm phii mi mét).

Hé tim mach Réi loan nhjp thdt, xodn
dinh (dugc bao cdo chi yéu
& nhitng bénh nhan c6 yéu
t6 nguy co kéo dai khoang
QT); kéo dai khoang QT
trén dién tam do.

Hé tidu héa Budn ndn.
Da va mo Hoi ching Steven-Johnson,
duéi da hoai tir biéu md nhiém doc.

QUA LIEU VA CACH XU TRi

Khi xay ra qu4 liéu, diéu tri toan than nén duoc trién khai thuc hién. Nén theo dai dién tim dé do
c6 kha ning gay kéo dai khoang QT.

DUQC LUC HQC

Nhém diege Iy: Nhan khoa, khang sinh, fluoroquinolone

Ma ATC: SO1AEQI

Ofloxacin Ia mdt khang sinh tong hop nhém quinolone (fluorinated 4-quinolone) v&i phd khang
khuan réng trén vi khuin Gram 4m va hep hon trén vi khuin Gram duong.

Ofloxacin cho thiy c¢6 hiéu luc trén hau hét cac ching vi khuin duoc liét ké sau day ca trong in
vitro va trong cic nhiém khudn mét trén 1am sang. Cac bing chimg hidu qua lm sing ciia ché
phém nay ddi véi S. prneunmoniae dugc dua trén mot sb lugng han ché thé phén lap.

Vi khudn Gram ém: Acinetobacter calcoaceticus var. anitratum, va A. calcoaceticus var. iwoffi;
Enterobacter Sp. bao gém E. cloacae; Haemophilis Sp, bao gém H. influenza va H. aegyptius;
Klebsiella Sp., bao gbm K. Pneumoniae; Moraxella Sp., Morganella morganii; Proteus Sp., bao
gdm P. Mirabilis; Pseudomonas Sp.; bao gdbm P. Aeruginosa, P. cepacia, va P. fluoroscens; va
Serratia Sp., bao gdbm S. marcescens.

Vi khuan Gram dwong: Bacillus Sp.; Corynebacterium Sp.; Micrococcus Sp.; Staphylococcus
Sp., bao gdm S. aureus va S. epidermidis; Streptococcus Sp., bao gdbm S. Pneumoniae (xem &
trén), S. viridans va Beta-haemolytic.

Ofloxacin khong bi phan hity boi cic enzyme beta-lactamase, ciing khong bi bién ddi boi cac
enzyme nhu aminoglycoside adenylase hay phosphorylase hay chloramphenicol
acetyltransferase.

Co ché tic dong

Co ché tic dong chinh thdng qua tic ché enzyme ADN gyrase cua vi khuén, 14 enzyme chiu trich
nhiém duy tri cu tric cia sgi ADN.

Co ché dé khang
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Co ché d& khéng chinh cua vi khuén déi véi ofloxacin lién quan dén viéc xay ra mot hay nhiéu
dot bién trén céc enzyme dich, co ché nay ciing thuong géy ra su dé khang v&i cac hoat chét
khac trong ciing nhém thudc. Céc co ché dé khang lién quan dén bom nguoc va sy ngin can
khéng cho thuéc thim qua ciing dd durgc mo ta, nhitng co ché nay ciing gay ra sy d& khang dbi
vGi cc hoat chét trong cac nhom thude khac.
DUQC PONG HQC
Sau khi nho mit, ofloxacin dugc duy tri 14u trong mang nudc mét.
O mét nghién ciru trén ngudi tinh nguyén khoe manh, ndng dd ofloxacin trung binh trong mang
nude mit do duge 4 gid sau khi ding lidu tai chd (9,2 pg/g) cao hon 2 pg/mL la ndng d tdi
thiéu ctia cin dé tc ché 90% hau hét cc chung vi khudn & mét (MICsg) trong thir nghiém in-
vitro.
Nong d6 ofloxacin trong huyét thanh sau 10 ngay nho mit thdp hon khoang 1000 lin so v&i
ndng do6 sau khi udng liéu chuin ofloxacin, va khong c6 tic dung ngoai ¥ toan than khi ding tai
chd ofloxacin.
QUY CACH PONG GOI
5 mL/lg, 11o/hdp
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién bao quan: Bao quan trong bao bi kin, & noi khd mat, nhiét d6 dudi 30°C.
Han ding: 36 thang ké tir ngdy san xuit. 1 thang ké tir ngdy mé& nfip :
Tiéu chudn chat hegng: TCCS
TEN, PIA CHI CUA CO SO SAN XUAT THUOC

DAEWOO PHARM. CO., LTD.

153, Dadae-ro, Saha-gu, Busan, Korea
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Rx

PHILTELABIT Eye drops

Keep out of reach of children.
Read insert paper carefully before use.
This drug is only used under prescription.

COMPOSITION
Each bottle 5 mL contains:
Active ingredient:  Ofloxacin .............. 15mg

Inactive ingredients: Benzalkonium chloride, sodium chloride, hydrochloric acid, sodium
hydroxide, sterile purified water.

DOSAGE FORM

Dosage form: Ophthalmic solution.

Description: Transparent liquid in a colorless clear bottle.

INDICATION

PHILTELABIT Eye drops is indicated for the topical treatment of external ocular infections (such
as conjunctivitis and keratoconjunctivitis) in adults and children caused by ofloxacin — sensitive
organisms. Safety and efficacy in the treatment of ophthalmia neonatorum has not been
established.

DOSAGE AND ADMINISTRATION

Administration: topical ocular instillation.

Dosage: for all ages, one to two drops in the affected eye(s) every two to four hours for the first
two days and then four times daily. The length of treatment should not exceed ten days.

If you forget to use PHILTELABIT Eye drops

If you forget a dose apply it as soon as you remember, unless it is almost time for your next dose,
in which case you should miss out the forgotten dose.Then apply your next dose as usual and
continue with your normal routine.Do not use a double dose to make up for a forgotten dose.

CONTRAINDICATIONS

PHILTELABIT Eye drops is contra-indicated in individuals who have shown hypersensitivity to
ofloxacin, any of its excipients or any other quinolones.

WARNINGS AND PRECAUTIONS FOR USE

PHILTELABIT Eye drops is not for injection.

Safety and effectiveness in infants below the age of one year have not been established.

Serious and occasionally fatal hypersensitivity (anaphylactic/anaphylactoid) reactions, some
following the first dose, have been reported in patients receiving systemic quinolones, including
ofloxacin. Some reactions were accompanied by cardiovascular collapse, loss of consciousness,
angioedema (including laryngeal, pharyngeal or facial oedema), airway obstruction, dyspnoea,
urticaria, and itching.

If an allergic reaction to PHILTELABIT Eye drops occurs, discontinue the drug. Use
PHILTELABIT Eye drops with caution in patients who have exhibited sensitivities to other
quinolones antibacterial agents.

When using PHILTELABIT Eye drops the risk of rhinopharyngeal passage which can contribute
to the occurrence and the diffusion of bacterial resistance should be considered. As with other anti-
infectives, prolonged use may result in overgrowth of non-susceptible organisms.
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If worsening infection occurs, or if clinical improvement is not noted within a reasonable period,
discontinue use and institute alternative therapy.

Cardiac disorders

Caution should be taken when using fluoroquinolones, including this preparation in patients with
known risk factors for prolongation of the QT interval such as, for example:

- congenital long QT syndrome

- concomitant use of drugs that are known to prolong the QT interval (e.g. Class IA and III anti-
arrhythmics, tricyclic antidepressants, macrolides, antipsychotics)

- uncorrected electrolyte imbalance (e.g. hypokalaemia, hypomagnesaemia)
- cardiac disease (e.g. heart failure, myocardial infarction, bradycardia)

Elderly patients and women may be more sensitive to QTc-prolonging medications. Therefore,
caution should be taken when using fluoroquinolones, including PHILTELABIT Eye drops, in
these populations.

Use PHILTELABIT Eye drops with caution in patients who have exhibited sensitivities to other
quinolone antibacterial agents.

Data are very limited to establish efficacy and safety of this preparation in the treatment of
conjunctivitis in neonates.

The use of this preparation in neonates with ophthalmia neonatorum caused by Neisseria
gonorrhoeae or Chlamydia trachomatis is not recommended as it has not been evaluated in such
patients.

Use in elderly: no comparative data are available with topical dosing in elderly versus other age
groups.

Clinical and non-clinical publications have reported the occurrence of corneal perforation in
patients with pre-existing corneal epithelial defect or corneal ulcer, when treated with topical
fluoroquinolone antibiotics. However, significant confounding factors were involved in many of
these reports, including advanced age, presence of large ulcers, concomitant ocular conditions (e.g.
severe dry eye), systemic inflammatory diseases (e.g. rheumatoid arthritis), and concomitant use
of ocular steroids or non-steroidal anti-inflammatory drugs. Nevertheless, it is necessary to advise
caution regarding the risk of corneal perforation when using product to treat patients with corneal
epithelial defects or corneal ulcers.

Corneal precipitates have been reported during treatment with topical ophthalmic ofloxacin.
However, a causal relationship has not been established.

Long-term, high-dose use of other fluoroquinolones in experimental animals has caused lenticular
opacities. However, this effect has not been reported in human patients, nor has it been noted
following topical ophthalmic treatment with ofloxacin for up to six months in animal studies
including studies in monkeys.

PHILTELABIT Eye drops contains the preservative benzalkonium chloride

Benzalkonium chloride may be absorbed by soft contact lenses and may change the colour of the
contact lenses. You should remove contact lenses before using this medicine and put them back
15 minutes afterwards. Benzalkonium chloride may also cause eye irritation, especially if you have
dry eyes or disorders of the cornea (the clear layer at the front of the eye). If you feel abnormal
eye sensation, stinging or pain in the eye after using this medicine, talk to your doctor.
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Sun or UV-exposition should be avoided during use of ofloxacin due to the potential for
photosensitivity.

Use of contact lenses is not recommended in patients receiving treatment for an eye infection.

PREGNANCY AND LACTATION

Use in pregnancy: there have been no adequate and well-controlled studies performed in pregnant
women. Since systemic quinolones have been shown to cause arthropathy in immature animals, it
is recommended that this preparation not be used in pregnant women.

Use during lactation: because ofloxacin and other quinolones taken systemically are excreted in
breast milk, and there is potential for harm to nursing infants, a decision should be made whether
to temporarily discontinue nursing or not to administer the drug, taking into account the
importance of the drug to the mother.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINE
No studies on the effects on the ability to drive and use machines have been performed.

Transient blurring of vision may occur on instillation of eye drops. Do not drive or operate
hazardous machinery unless vision is clear.

DRUG INTERACTIONS , INCOMPATIBILITIES
No interaction studies have been performed.

It has been shown that the systemic administration of some quinolones inhibits the metabolic
clearance of caffeine and theophylline. Drug interaction studies conducted with systemic ofloxacin
have demonstrated that metabolic clearance of caffeine and theophylline are not significantly
affected by ofloxacin.

Although there have been reports of an increased prevalence of CNS toxicity with systemic dosing
of fluoroquinolones when used concomitantly with systemic nonsteroidal anti-inflammatory drugs
(NSAIDs), this has not been reported with the concomitant systemic use of NSAIDs and ofloxacin.

This preparation, like other fluoroquinolones, should be used with caution in patients receiving
drugs known to prolong the QT interval (e.g. Class IA and IIl anti-arrhythmics, tricyclic
antidepressants, macrolides, antipsychotics)

UNDESIRABLE EFFECTS

Inform your doctor or pharmacist immediately in case of any undesirable effects related to drug
use.

General

Serious reactions after use of systemic ofloxacin are rare and most symptoms are reversible. Since

a small amount of ofloxacin is systemically absorbed after topical administration, side-effects
reported with systemic use could possibly occur.

Frequency categories: Very common (>1/10); Common (=1/100 to <1/10); Uncommon (>1/1,000
to <1/100); Rare (>1/10,000 to <1/1,000); Very rare (<1/10,000) and Not known (cannot be
estimated from the available data):

Very Common | Uncommon | Rare | Very Not known
common rare
Immune Hypersensitivity reaction
system including signs or
disorders symptoms of Eye allergy

(such as Eye pruritus and

Eyelid  pruritus) and
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Anaphylactic  reactions
(such as angioedema,
dyspnea, anaphylactic
shock, oropharyngeal
swelling, facial oedema
and tongue swollen)

Nervous Dizziness

system

disorders

Eye disorders Eye Keratitis; conjunctivitis;
irritation; vision blurred;
ocular photophobia; eye oedema;
discomfort foreign body sensation in

eyes; lacrimation

increased; dry eye; eye
pain; ocular hyperaemia;

periorbital oedema
(including eyelid oedema)
Cardiac Ventricular  arrhythmia
disorders and torsades de pointes

(reported predominantly
in patients with risk
factors for QT
prolongation); ECG QT

prolonged
Gastro- Nausea
intestinal
disorders
Skin and Stevens-Johnson
subcutaneous syndrome; toxic epidermal
tissue necrolysis
disorders

OVERDOSE AND MANAGEMENT

In the event of overdose, symptomatic treatment should be implemented. ECG monitoring should
be undertaken, because of the possibility of QT interval prolongation.
PHARMACODYNAMICS PROPERTIES

Pharmacotherapeutic group: Ophthalmologicals, anti-infectives, fluoroquinolones

ATC code: SO1AEO1

Ofloxacin is a synthetic fluorinated 4-quinolone antibacterial agent with activity against a broad
spectrum of Gram negative and to a lesser degree Gram positive organisms.

Ofloxacin has been shown to be active against most strains of the following organisms both in
vitro and clinically in ophthalmic infections. Clinical trial evidence of the efficacy of this
preparation against S. pneumoniae was based on a limited number of isolates.

Gram-negative bacteria: Acinetobacter calcoaceticus var. anitratum, and A. calcoaceticus var.
iwoffi; Enterobacter Sp. including E. cloacae; Haemophilis Sp, including H. influenza and
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H.aegyptius;, Klebsiella Sp., including K. Pneumoniae; Moraxella Sp., Morganella morganii,
Proteus Sp., including P. Mirabilis; Pseudomonas Sp.; including P. Aeruginosa, P. cepacia, and
P. fluoroscens; and Serratia Sp., including S. marcescens.

Gram-positive bacteria: Bacillus Sp.; Corynebacterium Sp.; Micrococcus Sp.; Staphylococcus Sp.,
including S. aureus and S. epidermidis; Streptococcus Sp., including S. Pneumoniae, S. viridans
and Beta-haemolytic.

Ofloxacin is not subject to degradation by beta-lactamase enzymes nor is it modified by enzymes
such as aminoglycoside adenylases or phosphorylases, or chloramphenicol acetyltransferase.

Mechanism of action

The primary mechanisms of action is through inhibition of bacterial DNA gyrase, the enzyme
responsible for maintaining the structure of DNA.

Mechanism of resistance

The main mechanism of bacterial resistance to ofloxacin involves one or more mutations in the
target enzymes, which generally confer resistance to other active substances in the class. Efflux
pump and impermeability mechanisms of resistance have also been described and may confer
variable resistance to active substances in other classes.

PHARMACOKINETICS PROPERTIES
After ophthalmic instillation, ofloxacin is well maintained in the tear-film.
In a healthy volunteer study, mean tear film concentrations of ofloxacin measured four hours after

topical dosing (9.2 pg/g) were higher than the 2pg/ml minimum concentration of ofloxacin
necessary to inhibit 90% of most ocular bacterial strains (MICyo) in-vitro.

Maximum serum ofloxacin concentrations after ten days of topical dosing were about 1000 times
lower than those reported after standard oral doses of ofloxacin, and no systemic side-effects
attributable to topical ofloxacin were observed.

PACKAGE
SmL/bottle, 1bottle/box
STORAGE, SHELF-LIFE, SPECIFICATION
Storage: In tight containers, at cool dry place, below 30°C.
Shelf-life: 36 months from the manufacturing date. 1 month after uncapped.
Specification: In-house
NAME, ADDRESS OF MANUFACTURER
DAEWOO PHARM. CO., LTD.
153, Dadae-ro, Saha-gu, Busan, Korea
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