la{Lota'—.-prednr:.ﬂ Etabonate Ophthalmic Suspension 0.5% w/v

ZYLOTE —

Eye Drops

Composition:

Loteprecnol Etabonate  0.5% wiv
Benzakonium Chicride

Solution IP 0.07% wiv
|As preservative)

Sterile Aqueesis Bufiered Vehicle g.s

THERAPEUTIC CLASS: Coricosteroid

INDICATIONS:

Treatmeant of stercid responshve inflammatory conditions of the palpebral and bulbar conjunciiva, cormea and
antsnor sagment of the glabe such as allergic conjunctivitis, acne rosacea, supedficial punciate keratitis,
herpes zoster keratitis, iritis, cyclits, selected infective conjuctivitides, when lnhcmanl hazard of sterold use lg
accepled to obtain an advisable diminution in edema and infl 3 of
inflammation folawing ocular surgery.

DOSAGE:

Adults: Steroid-Responsive Disease: 1-2 draps into the conjunctival sac of the affected eyels) aid. May
increase up fo 1 drop gh, if necessary, during the initial treatment within the 1st week. Reevaluate if
signs/symptoms tall to Improve after 2 days. Postoperative Inflammation: 1-2 drops Into the canjunctival sac
of the operated ey=(s} gid beginning 24 hrs after surgery and continuing throughout the first 2 weeks of the
postoperative penod.

CONTRAINDICATIONS:

Most viral diseases of the comea and conjunctiva (eg, eplﬂ'mllal herpes simplex keratitis [dendritic keratitis],
vaccinia, varicella), mycobacterial i i fthe eye, and of ocular
WARNINGS/PRECAUTIONS:

For ophthalmic use only Pralonged use may result in glaucoma with demage to the opfic nerve, defects in
visual aculty and fields of vision, and in poateﬂcr aubcapwlu’ oalam fon'nannn. calmm with glaucumﬂ
Fralong sty lofsecondary ocular

reportad with ﬂ:seaaes ceushg thinning of cornealsclera, May mask or enhance existing mneo&nn in acuta
puruient cenditions of the eye. Caution with hislory of herpes simplex; may prolong course and exacerbate
saverity of many viral infections of the eye. May delay healing and increase incidence of bieb forrmation after
cataract surgery, Initlal prescription and renewal of medication order beyond 14 days should only be made
after examination of the pafient with ad of magnification (eg, siit lamp biomicroscopy) and, whers
appropriate, fluorescein staining. Monitor infraocular pressure (I0P) if usad for = 10 days. Fungal infections of
the comes may develop coincidentally with long-term use; consider fungal Imaslorl In any persistent cormeal
ulceration and take fungal cultures when approp For sterold caution not to dic
therapy prematurely. Should not be used for acute anterior Lveitis in patients who require a more potent
corticosteroid.

ADVERSE REACTIONS: Abnormal vision/blurring, burning on instilation, chemosis. dischargs, dry eyes,

pip , foreign body itching, phoiophobia, headache, rhinitis, pharyngitis.
PREGMNANCY: Categary C. caution in nursing.

MECHANISM OF ACTION:

Corticosteroid; has not been established. Thought to act by the induction of phospnalipase A, inhibitory
proteins, collectvely called lipocorting, which contre! the biosynthasls of potent mediators of inflammation
such as prostaglanding and leukotrienes.

ASSESSMENT:
Assess for ious drug hyp itnaty, viral of the comea and conjunctiva, mycobacterial
infection of the ays, fungal dissases of ocular structuras, glaucoma, thinning of the comea/sclera, history of
herpes simplex, and pregnancy/nursing status. Perform examination of patient with the aid of magnification
(eg, slit lamp biomicroscapy, flucrescain staining). Assess use in patients who have undergone recant
cataract surgary.

MONITORING:
Monitor for glaucoma with damage (o the oplic nerve, defects In visual acuity and fields of vision, posterior
subcapsular cataract formation, perdoration of the co 2 fary ocular infections, fungal

infections, masking of existing infections, and other adverss R: if sigr D fail to
Improve after 2 days. Monitor IOP du!lng plulangacl use (=10 days). Perform examination of patient with the

aid of fication (=g, slit lamp bi fluorescein star befare ranewal of medication order
beyond 14 days.
PATIENT COUNSELING:

Advisa not to allow dropper Up 1o touch any sur!ace]o avoid conm ination of suspension. Insiruct to consull
physician if pain develops or if redness, iching, or i jaravatad. inform not lo wear solt
contact lenses during treztmeant.

Administration; Dcular route.

SHAKE WELLBEFORE USE.

Storage : Store in dry & cool place.
Dosage: As directad by the physician.

Presentation: ZYLOTE Eye Drops are available in a 5 ml plastic bolile
Use the Suspersion within One month after opening the vial,

Replace the cap after every use of bottle.

Keep medicine out of reach of children,

FOR EXTERMNAL USE ONLY

NOT FOR INJECTION
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