For the use only of a Registered Medical Practitioner or a Hospital or a Laboratory,

BACTIGEN Eye Drops B.P.

COMPOSITION

GERIEITICIT v s s s s e s e s ene s s 0.3% il
(as Gentarnicin Sulphate BR)

Bernzalkoniumchlaride NLF i 0001 Ywr iy
(a8 presenativa)

Aqueous Bufferedwvehicle oo .8

DESCRIPTION

Gentarnigin is an arminoglycoside antibiotic obtained from cultures of Micromonogpora
purpurea.

Gentarricin is usually bactericidal inaction, The drug inhibits protein synthesis in susceptible
bacteria by ireversibly binding to 30S ribosormalsubunits,

In genaral, gentarnicin is active against rmany asmbkic gram-nagative bacteria and sorme
aerobicgrarm-positive bacteria.

I witro, gentarmicin.coneentrations of 1-8 pgfrmil inhibit rmost susceptible strains of Escherchia
coli, Haemophilue influenzae, Morsella lacunata, MNelsseria, indole-positive and indole-
negative Proteus, Peseudomonas (including rrost strains of Pseudomonas asruginoss),
Raphylocoocous aureus, Staphylococous epidermidis, and Semratia,

Systarnic absorption was not detected after topical use, Penetration of antibiotic in warious
ocular tissues depends on the degree of inflarmmation, the frequency of application, and the
interval betwesn the dops,

INDICATIONS

Gentarricin Eye Drops is indicated in the topical treatrment of ccular bacterial infections
including conjunctivitis, keratitis, keratoconjunctivitis, corneal uleers, blepharitis,
blepharocconjunctivitis, acute meikormianitis, and dacryooystitis, caused by susceptible strains
of the following rricroorganisms @ Staphylococous aureus, Saphylococcus epidermidis,
Sreptococous pyogenes, Jreptococous preumoniae, Erterobacter asrogenes Escherichia
cofi, Haemophilus influenzae, Klebsiella preumoniae, Neisseria gonorhoeae, Pseudomonas
aeruginoas, and Serralia marcescens,

DOSAGE & ADMINISTRATION
Instill one or two drops into the affectad eyels) every four hours, Insevere infections, dosage
rmay ke increasadto as muchas two drops every hour,

CONTRAINDICATIONS
Gentarricin Eye Drops is contraindicated in patiegnts with known hypersensitivity to Gentarmicin,
anyotherarminoglycosideantibiotic, orto anyotheringredient of the preparation,

PRECAUTIONS

Prolonged use oftopical antibiotics ray give rise to overgrowth of nonsusceptible organismms,
including fungi, Bacterial resistance to gentarnicin rmay also dewelop, If purulent discharge,
inflarnration or pain becomes aggravated, the patient should discontinue use of the
medication and consulta physician,

It irritation or hypersensitivity to any cormponent of the drug develops, the patient should
discontinue use of this preparation, andappmo priate therapy should ke instituted,

WARNING

Mot forinjsction into the eye,

Gentarricin Eye Drops is not for injection into the eye.  They should never ke injected
subconjunctivally, norshould they be directly introduced into the anterior charnber of the eye.
Do not touch the nozzle tipto any surface, since this rray contarminate the solution,

ADVERSE REACTIONS

Bacterial and fungal comeal ulcers hawe developed during treatrment with gentarnicin
ophthalrmic preparations.

The rnost freguently reported adverse reactions are ocular buming and irritation upon drug
instillation, non-specific conjunctivitis, conjunctival epithelial defects and conjunctival
hyperarnia,

Otheradverse reactions, which have occurred rarely, are allergic reactions, thrormbocyto penic
purpura andhallucinations,

DRUG INTERACTIONS
No specific drug interactions have been reporte dwith Gentarnicin Eye Drops.

OVERDOSAGE AND TREATMENT OF OVERDOSAGE
Mo cases of gross accidental over dosage orself-poisoning appear to have ocoured,
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