Cinagen-[1]

Moxifloxacin 0.5% & Dexamethasone Phosphate 0.1%

Sterile Eye Drops

Description:

Cinagen™-D is a combination of Moxifloxacin 0.5% and Dexmethasone
phosphate 0.1%. Moxifloxacin is a 4™ generation fluroguinolone antibiotic
agent. It shows antibacterial activity by inhibiting the bacterial enzyme
topoisomerase-Il, topoisomerase-IV and DNA gyrase. Dexamethasone is a
synthetic analog of naturally occurring glucocorticoids. It inhibits
phospholipase A2 and control the biosysthesis of potent mediator of
inflammation such as postaglandine and leukotrines.

Composition:

Cinagen™-D Sterile Eye Drops: Each ml contains Moxifloxacin
Hydrochloride BP equivalent to Moxifloxacin 5 mg and Dexamethasone
Sodium Phosphate USP equivalent to Dexamethasone Phosphate 1 mg.
Preservative: Sodium Perborate BP 0.001%.

Indications:

Cinagen™-D Sterile Eye Drops is indicated for the treatment of eye infections
caused by susceptible microorganisms and prevention of inflammation and
bacterial infection occured after ocular surgery.

Dosage and administration:

In the prevention of infection and postoperative ocular inflammation, instill 1
drop 4 times per day. Frequency should be decreased gradually with
improvement of clinical signs or as directed by the physician.

Side-effects:

The most frequently reported drug-related undesirable effects seen with
moxifloxacin are conjunctival irritation, increased lacrimation, keratitis and
papillary conjunctivitis. The reactions due to the steroid component are
elevation of intraocular pressure (IOP) with possible development of
glaucoma and cataract formation.

Precautions:

Prolonged use of any antibiotic can lead to the development of susceptible
organisms due to resistant. The possibility of fungal infections of the cornea
should be considered after long-term steroid dosing.

Contraindications:

Cinagen™-D should not be indicated in herpes simplex keratitis (dendritic
keratitis), vaccinia, varicella and many other viral diseases of the cornea and
conjunctiva. Hypersensitivity to any component of this medication has not
been indicated.

Use in pregnancy and lactation:

Pregnancy category C: Cinagen™-D ophthalmic solution should not be used
by pregnant women.

Use in lactation: It is not known whether Moxifloxacin & Dexamethasone
ophthalmic solution is excreted in human milk, therefore caution should be
exercised when it is administrated to a lactating mother.

Use in pediatrics: The safety and efficacy of Cinagen™-D in pediatric patients
was not established.

Pharmaceutical precautions:

Keep out of the reach of children. Should be dispensed only on the
prescription of a registered physician. Close the bottle immediately after use.
Do not use for longer than one month after opening the bottle.

Storage:
Store at temperatures not exceeding 30° C.

Commercial supply:
Cinagen™-D Sterile Eye Drops: Each plastic dropper bottle contains 5 ml
sterile eye drops and an insert.

Manufactured by:

Navana Pharmaceuticals Ltd.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0593_06-18_01
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