NYSTA BABY

Oral Suspension (Drops)

REVA PHARMA

Composition:

Each 1 ml NYSTA BABY Oral Suspension
contains:

Nystatin 100,000 L.U.

Mechanism of Action:

Nystatin belongs to a class of antifungal drugs,
has activity primarily against Candida albicans.
Its antifungal activity is likely due to alteration
of cell membrane permeability by binding to
sterols in the fungal cell membrane.
Pharmacokinetics:

Nystatin is minimally absorbed from the gas-
trointestinal tract after oral administration. It is
not absorbed through the skin or mucous mem-
brane when applied topically.

Indications:

It is used to prevent and treat the intestinal tract,
esophagus and oral cavity from infection with
Candida albicans.

The Oral Suspension also provides prophylac-
tic efficacy against oral candidiasis in infants
born to mothers with vaginal candidiasis albi-
cans.

Contraindications:

Known hypersensitivity to nystatin or any of
the components of the product.

Warnings & Precautions:

Oral nystatin should not be used to treat sys-
temic mycoses. Treatment should be discontin-
ued if irritation or sensitivity occurs during use.
Pregnancy & Lactation:

Pregnancy: Pregnancy category A. It is not
known whether nystatin can cause fetal harm
when administered to a pregnant woman, al-
though it is poorly absorbed from the gastroin-
testinal tract, It should be prescribed to a preg-
nant woman only if the potential benefit to the
mother outweighs the potential risk to the fetus.
Lactation: It is not known whether nystatin is
excreted in mother milk. Caution should be
exercised when nystatin is used in a nursing
mother.

Drug Interactions:

No interactions have been reported.

Side Effects:

Nausea, vomiting, diarrhea, and gastrointesti-
nal upset have occasionally been observed after
oral administration of nystatin.

Mouth irritation or sensitivity may occur.
Skin rash, including urticaria, and rarely Ste-
vens-Johnson syndrome may occur.
Dosage & Administration:

Premature and newborns: 1 ml (100,000 1.U.)
orally four times daily.

Infants: 2 ml (200,000 1.U.) orally four times
daily.

(Children > 2 years) and Adults: 4-6 ml
(400,000 to 600,000 1.U.) four times daily
The longer the suspension is kept in contact
with the affected area in the mouth before swal-
lowing, the greater will be its effect.
Administration should be continued for 48
hours after clinical cure to prevent relapse.
If signs and symptoms worsen or persist (be-
yond 14 days of treatment), the patient condi-
tion should be re-evaluated, and alternate ther-
apy considered.

Overdose:

Since the absorption of nystatin from the gas-
trointestinal tract is minimal, overdose or acci-
dental administration of the drug does not cause
any systemic toxicity. Oral doses of nystatin in
excess of 5 million I.U. daily have caused nau-
sea and gastrointestinal disturbances.

Storage:

Keep out of reach of children. Store below 25
°C.

Packaging:

Each NYSTA BABY Carton box contains am-
ber glass bottle of 30 ml attached with dropper.
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