Freescab

Spinosad 0.9%
Topical Suspension

Composition

Freescab Topical Suspension: Each ml of topical suspension contains
Spinosad INN 9 mg.

Pharmacology

Spinosad Topical Suspension 0.9% liquefies at body temperature.
Spinosad causes neuronal excitation in insects. After periods of
hyperexcitation, lice and mites become paralyzed and die.

Indication

Scabies Infestations: Spinosad Topical Suspension is a scabicide
indicated for the topical treatment of scabies infestations in adult and
paediatric patients 4 years of age and older.

Head Lice Infestations: Spinosad Topical Suspension is a pediculicide
indicated for the topical treatment of head lice infestations in adult and
paediatric patients 6 months of age and older.

Dosage & Administration

For topical use only. Not for oral, ophthalmic, or intravaginal use.
Treatment of Scabies Infestations:

¢ The bottle should be shaken well before use

e The medication should be thoroughly rubbed into the entire body
from the neck down to the soles of the feet

e Patients with balding scalp should also apply the medication to the
scalp, hairline, temples, and forehead

o Sufficient time should be allowed for the medication to absorb into
the skin and dry for 10 minutes before dressing

e Bathing should be avoided for at least 6 hours after application
Treatment of Head Lice Infestations:

¢ The bottle should be shaken well before use

¢ The medicine should be applied thoroughly so that the scalp is
completely covered. Then the medication should be applied to dry hair
o After 10 minutes, the hair should be rinsed with warm water

o If live lice are observed 7 days after the first treatment, the treatment
should be repeated or as directed by the physician.

Contraindication

No information is available.

Warnings & Precautions

Benzyl Alcohol Toxicity: Not recommended in infants below the age of
6 months; potential for increased systemic absorption.

Side Effects

Most common adverse reactions for:

e Scabies treatment (>1%) are application site irritation and dry skin

e Lice treatment (>1%) are application site erythema and ocular
erythema

Use in Pregnancy & Lactation

Pregnancy: Pregnancy category B.

Lactation: Breastfeeding is not expected to result in the exposure of the
child to Spinosad. Breastfeeding women should remove Spinosad
Topical Suspension from the breast with soap and water before
breastfeeding.

Use in Children & Adolescents

Scabies Infestation: The safety and effectiveness of Spinosad Topical
Suspension have not been established in pediatric patients less than 4
years of age with scabies infestation.

Head Lice Infestation: The safety and effectiveness of Spinosad Topical
Suspension for the topical treatment of head lice infestation have been
established in pediatric patients 6 months of age and older.

Drug Interactions

No information is available.

Overdosage

No specific antidotes for Spinosad overdosage are known. If
accidentally ingested, seek medical attention immediately.

Storage

Store below 25°C, protected from light & in a dry place. Keep all
medicines out of the reach of children.

Packing

Freescab Topical Suspension: Each box contains 100 ml topical
suspension in the HDPE bottle and an insert.

Manufactured by:
Navana Pharmaceuticals PLC.
Rupshi, Rupganj, Narayanganj, Bangladesh
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