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Spinosad INN 0.9%

COMPOSITION
Scabinil Topical Suspension: Each gm 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: Scabinil 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: Scabinil 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 (Fig:01)

* The suspension should be thoroughly rubbed into the entire body from the neck
down to the soles of the feet (Fig:02, 03)

* Patients with balding scalps should also apply the suspension to the scalp,
hairline, temples, and forehead. (Fig: 03)

 Sufficient time should be allowed for the suspension to absorb into the skin and
dry for 10 minutes before dressing (Fig: 04)

* Bathing should be avoided for at least 6 hours after application (Fig:05)
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(To prevent the spread of scabies infection, all family members should be treated simultaneously)

Treatment of Head Lice Infestations:

* The bottle should be shaken well before use (Fig: 01)

* The suspension should be applied thoroughly so that the scalp is completely
covered. Then the medication should be applied to dry hair (Fig: 02 & 03)

*  After 10 minutes, the hair should be rinsed with warm water (Fig:04)

¢ |If live lice are observed 7 days after the first treatment, the treatment should be
repeated or as directed by the physician. (Fig:05)
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CONTRAINDICATION

No information is available.

WARNING & PRECAUTION
Benzyl alcohol can cause reactions. Not recommended in infants below the age of 6
months; potential for increased systemic absorption.

SIDE EFFECTS

Most common adverse reactions:

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

* 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 INTERACTION
No information is available.

OVERDOSE
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 out of the reach of
children.

PACKING
Scabinil Topical Suspension: Each bottle contains 60 ml topical suspension.

Manufactured by:

m ARISTOPHARMA LTD.

Kadamtali I/A, Dhak




