PRODUCT LITERATURE

SCABICIDE CREAM
Each 100 g contains

Crotamiton 10% w/w
Preservative

Methyl Paraben 0.12% wiw
SCABICIDE LOTION

Each 100 ml contains

Crotamiton 10% w/v

Description
Cream: White soft odourless cream.
Lotion: Clear colourless odourless lotion

Pharmacodynamic properties;

Pharmacotherapeutic group: other antipruritics and
other  ectoparasiticides,  including  scabicides.
Crotamiton has a symptomatic action on pruritus and
is an acaricide. As an acaricide agent, crotamiton is
effective on the motor system of the mites by inducing
irreversible cessation of spontaneous movements.

Pharmacokinetic properties:

Crotamiton penetrates rapidly into human skin. Low
but measurable concentrations of crotamiton are found
in plasma, with a maximum level after 4-10 hours,
declining rapidly thereafter.

Indication
Treatment of scabies.

Recommended Dosage

Scabies:

Adults:

Rub into the skin of the whole body from the chin
down, paying particular attention to all folds and
creases. A second application is advisable 24 hours
later. Clothing and bed linen should be changed the
next morning.

A cleansing bath should be taken 48 hours after the
last application.

Children:

In children under three years of age Scabicide should
not be applied more than once a day.

Pruritus: Apply to the affected area 2-3 times daily
until medication is completely absorbed. Scabicide
will provide relief from irritation for 6-10 hours after
each application.

Scabicide can be used in children.

DIRECTIONS OF USAGE:

After the patient has taken a warm bath, the skin
should be well dried and Scabicide rubbed into the
entire body surface (excluding the face and scalp) until
no traces of the preparation remain visible on the
surface.

The application should be repeated once daily,
preferably in the evening, for a total of 3-5 days.
Depending on the response, special attention should be
paid to sites that are particularly susceptible to
infestation by the mites (eg interdigital spaces, wrists,
axillae and genitalia). Areas

where there is pus formation should be covered with a
dressing impregnated with Scabicide. While the
treatment is in progress the patient may take a bath
shortly before the next application. After completion
of the treatment, a cleansing bath should be taken
followed by a change of bed linen and underclothing.

Route of Administration
Topical

Contraindications

Acute exudative dermatoses. Hypersensitivity to the
active substance or to any of the excipients.
Risk-benefit should be considered when the following
medical problems exist:

-Inflamed skin, acute

-Raw, oozing skin surfaces (condition may be
exacerbated)

Warnings and Precautions

Children under three years of age usage should only be
under medical supervision. Should not be used in
buccal mucosa and in or around the eyes since contact
with the eyelids may give rise to conjunctival
inflammation. In case of accidental contact with the
eyes, or buccal mucosa rinse thoroughly with running
water. Should not be applied in the presence of
exudative wounds, acute eczema, broken skin, or very
inflamed skin. In the presence of eczematous scabies,
eczema should be treated before the scabies. Scabicide
cream should only be used in pregnancy, breast
feeding or for genital itching under medical
supervision.

Appropriate studies on the relationship of age to the
effects of crotamiton have not been performed in the
pediatric and geriatrics population. Safety and efficacy
have not been established.

Interactions with Other Medicaments
No interaction studies have been performed.

Pregnancy and Lactation:

Pregnancy

There are no controlled studies in human pregnancy.
Therefore is not recommended during pregnancy,
especially in the first three months.

Breastfeeding

It is not known whether the active substance passes
into breast milk after topical administration. Therefore
mothers should not use whilst breastfeeding unless
directed by a physician. If is used during breastfeeding
it should not be applied to the nipple area.

Fertility
No data is available on the potential effects of
crotamiton on fertility.

Side Effects / Adverse Reactions

The most commonly reported adverse reaction during
treatment is pruritus. Contact dermatitis and
hypersensitivity reactions like rash, eczema, erythema,
skin irritation and angioedema may occur rarely.

Overdose and Treatment

In cases of accidental ingestion, acute intoxication
symptoms may be observed such as nausea, vomiting
and irritation of the buccal, oesophageal and gastric




mucosa. Rare cases of loss of consciousness and
seizure were reported.

General measures to eliminate the drug and reduce its
absorption should be undertaken.

Symptomatic treatment should be administered as
appropriate. Moreover although very rare, risk of
methaemoglobinaemia exists in case of accidental
ingestion as well as in case of excessive cutaneous
absorption. The symptoms usually disappear following
the discontinuation of the drug, but in severe cases
treatment with methylene blue may be considered.

Storage

Store below 30°C in a dry place, protected from direct
light.

Keep away from reach of children.

For external use only.

Shelf Life
2 years from date of manufacture

Packing

Cream: Packed in plastic container cream jar of 50gm
and 100 gm

Lotion: Packed in plastic bottle of 100 ml
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