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Iminod Cream

Product
Secondary Packaging

Measurement

: Insert

105, H =272 mm

L=

Imand Cream

Imiquimod USP 5% w/w

Composition
Iminod cream: Each gram cream contains Imiquimod USP 0.05 g.

Pharmacology

Imiquimod is a toll-like receptor-7 agonist enhancing both the innate and acquired immune response. It
activates the production of numerous compounds, including IFN-a, IL-1, -6, -8, -10, -12, and TNF-q, stimulates
natural killer cells and the proliferation of B-cells. It also activates Langerhans cells and promotes their
migration to the regional lymph nodes. Imiquimod stimulates TH-1 cells to produce IFN-g, which in turn can
activate cytotoxic T lymphocytes. These cells provide long-term immune memory, which can offer future
protection against the previously encountered virus or tumor.

Indication
Iminod cream is indicated for the topical treatment of Actinic Keratosis, Superficial basal cell carcinoma
External genital and perianal warts (Condyloma acuminata) in an individual aged 12 years old and above.

Dosage and Administration

Iminod cream should be applied prior to normal sleeping hours. Before applying Iminod cream, the patient
should wash the treatment area with mild soap and water and allow the area to dry thoroughly. Apply a
pea-size amount (about 250 mg) Iminod cream to the treatment area and the border of skin around it, and
rub in the cream until it vanishes. Cream should remain on the skin for 8 (6-10) hours. Showering or bathing
during the period that the cream is on the affected area should be avoided. The affected area should be
washed with soap and water after the treatment period. Hand washing before and after cream application is
recommended. Iminod cream is normally used 2 to 5 times per week for up to 16 weeks. The skin surface area
treated should be protected from solar exposure.

The dosing frequency of Iminod cream is different for each indication-

Actinic keratosis: 2 times per week (such as Monday and Thursday, or Tuesday and Friday) for a full 16 weeks.
Superficial basal cell carcinoma: 5 times per week (such as Monday through Friday) for a full 6 weeks.
Genital warts: 3 times per week (such as Monday, Wednesday, and Friday) for no longer than 16 weeks.

Special Instruction for the treatment of Genital wart

In case of Genital warts, Iminod cream should be applied after, rather than before sexual activity. Do not cover
the treated skin areas with any type of plastic bandaging, and avoid nylon underwear When treating genital
warts under the foreskin of an uncircumcised penis, pull back the foreskin and wash it with mild soap and
water and dry before applying Iminod cream. Keep this area clean daily during treatment. When treating
genital warts around the vagina, avoid getting the cream on the more sensitive inner layers of vaginal tissue
Iminod is not a cure for genital warts and it may not keep you from spreading this condition to others through
sexual practice. You may develop new lesions during treatment with Iminod cream. For best results, keep
using the medicine for the entire length of time prescribed by doctor.

Contraindication
Iminod cream is contraindicated in patients with hypersensitivity to imiquimod or cream excipients.

Warning and Precaution

Iminod cream should be avoided to the contact with the vermilion border, within 1 cm of hairline, eyes,
eyelids lips and nostrils. Iminod cream is not recommended for the treatment of AK lesions with marked
cutaneous horns and patient with the history of organ transplantation and reduced haematological reserve.

Side effects

Locally mild to moderate reactions such as burning sensation, tenderness, itching, erythema are common at
the treatment site. Other local reaction such as induration, ulceration, scabbing, vesicles have also been
reported. Some systemic reaction rarely may occur including lymphadenopathy, headache, back pain,
pyrexia, nausea, myalgias and rigors. In that case interruption of dosing should be considered.

Drug Interaction

Although no clinical trials were performed to determine drug-drug interactions of imiquimod, an in-vitro
plasma protein binding study demonstrated that protein binding of imiquimod was not affected by
paracetamol, amoxycillin, cephalexin, chlorpromazine, cimetidine, diazepam, erythromycin, flecainide,
ibuprofen, morphine, phenytoin, prednisolone, theophylline, warfarin.

Special Population
Use in Pregnancy (Category B1) No human study is available. Iminod cream should only be used during
pregnancy, if the potential benefit justifies the potential risk of fetus.

Use in Lactation
No human study is available. Iminod cream should only be used during lactation if the potential benefit
justifies the potential risk to the new-born baby.

Use in Children
Not recommended below the age of 12 years.

Use in Elderly
Iminod cream is recommended in elderly patient.

Effect on ability to drive and use machineries
Iminod cream is unlikely to produce any effect.

Overdose

Topical overdosage with Iminod cream is unlikely due to minimal systemic absorption. Animal studies reveal
a dermal lethal dose of greater than 5000 mg/kg and an oral lethal dose ranging from 400 to 1600 mg/kg.
Persistent overdosing of Iminod cream could result in severe local skin reactions. These usually subside within
2 weeks of Iminod cream discontinuation. Following accidental ingestion, nausea, emesis, headache, myalgia
and fever could occur after a single dose of 200 mg imiquimod. Seeking emergency medical attention in this
case is recommended.

Storage
Keep away from light. Store at cool & dry place. Keep out of reach of children. Do not freeze. Once opened,
discard after 4 weeks.

Packaging
Iminod cream: Each carton contains a tube of 10 g cream and an insert.
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