CALMOSEPTINE® OINTMENT PACKAGE INSERT
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Product Name:
Calmoseptine® Ointment

Name and Strength of Active Ingredients:
1). Lanolin 15.7%

2). Menthol 0.44%

3). Petrolatum 24%

4). Zinc Oxide 20.6 %

Product Description:
Calmoseptine® Ointment has a smooth, thick, light pink appearance and a mild menthol smell.

Pharmacodynamics:

Lanolin is an emollient; it softens the skin by forming an occlusive oil film on the stratum corneum, thus
decreasing the trans-epidermal water loss. Lanolin forms a temporary barrier over exposed tissues,
maintaining moisture and protecting from external irritants.

Menthol serves to produce a counterirritant effect through sensory stimulation. It also provides a cooling
effect through stimulation of cold receptors.

Petrolatum is a moisturizer that prevents water evaporation from the surface of the skin by creating an
oily layer on the skin surface. Petrolatum also has water repelling properties which acts as a
temporary skin barrier.

Zinc Oxide is a skin protectant / astringent with antimicrobial properties which tends to shrink or

constrict body tissues locally after topically applying to the skin.

Pharmacokinetics:

The active ingredients exert their therapeutic effect without being absorbed into the systemic
circulation.

Indication:
Calmoseptine® Ointment temporarily protects irritated areas for the temporary relief of local itching and
discomfort in the perianal area and for temporary relief of pain or burning and skin irritations.

Recommended Dose:

Adults: When practical, cleanse the affected area with mild soap and warm water and rinse thoroughly.
Gently pat dry or air dry before application of this product. Apply externally to the affected area up to 6
times daily or after each bowel movement.

Children under 12 years of age: consult a doctor.

Mode of Administration:
Applied topically on the affected area.
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Contraindication:
Hypersensitivity to the active substance(s) or to any of the excipients listed. Certain persons can develop
allergic reactions to ingredients in this product.

Warnings:

For External Use Only.

Keep out of reach of children.

Avoid contact with eyes.

Do not put this product into the rectum.

Do not exceed the recommended daily dosage unless directed by a doctor.
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Interactions with other Medicaments:
None known

Pregnancy and Lactation:
None known

Undesirable Effects:
1. Could cause burning sensation to patients with sensitivity to Menthol.
2. Stop use and ask a doctor if:
i condition worsens or does not improve within 7 days

ii. bleeding occurs

iii. symptom being treated does not subside

iv. redness, irritation, swelling, pain or other symptoms develop

V. an allergic reaction develops

Overdose and Treatment:
In case of accidental ingestion contact a Poison Control Center immediately.

Effects on Ability to Drive and Use Machinery:
None known

Storage Condition:
Store between 15-30°C (59-86°F)

Shelf Life:
Five (5) years from the date of manufacture

Dosage Forms and Packaging Available:
Ointment, available packaging - 20 count - 3.5 gram sachets

Name and Address of Manufacturer:

Calmo Manufacturing, Inc. 16601 Burke Lane, Huntington Beach, California 92647, USA

Name and Address of Product Registration Holder:

Zuellig Pharma Sdn Bhd No. 15 Persiaran Pasak Bumi, Section U8, Perindustrian Bukit Jelutong
40150 Shah Alam, Selangor Darul Ehsan. Malaysia

Date of Revision of Package Insert:
March 2020






