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Pevisone®

Econazole Nitrate BP
Triamcinolone Acetonide BP

50022
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PRESENTATION

Pevisone Cream: White colored cream contains
1% econazole nitrate BP and 0.1% triamcinolone
acetonide BP.

INDICATIONS
Pevisone Cream is indicated for the treatment of
skin infections caused by dermatophytes or
Candida spp., in which inflammatory symptoms
are prominent.

DOSAGE & ADMINISTRATION

Adults

Pevisone Cream should be applied sparingly to
the skin lesion no more than 2 times daily,
preferably once in the morning and once in the
evening. Pevisone Cream should not be applied
with an occlusive dressing, or to large areas of
skin on the body.

The duration of treatment with the Pevisone
Cream should continue until the inflammatory
symptoms subside but not longer than 2 weeks;
after 2 weeks of therapy with Pevisone Cream,
continue therapy as needed with a preparation
containing econazole or econazole nitrate alone.
Pediatric Use

Pediatric patients may demonstrate greater
susceptibility to topical corticosteroid-induced
HPA axis suppression and Cushing’s syndrome
than mature patients because of a larger skin
surface area to body weight. Caution should be
exercised.

CONTRAINDICATIONS

Pevisone Cream is contraindicated-

* In individuals who have shown hypersensitivity
to any of its ingredients.

+ Like any other dermatological preparation
containing corticosteroids, Pevisone Cream is
contraindicated in specific skin conditions such
as tuberculous, varicella, herpes simplex or
other viral infections of the skin, or fresh
vaccination sites.

* Decubitus ulcers

* Viral, bacterial or fungal skin infections (e.g.
tuberculosis of the skin, syphilis of the skin,
herpes simplex, herpes zoster, chicken pox)

* Rosacea and rosacea-like dermatitis

WARNINGS & PRECAUTIONS

* For external use only. Pevisone Cream is not for
ophthalmic or oral use.

If a reaction suggesting hypersensitivity or
chemical irritation should occur, use of the
medication should be discontinued.
Corticosteroids applied to the skin can be
absorbed in sufficient amounts to produce
systemic effects, including adrenal suppression.
Systemic absorption may be increased by
various factors such as application over a large
skin surface area, application to damaged skin,
application under occlusive skin dressings and
prolonged duration of therapy.

Topical corticosteroids are associated with skin
thinning and atrophy, striae, telangiectasis and
purpura.

Topical corticosteroids may lead to increased
risk of dermatological superinfection or
opportunistic infection.

Children

Increased caution is required when treating
children. Compared to adults, the nature of a
child's skin and the larger skin surface area
relative to body weight may lead to an increased
absorption of the corticosteroid via the child's
skin.

“Pevisone cream” should be used in children
only for short periods of time (less than 2
weeks) and on small areas (less than 10% of
body surface area).

Visual disturbance may be associated with
systemic and topical corticosteroid use. If a
patient presents with symptoms such as blurred
vision or other visual disturbances, the patient
should be considered for referral to an
ophthalmologist for evaluation of possible
causes which may include cataract, glaucoma
or rare diseases such as central serous
chorioretinopathy (CSCR) (see section Adverse

effects).

“Pevisone cream” should not be used under
occlusive conditions (bandage, etc.).

“Pevisone cream” should be applied to the face
with caution in order to avoid skin changes.

INTERACTIONS

In patients taking oral anticoagulants, such as
warfarin or acenocoumarol, caution should be
exercised and the anticoagulant effect should be
monitored when co-administered with pevisone
cream.

PREGNANCY & LACTATION

Clinical experience with “Pevisone cream” in
pregnant women is limited. Corticoids pass
through the placenta barrier. In animal studies,
corticosteroids including triamcinolone acetonide
have been shown to induce teratogenic effects.
Therefore, “Pevisone cream” should not be
administered during pregnancy unless the
therapeutic benefit to the mother is considered to
outweigh the potential risk to the foetus.

High doses, long-term application, application
under occlusive condition or on large area should
be avoided during pregnancy because of the risk
of systemic absorption.

Caution should be exercised when Pevisone
Cream is administered to nursing mothers.

“Pevisone cream” may, like other corticosteroids,
pass into human breast milk. Therefore,
“Pevisone cream” should not be administered to
nursing women unless the therapeutic benefit to
the mother is considered to outweigh potential
risk to the baby.

ADVERSE EFFECTS

Infections and infestations
Not known: Infection.

Eye disorders

Not known: Blurred vision, chorioretinopathy
Not known: Glaucoma

General Disorders and Administration site
conditions

Very Rare: Application site pain, Application
site swelling

Skin and Subcutaneous Tissue Disorders

Very Rare: Contact dermatitis, skin exfoliation,
Telangiectasia, Erythema

Not known: Allergic skin reaction or irritation
such as burning, pruritus, redness of the skin,
steroid induced acne, rosacea-like (perioral)
dermatitis, changes in skin pigmentation,
hypertrichosis, delayed wound healing

Not known: Striae, petechiae, purpurae,
atrophy

Musculoskeletal and connective tissue disorders
Not known: Growth retardation in children

Endocrine disorders:
Not known Cushingoid facial appearance,
adrenal insufficiency

OVERDOSE

Pevisone Cream is for cutaneous application only.
Corticosteroids applied to the skin, including
triamcinolone, can be absorbed in sufficient
amounts to produce systemic effects.

In the event of accidental ingestion, treat
symptomatically. If Pevisone Cream is
accidentally applied to the eyes, wash with clean
water or saline and seek medical attention if
symptoms persist.

PHARMACEUTICAL PRECAUTION
Store at or below 30°C.
Keep Pevisone cream out of reach of children.

PACKAGE QUANTITY
Pevisone Cream: 10g tube

Manufactured by:
Synovia Pharma PLC.

Station Road, Tongi, Gazipur.
A Subsidiary of BEXIMCO PHARMACEUTICALS LTD.

549444

Version No : CCSI V-2
Artwork Version No : 03
Update Date : 13-March-2019

Direction Slip artwork legend

Product Name
Code number
Dimension

Min. size of text

Used Colors

Pevisone

549444

L 13.6 x W 5.4 inches

8 pt

Black C Jll Pantone 186 C i




