Important Information. Please read carefully.

SHAMPOO

it %2 W

Pristine’

ketoconazole 20mg/gm

Composition: Contains Ketoconazole 2%w/w in shampoo base.
5-Bromo-5-Nitro-1,3-Dioxane 0.2%w/w as preservative.

Properties: Ketoconazole is an imidazole antifungal agent that impairs the
synthesis of ergosterol, which is a vital component of fungal cell membrane and
therefore alters the permeability of the cell membrane of the following common
dermatophytes and  yeast. Dermatophytes:  Trichophyton — rubrum, T
mentagrophytes, Ttonsurans, Microsporum canis, M. audouini, M. gypseum and
Epidermophyton floccosum; Yeast: Candida albicans, Malassezia ovale (Pityrosporum
ovale) and C. tropicalis; and the common organism responsible for tinea versicolor,

Malassezia furfur (Pityrosporum orbiculare).

Indications: Pristine shampoo is used for the treatment and prophylaxis of
infections such as pityriasis capitis (dandruff), seborrhoeic dermatitis and
pityriasis versicolor (white spots).

Directions for Use:
# Use this product as directed by your doctor.
¢ 'The affected area should be washed with the shampoo. Leave it on for about 3-5
minutes before rinsing (ketoconazole absorption takes place during this
period).
For treatment of:
~ Seborrhoeic Dermatitis and Pityriasis Capitis (dandruff):
twice weekly for 2 to 4 weeks.
~ Pityriasis Versicolor: once daily for 5 days.
For prophylaxis of:
~ Seborrhoeic Dermatitis and Pityriasis Capitis (dandruff):
once every one to two weeks.
~ Pityriasis Versicolor: once daily for 3 days before exposure to sunshine.

Side Effects / Adverse Reactions: After topical administration of Ketoconazole,
irritation, dermatitis, or a burning sensation may occur. Abnormal hair text,
scalp, pustules, mild dryness of the skin and itching may also occur.

Contraindications: Known sensitivity to ketoconazole or the excipients.

Interactions: Systemic absorption following topical application in healthy
subjects is minimal.

Precautions / Warning: Irritation may occur if used immediately after prolong
treatment with topical corticosteroids. Therefore, recommend to wait about 2
weeks before using the shampoo.

Carcinogenicity:

A long term feeding study in Swiss albino mice and Wistar rats has shown no
evidence in carcinogenicity.

Mutagenicity :

The dominant lethal mutation test in male and female mice given oral
ketoconazole, has shown no mutation at any stage of germ cell development.
Breast-feeding :

No systemic absorption was detected following a single application to the chest,
back, and arms of healthy volunteers. Therefore, topical ketoconazole is unlikely
to be excreted in breast milk in significant amounts, or to cause adverse effects in
the nursing infant.

Overdosage and Treatment: Ketoconazole is for External Use Only. In the event
of accidental ingestion, supportive measures should be carried out.

Storage: Store below 30°C, away from light. Keep container well closed.

KEEP OUT OF REACH OF CHILDREN
JAUHI DARI KANAK-KANAK

Shelf-life: The expiry date is indicated on the packaging.
Presentation: Red colour in shampoo base. In plastic containers of 120ml.

List of Excipients: Citric Acid, Ammonium Laureth Sulfate, Ammonium
Lauryl Sulfate, Cocamidopropyl Betaine, Polyquarternium 47, PEG-7-Glyceryl

Cocoate, 5-Bromo-5-Nitro-1,3-Dioxane, Triethanolamine, PEG-120 Methyl Glucose

Dioleate, Colour Powder Eurocet Red 2G, Perfume Compound, Purified Water.
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