_Contractubex® Gel

Gel for the treatment of scars

Instructions for use; please read carefully!

Composition:

100.g gel contains: Extr. Cepae 10.0 g, heparin sodium 5000 1.U., allantoin 1.0 g in water-soluble, fat-free gel base.

Excipients: Sorbic.acid, p-Methylhydroxybenzoate, Xanthan Gum, Polysthylene glycol 200, Perfume oll, Purified water.

Properties:

C'E_'Jn!:ractubex exerts a softening and smooathing effect on indurated, hypertrophic, painful and cosmetically disfiguring scar tissue. The water-soluble gel base
mediates the deep penstration of the active ingredients into the skin thereby affording an intensive local treatment.

Indications:

Movement-restricting hypertrophic, keloidal scars and cosmetically disfiguring scars after operations, amputations, burns and accidents; contractures of e.g.
the fingers (Dupuytren’s contracture) and traumatic tendon contracture; cicatricial strictures.

Contra-indications: i ; : :
Contractubex should not be used by patients with hypersensitivity to the active substances cepae extract, heparin sodium or allantoin or to sorbic acid,
p-Methylhydroxybenzoate (parabens) or any of the other Ingredients.

Special warnings and precautions: ‘ ,
Contractubex contains p-Mathylhydroxybenzoate, which can cause allergic reactions (somstimes delayed). Contractubex contains sorbic acid, which can
cause local reactions in the skin, e.g. contact dermatitis.

Interactions with other medicinal products and other forms of interaction:

No interaction studies have been performed. No interactions have been reported to date.

Pregnancy and lactation: No risks during pregnancy or lactation have been reported to date.

Side-effects:

Assessment of side effects is based on the following frequencies:

Very.common (= 10%)

Common (21%, < 10%)
Uncommeon (20.1%, <1%)

Rare (2 0.01%, < 0.1%)
Very rare (< 0.019% or unknown)

Not known (Frequency cannot be assessed on the basis of available data.)

The most commonly reported side effects were local reactions at the treatment site.

The following side effects were reported from a pharmacoepidemiological retrospective cohort study in 592 patients treated with Contractubex:

Skin and-subcutaneous.tissue disorders: y

Common: pruritus, arythema, telangiectasis, scar atrophy

Uncommon: hyperpigmentation of the skin, skin atrophy

Beyond clinical trials the following side effects with Contractubex have been reported; the frequency cannot be assessed on the basis of the available data:
General disorders and-administration'site conditions: Swelling, pain on the application site

Skin and subcutaneous disorders:

Urticaria, rash, pruritus, erythema, skin Irritation, papules, Inflammation of the skin, burning sensation in the skin, feeling of tightness in the skin

Immune system disorders! Hypersensitivity (allergic reaction)

Infections and infestations: Pustular rash

Contractubex is generally well tolerated, even on long-term use. The itching, which is occaslonally observed during Contractubex treatment, is a manifestation
of cicatricial tissue change and does usually not require discontinuation of treatment.

Dosage and mode of application: ;

Unless otherwise prescribed by the physician, slightly massage Contractubex into the scar tissue several times daily until complete penetration of the gel. In the
case of hard old scars allow Gontractubex to take effect overnight under a dressing. According to the size of the existing sca;(_grScontractum treatrment will be
necessary for several weeks or months. When treating fresh scars physical irritations like 8.9, severe cold or UV-light or intensive massage should be avoided.
Overdosage: No cases of overdosage have been reported. =

Expiry date: The expiry date Is printed on the outer carton. s { (THIS IS A MEDICAMENT|
Contractubex should not be used after the expiry-date! Medicament Is a product which affects your health
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