IRUXOL® mono is an enzyme preparation of Clostridium
hisolyticum containing the collagenase dostridioptidase A
{EC 3.4.24 3) as the active constituent and other proteases as
associated enzymes.

1 g of ointment contains not less than 1.2 units of
dlostridiopeptidase A and at least 0.24 units of its associated
proteases in a ipophilic anhydrous ointment base.

Mode of action

The process of wound healing is speeded up if the wound
base is free from necrotic tissue which may be anchored to
the wound surface by strands of native collagen.
Collagenases are the only proteolytic enzymes capabie of
breaking down native collagen. The synergistic action of
collagenase and the associated proteases allows the
decomposifion of necrotic components of the wound, thus
intensifying the wound deaning effect.

IRUXDL® mono does not affect intact epithetium, granulation
tissue, fatty tssue and muscle so that healthy tissue is not
demaged.

In bacterial wound infections the bacterla are deprived of a
medium by enzymatic degradation of the necrotic tissue.

Therapeutic indications

IRUXOL® mono is indicated for enzymatic debridement of
necrotic fissue in cutaneous as well as subcutaneous
uiceration.

Contraindications

fRUXOL® mono must not be used in patients hypersensitive
10 any of the ingredients.

Do not use in major burns.

Undesirable effects

IRUXOL® mono is well tolerated. Side effects
include local pain, o irritation, locatised skin
reactions fincluding contact dermatitis), Erythema.

For il of the undesirable effects, in severe cases
discontinuation of freatment should be considered.
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interactions with other medicaments and compatibilily

1. Antiseptics, heavy metals, detergents and soaps used
concomitantly will inhibit the activity of the collagenase,

2. Tyrothricin, gramicidin and tetracyclines should not be
used focally with IRUXOL® mono.

3. Chloramphericol, neomycin, framycetin, bacitracin,
polymyxin B and macroiides, eg. have been
shown 1o be compatible. RUXOL® mono Is not
stable over longer periods in the presence of moisture.

Special warnings and precautions for use

Do not store IRUXOL® mono at temperatures above

25°C (77°R.

Avoid contact with eyes and miicosa.

In diabetic patients, dry anes shouid be moistened with
caution in order to conversion 10 moist gangrena.

Use in pregnancy and lactation
Although no evidence of teratogenic effect has been

Iruxol mono should only be adiministered during the
first three months of pregnancy when strictly indicated.
Since collagenase does not enter the systemic circudation,
excretion in breast mitk is unlikely.

Overdose

inadvertent intake of the drug s untikely, but ¥ it occurs i
should be removed from the stomach {vomiting or gastric
lavage if required).

Pharmacodynamics
1IRUXOL® mono can be used for the debridement of wounds,
with necrotic tissue remnants being broken down and
removed, which promotes wound-healing. Necrotic tissue
can be anchored to the surface of the wound by unaltered
fibres, and these can only be removed by enzymatic
action once the unaltered fibres have been broken
down. Unaltered coliagen is resistant against the action of
proteases.

The collagenases in IRUXOL® mono are proteolytic enzymes,
which are able to break down the collagen fibres. When the
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Because of the substiate-spedficily, the action of
alone is not sufficient for the debridement of wounds, since

the fibrous or gioburular proteins remain unaffected. The.
combined action of and related

poteases
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down, improving the wound-cleaning effect.
RU}OL® mono has no effect on intact
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the migration rates of endothelial cells to the wound.
Activation of these cell types resulis in the production of
cytokines and growth factors.

Pharmacokinetics

Resulis from immunological studies (both from human and
animal experiments] have made it dear that here is no
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Neither anfi-collagenase antipodies nor collagenase could be
found in the blood of patients treated for skin lesions.
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the necrotic ares itself. The breakdown products of
coliagenase probably go to make up part of the endogenous
stock of peptides and amino acids.

Dosage and mode of administration

Yo guaraniee successful enzymatic wound treatment with
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wound area during therapy. in dry wounds the wound

must therefore be moistened with saline {0.9%
NaCl) or othes solutions which are well tolerated by the tissue
feg. ghcose).

Dry and hard crusts should be first softened by applying a
moist deessing.

A layer o approsdmately 2 mm of ointment should be appiied
directly to the moistened area to be treated once
daily. twice dafly use may be required.

in general &t will stiffice to change the dressing once dally. An
increase of activity may possibly be obtained by applying the
oiniment twice daily.

The treatment of varicose uicers with IRUXOL® mono will be
usehully supplemented by a pressure bandage and, in arterfal

circulatory disorders, by
approprhtadrugtmn

neomycin, framycetin, bacitracin, gentamicin, polymyxin B
and macrolides eg. erythromycin have been shown fo be
compatible with RUXOL® mono,

Presentation

15 g and 30 g IRUXOL® mono.

Store the drug carefully!

Keep out of reach of childrent

EXPRY DATE

Do not use RUXOL® mono beyond the expiry daie
frdicated on the carton,

Manufacturer
Nordmark AG & Co KG, Pinnaualiee 4,
25436 Uetersen (Germary).




