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Highly effective germ barrier.

octeniderm® reduces catheter-associated
infections by up to 50 %.

Clinical evidence:
octeniderm® is more effective
than pure alcohol-based skin

antiseptics.




Proper skin antisepsis -
Stopping pathogens in their tracks!

Skin antiseptics play an important role for inserting
and care of the catheter.

In modern infusion therapy, intravascular catheters have proved to be by far the most frequent cause of a
nosocomial bacteriaemia and sepsis.! As skin colonisation represents an important source of infections, it is of
great importance to choose a remanent skin antiseptic with long efficacy in order to achieve a reduction of
catheter-associated infections.

Studies have shown that:

« Approx. 15,000 patients in Germany die of the consequences of a sepsis.!

« Intravascular catheters, especially CVCs, are the most frequent cause of a nosocomially acquired sepsis.!

« The average frequency of catheter-associated infections amounts to 1.6 infections per 1,000 catheter days in Germany.?

The consequences:

« Lethality increased by 12 % to 25 %.2
- Extra additional costs of approx. 7,000 € per patient.*

CVC-associated sepsis in different intensive care units
every 1,000 catheter days.®

All intensive care units: 1.2
Surgical intensive care units: 159
Interdisciplinary intensive care units: 1.01
Medical intensive care units: 147
Paediatric intensive care units: | 2.54

Infection routes:

Catheter-associated infections can be caused by:
¥ — « aninfected catheter site,
- « contamination of the catheter attachment with colonisation of the
catheter from inside,
/ » haematogenic spread, resulting from another focus of infection,
with colonisation of the catheter from outside,
- contaminated infusion solutions.
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Studies favour octeniderm®.

Significant reduction in catheter infections by using
remanent skin antiseptics.

The use of antiseptics reduces the number of germs on and inside the skin and persistently prevents them from
multiplying. This persistent effect is also called a remanent effect and plays an important role both with regard to
the insertion and care of intravascular catheters. Evidence has shown that catheter infections can be reduced by
up to 50 % by using skin antiseptics with remanent active ingredients.

Octenidine - a remanent active ingredient with many advantages

Active :

: : Advantages Disadvantages

ingredient
« effective against bacteria, fungi and enveloped viruses
« fast effect

F - remanence . . .

Octenidine . . . - not effective against non-enveloped viruses and spores
« no development of resistance, no absorption, not allergenic
« very good skin, mucous membrane and tissue tolerance
« remedy of choice for antisepsis in premature infants

« limited efficacy (protein error: inhibition through proteins, bloods)

« effective against bacteria, fungi, viruses and spore0Os - weak remanence, absorption, allergy risk

PVP-iodine « fast effect - inhibition of wound healing

« no development of resistance - contraindications thyroid diseases, pregnancy, lactation,

newborns and premature infants

- not effective against non-enveloped viruses and spores

« limited efficacy against Pseudomonas species

« mutagenic, allergy risk, toxic risk

« development of resistance possible, inhibition of wound healing

« effective against bacteria, fungi and enveloped viruses
- fast effect
« remanence

Chlorhexidine
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Remanence efficacy of antiseptic active ingredients on the skin.®
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The diagram shows the germ reduction after completed disinfection (time 0 min.) and the subsequent growth
of bacteria on the skin. Here, the solution containing octenidine exhibits the best remanence efficacy.




octeniderm® prevents catheter-associated infections.”

Study objective:

Comparison of efficacy of octeniderm® (skin antiseptic containing octenidine in alcohol-based solution) with a purely
alcohol-based preparation regarding the prevention of catheter-associated infections
with their target criteria in long-term catheters (five days or longer).

Study design:
randomised, controlled and double-blind

Period:
5/2002 until 4/2005

Patients:
400 patients with central venous catheters (CVC)

Method:
Skin disinfection before insertion as well as subsequent care of the catheter site in two groups.

+ Group 1: test preparation octeniderm® (0.1 % octenidine dihydrochloride; 30 % 1-propanol; 45 % 2-propanol)
» Group 2: purely alcohol-based preparation (74 % ethanol; 10 % 2-propanol)

Target criteria:

(1) skin colonisation around the catheter site (before catheter insertion and every three days),
(2) colonisation of the catheter tip after removing the catheter,

(3) incidence of CVC-associated sepsis.

Results:

octeniderm® exhibits significant superiority in the reduction of skin colonisation around the CVC insertion site and
the colonisation of the catheter tip compared with a purely alcohol-based preparation.

Septicaemia decreased by 50 % in the octeniderm® group (p = 0.081).
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= Make the right
decision: octeniderm®




schilke worldwide:

Austria

Schiilke & Mayr Ges.m.b.H.
1070 Vienna

Phone +43-1-52325010
Fax +43-1-523 25 01 60

Italy

Schiilke &Mayr Italia S.r.l.
20148 Milano

Phone +39-02-40 21 820
Fax +39-02-40 21 829

Singapore

Schiilke & Mayr (Asia) Pte. Ltd.
Singapore 768767

Phone +65-62-57 23 88

Fax +65-62-57 93 88

China

Schiilke &Mayr GmbH
Shanghai Representative Office
Shanghai 200041

Phone +86-21-62 17 29 95
Fax +86-21-62 17 29 97

Malaysia

Schiilke &Mayr (Asia) Sdn Bhd
46000 Petaling Jaya, Selangor
Phone +60-3-77 83 56 98
Fax +60-3-77 84 79 31

Switzerland
Schilke & Mayr AG

8003 Zurich

Phone +41-44-466 55 44
Fax +41-44-466 55 33

France

Schiilke France SARL
94250 Gentilly

Phone +33-1-4969 8378
Fax +33-1-49 69 83 85

Netherlands
Schiilke & Mayr Benelux B.V.
2003 LM-Haarlem

Phone +31-23-535 26 34
Fax +31-23-536 79 70

United Kingdom
Schiilke & Mayr UK Ltd.
Sheffield S9 1AT

Phone +44-114-254 35 00
Fax +44-114-254 35 01

Germany

Schiilke & Mayr GmbH
22840 Norderstedt

Phone +49-40-521 000
Fax +49-40-521 00 318

Poland

Schulke Polska Sp. z o.0.
01-793 Warszawa

Phone +48-22-568 22 02-03
Fax +48-22-568 22 04

... plus our international distributors

Mandatory copy for registered pharmaceuticals as per §4 HWG

octeniderm® colourless - Composition: pharmaceutically active ingredients: 100 g solution contain: octenidinhydrochloride 0.1g, 1-propanol (Ph. Eur) 30.0 g, 2-propanol (Ph. Eur) 45.0 g. Other ingredients:
purified water. - Application areas: skin disinfection before surgery, catheterising of blood vessels, taking blood and fluid samples, injections, punctures / aspirations, excisions, cannulisations, biopsies, etc, single
wound and suture care. If no specific hand disinfection agent is available, octeniderm® colourless may also be used for hygienic and surgical hand disinfection. « Contraindications: Incompatibility with any of
the ingredients. « Side effects: when used frequently it may give rise to skin irritations such as redness, burning and itchiness. Allergic reactions are also possible (e.g. contact eczema). Should you experience
any side effects yourself that are not described here please inform your doctor or pharmacist. « Warning instructions and precautions for use: Direct contact between octeniderm® colourless with x-ray plates

should be avoided. Flashpoint as per DIN 51 755: 1-propanol (Ph. Eur.) 45 °C, 2-propanol (Ph. Eur.) 23.5 °C. Flammable. Do not spray on naked flames. If this alcohol-based disinfectant is spilt, action should be
taken immediately to deal with the risks of fire and explosion

Schiilke & Mayr GmbH

22840 Norderstedt | Germany
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www.schuelke.com
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