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QUESTIONS ON EFFECTIVENESS

= |s octenidine effective against

MDRO?

Yes. Octenidine is effective against
many multidrug resistant organisms
(MDROs) such as MRSA, VRE and ESBL.
In no study has a difference been found
between resistant and sensitive strains
of the same microbial species. Up to
now no case has been reported in which
resistance to octenidine occurred.” %4
These in-vitro findings are supported by
clinical success when using octenisept®
for the decontamination of patients.®

Is octenisept® effective against
skin fungi?

Yes. octenisept® demonstrates good
effectiveness as a levurocidal prepa-
ration against a variety of different
fungi in vitro. In a clinical trial the
preparation turned out to be effec-
tive against athlete’s foot .3

Can octenidine penetrate the
biofilm in the wound?

Yes. Octenidine is able to penetrate
through the biofilm and kill the mi-
crobes in the biofilm. Evidence of
this ability has been obtained both
in models and in practice.®”#

Does octenisept® only work as
an antiseptic or does it also have
a cleansing effect?

octenisept® has a cleansing effect
too. The preparation contains small
amounts of a surfactant that acts
to reduce the surface tension. This
ensures that the wound surface is
covered evenly and thus supports
cleansing. If the wound is only to
be cleaned, we recommend the
octenilin® wound irrigation solution,
which has a particularly low surface
tension.

QUESTIONS ON TOLERANCE AND COMPATIBILITY

® Can the use of octenisept® lead

to an electrolyte shift in the
wound environment resulting
in a disturbance of wound
healing?

No. Even if octenisept® is not iso-
tonic it is not likely to exert a nega-
tive influence on important salts and
electrolytes in the wound. Currently,
no cases are known in which wound
healing was upset by repeated use for a
limited period of time. In a comparison

with Ringer’s solution, even several
weeks of daily use on chronic wounds
did not lead to disturbances of wound
healing. The opposite was the case:
Granulation was actually stimulated
when octenisept® was used.’

Is octenisept® cytotoxic?

No. octenisept® has been authorised
as a medicinal product to support the
treatment of wounds since 1995. It is
effective and also has very good local

tolerability. In preclinical and clini-
cal studies the preparation has been
found to have no negative effects on
cells and tissue when used correctly.

The description “cytotoxic” results pri-
marily from studies of cell cultures (in
other words cells in vitro) and is not
fully applicable to the clinical situation.
Like polyhexanide and PVP-iodine,
octenidine — and thus octenisept® —
demonstrates these negative effects
on isolated cells in cell cultures.

In relation to the antimicrobial effec-
tiveness, however, this cytotoxicity is
expressed least strongly by octeni-
dine.”®

In order to examine the discrepancy
between the results from cell culture
and the good clinical tolerability, more
practice-oriented tests were carried out
on tissue cultures. In these tests octe-
nidine interacted strongly with cells
and proteins. The complexes that were
formed in this way reduced the cyto-
toxicity without harming the antimi-
crobial efficacy.” In a preclinical study
on theinfluence on wound healing, the
good tolerability of octenisept® was
demonstrated.” In this study, artificial
standardised wounds of female pig-
lets were treated with octenisept® or
Ringer’s solution every day for 28 days.
The results showed no differ-
ence between the two groups in
the times at which the wounds
healed. No difference in tissue tol-
erability ~was apparent between
octenisept® and Ringer’s solution.

These results are supported by clinical
investigations’ and also by the results
of many years' use of octenisept® with
very different wound types. octeni-
sept® was also found to have no nega-
tive influence on the healing of burns.”

The conclusion to be drawn from this
evidence is that the cytotoxicity shown
by octenisept® in cell cultures has no
clinical relevance if the preparation is
used correctly.

Have incompatibilities, e.g. toxic
effects, between octenisept®
and silver preparations been
observed?

No. In this context incompabilities
are not known.

Does octenisept® cause allergic
reactions?

Allergic reactions on contact have
been reported in only very rare cas-
es. In relation to the frequency of use
these were very rare and were only
caused by octenidine in exceptional
cases."

Does octenisept® enter the
blood stream through wound
treatment?

No. If octenisept® is used correctly —
in other words as a surface antiseptic
for wounds — product constituents
are unlikely to cross over into the tis-
sue or the blood in quantities that
are toxicologically relevant. No sys-
temic side effects have so far been
found.



QUESTIONS ON AREAS OF APPLICATION

® |May octenisept® be used as

an antiseptic for both mucous
membranes and wounds?

Yes. octenisept® was approved for
use as a mucous membrane antisep-
ticin Germany in 1990. An extension
of indications for supportive wound
treatment followed in 1995. Both
areas of application are therefore
included in the pharmaceutical mar-
keting authorisation.

Is octenisept® suitable for intra-
operative treatment of large-
area wounds?

Yes. octenisept® is authorised for
supportive treatment of wounds
without any specifications as to the
size of the wound. Because Octeni-
dine is practically not absorbed via
wounds this also justifies the sur-
face treatment of wounds covering
a large area (such as burns) without
a systemic risk occurring for the pa-
tient.

® |s octenisept® approved for irri-

gation of the abdominal cavity?

No. This is a contraindication and
must be avoided.

Can octenisept® be applied to
cartilage?

No. Products with cationic active in-
gredients such as octenidine should
not be used on intact, vital cartilage
tissue. Wounds in which there is con-
tact with bone are not affected by
this restriction.

Can octenisept® be used in
children, babies and premature
infants?

Yes. There are no restrictions on use
in this regard, unlike those for other
active substances such as PVP iodine.
For babies and preterm infants, com-
mon precautions of use have to be
followed to ensure safety. For further
information please refer to package
leaflet or SmPC.

Can octenisept® be used in the
genital area?

Yes. octenisept® has been in use
as a genital and vaginal antiseptic
(e.g. before urological and gynaeco-
logical procedures) for longer than in
any other area.

® Can octenisept® be used for

umbilical care?

Yes. In a multicentre study support-
ed by the health ministry in Serbia,
about 1,700 newborn babies were
treated with octenisept®. The prepa-
ration was well-accepted. There were
no signs that the umbilical stump
dried out during the period of use.”

Can octenisept® be used for
bladder irrigation?

No. This is a contraindication and
must be avoided.

Can octenisept® be used for
disinfection of the outer ear
and the ear canal?

Yes. The external ear including its
inner part can be disinfected with
octenisept® In this process care must
be taken to ensure that the eardrum
is intact and that the product cannot
get into the middle ear. Application
into the middle ear is contraindi-
cated.

® Can octenisept® be applied in

the eyes?

No. This is a contraindication and
must be avoided.

Can octenisept® be applied in
the nose?

No. octenisept® is not approved for
prophylactic or therapeutic antisep-
tic application to the nasal mucous
membrane.

Can octenisept® be used for
hand disinfection?

No. octenisept® does not meet the
VAH / DGHM requirements for hand
disinfectants.



QUESTIONS ON APPLICATION METHODS

® Can octenisept® be warmed

before application?

Yes. If larger quantities are to be ap-
plied octenisept® can be warmed to
body temperature (e.g. with a bottle-
warmer for baby food). This will pre-
vent disturbance of wound healing
due to local cooling. It is also more
comfortable for the patient. Storage
at room temperature

Can a large MRSA-colonised
stomach wound with intact
fascia also be treated with
octenisept® and packed twice
daily?

Yes. Aslong as it is ensured that the
wound cavity is freely accessible and
the preparation can drain freely. The
use of pressure to force octenisept®
into the wound cavities must be
avoided. Irrigation of the entire ab-
dominal cavity is contraindicated.

® Can octenisept® be diluted?

No. octenisept® is an approved me-
dicinal product that should not be
diluted. For wound irrigations (e.g.
during initial wound management
and dressing changes) as well as for
the combination with negative pres-
sure wound therapy with instillation
— within the scope of the registered
indications of the negative pressure
wound therapy - the octenilin®
wound irrigation solution can be
used instead.

QUESTIONS ON DURATION OF APPLICATION

® Can octenisept® be used until

epithelialisation?

Yes, if medically necessary. octeni-
sept® can also be applied to these
wounds if there is an increased infec-
tion risk in these phases, without the
risk of disturbed wound healing.

For how long can octenisept®
be used?

octenisept® is approved for a max-
imum use period of 14 days. This
period covers continuous daily use.

Normally, the product is not used
daily but e.g. is limited to the change
of dressing. In these cases longer use
is also possible. A clinical study is also
available describing twelve weeks of
use in chronic ulcers.'

How long can octenisept®

be used after opening?
Containers of octenisept® can be
used for up to 3 years after open-
ing.

QUESTIONS ON APPLICATION WITH DRESSINGS

= (Can octenisept® be used for

wetting Aquacel, Tenderwet or
other dressing materials?

Yes. octenisept® is highly suitable
for these materials.

® Do you need to use silver dres-

sings when using octenisept®?
No. As a remanent substance, octe-
nidine remains in the wound for
a longer time, extending its effec-
tiveness beyond the actual area
of application. Therefore it is not
necessary to combine silver dress-
ings with octenisept®.



OTHER QUESTIONS

= Do PHMB based wound
irrigation solutions work in the
same way as octenisept® as
an antiseptic?

No. These wound irrigation solu-
tions are used as a medical device for
wound cleansing, and not as an anti-
septic. The same is true for octenilin®
wound irrigation solution. In con-
trast, octenisept® as an antiseptic for
the supportive treatment of wounds
is a registered drug, with a clear focus
on its fast anti-microbial efficacy.
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IMPORTANT USER INFORMATION

octenisept®

« Active substances: octenidine dihydrochloride, phenoxyethanol (Ph.Eur.). « Composition: 100 g solution contain:
0.1 g octenidine dihydrochloride, 2.0 g phenoxyethanol (Ph.Eur). Other ingredients: cocamidopropylbetaine,
sodium D gluconate, glycerol 85%, sodium chloride, sodium hydroxide, purified water. « Indications: For repeated,
short-term antiseptic treatment of mucous membranes and adjacent tissues prior to diagnostic and surgical
procedures - in the ano-genital region including the vagina, vulva and glans penis as well as prior to bladder
catheterization - in the oral cavity. For short-term supporting therapy of interdigital mycotic infections and adju-
vant antiseptic wound treatment. « Contraindications: octenisept® may not be used in cases of hypersensitivity
to any of the components of the preparation. octenisept® should not be used for rinsing the abdominal cavity
(e.g. intra-operatively) or the bladder, nor the tympanic membrane. « Undesirable effects: rare: burning, redness,
itching and warmth at the application site, very rare: allergic contact reaction, e.g. temporary redness at the appli-
cation site; frequency unknown: after lavage of deep wounds with a syringe, persistent edema, erythema and also
tissue necrosis have been reported, in some cases requiring surgical revision. Rinsing of the oral cavity may cause
a transitory bitter sensation. Revision 11/22

To prevent possible tissue injury, the product must not be injected into the deep tissue using a syringe.
The product is intended for superficial use only (application by swab or spray pump).

If any of the side effects gets serious, or if you notice any side effects not listed in this user information, please tell
your doctor or pharmacist.

Schiilke & Mayr GmbH, 22840 Norderstedt, Germany, Phone +49 40 52100-666, info@schuelke.com

The displayed information contains information about worldwide products, not all of which are available in
every country. Therefore, not every product shown may be available in your country. Any referenced product
may be subject to different requlatory requirements depending on the country of use.
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schulke is present with over 20 subsidiaries and production sites in Germany
(schiilke), France (Bioxal) and Brazil (Vic Pharma). Companies with specific fields of
application and markets such as Prosenio GmbH, Vesismin Health, and Wet Wipe
A/S are also part of the schilke group.*

*This information is as of September 2023.

More information at www.schuelke.com
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