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Bepanthen Plus
0179 V192
Cream
Dexpanthenol 5%
Chlorhexidine 0.5%
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Antiseptic healing treatment of wounds of any kind with an infection risk, such as slight skin
irritations, wounds, cuts, burns and skin inflammation.
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4.4 Special warnings and precautions for use

Bepanthen Plus should not be used for the treatment of irritated skin that is not specifically
susceptible to irflammatien infection (e.g. sunburn).

If yeur symptoms do not improve after 10 — 14 days or get worse, eensuit patients should
be told to contact yeur a doctor. Prescribing doctors should inform their patients about
early and mild/moderate symptoms of an allergic reaction with the corresponding clinical
manifestations, including mild to moderate reactions of the skin (e.g. pruritus, urticaria), the
face (e.g. angioedema), the respiratory tract (e.g. asthma, wheezing or other breathing
problems), the gastrointestinal tract and the cardiovascular system and, where this is the
case, instruct them to stop using Bepanthen Plus immediately and contact their doctor, as
this can mitigate or even prevent progression to a life-threatening reaction.

Bepanthen Plus cream contains wool wax (lanolin), cetyl alcohol and stearyl alcohol.
These may cause localised skin irritation (e.g. contact dermatitis).

4.6 Fertility, pregnancy and lactation

Pregnancy:

There are no clinical data on use in pregnant women.

Reproduction studies in animals have shown no risks to foetuses, but no controlled studies in
pregnant women are available. Nevertheless, application over large areas should be avoided
during pregnancy.

Lactation:
Bepanthen Plus may be used during lactation, but not over large areas. Cream residues must
be removed before breastfeeding, to ensure that they are not ingested by the infant.
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4.8 Undesirable effects

The undesirable effects listed are based on spontaneous reports, which is why CIOMS Il
classification cateqgorisation is not possible.

Immune system disorders, skin _and subcutaneous tissue disorders, hypersensitivity
reactions, anaphylactic reactions ranging up to anaphylactic shock to the Bepanthen Plus
ingredient _chlorhexidine, with the corresponding clinical manifestations including mild to
moderate reactions of the skin (e.g. pruritus, urticaria), the face (e.g. angioedema), the
respiratory tract (e.g. asthma, wheezing or other breathing problems), the gastrointestinal
tract and the cardiovascular system have been observed.

4.9 Overdose

eleseHJeeeI—Amlnotransferase eIevatlon has been reported foIIowmq mtoxmaﬂon W|th self-

administered oral chlorhexidine.

5.1 Pharmacodynamic properties
Pharmacodynamics
No studies have been carried out.

Clinical efficacy
No data available

5.2 Pharmacokinetic properties
Kinetics in specific patient groups:
No studies have been carried out.

5.3 Preclinical safety data

Acute toxicity
Pantothenic acid and its derivatives are considered non-toxic. -Ne-scientific papers-are-available
on-theirmutagenic,teratogenic-orcarcinogenic-properties—Following the oral administration

of dexpanthenol in mice and of chlorhexidine salts in mice/rats, the LDsg values were 15 g/kg
and >2 g/kq, respectively.

4nn 2 Tmy



BAYER

Aam

Long-term toxicity (also known as repeated-dose toxicity)

A daily oral intake of dexpanthenol in rats (200 mg/kg) and dogs (500 mg/kg) over a period of 3
months showed no toxic effects or histological changes.

Skin toxicity
Studies with the combination of panthenol and chlorhexidine in rabbits and guinea pigs showed
no irritant effects on the skin.

Mutagenicity

Studies on the mutagenic potential of chlorhexidine and pantothenic acid provided no
indications of any clinically relevant effects.

Reproductive toxicity

No embryonic or foetal malformations and no impairment of fertility were observed following the
oral administration of chlorhexidine to pregnant rats.

The combined oral administration of pantothenic acid and chlorhexidine had no negative effect
on fertility or development in dogs.
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