INSTRUCTIONS FOR USE

Softa-Man

Cutaneous solution

Composition:

Active substances: 100 ml solution contain 45 g Ethanol
(100%) and 18 g Propanol

Excipients: Purified Water, Diisopropyl Adipate, Macrogol
6 Glycerol Caprylocaprate, Dexpanthenol, Bisabolol, Per-
fume (contains Limonene, Linalool), Allantoin

Pharmaceutical form
Solution for external use;
Clear, colourless, alcoholic solution

Pharmaco-therapeutic group

Dermatologicals, other antiseptics and disinfectants, pro-
panol, combinations,

ATC-Code: DO8AX53

Softa-Man is an alcoholic solution with skin caring
agents for disinfection of the hands.

Indications
Hygienic and surgical hand disinfection

Product efficacy

Softa-Man is effective against bacteria [incl. strains
which are resistant against antibiotics, e.g. MRSA (Methi-
cillin Resistant Staphylococcus Aureus)], mycobacteria
(incl. mycobacterium tuberculosis), fungi and enveloped
viruses (e.g. Hepatitis-B Virus and Hepatitis-C Virus, HI-
Virus), and Rotavirus.

Contraindications
Hypersensitivity to any of the ingredients.

Special warnings and precautions for use

e Flammable. (Flash point 21-22°C). Keep away from
sources of ignition - No smoking.

® Do not apply on injured skin, eyes or mucous mem-
branes! Softa-Man is irritant to the eyes and to mu-
cous membranes. In case of accidental eye contact, the
open eye and the inner side of the eyelid has to be
rinsed with plenty of water immediately for several
minutes. If irritation continues please seek immediate
medical advice.

® Do not swallow. Softa-Man is for external use only. If
somebody swallows Softa-Man inadvertently, he may
suffer from acute alcohol poisoning. Immediate emer-
gency medical care is needed because large doses could
stop breathing or impair consciousness with a danger
of inhaling vomit. Initiate vomiting under medical ad-
vice only.

Pregnancy and lactation

Since it is applied only locally to intact skin and dermal
absorption of alcohol is negligible, Softa-Man can be
used in the recommended way for hand disinfection dur-
ing pregnancy and lactation.

Dosage

Recommended dosage schedule and method of adminis-
tration: Throughout the period of application the skin
must remain wetted with the undiluted preparation.
Hygienic hand disinfection: Apply at least 3 ml undiluted
Softa-Man onto dry hands and rub into the skin. Proceed
until the hands are dry. All parts of the hand including
the skin areas between the fingers must remain wetted
for at least 30 s.

In case of strong, visible contamination of the hands or
after contact with Mycobacteria, perform consecutively
two hygienic hand disinfections after cleansing.

Surgical hand disinfection (Surgical hand rub): Rub sever-
al portions of 3 ml at least undiluted Softa-Man onto dry
hands and forearms. The skin must remain wetted with
Softa-Man over a period of at least 1 minute. Allow the
hands to dry completely before putting on gloves.

Overdose

Because the preparation is only applied locally, no over-
dose can result from regular use. Accidental mistakes of
concern are oral intake with the possible consequence of
acute alcohol poisoning and eye contact with the risk of
serious damage to eyes. Please see section Special warn-
ings and precautions for use for further advice.

Undesirable effects

Hypersensitive reactions (e.g. contact allergy reactions)
occur very rarely.

Cases of local alcohol-induced irritation symptoms (e.g.
itching, redness, especially after frequent application of
Softa-Man ) are uncommon. Symptoms of dry skin may
occur uncommonly in seasons of low humidity (such as in
winter). The application of skin caring hand creams after
work is recommended in such cases.

Storage and shelf life

Keep out of the reach and sight of children.

Do not use after the expiry date stated on the label.
Shelf life of the medicinal product as packaged for sale:
< 25°C, 5 years.

Shelf life of the medicinal product after first opening: 12
months (not beyond the expiry date printed on the label)

Pack sizes: Bottles and containers of polyethylene with
contents of < 4000 ml.
Date of last revision: 09. 2011
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