Product Information: Surface Disinfection

perform®sterile

At a glance:

= [ast, effective and residue free

= Sterile (gamma irradiated) and microbial
filtrated (0.2 um)

= Ready to use in a handy, sterile 500ml
spray system

= Colour and perfume free

= Efficacy tested to European norms

Applications

Disinfection of surfaces and equipment/devices in clean

rooms. Especially for Grade A and B clean areas,

according to:

+ EU Guide to Good Manufacturing Practice for medicinal products;
Annex 1: Manufacture of sterile medicinal products, 2003.

» Manufacturing Chemists’ Association (MCA) “Rules and
Guidelines for pharmaceutical manufacturers and distributors”,
2003; Annex 1, Manufacture of sterile medicinal products.

« FDA Draft Guidance for Industry: Sterile Drug Products
Produced by Aseptic Processing, U.S. Department of Health
and Human Services, Food and Drug Administration,

August 2003.

Instructions for use

Apply perform?® sterile alcohol EP undiluted to objects and
surfaces and allow it to work, ensuring that all areas are moistened
completely. Remove any excess preparation with a disposable
cloth. perform?® sterile alcohol EP is also suitable for disinfecting
gloves. Do not use to treat surfaces that are particularly sensitive
to alcohol, such as acrylic glass.

Microbiological effectiveness

perform® sterile alcohol EP is:
bactericidal, fungicidal, virucidal (BVDV, Vaccinia).

schilke -*

Sterile, alcohol-based active solution
for disinfecting surfaces in cleanrooms

alcohol EP

Contact times

bactericidal 1 Min.
fungicidal 1 Min.
virucidal (BVDV, Vaccinia) 1 Min.
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AU Tested according to EN 1276, 1650, 13697.
Product data

Composition: 100 g contain: 25 g Ethanol (94 %), 35 g Propan-1-ol.

Chemical / physical data:

Appearance: clear, colourless liquid
Density at 20 °C: 0,89 g/cm3
Flash point (DIN 51755): 27°C

Labelling according to EC Directives
Xi: Irritant.
R10: Flammable.

R41: Risk of serious damage to eyes.

R67: Vapours may cause drowsiness and dizziness.

$23: Do not breathe vapour.

S26: In case of contact with eyes, rinse immediately with
plenty of water and seek medical advice.

S35: This material and its container must be disposed of
in a safe way.

S39: Wear eye/face protection.

S51: Use only in well ventilated areas.



Special notes

Use disinfectants safely. Always read the label and product

information before use.

The sterile 500 ml spray system offers the following advantages:

« Especially handy and space-saving.

« Ergonomically shaped spray pump will not slip out of
agloved hand.

« Still sterile after opening.

The bottles are sterile (with radiation indicator) and

double-wrapped individually.

The life of a unit taken from an open container corresponds

to the use-by date printed on the container with proper

handling and storage.

Wearing of protective gloves (e.g., made of butyl rubber)

is recommended.

Forms of delivery/packaging units

Container sizes Packaging units Art. No.
500 ml spray bottle 10x 500 ml 121802

Environmental information

schiilke manufactures products economically and with advanced,
safe and environmentally friendly production processes while at
the same time maintaining our high quality standards.

Expert opinions and information

Please visit our website for an overview of all available

literature / reports on perform® sterile alcohol EP:
www.schuelke.com

For further information please contact your local representative or
local offices.
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Schiilke & Mayr GmbH is certified according to DIN EN I1SO 9001, DIN EN ISO 14001
and DIN EN 1SO 13485 (Reg.-No. 004567-MP23) and has a validated environmental
system in accordance with the Eco Audit Regulation (Reg.-No. DE-150-00003).

Schiilke & Mayr GmbH
22840 Norderstedt, Germany
Phone +49 (0) 40-52100-0

Fax  +49(0)40-52100-318

www.schuelke.com
mail@schuelke.com

Schiilke & Mayr UK Ltd.
1 Jenkin Road
GB-Sheffield S9 1AT

Phone +44 (0) 1142-54 35 - 00
Fax  +44(0) 1142-5435-01

mail.uk@schuelke.com

Schiilke & Mayr Ges.m.b.H
Seidengasse 9
1070 Wien, Austria

Phone +43 (0) 1-5232501-0
Fax  +43(0)1-5232501-60

office@schuelke.at
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