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(1) 3.2 ¥#{F /I clean air suit
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3.2 clean air suit: suit, used as working garment, intended and shown to minimize
contamination of the operating room air from skin scales originating on the skin of persons
wearing it

Note 1 to entry: A scrub suit is a working garment for operating room staff that does not need
to meet the requirements for a clean air suit. The scrub suit is not primarily intended to prevent
airborne dispersal from staff, and can be designed and processed as the manufacturer thinks fit.

Note 2 to entry: A clean air suit consists of a coverall, or a blouse and trousers.
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3.2 cleanliness: freedom from unwanted foreign matter
Note 1 to entry: Such matter can be microorganisms, organic residues or particulate matter.

3.2.1 cleanliness — microbial: freedom from population of viable micro-organisms on a
product and/or a package

Note 1 to entry: In practical use, microbial cleanliness is often referred to as ‘bioburden’
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EN13795-1 H 5 X 3.9 processor: natural or legal person who processes products so that their
performance complies with the requirements of this document

Note 1 to entry: A processor who places a product on the market is a manufacturer in the
sense of this document.

Note 2 to entry: A processor of reusable products is often referred to as a ‘reprocessor’ and
processing reusable products is often referred to as ‘reprocessing’ (as e.g. in Medical Device
Directive 93/42/EEC). References in EN 13795-2 and this document to ‘processors’ include
‘reprocessors’ and to ‘processing’ include ‘reprocessing’.

20 1 KRB L RN T BT AL B M e i v . AEFRIE, AR FEET)
M, VEHAAFR BRI E R, SEREMNRERA EAEER, AR, #
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(4) 3.16 LW X sterile field

EN13795-1 15 X 3.15 sterile field: area created by sterile surgical drape material
where aseptic technique is practised

Note 1 to entry: A sterile field can be practised e.g. on a back table.
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3.10 product: surgical gown, surgical drape including equipment covering

Note 1 to entry: In cases of surgical packs, each gown or drape is regarded as a
product.

3.16 surgical drape: drape covering the patient or equipment to prevent transfer of
infective agents

1M 4 Performance requirements MK : If the intended purpose of a medical device
specifies the use as a sterile field the requirements for surgical drapes and equipment
covers apply as per Table 2.
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