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Surgical drapes, gowns and clean air suits,
used as medical devicesfor
patients, clinical staff and equipment —
General requirementsfor manufacturers,
processor s and products, test
methods, performance requirementsand
performance levels
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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation I nternationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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DIN EN 13795: 2011, Surgical drapes, gowns and clean air suits, used as medical devicesfor

Patients, clinical staff and equipment — General requirements for manufacturers, processors
and products, test methods, performance requirements and performance levels
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1- Invasive surgical
2- Surgical drapes
3 - Wethess

4- Susceptibility
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2-8 EN 20811, Textiles - Determination of resistance to water penetration - Hydrostatic

pressure test

29 EN ISO 139, Textiles - Standard atmospheres for conditioning and testing
(1SO 139:2005)

2-10 EN 1041:2008, Information supplied by the manufacturer of medical devices

2-11 EN 1S0 22610, Surgical drapes, gowns and clean air suits, used as medical devices, for
patients, clinical staff and equipment - Test method to determine the resistance to wet

bacterial penetration (ISO 22610:2006)

2-12 EN 1S0 22612, Clothing for protection against infectious agents - Test method for
resistance to dry microbial penetration (1SO 22612:2005)
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1- CFU (Colony Forming Unit)
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1- Clean air suit

2- Cleanliness

3- Cleanliness - microbial

4- Bioburden

5- Cleanliness - particulate matter
6- Critical product area
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- Fabric

- Weaving

- Infective agent

- Less critical product area
- Linting

- Performance level
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1- Challenge

2- Standard performance
3- High performance

4- Processor

5- Product

6- Surgical drape
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- Resistance to liquid penetration

- Resistance to microbial penetration
- Dry penetration

- Wet penetration

- Reusable product

- Single-use product

- Sterilefield
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1- Back table

2- Surgical drape

3- Surgical gown

4- Surgical procedure

5- Invasive surgical procedure
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[6] EN 1041, Information supplied by the manufacturer of medical devices

[7] EN 14065, Textiles— Laundry processed textiles — Biocontamination control system

[8] EN 31092, Textiles — Determination of physiological properties — Measurement of
thermal and water-vapour resistance under steady-state conditions (sweating guarded -
hotplate test (1SO 11092:1993)

[9] EN ISO 11607-2, Packaging for terminaly sterilized medical devices — Part 2:
Validation requirements for forming, sealing and assembly processes (1SO 11607-2:2006)
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