INSO
3368-2-35

1st. Revision

2018

Identical with
IEC 80601-2-35:
2009+AMD1:2016

Ol n! (oMl (559402
Islamic Republic of Iran
olnleslastont o ylojlw

Iranian National Standardization Organization

— S (9 S Ol g
aly o3l 6y 0309 Sl PO oo

Slp b ,S blwg 5900 8,5 os g
W Sid b oy gy of pad 4y oolisiuwl

(S g ooliiwl 53 (43 50,5 jgliioay

Medical electrical equipment —

Part 2-35: Particular requirements for the
basic safety and essential performance of
heating devices using blankets, pads or
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1- International Organization for Standardization

2- International Electrotechnical Commission

3- International Organization for Legal Metrology (Organisation Internationale de Metrologie Legals)
4- Contact point

5- Codex Alimentarius Commission
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IEC 80601-2-35: 2009+AMD1:2016 - Medical electrical equipment — Part 2-35: Particular
requirements for the basic safety and essential performance of heating devices using blankets,
pads or mattresses and intended for heating in medical use
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IEC 60601-1-2: Medical electrical equipment — Part 1-2: General requirements for basic
safety and essential performance—Collateral standard: Electromagnetic compatibility -
Requirements and tests.
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- IEC 60601-1-8: Medical electrical equipment — Part 1-8: General requirements for basic
safety and essential performance — Collateral standard: General requirements, tests and
guidance for alarm systems in medical electrical equipment and medical electrical systems
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- IEC 60601-1-10 : Medical electrical equipment - Part 1-10: General requirements for
basic safety and essential performance - Collateral Standard: Requirements for the
development of physiologic closed-loop controllers

- ISO 2439:2008, Flexible cellular polymeric materials - Determination of hardness
(indentation technique)
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2 - Average Temperature Safety Test Method
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1 - Peripheral extremities
2 - Normothermia
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1 - Distributed alarm system
2 - Well-perfused
3 - Full thickness necrosis of the skin
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