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ISO
ANSI/AAMI/ISO7199:2009 Cardiovascular implants  andartificial organs  -- Blood-
gasexchangers (oxygenators)
1S0O7199:2009,:2012Ammendment Cardiovascular implants and artificial organs -- Blood-gas
exchangers (oxygenators)
1SO10993-1:2009 Biologica evaluation of medical devices -- Part 1. Evaluation and testing
within arisk management process
1SO10993-2:2006 Biological evaluation of medical devices -- Part 2. Anima welfare
reguirements
1SO10993-4:2002 Biologica evaluation of medical devices -- Part 4: Selection of tests for
interactions with blood
SO 14708-1:2000 Implants for surgery -- Active implantable medical devices -- Part 1: General
requirements for safety, marking and for information to be provided by the manufacturer
1SO14708-5:2010 Implants for surgery -- Active implantable medical devices -- Part 5:

Circulatory support devices
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ISO15676:2005 Cardiovascular implants and artificial organs — Requirements for single-use
tubing packs for cardiopulmonary bypass and extracorporeal membrane oxygenation (ECMO)
Implants cardiovasculaires et organs

1S018242 Cardiovascular implants and extracorporeal systems -- Centrifugal blood pumps

IEC
IEC60601-1 Medical electrical equipment - Part 1: general requirements for basic safety and
essential performance
IEC60601-1-2 Medical electrical equipment - Part 1-2: General requirements for safety --
Collateral standard: Electromagnetic compatibility - Requirements and tests

JS
JIST 0601-1:2012
JSTO0601-1-2:2012  1-2 - -

JST 0601-2
JIST0993
JIST14971 -

ASTM F 1841-97:2013 Standard Practice for Assessment of Hemolysis in Continuous Flow
Blood Pumps
Extracorporea Life Support Organization (ELSO)  General Guidelines for all ECLS Cases

Version 1.1
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