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. SR #&ZZ IS0 10993-6:2016 "Biological evaluation of medical devices —Part 6: Tests for
local effects after implantation” 7] THE-EEERIT Confirm 7257273, BULIK & 8 7
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) SR #&ZE IS0 10993-7:2008 "Biological evaluation of medical devices —Part 7: Ethylene
oxide sterilization residuals” —GET CTHREEKZERE R Confirm 72> 72723, BUIRAHE 7T
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o Call for experts ISO/TC 194/WG 18 “Attributes of medical devices relevant to biological
risk assessment” (ZEFHELR DIETENEICBE 95 NP 8250 Z ifi 4 5 7= OIZER 7= WG 18
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e  Re-appointment of ISO/TC 194/WG 5 and WG 8 convenors— & X — %7
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o SR #ZE IS0 10993-5:2016 "Biological evaluation of medical devices —Part 5: Tests for
in vitro cytotoxicity”

o SR #ZE  ISO/TS 21726:2019 "Biological evaluation of medical devices —Application of
the threshold of toxicological concern (TTC) for assessing biocompatibility of medical
device constituents”
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. SR #&ZZ IS0 10993-4:2017 "Biological evaluation of medical devices —Part 4: Selection
of tests for interactions with blood”

. SR #ZE ISO 10993-16:2008 "Biological evaluation of medical devices —Part 16:
Toxicokinetic study design for degradation products and leachables”

. SR #Z ISO 13022:2012 " Medical products containing viable human cells —

Application of risk management and requirements for processing practices”
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