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Biological evaluation of medical devices_- Part_18: Chemical characterization of materials

Contents Page
o T =TT o iv
oo 10T o o vi
1 T o - P 1
2 NOIrmMative refEreNCEeS ...t sme e e ammn e e e e e e s s mme e e e e e e s nnnnnn 1
3 Terms and definitioNsS.... ... e s 2
4 Symbols and abbreviated terms ..........cccciiiii e ———————— 3
5 LT 0T LI o T T T T o] = 3
6 Characterization ProCeUIe............ooii s r s mme e e e s s mnn e e e e e s sesmmnne e e e e ean 4
6.1 7= 1T - | OSSR 4
6.2 Step 1 — Qualitative information ... ——————————————— 5
6.3 Step 2 — Material @QUIVAIENCE ..o ssser e e s e e e s s s smm e e e e e e s e ann e e e e e ean 5
6.4 Step 3 — Quantitative information.............oooci e ——————————— 5
6.5 Step 4 — Quantitative risk @SSeSSMENt..........coo i 5
6.6 Step 5 — Estimated clinical exposure to chemicals present...........cccccccirmiriiccccserrre e eeeen 6
7 Chemical characterization parameters and methods ... 6
71 =Y 1T - 6
7.2 o Y14 =T 7
7.3 Metals and @llOYS .......ccciiiiiiiii i ————————— 8
7.4 L0 =Y - T 0 8
7.5 Natural MAaCrOMOIECUIES ... san e e s mmmn e e e e e e e s emn e e e e e annnnnn 9
8 Reporting of data obtained ... 10
Annex A (normative) Flowchart summarizing the stepwise generation of chemical

characterization data for use in toxicological risk assessment .........cccccceeecccieerrinn e cccceeeee e, 1
Annex B (informative) Information sources for chemical characterization ............cccccccviiriiiicccccseeeennnnn, 13
Annex C (informative) Principles for judging toxicological equivalency ........cccccccccceismmrririiinsscccsseeeeeennen, 16
L= 0 [Te Yo - o] 172 17



		2026-06-16T20:14:30+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




