MEXXIOCYJAPCTBEHHbIV COBET MO CTAHAAPTU3ALMN, METPOJIOMMN Y CEPTUDUKALNN
(MrC)
INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND CERTIFICATION
(ISC)

. rocT
MEXTOCYOAPCTBEHHDBIN
AR ISO/TS 10993-19—
2024

N3penna meanuymHckne

OLEHKA BMOMOMMYECKOIrO AENCTBUSA
MEAVLUNHCKUX U3AENNN

YUacTtb 19

MCCﬂeﬂ,OBaHI/Ie CbI/ISI/IKO-XI/IMI/I‘—IeCKI/IX,
MOpCbOfIOI'I/I‘—IeCKI/IX n TOI'IOFpaCbI/I‘-IGCKI/IX CBOWCTB
MaTepmnasioB
(ISO/TS 10993-19:2020, Biological evaluation of medical devices — Part 19:

Physico-chemical, morphological and topographical characterization of materials,
IDT)

N3paHne ocuumansHoe

MockBa
Poccuiicknii MHCTUTYT cTaHA4apTU3auum
2024


https://www.mosexp.ru/stroyexpertiza

FOCT ISO/TS 10993-19—2024

MNpepgncnoBne

Llenn, ocHOBHble NpUHLMNbI 1 06LWMe npaBuna npoBefeHus paboT Mo MeXrocyfapCTBEHHOW cTaHaap-
Tn3aunm yctaHosneHol TOCT 1.0 «MexrocygapcreeHHaa cucrema craHgaptnsaunm. OCHOBHbIE MOJTOXEHNA»
n rOCT 1.2 «MexrocygapcTBeHHaa cucrema craHgaptusaunn. CtaHgapTbl MeXrocygapCcTBeHHble, npasuna
N pekomeHgauumnm no MexrocyfapcTBeHHOW cTaHgapTusaunun. Mpasuna pas3paboTku, NPUHATUSA, 0OHOBIEHUA
N OTMEHbI»

CBepgeHusa o ctaHgapTe

1 NOATrOTOBJIEH ABTOHOMHOW HeEKOMMeEpYeckol opraHumsaumein «VIHCTUTYT MenunKo-6nonornyeckmnx
nuccrnenoBaHuini n TtexHonoruii» (AHO «/MMBWWNT») Ha ocHOBe COOGCTBEHHOrO nepeBofa Ha PYCCKU SA3bIK
aHI1053bl4YHON BEpCUn [OKYMEHTa, YKa3aHHOro B MyHkTe 5

2 BHECEH ®egepanbHbIM areHTCTBOM MO TEXHUYECKOMY peryiMpoBaHuio U MeTposiornu

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CcTaHgapTu3auuu, MeTponorum un ceptudukauunm
(npoTtokon oT 21 utoHa 2024 r. Ne 65-2024)

3a NpuHATUE NPOrosiocoBasu:

KpaTKoe HanMeHoBaHWe CTpaHbl KO,D, CTpaHbl COKpaLLI,eHHOE HanMeHoBaHMe HalWoHa/ibHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHgapTusaymm

ApmMeHus AM 3A0 «HaumoHanbHbIN OpraH No cTaHgapTu3aumm
1 MeTposnorMu» Pecnybnvkn ApmeHus

Benapycb BY lFocctaHgapTt Pecny6nvkm bBenapycb

Kunprusus KG KblpreizctaHgapt

Poccusa RU PoccraHgapt

TamKmkMcTaH TJ TapkuketaHgapr

Y36ekuctaH uz Y36eKkckoe areHTCTBO N0 TEeXHUYEeCKOMY Peryampo-
BaHVo

4 lMpukasom PenepanbHOro areHTCTBa NO TEXHUYECKOMY perysimpoBaHuio M MeTposiormm ot 12 uwons
2024 1. Ne 920-cT mexrocygapctBeHHbIn ctaHgapT FOCT ISO/TS 10993-19—2024 BBefeH B AelicTBME B Ka-
yecTBe HauMoHanbHOro ctaHgapTa Poccuiickoin ®epgepauynn ¢ 1 mapta 2025 1.

5 HacTtosawwuii ctaHgapT WAEHTUYEH MexXAyHapogHomy AokymeHTy ISO/TS 10993-19:2020 «OueHka
610M0rMYecKoro AeicTBnsa MeauuuMHCKMX mnagenuin. Yacte 19. MiccnepgoBaHusa uU3NKo-XxMMmnvecknx, mopdo-
nornyecknx m tonorpaduuecknx cBolicTe matepunanos» («Biological evaluation of medical devices —Part 19:
Physico-chemical, morphological and topographical characterization of materials», IDT).

HanmeHOBaHMe HacTOSLWEro ctaHgapTa M3MEHEHO OTHOCUTENIbHO HAWMEHOBaHUSA YKa3aHHOro Mexay-
HapoOA4HOro AOKYMeHTa ANna npueepeHus B cootBeTcTBme ¢ NOCT 1.5 (nogpasgen 3.6).

Mpn NpUMeHeHWN HacToAWero ctaHgapTa pekoMeHAYeTCs MCNONb30BaTb BMECTO CCbINTOYHbIX MeXAy-
HapoOAHbIX CTaHAAPTOB COOTBETCTBYIOLLME UM MEXIOCYAapCTBEHHbIE CTAaHA4APThl, CBEAEHUS O KOTOPbIX Npu-
BefieHbl B AONO/IHUTENILHOM NpuAoXeHun LA

6 B3AMEH I'OCT ISO/TS 10993-19—2011
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NHopMaumna o BBeAeHUN B AeiicTBMe (NpekpaweHun gelicTBrUs) HaCTOSIWEro cTaHgapTa 1 ume-
HEHUI K HEMY HAa TEeppuTOPUM YKa3aHHbIX Bbllle FocyfapcTB Nyb6/nMKyeTCs B yKkazaTensax HaunoHasbHbIX
CTaHfapTOB, M3gaBaemMblX B 3TUX rocyjapcTBax, a Takke B ceTu VIHTepHeT Ha caliTax coOOTBeTCTBY-
LW MUX HaLMOHaIbHbIX OPraHoB Mo cTaHAapTu3ayuu.

B cnyyae nepecmoTpa, U3MEHEHUSI NN OTMEHbl HACTOALWEro cTaHgapTa cooTBeTCTBylLWasa UH-
¢dopmaymsa 6ygeT onyb6smMKoBaHa Ha opuuManbHOM MHTEPHeT-caiiTe MexrocygapcTBEHHOrO coBeTa no
cTaHjapTu3auum, MeTponorun n ceprTudukaumm B KaTanore «MexrocygapcTBeEHHble CTaHgap T hbi»

© 1S0O, 2020
© OdopmneHne. ®IrbY «NHCTUTYT cTaHgapTmnlaumm», 2024

B Poccuiickoii ®efepalmm HacToAWMIA cTaHAAPT HE MOXET OblTb NMOMIHOCTLIO WK
YaCTMYHO BOCMPOU3BE/EH, TUPAXMPOBAH M pacnpocTpaHeH B KayecTBe ouuMaibHOro
nsgaHua 6e3 paspelleHuss deaepasibHOro areHTCTBa No TEXHUYECKOMY PEerynvpoBaHuio
U MEeTpooruun
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CopoepxaHue
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BBepgeHune

ISO (MexpayHapogHas opraHusauus no ctaHgaptusauuun) ssnseTca gegepaunein HaunoHabHbIX Op-
raHoB no ctaHgapTmMsaumm (opraHMsaunini — uneHoB I1SO). PaboTy no NoAroToBke MexXAyHapoAHbIX cTaHaap-
TOB NPOBOAAT yepe3 TexHuyeckme komutetbl ISO. Kaxpas opraHusaumsa — uneH ISO, 3anHTepecoBaHHas B
obnactn AesaTenbHOCTU, A8 KOTOPOM CO3[4aH TEXHUYECKUA KOMUTET, MMeeT npaBo ObliTb MpeacTaB/IEHHON B
JaHHOM KoMuTeTe. MexayHapoHble NpaBUTENbCTBEHHbIE U HENPABUTEIbCTBEHHbIE OpraHu3auumn Takxe npu-
HUMaT yyacTue B paboTte I1SO. ISO TecHO coTpyaHuMyaeT ¢ MexayHapoaHON 3/1EKTPOTEXHNYECKOW KOMUCCU-
e (IEC) no Bonpocam cTaHgapTM3aunm 31eKTPOTEXHUYECKON NPOAYKLMN.

Mpouenypbl, MPUMEHEHHbIE NPKY pa3paboTke HACTOALWEro ctaHgapTa, a Takke npegHasHayeHHble AN
ero fasnbHenweh nogaepxkun, npusegeHsl B Aupektnax ISO/IEC, yactb 1. Cneayet OTMETUTb HEO6XO4MMOCTb
pasNNYHbIX KPUTEPUEB YTBEPXKAEHUA ANA pas3fIMyHbIX BUAOB AOKYyMeHTOB ISO. HacTosAwmii ctaHgapT noaro-
TOB/MIEH B COOTBETCTBUU C pefaKUuNoHHbIMK npaBunamu Aupektus ISO/IEC, yactb 2 (www.iso.org/directives).

Cnepyet yunTtbiBaTb, YTO HEKOTOPbIE 3/IEMEHTHI HACTOSALWEro cTaHgapTa MoryT 6biTb 06bEKTOM NaTeHT-
HbIX NpaB. ISO He HeceT OTBETCTBEHHOCTU 3a MAEHTUAMKALUIO TakKMX NpaB YacTUYHO WAW MONHOCTbI. CBe-
[eHVa 0 naTeHTHbIX npaBax, UAEHTUMULUPOBAHHbLIX NP pa3paboTke HacToAWero craHgapTta, ykasaHbl BO
BBEAEeHUN U/uan B NepeyvHe NosyyeHHbIX NaTeHTHbIX Aeknapauunii 1SO (cm. www.iso.org/patents).

Nllobass nHopmauns o TOProBO Mapke MNpPoOAYyKLMW, yKa3aHHOlM B HacToslleM cTaHaapTe, siBnsietcs
nHopmauuein, npuBedeHHOW ANA yaobcTBa Nonb30BaHWA, U He ABNAETCA peknaMoi.

[na pasbacHeHMs [0O6POBOMBLHOIO Xapakrepa CTaH4apTOB, 3HAYEHWI I KOHKPeTHbIX TepMuHOoB ISO u no-
HSATWIA, CBSAI3aHHbIX C OLLEHKOW COOTBETCTBUSA, a Takke MHopmaunn o npusepxeHHocTn 1SO npuHuunam BTO
no TexHnyecknm 6apbepam B Toprosnie (TBT), cm. cnegyrowmini URL: www.iso.org/iso/foreword.html.

MexayHapoaHblli cTaHaapT paspabotaH TexHuuyeckum komutetom ISO/TC 194 «Buonornyeckas u knu-
HMYeckas oueHKa MefuLUHCKUX U3Jennii».

BTtopoe wusgaHue mexayHapoaHOro craHgaprta OTMeHAeT W 3ameHsAeT nepsoe wusgaHue I1SO 10993-
19:2006, koTOpOoe 6bIN0 TEXHUYECKU NEPECMOTPEHO.

OCHOBHbIE N3MEHEHMNS NO CPABHEHUIO C NPeAblAyWnM n3fgaHneMm MexayHapoaHoro ctraHgapra:

- McnpasJ/ieHbl OWNOKM, 06HApPYXXeHHbIE B NpoLecce nepecMoTpa U KOMMeHTapues;

- Tabnvua 1 «lMonHble 1 CoKpalw,eHHble HaUMEHOBaHWS aHaNIMTUUYEeCKNX MEeTOA0B M3MEepeHuii» Aonos-
HeHa ”n nepeHeceHa B NpunoxeHune A,

- Tabnuua 2 «XapakTepucTuku, oTHocAwmeca Kk PMT-cBoiicTBam maTepuasoB, MeToAbl U3MEpPEeHuii n
CTaH4apTbl/LOKYMEHTbI» AOMOJIHEHA, NepeHeceHa B NpuioxeHne A 1 pasgeneHa Ha ABe Tabnuvubl, B OAHOM
13 KOTOPbIX NPUBEAEHbI TUMNYHbIE XapakTePUCTUKU ¥ MeToAbl U3MepeHWiA, B APYroil — AOMOAIHUTENbHbIEe Xa-
pakTepucTukn n MeToAbl n3mepeHuii (1. e. pefKo Ncnosib3yemble);

- B 5.3 n npunoxeHne A gobasneHa ccbiika Ha 1ISO 10993-18:2020, npunoxeHue C, B KOTOPOM Npu-
BeJeHa AonoNHuTeNbHaa UHgopmaunsa o NoATBEPXKAEHUN 3KBUBANEHTHOCTU MaTtepuasnos;

- B 5.3 ntabnuuy A.3 go6aBneHa ccoinka Ha ISO/TR 10993-22, B KOTOpPOM npuBefeHa MHgopmauus,
Heobxoaumas ONA NOATBEPXAEHUSA 3KBUBAJIEHTHOCTM HaHOMaTepuasos.

MepeyeHb Bcex cTaHgapToB cepumn ISO 10993 npuBeneH Ha oduunanbHom cainte ISO.

3amevaHusa 1 NpefnioXeHna K HacToAlemy cTaHfapTy cnefyeTt HanpasfATb B HalLMOHa/IbHbIe OpraHbl
no ctaHgapTusayum nosib3oBartesieil. MNMepeyeHb HaLMOHa/IbHBLIX OPraHoOB NO cTaHfapTusauunm npusefeH no
agpecy www.iso.org/members.html.

B ISO 14971 o6ocHoBaHa Heob6Xo4MMOCTb yyeTa CBOWCTB mMaTepuasnoB npuv aHanmse OGMONOrMYeckoro
pucka MeguLUHCKUX U3Lennid.

CraHgapT ISO 10993-1 aBnseTcs OCHOBHbIM CTaHAapTOM A8 NAaHUPOBaHUA OUEHKU GUMOSIOrMYEecKoro
JeNcTBMA, NpM KOTOPOI cnepyeT yunTbiBaTb HayyHble JaHHble 06 OCHOBHbIX MeXaHu3max peakuuii TkaHew, a
Takxe npegycmatpuBaTb BO3MOXHOCTb NPUMEHEHMNA 3KCMEPUMEHTAsIbHbIX XUBOTHbIX B MUHUMAa/IbHbIX KO-
yecTBax U MMHMMa/bHOE BO3JENCTBME HA HUX, OTAaBas NpeAnoyvyTeHMe MeTogaMm in vitro gnas uccnepoBaHus
XUMWYECKNX CBOIMCTB Matepuanos. Ecnu Takumy meTogamm MOXHO MONYYMTb MHAOPMAaLMIO, PaBHO3HAUYHYIO
UHopMauum, NoslydeHHol ¢ MpUMEHEHNEM Mogeneli in vivo, To B cooTBeTcTBUM ¢ ISO 10993-1 BbLIGOP MaTe-
puasioB 1 OUEHKY UX NPUroAHOCTU ANA NMPOU3BOACTBA MEAULNHCKOIO U3fenua cnefyert OCYLWeCcTB/AThL C yye-
TOM XapakTepucTWK WU CBOINCTB maTepuana, BKIl4Yas XUMUYECKMe, TOKCUKoMormyeckne, pmsnyeckne, anek-
Tpuyeckne, MOpPosIOrnyeckne N mexaHnyeckne cBONCTBa.

OnpegeneHune n oueHka PU3NKO-XUMUYeckux, Mopdroaornyeckmx 1 Tonorpanyecknx CBOCTB MaTepu-
asnoB, UCNOJIb3yeMbIX B TOTOBOM MeULUUHCKOM U34ennn, Heo6xoanMMbl ANA OLEHKN 6MON0IMYeckoro fencremns
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MeAULUNHCKANX M34enuii 1 maTepuanos, M3 KOTOPbIX OHU M3rOTOBMEHbl. Takad MHOpMaLMsa MOXeT bbiTb
ncnosib3oBaHa:

- AN OUEHKM 6MOo0rnvyeckoro gencTtemsa MeauuuHCKOro ulgenusi B COOTBETCTBUM CO CTaHgapTamu
cepumn ISO 10993;

- pa3paboTkM HOBbIX NEPCNEKTUBHbLIX MaTepuanoB u/mam nNpoueccoB, NOAXOASAWMX AN UCMONb30BaHUSA
B MEAULMHCKOM u3genun gns npegnaraemMoro KAnMHUYecKoro npuMeHeHus.

CocTaB MaTepuanoB, MUCMNOMb3yeMblX MPU U3rOTOB/IEHUU, B OCHOBHOM HaxoguTcs MO KOHTPO/EM U3-
roToBUTENS 3TUX MaTepuanoB. [pyrne xapakTepucTMKM B OCHOBHOM onpegensiTcs TpeboBaHusmMu, npeab-
ABMIAEMbIMU K TOTOBOMY MeAULMHCKOMY MU3L4EeNnNto, a Takke npoueccamun ero U3rotoBsieHUsa, UCNOJIb3yeMbIMU
N3roToBUTENEM.

Vi
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M E X T OCVYAAPG CTUBETHH HBDB 1 CTAHOAPT

M3genua meguymHckmne
OUEHKA BUONOTMYECKOIO AENCTBUA MEOVULMHCKUX N3OENNN
YacTtb 19

NccnepoBaHve U3NKO-XUMUYECKUX, MOPEO/I0TMUYeckKnx
n Tonorpadguyecknx cBoiicTB MaTepuasioB

Medical devices. Biological evaluation of medical devices. Part 19.
Physico-chemical, morphological and topographical characterization of materials

Jata BBegeHna — 2025—03—01

1 O6nacTb NpUMeHeHus

HacToAwwmid cTtaHgapT pacnpocTtpaHseTcsa Ha meguuuHckue usgenua (MW) n matepwansl, npumeHsie-
Mble 0719 UX WU3TOTOB/IEHMA, U yCTaHaB/MBaeT MeToAbl MCcnefoBaHuin, npuMeHsemMble ANA naeHTudunkaumm
n onpegeneHns U3NKO-XMMUYECKNX, Mopdosiornyeckux n tonorpadunyecknx (PMT) cBoiCTB MaTepuanos
MW. CtaHpapT ycTaHaB/inBaeT MeTOAbl MccnefoBaHMs TOMbko Tex ®PMT-CBOWNCTB MaTepuanoB, KOTOpPble He-
06X04UMbI AN OLEeHKN 6UOI0rMyecKoro 4eiicTBusa 1 NnpefycMoTPEeHHOro npumeHeHnss MU (KNMHMYeckoro npu-
MEHEeHUs, 4NNTEeIbHOCTU UCNO/b30BaHUA), gaxe ecnvm atn PMT-cBolicTBa coBNagalT C KNMHNYECKOoW adhdek-
TUBHOCTbIO MU,

HacToAwwmiA ctaHgapT He pacnpocTpaHseTcs Ha NPOAYKTbl Aerpajauuy 1 He ycTaHaBiuBaeT mMeToabl
naeHTudrKaunmn, nx KOJIMYEeCTBEHHOTO onpefesieHnsa U OLEeHKN U3NKO-XMMUYECKUX CBOWCTB AerpajnpoBaH-
HbIX MaTepuasos, KoTopble npusefeHsbl B ISO 10993-9, ISO 10993-13, ISO 10993-14 n ISO 10993-15.

MeToabl nccnefoBaHuii XMmMmM4ecknx CBOMCTB matepuanos MU yctaHoBeHsbl B ISO 10993-18.

CraHpapTbl cepun ISO 10993 pacnpocTpaHalTca Ha MaTtepuansl 1 MU npsamoro n/uam onocpenoBaH-
HOro KOHTakTa.

2 HopmaTtuBHbIE CCbI/IKM

B HacToswem ctaHgapTe MCMnosib30BaHbl HOPMATMBHbIE CCbIJIKM Ha cnejylouwme ctaHgaptbl [Ansa gatm-
POBaHHLIX CCbIJIOK MPUMEHSIOT TO/IbKO yKadaHHOE M3gaHue CCbIJIOYHOTo cTaHgapTta, 4/19 HeAaTUPOBaHHbIX —
nocnegHee nsgaHue (Bknw4yas Bce U3MeHeHUs)]:

ISO 10993-1, Biological evaluation of medical devices — Part 1. Evaluation and testing within a risk
management process (OueHka 6M0N10rM4eckoro 4encTBua meamunHcknx nsgenuin. Yactoe 1. OueHka n uccne-
[OBaHVA B pamkax npouecca MeHegXMeHTa pucka)

ISO 10993-18, Biological evaluation of medical devices — Part 18: Chemical characterization of medical
device materials within a risk management process (OueHka 6MONOrMYECKOro AENCTBUA MEAULMHCKNX M3ge-
nuin. Yacte 18. ViccnepoBaHve XMMUYECKMX CBOWNCTB MaTepuasoB B pamMkax npouecca MeHegXMeHTa pucka)

M3gaHne opuuynanbHoe
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3 TepmMuHbI 1 onpeaeneHns

B HacToAwem ctaHgapTe npumeHeHbl TepMuHbl no ISO 10993-1, ISO 10993-18, a Takxe cnegyiouime
TEPMUHbI C COOTBETCTBYHOLWUMU ONpefesIEHNAMMN.

ISO u IEC nogaepxunBalT TepMUHONornyeckne 6asbl faHHbIX, UCNOMb3yeMble B LieNiaxX cTaHgapTusaumnm
no crnepywwmm agpecam:

- Onexktponeausa IEC: gpoctynHa no agpecy http://www.electropedia.org/;

- nnatchopma oHnaliH-npocmoTpa ISO: gocTynHa no agpecy http://www.iso.org/obp.

3.1 dm3MKO-XxMMUn4eckoe cBOWCTBO (physico-chemical): CBoiicTBO maTepuana, OTHOCsLEECS K €ro
PU3NYECKUM N XUMUYECKUM XapaKTePUCTUKAM.

3.2 mopdonormyeckoe cBoiictBo (morphological): CBolicTBO MaTepuana, oTHocsiLeecs K ero oopme,
KOHhurypaummn n MnMKpoCcTpykType (matepuasnos).

3.3 Tonorpadguyeckoe cBOMCTBO (topographical): CeolicTBO mMaTepuana, oTHocsiLeecs K 0CO6EHHO-
CTAM ero noBepxHOCTH.

4 OCHOBHbIEe MOJIOXEHUSA

OnpegeneHne ®MT-cBOICTB MaTepuasioB, W3 KOTOPbIX W3roToBAeHo MW, Hanpumep XUMUYECKUX
cgolictB (cm. ISO 10993-18), sABnsieTCcs HEOOXOA4MMbIM 3TanoM MNpU oueHke 6Guonormyeckoin 6e3onacHoCcTU
n KNnuHnyecko adpcpekTmBHocT MU. OnpepeneHne ®MT-cBoOiCTB martepmanos MW Takke mmeeT 3HavYeHue
ONA NPUHATUA pelleHnst 06 3KBMBANIEHTHOCTH:

a) BblOpaHHOro martepuana martepuasny, UCNosb3yeMoMy B KJMHUYECKN npuMeHsemom MU;

b) npoTtoTuna rotosomy MW;

c) matepmana wim MW nocne BHECEHUS U3MEHEHWI B npoueccbl 06paboTku n/Mnum U3roToBNEHUS;

d) TONbKO 4TO M3roTOBMAEHHOro MW u/unnm nocne NpoBeAEHUS YCKOPEHHbIX UCMbITAHUIA Ha cTapeHune n
COXpPaHAeMoCTb.

YcTaHOBNeHue B3auMocBsa3n ®MT-cBONCTB MaTepuasnoB, NPUMEHSIEMbIX A1 U3rotoBieHus MU, ¢ 6uo-
COBMECTUMOCTbIO U KNMHMYECKON 3dhdekTnBHOCTEIO MU sBNsieTcs pasBuBatoweincs ob6nacTbio Mccnegosa-
Huii. Mpyn 3TOM BbISIB/IEHbI CrieAylolme nNpuMepbl TakMx B3anMOCBA3ed:

- MCNO/SIb30BaHue NOpUCTbIX MaTepuasioB ¢ onpegeneHHoimMu ®MT-cBOWCTBaAMU 418 U3rOTOB/IEHUSA Op-
ToneAnYecKnx MMMNAaHTaToB cnocobcTByeT obpacTaHuio TKaHblo NOBepxXHOCTU MW v npuBOAMT K Nyywei WH-
Terpauum MU ¢ okpyXaluWwmnuMmmn TKaHAMU;

- UCMNO/SIb30BaHNE MaTPUKCOB U CETOK B Ka4ecCcTBE MMMMAHTaTOB C onpepesieHHbiMu ®MT-cBOcTBaMU
ONA NOBPEXAEHHbIX MATKMX U TBEPAbIX TKaHel cnocobCcTBYeT AONOMHUTENbHOW MHUAbTpaUnmn KneTok onpe-
LeneHHbIX TUNOB, YTO YCKOPSAET NpoLecchl 3axusneHuns (cm. [49]);

- MOBEPXHOCTU MaTepuanoB C onpepesieHHbIMU ®MT-cBOWCTBAMU, WCMNOb3YEMbIX AN U3rOTOB/IEHUSA
KaTeTepoB, BAMAIOT Ha agresnto b6aktepuii n agcopbunio 6€1KOB Ha BHYTPEHHEW M BHELWHEN MOBEPXHOCTAX,
BC/IEACTBUE YEro MOXET NPoM30inTn MHULMpoBaHMe nan 3aKynopka katetepa,;

- U3MEeHeHue MuKpoTonorpadgum noBepxHoctn MW, Hanpumep HaHeceHwe MuKpouapanuH WM APYroro
MuKpopernbeda, okasbiBaeT BAUAHME HA afre3vio 1 HanpasieHne ABMKEHUA KNeToK onpenesieHHbIX TUMoB Ha
3TOW noBepxHOCTU (cMm. [42] n [45]);

- MexaHW4Yeckne CBOWCTBa HEKOTOpPbiIx MW, Hanpumep opToneanyeckux UMNAaHTaToB WAN COCYAUCTbIX
NpoTe30B, MOTYT Bbi3blBaTb OTBETHYI0O GMO/IOTMYECKYID peakuunio TKaHel, HanpuMmep M3MeHeHne nx mopdono-
TMYecKux CBOICTB;

- ®MT-cBoiicTBa (B 4acTu MOpPOOrMyeckux u Tonorpauyecknx) NOBEPXHOCTM MaTepuana U3MeHs-
I0TCA Nocne N3MeHeHUs TeXHOI0TMYecKoro npouecca usrotosneHns MU.

MpumeuvaHue — CneayeT yuuTbiBaTh, U4TO hOpMa U reomMeTpuyeckue pasmepbl M/ U UX KOMNOHEHTOB MOryT
OKa3biBaTb B/MsHME Ha Guosoruyeckne ceoiicTBa M. Hanpumep, OTHOLLEHME NJIOW@An NMOBEPXHOCTU K 06bemy, Tos-
WMHbI U POPMbI MO OTHOLLEHWUIO K MOTOKY KPOBW. VHGopMauusi 0 KOHKPEeTHbIX MW npeacTaBfieHa B COOTBETCTBYHOLLMX
cTaHaapTax.

HacTosiwuii ctTaHgapT COAEPXUT Npumepbl ¢ onncaHmem ®MT-CBONCTB mMaTepuanoB MU MeTo40B WX UC-
cnepfoBaHuii, UCNOMb3YyEMbIX ANA onpefenieHnsn xapakrepuctuk M.

M3rotoButenn MW posmxkHbl BbibpaTh PMT-cBoOlicTBA MarepvanoB M MeToAbl UX onpefeneHus un o6o-
CHOBaTb cAeslaHHbIin BbI6Op. N3roToBuTenn MU fomxHblI 3a40KyMeHTUPOBaTb Bce BbibpaHHble PMT-cBONCTBA
MW, nx KOMMOHEHTOB 1M MaTepnanosB, COOTBETCTBYOLWNE KIUHUYECKOMY NpuMeHeHuto MU.
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Mony4yeHHble pesynbTaTbl oueHkn ®MT-CBOWCTB MaTtepuanoB [LO/KHbl YyUYMTbiBaTb KaTeropuw u gnu-
TENIbHOCTb K/IMHUYECKOTro NMPMMEHEHNS, a Takke OblTb MPUrogHbiMyU ANs UccregoBaHnini 6uonornyeckon 6es-
onacHoctn MWN. ®MT-cBoiicTBa AO0/IKHbI TakKKe OTpaxaTb TUM MaTepuana M ero u3myeckoe COCTOsIHME,
Hanpumep TBepAoe Tesno, XWAKOCTb, re/fib, KOMNO3UT UNM Matepuan 6MosIOTMYEecKOro NpoucxoxaeHus. Ons
oueHkn ®MT-cBONCTB MaTepuanos, Kak npasuno, TpebyeTcs B3aMMogeincTBue cneynannuctoB B o6nactu ma-
TepuanoBefeHNs, aHaNIUTUKOB 1 9KCNEPTOB MO OLLEHKE pucKa.

5 Tpouenypa onpegeneHnsa Prsnko-xMMmnMyecknx, Moptosiornyeckmx
1 Tonorpacunyeckmnx cBomcTB matepuasnios/MA

5.1 O6ume NonoxeHus

Bbl6op aHaNUTUYECKUX MEeTO[O0B C/efyeT OCYLECTBNATL TakuM 06pa3oM, UTo6bl MOsyyeHHble pesy/ib-
Tatbl 6bIAM NPUrOAHbLI ANS OUeHkM ®MT-cBoicTB MaTepuanos. MNepen Tem kak paspabaTbiBaTb HOBble METO-
[bl, HE06X0ANMO paccMoTpPeTb AeNCTBYOLWME CTaHA4apThl, MOHOrpaduu, HayyHble cTaTby U ApYrre UCTOYHUKM
Hay4yHoii MHGOpMaLMM MO COOTBETCTBYIOLLE TemMaTuke Ha npeaMeT BbiABMEHUA CYLWECTBYWOLUNX MeToAo0B
nsMepeHnii. Metoapl, NpUBeAEHHbIE B UCTOUYHMKAX HAy4YHOW MHGPOPMaLMU, AOMKHbLI GbiTb COOTBETCTBYIOLIUM
o6pasomM afjanTMpoBaHbl UM BaMaMpoBaHbl Nepes WMCnosib3oBaHMeM. Ecnn cyuwecTByllmne MeToabl He npu-
MEeHWMbI, TO HE06X0ANMO MPOBECTU pPa3paboTKy HOBbIX METOAOB.

HoBble aHanMTUYeckne MeTodbl AO/IKHbI 6biTb BasMAMPOBaHbl, 060CHOBAHbLI U BK/OYEHbI B OTYET 06
nccrnefoBaHUM B COOTBETCTBUM C pasfenamu 6 u 7. Banugauma aHaAUTUYeCKOro metoja — 3TO Mpouecc
YCTaAHOB/IEHUA MPUrOAHOCTM aHa/IMTUYECKOro MeToda A/ MCCNefoBaHusl KOHKpeTHoro matepuana/MU. Ons
NPOBEPKM MPUTOAHOCTM MeTofa WUAn o6opyaoBaHusA AN UCC/efoBaHUsS KOHKpPeTHoro martepuana/MU gony-
CKaeTcsl NPUMEHSTL COOTBETCTBYHOLNE MATepuasbl/MOBEPXHOCTU U/UMIN TeCT-CUCTEeMbI, o6ecneynBalroLLme Ha-
LEXHOCTb MoJlyyaeMblX pe3y/bTaToB.

Ha kaxpgom atane onpegeneHns ®MT-cBoiicTB MaTtepuasnoB cnegyeT NpMHUMaTb pelleHne o 40CTaTou-
HOCTM MOJIYYEHHbIX AAaHHbIX B KAUecTBe OCHOBbI A/ aHanu3a pUckoB. [JaHHOI npoueaype NoABepratT Kax-
Ablii MaTepuan B TOM BuUAe, B KAKOM OH NpefcTaB/ieH B rotoBoM MU,

MpumMeyaHune — loOCTaBLVMK MOXET PEKOMEHAOBATL WUCMO/Ib30BAHNE COOTBETCTBYHOLLUMX aHA/UTUYECKUX Me-
TOAOoB. MpU OTCYTCTBUM KaKUX-IMG0 AaHHbIX 0 ®MT-CBOWCTBaX MaTepuasioB BbIGOP COOTBETCTBYHOLMX aHA/IUTUYECKKX
METOA0B MOXET GbIThb C/le/laH Ha OCHOBE aHa/n3a Hay4HbIX JaHHbIX.

5.2 KauyecTBeHHas oueHka

CHavana onwucbiBatloT matepnan/MW un ero npegnonaraemoe HasdHayeHue. PekoMeHayeTCcsA 3a[0KyMeH-
TMpPOBaTb KayeCTBEHHble gaHHble 0 PMT-cBolicTBax marepuasioB A1 OLEHKM 6MOoNornyeckoro gencTeus
rotoeoro MW, BkA4Yas (U3NKO-XMMUYECKME CBOMCTBA Kaxaoro martepuana, ucnosnbyemoro B MU (cm.
ISO 10993-1:2018, pasgen 4). O6bem npepocTaBAAeMblX KAYECTBEHHbIX AaHHbIX AO/IKEH OTpaxaTb KaTero-
puto M/ no cTeneHn MHBA3MBHOCTW W NMPOAO/DKUTENIBHOCTU K/IMHUYECKOrO NPUMEHEHNWS, a Takke CBOMCTBa U
KaTeropuito MHBa3MBHOCTU WCNOJIb3yeMbIX MaTtepunasioB. KauyecTBeHHble faHHble MU [OMXHbI BKAOYaTb Noj-
pPo6HY MHOopMaunio 0 NapTumn, NoCTaBLLUKE/M3roTOBUTENE N XapaKTepucThKax Kaxaoro marepuana.

N3rotoButenn MW Ao/MKHbI UMETb KayeCTBEHHbIe faHHble 0 XxapakTepucTukax marepuanos, npumeHse-
MbIX B rOTOBOM MW. Takne flaHHble MOTYyT 6bITb MOJIyYeHbl OT U3roTOBUTENE MaTepuasnos, U3 UCTOYHNKOB Ha-
Y4YHOIi UHopMauun 1 nNo pesynbTataM LONOMHUTENIbHbIX nccnegosaHuii. ®MT-cBolicTBa Marepuanos LOJIXK-
Hbl COOTBETCTBOBATb AEWCTBYOWMM CTaHAapTam uamn 6biTb ykasaHbl UX U3rotoeuTenemM. Ha HavyasnbHOM 3Tane
Heo6Xxo4MMO MONYUYUTb KaK MOXHO 60/iblle flaHHbIX, YTOObI OLLEHUTL BO3MOXHblE ONAacHOCTU (MOTEeHUNaNbHbIe
puckn), NPUro4HOCTb M NpeMMmylecTsa npumeHeHns B MW gaHHoro matepuana. 3Tn gaHHble 6yayT YyTOYHEHbI
no mepe MnoalyyeHus AONOMHUTENbHOW MHopMauuu B npouecce paspaboTkm MW. CnepyeTt yumTbiBaTb, YTO
dMT-cBoiicTBa maTtepunanoB 6yayT MeHATbCSA B npouecce usrotosneHnsa MW. Noatomy HeobxoamMmo onpege-
nate ®MT-cBoiicTBa MaTepuasioB B cocTaBe rotosoro M.

5.3 OKkBMBaNIeHTHOCTbL Marepuana

B pamkax OLEHKM MpUrofHOCTU MaTtepuana crefyeT NPOBECTW CPaBHUTENbHLIN aHanu3 ero ®MT-
CBOWCTB, 4YTO6ObLI OnNpefenuTb, 3KBMBASIEHTEH M 3TOT Martepuasn maTepuany, ucnosbayemomy B MW mnnu npo-
TOTMNE C TakMM Xe K/IMHWYECKMM NPUMEHEHUEM U TeMMW Xe npoleccamum NpPoM3BOACTBA W CTepuamnsauuu,
Hanpumep noaTBepAnTL 6e3onacHoe n ahpekTUBHOE UCMONb30BaHWe MaTepuanos B MU, npegHasHauyeHHOM
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AnAa KOHTaKTa C HeI'IOBpe)K,EI,eHHOVI KoXei. B NpUNoXeHnn A npueeneHbl A4ONOJ/IHUTE/IbHbIE pekoMeHgaunum no
oLeHKe 3KBMBa/NEHTHOCTU MaTepunanos.

MpumeyaHune — 1A NOATBEPXKAEHUS SKBUBa&/IEHTHOCTU HaHOMaTepuanoB cM. Takke ISO/TR 10993-22. fo-
NosIHUTENbHAA MHopMauma 0 NOATBEPXKAEHUM 3KBMBA/IEHTHOCTU Matepuanos/MU npueefeHa B I1ISO 10993-18:2020,
npunoxexue C.

Ecnn KauyecTBEHHbIX AaHHbIX O XapakKTepucTukax maTtepuana HefoCTaTOYHO A/t 3aBEpLEeHUs OLeHKu
€ro NpurogHoCcT ANsi NPUMEHEHUss B KOHKPeTHOM MW, To cneayeT onpefennTb 1 3a40KyMeHTMpoBaTb Kosnye-
CTBEHHbIE AaHHble 0 XxapakTepucTukax matepuana v OLeHUTb ero NPUrogHOCTb U PUCKN NPUMEHEHNS.

5.4 KosmyecTBeHHas oLeHKa

YacTblo oueHkn 6uonormyeckoro gelictemsa MU aBnseTcs nonyvyeHue [OCTATOUYHbIX KOMMYECTBEHHbIX
OaHHbIX onpejesnieHna NpurogHOCTU UCMNOIb30BaHUSA BCeX MaTepuanos Mo npefycMOTPEHHOMY Ha3HayYeHuto
B rotoBOM MW. 3TN KO/NMYEeCTBEHHble AaHHble PeKOMeHyeTCA COMOCTaBUTb C COOTBETCTBYHOLMMUN AaHHbI-
MU mMatepuanos u/unu rotoBbix MU, 6e3onacHoCTb M 3P EKTUBHOCTb UCNOMb30BAHUA KOTOPbIX KANHUYECKN
ycTaHoBsieHa. Takke pekoMeHAyeTCs COMOCTaBUTb KOJIMYECTBEHHbIE flaHHble CAaHHbIMMW, MOJIYYEHHbIMU ANA
maTtepuanos wau MW, HenpurogHblX ANA AAHHOTO MCMNO/b30BaHMA. [MofHas oueHka 6KMoN0rMyeckoro Aeii-
cTBUA MW He siBNsieTcA NpegMeTOM HacTosLWero craHgapTa, AN8 NpoBeAEeHUs KOTOpOoi TpebylTcs AaHHble,
Nnosly4eHHble B COOTBETCTBUU C ApYyrMmMn ctaHgaptamu cepum ISO 10993 n ISO 14971.

6 XapakTepucTuku, oTHocAwmeca K PMT-cBoncTBam MaTepunasnios/MU,
U MeToabl UX onpeaesnieHns

B pasgene 5 npusBefeHbl pekomeHauun MO NONYYEHUIO KAYEeCTBEHHbIX U KONIMYECTBEHHbIX LaHHbIX O
dMT-cBoiicTBax matepuanos/MN npu oueHke nx npurogHoctu/pucka. B tabnuue 1 nepeyncneHbl TUNUYHbIE
XapaKkTepucTukn, oTHocswmeca kK ®MT-cBoiicTBam MaTepuanoB, KOTOpble, Kak MpaBwusio, OLEHWBAKT npu
onpefeneHnn xapakTepucTuk MatepuanoB, KOMMOHEHTOB uanm MW. B 3aBUCMMOCTM OT cocTaBa MaTepuana
peKkoMeHayeTCcs NPOBECTU OUEHKY AOMOJSIHUTESIbHbIX XapaKTepucTuk, oTHocawmxcs kK PMT-cBoiicTBaM, KOTO-
pble nepeuyncneHbl B Tabnuue 2. JonoNHUTENbHbIE CBEAEHUA C MPpUMEpPaMn MeTOA0B U MCTOYHMKOB MHOP-
Mauun, NCNoNb3yeMbliX O/1 ONpeAeNeHns XxapakTepucTuk, oTHocawmuxca Kk PMT-ceolicTBam maTepuanos/MU,
npusefeHbl B Tabnuuax A.2 n A.3.

Bbibop ®MT-cBOWCTB Martepuana ANs WCCNeAoBaHWiA OO/DKEH OCHOBbLIBATbCA Ha XapakTepucTukax
MaTepuana nmnum koHeyHoro MW. CnepgyeT yuuTbiBaTb, UTO U3-3a pa3Hoobpasua MW He Bce uaeHTUdUumpo-
BaHHble CBOlCTBa Martepuana noAxoAsaT AN ero NPUMEHEHUs BO BCex/HekoTopbix MW. B coOTBETCTBUU C
ISO 10993-1:2018, nyHKT 6.2, 06bem ®MT-cBOICTB A4/19 OLEHKM 6Monornyeckoro gelicteus MU onpegenstoT
B 3aBUCMMOCTW OT €r0 WHBA3WBHOCTWU W MPOAO/HKUTENBHOCTU KAWHUYECKOTO BO3AEWCTBUA NPU KIUHUYECKOM
npYMeHeHuN.

AHanuTUK U cneunanucT B obnactn martepuanoBefeHUs B NpoLecce KOHCynbTauuii ¢ 3KCnepToMm no
OLEHKe MpPUrogHoCTU MaTepuana (OLEHKe pucKa) JOMKHbI onpefennTb, kakne ®MT-cBoONCTBa CyL,eCTBEHHbI
ONA OUEeHKW Bnonormyeckoro gencTeua martepuana nam MW. Mpu npoBefeHUN nccnefoBaHnin foNMXHbl ObiTh
nony4yeHbl gaHHble Bcex PMT-CBOWCTB, ABNAKLWMUXCA CYLW,ECTBEHHbIMN.

MpumeyaHne 1— lMpu nccnefoBaHUM NPUPOLHBLIX MakpOMOJIEKy/l Ha NepBoM aTane HeobXoAMMO MAEHTUN-
LMpOBaTh MCXOAHbIA NCTOYHUK (BUA) v nopogy/wtamM. CtaHaapTbl cepun ISO 22442 yctaHaBnmBatoT TpeboBaHusa 6e30-
MacHOCTY MPW UCMOJb30BaHNN TKAHE! XMBOTHOTO NMPOUCXOXAEHUST 1 X MPOU3BOAHbLIX Npy M3rotosrieHnn MU. B EN 455-3

npuBefeHbl PEKOMEHAALMM M0 OLIEHKE PUCKOB, CBA3AHHbIX C OCTATOUYHLIM COAEePXaHWeM Gesika B naTekce U HaTypasibHOM
Kayuyke.
K npupoAHbIM MakpoMosiekynam, UcnosibdyembiM B MW, OTHOCAT Gefiku, F/IMKONPOTEeUHbl, NosmMcaxapu-
[bl 1 KepaMmuky. MpumepamMy Taknux COeiMHEHWIA SBASIOTCA: XelaTuH, KOMlareH, 31acTuH, ubpuH, anb6yMuH,
anbrMHaT, Lensnonosa, renapuH, XnuTo3aH, nepepaboTaHHble KOCTU, Kopassbl U HaTypasbHbIl kayuyk. Bce atu
matepuasnbl MOryT 6biTb B Pa3/IMyHOi cTeneHn nepepadoTaHbl, OUMLLEHbI YU MOANMULUPOBAHbI.
MpumeuvaHne 2 — [N MHOTMX U3 3TUX MaTepuasioB MOATOTOB/EHbI (dapMakoneiiHble cTaTbW, KOMUTET

ASTM FO4 no mMeauuMHCKMM W XMPYPrMyeckum mMatepuanam v U3genmsim onybsnkoBas COOTBETCTBYHOLWIME CTaHAapTbl
(cm. 6ubnmorpacmio).
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Ta6nunya 1— TuUnnuHble XapakTepUCTUKK, OTHocsALmecs K PMT-cBoiicTBaM MartepuasioB, BK/OYast MOAMMEpbI, Me-
Ta/ibl, Cr1aBbl, KEPaMUKy U NPUPOAHBLIE MaKPOMOSIEKY b

XapakTepucruka

dopma 1 koHdUrypaums

Mopchonoruyeckoe CBOCTBO

Tonorpadueckoe CBOWCTBO

XVMUYECKMIA COCTaB NOBEPXHOCTY

OHepreTnyeckune CBOWiCTBa noeepx-
HOCTW

MpegmeT oueHkn
Pa3mepbl 1 hopma COOTBETCTBYHLLEIO MaTepuasia, KOMNoHeHTa nin MA

daza (Kpuctanamyeckasi, amopdHasi, MHOXECTBEHHbIE hasbl), MUKPO/MaKpo-
CTPYKTYypa, TBEPAOCTL/MATKOCTb NOBEPXHOCTEA

LLlepoxoBaToCcTb/r1afKocTb, BKIOYAs BbIEMKW, KaHaBKW, HEPOBHOCTW MOBEPX-
HOCTU («XOSIMbI», «A0/IUHbI»)

XMMMYeckuii coctaB NOBEPXHOCTHU, ee FOMOFeHHOCTb/FETEPOFEHHOCTb n cono-
CTaBMMOCTb C 06 EMOM BCET0 XMMMUYECKOrO CocTaBa Martepuana

rapohunbHOCTL/IMAPOOBHOCTL, TEMMEPATYPA, NOBEPXHOCTHBIA NOTEHUMa

Tabnunya 2— [JONoAHUTENbHbIE XapakTEPUCTUKM, OTHOCsWMeca K PMT-cBoiicTBaM MaTepuasia B 3aBUCMMOCTY OT ero

COoCTaBa

XapakrepucTuka

MopucTocTb

HabyxaHue

Ab6pa3snBHasi CTOIKOCTb
YacTtuubl

B3anmopeiicTBue ¢ 6GMONOTNYECKNU-
MW CTPYKTypamm

MpegmeT oueHkn

CpeaHwii auameTp nop, AvanasoH/pacrnpeenieHrie nop no AMaMeTpam, o6Lmii
06GbEM MOP, VX B3AVMOCBSI3aHHOCTb

ABcopbLUVsi BOAbl UM PacTBOPUTESS, U3MEHEHUs pa3MepoB U hopMbl, U30-
TPOMNUSI UM aHU30TPONUS HaByxaHus, AeddopMaLvsi NOBEPXHOCTH, YBEIMUYEHNE
Macchbl

CTabunbHoCcTb 06paboTaHHO NOBEPXHOCTM, NMOBEPXHOCTHOE TPEHME

OnpefeneHne XMMUYECKNX XapakTepUCTUK/CBOWCTB, pa3mMepbl, pacnpegesne-
HVe no pasmepam, 3P-chopma

Aacopbuuns n gecopbumnsa 6enkos, NpUKpensieHne 1 oTKpenseHne KIeTok

7 OtyeT 06 nccnegoBaHUN

B oTueTe 06 uccnefoBaHUy Jo/MKHA ObiTh YETKO yKasaHa Lefb onpegesieHns ®MT-cBOWCTB U, npu He-

06X0ANMOCTU, yKa3aHo crefytoLlee:

a) onucaHve maTtepuanos ¥ rotoBbix MU, a Takke UX UAEHTUUKALNOHHbIE AAHHbIE;

b) MeToabl U3MepEeHWiA, ncnonb3yeMble ansa onpegenedns ®MT-ceolicTB matepuanos/MU;

C) MONyYeHHble KONIMYECTBEHHbIE AaHHbIE;

d) nonyyeHHble KayeCTBEHHbIE [JaHHbIE.

[na Tex o6nacTein npyMeHeHus, ANA KOTOPbIX CTaHA4apTbl He pa3paboTaHbl, NO/lyYeHHble KayeCTBEHHbIe
N KONTMYeCcTBEHHble AaHHble PMT-cBoNCTB MaTeprnanos/MW cobupalT n 4OKYMEHTUPYIOT B MHDOPMaLMOHHbIX
uenax. 3TN faHHble HeobXoAuMbl A1 OTCNEeXUBaHUA HenpeaBUAEHHbIX MO60YHbIX 3P eKToB, CBA3AHHbLIX C
He3HaunTesNibHbIMA U3MEHEHWSMU B mMaTepuanax, npouecce npou3soAcTsa WM uameHeHun ®MT-CBOICTB.
3TN AaHHble MOryT 6biTb MCNOMb30BaHbl B AafibHelweM nNpu pa3paboTke COOTBETCTBYHOLWMX CTAHAAPTOB.
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MpunoxeHue A
(cnpaBo4yHOE)

PekomeHgauMm No NoATBEPXAEHNI0 3KBUBA/IEHTHOCTU MaTepuana

B 5.3 yka3zaHo, 4To gaHHble 0 PMT-CBOCTBaX MaTepmasia UCMOb3YHT 415 OLEHKN pUCKa NpY NPUHATAN peLleHnst
06 3KBMBa/IEHTHOCTW Npea/iaraemMoro marepvana marepuasty, KOTopblii NPUMEHSIOT B KIIMHUYECKOR NpakTKe Wan B roTo-
BOM MW aHa/10rMyHOro HasHaueHus. KnouyeBbiM NPUHLMNOM A5 AaHHOTO 3ak/1H4YEHUA ABNAETCA MOATBEPXKAEHVE TOro,
YTO CBOWCTBa HOBOro MaTtepuana/M cooTBeTCTBYIOT TPEGOBaHUSAAM GMOMOTMYECKON 6€30MacHOCTU W KIIMHUYECKOro npu-
MEHEHMS 1 9KBUBA/IEHTHbI @HaIOrMYHbIM CBOMCTBAM K/IMHUYECKU NpUMeHsieMoro matepuana/MU. Huxe npusegeHsl npu-
Mepbl KpUTEPUEB MOATBEPXKAEHUA SKBUBAIEHTHOCTM MaTtepuania/MW, KOTopble pekOMeHAYeTCS MPUMEHSTL MPU OLEHKe
61oN0rMYecKoro AencTemsa B COOTBETCTBUM C pasfenamn 4 n 5:

- npepgnaraemMblit MaTepuast um rotosoe M COOTBETCTBYIOT AelCTBYIOLMM CTaHgapTam Mo crnocoby npyMeHeHus,
O/IMTENBHOCTM KOHTaKTa Y MHBA3WBHOCTY;

- npegnaraemMblii Matepvan uam rotosoe MV ycnewHo NpoLv UcnbiTaHus npu 6onee NHBa3vBHOM BO3AEWCTBUM,
yem TO, Npy KOTOopom maTepuan/MW ByaeTt NpUMEHSTLCS;

- npegnaraemMblii Mmatepuan wm rotosoe MM 06n1afaroT cBoiicTBamu, GIM3KMMMK K CBOWCTBaM COOTBETCTBYHOLLETNO
K/IMHWYECKN NPYMEHAEMOro marepuana unm rotosoro M.

B tabnuue Al npueefeHbl MOJHblE M COKpaLLEHHbIEe HAVMEHOBaHUA aHaUIMTUYECKMX METOA0B WM3MEpPEHWN, KOTo-
pble MCcnonb3oBaHbl B Tabnmuyax A.2 n A.3. B Tabnmyax A.2 n A.3 npvBeAeHbl NPUMEpPbI XapakTePUCTUK, OTHOCSLLMXCS
K ®MT-cBoiicTBam maTepuanios/M/, METOAOB M3MEpPEHWI, NPUrOAHbIX 471 UX ONpefeneHnst Y HOBbIX MarepuasioB um
MW, B LOMOSIHEHUE K KPUTEPWSAM MOATBEPXAEHUA 3KBMBASIEHTHOCTMW. [NpuMepbl, NpuBefeHHble B Tabnuuax, He cnegyet
paccmaTpuBarth Kak ucuepnbisaowye. Hekotopble METOAbl U3MeEpPEHUA, NpUMeHsieMble AN oueHkn PMT-cBolicTB (Hanpu-
Mep, onpejenieHne XMMUYECKMX XapakTepuCTUK YacTuL) maTepuanos, NPUBEAEHHBLIX B HACTOALEM MPWIOKEHWUMN, MOTYT
6bITb NPYMEHUMbI A/151 ONPEAENEHNST XMMNYECKUX CBOMCTB MaTeprasioB B cooTBeTcTBuUM ¢ ISO 10993-18 (cm. 1ISO 10993-
18:2020, npunoxeHue C, A8 AONOMHUTENBHON MHhopMaUMKn Mo NOATBEPXKAEHMIO 3KBUBAJIEHTHOCTM MaTepuana).

Tabnu ua Al — lNosHble 1 coKpalleHHble HaMMEHOBaHUSA aHaUIMTUYECKUX METOL0B M3MepeHVIVI

F?a(:/lKh/FI]ea:éeBHaT-l?/lee MonHoe HanmeHoBaHne
MeTog B3T MeTog BpyHayapa, dmmeTa 1 Tennepa (MeTof n3mepeHuii NOpuUcToCTv 1 yaesbHON naowaan
NMOBEPXHOCTM)
KACM KoHthokanbHas nasepHas ckaHupyroLaa MUKPOCKOMUSA
OMTA [vHamnyecknii MexaHWYeckuii TepMUYECKUn aHaIn3
ACK [ndhhepeHumanbHO-CkaHpyoLLasa KoopumMeTpus
33MA DNEeKTPOHHO-30HA0BbLI MUKpOoaHan3
PCP PaBHOBecHOe copepxaHune pacTeoputenst (M3mMmepeHne NopucTocTy)
3CXA ONEeKTPOHHAasA CMEeKTPOCKONUA A1 XMMUYECKOro aHasm3a
PCB PaBHOBeCHOe cofepxaHue Bofbl (M3MepeHue NopucTocTn)
PAM-3PC PacTpoBas 3/M1eKTPOHHasA MUKPOCKOMUA — 3HEProAMCrepCUoHHas PEHTTEHOBCKas CMeKTpo-

ckonus
VK-cnekTpockonusa VHpakpacHasn crnekTpockonus

OnTuuyeckasi MUKPOCKOMNWsI, BK/IOYash NOMSIPU3ALMOHHYI MUKPOCKOMUIO 1 (ha30BO-KOHTpaCT-

oM
HYI0 MUKPOCKOMUIO

KMB B3selumBaHMe Ha KBapLEeBbIX MUKpoOBecax (Wn gpyrne Metofbl MUKPOB3BELLMBAHNSA)

PaM PacTtpoBasi aneKkTpoHHasas MUKPOCKOMNUs

C3M CkaHupyloLiaa 30H40Bass MUKPOCKONUA (BK/IHOYaa Tomnorpadivyeckyto Heo4HOPOAHOCTL U dha-
30Bblil KOHTPACT)

nre MOBEPXHOCTHBIA NAA3MOHHbI PE30HaHC

nam lMpoceeuunBaloLLas 3NeKTPOHHAA MUKPOCKONUA



OkoHuyaHve Tabnuupl A. 1

CokpallieHHoe
HaumeHoBaHune

TMA

BM/BUMC
(TOF-SIMS)
MCBU-BIT

P®3C

TepmomexaHqueCKMVl aHa/n3

Macc-cnekTpomMeTpus BTOPUYHBLIX MOHOB MO BPEMeHW nposieTta

MonHoe HaumeHoBaHue

PeHTreHoBckas C*)OTOSI'IEKTpOHHaﬂ cnekTpockonua

FOCT ISO/TS 10993-19—2024

Tabnuua A2 — TunnyHble XxapakTepucTukun, oTHocswwmecs Kk ®MT-ceolicTBam matepuanos MW, meTogbl nsmepeHuii
N CTaHdapThI/[OKYMEHTbI

XapakTepucTrka

KoHdmrypaumss  u
dhopma

Mopdronorunyeckoe
CBOWCTBO

Tonorpagmyeckoe
CBOICTBO

XumMmmueckuii co-
CTaB NOBEPXHOCTU

MpeameT oueHkn

Pa3mepbl 1 hopMa COOTBETCTBY-
lolLiero Matepuana

daza (kpuctannmyeckas, amopg-
Hasl, MHOXeCTBeHHble hasbl),
TBEPAOCTL/MATKOCTb MOBEPXHOC-
Ten

LLlepoxoBaToCTb/rNagkocTb,
BK/IOYAs BblIEMKU, KaHaBKW, He-
POBHOCTUN MOBEPXHOCTU («XO/-
Mbl», «A0MNHbI»)

XuMunyeckuii cocTtaB NOoBEPXHO-
CTn, ee FOMOFEHHOCTb/reTepOFeH-
HOCTb W CONOCTaBUMOCTb C 06be-
MOM BCEro XMMmn4yeckoro coctaBa
Martepunana

Mpumepbl MeToA0B (He
McyepnbiBatoLme um
IKCK/TIO3UBHbIE)

oM
PaM
oM
PaM

MeToapl Ha ocHoBe Andh-
pakuMy  PEHTreHOBCKOro
n3yyeHus

NaMm
C3M
JICK
OMTA

YnbTpa3ByKOBble METOAbI
P3M

MpodhunomeTpus

C3M

Tpubonoruyeckme
meTogpbl

VIK-cnekTpockonus
P3M-34PC
P®3C/OCXA

CnekTpockonusi  KoM6u-
HALVOHHOrO  paccesiHust
cBeTa

MCBW-BI
33MA

KauecTBeHHbIl

X X X X X

X X X X X X X X X

X X X X

x

KonunuecTBeHHbI

X X X X X

X X X X X

x

CraHgapt um
[OKYMEHT

ASTM F 754 [36]

Hasegawa and
Hashimoto [54]
Kajiyama et al. [57]
Kajiyama et al. [58]
Kumaki et al. [62]

1SO 3274
1SO 4287

ISO 4288
ISO 5436-1
ISO 5436-2
ISO 12179
ISO 13565-1
ISO 13565-2
ISO 13565-3
ISO 16610-21
ISO 18754
ISO 18757
EN 623-4 [42]

Alaerts et al. [47]
Ikada [56]

Senshu et al. [65]
Senshu et al. [74]
Senshu et al. [75]
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OkoHuyaHve Tabnuubl A.2

Mpumepbl METOAOB (He
XapakTepuctuka MpeaMeT OueHKU “cuepnbiBatoLe um
3KCK/O3UBHbIE)

CraHgapt um
[OKYyMEHT

KauyecTBEeHHbIi
KonunuecTBeHHbIi

x

SHepreTnyeckme FmapodmnbHocT/rgpocobHOCTs,  MeTog, n3mepeHus X EN 828 [44]

CBOWiCTBa MoBeEpPX- TemnepaTtypa,  MOBEPXHOCTHbI  KOHTAKTHOrO yrna Jenney and Ander-

HOCTU noTeHuman son [56]
Kishida et al. [59]
MacDonald etal. [64]
Niikura et al. [68]
Quirk et al. [70]
Senshu et al. [71]
Senshu et al. [73]
Tamada et al. [75]
Wagner et al. [76]
Weber et al. [78]

Tabnunya A3 — [ononHUTeNbHbIE XapakTePUCTMKK, OTHocsAwmecs K PMT-ceoilcTBam MatepuanoB MW, meToabl m3-
MEPEHWn N CTaHAAPTbI/4OKYMEHTbI

= 3
) X
Mpumepbl MeTog0B E F
n3mepeHuii (He Q @ CtaHgapT unm
Xapakrepuctuka lMpegmeT oueHkn McuepnbIBaloLMe NN g g OKyMEHT
3KCKI’HO3VIBHbIe) ? §
3] g
x o
x
MopuctocTb CpepgHuin gnameTtp nop, Avana- OM X X  ASTM F 1854 [37]
30H/pacnpegeneHvue nop no gua- PaM ISO 18754 [28]
MeTpaMm, ObLMA 06BLEM MOP M UX X X IS0 18757 [29]
B3aMMOCBA3aHHOCTb C3M X X
Metog B3T no agcopb6- — X
umn rasa
PTyTHas nopomeTtpus — X
lenveBas NUKHOMETPUSA X —
HabyxaHve Ab6copbuma Boabl wim pactso- OM X X 1SO 17190-5 [26]
puTens, U3MeHeHus pasmMepoB U P3M Moskala and Jones
oopMbl, M30TPONUS WM  aHKU30- X X [65]
Tponus HaGyxaHnsi, AedopMaLMs  Ananus n306pakeHuii X X
NOBEPXHOCTK, YBENIMYEHNE MacChl
PCB X X
PCP X X
TMA X X
KMB X X
Ab6pa3snBHas C1abunbHOCTbL ob6paboTaHHo  WK-cnekTpockonusi X — ASTM D 968 [30]
CTOIKOCTb NoBepxXHOCTU, NoBEepPXHOCTHOE ASTM D 1044 [31]
TpeHve ASTM D 1894 [32]

ASTM D 4060 [33]
ASTM F 732 [34]
ASTM F 735 [35]
ASTM F 1978 [39]
ASTM G 174 [41]



OkoHuaHve Tabnuupl A.3

XapaktepucTtuka

Abpa3snsHas
CTOIKOCTb

YacTtuubl

B3aumopelicteue
¢ 6uonornyeckuMm
CTpYKTYpamu

MpegmeT oueHkn

OnpegeneHve XWMUYECKUX Xa-
paKkTepuCTVK/CBOICTB, pasmepsl,
pacnpegeneHne no pasmepam,
3P-thopmaa

Apcopbumnsa n gecopbuma 6enkos,
npuvKpenaeHMe W OTKpensieHue
KeToK

FOCT ISO/TS 10993-19—2024

Mpumepbl meTon0B
n3mepeHuii (He
ncuepnsiBaoLne um
9KCK/I03UBHbIE)

OnpepeneHve  notepu
06bemMa, U3MepeHue TeH-
30/1aT4VKOM

Onpegenetve K0ah-
dmmeHTa OpUKLAN

PaM

oM

P3M-34PC

AHann3 n3obpaxeHuin

Oncbpakyms
n3nyyeHns

nasepHoro

MeTton,  dounbTpoBaHus/
npocenBaHus

MeTof Ha OCHOBe AuHa-
MUYECKOr0  paccesiHusi
cBeTa

oM

KMB

nne

KNCM

Buoxummueckuii aHanus

MeTop,
npoo6bI

pasMoyMMYHO-

P®3C

a [insa oueHkn ®MT-cBolicTB HaHOMaTepuanos cM. ISO/TR 10993-22.

KauecTBeHHbIA

x

KonunyecTBeHHbI

x

CraHpapTt wim
[OKYMEHT

ASTM F 1877 [38]
ISO 13319
ISO 13320
ISO 17853

EN 725-5 [45]

Brown, et al. [46]
Donaldson, et al. [50]
Dreher, et al. [51]
Everitt and Bermu-
dez [53]

Kreuter, et al. [46]
Kreyling, et al. [61]
Lam, et al. [63]
Nemmar, et al. [66]
Nemmar, et al. [67]
Oberdorster, et al.
(69]

Stone, et al. [74]
Warheit, et al. [77]
Wilson, et al. [79]

Collier et al. [47]
Dewez et al. [48]
Dexter et al. [49]
Ebara and Okahata
[52]

Ikada [55]

Jenney and Ander-
son [56]

Kishida et al. [59]
MacDonald etal. [64]
Niikura et al. [68]
Quirk et al. [70]
Tamada et al. [75]
Wagner et al. [76]
Weber et al. [78]
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MpunoxeHue JA
(cnpaBo4yHOE)

CBefgeHNsI 0 COOTBETCTBMU CChIJIOYHbIX MeXAYHapoAHbIX CTaHAApPTOB
MEXrocyfapCTBEHHbIM CTaHAapTam

Tabnuya OA1

O603HayYeHne N HaMMeHoBaHue CreneHb
O603HayYeHe N HaMMeHoBaHue MeXrocygapCTtBeHHOro ctaHgapta
MeXAyHapo4HOro ctTaHgapTa COOTBETCTBUA
ISO 10993-1 oT FOCT ISO 10993-1—2021 «W3genus meguumHckue. OueHka 6uono-

TMUYECKOro AeicTBUS MeAMUVHCKMX u3aenuii. Yacte 1. OueHka u uc-
CnefjoBaHVs B NPOLIECCE MEHEKMEHTA pPUCKa»

ISO 10993-18 oT FOCT ISO 10993-18—2022 «W 3penua meavuuHckne. OueHka 6uo-
NIOTUYECKOTO AeNCTBUS MeauUUHCKNX n3genvidi. Yactb 18. Wccnepo-
BaHMe XMMUWYECKNX CBONCTB MaTepunasioB B pamkax npouecca MeHes-
XMeHTa pucka»

MpumevyaHne — B HacTosiwe Tabamue MCNonb30BaHO Creayolee ycrioBHOE 00603HAYEeHWe CTENeHn CooT-

BETCTBUSI CTaHAapPTOB:
- HOT — naeHTUYHbIe CTaH4ApPThI.

10
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Bubnunorpadus

O6uwme cCcblfkn

(1]
(2]

8]

[4]

5]

(6]
(7]

(8]

9]

(10]

(1]

(12]

ISO 5832-1, Implants for surgery — Metallic materials — Part 1. Wrought stainless steel (MmnnaHTatbl Ana xmpyp-
rmn. MeTannyeckne matepuasbl. Yactb 1. CTasib KOPPO3MOHHO-CTOMKaA HepxasetLlasa aediopMupyemast)

ISO 10993-9, Biological evaluation of medical devices — Part 9: Framework for identification and quantification of
potential degradation products (OueHka 610NOrMYecKoro AencTena MeauuuHckmx nsgenuii. Yactb 9. OCHOBHbIE
NPUHUMNLI AEHTUUKALMM 1 KONIMYECTBEHHOTO ONpeAeneHns noTeHumanbHbIX NPOAYKTOB Aerpajauum)

ISO 10993-13, Biological evaluation of medical devices — Part 13: Identification and quantification of degradation
products from polymeric medical devices (OueHka 6uonornyeckas MeamuuHckMx nsgenuii. Yacte 13. geHTudmka-
LMS U KOJIMYECTBEHHAS OLIEHKA NPOAYKTOB Pa3/ioXEHUSI B NOIMMEPHBIX MEeAMLIMHCKNX YCTPOCTBaXx)

ISO 10993-14, Biological evaluation of medical devices — Part 14: Identification and quantification of degradation
products from ceramics (OueHka 61OM0rMYecKoro AeNCTBUS MeANUMHCKMX n3genuin. Yactb 14. ipeHTudpmkaums v
KO/IMYecTBEHHas OLEeHKa NPOoAYyKTOB Aerpagauun Kepamukm)

ISO 10993-15, Biological evaluation of medical devices — Part 15: Identification and quantification of degradation
products from metals and alloys (OueHka 61M0N0rMYeckoro 4encTeusa MeguUMHCKNX nsgenuii. Yacto 15. igeHtudu-
Kauus 1 KOIMYECTBEHHOE onpeesieHne NpoaykToB Aerpajaummn U3 MeTa/I/I0B U CM/1aBoOB)

ISO 14971, Medical devices — Application of risk management to medical devices (U3genua meauumHckme. Mpu-
MEHEHNE MEHEMKMEHTA prcKa K MEAVLUHCKAM U3AENNAM)

ISO 16610-21, Geometrical product specifications (GPS) — Filtration — Part 21: Linear profile filters: Gaussian
filters [FeomeTpuyeckme xapaktepuctukn msgenuii (GPS). dunnbtpaums. HYactb 21. JInHeiHble npoduibHble nsb-
Tpbl. dunbTpbl Maycca]

ISO 22442-1, Medical devices utilizing animal tissues and their derivatives — Part 1: Application of risk management
(N3penus MeguUMHCKME, UCMOSb3YHOLWME TKaHW U UX NPOU3BOAHBIE XMBOTHOIO NPOUCXOXAEHNS. YacTb 1. MeHepg-
XMEHT pu1CKa)

ISO 22442-2, Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on sourcing, collec-
tion and handling (M3genvsa MeguuMHCKME, NCMONb3YHOLWME TKaHW U UX NPOU3BOAHbLIE XNBOTHOTO MPONCXOXAEHUS.
YacTb 2. KoHTposib 0T60pa, cobopa 1 06paboTku)

ISO 22442-3, Medical devices utilizing animal tissues and their derivatives — Part 3: Validation of the elimination
and/or inactivation of viruses and transmissible spongiform encephalopathy (TSE) agents (MeguumHckue nsgenus,
UCMNONb3YIOLLME TKaHW U UX NMPOM3BOAHbIE XMBOTHOrO NPOMCXOXAeHWs. YacTb 3. Banugauns yHUUTOXeHUA w/vnm
WNHaKTMBaLMN BMPYCOB M areHTOB MHDEKLMOHHON rybuaTon sHuedanonatmu)

ASTM F 665, Standard Classification for Vinyl Chloride Plastics Used in Biomedical Application (CtaHgapTHas knac-
cuhrKaums BUHUIXTOPUAHBIX MIACTUKOB, NCMNO/b3YEMbIX B OBMOMEANLIMHCKIX LIENSX)

EN 455-3, Medical gloves for single use — Part 3: Requirements and testing for biological evaluation (Mepuatku
MeAVUMHCKME ofHopa3oBble. YacTb 3. TpeboBaHuUs 1 UCMbITAHUS A1 BGUOMOrMYECKON OLIEHKN)

CcCbl/IKK, NpUBEAEHHbIE B AOKYMEHTE

(13]

(14]

(15]

(16]

(17]

(18]

ISO 3274, Geometrical Product Specifications (GPS) — Surface texture: Profile method — Nominal characteristics
of contact (stylus) instruments [[eomeTpuyeckne xapaktepuctukui mnsgenwin (GPS). CtpykTypa nosepxHoctu. [Mpo-
ouNbHbIN MeToh. HOMUHasIbHbIE XapakTePUCTUKNA KOHTaKTHbIX (LynoBbIX) Npréopos]

ISO 42871), Geometrical Product Specifications (GPS) — Surface texture: Profile method — Terms, definitions
and surface texture parameters [[eomeTpryeckre xapakTepucTukn nsgenuii (GPS). CTpykTypa nosepxHocTtu. lpo-
hynbHbIA MeTod, TepMuHbI, onpeaeneHns 1 napameTpbl CTPYKTYPbl NOBEPXHOCTU]

ISO 42882), Geometrical Product Specifications (GPS) — Surface texture: Profile method — Rules and procedures
for the assessment of surface texture [FeomeTpuyeckme xapakTepucTukn nsgenumini (GPS). CTpykTypa noBepXHOCTH.
MpodhnnbHbIi MeTog. OnpeaeneHne n napaMmeTpbl CTPYKTYPbl MOBEPXHOCTH]

ISO 5436-1, Geometrical Product Specifications (GPS) — Surface texture: Profile method; Measurement stan-
dards— Part 1. Material measures [eomeTpuyeckne xapaktepucTukn mnsgenuin (GPS). TekcTypa MOBEPXHOCTM:
npocunbHbI MeTod. STasoHbl. YacTe 1. MaTtepuanbHbie Mepsbl]

ISO 5436-2, Geometrical product specifications (GPS) — Surface texture: Profile method; Measurement stan-
dards — Part 2: Software measurement standards [FeomeTpuyeckne xapaktepuctuku mnsgenuii (GPS). TekcTypa
NOBEPXHOCTUN: NPOIU/IbHBIA METOA. DTasoHbl. HacTb 2. STasI0Hbl NPOrpamMmMHOro obecneyeHms)

ISO/TR 10993-22, Biological evaluation of medical devices — Part 22: Guidance on nanomaterials (OueHka 6v0-
IOTMYECKOro AelCTBUA MeANLMHCKMX U3aennin. Yactb 22. PyKOBOACTBO MO HaHoMaTepuanam)

1) 3ameHeH Ha ISO 21920-2:2021.
2) 3ameHeH Ha ISO 21920-3:2021.
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[19]

[20]
[21]

[22]

(23]

[24]

[25]

[26]

[27]

(28]

[29]

(30]

[31]

[32]

[33]
[34]

[35]

(36]

ISO 12179, Geometrical Product Specifications (GPS) — Surface texture: Profile method — Calibration of contact
(stylus) instruments [FeomeTpuyeckne xapakrtepucTuku nsgemvii (GPS). TekcTypa noBepxHoOcTW: Mpodn/ibHbIN Me-
Toa. KanmbpoBka KOHTaKTHbIX (LLynoBbIX) Npubopos]

ISO 133191), Determination of particle size distributions — Electrical sensing zone method (OnpegeneHve rpaHyno-
MeTPUYECKOro coctasa. MeTof, € UCMO/b30BaHNEM 3/1EKTPOYYBCTBUTENbHOW 30HbI)

ISO 13320, Particle size analysis — Laser diffraction methods (FpaHynomeTpuuecknii aHanns. MeTofpbl fla3epHoi
Andhpakumm)

ISO 13565-1, Geometrical Product Specifications (GPS) — Surface texture: Profile method; Surfaces having strati-
fied functional properties — Part 1. Filtering and general measurement conditions [FeomeTpuyeckne xapakTepucTtu-
Kn n3gennin (GPS). CTpykTypa NOBEPXHOCTW: NPOhubHbIA MeToh,. MOBEPXHOCTU C MOC/ONHLIM pacnpeaeneHnem
hYHKUMOHaNbHBIX CBONCTB. YacTb 1 dunbTpaumsa v obime ycnoBus U3MepeHniil

ISO 13565-22), Geometrical Product Specifications (GPS) — Surface texture: Profile method; Surfaces having
stratified functional properties — Part 2: Height characterization using the linear material ratio curve [FeomeTpuye-
CKve xapakTepucTvkm nsgemvii (GPS). CTpykTypa noBepXHOCTU: NPOtnIbHbIA MeTod, MOBEpXHOCTW C MOC/OMHbIM
pacnpegeneHvem yHKLMOHaIbHbIX CBOMCTB. YacTb 2. Xapakrtepusauusi BbICOT METOAOM BblAe/eHNs JIMHEHOTO
yyacTka Ha KpuBoi cMATUA npodomns]

ISO 13565-32), Geometrical Product Specifications (GPS) — Surface texture: Profile method; Surfaces having strat-
ified functional properties — Part 3: Height characterization using the material probability curve [FeomeTpunyeckue
xapaktepucTukv nsgenuii (GPS). CTpyKkTypa NOBEpPXHOCTW: NPOubHbIA MeTod. MOBEPXHOCTM C MOC/IOMHbIM pac-
npegeneHneM (OyHKLMOHa/IbHbIX CBOWCTB. YacTb 3. XapakTepusauusi BbICOT MO KPMBOIM MAOTHOCTM BEPOATHOCTM
CMATMS Npocnns]

ISO 16610-21, Geometrical product specifications (GPS) — Filtration — Part 21: Linear profile filters: Gaussian
filters [FeomeTpuyeckme xapaktepuctuku mnsgenuii (GPS). ®unbTpaums. YacTtb 21. JIuHeliHble npodhubHble hunb-
Tpbl. unbTpbI Maycca)

ISO 17190-5, Urine-absorbing aids for incontinence — Test methods for characterizing polymer-based absorbent
materials — Part 5: Gravimetric determination of free swell capacity in saline solution (Cpeactsa mMoyenorsoweHus
npu HegepxaHun. MeToAbl UCMbITaHWS 18 ONpefenieHns XapakTepucTrk abcopbLUOHHbIX MaTeprasioB Ha nosnu-
MepHoli ocHoBe. YacTb 5. [paBnmMeTpryeckoe onpeaesneHne cnocobHOCTU K CBOGOAHOMY HabyxaHW B CO/IEBOM
pacTtsope)

ISO 17853, Wear of implant materials — Polymer and metal wear particles — Isolation and characterization (V3Hoc
MaTeprasioB UMNIaHTaToB. MNosMMepHble N MeTasl/IMYeckne YacTuubl NPOAYKTOB M3Hoca. Bbigenenue n onpege-
NleHne XapaKTepucTmk)

ISO 18754, Fine ceramics (advanced ceramics, advanced technical ceramics) — Determination of density and
apparent porosity [Kepamuka TOHkas (BbICOKOKa4YeCTBEHHAs KepamuKa, BbICOKOKAaYeCTBEHHas TeXHuUYeckas Kepa-
Myka). OnpegerneHne NAOTHOCTM Y KaKyLLeincs nopucTocTu]

ISO 18757, Fine ceramics (advanced ceramics, advanced technical ceramics) — Determination of specific sur-
face area of ceramic powders by gas adsorption using the BET method [Kepamuka TOHKast (BbICOKOKa4yeCTBEHHas
Kepamuka, BbICOKOKAYeCTBEHHAs TexHuueckas kepamuka). OnpegeneHve yaesnbHON NOBEPXHOCTU KepaMUyecKkmx
MOPOLLKOB MO aacopbuum rasa metogom B3T]

ASTM D 968, Standard Test Methods for Abrasion Resistance of Organic Coatings by Falling Abrasive (CtaHgapT-
Hble METOAbl UCMNbITAHUI CTOMKOCTN OPraHNYecKnx NOKPbITUI K UCTUPaHUIO nagaroLimm abpasvBom)

ASTM D 1044, Standard Test Method for Resistance of Transparent Plastics to Surface Abrasion (CtaHaapTHbIiA
METOZ, UCMbITaHWS YCTOWYMBOCTY NPO3PaYHbIX MIACTUKOB K UCTUPAHWIO NOBEPXHOCTM)
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