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Mpeancnoeue

Llenw, ocHOBHLIE NPUHLMMBLI M 0BLKMe NpaBuna npoBedeHnsa paboT No MeXrocyqapCTBEHHOW cTaHgap-
Tusaumm yctaHosnedbl FOCT 1.0 «MexrocynapcTeeHHas cucTeMa cTaHaaptuaaumu. OCHOBHbBIE NMONOXKEHUA»
1 FOCT 1.2 «MexrocyaapcTBeHHasa cuctema ctangapTtusauuv. CTaHaapTsl MeXrocyaapcTBeHHbIe, npaBuna
M pekoMeHZaLuKn No MexrocyaapcTBeHHON cTaHdapTusauuun. Mpaeuna paspaboTku, NPpUHATUS, 0BHOBNEHWS
M OTMEHbI»

CeeneHus o cTaHgapTe

1 MOOrOTOBNEH ABTOHOMHOI HEKOMMEp4YecKoW opraHuzauunein «HCTUTYT Meauko-BUonorndyecKnx
nccnegoBaHui M TexHonormny (AHO «MMBWWT») Ha ocHoBe coBCTBEHHOrO nepeBoda Ha PYCCKWW S3bIK
aHrMoA3bIYHOW BEPCUN QOKYMEHTA, YKAa3aHHOro B NyHKTE 5

2 BHECEH ®epgepanbHbIM areHTCTBOM MO TEXHUYECKOMY PETrYNMPOBaHUIO U METPONOrK

3 NMPUHAT MexrocyoapcTBeHHLIM COBETOM MO CTaHA4apTu3auuum, MeTponorum u cepTudurkaumm
(npotokon ot 28 nioHa 2024 r. Ne 174-11)

3a NMPUHATKE NporosiocoBanu:

KpaTkoe HavMeHoBaHWe CTpaHsi Kog cTpaHsl CokpalleHHOe HaUMEHOBAHWE HAaLMOHAEHOMO opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHgapTuaayum

ApmeHns AM 3A0 «HauuoHanbHbIA OpraH no craHdapTusauum
1 MeTtponorin» Pecnybnvkn ApmeHus

benapycb BY locctangapt Pecnybnvkn benapych

KasaxcraH KZ locctanpgapt Pecnybnukn KasaxcrtaH

Kvpruznsa KG KblpreisctaHgapt

Poccuga RU PoccraHgapt

TamKuknucTaH T TapxukcTanoapt

YabekucTaH uz Yabekckoe areHTCTBO MO TEXHWYECKOMY perynuvpo-
BaHWIO

4 TMpukasom PedepanbHOro areHTCTBa Mo TEXHUYECKOMY PEryfiMpoBaHuio U METPONornM oT 3 ceHTabps
2024 r. Ne 1163-cT MmexxrocygapcTBeHHbl cTaHgapT FOCT ISO/TS 37137-1—2024 BBegeH B AeiCTBYE B Kade-
CTBE HauuoHanbHoro ctaHgapta Poccuiickon ®enepaunn ¢ 1 mapta 2025 .

5 Hacrosawwmin ctaHaapT noeHTUYeH MexayHapoaHomy aokymeHTy ISO/TS 37137-1:2021 «OueHka buo-
NOrMYECKOro AENCTBUS paccachiBaLWMXCA MeanLUHCKNX nagenun. Hacte 1. O6wme tpeboBaHusa» («Biologi-
cal evaluation of absorbable medical devices — Part 1: General requirements», IDT).

HaumeHoBaHWe HacTosWero cTaHgapTa U3MeHeHo OTHOCUMTENBHO HAaUMEHOBaHWSI MeXAyHapoaHoro 4o-
KymeHTa ans npueegerus B cootBetcteue ¢ FOCT 1.5 (nogpasgen 3.6).

Mpy NpMMEHeHWM HaCTOSILLEro cTaHgapTa PeKOMeHAYyeTCA UCMOoMNb30BaTh BMECTO CCbINMOYHbIX MEXOy-
HapoAHbIX CTAaH4APTOB COOTBETCTBYIOLLUME UM MEXIOCYOApPCTBEHHbIE CTaHAapThbl, CBEAEHWS O KOTOPbIX Mpu-
BeOeHbl B AONONHUTENbLHOM NpunoxeHun JA

6 BBEOEH BINEPBbIE
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HHpopmayus o esedeHuu 8 delicmeue (npekpawjeHuu delcmeus) Hacmosaweao cmaHdapma u uame-
HeHUl K HeMy Ha meppumopuu yKkasaHHbix ebiuie 2ocydapcme nybnukyemcs 8 ykasamensx HauuoHambHbIX
cmaHdapmos, uzdasaemsix 8 amux 2ocydapcmeax, a makxe 6 cemu MiHmepHem Ha calimax coomeemcmey-
OWUX HaUuUOHaIbHbIX 0p2aHoe Mo cmaHdapmu3ayuul.

B cnyyae nepecmMompa, UaMeHeHUs Umu OmMeHbl Hacmosiwea2o cmaHdapma coomeemcemaytowas UH-
gopmayus 6ydem onybnukoeaHa Ha oghuyuanbsHOM UHmepHem-calime MexeocydapcmeeHHO20 cogema o
cmaHOapmu3sayuu, Memponoauu u cepmughukayuu e kamanoee «MexezocydapcmeeHHble crmaHdapmabi»

© IS0, 2021
© OdbopmneHue. ®IBY «MHcTUTYT cTaHgapTuaauuu», 2024

B Poccuiickon ®eaepalmm HAacTOALWMA CTAHAAPT HE MOXKET ObiTh MOMHOCTLIO UMK
o7 YaCcTMYHO BOCMPOM3BEAESH, TUPAXKMPOBAH M pacnpocTpaHeH B KayecTee ouumansHoro

n3gaHna bes pas3pewleHusn (DE,D,EDEHI:HOTO areHTCTBa rno TeXxHN4eCKoOMy perynmpoBaHUIO
n meTponornun

i
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BeegeHue

ISO (MexxayHapofHas opraHuzauma cTaHZapTuaunm) senaetca dpegepalneil HauMoHaNbHbIX OpraHoe
no ctaHgaptuzauun (opraHoe-yneHos I1SO). PaboTy no noaroToBke MeXayHapO4HbIX CTaHOapTOB MPOBOOAT
Yepesa TexHudeckue komuteTsl 1ISO. Kaxgaa opraHmsauma-4neH, 3aavHTepecoBaHHasa B 0bnactv gesTensHo-
CTW, ANA KOTOPOW CO3A4aH TeXHWYECKUIA KOMWUTET, MMeeT npaBo ObiTh NpeacTaBNeHHON B AaHHOM KOMUTETe.
MexayHapoaHblie NpaBUTENIbCTBEHHbLIE U HEMPAaBUTENLCTBEHHLIE OPraHU3aLK Takke NPUHUMAaIT y4yacTue B
pabote ISO. ISO TecHo coTpygHuyaeT ¢ MexayHapooHOW anekTpoTexHudeckon komuccuen (IEC) no sonpo-
caM CTaH4apTU3aLMK SNeKTPOTEXHUYECKOM NPOaYKLNN.

Mpouenypsl, NPUMEHEHHbIE MpW pa3paboTke HACTOSALLEro cTaHAapTa, a TakkKe npoueaypbl, NpegHasHa-
YeHHble s ero ganbHelwen nogaepxkn, npuseaeHsl B aupektuee ISO/IEC, yactb 1. B 4acTHOCTU, HYXXHO
OTMETUTb HEODXOAMMOCTb Pa3nU4YHbIX KPUTEPUEB YTBEPKAEHMS ANs pPasnuyHbIX TUMOB AoKyMeHToB |ISO. Ha-
CTOALWMWA CTaHAAPT COCTaBMNeH B COOTBETCTBMM C pedakUWOHHbBIMK npasunamu ampektue ISO/IEC, yacTb 2
(www.iso.org/directives).

Heobxoanmo obpaTuTe BHMMaHWE Ha BO3MOXHOCTb TOTO, YTO HEKOTOPbLIE 3NEeMEHTbl HACTOSALLEro CTaH-
paprta MoryT BbiTe 06bekTOM naTeHTHeIX NpaB. ISO cHumaeT ¢ ceba oTBETCTBEHHOCTL 3a 0b03Ha4YeHue Ka-
KMX-NMDO TAKOBLIX NMaTeHTHbIX Mpae. [eTtanu Kakux-nnbo naTeHTHLIX NpaB, 0603Ha4YeHHLIX NpU pa3spaboTke
OOKyMeHTa, DyayT cofepXaTbCs BO BBEAEHWMW W/WMM B NepedHe MonyYeHHbIX MaTeHTHbIX geknapauui SO
(cm. www.iso.org/patents).

JTtoBasa ToproBaa Mapka NpoayKkLMun, NpUBeLeHHasa B HACTOALWEM cTaHAapTe, ABnsAeTca uHdopmMaymen,
yKaszaHHol gna ynobctea nons3oBaTenei, U He ABMAETCS peKknamo.

[nsa pazbsAcHeHWA 0OGPOBONLHOMO XapakTepa CTaH4apToB, 3HAYeHW KOHKPETHbIX TepMUHOB ISO w1 BbI-
pa)KeHWn, CBA3aHHLIX C OLEHKOW COOTBETCTBMSA, a Takke MHopMauuKn O npueepxeHHocTn 1ISO npuHuMnam
BTO no texHu4eckum bapeepam B Toproene (TBT), cm. cnegyowmin URL: www.iso.org/iso/foreword.html.

HacTtoawmi ctaHgapT paspaboTtadH TexHudeckum komuteTom ISO/TC 194 «Buonormyeckas v KnuHude-
CcKas OLUEeHKa MeOULMUHCKUX U3O0enuny.

Bce yactu cepumn ISO 37137 pasmelleHsbl Ha cante 1SO.

Bce oT3bIBbI M BONPOCHI MO HACTOALWEMY CTaH4ApPTY OOMKHbI ObiTb HanpaeneHbl B HALMWOHANbHbIE
opraHbl No cTaHgapTusauuu. MonHbIR NepedYeHb AaHHbIX OPraHoB MpuBeAeH No agpecy wWww.iso.org/
members.html.

PaccacbiBawLymecs uMmnnaHTaTel NpegHasHadeHbl Ans gerpagauny ¢ BbicBoboXaeHWeM NPOAYKTOB de-
rpagauuun B opraHuMame nauueHTa, YTo KapauHanbHo OTNUYaeT UX OT OPYrMX MeOULUHCKUX N3Lenuid, He npea-
HasHaJYeHHbIX Ans abcopbunmn opraHU3Mom.

HacToswwmin ctaHgapT npegHasHa4veH Ans onucaHus NoTeHuWanbHbIX NOAX0A0B K MpOBeOeHnio uccne-
[0BaHWIA paccacblBaLWUXCA UMNMIAHTATOB ANSA OLeHKWM Be30MacHOCTU TakMX paccachbiBarLMXCH MeduLnH-
CKUX M30ennn.
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M E X I OCVYOAUPTC CTUBTETHHUB # C TAHAOAUPT

Uapgenua meguuuHCcKue

OLEHKA BMOJNTIOTMYECKOIo OENCTBUA
PACCACBLIBAKOLWNXCA MEOULUMHCKUX USOENUNA

YacTtb 1

O6wue TpeGoBaHuA

Medical devices. Biological evaluation of absorbable medical devices. Part 1. General requirements

Oarta BeegeHna — 2025—03—01

1 O6bnacTtb NnpumeHeHnA

HacTosawumi ctaHgapT yctaHaBnueaeT TpeboBaHusA K oLeHKke BMonorMyeckoro JencTBUSA paccachbiBar-
lwmxca MeguumnHeknx nagenuin (M) B npouecce oueHkn Bronornyeckoro pucka Ha ocHoBe ISO 10993-1.

HacTofawmi cTaHgapT NpUBOAUT pas3bsACHEHUA TeEPMUHOB «abcopbupoBaTthy, «AerpagupoBaTb» U Opy-
MMX CBA3aHHbLIX TEPMUHOB (CM. NpunoxeHue A).

2 HopmaTuBHbIe CCbINKH

B HacTosiLleM cTaHOapTe UCNonb30BaHbl HOPMATUBHbLIE CChINKW Ha criefytollue cTaHaapTel [Ans gatu-
POBaHHbIX CChINOK NMPUMEHSIHOT TONbLKO yKasaHHOE M34aHue CCbINOYHOro CTaHaapTa, Ans HeAaTUPOBaHHbBIX —
nocriegHee U3gaHne (BKMYasa BCe U3MEHEHUS)]:

ISO 10993 (all parts), Biological evaluation of medical devices (OueHka 6uonornyeckoro 4ENCTBUSA Me-
AWULWMHCKUX M3aenuii)

3 TepMuHbI U onpeaeneHus

B HacTodAleM cTaHgapTe NpUMEHEHL! criedyrolne TEPMUHLI C COOTBETCTBYLLUMUN onpeaeneHuamm.

ISO v IEC nopoepxuBatoT TepMUHONornyeckyro 6asy AaHHEIX, UCMOMb3yeMyo B Lienax cTaHAapTuaaumm
no cnegywwmM agpecam:

- Onektponegua IEC: goctynHa no agpecy http://www.electropedia.org/;

- nnatdgopma oHnanH-npocmoTtpa ISO: goctynHa no agpecy http://www.iso.org/obp.

n puMmedaHune — [ns gansHenwen OWCKyCCKUK No VICI'IOJ'IbSyeMDFI TEPMWUHONMOIMK 1 ONA nepe4vHd noTeHuuanb-
HbIX TEPMWHOB 1A BKMOYEHWA B CCbINMKKA Ha HAaY4YHYIO NMTEPAaTypy CM. NPUIOoXeHne A.

3.1 pesopbuus/paccacbiBaHue (absorb/absorption): MNpouecc MCHE3HOBEHUS HE3HAOTEHHOTO (YyKe-
poAHOro) Matepuana (pesopbuus) unu BelecTsa, UNKW ero NPOAYKTOB Aerpagauny Npu NpoXoXaeHun Yyepes
KNeTKW/TKaHW Wy NOrMOLEeHUK KNeTKkaMu/TKaHaMKY BMONormyeckon CUCTEMBI C TeYEHUEM BPEMEeHM.

[ISO 10993-6:2016, 3.1]

3.2 npoaykT perpapgauumn (degradation product): MNpomexyTo4yHOE WNKM OKOHYaTeneHOEe BELLECTBO,
nony4eHHoe B pesynsrare uanyeckoro, Metabonmyeckoro u/Mnm XMMMYeCKoro pacnaga martepuana unu se-
LecTea.

3.3 pazpywarts (degrade): PaspywinTts matepuan unu BellecTso puUanyeckn, Metabonuyecku unm xu-
MUYECKN.

MapaHune ochbuumnansHoe
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3.4 BblwenayuBaemoe (leachable): BelyecTBo, koTopoe MoOXeT BbiaenaTecs M3 MW unu matepuana
MNP KNMHWUYECKOM NPUMEHEHWUM UMM UMUTAUNK KNMHUYECKOTO NPUMEHEHWSA.

MpumeyvyaHue — B paccacbiatowuxcs MW BeilwenadnBaeMbiMU BeLLleCTBaMM MOTYT BbITh BellecTBa, obpasy-
Howmecs B pesynstate gerpagauuud (T. e. NpoaykThl Aerpajalumm), Belgensowmecs U3 roToBoro Usgenns, unm matepuana
(BewecTBa).

[ISO 10993-12:2020, moauchnkauma 3.9 — gobaBneHo npuMedyaHue K onpeaeneHuio]

3.5 koHeu4HbIN npoaykT (final product): MW unu ero KOMNOHEHT, KOTOpble NOABEPrMCL BCEM MPou3-
BOLCTBEHHLIM Npoueccam, NpUMeHAeMbIM M5 «BbINycKaeMoro Ha pbiHok» MW, BkMoYas ynakoBky W, ecnu
NPMMEHUMO, CTEPUNU3ALINID.

MpumeyvyaHmne — B HacToAwem cTaHfapTe KoHeyHoe MW wunmn ctepunuiaoBaHHoe rotoBoe MW nMeeT To e
3Ha4YeHue, YTO M KOHEYHbI NPOAYKT.

[ISO 10993-1:2018, mogndukaums 3.8 — gobaeBneHo NnpuMeyaHue K onpegeneHunto]

4 OOwme nonoxeHus

OueHka buonorvyeckoro gencTena sensetcs oueHkon MW, komnoHeHTa nnu matepmana MW ¢ ueneto,
MOXeT nu matepuan MW, nubo koHcTpykumnsa MU, nnbo Mx COBOKYMHOCTb NPMBECTU K Henpuemnemomy Hebna-
ronpuATHOMY CUCTEMHOMY W/MMM MECTHOMY BO34EMCTBUIO Ha OKpy»atowwme KNeTkn nmnum tkaHn. OueHky brno-
JNIOTUYECKOro AeWCTBUS paccachlBalLWerocs Mmarepuana cnegyet npoBoguTe B cooTBeTcTBUK ¢ ISO 10993-1 1
OPYTMMK COOTBETCTBYHOLWMMK YacTamm ISO 10993. Mobbie mogudmkaumm meTogoB, 0003HaYEHHBIX B CEpUn
ctaHgapToB SO 10993, gomkHbl BbITb 06OCHOBAHbLI M AOKYMEHTUPOBAaHLI B MPOLEcce OLEHKM Bruonornyecko-
ro pucka.

MpogyKTel gerpagauny MOryT BbICBODOXOATbLCA KaK B SKCTPArvpyloLLyH KUOKOCTb UMW B TKaHb, Nubo
B TO M gpyroe BMecTe, Nnbo ocTaBaTbes B AerpagupyemMom umnnaHtate. BeicBoboxgaemble npoaykTsl ge-
rpagauuuv, Kotopele obpasyoTca BO BpeMsi NPOM3BOACTBa, NepepaboTku unv xpaHenus MW, n Bo Bpems npu-
MeHeHuss M, gomkHbl ObITe OXapakTepu3oBaHbl [Hanpumep, MAeHTUDUKALWS XMMWYECKOro cOCTaea, Konvye-
CTBO, TOKCUYHOCTb U Hanuyne TBepablx Yyactuy (cM. 8.19), ecnu npumeHUMo].

NaeHTndmKkauua npodykToB Aerpagauny MoxeT ObiTb NoMyYeHa Ha OCHOBE XMMUYECKOro U i3nyecko-
ro aHanuaa MMnnaHTaTa Unu ¢ NoMOoLLbD TeopeTnyeckoro obocHoBaHus. [JaHHble Hay4YHOW nNMTepaTypbl No
MMMNaHTaTaMm M3 paccacbiBaloLLMXCS MaTepuanoB C YCTaHOBMEHHOW McTopueil 6e30nacHoro KIMHWYeCcKoro
npUMeHeHus (B NpegHa3Ha4YeHHOM MeCcTe MMMMaHTauum) MoryT NoMoub B UAEHTUMUKALMW OXUOAEMBIX MPO-
OYKTOB ferpagauun 1 noTeHUManbHON TOKCMYHOCTM MPY Hanu{mMk COOTBETCTBYIOLLEro Hay4HOro 000CHOBaHUS
NPUMEHUMOCTH OBHAPYKEHHbBIX OaHHbIX.

Paanuuns B TexHonoruu nepepaboTkM MOryT MOBNUATE Ha BMOCOBMECTMMOCTE KOHEYHOro MponyKTa.
Tonbko HanMM4Ua MAEHTUYHOrO COCTaBa HeAO0CTaTOYHO, Tak Kak MHOrMe Apyrue daktopsl (Hanpumep, nocne-
JoBaTenbHOEe pacnpeneneHue 3BeHbeB B CONONUMMepax, KpUcTanmnuMyHOCTb, CTeNeHb YACTOThI, 3@PHUCTOCTb
W KpUcTanmnuyeckas CTpyKTypa ANA MeTanfoB, CTeNeHb OKUCMEHUA NPOU3BOAHLIX LENnmonossl, Monekynap-
Has Macca, pexuMm CTepunusauun) MoryT NOBMUATE Ha XapakTepUCTUKWA paccachiBalLWErocs matepumana u
ero brocoBMecTMMOCTb. OUeHKa BMONOrMYECKOro pyUcka roTOBOTO U3Aenus ¢ UCNoNb30BaHueM MHopmMauuu,
Nony4YeHHOW nocne XMMWUYEeCKOro aHarnuaa paccacbiBaloLLlerocsa matepuana v NpoaykToB ero aerpagauuu B
COYETaHWUU C JaHHLIMU NO TOKCUYHOCTU BELLECTB U3 Hay4YHOW NuTepaTypbl, MOXET NoATBEPAUTL HEKOTOpbIe
13 BUOMOrMYecKkMX KOHEYHbIX TOYeK, onmMcaHHbiX B I1ISO 10993-1, ecrnv ux KNUHMYECKAs 3HAYMMOCTb Hay4yHO
obocHoBaHa.

Kpome Toro, cTaHgapTHbIE YCMOBUA 3KCTPaKLMKM U MCCreaoBaHusi BMOCOBMECTUMOCTIN He npeaHasHave-
Hbl 4N OUEHKKM BMonorMyeckux OTBETOB Ha paccachiBalolMecs U3genusa Bo Bpema gerpagaumn. Micenegosa-
HUe aerpagaunn usgenus Ha pasnuaHbliX CTaauax MoXKeT NoHanobuTbea ANA AoKkasaTenbcTBa He3o0nacHocTH,
TakK Kak cOCTaB paccachiBaLWMNXCa U3AENUA NOCTOAHHO MEHAETCsl B (PM3NONMOrMYeckon cpede U MOXET Bbl-
3blBaTb pasHble HebnaronpuaTHbie BUoNornyeckMe OTBETLI HA pa3HbiX CTaauAX gerpagaunm.

BONbLMHCTBO MNONUMEPHbLIX, KEpaMUYECKMX UM MeTannnMyeckux paccachiBaloWmMxcsa maTepuanos nep-
BOHayarnbHO OerpaguvpyroT in vivo ¢ BbICBROBOXAEHWEM NPOAYKTOBR C AOCTAaTOMHO HU3KOW MOMEKynsipHOW Mac-
cor. CTaHOapTHble METOAbI SKCTPaKLUMMK, B NEPBYO oYepeab, Obinv npegHa3HayYeHbl ANs He AerpagupyemMbix
MaTepuanos. Hannuve NpodyKToB Aerpagaunn B cpefe aKCTPakUMM MOXET NOBIUATL Ha pe3ynsTaTbl HEKOTO-
pbIX MCccnegoBaHui BMOCOBMECTUMOCTH.
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YacTo wHTepnpeTauusa Takux pe3ynbTaTtoB He MoxeT BblTb CBejeHa K NMPOCTOMY KpUTEepUd COOTBET-
CTBYeT/He COOTBETCTBYET. Hanpumep, B HEKOTOPbLIX CNyYasax, eCr CKOPOCTb Aerpagaluny paccachiBalwLerocs
MaTepuana A4OCTaTOMHO BbICOKA, MOBLILLEHHBIE KOHLEHTpAaLUKM OOHOro unu bonee npegnonaraeMelx NpogykK-
TOB Jerpagauun MoryT uameHuTs pH u/unu ocmonansHocTs B BMONornvyeckoin TecT-cuctemMe in vitro. Tak Kak
B YCMOBUWSIX in Vivo NPUCYTCTBYET B3aWMHOe BMUsHWE ra3oobMeHa B NMErkux U KMCNOTHO-OCHOBHOMO pPaBHO-
BECWUS B KPOBW, pe3ynbraThl in Vvitro MoryT He coBnagaTb C pe3ynsratamu in vivo. Ecnn npu ctaHgapTHbIX
nccnegoBaHusaX in vitro nony4eH oTpyuaTtenbHblA pe3ynsTaTt, To cnegyet NnpoaHanuanpoBaTh NPUMEHUMOCTb
TECT-CUCTEMbI U COCTaB NPOAYKTOB Aerpagauuun ans NPUHSTUA pelleHrs O LUenecoobpasHoCT NMOBTOPHOMO
uccrnegoBaHns B KOHTEKCTe obLLein oLueHKM BMonornieckoro pucka.

KoppekTupoBkuK akcTpakTa (Hanpumep, paszbaeneHue, pH, ocMONAnNbLHOCTL) MOTYT MCMONL30BATLCA KakK
yacTb 0bLlell cTpaTerum oLeHkn BMoNorMyeckoro pucka Ans onpegenelns NpUYMHbl OTPULIATENBHOMO pe3ynb-
Tata, KoTopas MOXeT MoBNWsiTbL Ha obLy MHTepnpeTauumio pesynstaTtoB. MccrnegoBaHue HECKONMbKMX pas-
BEIEHWIN IKCTpaKTa MoXeT ObiTb NMPUMEHEHO ANA onpeleneHusl TOYKU, NMPU KOTOPOW 3KCTPaKT NnoKasbiBaeT
NONOXWUTENbHbLIA PE3YNbLTaT in Vitro, 4TO MOXET MO3BOMWTL PACCMOTPETL OTPULIATENbHbLIA Pe3ynbTaT B KOHTEK-
CTe OPYrMX KOMMEep4YecKd OOCTYMHbIX PacCachbiBAKOLMXCHA M3OerNuid (HanpuMep, aHanorMyHble mMatepuansl,
Ha3Ha4yeHne, AaHHble N0 BUOCOBMECTUMOCTHW, HAaNpUMep, LMTOTOKCMYHOCTL). Kak onucaHo Beille, uccnenoea-
HMEe SKCTPaKTOB MOCHe BapbWUpPOBaHUA 3HaYeHUin pH u/unm ocMonanbHOCTM MOXKET ObITb NONe3HbIM, OAHAKO
niobas KoppekTUpOoBKa A0MmKHa ObiTb 0BOCHOBAHA B OLEHKe DMONOrMYecKoro pucka, Tak Kak M3MeHeHus B
pH 1 oCcMONANBHOCTU MOTYT NPUBECTU K HEBNAaronpUATHLIM KIMHUYECKN 3HAYMMbIM MECTHBIM /M CUCTeM-
HbIM addektam. ODOCHOBaHWE KOPPEKTUPOBKKM 3KCTpaKTa OOSMKHO BKOYATb HayyHble AaHHble (Hanpumep,
KNUWHUYECKN COOTBETCTBYHOLLIEE UCCIEA0BAHME HA XUBOTHLIX, XapakTEPUCTUKA XUMUYECKUX CBONCTR, CChINKA
Ha HayuyHyl NUTepaTypy) AN NOATBEPXKOEHWUA NPUMEHUMOCTU CKOPPEKTUPOBAHHOMO 3KCTpakTa aAns obuiel
OLEHKN BMONOrMYyecKoro pucka.

OBocHoBaHWe AOMKHO BKMIOYaTh NOTEHLManbHOe BNUAHWE KOPPEKTUPOBKM 3KCTPaKTa Ha XUMUYECKUA
COCTaB 3KCTpakTa, 4Tobbl NOATBEPAUTL, YTO IKCTPAKT C M3MEHEHHLIMU NapaMeTpamn SIBMSeTCs penpeseHTa-
TUBHLIM Ana MW/maTepuana. Niobble KOPPEeKTUPOBKX 3KCTPaKTa AOMKHbI BbiTh NoAPoBHO ONMcaHbl, BKMOYas
HauanbHble 3Ha4YeHus pH MNKM ocMoONANBHOCTW, U3MEHSAEMbIE MapaMeTpbl (HanpMMep, XMMUYECKUIA COCTaB,
KOHLIeHTpaLusl XMMUYECKOro BellecTBa, AobaBneHHbIn 0bbeM) 1 OKOHYaTeNbHbIE U3MepeHus pH nnu ocmo-
nansHocTu. CornacHo ISO 10993-12, HeobxoaMMO BKMHOYUTE COOTBETCTBYIOLLUME KOHTPOILHbLIE Fpymnnbl A
OLEHKM NOTeHUMansHOro Bo3aencTBrs nobbix KOPPEKTUPOBOK SKCTPaKTa Ha pesynbTaThl in vitro.

Ecnu Bo Bpemsi nogrotoBkk npobbl 0bpasytoTcs TBepable HYacTUlbl, TO UX HEMb3S HU PUNLTPOBaTL, HU
LeHTpudpyrnpoBaTh, HU AaBaTb MM OCECTb Nepes BBegeHnemM obpasia B TecT-cucTeMmy in vitro. Ecnun TeBepable
YacTuUbl MELLAKT NepPBOHaYanbLHOMY UCCNEOOBaHMWIO, TO MOXHO PACCMOTPETE BO3MOXHOCTL NMOBTOPHOMO UC-
NbITAHWA C yaaneHWem TBepAbiX YacTuL, ecnu 370 onpasBaaHo oLeHKon Buonoruyeckoro pucka. [ns uccne-
OOBaHUWS in vivo 4acTulbl He cnedyeT uNsTPoBaTh, LeHTpUdyYrnpoBaTe UM 0aBaTk UM OCECTb Nepes BBe-
geHrneM npobbl, 3a UCKIOYEeHMeM CryYyaeB BHYTPMCOCYQUCTOMO BBEAEHWE TakMx 3KCTPAaKTOB nabopaTopHbIM
KUBOTHbIM.

B KOHe4YHOM WTOre, oueHka BMOMOrMYecKoro pucka AOMKHA yYUTBIBATE BCe COOTBETCTBYIOLLME AaH-
Hble, HanpuMmep, W3 MNpPefLUecTBYILIero onbiTa WUCCNefoBaHWA M HAy4YHOW NUTepaTypbl; NpencTaBnATb
nocrnefoBatensHoe HayyHoe 0B0CHOBaHUE, OBLACHSAKLLEE, KaK 3TU OaHHbIE B3aMMOCBA3aHbl, U OEMOH-
cTpupoBaThs 6e30nacHOCTE paccachiBawLLEeroca U3genns ¢ pazyMHbIM OBBEMOM Hay4HbIX 40KA3aTENbLCTB
(cm. ISO 10993-1:2018, pasgen 7).

MpogykTamu gerpagalmy HEeKOTOPLIX paccackiBaloLMXCA MaTepuarnoB MoryT ObiTb XMMUYECKne Belle-
CTBa, BKIMHOYaA akTMBHble papmaueBTuyeckne MHrpegueHTol (APIs) B cocTaBe m3genvii — neKkapcTBeHHoe
CpencTBOo, KOTOpble paHee Bbinv uoeHTUUUMpPOBaHbI, OXapakTepu3oBaHbl U BMONOrMYeckn oueHeHsl. [Ons
Takux MaTepuanoB MOXHO MPOBECTU OLeHKY Buonoruyeckoro aencteus B cooteeTcTBum ¢ ISO 10993-17. [ins
OLIEHKN MECTHOro AeNCTBMSI MOryT NoTpeboBaThLCs AOMOMHUTENbHBIE AaHHbIE.

Tak Kak paccacbiBalllMecss Matepuarnbsl npefgHa3HadeHbl OANA Jerpagauuun, To npy paspyledun MU
MOryT BPEMEHHO MPUCYTCTBOBaThL TBEpAble YacTuubl. Pasmep, mopdonorns, CKopocTs 00pasoBaHUs U MO-
OWIBHOCTE YacTuL, MOTYT MOBMKMSATbL Ha DMOMOrMYECKY0 peakuno M SOSTKHbI Y4UTbIBATECS NMPW OLeHKke Buo-
Norv4eckoro pucka.

[ns TouHon oueHku Buonornyeckon BesonacHoCTU HeOBXOAUMMO 3HaTb CKOPOCTb paccachiBaHUs B Te-
YeHue cpoka yHKumoHupoBaHus MW. PasnuyHble ckopocTW paccachiBaHWA OOMKHbI ObiTb MAEHTUHDULMPO-
BaHbl, @ YCMNOBUWS, KOTOPble MOTYT MOBMMSATE HA CKOPOCTb, AOMKHbI ObiTb 3auUKCUpOBaHbl (HanpuMep, W3-
MeHeHue 3HavyeHu pH W TemnepaTypbl, BUO TKaHW B MecTe MMNMaHTauuu, usMeHeHue (hasoBOro cocrasa
matepwana). BoamoxHoe BnusaHue gerpagaumnv MW npu ero KMMHUYECKOM NMPUMEHEHWMW U BNWSIHWE gerpaga-
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UMK Ha BO3MOXHbIe HeXenaTterbHblie SCbeEKTbI (I(a}( CUCTEMHbIE, TaK N MECTHbIE.‘) OOJTKHO OSCy)K,EI,aTbCH npun
OLEeHKe Buonoruyeckoro PUCKa.

MpumeyvaHus

1 PykoBogcTtea no naeHTUUKaLmMm 1 OLEHKE NPOOYKTOB XMMWYECKOW Aerpajgauni U BbILENaYMBaEMbIX BELLECTB
npueegeHsl B ISO 10993-9, ISO 10993-13, ISO 10993-14, ISO 10993-15, 1ISO 10993-17 n 1SO 10993-18. PykoBoacTeo no
Buonoruyeckon oueHke MW, cogepxallmx HaHOMaTepuansl, npueegeHo B ISO 10993-22.

2 Koppektupoeka pH MOXET M3MEHWUTb OCMOMNSANBbHOCTL B 3aBMCUMOCTK OT COCTaBa 3KCTpakTa M oT gobaBneHHOro
KOPPEKTUPYIOLLEND XMMMYECcKoro BelllecTea. Ecnu obocHoBRaHo, 4YTo pazbaBneHne CHU3UT OCMONANBHOCTL BEe3 MaMeHeHuin
3HaveHuii pH, To koppekuns pH MoxeT BbITe NpoBeaeHa A0 KOPPEKTMPOBKA OCMOSANBHOCTU.

5 Uccnepgyemble obpasuybl

OUeHKy KOHEYHOTO NpoayKTa crneayeT NpoBOAWUTbL Ha CTepUnbHbIX roToBbIXx MW 1nu o6pasuax, KoTopble
ABMAKTCA penpe3eHTatnBHbLIMK Ons rotosoro M.

Ecnv ons uccnenoeanuii ncnoneayetcs obpasel, a He rotoBoe MW, To HeoBxoammo npegocTaBuTb 060-
CcHOBaHWe, BKMNovatolee:

- onucaHWe BCexX OTNUYMIA Mexay uccrnedyemMbiM o6pasLoM 1 roTOBbIM U3genvem;

- [aHHble, AEMOHCTPUPYIOLLME, YTO BCE OTNMYMS MeXIy uccrneayembiM obpazLom ¥ roTOBbIM U3Oenuem
He BMUSAKT Ha UX XMMUYECKUIA COCTaB UMW KUHETUKY Aerpagauuu.

6 BnuaHwue cTepunusauyum

Cnocobbl 1 yCnoBusA CTEPMNM3aUnKU 4OMKHbLI ObiTh TLATENBHO PacCMOTpPeHbl M 060CHOBaHbLI 4O NpoBe-
JeHWs DMOoMNOrMyecknx nccneaoBaHun.

Mpwn pagraunoHHon ctepunusaumm MK Belcokon fo30M 06nyYeHns Heobxodnmo cobngatb 0CTOPOX-
HocTb. B aTom cnyyae moryT 06pa3oBLIBATLCS B 3HAYUTENLHOM KOMUYECTBE pasnuyHble MPoayKThl XUMKUYe-
CKOW Jerpajauuu Unu HETOKCUYHbIE XMMUYECKMe BelllecTBa MOTryT pasnaratbcsl ¢ 00pa3oBaHMEM TOKCUUYHBIX
npoaykToB. Npu gpyrux cnocobax cTepunu3aLmnm TOKCUYHOCTb MOXET BO3pacTaTh C YBENUYEHNEM BpeMeHU/
ONUTEeNbHOCTM BO3OENCTBMA [Hanpumep, NPOHMKHOBEHME OCTAaTOMHOrO KonuvyecTsa atuneHokcuga (EO)).

7 MeguuuHCKUe U3genus, coaepxallue nekapcrBeHHble cpeacTBa

Mpwn muccnenoBaHuy BUOCOBMECTMMOCTM Bxogsawan B coctas M APl MOXET NoBnuATL Ha OTBETHYH
peakuuio opraHnama.

Takum obpasom, criefyeT paccMoTpeTb HEOBXOAUMOCTL NPOBeAEHUs uccnegoeanuii Tonsko MU n MU
c API.

Kpome Toro, cnegyet oUEHWTb MMeRLWyca MHPOPMaLMI0 He TOMbKO O NEeKapCTBEHHbIX cpeacTBax
(IC), a Tarke o NobOM BO3MOXHOM B3aumopencteuu mexay IC u paccackiBalOWUMUCH MaTepranamm unm
NpoAyKTaMmun Ux JecTPyKUWK B NpoLecce Npou3BoACTBa OTHOCUTENLHO BNUAHUA Ha BMOCOBMECTMMOCTbL 1 ae-
rpagauunto MA.

JIC moryT oTpuuaTenbHO NOBAUATL HA pe3ynkTaThl UccriefoBaHnsA BMOCOBMECTMMOCTY NPY PEKOMEHY-
eMblX ycrnoBusax akcTpakuum no 1ISO 10993-12. Micnonb3oBaHune gnanasoHa pa3segeHuin obpasya unu ucene-
gosaHue dparmeHTa MW cnefdyet paccmaTtpuBaTh Kak YacTe obLWero npouecca ynpaeneHus puckamu, ecrm
oxupgaetca, 4to J1C ByaeT TOKCMYHbIM ANs KOHKPETHON M3y4YaeMoi KOHEYHOW TOYKK. Vicnonb3oBaHne pasnmny-
HbIX pasBeneHWin MOXKET He MO3BONMUTb afeKBaTHO OUeHUTb BuocoBmecTumocTs MW, ecnu cnoco® aencTeus
JIC Hanpsimyo BNUSAET HA KOHKPETHLIN NoKasaTens npu uccnenosaHum 6MocoBMECTUMOCTY (HanpuMep, npu
npoBedeHMM MccnegoBaHne Ha LMTOTOKCMYHOCTL MW, cogepxauiero uMtoTokcuyeckoe JIC). B atux cnydvasx
pekoMeHOyeTcs AONONHUTeNLHOE uccrnegoraHue rotororo MW, narotoenenHoro bes J1C.

Mpumeyvarnnn

1 [nsa uMnnaHTaToB B CEpAEYHO-COCYAUCTON XUPYPIUK, COOEPKalLKnX NeKapCcTBEHHbIe CyDCTaHUWK, 4ONONHUTENb-
Hble pekoMeHgauun npueedeHsl B ISO 12417-1.

2 Moryt notpeboBaTbca OOMNOMHUTENBHBIE METOABI ANA U3YYEHUS XMMUYECKoro 1 Buonoruyeckoro Bzaumogen-
cteua ¢ [1C, murpaumm I1C in vivo, Tokcukonorndeckoro npoduns, NpoayKToB Aerpagauv U KOHTPONMpPYyeMOro BelCBODOXK-
nexus JIC (TepaneBTUYECKOW O03bl) ANSA onpedeneHns TOKCUMKONOrMYecKoro npodunsa 1 dapmakonorMyeckoin besonac-
HOCTW M cneuudnYecKkon akTMBHOCTH.
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8 OueHka paccacbiBalOWMXCA MEOAULMHCKUX U3Oenun
B paMkax cepumu ctaHgapTtoB ISO 10993

8.1 O6wWwue nonoxeHnn

Pasgen 8 copepxuT pyKoBOACTBO NO oLeHke buonoruyeckoro AercTBus paccaceiBatowmxca MU u pac-
CUYMTaH Ha NPUMEHEHUNE C COOTBETCTRYOLWER YacTbio ISO 10993,

8.2 1SO 10993-1, oueHKka U UccnefoBaHMA B Npouecce MeHe4)KMEeHTa pucka

WHdhopmauns no gerpagaumm (T. €. CKOpOCTb, ANWUTENbHOCTb, XMMUYECKME U3MEHEHWH, MeXaHW3Mbl,
NpoayKTel Aerpajauunun) paccachiBarollerocs U3genns, KOMMNOHEHTOB UMMM MaTepuanoB AOMkHa ObiTe npes-
CcTaBrneHa B JOKYMEHTALMUM OLUEHKM BUONOrMyeckoro pucka, BKIo4as napaMeTpbl, cnocobHele NoBNUATL Ha
npouecc gerpagaunn. Takke OOMKHbI ObiTb MOHATHLI OXUAAEMble U3MEHEHUS MEXaHUYECKUX CBOWCTB (Mpu
nccrnegoBaHun gerpagauuu in vitro wnu in vivo). Obuas cxema onpegeneHvs XxapakTepucTrK npouecca ge-
rpagaumm npegctasneHa B 1SO 10993-9, a pykoBOACTBO ANS TMAPOMM3YEMbIX MONMMEPOB COLEPXKUTCH B
ISO 13781. PyKOBOACTBO 4NN XapakTepUCTUKM AerpafaLumn paccachiBalLWLMXCa METANNOB in Vitro cogepXunT-
ca B ASTM F 3268.

OueHka Buonoruyeckoro pucka paccacbisarowiuxcs MW gomkHa BKNO4YaTk BCE COOTBETCTBYHOLLME KO-
HEeYHble TOYKWN, onpeneneHHsle B npunoxenun A ISO 10993-1:2018, ¢ yueTom npumeHumoctu 8.2—8.22 Ha-
cTosALlero ctaHaapta. Kpome Toro, aerpagaumnsa U TOKCUKOKUHETUKA, Kak NPaBUno, ABNAITCA He0BXoaAMMbIMU
KOHEYHbIMW ToukaMu. HeobxooMmo y4ecTb U pacCcMOTpeTb TOKCMYHOCTE AnA Niobbix paccackiBaowmxes MU,
MPSMO KOHTaKTUPYIOLLMX C PENPOAYKTUBHON CUCTEMOI UMK NOTEHUMANBHO CNOCOBHBIX K CUCTEMHOMY pacnpo-
CTpPaHeHUIo B OpraHmname feTer unu nuL, penpogykTUBHOIO Bo3pacTa.

OueHka BMonorMyeckoro pyMcka gomXHa NPoBoAUTLCS B COOTBETCTBMM ¢ pasgenom 7 1SO 10993-1:2018
nuuamMun ¢ HeobxoaNMbIMWU 3HAHWUAMK 1 OMNBITOM.

B cootBetcTBUM C cepuelt cTaHgapToB ISO 10993 monroBpeMeHHbIA KOHTaKT BKMIOYAET XpoHUYecKue
WINN NOCTOSIHHBIE UMMNaHTaTkl, KOTopbie huanyeckn npucyTcTeytoT bonee 30 cyT. Ecnu oxmgaercs, 4to pac-
cacblBaLWMIACA MaTepuan u/unm NpoayKThl ero gerpagaunyM octaHyTcsl B opraHMame bonee 4em 30 cyT, 1O
Takue MW gonkHbl MCCregoBaTbCs Kak AONTOBPEMEHHbIE MMMNaHTaThl.

8.3 1SO 10993-2, TpeboBaHMA K 0OpalleHN0 C XKUBOTHLIMW

Tak kak mogenw in vitro MOTYT ObITb HyBCTBUTElbHbI K U3AMEHEHUAM pH n ocMonNAnNbLHOCTK, peneBaHT-
HOCTb MCCNedoBaHUI in vivo 4acTo genaeT HeoBXoAMMbIM UCMNOMb30BaHWeE Ans paccacbiBatowmxcsa MW mo-
Jenemn Ha XUBOTHbIX.

[JononHWTENbHO OLIEeHKa BO3LENCTBUA MeXaHW4eCKOW Harpyskm u Buonornyeckon cpedbl Ha perpa-
Jauunio U CBSI3aHHbIWM C aerpajaunen BUMONOrMyecknini OTBET B KIMHUYECKN 3HAYUMOWN MOLENN Ha KUBOTHBLIX
MOXeT ObiTb NCMOMNb30BaHa ANA OLEHKK prHKLIMOHaJ'IbHOCTM 1 6esonacHocti MU (Hanpwmep, XpPOHMN4YeCKasd
TOKCUYHOCTb M OLeHKa MECTHOro OencTBuA nocne MMI'IJ'IaHTaU,MVi). Takve uccrnenoBaHUa OOITKHbI pyKoBOL-
CTBOBAaTbCA OCHOBHbIMKW NPpYHUKMNAaMW 06paLLIEHMF| C XMBOTHbLIMMW.

8.4 1SO 10993-3, uccnegoBaHUA reHOTOKCUMYHOCTU, KAHLEPOreHHOCTU M TOKCUYECKOro AeUCTBUSA
Ha penpoayKTUBHYK hyHKUUIO

Ecnu npoaykTel gerpagauunn paccachiBatOLLErOCa MaTepuana XopoLlwo M3BeCTHbl, TO OCHOBHLIE MUTE-
paTypHbIE UCTOMHUKKA MOTYT BbiTh MCNONb30BaHbI ANS OLEHKW rEHOTOKCUYHOCTU, KAHLEPOreHHOCTU U TOKCK-
YecKoro AencTBUS NMPOOYKTOB Aerpafaunm Ha penpooyKTUBHYK dyHKUMIO. Ecnn npooykTel gerpagaumn He-
M3BECTHbI, TO MOTYT OblTe NPOBEAEHb! UMW XMMUYECKNIA aHanua C OLEeHKOW daHHbIX Hay4YHOW nuTepaTypbl Unn
nccnegoBaHUsa reHOTOKCUYHOCTW 3KCTPaKTOB.

Tak Kak paccacklBalllmecs Mmatepuans! cnocobHbl Nnbo Kk aerpagaumm, NMbo pacTBOPATLCA BO BpeMs
3KCTpakummn, nNubo K ToMy U Apyromy, HeobxoAMMO KOHTPONMPOBaTL KOMUYECTBO MCCMEAYEMOro 3KCTPaKTa,
pobaBnsemoe B KyNnbTypy KNEToK, YTOObl HE NPEeBLICUTE NMOPOr TOKCUYECKOro AeNCTBUSA ANS Kaxaon npobbl.
Ecnu 3kcTpakT BbI3bIBAET 3HAYUTEMBHYH TOKCUYHOCTb, TO AONYCTUMO pa3baBrneHue 0 COOTBETCTBYHLLENO
nopora TOKCUYecKoro Aencteusa. MoXHo NnpuMeHsATb Bonee HU3KME KOHLEHTpaLUWK, eCnn OHW BXOOAT B Anana-
30H KOHLUEHTpauun Ansa onpegeneHnsa onTUManbHOro npefena TOKCUYHOCTW, onpedeneHHoro B pyKoBoacTBe
OECD pns MMKpPOSIAEPHOIO UCCIefoBaHns KNeToK mrexkonuTawwmx in vitro (OECD 487), gns aHanusa xpo-
MOCOMHbIX abeppauwni in vitro (OECD 473) n ana nccnefoBaHWA reHHON MyTauUM KNeTOK MIEeKonMTarLL X
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in vitro ¢ ucnonb3oBaHMeM reHa TuMmuauMHkuHasel (OECD 490). MNpegenamMmu LMTOTOKCMHHOCTU B HACTOSLLEM
pykoBogctee OECD sasnsatoTcea (55 £ 5) % ansg xpomocomHon abeppauun n MukposaepHbix npob in vitro n 0o
10 % oTHocuTenbHoro obwero pocta (RTG) ang Tecta Ha KneTkax MMMQOMbI MbILLEN.

Cnepnyet n3berate MaHUNyNALWA C 3KCTPAKTOM OMS M3MeHeHUsa pH nnu ocMonanbHOCTU, ecriu 3TO He
npegycMmoTpeHo pasgenom 4. MNpu oLeHKe HOBOMO paccachiBalllerocsa matepuana Heobxogumo BblOpaThb
MeToa OnpeneneHus reHOTOKCUYHOCTU in vivo M3 Takux CYLLEeCTBYHLUMX TECTOB KaK MUKPOSOEpPHbI aHanuns
apuTtpounToB Mnekonutatowero (OECD 474), aHann3 XxpoMOCOMHbIX abeppaunii KOCTHOrO MOo3ra MnekonuTa-
towero (OECD 475) unu wenoyHoin meton OHK-komeT Ha kneTkax MnekonutaroLwmx in vivo (HalueneHHoro Ha
opraHbl UNu TKaHW, KpoMe KocTHoro mozra) (OECD 489). Beibop meTofa uccnegoBaHusi JOMMKEH ObITh 000-
cHoBaH. Ecnu konnyecTBO BellecTB B UCCMeAyeMOM 3KCTPaKTe HUMXe Mopora TOKCUYEeCKoro AelcTBUS, TO B
nccnegoBaHuK in vivo HeT HeoBXoaMMOCTH.

[JononHuTenbHOe PYKOBOACTBO MO WCCAEA0BAHUID r€HOTOKCMYHOCTU npusegeHo B ISO 10993-3 u
ISO/TR 10993-33.

8.5 ISO 10993-4, nccnepoBaHus U3genun, B3aMMoOOENCTBYIOWMWX C KPOBLHO

Ha pesyneratel remonusa in vitro MOTryT MOBMUATE (PakTopbl, CBA3aHHbIE ¢ pH M OCMONANBHOCTLIO,
KOTOpblE MOTYT He ObITb KITMHUYECKU 3HAYMMbIMWU. Ecnu npu cTaHOapTHLIX YCNOBUAX MCCNEeLOBaHUSA remo-
nu3a in vitro nonyy4yeH HebnaronpuATHbLIA pe3ynbTaT, TO MOXHO PAacCMOTPETb HeobxoOMMOCTb NPOBELEHMS
OOMNOMHUTENBHbLIX M3MepeHnn pH 1 0CMOMSANBHOCTM 3KCTPaKTa AMs OUEHKW BMAHUA Kawadoro M3 3TWUX ABYX
napamMeTpoB Ha NOMYyYeHHbIA pe3ynbTaT. Takke 4oNoNHMTENbLHO Heobxoaumo npoBecTu namepeHusa pH/ocmo-
NANBHOCTU HECKOMNbKUX PacTBOPOB 3KCTPAKTa, HO CTeneHb pazbaBneHns 3KCTpakTa He O0MKHA NPUBOAUTL K
remonuay. MiccnegoBaHne 3KCTPaKTOR NMOCNe KOPPEKTUPOBKM pH 1/Unn ocMonansHOCTU MOXET BbiTb paccMmo-
TPeHo B NMOBTOPHOM MCCIedoBaHUKM, TEM He MeHee, Nbas KoppekTMpoBKa pH MnuM ocMonansHOCTU A0MKHA
66Tk 060CHOBAHA B OLEHKe BUONOrM4Yeckoro pucka 1 AomkHa bbiTh NpenocTaeneHa noapobHas nHdopmaums
no KOPPEKTMPOBKE 3KCTpakTa (CcM. pasgen 4).

HononHuTeneHble NCCNegoBaHMA MMNNaHTaunuyM B MOAenNbHbIX aKCNepuMeHTax 4acTo KpUTUYEeCKn 3Ha-
UYMMbI OnA OLEHKW BMUSHWA Aerpagauyu Ha pasnuyHble acnekTbl FeMOCOBMECTMMOCTU (Hanpumep, Tpombo-
reHHOCTB).

8.6 1SO 10993-5, uccnegoBaHMA Ha LUTOTOKCUYHOCTL: MeToAbl in Vitro

Mpw HeBnaronpuATHOM pesynkTate CTaH4apTHOMo MccrenoBaHusa LMTOTOKCUYHOCTY MPU OLEeHKe pucka
MOXHO PaccMOTpPeTL crieaylolMe noTeHumansHbIe MeToabl UCCNefoBaHns Ana MOHUMaHUS NepPBUYHbLIX pe-
3ynbTaToR:

- pasbaBneHune: 9KCTPaKTbl paccackiBaLWKUXCs MaTepManoB MoryT ObiTk pasGaBneHsl (HeobXogMmo 1c-
nonbL30BaTh Auanas3oH pasbaeneHus ¢ BkrtoveHrem 100 % YUCTOro 3KCTpPaKTa), C YYeTOM, YTO OHU BKMOYaKT
COOTBETCTBYOLME NPOAYKTEI Aerpagaumnu.

Mpwv MCMONb30BaHUK PACTBOPOB IKCTPaKTa YacTo MoresHo cpaBHUTL Nokasatenu ICq, ¢ nokasaTensamu
IC5, ANA KOHTPOMbHLIX MaTepuanos;

- nocnefoBaTenbHas 3KCTpakUMs: NPoBOAST OTAeNbHbIE MOCMedoBaTemNbHbIE 3KCTPaKUWK, NpeacTas-
naolMe pasnuuHbie ctagun obweil aerpagauun maTepuana. MccnenyemMble 3KCTPakThbl, MPUroTOBMNEHHbIE
C YYETOM pasnuYHbIX cTagui Aerpagauunn, MoryT 6biTb OLEHeHbl He3aBncKUMO. YunTbiBaa pasHoobpasue Ma-
TepuanoB W KNUHUYECKUX NMPUMEHEHWUIA, NoNb3oBaTeNbL caM onpeaenseT, KakMe BpeMeHHbIe paMKu ABNSTCS
NoaXoas UMK,

- MpeaBapuTenbHas aerpagauns: UCNonb3ayloT NpeaBapuTenbHO AerpagupoBaHHbIil matepuan ¢ onpe-
AeneHHoN TeMnepaTypoit, OMMTENLEHOCTLIO Aerpagauri UM BpeMeHeM NpoBedeHUs aKCTpakUWM aAna nonyye-
HWS uccnegyemoro obpasua ¢ KOHTPONMpPYeMon ferpagaumveit, oTpaxkalLleld COOTBeTCTBYOLLYI0 KOHKPETHYHO
cTaguio gerpagauun. [Ins paccacbiBaloWMXcs MaTepuanos aKCTpakuua npy Temnepatype cebiwe 37 °C Mo-
»KeT NpUBeCTM K HepenpeseHTaTUBHLIM M3MEHEeHWAM B Mpolecce Aerpagaummn 1 ee crieyeT, No BO3MOXHOCTH,
nzberats. HeoBX0AUMO OTHOCUTLCS C OCTOPOXKHOCTLIO K MONUMepaM, 3KCTparupyeMelM npy TemnepaTypax,
BrnM3KMX K CTEKMOBAHUIO MMM pacniaBneHno. JononHUTeNnsLHO, NpM NOBLIWEHHbIX TemnepaTtypax y abcopbu-
pyeMbIX METarnmoB MOXeT pasnu4yatbCsi XMMU3M KOPPO3UKU MW ee NMPOosiBNeHus (Hanpumep, ToYedHas Koppo-
3usi, obpaszoBaHue TpPeLwuH), UNu 1 To, U Apyroe;

- crnegyeT usberatb MaHUNyNAUNA C SKCTPAKTOM ANS U3MeHeHus pH unv ocMonsnbHOCTU, ecnn 3TO He
npeaycMoTpeHo pasgenom 4;
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- nobble gaHHble 0 HeGNaronpMATHON LIUTOTOKCUMHOCTU MOTYT BbiTh OOMOMHUTENBHO WM3Y4YEeHbl C MNO-
MOLLbKO TUCTONOrMYECKON OLEHKM MECTHOWM peakuun B UMMNMNaHTaLMoHHbIX nccnegoBaHusx (cm. 1ISO 10993-6).
BbIBOp MMNNaHTaUMOHHbLIX METOAOB UCCreaoBaHusa gonkeH ObiTb 00bACHEH U 0BOCHOBAH NpU oUeHKe Buo-
Norv4eckoro pucka.

8.7 1SO 10993-6, uccnegoBaHMA MeCTHOro JeWUCTBUA Nocne MMNaHTauum

1SO 10993-6 BknoyaeT MHoOpMaUMO ANS OLUEHKK paccackiBarowmxca M. MMnnaHTaunoHHble uccne-
O0BaHWA HA JKCMEPUMEHTANbHbLIX MOAENAX KPUTUYECKM BaXKHbl AN OLEHKN MECTHbIX BMONOrM4ecknx 0TBETOB
n abcopbummn paccacbiBaloWwmnxcsa matepuanos MU,

Heobxoaumo paccmaTpuBaTb Kak XapakKTepUCTWMKUM TKaHW, Tak WU YCMOBUSA KIMHWYECKOro MpUMeHe-
Hua M. Mpwn oueHke MecTHbIX adhheKToB Nocne MMNNaHTaunum HeobxogMMo NpoaHanM3MpoBaTbh COCTOSAHUE
OpraHoB (HanpuMmep, OPEHUPYIOLNX MMM aTuyecKnx y3rnos), NoABepraeMblX BO3AEeNCTBUIO NPOAYKTOB Aerpa-
nauunn. ObocHoBaHMe 0TODpaHHbIX OPraHoB A0MXHO ObITh NPEAOCTABMNEHD B OLEHKe BMONOrMYeckoro pucka.

PaccacbiBatowmiica matepuan, UCNonb3yeMbiil B KAYeCTBE KOHTPOMSA, AOMKeH BbiTh KOMMEpPYECKN O0-
CTYMHBIM C OBLLENPUHATLIMU XapakTepUCTUKaMKU KNUHWUYECKOW npueMnemocty U duocoBmecTumoctu. Co-
CTaB U CKOPOCTb paccackiBaHWUA KOHTPOMBHOIO MaTtepuana AoMmkHbI BbiTb MakCUMarnsHO CXOOHLI C uccnenye-
MbiM MW. Heobxogumo yuuTeiBaTh ISO 10993-6:2016, 5.3.3.

Korga npepoctaBnsietca Hay4yHoe o60OCHOBaHue Ons NpekpalleHWs UccnefoBaHWusl 00 NOMHOro pac-
cacbiBaHWsA, OOMKHbI BbiTh gokasaTtenbcTBa TOro, 4To 6bina gocTturHyta ctabunbHas peakuus bBuonornde-
CKWX TKaHel. Hanwyne gaHHbIX in vitro o BpemeHu nonHoi aerpagaumn M moxeT b6biTb ob6ocHOBaHMEM 3a-
BEPLUEHUSA MMMNINAHTAUMOHHLIX MCcnenoBaHMii Bes OOCTMXKEHUSA MOMHOMo paccachiBaHWs, ecrii MOXeT ObiTb
yCTaHOBMEeHa Koppensuus Mexay MonyYyeHHbIMU pesynstatamu in vitro — in vivo (IVIVC). Ecnn ckopocTb
paccacbkiBaHusa MW 3aBucKUT OT ANUTENBHOCTU €ro KNMHUYECKOro NpUMEHEHKS, TO pa3nuYHblie CKOpPOCTK pac-
cacblBaHWs OOMKHbI BbiTb PACCMOTPEHbLI NPW OLIEHKE MECTHbIX peakuuin nnn obocHoBaHbl [Hanpumep, MW n3
nonunaktuga (PLLA), gerpagupys co cTabunbHOWM CKOPOCTbIO paccachiBaHWSA, MOXET Yepe3 HeCKOmNMbKO neT
nocrne MMNNaHTaLUMn Ha4aTb paccachiBaThbCs ¢ ropasao bonbliueir CKopoCTbio].

8.8 I1SO 10993-7, ocTaTouyHOE cogepKaHWe 3ITUNEeHOKCUAa nocre cTepunusayuu

Jerpapauua paccacbiBaloLerocs Matepuana MoXeT NOBNUATL Ha KWHeTUKY BeliaeneHua EO. Mpwu oueH-
Ke BO3OencTBusA ocTatodHoro konudectsa EO/atunenxnoprugpuna (ECH) Ha MW, exxeqHeBHas koHUEHTpa-
LWA raza paccHvThiBAETCH UCNONb30BaHUEM 3KCMNEepUMEHTamNbHO MoMy4YeHHOro npodpuns BeicBoboXoeHWs, a
He geneHnem Ha obliee KONMMYeCcTBO OHEN, B Criyvyae ecnu Apyrve pacyeTbl He 0BOCHOBaHbI.

8.9 ISO 10993-9, oCHOBHble NPUHUWUMNbLI WOEHTU(UKALUM U KONMUYECTBEHHOro onpegeneHus
noTeHUManbHbIX NPOAYKTOB gerpagauuu

[Mpw nccnegoBaHum paccacbiBawwmxca MU cneunanuct gormkeH yunteisate 1ISO 10993-9, pesynbTtathl
nccnegoBaHus OOMKHbl BbiTh BKITHOYEHbLI B OLIEHKY BMOMOrMyeckoro pucka.

[Mpw uccrnegoBaHuK Jerpagaunn MoXeT okasaTbes LenecoobpasHbiM perynupoBath pH B KNMMHWYECcKK
3Ha4uMoM guanasoHe, ocobeHHo ecnv pH MoxeT BMMATE Ha CKOPOCThL Aerpagauny Unmn cocTaB NPOAYKTOR Ae-
rpagaumun. CneymanucT No oueHKe pUcKa OOIMKEH yYMTeIBaTk NoTeHUnaneHoe BnvsaHWe pH Ha aTy KOHeYHyo
TOYKY 1 Npu HeoBXOAMMOCTW NPEAOCTaBNATL Kak He CKOPPEKTMPOBaHHbIE, Tak Y CKOPPEKTUPOBaHHbIE OaHHbIe
nccnenoBaHus.

8.10 ISO 10993-10, uccnegoBaHWUs KOXHOW ceHCUbMnU3aumm

B HacToslee Bpemsi HET 4ONOMHUTENbLHBLIX TPeBGoBaHWA NPU UCCNEA0BaHUN CEHCUBUMUIMPYIOLLENO Aei-
cTBUA, KpoMe TpeboeaHuin ISO 10993-10.

n puMmedaHUue — Ecnn BanuaupoBaHHble anbTepHaTUBHLIE METOObI in vitro CTaHyT OOCTYNHbIMKW ONA LaHHOoW
KOHEYHOW TOYKM U npuemnemMbiMin Ana paccacbiBakOWMX MIA, TO oHU 6y,E|yT npeanovTuTenkbHee.

8.11 1SO 10993-11, uccnegoBaHuA ob6LETOKCUYECKOTro AerUCcTBUA

Onsa MMnnaHTUPYyeMbIX paccacbiBalLLMXCA MaTepuanioB peKoMeHOyeTcs oueHka obLliel TOKCUYHOCTH
nyTeM UMANaHTaLuK B KIMHUYECKM 3HAYMMbIA Y4aCTOK HA MOLENN KMBOTHbIX (ecny obwas TOKCMYHOCTE COo-
oTBeTcTByeT KaTeropum MW cornacHo 1ISO 10993-1:2018, npunoxeHue A). MNpn MogennpoBaHuM nNpeanona-
raemoro KIMHUYEeCKoro NpUMeHeHUs U3Lenusa B UCCMNefoBaHuAX Ha XMBOTHbLIX CNedyeT OUeHUBaTb MeCTHbIe
TKaHEeBbIE W CUCTEMHbIE peakuuy, Aerpajaunio nagenusa, Metabonuam n cucTeMHoE pacnpegeneHne npo-
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OYKTOB Aerpagauvv B opraHuame. CoOTHOLLEeHMEe Macchl Matepuana u Macchl Tena OOIMKHO COOTHOCUTBLCSH C
npegnonaraeMbiM KIMMHWYECKUM AeACTBUEM.

CnepoeatensbHo, pekoMeHayeTtcs, yTobbl Macca unu nnowaae noeepxHoctu MW, B cooTBReTCTBUM C
MaccoMl }KMBOTHOro (Macca MW B rpammax Ha KunorpamMmm Macchl Tena unu nnolwlags nosepxHocty MA B cm?
Ha KMrnorpamMm Macchl Tena) oTpaxana npefHa3Ha4yeHHoe MaKCcMMarnsHOe UMK NpeyBenuyYeHHoe KIMHUYecKoe
LeNcTBMe, BblpaXXeHHOe Yepes Maccy Tena. [na obecnevyeHns npeyBenM4eHHOro KNMHWYECKoro AeicTBmA Ha
YKMBOTHbBIX BO3MOXHO NPUMEHEHWEe HECKOMNBKNX MMMNaHTaToB.

[nsa ycTaHOBNEHWs BNUSIHMA MEXaHWYeCKOW HarpyskM W OKpYXatlolWwmxX TKaHeW Ha gerpagauunto u oby-
CNOBMeHHLIA gerpagaumein 6Monormieckiii oTBeT HeobXoaMMO NPOBeAeHWe YeTKO CNNnaHMpPOBaHHOMO Uccre-
noBaHua 3ddeKTUBHOCTU NN PYHKLMOHANBHOCTH, YTO OOMKHO ObiTh BKMOYEHO B OUEHKY Buonorudeckoro
pucka. JnnuTenbHOCTL UCCnedoBaHns AoMKHA COOTBETCTBOBATL BpeMeHn aerpagauum u abcopbumm KOHKpeT-
Horo M.

Heobxogumo npenoctaBuTh 0BoCHOBaHWE BbiDpaHHbIX OpraHoB ANA aHanv3a 00LLeTOKCUYecKoro aen-
CTBMS paccacbIBaKLLMXCA MMMNMAHTATOB.

B cootBetcTBUMM ¢ ISO 10993-11:2017, npunoxeHue G, ana obecnevyeHna 6e3onacHOCTU NauneHTa He-
0bxoanMMo paccMoTpeTb PUCK NMUPOTreHHOW peaKkuMn, Bbl3BAHHOW 3HOOTOKCUMHOM rpamoTpuLaTenbHbix bakte-
PWUA MY OPYTMMU UCTOMHUKAMMW MUPOreHOB (TakMX, Kak NMUPOreHkbl, ONOCpefoBaHHbIE MaTepuanom) npu uc-
Nonb30BaHWM paccackiBaOWNXCS UMNNaHTaToB.

8.12 1SO 10993-12, npurotoBneHue Npob U KOHTpPonbHbIEe 06pa3ubl

Mpw UCNONb30BaHWM PacCackIBaAOWMXCA MATEPUATOB OBLLWUIA PUCK NOMYYeHWUa HEAOCTOBEPHbIX Pe3yrib-
TaToB MpUW NPOBeAeHUM UCCNeaoBaHWn BO3pacTaeT, NOCKONbKY XapakTepUCTUKA 3KCTpareHTa U YCroBUsl 3KC-
TpakUuMU HEe COOTBETCTBYIOT (DU3UONOTMYECKUM YCITOBUMAM KMUHUYECKOrO NPUMEHEHMUS.

a) Tak kak BbiGop aKcTpareHTa, Hanvyve GenkoB W COCTaB 3NEKTPOMMTOB (ecny NMPpUMEHUMO) MOryT
NoBNUATL (T. €. YBENWYUTE, YMEHbLLINTbL, YCTPaHUTL) Ha CKOpPOCTh Aerpafjauun paccackiBawwerocs MW npu
3KCTPaKUUK, UCCrEeaoBaTesb AOMKEeH NOHMMaTb OTHOCUTENbHOe BRUAHWE BbIOPAHHOro pacTBOpPUTENA Kak Ha
CKOpOCTb Aerpagaunu, Tak U Ha peaynsTaT UCcCcneqoBaHus.

b) Tak kak akcTpareHT (BKnoYas MaMmeHeHus pH) MOXeT NoBNUSTL Ha cnocob/MexaHu3M gerpagauuu
paccacblBaemoro obpasua, uccnegoBaTens AOMKeH OLUeHUTb, MOTYT N NonyyYeHHble NPOAYKTLI Aerpagauum
no CBOEMY COCTaBy TEOpPeTMYEecKM OTpaaTb npoucxoasiiee npu ouanonornyeckm CoOoTBETCTBYLMX
YCINOBUSIX.

c) Mpw UCNONb3OBaHUK PAcCackiBaKOLLMXCA MaTepuanos cnedyeT yYuTbiBaTh NOTEHUMWANbHYH BO3MOX-
HOCTb HECYLUEeCTBEHHOI Aerpafaluny, BeI3BaHHOM pacTBOpUTENEM.

MapaMeTpbl 3KCTPAKLMM (ONUTENBHOCTb 3KCTPaKUMK U/MNK TemnepaTtypa) MoryT YCKOpWUTL Aerpagauuto
paccacblBaloLerocs Mmatepuana, a Takke NpuMBecTU K yBelMYeHuo NpodykToB Aerpagauuu, YTo MOXeT Mo-
BMWATL Ha peaynkTaT UcCrnefoBaHus.

dakTUYecky, SKCTpaKUMa ANUTENbHOCTLIO 24 4 UK 72 4 MOXKET CKOHLEHTPUpOoBaTh NPOAYKTLI Aerpaga-
LUK, KoTopble in vivo MoryT BbiTe AeNOoHMpPOBaHbl Kak B onpedeneHHbIX TKaHaxX U opraHax, Tak u pacnpegene-
Hbl O BCEMY OPraHU3My B TEYEHWe TOro e nepuofa BpeMeHu. [Ins paccackiBaoWwUxcs MaTtepuanos Temne-
paTypa 3KCTpakuWu JomkHa ObiTh BeIBpaHa ¢ yY4eTOM KOHKPETHLIX TEMMNEePaTypHbIX OrpaHUYeHuin MaTepuana.
Ecnv KOppekTUpyHTCs CTaHAapTHLIE YCNOBUS, TO OHU AOMXKHb! 6bITb 060CHOBaHbI U OTpaKeHbl JOKYMeHTarb-
HO, KaK onucaHo B pasgene 4.

MpuMeyaHue — XoTs in vivo NOBbILLEHHBLIE KOHLUEHTPAaLMW NPOoAYyKTOB Aerpajauynn ManoBeposTHbI, B Heyaau-

HO BbIGpaHHOM MeTode in Vifro Takue NMOBbIWEHHbIE KOHLEHTPaLUWMX MOTYT YKa3blBaTb Ha NMOTeHUMUanbHyH TOKCUMHOCTb
NpoayKTa aerpagauuu.

[ns nonMMepHbIX paccacblBalOLLMXCS MaTepuanoB 3KCTPaKUWUA Bbllle TEMMNEPATYP KUBbIX OpPraHus-
MOB (in vivo), NpubnuxarLUnXcst UNKM NpeBbILLALWMX TeMNepaTypy CTEKNOBAHUS STUX Matepuarnos, MOXeT
NPUBECTW K U3MEHEHMSAM B CBOWCTBAaX NOMUMMEPOB (Hanpumep, Aerpagauunn), He oTpaxarolMM KMWHUYEeCKue
ycrnoBwusi, Yyero cnenyet u3berats. B crniyuae paccacbiBalLUXCs METaNNoB NOBbILLEHHbIE TEMMNepaTypbl 3KC-
Tpakuuy MOryT NPUBHECTW HOBbIE U MOTEHUWANbHO HEPENnpe3eHTaTUBHbIE MEXaHW3Mbl KOPPo3un. Takum ob-
pasoMm, AN OTAENbHLIX paccachiBaOLLUXCs NONUMEPOB U METANINOB CTaHAAPTHLIE TEMMEPaTYPbl IKCTPaKLUU,
npueegeHHble B ISO 10993-12, (kpome 37 °C) MoryT BbITb HE MPUMEHWUMBbI.

Mpwu oueHke paccacbkiBatowmxes MW MoxeT 6biTb paccMOTPeHa 3KCTPaKLMsA YacTUYHO (NpeaBapuTenb-
HO) AerpagupoBaHHbIX MarepyarnoB W CBA3aHHbIX C HUMK NPOAYKTOB Aerpagaumnu.
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8.13 ISO 10993-13, ngeHtndmkauma MU Konu4ecTBEHHOE onpepeneHue NPoAyKTOB Aerpagauuu
nonumepHbix MU

Mpw uccnegoBaHum paccacbkiBatrownxca MW cneywanucet gomkeH ydnteiate [ISO 10993-13, pesynera-
Thl UCCIeA0BaHNA OMKHbI ObiTb BKITHOYEHbI B OLLEHKY OMONOrMYecKoro pucka.

8.14 I1SO 10993-14, ngeHtndnkauma MU Konu4ecTBeHHOE onpegeneHue NPoAyKTOB Aerpagauuuv
M30enui U3 KepaMuKkm

Mpw uccnepgoeaHum paccaceiBarowuxeca MW cneumanuet gomkeH yunteiate ISO 10993-14, peaynera-
Thl UCCNEA0BaHNS OOMKHbI BbiTh BKMIOYEHbI B OLLEHKY BUMONOrM4eckoro pucka.

8.15 ISO 10993-15, naeHTUdMKaLMA U KonNu4ecTBEHHOe ofnpegeneHue NpogyKToB Aerpagauvm
N34enuii U3 MeTanmnoB v CNnaBoB

Mpw uccnegoeaHum paccackiBarowuxca MW cneuymanucet gomkeH yunteiaTe ISO 10993-15, peaynera-
Thl UICCNEOBaHNSA AOMKHbI BbITh BKMOUYEHBI B OLEHKY BMONOrnyeckoro pucka.

8.16 I1SO 10993-16, KOHUENUMNA TOKCUKOKMHETUYECKNX UCCNefoBaHUN NPOAYKTOB PasnoXeHusa u
BbilleNaynBaeMbIX BellecTs

PaccackiBatowmecs Martepuanbl UeneHanpaeneHHO npeHa3HaYeHbl OnA gerpagauvn B OopraHuame
nauyueHTa n noapeprawT nadmneHTa 0EenCTBUID NnpoayKTOB XUMUYECKON perpagaunn. PaCCMOTDEHViE.‘ TOKCU-
KOKMHETUKW OaHHbIX MPOAYKTOB Aerpajauni ABNAeTCH HEO6XO,D,I.'IMI::IM W OOIMKHO BKITHOYAaTbCA B OUEHKY buo-
NOorM4ecKoro pucka. [aHHble UMK CChINMKKM Ha NepBOUCTOYHUKK, NOAKpennAwLwne pe3ynbratbl MCCNeOgoBaHNA
TOKCUKOKMHETUKK u/unn ADME, AOJDKHbI ObITb npunBeneHbl B OLLEHKE BGronornyeckoro PUCKa.

8.17 ISO 10993-17, ycTaHOBNEHWE NOPOroBbIX 3HAYEHWW A1 BbIMbIBA€MbIX BELLECTB

Mpw uccnegoraHuu paccackiBarowmuxea MW cneymanuet gomkeH yunteieate SO 10993-17, pesyneta-
Thl UICCNEAOBaHWS AOMKHbI BbITh BKMOYEHBI B OLIEHKY BMONornyeckoro pucka.

MoHO 0X%MAaTb, YTO paccacbiBalLWKUACS MaTepuan, ero 3KCTPaKTbl W/WUNK NpoayKThl ero Aerpagauum
©ynyT paccackiBaoWwmMecs U NoTeHUWanbHO BbiAENEHbl OPraHN3MOM B TEHEHWE ONpeaenseMoro NnpoMexyTka
BpeMeHu. Tak kak npodunnb gerpagaumm, ckopee Bcero, dDyget HenMnHelHbIM, MPUMMEeHeHne MaTtemaT4ecKoro
yCpeOHEeHUs ONSA OLEHKU eXeOHEBHOro BO3OENCTBUS MOXET He MpefcTaBnATh XYALWA CLEeHapuiA BO3OeW-
cTBMA (HanpuMep, BbigeneHue bontwca). Hopma go npogomkutensHocTy Bosgencteua 30 cyt u 25 000 cyt
(68 net) siBnAeTca HenpuMeHUMOW. Takum obpas3om, onpederneHMe MakcMManbHO paspeLleHHoro npegena
OOMKHO ObITh MOMYyYeHO MCMOMb30BaHWEM OL@HOK MaKCMMaribHOro CYTOYHOrO BO34EeNCTBUS M OOSHKHO Mpu-
HUMaTb BO BHUMaHWe MakcuManbHoe Konudectso MW Ha nauueHTa, Ha npoueaypy U KYMYNSITUBHbIW 3dhpekT
(ecnu NpUMeHUmMo).

8.18 1SO 10993-18, uccnegoBaHne XMMUYECKUX CBOWNCTB MaTepManos

O6nacte npumeHeHus 1SO 10993-18 He oTHocKUTCA K MOEHTUDWKALWUMA UM KONMUYECTBEHHOMY Onpe-
JerneHno NpoaykToB gerpagaumn. Tem He meHee, oblKMe KOHLenuuu, nepedncnenHblie B cTaHgapTte, MOryT
NPUroanTLCA ANA OLEHKM BMONOrn4yeckoro pucka.

ISO 10993-18 He pacnpocTpaHaeTcs Ha NPOAYKTHI Aerpafjalymun, HO BKITKYaeT YCIIOBUS MCCNeaoBaHus,
KOTOpble MOTYT YCKOPUTL, NMB0 U3MEHWUTL UX COCTaB UMK KOMMYECTBO, UMK U TO, U Apyroe. Noatomy Heobxo-
OUMO NpoaHanuanpoBaTbh NPUMEHMMOCTbL CTaHg4apTa UnK ero cnocobHocTe obecnednTs pesynsraThl, 4OCTO-
BEPHO pa3nuYHble AMA HenpegHaMepeHHbIX (HeOXUOAeMbIX) U NpeAHaMepPEeHHbIX (OXuaaembix) NPOaYyKTOB
nerpagauum, WnM ero NpUMeHUMMOCTb W CnocoBHOCTb ANA OLEHKW paccacbiBalolmxcs matepuanos, M unu
komnoHeHToB M. HanpumMep, xuMU4eckne 3KCTpakLuu paccacbliBaloLlmnxca matepunanos/MW obblYHO BbIXO-
OAT 33 paMKy UCHEpPNbIBAKOLLMX YCITOBUIN U NPUBOOAT K MOSTHOMY PACTBOPEHWUIO, 8 TaKKe K JONOMHUTENbHbIM
TpyoHOCTSIM. Takue akTopbl, Kak NPOMEXYTOUHbIA XMMUYECKUA cocTaB B npolecce abcopbuuun, kpucran-
NWYHOCTL, NOCNeAoOBaTeNbHOE pacnpeneneHne 3BeHLEB B CONONUMEpax 1 CcTeneHb OKUCNeHns, HeoBxoanmo
YYMTLIBaTb ANA NPaBUMNbHOW XapakTepuUCTUMKN paccackiBatowmxca matepmnanos MIA.

8.19 ISO/TS 10993-19, uccnegoBaHua PU3INKO-XUMHUYECKUX, MOPchONornyeckux
n TonorpadMYeCKUX CBONCTB MaTepuasnoB

Mpu nccnegosanuy paccaceiBatowwmxca MW n npogykToB vx gerpagaumu, Bknioyasd obpasoBaHue npo-
MEKYTOUHbIX B3BELUEHHbIX YACTUL, CNeumanncT gomkeH yunteieate ISO/TS 10993-19, u nonyyeHHbIe pesynb-
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TaTbl UCCNEAOBaHUS AOMKHbI GbITb BKMOYEHbI B GMONOrMYeckyto oLUeHKy pucka. MocKonbKy paccachiBaloLwu-
ecs mMaTtepuans! npegHasHadYeHsbl ANs gerpagjauuy, CywecTByeT noTeHuuanbHas BepOosaTHOCTL NpW BbIXoge
MW u3 cTposi o6pasoBaHnsa Teepablx YacTul. HeobBX0AMMO NOHUMAHUE BOZMOXKHOIO KIMMHUYECKOTO OeNCcTBUs
Takol Jerpajauuun (Hanpumep, ANS BHYTPUCOCYOAUCTLIX UMMMAHTATOR HYKHO YYUThIBaTh aMBonuaauuio, se-
AYLYIO K KOpOHapHOMY UK LUepebpansHoMy MHGapKTy). XMMWYECKUA COCTaR, a Takke pasMep 4acTul MoryT
NOBMMATL Ha BUonornyeckne oTBETLI U OOMKHbI ObITh pACCMOTPEHbI NpK oueHKe Guonoruyeckoro pucka. O6o-
CHOBaHWA OOMKHbI ObITh NpeAcTaBneHbl nepcoHanom, obnagaowmmM HeobxoAMMbIMU 3HAHUAMW W OMbLITOM.

I pupMmeHaHne — OT,D,E‘J'IbeIe oGpasy:ou.mecn TBEpOble YacTuubl MOTYT UMETb O4YEHb ONMMTENbHOE BpEMA OE-
rpagaunn, HanprMmep, KpynHele KpucTannbl rmapokcuanaTuta, KOTopble MOryT BbITb YacTblo Kakux-nmubo AerpagupyemMbix
3aMeHUTENen KOCTHOM TKaHM, MOTYT gerpagnpoBatb O4eHb MeONEHHO.

8.20 ISO/TS 10993—20, npvHUMNbLI U MeToAbl UCcCcNeAOBaHUA UMMYyHoToKkcu4dHocT MU

B cnydyae noTeHuymansHONW HeoDXOOWMOCTM MCCMefoBaHUA MMMYHOTOKCUMYHOCTW, UCCneqoBaTento pe-
KoMeHayeTcs o3HakoMmuTbeda ¢ SO 10993-1:2018, 6.3.2.15. Ecnu gonycTMMo, TO MUccrnefoBaTtenb O0MKeH
npumeHnTb ISO/TS 10993-20 npu npoBegeHWM UccnegoBaHUs UMMYHOTOKCUMYHOCTM paccackiBatowmxca MU
W pe3ynbTaThl AOMMKHbI BbiTh BKITHOYEHbL! B OLEeHKY BMOnoruyeckoro pucka.

8.21 ISO/TR 10993—22, pykoBOACTBO N0 HAaHOMaTepuanam

Tak Kak paccacblBalolWnecs Matepuansl NnpegHasHadeHsl Ans gerpagauuu, Teepable YacTulbl BpeMeH-
HO MoryT obpasoBbiBaThCa Npu paspywedun MUW. MoxHo npumenates ISO/TR 10993—22 ons uccnegosaHua
HaHoOObeKkToB, 0bpasyrLuxcs B pesynstaTte gerpagauvi. Kputepuin ons onpegeneHvsi npueMnemMocT ma-
Tepvana ans npegHasHayeHHoOW ueny AomkeH ObiTh M3NOoXeH B oLeHKe BMonornyeckoro pucka.

8.22 1SO 10993—23, uccrniegoBaHuA pasgpaxarLero oeMcTBuA

8.22.1 O6LwWue nonoxeHus

Miccnenoeatenb JoMmKeH y4uTbIBaTh pekomeHgauumn 1ISO 10993-23 npu uccnegoBaHun Buonornvyeckoro
nencteusa paccaceiBarwowmnxca MW, peaynstaTtsl MccrnefoBaHUsA OOMKHbI BbiTh BKNIOYEHBI B OLEHKY Bronoru-
4YeCcKOro pucka.

8.22.2 WccnegoBaHuA pasgpaxarLlero geucTeus

PaccacbiBatollnecss matepuarnsl 4acTo MOryT Bbi3blBaTb W3MeEHeHUs pH 3KCcTpakTa, U ero sHadyeHue
JOIMKHO BbITb U3MEPEHO [0 UCCNEAOBaHWIA HA XKUBOTHbIX, cornacHo ISO 10993-10:2010, 6.2.

Ecnu umeloTcs gaHHble, NnoaTBepXAawline, YTO KpalHue 3HadeHusa pH aKkcTpakTa He CYLLECTBEHHbI
npy KNAMHWUYECKOM npumeHeHun MK, To MOXHO paccMoOTpeTb BO3MOXHOCTb KOPPEKTUPOBKWM pH akcTpakTa,
4yToBbI NyYlle 0Tpa3uTk akTnyeckue ranonornieckme ycnosus in vivo B npefenax npegnonaraemMblix ycno-
BWWA €ro KIMHWUYECKOro NPUMEHEeHUs Ana UccnefoBaHWs 3KCTpakTa Ha noTeHuuanbHoe NpUcyTCTBUE ApYTruX
pasfpaarLlLUMX XMMUYeCcKnX BellecTB. B Takol cuTyauuu KparHe BaKHO nNpenocTtaBuTb obocHoBaHMeE (T. €.
KIMHWYECKN peneBaHTHOE UCCeaoBaHe MMnaHTaumm), YTobbl NokasaTtk, YTO Takas Koppo3usi KOXW Uiv ee
pasgpaxeHue He NMPoM3cHAAYT NPU KNMHWYECKOM NpUMeHeHnn. Takke BaXHO 3a00KYMEHTUPOBATh KOPPEKTU-
POBKY 3KCTpakTa u obocHOBaTh ee nNpu oueHke Bruonormyeckoro pyucka (cMm. pasgen 4).

Ons uMnnaHTMpyeMbiX MaTtepuManoB peKoOMeHOYyeTCa nccnefoBaHue BHYTPUKOXHOW peakuun. MNpegno-
UTUTENBbHBIMKW ABNAKTCA BanNWOMPOBaHHbIE anbTEPHaTUBHbIE METOAb! (N Vifro, NO3BONSALIME PACCMOTPETh
OaHHYI0 KOHEYHYIO TOYKY U KBanuduuMpoBaHHbIe AN UCMOoNb3oBaHUA ¢ paccackiBawowmmuca MW, ecnu Ta-
KOBbI€ BO3MOXHbI.
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FOCT ISO/TS 37137-1—2024

MpunoxeHune A
(cnpaBo4Hoe)

TepMUHbBI, OTHOCAWMeCH K aBcopbLun, Aerpagauunm u cBAsaHHble ¢ HUMU TepMUHbI 1)

CuHTeTM4YeCKMe UMNNaHTaThl, U3rOTOBMNEHHbIE U3 TMAPONM3YyeMbiX anbga-okcu NonMadupoB, ONMCLIBANKUCL Kak
«paccacbiBalolMecay, Ha4uHaa ¢ KoMMepLuani3aumm LWOBHOMO Matepuana Ha nonurnuvkonwaHon ocHose B CLUA B
1970-e. B To BpeMs LIOBHbIE MaTepuansl 13 cononuMepa nonurnukonuanaktuaa DEXON™2) 1 VICRYL™3) 6binm knac-
cuhuLMpoBaHbl Kak «abcopbupyeMbliil LWOBHLIA MaTepuany» ®apmakoneei CLUA (USP) 1 YnpaeneHvuem no KOHTPOro 3a
Ka4yecTBOM MULLEBBIX NpoayKToB U MmeaukaMmeHTor CLUA (US-FDA), 4yTo siBnseTcs akTyanbHbIM W cerodHsi. 1o KoHTpacTy
¢ «He abcopbupyemMbiM LUOBHBIM Marepuanom», LWOBHbIE MaTepuarnsl Ha OCHOBE MONWIMMKONUANaKTMAA M KonnareHa
NoOBEPratoTcs rMAPONUMTUYECKOMY W/MNK hepMeHTaTUBHOMY rmaponuay ¢ obpazoBaHvMeM NMPOAYKTOB Aerpajaumuy ¢ no-
criegyolen nx abcopbumein opraHnamoM. MNMocne gaHHoro obosHavyeHus gpyrue TEPMUHBI, TakMe Kak «aerpagupyemslii»
1 «pezopbupyemelit», cTany B3aMmMmosameHseMbiMi Ans 0603HaYeHns paccachiBaloLLMXCA MMNNaHTaToB, YacTo MPUMEHSI-
eMbIMW C NPUCTaBKoW «Bro» AnA BCeX AaHHbIX TEPMUHOB.

OcHOBEIBAACH HA MCTOPUYECKOM UCMOMNB30BaHWU W PEFYNATOPHOM NpeLeaeHTe, HAaCTOALWWMI CTaHaapT NpeanoyT-
TEnbHO NpuUMeHsaeT TepMuH abcopbupoBaTe/abcopbupyemelin/abcopbums Ansa onvcaHua Npouecca gerpagauyMy MMnnaH-
Tupyembix M 13 cuHTETMHECKOrO rMapoNU3yemoro nonmmepa. 3TM TEPMUHBI TAaKKE NPUMEHKMMbI K NMPUPOAHBLIM MonvMMe-
pam (Hanpumep, KonnareHy) v gerpagvpyemMelM MeTannam, Tak kak ntobon npogykT aerpagauum, 6enkoBbIi UM MOHHBIRA
Oynet 3aBegomo abcopbupoBaH opraHMamMom «xo3sauHay. MNpucTtaBky «Ouo» HeobxoaMmMo usberaThb, Tak Kak 3To ABMAETCA
TaBToMNorue B KOHTEKCTe NpuUMeHeHWi umnnaHTaToB. CnefyeT nsberatb ynoTpebneHus TEPMUHOB «pe3opbuns» 1 ee
MPOM3BOAHLIX, TAK KaK OHWU ABNSIOTCH OBLUENPUHATBIMA MEAULIMHCKUMWA TEPMUHAMMK, 0ObIYHO MCNONb3YeMbIMA ANS Onu-
CaHWA ecTECTBEHHbIX NpoueccoB pe3zopbunmn B HOBOOBPA3YIOWMXCH TKAHAX, TaKMX Kak OCTEOKNacTUYECKoe pemonenu-
poBaHWe KocTW. TepMWH «gerpagaums» 1 ero pa3nuyHble NPoM3BoAHble Heobxoaumo nsberaTh, Korga pedb vaet nubo
06 nmnnaHtTupyemom MW vnu o matepmanax ans ero M3roToBleHns. 3TO NPOMCXOAWT, MOTOMY YTO Aerpajaums — pas-
NOXEHWE B LLMPOKOM CMbICIE 3TOrO CroBa NPUMEHSAETCA NOBCEMECTHO, BKIIOYAS KOMNOCTUPOBAHWE W OPYrMe eCTECTBEH-
Hble NPOLecChl, He CBA3aHHkIE € NpUMeHeHnemM MW (Bknitoyan ynsTpadWoneToByto pagnauuio), KOTopble MOFYT 3aCTaBUTL
martepuansl NpegHaMepeHHa MNKU CryvyanHo pasnoXMTbLCA Ha XMMWYEecKue BellecTBa WAW TBepable YacTuubl. Tem He
MeHee, TEPMUH «[4erpagvupoBaTby W ero NPOU3BOAHbIE CHUTAOTCA NPUEMAEMbIMU MPK CCbINIKaX KOHKPETHO Ha npouec-
Cbl pasnoXeHus (HanpyumMep, paspbiB Lenu1, Koppo3uio) BHYTpr abcopbrpyemMblix maTepuanos unv umnnaHtupyemoro MiA
(Hanpumep, «AbcopbupyemMblini UMNNaHTaT AerpagvupyeT nyTeM rugponusa» nnu «Bo spems akcTpysun abcopbupyemsiii
NONWIMMKONNEA NOOBepKeH TepMUYEcKol Aerpagauum»).

MockonkeKy pa3rnuyHble ansTePHaTUBHBIE TEPMUHBI TEPMUHY «PacCacbIBaOLLMACH» UCTOPUYECKW MCNONB30Banuch
B3aMMO3aMEHAEMO KakK BHYTPU XMPYPrMYECKMX AMCLUWNMWH, Tak U MeXay HUMW (HO Nepuoduyecku ¢ npeanonaraemoi
OndbchepeHUMpPOoBKOIA), Nonb3oBaTenb HACTOALLEro cTaHAapTa AOMMKEH UMETb B BUAY, YTO 3dyPeKTUBHBLIM MOWCK B ony6nu-
KOBaHHOW nuTepaType OOMMKeH BKMKYaTk BCe NoTeHUnanbHble TePMUHBI, MCMoNb3yemMble AN OnuMcaHns paccackiBatoLle-
rocs MMNMaHTaTa unu Matepuana, Takme Kak:

- abcopbupyemblil 1 ero NPou3BoaHbLIE;

- Buoabcopbupyembli U ero Npou3BoaHbIE;

- Aerpagupyemblii U ero Npou3BoaHbIE;

- Buogerpagmpyembiid 1 ero NPOM3BOAHBIE;

- pe3opbupyemelit 1 ero Npon3BoaHbIe;

- Buopesopbupyembli U ero NPoU3BoaHbIE.

1) AnanTupoBaHo U MogucULMpoBaHo ¢ paspeluenns ASTM F2902-16 [4]. Mpasa npuragnexat ASTM Interna-
tional. Camoe nocnegHee wagaHue SOCTYNHO HA www.astm.org.

2) DEXON siBnsieTcs npuMMepoM KOMMepHecku AOCTYMNHOMO noaxoasLlero npodykTa. [JaHHas uHgopmauus npueo-
auTes ans yoo6cTea nonb3oBaTenei 4aHHOro JOKYMEHTa W He SBMSAETCA PeKknamoi aHHOTO NpogyKTa co cTopoHbl [SO.

3) VICRYL sBnseTca NnpUMepoM KOMMEPYECKU AOCTYNHOrO noaxodsllero npodykta. [laHHas nHopMaLus npueo-
auTca ans yoobeTea nonk3oBaTeneil aHHOTO JOKYMEHTa U He ABNAETCA peknamolil aHHOro NpogyKTa co cTopoHbl ISO.

11

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 17 /20
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-37137-1-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69036
https://gostexpert.ru/gost/gost-37137-1-2024?utm_source=pdf&utm_medium=69036&utm_term=page

FOCT ISO/TS 37137-1—2024

MpunoxeHne OA
(cnpaBo4Hoe)

CBegeHMUA 0 COOTBETCTBUM CChINOYHBLIX MeXOyHapodHbLIX CTaHOapTOB
MeXrocyaapcTtBeHHbIM CTaHOapTaMm

Tabnuuya JA1

0O60o3HaYeHmMe CChINOYHOro
MeXayHapoaHOro
cTaHgapTa

CteneHb Obo3HaveHne U HaMMeHOBaHWe COOTBETCTBYIOLLEro MeXrocyaapcTBeHHOro
COOTBETCTBUS cTaHpapTa

ISO 10993-1 IDT OCT 1SO 10993-1—2021 «M3penua meauvuuHckne. OueHka Gronornde-
CKOro OencTBMA MeguuuHCKMxX uapgenuid. Yacts 1. OueHka v nccneaoBaHus
B NPOLECCe MEHEeQXKMEHTA puUcKa»

ISO 10993-2 —_ * 1)

ISO 10993-3 IDT [OCT ISO 10993-3—2018 «WM3penua meavuunHckne. OueHka Buonorude-
CKOro AeWcTBUA MeduuMHCKMX nanenuin. Yacts 3. MiccnegoBaHMs reHOTOK-
CMYHOCTHW, KAHUEPOreHHOCTM M TOKCMYECKOTO AENCTBUA Ha PENPOAYKTUBHYO
GYHKLNKON»

ISO 10993-4 IDT MOCT ISO 10993-4—2020 «WMagenwa meavumHckme. OQueHka Guonoruye-
CKOro OencTBUA MeauLMHCeKnX uagennin. Yacte 4. MiccnepgoBanus nagenui,
B3aMMOAENCTBYIOLLMX C KDOBBIO»

ISO 10993-5 IDT [OCT 1SO 10993-5—2023 «W3pgenma meauuuHckne. OueHka Gronornde-
CKOro AencTBMA MeauuUuHCKMX nagenuin. YacTe 5. MccnepoBaHua Ha UMTo-
TOKCMYHOCTb METOAAMW in vitro»

ISO 10993-6 IDT MOCT 1SO 10993-6—2021 «W3pgenua meauuuHckue. OueHka Buronornye-
CKOro AeNCcTBMA MEQUUMHCKMX nagenuin. YacTe 6. MiccnegoBaHnsa MECTHOMO
OEUCTBKA Nocne UMnnaHTaumum»

ISO 10993-7 IDT OCT 1SO 10993-7—2016 «WM3penua meauvuuHckue. OueHka Ouonornde-
CKOro AencTBMa MeguLUHCKMX uagenuin. YacTe 7. OctaTouHoe cogepaHue
aTUNeHoKcuaa nocne crepunusauumy»

ISO 10993-9 IDT FOCT I1SO 10993-9—2022 «W3penua meauuuHckne. OueHka Gronornye-
CKOro AgencTBusa MeguuuHckux mspgenuin. Yacte 9. OcHOBHblIE MPUHLMMEI
MOEHTUOUKAUMM U KONMUYECTBEHHOTO OnpedeneHus noTeHuManbHbIX Mpo-
OYKTOB ferpajauumn»

ISO 10993-10 IDT [OCT ISO 10993-10—2023 «Wapenua meguuuHckue. OueHka Bronorude-
CKOro AeWcTBUA MeanumMHeKux nagenuii. Yacte 10. MccnegosaHnsa ceHonbu-
NU3NPYOLLErD OEACTBUSY

ISO 10993-11 IDT [OCT ISO 10993-11—2021 «W3penusa meguuuHckne. OueHka Bruonoruye-
CKOro AewncTBMs MeguuMHCKMX magenuin. Yactb 11. MiccnepoBaHua obue-
TOKCWMYECKOro OencTBuA»

ISO 10993-12 IDT [OCT ISO 10993-12—2023 «OueHka B1onoru4yeckoro OencTBUa MeauLIMH-
ckmx magenuid. Yacte 12. Otbop 1 nogrotoeka obpasuoe ONs NpoBedeH s
nccnenoBaHuin»

ISO 10993-13 IDT [OCT ISO 10993-13—2016 «Wapenus meguunHckue. OueHka Bronorude-
CKOro AeicTBMA MeOULMHCKMX M3genui. YacTte 13. MoeHTudmkauma n Konm-
YeCcTBEHHOE onpefeneHue NpoayKTOB AeCTPYKUWM NONMUMEPHBIX MEOULMH-
CKNX 130enuiny

1) B Poccuiickoin denepaumm gencteyet FTOCT P UCO 10993-2—2009 «Manenus meguumHckue. OueHka Bronoru-
YyecKoro OercTBUS MedULMHCKUX uadenuid. YacTs 2. TpeboraHWA K 0BpalLeHUIo C dKUBOTHBIMIY .
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OkoHyaHue mabnuuesl JA. 1

FOCT ISO/TS 37137-1—2024

O603Ha4YeHne cCbinoYHoro
MENYHapOaHOro
craHgapTa

CteneHb
COOTBETCTBUS

O6o3HaveHre N HaMMeHoBaHe COOTBETCTBYHLWEINO MeXrocygapcTtseHHOro
ctaHaapra

SO 10993-14

IDT

[OCT ISO 10993-14—2011 Wapenua meouunHckue. OueHka Buonoruye-
CKOro JelcTBys MeQuUWHCKUX uagenuid. YacTb 14. MaoeHTudukaumsa 1 Ko-
NVYEeCTBEHHOE OnpeneneHne NpoayKToB Aerpagauuy N3nenvin n3 kepamukn

ISO 10993-15

IDT

[OCT ISO 10993-15—2023 «WM3pgenua meanuuHckue. OueHka buonorudye-
CKOro AercTBuA MeguuMHCKUX nagenuini. Yacte 15. MaoeHTudmnkaums n konu-
4YecTBEHHOE onpedeneHne NpoayKToB Aerpafaluvn U3genuii u3 MeTannos u
cnnaBoB»

ISO 10993-16

IDT

[OCT ISO 10993-16—2021 «M3genua meauumHckue. OueHka buonorude-
CKOro AeNCTBUS MeOUuLUMHCKMX uapenuid. YacTte 16. KoHuenuusa TOKCUMKOKK-
HETUYECKUX WMCCMNENOBaHUA NPOOYKTOB AErpagauvu 1 BbiLEnaqyuBaembix
BELLECTBY

ISO 10993-17

IDT

[OCT ISO 10993-17—2011 «M3nenus meguuuHckue. OueHka buonoruye-
CKOro OencTBUSA MeUuLMHCKMX n3genuin. Yacte 17. YcTaHoBNeHMe noporo-
BbIX 3HAYEHWI ONA BbIMLIBAEMbIX BELLECTBY

SO 10993-18

IDT

[OCT ISO 10993-18—2022 «W3penusa meanunHckme. OueHka Buonornye-
CKOro AencTBnA MeauUMHCKMX uagennid. YacTte 18. MccnegoBaHme XMmuye-
CKMX CBOWCTB MaTepuanoB B paMKkax npoLecca MEHEKMEHTa pucKa»

ISO/TS 10993-19

IDT

[OCT ISO/TS 10993-19—2024 «W3penua meguumHckme. OueHka 6Buo-
NOrMYEeCcKoro AeWCTBUSA MeauUMHCKUX uagenuin. Yacte 19. WMccneposaHums
HU3NKO-XUMUHECKMX, MOPMONOrM4ecknx 1 Tonorpadpmyeckux CBOMCTE Ma-
TEpUanoe»

ISO/TS 10993-20

IDT

[OCT ISO/TS 10993-20—2011 «WM3penua meguumnHckme. OueHka Guonoru-
Yeckoro AerncTeuA MegnumHckux nagenunin. Yactb 20. MprHUmMNbl U MeToabl
1ccrnefoBaHnsa UMMYHOTOKCUYHOCTY MEOULIMHCKUX M3Oenuiny

ISO/TR 10993-22

IDT

OCT ISO/TR 10993-22—2020 «M3pnenua meauuuHckme. OueHka 6uonoru-
YecKoro AeWCTBUA MeOQUUMHCKMX n3genuin. Yactb 22. PykoBOACTBO MO Ha-
HoMaTepuanam»

ISO 10993-23

IDT

[OCT ISO 10993-23—2023 «M3genuna meanuumHckne. OueHka buonornye-
CKOro AencTBuA MeguUMHCKMX uzgenuin. Yacte 23. MccnegosaHna pasgpa-
XawLwero AencTBusa»

ISO/TR 10993-33

IDT

[OCT ISO/TR 10993-33—2018 «Mznenua megmumHckmne. OueHka bruonoru-
YecKoro AelcTBUA MeduuMHCKUX uanenuid. Yacte 33. PykoBoacTBO MO UC-
NbITaHUAM Ha reHoToKcu4YHocTe. JononHeHue K ISO 10993-3»

* COOTBETCTBYHOLLMIA MEXIOCYAAPCTBEHHbIA CTaHOapT OTCYTCTBYET. [10 ero NPUHATAA PEKOMEHIYETCS MCNOMNb20BaTh
nepeBoj Ha PYCCKUIA A3bIK AaHHOTO MEXOyHapoAHoro ctaHaapTa.

0l pumedaHne — B HacToswen Tabnuue Mcnons3oBaHo cnegywoulee ycnoBHoe obo3Ha4yeHne cTeneHn cooT-

BETCTBUA CTaHOapTa:

- IDT — maeHTU4Hble CTaHAapThI.

13

GostExpert.ru

https://GostExpert.ru/gost/gost-37137-1-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69036
https://gostexpert.ru/gost/gost-37137-1-2024?utm_source=pdf&utm_medium=69036&utm_term=page

FOCT ISO/TS 37137-1—2024

(1]
(2]

(3]

(4]
(5]
(6]
(71
(8]

(9]

Bubnuorpadun

ISO 10993 (all parts), Biological evaluation of medical devices (OueHka Buonornyeckoro 4eNCTBUS MEOULMHCKUX
nagenuin)

ISO 12417-1, Cardiovascular implanTs and extracorporeal systems — Vascular device-drug combination pro-
ducts — Part 1: General requirements (MImnnaHTaThl cepaeqyHo-cocyqucTbie M 3KCTpakoprnopaneHele cuctemel. Co-
CyaMCThble YCTPOMCTBA, BKMNOYAKLLME NeKapCTBeHHbIE KOMMNOHeHTLI. YacTb 1. Obwune TpeboraHua)

ISO 13781, Implants for surgery — Homopolymers, copolymers and blends on poly(lactide) — In vitro degradation
testing (MiMnnaHTaTel Xxupyprudeckue. flomononuMepsl, CONONUMEpPLI M CMECK HA OCHOBE nonunaktuaa. McneitaHue
Ha pasnoXeHue MeToaom in vitro)

ASTM F2902-16, Standard Guide for Assessment of Absorbable Polymeric Implants

ASTM F3268, Standard Guide for in vitro Degradation Testing of Absorbable Metals

OECD Guidelines for the Testing of Chemicals Section 4, Test No. 473: In Vitro Chromosomal Aberration test
OECD Guidelines for the Testing of Chemicals, Section 4, Test No. 474; Mammalian Erythrocyte Micronucleus Test
OECD Guidelines for the Testing of Chemicals, Section 4, Test No. 475: Mammalian Bone Marrow Chromosomal
Aberration Test

OECD Guidelines for the Testing of Chemicals, Section 4, Test No. 487: In Vitro Mammalian Cell Micronucleus Test

[10] OECD Guidelines for the Testing of Chemicals, Section 4, Test No. 489: In Vivo Mammalian Alkaline Comet Assay

[11] OECD Guidelines for the Testing of Chemicals, Section 4, Test No. 490: In Vitro Mammalian Cell Gene Mutation
TesTS Using the Thymidine Kinase Gene

[12] Fischer J. et al., Improved cytotoxicity testing of magnesium materials, Materials Science and Engineering B 176
(2011)1773—1777

YOK 615.46:002:006.354 MKC 11.020 IDT

KniodeBkle crnoea: paccackiBaHue, abcopbuposaTh, abcopbums, NpoaoykT derpajaluu, pasnarate
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