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MNpepgnucnoBne

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

CBegeHusa o ctaHgapTe

1 NOATrOTOBJIEH ABTOHOMHOW HeKOMMepYeckoli opraHumsaumein «VIHCTUTYT MenunKo-6nonornyeckmnx
nuccrnenoBaHuini n TtexHonoruii» (AHO «/MMBWWNT») Ha ocCHOBe COOGCTBEHHOro nepeBofa Ha PYCCKU SA3bIK
aHI1053bI4YHON BEpCUW [OKYMEHTa, YKa3aHHOro B MyHkTe 5

2 BHECEH ®egepanbHbIM areHTCTBOM MO TEXHUYECKOMY peryMpoBaHuio U MeTposiornuu

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CcTaHgapTu3auuu, MeTponorum un ceptudukauunm
(npoTokon oT 28 utoHa 2024 r. Ne 174-1)

3a NpuHATME nporosiocoBanu:

KpaTKoe HanMmeHoBaHMe CTpaHbl Kog CTpaHbl Coxpau.l,eHHoe HanMmeHoBaHMe HaluMOoHa/IbHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHgapTusaymm

ApmMeHusa AM 3A0 «HaumoHanbHbIE OpraH Mo CTaHgapTu3auun
1 meTposnoruu» Pecnybivkn ApMeHust

Benapycb BY loccraHgapT Pecny6nvnkm Benapycb

KasaxctaH Kz locctaHgapT Pecny6nvkn KaszaxctaH

Kunprusus KG KblpreizctaHgapT

Poccus RU PoccraHgapt

TapKnkmcTaH TJ TamxmkcTaHgapT

Y36ekuctaH uz Y36eKckoe areHTCTBO N0 TEeXHUYECKOMY Peryimpo-
BaHWt0

4 Tpuka3zom PenepanbHOro areHTCTBa N0 TEXHUYECKOMY pPerysimpoBaHuio 1 MeTpoaorum ot 3 ceHTabps
2024 1. Ne 1163-cT MexrocyfapcTBeHHblii cTaHgapT FOCT ISO/TS 37137-1—2024 BBefeH B AelicTBME B Kaye-
CTBE HaluMoHanbHOro crtaHgapta Poccwuiickoin ®epepauum ¢ 1 mapta 2025 r.

5 HacTtoswuii cTaHAapT MAEHTUYEH MeXAyHapoaHOMY fOKYMeHTY ISO/TS 37137-1:2021 «OueHka 6uo-
NIOTNYEeCcKoro AelicTBUA paccacbiBalOWUXCa MeaULUHCKUX nsgennin. Yacte 1. Obuwme TpeboBaHmsa» («Biologi-
cal evaluation of absorbable medical devices — Part 1. General requirements», IDT).

HavnmMmeHoBaH/e HacToAWero ctaHgapTa U3MeHeHO OTHOCUTEe/IbHO HAaUMMEHOBaHUA MeXAyHapo4HOoro Ao-
KymeHTa gns npueegeHus B cootsetcteue ¢ NOCT 1.5 (nogpasgen 3.6).

Mpy npuMeHeHUN HacTosALWero ctaHgaprta pPeKkoMeHAYeTCA MCNOoJb30BaTb BMECTO CCbIJIOUYHbIX MexXAy-
HapoOAHbIX CTaHAAPTOB COOTBETCTBYHOLLME UM MEXrocyJapCTBEHHble CTaHAapTbl, CBEAEHUA O KOTOPbIX Npwu-
BeAEeHbl B AOMNOSIHATE/IbHOM MNpUNoxeHun A

6 BBEJEH BIMEPBbIE



FOCT ISO/TS 37137-1—2024

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»

© 1S0, 2021
© OdopmneHne. ®IrbY «NHCTUTYT cTaHgapTmnlaumm», 2024

B Poccuiickoit ®eaepauun HacTosILMA cTaHAapT He MOXET GbiTb MOMIHOCTLIO WK
YaCTMYHO BOCMPOU3BE/EH, TUPAXMPOBAH M pacnpocTpaHeH B KayecTBe ouuMaibHOro

n3gaHus 6e3 paspelleHns ®eaepasbHOr0 areHTCTBa Mo TEXHUYECKOMY PerysmpoBaHuio
U MEeTpooruun
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BBegeHune

ISO (MexpgyHapoaHas opraHusauusa ctaHfapTtusauun) asnsetca pegepaumneli HaumoHabHbIX OpraHoB
no craHgapTtusauuu (opraHos-ysieHoB ISO). PaboTy no noArotoBke MexAyHapoAHbIX CTaHAapTOB MPOBOAAT
yepes TexHnyeckne komuteTbl ISO. Kaxpgaa opraHusauunsa-yneH, 3aMHTepecoBaHHas B 06/1aCT feATENbHO-
CTW, ANA KOTOPOW CcO34aH TeXHUYECKMin KoMuUTeT, nmeeT npasBo ObiTb NpeacTaB/eHHON B AAHHOM KOMUTETe.
MexayHapogHble NpaBUTeIbCTBEHHbIE U HEMPABUTE/IbCTBEHHbIE OpraHM3aumnm TakKke NpMHUMAalT yyactve B
pa6oTe ISO. ISO TecHo coTpyAHu4aeT ¢ MexayHapoaHOW anekTpoTexHuyeckon komuccueii (IEC) no Bonpo-
caMm cTaHgapTh3auumn 31eKTPOTEXHUYECKON NpoayKuum.

Mpouenypbl, NPUMEHEHHbIe Npu pa3paboTke HACTOALWEro cTaHgapTa, a Takke npouenypbl, npegHasHa-
YeHHble AN ero ganbHeiwel noaaepxku, npueeneHbl B aupektuse ISO/IEC, yacTb 1. B 4aCTHOCTM, HYXHO
OTMETUTb HEOOXOAMMOCTb Pas/IMYHbIX KPUTEPUEB YTBEPXKAEHMA ANA pas3/InyHbIX TUNOB fOKyMeHTOB ISO. Ha-
CTOALWMI cTaHAapT COCTaB/eH B COOTBETCTBUM C pefakuMOHHbIMW npaBunamu aupektus ISO/IEC, yacTb 2
(www.iso.org/directives).

HeobxoamMmo o06paTuTb BHUMaHUe Ha BO3MOXHOCTb TOr0, YTO HEKOTOPbIE 3N1EMEHTblI HACTOSALLEro CTaH-
JapTa MoryT 6biITb 06BbEKTOM NaTeHTHbIX npas. ISO cHuMMaeT ¢ cebs OTBETCTBEHHOCTb 3a 0603HayeHue Ka-
KMX-MTNGO TaKOBbIX MaTeHTHbIX Npas. [eTann Kakux-nnbo naTeHTHbIX Npas, 0603HAYeHHbIX Npu pa3paboTke
JOKyMeHTa, byayT cofepXaTbCs BO BBEAEHUW W/MAM B MepeyHe MOJIyYeHHbIX NaTeHTHbIX Aeknapauunii 1SO
(cMm. www.iso.org/patents).

Nob6as Toprosas Mapka Npoaykuuu, NnpuBefeHHas B HacTosALWeM cTaHfapTe, ABAAeTcA nHopmaumnei,
yKasaHHoI gna ynobcTBa nosib3oBarteneli, u He ABNSETCA peknamoil.

[na pasbAcHeHMa fo6poOBONBLHOIO Xapakrepa CTaH4apToB, 3HAYEHU KOHKPEeTHbIX TepMUHOB ISO v BblI-
paXKeHWUi, CBA3a@HHbIX C OLEHKOl COOTBETCTBMSA, a Takke MHdopMauun o npuBepxeHHocTu ISO npuHumnam
BTO no TexHuyecknm 6apbepam B Toprosne (TBT), cm. cnegyrowmin URL: www.iso.org/iso/foreword.html.

HacTtosawwuin ctaHgapT pa3paboTaH TexHnuyeckum komutetom ISO/TC 194 «Buonornyeckas n KnmHu4ye-
CcKas oueHKa MeguLUHCKUX U3oennii».

Bce yacTtu cepun ISO 37137 pa3MelleHbl Ha caiTe ISO.

Bce 0T3bIBbl M BOMPOCHI NO HaCTOAWEMY CTaHA4apTy AO/MKHbl ObliTb HanpaB/ieHbl B HaLWOHAasbHblE
opraHbl no ctaHgaptTusauuun. MNOAHbIA NepeyeHb AaHHbIX OPraHoB MpuBeAeH No ajpecy www.iso.org/
members.html.

PaccacbiBalowmecsa nMmnnaHtTaTel npejgHasHavyeHbl ANa gerpajaumm ¢ BbICBO60XAEeHNEM NPOAYKTOB fe-
rpagauum B opraHu3Me nauueHTa, YTO KapAUHasbHO OTNMYaeT UX OT APYTMX MeAULUHCKUX U3genuid, He npeg-
Ha3Ha4yeHHbIX N8 abcopbumm OpraHn3mMom.

HacToAwwnid cTtaHgapT npegHasHavyeH 418 onucaHus noTeHuunanbHbIX NOAXOA0B K NPOBEAEHUI0 uccrne-
[OBaHNA paccacbiBalOLWUXCA MMMAAHTATOB AN OLEeHKM 6e30MacHOCTM TakMx paccacbiBalWwmnXcsa MeauuuH-
CKUX nsgenuii.


https://meganorm.ru/Index2/1/4293744/4293744387.htm
https://meganorm.ru/Index2/1/4293826/4293826124.htm
https://meganorm.ru/Index1/42/42261.htm
https://meganorm.ru/Index2/1/4293832/4293832597.htm
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M E X T OCVYAAPG CTUBETHH HBDB 1 CTAHOAPT

N3pgenusa MeguuMHCKMe

OLEHKA BVMONIOMMYECKOrO AENCTBUSA
PACCACbIBAIOLLNXCA MEAVLWHCKNX U3LENUIA

YacTtb 1
O6buwme TpeboBaHUs

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

Jata BBepeHna — 2025—03—01

1 O6nactb NpUMeHeHus

HacTosawmii ctaHgapT yctaHaBnnBaeT TpeboBaHMA K OLEeHKe OGMOI0rnyeckoro AeiictBus paccachbiBato-
Wuxcsa MeguumHckux nsgennini (M) B npouecce oueHkM 6M010rM4eckoro pucka Ha ocHoee I1ISO 10993-1.

HacTosawmin ctaHgapT NpMBOAMT pa3bsACHEHUS TEPMUHOB «abcopbupoBaTb», «AerpagupoBatb» U 4py-
TMX CBA3aHHbIX TEPMUHOB (CM. MPUMIOXeEHNe A).

2 HopmaTuBHbIE CCbI/IKM

B HacToswem cTtaHgapTe MCNosb30BaHbl HOPMATUMBHbIE CCbIJIKM Ha cnefylouwue ctaHgapTbl [Ansa gatm-
POBaHHbIX CCbIIOK NMPUMEHAIOT TO/IbKO yKa3aHHOe u3fgaHue CCbIJIOYHOTo cTaHgapTta, 419 HeAaTUPOBaHHbIX —
nocnegHee nsgaHue (Bknw4yas Bce U3MeHeHUs)]:

ISO 10993 (all parts), Biological evaluation of medical devices (OueHka 6M00rNYECKOr0 AENCTBUA Me-
OVNUMHCKUX n3genuia)

3 TepMuHbI 1 onpepeneHusa

B HacToswem cTaHfapTe NPUMEHEHbI criefyoline TEPMUHbI C COOTBETCTBYIOLWMUMN ONpeaeneHnsaMu.

ISO u IEC nogfepXuBaloT TepMUHOTOTMYecKyo 6a3y AaHHbIX, UCNOMb3YEMYIO B LeNAx ctaHgapTusaunm
no cnegywwmnm agpecam:

- Qnektponegusa IEC: gocTtynHa no agpecy http://www.electropedia.org/;

- nnatdopma oHnaliH-npocmoTpa ISO: gocTtynHa no agpecy http://www.iso.org/obp.

MpumevyaHune — [N ganbHenWen AUCKYCCMU N0 UCNONb3YEMOW TEPMUHOIOMMI 1 AN1A NEPeyHst NoTeHUMa Ib-
HbIX TEPMUHOB AJ151 BK/IIOUYEHNS B CCbISIKN HA Hay4HYH IUTepaTypy CM. NpUnoxeHune A.

3.1 pe3opbuyus/paccacbiBaHne (absorb/absorption): Mpouecc MCYE3HOBEHUSA HE3HAOTEHHOro (4yxe-
pogHoro) matepuana (pe3op6uus) Wan BewecTBa, WX ero NPoAYKTOB Aerpajauuy npy NpoxoxgeHun vepes
KNeTKU/TKaHW AN NOTNOWEeHNN KneTKaMu/TKaHIMW 6UOOrMYeCcKon CUCTEMBI C TEYEHUEM BPEMEHMU.

[I[SO 10993-6:2016, 3.1]

3.2 npoaykTt perpagaunmn (degradation product): MNMpomexyTouyHOe WM OKOHYaTesibHOe BeLllecTBo,
noslyyeHHoe B pesy/sibTarte )M3nyeckoro, MetabosIM4eckoro n/unm XxMmMmyeckoro pacnajga martepuana wam se-
LecTBa.

3.3 pa3pywartb (degrade): Pa3pywuTb matepuan uiv BewecTBO PU3NYECKN, MeTaboNNYeCcKNn NN Xun-
MUYECKN.

M3gaHne opuunanbHoe


https://meganorm.ru/mega_doc/norm/informacionnoe-pismo/0/rd_45_165-2000_rukovodyashchiy_dokument_otrasli_oborudovanie.html
https://meganorm.ru/list2/63699-0.htm
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3.4 BblwenaynBaemoe (leachable): BeuwecTBo, KOTOpoe MOXET Bblgenatbca u3 MW nnu matepuana
NPU KIMHUYECKOM MPUMEHEHUN WU UMUTaLUN KNUHUYECKOTO NPUMEHEHUS.

MpumedyaHne — B paccacbiBalowmxca M/ BoillenauvBaeMbiM/ BELLLECTBaMM MOTYT ObiTb BELLECTBA, 06pasy-
lolmecs B pesynbTare gerpagauum (T. e. NpoayKTbl Aerpagaunm), Bblaenatowmecss U3 rotoBoro U3genns, Wiy matepuana
(BewecTBa).

[ISO 10993-12:2020, moaudukauma 3.9 — nob6aBneHo nNpuMevaHue K onpeseneHno]

3.5 KOHeuYHbIn npoaykT (final product): MW unn ero KOMMNOHEHT, KOTOpble NOABEPI/NCL BCEM MPOU3-
BOACTBEHHbIM MpoueccaM, MPUMEHSAEMbIM ANS «BbIMYCKAEMOro Ha pbIHOK» MW, Bk/loYas ynakoBKy U, ecnu
NPUMEHNMO, CTepUnM3aLuio.

MpnmeyaHune — B HacToAWweM cTaHAgapTe KoHeyHoe MW wnu ctepunv3osaHHoe rotosoe MU MMeEeT To xe
3HAYeHUE, YTO M KOHEYHbIA NPOAYKT.

[ISO 10993-1:2018, moandukaunsa 3.8 — gobaB/eHO NpMMevaHue K onpeaeseHnio]

4 O6Lue NnonoXeHms

OueHka 61M0N10rMYeckoro aeiicTeusa saBnseTca oueHkoir MW, komnoHeHTa unn matepuana MU c uenbto,
MoxXeT nun matepuan MW, nn6o KOHCTpykuna MW, nn6o nx COBOKYMHOCTb MPUBECTM K HENpPMemMaeMoMy Hebna-
ronNnpPUATHOMY CUCTEMHOMY WU/MIM MECTHOMY BO3ENCTBUIO Ha OKpyXatline KneTkn u/mnm TkaHu. OueHky 6uo-
NIOTMYECKOro AeliCTBMS paccacbhiBalOLWerocs marepuana cneayet npoBoAUTbL B cooTBeTCcTBUM € ISO 10993-1 un
ApPYrMMU cooTBeTCTBYRLW MMM YacTamu I1ISO 10993. /liobblie mogudukauum metofoB, 0603HAYEHHbIX B Cepum
cTaHgapToB ISO 10993, fOMXKHbI ObITb 060CHOBAHbLI M AOKYMEHTMPOBAHbLI B NpoLecce OUueHKN 6Uoornyecko-
ro pucka.

MpoaykThl Aerpagaunum MOryT BbICBOOOXAATHCA KakK B IKCTparnpyroLwy XuUAKOCTb UAN B TKaHb, NMbo
B TO U gpyroe BmecTte, nMbo ocTaBaTbCsA B AerpagMpyeMom umnnaHTate. BbicBo6OXAaeMble NMPOAYKTbl fe-
rpagauunmn, Kotopble o6pasyoTcs BO BpeMs NPOM3BOACTBA, NepepaboTkn unu xpaHeuna MU, v Bo BpeMs npu-
MeHeHus MW, gomxHbl ObiTb OXapakTepnsoBaHbl [Hanpumep, naeHTudrKaums XMMnM4Yeckoro coctaea, konumye-
CTBO, TOKCMYHOCTb M Hanunuue TBepabix Yactuy (cm. 8.19), ecnn npumeHnmo].

NpoeHTudmkaumsa npoaykToB gerpagaunm MoxeTt 6biTb NoslyyeHa Ha OCHOBE XMMMUYECKOro n husnyecko-
ro aHanusa mmnaaHTaTa WaM ¢ NOMOLLbI TeopeTUYeckoro 060CcHOBaHMA. [laHHble Hay4YHOW NuTepaTypbl No
MMnaaHTataM M3 paccacbiBalLUXCA MaTepuasioB C YCTaHOBJIEHHOW ucTopueil 6e30MacHOro KAMHUYECKOro
npuMeHeHunsa (B npefHasHaYeHHOM MecTe MMnaaHTauum) MoryT nomMoyb B UAEHTUDMKALUN OXULaeMblX Npo-
OYKTOB ferpagaumnn n noTeHunanibHoM TOKCMYHOCTH NPU HaIMYny COOTBETCTBYIOLLEro Hay4yHoro o6ocHoBaHus
NPUMEHNMOCTN OB6HAPYXEHHbIX AaHHbIX.

Pasnuuna B TexHonorum nepepaboTkM MOryT NOBAUATL HA 6GMOCOBMECTMMOCTb KOHEYHOro NpoAyKTa.
TONbKO HAaNMyMa WAEHTUYHOro cocTaBa HefoCTaTOYHO, Tak Kak MHorue gpyrue dpakropbl (Hanpumep, nocne-
JoBaTefibHOe pacnpejefnieHne 3BeHbeB B COMO/IMMepax, KPUCTan/IMYHOCTb, CTEMNEHb YUCTOTbI, 3€PHUCTOCTb
N KpucTtanaumyeckaa CTpyktypa AN MeTasfioB, CTeNeHb OKUC/IEHUA MPOWU3BOAHbLIX LLe/N0N03bl, MONEKyNsap-
Hasg macca, pexum cTtepunnsauuu) mMoryT NoBAUATL Ha XapakTepUCTUKM paccacbiBaloWwerocsa marepuana u
ero 6mocoBmMecTMMOoCTb. OueHka 6MON0rNMYEecKoro pucka rotoBoro M3genusa ¢ Ncnosib3oBaHMem uHdopmaLuu,
NoJslyYeHHOl nocfie XMMMUYECKOro aHasnm3a paccacbiBalllerocsa marepvana v NpoaykToB ero gerpajauuim B
coyeTaHUM C faHHbIMW NO TOKCMYHOCTW BELLECTB M3 HAy4HOW fMTepaTypbl, MOXeT NOATBEPANTb HEKOTOpble
13 BNONOTMYECKNX KOHEUHbIX TOYeK, onucaHHbiX B ISO 10993-1, ecnn ux KAnMHMYECKaAs 3HAYMMOCTb Hay4HO
obocHoBaHa.

Kpome Toro, ctaHAapTHble YCNI0BUA IKCTPaKuMn U nccnefosaHms 6MOCOBMECTUMOCTU He npegHasHadve-
Hbl A4/19 OUEeHKn 6MonorMyeckmx OoTBETOB Ha paccacbliBallmecs m3genusa Bo Bpemsa gerpagauunn. Nccneposa-
HWe aerpajauun nsfenus Ha pas/iMyHbiX CTaAnsax MOXeT noHagobuTbesa Ana gokasatesibcTBa 6e30nacHocCTy,
Tak Kak cocTaB paccacblBalLWNXCA U3[ENNiN NOCTOAHHO MeHSeTCsA B )M3MO0JIOTMYECKON cCpefie U MOXET Bbl-
3blBaTh pasHble HebnaronpuaTHbIe 6MoN0rMyeckme OTBETblI Ha pasHbIX CTaauax gerpajauuu.

BONbWKMHCTBO MOMIMMEPHBIX, KEPAMUYECKUX UNN MeTaslJIMYeCcKnx paccachbiBalLliMxca maTtepuanos nep-
BOHauyas/lbHO AerpagupytoT in vivo ¢ BbICBOGOXAEHNEM MPOAYKTOB C AOCTATOYHO HWU3KOM MOMEKysipHOM Mac-
coii. CTaHgapTHble MeToAbl 3KCTpakuuu, B NepByl0 ovyepedb, 6biIM NpedHasHavyeHbl AN8 He Aerpagnpyemblx
Marepuasnos. Hannune NnpoAyKTOB gerpajaunn B cpefe 3KCTPakuumM MOXET MOBAUATL Ha pe3ynbTatbl HEKOTO-
pbIX nccnepoBaHnin 6GNOCOBMECTUMOCTH.
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YacTo uHTepnpeTaunsa Takmx pes3ynbTatoB He MOXET ObiTb CBefeHa K MPOCTOMY KpUTEPUID COOTBET-
cTByeT/He cooTBeTCTBYyeT. Hanpumep, B HEKOTOPbIX CyyYasx, eciy CKOpPOCTb Aerpajalnmn paccacbiBatlierocs
mMatepuasna gOCTaTOYHO BbICOKA, MOBbIWEHHbIE KOHLLEHTpauum o4HOro unu 6onee npegnonaraemMbiX Npoayk-
TOB gerpagaynnm MoryT uaMmeHuTb pH n/nam ocMonsinbHOCTb B GMOIOTMYECKON TecT-cucteme in vitro. Tak kak
B YC/I0BUAX in Vivo MPUCYTCTBYET B3aMMHOE B/UAHUE ra3oobmeHa B NIerkux M KUC/OTHO-OCHOBHOMO paBHO-
BECUS B KpPOBW, pes3ynbTaTthbl in Vitro MOryT He coBnagaTb C pe3ynbTaTtamu in vivo. Eciv npy cTaHgapTHbIX
nuccnepoBaHUsaX in vitro NosiydeH oTpuuaTenbHblil pe3ynbTaT, TO c/ieAyeT npoaHanu3mpoBaTb NMPUMEHMMOCTb
TecT-CMCTeMbl M COCTaB NPOAYKTOB Aerpajauun Ans NpUHATUSA pelleHns o uenecoobpasHOCTM NMOBTOPHOrO
nccnenoBaHMs B KOHTEKCTe o6Lieli oueHKn 6UONOrM4eckoro pucka.

KoppekTnpoBkn akcTpakTa (Hanpumep, pasbasneHne, pH, oCMONAAbLHOCTb) MOTYT UCMONb30BATLCHA Kak
yacTb o6Luieli cTpaTernn oueHku 6MoN0rMYecKoro pucka Ansa onpejeneHns NpUYnHbl oTpuLaTesibHOro pesysb-
TaTa, KoTopas MOXeT NOoBAWATbL Ha 0Oy MHTepnpeTauuio pesynbTatoB. VccnepoBaHue HECKONbKMX pas-
BeAEHUli 3KCTpakTa MOXeT ObiTb MPUMEHEHO ANA ONpefenieHns TOYKW, NP KOTOPOM 3KCTpakT mokasbiBaeT
NOIOXMNTENbHbIA pe3ynbTar in Vitro, 4TO MOXEeT NM03BO/INTb PACCMOTPEThL OTPULATE/IbHbIN pe3ysibTaT B KOHTEK-
CcTe ApYyrMx KOMMepYecku AO0CTYMHbIX paccacbiBallWUXcs nsgenuii (Hanpumep, aHasiorMyHble martepuansl,
Ha3HayeHue, flaHHble N0 6UOCOBMECTUMOCTU, HANPUMEpP, LUTOTOKCMYHOCTb). Kak onncaHo Bbille, uccnepoBa-
HVWe 3KCTPaKTOB NOC/ie BapbMpOBaHUA 3HavyeHWi pH n/mam ocMonsNbLHOCTM MOXET 6biTb NOSE3HbIM, OA4HAKO
nbasi KoppekTupoBKa AO0/MHKHA OblTb 060CHOBaHa B OUEHKE OMOIOTMYECKOro pucka, Tak Kak M3MeHeHus B
pH 1 0OCMOMSANBLHOCTM MOTYT NPUBECTU K HEGIArONPUATHLIM K/IMHUYECKM 3HAYMMbIM MECTHbIM W/WN CUCTEM-
HbiM 3adpchekTam. OBGOCHOBaAHME KOPPEKTUPOBKM 3KCTpaKTa AO/HKHO BK/OYaTb Hay4yHble AaHHble (Hanpumep,
KIMHNYECKN COOTBETCTBYHOLLEE UCC/EA0BAHNE Ha XUBOTHbIX, XapaKkTepucTuka XMMUYECKUX CBOWCTB, CCbIIKN
Ha Hay4Hyl NutepaTtypy) 418 NOATBEPXAEHUS NMPUMEHUMOCTU CKOPPEKTUPOBAHHOIO 3KCTpakTa Ana obuiei
OLLeHKM GMOIOTMYECKOTO pucKa.

O60CHOBaHMe AO/MKHO BK/AOYATb NOTEHLMaNbHOE BAUAHWE KOPPEKTMPOBKU 3KCTPakKTa Ha XMMMUYECKWUi
COCTaB 3KCTpakTa, YTobbl MOATBEPANTb, YTO 3KCTPAKT C U3MEHEHHbIMU NapamMeTpamu SB/SIeTCA penpeseHTa-
TUBHbIM gna MW/maTtepuana. /1lo6ble KOPPEKTUPOBKM 3KCTPaKTa AO/DKHbI ObiTb NOAPOGHO ONuMcCaHbl, BKAOYas
HayasibHble 3HayeHus pH nan OCMONANBHOCTU, U3MEHAEMble napameTpbl (Hanpumep, XMMUYECKUin cocTas,
KOHLEHTpaUusa XMMMWYECKOro BelLecTBa, f06aB/IeHHbIi 06BbEM) U OKOHYaTesIbHble M3MepeHus pH nnam ocmo-
nanbHoctn. CornacHo ISO 10993-12, He06GX0AMMO BK/HOUUTL COOTBETCTBYHLLME KOHTPOJ/IbHbIE TPynnbl ANs
OLLEHKM NOTEHUMaNnbHOro BO34eNCTBMSA NOOLIX KOPPEKTUPOBOK 3KCTpaKTa Ha pesysbTaThl in vitro.

Ecnv Bo BpeMsl MoAroTOBKM Mpo6bl 06pa3yloTcs TBEpAble YacTulbl, TO UX HENb3S HU PUILTPOBATb, HU
LeHTpudyrnposaTtb, HM gaBaTb UM 0CeCTb Nepepg BBeAeHneM obpasua B TecT-CUcTeMy in vitro. Ecnn TBepable
yacTuubl MewarwT nepBoHavyasbHOMY MCCNefOBaHU, TO MOXHO paccMoOTpeTb BO3MOXHOCTb MOBTOPHOrO MUC-
NbiTaHUA C yganeHueMm TBEPAbIX YacTul, ecniv 3TO onpaBAaHO OLEHKON Guosiormyeckoro pucka. Ana uccne-
AOBaHMA in Vvivo YacTuubl He cnegyeT ouNbTpoBaTb, LeHTpUdyrmposaTb Wan gaBaTb UM OCECTb nepepj BBe-
JeHnem npobbl, 3a UCKIKYEHNEM C/y4YaeB BHYTPUCOCYAUCTOrO BBELEHME TaknxX 3KCTPaKTOB /1abopaTopHbIM
XUBOTHbIM.

B KOHeYHOM wuTOre, oueHka 6MOMIOTMYECKOTO pMUCKa AO/MKHA YUYUTbiBaTb BCE COOTBETCTBYKOLULME [aH-
Hble, Hanpumep, M3 nNpeALlecTBYOLWeEro onbiTa WCCNefOBaHWA W Hay4yHOW NnuTepaTtypbl; NpeacTaBnATb
nocsegoBaTe/sibHOE Hay4dHOe 060CHOBaHMe, 0O6bSACHAKWLWEE, KaK 3TW [AaHHble B3aMMOCBA3aHbl, U AEMOH-
cTpupoBaTb 6e30NacHOCTb paccacbiBalLWeroca M3genns ¢ pasyMHbIM 06bEMOM HayuHbIX A0OKa3aTesbCTB
(cm. 1SO 10993-1:2018, pasgen 7).

MpoaykTaMun gerpajauun HEKOTOPbIX paccacbiBalUWMXCS MaTepuasioB MOTyT 6biITb XMUMUYECKME BeLle-
CTBa, BK/AlOYas akTMBHble dpapmaueBTuyeckne mHrpeauneHTbl (APIS) B cocTaBe u3genuii — nekapcTBeHHOe
CpeacTBO, KOTOpble paHee Obinn MAEHTUULMPOBAHbLI, OXapakTepusoBaHbl U GMOOTMYECKN OueHeHbl. [ns
Taknx MaTepuanoB MOXHO NMPOBECTU OLEHKY 6MOMOrMYecKoro AeicTems B cooTBeTcTBUM ¢ ISO 10993-17. AnsA
OLLeHKM MECTHOro AeliCTBMA MOryT NOTpeboBaTbCA AONOMHUTENbHbIE AaHHbIE.

Tak kak paccacbiBawlimecsa maTepuanbl npegHasHadvyeHbl ANa gerpagauuv, 10 npu paspyweHun MU
MOryT BPEMEHHO MpPUCYTCTBOBaTb TBEpPAble vacTuubl. Pasmep, mopdonornsa, ckopocTe 06paszoBaHus u mMo-
6MNbHOCTb YacTul, MOTYT MOBAUATbL Ha OGMONOTMYECKYI0 peakLuto U AO/DKHbI YYMTbIBATLCA NPU OLEHKe 6uo-
NOrNYeckoro pucka.

[ns TouyHOl oueHKn Gronornyeckon 6e3onacHOCTU HeEOOGXOA4MMO 3HaTb CKOPOCTb paccachbiBaHus B Te-
YyeHue cpoka yHkumoHnposaHua MW. Pa3nuyHble CKOPOCTU paccacbiBaHUS LO/XKHbI 6bITb MAEHTUULMpPO-
BaHbl, a YC/I0BUSA, KOTOpPble MOrYT NOBAUATbL Ha CKOPOCTb, AO/DKHbI ObiTb 3adMKCMpoBaHbl (Hanpumep, M3-
MEHeHMe 3HavyeHun pH u Temnepartypbl, BUA TKaHW B MecTe MMMAaHTauuuM, N3MeHeHue as3oBOro cocrtasa
maTtepuana). BoaMmoxHoe BnvsHMe gerpagauum MU npu ero KAIMHUYECKOM NMPUMEHEHUN U BNUAHWE aerpaja-
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LM Ha BO3MOXHble HexenaTesibHble 3eKTbl (Kak CUCTEMHbIE, Tak U MECTHbIe) JO/IKHO 06CYXAaTbCsA Mpu
OLEeHKe BGMONOrMYEecKoro pucka.

MpumeyvaHusa

1 PykoBoAcCTBa MO MAEHTUMKaLMM 1 OLEHKE MPOAYKTOB XMMMUYECKOW Aerpafalnn 1 BbillenavynBaeMblX BeLecTB
npueegeHsbl B ISO 10993-9, ISO 10993-13, ISO 10993-14, 1SO 10993-15, ISO 10993-17 1 ISO 10993-18. PyKoBOACTBO MO
6uonormyeckon oueHke MW, copgepxalimx HaHoMaTepuasbl, npueegeHo B 1ISO 10993-22.

2 KoppekTnpoBka pH MOXeT M3MeHWTb OCMOJIANBHOCTL B 3aBUCHMOCTU OT COCTaBa IKCTpakTa M OT f06aBNeHHOro
KOPPEKTUPYIOLLEro XMMMYeCKoro Bellectsa. Ecnm o6ocHoBaHO, 4To pa3baBrieHne CHU3WUT OCMOJISSIbHOCTb 6e3 n3MeHeHuiA
3HauyeHWin pH, To Koppekumsa pH MOXeT 6bITb NpoBefeHa [0 KOPPEKTUPOBKA OCMOJIASIBHOCTY.

5 Nccnepyemble obpasubl

OueHKy KOHEeYHOro npoaykra cnefyet NpoBOAUTb Ha CTEPU/bHbIX TOTOBbIX MW nnn obpasuax, KoTopble
ABMAKTCA pernpe3eHTaTUBHLIMKU ANd rotosoro M.

Ecnu gns nccnepoBaHuii ucnonb3yeTtcs obpasel, a He rotoBoe MU, To Heo6xoAnMMO NpefocTaBuTb 060-
CHOBaHue, BK/lOYawLlee:

- onucaHue BCeX OTIMYNIA MexAy nccnegyembiMm 06pas3uom v roTOBbIM U3LENNEM;

- [aHHble, AEMOHCTPMPYIOLME, YTO BCE OT/IMUUA MEXAY nccrneayembiM 06pasuoM 1 roToBbIM M3AeNNeEM
He BAUSAIOT Ha UX XMMUYECKUIi COCTaB UAW KUHETUKY Aerpajauuu.

6 BnuaHune ctepunusaymmn

Cnoco6bl 1 ycnoBus cTepunusaynn Ao/HKHblI ObiTb TULATE/IbHO PacCMOTPEHbI U 060CHOBaHbLI A0 NpoBe-
AeHus 61onornyecknx nccnenoBaHmi.

Mpu pagnauMoHHOW cTepunusauun MW BbiCOKOM [030i 06/1yYeHUss Heo6X0AMMO CO604aTh OCTOPOX-
HOCTb. B aTOM cnydyae moryT 06pa3oBbiBaTbCsl B 3HAYUTE/ILHOM KOMIMYECTBE pas/iniHble NPOAYKTbl XMMUYe-
CKOW pgerpagauun WM HeTOKCUYHble XMMWYEeCcKne BellecTBa MOTyT pasfaratbCsi ¢ 06pa3oBaHMEM TOKCUMYHbIX
npoAaykToB. Mpu Apyrux cnoco6ax cTepunmsaumym TOKCMYHOCTb MOXET BO3pacTaTb C YBE/IMYEHUEM BpeMeHu/
ANVUTENbHOCTM BO3AeCTBUSA [HanpuMep, NPOHWKHOBEHME OCTATOYHOIO KonmyecTBa atuneHokcunga (EO)].

7 MeguuuHCKUE n3aennsa, cogepxxalive nekapcTtBeHHbIe cpeacTBa

Mpn uccnepgoBaHuM 6MOCOBMECTUMOCTM BXxogsduwasa B coctaB MU APl MOXeT NOBAUATb Ha OTBETHYIO
peakuuno opraHusma.

Takum obpas3om, crnegyeT paccMoOTpeTb HEOOXOAMMOCTb NpoBeAeHUsa uccnegoBaHuii Tonbko MA n MU
c APL.

Kpome Toro, cnepgyeT oUeHUTb MMeEKLWYHOCA MHPOPMaLUK He TONbKO O NleKapCTBEHHbIX cpefcTBax
(IC), a Takke o0 N6OM BO3MOXHOM B3aumopgelicTBum mexay JIC n paccacbiBalwymMmuca matepuanamm uam
npoAykTtamMmu ux AecTpykuuu B npouecce npovM3BOACTBA OTHOCUTE/IbHO BNUSAHUA HA GMOCOBMECTUMOCTbL U Ae-
rpagauunio MW.

NIC moryT oTpuuaTtenbHO NOBANATbL Ha pe3ynbTaTbl UCCnefoBaHUsA 6MOCOBMECTUMOCTU MPU PEeKOMEHAY-
eMbIX YCN0BUAX 3KcTpakyum no ISO 10993-12. Micnonb3oBaHne gnana3oHa pasBegeHuii obpasua unm nccne-
poBaHve (hparmeHta MU cnepyet paccmatpuBaTb Kak YyacTb O6LWEero npouecca ynpaB/ieHUs puckamu, ecnu
oxmpaetcs, 4yto JIC 6yaeT TOKCUYHBIM A8 KOHKPETHOW U3yyaemMoii KOHeYHO Touku. icnonb3oBaHue pasnunu-
HbIX pa3BefeHnii MOXeT He MO3BO/IMTb afekBaTHO OUEHUTb BuocoBMecTMMOCTb MW, ecnn cnocob gencreuns
NIC HanpsmMylo BNAUSET Ha KOHKPETHbI nokasaTtefb nNpyu uccnefoBaHuy 6MOCOBMECTMMOCTU (Hanpumep, npu
npoBeAeHUN nccnefoBaHue Ha LUTOTOKCUMYHOCTL MU, cogepxawero umtotokcmyeckoe J/IC). B aTux cny4vasx
pekoMeHAyeTcsa [OMONHUTENbHOE NccnefoBaHMe rotosoro MW, nsrotosneHHoro 6e3 J1C.

MpumeyvaHusa

1 na vMnaHTaToB B CEPAEYHO-COCYANCTON XMPYPrn, COAEPXKALLMX IEKAPCTBEHHbIE CYOCTaHLMKU, AONOHUTE b-
Hble pekomeHaauun npusegeHsl B ISO 12417-1.

2 MoryT notpe6oBarbCsa LONOMHUTENbHbIE METOAbl A5 U3YYEHUS XMMUYECKOTO M GUONOrMYeckoro B3anmopeli-
ctBus ¢ JIC, murpauum J1C in vivo, TOKCUKOIOTMYECKOro Npodonsis, NPOAYKTOB Aerpajaummn 1 KOHTPOMPYEMOrO BbICBOGOX-
AeHnsa JIC (TepaneBTUYECKOl [,03bl) 4151 ONpefeieHnst TOKCUKO/IOTMYECKoro npodmns u ghapmakosiornyeckori 6esonac-
HOCTV U Cneundgmnyeckoin akTMBHOCTY.
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8 OueHKa paccacbIBalOWUXCA MEOULMHCKNX N3aennii
B pamMKax cepumn ctaHgapToB 1SO 10993

8.1 O6uwwme NONOXKEHUSA

Pa3gen 8 coaepXuT pykoBOACTBO MO OLEHKE GMOMIOrMYecKoro geicTensa paccacbiBarowmxca MU n pac-
CuMTaH Ha NpUMEHEHMe C COOTBETCTBYOWEN YacTblo I1ISO 10993.

8.2 1SO 10993-1, oueHKa U nccnenoBaHns B Npouecce MeHeMKMeHTa pucka

WHdopmaunsa no gerpagaummn (T. €. CKOPOCTb, ANUTENBHOCTb, XUMUYECKNE WU3MEHEHUS, MEXaHW3MbI,
NpoAyKThbl Aerpajauun) paccacbiBalowerocs nUsgenns, KOMNOHEHTOB WM Matepuanos fosxkHa ObiTb npej-
CTaB/ieHa B [JOKYMeHTaLuun OLeHKM 6MO0/I0rnyeckoro pucka, BkAwYas napameTpbl, CNOCO6GHbIE MNOBAUATH Ha
npouecc gerpagaunn. Takke [OMKHbl 6biTb MOHATHbI OXWAAeMble U3MEHEHUS MexXaHW4YeCKUX CBOMNCTB (mpu
nuccnepoBaHun gerpagauuuy in vitro unm in vivo). O6uias cxema onpefeneHns xapakTepucTuk npouecca ge-
rpagaunm npepcrtasneHa B ISO 10993-9, a pykoBOoACTBO A1 TMAPOSIN3YEMbLIX MOMMMEPOB COAEPXKUTCA B
ISO 13781. PykOoBOACTBO A/1s1 XapaKTepUCTUKM Aerpajaumnn paccacbiBallwmxca MeTansios in vitro cogepxuT-
ca BASTM F 3268.

OueHka 6uonorMyeckoro pucka paccacoiBawwmxca MW gomkHa Bk4YaTb BCe COOTBETCTBYHOLUIME KO-
HeYHble TOYKW, onpegesieHHble B npuioxeHun A ISO 10993-1:2018, ¢ yyeToM npumeHumoctun 8.2—8.22 Ha-
cToswero ctaHgapta. Kpome Toro, gerpagaums n TOKCUKOKMHETUKA, Kak NpaBuio, ABASI0TCA HeobXoaAnMbIMu
KOHEeYHbIMW ToYykaMn. Heo6xoAnMMO y4yecTb U paccMOTpPeTb TOKCUUYHOCTb A/ N06bIX paccacbkiBawuwmxca MU,
NPAMO KOHTaKTUPYHOLWUX C PENPOAYKTUBHOW CUCTEMON MM NOTEHUMANbHO CMOCO6HbLIX K CUCTEMHOMY pacnpo-
CTpaHeHW0 B OpraHvM3Me geteli uav nuy penpoiykTUBHOIO Bo3pacTa.

OueHka 6MO00rM4eckoro pucka 4o/mHkHa NpoBOAUTLCA B COOTBETCTBUM € pasgenom 7 ISO 10993-1:2018
nvmuamMmy ¢ Heo6Xo4MMbIMU 3HAHUSAMMW U OMbITOM.

B cooTBeTcTBUM C cepueli cTaHgapToB ISO 10993 A0NTOBPEMEHHbIA KOHTAKT BKOYAET XPOHUYECKME
UM NOCTOSAAHHbIE MMMMAaHTaTbl, KOTOpble PU3MYeckn nNpucyTcTBYOT 60nee 30 cyT. Ecnn oxupgaetcs, 4to pac-
cacbiBalLWuminca marepnan n/unu NpoaykTbl €ro gerpajauumm ocTaHyTca B opraHu3me 6onee yem 30 cyT, TO
Takne MW [0/mKHbI MccnefoBatbCa Kak AOITOBPEMEHHbIE UMMNIAaHTaThl.

8.3 ISO 10993-2, TpeboBaHUA K 06paLleHUNI0 C XXUBOTHbIMU

Tak Kak Mogenu in vitro MoryT 6biTb YyBCTBUTE/IbHbI K U3MEHEHWUAM PH ¥ OCMONANBHOCTU, pefieBaHT-
HOCTb MCCnefoBaHuii in vivo yacTto genaeT HEOGXOAUMBIM MCMNOMbL30BaHME ANs paccacbiBawwmuxcs MU mo-
fAenei Ha XUBOTHBIX.

[ononHUTENbHO OUeHKka BO3AENCTBUS MeXaHWUeckoi Harpysku u 6Guonornyeckoil cpefbl Ha ferpa-
JaLuio 1 CBA3aHHbI C gerpagauuneid 6MoOrMuyeckuii oTBeT B KJIMHUMYECKU 3HAUYMMOI MOAESIN Ha XUBOTHbIX
MOXeT OblTb UCMNOJ/Ib30BaHa A1 OLEHKU (PYHKLMOHANLHOCTU U 6Ge3onacHocTu MU (HanpumMep, XpoHuyeckas
TOKCUYHOCTb 1 OLEHKa MEeCTHOro AelicTBus nocse mMmnaaHtauyuu). Takne uccrief0oBaHUs LO/MKHbI PYKOBOA-
CTBOBATbCS OCHOBHbLIMU MPUHLUMNAMMW 06PALLEHNS C XUBOTHLIMM.

8.4 1SO 10993-3, nccnegoBaHnUs reHOTOKCUYHOCTU, KaHLEPOreHHOCTN U TOKCUYECKOro AencTBuUs
Ha penpoAyKTUBHYIO QYHKLMIO

Ecnv npofykTbl gerpajauun paccacbiBalolwerocs marepuana Xopowo M3BeCTHbl, TO OCHOBHblE NuTe-
paTypHble UCTOYHWKM MOTYT ObiTb MCNO/Sb30BaHbl ANS OLEHKM FTEHOTOKCUYHOCTW, KaHLEepPOreHHOCTU U TOKCU-
4yecKkoro AeicTBMA MPOAYKTOB Aerpajauun Ha penpoAyKTUBHYI (OyHKUMIO. Ecnu npoaykTbl gerpajauum He-
N3BECTHbI, TO MOTYT OblTb NPOBEAEHbI AN XMMUYECKNI aHann3 C OLEHKOW faHHbIX HAY4YHON nuTepaTtypbl Uau
nccriefoBaHNA TeHOTOKCUYHOCTUN 3KCTPaKTOB.

Tak kak paccacbiBalolmecs marepvasnbl CNoCo6Hbl NMb6O K gerpagaumu, Nmbo pacTBOPATLCA BO BpeMS
3KCTpakumu, nnM6o K TOMy U ApYromy, Heo6XoAMMO KOHTPONMpPOBaTb KOSIMYECTBO WUCCNeAyeMOro 3KCTpakTa,
fob6aBnsiemoe B Ky/bTypy K/IeTOK, YTO6Gbl He MPEeBbICUTL NOPOr TOKCUYECKOTo LEeNCTBUS A1 KaXAOW npobbl.
Ecnv 3KCTpakT Bbi3blBAET 3HAUUTENBbHYI TOKCMYHOCTb, TO AOMYCTUMO pa3baBfieHne [0 COOTBETCTBYHOLLEro
nopora TOKCMYecKoro geliicTens. MOXHO NpUMeHATb 605ee HU3KMe KOHLEeHTpaLuumn, ecnm OHM BXOAAT B gvana-
30H KOHLUEHTpauuin ans onpejeneHns onTMMasibHOro npegena TOKCUYHOCTU, ONPEeAEesIeHHOro B pyKOBOACTBE
OECD pfna MUKpOAAEpPHOro uccnefoBaHus kKNeTok Miekonutawwmx in vitro (OECD 487), ona aHanusa Xpo-
MOCOMHbIX abeppauuii in vitro (OECD 473) u on1s UccriefoBaHWii TEHHON MyTauumn KAeToK MJIEKONUTAaKLWUX
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in vitro ¢ ncnonb3oBaHueM reHa TumunagnHknHasbsl (OECD 490). MpegenaMy LUTOTOKCUMYHOCTM B HACTOSALLEM
pykosBoactee OECD sasnstotca (55 + 5) % 19 XpOMOCOMHON abeppauun M MUKPOsiAepHbIX Npo6 in vitro 1 go
10 % oTHOocuTenbHOro obuero pocta (RTG) ans Tecta Ha Knetkax TMMGOMbl MbiLLEA.

Cnepyet n3beratb MaHUNysaUUA C 3KCTPAKTOM AN U3MEHEHUA PH MAM OCMONSIbHOCTU, €CNN 3TO He
npegycmoTpeHo pasgesnom 4. [Npu oueHKe HOBOrO paccacbiBallierocsa marepuana Heob6xoAuMo BblbpaTb
MeTo[, onpefenieHns reHOTOKCMYHOCTU in ViVo M3 TaknX CyL,ecTBYHLUX TECTOB KaKk MUKPOALEPHbIA aHanus
apuTpounToB Miekonutawuwero (OECD 474), aHann3 XpoMOCOMHbIX abeppaumnii KOCTHOro Mo3ra mMjaekonuTta-
towero (OECD 475) unun weno4vHoli metod AHK-koMeT Ha kneTkax msekonuTalwmx in vivo (HaueneHHoro Ha
opraHbl MM TKaHW, KpoMe KocTHoro mosra) (OECD 489). Beibop mMeToga uccriefoBaHus fonxeH ObiTb 060-
cHoBaH. Ecnim KonnMuyecTBo BeLW,ECTB B MCCMEAYEMOM 3KCTpakTe HMXe Mnopora TOKCMYECKOro AelicTBusA, TO B
nccnefoBaHumM in vivo HET HEOH6XO04UMOCTH.

JononHnTenbHoe PyKoOBOACTBO MO MCC/ef0BaHUIO TEeHOTOKCUMYHOCTU npuBegeHo B ISO 10993-3 u
ISO/TR 10993-33.

8.5 1SO 10993-4, nccnegoBaHus U3gennin, B3anMogeiicTBYOLWNX C KPOBbIO

Ha pesynbtatbl remosun3a in vitro mMoryT noBnvsTb (PakTopbl, CBA3aHHble C pPH M OCMONSANBHOCTLIO,
KOTOpble MOryT He ObiTb KIMHWYECKM 3HaYMMbIMW. Ecnu npu cTaH4apTHbIX YCNOBUAX UCCNEefOBaHWUA Femo-
nmsa in vitro nonyvyeH Heb6GNaronpusATHbIA pe3yabTar, TO MOXHO pacCMOTpeTb HEe06XoAUMOCTb MpPoBeAeHus
OOMOMTHUTENIbHbIX M3MepeHUii pH 1 OCMONANBHOCTM 3KCTPaKTa ANA OLEHKN B/INSHUSA KaXAOro W3 3TUX ABYX
napameTpoB Ha NOJyYeHHbIl pe3ynbTat. Takke AONOMHUTENbHO HEOOGXOAMMO NPOBECTU n3mepeHus pH/ocmo-
NANBHOCTUM HECKONIbKMX PacTBOPOB 3KCTpakTa, HO CTeNeHb pa3baBneHus 3KcTpakTa He A0J/HKHA NpUBOAUTHL K
remonnsy. MiccrnepgoBaHne 3KCTPaKTOB MOC/e KOPPEKTUPOBKM pH n/mnm ocMonsnbHOCTU MOXeT 6bITb paccMo-
TPEHO B MOBTOPHOM MUCCMefoBaHWKW, TEM He MeHee, n06as KoppekTuposka pH MM oCMONANbLHOCTU AO/DKHA
6bITb 060CHOBAHa B OL,EHKE 6MOMIOTMYECKOro pUcKka 1 4o/mkHa 6biTb NpegocTaBrieHa nogpobHas nHdopmayms
No KOPPEKTMPOBKe 3KCTpakTa (cm. pasgen 4).

JononHutenbHble nccnefoBaHnsa UMNAaHTauuy B MOAE/bHbIX 3KCNEPUMEHTAX YACcTO KPUTUYECKU 3Ha-
UMbl O719 OLEHKW BAVWSHWA ferpajauun Ha pasnyHble acnekTbl reMOoCOBMecTUMOCTM (Hanpumep, Tpombo-
reHHOCTb).

8.6 1SO 10993-5, nuccnepoBaHnsa Ha LUTOTOKCUYHOCTbL: MeToAbI in vitro

Mpn HebnaronpuATHOM pe3y/ibTaTe CTaHA4apPTHOro MUccrefoBaHUA LUTOTOKCUYHOCTU MpPU OLLEHKEe pucka
MOXHO paccMoTpeTb criefyoline noteHunanbHble MeToAbl UCCefoBaHUA A/19 MOHUMAaHUA NMepBUYHbIX pe-
3y/bTaTOB:

- pasbaBneHune: aKCTpakTbl paccacbiBalOLWMXC MaTepmanoB MoOryT 6biTb pasdbaBieHbl (HE0O6X0AMMO UC-
nonb3oBaThb Anana3oH pasbasneHusn c BknoveHnem 100 % 4MCTOro sKcTpakra), C y4eTOM, YTO OHWU BK/IOYAT
COOTBETCTBYIOLLME NPOAYKTbI Aerpajaunn.

Mpn ncnonb3oBaHWN PacTBOPOB 3KCTPaKTa 4acToO NOJSe3HO CpaBHUTL nokasartenun OS50 ¢ nokasatensamu
1C50 oA KOHTPO/IbHbIX MaTepunasnos;

- nocnepoBaTesibHasi 3KCTpakuusa: NpoBOAAT OTAENbHble MOcnefoBaTesibHble 3KCTpakuuu, npeacras-
nsawwmMe pasnMyHble ctagun obulein gerpagauun matepuana. Miccnepgyemble 3KCTPakTbl, MPUrOTOB/IEHHbIE
C YyY4eTOM pas3/InyYHbIX CTafuii gerpagaunn, MoryT 6biTb OLEHEHbI HE3aBUCKMMO. YunuTbiBass pasHoobpasve Ma-
TepuanoB U KIMHUYECKUX NPUMEHEHUI, NOMb30BaTENb CaM ONpeAesisieT, Kakue BPEMEHHbIE pamMKu SB/ISOTCA
noaxogawmnumu;

- npeaBapuTesibHaa gerpajauus: MCNonb3ylT NpeaBapuTesibHO AerpagMpoBaHHbIi MmaTepuasn c onpe-
[EeNeHHO TeMnepaTypoi, 4NTEeNbHOCTbLIO Aerpagauumn iy BpeMeHeEM NPOBeeHUA 3KCTpakuum a5 nonyde-
HUS nccneayemoro obpasia ¢ KOHTPONIMpYeMOl Aerpagaumneid, oTpaxarwLuleli COOTBETCTBYHOL YO KOHKPETHYIO
cTaguvio gerpagauumun. Ana paccacbiBaloWmxca MaTtepuanosB aKcTpakuma npu temnepartype cebiwe 37 °C mo-
XeT NpUBECTU K HeEpenpe3eHTaTUBHbIM U3MEHEHUAM B Npouecce gerpajauun n ee cnegyet, No BO3MOXHOCTHU,
nsberatb. Heo6X04MMO OTHOCUMTLCHA C OCTOPOXHOCTLI K MOSIMMepam, 3KcTparnpyembiM Npu Temnepartypax,
6/1M3KNX K CTEKNOBAHWUIO WM pacniasBneHunto. JononHNUTeNbHO, NPU NOBbIWEHHbIX TeMnepaTtypax y abcopbu-
pyembIXx MeTan/ioB MOXeT pasfimyaTbCa XMMU3M KOPPO3UM UM ee NposBNeHUsA (Hanpumep, ToYeyHas Koppo-
315, obpasoBaHue TpewuH), nam u 7o, U 4pyroe;

- cnepyeT uszberatb MaHUNySUUIA C 9KCTPAKTOM AN U3MEHEHUSA pH MM OCMONSANbHOCTU, EC/IN 3TO He
npegycmMoTpeHo pasgesiom 4;
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- nobble gaHHble 0 He61AronpPUATHOW LUTOTOKCMYHOCTM MOTYT ObiTb AOMNOJIHUTENILHO M3Y4YeHbl C Mo-
MOLLbK TMCTONIOTNYECKOM OLEHKN MECTHOW peakuMn B UMMNMAHTALMOHHbLIX uccnegoBaHunsax (cm. 1SO 10993-6).
Bbl6op MMNAaHTaUMOHHbLIX METOA40B MCCnedoBaHUA AOMKEH 6biTb 0OGbSACHEH M 060CHOBaH NpU OUEHKe 6uo-
NI0TMYEeCcKoro pucka.

8.7 1SO 10993-6, nccnepoBaHnss MeCcTHOro AeACTBUSA MOC/ie UMNIaHTaunm

ISO 10993-6 Bk/ItOYaET UHopMaLUIo ANS OLeHKN paccacbiBawowmxca MU. MmnnaHTaunoHHble uccre-
[OBaHNA Ha aKCNepuMeHTasbHbIX MOAENAX KPUTUUECKN BaXHbl /19 OLEHKN MECTHbIX 6MO/I0rMYeCcKux OTBETOB
n abcopbumnm paccacbiBarowmxca marepnanos MU.

Heob6xogumo paccmaTpuBaTbh Kak XapaKTepUCTUKM TKaHW, TaK W YC/IOBUS K/IMHWYECKOTO MNpuMeEHe-
HUa MW. Tpu oueHKe MeCTHbIX ahekToB nocne mmnaaHTauMm Heob6xo4MMo NpoaHanuM3npoBaTb COCTOSHMUE
OpraHoB (HanpuMmep, APEHUPYIOLWMX TUMEaTUYECKUX y3/10B), NOABEpraemMbix BO34ENCTBUIO NPOAYKTOB Aerpa-
fauun. O6ocHOBaHMe 0TO6GpPaHHbIX OPraHOB AO0J/IKHO ObiTb NPeAOoCTaB/IEHO B OLEeHKe BGMO/I0TMYeCcKoro pucka.

PaccacbiBalwmiica matepuan, UCNONb3yemblli B KAYeCTBE KOHTPOAA, AO/DKEH ObiTb KOMMEpUYecku [o-
CTYMHbIM C OO ENPUHATBIMK XapakTepucTukaMu KIMHWYECKOW npuemnemocTun u 6uocosmectumocTtu. Co-
CTaB 1 CKOPOCTb paccacbiBaHWs KOHTPOJ/IbHOTO MaTepuasa fO/KHbl 6bITb MakCUMasibHO CXO4Hbl C uccnegye-
MbiIM MW. Heobxognmo yuntbiBaTb ISO 10993-6:2016, 5.3.3.

Korga npepoctasnsetca HayyHoe 060OCHOBaHMe ANA Npekpalw,eHus muccrnefoBaHus A0 NOJSIHOTO pac-
cacblBaHus, OO/DKHbI ObITb AOKa3aTenbCTBa TOr0, YTOo 6bla AOCTUTHYTa cTabwunbHas peakuus Guonoruye-
CKMX TKaHell. Hanuuue gaHHbIX in vitro 0 BpemMeHu nosiHoi gerpagaunn MW moxeT 6biTb 060CHOBaHMEM 3a-
BEPLIEHNA UMMIAHTAUUOHHbIX UCCef0BaHnini 6e3 LOCTUXEHUA MNOJIHOTO paccacbiBaHWsA, ec/i MOXEeT ObiTb
yCTaHOB/IeHa Koppensaunsa mMexay nofaydyeHHbIMU pesynbtatamu in vitro — in vivo (IVIVC). Ecnu ckopocTb
paccacbiBaHus MW 3aBUCUT OT ANIMTENBHOCTM €ro K/IMHWYECKOro NpUMeEHEHUs, TO pas/inyHble CKOPOCTU pac-
cacblBaHUA JO/MKHbI OGbiTb paCCMOTPEHbI MPU OLEHKE MECTHbIX peakuuin uam o0bocHoBaHbl [Hanpumep, M un3
nonunaktnga (PLLA), gerpagupys co cTabusibHOW CKOPOCTbIO paccacbiBaHUs, MOXET 4Yepe3 HeCcKOosIbKO /et
nocne uMnaaHTauMyM HavyaTb paccacbiBaTbCs € ropasfo 60/blueil CKOPOCTbio].

8.8 1SO 10993-7, ocTaTouyHOE cofepXaHne aTusieHoKCcuaa rnocne crepuansaynm

Jerpapauns paccacbiBalLleroca marepmasa MOXeT NoBAMATb Ha KUHETUKY BblgeneHnsa EO. Mpn oueH-
Ke BO34eiCTBMA OCTaTouyHoro konuyectsa EO/atunenxnoprugpuHa (ECH) Ha MW, exegHeBHas KoHUeHTpa-
LUus rasza paccyMTbiBaeTCsl MCMOSIb30BAaHWEM 3KCNEPUMEHTaNIbHO NOJIYYEHHOro NPOUNA BbICBOGOXAEHUS, a
He JefleHneM Ha obuiee KOMmM4yecTBO AHel, B ciydyae ecnv gpyrne pacyetbl He 060CHOBaHHbI.

8.9 ISO 10993-9, OCHOBHble NPUHUUMNbI WAEHTUUKALUN W KOJSIMYECTBEHHOIO oOnpegeneHus
NnoTeHUMaIbHbIX NPOAYKTOB Aerpagaunm

Mpu nccnepgosaHnmn paccacbiBaowmuxca M cneymnannct gosmxkeH yyntoeiBatb ISO 10993-9, pesynbrathl
nccnenoBaHus AO/MKHbI OGbITb BK/IIOYEHbI B OLLEHKY 610/10TMYeCcKoro pucka.

Mpn nccnepoBaHun gerpajaumm MOXeT okasaTbCs LesiecoobpasHbiM perynupoBatb pH B KIMHMYECKW
3Ha4YMMOM AmanasoHe, 0CO6eHHO ecnin pH MOXeT BAUATL Ha CKOPOCTb Aerpajaumm unu coctas NpoAyKTOB fe-
rpagauuun. CneumanncT no oLeHKe pucka AO/DKEH YYUTbiBaTb NOTEHUMAIbHOE BAUSAHUE pH Ha 3Ty KOHEYHYo
TOYKY M NpY HEOBXOAUMOCTM NPEeAOoCTaBNATb Kak He CKOPPEKTUPOBaHHbIE, Tak U CKOPPEKTMPOBAHHbIE AaHHble
nccnefoBaHus.

8.10 1SO 10993-10, uccnefoBaHUA KOXHOWM ceHcubunmnsauunm

B HacTosllee BpeMs HeT AONO/IHUTE IbHbIX TPE6GOBaHU NpW UccnefoBaHUM CEHCMBUNN3NPYIOLLEro Ael-
CcTBUSA, KpOMe TpeboBaHuin 1ISO 10993-10.

MpumevyaHne — ECM BaMaVpoBaHHble aflbTEPHATMBHBIE METOABI N Vitro CTaHyT AOCTYMNHLIMU A1t JaHHOW
KOHEUHOI TOUKM U NpremMnemMbIMI A1 paccacbiBatolyx MY, To oHM ByayT npeanoyTuTesbHee.

8.11 ISO 10993-11, uccnegoBaHnAa 0OLLLETOKCUYECKOIO AEeNCTBUS

[ns mMmnnaHTMpyembIX paccacbiBalLWUXca maTtepuanoB pekoMeHAyeTCs OLueHKa o6l eil TOKCUYHOCTU
nyTemM umnnaHTauum B KJIMHMYECKN 3HAYMMbIA yHACTOK Ha MOAENUN XMBOTHbIX (ecnn o6was TOKCUYHOCTb CO-
oTBeTCcTBYyeT kateropum MW cornacHo ISO 10993-1:2018, npunoxexHue A). MNpu mogenuposaHun npepgnona-
raemMoro K/IMHWYeCcKOro nNpuMeHeHns u3genus B UCCNef0oBaHMAX Ha XUBOTHbIX CnefyeT OueHuBaTb MeCTHble
TKaHeBble W CUCTEMHblEe peakuun, aerpagauunio usgenvs, metabonusm m CUCTEMHOE pacnpefeneHue npo-
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OYKTOB gerpagauuu B opraHmame. COOTHOLWEHME MacCbl Marepuana U maccbl Tefna AO/IKHO COOTHOCUTBLCA C
npegnonaraembiM KJIMHUYECKUM LEeWCTBUEM.

CnepoBaTenibHO, pekoOMeHAyeTcs, 4Tobbl mMacca wauM nnowanb noBepxHoctn MW, B cOOTBETCTBMU C
Maccoi X1MBoTHoro (Macca MW/ B rpaMmax Ha KujorpaMm Macchl Tena wam naowanb nosepxHoctn MU B cm2
Ha KuiorpaMm macchl Tefna) oTpaxana npefHasHavyeHHOe MakCuMasibHOe UMN NpeyBeIMYeHHOoe KINMHNYecKoe
pelicTBue, BblpaXeHHOe yepe3 maccy Tena. [lna obecnevyeHns npeyBeIMYEHHOTO K/IMHNYECKOTo AeCTBUSA Ha
XUBOTHbIX BO3MOXHO NPUMEHEHUE HECKOJIbKUX MMMIAaHTaTOB.

[na ycTaHOBNEHWS BAWSAHUSA MEXaHWYeCKOW Harpysku U OKpyXawlLliMx TKaHel Ha gerpagauunio m oby-
CNOBJ/IEHHbIN Aerpagaumneit 6uonornyecknii oTBeT Heo6Xxo04MMO NpoBedeHne YeTKO CNIaHMPOBAHHOIO Uccne-
AoBaHNA 3P PEeKTUBHOCTU NN (PYHKLNOHANBHOCTU, YTO AOJ/IKHO ObiTb BK/HOYEHO B OLEHKY GMOMOrM4Yeckoro
pucka. nuTenbHOCTb UCCNefoBaHMa OO/XKHA COOTBETCTBOBATh BpEMEHM gerpajaunm n abcopobumm KOHKpeT-
Horo M.

Heob6xoaMmo npefocTtaBuTb 060CHOBaHME BblGpaHHbIX OPraHOB AJ/11 aHanm3a 06l EeTOKCMYecKoro gei-
CTBMS paccacblBalLWNXCA UMNIAHTATOB.

B cootBeTcTBMM € ISO 10993-11:2017, npunoxeHne G, ans obecnedyeHns 6e3onacHOCTM nayuneHTa He-
06X04MMO paccMOTPEeTb PUCK MUPOTEHHON peakuuu, BbI3BAHHOW 3HAOTOKCMHOM rpamoTpuuaTesibHbiX 6akTe-
puin nAn ApyrMuMy UCTOYHMKAMW NUPOTEeHOB (Takux, Kak NMUpOreHbl, ONOCpefoBaHHble maTepuanom) npu uc-
Nosb30BaHMWN paccacbiBalLWMXca MMNIaHTaToB.

8.12 ISO 10993-12, npuroToBsieHMe NMPob 1 KOHTPOsIbHble 06pa3subl

Mpn MCnoNb30BaHUM paccacbiBalLWUXCA MaTepuasosB 06WKNi pUCK NONyYeHUs HeA0CTOBEPHbIX pe3y/b-
TaTtoB Npu NMPOBEAEHUN UCCMEeA0BaHWA Bo3pacTaeT, MOCKO/IbKY XapaKTepPUCTUKN 3KCTpareHTa u yc/r0BUs 3KC-
TpakuMm He COOTBETCTBYHOT PM3NO/IOTMYECKUM YC/TOBUAM K/TMHNYECKOTO MPUMEHEHUS.

a) Tak Kak BbIOGOp 3KCTpareHTa, Hanmume 6GeNKOB WM COCTaB 3/EKTPONUTOB (€C/IM MPUMEHUMO) MOTyT
noBNuATh (T. €. YBENIMYUTb, YMEHbLINTb, YCTPAHUTb) Ha CKOPOCTb Aerpajauun paccacbiBarowerocd MU npu
3KCTpakumn, nccnepoBateslb AO/DKEH NOHUMATb OTHOCUTENIbHOE B/IUAHWE BbIGPaHHOro pacTBOPUTENSA Kak Ha
CKOpPOCTb Aerpajauunu, Tak u Ha pesynbTaT uccnegoBaHus.

b) Tak kak aKcTpareHT (Bka4yas uaMmeHeHns pH) MoOXeT MOBAUATbL Ha crnocob/mMexaHu3m gerpagauun
paccacbiBaemoro obpasua, nccnegosatenb AO/DKEH OLEHUTb, MOTYT /in NOMyYEeHHble NMPOAYKTbI Aerpajauun
No CBOEMY COCTaBy TEOpPEeTUYEeCKM oTpaxaTb npoucxogsuiee npu PU3NOOTMYECKN COOTBETCTBYHLLNX
YCNOBUSX.

c) Mpu ncnonb3oBaHUM paccacbiBalLWMXCS MaTepmuanosB cnefyeT yuuTbiBaTh NOTEHLMANBHYH BO3MOX-
HOCTb HEeCyLleCTBEHHOW Aerpajauun, BblI3BaHHOW pacTBOpUTESIEM.

MapamMeTpbl 3KCTpakuum (4ANTENBHOCTb 3KCTPaKUuumM n/uam Temnepartypa) MoryT YCKOpUTb Aerpagaumio
paccacbiBallierocsas marepuana, a Takke NpPMBECTU K YBEJIMYEHMIO NPOAYKTOB Aerpajauuun, 4TO MOXET no-
BNMATb Ha pe3ynbTaT uccnenoBaHns.

daKTNYecku, 3KCTpakUna ANNTENBHOCTLIO 24 4 UAn 72 4 MOXET CKOHLEHTpUpOoBaTb NPOAYKThI Aerpaga-
uun, KoTopble in vivo MOryT ObiThb A€NOHUPOBaHbl Kak B onpeAeneHHbIX TKaHAX 1 opraHax, Tak u pacnpegene-
Hbl MO BCEMY OpraHM3mMy B Te4YeHue TOro Xxe nepuoga BpeMeHn. [nA paccacbiBalWwnxca matepuasaos Temne-
paTypa akcTpakuuu Ao/mKHa 6biTb BbibpaHa C Y4eTOM KOHKPETHbIX TEMMepPaTypHbIX OrpaHuyYeHunii maTepuana.
Ecnn KoppekTuMpylTca cTaHAapTHbIe YCNOBUS, TO OHW A0/MKHbI 6bITb 060CHOBAHbI M OTPaXeHbl AOKYyMeHTasb-
HO, Kak onucaHo B pasgene 4.

MpumeyaHne — XoOTA in Vivo NOBbIWEHHbIE KOHLEHTpALMW NPOAYKTOB Aerpajaumni MasioBepOsiTHbI, B Heyaau-
HO BblOpaHHOM MeTofe in Vitro Takme MOBbIWEHHbIE KOHLEHTpauunm MOryT ykasblBaTb Ha MOTEHUMabHY0 TOKCUYHOCTb
npoayKTa aerpagaumn.

[na nonuMmepHbIX paccacbiBalWMUXCA MaTepuasioB 3KCTpakuusa Bbllle Temnepatyp XWUBbIX OpraHus-
MoB (in vivo), npubAmxalLWmnxca UNn nNpesbilWalWwmnx TemnepaTypy CTEK/0BaHUA 3TUX MaTepuasoB, MOXET
NpYBECTN K U3BMEHEHNSIM B CBOIMCTBAxX NMOMMMEpPOB (Hanpumep, Aerpagaunun), He oTpaxawlmnM KInHu4eckue
ycnoBus, yero crnegyet m3beratb. B cnyyae paccacbiBalowmxca MeTasnsioB MOBbIWEHHbIE TeMnepaTypbl 3KC-
TpakuMy MOryT NMPUBHECTU HOBblE U MOTEHUMA/IbHO HepenpeseHTaTUBHbIE MeXaHU3Mbl KOPPO3uKU. Taknum 06-
pasom, A1 OTAesIbHbIX paccachiBalOWXcA NOMMEPOB U MeTaN/I0B CTaHAapTHbIe TeMnepartypbl 3KCTpakKuuu,
npueegeHHble B ISO 10993-12, (kpome 37 °C) MOryT 6bITb HE MPUMEHUMBI.

Mpu oueHke paccacbiBawlWmxca M/ MoxeT ObITb pacCMOTpeHa 3KCTpakuusa 4yacTUyHO (nNpefBaputenb-
HO) AerpasnpoBaHHbIX MaTepPUasnoB U CBA3aHHbIX C HAMW NPOAYKTOB Aerpajauuu.
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8.13 ISO 10993-13, uageHTUUKaunsa U KoONM4YeCcTBEHHOE onpegesieHne NpoAyKTOB Aerpagaumu
nosIMMepHbIX MU

Mpu uccnepgosaHun paccacbiBawmnxca M cneumanuct gosmkeH yuuteisatb ISO 10993-13, pesynbTa-
Tbl MCCNefOBaHNA AO/MKHbI OblTb BK/IOYEHbI B OLEHKY 61MON0rMyeckoro pucka.

8.14 ISO 10993-14, unpgeHTUUKaLMUA U KONMYECTBEHHOE onpejesieHne MpoAykKTOB Aerpajaumuv
n3nennii N3 Kepamunkm

Mpu uccneposaHun paccacbiBaowmnxca M cneumanuct gosmkeH yunteiBate ISO 10993-14, pesynbTa-
Tbl UCCNEeA0BaHNS AOMKHbI ObiTb BK/IKOYEHbI B OLLEHKY BMOMOTMYECKOro pucka.

8.15 ISO 10993-15, ngeHTUmKauma N KoJIM4eCTBEHHOe ornpefeneHve NpoayKToB Aerpagaumnmn
n3gennii n3 meTasasioB n CnaaBoB

Mpn nccneposaHnm paccacbiBawwmxca MU cneunanuct goskeH yunteieatb 1ISO 10993-15, pesynbTa-
Tbl UccnepoBaHunAa OO/DKHbI OblTb BK/IHOYEHBI B OLEeHKY 6NOM0rNYeckoro PUCKa.

8.16 ISO 10993-16, KOHUEMNUMA TOKCUKOKMHETUYECKNX UCCIeA0BaHN NPOAYKTOB pPa3/iokeHUst n
BblllenaynBaemMblX BeLLeCTB

PaccacbiBatouimecss Matepuasbl LeseHanpasB/ieHHO NpejHas3HayeHbl ANs Aerpajauuu B opraHusme
nayveHTa W MoABeprawT nauueHTa AelCTBUIO NPOAYKTOB XMMWYECKOl Aerpajauuv. PaccMoOTpeHue TOKCU-
KOKMHETWKU AaHHbIX NPOAYKTOB AerpajaLuun siBASeTCs HEOBXOAUMbIM U [O/IKHO BK/OYATbLCS B OLEHKY 6UO-
NIOTMYecKoro pucka. [laHHble WM CCbIJIKU HA NMEePBOMCTOYHUKM, NMOAKPENASOWMNE pe3ynbTaTbl UCC/ef0BaHNs
TOKCUKOKMHETUKN n/unu ADME, fomkHbl 6bITb NPUBEAEHbI B OLlEHKE GUOMOTMUYECKOIO pUCKa.

8.17 1SO 10993-17, ycTaHOB/IEHME NOPOrOBbIX 3HAYEHWUI O/18 BbIMblBAaEMbIX BELLECTB

Mpu uccneposaHun paccacbiBawmnxca M cneumanuct gosmkeH yunteisatb ISO 10993-17, pesynbTa-
Tbl UCCNEAO0BAHNSA LOMKHbI OblITb BK/IOYEHbI B OLLeHKY GMON0rMY4eckoro pucka.

MOXHO oxuAaTb, YTO paccacbiBalLMICA MaTepuan, ero aKCTpakTbl UMW NPOAYKTbI ero Aerpagauuu
6yayT paccacbiBallmecs n NOTEHLMANBHO BblAe/IEHbl OPraHN3MoOM B TEYEHWE onpefenaeMoro npomMexyTka
BpemeHu. Tak kak npodunb gerpagauum, ckopee Bcero, 6yfeT HE/IMHENHbIM, MPUMEHEHNE MaTeMaTnyeckoro
yCpeAHeHNs A1 OUEHKN eXeAHEBHOro BO34eWCTBUA MOXET He NpeacTaBNAaTb XyAwulii cueHapuii Bo3gei-
cTBUS (Hanpumep, BblgesieHne 6onwca). Hopma fo npogonxmntensHocTu Bo3geicteus 30 cyT u 25 000 cyt
(68 neT) aABnsAeTcA HenpumeHUMOW. Takum ob6bpas3om, onpefenieHne MakCMmanbHO paspelleHHOoro npegena
JO/DKHO ObITb NOJIyYEHO UCNO/Ib30BAHMEM OL,EHOK MakCUMasibHOro CyTOYHOro BO3AEACTBUA U [JOJ/IKHO Mpu-
HMMaTb BO BHMMaHWe MakcumasibHoe KonmyecTBO MW Ha nauuveHTa, Ha npoueaypy v KyMynaTUBHbIA adydiekT
(ecnn NpMMeEHNMO).

8.18 ISO 10993-18, nccnegoBaHne XMMMYECKMX CBONCTB MaTepuasioB

O6nacTtb npumeHeHusa I1SO 10993-18 He OTHOCUTCHA K MAEHTUUKALUW UM KOTMYECTBEHHOMY Ofnpe-
JeneHnto NpoaykToB Aerpagauun. Tem He meHee, ob6uUiMe KOHUENUWW, NepeyvncrieHHble B cTaHgapTe, mMoryT
NpUroanTbCA ANS OLEHKM BMONOrMYECcKoro pucka.

ISO 10993-18 He pacnpocTpaHsaeTcsa Ha NPOoAYyKTbl gerpajaunu, HO BK/IKOYaeT yC/I0BUA nccnenoBaHuns,
KOTOpble MOFYT YCKOPUTb, MM60 U3MEHUTb UX COCTAB W/M KONMYECTBO, WU 1 TO, K gpyroe. NMoatomy Heobxo-
AUMO nNpoaHanu3mpoBaTb MPUMEHMMOCTb CTaHgapTa WM ero cnocobHOCTb o6ecneynTb pesynbTaTbl, 4OCTO-
BEPHO pasfniMyHble ANA HenpegHaMepeHHbIX (HeoXumaaeMbliX) U NpegHamMmepeHHbIX (OXuAaeMbiX) NPoAyKTOB
gerpagauuuv, unu ero NPpUMMEHNMMOCTb M CMOCOBHOCTL AN1A OUEHKM paccacbiBawwmxca matepvanos, MU vnnu
KoMnoHeHToB MW. Hanpumep, xuMuyeckne akcTpakuum paccacbiBawuwmxca matepnanos/MW 06bI4HO BbIXO-
OAT 32 paMKu McyepnbiBaLWmX YCNOBUA U NPUBOLAT K NOIHOMY PaCTBOPEHUIO, a Takke K AOMOMHUTENbHbIM
TpygHOCTSAM. Takme hakTopbl, KaKk MPOMEXYTOUYHbIA XMMUYECKNA cocTaB B mpouecce abcopbuuu, kpuctan-
JINYHOCTb, NocnefoBaTesibHOE pacnpejesieHne 3BEHbEB B CONOIMMEpPAX U CTEMNEHb OKWUC/IEHUS, HE06X0AUMO
yuuTbiBaTb O/19 NPaBWU/IbHON XapaKTepuCcTUKM paccacbiBallmxcs matepunanos MU.

8.19 ISO/TS 10993-19, nccnegoBaHnsa U3NKO-XMMNYECKNX, MOPGIOIOTNHECKNX
1 Tonorpaduryeckux cBOMCTB MarepuasioB

Mpu nccneposaHumn paccacbiBawwmxcs MW n npoAykToB WX gerpagauuu, Bkawyas obpasosaHue npo-
MEXYTOUYHbIX B3BELUEHHbIX YacTuy, cneynanunuct 4o/mKeH yunteiBath ISO/TS 10993-19, u nony4vyeHHble pesysib-
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T3Tbl UCC/IeA0BaHNS AOMKHbI GbiTb BK/IOYEHbI B GMOIOTMYECKYIO OL,EHKY pucka. IMoCKO/IbKy paccachiBatoLu-
ecsa matepuanbl npefHasHauvyeHbl A0S gerpajauuun, CyuwecTByeT NoTeHUMasbHas BEPOSITHOCTb NpU BbiXoAe
MW un3 cTposi o6pa3oBaHusl TBEPAbIX YacTul. Heo6xoAMMO NMOHUMaHWEe BO3MOXHOTO K/AVHWYECKOro AelicTBus
Takoil gerpagauun (Hanpumep, AN BHYTPUCOCYAUCTbIX UMMIAHTATOB HYXHO yuMTbiBaTb 3M60/M3aunto, Be-
OYLLYI0 K KOPOHAPHOMY Wn LepebpanbHOMY MHAAPKTY). XMMUYECKUii cocTas, a Takke pasMep YacTul mMoryT
NoOBANATbL Ha 6MOMOrMYecKkne oTBeTbl N A4O/MKHbI ObITb PACCMOTPEHbI MPY OLEeHKe 6GMoaornyeckoro pucka. O6o-
CHOBaHWS [O/MKHbI 6bITb NpeAcTaBNeHbl NepcoHanomM, o6nagalwmMm Heo6Xoa4MMbIMU 3HAHUAMK W OMNbITOM.

MpumMmevyaHune — OTAeNbHble 06pasyloLMecs TBepAble YacTULbl MOTYT MMETb OUYeHb A/INTENIbHOE BPeMs [e-
rpagaumny, Hanpumep, KpyrHble KpUCTaui/ibl rMApoKCHanaTuTa, KoTopble MOryT GbiTh YacTbio KakMX-Nn6o AerpagmpyemMbix
3amMeHuTesneli KOCTHO TKaHW, MOTyT AerpaanpoBaTh OYeHb MeZ/1EHHO.

8.20 ISO/TS 10993—20, NnpMHUUNbI 1 MeTOAbl NCCNefoBaHNS UMMYHOTOKCUMYHOCT MU

B cnyvae noTteHumasnbHOl HeO6XOAMMOCTU UCCEAO0BAHUA MMMYHOTOKCMYHOCTMW, WUCC/efoBaTesnio pe-
KoMmeHAayeTcsa o3Hakomutbca ¢ ISO 10993-1:2018, 6.3.2.15. Ecnn gonyctumo, TO uccnepoBaTtesib AOJDKEH
npumeHnUTb ISO/TS 10993-20 npu npoBefeHUN UccnefoBaHUs MMMYHOTOKCUYHOCTU paccacbiBarowmxca MU
N pe3ynbTatbl A0/MKHbI 6bITb BKAOYEHbI B OLEHKY 6MO10rM4ecKkoro pmucka.

8.21 ISO/TR 10993—22, pyKOBOACTBO NO HaHOMaTepuasiam

Tak kak paccacbliBallwnecs matepmansl npegHasHadyeHbl 414 gerpagauuuv, TBepable yacTulbl BpeEMeEH-
HO MoryT o6pasoBbiBaTbCsA nNpu paspyweHun M. MoxHo npumeHaTb ISO/TR 10993—22 gna uccnepoBaHus
HaHOO6BEKTOB, 06pa3ylLWmnXCcs B pe3ysbTaTe gerpagauun. Kputepuii gna onpegeneHns npuemseMocTy ma-
Tepuana gna npegHasHauyeHHoON uenn A0/MKeH 6biTb U3/1I0KEH B OLEeHKe BMOM0rMYeckoro pucka.

8.22 1SO 10993—23, nccnegoBaHuAa pasgpaxarowero Aencrtems

8.22.1 O6ume NoNoXeHUs

ViccnepgoBaTtenb A0/KEH yuuTbiBaThb pekoMmeHgaumn ISO 10993-23 npu nccnegoBaHmm 6M0ON0rMY4eckoro
pelictems paccacbiBawuwmxcs MW, pesynbTaTbl uccnefoBaHus AO/MKHbI ObiTb BKOYEHbI B OLLEHKY 6uonoru-
YeCKOro pucka.

8.22.2 lccnepoBaHuAa pasgpaxarowero gencrems

PaccacbiBalouimecs martepumasibl 4acTo MOFyT Bbi3biBaTb M3MEHEHUs pH 3KcTpakTa, U ero 3HauvyeHue
OO0J/IKHO 6bITb M3MEPEHO A0 UcCefoBaHnii Ha XMBOTHbLIX, coracHo 1SO 10993-10:2010, 6.2.

Ecnn nmetloTca gaHHble, noATBepXpawllime, 4yTo KpaliHne 3HayeHus pH akcTpakTa He CyLieCTBEHHbI
npu KAWHUYECKOM MpuMeHeHun MW, TO MOXHO paccCMOTpeTb BO3MOXHOCTb KOPPEKTUPOBKM pH 3kcTpakTa,
4TOObI Ny4ywe 0TpasnTb hakTnyeckme rU3nMoornyeckne ycnoBums in vivo B npegenax npegnonaraembix ycno-
BUI €ro K/IMHMYECKOro NpMMEHEeHUs ANA uccnefoBaHUA 3aKCcTpakTa Ha noTeHuuanbHOe MPUCYTCTBUE APYrux
pasgpaxanwmnux XMMn4Yecknx BewecTs. B Takoli cuTyaumm kpaiiHe BaXHO npefocTtaBuTb 060CHOBaHue (T. e.
KNMHUYECKN peneBaHTHOe uccnefoBaHue uMmnnaHtauum), 4Tobbl nokasaTb, UTO Takas KOpPPoO3na KOXWU Wan ee
pasfpaxeHue He NpousoiayT Npu KNUHUYECKOM MPUMEHEHUU. Takke BaXHO 3aJ0KYMEHTUpPOBaTb KOPPEeKTUu-
POBKY 3KCTpakTa 1 060CHOBaTb €e Mpu OLEeHKE GMOIOTMYecKoro pucka (cm. pasgen 4).

Ons vmnnaHTMpyeMbiX MaTepuanoB peKoOMeHAyeTcs uccnefoBaHue BHYTPUKOXHOW peakuun. lMpeano-
YTUTENIbHbIMU ABAAIOTCA Ba/MgMpoOBaHHble anbTepHaTUBHblE MeToAbl in vitro, NMO3BOMAKOLWIME pacCMOTPeTb
[AHHYI0 KOHEYHYH TOYKY W KBa/IMPMUMpPOBaHHbIE A1 UCMONb30BaHWUSA C paccacbkiBawwumuca MU, ecnn Ta-
KOBble BO3MOXHbl.

10



FOCT ISO/TS 37137-1—2024

MpunoxeHue A
(cnpaBo4HOE)

TepMuWHbI, OTHOCSAWMECA K abcopbunu, aerpagaunn u cBsisaHHble C HAMU TePMUHbIL)

CYHTEeTUYECKME MMNAAHTaTbl, U3rOTOB/IEHHbIE U3 TMAPONN3YEMbIX a/lbda-OKCK NOMAMPOB, ONUCHIBA/IUCH Kak
«paccacblBalLMECS», HAYMHAs C KOMMepuvanusauuy LWOBHOTO mMartepvasia Ha noavrankonupHoii ocHose B CLUA B
1970-e. B T0 Bpems LWIOBHble MaTepuasibl U3 cononvmMepa nonurnukonuanaktmga DEXON™2) n VICRYL™S3) 6bi1m knac-
cndnumMpoBaHbl Kak «abcopbrpyemblii LWOBHbLIM MaTepuast» ®apmakoneeii CLUA (USP) 1 YnpaBneHmem no KOHTPO/O 3a
KauecTBOM NULLEBLIX MPOAYKTOB U MeaukameHToB CLUA (US-FDA), uTo siBNsieTcs akTyasibHbIM U cerofgHs. o KoHTpacTy
C «He abcopbypyeMbIM LLOBHbLIM MaTepuasioM», LUOBHblE MaTepuasibl Ha OCHOBE MOSMIIMKOMUAMAKTUAA W Ko/lareHa
noABepraioTcsa rMapoNnTUYECKoOMy u/mnm hepMeHTaTMBHOMY rMaponusy ¢ obpasoBaHMeM NPOAYKTOB Aerpajauuun ¢ no-
cnepytoLen nx abcopbumeli opraHnaMom. Mocne gaHHOro 0603HaYeHNs Apyrme TEPMUHbI, Takue Kak «aerpagvmpyemblii
N «pe3opburpyemblii», CTasiv B3aumMo3aMeHseMbIMU 47151 0603HAYEHUST paccachIBaOLLMXCA MMM/IAHTATOB, YacTo NPUMEHS-
€MbIMU C NPUCTaBKON «BMO» /11 BCEX AaHHbIX TEPMUHOB.

OCHOBbIBasICb Ha MCTOPUYECKOM MCMO/Ib30BaHWUN W PEryNATOPHOM NpeLeseHTe, HACcTOAWMIA CTaHaAapT NpPeanoyTu-
TesIbHO MpUMEHsiET TepMKH abcopbrpoBaTb/abcopbupyembliii/abcopbums ans onncaHysa npouecca gerpagauun nMniaH-
TMpyeMbix M/ 13 CMHTETUYECKOTO FMAPOAN3YEMOrO NosnMepa. AT TEPMUHBI TakkKe NMPUMEHNMbI K NPUPOAHBLIM NoUMe-
pam (Hanpumep, KosiareHy) u gerpagmpyemMbiM MeTasisiaM, Tak kak nto6oi NpoaykT gerpagaunn, 6esKoBbIA AN NOHHBIN
OyAeT 3aBeOMO abcopbrpoBaH OPraHN3MOM «X03siHax». MpucTaBKy «6M0» HEOOXOAMMO U36eratb, Tak Kak 310 SBMsSeTCs
TaBTO/IOTME B KOHTEKCTE MPUMEHEHWUI MMMNaHTatoB. CneayeT m3beratb ynoTpebseHns TEPMUHOB «pe3opbuus» 1 ee
NMPOV3BOAHBIX, TaK KaK OHW SBASKOTCA OOLLUENPUHATBIMA MEAULUHCKAMU TEPMUHAMK, OObIYHO MCMOb3YyEeMbIMU ANS OMK-
CaHNA eCcTeCTBEHHbIX MPOLECCOB Pe30pbuyn B HOBOOOPA3YHOLLMXCS TKaHsAX, TakMx Kak OCTEOKIacTUYecKoe pemopenu-
poBaHve KocTu. TepMuH «Aerpajauusi» 1 ero pas/iuyHble NpPoM3BOAHbLIE HEOGXOAMMO u3berartb, Korga peuyb MaeT Méo
06 nmMnnaHTupyemom MW unm o matepvanax Ans ero u3rotoBfieHns. 3TO NPOMCXOAWT, MOTOMY YTO Aerpajaums — pas-
JIOXXEHVE B LUMPOKOM CMbIC/1e 3TOTO C/10Ba NPUMEHSIETCA NOBCEMECTHO, BK/IOYasi KOMMOCTUPOBAHUE U APYTUe eCcTECTBEH-
Hble NPOLIeCChI, HE CBSA3aHHble C NpuMeHeHrem MU (Bkouas ynbTpadmoneToByo paavaLmio), KoTopble MOryT 3acTaBuTb
maTtepuasbl NpegHaMEepPeHHO WM CryvyaliHO pasfioKMTbCA Ha XMMWYECKMe BeLLecTBa WM TBepAble yacTuubl. Tem He
MeHee, TEPMUH «[erpaavMpoBaTb» W €ro NpPov3BOAHbIE CUMTAIOTCA NPUEMIEMbBIMU MPU CCbISIKaX KOHKPETHO Ha mpoLec-
Cbl pasfnioxeHus (Hanpumep, paspbiB LEnn, KOppo3uto) BHYTpM abcopbrpyembix MaTtepranoB uav nMniaHtupyemoro M
(Hanpumep, «A6copbypyeMblli UMNAaHTaT gerpagupyet nyTem rugponmsa» unm «Bo Bpems akCTpysum abcopbupyemsbiil
NOMUINIMKONWA, NOABEPXKEH TEPMUYECKON Aerpagaunms).

MOCKONbKY pas/inyHble aflbTEPHATMBHbIE TEPMUHLI TEPMUHY «paccachiBatoLMIACS» UCTOPUYECKN UCMOMb30BasINCH
B3aMMO3aMEHSIEMO KaK BHYTPU XMPYPrMYECKUX AWUCUMMVH, Tak U Mexay HUMU (HO NepuoAvyeckn c npegnonaraemoin
AndbchbepeHUMpPoBKOIA), NoNb30BaTe b HACTOSILLErO CTaHAapTa AO/HKEH UMETb B BULY, YTO 30DEKTUBHDIA MOWUCK B OMy6/n-
KOBaHHOI /iMTepaType AO/HKEH BKOYaTb BCE NMOTEHUMA/IbHbIE TEPMUHBI, NCNO/Mb3YEMbIE /1 OMUCAHNSA paccachiBaroLLe-
rocs MMnaaHTara uwim matepvasa, Takve Kak:

- abcopbupyeMblii U ero NPON3BOAHbIE;

- 6roabcopbrpyembIii 1 ero MPOU3BOAHbIE;

- [erpagupyemblii U ero NPOU3BOAHBIE;

- brogerpagupyemblii 1 ero NPoM3BOAHbIE;

- pe3op6upyeMblii U €ro NPOU3BOLHBIE;

- 6uope3opbUpyembIi 1 ero NPOM3BOAHbIE.

1) AganTupoBaHo 1 MoaudbmuupoBaHo ¢ paspelleHna ASTM F2902-16 [4]. Mpasa npuHagnexat ASTM Interna-
tional. Camoe nocnegHee nsgaHne JOCTYMHO Ha Www.astm.org.

2) DEXON gBnsetca npyuMepoM KOMMepyecku AOCTYNHOro noaxoAsiwero npoaykra. JaHHas nHdopmMaums npuso-
anTca ans yao6cTea nonb3oBareneil JaHHOro AOKyMEHTa U He SB/ISeTCA PekIaMoil AaHHOro NpoayKTa co CTOPOHbI 1SO.

3) VICRYL sBnseTtca npyMepoM KOMMepYeckn OOCTYMNHOro noaxodslwero npogykra. JJaHHasa vHdgopmaums npueo-
AnTca Ansa yaobetsa nonb3oBartesieli 4aHHOro AOKYMEHTa U He SBMISETCA pPeksiaMol JaHHOro NpoaykTa co CTOpOoHbI 1SO.
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MpunoxeHue JA
(cnpaBo4yHOE)

CBefgeHNsI O COOTBETCTBMU CChIJIOYHbIX MeXAYHapoAHbIX CTaHAApPTOB
MEXrocyfapCTBEHHbIM CTaH4apTam

Tabnuya OA1

O603Ha4YeHne CCbIIOYHOTO
MeXayHapoAHOro
cTaHgapra

CTeneHb O603HavYeHne 1 HavMeHOoBaHNe COOTBETCTBYIOLLEIO MEXIOCYJapCTBEHHOrO
COOTBETCTBUS cTaHgapTa

ISO 10993-1 IDT FOCT ISO 10993-1—2021 «W3penua meauuuHckue. OueHka Guonorude-
CKOro AeicTBUA MeauUMHCKUX usgenuid. Yactb 1. OueHka 1 nccnegoBaHus
B npoLiecce MeHeKMeHTa puckKa»

ISO 10993-2 — % 1)

ISO 10993-3 IDT FOCT ISO 10993-3—2018 «W3genua meamuuHckne. OueHka 6Guonorude-
CKOro AeicTBMA MeauUMHCKNX uspenuii. Yactb 3. ViccrnefoBaHus reHOToK-
CMYHOCTY, KaHLIePOreHHOCTW 1 TOKCMYECKOrO AENCTBUS HA PENPOAYKTUBHYHO

OYHKUMIO»

ISO 10993-4 IDT FOCT ISO 10993-4—2020 «/3penua meaumuuHckne. OueHka Guonorude-
CKOrO AeiCTBUSA MeOMUMHCKUX n3genuii. YacTb 4. ViccnegoBaHus nsgenuid,
B3aMMOAENCTBYIOLLMX C KPOBbO»

ISO 10993-5 IDT FOCT ISO 10993-5—2023 «U3genua megmumHckne. OueHka 6uonorude-
CKOro AeiicTBNS MeAULMHCKMX n3genunii. Yactb 5. ViccnegosaHusi Ha UmTo-
TOKCMYHOCTb MeTodamu in vitro»

ISO 10993-6 IDT FOCT ISO 10993-6—2021 «W3genua meamuuHckne. OueHka 6Guonorude-
CKOro JencTBusi MeaMUMHCKNX n3genuin. Yactb 6. ViccnefoBaHss MECTHOTO
[OelicTBUS Nocne uMnaaHTauums

ISO 10993-7 IDT FOCT ISO 10993-7—2016 «W3genua megumumuHckne. OueHka buonorude-
CKOro IeiCTBUA MeAUUMHCKUX u3aenuid. YacTb 7. OcTaTovHOE cofiepXaHue
3TUNEHOKCMAA NOCcne CTepumn3aunms»

ISO 10993-9 IDT FOCT ISO 10993-9—2022 «W3genua meguumnHckne. OueHka buonorude-
CKOro AelicTBUA MeaULMHCKMX u3genmii. YacTb 9. OCHOBHble MPUHLMMbI
NAEHTUMKALMN N KOIMYECTBEHHOMO ONpefesieHnst NoTeHuMaslbHbIX Npo-

[YyKTOB Aerpagaumum»

ISO 10993-10 IDT FOCT I1SO 10993-10—2023 «M/3genuns meamuuHckme. OueHka buonoruye-
CKOro AeiicTBua MeanUnHCKuX nagenuii. Yacte 10. ViccnegoBaHust ceHCMou-
NIM3VPYIOLLErO AECTBUS»

ISO 10993-11 IDT FOCT ISO 10993-11—2021 «W3pgenus meguumHckme. OueHka buonorude-
CKOTO AelicTBuA MeguuuHCKMX mgenuin. Yacte 11. WiccnepnosaHus obLe-
TOKCUYECKOTo AencTBus»

ISO 10993-12 IDT FOCT ISO 10993-12—2023 «OugeHka 61M010rMyeckoro 4eincTemns MmeanumH-
CKuX n3genuin. Yacte 12. OT60p 1 NOAroTOBKA 06pa3LoB 4151 NPOBEeAEHUS
nccneaoBaHnny»

ISO 10993-13 IDT FOCT I1SO 10993-13—2016 «M3genua meauumHekve. OueHka 6uonorude-
CKOro AeicTBMSA MeaMUMHCKMX n3gemvid. Yactb 13. igeHTudhmkaumsa v konm-
YeCTBEHHOEe onpejesieHne NpPoAyKToB AECTPYKLUUU NMOSIMMEPHBIX MEeANLMH-
CKUX 13OEnnin»

1) B Poccuiickoin deaepauun aeiicteyet FTOCT P ICO 10993-2—2009 «3penusi meamumHckue. OueHka 6uonoru-
4eCcKoro AencTBra MeguLUMHCKUX n3genvid. Yactb 2. TpeboBaHUst K 06paLleHNIO C XXUBOTHLIMUY.
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OkoHuyaHue Tabnuubl JA. 1

O603Ha4YeHne CCbIIOYHOTO
MexayHapoaHoro
cTaHgapTa

ISO 10993-14

ISO 10993-15

ISO 10993-16

ISO 10993-17

ISO 10993-18

ISO/TS 10993-19

ISO/TS 10993-20

ISO/TR 10993-22

ISO 10993-23

ISO/TR 10993-33

CteneHb
COOTBETCTBUSA

HoT

T

T

T

HOoT

HOoT

HOoT

T

HoT

T

FOCT ISO/TS 37137-1—2024

O603Ha4YeHMe N HaMMeHOBaHMe COOTBETCTBYIOLLET0 MEXIOCYAapCTBEHHOMO
cTaHgapra

FOCT ISO 10993-14—2011 W3genus meguumHckme. OueHka 6uonormye-
CKOro AencTBUS MeauUMHCKMX n3gennin. Yacte 14. NgeHTudmkaumsa un Ko-
NMYeCTBEHHOE onpeaeneHne NPOAYKTOB Aerpajaummn n3genuii 3 kepamvkm

FOCT ISO 10993-15—2023 «W3genua meguumnHckne. OueHka bruonoruye-
CKOro AeicTBUS MeanuMHCKMX n3genuii. Yacte 15. igeHTudimkaums v Konm-
YecTBEHHOE onpefeneHne NpPoAyKTOB Aerpagauuv n3genuii s Metasnios v
CniaBoB»

FOCT ISO 10993-16—2021 «W3genua meguumnHckne. OueHka 6uonormye-
CKOro AeNCcTBUS MeAMUMHCKUX m3genuid. Yactb 16. KoHuenumsi TOKCUKOKM-
HeTUYecKnx uccnegoBaHnii NPOAYKTOB Aerpajauun u BbllenavynBaeMbix
BeLLlecTB»

FOCT ISO 10993-17—2011 «M3genusa meguumHckme. OueHka 6uonormye-
CKOro AeCTBUSI MeAMUMHCKNX n3genuii. YacTb 17. YcTaHOB/EHWE MOporo-
BbIX 3HAYEHW 415 BbIMbIBAEMbIX BELLECTB»

FOCT ISO 10993-18—2022 «3penus meauumnHckne. OueHka 6uonorude-
CKOro IefcTBUA MeAUUMHCKMX n3genuii. YacTtb 18. ViccnegoBaHue xvmMuye-
CKMX CBOWCTB MaTepuasioB B pamkax rnpolecca MeHeKMeHTa pucka»

FOCT ISO/TS 10993-19—2024 «W/3penuss meguuuHckue. OueHka 6uo-
JIOTUYECKOTO AENCTBUS MegMUMHCKUX mn3genuii. YacTtb 19. Vccneposanus
PM3MKO-XUMMNYECKUNX, MOPEIOIOTMYECKUX 1 Tonorpaddnyecknx CBOWCTB Ma-
TepnasioB»

FOCT ISO/TS 10993-20—2011 «W3penus megmumHckme. OueHka 6uonoru-
YeCKOro AencTBus MefuUMHCKMX nsgemvii. Yacte 20. MpuHUUnbl U MeToapl
nccnefoBaHs UMMYHOTOKCUYHOCTV MEAULIMHCKNX U3Oenniix»

FOCT ISO/TR 10993-22—2020 «W3genusa meguumHckme. OueHka 6uonoru-
4eCcKoro AeicTBuUA MeAWULMHCKUX u3fenuii. YacTb 22. PykOBOACTBO MO Ha-
Homarepuaiam»

FOCT ISO 10993-23—2023 «3genua meguumnHckne. OueHka buonoruye-
CKOTrO AeiCTBUA MeOuUMHCKUX n3genuwii. Yactb 23. ViccnefoBaHus pasgpa-
XaroLero aencTaus»

FOCT ISO/TR 10993-33—2018 «W3genvsa megvumHckue. OueHka 6ronoru-
4eckKoro AeicTBnA MeguuUMHCKUX n3genuii. Yactb 33. PyKoBOACTBO MO WC-
NbITAHUAM Ha FreHOTOKCUYHOCTb. JononHeHne K ISO 10993-3»

* COOTBETCTBYHOLLMI MEXTOCYAaPCTBEHHBIN CTaHAAPT OTCYTCTBYET. [l0 €ro NpUHSATUSI PEKOMEHAYETCS UCMO/b30BaTh
NepeBof, Ha PYCCKWiA A3bIK 4aHHOTO MeXAyHapoAHOro cTaHaapTa.

MpumeuvaHne — B HacTosel Tabnuue UCNONb30BAHO Crefytollee YCNIOBHOE 0603HAYEHVE CTEMEHW COOoT-

BETCTBUS CTaHAapTa:

- FOT — npaeHTUYHbIe CTaH4APTbI.
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(1]
(2]

3]

(4]
[5]
[6]

Bubnuorpadwusa

ISO 10993 (all parts), Biological evaluation of medical devices (OugeHka 6MOOrMYECKOro AEACTBUS MEONLMHCKMX
n3genuii)

ISO 12417-1, Cardiovascular implanTS and extracorporeal systems — Vascular device-drug combination pro-
ducts — Part 1: General requirements (VIMniaHTaTbl CEpAEYHO-COCYANCTbIE 1 3KCTpaKkopnopasibHble cuctemsl. Co-
CyZuCTble YCTPOICTBA, BK/OYAKLME /IeKapCTBEHHbIE KOMMOHEHTLI. YacTb 1. O6uwme TpeboBaHus)

ISO 13781, Implants for surgery — Homopolymers, copolymers and blends on poly(lactide) — In vitro degradation
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