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FOCT ISO 7405—2025

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
aHrMosA3bIYHOW BEPCUM CTaHAapTa, YKa3aHHOro B NMyHKTe 5

2 BHECEH ®egepanbHbiM areHTCTBOM MO TEXHUYECKOMY PErySIMpOBaHU0 M METPOMOrm

3 MNMPUHAT MexrocyoapcTBeHHbIM COBETOM MO CTaHgapTu3auuu, MeTpornoruu u cepTudukaumm
(npotokon ot 30 masa 2025 r. Ne 185-11)

3a NMPUHATKE NporofiocoeBanu:

KpaTKOQ HanMeHoBaHne CTpaHbl KO,‘J. CTpaHbl COKpaLLLBHHDE HanMeHOoBaHWe HaLUWOHaNnbLHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no craHfapTraauunm
ApmeHunn AM 3A0 «HaumoHaneHbIA OpraH No cTaH4apTyM3auun 1 me-
Tponoruu» Pecny®nuku ApMeHus
Benapyck BY loccranpapt Pecnybnukun Benapyck
KasaxcraH KZ locctangapt Pecny6nuku KazaxctaH
Poccug RU Poccranpapt
YabekucTaH uz Y3beKcKoe areHTCTBO Mo TEXHUYECKOMY peryrnmpoBaHuio

4 lMpwukasom denepanbHOro areHTCTBa MO TEXHWYECKOMY PEerynvpoBaHui0 U MeTponorun ot 16 uioHA
2025 1. Ne 547-cT MmexrocynapctBeHHblid ctangapt NOCT ISO 7405—2025 BBegeH B AeCTBME B KadecTse
HauuoHaneHoro ctaHgapTa Poccuinckon ®egepauun ¢ 1 ausapsa 2026 r.

5 Hacrtoawwmin ctaHaapT uAeHTUYEH MexayHapogHoMy cTtaHgapty |ISO 7405:2018 «Crtomartonorus.
OueHka OMONOrMYECKO COBMECTUMOCTU MEOWUUMHCKUX W3Aenuit, MNpUMeHseMbIX B CTOMaTonoruu»
(«Dentistry — Evaluation of biocompatibility of medical devices used in dentistry», IDT).

[Mpy NpuMeHeHun HacToslWero cTtaHgapTa peKoMeHOyeTCa UCMoNb30BaTbk BMECTO CCbINOYHbLIX MEeXay-
Hapo4HbIX CTAHAAPTOB COOTBETCTBYHLUME UM MEXrocy4apCTBEHHbIEe CTaHAapThl, CBEAEHWA O KOTOPbIX Npu-
BefeHbl B JOMNOMHUTENBHOM Npunoxerunu JA

6 BBE[OEH BIMEPBbIE

HHpopmayusa o esedeHuu e delicmeue (MpekpaweHuu delicmeus) Hacmosawezo cmaHdapma u uame-
HeHUl K HEMY Ha MeppumopuU yKkasaHHbIX ebiwe 2ocydapcme nybnukyemcs 8 yKka3zamernsax HayluoHansHbIX
cmaHdapmoe, uzdagaeMbix 8 IMux 2ocydapcmeax, a makxe 8 cemu MiHmepHem Ha calimax coomeemcmsay-
FOLUX HAaUUOHanbHbIX opaaHo8 no cmaHdapmusauuu.

B cnyyae nepecmompa, U3MEHEeHUS UMMU OmMeHbl Hacmosweao cmaHdapma coomeemcmeyrowas
uHghopmayusi 6ydem onybrukosaHa Ha oghuyuanbHOM UHmMepHem-catime MexeocydapcmeeHHo20 cogema
no cmandapmusayuu, Memponozuu U cepmugbukayuu e kamanoze «MexzocydapcmeeHHsle cmaHdapmbiy

© 1S0, 2018
© Odopmnenue. OIBY «MHCTUTYT cTangapTulaumu», 2025

B Poccuiickon ®egepaummn HacTOALWMIA CTaHAaPT HEe MOXKET BbiTb MONMHOCTLID UMK
YacTU4YHO BOCNPOU3BEOEH, TUPAXKMPOBAH N pacnpocTpaHeH B KadecTee ouunansHoro
n3gaHus bes paspelleHns PegepanbHOro areHTCTBa N0 TEXHUYECKOMY PErynMpoBaHUiD
W MeTpONorun
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BeegeHue

ISO (MexgyHapooHas opraHu3auus no ctaHgapTusauun) aensetca denepaumneidl HaunoHankHLIX Op-
raHoB MO CTaHgapTu3auum (opraHoB — uyneHoB 1SO). PaBoTy no NMOAroToBKe MeXAyHapoOHbIX CTaH4apToOB
NPOBOASAT NOA PYKOBOACTBOM TeEXHMYecKMx komuTeToB ISO. Kaxpgas opraHnzauusa-q4neH, 3auHTepecoBaHHas
B 00MacTn OedTenbHOCTW, ONA KOTOPOW co3daH TeXHWYeCKWMId KOMUTET, MMeeT npaBo ObiTb NpeacTaBneHHON
B JaHHOM KomuTeTe. MexayHapodHble rnpaBUTenbCTBEHHLIE U HEMPAaBUTENbCTBEHHbIE OpraHusaunn Takke
npuHUMaKT y4actue B pabote 1ISO. ISO TecHo coTpyaHuyaeTt ¢ MexayHapoaHOW anekTPOTEXHUYECKON KOMUC-
cuen (IEC) no Bonpocam cTaHAapTU3aLmmW ANeKTPOTEXHUHECKOW NPoayKUMK.

Mpouenypbl, NpMMEeHeHHble NpW pa3paboTke HACTOALLEro cTaHaapTa, a Takke npoueaypbl,
npegHasHayYeHHble ONA ero ganbHenwen nogaepxku, npueenersl B Qupektuse ISO/IEC, yacte 1. Cnenyet
OTMETUTE HeODXOAMMOCTb PasnuuYHbIX KPUTEPUEB YTBEPXOEHWA OMS pasnuuHblX BUAOB AokyMeHToB ISO.
Hactoquwuin ctaHoapT NOAroTOBNEH B COOTBETCTBUM C pedakuMOHHbIMK npasunamn Oupektus ISO/IEC,
yacTe 2 (www.iso.org/directives).

Cnepyet yu4nTbIBaTb, YTO 3NIeMEHTbl HACTOSALLEro cTaHgapTa MoryT ObiTb NPegMEeTOM NaTeHTHbIX Npas.
ISO He HeceT OTBETCTBEHHOCTW 3a MAEHTUMMKALMI0 TakMxX npasB YacTWUYHO UMW NonHocTel. CBegeHws o
naTeHTHLIX NpaBax, MOeHTUULMPOBAHHEIX NPKY pa3zpaboTke HACTOSALWEro cTaHoapTa, ykaszaHbl BO BBEOAEHUU
n/unun B nepedHe nonyveHHolx 1ISO geknapaumnini o naTeHTHOM npaee (cM. www.iso.org/patents).

TMobas wHopmauma o TOproBol Mapke MpoAyKUuK, yKa3aHHOW B HAcTOsILEM cTaHdapTe, ABMseTcs
WHdOpMaLVel, NpUBeAEHHOW AN yaoobcTBa NONb30BaHKUSA.

PasbscHeHUs1 O00OpOBOMLHOTO XapakTepa CTaHOAapTOB, 3HAYEHWMA KOHKPEeTHbIX TepMuHoB ISO wu
MOHATUIA, CBHA3AHHLIX C OLEHKOM COOTBETCTBMA, a Takke WHdopmauua o cobnwgeHun ISO npuHUMnoB
BcemupHon Toproeoi opranmsauum (BTO) no TexHuyeckum bBapbepam B ToproBne (TBT), npuBegeHbl Ha
URL: www.iso.org/iso/foreword.html.

ISO 7405 6bin nogrotoBneH TexHudeckum komutetom ISO/TC 106 «CTomaTonormsas».

TpeTbe M3gaHue oTMeHseT W 3aMeHseT |SO 7405:2008 n ISO/TS 22911:2016, KOoTOpoe TEXHUYECKH
nepecmMoTpeHo. B TpeTbe nagaHvne BknoveHa nonpaska 1SO 7405:2008/Amd.1:2013.

OCHOBHbIE U3MEHEHUA MO CPaBHEHMIO C NPEeAbIAYLLMM U30aHWEM 3aKM4YaTCA B CreayoLeMm:

- Npu ouLeHKe BMonorMyeckoro AencTeMa B KayecTBe MEepBOro KM4YeBOro wwara nepeq npoBedeHueM
Buonorvyeckux cnbiTaHnin TpebyeTcs onpegeneHne xapakTepucTuk matepuana (cm. 5.4.2);

- UIBMEHEHO CcoAepaHue pasgenos «lMcnbiTaHne Ha Mynbne U AeHTMHe» W «McnbliTaHe 3HO0AOHTUYe-
CKOTrO NpUMEHEHUS»;

- yoaneHo npunoxeHue C («McnbiTaHne Ha OCTPYH TOKCUYHOCTbLY );

- nobaeneH ctaHgapT ISO/TS 22911 B kayecTBe HOBOro NpunoxeHus C.

OT3bIBbI M BONPOCHI MO HACTOALWEMY CTAHOAPTY AOMKHbI BbITh HANpaBneHbl B HALUMOHAaNbHbBIE OpraHbl
no cTaHgapTu3aumK nonb3osaTtens. MNonHblA CNMCoK AaHHbIX OPraHoB MPUBOOUTCS MO agpecy Www.iso.org/
members.html.

HacTtosilymia cTaH4apT OnvCcbiBaeT OLEeHKY BMOCOBMECTUMOCTM MEOULIMHCKUX U34ENNA, MPUMEHSIEMbIX B
cTomaTonorui. HacTtoswmid ctaHgapT NpUMeEHUM B codeTaHuu ¢ cepueid ctaHgapToe ISO 10993. B HacTos-
ueM cTaHgapTe M3noXeHbl cneluanbHble MeTodbl UCMbITaHWA, B MPOBEAEHNN KOTOPbIX B CTOMATONOMMM Ha-
KonneH BoraTbliA ONbIT M KOTOPLIE YYUTBIBAKOT cneunduky MeguuuHCKUX U34ennid Anss CTOMaTonoruu.

Bbinu BKMKHOUYEHBI TOMLKO METOAbl UCCIefOBaHUA, AN KOTOPLIX, MO MHEHUIO YINEHOB KOMUTETA, CyLle-
CTBYeT [0CTAaTOMHO ONybNMKOBaHHbLIX AaHHbIX. [py peKoMeHgauMm MeTO4OB WUCCreLoBaHMs MPUOPUTET OT-
JaBancs HeobXxoOWMOCTU COKpaTUTh KOMWYECTBO WCCMEeAyeMbIX XWBOTHBIX U BO3OENCTBUE Ha HWMX. BaxHo,
4yT0bObl pelleHne 0 NPOBEAEHUN WCCNEenoBaHWUIA C UCNOMb30BaHNEM XMBOTHBLIX NMPUHUMAaNOChk TOMNbLKO nocne
MOMHOrO M TWAaTENbHOMo M3yYeHWsl 4oKas3aTeNbCTB, YTO aHaNOrMMYHbIM Pe3ynsTaT He MOXeT ObiTe AOCTUrHYT
OpYrMMy BUAAMWU UCCNEO0BaHWA.

[Ona ceBegeHus KonMWMYecTBa XKMBOTHbIX, TpebyeMbiX ANs WMccnefoBaHui, K abcomTHOMY MWUHUMYMY,
HeobxoAuMOMY Ans AoCTUXKeHUs 0003Ha4YeHHOW Lenu, MoXeT OblTb NpYeMnemMeiM O4HOBPEMEHHO NPOBOAWTb
pasHble BWAObI WCCNEOOBaHWA Ha OOHOM W TOM XK€ JKMBOTHOM, Hanpumep WCCNedoBaHWe MynbnapHoro
W OEHTUHHOrO UCMONb30BaHUA W UCMbITAHWE MynbNapHON MpOKNagki. TeM He MeHee B COOTBETCTBUKM C
ISO 10993-2, TakoBble MccrnegoBaHUsa NpoBoaAT AahEKTUBHBIM 1 r'yMaHHbIM cnocobom. Bo Bcex crny4asix
NPOBEOEHNS] MCNbITAHWIA Ha XUBOTHbLIX TAKOBble OOMKHbI NPOBOAWTLCS C aMMNaTWerd MU B COOTBETCTBUM CO
CTaHO4apTWU30BaHHLIMK NpoLieAypaMu, ONMUCAHHBIMUW AN KAXA0r0 UCMNbITaHWA.

HacTtoswmi cTaHgapT He onuckiBaeT MeTofdbl UCMNbITAHWA Ha NMPOM3BOLACTBEHHbLIE PUCKA.

MpunoxeHwe B BkNOYEHO NS pasBUTUMS METOOOB UCCNedoBaHns in vitro u ex vivo, KOTopkle npogorkaT
COKpalaTe NPUMEHEHWNE XUBOTHLIX NS OLUEHKM DUOCOBMECTUMOCTU MeOULMHCKUX U3Oenui, UCNoMnb3yeMblxX
B CTOMaTONOrMH.

MpunoxeHue C ocHoBblBaeTcs Ha ISO/TS 22911 n 3aMeHseT ero.

v
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M E X I OCVYOAUPTC CTUBTETHHUB # C TAHAOAUPT

CTOMATONOIrMNA

OueHka BUONOrMYecKoin COBMECTUMOCTU MeAULIMHCKUX U3Oernun,
NpUMeHAeMbIX B CTOMaTonoruu

Dentistry. Evaluation of biocompatibility of medical devices used in dentistry

Oara BeegeHna — 2026—01—01

1 O6nacTb NpUMeHeHnA

HacToawmwmi cTtaHgapT ycTaHaBnMBaeT METOAb! UCMLITAHWI C LIENbK OLEHKM BUonormyeckoro gencTens
meguumMHckmux msgenuid (MW), npuMeHsaembix B cToMaTtonorMy. Hacrtoawmia ctaHgapT BKNOYaeT MCMbITaHue
hapmMakonornyeckmux BeLecTs, ABMNAKLINXCA HeoTbeMNeMon YacTeo M.

HacToawmin ctaHgapT He pacnpocTpaHsaeTcsa Ha UChbiTaHua matepuanos n MW, KoTopble HE KOHTaKTK-
PYIOT NPSAMO UMK ONOCPEAOBaHHO C OPraHM3MomM navumeHTa.

2 HopmaTuBHbI€ CCbINKK

B HacToswWem cTaHgapTe MCnonb3oBaHbl HOPMAaTUBHbLIE CCINKW Ha Cneaylowme cTaHgapTel [Ana gatm-
POBaHHbIX CCbINTOK MPUMEHSAIT TOMLKO YKaszaHHOe M3haHuWe CCbINMIoYHOro cTaHgapTa, ANng HedaTUPoBaHHbIX —
nocriegHee UsgaHue (BKMo4vasa Bce U3MEHeHNs)]:

ISO 1942, Dentistry — Vocabulary (Ctomatonorusi. TepMUMHONOrM4Yeckmin croBapb)

ISO 6344-1, Coated abrasives — Grain size analysis — Part 1: Grain size distribution test (LUnndoeans-
HbIA Matepwuan ¢ NokpeiTeM. IpaHynomeTpudeckuin aHanua. Yacte 1. OnpegeneHve rpaHynoMeTpruyeckoro
cocTaga)

ISO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process. (OueHka Bronornyeckoro AencTBus MeauUMHCKMX magenuin. Yacte 1. OueHka u uc-
crnefoBaHuWs B NpoLecce MeHeaXMeHTa PUCKOB)

ISO 10993-2, Biological evaluation of medical devices — Part 2: Animal welfare requirements (OueHka
Buonormyeckoro AeMCTBUA MeguMUNHCKUX n3genuin. HYacte 2. TpeboBaHus K oBpalleHNto C KUBOTHLIMM)

ISO 10993-3, Biological evaluation of medical devices — Part 3: Tests for genotoxicity, carcinogenicity
and reproductive toxicity (OueHka Buonoruyeckoro oencTeusa MeguLUHCKuX nagenuin. Yacte 3. MiccnepoeaHue
FEHOTOKCWMYHOCTK, KaHLLEPOreHHOCTU M TOKCUYECKOro AeUCTBUSA Ha PENPOAYKTUBHYIO (DYHKLIMIO)

ISO 10993-5, Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity (OueHka
©MONOrMYecKoro 4eMCTBUS MegMUMHCKUX n3genuin. Yacte 5. McnbiTaHnsa Ha LMTOTOKCUYHOCTb in Vitro)

ISO 10993-6, Biological evaluation of medical devices — Part 6: Tests for local effects after implantation
(OueHka GuonorM4yeckoro AencTBus MeguuMHCKMX usgenuid. Yacte 6. MccnegoBaHua MecTHOro OencTBus
nocne MMNAaHTauum)

ISO 10993-10, Biological evaluation of medical devices — Part 10: Tests for irritation and skin sensi-
tization (OueHka ©uonoruyeckoro OeicTBUS MefUUMHCKMX m3genuid. Yacts 10. WMccnenoBaHus Ha KOXHYH
ceHcubunusaymio)

ISO 10993-11, Biological evaluation of medical devices — Part 11: Tests for systemic toxicity (OueHka
Bronornyeckoro oencTBuA MeguMUMHCKMX n3genuin. Yacte 11. MccnegoBaHua obLLeTOKCMHECKOro AeNCTBUSA)

MapaHune ochbuumnansHoe

GostExpert.ru
https://GostExpert.ru/gost/gost-7405-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70129
https://gostexpert.ru/gost/gost-7405-2025?utm_source=pdf&utm_medium=70129&utm_term=page

FOCT ISO 7405—2025

ISO 10993-12, Biological evaluation of medical devices — Part 12: Sample preparation and reference
materials (OueHka Buonorvyeckoro AeNCTBUSA MeQULMHCKUX u3genuin. YacTte 12. MpurotoeneHue npob U KOH-
TponbHble 0bpasLbl)

ISO 10993-18, Biological evaluation of medical devices — Part 18: Chemical characterization of ma-
terials (OueHka Buonornyeckoro AencTBUA MeduUMHCKUX u3genuin. Yactb 18. MccnegoBaHue XUMUYECKUX
CBOWCTB MaTepuarnoe B paMkax npoLecca MeHe>KMeHTa pUCKa)

ISO/TS 10993-19, Biological evaluation of medical devices — Part 19: Physico-chemical, morphological
and topographical characterization of materials (OueHka Buonornyeckoro gencTBUA MEQULUHCKUX U3OeNui.
Yacte 19. MccnepoBaHus U3UKO-XUMUYECKUX, MOPONoruyecknx 1 tonorpadpuyecknx CBOWCTB MaTepua-
noB)

ISO 14971, Medical devices — Application of risk management to medical devices (U3genua meguumH-
ckue. [puMeHeHne MeHepKMeHTa prcKa K MEAULUMHCKUM M30enusam)

ISO 16443, Dentistry — Vocabulary for dental implants systems and related procedure (CtomaTtonorus.
TepMUHONOTMYECKUIA CNoBapk Mo cUcTeMam AeHTanbHbIX UMMANaHTaToB U NpoueaypamM, CBA3aHHBIM C HUMM)

3 TepMuHbI U onpegeneHus

B HacTosilem cTaHgapTe npuMeHeHbl TepMuHbl No SO 10993-1, a Takke cregyloLlime TEPMUHbBI C COOT-
BETCTBYIOLLMMU ONpefeneHuaMu.

ISO u IEC nopaepxuvBaloT TepMUHONOrMYeckMe Basbl OaHHbIX, UCNONb3yeMble B LENAX cTaHgapTuia-
LMK, No cNnefyrwuM agpecam:

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

- nnatdopma oHnanH-npocmoTpa ISO: poctynHa no agpecy: http://www.iso.org/obp.

3.1 ctomaTtonoru4veckun matepuan (dental material): Marepuan u/wnu BeLLECTBO UNK COYETAHUE Ma-
Tepuanoe u/unu BelecTB, cneyuansHo paspaboTaHHble M MOArOTOBMNEHHbIE A1 NPUMEHEHUs B cTOMaTono-
rMYeCKON NpaKkTUKe W/Unn CBA3aHHbIX C Hel MpoLleaypax.

3.2 koHe4HbI# npoaykT (final product): MW unu ero KOMNOHEHT, KOTOPLIE NMOABEPINUCH BCEM NPOU3-
BOZCTBEHHbLIM MpoLeccam, NPUMEHAEMBLIM AN U3OENUS KAaTEropuKM «4Ns NPoaakKu», BKMNOYAsA yNakoBbIBaHUE
W CTEPUNU3ALUIO, €CNU NPUMEHUMO, U TaKXe npoueccam, npeglecTByLWUM NpeaycMOTPeHHOMY NpuMeHe-
HWIO, TAKMM KaK CMeluMBaHue, npeaeapuTensHas obpaboTka n mogroToBka.

3.3 nonoXuTenbHbLIA KOHTPONLHLIN oBpa3sey (positive control material): Mobble gocTaToyHO Oxa-
pakTepu3oBaHHble MaTepuan UnuM BeLLecTBO, KOTopble, NOABEprasch UCCNeAoBaHWUKD N0 ONUCaHHOW MEeToau-
Ke, NOKa3blBaKT NPUIrOAHOCTb TECT-CUCTEMbI ANSA NOMYyYeHUs BOCNPOM3BOAUMOrO, COOTBETCTBYHILLENO NOMNO-
XUTEMBHOMO UMW peakTUBHOTO OTBETa B TECT-CUCTEME.

3.4 oTpuuaTenbHbIA KOHTpONbLHLIW 06pa3sey (negative control material): Iliobele gocTaTouHO oxa-
pakTepu30oBaHHbIe MaTepuan unM BELLecTBO, KOTopble, NOABeprasach UCCNeaoBaHWUI0 NO ONUMCAaHHOW MEeToau-
Ke, MoKa3biBaT NPUroAHOCTb TECT-CUCTEMbI A58 NOMyYeHWUs BOCMPOM3BOAUMOro, COOTBETCTBYIOLLErD OTpuULa-
TENbLHOro, HEPEAKTUBHOMO UMM MWHUMANLHOTO OTBETa B TECT-CUCTEME.

MprumeyaHune — Ha npakTuke oTpULETENBHBIA KOHTPOMbE BKMHOYAET KOHTPOIb SKCTPAreHTa, aKcTpareHTsl/pac-
TBOPUTENUW W CTaHdapTHble obpasubl (3.5).

3.5 ctanpgapTHbIA obpas3sey (reference material): OBbpasey maTeprana ¢ O4HOW UMW HECKOMBKMUMMW Xa-
pakTepuCTUKaMM, KOTOpPble YCTaHOBIEHb! Y BOCNPOM3BOAMMbI, YTO MO3BONSAET UCMONbL30BaTh 9TOT MaTepuarn
UnNu BellecTBo Ana kanubposku Nnpubopa, oLEeHKN MeToda U3MepeHUs UMnu Ans onpegeneHus XapakTepucTuk
mMaTepuana.

M punMme4vYyaHne — B HacToAweM CTaHOapTe nod ctTaHOoapTHbBIM 06pa3u,0|v1 nogpasymeeaeTcd nobon AO0CTarto4yHo
OXEIpaKTepVIBOBaHHbIﬁ marepuan W/unu BeLlecTeo, KOTOpOe Npv UCnbiTaHUKU ONUCaHHbIM METOOOM OEMOHCTPUPYET NpuU-
rOOHOCTbL 3TOr0 MeToda JaBaTb BOCHDOMSBO,E[VIMI:[I?I n ,D,OCTOBeprII;'I pe3ynbrar. PesyanaT MOXET BbITb oTpuUuaTenbHbIM
WA NONOXWUTENbHBLIM.

3.6 nynbnorBas Kamepa in vitro (in vitro pulp chamber): ObopynoBaHue, yaepxusaroLiee TOHKUIA CION
OEHTUHA MexXay OBYMS KaMepamu 1 No3BONSAKLLEE KUOKOCTU U MOMNEKyNnam 3agepKuBatbes unu auddyHan-
poBaTh Yepe3 «AeHTUHHLIM Dapbep».

3.7 pndbcbysma (diffusion): MNMaccuBHOe nepemelleHne pacTBOPEHHbLIX BELLecTB (COnmobunmMsnpoBaH-
HbIX KOMMOHEHTOB) 3a CYeT rpaauneHTa guddysuu Yyepes « 1IeHTUHHBLIN Bapbep».

2
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4 Knaccudpukauma MeguLUHCKUX n3genumn

4.1 Knaccudukaumsa no BUAY KOHTaKTa € OpraHMu3aMom 4enoBeka

4.1.1 O6wan yacTb

B nHacTosuwem ctaHgapte knaccudukauma MU, npumeHaeMbix B CTOMaToNorMy, npueeaeHa B CoOoTBeT-
ctBun ¢ ISO 10993-1. Ecnv nagenua nnm marepuan MoryT ObiTb OTHECEHbI K HECKOITbKUM KaTeropusiM, To
OOMKHBI NPUMEHATbLCA Bonee cTporve TpeboBaHUa K UCMbITaHUAM. [Tpy MHOrOKpPaTHOM BO3AEeACTBUM U3aenns
pelueHne ob OTHECEeHUUN U3OENNS K KaKoW-NMbo KaTeropuu JOMMKHO YYUTLIBATEL MOTEHUUWATNbLHbLIA COBOKYTMHbI
adhekT, NPUHMMANa BO BHUMAaHWE Nepuom BpeMeHW, B TEYEeHUe KOTOPOro NPOMCXOAUT 3TO BO3AeNCTBHE.

n puMedaHUue — B oaHHOM KOHTeKCcTe TEPMWH «CTOMaTonornAa» BKNYaeT YeNnCTHO-NTMLEBYIO obnacTb.

4.1.2 U3penus, He KOHTaKTUpYHOLLME C OPraHU3MOM YernoBeKa

311 MW He KOHTaKTUPYIOT C OPraHU3MOM MauMeHTa NpaMo UMK ONoCcpenoBaHHO U He BXoaaT B obnacTb
npumMeHeHna 1ISO 10993-1.

4.1.3 U3sgenus, KOHTaKTUPYIOLWMWE C NOBEPXHOCTHOCTLIO Tena YerioBeka

3Ta rpynna BknovaeT B cebss MW, KOHTaKTMpYOLWMWe C NOBEPXHOCTLI0 HEMOBPEXAEHHOW UMK NOBPeX-
LAEeHHOW KOXW UMK CIIM3NUCTON 060M0YKM NONOCTY PTa, U KOHTAKTUPYHLLME C BHELIHUMM MOBEPXHOCTAMU TBEp-
OblX TKaHel 3yba, BKMoYasa aManb, OEHTUH U LIEMEHT.

n puMmedyaHUe — |_|pl/1 HEKOTOPbIX obcToATENLCTBAX AEHTUH U LIEMEHT paccMaTpMBakOT Kak NOBEPXHOCTU KOH-
TakTa, HanpuMmep nocne peueccruin AecHbl.

4.1.4 U3genuAa, npucoeguHAeMble U3BHe

K Takum MW oTHocATcA cToMartonorMyeckue U34enusi, KOTopble NPOHUKAT WU KOHTaKTUPYIOT CO CMU3n-
CTO 0BOMOYKON MONOCTU pTa, TBEPAbIMU TKAaHAMMK 3yDa, NynbMNoW UMK KOCTbH, UN Niobor Ux KombuHaume,
a TakkKe NoABeprarTcs BO3OENCTBUID OKpYKatLel cpefbl NonocTy pra.

n puMmedaHUe — B ATy rpynny Takxe BXOOAT nobeie BMAOLI NOAKNAO0YHBLIX MaTtepranoB WK OCHOBLI, KOTOPbIE
MCNoONbL3YKTCA NPpKU pecTaBpaunu.

4.1.5 UmnnadHTupyemMsbie n3genus, npuMeHsaeMblie BE CTOMaToONoruu

3™ MW BkniovatoT B cebs 3ybHBIe UMNNaHTaThl U Apyrne ctoMmaTtonorudeckne MW, koTopble 4acTUYHO
WIX MNOMHOCTLIO MMMNMAAHTUPYIOT B cnegylolue TKaHW opraHuamMa:

a) MArkme TKaHw, Hanpumep NoAHaAKOCTHWYHBIE 3yOHbIe M MOAKOXHbIE MMMNaHTaThI;

b) koCcTb, HANpKUMep BHYTPUKOCTHbLIE UMMMNAHTaTbLl U 3aMEHUTENNU KOCTH;

C) Nynbno-geHTUHOBLIN KOoMNnekc 3yba, HanpyMMmep sHOOAOHTUYECKME MaTepuansbi;

d) npw noboi kombnHauMmn TkaHel, HanpUMep YPe3KOCTHLIE MMNNAaHTaThI.

4.2 Knaccucpukauuma usgenuni no AnNuTeribHOCTU KOHTaKTa

4.2.1 O6wan yactb

B HacTosweM ctaHgapTe MU, npumeHsemMble B CTOMATONOMMN, KNaccuUUMpyT No ANUTENbHOCTU KOH-
TakTa B cooTBeTcTBuM ¢ ISO 10993-1,4.2.2—4.2.4.

4.2.2 U3pgenuna KpaTKOBpeMeHHOro KOHTaKTa

Wapenusa, obliee BpeMsa 0OHOKPATHOMO UMW MHOTOKPaTHOrO NPUMEHEHUA UMM KOHTaKTa KOTOPLIX MOXeT
cocTaensaTb He Gonee 24 v.

4.2.3 U3penusa onuTenbHOIo KOHTaKTa

M3nenwns, obuwee BpeMs 0OQHOKPATHOMO, MHOTOKPATHOrO MMM HEeNpPepbIBHOrO NPUMEHEHUS UM KOHTaKT
KOTOPbIX MOXET NpeBbICUTL 24 4, HO cocTaBuT He Bonee 30 cyT.

4.2.4 U3penua AONroBpeMeHHOro KOHTakTa

Wapenua, obliee BpemMa OQHOKPaTHOMO, MHOTOKPATHOMO MITM HEMPEPLIBHOMO MPUMEHEHUS UMW KOHTaKT
koTopbix npesbiwaeT 30 cyT. Mpyn MHOrokpaTHOM BO3OEeWCTBUMM M3AENUA pelleHue o0 oTHeCeHUW M3penns K
Kakoi-nubo kaTeropuv AOMKHO YYUTbIBATb MOTEHUMAmNbHbLIA COBOKYMHLIA 3d)PekT, MpMHUMas BO BHUMaHue
nepuon BpeMeHu, B Te4eHne KOTOPOro NpoMcXoauT 3TO BO34eHCTBME.

MpumeyaHune—OnpegeneHne TePMUHA «J0NTOBPEMEHHbIN» NpeaHa3Ha4yeHo Ansa NPUMeHeHWA UCKMIOYNTENb-
HO MpKW UCMOMNB30BaHUK HAcTosWero ctaHgapTa. OHo coBnagaeT ¢ onpegeneHveM, npueegeHHsM B 1ISO 10993-1.
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5 Mpouecc 6Monorn4eckon oLeHKHU

5.1 O6wme nonoxeHnA

Kaxxgoe MW, npuMeHsieMoe B CTOMaTONOMK, AOMKHO BbITe NOABEPTHYTO CTPYKTYPMPOBAHHOW Nporpam-
Me DMONorMYeckon OLEeHKM B pamKax npouecca MeHeKmeHTa pucka (cm. 1ISO 10993-1). PykoBogcTBo no
peanusauunm 3Toin nporpamMmmbl NpuseaeHo B 1ISO 14971 n ISO 10993-1.

MporpaMmma BUONOrMYecKon OLEHKN JOMKHA BKMHYaTh aHanuMa HabopoB JaHHbIX, KacalwLluxcsa uono-
r'MYEecKMX CBOMCTB Kaxgoro MW, npuMmeHsiemoro B ctomartonorin. Ecnm ata yacTe nporpaMmel B1Uonornyeckon
OLEHKW yKa3bIBAET HA HEMOMHOTY O4HOI0 I HECKOMBLKUX HADOPOB AaHHLIX M HEOBXOAMMOCTL AanbHenLwero
MccnegoBaHus, TO MCCNeaoBaHusa AOMKHbI MPOBOAUTLCSA € MCMNONb30BaHUEM METOL0B, ONMUCAHHLIX B CTaHZap-
Tax cepun 1SO 10993 nnu B HacTosiLLEM AOKyMeHTe, unn B oboux ctaHgapTtax. Ecnu BeiGpaHbl meTogpl, He
BKITIOYEHHbIE B JlaHHble CTaHaapThl, TO Heobxooumo caenaTtbh 0OocHOBaHMe Bbibopa 3TUX METOO0B.

[Onsa KoMBGMHMPOBAHHbLIX MPOAYKTOB KOHEYHbIA NPOAYKT LOMKEH ObliTh OLLEHEH B COOTBETCTBUM C HACTORA-
MM CTaHOAPTOM B COYETaHWUM C NOLIMU NPUMEHUMBIMW CTaHOapTaMu.

MpumeyvyaHue 1 — B OaHHOM KOHTEKCTE KOMBUMHUPOBAHHLIMU NPOAYKTaMU ABNSATCA cToMaTonorudeckue M
no6oro Tuna, KOTOpblE COOEPKAT UMK BKITHOYAKOT B COCTAB B KAYECTBE HEOTHLEMITEMON YacTu BELLECTBO, KOTOPOE:

a) Npu CamMoCTOATENBHOM MPUMEHEHWUM ABNAETCA NeKapCTBEHHbIM CPEACTBOM MM BMONOrMyeckMM NpoayKToMm;

b) moxeT okasbiBaTh BCNOMOraTensHoe BO34eNCTBUE HA OpraHnaM naumneHTa.

MNpUMEpPOM MOXET CMNYXWUTb U3enue ANS HANoNHEeHUs/HapallMBaHUA KOCTU, codepxallee gakTop po-
cTta (1. e. BUONOTMYECKUIA NPOOYKT).

[ns KOMBUHMPOBAHHLIX NPOAYKTOB, KOTAa U3nenue n hapMaKkornorMyeckne KOMMOHEHTb! YKOMMIEKTOBA-
Hbl pasgenbHo, MOXET ObiTb 4OCTATOYHBIM UCTBITATh TOMbKO KOMMOHEHTbl M3Aenus.

Bce ucnblTaHns fomkHbl NPOBOAWTLCA B COOTBETCTBUM C NPU3HAHHLIMU COBPEMEHHBIMW/ O8NCTBYOLL M-
MU Hagnexawumu nabopaTopHbIMU NpakTUKaMu/npaennamm, roe 370 NPUMEHUMO.

MpumeyvyaHue 2 — MNpumepamu noaxodsLmx pykosofcTe aensawTes GLP (Hagnexawas nabopaTtopHas npak-
Tuka, Good Laboratory Practice) vnu ISO/IEC 17025.

5.2 Bblbop ucnbITaHWi U 06LWaA oueHKa

BbiBop vcnbiTaHuii 1 o6liaa oueHKa pesynkTaToB AOMKHbl 6bITh NpoBeAeHbl cneunanucToMm, obnana-
MMM COOTBETCTBYHLLNUMMU XMMUYECKUMM, (DU3NYECKUMU 1 BUONOrMYECKUMI AaHHBIMU, KacarLWUMUCa U3ne-
NnWsl, M OCBEOOMIEHHLIM O NPeanonaraeMsiX yCrnoBUsX UCMNOMb30BaHMUE.

5.3 BbiGop MeTOAOB UCNbITAHUN

BbIbop MeToA0B UCNLITAHWIA LOMXKEH OCHOBLIBATLCA HA y4YeTe crnefylLlmx akTopoB:

a) npefycMoTpeHHoro npumeHeHusa MI;

b) TkaHe#, c koTopbiMKu MW MOXKET KOHTAKTMPOBATb;

C) OANUTENbHOCTU KOHTAKTA.

Ecnu BeiBpaHHoe UcnbiTaHWe He BKNIOYEHO B MEXAYyHApoaHble CTaHaapTbl, HeobxoaMMo BKIHOYMTL 060-
CHOBaHWe BblOopa MeTOOOB B OTYET 00 MCMbITAHUKW AN KaXOoro uagenusa. Ecnu ctaHgapTel peKOMeHayHT
bonee 4Yem oguH MeTOLO UCMLITAHUSA B TOWM e KaTeropuu, Belbop 0gHOro UCMbITAHUA M3 HECKOMNMBKMX OOMKEeH
BbITb 00OCHOBAH.

5.4 Buabl ucnbiTaHum

5.4.1 Obwasn YacTb

B cootBetcTBUM ¢ Knaccudukaumed MW gomkHbl ObiTh paccMOTpeHbl BUAbl UCMbITAHWIA, yKa3aHHbIe
Tabnvue A.1. B aTtoi Tabnuue ykasaHo, Kakne BUAbl UCMbITAHUA OOMKHbI BbITb PACCMOTPEHBI, HO HE OTME-
4YEHO, YTO OHW 0BsA3aTenbHO OOMKHbLI BbiTh NpoBedeHbl. PelleHne He NPOBOAUTL UCMbITAHWS, YKa3aHHbIE B
Tabnuue A.1, 4OmMKHO BbITh 0DOCHOBAHO B 0TYEeTe 00 UCNbITAHWUK ONA KaXO0ro uagenus. NpueeageHHbIe BUAbI
WCMbITAHUIA paccMaTpyBaloT Kak OCHOBY A5 oLeHKn BruocoBsmecTumocTv M, npumeHsieMbix B CTOMaTomnoriu.
[ns donblwMHCTBA BUAOB UCMbITAHWIA OnpefeneHbl KOHKPEeTHbIe MeToabl, CneayeT NPU3HaTh, 4TO 4118 HeKOTO-
pbIX U3OENWA ansTepPHATUBHBIE METOAbI, HE BKMIOYEHHbIE B MEXAYHAPOAHbIE CTAaHO4APTLI, MOryT BbITe Bonee
npuemMnemsIMi.

4
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5.4.2 ®u3nyeckaa M XMMUYECKaA XapaKTepUCTUKHA

OnpepgeneHune xapaktepucTuk matepuana MW unu komnoHeHTa (cMm. Tabnuuy A.1) ABNAETCS KIHOYEBbLIM
nepebIM LLAroM npu oueHke buonorndeckoro genctensa. OnpegeneHMe xapakTepucTuk Matepuana, ecrnm OHo
NPOBOAUTCA, OOMKHO BbINONHATLECA B cOOTBETCTBMM ¢ ISO 10993-18 1 ISO/TS 10993-19. Ana HaHOMaTepua-
noe cm. ISO/TR 10993-22.

[na ynoBcTea BuAbI UCMBITaHWIA pa3buTel Ha TPU TPYMMbI.

5.4.3 Ipynna |

Hannag rpynna BknoyaeTt B cebs ucnbitaHua MW Ha uMToTOKCMYHOCTL MeTogamu in vitro. OBwwme pe-
KOMeHOauMW Mo UCMNbITAHWAM Ha LMTOTOKCMYHOCTE MeTogamu in vitro npueedersl B ISO 10993-5 n gomxHbI
cobnwgatbes. NogpobHbie Npouenypbl UCNbITAHWA ANA MeToAoB Anddy3nn B arap unv arapoay 1 unsTpy-
owen anddyann, nogxogauime AnNd cTOMaTonorM4ecknx Marepuarnos, BKIHOYEHbI B HACTOSALWMA CTaHOapT.
McnbiTaHua Ha LMTOTOKCUYHOCTL MeTogamu in vitro BKIYaT:

a) ucnelTaHve guddysmen B arap (cMm. 6.2);

b) ucneiTanve guddpysnen Yepes punetp (cMm. 6.3);

C) MCNbITaHUSA NPSAMOro KOHTaKTa WUIn aKcTpakumu B cooTBetcTBum ¢ ISO 10993-5;

d) vchnblTaHWe Ha LUMTOTOKCMYHOCTb AeHTUHHOrO Bapbepa (cMm. npunoxeHue B).

MpumeyaHue 1 — NocnegoBaTensHOCTL CNMCKa HE 03HAYAET Kakoro-nbo npednodTeHWs ogHOro MeToaa Mo
CPaBHEHWIO C APYTUMM.

MpumedyaHue 2 — [aHHbIA CNIMCOK HE 03HAYAET, YTO BCE YMOMAHYTHIE UCNBITAHUS HA LMTOTOKCUYHOCTL Cneay-
eT NPOoBOAMTL ANS Kaxzaoro paccmatpueaemoro M.

M punMedHaHune 3 — PBKOMSH,EWETCH npoBeneHne UCMNbITAHUA HAa UMTOTOKCMYHOCTbE C AEHTUHHBIM Gapbepom,
onucaHue MeTona npueedeHo B NPUNOXKEHNN B. Ccbinkn Ha aToT MeToq, npueedeHbl B 6M6HMDFPEICDMM.

5.4.4 Ipynna ll

HaHnag rpynna sknwodaeT B ceba ucneitanna MW B cooTBeTcTBuM € cepuen ctaHgaptos SO 10993, n
KOHKpPETHbIE UCMbITAHUS MAEHTUMOUUUPOBAaHLI, r4e 3TO YMECTHO:

a) ocTpasi CMCTEMHasA TOKCUYHOCTb — MepopansHoe NpuMeHeHne — B cooTBeTcTBuM ¢ 1ISO 10993-11;

b) ocTpas cucTtemMHasa TOKCUYHOCTb — MPUMEHEeHWe WHransumen — B cootseTcTBuM ¢ ISO 10993-11;

c) nogocTpas u cybxpoHuyeckas CUCTEMHAs TOKCMYHOCTb — MepopaneHoe NpMMeHeHWe — B COOTBET-
cteuun ¢ ISO 10993-11;

d) KoxHOe pasgpaxeHue 1 BHYTPUKOXKHasa peakTMBHOCTbL — B cooTBeTcTBMM € ISO 10993-10;

e) rMnepyYyBCTBUTENBHOCTL 3aMedneHHoro Tuna — B cooTBeTcTBuM ¢ ISO 10993-10;

f) reHoTOKCMYHOCTE — B cooTBeTCTBUM ¢ ISO 10993-3;

g) MecTHOe AeiCcTBME nocrne uMnnaHraumm — B cooteeTtcTBum ¢ 1ISO 10993-6.

n punMeyaHune 1— ,D,J'IFl OCYLWEeCTBMMOCTH MCNOrNb30BaHUA TONbKO CaMOro nocnegHero nigaHua crnpaBovyHOro
OOKYMEHTa BO3MOXHa NEepeKpecTHanA CCbllKa 6e3 patel. Obo3HaveHve COOTEeTCTByHJLLleﬁ CTaTbl U pa3gena BO3MOXHO
TONBKO ONA JaTpOBaHHbIX CCbINTOK. Takum 06pa30M, Nnonb30BaTEN HAaCTOALWEro CtTaHgapTta npeanaraeTca DGpaTMTbCH K
cnpaBoYHbIM MaTepuanam gnda CooTBETCTBYHLEro HoOMepa CTaTbW.

[Mpw oueHKe MaTepuanoB NOCne UMMNIaHTauum ¢ y4acTveM MUHepanM30BaHHbIX TKAHEW, B COOTBETCTBIM
c 1SO 10993-6, pekomeHayeTcA UCCNedoBaHWe HEJEMUHEPAnM30BaHHbIX CPe30B B AOMOIHEHWEe K 0BbIYHbIM
OEMWHEPANN30BaHHLIM Cpe3aM.

MpumeuvaHnune 2 — MNpn HeobxoanMocTu MecTHble addekTel nocne nMmnnaHtTayum MW oueHnBaloT B cOOTBET-
CTBMM C METOAOM MCCNeaoBaHua 3yOHbIX MMNNaHTaToB BMecTo ctaHgapta ISO 10993-6 [cm. 5.4.5, d)].

5.4.5 Ipynna lll

HaHHana rpynna Bkno4vaeT B cebs ucneiTanua, cneundudHblie ana MW, npumeHsemMbix B ctomaTtonoruum,
He YNoMsaHyTbie B cTaHdapTax cepun ISO 10993:

a) vcnbiTaHWe NynbnapHoro M AEHTUHHOIO UCMoNb3oBaHus (cM. 6.4);

b) ucnelTaHue nynbnapHow Npoknagkn (cm. 6.5);

C) vcnbiTaHWe IHAOAOHTUYECKOro MCNoMb3oBaHus (cM. 6.6);

d) WcnelTaHWe NPUMEHEHWA BHYTPUKOCTHOTO MMMNaHTara (cMm. npunoxeHue C).

WcnbiTaHne mpyvMeHeHWs BHYTPUKOCTHOIO MMMNaHTara He Asnsetca obssarenbHbIM, HO pekoMeHAay-
eTcs, ecnv NPUMEHUMO.
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5.5 MoBTOpPHaA oUeHKa BMOCOBMECTUMOCTH

Mpwn BHECEHWW M3MEHEHWI B COCTaB, Ka4eCTBO W/UNW 3KcnnyaTaunoHHble Xxapaktepuctukn MW B coor-
BeTcTBMK ¢ ISO 10993-1 HeobxoaoMMO NPOBECTH NMOBTOPHYH OLEHKY ero BMoCOBMECTMMOCTU, KaK OMMcaHo B
pasgene 5.4.

MpumeyvyaHnunme — CMm. Takke ISO 10993-1:2018, B.4.5.1, roe cogepxatca ykazaHvsa No NMOBTOPHOW OLIEHKe.

6 CneynanbHble MeTOAbl UCMNbITAHUNM ONA CTOMaTONOMMYEeCKUX maTepuanoBe

6.1 PekomeHgauuu no nogrotoBke obpasuos

6.1.1 O6wmMe NonoxeHUs

3Tu pekoMeHOaUMuM nNpegHasHadeHbl 48 UCNbITaHWiA in Vitro, HO Takke MOTyT ObITe MCNOML30BaHbl A5
Opyrux Lenemn B cny4Yae NpMMeHUMOCTMU.

6.1.2 O6wuMe pekoMeHOaUMW NO NOAroTOoBKe o6pasuoB

Mpw nogroTtoBke uccrnegyembix 0BpasuoB crieqyeT obpaTUTLCH K CTaHOApPTaM Ha COOTBETCTBYHOLLMIA
NPOAYKT W/UIMK K UHCTPYKLMAM U3roTOBMTENSA U CEA0BaTh 3TUM OMUCAHUSAM B MakCHMMarnsHO BO3MOXHORN CTe-
nexHu. Nioboe OTKNOHEHWE OT UHCTPYKUMM M3rOTOBUTENA LOMKHO ObiTh 0BocHoBaHo. MogpobHoe onucaHue
NnoaroToBKM 0BpasLIoB JOMKHO BbITh BKIOYEHO B OTYET 00 nccnenosaHuu. NpuHMMaOT BO BHUMaHWe cnegy-
owme hakTopel (Hanpumep, BO3AEWCTBUE OKpYIKaKoLLEel cpeabl), ¢ ydeTom npumeHeHus MIN:

a) Temnepatypy;

b) BnaxHoCTb;

C) BO3OeWcTBME cBeTa: 0bpa3sLbl CBETOUMYBCTBUTENLHBLIX MAaTEPMAnoB credyeT U3roTaBNMBaTh B YCIIOBK-
AX, UCKMIOYaKLNX UX aKTUBaL M0 OKPYKaKLWMM CBETOM;

d) matepuan copmbl OANSA M3roToRneHus obpasuor: cnegyeT ybeautbes, yto maTteprnan dopmMmbl Ans
MN3roToBneHust obpasuoBs 1 NpUMeHseMas Npyu HeoBXo0AMMOCTIW CMa3Ka He NPensiTCTBYIOT MPOLEcCy OTBEpPXKAe-
HWUA MaTepuana.

[MpumeyaHune — [puemnemsiMn matepranamu MoryT 6biTe NoNynpo3padHbie v Benble nnacTMKoBble MaTe-
pwvansl, TakMe Kak nonuaTtuned unu nonutetpadgropatuneH (PTFE);

€) BO3OEeNCTBME KUCNOpoAa: ANs MAatepuarnoB, KOTOPbIe B Mpouecce OTBepXAeHus obpasyioT chow,
NPensaTCTBYIOLWMIA NPOHMKHOBEHMIO KMCcnopoga, credyet ybeauTecs, 4To hoopma A5 M3rotTosrneHus obpasuos
BO BpEMS OTBEPXAEHWA AOMKHBIM 00pasoM repMeTM3MpoBaHa;

f) ctepunusaumto: obpasubl MO0 AOMKHbI ObiTe MPOM3BeAeHbl B CTEPUIIBHBIX YCNOBUAX, MWDo npocTe-
PUNM30BaHLI METOAOM, MPUroAHbIM ANA Matepuana, ecrnv HeobxoOMMo M BO3MOXKHO, cneayeTt ybeoutscs,
YTO CTepunusauust He BNUSET Ha MaTepuan (HanpuMmep, CTepunMaauunsa He AOIDKHA M3BNeKaTk BellecTsa M3
MaTtepuana);

g) COOTHOLIEHWE NroLlaan NoBEpPXHOCTM 0OpasLoB M NOBEPXHOCTU KMETOYHOMO CNOsi UMW KINeTOYHOW
KynbTyparnsHOW cpenbl: cnefyeT oTpasuTh JOKYMEHTanbHO COOTHOLLEeHMe Nrollaan noBepxHocTu obpasuos
1N MOBEPXHOCTUW KIETOYHOro Crosi UMK KNEeToYHON KynbTypanbHON cpenbl; 06ocHoBaTh BbIGOp dhopMbl U NMo-
Laawn NnoBepxHoCcTW oBpasuoBs, a Takke UCMONb30BaHHOMO COOTHOLLIEHWS NMoLWaan NnosepxHocTn obpasuos u
NOBEPXHOCTU KNETOYHOIO COs UMW KNETOYHOM KynbTypanbHOi cpeabl;

h) aKkcTpakTbl: ecnun sKkcTpakThl TpebyloTea Ans npouedypbl UCMbITAHWA, SKCTPAKTbl TOTOBAT B COOTBET-
ctBum ¢ ISO 10993-12, pazgen 10.

6.1.3 CneuuanbHble pekoMeHOaLuM ANA CBeTOOTBEepXKAaeMbIX MaTepuanos

YuuThblRalOT criegyowme hakTopkl, NPUHUMAs BO BHUMaHWE KOHeYHOe UCMoNb3oBaHue CBeTOOTBEpKAA-
eMoro martepuana:

a) matepwuan dopMbl ANa U3roTOBNeHWs 0b6pasLoB: KO3aULMEHT OTPaXeHUa MaTepuanos, UCMonb-
30BaHHbIX AMNs U3roToBReHUs hopm, 4OMmKeH DbiTh Kak MOXKHO Brivke K KoahUUUEeHTY OTpaXeHns AeHTUHA,
4TOBLI UMUTUPOBATL KMUHUYECKYH CUTYaLMHO.

MpumeyaHune — MNpuemnemeiM1 MatepranamMy MoryT 6biTe Nonynpo3padHele unu Genesle NNacTMKoBbIE MaTe-
pwvansl, Takue Kak NonuaTuneH unu nonutetpadgropatuned (PTFE);

b) BO3AeNCTBME cBeTa: HeobxogMmo npoBOONTL CBETOOTBEPXOEHUE, yToBbI MakcUMansHo NofHO Moae-
nupoBaTk KINMHU4YecKoe npuMeHeHue. HEOSXO,E[VIMO cnefoesaTbk MHCTPYKUMAM M3rotoBUTENA No NnpUMeHeHuro
ans obecnevyeHna TOro xe YPOBHA OTBEPXKOEHUA, KAK U NPU KNUHUYECKOM NPUMEHEHUN. 310 yacto TpeGyET
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OTBEpPXKAEHUA TOMNbKO C OQHOW CTOPOHLI, HO MHOMAA BKMOYaeT U OBYCTOPOHHee oTBepxaeHune. Metoa oTBep-
XOEeHUA 3aBUCUT OT MaTepuana u/unu npouecca. B cnyyasnx, korga onsa uccrnegoBaHus TpebyoTca NOMHOCThI0
oTBepXAeHHble 0bpa3lkl, HeobxogumMo ybeouTbea nocne yoaneHus oopMel, 4To Uccnenyemble obpa3subl AB-
NAKTCS OAHOPOAHBIMU;

C) BO3OENCTBUE KMCMOPOAA: ANS MaTepuanos, NPOU3BOOSALLINX MHTUOWPOBAHHbBIA KUCITOPOAOM CMOM BO
BpeMS CBeTOOTBepxaeHus1, o6a KoHUua hopmbl ANA U3TOTORNEHUSA 06pasLOB OOMKHbI ObITe HAKPLITHI NPO3paYd-
HbIMK MaTepuanamMu NpPoTUBOKMCMOPOAHOW 3aLlWThl (HanpuMep, NonvacupHOM NNeHKON) B TEYEHWE CBETO-
oTBepxKaeHua. Ecnu narotoButens pekomeHayeT o6paboTky NOBEPXHOCTM MaTepuana nocrne oTBepXAeHWs,
noBepxHOCTK 06pa3LoB AOMKHbI ObiTh OTILNMGOBAHbLI 1 OTMONMPOBAHLI C UCNONb30BaHMEM PEKOMEHOYEMbIX
KNMMHWYECKWX Mpouedyp. Ecnu TakoBbIX MHCTPYKLUMIA HET W ecniv TpebyeTca ANg ucnelTaHns, To obpasukl cre-
ayet oTwnudoBaTe ¢ 0bomx koHuoB Bymaron P2 000 B cooTBeTcTBUMM C ISO 6344-1, npegBapuTensHo nome-
CTUB MX Ha Npo3payvHbli MaTepuan NPoTUBOKUCIOPOAHOW 3alUMUThI.

6.1.4 Ocobble pekoMeHAALMN AN XMMUYECKM OTBEpXXAaeMbIX MaTepManoB

[MpuHUMMaloT BO BHMUMaHue criegylowme qakTopbl, y4uMTbiBad KOHEYHOE WCNOMb30BaHWE XUMUYECKW
oTBep}xaaeMbIX Marepmarnos:

a) cMelLMBaHne: CMelLMBaloT AOCTaToYHOe KONMWMYecTBO Martepuana, 4tobbl obecneuynTe npuroToBne-
HMe Kax4oro nccnegyemoro obpasua M3 ogHOro 3aMeca. [0TOBSAT CBEXYI0 CMeCh A KaXAoro NccnegyemMmoro
obpasua. CmelwmBaHme crnegyeT NPOBOAWTbL COMMacHO COOTBETCTBYOLW MM CTaH4apTaM Ha NPOoAYKT, eCnu npu-
MEHWUMO;

b) BosagencTBMe KMcnopoda: Ans Matepuanos, NPOM3BOAALWNX MHIMOWPOBaHHbLIM KMCIOPOAOM CMNOM BO
BPEMS XUMWYECKOro OTBEPXAEeHMS, 0ba KOHUA hopMbl AOMKHBI BbITh HAKPLITE MaTepuanaMmu NpoTUBOKUC-
NopoaHoOR 3awWnTel (HanpuMep, NonNuadUPHOR MMEHKON) B TeYeHUe OTBepXAeHusa. Ecnu mnarotoBuTens pe-
komeHOyeT obpaboTky NMOBEPXHOCTU Matepuana nocrne OTBEPKAEHWS, TO MOBEPXHOCTH 0Bpa3LoB AOMKHbI
ObITb OTWNM(OBAaHbI U OTNONUPOBaHLI C MCMOMBL30BaHWEM DPEKOMEHOYEMbLIX KMUHWYECKUX npouenyp. Ecnu
TaKOBbIX UHCTPYKUMIA HET M ecnu TpebyeTcs Ans vcnbiTaHus, To obpasubl cneayet oTwnudosate ¢ 06oux
koHLoB bymaroi P2 000 B cootBetcTBuM ¢ ISO 6344-1, npegBapuTenbHO NOMECTUB UX HAa Matepuan NpoTMBO-
KMCOPOOHOW 3alUNThI.

6.1.5 Matepman nonoXuTenbLHOro KOHTpons

[na ucneiTaHuid in vitro n HEKOTOPLIX UCMLITAHWIA in vivo (HanpuMep, UCMbITaHWE NyNbLNAaPHOro W AeHTUH-
HOTO NCMONb30BaHUA) PEKOMEHAYETCS BKMKOUYUTE CTAHAAPTHLIN MaTtepuan NonoXWTENbHOTO KOHTPONS, KOTO-
pbii obpabaTbiBaeTCs M MPOXOAUT Yepesd Te e NPOoLEecchl, YTo U Mccrnedyemble Matepuans (T. €. nnacTudeH
nocrie CMeLUMBaHWS C MocneayrlM OTBEPKAEHUEM) U KOTOPbLIA OCHOBbLIBAETCH Ha CBOBOOHO OOCTYMHbIX
XUMWUHYECKNX BeLLecTBax Unn marepuanax.

Takoi maTepvan NonoXWTENbHOIO KOHTPONS AMNA UCMbITAHWA NacTMAacCOBbIX NNMOMOMPOBOYHbLIX MaTe-
puanoe in vitro onMcebiBaeTca B npunoxeHun B, Tabnuua B.1. MNpuMmeHeHue Takoro cneuncMyHoro matepuana
NOMNOXUTENBLHOIO KOHTPOMNS He ABMSETCA 00a3aTernbHbIM, U BMECTO HEro MOXHO MCMNOoMNb30BaTh Apyrie MaTe-
puansl ¢ NoATBepXOeHHON UCTOPUEN, a TakkKe ApYrue XOpoLUlo OXapakTepu3oBaHHble MaTepuansl Monoxu-
TenbHOro KOHTPOMS C BOCNPOU3BOAUMbBIMU AaHHBIMU O TOKCUHMHOCTU.

6.2 UcnbiTaHne gudcdyzmnen B arap

6.2.1 Uens

[aHHoe ucnblTaHWe npegHasHadYeHo Ans OEMOHCTpauMn HecneunduyHoM LMTOTOKCMYHOCT uccrneny-
eMblx MaTepuanos nocne guddy3un Yepes arap unu arapo3ay. JaHHblil METOA UCTIbITAHUS HE MPUMEHWM A1S
BbIMbIBAEMbIX BELLECTB, KOTOPbIe He AnddyHOMPYIOT Yepes arap UNu araposy.

6.2.2 JIMHMA KNeToK

Mcnonb3yloT M3BecTHYI0 NMUHKIO KNeToK (ombpobnacTtoB nnu anuTenus, ABnsaowyocs obWwenocTynHoN
[Hanpumep, n3 AMepUKaHCKON Komnekunn Tunosex kynsTyp (ATCC), cm. http://www.atcc.org]!). O6osHavyaloT
B oT4YeTe MOAEHTU(UKALNOHHBLIA HOMEpP NUHUKN KIEeTOK, ecnii NPUMEHKMO, ONUcaHne 1 HasHa4YeHMe UCNonb3o-
BAHHOW NMHWUW KNeToK 1 obocHoBaHKe ee Bhuibopa.

1) 3ta undopmaums npuBeaeHa ana yaobcTea Nonb3oBaTenern HacTOALWEro CTaHaapTa W He ABMNAETCA peKknamMoit
yKasaHHoro usgenus co ctopoHbl 1SO. Bo3aMOXKHO MCMONb30BaHNE 3KBUBANEHTHLIX NPOAYKTOB, ECMU O0KA3aHo, YTO OHU
NPUBEOYT K TEM Xe peaynsratam.

7

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 11/40
CrtpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-7405-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70129
https://gostexpert.ru/gost/gost-7405-2025?utm_source=pdf&utm_medium=70129&utm_term=page

FOCT ISO 7405—2025

6.2.3 KynbTypanbHasa cpefga, peareHTbl 1 obopygoBaHue

Mcnonb3yloT KynbTypanbHy cpeay, ykasaHHyto AN BblOpaHHON KNeTo4HoW NMHUKA. CTepunuayoT punb-
Tpauuei. [na npuroToBneHWa arapa roToBAT ABOWHYH KOHLUEHTpaALKI0 KyNbsTypansHoi cpedbl. CTepunuayoT
dwmneTpauuei. NotoeaT Nnbo 3 %-Hell arap, nnbo 3 %-Hylo araposy. CTepunuayoT aBTOKNaBMpOBaHNEM.

OTOBAT BUTANbHLIN KpacuTens pa3BefeHuemM ocHoBHoro 1 %-Horo BOOHOTO pacTBopa HEMTpansHOro
KpacHoro (peructpupyoT nctodHmnk) 1:100, ncnonesysi 0,01 mone/n docdaTHo-OydepHbIX PU3MONOrMYecKnx
pacTBopoB [Hanpumep, docthaTHo-OydepHoro usmMonornieckoro pacreopa Dulbecco®)] cpasy nepej wvc-
norib30BaHWeM. XpaHAT pacTBOpPbLI HEWTPAbHOIMo KPpacHoro B TeMHOM MecTe. Mcnonb3yoT 6-nyHOYHbIe nNnaH-
LWeThbl ANA KyNbTYpbl TKaHen (QuameTpoM 35 MM) nnu yaiuky NeTpu HOMUHAaNBHBIM AnameTpom oT 50 Mm Jo
100 MM, NnpurogHele ANA KyNbTUBUPOBAHUA TKaHewn.

6.2.4 MpurotoBneHue obpasuoB

FotoBAT 06pasubl B cootBeTcTBUM C 6.1. VccnegoBaHme NpoBOASAT Ha 3KCTpakTe maTtepuana w/unu ca-
MOM MaTepuarne cornacHo pykoeogctey B ISO 10993-5.

a) [na TBepablx MatepuanoB roTOBST KPyrnble nccrnegyemble obpaslbl guaMeTpoM NpMMepHo 5 MM ¢
NIOCKOW NOBEPXHOCTLIO Ans 06ecnevYeHns afeKkBaTHOro KOHTaKTa ¢ BepXHUMM CIOEM arapa.

b) Ons oTBepxXOaembix MaTepuanoB BBOAST CBEXENPUIOTOBRMEHHLIA MaTepran B KoNbLia BHYTPEHHUM
aunameTpom 5 Mm u BeicoTor 2 MM. MaTtepuan konbua gomkeH BeiTh ykasaH B oTueTe 0b uccnegoeaHuu. MNpu
WCMbITAHUN MaTepuanoB B CBEXEMNPUIOTOBIIEHHOM COCTOSHMM NMOMELLaoT KomMbLa Ha arap 4O BBeAEeHUA mMa-
Tepuana. MNpu ucneiTaHMM NOcne pPasnMyHbiX CPOKOB OTBEPKAEHUS HAMOMHAIOT KonbLa Tak, 4Tobbl Matepwan
Haxo4wucsl BPOBEHb C KPOMKOW, W OalT eMy 3aTBepmeTb npu temnepatype (37 + 2) °C 1 oTHOCUTENbHOM
BnaxHocTuy (90 £ 10) % 0o roToBHOCTM AN UCTBITaHWS.

c) [Ona xuaknx uccnenyemelx 00pasuoB unu akcTpakToB HaHocat 0,01 mn xugkocTu Ha Bopocunukar-
HbIM TOHKOCTEKOIMbHbBIA (PUNLTPYOLW WA (PUNLTPOBLIN) AUCK AMaMeTpoM 5 MM, NOMELLEHHBIR Ha arap.

MpumedvaHune 1— lNogxoaawMmm MHEPTHBIMU MaTepuanammn SensaTes cTekno unu PTFE.
MpumeyvyaHune 2 —lNogxoasawme QUCK MOTYT BbITb NPUIOTOBMEHBLI M3 NpeadunLTPOoB.

6.2.5 KoHTponbHble 06pasubl

Wcrnonb3yloT NonoxuTenbHbIe KOHTPONbHbIe 00pasLbl, OTpuLaTenbHble KOHTPOmbHbIE 00pa3ubl U CTaH-
OapTHbie Matepuanbl.

6.2.6 Mpoueaypa McnbiTaHUA

KynsTMBUPYHOT KNETKW, NOKa OHW He AOCTUrHYT KoHua dpasel norapudmMmuydeckoro pocta. [unetupyrot
Hagnexawuin obwvem (Hanpumep, 10 mn gns 100-munnumeTpoBoi Yaliku [1eTpu) KNETOUYHOW CycneH3uu
2,5 - 10° kneTku/Mn B AOCTaTOMHOE YMCIIO Yaluek [eTpu u UHKYGMpYIOT Npu TemnepaTtype (37 + 2) °C B Bogo-
HacblLLeHHo aTMocdepe ¢ 5 % (obbemHasa Jons) yrnekucnoro rasa B TedeHue 24 4. Ecnu ncnonbayoT gpy-
rMe YCNOBMWSA KyNbTUBMPOBaHWS KNETOK, TO HeoBxoaumo npegocTaBuTb 060CHOBaHMe.

HarpeatoT cTepuneHbIi arap unm araposy go temnepartypsl 100 °C Ha BogaHon BaHe n JatoT OCThITh
oo temneparypbl 48 °C. CMeLluMBalT O4HY YacTb arapa Unu arapo3bl C 04HOW YacThbi CBEXENPUIOTOBMNEHHON
KynbTypanbHOW cpefbl ABOMHOW KOHUEHTpauuu 1 HarpeeawT A0 Temnepatypbl 48 °C. ACnvpuUpyoT XUOKYH
KynbTyparnbHyK cpefy M3 Kaxgon yawku Metpu n 3ameHsoT 10 M cBeXenpuUroToBNeHHOW CMecK arapa uim
araposbl U KynbTyparnsHOW cpesbl.

[atoT cmecu arapa unu araposbl WU KynbTypanbHOW cpefbl 3aTBepAeTb Npu KOMHaTHOW TemnepaType
(npumepHo 30 muH). Jobaensor 10 Mn pacTBOpa HEATPanbHOro KpacHOro M AepXaT B TeMHoTe oT 15 go
20 MuH. ACNMpUpPYHOT M3BbITOYHBIA PacTBOP HEMTPanNbHOro KpacHoro. 3alluatoT KynbTypy OT CBETa B Mpu-
CYTCTBUWM HEWTPANBLHOIO KPacHOro, Tak Kak KNeTkn MoryT BbiTb MOBpeXaEHbI.

BHocAT B kaxayto Yawky MNeTpu Heobxogumoe Ymcno obpasLoB UCCeayemMoro MaTepuana v KOHTPOsb-
HblX 00pasuUoB ¢ agekBaTHbIM paccTosiHem (Bonblie 20 MM) MeXgy coceHumu obpasuamu, ecnu npume-
HUMO. MHKyBupytoT npu Temnepatype (37 + 2) °C B BogoHackllWweHHoW atmocdepe ¢ 5 % (obbemHas gons)
yrnekucnoro rasa B TedeHue 24 4. OUeHMBAKT KaXabll uccnegyemMeln obpa3sel, Mo MeHbLUEN Mepe YeTbipe
pa3sa (T. e. ABe 4awku lNeTpu Ha nccnenyemeln obpaselt).

6.2.7 MapameTpbl OUEHKN

OueHunBaloT 30Hy obecLBevMBaHUA BOKPYT MccrnegyemMblx 06pasuoB 1 KOHTPONbHbIX 00pasuoB, MCMonb3ays
WHBEPTUPOBaHHbLIA MUKPOCKOM C KanubpoBaHHbIM 3KpaHOM, 1 OonpeaensT uHaeke obecuseyrnBaHns N MHOEKC
nM3nca Ans Kakgoro uccnegyemMoro obpasua B COOTBETCTBUN C KpUTEPUSIMU, MpUBEe4eHHbIMA B Tabnuuax 11 2.

1) Dulbecco sEnseTcs TOproBbIM HalMeHoBaHWeM. 3Ta WHcbopMaLMsa npuBedeHa Ana ynobcTea nonb3opaTeneit
HACTOALLEro CTaH4apTa U He SBNAETCA peKrnamMoid yKasaHHOro M3aenus co cTopoHsl 1SO.
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Tabnuua 1— WMHaoekc obecuBevYnBaHuUsA

NHaekc obecusednBaHns Onucaxne
0 OTcyTcTBME 3aMeTHONW 30HbI oBecLBevVBaHUs BOKpYr 0Bbpasua unv nog HAM
1 3oHa obecuBeunBaHuA orpaHuyeHa obnacteio nog obpasuom
2 3oHa obecLBeunBaHUA BbIXOAWUT 3a npeaensl obpasya meHble Yyem Ha 0,5 cm
3 3oHa obecLBeYMBaHUA BbIXOAUT 3a npegensl obpasua ot 0,5 cm go 1,0 cm
4 3oHa obecuBeunBaHNA BbIXOAWT 3a npenensl obpasua bonee yem Ha 1,0 cM, HO He 3a-
TparMeaeT BCHO Yaluky [eTpu
5 3oHa obecLBeYMBaHUA OXBaTbIBAET BCKO Yaluky [leTpu

Tabnuua 2— WMHaekc nuauca

MHaeke nuanca OnucaHne obecuBeYeHHON 30HbI
0 OTcyTCcTBME 3aMETHOW UMTOTOKCUYHOCTH
1 3atponyTo <20 % obecLBe4eHHOW 30HbLI
2 3atpoHyTo oT 20 % fo <40 % obecuBeyeHHOW 30HbI
8 3atpoHyTo oT 40 % o <60 % obecLBeyeHHON 30HbI
4 3atpoHyTo oT 60 % [0 80 % obecLiBE4EHHOW 30HbI
5 3atpoHyTo >80 % obecuBe4eHHON 30HbI

BeiuucnawoT cpegHuia MHaekc obeclBevrBaHma U MHAEKC NM3uca OTAEeNbHO NS KaX4oro UCneiTyeMoro
maTepuana. Ecnu 3HavyeHua nHOekca Ans YeTbipex NoBTOPOB MCCNeayeMoro BellecTsa pasnuyatTces bonee
yeM Ha 2 eguHUUbl B Anana3soHe 0 o 3, To NOBTOPSKT UcnbiTaHue. [Npu nHaekcax 4 n 5 NnoBTOpeHUst He Tpe-
Byetca. INpy MCcnbITAHUK 3KCTPAKTOB CrefyeT Bbl4ecTb CPpegHUA MHOEKC SKCTPAKLMOHHOW Cpeabl OTAENBHO U3
CcpedHero UHAeKca SKCTPakLMOHHON cpefbl, codepxallen UcneiTyemoe BelecTBo, ANd nonyvyeHusa nHaekca
TOMbLKO Uccnegyemoro Belwectea. Ecnu cpegHnini MHOEKC 3KCTPaKUWMOHHOW cpefbl, CRyXallel KOHTPOIbHbIM
obpasuom, bonblue ogHOro, To NOBTOPSAIOT UCMbLITAHWE, UCMOMb3ys OPYIYH 3KCTPaKLWOHHYIO cpeay.

[nsi 0OCTOBEPHOro MCNbITAHWA NOA HEeraTMBHbIM KOHTPOMbHBIM 0BpasyomM gorkeH BbiTb pacnonoxeH
HENOBPEXOEeHHbIN KIETOYHbIA CNow.

6.2.8 OueHka pe3ynbLTaToB

Mpwv oueHKe pe3ynbTaToB UCMbITaHWs HEOOXOAMMO YUMTBIBaTh BCK MHAOPMAaLWIO, MONYYEHHYHO B TeYe-
HWE UCMbITaHuA, 0CODEHHO Kakne-Nnbo pasnuunsa B peaynbratax OnbITHOW W KOHTPOMNbHOW rpynn. KneTouHbln
oTBeT fgomkeH bbiTb OCHOBaH Ha cpegHeMm WHAekce obecuBeyvMBaHUs M MHOEKCE Nu3nca no MeHbLUeln Mepe
yeTbipex Ayonvpytowmnx ucneitaHnin. KneToyHeli oTBET AOMmKeH DbiTh OLEHEeH OTAEeNbHO Mo Kawaomy napa-
MeTpy B COOTBETCTBUW C Tabnuuen 3.

Tabnuua 3 — KneTtodHbllh OTBET (OLEHEH OTAENbHO A48 HAeKca obecLBeYmBaHnA M MHAEKCa NW3Kca) U UHTepnpeTa-
UKMSA LMTOTOKCUYHOCTH

lWkana KneTto4Hblid oTBET WMHTepnpeTtaums
0 0 He uMTOTOKCUYHbBIN
1 1 Jlerkas UMTOTOKCUYHOCTb
2 2—3 CpeaHsia UMTOTOKCUYHOCTb
3 4—5 3HaunTenbHasa UMTOTOKCUMYHOCTb

Brknovatror pe3ynbratbl OLUEHKM B OTHET 06 ncnbiTaHMK. H906XO,E|MMO YHUTbIBaTk, HTO MHTEpNpeTaund
OaHHbBIX UCMBLITAHUIA KMNEeTOYHOWN KyNnbTypbl OOMXHA MPUHMMaTte BO BHUMaHWeE OrpaHuyeHus 3TON UcnbITa-
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TeNbHOW CUCTEMBI, T. €. UUTOTOKCUYHbIA MaTtepuan He BNSAeTCA HeNPUroAHbIM Kak TaKOBOW, HO JaHHbIe JOrK-
Hbl ObITb MHTEPMNPETUPOBAaHb! ANA KaXO0ro KOHKPETHOTO NpUMeHeHUS.

6.2.9 OTyeT 06 UCNbLITaHUKU

MpencTaBnaAT peaynetatel B oT4eTe 06 UCMBITAHUW, KOTOPbLIA BKIHOYAET NONHOE OTpa)XeHue BCex npo-
BEeAEHHbIX NpoLeayp, Nony4YeHHbIX pe3ynsTaToB U NBbIX ApYrMX aHHbBIX, HEOBXOOUMBIX AN OLEHKU pesyrb-
TaToB. [Mpy HEOOXOOMMOCTK yKasbiBaloT NoApobHY0 MHOpMaUMIo O NoaroToBke W MeTogax obpalleHus c
nccnegyeMesiM MatepuanoMm, a Takke Homep napTuy matepvana.

6.3 WUcnbiTaHue audpdysnen Yepes punstp

6.3.1 Uenb

[aHHoe ucnbiTaHne NpegHa3HavyeHo ANg eMOHCTpaUMM HecneunuyHon LLIMTOTOKCUYHOCTH UCcCneaye-
MbIX Matepuanos nocne auddys3un Yepes Lennono3oaueTaTHbiin punsTp.

6.3.2 INuHnAa kneTok

Mcnonb3yoT M3BECTHYH NUHUIO KNeTok combpobnactoB unu snutenus, SBnNaWyca obLenocTynHon
[Hanpumep, U3 AMepUuKaHCKOM Konnekuun Tunoeelx Kynstyp (ATCC), cM. hitp://'www.atcc.org]. ObozHauyatoT B
oT4yeTe MOEHTUMDUKALMOHHBLIA HOMEP NMUHUKM KNETOK, eCrii NPMMEHUMO, ONUcaHue M HazHayeHWe UCNomnb3o-
BaHHOW NMUHUK KNeToK U obocHoBaHMe ee Bbibopa.

6.3.3 KynsTypanbHasa cpepga, peareHTbl U obopygoBaHue

[OTOBAT KyNbTypanbHy Ccpedy v arap Wi arapoay A515 UCMoNb30BaHWsA B KAYeCTBE BEPXHEro CNos, Kak
onucaHo B 6.2.3. loToBAT pacTBopbl NMBO ANA oKpaluMBaHUA CyKUMHATOernaporeHason, nubo Ansa okpalivnea-
HUA HecneuudpuYHON rMapona3on.

[ns okpalmMBaHuA CyKUMHATAEerMaporeHason roToBAT creytoline OCHOBHEBIE PACTBOPLI:

a) pacrteop cykumHata: 13,6 r cykumHata HaTpus B 100 mn 0,2 mons/n dpoctatHoro bydepa, pH 7.6;

b) pactBop xnopuga HuTpocuHero tetpasonusa: 100 mMr xnopuga HUTpocuHero TeTpasonua Ha 100 mn
0,2 monk/n coctaTtHoro bydepa, pH 7,6;

c) pacTBop dheHasuHmeTocynbdaTta: 4 Mr deHasnHMeTocynbdaTta Ha 10 M CBEXEenpUIroTOBMNEeHHOW
OUCTUNNUPOBAHHON BOAbI.

[OTOBAT OKpallMBaKLLMiA pacTeop: 1 Mn pacTBopa cykuMHaTa, 9 Mmn pacTBopa xnopuaa HUTPOCHMHEro
TeTpazonua U 1 Mn pacTBopa peHasvHMeTocynbgaTa.

[Ons okpawwuBaHus HecneunmgU4HON rMApPOnNason roTOBAT OCHOBHOW pacTBop Awauerarta dpryopecuuHa,
cocTosiuiA M3 5 Mr gruaueTata cnyopecumHa B 1 mn auetoHa. [ns ucnonb3oBaHus 4obasnsoT 20 Mk OCHOB-
Horo pacTtBopa k 100 mn coctaTHo-OychepHoro chuspacTeopa (Hanpumep, docdarHo-6ydepHoro duanonory-
yeckoro pacteopa Dulbecco). MicnoneaytoT yalwku MNeTpu guametrpom 60 MM, NpUrogHble AN KyNsTyphbl TKAHER.

Mcnonb3yT unbTpbl, COCTOALLME M3 CMeCKH aueTaTuennionodsl U HUTPOUEnmonosbl, AUaMeTpOM
47 mm, paamep nop — 0,45 mkm1).

6.3.4 MpuroTtoBneHue obpa3uoB

loToBAT 0Opa3subl B cOOTBETCTBMM ¢ 6.1. Mccneqoeanne OomkHO ObITh MPOBEAEHO HA 3KCTpaKTe mMaTte-
puana w/vnvu caMoM martepuarne cornacHo pykosoactey B MCO 10993-5.

a) [lna TeepObix MaTtepuarnos roToBAT Kpyrnble uccnegyemsle 06pasubl AnameTpoMm NpUMEPHO 5 MM C
NIOCKOW NOBEPXHOCTLIO ANsA obecneyeHns afekBaTHOrO KoHTakTa ¢ dunstpoM. Macca uccnegyemsix obpas-
LIOB He AO0STKHa npeBblWwaTh 3,51

b) [ns oTBepxaaemblx MaTepuanoB BBOAAT CBEXENPUIOTOBMNEHHbLIM MaTepuan B KonbLUa BHYTPEHHWUM
anameTpom 5 MM 1 BbicOTOM 2 MM. [pK UCnbITaHUKM MaTepManoB B CBEXENPWUIoTOBIIEHHOM COCTOSHWK NoMe-
LakT Konbua Ha hunbTp 4o BBegeHusa matepuana. [1pu ncnbiTaHM nocne pasnuyHbIX NepUogoB OTBEPXOe-
HWA HaMoMNHAIT KoMbLia Tak, YTobbl MaTepuan Haxo4Wuncs BPOBEHb C KPOMKOW, U AT eMy 3aTBEpPAETb Npu
Temnepatype (37 = 2) °C u oTHocuTensHon BnaxHocTh (90 £ 10) % Ao rotoBHoCTW AN ucnbiTaHusa. Macca
uccnegyemMblx 0bpasuoB He J0OMKHA NpeBbIWaTh 3,5 1.

Mpumeyanune — NogxogawMMyM MHEPTHBEIMU MaTepranamMm aBnsoTca ctekno unu PTFE.

c) OnA Xugkux uccnedyemblx 06pasuoB unu akcTpakToB HaHocAT 0,01 MN KUOKOCTH Ha (DUNLTPYIOLLMIA
OUCK M3 BOPOCUITMKATHOTO MUKPOCTEKNa AnaMeTpoOM 5 MM, NOMelUeHHbIA Ha arap.

MpumeyaHue — MNogxoasimMe OQUCKU MOTYT BbITb MPUIOTOBMEHBI U3 NPeAdUNETPOB.

1) Millipore HATF 04700 siBnsieTcA NpUMepoM NPUIOAHOMD, KOMMEPHECKM AOCTYMHOro NpoaykTa. 3Ta uHdopmaums
npueedeHa Ans ygobcTea nonb3oBaTenen HACTOSALLEro cTaHdapTa W He ABMNAEeTCH peknamMoW yKasaHHOro M3fgenvs co
cTopoHb! 1ISO.
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6.3.5 KoHtponu

VMcnonb3yoT NoNoXUTENbHBIE KOHTPONbHbIE 06pas3Lbl, OTpULaTensHblIe KOHTPObHLIE 0Bpas3Lbl U CTaH-
JapTHble MaTepuarns.

6.3.6 Mpouenypa UcnbiTaHUA

KynbsTMBUPYIOT KNEeTkW, Noka OHWM He OOCTUIHYT KOHua asbl norapudpmuyeckoro pocrta. NomewatoT
Lenntono3oauetaTHele UNLTPLI Ha AHO OOCTAaTOMHOro yucna Yawek [Netpy u nuneTupytoT 6 Mn KNeTo4Ho’
cycneHaum (2,5 - 10° knetku/mn) B kaxayto. VHKyBupyioT npu Temnepatype (37 + 2) °C B BOJOHACHILLEHHO
aTmocdepe ¢ 5 % (0bbemHan aonsa) yrnekucnoro rasa B TedeHue 24 4. Ecnu ucnonb3yiloT gpyrue ycnosus
KYJIbTUBMPOBAHMA KNETOK, TO Heobxoaumo npeaoctaBuTb obocHoBaHue. MUNeTUpyoT 5 MM CBEXENPUroToB-
MEeHHOro arapa Wnu CMecWU arapo3bl U KyneTypanbHoW cpefbl (cM. 6.2.6), cogep:Kallenca npyu Temneparype
48 °C, B gocTaTtodHOe Ynucno vaiwlek lNeTpy 1 oawT 3aTBEPAETL NPWM KOMHATHOW TeMmnepaTtype. ACnUpupyoT
M30ObITOMHYIO KyNbTYpanbHy0 cpegy M3 Yallek, codepallux LenntofiosoaleraTHble UETPbl, MPOMbLIBAOT
huneTpbl ochaTHo-OydepHbIM rM3nMonorMyeckuM pacTBopoM (Hanpumep, drocdaTHo-OydepHbIM (hrsmo-
noruyeckum pacteopom Dulbecco) npu Temnepatype (37 + 2) °C 1 nomeLatoT ux NoBepx arapa unv araposbl
KNEeTo4YHOW CTOPOHOW BHWU3. HaHOCAT OT Tpex A0 NATW uccredyembix 06pasuoB noBepx unsTpa B Kaxayto
YallKy 1 MHKYOupytoT elle 2 4 1 24 4y npu Temnepatype (37 = 2) °C Bo BnaxHown atMocdepe ¢ 5 % (obbemHasn
gons) yrnekucnoro rasa. Cnegyet ybeguTbesi, YTo uccnegyemble 0bpasLbl Haxoa4ATCsl B TECHOM KOHTaKTe C
NOBEPXHOCTbK unkTpa.

[MpyM3HaKM LMTOTOKCUYHOCTW O0MKHbI BbiTh OLeHEeHbI Nocne 2-4acoBoro 1 24-4acoBOro BO34eNCTBUA.

B kaxgylo YalKy nomeLllarT OAWH MOMOXWTENbHbIA KOHTPOMbHBIA 0Bpasey M oAWH OoTpuLaTEnbHbIN
KOHTpOMbHBIA 0Opasel. [JononHUTENBEHO MCNONb3yT AobaBoYHbIe KOHTpONnbHbIE 0Bpasusl dunsTpa ¢ Kne-
TOYHbIM MOHOCNoeM, HO Be3 nccnegyembix obpasuoB 1 unsTpa 6e3 KNeTok, HO ¢ uccnegyemebiMy obpasua-
Mu. [1py UCNBbITAHWW 3KCTPAKTOB HEOBXOOAUMO TakXe NPUMEHUTb KOHTPOINbHbLIA 06pasel, UCNonb3ys TONMbKO
3KCTpaKuMoHHYy cpeny. OcMaTpuBakT Kax Akl nccnegyeMelin obpasel No MeHbLUel Mepe YeTbipe pasa.

Mocne uHKkyBaumu ygansawT uccnegyemble o6pasubl M OCTOPOXHO BbicBOOOKAAKT dunbTp M3 arapa
unu arapo3sbl. OUEeHMBAKT C LMTOXMMWUYECKON TOYKM 3peHMs oBbnacTb MOHMKEHHOW aKTUBHOCTM KMETOYHbIX
thepmeHTOB MeTogoM A unm metogom B.

a) Metog A

MposienawT cykunHatoerngporeHasy (CE 1.3.99.1) cornacHo metogy bapka n AHgepcoHa [14]. WHky6a-
LWOHHBIA Nnepuog — 3 4 npu Temnepartype (37 + 2) °C. Heobxogmmo naberaTe HanuM4ua yrnekucnoro rasa npu
MHKyDBaLuumn, NOTOMY YTO OH MOXET MHIMBMpOoBaTh aKTUBHOCTL CyKUMHATAErMApOreHasbl, NpyMBoasa K brieknomy
OoKpalMBaHuK unetpa. [lo u3aMepeHust NPOMbIBAKT QUNLTP AUCTUNNMPOBAHHOW BOAOW U BbICYLUIMBAKT Ha
BO3OyXe.

MpuMeyaHune— YaepKMBaHKUIO KITETOK MOXET crnocobcTBoBaTh UX hukcaunsa ¢ noMoLLbio 10 %-Horo HelTpans-
Horo cpopmanuHa Ha 15 MUH 0 NPOMbIBAHWSA B AUCTUNIMPOBAHHON BoAe.

b) Meton B

MposenAKT HecneuMd MYHYLO rMaponasy nHKybaumnen c pacTBopoM gnaleTtarta oiyopecumnHa B TeHeHne
30 muH npu Temnepatype 4 °C. OcmaTpuBaT UNLTP Nog ynsTpauoneToBbIM CBETOM.

6.3.7 OueHKa NoBpeXaeHUA KNeTokK

OueHnBaKT NOBPEXAEHNE KIETOK NyTeMm:

a) naMepeHus 30Hbl obecLBeYnBaHns (Hanpumep, UCNOMb3ys CUCTEMY aHanm3a u3obpaxeHuin) unu

b) ucnonb3oBaHuA Wkanel, NpuBeaeHHOR B Tabnuue 4.

Tabnuua 4 — OueHKa NOBPEXOEHNS KIETOK

Lkana | OnpegeneHue oUeHKn 30Ha obecupevmMBaHmsa
0 PazHuua B MIHTEHCUBHOCTY OKpaLLWBaHWA NO BCEMY (DUNLTPY OTCYTCTBYET Het
1 30Ha CHWXEHHOW MHTEHCMBHOCTW OKpalLUMBaHWS WM HEOKpalleHHas 30Ha <20 mm?
JnameTpoMm MeHee guvameTtpa (5 mMm) nccnegyemoro obpasua
2 HeokpalueHHas 3oHa gnameTpoM oT 5 40 7 MM OT 20 go 40 mm2
3 HeokpalweHHas 30Ha guameTpom bonee yem 7 MM >40 mm?

OUNLTPLI NOA OTPULATENBHBIMU KOHTPOMBHBIMKU 06pasuamMu U KOHTPOmbHbIe OUNLTPLI OMKHb BbiTh
PaBHOMEPHO OKpalleHbl B TEMHO-CUHWIA LBET (MpU UCMONb30BaHMU CYKUUHATAernaporeHasbl) UM CBETMO-
3eneHblid (NpW UCMoMb30BaHUKM HecneUnhUYHON rmaponassl).
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KoHTponbHble ¢uneTpbl 63 KNeTok Mo3BOMAOT ONpedennTk BO3MOXHbIA 3ddekT uccrnegyemoro
obpasua Ha puneTp.

6.3.8 OueHka pe3ynbTaToB

MMpw oueHke pe3ynsTaToB NCMbITAHWMA HEOBX0AMMO YYUTBIBATEL BCIO MH(POPMAaLMIO, NOMy4eHHy B Teve-
HWe ucnblTaHus, ocobeHHo Kakve-nnbo pasnuuus B pesynsTatax OfnbITHOW M KOHTPONbHOW rpynn. YOoBHbIA
cnoco® oueHKn nccrnegyemMblx MaTepuancs NpMBeeH B Tabnuue 5.

Tabnuua 5— OueHka UCMLITYyeMoro Matepuana

MHAOEeKC KNeTovHOro NoBpeXaeHns OnucaHue obecLBe4eHHON 3CHbI
0 He unTtoTokcn4Hasn
1 Jlerkas UMTOTOKCUYHOCTE
2 CpeaHssi UNTOTOKCUYHOCTb
3 3HaunTenbHaa UMTOTOKCUYHOCTL

PesynbTaThl OUeHKM BKIOYaT B oT4eT 06 ucnbiTaHnn. HeoBxoaMmo yunTeiBaTh, YTO MHTEpNpeTaums
OaHHBIX UCTBITAHWA KNEeTOYHOW KynbTypbl AOMKHA NMPUHMMAaTh BO BHUMAaHWE OrpaHWY4eHHOCTb 3TOW MCnbiTa-
TENbHOW CUCTEMBI, T. €. UMTOTOKCUYHbLIA MaTtepuan He SIBNseTCsA HEeNPUIoAHbIM Kak TaKOBOW, HO AaHHbIEe AOIK-
Hbl ObITb MHTEPMNPETUPOBAHbI ANA KAaXA0ro KOHKPETHOIO NPUMEHEHKS.

6.3.9 OTyeT 06 UcCNbITaAHUKU

MpedcTaBnaAwT pesynbratel B oT4eTe 00 MCMbITaHUKM, KOTOPbLIA BKMYaeT B cebA MomHoe oTpaxeHue
BCEX NPOBEAEHHbIX NpoUeayp, NOMy4YeHHbIX Pe3ynsTaTos U NKObIX APYrvX AaHHbIX, HEOBXOANMbIX 4NS OLEHKM
pe3ynsTaToB. BknovatoT AgeTanu npuroToBNeHns U METOAOB NPUMEHEHWUS UCTIbLITYEMOro MaTtepuana BMecTe ¢
HOMEpPOM NapTUK Matepuana, roe NPUMeHUMO.

6.4 UcnbiTaHuAa Ha nynbne N geHTUHe

6.4.1 Uenb

JaHHoe ucnbiTaHve npeaHasHaYeHo Ana oLeHKM BUMOCOBMEeCTUMOCTM CTOMaTONOIrMYECcCKMX MaTtepmuanos
OTHOCMUTENBHO AEHTUHA W 3yBHOW Nynbnbl.

Tot e dopmat MoxeT bbITb MCNOMbL30BaH ANs MccneaoBaHns Ha 3ybax Yenoseka (MpegHasHaYeHHbIX
K YOaneHW no OPTOAOHTUYECKMM, NepMoLoHTanbHbIM UK 3yOonpoTesHbIM NPUYMHAM), ECNM Takoe 1ccre-
OoBaHue ObiNo OoMmKHbIM 0Bpa3oM YTBEPXAEHO B COOTBETCTBMM C HaANexalluMu HauMOHaNbHLIMKU WMWK
MEXOYHapO4HbIMU HOPMaMM.

6.4.2 JXvBOTHbIE U rymaHHoe obpalieHne ¢ XUBOTHLIMU

[Ons rymaHHoro obpalleHus ¢ XUBOTHBIMKM Heobxoanmo BeinonHeHue TpeboeaHuin ISO 10993-2.

I pumMmedHaHnne — Cy!.LLECTByBT BEPOATHOCTb, 4YTO MMEKTCA HauWOoHalbHbIE HOPMaTUBHbIE TpeﬁOBaHMﬂ Kaca-
TENbHO NCCNeayeMblX XKMBOTHBIX.

HKUBOTHEIE OOMKHEI ObITE pa3melueHsl cornacHo |ISO 10993-2 co ceobogHbIM OOCTYNOM K MULLE U BOAE.
Mcrnonb3ayoT MNekonuTawLmMx OQHOr0 BUAA, HE SIBMSAKLIMXCA rPbi3yHaMMK, TAaKoro BO3pacTa, YTo ux 3yBHow
pPAL COOEPKUT HEeMnoBpeXAeHHble MOCTOSHHbIE 3yDObl C 3aKPbITbIMK 3penbiMy Bepxywkamu. O6e3bsiHbl, Co-
Bakn, XOpbKU UMM MUHUATIOPHBIE CBUHBY ABMSIOTCA NOAXOAAWMMKM BUAaMK. [ns ocobbix uenein moryT BbiTh
BbiBpaHbl opyrie Buabl. BeiGpaHHbie BUALI OMKHbI ObITe Hanbonee HU3KMMIKM B OMONOrMYeckon uenu 1n3 Tpe-
Byembix Ars YO0BNETBOPEHUS HAYYHbIX Liene npyM HamMeHbluem yluepbe Ans )KMBoTHbIX. BbiDop BUaa XK1BOT-
HOro JomkeH BbiTb 0BOCHOBAH M OTpaXeH AOKYMEHTaMNBHO.

I punMmevYyaHne — HO,EI,XD,QFILLI,VIMVI ABNAKTCA 06e3bsHbl, cobaku 1 MWHWaTHPHbIE CBUHBbW, Y KOTOPbLIX Npope3a-
JNMNCb BCe NOCTOAHHbIE 3yﬁbl, Kpome 3)/605 MyOPOCTHW. [MNogxogAawmmm ABnaTCA XOPbKW, Y KOTOPbIX NMpope3anncb 4YeTbipe
MOCTOAHHbIX KNblKa, TaK Kak TONbKO 3TU 3y6b| ABNAKTCA NPUMEHUMbIMW.

6.4.3 lMpouenypa UcnbiTaHUA

6.4.3.1 MNoaroToBKa XWBOTHbIX

BeiGupaloT JoCTaTOMHOE YMCMO XKUBOTHbLIX AN5 NpefocTaBneHus No MeHbllen Mepe ceMu 3yBoB, co-
Aepxalunx UCNbITYEMBIA MaTepuan, Ha Kaabli nepuog BpeMeHu.

AHecTe3npyloT XMBOTHLIX 1 NPOBOAAT NpoLueaypy, onucaHHyw B 6.4.3.2.
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6.4.3.2 ObpaboTka 3yboB

6.4.3.2.1 YoanswT HaneT U Kakne-nubo MHOPOOHLIE BELLECTBA C NOBEpXHOCTel 3ybos. OuuiaiT u
0e31HULNPYIOT MOBEPXHOCTU UCMOMb3yeMblX 3yDOB TaMMOHOM C HaHeceHHoW 3 %-Hoi (obbeMHas gons)
nepeKkucb Bogopoaa, 3atemM Oe3nHMEeKTaHTOM, COCTOALLMM U3 NOBMAOOH-MOAa UNK XnoprekcnanHa. FotoeaT
Tpebyemoe uncro ByKkKanbHbIX unuM nabuansHbiX nonoctei knacca V, ucnonb3ysa ocTpele Bopbl Npu agek-
BaTHOM BOOOBO34YLIHOM pacnbineHun. MybuHa nonocten gomkHa ObiTb TakoBon, YTOObLI TONWMKMHA OcTal-
werocst AeHTuHa Bbina meHee 1,0 MM 1 NpeanodTuTensLHO MeHee Yyem 0,5 MM, HO 6e3 obHaxeHWUs Nynbnbl.
lMpoMbIBaOT NOMOCTM BOAOKW U BbICYLUMBAKOT UX BATHLIMW LLAapUKaMK, KpOMe cny4vaes, Korja MeTtod BBedeHus
uccnegyemoro Matepuana tpebyet gopyroi npouegypbl. [1pu BbipaXX@HHOM TMHIMBANbHOM BOCNANEHUN Y XU-
BOTHLIX MOXET ObITb HEOOXOAMMLIM NPOBECTW yaaneHue Haneta U UHOPOAHbLIX BELLECTB 3a HECKOMNMbKO AHel
00 NOArOTOBKW NMONOCTW, BO3MOXHO, MOBTOPHO, NMOKa MTMHIMBAaNbLHOE BOcNaneHue He ByaeT nog KOHTPonem.

M pumMmeyaHne — MSMepMTEﬂbele WHCTPYMEHTBI 3NEKTPUYECKOro COnpoTMBNeHWA, TakMe KakK onpeaenntenuv
BEDPXYLUKW KOPHA 3y66, MOryT BbITh DTKaJ'IVISpOBEle] npenBapurTenbHO WM MCNoNb30BaHbl ANA OUEHKW TONWWHBI OCTarLwe-
roca geHThHa npuv NnogroTtoBKe nonocTen.

6.4.3.2.2 Ecnu ctomartonorvyeckoe nagenue OyaeT Ucrnonb30BaThCA Kak NoMBUPOBOYHLINA Matepuarn,
TO MOLrOTOBKA BKMAQKW MOnocTu knacca V gomkHa BbiTe NpoBefdeHa Mocre MOMNHOro yoaneHws Hanera u
Kaknx-nmbo MHOPOAHbLIX BELecTB ¢ noBepxHocTen 3yboB. [ns MogenMpoBaHusl rmapasnMyeckoro gaBrneHus
BO BpEMS LLleMEHTUPOBAHWUS KOPOHKW OOMKHbI ObITh CO34aHbl BKNaAKM U3 KOMNO3UTHLIX MaTepuanos. Mckyc-
CTBEHHAas CrioHa MOXET NPUMEHATLCS B Ka4eCTBE CMa3Ku Npu NOAroTOBKE NOMOCTU U BBEAEHUM CBETOOTBEPXK-
[aeMoro KOMMo3UMTHOro Matepuana. lNocne cBeTOOTBEPXKAEHUS U yAANEeHUs KOMMNO3UTHOW BKNAOKN MNONOCTb
OOMKHa ObITh TLWAaTensHO NPOMbITa M NOATOTOBMNEHA K BKNaake ANA OKOHYaTeNbHOro LeMeHTUPOBaHUS.

UpesaMmepHoe 3anonHeHWe 3aroToBKKU ANns MHKpyCcTauuy obneryaeT yganeHue BKNaaku, a U3NULLKN MOX-
HO cpesaTb nocne ueMeHTauuu nocne 3aTBepaeBaHus matepuana ana obnuuoeku. [ns npenoTBpalleHus
HeXenaTenbHOro HapyLleHWs LeNOCTHOCTM LleMEeHTa PEKOMEHYETCS UCMONbL30BaTh MEMNKO3EPHUCTLIN anmas-
HblA BYp C BEICOKOW CKOPOCTbLIO M HEBOMbLIKMM AaBneHWeM npu 06UNbHOM BOASHOM OXNaXOeHuu.

Bknagku gomkHbl HAX0QMThLCA NoA AAaBNEHWEM B TeYeHUe BpeMeHu, Heobxogumoro ana nepeoHavyanb-
HOro 3acTbiBaHWs LUEMeHTa, TakuMm obpasom Mopenupys rMapaBrnuyeckue CUibl MOSHOro LeMEeHTMPOBaHMs
KOPOHKK. [pK MCNbITAHWMAX Ha HEGOMbLUMX XMBOTHLIX YOEeO4NTEeCh, YTO NOMOCTM AOCTUralOT BHYTPEHHEN TpeTn
OeHTUHa Be3 obHaxeHUsa Nynbnbl.

MpumeyaHune — Hegonyctmo 3ameluvBaTth NNoMBUPOBOYHLIA Matepuan Ao Bonee BbICOKOW KOHCUCTEHLUN,
yeM HeoOXoarMO, UMK UCMBLITEIBATE ro B KA4ecTBe HanonHUTens.

[Mpu M3roTOBAEHUM NOMHBLIX KOPOHOK M ANSA npuemnemMoro goctyna k nynene (ot 0,5 go 1,00 mm) peko-
MEeHOYeTCsl CHadyana nogroToBUTL MOMOCTb Knacca V, KoTopast CNyXUT OPUEHTUPOM ANs AOCTUXKEHUSA xenae-
MO BrIM30CTK K Nynbne, Nocne Yero 3aBepLnTb NOArOTOBKY KOPOHKM.

6.4.3.2.3 TNpw npuroToBNeHnn nccnegyembix 00pasLoB cneayT MHCTPYKUUAM M3rotoBuTens. Ecnu uzs-
roToBUTENL Uccnegyemoro obpasua pekoMeHayeT ero MCnonsL30BaHWe C MartepuanomM NOKPLITUSA UMK arex-
ToM 00paboTKM NoMocTeln (HanpuMmep, AeHTUHHBLIA aAre3n0oHHbIM areHT), TO CNOoMb3YHT 3TW AONOMNHUTENbHbIE
npoLeaypbl COrMacHO pekoMeHAaUnsM N3roToBUTENS.

6.4.3.2.4 Ha Kaxablil nepnoa BpeMeHW BOCCTaHaBNMBaKT No MeHbLIen Mepe ceMb NorocTen ¢ uccre-
AyeMbiM MaTepuanoM W YeTblipe NMofocTy C OTpULaTeNbHbIM KOHTPOMbHBIM 00pa3LoM nyTeM Npou3BOSIbHOMO
pacnpegenenus. Ecrnu Heobxogumo (cm. npumedaHue 1), Ha Kax4bli NepyvoL BpeMEHM BOCCTaHABNUBAKT 40
yeTbipex NonocTen NoNoXUTENbHbIM KOHTPOMNbHLIM 0Bpa3LoM.

BuibpaHHbie BUABI OOMKHBI BbITh HAaubonee HU3KUMK B Bronoruyeckon Lenun na Tpebyembix Ans yaoB-
NEeTBOPEHUA Hay4YHbIX Lienein npu HauMeHbllem yuwepbe ons XuBoTHbIX. Beibop Buaa gomkeH 6eiTb 060CHO-
BaH W OTpa)KeH OOKyMeHTanbHOo. [pu ncnonb3oBaHuy o0besbsH, cobak MM MUMHNAaTIOPHBIX CBUHE Heobxoaun-
MO WMCMOMNb30BaThk OOHO XMBOTHOE HA Ka¥abl nepuod BpemeHu. [Npu ucnonb3oBaHUM XOpbLKOB HEoBXoauMo
MCMNOMNb30BaTh MO MEHbLLENH Mepe TPeX XKUBOTHbIX Ha KaXXObl Nepnoa BpeMeH!.

OTpuuartentHbli KOHTPOSb. BbICTPOCXBaTLIBALLMACS LIMHK-OKCWA-3BreHonoBbIn uemeHT (ZOE) sensert-
CS NOAXOOALMM MaTepuanom oTpULaTENLHOIO KOHTPONBHOrO obpasua Npy ero pasMeLLeHUA Ha NPUEMITEMONA
AWCTaHuuK OT Nynbnel, T. €. bonee 0,5 mMm. Kakne-nnbo 3ybbl ¢ TONWKWHON AeHTMHa MeHee 0,5 MM JOImKHbI
ObITb MCKIKYEHEI U3 OLEHKM (YeM Bnuxe HaANOMHWUTENL K Nynbne, TeM BONbLWMM pasgpaxUTenemM CTaHOBUTCS
HEe BCTYMUBLUWKA B peakuuto 3BreHon). [ns JonrocpovHoi OLEHKW UMHK-OKCUO-3BIEHOMOBLIA LLEMEHT LOMKEH
ObITh 3aLlMLLEH OT BbiMbiBAHUA. [Mocne cokpalleHUs 0DblYHbIA CAMOOTBEPKOAMLNACA CTEKNAHHBLIA MOHOMED
MoKeT obecneunTb 3hPEKTUBHOE YMINOTHEHME.
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Ecnu coctaB nccnegyemoro marepuana TpebyeT 4oNroCpo4HOro NoKpbITUS NOBEPXHOCTM, LIMHK-OKCUA-
9BreHONOBbIV LeMEHT NPOTUBONOKA3aH, Tak Kak He BCTYMUBLLWA B peakLMio 3BreHon B Matepuarne (B 6onbLiom
KOonu4ecTBe NMPUCYTCTBYHOLLWIA NOCNe CXBaTbiBaHUA) ByAeT NPOHUKATL BMECTe C UCCreayeMbiM MaTtepuanom
W OocTuraTe OHA NOArOTOBKM MOMOCTU, TakuM 0Opa3oM NepekphbiBas UCTUHHYID peakuuio uccnegyemMoro ma-
Tepvana B 3KCNepuMeHTe; BMECTO Hee ByJeT OLeHMBATbLCHA MTMCTONOrMYeckas peakums asreHona. B cnyyasx,
Korga uccrnegyeMblil Mmatepuan SomKkeH BblTh 3alMLLeH OT BbiMbIBAHWSA, PEKOMEHOYETCH Cneayowmnii MeToa.
[Mocne KoHCepBaTMBHOMO CoKpalleHusa uccnegyemoro matepuana Ha 0,5—1,0 Mm, ¢ nocneayoLWmUM NpoTpas-
nMBaHWeM nonen aManu, NPOMbIBAHWEM W NMETKMM MPOCYyLUMBAHUEM, MPUMEHSAIOTCH aare3avBHbIA CBA3YHOLLMNA
areHT 1 Nerkuii KOMMO3ULIMOHHLIA MaTepuan.

MonoXWTenbHBIA KOHTponb. BoccTaHaBnueawwmii Matepyan Wnu MeTod, HE BKNHYaKLW MK obHaxe-
HWA NyNbMbl, NOCNefoBaTeNBHO NPUBOAALLMA K MyNbNAapHOMY OTBETY OT YMEPEHHOro 0 Pe3Koro, ABMseTcs
NOAXOOALLMM MONOXWUTENbHLIM KOHTPONEM. Tak Kak CUMMKATHbIA LeMeHT, TPaguLUMOHHO NMPUMEHSBLUMIACA B
Ka4yecTBEe MOMOXUTENbLHOIO KOHTPONSA, Tenepb HEQOCTYNEH, CMOXHO NOPeKoMeHA0BaTk UCMONb30BaHue Opy-
roro matepuana. «Mokpas» cMmechb LWHK-hochaTHOroO LEeMeHTa, BEPOSTHO, ABnsieTcs Hambonee noaxons-
LKMM MONOXUTENbHEIM KOHTponeM. «Mokpas» cmeck onpefensieTcsl Kak CMecb, MMEHLasa CrvMLLKOM Marnoe
KONMUYEeCTBO MOPOLLKA B OKOHYaTensHoW dopme. [nsg nabopatopuii, obnagatolimx BaHKoOM MONOXUTENbHbIX
KOHTPOMbHLIX 06pa3LUoB OT TOTO e MNOCTaBLLKMKA C TOW e CUCTEMOW MOAEernen Ha KUBOTHbIX, MOXHO NPOBECTU
cpaBHeHue c npefbiayLMm nccnegyemMbiM MaTepuanomM, KOTOpblA NOCTYNWUM Ha PbIHOK, MPY YCNOBUKU HAnNM4ns
OOCTOBEPHbIX KIMMHUYECKUX JaHHbIX.

6.4.3.2.5 HyHo ncnonb3oBaTk CnyYaHblil 0TOOP ANA onpeaeneHnsi, Kakme nonocTy nonyyYaTt uccnegy-
eMbliA HaMNoNMHAKLWA MaTepuan U MaTepuansl OTPULLATENBHOMO U NONOXUTENBHONO KOHTPONA OO NOLTOTOBKU
nonoctu. 1o 06bLEKTUBHOW BO3MOXKHOCTW COYETANTE KOHTPOMbHEIE U UCCNedyeMble 3yObl aHAaTOMUYECKH, T. €.
npaeblfi BEPXHEYENOCTHOW NMPEMONSP U NEBbLIA BEPXHEYEOCTHOW NPeMOnap, NpaBbiil HXKHWA NpeMonsp u
npaBbli BEPXHUA Npemornap W T. 4. [NyTem cny4anHoi BeiGopKkM ognH 3y6 cTaHOBMTCA MccnegyembiM obpas-
LOM, & KOHTpanaTeparbHble U NPOTUBOMNOMNOXHbIE 3yObl CTAHOBATCH KOHTPOMSIMU.

B 3aBMCMMOCTM OT BMAa KMBOTHOTO U €ro AOCTYNHOCTH BbIGOp 3y60B MOXET BbITh UBMEHEH.

6.4.3.2.6 CocTosiHWE XMBOTHLIX CNeayeT NPOBepATb U PErMCTPUPOBATL MO MeHbLUEN Mepe pas B AeHb
nocne onepauuu. [JomkHbl BbITs BHEOPEHLI MEPLI AMA CBEAEHUS K MUHUMYMY Kaknx-nnbo Gonel munu ctpa-
OAaHWA, BbI3BAHHbBIX M3MEHEHUSIMU B peXuMe NUTaHus, BOCnaneHnem unv uHdekunen. AHansreTukn cnegyet
NPUMEHATEL COMMacHo nocneonepaunoHHbBIM TpeboBaHmaAM.

6.4.3.3 OBTaHasus

MMocne okoHYaHWUs Nepuoaa UccneaoBaHWUa NPOBOAAT IBTAHA3UIO KUBOTHOIO Nepefo3nupoOBKON aHecTe-
TUKa UNU OPYrMM NMpUEMMNeMbIM TyMaHHbIM MeTogoM (cm. ISO 10993-2 unu nocnegHWe pekomeHgauuu no
3BTAHA3UU HALWOHAMNBLHbBIX/MEXAYHAPOOHbBIX PYKOBOACTB MO 3TMKe Brnarononyyus XUBOTHbIX).

6.4.3.4 TpuroToBneHwe npenapartoB

Mocne (5 + 2) cyT, (25 £ 5) cyT 1 (70 £ 5) cyT NpOBOAAT 3BTaHa3U0 NEepeno3MpPOBKOA aHeCTeTUKa Unu
NpPMMEHeHneM Apyrnx OBLenpuHATLIX BELeCTB AOCTATOMHOTO YMCra KMBOTHLIX ANA NpegocTaBneHust no
MeHbLuen mepe cemu 3yBOB, cogepkalimMx ucneliTyemblii MaTepuarn. OcMaTpMBatoT BOCCTaHOBNEHNS, 3y0bl 1
WX OMOPHbIE TKAHU U PErucTpupyoT NoapobHOCTU Kakux-nubo aHomanuin. YoansawT Kax bl 0bpaboTaHHbIN
3yb BMeCTe C OKpyKarLWUMK ero TBEPALIMUA U MATKUMU TKAHAMKU U (DUKCUPYIOT B NOOXOASLLEM pacTBOpe.

6.4.3.5 CoxpaHeHue 3yBHOW Nynbnbl

6.4.3.5.1 Cocyguctas nepdy3us TKaHel ¢ (hoUKCaTopOM BO Bpemsi YMepLUBMNEeHWsl NpeaocTaBnsaeT ny4-
wyto comkcauynio. Metogdbl nepdy3voHHON 3BTaHa3nMM coxXpaHaT BOMbLIMHCTBO TKaHel, Ho He 3yOHy nynbny.
XumMmuyeckne uKcaTopbl He MPOHWKAKT 40CTaTO4HO ObICTpo (B TedeHue 20 MWH) B HEMOBPEXAEHHbLIA 3y0
Ons 3ajepxku aBTonu3a. MakylwedyHas TpeTb KOpHS JormkHa ObITh yaaneHa nocne oToeneHusa Yentocten ot
ronoesl. lNMpremMnemMeiM 1 3(pPEKTUBHBEIM METOLOM SABNAETCH BbICOKOOBOPOTHLIM HAKOHEYHUK UMM anMasHbIn
unu kapbuaHeii Bop ¢ 0BMNbHLIM BOAOOXNAXKAEHWEM ANA OTPE3AHUA KOPHA B 4—5 MM OT MakyLUK1 npopesa-
HWEM CKBO3b KOCTb WM KOpPEHb WM CKBO3b MaKyLUEYHYH TpeTb Npu yaaneHun 3yboB. TakoW meToq He BIusieT
Ha KOPOHKOBYH Mymnbny W NOKa3aH ANS HEeNnpAMbIX M NPAMbIX MCCNeOoBaHWUN 3aLUTHLIX NMOKPLITUA MYMbMbl.
TwatensHoe NPOMbIBaHKME NMocrne 4OCTYNa K TKaHsM KOPHS 1 Nynbnbl yAanut o0noMKn paspesaHusi, KoTopble
MOryT nomeluats dukcatopy fobpatecs 4o Nynbnbl.

KpacHas Touka, npegcTaBnsoLlLas TKaHb Nynbhbl, AOMKHA BbITh BUOHA B anekce Kax[4oro KOpHeBOro
KaHana 0o NoMeLLeHNsa KBafpaHTOB YentcTu B dmkcaTop.

Mpwn ncnone3oBaHuy 3yHOB YenoBeka, NpegHasHa4YeHHbIX 415 YaaneHusl, MpUMEeHsIeTCa CXOXKUi meTog,.
YnansaT rno MeHblUen Mepe 3—4 MM OT anekca, NpoMbIBalOT U MPOBEPSIOT, BUAHA MW Nynbna, KoTopas [ormk-
Ha BbIMMAAETb KaK KpacHas Touka.
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Ecnu nccnegoeaHuve HaueneHo Ha OUeHKY MaKyLleYHoN YacTu, To nepdy3noHHas aBTaHasna ABnseTcy
NpeanoyYTUTENbHBIM METOAO0M ANA AOCTMXEHWS HaWMydllero coXpaHeHus TKaHen B MakylueyHon obnactu;
TEM HE MeHee TKaHb NynbMbl HeaaekBaTHO 3adMKCUpoBaHa U TpebyeT focTyna Yepes KOCTb U KOpPeHb B LIe-
HOW 0BbnacTn ¢ NPUMEHEHWEM BhILLEONUCAHHON METOLUKNA.

6.4.3.5.2 OctaensaoT Bnokn YyenocTen B XMMudeckoM ukcaTope No MeHblleln Mepe Ha 24 yaca, 4o-
©aBnaloT CBEXWI (bMKcaTOp M OCTaBnAT elle Ha 24—48 YyacoB 0o gemMuHepanusauum (cm. 6.4.3.5.4). Konu-
YecTBO huKcaTopa AOMKHO NPeBOCXoauTb 06beM obpasua B naTh pas. MNocne mkcaumn geMmuHepanuayT
3y6bl B NOAXOASLLEM peareHTe M MCNonb3yT CTaH4apTHbIE METOAb! ANs 3anvBKM napaduHOM.

6.4.3.5.3 lNpu3Haku aBTONMUTUYECKNX N3MEHEHWI BKITHOYAKT LUTONNA3MaTUYECKy BaKyornu3auno 0g0H-
TOBNAacToB, PETUKYNSAPHY aTpodno, CMOPLLEHHbIE 3PUTPOLUTLI U BoNbLUME pacLUMpPeHHbIEe MYCThle KaHankl,
HanoMuHawLlmne numdaTuieckme (MHOrOa Ha3biBaeMble Bapukozamu), U obllee nepemellleHne ofoHTobna-
CTOB B 3yOHble KaHanbLbl. Bakyonu BHyTpKM umtonnasmbl 000HTOONAcTOB, BUOUMbIE NOCPEACTBOM CBETOBON
MUWKPOCKOMNWUW, Tak ONepaTUBHO pasBUBAatOTCH, 4TO caMu no cebe OHW peako paccMaTpuBaloTCH Kak MMetoLme
Kaky-nnbo naTonorMyeckyto 3Ha4MMocCTb gaxe B Haubonee coxpaHeHHbix obpasuax. MNonHoe aBTonUTYE-
CKOe paspylleHKe Nynbnbl 40 CUX MOP ONUCLIBAETCH BO MHOMMX y4eBHMKaX Kak Kraccuyeckas xapakTepucTuka
«PETUKYNSIPHOW aTpoguny, NPUNUCbIBAEMON BO3OENCTBUID CTApEeHWS, NEPUCOOHTUTOR, MHOTOYUCIIEHHbIX BU-
[JOB CTOMAaTOMNOMMYECKMX MaTepranos, onepaTUBHbLIX BMeLLATENbLCTB W Aaxe obLLeln aHecTe3unn.

6.4.3.5.4 [ns gemuHepanu3aumm MOXHO WCMOMb30BaTb MHOMOYWUCMEHHbIE MeTodbl WM BelecTsa, W
caMbIMW pacnpocTpaHeHHbIMKM areHTamun senswTces 10 %-Has MypaBbuHaa KUcnoTa, 3TUNeHAnaMuHTeTpa-
ykcycHasi kucnota (EDTA), asoTHas KicnoTa unum MypasbWHas KKMCnoTa — uuTpart HaTpus. [pyruM nogxons-
LWKM areHToM aBnseTca dukcatop/gekansundukatop Cal-X |, cocToAWMA M3 XNOPUCTOBOAOPOOAHOM KUCMO-
Thl, AByHaTpueson EDTA n dukcaTopa, npegoTepallaloLlero noTepro KNeTouHbIX CTPYKTYP. BHe 3aBucumMocTu
OT MeTofa nepcoHan OomKeH ObiTh OCBEAOMMEH O NPUMEHSAEMOM areHTe Ons ero aeKTUBHOIO UCNonb30-
BaHuA. Hanpumep, ¢ MypaBbWHON KMCIMOTOW (MCNONb3ysA OecATUKpaTHBIN obbem pasmepa obpasua) pactsop
cnegyet MeHATb Kaxable 4—>5 gHei, NnoToMY 4TO BoAa HakannueaeTcs Mo Mepe yTUnmsaunm MypaBbUHOW KNC-
noTbl. Takke pacTBop HeoBXo04MMO MexaHW4Yecky B3banTeiBaTk A5 pa3pbiBa NOBEPXHOCTH KUCNOTHO-BOAHOTO
pasfdena BOKpyr 3yba npu HakonneHuu oAkl B 3ybe. Obpasubl Takke AOMKHbI ObITh MOMELLEHBI B EMKOCTb
AN XpaHeHWusi B NOABELIEHHOM COCTOSIHWMU, MOCKOMBKY KACNOTa He BO3OENCTBYyeT Ha NOBepXHOCTU 3yDOoB Ha
OHe KoHTenHepa.

6.4.3.5.5 Mpwu 3ameHe pacTBOpa KUCMOTLI MeauanbHble U AUCTanbHble MOBEPXHOCTH 3y6OB MOryT GbiTh
obpeszaHbl. YaaneHue nuUHen TKaHn YCKOpsSEeT npouecc AeMyuHepannsauuu. [JleMuHepanuaauns o6bivHO 3a-
BepLuaeTca B TedeHue oT 10 0o 21 AHA B 3aBUCMMOCTK OT pasMepa U MUHeparnbHoW NNoTHoCTKM obpasua. Ana
onpefeneHns KOHEYHOW TOYKW AeMUHepanui3auuM UCMonb3yrT peHTreHorpaduio. Takke 3ybbl HagpesawT
OCTpbIM Nne3sueM. [locTuxeHue Nerkoro ycunusa npu Hagpese o3HaqdaeT Ype3MepHyo AeMuHepanuaaumnio. Tem
He MeHee, 3TO MOXHO NpedoTBPaTUTh NpU exXeQHEeBHOW OUEHKe NerkocTu HagpesaHus.

6.4.3.5.6 [OTOBAT CEpUAHbIE CEKLMKM TONLWKMHOM OT 5 A0 7 MKM CKBO3b KaXyK MOMOCTb MO NPOAOMb-
HoW ocu 3yba. OkpawwuBalrT npenaparbl, Yepenyst reMaToKCUNMH 1 303uH. OKpawmnBalT NMPOMEKYTOYHbIe
npenapatsl (NpunerawLwMe K COOTBETCTBYIOLLEN paHKe Mynbnbl, NPeAnoYTUTENbLHO CNeayLen 3a cekumen
¢ Hanbonee y3KOWM OCTaloLLehCcsa TOMWMHOM AeHTMHA) COOTBETCTBYHOLUMM BakTepuansHelM Kpacutenem (Ha-
npumep, bpayH-bpeHrH, McKay nnu Gram-Weigert) ons OLEHKU KONMYecTBa MUKPOOPTaHU3MOB B HANMUYUKU U
CTErNeHu NpoHULAaemMocTy. Takme MeToabl OKpallMBaHMA UMEKT CBOW HedocTaTku: B BOMbLUMHCTBE Cry4Yyaes
HEBO3MOXHO Nerko MoeHTUULMpoBaTL rpaMoTpuuaTenbHble BakTepmMm 1 HEBO3MOXKHO MONYyYUTb MHOpPMa-
LU0 O KM3HEeCNOoCODOHOCTU MW MOEHTUYHOCTK 3TUX opraHuamoB. Bo Bpems obpaboTku TKkaHeh MoXeT ObiTh
noTepsHo DOJbLIOE KONMYEeCTBO MUKPOOPraHN3MOB, YTO 3aTPYAHSET KONMYECTBEHHYIO OLeHKY. JemuHepanu-
3aUMs 3HAYMTENbLHO COKpalwaeT KOMUYEeCTBO M OKpallMBAEeMOCTb MUKpOOpPraHu3amoB. Hanuuue Haneta wunu
MUWUKPOOPraHM3MOR Ha Nonsx, CTeHaxX U AHEe MOLArOTOBKM MOMOCTU, @ Takke B 3yOHbIX KaHanbLax JOMKHO BbiTh
OTMEUYEHO KaK «4a» U «HeT» B KaxaoM obpasue. MNMpoueHT 06pa3uoB ¢ MUKPOOPraHnamamun gomkeH 6biTb 3a-
huKcupoBaH B oT4HeTe 00 MccrnegoBaHumn.

6.4.3.6 OueHka geHTMHa 1 3yOHOW NynbMbl

OcmaTtpuBatoT cpesbl, He UMes NpeaBapuTeNbHON MHAOPMaLMK, SBASETC v uccrnegyembln obpasey
ONbITHBIM UMW KOHTPOMbHbLIM. [1Ns KaxOon cepun cpe3oB PerucTpupyloT NoNHoe onucaHue Beex rmcTonoru-
YECKMX MPU3HAKOB B AEHTWHE, NyNbne W NPUKOPHEBLIX TKAHAX, BKNKOYas Te, KOTopble Mornu obpasoBarthkes
B pe3ynsraTte NoAroToBKKM nonoctei. M3 cepyy cpe3oB BeIBMPaOT N0 MeHbLUen Mepe MATbL PaBHOOTCTOSALLNX
B MOMOCTM AN Nocrefyloulero aHanuaa socnanexdns. OUeHNBaT OTAENbHO BOCNanuTenbHblid MHUNsTpaT
B MOBEPXHOCTHBLIX TKaHAX (Croi ogoHTobnacToB, HeckneToYyHas 30Ha U 30Ha C BbICOKOWM MITOTHOCTLIO KINETOK)
¥ B OcTanbHOWN YacTtui (bonee rybokvMe TKaHW) Nynbnbl MO WKane, ykasaHHon B Tabnuue 6.

15

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 19/40
CrtpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-7405-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70129
https://gostexpert.ru/gost/gost-7405-2025?utm_source=pdf&utm_medium=70129&utm_term=page

FOCT ISO 7405—2025

Tatnuua 6— OueHoYHas WKana 4ns UenbltaHua NynbnapHoro M AeHTUHHOMO NCMoSib30BaHWs

Bann OnucaHue BocnanuTenbHbIX U3MEHeHWiA
BocnaneHus

0 BocnaneHwe oTcyTCcTBYET: NynbnapHas TKaHb C HOPMAanbHOW CTPYKTYPOR, Npunerawwan K AeHTUHY
B KaHamnbLUEBOM KOHTaKTe C NOMOCTHLIM AHOM

1 Jlerkoe BocnaneHuWe: paccesiHHble BocnanuTerbHble KMETKW B NyNbMapHOW TKaHW C HOpMasbHOM
B APYrUX OTHOLUEHMAX CTPYKTYPOW, NpUneraiwLLe K OeEHTMHY B KAHaMNbLUEBOM KOHTaKTe C NOMOCTHbLIM
[OHOM

2 YMepeHHoe BocnaneHve: BoCnanuTeneHble KNeTku ¢ Hebonblumnmmn okanbHEIMM CKONMEHUAMKU B
nyrenapHo TKaHW, BCe ellle BKIYaLWel CTPYKTYPHO HopMarbHele 0bnacTu, npuneratoLwen kK 4eHTu-
HY B KaHanbLIEBOM KOHTaKTE C NOMOCTHbIM OHOM

3 3HaunTenbHoe BocnaneHne: obWwmnpHoe NPOHWKHOBEHWE BOCNAanuUTeNbHbIX KNETOK C MOTEpen Hop-
MarbHOW CTPYKTYPLI B NyNbNapHoOi TKaHW, Npunerawwein K eHTUHY B KaHanbLEeBOM KOHTaKTe C Mo-
NOCTHBIM AHOM

4 AbcueanpoBaHue Uy pacliMpeHHOe NMPOHUKHOBEHUE BOCMANUTENbHbLIX KIETOK, HE OrpaHWyYnBato-
Leecs TONbKO NyNbMapHOW TKaHbH, NPUNEerakwen K AeHTUHY B KaHanbUeBOM KOHTaKTe C NOMOCTHbLIM
[HOM

[ns kaxaoW OLEeHEeHHON CEeKLUUN PerMcTpUpyT MUHUMAaNbHYH TOMLWKMHY OCTaKLWerocs AeHTMHA, M3Me-
psif Kak nof nNpAMbIMW Yrnamu OT MOMOCTHOMO HAa K NMOBEPXHOCTM COMPUKOCHOBEHWS NyNbMbl-(NMpe)aeHTuHa,
Tak W Mo HanpaeneHWo OEHTUHHLIX kaHanbues. B nocnegHem cnydae, Korga NNocKOCTb CEKUWA HEe COBCEM
coBrnagaeT ¢ NMNOCKOCTbH AEHTUHHLIX KaHanbLEB, Tak YTO KaXAbl KaHanew B MHTepecywlleii obnactu He
NPOCTUPAETCA Ha BCE PACCTOsIHUE OT AHA NOMOCTH 40 NOBEPXHOCTH COMPUKOCHOBEHMWS NyIbMbl-(Npe)AeHTHUHA,
MPOBOASIT M3MEPEHWE BAOMb NMHUM OBLLEr0 HanpaBneHWsl AEHTUHHbIX KaHanbLueB. BuluncnsoT nokasaTens
BOCNAnNWTENbLHOrO OTBETA Ha 0DOMX yyacTkax Ans Kaxaoro MHTepBana BPeMEeHW NMyTeM CYMMWPOBAHWUS OT-
[OenbHbIX OLEHOK, pa3feneHHbiX Ha obLee Yucno HabnwaeHWi.

MpenctaBnaAwT AaHHbIE OTAEMNbLHO ANA NONOCTEN, 3aNoNHEHHbIX ccrneayeMbiM 06pasLom, BKMoYasa ma-
Tepwuarn NoKpbITUS Unu areHT 06paboTkM MONOCTeM, Cnn PeKoMeHO0BaHO U3roTOBUTENEM, C OTpMUaTenbHbIM
U NOMNOXUTENbHBLIM KOHTPONEHbIMKM 0Bpa3suamu. [1na nonocTtei, 3anonHeHHbIX NONOXUTENBHLIM KOHTPOMNbHBIM
00pa3uoM, OaHHble MOryT OblTe UCMOMbL30BaHbl U3 NpeablayLUX UCCNefOBaHWA C MAEHTUYHBIMU YCIOBUS-
MW UCMbITaHWS. [ONONHUTENBHO PErMCTPUPYIOT YACTO MOMOCTEN, coaepXallux BakTepun Ha OHE UMK CTEHKe
nonocTu, AN KaxX[oro BPEMEHHOro MHTepBana ncenegyemoro obpasua 1 KOHTPONbHbIX obpasuoB. MHaeke
BOCNaneHus Ans Kaxaoro nepuoga BPEMEHW COOTBETCTBEHHO NPeAOCTaBNAT AN Kax4oro Matepuana, oc-
HOBbLIBAsICb HA BLILLEYKA3aHHOW LUKane, JOMNONHASA NPeaoCcTaBNeHNeEM ONanasoHa U3MepeHHOW MUHMMAanbHOM
OCTalLWencs ToNWWHLl AeHTUHA ¥ HAbNgaeMbIM KONuYecTBoM 6akTepuansHON NPOHMLAEMOCTI.

6.4.3.7 AHanus BbbXUBaHWUS ogoHToBnacTor (no Buibopy)

[Ong ructoMopOMETPUYECKOrO aHanu3a BbBKMBaAHWA O4OHTOBMAcTOB BbIOMPAKT MO MeHbLUeW mepe
NSATb CeKUMA, PaCcrnoNOXeHHbIX C paBHbIMWU UHTEPBANaMu Ha AHEe MONOCTH M OKpaLUeHHbIX FeMaTOKCUITMHOM U
503MHOM, M OCMaTpMUBaKT UX C YBEMUYEHWEM, NO3BOMSOWUM UAEHTUHMKALKUIO OTAENBHLIX KNETOK U Npeso-
cTaBnsowmMM none o63opa, BKIKYAKOLWEE BCH MOBEPXHOCTE COMPMKOCHOBEHUS Mynbhbl-(NPe)aeHTUHa noj
MonocTblo. Mcnonb3ys OKynsipHyro wkany (MaclwTtabHyo ceTKy), NOACUMTLIBAKT YMCNO MOPMOMNOruyecku
LernbHbIX 0AOHTOBNACcTOB Ha eAVMHULY ANWHbI NPEAeHTUHHON NOBEPXHOCTKU MO BCeWl ANMHE MOBEPXHOCTU COo-
NPUKOCHOBEHUS NYMbMbl-(MPe)aeHTMHA Mo NoNoCTbio.

MNoBepXHOCTb COMPUKOCHOBEHWA ONPeaensioT Kak Takyto, B KOTOPOW AeHTUHHbIe KaHalblbl coobllatT-
CS1 C MONOCTHBLIM AHOM, KaK NOKa3aHo Ha pucyHke 1.

1 — nonocTb; 2 — OeHTUHHbIE KaHanblbl; 3 — NOBEPXHOCTb CONPUKOCHOBEHWS
nynbnbl-(Npe)aeHTUHa Ans nogcyera ogoHTobnacTos
Sy PucyHok 1 — lNoBepxHOCTL CONPUKOCHOBEHWA Myrbnbl-(Mpe)aeHTuHa
3 Ans nogcyera ofoHTobnactor
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MpoBoasaT nogcyeT oOOHTOGMACTOB Ha eouHMUY ANVHbI 06nacTM MOBEPXHOCTU COMPMKOCHOBEHWS
Nynbnbl-(Npe)aeHTHa Mo NONMOCTLI0 A8 KaXKA0M M3 NATH CeKUMIA OT Kaxaoro nccnegyemoro obpasua 1 Bbl-
BOOSAT cpefHee KONWYecTBO KMEeTOK ArNs 3TOW MonocTu. 3ateM onpenensiioT cpeaHue 3HaueHus KonumdecTsa
KNeToK 4NS BCeX UccneayeMblx NonocTei T 1M NonocTeild oTpuLaTensHoro KoHTponbHoro obpasua NC. Tubens
KneTok B % BLIMMCNSAOT No dhopmyne

(NC-T)
NC

CD = 100, (1)

roe CD — rubenb KNeTok B NPOLEHTHOM COOTHOLLEHWUN;
NC — 4u1Cno KNeToK B NMomnocTy oTpULAaTeNbHOMro KOHTPONS;
T — 4WCNO KNETOK B NMOMOCTU C UCMBITYEMBIM MaTepranom.

OueHuBatT rubens ogoHTOBNACTOB MO LWIKane, ykaszaHHoi B Tabnuue 7.

Tabnuua 7 — OueHka rmbenu ogoHTobnacToB

Lkana 'Mbens ogoHTOGNAcCTOB
0 Het
1 <25 % kneTodHou rubenn
2 0T 25 % go 50 % knetodHou rubenu
3 >50 % pgo 75 % kneTo4How rubenu
4 >75 % kneTodHon rubenn

Ona kaxOon OueHEeHHON CEeKUMW PerucTpupyloT MUHUMAanbHYK OCTaloLWYCA TOMWMHY AEHTUHA, Kak
onucaHo Bbiwe. TakMm obpa3oM, NokasaTenb BbKMBAEMOCTM 040HTOONAcTOBR NPeaoCcTaBnanT ANa Kakaoro
MaTepuana, OCHOBbIBAsICb Ha BbllleyKa3aHHOW WKane v 4ononHAsa npegocTasneHneM guanasoHa MMHUManb-
HOW OCTalLWencsa ToNWWHbI AeHTUHAa, M3MEepeHHoW Ans NonocTen B gaHHOW rpynne matepuanos. [NpeacTtas-
NS0T AaHHbIE OTAENbLHO ANS NONOCTEN, 3aMoNHeHHbIX nccnegyemMbiM 06pasLomM, BKNo4Yaa Matepuarn nokpbl-
TWS UNK areHT 0bpaboTkM NonocTen, ecnv peKkoMeHA0BaHO U3rOTOBUTENEM, WU AMS MOMOCTEN, UCNONb3yEMbIX
B Ka4yecTBe NONOXUTENbHOro KOHTPONbHOro obpa3sua. BeipaxaloT gaHHble NonoXuTenbHbIX KOHTPOMNbHbLIX 0bB-
pasLoB B BMAE NPOLEHTa OTpMuaTenbHOro KOHTPONLHOro obpasya, Kak yKkasaHo Bhille A58 OMbITHLIX NOoMo-
cTeil. [ge npuMeHUMo, AaHHble ANs NONOXUTENbHOIO KOHTPONbHOrO obpasua MoryT ObiTb MCNOMbL30BaHbl M3
npenblaywmnx UccrnefoBaHnn ¢ MOAEHTUYHBIMIA YCNOBUSIMUA UCTIBITAHUS.

6.4.4 OueHka pe3ynkLTaToB

6.4.4.1 O6wasa 4yacTb

Mpw oLleHKe pe3ynkTaToB UCMNbITAHWMA HEODXOOUMO YYUTEIBATE BCH MHGOPMALIMKD, MOMYYEHHYO B TEYe-
HWe ucnbiTaHus, ocobeHHO Kakne-NnMbo pa3nuyms B pesynsraTax OnbITHOW M KOHTPOIbLHOW rpymnn.

PernctpupytoT pesynbsraThl OLEHKW B OTYETE 06 MCNbITaHUMK.

6.4.4.2 CtatncTM4ecKkuin aHann3 ocTaloLlencsa ToNWMHbl AeHTUHa

[aHHble no ocTawollenca TonwmHe aeHTHa (RDT) oTmevaoTcs B MUNMMMETPAaX UM AOMKHbI aHanM3u-
poBaTbCs NapaMeTpuyeckn, OCHOBLIBAsICh Ha NMPeanonoXeHuW, YTO AaHHble pacnpegeneHbl paBHOMEPHO U
Bapuaumu paeHbl. RDT He gomKkHa cTaTUCTUYECKM PasnMyaTbCsa B ONbITHBIX M CPaBHUTENbHbLIX/KOHTPOMBHBLIX
rpynnax.

Ecnwu pe3yneTaTthl NpegcraBnedbl B COOTBETCTBUM C OLEHOYHON LLKanown (cM. Tabnuuy 7) no kateropusam,
NoAoBOHbIM TEM, KOTOPbIE NMEPEYNCTIEHBI BbilLE B pa3ferne rmcTONoOrM4eckne xapakTepucTuKK, TO CredyeT Uc-
Nnonb30BaThk HENapameTpUHeckuii MeToq.

6.4.5 OTy4yeT 06 UCMbITAHUM

MpencTaBnaoT pesynbratel B oT4eTe 00 MCNbITaHWK, KOTOPLIA BKIKYaeT NOMHOe OTpaXeHWe Bcex Npo-
BEAEHHbIX MpoLeayp, MoNy4YeHHbIX pe3ynbTaToB M NobbiX APYrMX OaHHbiX, HEeOBXogMMbIX ONSA OLEHKN pe-
3ynbTaToB. BrMouawT getanu npuroTOBNEHWUs U METOLOB NPUMEHEHUSA UCMLITYEMOro Marepuana BMecTe C
HOMEpOM NapTuM martepuana.
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6.5 WcnbiTaHWe NnynbnapHOW NPoOKNagKu

6.5.1 Uenb

VcnbiTaHne npegHasHa4veHo Ona OUeHKW GMOCOBMECTMMOCTW MaTepwuarnoB MynbhapHON NPOKNagku c
3y0OHOWM nmynbnon. B oueHKy AOMmKHbI OblTb BKKOYEHbI METOLOMNOrMYeckne npoueaypbl, Heobxognmble Ans
npegnonaraemMoro KNnMHWYeCcKoro MCNonbL30BaHua Marepuana.

M pumevyaHmne — C HEKOTOPbIMU MO,D,MCbMKaLIMHMM 3TO UCMbITaHWE MOXET ObITb MCMONb30BAHO ANA UCMbITaHWA
NynbnoTOMUNA.

VMcnblTaHme nynbnapHOro U AeHTUMHHOMO WCMOMb30BaHWUS U UCMbITAHWE NYNbNapHOW NPoOKNagku MoryT
BbITb NpOBEAEHbI OAHOBPEMEHHO Ha OOHUX U TEX XKE XUBOTHbLIX C MUCMNOMb30BaHWEM pa3sHbix 3yH0B.

6.5.2 XXvBOTHbIE U TyMaHHOe obBpaleHne ¢ XXUMBOTHbLIMH

CobntogatoT TpebosaHus no obpalleHUo C XXUBOTHLIMW B COOTBETCTBUM € 6.4.2.

Mcnonb3yloT Kak MUHUMYM OBYX MMeKonuTalowmMx OAHOro BUAA, He ABMNAKLWMXCA rpbi3yHaMu, Kak onu-
caHo B 6.4.2.

6.5.3 lMpouenypa ncnbiTaHuA

6.5.3.1 lNoaroToBKa *XMBOTHbIX

BeIBupatoT 4OCTATOMHOE YMCIO KUBOTHLIX AN NpefocTaBneHus no Mexslen mepe 10 3yboB, cogepxa-
LWKMX UCNBITYEMbIA MaTepuan, Ha KaXKabl Nepruos BpeMeHMu.

AHecTe3npyloT XMBOTHbIX 1 MPOBOAAT Npoueaypy, onucaHHy B 6.5.3.2.

6.5.3.2 ObpaboTka 3yboB

6.5.3.2.1 YganawT HaneTt u kakne-nubo MHOpOAHLIE BellecTBa C NOBepxHOCTel 3yboB. [Ana naonayum
MCMonb3yeMbix 3yBOB NPUMEHAKT PE3MHOBYHO Npoknaaky. OuunliarT NoBepXxHoCTh 3yba 1 onepaunoHHoe none
W BbicylWKMBaT. [1e3nHuLUMpyT TaMMNOHOM ¢ HaHeceHHoW 3 %-Hon (06bemHasn gons) nepekncebio Bogopoaa,
3aTeM — Ae3vH(EeKTaHTOM, COCTOALMM M3 NMOBUAOH-A0AA Unv XxnoprekcuauHa. MNMogrotaenveakT Tpebyemoe
uncro ByKKanbHbIX UMK NabuansHbIX NONocTel knacca V, UCnonb3ysi ocTpele Bopbl Npy afeKkBaTHOM BOOO-
BO3AYLIHOM pacnbineHuun. MNpenapaTbl AOMKHbI BbITh OKaMMMNeHbl 3Manbio, HO BHEAPATLCH B Me3uarbHbie U
OucTanbHble MOBEPXHOCTY 3yba 1 B 04HY BHYTPEHHIOK TpeTb AeHTuHa. B ueHTpe nonoctu akkypaTHO genawT
nynenapHoe oTBepcTue guametTpom npumMmepHo ot 0,5 go 1,0 mm nog pacnbifieHMeM cTepunbHoro uapacTeo-
pa [0,9 %-HbiM (MaccoBas gongd)] 6e3 norpyxeHua 6opa B MynbnapHyk TKaHb. JuaMeTp OTBEPCTUS OOMKEH
COOTBETCTBOBATL OECATLIM JONSM MUNnumMeTpa. [lnaMmeTp oTBepCTUsl MOXET DObiTb paccunTaH ¢ UCMONb30Ba-
HWeM U3BECTHOro guameTpa bopa. TwarenbHO NPOMbIBAOT MECTO OTBEPCTUS CTEPUINbHBIM (hU3PaCcCTBOPOM 40
OOCTMXEeHWs reMocTasa. BeiCcylwnBaoT CTepunbHbIMU BaTHLIMUW LUAPWKAMMU.

I punMmevYyaHUe — I'Ipw BblpaXeHHOM TMHTMBAlnbHOM BOCNaneHW y XMBOTHLIX MOXET BbITe HEOBXOAUMBIM npo-
BECTK yaalneHne 3y6HOF0 KaMHA M OTCIOEHWIA 3a HECKOMbBKO ,D,Heﬁ 40 nNoAarotToBKM NONOCTKM, BO3MOXHO MOBTOPHO, MOKa
T’MHrMBanbHOe BoCnaneHne He 6y,EI,ET nog KoHTponem.

6.5.3.2.2 lNpu NpuroToBNeHUN UccrnenyeMblx MaTepuanos crnegyoT MHCTPYKUMAM uarotoButens. Ecnu
WM3roTOBUTENb PEKOMEHOYET APYrie NPOMBIBAIOLME pacTBOPLI UMM peareHTbl ONs NpekpalleHus KpoBoTede-
HUA Nnbo ocobyko NpeaBapUTEnbHYH 00paboTKy NyNbNApPHOW paHbl, TO CMEeAYHT MHCTPYKUUSM U3roTOBUTENS.

6.5.3.2.3 Cnegyet ncnonb3oBaTh Cly4YalHblid 0oTHOp AN onpefeneHns, Kakue nonocTy nony4ar uccne-
OyeMbld HANOMNHAKLLWKA MaTepuan U Matepuansl OTPULATENBHOFO U NMONOXUTENBHOTO KOHTPOnsA A0 NOAroTOB-
Ku nonoctu. Mo 0BbEKTUBHON BO3MOXHOCTU, COMETAKT KOHTPOMbHbLIE W UCCredyeMble 3yObl aHAaTOMUYECKHU,
T. 8. NPaBbll BEPXHEYENCTHOW NPEMONSP W NEeBLIA BEPXHEYENDCTHON NPEMONAP, NPaBkLIi HUXHWIA NpemMonsap
1 Mpaebli BEPXHWIA Npemonsp 1 T. 4. [yTem cnydaiiHon BbIBopkM oguH 3y6 cTaHoBUTCS MccneayemMbiM obpas-
LIOM, @ KOHTpanaTepanbHble U NPOTUBOMONOXHbBIE 3yObl CTAHOBSTCA KOHTPOMSMM.

B 3aBMCMMOCTM OT BMAa KMBOTHOIO U €ro AOCTYNHOCTK BbIOOp 3yO0B MOXET ObiTb UBMEHEH.

6.5.3.2.4 Ha kaxabll neprod BpeMeHu 3anonHaT no Medblen mepe 10 nonocten UCMbITyeMbIM Ma-
Tepyvanom KU NATb NONOCTEN NOAXOAALLIMM 3TanoHHbLIM MaTtepuanom nyTem MpoM3BONbHOMO pacnpeneneHus.
CmeLurBatoT NpoKNafoyHble Y KOHTPOMbHbIE MaTepuansl Ha nnacTuHe (nogknaake), naberas MMKPOBHOWN KOH-
TaMmuHauuu. HaHocsaT matepuwanbl Ha MynbnapHyl paHy 6e3 gaenenus. BocctaHaBnmealoT nonocte Nubo
KOMMO3WLMOHHLIM Matepuanom, MoanLMpPOBaHHBIM MOMUKUCIOTON, NMMBO CTEKNOMOHOMEPHBLIM LEMEHTOM,
MOANMULMPOBAHHLIM CMONaMu. 3a 3TUM JOJKHO CNefoBaTh BOCCTAHOBNEHWE aare3MBHO CBA3AaHHbLIM KOMMO-
3ULMOHHBIM MaTepuanom.

6.5.3.2.5 BbibpaHHble BUAbI XUBOTHbLIX OOMKHLI ObiTh Hanbonee HU3KMMKM B BUOMOTrMYEcKon Lenu 13
Tpebyembix ANg YOOBMNETBOPEHUSA HAyYHbIX Lienel npyu HauMeHblleM yuiepbe 300pOBLI0 KUBOTHLIX. BeiGop
BMJA XWBOTHOTO AoMmKeH BbiTb 06OCHOBAH U OTpa)eH OoKyMeHTankeHo. [pu ncnonb3oBaHuM 0be3bsaH, cobak
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nnn MUHNATPHBIX CBUHEN H906XO,E|MMO MCNOMb30BaTh N0 MeHbLUEN Mepe O0OHO XMBOTHOE€ Ha Kaxgbln ne-
puoag BpeMeHn. I'ipm NCMNOIb30BaHMN XOPbKOB H806XO,CI,I/1MO MCNonb30BaTk HE MEHee YeTbipex XMBOTHbIX Ha
Kamablv nepuon spemMeHn, Tak Kak npuMeHMMbl TONbKO KIbIKWA.

MpumevaHune 1 — LlemeHT Ha OCHOBe cHNUKaTa KanbLWsl, TAKOW Kak MUHepansHbli Tpuokeua arperat (MTA)
UNA TMOPOOKNCh KarnbUWs, CBEXKENPUIOTOBINEHHBIA Ha cTepuneHomM 0,9 %-Hom (Maccosad [ons) yM3nonornyeckomM pac-
TBOpE A0 KOHCUCTEHLMW 3aMasku, ABNATCA NOAXOOALLMM 3TanoHHbIM KOHTPOMEM.

MpumevyaHue 2 — [Ina npegoTepalleHWs BbIMbIBAHUS LleMEHTa Ha OCHOBE CUMMKaTa KanbLuuWs nocrne ero no-
MELLLEHUA HAHOCAT MOAUMMLIMPOBAHHBIA KOMNO3WTOM cTekno-moHomepHbld (RMGI) matepuan Ha uemeHT 1 0,5—1,0 mm
OKpy:KatoLLero AeHTuHa. BoccTaHaBnMBaloT 40 OKOHYATENBbHOMO KOHTYPA, UCMOMb3Ys KMCNOTHBIA TPaBUIbHBIA (MnNn camo-
NpPOTPaBMMBAIOLLMIACA) CBA3YIOLMIA OEHTUHHEIA areHT BMecTe C KOMMO3VUMOHHBIM MaTepuanom.

n punMedyaHune 3 — Hukakne MaTepuanbl NONOXNTENBHOIO UM OTPUUATENBbHOIO KOHTPONA HE HY>XHbl B Aonon-
HEHWE K BbIlLUEO3HAYEHHOMY 3TANOHHOMY KOHTPOIMI, TakK Kak CTaH,D,apTHbIﬁ Martepuan ABnAeTCA B1ONOrMYEecKn akTUBHLIM.

MpumevaHune 4 — lNpn NpMMeHeHUN NpenapaTta rMAPOOKUCHU KanbUWa HAaHOCAT TOHKWUIA cnoi nnbo nonukap-
HokcmnaTHoro uemeHTa, nmbo obbl4HOro (CamMooTBEepHAaloLWErocs) CTEKNOMOHOMEPHOIO LIEMEHTa NOBEPX npenapara -
OPOOKWCK KanbLus, ¢ NocneayoLmMmM BOCCTAHOBMEHWEM C MPUMEHEHWEM KMCMOTHOMO TPaBUMBHOTO (MW CaMoNpoTpaBnu-
BaAIOLLErocs) CBA3YIOWEro AeHTWHHOMO areHTa BMECTE C KOMMNO3ULIMOHHBIM MaTepuanom.

6.5.3.2.6 HabnwgatoT 3a XKMBOTHLIMK U 0OpaLLaOTCs C HUMMK, Kak onucaHo B 6.4.3.2.6.

6.5.3.3 lNpurotoRneHue npenapaTtos

6.5.3.3.1 Mocne (25 + 5) cyt n (70 = 5) cyT NpoBOOAT 3BTAHA3UK NEepefo3UMpPOBKOM aHeCcTeTuKa unu
NpUMEeHeHNneM OpYrux OBLLENPUHSATLIX BELEeCTB AOCTATOMHOrO YMcna XMBOTHLIX OMS MpegocTaBneHusa no
MeHbLLen mepe 10 3yboB, cogep:alux uccrnegyemoln matepuan. OcmaTpuBalT pecTaBpMpoBaHHbIe 3y6bl U
OKpyXarwLe nx TKaHu, nogpobHo perncTpupytoT niobble aHoManun. YoansaiT KaxObii pecTaBpupoBaHHbINA
3y6 BMECTe C OKpYKalLWuMn ero TRepAbiMA U MATKUMUW TKaHAMW eQUHbIM BrOKOM M 3akpennswT B NOAXOAS-
LeM hUKCUPYIOLLEM areHTe.

MpumedaHune — Cocyguctas nepysus TKaHEN ¢ (OUKCUPYIOLLMM areHTOM BO BpeMs 9BTaHa3uu 00 WX yaoane-
HUsi oBecnevnBaeT Nyulyo UKcaLuio.

6.5.3.3.2 Mocne cumkcaunn genatoT peHTreHorpaMmy Kaxaoro Bnoka TKaHu Ana onpefeneHust Kakux-
nnbo peHTreHorpaduyecknx M3aMeHeHWn. [O0TOBAT ceKLMM AN 0CMOTpa, Kak ykasaHo B 6.4.3.5.

6.5.3.4 OueHka nynbnbl 3yba

OcmatpuBatoT CekUuMK, ONUCLIBAIOT MMCTONOMMYEcKMe NPU3HAaKKU, OLEeHMBAIOT BoCNanuTenbHbli MHWNb-
TPpaT 1 BEIMUCTST UHOEKC BOCNAanNUTENBHOIO OTBETa COrMacHo NpoTOKoNy, onnucaHHomy B 6.4.3.6. Tak kak no-
BEPXHOCTHad nMynenapHas TKkaHb ByaeT paspylleHa B pe3ynsraTe co3gaHusa NynsnapHOro OTBEPCTUS, FOTOBAT
OTAENBHYIO OLEHKY BOCNanuTensHOro MHGUALTpaTa, UCNonb3ys WwKany, NpMBegeHHyo B Tabnuue 8.

Tabnuuya 8 — OueHodHasa WKana aAns UcnbiTaHusA nynbnapHoOro npMMmeHeHuA

Bann sBocnaneHuns OnucaHne BocnanuTensHbIX U3MEHEHWIA
0 HeT BocnaneHus
1 Ilerkoe BocnaneHwe: paccesHHbIe BOCNANUTENBHBIE KINETKW B MYMNbLNApPHOR TKaHW, NpyuneraipLwen

K MynbnapHOMy OTBEPCTHIO

2 YMepeHHoe BocnaneHue: BocnanuTensHble KNeTKM ¢ HeGonbLUMMI OKansHLIMU CKONMEHUAMU B
NynNbnapHOM TKaHW, NpUIerawLLen K nynenapHoMy OTBEPCTMIO

3 3HaunTensHoe BocnaneHye: o6LWNPHOE NPOHUKHOBEHWE BOCMANMTENBHBLIX KNETOK B MyNbNapHyo
TKaHb, MPUNEraLLyto K NynbnapHOMy OTBEPCTUIO

4 A6CLI,B,£II/IpOBaHVIe nnn paclwmpeHHoOe NpoHMKHOBEHWE BOCNANMTENbHbIX KNETOK, HE OrpaHn4ymMBa-
louleecq TonbKo nynbnapHoﬁ TKaHbIO, I'IprIHEFaIOLLl,E.‘I;'I K NynbnapHoOMy OTBEPCTUIO

HononHutensHo H906X0,E|,MMO npegoctaBUTb NONHOE OonuncaHue CTeneHu, pacnpenerneHna N Xapakrte-
pa Kakoi-nubo oeHTUHHOWM nepembivKkun, oﬁpaw,an ocoboe BHMUMaHME Ha Hanuuiue TOHHEenNbHbIX ,EI,EC'bEKTOB n
KNMETOYHLIX BKITHYEHWIA, KAKOBLIE MOTYT NpendaTCTBOBATbL Sq)CbEKTl/IBHOCTVI nepemMmbidkn B Ka4vecTBe 6apbepa.
OueHnBalT CTENEHL oﬁpaaoBaHmn nepemMbliHKM OTBEPCTUA TPETUYHBIM OEHTUHOM MO LWKane: OTCYTCTBYHOLWaAa,
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yacTuyHas unu nonHas. PekomeHgaunn No MHTEpnpeTaunn rmcToNorn4ecknx NpuaHakoB obpasoBaHus OeH-
TUHHOWN NEPeMbIYKA NPUBEAEHLI B MPUMEHaHUN HUXKE.

CTeneHb W pacnpeneneHne Kakon-nmbo OeHTMHHOW NepeMblYki O0MKHbI ObiTb PacCMOTPEHbl MCX0aA
M3 TOro, MOKPLIBAET N NEpPEMbIYKA NOMHOCTLH YY4acTOK MyNbnapHOro OTBEpCTUs, ee rMmyBOuHbI UNK TOMLWMHBI,
a TakkKe OT ee pacnpefeneHusi OTHOCUTENbLHO yYacTKka OTBepPCTUA. HenonHasi nepeMblyka He NpefocTaBnseT
3ahhEKTMBHOM 3aLLMTblI OTKPLITOW MyNbnbl. XOTA agekeatHas rmybuHa nepembivkn Tpebyetcs ona addek-
TUBHOW MyNbNapHOW 3alUWThl, HEKOHTPONMWUPYEMbIA BOCCTAHOBUTEMBHLIA AeHTWHOreHe3 Ana obpa3oBaHus
nepemMbIYKA MOXET BbI3BaTb OKKITHO3UH NYNbLMOBOW KAMephbl U MOABEPrHYTh PUCKY KU3HECNOCOBHOCTL MyNbMbI.
LLnpoko pacnpocTpaHeHHbI BOCCTaHOBUTENbHBLIA AEHTUHOTEHEe3 3a MeCTHbIMMK NpeagenamMmu AeHTUHHOR nepe-
MbIYKN 1N ee KaHanbLeBOoro cooblleHna ¢ maTtepuanom MOXKEeT npegnofiarate KNeToYHbI OTBET Ha TpaBMy
(HanpumMep, XMpyprudecky TpaeMy), BEIXOAALLMA 32 rpaHUUbl NPsSIMOro OTBeTa Ha MaTtepuan. PerynapHocTb
CTPYKTYpbI KaHamnbLeB B JEHTUHHOW NepeMblYKe MOXET CBUOETENLCTBOBATL O CTEMNEHW OUCMNA3uu BO BpeMS
ee (hOPMUPOBAHUA C OTCYTCTBMEM WIN HaNWYMEM HECKOMbKWX KaHanbUEB, Npegnonarawlmx ganbHenwee
dopMUpOBaHMe AUCNNACTUYECKOW TKaHW. Hannyme ToHHenNbHbIX AeEKTOB M KNETOYHbIX BKIIOYEHUA B OEH-
TUHHOW NEpPeMbIYKE TaKXe YKa3biBaeT Ha OPMUPOBAHNE ANCNNACTUHYECKON TKAHW U MOXET NOBMUATL Ha NpPo-
HWLAEMOCTb W CTEMEHb 3aKyNOpUBaHUSA, NpeaocTaBnsieMble NepeMblYKON.

6.5.4 OueHka pe3ynbTaToB

OueHuBatoT pesynbTaThl, kKak ykaszaHo B 6.4.4, Bkno4as Ux ctatucTmyecknin aHanna. Korga pesynsraThbl
npeacTaeneHsbl No OLEHOYHOW LWKane (HenapameTpUYecKUe OaHHble), TaKue Kak Te, KOTopble NepedyncreHsl
Bblllle B pa3fene rmcTonorMyeckne XxapakTepucTuku, cnegyeT UCNonb30BaTh HENapaMeTpUYecKkuii cTaTUCT M-
YeCcKnI aHanma.

6.5.5 OTyeT 06 NCNLITAHUMU

MpencTaBnaT pe3ynsTaThl B 0T4YeTe 06 MCMbITAHUK, KAk yKazaHo B 6.4.5.

6.6 McnbiTaHWe 3HOO[OHTUYECKOTO MPUMEHEeHUA

6.6.1 Ueneb

WcnbiTaHne npenHasHavyeHo AN OLEHKM GMOCOBMECTMMOCTU 3HOOAOHTUYECKMX MaTepuanoB ¢ OcTaB-
LWMMUWCS TKaHAMW anuKkanbHOW Nynbnbl (KyNbTW) M NepuanukanbHbIMU TKaHaMW. B oueHKy AomKHbBI ObITh BKMHO-
YeHbl Npouedypel, HeobxoauMMble ANA NpegnonaraeMoro KNMHWYecKoro NpUMMEeHeHnsa Matepuana.

WcnbiTaHne npy 9HAOOOHTUHECKOM MPUMEHEHUW AOIMKHO MPOBOAMTCA ANA BMOaKTUBHbBIX 3HAOQOHTUYE-
CKUX MaTepuanos, Hanpumep MaTepuanos, 3asBNeHHbIX Kak CTUMynupyLwme thopMUpoBaHue BepxylledHbIX
TBEpAbIX TKaHeW, NpedHasHaqYeHHbIX 4Na opTorpagHoro UM peTporpagHoro NpUuMeHeHus.

6.6.2 XXmBOTHbIEe U rTymaHHOe obpaleHne ¢ XKUBOTHbIMU

Bnaronony4uve }XMBOTHbLIX AOMKHO COOTBETCTBOBATL NONOXEHUsM 6.4.2.

Mcnonb3yloT kak MUHUMYM 4YeTbipex MMeKonuTalwuxX OAHOro BWAA, He ABMSILWMUXCHA Ipbi3yHaMu,
Kak onucaHo B 6.4.2, Takoro Bo3pacTta, 4YTo Mx 3yOHOW psid COOepKWUT HEeMoBpeXAeHHble MOCToAHHbIE 3yOkl
C 33KPbITbIMK (3penbiMy) BepxyLLKamu; UCNoNb30BaHWe Pe3LOB, KMbIKOB M NMPEeMONApoB NPeanoHTUTENbHO.
HonycTumo ncnonb3osBaHne NpeMonsapoB ¢ Hann4Mem OByX KOpHeNn.

6.6.3 lNpouenypa nccriegosaHuaA

6.6.3.1 lNoaroToBKa KUBOTHbIX

BribupatoT gocTtatoqHOEe YMCNO XKUBOTHLIX AN NpegocTasneHns no MmeHelwen mepe 10 3yboe, cogepxa-
LWKX uccrnenyemblii maTepuan, Ha Kaxablii Nepuoa BpeMeHu.

Y cobak HekoTOpbIX MOPOA MOpPdXONOrMa BepxyLleYHOW YacTu KOPHEBOTO KaHana MOXET 3aTpyaHWTb
NoAroTOBKY KOPHS.

AHecTe3npyoT }MBOTHbIX 1 NPOBOAAT npoueaypy, onucaHHy B 6.6.3.2.

6.6.3.2 O6paboTtka 3yboBs

6.6.3.2.1 [enaloT peHTreHorpaMmbl, NOKasbiBaKwLLME NPUKOPHEBYD 0BnacTs BCcex NnomBupyeMbix 3y-
BboB. OunlawT 1 U30NUpYHOT 3ybbl, Kak onnucaHo B 6.5.3.2.1.

MpurmMeyaHwe — lNpu BelpaXeHHOM TMHMMBaNbHOM BOCNAMNEHUM Y KMBOTHbLIX CMEAYeT NPOBECTH yaaneHue oT-
NOXEHWIA U HAMNETA 38 HECKOIBKO AHEM [0 NMOArOTOBKM MOMOCTH, BO3MOXHO NOBTOPHO, MOKa MMHIMBANbLHOE BOCMANEHWE HE
ByneT nog KOHTponem.

MoarotasnusatoT Tpebyemoe Yncno 3ybos ans pasmelleHus nnomb kopHesoro kaHana. Mpocsepnuea-
K0T COOTBETCTBYIOLLEE OTBEPCTME B NYNbMNOBOM KaMepe, UCMoMbaysl 0CTPbie 60pbl NPU CTEPUIbHLIX YCIOBUSX.
QuuLLAT OTKPLITYH Nynbny dusronorndeckuM pacteopoM [0,9 %-HbiM (MaccoBas Aons)] v BbiCYLLIMBaT
CTepUIbHLIMW BaTHBIMK LiApuKaMn. MICNonb3ayoT HOBbIM CTEPUNbHBIN MYMNLNO3KCTPAKTOP MNK 3a3yBpeHHbIN
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30HA ANA KOPHEBOro kaHana Ans otpe3anus nynenbl (1,0 £ 0,5) MM OT BEpXyLUEYHOrO OTBEPCTWA, UCMOMb3Y-
0T pPEHTreHorpaMmbl B KadecTBe PYyKOBOACTBa MpW MCMNONb30BaHWW WHCTPYMeHToB. [MOBTOPHO NpoMbIBaOT
KOPHERBOI KaHan pacTBOpPOM rMMOXNopuTa HaTpua [pekoMeHOyemble KOHUeHTpauuu konebntotesa ot 1,0 % go
5,25 % (maccoBas gons)], 3atem crepunbHbiM 0,9 %-HbiM (MaccoBas gons) hu3nonorM4ecknm pacTBOpPOM.

YBenWunBaT KOPHEBOW KaHan, ucnons3ys Bce bonee ANWHHLIE CTEPUINbHEIE MYNBMO3KCTPAKTOPLI, Ka-
nubpoeaHHbIe No ANUHE [0 YPOBHS, HA KOTOPOM Dbina oTpe3aHa nynena, Noka ero AnvHa He crtana npuemMne-
Mol ons nnombupoBanus. MNMpunaratoT ocobble yeunus Ans UCKIMYeHU OeHTUHHbBIX OCKOIKOB U3 KOPHEBOTO
KaHana, koTopble MOryT 3abnoknpoBaTh BEpPXYLLKY 3yHa U NpenaTcTBOBaTL KOHTAKTY 3HAOOOHTUYECKOro Ma-
Tepuana c BepxyLle4yHon TkaHbk. 10 3aBepLlUeHnU NPUMEHEHWUS MHCTPYMEHTOB NPOoMbIBaOT KOPHEBOW KaHan
pacTBOPOM FMMNOXMNOPUTa HaTpPUs [pekoMeHayeMble KoHUueHTpauuu konebmwoTes ot 1,0 % go 5,25 % (macco-
Baa gong)], 3atem crepunsHbiM 0,9 %-HbiM (MaccoBas gons) U3nonormyeckM pacTBOPOM, W BhICYLLMBAKOT
CTEPWIMbHbLIMW BaTHLIMK WapUKamMu U BOMbLIMMUW NPUTYNNEHHLIMW CTEPUNbHLIMKU BYMaXHbIMU WTUDTaMK, HE
3aTparMBasi BepxyLle4Hbld NynbnapHbIi OCTaTokK.

6.6.3.2.2 lNpw NpuUrotToBreHWW UccrnedyemelXx Marepranos cnegyroT UHCTPYKUUAM U3roToBuTensd. Ecnu
M3roTOBUTENbL PEKOMEHAYET NPOoLEeaypbl NOArOTOBKKW 3yD0OB, OTAMYAOLMEecs OT ONMUCaHHbIX Bbille, TO CregyoT
WMHCTPYKUWAM U3roTOBUTENS.

6.6.3.2.3 CrnegyeT ucnonb3oBaTh cny4aiHeid 0TOOp AN onpefeneHus, Kakme nonocTy nony4ar uccne-
OYEMbIAN HANOMHAKLLKWA MaTepuan n MaTtepuansl OTPULATENbHOIO W NONOXUTENbHOIO KOHTPOMA 40 NOAroTOB-
K nonocTtu. Mo 06bLEKTUBHOW BO3MOXHOCTW, COMETANTE KOHTPOMBHLIE U MccneayemMble 3yObl aHAaTOMUYECKH,
T. €. MpaBbll BEPXHEYENOCTHOM NPEMONAP 1 NEBLIA BEPXHEYENOCTHON NPeMonsp, Npaebiid HWXKHUIA NpemMonsap
¥ MpaBblil BEPXHUIA NpemMonsap U T. 4. [yTem cny4yarnHon BeiBopku 0guH 3y6 cTaHOBUTCA MccnenyembiM obpas-
LOM, a KOHTpanaTepanbHble U NPOTUBOMNOMNOXHbIE 3yDbl CTAHOBATCS KOHTPOMNSIMM.

B 3aBnCcUMMOCTM OT BUAA KMBOTHOIO M €ro OOCTYNHOCTU BbIGOp 3y60B MOXeT BbiTh M3MEHEH.

6.6.3.2.4 Ha kaxablid nepvog BpeMeHU 3anorHaT no meHblwen Mmepe 10 3y6oB mMchbITyeMbiM MaTe-
puanom U no MeHblleil Mepe MATb NOoOXOASALMM 3TanoHHBIM MaTepuanom. CMelnBawT aHA0O0HTUYECKNE
M 3TanoHHbIE MaTepuansl Ha NNacTuHe (Mogknagke), u3berass MUKPOOHOW KOHTaMUHaUWMW. 3anonHsAT Kop-
HEeBOW KaHan UCNbITYEMbIM WU 3TanoHHLIM MaTtepuariom, UCNonb3ysa ryrranepdy y MecTa paspbiBa nynbnbl.
3afensiBakoT NOMoOCTb AOCTYNa YCUMEHHBLIM LMHK-OKCUO-3BreHonoebIM (ZOE) ueMeHTOM, NOKpLITEIM Nubo no-
nukapboKCUNaTHbIM UEeMEHTOM, Nubo 0BblYHLIM (CaMOOTBEPKOAILMMCS) CTEKIIOMOHOMEPHBLIM LEMEHTOM,
nMbo KOMMNO3WLMOHHBIM MaTEepUanoM G COXpaHeHHOW NpoTpaBneHHOCTb0. [lenatT peHTreHorpaMmebl, noka-
3bIBAKOLLME MPUKOPHERYID 0BNAcTb BCEX 3aMOMHEHHLIX 3y0O0B.

6.6.3.2.5 lpwn BbIGope o06e3bsH, cobak NN MUHUATIOPHBIX CBUHEN HeoBX0OMMO MCNOoMb30BaTh HE Me-
Hee OBYX XMBOTHbIX Ha Kaxabll nepuog BpemeHu. [pn Boibope XxOpbKOB HEOBXOAMMO WCMOMNbL30BaATL HE Me-
Hee YeTbipex XUBOTHbIX Ha KaX4blA Nepuod BPEMEHHW, TaK Kak NPUMEHUMBbI TOSTbKO KIbIKK.

6.6.3.2.6 lpn MCnonNb30BaHUM KOMMO3NULIMOHHOMO MaTepuana Heobxoaumo npeaBapuTenbHO HaHEeCcTW
Ha ZOE ToHkuiA cnoi nubo obbivHOro (camooTBepKaakLWerocs) CTEKMOMOHOMEPHOTO LieMeHTa, nubo nonu-
kapbokcunatHoro ueMmeHTa. lNMomeleHne KOMNO3ULMOHHOIO Matepuana B NPAMOM KOHTakKTe ¢ uemeHToMm ZOE
MOKET NMPUBECTW K NOOABMNEHWIO NONMMepU3aLnm KOMNo3MUuMOHHOIo Marepuana.

MpumeyaHune— Uement ZOE, oToensHO Unu ¢ gpyrumu gobaBkamu, TaKUMK Kak repmeTuk [poccmaHa, sens-
eTcA NoAXOAALUMM 3TaNOHHLIM MaTepuanom.

6.6.3.2.7 HabnwogatoT 3a KMBOTHLIMK U 0OpallatTcs ¢ HUMK, Kak onucaHo B 6.4.3.2.6.

6.6.3.3 lNpurotoBneHne npenaparos

6.6.3.3.1 MNocne (28 + 3) cyT 1 (90 £ 5) cyT NpOBOASIT SBTAHA3MIO NEePeno3MpPOBKOI aHecTeTHKa Unn npu-
MeHeHueM ApYrnx obLEeNnpUHATEIX BeLLeCTB AOCTATOYHOMO KONMMYEeCTBa XWBOTHLIX AMNSA NpefoCcTaBneHus no
meHbleln mepe 10 3yboB, copepxalwmnx nccnegyemolini matepman. OcmaTpvBaloT BOCCTAHOBMEHHbIE 3y0bl 1
MX ONOPHbIE TKAHW N PErMCTPUPYIOT NoOPOBHOCTH KakMx-nMbo aHomManuin. YoansioT kaxablii obpaboTaHHbIR
3y6 BMECTe C OKpYXaKLWMUMKN ero TRepAbIMUA U MATKUMMW TKAHSAMW eQUHbIM BroKOM U 3aKpennsawT B NOAX0AS-
LeM hUKCUPYIOLLLEM areHTe.

MpumedaHue— Cocyauctas nepdysnst TKAHEN C (PUKCUPYIOLLMM areHTOM BO BpeMs 9BTaHa3uKM 40 UX yaane-
HUA NPEOCTABNAET Ny4Llyo IMKCALMIO.

6.6.3.3.2 lNocne dukcaunm 0enarT peHTreHorpaMmy Kaxaoro 6rnoka TkaHu Ans onpefeneHust Kakux-
nnbo peHTreHorpadUYecknx M3amMeHeHWn. FOTOBAT CeKLMK 4119 0OCMOTPa, Kak ykasaHo B 6.4.3.5, napannenbHo
ONMMHHOA ocuK 3yfa CKBO3b KOPHEBOWM KaHas W ero OTBeTBMEHMs, MOKa3biBasi MOBEPXHOCTb KOHTaKTa MaTepua-
na/nynsnapHON TKaHW W NpUnerawLLed NPUKOPHEBON TKaHW.
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6.6.3.4 OueHka TKkaHen

OcmMaTpuBaloT CeKL MK CNenbiM METOAOM, HE YOOCTOBEPSICh, SIBMASTCA MU Uccedyemblid obpasew onbIT-
HBIM WM KOHTPOMBHBLIM. [na KaX 4ol cepun Cexkuuii perucTpupyoT NoiHoOe onucaHue BCex MCTonormyeckux
NMPW3HaKOB B Nynbne, NMPUKOPHEBLIX TKAHSX, AeHTUHE W LeMeHTe B BepXyLuedyHoln YyacTu 3yba. [na kaxgoro
nccnegyemoro o6pasua oUeHUBaT U3MEHEHWA TKaHW NO LWKare, npuBedeHHon B Tabnuue 9. MNMpumepsl ru-
CTONOTMYECKUX NPU3HAKOB ANA PACCMOTPEHUSA NpUBeAeHbl HUXKe.

Tatnuua 9— OueHoYHas WKana gns UenbltTaHms npy 3HOO0OOHTUYECKOM NPpUMEeHEeHWN

LWkana HabniogeHne
0 HeT BocnaneHus
1 INerkoe BocnaneHue: B Wccnedyemblx obpasuax 00Hapy»KMBAKTCA paccesiHHble BOCManuTenbHble

KIETKW C npeobnagaHrMeM XPOHUYECKNX, a8 CTPYKTYPHBIE XapakTepuUCTHMKA OCTATOMHON MynbMbl BCE eLe
noaoaaTca UaeHTUUKaLMUK

2 YMepeHHoe BocnaneHue: uccrnegyemMsie 06pasybl NoKasbiBaloT (oKarnbHbLIE CKOMEHWs BOCMAnMTenb-
HbIX KIETOK, HO Be3 HEKPO3a TKaHel, M HEKOTOPOe HapyLUeHWe CTPYKTYPHBIX XapakTepucTUK OCTaTOMHOM
Nynbrbl U NPUKOPHEBLIX TKAHEeN

3 3HaunTenbHoe BocnanexHue: OﬁLIJVIpHOE 3amelleHne ocTaTo4HoOU nynbnbl UNA NPUKOPHEBLIX TKaHew
BOCnannTenbHbIM KINETOYHbIM HHCbMJ'IpraTOM

4 ObpasoeaHue abcuecca

Mpumepbl TMCTONOINMHYECKUX NMPU3HAKOB ANA PerucTpaunn BKIIOYaoT:

a) oueHKy Ansa onpegeneHuns, SBNAETCA MW HanolHeHWe KOPHEBOTO KaHana KOPOTKUM, BPOBEHb WK
3KCTPYOUPOBAHHBIM: COOTHOCAT 3TO HabnogeHWe ¢ HanW4MeM BOcManeHud, pesopbuMei KOpHA U KOCTHOW
peakuuen;

b) akcTpyanpoBaHme ynnoTHMTENns (LeMeHTa) KOpPHEeBOro kaHana: onpefenstoT, 3KCTPYAWMPOBaH v
YNAOTHUTENb CKBO3b BEPXYLLKY B OKpY»Katolee NepuogoHTanbHoe NpoCTPaHCTBO M KOCTHBIE TKaHKW. XOoTs Hau-
Bonee BepOATHO, 4TO 3TO NPOM3ONAET Yepe3 28 OHeN, U3 3TON OLEHKN HE CNedyeT UCKNoYaTk ONToBPeMeH-
HbIA nepuoa;

C) Hanuyne HeKPOTUYECKOW BEPXYLUEYHOW TKaHu;

d) KayecTBO apjanTauuMu maTepuana, 3anofHSAKLWEero KOPHEBOW KaHarn, OLeHVBaeMoe KaK Xopollee,
cpegHee Wv NNoxoe: Xxopollas agantaumsa o3Hadaert, YTo NNomMBupyLWMiA MaTeprarn XopoLwo aganTupyeTcs
K CTEHKaM KOpPHS He TONbKO HA OOHOW, HO M Ha cepusax cekumi, 6e3 Buanmeix nyctoT. CpedHoo OLEeHKY CTaBaT,
Korga HekoTopble cekumn 0BbHapyXMBaT NyCcTOTkl MK obnacTu, rae NnoMoMpylWnin Martepran nnoxo agan-
TUpyeTcs K KopHHo. lNnoxas agantauus oTMedaeTcs, Korga nnoMovpyowmnii Matepmuan He npuneraeT NMOTHO K
CTEHKaM KOPHS UMW KorAa HabmoAaaTCcsa MHOFOYNCIIEHHbIE NMYCTOThI;

€) panbHellee yTOYHEHWE BOCManeHus, oYepYyeHHoro Bhilwe (1M oueHeHHoro no wkane ot 0 go 4) no
TUMY NPUCYTCTBYIOLLMX BOCNANUTENBHbLIX KNETOK: PErMCTPUPYOT npeobnagatolumii TUN KNeTKW U YYUTbIBALOT,
4YTO BOCMANMUTENbHbIE KNETKW (NMENKOLUTbLI) NOABMSAIOTCA paHblUe, B TO BPEMS KaK OAHOAOEPHbIE KNETKW (NUM-
choUMTbI, MOHOUMWTbLI, Makpodari U MHOTOSIAEPHbIE TMIAHTCKME KNEeTKW) NosABRAsTeA noxe. Knaccuduunpyot
BOCMANUTENbHYO peakuuto Kak ocTpyto (O), xpoHudeckyto (X) unu cmetuaHHnyto (C);

f) pe3opbumnto KOPHSA (HanuW4ne unm oTCYTCTBUE);

g) peakumio BEPXYLLUEYHON KOCTWU, OLEHMBAEMYIO Kak HOpMansHasa unu BocnaneHHas (oueHWBarT Boc-
naneHwe) v onpegeneHne, NpUCYTCTBYET N rpaHynemMa 1 NokasblBaeT N KOCTb NPU3Hakn pe3opbunu;

h) oueHky BocnanuTenbHoro oTeeTa no wkane ot 0 go 3, kak onucaHo B Tabnuue 9.

6.6.4 OueHka pe3ynbTaToB

OueHuBaloT pesynbTaThl, Kak ykazaHo B 6.4.4, BKNoYasa ux ctaTMcTudeckuin aHanus. Ecnu pesynerathl
coollwaKTea nyTemM oueHKU (HenapameTpuyeckue OaHHble) KaTeropui, Takmx Kak npuBeOeHHble Bbille Kak
rMCTOMNOrM4YecKkne CBOMCTBA, HY»KHO MCMOMb30BaTk HENapaMmeTpUYeCKUin CTaTUCTUHECKUI TeCT.

6.6.5 OTyeT 06 UcnbITaHUK

MpenctaBnAwT pesynbTaTthl B oT4eTe 06 UCMBITaHUKM B COOTBETCTBUM C 6.4.5.
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MpunoxeHune B
(cnpaBo4Hoe)

McnbiTaHue Ha WUTOTOKCUMYHOCTb AeHTUHHOTO Gapbepa

B.1 Uenb

B HacTosLleM NPUNOXKEHUW NPUBELEH METOA UCMbITAHWS HAa LIMTOTOKCUYHOCTL AEHTMHHOMO Bapbepa, KOoTophblii cre-
AyeT MCNonbL30BaTh OTAENBHO MMM B COYETAHUU C APYIMMUW UCCMEeO0BaHUAMKN LMTOTOKCUYHOCTM, MMMYHOMEHHOCTM, MyTa-
FEHHOCTW UMM TEHOTOKCUYHOCTM.

31 mMeToabl NpedHasHadYeHbl 4ns OEMOHCTPaLMA M3MEHEHWS KOHLUEHTpauuu nubo noeHTUOULMPOBaAHHBIX KOM-
NOHEHTOB CTOMATONOrMYECKUX Matepuanos, NMBo 3KCTPaKTOB NONMMEpPU30BaHHbLIX MW 3aTBEPAEBLUNX MaTepuanos, Uc-
Nonb3yemMblX B MX OKOHYaTensHOW hopMe Mpu pacnonoXeHu Ha OAHON CTOpPOHE AEHTMHA W BO3MOXHON Auddy3un Ha
NMPOTUBOMONOXKHYIO CTOPOHY. [aHHbIA MeTOA SBMNSETCH MOLENbH MyrbnoBOR Kamepbl fn vitro Ans U3yyYeHns npoLeccos
cuneTpaumm M auchyanm Matepranos U3 NOAroTOBNEHHOW 3yOHOW NONOCTK B Nynbny.

Ons uamepenus auddysnn BelecTs Yepes AeHTUHHBIA Gapbep MOKHO MCMONL30BaTh NOMMMEPU30OBAHHLIE UMK
3aTBepAeBLUMe MaTepuansl NMBO UX KOMMNOHEHTBI, NPUMeHseMbIE Ha NpakTUKe. [Na naMepeHUs KoHUEeHTpauuin anddyH-
OVPYIOLMX BELLECTB BO3MOXHO WCNONb30BaTh PagvMon30TONHO-MEYEHbIE PACTBOPbI, NGB0 KOHKPETHBIA PacTBOP MOXKHO
M3MEPWUTE METO4AMW KONOPUMETPUK, CNEKTPOMOTOMETPUM, XpoMaTtorpadui Unu ApyrumMin METOLAMM.

B.2 MNpubopsbl u maTepuans.i

B.2.1 Knetku

MOoXHO MCMOMNb30BaTk U3BECTHYH KMETOYHYIO NUHWIO, KOTOpas Nerko AoCTynHa, Hanpumep 13 AMepUKaHCKON Kon-
nekumm TUnoBbix Kynetyp (ATCC). B kadecTBe BapuaHTa MOryT OblTb MCMONb30BaHbl KNOHaMbHbIE KNeTkW, TpaHchuum-
poBaHHble Bonbwum T-aHTureHoMm SV40, HanpyMep BbiBedeHHble M3 3yOHOro cocodka TeneHka. Mx nogoep:kuBarT B
nuTaTenbHoM cpene B yBnaxHeHHon atMocdepe npu temneparype (37 + 2) °C u 5 % CO,. Takke MOXHO NPUMEHATL ApY-
rMe W3BECTHbIE KINETOYHbIE NMHUKM CO CBOWCTBAMM, NOAOOHEIMKM oQoHTOBNacTam, unu ApYruMin CBOMCTBAMM, MMEHLWUMM
OTHOLUEHWeE K hnanonoriy TKaHen nynbmbl.

B.2.2 KyneTypanbHasa cpega

Cpepa, ykasaHHas Ans BelbpaHHOW KNETOYHON NUHWUKW, Kak NpuBedeHO B AMEePUKaHCKOW KONMeKLMn TUMOBbLIX KyMb-
Typ (ATCC), unu aKe1BaneHT.

Mpumevanune — [na pekomeHgaumin cm. https://www.lgcstandards-atcc.org/?geocountry=ch. lMutatensHas
cpega Ons KneTok, TpaHcuuMpoBaHHbix bonbwmnm T-aHtureHom SV40, coctont m3 MEMa ¢ gobaenenvem 20 %-Hoi
Tensadben ceiBopoTky (FBS), 150 ME nenuumnnuna, 150 mkr/mn ctpentomuumHa, 0,125 mkr/mn amdpotepuumHa b u 0,1 mr/mn
reHeTMLMHA.

B.2.3 PeareHTbl

B.2.3.1 3-(4,5-gumetuntunason-2-un)-2,5-audenunterpasonuin Gpommug (MTT).

B.2.3.2 AHTUOMOTUKW/DYHIMUKWABI, MEHUUUINIWMH, CTpenTOMULNH, aMmdoTepuunH B 1 reHeTUUMH TOMbKO ANS Kro-
HanbHbIX KMEToK, TpaHchuumMpoBaHHeIx SV40.

B.2.4 O6opynoBaHue

B.2.4.1 Bknagsiluv AnNs nnaHlweTa Ans KynsTypsl knetok, Hanpumep Millicell!)

B.2.4.2 6-nyHoYHbIE U 24-NYHOYHBIE KyNbTYpasbHble NiaHLWeTbl.

B.2.4.3 lMonuamuaHble ceTku AuameTpoM 8 MM, Hanpumep Sefar?), wupuHa sueitkn 150 MKM.

B.2.4.4 [eyxkamepHoe nepdy3rMoHHOE YCTPOMUCTBO.

[anee npvBegeHbl onMcaHusa ABYX NpUEMIEMbIX Nepdy3MOHHBIX KaMep, MOASNMPYOLLUX NMYNbLNOBYH KaMmepy in vitro.

MepBoe OByxkamepHoe nepdyamoHHoe yeTpoiicTo Minucells3) (cM. prcyHok B.1) cocTouT U3 nepdy3MoHHOR Ka-
Mepbl, M3roTOBNEHHON 13 nonukapboHaTa ¢ ocHoBaHveM 40 x 40 mm un BbicoTorM 35 Mm. lNynenoBas 4acTb YCTPOWACTBA
coegMHEHa C OOHOW CTOPOHLI C EMKOCTLIO C 3anNacoM KynbsTyparnbHOW cpefbl M C OPYroil CTOPOHbI C NEPUCTanbTUYECKUM
HacoCOM M cocydoM Ansa oTpaboTaHHoW cpeabl.

BHyTpu ucnbiTatensHoro obopyaoBaHUA OBe Kamepbl pasfeneHbl CPe3oM AEHTUHA, 3aKpensieHHbIM B CTanbHOM
wratuee (cM. pucyHok B.2).

1) Millicell sBnseTcs TOpProBeIM HAaUMeHOBaHWeM w3genus, noctaenaemoro Millipore, Bunpuke, CLIA. 3Ta wHdop-
Mauusa npveegeHa Ansa ynobcTea nonb3oeaTeneil HacToAWero cTaHaapTa W He SBMNAeTCA peknamoi yka3aHHOro Msgenus
co cTopoHbl ISO.

2) Sefar AENsieTCA TOProBLIM HaWMEHORaHWEM M3Aenusi, noctaensemoro Sefar, BaccepBypr-Ha-WHHe, Mepmanus.
3T1a nHdhopmaums npuBeaeHa ans yaobcTea nonb3oBaTeneil HAcTOALEro CTaHAapTa U He SBNAETCA PEKNaMoi ykazaHHo-
ro M3genus co cTopoHsl 1SO.

3) Minucells sengetcs TOProBbIM HavMeHoBaHWeM u3genus, nocrtaenaemoro Minucells & Minutissue GmbH, Bag-
Abbax, NepmaHua. 3Ta MHOpMaUUsa npuBeaeHa Ans yoobcTea nonb3oBaTenel HacToslWero cTaHaapTa M He sBnseTca
peKknamoi ykazaHHoro uagenusi co ctopoHsl ISO.
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1 — nopaya KynesTypansHoW cpedel; 2 — HarpesaTens; 3 — nepdysvoHHas kamepa;
4 — Hacoc; 5 — cnuBHowW cocyd

PucyHok B.1 — WcneiTatensHoe obopyaoBaHne anga UcnbliTaHWs 4eHTUHHOIO
bapbepa Ha LMTOTOKCUYHOCTb

9 10

N\ / 1

7 7 ; /7
1 — UCcnbITYEMBIA MaTepuan; 2 — ceTka ¢ knetkamu; 3 — cpes 1 — BepxHsAA 4acTb; 2 — PE3VHOBOE YNNOTHUTENLHOE KOMbLO;
neHTuHa; 4 — crankHoe Konbuo; 5 — ctaneHas Bctaska 3 — cpefHana YacTb, 4 — 3NacTOMepPHbIN NUCT; 5 — BXOA-BbIXOM,;

. 6 — nokpoBHOE cTekno; 7 — HW3; 8 — KynbTypansHas cpena;
PucyHok B.2 — LUTaTie 13 HepxaBetoLLei Gl 9 — VcrbITyeMbIit MaTepuan; 10— cpes AeHTUHA, YaepK1BaeMblii
ONA 3aKpenneHna cpeida AeHTWHA N KNETOYHOW PE3NHOBBLIMK YNNOTHUTESNBHBIMK KOMbLAMMN

KynbeTYpbl B MCNbITaTeNbHOM 0BopygoBaHnM
PucyHok B.3 — lMNMepdyanonHan kamepa ADA

BTopoe AByxkamepHoe yCTPOWCTEO, nepdyanoHHas kamepa AmepukaHckoin Accoumaummn Ctomatonoros (ADA)Y
(cM. pucyHok B.3), COCTOMT M3 MONYNpPO3paqHbIX CTEH, U3TOTOBMEHHbIX NBo 13 Delrin2), nubo ua Lexan?), oba HeTokcuy-
Hble. BNyCKHOM 1 BLINYCKHOW KNanaHbl BeIMOMHEHE! N3 HETOKCUYHOW HepxXaeetlowel cTany ¢ nopTom Ang urmel. ManeHs-
KWe YNNOTHWTENbHbIE KOMbLA W3roTOBMEHbl U3 KPAaCcHOro CUIMMKOHa (BHewWHWA guametp 15,9 MM, BHYTpeHHWA anametp
12,42 mm). BHYTpeHHUIA B6-MUNNUMETPOBLIN AMaMeTp MEHbLUETNO YNNOTHUTENBHOMO KonbLa co3aaeT obnacTe NOBEPXHOCT-
HOW audbdbysmm B 28 Mm2. OBbem kamepbl coctaenseT 0,5 MM xuaKocTH. TOT 06beM MOXHO YMEHLLUWTL, 3arofHNB

1) MepdyamonHaa kamepa ADA ABMAeTCA TOProBEIM HauMeHoBaHMEM W3denus, noctaensemoro Biomedical
Engineering, MeanuuHckuin Konnemxk Dxopaxum, Oracta, Dxopoxuna 30912, CLUA, #NT-8214A. 3Tta vHdopmauus npu-
BeAeHa Ans yanobcTea Nonb3oBaTenei HACTOALLIEro cTaHaapTa 1 He ABNAETCHA PeknamMoi yKasaHHOro M3genvs Co CTOPOHbI
ISO.

2) Delrin sBNAETCA TOPrOBbLIM HaUMEHOBAHWEM W3OEnMsa M3 Knacca MaTepuanos nonvaueTans, NoCTaBMsemMoro
DuPont. 3ta nHdopmaums npveedeHa ana yaobcTeBa nons3oBaTenen HAcTOALLEro CTaHaapTa U He ABNAETCA peknamMon
YKasaHHOro nagenus co ctopoHsbl 1ISO.

3) Lexan sBnseTcA TOproBbIM HAUMEHOBAHUEM W3AEnWs M3 Knacca matepuanos nonukapBoHaT, NocTaBNAeMoro
General Electric Plastics. 3Ta uHcdbopmauusa npueeneHa aAns yoobcTea nonb3oBaTenen HacTosALLEro cTaHaapTa 1 He ABna-
eTca peknamMoi yKasaHHOro uaaenusa co ctopoHsl 1ISO.
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Kamepy CHU3Y HETOKCUYHBIM MOMUBUHUIICUIIOKCAHOBLIM CMEMOoYHLIM MaTepuanom (Hanpumep, Reprosill)) Takum o6pasom,
yTobbl 06beM kamepbl cocTaBnan meHee 100 mkn.

B.2.4.5 MNMnaHweT-puagep, 96-nyHOUHbIE NNaHWeTLl, ANuMHa BonHbl 540 HM, uny noboin aHanorMyHblA oTOMETP C
TpebyeMbIMK NapameTpamu.

B.2.4.6 Cpesbl geHTMHA U3 AeHTVMHA YenoBeKa UM poraToro cKoTa.

MpumevyaHune — MNpu NPpUMEHEHUN AEHTUHA HEYEMOBEYECKOrO NPOUCXOXKOAEHUS ONPefensitoT NPOHULEEMOCTE
Cpes30B 40 MCNOMb30BaHUS ANs NOATBEPXAEHWS, YTO OH CXOX C AeHTUHOM YenoBeKka Ha CONocTaBMMOM YPOBHE Nynbnap-
HO-AEHTUHHOTO COMPUKOCHOBEHWUS. [Ns aTUX Lenei NpUuMeHRAIT KanunmnapHylo cuctemy [HanpuMep, Flowdecz)].

B.3 Mpoueaypa ucnbiTaHuA

B.3.1 MpuroToBneHue KNETOYHOW KyNbTYpbl

B.3.1.1 TpexmepHble KNETOUYHbIE KYNbTYphI

TpexmMmepHble KNeToYHble KyNbTYpbl PpeKOMeHOyeTCcsa MCMNoMNb30BaTk BMecTe ¢ nepdiy3nmoHHoW kamepon Minucells.
WHKkyBupytoT nonnamuaHsie ceTku B 0,1 Monb/n yKeycHOM KUCnoTel B TedeHue 30 MUH, MpOMbIBAOT TPU pasa AeMUHepanu-
30BaHHOM BOOOW, BbICYLUMBAKT HA BO3Ayxe, NokpbieaoT hubpoHekTrHoM (0,03 mMr/mMn) 1 BbICYLUMBAIOT Ha BO3AYXe B CTe-
punbHbBIX yerouax. MNomeluaroT BKNagbll KNeTOMHOW KYNbTYPbI B KAXOYI0 NYHKY 6-NYHOMHOW NnaHweTsl BMecTe ¢ 1,25 mn
KynbTypanbHoii cpeabl. [ToMELLaloT CeTKM Ha BKNaabIWm 1 3acesatoT 20 MK KNeTo4Hor cycneHann npn 4 x 108 knetox/mn.
Mocne 48 4 nHkyBauun npu Temneparype (37 + 2) °C 1 nog 5 % CO, npn oTHocMTENbHOW Bna)HocTK (90 + 10) % nepe-
HOCAT CETKU B 24-nyHOYHbIE MNaHweTbl U MHKyBupytoT (14 = 2) cyt. MeHs10T KynksTypanbHyto cpegy Tpu pasa B Hedernto u
B KOHLIe NEpPBOI HeOenu NEPEHOCAT CETKA B HOBYHK 24-NyHOUHYIO NITaHLeTy.

B.3.1.2 MoHocnoWHble KynsTyphbl

MoHoCNoiHbBIE KNeToYHbIE KYNbTYPbl PEKOMEHOYETCsl MCMNOoNb30BaTk BMecTe ¢ nepdy3noHHoi kamepoi ADA. MNpu-
MEHRAIT MeTodbl, onucaHHble B ISO 10993-5, ncnonbaya M3BECTHYIO NMMHUIO KNETOK, ABNAKOLWYIOCA 0OLWenoCTYNHOW, Ha-
npumep U3 AMepUKaHCKON Konnekuun TunoBelx kynetyp (ATCC).

B.3.2 MNpurotoBneHue cpe3oB AeHTUHA

B.3.2.1 [JeHTWH 4Yenoseka

BbiGupaloT HEKapUO3HbIE CBEXENU3BMNEYEHHBIE MOMSIPHbIE 3yDbl, YAansaT MHOPOAHLIE YacTULbl U NPUCOEANHEHHBIE
MSrKME TKaHW PyYHbIMW UHCTPYMeHTamMn U norpyxatoT B 70 %-HbI aTaHON No MeHbluel Mepe Ha 15 MUH. TOTOBAT cpesbl
OEHTUHA NyTEM CEeKLMOHWpOBaHWA 3y60B nog npAMbIM YINOM K UX ANMHHBIM OCAM YEPE3 CaMyHo LUMPOKYIO YacTb WX rorno-
BOK, MO OKKIO3MOHHOW 3Manbio U HaJ OKKMH3NOHHBIMW Npegenamu nynsnoBbiX KaMmep.

B.3.2.2 [1eHTWH »MBOTHOro NpoucxoxaeHus (bbiuuni)

BeibupatoT uensie 3ybbl, ez BUOUMBIX NMPM3HAKOB CTUPAEMOCTH, U3 YUCHA YETBIPEX CPEOHUX HUXKHWX Pe3LoB yDoui-
HbIX KWBOTHBIX BO3pacToM OT 3 Ao 7 net. YoanawT 3ybbl, O4MLLAKT OT MHOPOOHLIX YaCTUL, U NPUCOEAUHEHHBLIX MATKUX
TKAHEW PYYHBIMWU MHCTPYMEHTaMu 1 xpaHAaT B 0,5 %-HoM xropamMuHe Unu Opyrvx CXOXUX areHTax 4O MCMONb30BaHWSA.
CeKUMOoHWpYT 3yObl BOOME UX ONUHHLIX OCER Kak MOXHO Bnivike K Mynbnoeoi kamepe. [na ncnbiTaHWa MCnons3yoT cpe-
3bl OKOMNOLLEEYHON YacTun 3yba.

B.3.2.3 ObpaboTka cpe3oB AeHTUHA

[poTpaBnuBaloT NnpegnonaraeMelid «nynenapHbli» dparmeHT cpesa aeHTuHa 50 %-HoW NMMMOHHOM KMCNOTOW B Te-
YeHue 30 c, TwaTeneHO NPOMbLIBAIOT U CTepunuayloT Nubo aeToknasMpoBaHueM (121 °C; 9,6 mMa; 25 muH) B 0,9 %-Hom
pacTBope HaTpua xnopuaa, nubo norpyxeHuem B 70 %-Hblid 3TaHon Ha 15 MWH, 3aTem TwaTtenbHbIM NPOMbIBAHUEM OEMU-
HepanwuaoBaHHoW BoAoN. [leHTUHHBIE Ccpesbl MOryT xpaHuTecsa B 0,9 %-HoM pacTBOpe HaTpua XNopuaa npu TeMneparype
(4 £ 2) °C po Tpex Hegens. Cneayet y6eanTLCa B CTEPUNBLHOCTM AEHTUHHbLIX CPE30B C NMOMOLLLID MUKPOBUOMOrMyecKoro
noceea mccnegyemoro 06pasua u3 Kaxkgon napTun.

TonwuHa cpesa OeHTMHA MOXET pas3nuMyaTtsCcsa B 3aBUCMMOCTU OT rMyDOUHBI KIMMHWYECKOW NOMOCTKU, KOTOPYH UCMbITa-
HWe OOMKHO cmogenupoBate. Cpes geHTvHa TonwwmHor (500 = 50) MKM npeacTaBnAeT KONMYECTBO AEHTWHA, ocTaloweecs
noa KMUHWYECKOW NOoNocTbi cpedHen rmyduHsl. MoryT ObiTe nony4eHsl Bonee TOHKWE cpe3bl ANd AeTanbHOro aHanusa
rnyBoKkux KNUHWUYECKUX NONOCTEN.

Cpesbl geHTUHa MoryT XpaHuTtbea B 0,9 %-Hom pacTBope xopvaa HaTpus A0 UCNOMNbL30BaHUA.

B.3.2.4 C6opka nepdysuu (npoBegeHune nepdysnn)

B.3.2.4.1 Yctpoiicteo Minucells

[MoMeLlaloT ceTky ¢ KNeTkaMu B OMbITHLIA Npubop 1 BCTABNAKT CPe3 ASHTUHA, 3aKPEnneHHbIW B LITATUBE U3 He-
pXKaBeoLEN cTanu.

Mpumeyanue— NogxooAawmii LUTATUB NoKasaH Ha pyvcyHke B.2.

1) Reprosil ABNseTCA TOProBLIM HAMMEHOBAHMEM W3AENUSA U3 KNacca MaTepuanos ruapooBHbIR HETOKCUYHLIN Mo-
NUBUHUMCUITOKCAHOBLIA CNEnoYyHbIi MaTepuan, noctaensemoro Dentsply International, Mopk, MeHcunbeanus, CLUA. 3Ta
vHchopmaums npueegeHa ona yaoobcTea nonb3oBaTenel HACTOAWEro CTaH4apTa U He ABMAETCS peknamMoi ykasaHHoro
n3genus co cTopoHbl ISO.

2} Flowdec sisnaeTcs TOpProBbIM HaMMeHoBaHWeM u3genus, noctaenaemoro DeMarco Engineering, XKenera, LWsen-
uapus. 3Ta nHcdopmMauua npueBedeHa ons yoobcTea nonb3oBaTenell HAacTOALEro cTaHaapTa U He ABMNSETCA peknamMon
yKazaHHOro u3genus co CTopoHsl [SO.
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OnpbickuBaloT (3anonHaoT) kKamepsl 0,3 MN cpegbl ANs KONMWYECTBEHHOro onpefdeneHusa (nutatenbHas cpefa C
6 r/n 6ydpepa HEPES) kaxnbiii yac B TedeHue 24 4. OctaHaBnnBaoT nepdy3unio U NOMELLAT UCMbITYEMEIN MaTepyan B
BEPXHEE OTAENeHUe B NPAMOM KOHTAKTE C «MOMNOCTHOW» CTOPOHOW cpe3a AeHTuHa.

Mocne npueMnemoro nepuoga BpeMeHu (Hanpumep, 24 4 unu 3 cyT) yaangawT CeTKy ¢ KrneTkaMmu U3 nynsnoBon
4yacTu KaMmepbl U NoMeLarT B 48-nyHo4Hble NnaHweTsl, cogepxawme 0,5 mn npegBapuTensHo Harpetoro pacteopa MTT
(0,5 mn B NuUTaTencHoi cpeae), MHKybupytoT 2 4 npu TemnepaTtype (37 £ 2) °C ¢ dpochaTHo-BydhepHbIM hUaMoNornyecknm
pacTBOPOM. JKCTparvpytoT ocagok cuHero popmasana, ucnonbays 0,25 mn gumeTuncynedokena, BCTpAXMBas nnaHLwe-
Thbl NpK KOMHaTHoW Temnepatype 30 MuH. MNepeHocaT 200 MKN aToro pacTeopa B 96-MyHOYHYIO NNaHLLeTy WU onpedensioT
abcopbumnio cnekTpoOTOMETPUHECKUM METOAOM Ha AnwvHe BonHbl 540 HM. BeipaxaloT pesynbrartbhl Kak NMpOLEeHT KOH-
TPOnbHLIX 06Pa3LoB MNK Kak (POTOMETPUYECKME NOKA3aHUS.

WMcnone3ytoT ot 5 go 10 nyHOK ANd KaXQ4oro matepuana M KOHTponbHoro obpasua B 04HOM MCMLITAHWA U MPOBOAAT
KapKgoe MerbiTaHWe Mo MeHbLUel Mepe ABaxabl.

B.3.2.4.2 Cbopka nepdy3anoHHon Kamepbl ADA

YcTaHaBnNMBakT cpes3 AeHTUHA B YCTPOWCTBE Nepdy3noHHON KaMepbl. HANOMHAT HUXKHEE OTAENEHWE NOAXOAALLEN
KynbeTypanbHOW Cpedoi (N Opyro aKCTparupyrolen XXMOKoCTbo) M COeanHAINT ero ¢ cocyaamu nogadv u cnvea, ecnm
Heobxoanmo. 3aTeM BHOCHAT uccnegyemeiMun matepuanamu. [ocne onpegeneHHoro BpeMeHu Bo34eNcTBUS yaansioT Kyrb-
TypanbHY0 Cpegy W WCnomnb3ylT ee AnA UCNbITaHnA Ha LMTOTOKCUYHOCTb Ha 0BbIMHbIX MOHOCMOMHBIX KYNbTypax KNeTok,
Harnpumep, ucnoneays cuHTes JHK, MuToxoHOpanbHy akTUBHOCTL (aHanu3 MTT) unm cTUMynaumnio yHKUWA, TakUX Kak
perynauus reHoB, B Ka4ecTBe BUONOrn4ecknx KOHEYHbIX TOYEK.

B.4 KoHTponbHble o6pazubl

McnonbayrT NonoXUTENbHbIR U OTpMUATENbHLIM KOHTPONbHbIE 00pasubl ANA KaXOoro WCMbITYEMOro BellecTBa.
MonoXWUTENLHLIA KOHTPOMBHEIN 0Bpa3el, AoMKEH COKpaTUTL XKU3HeCNocoBHOCTL KneTok npumepHo Ha 50 % nocne Boa-
OelCTBUA B 24 4; oTpuuaTensHbIN KOHTPONbHEIN 0Bpasel He OMKeH MMEeTb HUKaKoro BO3OeWCTBMSA Ha XU3HecnocobHOCTL
kneTok. MpUMepbl MaTepranoB nonoxuTensHoro koHTpona') npueeaeHs! B Tabnuue B.1.

MpumeyvyaHune— B KayecTBe OTPMLATENBHOMO KOHTPOMbHOro obpasua npremnem ruapodobHbIi HETOKCUYHLIN
MONVUBUHUMCUMOKCAHOBLIN CNEnoYHbIN MaTepuan. B kayecTBe NonoxMTENbHOMO KOHTponksHoro 06pasua MoXHO UCNoNb30-
BaTb Martepuarnsl ¢ cocTaBamu, NepeyrcrneHHbIMY B Tabnuue B.1, unuv akBMBaneHTHbIE.

Tabnuya B.1— lNpumep mateprana nonoXuWTensHOro KOHTpPons

MaTtepuan? Macca obpasua, Mr Macca obpasua, % KoHeuvHana macca, %

Mopowok

CTeKmnaHHbIA NOPOLLOK 829,000 82,90 66,30
MNonuakpunosan kucnota 146,000 14,60 11,70
Xnopua andeHnnruoaoHus 25,000 2,50 2,00
Bcero 1 000,00 100,00 80,00
HKnokocTb

KamdopoxuHoH 0,625 0,25 0,05
3Tun-4-gumetnnamMmmHobeHsoar 0,625 0,25 0,05
HEMA 187,500 75,00 15,00
OucTunnupoBaHHas Boada 61,250 24,50 4,90
Bcero 250,000 100,00 20,00

@ CM. cebinky [32].

1) Cneaytolme coipbeBble MaTepuansl ABNAITCA NPUMEPaMK NPUrOAHBIX KOMMEPYECKM AOCTYMHLIX NPOAYKToB. 3Ta
uHcopmaLs npyeeneHa Anst yaobcTea nonb3oBaTeneil HACTOSALWEro cTaHgapTa v He ABMAETCA PEKNaMON YKazaHHOTo 13-
nenuna co ctopoHsl [ISO. CTeknsaHHbIM NOPOLUOK ¢ pasmepom yacTuubl (30 £ 10) mkm: Schott, Homep ana sakasa GM35429.
Monuakpunosaa kvcnota: Sigma-Aldrich, Homep ans 3akasa 323667. Xnopua gudeHunuogonusa: Sigma, Homep Ans 3a-
kaza D209082. KamdhopoxunHoH: Sigma, Homep ana 3akasa 124893, 3tun-4-gumetnnammHobenaoar: Merck, Homep ans
3aka3sa 841086. HEMA (2-rugpokcuaTtun-metakpunar): Merck, Homep aona zakasa 800588.
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CMelunBaoT KOMMOHEHTbl MOPOLUKA W XWOKOCTW OTAENbHO W 3aTeM HeMedneHHo cMeluuBaloT oba kommno-
HeHTa B nponopuun 1000 mr nopowka u 250 mr xugkoctn. OTBepXaadT cTaHgapTHelM cnocobom B TedeHue 40 ¢ npu
700—800 mMBT/cm2.

B.5 OueHka pe3ynsTaToB

He y4MTbIBAKOT OMBIT, ECNK MEXAY OTpULIATENbHbLIM U MONOKUTENBHLIM KOHTPOMbHLIMW 06pa3sLammn HET CTaTUCTUYE-
CKW 3HAYUMOW pasHULbI.

B pononHeHve k onucaHHoW oueHke criegyeT obpatutees k 1ISO 10993-5 aons panebHedwen nHopmaumn. OueHka
AaHHBIX, MONYy4YeHHbIX OT ycTpoicTBa Minucells, ocHOBaHa Ha CTaTUCTUYMECKOM CpaBHEeHWK (HenapaMeTpuyeckne MeTodbl)
AaHHbIX WUCNBITYEMOrO MaTepuana ¢ AaHHbIMW KOHTPOMbHbLIX MaTepuanos, npegnonaras oT nAtM Ao 10 HesaBUCUMBIX
KynbTyp ANa Kaxkaoro Matepuana. OnpenensioT KNeTouHble NOBpeKaeHWA cornacHo Tabnuue B.2 1 oueHvBaloT pesyneta-
Tel cornacHo Tabnvue B.3. BkriovaloT pesynbsTaTthl OLeHKU B OTHET 06 MenbITaHuu.

Tabnuua B.2 — OueHka NoBpexaeHUs KNeToK

OueHouHas wkana OnucaHue NoBpexaeHus

0 He oTnvyaeTtca ctaTUcTUYeckn oT OTpULUATEeNbHOrO KOHTPOMNBHOIO oGpasu,a, HO OTnn4a-
€TCA OT NONOXWMTeNbHOro KOHTPONBHOIO oﬁpaau,a WNA Bbi3bIBAaeT elle MeHbllee KNneTo4yHoe
noBppexneHue, 4em OTpVILlaTeJ'IbeIﬁ KOHTpOJ'IbeIF‘I 06paseu

1 OTnnyaeTcsd CTaTUCTUYECKN Kak OT OTPULaTENbHOrO, Tak U OT MOMOXKMTENBHOMO KOHTPOSb-
HbIx 0bpasLoB

2 He oTnuuyaeTcs cTaTUCTUYECKW OT MONOXWUTENLHOMO KOHTPOMNEBEHOro 06pa3u,a, HO OoTnn4a-
€TCA OT OTpUUaTENbHOIO KOHTPOIBHOIO 06pasu,a W1 Bbl3bIBAET €eLle bonee 3Ha4yUTEnbHOE
KneTo4yHoe noBpexXxaeHne no CpaBHEHUIO C NONOXKKUTENBbHBIM KOHTPONbHbLIM OGpaSLI.OM

Tadtnuua B.3 — OueHka uccnegyemoro Matepuana

OueHo4Has Wwkana OnucaHue
0 He UMTOTOKCHMYHBIN
1 YMepPEeHHO LMTOTOKCUYHbIR
2 Pe3ko UMTOTOKCHMYHbIA

B.6 OTtyeT 06 UcnbITaHMK

OTyet 06 UCMbITaHUW JOMKEH BKMIOYATH CNeayoLLyo MHhopMaUmio:

a) MCronb3oBaHHYIO MUHWIO KMETOK;

b) WMcronb3oBaHHY KyNBTYPansHYH Cpeay;

¢) nogpoBHOCTH UCCNedyeMoro Matepvana;

d) nogpo6HOCTM NOArOTOBKM UCCIEAyEMOro Matepuana;

€) NogpOGHOCTY NOMOXWUTENEHOMO W OTPULLETENBHOIO KOHTPOMbLHLIX 06Pa3LoB;

f) NpoUEHT XKM3HEeCNOCOBHOCTH KMNETOK MO CPABHEHMIO € OTPULETENBHBIM KOHTPOMbHBLIM 06pasLomM;
g) pesynbTaTbl OLEHKH.
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MpunoxeHune C
(cnpaBo4yHoe)

UcnbiTaHue npu BHYTPMKOCTHOI‘;‘I mMnnaHTauyumm

C.1 OGwasn 4yactb

B HacTosiwem NpUNoXXeHun npueejeH MetTon UCNbITaHKWA Ha >KMBOTHLIX, CBSI3aHHLIN ¢ beHKLI,MOHaJ'IbHOﬁ OLEHKON
CWCTEM BHYTPWUKOCTHOIO MMnNNaHTaTta, C NCNoJb30BaHMEM KakK MaKpPOCKOMUYEeCKUX, Tak U MMKPOCKONMUYECKNX NMNapaMeTpoB.
OH npenHasHavyeHd ans npmMmeHeHua TonbKO B cny4yae, Korga aHanmni pMcka yKasblBaeT Ha HeobxogMMOoCTe OOMNONHWUTENb-
HOW I/IHCbOpMaLI,VIIfI, KOTOpaAd MOXeT ObITh npegocraeneHa ToNbKO UCNbITAHMEM Ha XKMBOTHbIX.

McnbiTaHne ¢ MCNOMb30BaHWMEM XUBOTHLIX TaKKe MOXET NMOMOYb npu oueHke beHI{LI,VIOHaJ'IbHOFO CTpecca 0TBeTa
opraHmM3ma Ha CUCTemy [eHTanbHOW UMMNNaHTauun.

HacTosilee npunoXxeHWe He nNpegHasHayeHo ONA NpedocTaBneHns MHopMaLMM No MexaHWYecKor MPOYHOCTU
caMMX UMMMaHTMPYEeMbIX MaTepuManoe, a ckopee, Ans KONMMYEeCTBEHHOM OLEHKW NOBEPXHOCTH MMMaHTaT — KOCTb.

MpurmeyaHune— MexaHnyeckne CBOWCTBA CUCTEMbI AEHTANBHOW MMNaHTauun onvcadel B ISO 14801.

C.2 MeToa ucnbITaHUA

C.2.1 MNpoTokon ucnbiTaHusA

Mepen vcnelTaHWEM KaXAoW KOHKPETHOW CMCTEMbI AEHTANbHOW UMMNaHTauuM NPOM3BOANTENL MMM 3aKa34MK OT-
BEYAlOT 38 NOATOTOBKY NPOTOKONa AeTanbHOro UCMbITaHUS, KOTOPLIA AOMKEH BKMNIOYATh, MO MEHbLUEW Mepe, CreayoLLyro
WHhopMaLmo:

a) uenb UCMbITaHus;

b) npu4nHy 1 oBocHOBaHWE MCMBITAHUA HA XWBOTHbLIX M Apyras COOTBETCTBYHOLWAs MH(OPMaUns, KOTOpbIe MoryT
notpeboBaTtbcs Ana cooteeTcTBMA ¢ 1ISO 10993-2;

C) nccnedyemyr cuctemy AeHTanbHOW UMNNaHTauum, BKIOYas ee XMMUYECKUid CoCTaB 1 (PU3NYECKYI0 CTPYKTYPY
(BKNHOYaA MOBEPXHOCTHYKD MOAMMKALMIO, eCn NPUCYTCTBYET), a TaloKe ee pekoMeHAyeMblil Cnocod YCTaHOBKM M WC-
NoNb30BaHWA B KINMHWYECKMX YCTNIOBUAX, @ TAKKe UCNOonb3yeMble CPEACTBa KOHTPONS;

d) BbIBpaHHbIV BU, XUBOTHbIX, YCMOBKS UX COOEpKaHusa, a Takke obocHoBaHve Bbibopa;

e) NMPOTOKON WMCMbITaHWA, BKIKYaa KONMWYEeCTBO XUBOTHBIX M Uccnenyemelx obpasuos, BelbpaHHbie BpeMeHHbIe MH-
TepBansl 1 060CHOBAHWE X UCMNONB30BAHUS,

f) 3annaHWpoBaHHble MeTOOL! OLEHKW, KakK KNMHUYeckue, Tak u nabopatopHele, a Takke 060CHOBAHWE MX MCMOMb-
30BaHus;

g) 3annaHupoBaHHble METOAbI aHanM3a KIMMHUYECKX 1 NabopaTopHbix AaHHbIX, 8 TaKKe KpUTEpWA onpegeneHns
pesynbrara UCNbITaHWs;

h) nHdopmauma, koTopas AomkHa BbITb BKITIOYEHA B MPOTOKON UCTBITAHUIA.

Tak Kak cyLecTBYeT LUMPOKOE pa3Hoobpasne NnaHoB 1 KMUHUYECKUX NPOLEAYP, CBA3AHHBIX C MPUMEHEHUEM pa3-
MWYHBIX CUCTEM AEHTaNbHOM UMMNaHTaLUMKU, HEBO3MOXHO COPMYNUMPOBaTh €4WHbIN NOAPOGHBIA NPOTOKON MUCMbITAHWA.
Tem He MeHee AaHHOe NpUNOXeHWe NpefocTaBNAeT PYKOBOACTBO MO HEKOTOPBIM (hyHAAMEeHTanbHbIM XapakTepucTukam
MeTOAa WCMbITaHUS, KOTOpOoe AOMKHO BbiTh OOHUM ANs BCeX NpoTokonoB. CChINKW Ha NPOTOKOMNbL! UCMLITAHWA Ha KWBOT-
HbIX, OTNTMYHBIX OT YenoBseka, NnpedcTasneHsl B bubnuorpadgun.

C.2.2 XXuBOTHbIe U oOpaLleHue C KMBOTHLIMM

C.2.2.1 ObpaueHune ¢ XNBOTHbIMK

ObpalueHre ¢ X1BOTHEIMK obecneynBaeTca B COOTBETCTBIU € 6.4.2.

C.2.2.2 JlabopaTopHble XUBOTHbIE

Moka HW odHa KOHKPeTHas KMBOTHas MOoZens UMM UCCNEROBAHNE NPUMEHEHWUSA CUCTEM AEHTaNbHON UMNNaHTaumm
He ObinW yTBepxdeHbl kak noaxodsiime K CUTyauun C MCNomnb3oBaHMeM Ha Yenoseke. Takvum obpasom, peKkoMeHayeTcs
BbIOOP BMAA KUBOTHBIX, COOTBETCTBYHOLLENO CNeaylolwuM KpuTepusam:

a) MOXET OCYLWECTBMNATLCHA MIrMeHa NonocTy pTa eCTECTBEHHEIM UMW UCKYCCTBEHHBIM NyTEM;

b) yentocTu gocTaTodHOro pasMepa Ana HOPMAaneHOro XUPYPrM4eckoro AoCTyna v Ans pasMeLLeHns CUCTEMBI OeH-
TaneHOW MMNNaHTauMn B popmMe, NpegHasHavYeHHoN Ans NPUMEHeHWs Ha YernoBeke;

C) y4yacTok, roe Oyder pasmelleHa cucTeMa AeHTanbHoW MMNNaHTauum, JOMKeH UMeTh 3yDbl-ONno3uLMOHepsI;

d) >KMBOTHbIE OOMKHEI JOCTUYL CKENETHOW 3penocTu, ecnu NpMMEeHUMOo A8 NpeaHa3HaYeHHoro UCNoNb30BaHUg,

e) NpeanoYTUTeNbHbI XXUBOTHbLIE CO BCEAAHOW CXEMOW ABWXXEHWS XKeBaTENbHOWN YEnCTy.

C.2.2.3 Konn4ecTBo XKMBOTHbIX

KonnyecTBo XMBOTHbIX AOMKHO ObITb 06OCHOBAHO W ABNATECA MUHUMAaNbHO HeObX0oAMMBIM AMNs onpegeneHust 3a-
SIBNEHHbIX LUEenen nccnenoBaHus.

C.2.3 Npouenypa ncnbiTaHusa

C.2.3.1 Nccnenyemoble obpasupl

Mcnonb3ytoT npegocTaBrneHHble CUCTEMbl AeHTanbHOW UMMMaHTauumM Kak npegHasHaqyeHHble Ons KNMHWYeCcKoro
NpUMeHeHUs Ha Yenoeeke. Ecnu geHTanbHble MMNNaHTaTkl, KakMM-nNubo obpasomM oTnuyarLmMecs oT npegHasHadeHHbIX
AN KIMHWYECKOro NPUMEHEHUS, BKIOYEHBI B UCCredoBaHue, To HeobxoguMo oBoCHOBaTL Takoe peLleHue.
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C.2.3.2 KoHTponbHble obpasLbl

McronbayloT nogxondluMe KOHTPOMNWU, ecnii OTCYTCTBYKOT AaHHbLIE COMOCTABMMbIX UCCNenoBaHuin. BoamoxHo, YTo
OaHHble paHee onybBnUKOBaHHOMO KUCCreaoBaHus ABMNAKTCA NPUEMINEMBIMUW, €CMW YCNOBUA UCMBITAHUS B OBYX UCCMEeno-
BaHWAX CTPOro CONOCTaBMMbl. ECNW Hy)XeH KOHTPONb CUCTEMbI AEHTANbHOW MMMNaHTauun, NoaxXoaaLWMMM MOTYT CITYUTb
nubo cuctema OeHTanbHOW MMNNaHTauun, Ans KOTOPO MMETCA NMPOBEPEHHbIE KITMHUYECKWe AaHHbIe, NpoLleaLlne aKe-
NepTHYO PEBM3NID, NMMBO AeHTanbHLIA UMMNNAHTAT, aHaNnorMYHbIA UCCNeqyeMomMy UMMNaHTaTy, Ho Bes Harpyaku.

C.2.3.3 Xupypruyeckas NoAroToBKa y4acTKOB ANs YCTAHOBKW OEHTANBHOMO UMMnaHTaTa.

Mpu HeoBxooMMOCTY Neper YCTAaHOBKOW AEHTANbHOrO MMNNaHTaTa Co34akoT Yy4acToK YencT, cCBobodHoW oT 3y6oB.

Koroa HeobxogmmMo, Ao NobbIX XMpYpruvyeckx npoueayp XMBOTHbIE AOMKHbI ObiTb aHECTE3MPOBaHbLI COrMacHo Haa-
nexaiimMmM ycroeusaMm nabopaTtopHOW NpakTUKKA C MPUMEHEHUEM MPU3HAHHOW MeToaWKW aHecTe3auu. Bce xmpypruveckue
npoueaypbl OOMKHBLI NPOBOANUTLCH B YCMOBUAX acenTukW. YOansT KonuyecTso 3ybos, Tpebyemoe Ana npegocTaBneHus
y4acTka UK y4acTKoB, HeobxoaMMbIX ANA pa3MelleHnsa 3yOHOro MMnnaHTaTa Uuinm MMMIaHTaToB, NPUMMeHsa Haanexawue
MeToAbl. >KMBOTHLIM MOXeT NoTpeboBaTbCA COOTBETCTBYIOLLEE NeveHne Ans npeaoTeBpalleHnsa MHMEKUMA B KITMHUYECKNX
YCMOBUAX, MakCUMansHO MMUTUPYIOLWUX NMpUMeHeHWe y YenoBeka. [lanee, B NocrneonepaunoHHbIA Nepuon XUBOTHbIE
[OMKHbI ObITE HA COOTBETCTBYIOLLEW LaAasLleld AueTe ANa CBeAEHUA K MUHUMYMY pUCKa NOBPEXOEHUSA 3aKUBAEMbIX TKa-
Hern. Ecnun nccnegyeMelil UMNNaHTaT NpeaHasHavyeH ans OTNOXEHHOW, a He HeMeaNeHHOW N HeMeaNeHHO OTNOXEHHOR
WMMNaHTauMm, TO UMMNaHTaT 4oKeH ObiTh pa3MelLleH Nocne COOTBETCTBYIOLErO Nepuona BOCCTaHOBMeHUA. mnnaHTar
[OMmKeH OblTb YCTAHORBMEH MOCINE COOTBETCTBYIOLLENO NEpPUona 3aKUBIEHWS.

C.2.3.4 Pa3smeuleHWe cuctem AeHTanbHOW UMMNNaHTauum

[MpoBoasT xupypruyeckne Npouenypbl Ans pasMeLlleHns AeHTanbHbIX UMMNNaHTaTOB 1 WX COMPSXEHHBIX KOMMOHEH-
TOB B acenTUYecKnX YCNOBMAX M TOYHO CNeayrT NpoTokony uccnegoeaHus. Mpoueaypbl A0MKHLI MPOBOAWMTLCA Mo Had-
nexailen aHecteamei. 3yGHoe NpoTe3MpoOBaHME OOMKHO ObITh BLIMOMHEHO B COOTBETCTBUM C MPOTOKOIOM MCMBITAHWNA.
MocneonepaunoHHbIE PEXUMBI YyX04a AOMKHbLI OTPaXKaTh Lenb UCCNeqoBaHus ¥ NpU3HaHHbIE npoueaypsl peabunutauuu.

C.2.3.5 Tepuoabl UcnbiTaHua

OueHMBaT CUCTEMY AEHTanbHOW UMMNMaHTauMM 1 peakum opraHM3mMa Ha Hee nocre MHTepBanoB BpeMEeHW, Co-
OTBETCTBYHLUMX UeNaM UcnbiTaHnsa. Korga Lensi UcnbiTaHusa SBNSETCS NPYMEHUMOCTL KITMHUYECKOTO MCMONbL30BaHUA
CMCTEMBI AeHTansHOW MMMNaHTauun, PEKOMEHOOBaHbLI Kak MUHUMYM TpW NEepUofa WUCMbITAHWA, BKIOYAA WCXOOHbLIA K
onpegeneHHble Nepyoael AansHenwero HabnwaeHns nocre uMmnnaHTauun. HavyanbHas Todka Ans Takux NepyMooB Aarb-
HelLwero HabnaeHUs JoMmKHA OTpaXaTb Nobble nocrneonepauyoHHbIE MHTEPBArbI, KOraa XMBOTHOE HE HAaXOAMMOCh Ha
HopmanbHoi anete. MNpu oTCYTCTBUM ApYrix TpeboBaHMIA TONbKO NocnenHWid nepnod Byaet NnogYyepkMBaTh XMpypruiyeckoe
yaaneHue n MMKpPOCKOMMYECKWiA aHanua. Ecnu uenbio ABMNAETCA oLeHKa pe3opbuny KocTy n/Mnu pacluatsiBaHUe UMMnaH-
Tata, To HeobXoaVMO OUEHUTE COOTBETCTRYIOLLNIA AONTrOCPOYHLIN long-term nepuog.

MpumeyaHue — [Ina nepuodoB BpeEMEHU UMMNMNAHTATOB B TKaHKU Takke cM. 1ISO 10993-6.

C.2.3.6 bopbba ¢ 3yOHbIM KamMHEM

Mo HeobX0OMMOCTM XUBOTHBIE JOMMKHLI MOMNy4YaTh perynsapHsie npoueayps! Ans 6opbbbl ¢ 3yOHBIM KAMHEM; BKMIO-
YyuTe BCe AeTanu B NPOTOKOMN UCCNEA0BaHUS.

C.2.3.7 KnnuHWYeCKUA U peHTreHorpauyeckuini OCMOTp

OTpaxaloT COCTOAHME TMHIMBANbHbLIX U KOPHEBLIX TKaHEW Yepes onpeneneHHsle nHTepeansl. B nononHeHve Kk Bu-
3yarnibHOMY OCMOTPY FMHIMBasbHbIX TKAHEW peKOMeHOYETCA Mo BO3MOXHOCTU OTpaKaTb JOKYMEHTANbHO CTaTyC TMrMeHbl
pPOTOBOMN MOMOCTH, 3yOGHOTO KaMHSi M TMHIMBANbLHOTO BOCMANEHUA, UCNONb3ys NPU3HaHHLIE KNWHUYeckue nHaekcel. Oco-
BeHHO OTMEeYalT CTabUNbHOCTL UMK cTENEHb MOBUMBHOCTU YCTPOWCTBA, HAaNWYne BOCManeHus B OKPYXKalLLMX TKaHaX 1
nobble NPU3HaKn MECTHOW MHMEKLMIA.

[enatoT cTaHOapTU30BaHHbLIE PEHTreHorpaMMbl MecTa 3yOHOro MMnnaHTarta, MPUIEralowMX U OKKMIOOUPYOLWNX
3yb0B, a TaKKe NoaaepKMBalOLLEN KOCTM B 3apaHee 3annaHupoBaHHOE BPeMSs, KOTLa KUBOTHLIE HAXOASTCH NoA aHecTe-
3unen, 4Tobbl cepusa 0- U NOCNeonepaLyoHHbIX CHUMKOB Bbina nonyyeHa A0 BPEMEHW 33BEPLUEHUS NCCNEQ0BaHWA.

C.2.3.8 3aBepLueHue neproaa UCnbiTaHUA

Mo HeoBxoQUMMOCTY NPOBOAAT 3BTAHA3MK KWBOTHLIX NMPKU 3aBEPLUEHUN NEpUOaa UCCINEAOBaHUS B COOTBETCTBUAM C
ISO 10993-2.

C.2.4 OueHka

OueHVBaOT TKAHEBLIE OTBETHLI MyTEM KMWHWYECKOrD, PEHTreHONMOrMYecKoro, rmcTonaTonorMyeckoro, ctatueTuye-
CKOro W ApYyrvx METOLOB aHanuaa B 3aBUCUMMOCTM OT HeobXxoaMMocTu AnA uccrnefoBaHvs. Ecnv B Lensx uccnegoBaHus
He yKa3aHo pyroe, To XMpypruyeckoe yaaneHue 3yOHOro MMnnaHTarta v ructonartonorM4eckasn oLeHKa TKaHeBbIX OTBETOB
BOKPYT HEMO JOM¥HbI OTPaHNYMBATLCS TOMBKO CaMblM ANUTENbHBIM UMK NOCNeaHMM NepyMogomM HabngeHus.

C.2.4.1 KnunHun4eckas oueHKa

[MpenocTaBnsAT COOTBETCTBYHOLLME AeTarn 00LLEero COCTOAHWUS JXUBOTHBIX B TEYEHWE UCCNEAOBAHUA, BKIMOYAA Mac-
cy Tena. CoCTosHUE MATKMX TKaHEW BOKPYT MCCNEOYEeMbIX M KOHTPOMbHBLIX CUCTEM AEHTaNbHON UMMMaHTauuM U BOKPYT
NpUMerawLLMX U OKKNIAUPYLLMX 3yO0oB, a Takke 06enx YencTer UeNMKOM U CONMPAXEHHOW MbILLEYHOW TKaHM OOMKHO
OUEeHMBAaTLCA AN OnpegeneHns, 3MEHUITUCE MM OHW B TeveHne nccriegosanna. OTpaxalT AOKyMeHTanbHo Kakue-nnbo
VM3MEHEHWS B CTPYKTYPE UMMNaHTaTa, BKM4Yas CBA3aHHBIE C HUM UCKYCCTBEHHbIE 3yDbl.

MpumeyaHue— Jobble Boilledlwne U3 CTPOA UMMMIAHTATHI U CNOCOB MX YCTAHOBKW.
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C.2.4.2 PeHTreHorpadu4yeckas oLUeHKa

OueHMBaIOT PEHTTEHONOMMYECKOE U300paXeHne nccneayembix U KOHTPOMbHBIX CUCTEM AEHTaNbLHON UMMNNAaHTAaLWK,
BKIMIOYAS OKPYXKAIOLLYIO KOCTb M NpUMErawlmne 1 OKKNIAVpylLwwme 3ybbl, AnsS onpeaeneHus, U3MEHUNUCL N AaHHbIe
KOCTHbIE CTPYKTYpPbl B TE4EHME UCCIEAOBAHUS.

C.2.4.3 WN3eneyeHune obpasua

Mpn HeoBXoQMMOCTM MO OKOHYaHWM UCCNEAOBAHWA M3BNeKarT Brokn TKaHen, NpeacTaBnNsLWMX UENy YEMOCTb U
COMPSKEHHYIO MbILLEYHYIO TKaHb, a TaKkKe KOHKPETHO BNoku TKaHeN, cCoaepaLlmX UCCNEnYEMbIE M KOHTPOIbHLIE CUCTEMBI
OEHTanbHOW MMMMaHTauKM1, BMECTE C Npunerarwumn 3ybaMu, KOCTHBIMA M POTO-MOMOCTHLIMW MATKUMKW TKaHAMM in Situ,
0TS rTMCTONaToNorMYecKMX W/UNn Apyrnx aHanna3oB. B 3aBMCMMOCTH OT KOHKPETHbLIX LEnen UccrnenoBaHns MoXeT notpe-
GoBaTbCA U3BMNeYeHWe ApYrnx parMeHToB TKaHW U/UNK UX UccrefoBaHve ApyrumMn MeTogamu.

C.2.4.4 TMopgrotoBka obpasua Ans rMcTonaTtonorMyeckoro NccrnegoBaHna

Ecnm Grnokn TKaHu ObINM W3BMeYeHbl, TO WX FOTOBAT ANA FMCTONATONOrMYyeckoro MCCrneqoBaHua Haaneallum
obpazom.

B COOTBETCTBUM C KOHKPETHLIMKM NapaMeTpamMun rMcTONaToNorM4ecko oLEHKN MOTYT NoHaA0BUTLCS Kak HE O4YULLIEH-
Hble XUMUYECKW, TaK U OYULLEHHBIE CEKLUKN. PekoMeHayeTca MUKPOCKONMWYECKOe UCCNeaoBaHue TBEpAbIX, 3anpeccoBaH-
HbIX B MNacTMaccy, He O4ULLEHHbIX XMMUYECK 00pa3LoB AN OLEHKW CONpAraoLmMx NoBepXHOCTEN UMMNNaHTaTa/TKaHu 1
UMnnaHTaTa/poTOBON NOMOCTU.

C.2.4.5 Mukpockonuyeckas oueHka

VMccnenyoT 4oCTaTOYHOE KOMWMYECTBO CeKUMIA ANA OLEHKN NPUpoaL! B3aMMOLENCTBUA MEXAY OKPYKaKLLMMK TBEP-
OBIMU W MATKMUMUW TKaHAMW U CUCTEMOWN OeHTanbHOW MnaaHTauumn unu cuctemon koutpons. Ocoboe BHUMaHUE OOMKHO
ObITb yOENEHO KAYECTBY W KOMWYECTBY, N0 MEHbLUEN MEPE, CNeayrLLMX )akTopoB:

a) 30HbI NPAMOrO KOHTaKTa MMMNaHTaTa ¢ KocTbH;

b) HoBas KocTb U/nnu dubposHasn TKaHb;

c) pezopbums KocTu;

d) BocnaneHve, nHdekuus, abclueaMpoBaHNE U HEKPO3;

e) nobble U3MeHeHUs B YerncTaX U CONpsKEHHOW MbILLEYHON TKaHMU;

f) no BoaMOxHOCTK, NKOObIE U3MEHEHWUA B 3yOHOM UMMNaHTaTe.

Heobxogumo ncecnegoBaTe AOCTAaTOMHOE KONMMYECTBO CPe3oB ¢ BnokoB coceqHnx M CMblKarolmxca 3y6oB ana onpe-
OENeHnsa UX COCTOAHMA U COCTOAHUA OKPYXKaKLMX TKaHEN.

C.2.4.6 CtaTMCTMYECKMiA aHanmns

CylecTByeT MHOXECTBO MeXyHapoOHbIX CTaHOapTOB, OXBaTbIBALMX 0BNacTb cTatucTMyYeckoro aHanuaa. MNpu-
BOOSAT COOTBETCTBYHLUMIA MEXAYHAPOAHbLIA CTaHAapPT, ecny TakoBoW Bbin Mcnonb3oBaH, ecnu HeT— obo3HavakT aHanu-
TUYECKUE METOOUKU, KOTopkie ByayT NpMMEeHEHbI.

C.2.5 OTt4eTt 006 UccnegoBaHUK

OdchopmnatoT oT4eT 06 MccnegoBaHMKM, COAepKalLUiA Mo MeHbLUen Mepe cneayoLLyo MHhopMaLUmMio:

a) Bce nogpobHOCTKU NpoToKona UchblTaHus, kak oboaHadeHo B C.2.1, a Takke niobble OTKNOHEHUA OT NepBoHa-
YyarneHOro NpoToKoNa;

b) Bce nogpoBbHOCTU KNMHUYECKMX M nabopaTopHbIX HabnooeHWn 1 N3MEPEHUIA U COOTBETCTBYHLUWE aHanuabl B
cootBeTcTBMM € C.2.3;

c) oW aHanu3 OaHHbIX, MONMyYEeHHbIX B pe3ynbTaTte WMCCrnegoBaHudA, BKIOYAA CPaBHEHME C KOHTPOMAMM, C
3aKMOYEHUAMMN, B KAKOW cTeneHu ObinyM OOCTUrHYTHI LEnU UCCneaoBaHus, 0COBEHHO B OTHOLUEHMW BMOCOBMECTMMOCTH
UCCIeayeMoin CUCTEMbI AEHTANBHOW UMMNAaHTauum.
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MpunoxeHne OA
(cnpaBo4Hoe)

CBe,quMﬂ O COOTBETCTBUU CChLINOYHbIX MeXAYHAapPOOHbLIX CTaHO4apTOB

Tabnuuya JAA

MeXrocygapcrtBeHHbIM CTaHOapTam

Obo3Ha4YEHWE CCbINOYHOTO CTeneHb OfosHa4eHne 1 HaumeHoBaHue COOTBETCTBYIOLLENO MEXIOCYAapCTBEHHOMO

MEXyHapOOHOro cTaHgapta | cooTeeTcTens craHgapTa

ISO 1942 — %

ISO 6344-1 T *

ISO 10993-1 IDT [OCT ISO 10993-1—2021 «W3pnenus megnumHckme. OueHka Bruonoru-
YECKOro AencTBUA MeauumHcknx nagennin. Yacts 1. OueHka m uccnenosa-
HWUSA B NPOLIECCe MEHEMKMEHTA pucKa

ISO 10993-2 IDT [OCT 1S0O 10993-2—2025 «M3penua meanumHckme. OueHka bruonoru-
YECKOro AencTBua MeauuMHCKuX unagenui. Yacte 2. TpebosaHua k obpa-
LEHWIO C XXMBOTHBIMU»

ISO 10993-3 IDT [OCT I1SO 10993-3—2018 «WM3penusa meanumnHckue. OueHka bruonoru-
YecKoro AencTBUA MeauuuHeKux uznenui. Yacte 3. MiccnegoBaHus reHo-
TOKCMYHOCTW, KaHLUEPOreHHOCTU WU TOKCUMYECKOro OeNCTBMA Ha penpomyk-
TUBHYH (OYHKLIMIO»

ISO 10993-5 IDT [OCT ISO 10993-5—2023 «W3nenva meauumHckue. OueHka Buono-
rMYecKoro OencTBMa MeauuuHckux nagenuin. Yacte 5. MccneposaHua Ha
LIMTOTOKCMYHOCTb METOAAMMU in vitrox»

ISO 10993-6 IDT [OCT 1SO 10993-6—2021 «3pgenua meanumHckme. OueHka Bruonoru-
YeCcKOoro AelcTBUA MeguumrHeKux nagenuin. Yacte 6. MccnegosBaHua MecT-
HOro AeMCTBUA Nocne UMNNaHTauum»

ISO 10993-10 IDT OCT ISO 10993-10—2023 «l3genvsa meguumnHckue. OueHka buonoru-
YECKOro JeNCTBUA MeguumMHckmx uagenuin. Yacte 10. MccnegoesaHna ceH-
cnBUNU3npyIoLLEero AencTBma»

ISO 10993-11 IDT OCT 1SO 10993-11—2021 «WM3genua meanuuHckme. OueHka Buono-
rMYecKoro OencTBUS MeduuuHCKMX magenuid. Yacte 11. MccnemoBaHus
0BLLETOKCUYECKOrO AEUCTBUAY

ISO 10993-12 IDT OCT ISO 10993-12—2023 «W3nenva meguumnHckue. OueHka bruonoru-
YeCcKoro AencTBuA MeaULMHCKMX U3aenuii. Hacte 12. OT6op 1 noarotoBka
obpasLoB ANs NpoBedeHnsa NCCNefoBaHNin»

ISO 10993-18 IDT [OCT ISO 10993-18—2022 «W3penua meguumHckue. OueHka Buono-
rMYecKoro AencTBua MeauUMHCKMX nsgenuin. Yacte 18. MccnenoBaHue xu-
MUYECKUX CBONCTB MaTepuarnos B paMKax NnpoLecca MeHemMXKMeHTa pucka»

ISO/TS 10993-19 IDT [OCT ISO/TS 10993-19—2024 «W3penusa meguumHckue. OueHka buo-
norn4yeckoro AencTeusa MeauunHcknx nagenuin. Hacte 19. MccnepgosaHua
DU3NKO-XMMUYECKUX, MOPhOonorMyecknx 1 Tonorpadry4eckux CBONCTB Ma-
Tepuanoe»

ISO 14971 IDT MOCT 1SO 14971—2021 «W3penua meguuuHckue. [NpumeHeHve me-
HEMKMEHTa pUCKa K MEQULMHCKUM U30ENUaM»

ISO 16443 — *

* COOTBETCTBYIOLLIMIA MEXIOCYAapCTBEHHBIM CTaHOapT OTCYTCTBYET. [1o ero NPUHSATUA PEKOMEHIYETCA UCNOoMNb30BaTh
NepeBoq Ha PYCCKWIA A3bIK AaHHOIO MEXAYHapoAHOro CTaHaapTa.

MpumMmeyaHune — B HacToAwen Tabnue MCNOMbL30BaHO Creyolee ycnoBHoe obo3HavyeHWe CTeneHn cooT-
BETCTBMSA CTaHOAPTOB!
- IDT — MaeHTUYHbIE CTaHOApThLI.
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