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BBefieHune

CobniogeHne nonoxeHu craHgaptToB cepum FOCT P MCO 10993 «OneHka 6MO0M10rMyeckoro
AeNCcTBUS MeAULMHCKNX U34eNnii» Mo3BOIMT 06eCneunTb CUCTEMHBIA MOAXO0A K MUCCrefoBaHW0 6M0noru-
YeCKOro AeNCcTBUA MeAULNHCKUX U3LeNniA.

Llenblo aTuX CTaHapToB He ABNSETCA 6e3yC/IOBHOE 3aKper/ieHne KOHKPeTHbIX METOA0B Ucc/efoBa-
HWA WM UCMbITAHWIA 3a rpynnamu OLHOPOAHbIX MEAVLMHCKUX WU34enniA B COOTBETCTBMM C MPUHATOMN
Knaccugukaumeli No Bugy 1 LANTENBHOCTU KOHTaKTa ¢ OpraHu3MoM 4esioBeka. Mo3aToMy nnaHMpoBaHue
1 NPOBeAeHNe UCCNEeA0BAHNA U UCTMIbITAHUIA JO/MKHbI OCYLLECTBAATb CMeLnanncTbl, UMelLue cneynanb-
HYI0 MOArOTOBKY W OMbIT B 061aCTU CaHUTAPHO-XMMWYECKON, TOKCUKONOTNYECKOW WM 6UON0rMyecKom
OLIEHOK MefMLVHCKMX U3aenuii.

CTaHapTbl 3TOW cepun SBASKOTCA PYKOBOAALLMMU AOKYMEHTaMu A5 MPOrHO3MpoBaHUs 61Monoru-
YeCKOro [JeiCcTBUA MEeAMLMHCKUX U3Lenunii Ha CTafuMu Bbli6opa MaTepuasioB, NpeAHasHayeHHbIX 4ns WX
N3roToasneHns. a TaKkke 41 UcciefoBaHuli roTOBbIX 06PasLIoB.

BcTtaHgapTbl cepyn TOCT P MCO 10993, nmMetowme rpynmnoBoi 3aronoBoK «3nennst MeguumMHCKume.
OueHKa 61M0N0rnYeckoro AenNcTBNS MegULMHCKUX U34eNNiA», BXOAAT CleaytoLe YacTu:

- | —oueHka n nccnefoBaHus;

- 3 —wuccnefoBaHe reHOTOKCUYHOCTU, KaHLEPOreHHOCTM M TOKCUYECKOro [eliCTBMA Ha PenpomykK-
TUBHYIO (YHKLMNIO;

- 4 —ncecnegoBaHve U3aenunid, B3aMMOAENCTBYIOLMX C KPOBbIO;

- 5 —wnccnegoBaHne Ha LMTOTOKCUYHOCTb: METOAbI in Vitro;

- 6 —unccnegoBaHNe MeCTHOIO AeNCTBUA Nocne MMNAaHTaumm;

- 7 —O0CTaTo4HOe Cofepi>kaHue 3TUIEHOKCUAA Moc/e CTepunnsaLmm;

- 9 —OCHOBHble MPUHUMUNbI MAEHTU(MKALUN U KONIMYECTBEHHOTO OMNpejeNieHNss MOTeHLMaIbHbIX
NPOAYKTOB AeCTPYKLUN,

- 10 —wuccnefoBaHNe pasfpaxaroLLero v CEHCUBUNN3UPYIOLLEro AelicTBUA:

- 11 —wuccnegoBaHne 06LETOKCHYECKOrO AeNCTBIS;

- 12 —npuroToaneHune nNpob n cTaHAapTHble 06pasHbl;

- 13 —wupeHTUMKaLUMa 1 KONNYECTBEHHOE OnpejesieHWe MNPOLYKTOB [AeCTPYKLUUM MNONMMEPHbIX
MeLNLMHCKNX U3LeNnia;

- 16 — mogenvpoBaHne N nccrefoBaHne TOKCMKOKUHETUKY MPOLYKTOB AeCTPYKUUN U BbIMbIBaHUA.

B HacToslLLemM cTaHAapTe NpeAcTaB/ieHbl MeTOAbI UCCNefOBaHNSA MeCTHOrO AeliCTBMS NOC/ie UMNaH-
Tauun. MUCMosb3yemble A1 OLEeHKN MaTepuasioB U MefULUHCKUX U3fennid, B TOM Yucie cToMaTosiormyec-
KOro HasHa4yeHus, rno BULY U AINTENIbHOCTN KOHTakTa cooTBeTcTBytowmx MOCT T NCO 10993.1.

Vicnonb3oBaHve MeTOAUK UMMNAaHTaumm in vivo Ansa uccnefoBaHMsa 6MOM0rMYecKol peakumMm TKaHu
Ha M3yYaemblii MaTepuan M03BOJMISET OLEHMBATb TakKuve MaTepuasbl, KOTOPble HEBO3MOXHO OLEHUTb
MCcnonb3ys Apyrue mMetodbl UCCNef0BaHMUSA.

Mpun BbIGOpPe METOAOB MCCMEf0BAHMA U3YyHaemMoro Matepuana uccrefoBaTesb JO/DKEH yUMUTbIBATb €ro
npegnosiaraemMoe NMprYMeHeHue, a Takxke peKomeHaaunm, cogepxatmneca B FOCT P MCO 10993.1.
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FOCYOAPCTBEHHbIAN CTAHAOAPT POCCUMNCKOWN SEAEPALUMN

M3nenvst MeamLUVHCKMe
OLIEHKA BUMOJIOMMYECKOIO AENCTBUA MEAULIMHCKNX VU3LAENN

YacTb 6
VccnegoBaHme MeCTHOIO feliCTBMSA MOCe MMMIaHTaLmmn

Medical devices. Biological evaluation of medical devices.
Part 6. Tests for local effects after implantation

[ata BBefeHns 2002—01—01

1 O6nacTb NpUMeHeHUs

HacToswwmii ctaHgapT ycTaHaBAMBaeT METOAbI UCCMEA0BAHNS MECTHOMO AeACTBUS UMMNIAHTUPYEMOrO
MaTepuasia Ha XMBYI TKaHb Ha MaKpo- U MUKPOCKOMMYECKOM YPOBHE.

ViccnepyeMble 06pasibl UMMAAHTUPYIOT B TaKMe Y4acTKU Tena M TKaHb, KOTOPble MPUToAHbl NSt
OUEHKM 61oMornyeckon 6esonacHoCcTM MaTepuana. VIMnnaHTaT He MoABepraldT MexaHWYecKoW wnu
(hYHKUMOHaNbHOW Harpyske. MecTHOe [elicTBME OLeHMBAOT, CPaBHMBAsI PeaKUWI0 TKaHW, BbI3BaHHYH
nccnegyeMbiM  MaTepuasioM, C peakLWen, Bbl3BaHHOW MaTepuasiom, WUCMOMb3YyeMbIM B MEAULMUHCKUX
n3aenmsix, 6e30NacHOCTb NMPUMEHEHNUST KOTOPbIX paHee YCTaHOB/IEHA.

ViccnepoBaHve MECTHOrO Je/CTBMSA MOC/E UMMIaHTauuW NpoBOAAT AN OLEHKM CYGXPOHUYECKOro
(KpaTKOBPEMEHHOT0 —A0 12 Heaeslb) UM XPOHUYECKOTO (4 IMTeNIbHOro — 0T 12 1o 104 Hefienb) felicTBUSA.

2 HopmaTuBHble CCbINKK

B HacTosLeM cTaH4apTe MCMosb30BaHbl CCbIIKU Ha CriefytoLine CTaHLapThbl:

FOCT P NCO 10993.1—99 W3genus megmumHckune. OueHKa 61M010rmyeckoro geicTBmust MeguumnH-
CKMX n3genuin. OueHKa 1 nccnefoBaHns

NCO 10993-2—92* OueHKa 610710rM4ecKoro AeCTBUS MegULMHCKUX nsgenuii. Yacts 2: Tpebosa-
HUA K 3aLLMTe XXMBOTHbIX

3 O6ume nonoxeHus

3.1 OnpepgeneHus

B HacTosllem cTaHapTe UCMO/b3YIT TepMUHbI, npusedeHHble B TOCT P MCO 10993.1, a Takxke
cnefytoLee onpejeneHue:

obpasel, (MmnnaHTaT): YacTb uccnegyeMoro WM KOHTPOSIbHOMO MaTepuana 3afaHHoin opMmbl,
06bpaboTaHHas COOTBETCTBYIOLLMM CNOCO6OM.

3.2 TMpurotoBneHne 06pasLoB AN MMNArTauyH

3.2.1 Tsepgble marepuasbl

dusmyeckne xapakTepucTuku obpasua (popma, NAOTHOCTb, TBEPAOCTb, 06paboTKa MOBEPXHOCTW)
MOTyT B/IMSATb Ha XapaKTep peakuuu TKaHW Ha uccreflyemble marepuasbl.

KaXablii MMrriaHTaT W3roToBASKOT, 06pabaTbiBaloT, O4YMLLAKT OT 3arpsisHEHWA K CTepUIn3yT
MeTOLOM, KOTOPbIA MCNOMb3YIOT AN1A U3LeNNS, TOTOBOr0 K MPUMEHEHUI0 B MEAULMHCKON NpaKTuKe.

Mocne OKOH4YaTeNIbHOW MOAFOTOBKM W CTEPUIM3ALMM C MMMIaHTaTamy obpaliatoTcss ¢ 0coboit
OCTOPOXHOCTbIO.

* MexgyHapogHble cTaHaapTel —B0 BHUWKW TNocctaHgapTta Poccuu.

W3gaHve oduLnanbHoe
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3.2.2 HeTtBepgple mMaTepvasibl (BKIOYAS NMOPOLLIKMN)

3a HeTBepable MaTepuasibl NPUHUMAOT XUAKOCTK, MacTbl U YacTWLbl, OT/IMYHbIE OT YKasaHHbIX B
3.2.1. KOMNOHEeHTbI CMeLUMBaOT Mepes WMCNonb3oBaHVeM (Hanpumep cTomaTmaTepuasbl) U OCTaBASAOT
*3aTBEPAEBATL B TEUEHME Pa3/IMUHbIX NepuoLoB BPEMEHN.

[na nposefeHWs nccnefjoBaHUSA MeCTHOro AeiCTBMSA MOCMe MMMNAAaHTaUMW HeTBepAble MaTepuasibl
nomewlaroT BTpY6KmM 13 nonnatuneHa (M3), nonunponuneHa (M) nam nonutetpagTopatuieHa (MTd3).

Mepef 3anofiHeHMem TPYOKM MpombIBalOT 70 %6-HbIM BOAHbLIM PacTBOPOM 3TaHOMA W CTEPUINZYIOT
aBTOK/1aBMPOBaHUEM UM APYTMM METOAOM, MPUHATBLIM B MEAULMHCKON NpakTuKe. HeTBepable maTepuanbl,
UMNNaWKpyemble cpasy Mnocsie CMeLNBaHWSA, MpeiBapuTeNIbHO MOABEPraldT WUCCNEef0BaHUI0 C LEblo
onpegeneHnss MUKPOOMONOrMYECKOr0 3arpsi3HeHUs.

Vccnegyemblii 06pasel, FOTOBSAT B COOTBETCTBUM C MHCTPYKUMAMU U3FOTOBUTENS W HaMOMHAKT UM
TPYOKY [0 BEpXHEro Kpas C 0Cc060l/ OCTOPOXHOCTbI, 4YTOObI WMCCMeAyeMblli MaTepuan He nonasi Ha
BHELLHIOI NOBEPXHOCTb TPYOKM. He fonyckaeTcsa nonafgaHve Bo3gyxa B TPybKy. [MoBepxHOCTb mccnegye-
MOro MaTepriasia Ha KOHLax TPyOKW, a Takke KOHLbl caMoli TPYOKM He AO/MKHbI MMETb LLIEPOXOBATOCTENA.

MpumMmeyvyaHune —Tpybku 13 M MoryT AechopMMPOBATLCS MOZ AeliCTBYEM aBTOK/TaBMPOBaHN. Tpybku 13
MT®d3 nnoxo noafakoTcst paspe3aHnto ¢ MOMOLLIbHO MUKPOTOMA, MO3TOMY UX 3aMeHsIHOT Tpyokamy 13 M3 nam MM Tex
e pa3vepoB B Tex Cryuasik, Korfa TPyOKU OCTaBsAOT B 6/I0KaX TKaHW A1 MPUFOTOB/IEHNS TUCTO/IONMYECKUX CPE30B.

3.2.3 KoHTponbHbIe 06pa3Hbl

Pasmepbl, opma 1 0CO6EHHO COCTOSIHME MOBEPXHOCTWU KOHTPOMBLHOrO U UccieayeMoro o6pasLos
BO/MKHbI 6bITb, MO BO3MOXHOCTW, aHanornyHbiMu. Ecnmn uccnefyemblii mMaTepuan 3ak/oueH B TPYOKy,
KOHTPO/bHbIV 06pasew, O/DKeH MPeAcTaBnsATb CO60I CTepXKeHb, M3rOTOB/EHHbIA U3 TOFO Xe MaTepuana,
4TO H TPyOKa, AnameTpoM, paBHbIM AMaMeTPy BHELLUHEro ceveHns TPYOoKkn. KOHTponbHbIe 06pasLibl rOTOBAT,
OUMLLAIOT U CTEPUIN3YIOT TakMm 06pa3om, 4ToObl OHM COOTBETCTBOBa/IM TPeOGOBAHUSAM K KOHTPOJIbHbLIM
obpasuam 1 He U3MEHSNN MpY 3TOM CBOW XapaKTepUCTUKMN.

KoHTponbHble MaTepuasbl fepeyncsieHbl B npunoxeHnn A. MNprvep dopmbl 1 pasmepa LUAUHAPK-
YyecKoro obpasua npveefeH Ha pucyHke b. 1 lonyckaeTcsl UCMob30BaThb Apyrne marepuasibl, paspeLleHHble
K MPYMEHEHVI0 B MeAMLIMHCKOWA NpaKTUKe 1 613KMe K 1ccrefyeMbiM matepuanam.

3.3 TMnaHupoBaHWe mnccnefoBaHUA

Mpouecc uccnefoBaHusA crefyeT MAaHWPOBaTb HACTOMbKO feTaslbHO, YTO6bl NOMyYUTb MaKCUMyM
WMH(OPMaLMN OT UCNOMNb30BAHUSA KaXO0ro XXMBOTHOTO.

3.3.1 XXunBOTHbIE U TKaHN

OTHOLLEHME K XMBOTHbIM AO/DKHO ObITb 6EPEXHbBIM.

Mpun Bbibope BMAa N1a60paTOPHbIX XMBOTHBIX YYMTHIBAOT pasmepbl UCCedyeMblX 06pasLoB, npegno-
naraemyto NpoAo/HKUTENbIFOCTb HA6MIOAEHNSA B CPABHEHUN C NPOAOIKUTENIbHOCTHIO XKU3HWN XMBOTHOIO, a
TaKkke U3BECTHbIE Pa3IMuUna 6UONOrMYEeCKON peakuny TBEPAbIX U MArKMX TKaHew.

[na KpaTKOBPEMEHHOro WUcCnefoBaHUA MeTOLOM WMMAAHTauuMn B MOAKOXHYHO TKaHb W MbILLLY
NCMOMb3YIOT MbILLER, KPbIC, MOPCKMX CBMHOK M KPOMKOB. Bbl6MpaloT 04MH U3 BUAOB XXMBOTHbIX.

[nsa pnvTenbHOro nccnefoBaHWs MeTOAOM WMMMMAHTauUM B NOAKOXHYIO TKaHb, B MbILUHY U KOCTb
MCNOMb3YIOT KPbIC, MOPCKMX CBMHOK, KPO/IMKOB, CO6aK, OBEL, KO3 W APYIUX XXUBOTHbIX C OTHOCUTENbHO
[ONro NPOLO/KUTENBHOCTBIO XXN3HW. BbIOMPaoT 04UH 13 BULOB XXUBOTHbIX.

O6pasLpbl MCC/edyeMoro U KOHTPO/SIbHOrO MaTepuasioB MMMIAHTUPYIOT B O4MHAKOBbLIX YCNO0BUAX
OfHOMY W TOMY e BWAy >XVUBOTHbIX, OAHOrO U TOrO >Xe BO3pacTa, Mosa WU Nnopofbl B COOTBETCTBYHOLLME
aHaTOMWYEeCKME YHacTKU. Yncno v pasvepbl UMMNIAHTATOB, BBOAWMbIX KaX4OMYy XXWBOTHOMY, 3aBUCAT OT
pasmepa XMBOTHOIO M aHATOMMUYECKOr0 MOJSIOKEHUSA MMIJIaHTaTa.

3.3.2 pogonXkuTenbHOCTb UCCef0BaHNA

MeCTHyI0 peakumio TKaHW Ha UMMIaHTUPOBaHHbIe MaTepuasibl OLEHNBAIOT B KPaTKOBPEMEHHbIX (0
12 Heflenb) M NPOAO/KUTENbHbIX (CBbIWe 12 Hefenb) OnbiTax.

MpoAoMKNTENBHOCTb MCCNef0BaHWSA BbIGUPAKOT TaK, YTobbl JOCTUIHYTb YCTONUMBOI thasbl 6Monoru-
YecKol peakumn. MecCTHasi TKaHeBasi peakuvsl Ha UMMNIAHTUPOBAaHHblE MaTepuasibl 3aBUCUT OT CBOWCTB
mMaTepvana ¥ TpaBMbl, BbI3BaHHON XWPYPruyecKMM BMeLLaTeNIbCTBOM. KoH(Urypauma TKaHW BOKPYr
nUMnaaHTaTa M3MeHsIeTCA 3a Bpems, MpoLuefllee nocnie uMmnaaHTauun. O6bIYHO CNyCTS Hedento nocne
UMnAaHTaumMm o6Hapy>KMBatoT BbICOKYH aKTUBHOCTb KJ/IETOK, 38 KOTOPOW CrefyeT nepexogHas ctagus. B
MbILLEYHOIN 1 COEAUHNTENbHOW TKaHSX B 3aBUCMMOCTM OT BMJA XXMBOTHbIX YCTONYMBas (has;» B MoNynauum
KeTOK Habnogaetca nocne 9—I12 Hefenb. IMnnaHTauMsa B KOCTHYH TKaHb MOXeT noTpeboBaTb 6onee
NPOJO/MKUTENbHBIX NePUOS0B HabMAeHUS.

MpoAOMKNTENBHOCT MUCCNeA0BAHUS NPU KPAaTKOBPEMEHHOW MMMNaHTauuy BbIGUPAOT Mo Tabnuvue
1, npy AANTeNbHOW MMnnaHTaumMm —no tabnuue 2.

2
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Tab6nwm b a | —KpaTtkoBpemeHHasa UMNAaHTauua B NOAKOXHYIO TKaHb U MbILLY

B MbIMMaHTaUMOHHB I MePUOg. Heaem
T x neoThbx

1 3 4 9 3

MbiLum X X X
KpbiCbl X X X
Mopckue CBUHKMK X X X
Kponuku X X X

Ta6nuuya2 —AnMTeNbHas UMNNAHTALMUS B NMOAKOXHYH TKaHb, MbILLLLY W KOCTb

IMMnaHTaLMOHHbIV neprog, Menenn
Bug, VBOTHBIX

2 26 Y 7S (104
Kpbicbl X X X
Mopckue CBUHKM X X X
Kponuku X X X X
Cobaku X X X X X
OBWbI X X X X X
Ko3bl X X X X X
CBUHBK X X X X X

MpumeyaHune KTabnmuam 11 2 —3HAKOM *x» 0603HaYeHa MPOAO/MKMTENLHOCTL UMMIAHTALMN.

B 3aBUCHMMOCTM OT MnpegnosiaraeMoro npyMMeHeHNs uccneayeMoro matepmana B cootsetcTasum ¢ FOCT
P MCO 10993.1 He 06513aTeNbHO MCMOMb30BaTh BCe MpeanaraeMble nepuoabl uccnefoaHus. Mpu Heo6xo-
OUMOCTM NPOACIKUTENIHOCTL UCCeA0BaHMA MOXET 6bITb 104 Hepenw.

KonnyecTBO MMNAAHTATOB Ha OHO XXMBOTHOE M KOMMYECTBO XXMBOTHbIX Ha Mepuof MccrefoBaHus
npviBedeHbl B pasgenax 4—6. CnefyeT BBOAUTb [OCTATOMHOE KOIMYECTBO MMMNAHTATOB f15 TOro, YTOoObI
OLleHKa M0 KOHeYHOMY KONM4ecTBy 06pasLioB Aana 4OCTOBEPHbINA pesynbTar.

3.3.3 Xupyprudeckasa npouefypa

>KMBOTHBIM MPOBOAAT COOTBETCTBYHLLYIO aHecTe3uto. BonocsHo/ MOKpoB B o6nacTu onepauuv
yAansoT CTPWXKKONM, 6pUTbeM WAN JPYTMM  MeXaHW4eCcKMM Ccrnocobom. ITOT yyacTok obpabaTbiBatoT
COOTBETCTBYIOLMM aHTUCENTUYECKUM PacTBOpOM. LllepcTb He AO/MKHA KOHTAKTUPOBaTb C MMMIaHTaTOM
WM C paHeBbIMW MOBEPXHOCTAMMU. OCO6EHHOCTU NPOLEAYP BBELEHVUA WM MMMNAHTauUUM onucaHbl B
pasgenax 4 —6.

Xupypruyeckasi MeTOAMKa MOXET 0Ka3aTb 3HaYMTe/IbHOEe B/USIHME Ha pe3ynbTaThbl 0601 MMNiaHTa-
LIMOHHOW Mpouefypbl. XMpYpruyeckyo npouesypy cresyet NPoBOAUTL B CTEPUIbHbBIX YC/IOBUSAX CNOCO60M,
CHUXXAIOLNM BEPOATHOCTb TPaBMbl Ha y4acTKe MMMNaHTaLuu.

Mocne XMpypruyveckoli onepauun paHy 3aKpblBaloT, WCMO/b3ys 3aKUMbl WU LUBbI. NPOSBASS
OCTOPOXHOCTb N5 MOAAEP>XKAHUS YCNOBUIA CTEPUNIbHOCTM.

3.3.4 lNMocneonepaunoHHoe HabnogeHne

3a KaabIM XXMBOTHbIM HabnoAaloT BTeUeHMe BCEro Nepmnoaa NcCnefoBaHUs U PerucTpupytoT AaHHble
0 N06bIX NATONOrMYECKMX NPU3HaKax, BKIOYas MeCTHOe AeliCTBME, JeiCTBME Ha OpraHusm B LENoM 1
noBsejeHYe.

3.3.5 3aboli XMBOTHbIX

Mo OKOHYaHUWN 3IKCNEPUMEHTA XMBOTHbIX 3a6MBalOT C MOMOLLbIO BbICOKOW [03bl aHecTeTUKa Wnm
OPYTYM TYMaHHbIM METOLOM.

3.4  OueHka 610M10rnMYeckoi peakumm

OueHMBalOT BUONOrMYECKYIO peakUmio NyTeM Knaccuukaumm v JOKYMEHTUPOBAHUA MaKpOCKOMu-
YeCKO W rUCTOMONNYECKON peakumii BO BPEMEHN.

CpaBHeHWe peaKkuuil, BbI3BaHHbIX MCCNeAyeMbIM W KOHTPO/bHbIM MaTepuanamu, MpoBOAAT Ha
OAMHAKOBbIX y4aCTKax Mo OTHOLLUEHWNIO K KaXAOMY MMMIAHTATY, YT06bl B/IMSAHNE OTHOCUTE/IbHOIO CMeLLe-
HUA MEeXAY MMMNaHTaTOM U TKaHbi Obl/10 MUHMMabHBIM B COOTBETCTBUM C MPUMEYaHUEM.
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MpumeyaHue —/na 06pasyoB LUNMHAPUYECKOH <]HOpMbl BbIGUPAOT YYacTOK MOCEPEAUHE MEXAY KOH-
LamMu LMAMHAPA, ANS UMNIAHTATOB LUAUHAPUYECKON (OpMbI ¢ NasaMn —LeHTPaNbHbIE YacTy MeXAy Nasamu, a Takxe
MEXZy MIOCKMMMW MOBEPXHOCTAMU UMI/aHTaTa.

Mpn ncnonb3oBaHWM HETBEPAbIX WX MOPOLIKOO6PAa3HbIX MaTepuasioB, MOMELLEHHbIX B TPY6Ky,
CNefyeT MCMosb30BaTb 061acTb Ha KOHLE TPYOKW.

3.4.1 MakpocKonuM4yeckKoe mccregoBaHue

Kaxgblii y4acTOK MMMIaHTaLUN UCCNEAYOT C MOMOLLbIO YBENNUUTETbHBIX INH3.

PernctpupyloT Bug 1 pasmepbl nt060i HabnogaeMor peakumm TKaHu.

3.4.2 TlofgrotoBKa K rmcTo/IONMYECKOMY UCC/ef0BaHMIo

3.4.2.1 N3BneyeHne nmMniaHTaTa v NpuroToB/ieHne obpasHa

BbipesaloT MMnaaHTaT BMeCTe € OCTATOUYHbIM KOMIMUYECTBOM OKPY>KaloLLiei ero Hem3mMeHeHHOM TKaHu
AN OLLEHKN MeCTHOW TKaHeBOW peakuuw. [Ons NpoBefeHWs TMCTOMOTMYECKMX W APYTUMX WUCCNef0BaHUiA
Bblpe3aHHble 6/10KM TKaHW, CoAepXKalLine uccnefyemMblie UM KOHTPObHbIE MMNIaHTaThbl, COOTBETCTBYIOLLMM
obpasom 06pabaTbiBatoT.

Mpu ncnonb3oBaHUM TPASULMOHHBIX METOAUK TKaHEBYIO KariCysly BCKPbIBAKOT A0 WM Mnocse obpa-
60TKMN (hMKCATOPOM M PErucTpupytoT B OTUETE COCTOSHME MOBEPXHOCTU MMMJIAHTaTa M TKAHEeBOro /10XKa.

MpumeyaHune—Bcnyyae npuMeHeHUs TakoM METOANKN CNON TKaHW, Hambonee 613KO pacnonoxeHHble
K UMNNaHTaTy, KakK npaBnno, NMoBpeXaakoTca.

Korga usy4aloT noBepxHOCTb COMPUKOCHOBEHUSA UMMMaHTaTa v TKaHu, NpPefnoyTUTENIbHO UCMONb-
30BaTh XXECTKMWI NNaCTUK 419 BBEAEHUSA UMMIaHTaTa in situ. Jns NnpuroToBaeHMs rMCTONOMMYECKMX CPe3oB
MCMO/b3YHOT COOTBETCTBYIOLME METOAMKM. Heo6XoAnMMO NpogeMOHCTPUPOBaTh, YTO METOAMKA MMNefeHns
C UCNOMb30BaHMEM MACTMKOB HE BbI3bIBAET 3HAYUTE/bHbIX N3MEHEHWNIA MOBEPXHOCTU COMPUKOCHOBEHUS
C TKaHblo.

3.4.3 l'vcTonornyeckoe mccrefoBaHue

CTeneHb peakuuun ornpefenstoT U3MepeHneM PaccToOAHUSA OT NOBEPXHOCTWU COMPUKOCHOBEHUS UMII-
naHTaTa ¢ TKaHbio 0 YHaCTKOB, UMEIOLLMX XapaKTepUCTUKN HOPMasibHOM TKaHW ¢ HOPMaslbHbIM KPOBOO6-
paLleHnem. PerncTpupyloT OpueHTauuilo Ccpe3a OTHOCUTE/IbHO pasMepoB MMIMIaHTaTa, OpWeHTauuto
MUMMIaHTaTa, KO/IM4YecTBO CPe30B M FeOMETPUIO CeHEHUS.

OUEeHUBAKOT W PerucTpUpYIOT credytoLme napameTpbl 6UONOrMYECKOA peakumu:

- cTeneHb pubposza u (Mnn) hrubpo3HOI TKaHM N BOCNANEHWS;

- AereHepauuio, onpegensieMyo U3MeHeHMAMMN B MOPKOIONMM TKaHW;

- 4YNCNo W pacnpegeneHne KNeTOK, XapaKTepur3ytowWwmx BOCHaINTeNNbHbIA MPOLeCce, TaKUX Kak MOSH-
MOP(OHYKNeapHble NeAKOUNTbI, NMMMOUUTLI, MNa3MaTUYeCKne KeTKW, 303MHO(MUAbI, Makpodarn u
MHOrosiiepHble KNETKM, M0 KOTOPbIM MOXHO CYAUTb O CTEMEHW peakumy TKaHei Ha UMMNIaHTaT;

- Ha/IM4YMe HeKpo3a, onpefesiseMoe Nno OCKosIKaM agep v (Mnv) no paspyLUueHnto CTEHOK Kanuiisapos:

- Apyrue napameTpbl, TaKMe Kak OCKOMIKWU MaTepuana, XXMpoBOi MH(UALTPAT, rpaHynoma u T. A.

- KayeCTBO M KOMMYECTBO BPOCLUEN TKaHW /15 MOPUCTOro Matepuana.

Mpy wmMnNNaHTauMm B KOCTb WCCMELYHT MOBEPXHOCTb COMPUKOCHOBEHUS TKaHW W Martepuana.
OueHUBaIOT M/IOLaab KOHTAKTUPYIOLeld KOCTW, KOMMYECTBO KOCTHOW TKaHW, pacnosfioXeHHOW B6/M3n
MUMMIaHTaTa, U NPUCYTCTBME HeKa/bILWMHLHPOBAHHbIX TKaHel. PermcTpupyoT Hann4vme pesopobumm KocT-
HO TKaHu 1 (UNKn) ee paspacTaHme.

3.5 OTueT 06 nccnegoBaHUn

3.5.1 CopepxxaHue oTyeTa 06 mMccnegoBaHMM

On4yet 06 mccnegoBaHUN JO/MKEH COAepXKaTb AOCTATOYHOE KOMMYEeCTBO MaTtepuana Ans nposefeHUs
He3aBMCMMOM OLeHKM pesynbTaToB (3.5.2—3.5.6).

3.5.2 VimnnaHTupyeMble 06pasLbl

B pasgene «/iMnnaHTpyemble 06pasLibl* OMHCbINAIOT UCCNefyeMblii 1 KOHTPO/bHbIV MaTepuasbl, UxX
COCTOSIHWE, M3rOTOBJIEHME, COCTOSIHME MOBEPXHOCTU, a Takxke POopMy WM pasmepbl UMMIaHTaToB. B oTueT
BK/IOYAOT 060CHOBaHME Bbl60pa KOHTPO/IbHbLIX MaTepraios.

Ycnosusi 1 npoLecc MoAroToBKM 06pasLoB MOryT B/MATL HA Peakuuio TKaHW. B OT4eT BK/IOYalOT
YCNoBUA 1 NPOLIECC NOArOTOBKM 06pasLioB, NPUMeHsIeMble METOAbI O4YUCTKM, 06paboTKM 1 CTepUM3aLun.
Ecnn umnnaHTatbl rotoBW/IM B APYromM MecTe, MH(OPMAaLMIO O MOALrOTOBKE MPeACcTaBNAlT [0 Havana
nccnegoBaHus.

3.5.3 XKnBOTHble 1 nmnnaHTayus

B pa3sgene «>KMBOTHbIE Y MMMNAHTaLMA» PErMCTPUPYIOT BO3PACT, Masl U NMOPOLY XXMBOTHbLIX, YC/I0BUA
COfilepXXaHus, pauMoH W MacCy XMBOTHbIX B TeueHuWe nepuofja HabnofeHus. B xope wuccnefoBaHus
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OLIEHMBAIOT COCTOSIHME 3/0POBbS XXUBOTHbIX. Bce HabnofeHUs, BKIOYAA HEOXMAAHHYIO rnbenb, perun-
CTPUPYHOT.

YKa3blBalOT UCMOMb3yeMble .MeTOAbl UMMIaHTAL MW, YH4aCTOK UMMNIaHTaLMW, KONMYeCTBO MMMIaHTa-
TOB Ha OJJHO XXVMBOTHOE M Ma KaXabli nepuog HabnogeHus.

3.5.4 l13BneyeHne 1 rMCTONOrM4ecKoe nccrefoBaHmne

B pa3gen «/13BneyeHne n rmcTosiorM4ecKoe MCCnefoBaHe» BK/IOYaOT ONUCaHNe METOAUKU U3BIIe-
YeHUS UMMNIaHTaToB, PErnCTPUPYIOT KOIMYECTBO U3aTeHEHHbIX MMMIAHTATOB Ha 04HO XXUBOTHOE 1 Nepuos,
HabntogeHns. Bee 06pasubl J0MKHbI 6bIThb YUTeHbI M pacCMOTPeHbI. ONUCLIBAIOT METOANKW, UCNOMb3yeMble
4na hKcaumm 1 noaroToBKU rMcToNOrMYeCKmX CPe3os.

3.5.5 OueHka

Mpn MakpoCKOMMYECKOM KCC/ef0BaHUM MPOBOAAT Kak 06c/efoBaHMe Kaxoro MMmnnaHrara, Tak u
MaKpPOCKOMNYeCcKoe McCrefoBaHve BHELLHEr0 BUia TKaHel, OKpYXKatoLLMX UMMIaHTaTbl. B oTueT BK/IoyaloT
BbIBO/bl, CAeMaHHble NMPU KaX4OM MCTONOrMYECKOM UCCNefoBaHUN.

3.5.6 OkoH4aTenbHasa oLeHKa

B pasgen «OKoH4YaTeNlbHas OMeHKa™ BK/IKOYAKOT CPaBHUTENbHYO OLLEHKY 61M0M0rMYecKoi peakuumn Ha
nccneayemMbiii U KOHTPO/bHbIA MaTepuanbl ¢ NOAPOOHLIM OnMcaHnemM 6MOIOrMYECKON peakuuun.

4 MeTop MMNAaHTaLMM B NOAKOXHYI TKaHb

4.1 O6nacTb MNPUMeHeHUs

[aHHbI MeTof MUCcCNeAoBaHUS NCMO/b3YIOT AN OLEHKW 6010TMYeCKOl peakumm NOAKOXHOM TKaHN
3KCNEePUMEHTA/IbHbIX XUBOTHbBIX Ha UMMMIAHTUPYEMbIN MaTepuan.

MeTog MCNONb3yT ANA CPaBHEHUSA AelCTBMA Pas/IMYHbIX TUMOB MOBEPXHOCTEN WM pParTUYHbIX
COCTOSIHUI OAHOrO M TOrO XKe maTepuana, a Takke Ans OMeHKWU [eliCTBUS PasIMyHbIX BUAOB 06paboTKu
1M MognduKauumn mnccnegyemoro marepuana.

4.2 OCHOBHbIE MOMNOXEHNS

MeToz No3Bo/ISeT CPaBHUTL OMOMOrMYECKYHO peakLMio Ha UMMNIaHTaTbl, U3rOTOMEHHbIE U3 UCCIle-
Ayemoro maTepuana, ¢ 6U00MMYECKO peakLMeil Ha UMNNaHTaTbl U3 KOHTPO/IbHOrO Martepuana, paspe-
LUEHHOFO K MPVMMEHEHMNIO B MEAULMHCKOM MpPaKTUKe B COOTBETCTBMM C 3.2.3.

4.3 Wccnegnyemble o6pasHbl

YcnoBusi NpUroToBfEHUA WUCCNefyeMbIX W KOHTPO/IbHbIX 06pasuoB M3/0XeHbl B 3.2. Pa3vepbl
MMMNaHTaTa 3aBUCAT OT pa3MepoB 3KCMEPUMEHTA/IbHOIO XXUBOTHOTO.

4.3.1 TMpumeHAOT 06pasybl MaTeprana B hopMe NAeHKM gnameTpom oT 10 4o 12 MM 1 TONLWMHON
071 0.3 g0 1 mMMm.

MpumcuyaHwunc—Ana nposefeHnsa OLEHKN MOMMMEPHOro MaTepuana B dpopme nNacTuHbl 0CO6EHHO
noaxoauT NOAKOXXHLIM Yy4acCToK, paCI'IOI'IO)KeHHbII7I HWXe MbILNbI panniculus camosus. Bo BHYTPMMbILLIEYHOM y4acTKe
Takow marepuan MOXeT 06pa3OBbIBaTb CKNnagkun, 4to BAUAET Ha ONEHKY ,D,EVICTBVIFI marepuana per sc.

4.3.2 Ansa 6onbLUINMHCTBA MaTepuasioB 06pasLibl roTOBAT BHOPME LWIMHAPA C 3aKPYTNIEHHBIMW KpasiMu
anametpoMm 1,5 MM ¥ TbIHHOW 5 MM.
4.3.3 XKenobyaTble MMMIaHTaTbl FOTOBAT AMAMETPOM 4 MM W A/IVHOW 7 MM (NpunoxeHue B).

Il pumcuyawnunc—TIpy BpactaHUn lkaHn BXenobku pasgpaxeHue TKaHW, BbI3bIBAEMOE ABMXXEHUEM MPU
COMPUKOCHOBEHUU, MUHUMa/IbHOE.

4.3.4 HeTBepable MaTepuasbl (BK/OYas MOPOLLKM) MOMELLAKT B TPY6KM fuameTpom 1.5 MM v ANnHOA
5 mMm (3.2.2).

4.4 IKCnepyMeHTa/IbHbIE XXMBOTHbIE W YUYaCTKU UMMIaHTaumm

VMnnaHTaTbl BBOAAT B COEAVHUTE/IbHYIO TKaHb CMMHbI MbILEA, KPbIC, MOPCKUX CBUHOK WK
KPOJIMKOB. BblOGMpatoT OfNH 13 BUAOB XXMBOTHbIX.

[na Keakgoro nepuofa MMMNIAHTaUMM UCMOMb3YIOT HE MeHee Trpex >KMBOTHbIX W A0CTaTouyHOoe
KO/IMYECTBO UMM/AHTALMOHHbIX YHaCTKOB [i19 BBEJiEHUS AecATU 06pasLoB KaxAoro marepuana.

4.5 Tpouenypa vMnnaHTaumm

451 VmnnaHTaumsa B 061acTb CPefHEN NMMHUN CMNHBI

Pa3pe3aloT KOXy W TynbIM pacceyeHnem fenatoT oAuvH unu 6onee kapmaHos. OCHOBaHWe KapmaHa
pacnonaralT Ha paccTosHuM 6onee 10 MM OT IMHMK paspesa. B Kakabli NOAKOXKHbIY KapMaH MomeLlaiT
no 04HOMY MMMAAHTaTY, TaK YTo6bl UMMNAaHTaTbl He CoNpUKacanuchb Apyr ¢ ApYrom.



MOCT P NCO 10993.6-99

Il punoxXcHuKc—/LonyckaeTcs nomellatb UMNAAHTAT B HYXHBbI y4acTOK C MOMOLLbH TpoKapa.

4.5.2 VimnnaHtauusa B LWelO

Y Mbileld genatoT Hagpes AAMHOW 1 CcM Haj KPecTuoM M TyMbIM pacceveHMeM MNOAroTaBAMBaloT
MOAKOXHbIA TYHHeNb, HanpaBfeHHbIA K wee. OAWH WMMMAHTAT, BbIMO/HEHHbIA B COOTBETCTBUM C
YepTEXOM MPUIOKEHNS B. NpoTaskMBaKOT Yepes TYHHE b, Y pasMeLLaloT B LLee.

Y KpbIC UMNAAHTUPYIOT MO OAHOMY 06pasLy KOHTPO/IbHOFO M UCC/eayeMoro matepvana oTAeNbHO B
06e CTOPOHbI LLUEN. Tak YTOObl UMMMAHTaTbI He conpuKacaiuchb 4pyr C ApYyrom.

Ha onpefeneHHOM paccTosHMM OT UMNAAHTaTa TYHHE/b 3aKpbIBAlOT C MOMOLLBIO TPeX CTEXKOB
HEMeTa/I/IMYECKOro LLIOBHOTrO Marepviasia A5 NpefoTBpPaLLeHns 4BUXEHUA UMIIaHTaTa.

4.6 T1poAo/mKNTENIbHOCTL UMMIaHTaLn

MpofoMmKMTENbHOCTL MMMIaHTaL MK, 06ecnevmBaloLLyo YCTOUMBYIO (hasy 6MON0rNMYecKol peakumm
TKaHW, Bbl6bUpaoT B COOTBETCTBUU C 3.3.2.

4.7 OueHKa 610M10rMYecKol peakumm

Buonornyeckyto peakumio OLEHUBAKOT B COOTBETCTBUM C 3.4.

4.8 dopma oT4yeTa 06 nccnesoBaHUN

PesynbTaTbl UCCNEA0BAHMA WM 3aKNHOUNTENbHbIM OTYET NPeACTaBASAT B COOTBETCTBUM C TpeboBa-
HUAMK 3.5.

5 MeTtoa nmnnaHTaumm B MbILLEYHYH TKaHb

5.1 O6nacTb NpUMeHeHU

[JaHHbI MeTOof UCNOoNb3YOT AN OLLEHKN Peakuyy MbILLEYHON TKaHW 3KCMEPUMEHTa/TbHbIX XXMBOTHbIX
Ha MMNAaHTUPYeMbIi MaTepuarn.

5.2 OCHOBHbIe MOMOXKEHUS

MeTog N03BONSAET CPaBHUTb BMOMOMMYECKYIO PeaKLMI0 Ha UMMMaHTaTbl U3 1CCefyemMoro marepuana
¢ 6uonornyeckoii peakumeii Ha UMMIAHTaTbl U3 KOHTPOJIbHbLIX MaTepranos, paspeLleHHbIX K MPUMEHEHNIO
B MEAMLUMHCKON MpaKTWUKe B COOTBETCTBMM C 3.2.3.

5.3 Wccnegyemble o6pasLpl

Ycnosusi NpUroToB/IEHUA UCCNEAYeMbIX W KOHTPO/bHbIX 06pasuoB npuBefeHbl B pasgene 3.2.
Pasmepbl mnnaHTaTa BbIGUPaOT UCXOAA M3 pa3MepoB BbIOGPaAHHON rpynnbl MbiwL,. ATA napasepTebpasib-
HbIX MbILUL, KPO/IMKA UCNOb3YHT 06pasubl wmnpuHoin oT | 4o 3 MM 1 gnvHoin 10 mMwm.

O6pasupbl 06bIYHO NMEIOT 3aKPYr/IeHHble Kpas U KOHUbI.

5.4 OKcnepyMeHTa/bHbIe XXMBOTHbIE U YYaCTKU MMMAaHTauum

VIMnnaHTaTbl NOMELLAT B MbILLEYHYIO TKaHb KPOJIMKOB U APYTUX XNBOTHbIX. MbILWLbl 0/HKHbI 6bITh
pa3MepoM, 4OCTaTOYHbIM 15 Pa3MeLLEHNA UMMNIaHTMPYeMbIX 06pa3L,oB. BogHOM MecTe UCMO/b3yHT OANH
MUMMaHTaT.

MpumMmeyaHune —BKayecTBe y4aCTKOB MMMNAHTaLUU UCNONL3YIOT napaBepTe6paanb|e MbILWLbl KPONIMKOB,
AroANYHbIE MbILWLUbI KPbIC U MbILWHbI 6e,qpa KPO/INKOB.

[na Kaxporo nepuoga WMMMAaHTauMM WCMOMb3YIOT He MeHee TPexX >KMBOTHbIX W [OCTAaTO4YHOE
KO/IMYECTBO MMMJIAHTALMOHHBIX Y4acTKOB A/ BBEfeHWS BOCbMW WCMbITYEMbIX W BOCbMU KOHTPO/IbHbIX
ob6pasLios.

Ecnn KOHTPONbHLIA MaTepuan MOXeT BbI3BaTb peakuuio 60/ee 3HAUNTENbHYIO, YeM MUHUMaSIbHasA,
MCMO/b3YIOT AABa 06pasLa TaKoro KOHTPoNsA. VIMNNaHTUpYoT fiBa [OMNO/IHUTENbHbLIX KOHTPO/IbHbIX 06pasHa
M3 maTepuana, 0 KOTOPOM W3BECTHO, YTO OH BbI3bIBAET MUHUMA/IbHYIO peakuuio TKaHW, B Y4acToK,
NPOTMBOMO/IOXHBI TOMY, B KOTOPbI UMMIAHTMPOBaH uccieyeMblii o6pasel,.

5.5 Tpouegypa vMniaHTaumm

ViMnnaHTaumio NpoBOAAT C MOMOLLBIO UMbl ANS MOAKOXHbIX BMAPbICKMBAHWA WM Tpokapa. ATA
WUMMNIAHTATOB 60MbLLON0 AMameTpa MOXHO MCMONb30BaThb APYrne MeToAbl MMMIaHTaLUN.

Mcenegyemble 06pasibl MMNAAHTUPYIOT B MblLLbl Tefa Tak. YTobbl HanpasfieHVe ocu MMMAaaHTaTa
6b1710 NapanfieflbHO MbILLEYHbIM BOJIOKHAM.

B napasepTebpasibHYI0 MbILLLY KPOSMKa UMMIaHTUPYIOT MO YeTbIpe obpasua nccnesyemoro Marepuva-
Nna ¢ 0AHOM CTOPOHbI CMMHbI Ha PaccToAHUM 25—50 MM OT CpefHel IMHUN NapanieflbHo NO3BOHOUYHOMY
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cTonby 1 NpubAN3NTENIbHO Ha PacCToAHUU 25 MM Apyr OT Apyra. Kaxgomy >XWBOTHOMY MMMNIAHTUPYOT
TakXXe YeTblpe 06pas3Ha KOHTPO/IbHOr0 MaTepuasia B KOHTpasiaTepasibHY0 MbILLILY.

5.6 TMpOoAO/MKMTENBHOCTL UMNAHTaLMN

MpoAOMKNTENBHOCTb MMMNAHTaLUMKW, 06ecreqrBatoLLYy0 YCTOWUUBYIO (hasy 610/1I0rMUECKO peakumum
TKaHW, BbIGMPalOT B COOTBETCTBMU C 3.3.2.

5.7 OueHKa 610M0rMyecKoli peakumm

Buonornyeckyto peakumio OLEHUBAIOT B COOTBETCTBUN C TpeboBaHMsAMU 3.4.

5.8 dopma oT4yeTa 06 nccnegoBaHUM

Pe3ynbTaTbl MCCNefoBaHNA W 3aKUNTENbHbIA 0TUYET NPeACcTaBAAOT B COOTBETCTBUM C TpeboBa-
HuAMK 3.5.

6 MeToh UmMnNaHTaumMm B KOCTHYHO TKaHb

6.1 O6nacTb NpUMeHeHMs

[JaHHbIA MeTof mMccrefoBaHUS UCMOMb3YOT A/1A OLEHKM 6MOMOrMYecKoi peakuuym KOCTHOW TKaHu
3KCMEPUMEHTA/IbHbIX XXMBOTHbIX Ha UMMNAAHTUPYeMbI MaTepua.

MeTog MCMonb3ylT ANA CPaBHEHUSI AeCTBUSA PasfIMyHbIX TUMOB MOBEPXHOCTEA WM PasMUHbIX
COCTOSIHMIA OfHOrO M TOFO XXe Martepuana W ANs OLEHKW LeACTBUS pas/IMyHbIX BUAOB 06paboTKu mnm
MOAM(UKaLUKN nUccnefyeMoro Matepyana.

6.2 OCHOBHbIE MOJIOXKEHMNSA

MeToz No3BONSET CPaBHUTL 6GUOMOMMYECKYIO PeaKLUmMio Ha MMNIaHTaTbl U3 1CCNefyemMoro mMarepuana
¢ 6uonornyeckoli peakumeii Ha UMMIAHTaTbl M3 KOHTPO/IbHOrO MaTepuana, paspeLleHHOro K MpMMeHeHNo
B MeANLUMHCKON NpaKTMKe B COOTBETCTBMM C 3.2.3.

6.3 Wccnegyemble o6pasubl

O6Lme ycnoBus NPUroTOB/IEHNSA UCCEAYEMbBIX U KOHTPO/IbHbIX 06pa3LoB nprBedeHsbl B 3.2.

6.3.1 dopma umnnaHTUpyembix 06pasL,oB

MprMeHSOT 06pa3Hbl B hOpMe BUHTA WK € pe3b60id, YTOBbl 06eCNeYnNTb HEMOABUKHOCTL MMMIaH-
TaTta B KOCTKW. IMpu He0BXOANMMOCTM [OMYCKAeTCA MCMOb30BaTb LUANHAPUYECKYIO (hopMy.

6.3.2 Pasmepbl nccnegyembix 06pasLos

Pa3Mep nmnnaHTarta onpegensieT BbI6G0P 3KCNEPUMEHTANIBHOMO XXMBOTHOMO U KOCTU:

- ONS KPONMMKOB — LUIMHAPUYECKMNE UMMNAHTaTbl AMaMeTPOM 2 MM U S/IMHOW 6 MM;

- onsa cobak — LMANHAPUYECKME UMMNIAHTaTbl AUaMeTpoM 4 MM U ANMHOW 12 Mm:

- AN KPOMIMKOB, co6aK, OBeL,. KO03. CBUHE — OpTONneaUYecKne KOCTHble BMHTOBbIE MMMaHTaTbl OT
2 MM [0 4.5 MMm.

6.4 OKCMepMMEHTa/IbHbIE XXMBOTHbIE U YYaCTKW UMMNIaHTaumm

6.4.1 3KCrepuvMeHTa/IbHbIE XXNBOTHbIE

ViMnnaHTaumio NpoBoAAT B KOCTW cobak, OBeL,, KO3, CBUHEWN MU KPO/IMKOB. BbI6bnpaloT oquH 13 BUA0B
XXUBOTHbIX. PU3MO0N0rNA KOCTU 3aBUCUT OT BUAA XKMBOTHOIO, NMO3TOMY ee OLIeHMBAaIOT 40 HaYana npoLesypsbl
MMTaHTauumn. B Kaxablli UMNNAHTALMOHHbIV NEPUOA UCNONb3YIOT He MeHee YeTbIpex KPOMKOB Uan no
[Ba NpeAcTaBUTeNsA KadK4Ooro ApYroro BMAa XWBOTHbIX.

6.4.2 YyaCcTKun yMmnnaHTaumm

[nsa umnnaHTaumy uccnegyembiX M KOHTPOMbHbIX 06pa3LoB UCMOoMb3yoT 0AUHAKOBble aBTOMaTUYeC-
Kue yyacTKu. WccnegyeMble MMMNIaHTaTbl pacnosiaraloT KOHTpaiaTepasibHO MO OTHOLUIEHUKO K KOHTPO/Ib-
HbIM. Y4acTK/ MMNAaHTauMm BbIoMpatoT ¢ y4eTOM MUHUMU3ALMN OMAacHOCTU MepeMeLLeHMa UMMnIaHTaTa.

MpumeyaHue —/ANa UMNNAHTALWUN NOAXOAAT GeApo U 06nacTb 60/bLLIOK 6epLoBoit KocTU.

Bbl6VpatloT cnegytoLliee KONMYecTBO YYaCTKOB MMMIaHTaLmm:

- AN KponmnKa —He 6osiee 6 y4acTKOB (TpU AN UccnefyemblX 06pasLoB U TpY 419 KOHTPOJIbHbIX);

- &nAa cobaku, 0BLbI, KO3bl WM CBUHbU — He 60/1ee 12 y4acTKOB (LUeCTb A/15 Uccnefyemblx 06pasLioB
N LWeCTb ANA KOHTPOSIbHbIX).

He ponyckaetca ncnonb3osaThb 60s1ee 12 y4acTKOB /19 UMMIaHTaLUMK Ha OAHOM >XMBOTHOM.

Pasmepbl, Maccy 1 BO3pacT XXUBOTHbIX, & TaKXe y4acTOK MMMNAaHTaLuMmn BbIGUPaOT C y4eTOM TOro,
yTOo6bI pasmeLLeHVe VIMNnaHTaTa He 6b1710 NPUYNHON YBENMYEHUSI OMACHOCTW MATONOrMYeCcKOro nepenoma
B nccnefyeMom yuyactke. Mpu Mcnonb3oBaHUM 60/1ee MOOAbIX XXUBOTHbIX He JOMYCKaeTCs MCMo/b30BaTh
y4acTKu, OTHOCALMECS K aNUduU3y, Uam Apyryio He3penyr KocTb.

6.5 MNpoueaypa vmniaHTaumMn

MoAroTOBKY KOCTW MPOBOASAT C WCMONb30BaHMEM CBEP/IEHMS MPU HWU3KOM CKOPOCTW, NpepbiBas
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CBEP/IEHME A1 OBUNBbHOr0 YBM&XKHEHUS (DU3NOMOTMYECKMM pPacTBOPOM M OTcacbiBaHUA. YpesmepHoe
HarpeBaHMe MOXET MPUBECTM K HaCTMUYHOMY HEKPO3Y KOCTHOWM TKaHW.

[unameTp nmnnaHTaTa U MecTo NPUIOKEHUS ero K KOCTWU [O/DKHbI JOCTATOYHO XOPOLUO MOAXOAUTb
APYr K Apyry Bo usbexaHue hmbposa KOCTHOM TKaHW.

O6HaxatoT 60KOBYIO MOBEPXHOCTb KaXJoW 6GefpeHHOlM nan 60nbLuoli 6epuoBoli KOCTWM U CBEPAST
COOTBETCTBYIOLLLEE KOMIMYECTBO OTBEPCTUIA 411 UMMIAHTATOB. Y KPO/IMKOB AeNalT TPy 0TBepcTus, y 6onee
KPYMHbIX XXMBOTHbIX — LUECTb OTBEpPCTUIA. Mepes BBeAeHMEM WUMMIaHTaTa OTBEPCTME PacCcBEpPMBAKOT A0
NONYyYeHNS HYXXHOI0 AuameTpa Wan pasBuMHUMBaOT. LIMAMHAPLI BCTaBNAKOT, NpWkas Nasblem. VmnnaH-
TaTbl B ()OpPMe BMHTA BKPYYMBAIOT HA MECTO C MOMOLLbIO MHCTPYMEHTA, KOHTPONMPYS KPYTSALUMIA MOMEHT.
KpyTAwwmii MOMEHT perucTpupyoT.

6.6 MpoJo/MHKUTENbHOCTL UMIM/IaHTaUUN

MpoAo/MKNTENBHOCTL MMMIaHTaL MK, 06ecneymBatoLLy H0 YCTOMUMBYO hasy 6100 MYECKO peakLmm
TKaHW, BblOMPAIOT B COOTBETCTBMM C 3.3.2.

6.7 OueHKa 61MOMOrNYECKON peakLmm

Buonornyeckyto peakuuio OLEHMBAKT B COOTBETCTBUM C 3.4.

6.8 ®dopma oTyeTa 06 mccnefoBaHNN

PesynbTaTtbl UcCnefoBaHNS M 3aKIOUNTENIbHBIA OTHET NPeACTaBASAOT B COOTBETCTBUM C 3.5.
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MPUNOXEHWNE A
(cnpaBoyHoe)

KOHTpo/ibHbIE MaTeprasibl

A.l Peakuus

Buonornuyeckyto peakuuto Ha KOHTPO/bHbIE MaTepuabl He OLeHMBAlOT Kak «OTCYTCTBME peakLuu», HO OHa
AB/AETCA 3TANOHOM [ OLEHKWN peakuun apyrux matcpuaros.

Mpwn OTCYTCTBMM MOPUCTOr0 KOHTPOLHOIO MaTepuana A1s CpaBHUTENbHON peakLym [onyCKaeTcs NCnonb3oBaTb
HEMOPUCTbIA KOHTPOMbHbIA MaTepuan.

Ecnu npegnonaraetcsa, 4To Havwbonee NOAXOAALUMA KOHTPOMbHbIA MaTepuas MOXET Bbi3BaTb 60fiee CUbHYIO
TKaHEeBYIO peakuuio, YeM HOpMasibHO HablofaemMas peakLUns y KOHTPO/bHbIX MaTepuanos, NPUBEAEHHbIX B laHHOM
MPUNOXEHUN, B KaUeCTBE KOHTPONA A1 OLEHKMN XUPYPrUYecKoi MeTOAMKN MMNNaHTUPYIOT 06pasLibl M3 MaTepuasnos,
NPUBELEHHBbIX B aTOM MPUNOXKEHUN.

A.2 MeTannnyeckue KOHTPOJIbHblE MaTepuasbl

[na n3roToBNeHNs KOHTPO/IbHLIX 06Pa3LL0B UCMONb3YIOT HEPXKABEIOLLYIO CTaslb, KO6a/IbTXPOM. TUTaH U TUTAHO-
Bble Cnnaebl. buonoruyeckas peakuus 3TUX MaTepuanoB AOCTAaTOYHO XOPOLLIO M3yYeHa B LUMPOKON HayuyHOR u
KNMHWYecKol npakTuke. bonee noapobHas nHopmayms nsnoxeHa 8 MCO 5832, yactn 1—8 (| 1|—X]).

A.3 TlonMmepHble H KepaMUyecKne KOHTPO/bHbIE MaTepuasbl

VH(opmaums 0 HeMeTanIMyeCKMX KOHTPOMbHbIX MaTepuanax npusegeHa B |9, 110] n (11].
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MPUNOXEHWE B
(cnpaBoyHoOe)

LinnmHapryeckuii obpasel,

dopma v pa3Mepbl B MUNMMETPaX LUANHAPMYECKOTr006pasHa Ans UMNIaHTaLun Mblliy NPUBEAEHbI Ha PUCYHKE
b.1.
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MPUNOXXEHVE B
(cnpaBoyHoOe)

Bubnnoipadms

KOHTpo/bHble MaTepuassi
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|16] UNI 9582-3:1990. Biocompatibility of Medical Materials and Devices —Bone Implant Test
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JlononHutenbHasa nutepatypa

|18] Cohen. J. Assay of Foreign-Body Reaction. Journal of Bone and Joint Surgery. 41A. pp. 152—166 (1959)
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