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MpeancnoBue

Lienu n npuHumnel ctaHgapTusaummn B Poceuinickon ®eaepaumm yctaHosneHbl dPefeparnbHbiM 3akOHOM
0T 27 nekabps 2002 r. Ne 184-93 «O TeXHUYECKOM perynnpoBaHuny, a npasunna npuMeHeHns HauMoHansHbIX
ctangapToB Poccuiickon ®epepaunm — FOCT P 1.0—2004 «CtaHgapTusaumsa B Poccuiickol Pegepaumn.
OCHOBHbIE MOMOXEHUSA»

CBepeHUus o cTtaHgapTe

1 NOArOTOBJIEH ABTOHOMHON HEKOMMEpPYECKON opraHusaunein « MHCTUTYT MeguKo-61MonorMyeckKunx
nccnegosaruin n texHomnoruny (AHO «MMBUWT») Ha ocHoBe coGCTBEHHOrO ayTeHTUYHOIo NepeBoa Ha pyc-
CKWN A3bIK CTAHAAPTA, YKasaHHOro B NyHkTe 4

2 BHECEH TexHuyecknm kommuteToMm no ctangaptunsaumm TK 422 «OueHka 6uonoruyeckoro aenctensa
MeMULMHCKNX N3aenniny

3 YTBEPXIEH W BBEAEH B JENCTBUVE lMpukasom deaepansHOro areHTCTBa No TeXHUYECKOMY
perynupoBaHuio U MeTponorin ot 15 noHs 2011 r. Ne 126-ct

4 HacTtoswuin ctangapT naeHTudeH mexayHapogHomy ctanaapty MCO/TC 22911:2005 «CtomaTono-
rna. JoknuHnYeckas oLeHKa UMMMIaHTUpyeMblX AeHTanbHbIX cuctem. Metoabl UCNBITAHUA Ha KUBOTHLIX»
(ISO/TS 22911:2005 «Dentistry — Preclinical evaluation of dental implant systems — Animal test methods»).

Mpu NpyMeHeHnn HACTOSILLEero CTaHaapTa PEKOMEHAYETCA UCMNONb30BaTh BMECTO CChINIOYHBIX MeXay-
HapoAHbIX CTaHOApTOB COOTBETCTBYOLME UM HauMoHanbHble cTaHaapThl Poccuitickon degepauun, ceeae-
HUS1 O KOTOPbLIX MPUBEAEHBI B AOMOMHATENBHOM NpunoxeHun A

5 BBEJEH BMNEPBbIE

UHbopMmayusi 06 U3MeHeHUsIX K HacmosiueMy cmaHO0apmy nybnukyemcsi 8 exe200H0 u3dasaeMoM
UHGbopMayUOHHOM yKaszamerne «HayuoHanbHble cmaHdapmbi», a mekcm U3MeHeHUl U rorpasok — & exe-
MecsYHO u3dasaeMbix UHGhopMayUOHHBIX yKalamersx «HauuoHaribHbie cmaHOapmebi». B cnyyae nepe-
cMompa (3aMeHbl) unu OomMeHbi Hacmosiuweeo cmaHdapma coomeemcmsyowee ysedomiieHue 6ydem
0nybruKo8aHo 8 eXXeMecsIHHO u3zdasaeMoM UHOPMaUUOHHOM yKaszamene «HauuoHanbHblie cmaHdapmbiy.
Coomsemcmsyrowasi UHhopmayusi, ysedoMIIeHUe U meKCcmbl pasMewaromces makxe 6 UHGhopMayuoHHoU
cucmeme obujeao rnonb3o8aHusi — Ha oguyuansHoM calime QedepanibHO20 a2eHMCMea ro MeXHUYeCKoMy
peaynuposaHuro U Memposioauu 8 cemu MIHmepHem

© CrangapTtuHgpopm, 2011

HacToswwuii ctaHaapT He MOXET BbITb MOHOCTLIO UMW YaCTUYHO BOCNPOU3BEEH, TUPaXKMPOBaH 1 pac-
MPOCTpaHeH B KauecTBe oduLmMansHOro 3gaHus 6es paspeleHnsa degepanbHOro areHTCTBa No TeXHUYECKo-
My perynupoBaHunio U MeTponorm
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BeepgeHue

NUCO (MexayHapogHas OpraHusaumns CtaHaapTusauum) aenaeTca BceMupHoin deaepaumnein opraHos
HalWoHanbHbIX CTaHAapToB (opraHunsaumMn — uneHsl UCO). PaboTa no nogrotoeke MexayHapoaHbix CtaH-
AapToB 06bIvHO ocyLlecTBnsAeTcA TexHudyeckumn komutetamnm NCO. Kaxaas opraHnsaunsa-dYneH, sauHtepe-
COBaHHasdA B npegmeTe, ANA KOTOPOro cosgasancss TexXHUYEecKUA KOMUTET, uMeeT npaso ObiTb
npeacTasBreHHon B aToM komuTeTe. MexayHapoaHble NpaBUTENbCTBEHHbIE U HENPaBUTENbCTBEHHbIE opra-
HU3aLmm1 Takke NpUHUMaloT yyacTtue B paboTte Bo B3aumopercTeum ¢ UCO. UCO TecHo coTpyaHuyaeT ¢ Mex-
AyHapogHoi  OnekTpotexHudeckon Komuccmen (MOK) no Bcem Bonpocam  3MneKTpoOTeXHUYECKON
cTaHgapTusauumu.

MexayHapodHble cTaHAapTbl paspabaTbiBaloTcsl B COOTBETCTBUM C MpaBunamMu, npuBeAeHHbIMU B
Oupektusax MCO/M3K, YHacTb 2.

OcHoBHolM 3agayent TeXHUYECKUX KOMUTETOB ABNAETCA NOAroTOBKA MEXAYHapOOHbIX CTaHAapTOB.
MpoeKTbl MexxayHapoAHbIX CTaHAapTOB, NPUHATEIE TEXHUYECKUMI KOMUTETaMK, PacrpoCTPaHAITCS OpraHn-
3auuam-dnieHam gns ronocosanus. My6nukaums B kavecTse MexayHapoaHoro ctaHaapTa Tpebyet oqobpe-
HUA MO MeHblUein Mepe 75 % opraHusauuMi-4n1eHoB ¢ NpaBoM ronoca.

Mpu gpyrux ob6cToaTenbLCTBax, 0co6eHHO NPU BOZHUKHOBEHUW CPOYHOW KOMMepYeckoi NoTpe6bHoCTM B
Taknx AOKYMeHTax, TeXHNYECKNA KOMUTET MOXET NPUHATL pelleHue BINYCTUTbL ApYrne TUMbl HOPMaTUBHBIX
JOKYMEHTOB:

- Cneuudukauma MCO (MCO/MAC) B cBobogHOM AOCTyNe NpeAcTaBnaeT eaMHoe MHeHUe TexHUYec-
Knx akcnepToB paboyei rpynnbl UCO n npuHnmaetca Kk nybnukauum, ecnu oHa ogobpeHa 50 % yvacTeyrowmx
B rofI0COBaHUN YNIEHOB BbILLIECTOSALLErO KOMUTETA.

- TexHudeckue Ycnosust UCO (MCO/TC) npeactaBnsaioT eqUHOE MHEHUE YneHOB TexHUYeckoro kKomure-
Ta 1 NpUHUMatoTCA K Nybrvkaumm, ecnm oHn ogobpeHsl 2/3 y4acTBYOLMX B FONOCOBAHUU YNEHOB KOMUTETA.

OokymenTbl UICO/MAC n UCO/TC nepecmaTpuBaloTcs Yepes Tpu roga Ansa pewleHus sonpoca o6 ux
yTBEPXAEHUN eLle Ha Tpu roga, BHECEHUM NONpPaBoK A1 MPUHSITUS B KAUECTBE MEeXAyHapoAHOro ctaHaapTa
nnM6o ux oTmeHbl. Ecnn gokymeHTol UCO/MAC n NCO/TC yTBepXaeHbl, TO OHWU NepecMaTpuBaloTCa Yepes
nocnegywoLine Tpy roga, Koraa Uux HagnexuT npeobpasosaTh B MeXAyHapoAHbIN cTaHAapT NMBo OTMEeHUTb.

Heobxoammo obpaTiTb BHUMaHWE Ha BO3MOXKHOCTb TOMO, YTO HEKOTOPbIE 3N1EMEHThI 4aHHOMO AOKYMEeH-
Ta MOryT noasepratbcsl naTeHTHbIM npasaMm. MCO cHumaeT ¢ cebsi 0TBeTCTBEHHOCTb 3a 0603HayYeHue
Kaknx-nbo naTteHTHbIX MpaB.

NCO/TC 22911 6b1n noarotosneH TexHudecknum kommtetom MCO/TC 106 «CTomaTonorusa», nogkoMu-
TeT MK 8 «3ybHble umnnaHTaTbi».
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HAUUWOHANbHBIN CTAHJAAPT POCCUMUUCKOWUW @EREPALUMU

Ctomaronorusa
AOKNMWUHUYECKAA OLIEHKA CUCTEM UMINAHTATOB
MeToabl UCNLITAHUN HAa XKMBOTHbIX

Dentistry. Preclinical evaluation of dental implant systems. Animal test methods

Narta BBeaenns — 2012—03—01

1 O6nacTb NpUMeHeHuns

HacTosawmin CTaHAapT yCTaHaBnmMBaeT MeToAbl UCNbITAHWUNA Ha XUBOTHbLIX, CBA3AHHLIE C (byHKLlMOHaJ'Ib-
HOW oLEeHKOoWN MMNIIaHTUPYyeMbIX AeHTallbHbIX CUCTEM C NUCMOJIb30BaHMEM KaK MaKpPpOCKOMUYECKUX, Tak 1 MUK-
POCKONUYECKMX napamMeTpoB. Hactoswmin ctaHgapT npegHasHavyeH ANS UCNONb30BaHUS TOSMbKO B TOM
cny4dae, korga aHanus pucka ykasbiBaeT Ha HeoB6X0AMMOCTb AOMNOMHUTENBHOW UHopMaLuu, KOTOPYIO MOTYyT
npegocCtaBnUTb TOJIBKO UCMBITAHUA Ha XXUBOTHBbIX.

2 HopmaTuBHLIE CCbINKH

Cnepytowie crnpaBoyHble 4OKYMEHThI ABASAOTCA HeOOX0AUMBIMU ANsi NPUMEHEHMS! HACTOSILLETO CTaH-
Aapta. lMpu gatupoBaHHON ceblfike MPUMEHNMO TONbKO YkasaHHoe usgaHue. MNpu cebinke 6e3 aaTbl NpUMEHU-
MO nocriegHee UsgaHue ykasaHHOro OKYMeHTa (Bkrtovas niobble NonpaBku).

NUCO 1942-5 Ctomatonorns. Cnoeapb. Hactb 5. TepMUHbI, OTHOCALLUMECS K UCTILITAHUSIM

MCO 10993-2 OueHka buonormyeckas MeauuMHCKMX nsgenuin. Yactb 2. TpeboBaHus K obpalleHnto ¢
YKMBOTHBLIMA

3 TepmuHbI 1 onpeaeneHns

B HacTosWem cTaHaapTe npumeHeHsbl TepMuHbl no MCO1942-5.

4 MeToa nccnepnoBaHus

4.1 MpoTokon uccnegoBaHust

Mepen UcnblTaHUEM KaX0W KOHKPETHOW CUCTEMbI AeHTarbHbIX UMMNAaHTaToOB U3roTOBUTENb UM 3aKas-
YUK OTBEYaeT 3a NOAroToBKy NoApPObHOro NpoToKoNa UccneaoBaHUs, KOTOPLIA 0IDKeH BKoYaTh, N0 MeHb-
el Mepe, NONHOe onNncaHue crieayoLero:

a) uenu uccnegoBaHus;

b) cmbicna n o6ocHOBaHWA UccneAoBaHUA Ha XUBOTHBIX in Vivo, a Takke Apyroi noao6Hol uHgopma-
Lun, KoTopast MOXeT NoHaaobuTbes Ans yaosnetsopeHus TpebosaHuin UCO 10993-2;

C) uccnegyemomn CUcTeMbl JeHTanbHOro UMnnaHTaTa, BKIoYas ee XMMUYecKuid cocTas U hrUsmyeckyto
CTPYKTYPY, pekoMeHayeMblii cnocob ee KIMHUYECKOro BBeAEHUS! U UCTIONb30BaHUs, a Takke NpUMeHseMble
BUAbI KOHTPONS;

d) BbIOpaHHOrO BMAA XUBOTHBIX, MX MPOUCXOXAEHUA 1 060CHOBaHUA BLIGOPA;

WU3panne odpmumancHoe
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e) cobniogaeMoro npoTokona UcCneaoBaHns, BKOYast YACIO XKUBOTHBIX U MccredyeMbix ob6pasLoB,
BblOpaHHble BpeMeHHbIe MHTepBarbl U1 060CHOBaHME UX UCMONb30BaHUS;

f) MeToaoB oueHKM, KOTOpbIe NpeanonaraeTcsa UCMOMb30BaTh, KaK KMUHUYECKUX, Tak U TabopaTopHbIX,
1 060CHOBaHNS UX NPUMEHEHUS;

g) MeToOoB aHanu3a KIMHUYECKUX 1 NTabopaTopHbIX AaHHBIX, @ TaKkke KpUTepues Ans onpeaeneHus
pesynbTaTa uccreoBaHus, KOTopble npearonaraeTcs UCNonb3oBaTh;

h) uHdopmaLmun, Nnoanexallein BKOYEHNIO B 0T4eT 00 MccneaoBaHuu.

MpumMmeyaHue—MW3-3a WMPOKOro pasHoo6pasns KOHCTPYKUMIA U KIIMHUYECKUX NPpoueayp, CBA3aHHbIX C UC-
NMonNb30BaHWEM Pa3nUYHbIX CUCTEM AEHTamNbHbLIX UMNAHTaTOB, POPMYNMPOBaHWe eauHOro Nogpo6HOro MPoOToKoNa uccne-
[JOBaHUs! He SIBNSIETCS BO3MOXHbLIM. TeéM He MeHee, HaCcTOALWMI CTaHaapT NPeaoCTaBNsAT PEKOMEHAALNMN MO HEKOTOPbIM
OCHOBHbIM acrnektam MeToaa NccrnegoBaHns, 00WmUM Arsi Bcex MpoTokornoB. CNMCOK CnpaBoUHbIX JOKYMEHTOB MO MPOTOKO-
naM uccreoBaHuin Ha XMBOTHbLIX NpYBeaeH B bubnuorpacum.

4.2 XXuBoTHbIe U cofepXaHue XUBOTHbIX

4.2.1 CopepxaHue XMBOTHbIX

CopgepxaHue XMBOTHBIX JOMKHO OCyLLecTBnATLEA B cooTBeTCTBUM ¢ MCO 10993-2 1 npumeHnMbIMn
HOpMaTUBHbIMN TpeboBaHUAMN K UCCIeayeMbIM XUBOTHBIM.

Monb3oBaTenu QOMmKHblI CO3HaBaTb, YTO MOTYT GbITb MPUMEHEHBI HALMOHaMNbHbIE HOpMaTUBHBIE Tpebo-
BaHWS B 06nacTu coaepkaHns >XMBOTHBIX.

4.2.2 Uccnepyembie XUBOTHbIE

Ha gaHHbIA MOMEHT HU OflHa KOHKpeTHas MoAerb Ha XXUBOTHLIX ANA UCCNeaoBaHUA CUCTEM AeHTalb-
HBIX UMMNNAHTaTOB He YTBEPXAeHa Kak COOTHOCALLAsACA C YCNOBUAMU NPUMEHEHNA Ha YernoBeke.

CnepoBaTtenbHO, pekoMeHAYeTCs BbiGMpaTh BUA KUBOTHBIX, OTBEYAOLWNIA CreayowmM KpUuTepusim:

a) BO3MOXHOCTb COBMIOAEHMS FTUrMeHbl POTOBOM NONOCTU €CTECTBEHHBIM NTIMBO UCKYCCTBEHHLIM NYTEM;

b) mocTaTouyHbIV pasmep YentocTel 4N 06bIMHOIo XMPYPruveckoro AocTyna u Ana pasMeLleH1s cucte-
Mbl 3ybHOro umnnaHTaTa B doopme, NpeaHasHaueHHON ANA NPUMEHEHUs Ha Nasx;

C) Hay4acTke, Ha KOTOPOM pa3melleHa cucTeMa AeHTanbHOro UMNNaHTaTa, 4OSKHbI ObITh 3yObl-aHTa-
FOHUCTHI;

d) KMBOTHbLIE OOMKHBI UMETb Pa3BUTLIN CKENEeT, eCnu 3TO COOTBETCTBYET NpeaHasHaA4YeHHOMY NpuMe-
HEHWIO;

e) npeanovTUTENbHbI XXUBOTHbLIE C XKeBaTebHbIM ABWKEHUEM YEeoCTU, He CBOMCTBEHHBIM ANA TPaBo-
AOHbIX.

4.2.3 Yucno XUBOTHbLIX

Y1Cno XKMBOTHBIX AOMKHO BbiTb 060CHOBaHHLIM U MUHUMAaNbLHO HEOBX0AUMbBIM AN onpeaeneHns 3ase-
NEeHHbIX Lienen uccrneaosaHusa.

4.3 lNpoueaypa uccnenoBaHus

4.3.1 Uccnepyembie o6pasLibl

Mcnonb3yloT npefocTaBneHHble CUCTEMbl AeHTanbHbIX UMNNAHTaToOB, NpefHa3HavYeHHble ANs KNUHU-
4YeCckoro UCNonbL30BaHNUA Ha Yenoseke. Ecnu uccnegosaHue BKoYaeT 3yBHbIe UMNaHTaThl, OTAMYaLWnecs
OT npefHasHa4yeHHbIX K KIMHUYECKOMY WCMOMb30BaHWo, Heobxoaumo npueBectu o0BoCHOBaHWE TaKoro
peLueHus.

4.3.2 KoHTponbHble 06pa3Lbl

Mcnonb3yloT noaxoasilyii KOHTPONbHLIA 0bpasel, ecnu HeT AaHHbLIX aHanorMuHbIX UCCReaoBaHWUNA.
Bo3MoOXHO, 4TO AaHHblE paHee ony6rIMKoBaHHOIo UccneaoBaHns MoryT 6bITb NpUeMnemMbIMU, eCrn YCnosua
aKcnepumeHTa B 0601x nccneqoBaHUsIX CTPOro conoctaBuMbl. Ecnv Heo6xoaum KOHTPOrb CUCTEMBI 3yOHOTO
UMMaHTara, To BO3MOXHO NPUMEHUTb IGO0 cUCTeMy AeHTarnbHOro UMIMIIaHTaTa ¢ CYLUECTBYIOLUMA KNUHKU-
YeCKUMU AaHHBIMU, OLleHEeHHBIMM aKcrepTamMu, NMBo AeHTanbHbI UMNIaHTaT, aHalorMyHbIR ccrnegyemMmomy,
HO HesarpyXXeHHbIN.

4.3.3 Xupyprudeckas noarotoBKa y4acTKOB ANl pa3MeLleHUA AeHTaNbHOro UMNNaHTara u KoH-
Tpons

Mpy Heo6X0AUMOCTU CO3AAI0T MAEHTUYHBI YYaCTOK Ha YerioCTU A0 BBeAeHUS AeHTalnbHOro UMnaHTara.

Mpu HeobxoaUMOCTU XMBOTHBIE OOIKHBLI BbITL NOABEPrHYTH aHecTe3uu, cnegysi COOTBETCTBYIOLWUM
ycnosusm n1abopaTtopHO NPakTUKK, C UCTIONb3OBaHMEM YTBEPKAEHHBIX MeTOA0B 0be3bonMeaHna Ao Havana
Kakux-nnbo xupyprudeckux npoueayp. Bce xupyprudeckue npoueaypbl criedyeT NPOBOAUTL B YCIOBUSAX CTe-
pUNLHOCTU. YaansioT yacno 3yboB, HeobxoaMMoe A1l NpejocTaBNeHns ydacTka Ansa pasmelleHns sybHoro
UMMnaHTarTa, ucnonb3ysi Hagnexawme metoabl. XKMBOTHbIM MOXeT noTpeboBaTbecs Hagnexawmin MeguunH-
CKUA yxoA ANns NpeAoTBpalleHUs UHMEKLUA NPU KIMHUYECKUX YCMOBUAX, MakCUMarbHO NPUBAMKEHHBIX K

2
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vyenoseveckum. [lanee, B nocrneonepaumoHHbIA NepUoL XUBOTHbIE AOMKHBI HAXOAUTLCS Ha COOTBETCTBYIO-
Wen MArkon aneTe ANns CHUWKEHUS pyucka NoBpPeXAeHUs 3aXXUBaoLWNX TKaHen.

4.3.4 PasmelleHUe CUCTEM AeHTaNbHbIX MMNJIAHTAaTOB

MpoBoaaT xupyprudeckue npouenypbl Anst pasMelleHna AeHTanbHbIX UMNNAaHTaTOB U CONPSHKEHHBIX
BEPXHUX KOHCTPYKLIUIA B YCITOBUSIX CTEPUITBHOCTM, TOYHO criedysl NPOTokoNy uccnegosaxus. MNpoueayphbl cne-
ayeT NpoBOAUTL NPU Haanexallen aHectesun. 3ybHoe nNpoTesnpoBaHne AOMKHO BbITb 3aBepLUEHO CorfacHo
NpOTOKOMY uccregoBaHus. Pexum nocneonepauyoHHOro yxoaa AOMMKeH oTpaxaTb Lefb uccneaoBaHusa 1
NPUHATBIE NOCIeonepaLroHHbIe NpoLeayphbl.

4.3.5 Mepuoabl uccnenoBaHusa

OueHunBalOT cucTeMy AieHTarNbLHOro UMMaHTaTa u peakuum HOCUTENsl Yepes BPeMeHHble UHTepBarn.l,
cooTBeTCTBYIOLME Lenam uccnegoBaHus. Korga Lenbio uccrieoBaHus sSIBRSIETCS OLleHKa NPUroaHoCTu Knu-
HWYECKOro UCMOMb30BaHWUsl CUCTEMBI AeHTalNbHOro UMNnaHTaTa, peKOMeHAyTCs, NO MeHbLUen Mepe, Tpu
nepuvoga MUccredoBaHusi, BKITOYasi UCXOAHBIA YpOBEHb W COOTBETCTBYIOLME Nepuoabl nocneayowero
HabnoaeHns nocne 3arpysku. Hauano atux nepnoaos HabnoaeHUs AOIPKHO yuuTkiBaTh Ntobble nocneonepa-
UMOHHbIE MHTEPBarbl, B TeYEHNE KOTOPbIX KMBOTHOE HEe Haxoavnoch Ha obbluHOM gueTte. Tonbko B nocnea-
HWUIA Nepuoa crnedyeT 0cobo BbIAENATbL XMpYprudeckoe yaaneHne u MUKpOCKONUYecKUe UCCneaoBaHus, ecnum
He TpebyeTca nHoe.

4.3.6 KoHTponb 3yGHOro Hanerta

Mpu HeobXoAMMOCTU MPOBOANAT AN XUBOTHLIX perynsipHble npoueaypbl KOHTponsa 3y6Horo Haneta u
BKIIOYAIOT NOMHOE onMcaHue B NPOTOKOS UCCNeaoBaHusl.

4.3.7 KnuHuyeckui u paguorpacdudeckun aHanus

OTMevaloT CoCTosIHUE AeCEHHbIX U NEPUOAOHTASbHBIX TKAHE! Yepes Hagnexalwme uHTepeanl Bpeme-
HW. B gononHeHue K BU3yanbHOMY OCMOTPY A€CEHHbIX TKaHeW Mo BO3MOXHOCTU peKoMeHAyeTCA AOKYMEH-
TanbHO OTpaXKaTb COCTOSIHUE FUrMeHbl NOMOCTU pTa, 3yGHOro HaneTa U AeCeHHOro BocnaneHus, Ucnonb3ys
obLwenpuHaTble KNnHU4eckue nHaekcol. Ocoboe BHUMaHUe obpaluatoT Ha cTabunbHOCTL UK CTeneHb noa-
BWKHOCTW U3QeN1sl, Hanuumne BocnaneHns B OKpY>KatoLMX TKaHsSIX U Miobble NpusHakn mecTHol nHagexuymu. Mo
pacnucaHuio genawT cTaHAApTU30BaHHbIE PEHTTEHOBCKUE CHUMKW ydacTka 3yGHOro umnnaHTaTta, npuneraio-
LMX 1 CMblIKatoLMxcs 3yB6oB, a Takke noaaepXusatolen KOCTU aHeCTe3MPOBaHHBLIX XXUBOTHBIX ANA nony4de-
HWSI cepun CHUMKOB 0 U Nocre onepauun 4o OKOHYaHUs nepuoja uccrneaoBaHust.

4.3.8 OKoH4YaHUe nepuoaa uccrnefoBaHUs

Mo okoHYaHWK Nepuoda UccneaoBaHus Mo HeObBXoAUMOCTU XXUBOTHBIX NOABEPraloT 3BTaHa3uu B COOT-
BETCTBUM C UHCTPYKUnsamMn NCO 10993-2.

4.4 OueHka

OueHuBaoT TKaHEBbLIN OTBET, UCMONb3YS KIUHUYECKU, pagnorpadnveckuin, rmctonaronoruyeckin,
CTaTUCTUYECKUA U OpyrMe MeTodbl aHanmsa, KOTopble MOryT ObiTb HeobxoauMbIMU ANst UcCrefoBaHUs.
Xunpypruyeckoe yaaneHuie 3ybHOro MMnaHTaTa u ructonaTtonormieckas oLeHka peakuum okpyKatowen ero
TKaHW OOIMKHbI OrPaHUYMBATLCS TOMBKO CaMbIM ANMUTENbHLIM UMW NOCNeAHUM NepuoaoM AONOMHUTENLHOro
HabnoaeHus, ecnu Lenn UccnefoBaHUs He TpebyloT NHOTO.

4.4.1 KnuHuyeckan oLeHKa

MpepocTaBnsioT MHpOPMALMIO O 3HAUUMBIX acnekTax obLero 340poBbA XUBOTHLIX B TeYEeHUe uccne-
A0BaHusi, BKIloyasi Maccy Tena. Heobxoanumo oueHUTb COCTOsIHUE MAMKUX TKaHeW BOKPYT UCCReayeMOoil 1 KOH-
TPOMBHON CUCTEM 3YBHBIX UMMIMAHTATOB, BOKPYr MpuUneralWwmx U cMblKalowmxca 3y6oB, a Takke obenx
YeniocTerd B LIeNoM U CONPSPKEHHON MbILLEYHOW TKaHW, YTODbI onpeaenTb BO3MOXHbIE U3MEHEHUsI 3TUX
CTPYKTYpP 3a nepuoa UccrefoBaHus.

4.4.2 Papuorpaduuyeckan oLueHKa

OueHuBaloT paguorpadudeckuini BHELLHUIA BUA UccreayeMoin U KOHTPOSbHOW cUcTeM 3yBGHbIX MMnniaH-
TaToB, BKIIOUYAsA OKPYXKaoLLYIO UX KOCTb U MpuUnerarowme n cMelkatowmecs 3ybol, Ansa onpeaeneHua BO3MOX-
HbIX U3MEHEHWUIA AaHHBIX KOCTHBLIX CTPYKTYP 3a nepuog nuccnegosaHus.

4.4.3 3abop o6pa3uoB

Mocne 3aBeplUeHNs UccneaoBaHUs U3BIIEKAKOT, €CN He0BX0ANMO, Y4aCTKM TKaHW, TUNUYHBbIE AN BCEN
YenCTN U CONPSPKEHHON MBILLEYHON TKaHU, U 0COBEHHO y4acTKu TkaHu, coaepXalume uccnegyemMole cucre-
Mbl 3yOHBIX UMMITAHTATOB U KOHTPOJIbHBIN 0Bpa3seL, BMecTe ¢ npunerawwmnuMm 3yamm, KOCTHBIMUA U MATKUMU
TKaHsAMU POTOBOW MOSIOCTW in Situ ANA rMCTONATONOrMYeckUX Wunn gpyrux aHanusos. B sasucumoctu ot
onpeaeneHHbIX Lesiei MoryT bbiTb HeobxoanmbiMn 3a6op 1 UccnegoBaHUA APYrUX YH4aCTKOB TKaHW WK nX
aHanus gpyrumMmun Metoaamu.
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4.4.4 TMpuroToBneHue o6pasua ANA rMCTONaTONOrMYECKOro aHanusa

Ecnu yyacTku TKaHu Bbiny n3BneyeHsl, NoAroTaBnMBaloT UX Hagnexalwm o6pasom K ructonartosnoru-
YeckoMy aHanuay. CornacHo KOHKpeTHBIM NapaMeTpam NPOBOAUMOro rmcTonaTonornyeckoro aHannaa MmoryT
NoHagobuTbes Kak HeAeMUHEpPann3oBaHHbIe, Tak 1 AeMUHepanM3oBaHHble cpesbl. AN OLeHKN KOHTaKTHBIX
MOBepPXHOCTEN UMNNaHTaT/TkaHb 1 UMNaHTaT/poToBas NOMOCTb PEKOMEHAYETCS MUKPOCKOMUYECKMIA aHanns
TBEpAbIX HeAeMUHepann3oBaHHbIX 06pasLoB, 3anpeccoBaHHbIX B NiacTMaccy.

4.4.5 NucTonatonoru4yeckas oLeHKa

OcmaTpuBaloT 4OCTaTOYHOE YMCIIO CPE30B A1 OLEHKN XapakTepa B3anMoL4enCTBUSI MEXAY OKpYKalo-
LWMMK TBEPABIMA N MAMKUMU TKAHAMK 1 cUCTeMoi 3yBHOro MMnnaHTaTa Unm KoHTponbHoro obpasua. B oTHo-
WEeHNN KavecTBa W KonuMyecTBa Heobxoaumo obpaTnTtb 0coboe BHUMaHMe, MO MeHblued Mepe, Ha
cnegytowee:

a) Yy4acTKW HenocpeacTBEHHOro KOHTaKTa KOCTb/UMMNaHTarT;

b) HoBas KOCTb W/MN BOMOKHUCTasA TKaHb;

C) KOCTHas pe3opbuus;

d) Bocnanenue, nHdekunsa, obpasoBaHWe HAarHOEHUSA N HEKPO3a;

e) nobble M3MEHEHUS B YEMOCTAX M CONPSPKEHHOW Macce MbILLEYHON TKaHW.

HeobxoOMmMo oCMOTpEeTb AOCTATOMHOE YMCIIO CPEe3OB U3 Y4acTKOB NPUMEralolMx U CMbIKaloLWmMXCcs
3y60B ANs onpeaeneHnst X COCTOSIHUS, a Takke COCTOAHUA OKPY)XAOLWMX UX TKaHeN.

4.4.6 CtaTuctudeckui aHanus

B oBnactui ctatncTUyeckoro aHanmsa cylecTByeT MHOXECTBO MexXAyHapoaHbIX cTaHaapToB. MpuBo-
OSAT CCbINKY Ha COOTBETCTBYIOLLMIA MEXAYHaPOAHBLIA CTaHAapT, €Cnu TakoBOoW Obin UCMonNb30oBaH; B NPOTUB-
HOM cfydae yKasblBaloT aHannTuyeckMe MeTobl, npeanonaraemole Ans NpUMEHeHUs.

5 OT1yeT 006 MccneaoBaHUM

CocTaBnsioT oT4yeT 06 UccneaoBaHUN, coaepXalluii, NO MeHbLUEW Mepe, cneayoLlee:

a) Bce noapoBHOCTU NpoToKoNa UccnefoBaHNUA, kak 0603Ha4YeHo B 4.1, U NtoGble OTKITOHEHUS OT NepBo-
Ha4yanbHOro NPOTOKONa;

b) Bce NoApoBHOCTUN KNMHUYECKWX 1 NaBopaTopHbIX HABNOAEHUN U U3MEePEHUIA, a TaKke COOTBETCTBY-
tolMe aHannael, kak obosHaveHo B 4.4;

c) obLwuin aHanM3 gaHHbIX, MOSyYeHHbIX B pe3ynbTaTe UCCNeAoBaHuUs, C 3aKIOYEHNAMN, COOTHOCALLIN-
MUCS CO CTeneHblo AOCTWKeHUs Lenu(eil) uccnegoBaHus, oCO6EHHO B OTHOLIEHUUM GUOCOBMECTUMOCTMU
nuccrnefyeMon cuctemsl 3yGHOro MMnnaHTaTa.
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Mpunoxenne A
(cnpaBo4Hoe)

CBefleHUs1 0 COOTBETCTBUM CChINTOYHbIX MeXxayHapoaHbIX CTaHAaPTOB

Tabnwuuya OA1

HauuoHanbHbIM cTaHAapTaMm Poccuinckon degepauunmn

O6o3Ha4eHne CCbINOYHOro CreneHb O60o3Ha4eHe 1 HAMMEHOBAHUE COOTBETCTBYIOLLErO HALMOHANBHOTO
MeXOyHapoaHoro cTaHaapTa COOTBETCTBUSA cTaHaapTa
NCO 1942-5:1989 — *
MCO 10993-2:1999 IDT FOCT P NCO 10993-2—2009 WNagenua meguumHckue. OueHka buo-

NOMMYECKOro AeNCTBUS MEAULMHCKUX M34ennni.
YacTb 2. TpeboBaHusi K 06paLLeHUIo C XUBOTHLIMU

CTaHAapToB:

- IDT — naeHTUYHbIE CTaHaapThbI.

* COOTBETCTBYIOWMI HALUWMOHANbHbLIA CTaHAapT OTCyTCTBYeT. [Jo ero yTBepXaeHus pekoMeHayeTca UCNonb3o-
BaTb NEPeBo Ha PYCCKUIA A3bIK 4aHHOrO MeXayHapoaHoro ctaHgapTa. MNepeeod AaHHOIO MexXayHapoaHoro craHaapra
HaxoauTcs B deaepanbHOM MHBDOPMALMOHHOM POHOE TEXHUYECKMX PErNaMeHTOBR M CTaHOapTOB.

MpumMeyaHune—B Tabnuue UCNonNb3oBaHo cregytowee ycropHoe 06o3HavYeHne CTeneHn CoOOTBETCTBUS
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