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[lpeaucnoBue

Llenn n npuHUunel ctaHgapTusaunn B Poccumnckon Peagepaunn yctaHosneHbl PeaepanbHbiM 3aKOHOM
oT 27 aekabdbps 2002 r. Ne 184-P3 «O TeXHUYECKOM perynmpoBaHnuny», a npasmna npuMeHeHunst HauMoHanbHbIX
ctaHgapTtoB Poccunckon ®egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccumnckon ®epgepaumin.
OCHOBHbIE NONMOXEHUAY

CBeoeHUA o cTaHgapTe

1 NMOoAIrOTOBITEH ABTOHOMHOW HEKOMMepUeckon opraHmnsaumen «MHCTUTYT MeanKko-6nMonornvecKmnx
nccnegosaHnn u texHonornny (AHO «MMBUNT») Ha ocHOBe cCODCTBEHHOro ayTeHTUYHOro Nepesoja Ha pyc-
CKUW A3bIK CTaHadapTa, yka3aHHOro B NyHKTe 4

2 BHECEH TexHun4yeckum komutetom no ctaHaapTusaunm TK 422 «OueHka b1uonorm4eckoro 4encTBus
MeaUUMNHCKX M30ennniin»

3 YTBEPXIOEH N BBEAEH B OENCTBUWE MMpukazom deaepanbHOro areHTcTsa no TEXHUYECKOMY
perynuposaHuo 1 metponori ot 15 noHa 2011 1. Ne 126-cT

4 HacTtodawumn ctaHaapT naeHtTudyeH mexayHapogHomy ctaHgapty MCO/TC 22911:2005 «CtomaTono-
rna. doknnHudeckada oueHka UMNMaHTUPYEMBIX AeHTanbHbBIX cucteMm. MeToabl UCNbITAHUN Ha XXUBOTHBIX»
(ISO/TS 22911:2005 «Dentistry — Preclinical evaluation of dental implant systems — Animal test methods»).

[Tpy NpUMeHeHUn HacToALWEero ctaHgapTa pekoMeHayeTca UCMONb30BaTbh BMECTO CChITOYHBIX MeXay-
HapodHLIX CTaHO4apPTOB COOTBETCTBYOLWME UM HauMoHanbHble cTaHaapTel Poccuinckon eagepaunn, ceege-
HUA O KOTOPLIX NpUBedeHbl B AONONMHUTENBHOM NMpUnoXeHun A

5 BBEAEH BI'NEPBbIE

ViHgbopmauuss ob UsMeHeHUsIX K HacmosileMy cmaHoapmy nybrnukyemcs 8 eXea200HO u3dagaeMoM
UHpOpMalUOHHOM yKa3amerne «HalyuoHanbHbIe cmaHoapmbi», @ mekcm U3aMeHeHUU U rornpagok — 8 eXXe-
MeCSYHO u30asaeMbix UHMOPMaUUOHHLIX yKalzamensix «HauuoHanbHbie cmaHOapmei». B cniyyae nepe-
cMompa (3aMeHbl) Uiu OmMeHbl Hacmosuweao cmaHoapma coomeemcmeyruee yeeooMrieHue byoem
onybruKo8aHO 8 eXXeMeCAa4YHO Li30asaeMoM UHOpMaUUOHHOM YKa3zamerne «HalyuoHanbHbie cmaHoapmabi».
Coomeemcmeyroujas UHpopMayus, yeeooMIIeHUe U meKcmbl pasMellaromcsi makxe 8 UHpopMalUuUoOHHOU
cucmeme obujea0o rnonb3oeaHuss — Ha ocbuyuanbHoM caume @eodepanbHo20 azeHmemea rno mexHuU4e cKoMy
pezaynuposaHuro U Mempornoauu e cemu VIHmepHem

© CrtaHpapTuHdopm, 2011

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PeryrimpoBaHuo 1 MeTpPoioru
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BBenoeHue

NCO (MexagyHapogHasa OpraHusayna CtaHgapTusaunm) aBnaeTca BCEMUPHON peaepaLnen opraHoB
HaLWoHanbHbIX cTaHAapToB (opraHnsaunn — 4vneHsl MCQO). PaboTta no noarotoBke MexayHapoaHbiX CTaH-
0apToB 0ObIYHO ocyulecTBnsieTcs TexHndeckumm kommtetamm NCO. Kaxkgaa opraHusayms-uneH, samHtepe-
COBaHHasl B nNpeaMeTe, And KOTOoporo cosgaBancd TexXHUYEeCcKMA KOMUTET, KuMMeeT npaBo ObiTb
npeacTaBleHHOW B 3TOM KoMUTeTe. MexayHapoaHble NpaBUTENbCTBEHHbIE N HenpaBUTENbCTBEHHbIE opra-
HA3aLUWKW Takke NpuHUMaoT ydacTtune B paboTe Bo B3anmoagenctemm ¢ UCO. NCO TecHo coTpyaHmnyaeT ¢ Mex-
ayHapoaHou OnektpoTtexHudyeckon Komuccmen (MOK) no Bcem BonpocaM  3NeKTPOTexXHUYeCKoU
cTaHOapTU3aLUun.

MexayHapoaHble ctaHaapTbl paspabaThiBaloTCA B COOTBETCTBUM C npaBunamu, npuBeaeHHbIMU B
Oupektnsax NCO/MOK, HacTsb 2.

OCHOBHOW 3agaven TexXHUYecKnX KOMUTETOB SABNAETCA NOArOTOBKA MeXAYHapOoAHbIX CTaHOapTOB.
[TpoeKTbl MeXxayHapoaHbIX CTaHAAPTOB, NMPUHATEIE TeXHUYEeCKUMMN KOMUTETaMK, PacnpOoCTPaHATCS OpraHu-
3auusamMm-vneHam ang ronocoBaHus. [Nybnmkauna B Ka4ecTBe MeXayHapoaHoro ctaHaaprta TpebyeT ogobpe-
HUS MO MeHbLlen mepe 75 % opraHnsauun-4neHoB ¢ NpaBoM ronoca.

[Tpun apyrux obctoaTenbcTBax, 0CobeHHO NP BOSHUKHOBEHNN CPOYHON KOMMEPYECKON NOTPEeDOHOCTN B
TakNX OOKYMEHTaX, TexXxHU4YeCKM KOMUTET MOXeET NPUHATL pelleHne BbINyCTUTb ApYrie TUMnbl HOPMaTUBHbBIX
OOKYMEHTOB:

- Cneundukauma ACO (MCO/MAC) B ceobogHOM OoCTyne npeacraBnsieT eguHoe MHeHUe TeXHUYeC-
KX akcnepToB padbouven rpynnel NCO 1 npuHnmaeTcsa K nybnukauuun, ecnu oHa oaobdpeHa 50 % y4acTBYOLLINX
B rOJI0COBAHUN Y/TIEHOB BbILLECTOALLEro KOMUTETA.

- TexHuveckune Ycnosusa NCO (MCO/TC) npeactaBnaoT eamMHOE MHEHUE YNEHOB TEXHNYECKOTO KOMUTE-
Ta U NPUHKUMAKOTCA K Nybnukaummn, ecnm ol oaobpeHsl 2/3 y4acTBYOLWNX B rONIOCOBAHUM YNEHOB KOMUTETA.

OokymeHTel MCO/MIOC n MCO/TC nepecmaTpmBaloTCa Yepes Tpu roga ans pelueHusa sonpoca ob 1x
yTBEepPXXOAeHUU ellle Ha TpU roga, BHeCEeHUM NoNpaBokK ANdA NPUHATUA B KAYeCTBEe MeXAyHapoaHOro ctaHgapTa
nndo nx otmeHbl. Ecnn gokymeHTtol MCO/MAC n NCO/TC yTBepXaeHbl, TO OHU NepecMaTpuBaloTCs vepes
nocnegyowme Tpyu roga, Korga Ux Hagnexut npeodbpasoBaTth B MeXAQyHapoaHbIn cTaHAapT MO0 OTMEHUTD.

Heobxoanmo obpaTuTb BHUMAHUE Ha BOSMOXKHOCTb TOMQ, YTO HEKOTOPLIE 3NEMEHTLI AaHHOMO AOKYMEH-
Ta MOryT noasepratbcd nateHTHbIM npaBam. MCO cHuMmaeT ¢ cebsl OTBETCTBEHHOCTb 3a 0DOo3HauveHue
Kaknx-nmnbo naTeHTHLIX Npas.

NCO/TC 22911 6bin noarotoBneH TexHudecknum komutetom NCO/TC 106 «CTomaTonornsa», NoaAKOMM-
TeT MK 8 «3ybHble nMnnaHTaTbI».

IV
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HAUUWOHANBbHBIN CTAHOAPT POCCUUCKOMWN PEOEPALNMN

Ctomartonorus
OJOKITMHUYECKAA OLUEHKA CUCTEM UMINAHTATOB

MeToAabl UCNBLITAHUU HAa XXUBOTHbIX

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

Ilata BBeaeHna — 2012—03—01

1 O6nactb NpMeHeHUA

HacToawunii ctaHgapT ycTaHaBNMBaeT METOAbl UCTbITAHUA Ha XXUBOTHBIX, CBA3aHHbIE ¢ DYHKLUMOHATTb-
HOW OLLEHKON MMMMIaHTUPYEMbIX AeHTanbHbIX CUCTEM C UCMOSIb30BAHUEM KaK MaKpOCKOMUYECKNX, TaK U MUK~
DOCKOMUYECKNX napameTpoB. HacTodawun ctaHaapT npegHasHadeH AnS UCMNONb30BaHWSA TOJIBKO B TOM
crny4vae, Korga aHanus pucka ykasbiBaeT Ha HeobXoaMMOCTb AONONMHNTENbHON MHAOPMAaL N, KOTOPYHO MOTYT
npeaocTaBUTb TOSTbKO UCTIbITAHUSA Ha XXUBOTHbIX.

2 HopMaTuBHbIE CCbINKN

Cnegytowme cnpaBoYHble JOKYMEHTbI ABAATCA HEoOX0AMMBIMU AN NMPUMEHEeHN1 HAaCTOALWEro CTaH-
aapta. [Npu gaTMpoBaHHOM CCbIfTKE MPUMEHNMO TOSbKO YKa3aHHoe n3gadHue. Npu cebinke 6e3 gaTbl NPUMeHN-
MO nocneaHee Us3gaHue ykasaHHOro AoKyMeHTa (BKtodasa nobble nonpasku).

NMCO 1942-5 CtomaTtonorusa. Cnoeapb. YacTtb 5. TepMUHbI, OTHOCALLMECS K NCMbITAHUAM

NMCO 10993-2 OueHka buonorndyeckaa meauLnHCKUX nagenun. Hactb 2. TpeboBaHus K obpalleHnto ¢
XUBOTHbLIMW

3 TepMuHbI U onpeAaeneHus

B HacTosweMm cTaHaapTe npuMeHeHbl TepMuHbl o MCO1942-5.

4 MeTtog nccnegoBaHUA

4.1 lNMpoTokon uccnegoBaHus

[lepeg ucnblTaHUEM KaxKO0oW KOHKPETHOW CUCTEMBbI AieHTalrbHbIX UMMNAHTaATOB U3roTOBUTESb UM 3aKas-
UMK OTBEYaeT 3a NoAroToBKY NoApoOHOro NpoToKona UccneaoBaHus, KOTOPbIM AOMMKEH BKMOYaTh, N0 MEHb-
Lien Mmepe, NonHoe onucaHne cneayroLwero:

a) uenu nccnegoBaHug;

b) cMmbicna n 06oCHOBaAHUSA UCCNeAOBAHUS Ha XKMBOTHLIX /N VIVO, a TakXe Apyron nogobHon nHgpopma-
LK, KOTOpas MOXKeT NoHaaobutees ans yaosneteopeHusa tpedoraHum MCO 10993-2;

C) uccnegyemomn CUCTeMbl AeHTaNbHOro UMnNnaHTaTa, BKnovasl ee XMMUYeCKUA cocTaB U PUSUYECKYIO
CTPYKTYPY, pekoMeHayeEMBbIN cnocob ee KNUHUYECKOro BBeAEHNSA N UCNOMNb30OBaHMS, a Takke NpuMeHsaemMble
BAAbLI KOHTPONA;

d) BbIOpaAHHOMO BUAA XXMBOTHLIX, MX NMPOUCXOXKAEHNA N 0OOCHOBAHUS BbIOOPA;

U3paHune odbmumnanbHoe
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e) cobnwgaemMoro npoTokona UccnegoBaHus, BKIIHOYAs YNCMO XUBOTHBIX U UCcneayeMblX 00pasLIOB,
BblOpaHHbIe BpeMeHHble NHTepBarnbl 1 0OOCHOBaAHME NX UCMONb30BaAHUA;

f) MeToOOB OLEHKWU, KOTOpble NpeanofiaraeTca UCNOMb30BaTh, Kak KNMMHUYECKMX, Tak 1 nabopaTOpHbIX,
N 0OBOCHOBAHMSA UX NPUMEHEHUS;

g) MEeToAOoB aHanmsa KNMHUYEeCKUX U NnabopaTopHbIX AaHHbIX, a TakKe KpUTepues ansa onpeaeneHus
pes3ynbTaTta uccnegoBaHUd, KoTopble npegnonaraeTca MCNoNb3oBaThb;

h) nHdopmaunmn, noanexallen BkNoYeHuo B oT4eT 00 nccneaoBaHum.

[TpnmeyvyaHwune—W3-3a WMpOKoro pasHoobpasns KOHCTPYKLUUW U KITMHUYECKUX Npoueayp, CBSA3aHHbIX C UC-
NONb30BAHNEM PA3NUYHbIX CUCTEM AEHTaNnbHbIX UMMNNAHTATOB, OPMYNUPOBAHNE €QNHOIO NOAPOOHOIo NPOTOKONAa NCCHe-
NOBaHNS He SIBMSAETCH BO3MOXHbIM. TE€éM HE MEHee, HAaCTOSAWMN cTaHaapT NPeaoCTaBnAlT pekoMeHgaumnm No HEKOTOPbIM

OCHOBHbIM acnekram Metoga nccrneaoBanus, 00Wmum Ans BCex NpoTokonoB. CNMCOK CNPaBOYHbIX JOKYMEHTOB MO NMPOTOKO-
nam nccrnegoBaHMM Ha XXUBOTHbLIX NPUBEAEH B bubnuorpadun.

4.2 XUBOTHbLIe U copgepXaHUe XKUBOTHbIX

4.2.1 CoaepXaHUe XUBOTHbIX

CoaepXxaHue XXUBOTHLIX A0IMKHO ocywecTBnATbeA B cooTBeTCcTBUMM ¢ NCO 10993-2 1 npUMeHUMBIMA
HOPMAaTUBHbIMU TPebOBaHUAMK K UccneayeMbIM XXUBOTHBLIM.

[Tonb3oBaTeNn ACMKHBI CO3HAaBaThb, YTO MOTYT ObITb NPUMEHEeHbI HauMoHaNbHbIE HOPMAaTUBHBLIE TPebO-
BaHUA B 06M1acTu coaepXaHUs )KUBOTHBIX.

4.2.2 Uccneayemble XXMBOTHbIE

Ha gaHHbIK MOMEHT HU O4HAa KOHKpeTHasl Moaenb Ha XXUBOTHLIX ANS1 UCcnegoBaHUA CUCTEM AEHTalb-
HbIX UMNNAHTATOB He YTBepXAeHa Kak COOTHOCALAsICA C YCIMOBUAMU NPUMEHEHNS1 Ha YelOBEKe.

CnepoBaTenbHO, pekoMeHayeTcsl BbloMpaTb BUA XKUBOTHLIX, OTBEYaoLW A CneayoLwwnm KpuTepusim:

a) BO3MOXHOCTb COOMIOAEHUSA TUTMEHBI POTOBOW NONTIOCTU €CTECTBEHHBLIM NMMOO UCKYCCTBEHHBIM NYTEM;

L) AoCTaToOuYHbLIN pasMep YentcTen Ang oObIMHOMC XUPYPrmieckoro AoCcTyna n Ans pasmeLleHnst cucte-
Mbl 3yOHOro umnnaHTaTta B popme, npeaHasHa4veHHOW Anst NpUMeHeHnst Ha Nioasax;

C) Ha ydacTke, Ha KOTOPOM pasMelleHa cuctemMa AeHTanbHOro MMnnaHTarta, Ao/MKHbI ObIThb 3yObl-aHTa-
FOHUCTHI;

d) >XMBOTHbIE OAOCIKHBI UMETb Pa3BUTLIN CKeNneT, eclii 3TO COOTBETCTBYET npegHasHa4yeHHOMY Npume-
HEHUIO;

e) npeanoYTUTENbHbI )KUBOTHLIE C XXeBaTeNbHbIM ABMXKEHNEM YeNOCTU, He CBOUCTBEHHLIM A TPaBO-
A0HbIX.

4.2.3 Y1cno XXUBOTHbIX

Ycno XKUBOTHBIX AOCHKHO ObITb 060CHOBAHHLIM U MMHUMATbHO HECOX0AMMbIM ANs1 onpeaeneHnst 3asB-
NMeHHbIX Luenen nccnegoBaHusl.

4.3 lNpouepypa nccnegoBaHUA

4.3.1 Uccnepyemble obpa3ybl

Mcnonb3ytoT npeaocTaBneHHble CUCTEMBI AeHTalbHbIX UMNMAHTATOB, NpegHasHaveHHble AN KIUHU-
YeCKOro UCNorb3oBaHUs Ha vYernoBeke. Ecnu nccnegoBaHue BKoYaeT 3yOHbIe MMMTaHTaThl, OTNINYaLWNECS
OT npegHasHa4YeHHbIX K KIMHUAYECKOMY WUCMNOMb30BaHUO, HeobXoaumMo npuBecT ODOOCHOBAHUE TaKoro
peLUEeHUS.

4.3.2 KOHTpOnNbHbIe 0OpasLbl

Mcnonb3yloT noaxoasawmi KOHTPONbHBIN obpasel, ecnn HeT AaHHbIX aHanornMvHbIX MCCneaoBaHUN.
Bo3MOXHO, UTO AaHHbIE paHee onybnMKoBaHHOIo nccnegoBaHus MoryT BbITb MPUEMITIEMbBIMUA, €CIA YCITOBUS
aKkcrnepumeHTa B 0boux nccnegoBaHUsaX CTporo conoctaBumbl. Ecnn Heobxoanmm KOHTPOMb CUCTEMbBI 3YyOHOTO
AMMaHTaTa, TO BO3SMOXHO NMPUMEHUTb NMBO CUCTEMY AEHTaNbHOMC MMNaHTaTa ¢ CyLeCcTBYHOLWUMN KIUHA-
YeCKUMKU JaHHbIMU, OLEHEHHBIMIW 3KCNepTamm, NMOO AeHTanbHbIM UMMNIAHTAT, aHaNornM4YHbIN UCCnegyemMomy,
HO He3arpy>XeHHbIU.

4.3.3 Xupyprudyeckana nogrotoBka y4acTKoOB ANA pa3MeLlleHNs AeHTaNnbHOro MMNsiaHTaTta U KoH-
Tpons

[Tpn HECBXOAMMOCTIN CO3Aal0T UAEHTUYHBIA Y4ACTOK Ha YenocT A0 BBEAEHUSI AeHTaNnbHOro MMnaHTara.

[Tpn HeOBXOANMMOCTUN XKUBOTHLIE ACIIKHBLI ObITb NMOABEPrHYThHlI aHECTE3NN, crneays COOTBETCTBYHOLNM
YCITOBUSIM NabopaTopHON NPaKTUKK, C UCMNONb30BaHUEM YTBEPXKAEHHBIX MEeTOA0B 06e3601MBaHUS 40 Havana
Kaknx-nmbo xupypruyeckux npoueayp. Bece xupyprudeckme npoueaypbl cnegyeT NpoBoAUTL B YCIOBUSIX CTe-
PUNBLHOCTWU. YAanawT Yncno 3yboB, Heobxoanmoe Ang npeaocTtaBneHunst ydacTtka Anst pasmelleHns 3yoHoro
AMNaHTaTa, UCNosib3ysl Haanexawme metoabl. 2KMBOTHBIM MOXKET NoTpeboBaTbCsl Haanexawmm meanumH-
CKUW yxoa Ang npeaoTBpalleHns MHQEKLUA Npn KIMMHUYECKNX YCNOBUAX, MaKCUMalribHO MPUBIIMXKEHHBIX K

2
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yenoBeyecknMm. anee, B nocrneonepaynoHHbIN Nepuo XXUBOTHbIE AOIMKHbI HAXOAUTLCA Ha COOTBETCTBYIO-
e MATKoOW AneTe AN CHWKeHUsS pucka NoBpeXXaeHUs 3a)XUBatoLMX TKAHEMN.

4.3.4 PazmMmelwleHUe cucteM AeHTanbHbIX UMNINAHTATOB

[TpoBOOAT XMpypruyeckme npoueaypbl Ana pasMmelleHna geHTanbHbIX UMMMaHTaTOB U COMNPSKEHHbIX
BEPXHUX KOHCTPYKLWN B YCINOBUSAX CTEPUNBHOCTU, TOUHO crieays NPOTOKONY uccnegosaHud. [Npoueaypbl crne-
ayeT NpoBOAUTb NPU Hagnexauwen aHectesnn. 3ybHoe npoTesnpoBaHMe AOIMKHO ObITh 3aBepLUEHO CornacHo
NPOTOKONY uUccnegoBaHnda. Pexxum nocneonepaunoHHOro yxoaa AOJBKeH oTpaXaTb Uenb UuccnegoBaHua U
NPUHATBIE NocneonepauUnoHHble Npoueaypobl.

4.3.5 MNepunoabl uccrnenoBaHuUA

OueHMBaT CUCTEMY AeHTanbHOro UMNaHTaTa U peakum HoCUTens Yyepes BpemMeHHble UHTepBanbl,
COOTBETCTBYOLWME Lenam nccneaoBaHuda. Korga Uensio uccneaoBaHud ABNAeTCH OLeHKa NpUrogHoCTU Kin-
HAYECKOro UCMONbL30BaAHUA CUCTEMbl AeHTaNbHOro MMNNaHTaTa, PekoMeHayTCs, No MeHbLUen Mepe, Tpn
nepuoaa wUccneaoBaHUs, BKIOYass UCXOOHbIA YPOBEHb WM COOTBETCTBYHOLIME nepuodbl nocneayroulero
HabnwaeHUa nocne 3arpyskn. Havyano atux neprnoaoB HabnogeHUs A0MKHO y4UTEIBaATh NoOLIE nocneonepa-
LMOHHbIE MHTEPBArbI, B TEYEHNE KOTOPLIX JKUBOTHOE HE Haxoaunocb Ha obblvHOW aneTe. ToNbKo B nocnea-
HAWX nepuoa crneayeT 0cobo BbIAENAThE XUPYpPrudeckoe yaaneHne n MUKPOCKONUYEeCKUe NnccneaoBaHust, ecnu
He TpebyeTcs NHoe.

4.3.6 KoHTponb 3yOHOro HaneTta

[Tpn HeCBXOAUMOCTU NPOBOAAT ANSA XXMBOTHbLIX perynsapHble npoleaypbl KOHTpoNS 3yOHOro HaneTa U
BKIHOUAKOT NONMHOEe onuncaHue B NPOTOKON UccrnegoBaHUS.

4.3.7 KnunHn4vecknu n paguorpadpmnieckmm aHanums

OTMeYaloT COCTosAHNE AeCEeHHbIX U NepuoaoHTalnbHbIX TKAHEW Yepes Hagnexawune nHTepearnbl BpemMme-
HA. B aononHeHUe K BU3yanbHOMY OCMOTPY AECEHHbLIX TKAHEN MO BO3MOXHOCTU peKoOMeHayeTCH AOKYMEH-
TanbHO OTpaXaTb COCTOAHME TMIrMeHbl NOMOCTU pTa, 3yOHOro Haneta M AeCeHHOro BocnaneHus, MCNonb3ay
odLWenpuHATLIE KNUHMYeckMe nHaekeobl. Ocoboe BHMMaHMe obpallaloT Ha cTabUNbLHOCTL UMK CTEeNeHb Noa-
BUXXKHOCTU U3aenud, Hanu4dne BocnaneHus B okpyXXatoLmnX TKaHAX 1 Niobble NpUsHakm MecTHOU uHgpekumn. Mo
pacnucaHuio genarwT cTaHO4apTU30BaHHbIE PEHTITeHOBCKNE CHUMKK ydacTKa 3ybHOro uMmnnaHrara, npunerato-
LLIMX U CMBIKaOWKMXCA 3yDOB, a Takke noaaepXmearoLllen KoCT aHeCcTe3npoBaHHbIX XXMBOTHBLIX AN Nony4ye-
HAS Ceprn CHUMKOB A0 U NOCne onepaunun Ao OKOHYaHUa nepuoaa nccneagoBaHus.

4.3.8 OKoH4YaHUe nepuoga uccnenoBaHun

[1o okoH4YaHUKM Nepunoga nccneagoBaHUs No HeodXOAUMOCTU XKUBOTHBLIX MOABEPraroT 3BTaHA3UN B COOT-
BeTCTBUU C UHCTpYKUnamu NCO 10993-2.

4.4 OueHKa

OueHMBAOT TKAHEBbLIAN OTBET, UCMNOMb3yA KMMHUYECKUX, pagunorpadpunyecknin, rmctonaTonormiecKui,
CTaTUCTUYECKMA N ApYyrne MeTodbl aHanusa, KoTopble MOryT ObiTb HeobXxoauMbIMKA ANA UCCNeAOBaHUS.
Xupypruyeckoe yganeHme 3ybHoOro uMmnnaHTara n ructonaTtonormyeckast oLieHKa peakumn okpyKatoLlen ero
TKaHW OOMKHbI OrpaHUYmMBaTLCS TONLKO caMbiM ANMUTENbHBIM UM nocnegHUM nepruogomM AONONMHUTENbHOro
HabnoaeHus, ecnu Lenn nccneaoBaHus He TpedbyrT UHOTO.

4.4.1 KnuHu4yeckas oLeHKa

[MpepocTaBNAT UHPOPMALIMIO O 3HAYUMbLIX acnekTax obLero 3gopoBbs XXMBOTHBLIX B TeYEeHUe uccre-
OOBaHUS, BKNoYast Maccy tena. Heobxoamnmo oLeHUTb COCTOSIHUE MSITKUX TKAHEW BOKPYT UCCeayeMOn U KOH-
TPONBHON CUCTEM 3YOHBLIX MMNMAHTATOB, BOKPYr NMpunerarwmx U cMmblkarolmxcs 3yOoB, a Takke obeunx
yencTen B LEenoM U COMPSKEHHOW MbILLEeYHOW TKaHW, YTobbl onpeaerinTb BO3MOXHbIE M3MEHEHUSI 3TUX
CTPYKTYpP 3a nNepuoa nccrneaoBaHms.

4.4.2 Papuorpadgundeckan oLeHKa

OueHuBatoT paguorpaddnU4ecknin BHELWHWA BUAO UCCNEeaYyEMON U KOHTPOMbHOW CUCTEM 3YOHbLIX UMMaH-
TATOB, BKMHOYas OKPYXaoLWYH X KOCTb 1 NpunerarwLme U cMmblkatolnecs 3yobl, Ans onpeaeneHnst BO3MOX-
HbIX U3MEHEHUN AaHHbIX KOCTHBIX CTPYKTYP 3a nepuoa nccrnegoBaHus.

4.4.3 3abop obpazyoB

[Tocne 3aBepLUeHUs nccnegoBaHus N3BNeKaroT, eCrivi HeoBXoAUMO, y4acTKU TKaHW, TUMNYHBIE AS151 BCen
YentCTN U CONPSAY)KEHHOW MbILLEYHOW TKaHW, 1 0COBEHHO y4acTKM TKaHW, coaepKallue uccrnegyemMmsle cucTe-
Mbl 3yOHbBIX UMNIAHTATOB U KOHTPOMbHBLIA 0BpaseL, BMecTe ¢ npuneratwLnumm sybamm, KOCTHBIMU U MATKUMIA
TKAHAMW POTOBOW MONOCTU in Situ ANA rMcTonaTtonorM4eckux U/unm apyrnx aHanusos. B 3aBUCUMMOCTUN OT
ornpeaeneHHbIX Lenemn MoryT ObITb HEOBX0AMMBIMK 3a00pP 1 UCCNeaoBaHNS APYrUX yH4acTKOB TKaHW U/UNN UX
aHann3 gpyrumm metogamu.
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4.4.4 lNpurotoBrneHne obpasua AnAa rMCTonaTororn4ecKoro aHanusa

Ecnun yyacTtkn TKaHu ObINN U3BMEYEHbI, NOAroTaBNUBANT UX HagNeXxawum odbpasom K rmcTonaTonorn-
yeckoMy aHannay. CornacHo KoOHKpeTHbIM napamMeTpam NpoBoAUMOro rmcTonaTonormyeckoro aHanmsa MoryT
MOHaAoOUTBLCA Kak HegeMUuHepanm3oBaHHble, Tak U AeMuHepann3oBaHHble cpesbl. [na oueHKN KOHTaKTHbIX
MOBEPXHOCTEN UMNNAHTAT/TKAHb M UMNNAHTAT/POTOBAs NMONOCTb PEKOMEHAYETCHA MUKPOCKOMUYECKNIA aHann3
TBEPAbIX HeaeMUHepann3oBaHHbIX 00pas3LOB, 3anpeccoBaHHbIX B NacTMaccey.

4.4.5 'ncronaronoruyeckas oLeHKa

OcmaTtpuBaloT 4OCTAaTOUYHOE YNCIIO CPEe30B ANs OLUEHKU XapakTepa B3auMoaeNCTBMA MeXay OKpYKato-
LMK TBEPABIMU N MSITKUMU TKAHSAMW U CUCTEMON 3yOHOro MMnNaHTaTa Unn KOHTPoNbHOro obpasua. B oTHO-
LIeHUN KadecTBa W KonndyectBa Heodbxoaumo obpaTutb ocoboe BHUMaHWE, MO MeHbLlen Mepe, Ha
chneayrollee:

a) Yy4yacTKuU HEenocpeacTBEHHOro KOHTaKTa KOCTb/UMNMaHTar;

b) HOBast KOCTb U/ BONOKHUCTAS TKaHb;

C) KOCTHast pe3opbuuns;

d) BocnaneHue, MHeKLKUNA, 0bpasoBaHNUe HAarHOEHUA N HEKPO3a;

e) Nobble N3BMEHEHNS B YEMIOCTSAX U CONPSXKEHHOW Macce MbILLEYHOW TKaHN.

Heobxoaumo OoCMOTpeTb AO0CTaTOYHOE YUCTIO CPE30B M3 Y4acCcTKOB MpUeratwLlmx U CMblKaroLNXCH
3yDOB ANnd onpeaeneHns NX COCTOSIHUSA, a TakkKe COCTOSIHUS OKPYXKatoLMUX UX TKaHEN.

4.4.6 CtaTuCTUYECKUN aHaNnu3

B obnactu ctatTMcTUYEeCcKoro aHanusa cywecTByeT MHOXECTBO MeXayHapoaHblX cTaHaapToB. [puBo-
OSIT CChINKY HA COOTBETCTBYOLWUNA MeXAyHapoaHbIM CTaHOapT, eCni TakoBOM ObIN UCNOMNbL30OBaH; B NMPOTUB-
HOM cny4yae ykasblBaloT aHanMTudeckne Metoasbl, npeanonaraemele aAns rnpMuMmeHeHus.

5 OT14yeT 00 ccnegoBaHUN

CocTaBnsawT oT4eT 00 UccnegoBaHUK, cogepXalmim, Nno MeHblUIen Mepe, cneayrollee:

a) Bce noapobHOCTWM NPOTOoKONa nccneaoBaHus, kak obosHaveHo B 4.1, 1 NtoOble OTKIMOHEHUSA OT NEPBO-
Ha4vyanbHOro NPOTOKONA;

b) BCe NOoAPOBHOCTU KITMHUYECKUX U NabopaTopHbIX HABNIOAEHUA U U3MEPEHNI, a TaKKe COOTBETCTBY-
rowine aHanumsbl, Kak 0b6o3HadyeHo B 4.4;

c) obLmnA aHann3 AaHHbIX, MONYYEeHHbIX B pe3ynbTaTe UCCNeaoBaHus, ¢ 3aKOUYeHUSIMU, COOTHOCSILLN-
MUCSI CO CTerneHblo AOCTWXKEHUs1 uenu(en) unccnegoBaHusi, oCobeHHO B OTHOLWEHUN OUOCOBMECTUMOCTMU
ncerneagyemMon cuctemel 3ybHOro nmnnaHrara.
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Mpnnoxenvne OA
(cnpaBo4HOe)

CBeaAeHUA 0 COOTBETCTBUU CCbLINTOYHBLIX MeXAYHapoAHbIX CTaHA4apTOB
HauuoHanbHbIM cTaHgapTamMm Poccunuckoun ®@egepauuu

Tadbnwuwua OA.1

OB03HaAYEHNE CChINOYHOro CTeneHb Obo3HavYeHne n HaMMeHOBaHNE COOTBETCTBYIOLLEro HaUMOHAaNbHOIO
MEXOYHApOAHOro crtaHaapra COOTBETCTBUA cTaHgapTa
NCO 1942-5:1989 — ¥
NCO 10993-2:1999 IDT [OCT P NCO 10993-2—2009 N3pgenna meanumHckme. OueHka buo-
NOrMYecKoro AeNCTBUA MeaNLMHCKUX N3aennn.
YacTtb 2. TpeboBaHusa K obpalleHnto ¢ XMBOTHbIMA

* COOTBETCTBYHOLWMN HAUMOHANbBHbIN cTaHg4apT oTcyTcTBYET. o ero yreepxgeHust pekomeHayeTcs UCnonb3o-
BaTb NEPEBO HA PYCCKUN A3bIK AaHHOIo MexayHapogHoro ctaHgapTa. [lepesog A4aHHOro MeXXayHapogHoro craHgapra
HaxoauTcs B PeaepanbHOM MHDHOPMALNOHHOM POHAE TEXHUYECKUX pernameHToB U CTaHOAPTOB.

[TpumeyaHwune—B Tabnuue McNonb3oBaHO crnegytowee yecnoBHoe 0603HaAYeHNe CTENEHN COOTBETCTBUS
CTaHOapTOB:

- IDT — naeHTn4HblEe cTaHOAPTHI.
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