SENEPA/IBHOE ATEHTCTBO
MO TEXHNYECKOMY PEIY/IMPOBAHUIO 1 METPONOT NI

HALWOHANBbHbLIN FTOCTP

CTAHOAPT 54328
POCCUNCKOMN '
PEOEPALNN 2011

ISO/TS 22911:2005
Ctomatonorus

AOOK/TMHUNYECKAA OUEHKA CUCTEM
NMMIMNIAHTATOB

MeToabl NCNbITAHUI HAa XXUBOTHbIX

ISO/TS 22911:2005
Dentistry — Preclinical evaluation of dental implant systems —
Animal test methods
(IDT)

N3paHue oguumansHoe

Mocksa
CramzapTrHdopm
2011


http://www.kruzhevo-len.ru/vyazanye-kardigany-kruzhevnye-bluzki.html

rOCT P 54328—2011
Mpeaucnosune

Llenu v npuHumnbl ctaHgapTnsauumn B Poccuiickoin ®eaepauuu yctaHoBieHbl ®efepasbHbiM 3aKOHOM
0T 27 pekabps 2002 r. No 184-93 «O TEXHUYECKOM PerynvpoBaHum», a npasuia NpuMMeHeHUs HaunoHabHbIX
cTtaHgapToB Poccuiickoin ®egepauun — FOCT P 1.0—2004 «CTtaHgapTusauua B Poccuiickoli ®egepauun.
OCHOBHbIE NMOOXEHNA»

CBejeHusi o ctaHgapTte

1 NOArOTOBJ/IEH ABTOHOMHOW HEKOMMeEpPYECKO opraHusaunein «MIHCTUTYT MeAnKo-61M0Nornyecknx
nuccnefosaHuin n texdonorniny (AHO «MMBUWNT») Ha ocHOBe CO6CTBEHHOIO ayTEHTUYHOrO NepeBoja Ha pyc-
CKWI1 A3bIK CTaHAapTa, yKkasaHHoro B nyHkTe 4

2 BHECEH TexHuuyeckum kKoMuTeETOM MO cTaHgapTusauum TK 422 «OueHka 61M0n10rmyeckoro aeicTaus
MeAVNLUHCKNX N3aenniix»

3 YTBEPXJEH U BBEJEH B JENCTBVE [puka3om deaepasbHOr0 areHTcTBa Mo TeXHUYECKoMy
perynnposaHunio n metposorum ot 15 nona 2011 r. Ne 126-cT

4 HacTosiwunii cTaHaapT nAeHTUYeH mexayHapogHomy ctaHaapty MCO/TC 22911:2005 «CtomaToso-
rma. [loknMHMYyeckas oueHKa MMMIaHTUPYeMbIX AeHTaslbHbIX cucteM. MeTofbl UCMbITaHWA Ha XUBOTHbIX»
(ISO/TS 22911:2005 «Dentistry — Preclinical evaluation of dental implant systems — Animal test methods»).

Mpy NpYMeHeHNn HacToALero cTaHfapTa PeKoMeH4yeTCs MCMob30BaTb BMECTO CCbITOUYHBIX MeXAy-
HapoAHbIX CTaHAAPTOB COOTBETCTBYHOLIME UM HaLMOHa/bHbIe CTaHAapThl Poccuiickoii depepaunm, ceese-
HUSA O KOTOPbIX NPVBELEHbl B AONOMHUTENBHOM Npuaoxernun A

5 BBEJEH BIEPBbIE

MHdopmauns 06 n3MeHeHNaX K HacTosILWeMy cTaHgapTy nybnvkyeTcs B €XerofgHo nsgasaemom
MHCOpMaLMOHHOM yKasaTene «HaunoHanbHble CTaHAapThi», @ TeKCT U3MEHEHUI 1 NONPaBoOK — B €XB-
MEeCAYHO M3faBaeMbiX MHOPMAaUMOHHBIX yKazaTenax «HauuoHanbHble cTaHdapThi». B cnyyaB nepe-
cMOTpa (3ameHbl) WM OTMEHbl HACTOAWEro craHjapTa COOTBeTCTBYyWLlee yBefoMeHne OyaeT
0ony6/IMKOBAHO B €XXEMECAYHO N3jaBaeMoM MHDOPMALMOHHOM yKa3zaTene «HauuoHanbHble cTaHgapTbi».
CooTBeTCTBYyLWas nHopmauus, yBegomneHme n TekCThbl pa3melialoTCcsa Takke B UHOOpMaLNOHHOM
cMcTeme 06LLero Nob3oBaHMA — Ha ohuLmnanbHOM cainTe defepasbHOro areH TCTBa N0 TEXHUYECKOMY
peryimpoBaHuio 1 MeTponorun B ceTu NHTepHeT

© CtaHpapTuHdopMm, 2011

HacToswuii cTaHAapT He MOXeT 6bITb NO/IHOCTLIO UK YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLManbHOro usganus 6es paspellenus ®eepanbHOro areHTCTBa No TEXHUYECKO-
MY perysimpoBaHuio 1 MeTposiornu
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BeBegeHve

NCO (MexpyHapogHasa OpraHusauna CtaHgapTusauun) SBnseTca BCEMUPHOW dhefepalmeil opraHoB
HalMOoHa/IbHbIX cTaHAapToB (opraHusauun — uyneHsl MICO). PaboTa no nogrotoeke MexayHapogHbix CTaH-
AapToB 06bIYHO ocyLlecTBnseTca TexHuueckummn kommtetamu NCO. Kaxaas opraHnsaumsa-yneH, samHrepe-
coBaHHasl B npegMeTe, QAN KOTOPOro cosfjaBancs TexHUYeckuid KomuTeT, MMeeT npaBo 6bITb
npeAcTaB/ieHHON B 3TOM KomuteTe. MexayHapoaHble NpaBUTeNIbCTBEHHbIE W HENpPaBUTE/IbCTBEHHbIE Opra-
HM3aL MK Takxe NPUHUMALOT yyacTue B paboTe Bo B3anmogeiicteum ¢ MICO. NCO TecHo coTpyaHuyaeT ¢ Mex-
AyHapofHoW  OnekTpoTexHuyeckoid Komuccueldi (M3K) no Bcem Bonpocam  3/1eKTPOTEXHUYeCKol
CTaHfapTusaumn.

MexgayHapogHble cTaHfapTbl pa3pabaTbiBaldTCA B COOTBETCTBUM C NpaBunaMu, NpuBefeHHbIMA B
Oupektneax NCO/M3K, YacTb 2.

OCHOBHOI1 3afayeil TeXHUYECKNX KOMUTETOB ABMAETCA MOATOTOBKA MeXAyHapOAHbIX CTaHAapTOB.
[poeKTbl MexayHapoHbIX CTaH4aPTOB, NPUHATLIE TeXHUYEeCKUMU KOMUTEeTaMu, PacnpoCcTPaHATCA opraHu-
3auuaM-4neHam g ronocoaHus. Mybnvkaumns B kayecTBe MexAyHapoaHoro ctaHaapTa Tpebyet ogobpe-
HVSA MO MeHbLUen mepe 75 % opraHusauuii-4i1eHoB ¢ NPaBoM rosoca.

Mpun gpyrux o6CTOoATENLCTBAX, 0CO6GEHHO NPV BO3HUKHOBEHUW CPOYHOI KOMMEPYECKO NOTPe6GHOCTH B
Taknx fOKyMeHTax. TeXHUYeCKUn KOMUTET MOXET MPUHATb PeLLeHne BbiMyCTUTb ApYyrue TUMbl HOPMaTUBHbIX
[OKYMEHTOB:

- Cneyudmkauus MCO (MCO/MAC) B cBo60AHOM fOCTYNe NpeacTaBnsieT eAUHOe MHEHME TexHu4yec-
KX aKcnepToB paboueii rpynnbl MCO v npuHuMaeTcs K nybankauum, ecrim oHa ogo6peHa 50 % yyacTByOLNX
B r0/10COBAHUN Y/IEHOB BbIWECTOALLETO KOMUTETA.

- TexHuuyeckue Ycnosusa MICO (MCO/TC) npeactaBnsAoT eguHOE MHEHVE YneHoB TeXHNYecKoro kKomure-
Ta ¥ NpUHMMAtOTCA K Ny6amnkaumm, ecnm oHM ofo6peHsl 2/3 yHacTBYIOLWMX B FO/I0COBAHUMN YIEHOB KOMUTETA.

LokymeHTbl VCO/MAC n NCO/TC nepecmatpuBaloTcs Yyepe3 Tpu roga ANS pelleHus sonpoca 06 mx
YTBEPXAEHUW eLle Ha TP roga, BHECEHMMN MONPaBOK AN1A MPUHATUA B KAYECTBE MeXAyHapoaHOro ctaHaaprta
nn60o nx oTMmeHbl. Ecnn gokymeHTol MCO/MAC n NCO/TC yTBEpXAeHbl, TO OHM NepecMaTpuBaloTcs Yepes
nocnepytoLine Tpu roga, Korga ux Hagnexut npeobpasoBatb B MeXAyHapoAHbIli cTaH4apT MO0 OTMEHUTD.

Heo6xo4umo 06paTuTb BHYUMaHWe Ha BO3MOXHOCTb TOr0, YTO HEKOTOPbIE 3/1IEMEHTbI aHHOr0 JOKYMEH-
Ta MOryT nojBepratbca naTteHTHbIM npaBam. NCO cHumaeT ¢ ce6s OTBETCTBEHHOCTb 3a 0603HaueHve
Kakux-nmbo naTeHTHbIX Mpas.

MCO/TC 22911 6bin noarotoBsieH TexHuyeckum kommtetoM NCO/TC 106 «CToMartonorusa», nogkoMu-
TeT MK 8 «3y6Hble umnaaHTaTbl».
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HALUVWOHA/NbHBLIN CTAHOAPT POCCUMNCKOMN OPELEPALMUMN

Crtomatosiorus
LOK/TMHUYECKAA OUEHKA CUCTEM UMIMNAHTATOB

MeToabl MCMbITaHU Ha XXUBOTHbIX

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

fNata BBegeHns — 2012—03—01

1 O6nacTb NpUMeHeHUA

HaCTOﬂLLlI/IVI CTaHOapT yCTaHaB/IMBaeT MeToAbl UCMbITAHWI Ha XUBOTHbIX, CBSA3aHHbIE C (*)yHKLI,VIOHaI'Ib-
Hol OLLeHKOVI NMNNaHTUPYEMbIX A€HTa/IbHbIX CACTEM C UCMOJ/Ib30BaHNEM KakK MakKpOCKONUYeCKnX, Tak N MUK-
POCKONNMYEeCKNX napameTpoB. HaCTO;1LL|,I/II7I CTaHAapT npeaHasHadeH A1 UCNOMb30BaHUA TOJ/IbKO B TOM
cnydae, Korga aHasim3 pucka ykasbiBaeT Ha HEO6XO,EI,VIMOCTI: ,D,OﬂOﬂHVITeﬂbHOI?II VIHCpOpMaU,VIVI, KOTOPYH MOryT
npenocTaBuUTb TOJIBKO NCNbITAHNA Ha XUBOTHbIX.

2 HopmaTuBHbIE CCbIKN

Cnepyowme cnpaBoyHble AOKYMEHTbI ABASIOTCA HEOO6X0AUMbBIMU A1 MPUMEHEHNS HACTOSALLEro CTaH-
paprta. MNpu gaTMpoBaHHOW CCblsiKe NPYMEHMMO TOMbKO Yka3aHHoe n3gaHue. Mpu cebiike 6e3 gaTbl NPUMEHN-
MO nocfnegHee n3gaHne ykasaHHOro 4okymeHTa (Bkawouvas ntobble nonpasku).

MCO 1942-5 Ctomatonorus. Cnosapb. Hactb 5. TepMUHbI, OTHOCALLMECSH K UCNbITAHUAM

NCO 10993-2 OueHka bruonornyeckas MeauuMHCKNX usgenuin. Yacts 2. TpeboBaHuns K ob6palyeHuto ¢
XUBOTHbIMU

3 TepMUHbI 1 onpeaeneHns

B HacTofleM cTaHgapTe NpUMeHeHbl TepMuHbl no MC01942-5.

4 MeTop uccnegoBaHuA

4.1 TlpoToKoN nccneposaHusA

Mepea ncnbiTaHWEM KaX [0 KOHKPETHON CMCTEMbI AeHTa/IbHbIX UMNIaHTaTOB M3roTOBUTENb UK 3aKas3-
YuK OTBEYaEeT 3a MOAroTOBKY NOAPO6GHOro NPOTOKOMA UCCNEef0BaHNSA, KOTOPbIV AO/MKEH BKIOYATb, N0 MEHb-
el Mepe, NOMIHOE OnNucaHue crneaytoLero:

a) Luenu uccnefoBaHus;

b) cMbic/ia 1 060CHOBaHUSA UCCNeA0BaHNS Ha XMBOTHBIX iN Vivo, a Takke Apyroi nogobHon nHdgopma-
LMK, KoTopas MOXeT NoHafo6MUTLCA ANA yaoBneTsopeHus TpebosaHuii NICO 10993-2;

C) nccnegyemoi cucteMbl AeHTanbHOro UMMNAaHTarTa, BKIlyas ee XMMUYeCKnii cocTas 1 onu3nyeckyto
CTPYKTYPY, PEKOMEHAYEMbI CNOCO6 ee KNMHUYECKOrO BBEAEHUS U UCNO/b30BaHNA, a Takke NpuMeHsiemble
BUAbl KOHTPONSA:

d) BbIGPaHHOrO BMAA XMBOTHBIX, UX MPOMNCXOXAEHUS N 060CHOBAHUSA BbIGOPA;

N3paHne ouynanbHoe
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e) co6nogaemMoro npoTokosia UCCnefoBaHusl, BKIOYAs YMCO XUBOTHBIX U UccnesyemMbix 06pasLos,
BblGpaHHble BPEMEHHbIE UHTEPBasIbl U 060CHOBAHWE UX UCMO/Ib30BaHUS;

f) MeTon0B OLEHKN, KOTOPbIE NpeanosaraeTcsl UCNOJb30BaThb, Kak KTMHUYECKNX, Tak 1 nabopaTopHbIX,
1 060CHOBaAHUS UX NMPUMEHEHUS;

) MeToAoB aHanm3a KAMHUYECKMX M NabopaTopHbIX AaHHbIX, a Takke KpuTepues Aans onpeaeneHus
pesynbTarta ucc/iefjoBaHus, KOTopblie NpeanonaraeTcs UCnosb30Bath;

h) nHdopmaunn, nognexauyeli BKIOYEHNIO B OTYET 06 UCC/Ief0BaHUN.

MpumeyaHune — [3-3a WUPOKOro pasHoo6pa3ns KOHCTPYKUMI U KNMHWYECKUX npoueayp, CBA3aHHbIX C MUC-
noNb30BaHMEM Pa3/INYHbLIX CUCTEM AEeHTaNbHbIX UMNNAHTATOB, (DOPMYyNMPOBaHNE e4NHOro NoAPO6HOro NpoToKoNa nccne-
[lOBaHUA He ABNSieTCA BO3MOXHbIM. TeM He MeHee, HacToAW NI cTaHfapT NpefoCcTaBAAT peKoMeHaunn No HEKOTOPbIM
OCHOBHbIM acnekTam mMeToja uUccnefoBaHuns, o6WnM 41a BCEX NPOTOKON0B. CNUCOK CNPaBOYHbIX JOKYMEHTOB N0 NPOTOKO-
nam nccnepoBaHuii Ha XUBOTHbLIX NpuBeAeH B 6ubnunorpadun.

4.2 XnBOTHbIE N copepXaHne XNBOTHbIX

4.2.1 CopepxaHune XNBOTHbIX

CogepxxaHne XUBOTHbIX AO/HKHO OCYLLECTBMATLCA B cOOTBeTCTBUM ¢ MICO 10993-2 n npyMeHnMbIMU
HOPMaTUBHLIMY TPE6OBaHUAMU K UCCNefyeMbIM XUBOTHbLIM.

Monb3oBaTenu AOMKHbI CO3HaBaTb, YTO MOTYT GbITb MPUMEHEHbI HALMOHA IbHbIE HOPMAaTUBHbIE Tpebo-
BaHNA B 061aCTW cofepXaHusa XUBOTHbIX.

4.2.2 Viccnepyemble XUBOTHbIE

Ha gaHHbIi MOMEHT H/ 0fHa KOHKpEeTHas MoJesib Ha XWBOTHbIX AN UCC/Ief0BaHNSA CUCTEM AeHTallb-
HbIX UMMNIAHTATOB He yTBEPXAeHa Kak COOTHOCALLaACA C yCNOBUAMU NPUMEHEHUS Ha YenoBekKe.

CnepoBartesibHO, peKOMeHAyeTCs BbIGUpaTb B XNBOTHbIX, OTBEYAIKLLUIA CeayonM KpUTepusm:

a) BO3MOXHOCTb COG/IOAEHNS TUTMEHbI POTOBOM NOMIOCTM €CTECTBEHHbLIM JIMG0 NCKYCCTBEHHBIM MyTEM;

b) [OCTaTOYHbI pa3Mep YencTein ans 06bIYHOTO XMPYPruYeckoro focTyna v AN pasMmeLLeHuns cucTte-
Mbl 3y6HOro umniaHTata B oopme, NnpefHasHauYeHHOW AN NPUMEHEHWS Ha NIASX;

C) HayuvacTke, Ha KOTOPOM pasmelleHa cucTeMa feHTaslbHOro UMnaaHTara, AO/MKHbI 6bITb 3y6bl-aHTa-
FOHUCTbI:

d) XMBOTHbIE AOMKHbI UMETb Pa3BUTLIA CKeNleT, ec/iv 3TO COOTBETCTBYET NpeAHasHa4YeHHOMY npume-
HEHWIO;

B) MPeANnOYTUTESIbHbI XXUBOTHbIE CXeBaTe/lbHbIM AB/XEHNEM YEsICTU, HE CBONCTBEHHLIM /151 TPAaBO-
AAHbIX.

4.2.3 Yncno XnBOTHbIX

YMNCI0 XMBOTHBIX AO/DKHO GbITb 060CHOBAHHBLIM U MUHUMa/IbHO HEOGX0AMMbIM A/15 ONpeAeneHuns 3asB-
NEeHHbIX Lenei nccnegoBaHums.

4.3 Tpoueaypa vuccnegoBaHus

4.3.1 Wccnepyemble o6pasubl

Mcnonb3yloT npefocTaB/ieHHble CUCTEMbI AeHTallbHbIX UMMNIAHTATOB, NpefHa3HayeHHble ANA KAUHU-
4YecKoro Ncnonb3oBaHUA Ha yenoseke. Ecnun nccneposaHve BKAoYaeT 3yOHble MMNNAHTaTbI, OT/IMYalLmnecs
OT MpefHas3HayeHHbIX K KAMHWYECKOMY WCMOMb30BaHUO, Heo6XoAMMO MNpMBECTM 060CHOBaHWE Takoro
peLueHus.

4.3.2 KOHTpONbHble 06pasLbl

Mcnonb3yloT noaxoAsWwmnii KOHTPO/IbHBIA obpasel, ecny HEeT AaHHbIX aHaslorMYHbIX UCC/Ief0BaHUA.
BO3MOXHO, 4TO AaHHble paHee onNy6/MKOBAHHOrO UCCefoBaHMUA MOTYT ObITb NPUEMAIEMbIMU, €C/IN YCO0BUSA
3KCneprmeHTa B 060UX MCCNeoBaHUSIX CTPOro conocTaBnMbl. Ecnv HE06X0AMM KOHTPO/Ib CUCTEMBI 3y6HOTO
UMnaaHTaTa, To BO3MOXHO NPUMEHUTb IM60 CUCTEMY AEHTAIbHOTO MMMaHTaTa C CyLLEeCTBYOLWUMN KITUHN-
YeCKMMU laHHbIMU, OLLEHEHHbIMU 3KCNepTamMu, NM60 AeHTabHbI UMNAAHTAT, aHaI0TMYHbIA nccneayemMomy,
HO He3arpy>eHHbliA.

4.3.3 Xupypruyeckasa rnoarotoBka yyacTkoB ONA pasMeLlLeHUsa AeHTa/IbHOro umnjaaHtara n KoH-
Tpons

Mpy HEO6X0AMMOCTI CO3aI0T MAEHTUYHbIN YHaCTOK Ha YeoCTU 0 BBEAEHNSA AEHTa/IbHOIO MMMIaHTaTa.

Mpy Heo6XOANMOCTU XUBOTHbIE AOMKHbI OblTb MOABEPrHYTHI aHecTe3nu, cneays COOTBETCTBYHOLMM
yCNoBMAM /1abopaTopHO NPaKTUKK, C UCNOJIb30BAHNEM YTBEPXAEHHbIX METOA0B 06€360/1MBaHMA A0 HaYana
Kaknx-nmbo xupypruyecknx npoueayp. Bce xvpypruyeckue npoueaypbl cnegyeTt npoBOoAUTb B YC/IOBUAX CTe-
pUNBLHOCTU. Y AansaT ymcno 3y6oB, He06xoAMMoe AN NpefocTaBeHus yyacTka Ansa pasmeLeHumsa 3y6Horo
UMnAaHTaTa, UCnonb3ys Hagsexatme Metoabl. XXMBOTHbIM MOXeT NoTpe6oBaTbCA Hagexaluii MeanLmH-
CKuit yxon ANs NpefoTBpalLeHns MHEeKUUiA Npyu KIMHUYECKUX YCNOBUAX, MaKCUMasibHO MPUBIMKEHHbIX K

2
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yenoseyeckvuM. [lanee, B NocrneonepaUyoHHbIi Nepuoj XNBOTHbIE AO/IKHbI HAXO4UTLCSA Ha COOTBETCTBYIO-
el MATKOW fneTe ANS CHUKEHNUS pUcKa NOBPEXAEHNUS 3aXMBaKOLWMUX TKaHe.

4.3.4 Pa3melleHne CUCTEM feHTa/lbHbIX UMMN1aHTaToB

MpoBOAAT XMpypruyeckme npoueaypbl 418 pasMeLlleHns AeHTasbHbIX MMMNAIAaHTaTOB W COMPSHKEHHbIX
BEPXHMX KOHCTPYKLMIA B yCNI0BUAX CTEPUIBHOCTM, TOYHO Cneaysi NPOTOKONY nccnegosanus. Mpoueaypbl cne-
AyeT NpoBOANTL NPK Hagexallei aHecteaun. 3ybHoe NpoTe3npoBaHne AO/HKHO 6biTb 3aBEPLLEHO COrNacHo
NpoTOKONY UccnegoBaHus. Pexum nocneonepalmMoHHOro yxoga AO/MKEH oTpaxaTb Leflb UccnefoBaHus n
NpuHATbIE NocneonepauroHHble npoleaypsbl.

4.3.5 lMepunopabl nccnenosaHus

OueHnBalT CUCTEMY [EeHTa/IbHOrO UMMIaHTaTa U peakuun HoCcuMTeNs Yyepes BPEMEHHbIE UHTEPBasbI,
COOTBETCTBYOLME LensaM uccnefoBaHuns. Korga uensto nccnefoBaHuns ABAAETCA OLeHKa NpUrogHocTu Kiu-
HMYECKOro MCMonb30BaHUA CUCTEMbI AEeHTa/lbHOTO MMMNaHTata, PeKkoOMeHAYITCA, N0 MeHblueli Mepe, Tpu
nepuoja wuccnefoBaHus, BKIKOYAsS WCXOAHbIA YpPOBEHb WM COOTBETCTBYKOLLME Nepuofbl nocienyroLlero
HabnoaeHna nocne 3arpyskn. Havano aTux nepuogos HabnAEeHNA OKHO YUnTbiBaTh N0OLIE NOCeonepa-
LIMOHHbIE NHTEpBasibl, B TEYEHNE KOTOPbIX XMBOTHOE He HaxXOAW/I0Chb Ha 06bIYHOV AneTe. Tonbko B Nnocnes-
HWI1 nepuog cneayeT 0cob0 BbIAENATb XUPYPruyeckoe yaaneHme n MUKpoCKonnyeckne nccnefoBaHns, ecim
He TpebyeTcs MHoe.

4.3.6 KoHTponb 3y6HOro Haneta

Mpun Heo6xoAMMOCTU NPOBOAAT A8 XUBOTHbLIX perynspHbie npoueaypbl KOHTPOAs 3y6HOro Haneta u
BK/1104AIOT NOJIHOE OMucaHne B NPOTOKO UCCNefoBaHus.

4.3.7 KnuHnyeckuin n pagunorpaduyeckuii aHanus

OTmeyaloT COCTOSHUE AeCeHHbIX ¥ NEPUOAOHTasIbHBIX TKaHEW Yepes Haanexaline nHTepeasbl Bpeme-
HW. B fononHeHve K BU3yasibHOMY OCMOTPY AEeCEHHbIX TKaHei N0 BO3MOXHOCTU peKoMeHAyeTCs AOKYMEH-
Ta/lbHO OTpaXaTb COCTOSAHME TUIMEHbI MOMOCTN pTa. 3yOHOro Haneta u AeCeHHOro BOCNaseHus, NCnonb3ys
06LLenpuHATbIE KNNHMYeckMe nHaekcbl. Ocoboe BHUMaHVe obpallalT Ha cTabuabHOCTb WK CTeneHb Nog-
BVKHOCTW M3eNnNs, Hanunyve BOCNaseHns B OKPYXXatoLLMX TKaHAX 1 to6ble NpU3HakM MecTHON nHdekuum. Mo
pacnucaHuio fenatT cTaHAapTN30BaHHbIe PEHTTEHOBCKME CHUMKM yYyacTka 3yO6HOro umnaaHTara, npunerao-
LMX 1 CMblKaloLWwmxcs 3y60B, a Takke NoaaepXunBarLLeil KOCTU aHeCcTe3nPOBaHHbIX XMBOTHbLIX A48 Nony4ye-
HUA cepun CHUMKOB [0 1 Mocne onepauuy [0 OKOHYaHusa nepuoga uccreoBaHus.

4.3.8 OKoH4YaHue nepuoga uccnenoBaHus

Mo oKoOHuYaHMK NeproAa UccnefoBaHNsA No HEOOXOAMMOCTY XNBOTHBIX NOABEPraloT 3BTaHa3nn B COOT-
BETCTBUU C MHCTPYKLmAMu NCO 10993-2.

4.4 OueHka

OueHuBaloT TKaHeBblli OTBET, MCNOMb3ySA KIMHUYECKUIA, paguorpadumyeckuii, rmctonaTtonornyeckui,
CTaTUCTUYECKUIA W Apyrue MeToAbl aHanu3a, KOTopble MOryT 6biTb HEe06XoAUMbIMW AN WCCNefoBaHus.
Xupypruueckoe yganeHue 3y6HOro umniaHTaTa U ructonarosiornyeckas oLeHka peakumun okpyxaloLei ero
TKaHW AOJ/DKHbI OTPAaHMYMBATLCA TOMIbKO CaMbIM A/IMTENbHLIM AWM NOCNeAHUM NEepPUoAOM AOMNOMHUTETbLHOTO
HabnaeHns, ecnun Leny nccnefoBaHns He TPeGyT UHOTO.

4.4.1 KnuHuuyeckas oueHka

MpepnocTaBNAwT UHDOPMALUIO O 3HAYMMbIX acnekTax o6Lero 340p0Bbs XUBOTHLIX B T@YEHUE uccrie-
[OBaHus. BKNoYas maccy Tena. Heob6xoAnMo oLeHUTb COCTOSTHUE MATKMX TKaHeli BOKPYT nccneayemoil n KoH-
TPONIbHOM cUCTEM 3yOHbIX MMMNIAHTATOB, BOKPYN NMpUAerawwmux u cMblkalowmuxcs 3y6oB, a Takke 06eux
yesncTeli B LLe/IOM U COMNPSHKEHHOM MbILWEYHON TKaHW, 4YTOoObl onpefesiuTb BO3MOXHbIE U3MEHEHUST 3TUX
CTPYKTYp 3a nepuoj nccnegoBaHus.

4.4.2 Papunorpaduueckas oueHka

OueHnBalT pagmorpatuyeckmnii BHELHWIA BUA, UCCNeAYEMOW U KOHTPOJIbHOM CUCTEM 3YOHbIX MMMIaH-
TaTOB. BK/IOHAs OKPYXatoLLY UX KOCTb 1 NpueraiwLLme n cMbikatuwmecs 3ybbl, AN8 onpegeneHns BO3MOX-
HbIX U3MEHEHWI AaHHbIX KOCTHbIX CTPYKTYP 3a Nepuog, nccrenoBaHus.

4.4.3 3abop o6pasLoB

Mocne 3aBepLUEHNst UCCef0BaHNSA U3BMEKAIOT, ECNIN HEOOXOAMMO, YHACTKN TKaHW, TUNUYHbIE /19 BCel
YesCTY 1 CONPSHKEHHOW MbILLIEYHON TKaHU, 1 0COBEHHO yYacTKM TKaHW, codepxalime uccnegyemMble cucTe-
Mbl 3yOHbIX UMMNIAHTATOB Y KOHTPO/bHBIA 06paseL, BMecTe C npuaeramwumy 3y6amMm, KOCTHbIMW U MATKUMUN
TKaHSIMW POTOBOM MOJIOCTU in Situ ANA TMCTONATO/IOTMYEeCKUX W/MAN Apyrux aHanu3os. B 3aBucumoctn ot
onpefeneHHbIX uenei Moryt 6biTb HEO6X0AMMbIMU 3a60P 1 NCCNEeA0BaHNS APYTUX YHaCTKOB TKaHU u/unm mnx
aHanus apyruMmu metogamu.
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4.4.4 TMpurotoBneHne obpasya 418 rMCTONATO/IOTMYECKOT0 aHanmsa

Ecnu yyacTkun TkaHu 6bls1M U3BMieYEHbl, NOATOTABAMBAKOT UX HaA/1eXallum o6pa3om K rmctonaTtonoru-
yeckomy aHanu3y. CoriiacHo KOHKpPeTHbIM napamMeTpam npoBOAYMOro rmctonaTonorMyeckoro aHannsa Moryt
NoHaA06UTLCA Kak HegeMnHepasiM3oBaHHbIe, Tak U AeMUHepasiM30BaHHble cpesbl. [159 OLEeHKN KOHTaKTHbIX
NOBEPXHOCTEN nMNAaHTaT/TKaHb ¥ UMNIaHTaT/poToBast NO0CTb PEKOMEHAYETCA MUKPOCKONUYECKUIA aHam3
TBEPAbIX HeJeMVHepann3oBaHHbIX 06pasL0oB, 3anpeccoBaHHbIX B M1acTMaccy.

4.4.5 TncTonartosiornyeckas oLeHka

OcmaTpuBaloT AOCTATOYHOE UNC/O0 CPE30B 151 OLEHKN XapakTepa B3aMMOLenCcTB/A MexXay OKpyxato-
LWMMY TBEPALIMU Y MSATKUMMW TKAHSAMU 1 CUCTEMOW 3yO6HOro MmnsiaHTaTa uam KOHTPOsIbHOro obpasua. B oTHO-
WEeHNN KayecTBa U KO/MYecTBa HeEO6XO4MMO 06paTuTb 0CO60e BHMMAaHWe, NO MeHbLUel Mepe, Ha
cnepywoulee:

a) y4yacTky HenocpefCTBEHHOro KOHTaKTa KOCTb/MMNaHTaT;

b) HOBas KOCTb W/WAWN BONOKHUCTAsSA TKaHb;

C) KoCcTHas pe3opbuus:

d) BocnaneHue, nHekuunsa, obpasoBaHne HarHOEHUA U HeKPo3a,;

e) nobble U3MEHEHUS B YEJTCTAX M CONPSXXEHHON Macce MbILLEYHOW TKaHW.

Heob6xooMMO OCMOTpPETb AOCTATOYHOE YMC/I0 CPEe30B M3 YYaCTKOB NpuUaeralolmx U CMbIKaLWNXCS
3y60B ANs onpeAenieHnst UX COCTOSIHUSA, a TakkKe COCTOSHMA OKPYXatLnx UxX TKaHe.

4.4.6 CTaTUCTUYECKNIA aHann3

B o6n1acTtu ctaTucTMYECKOro aHanmsa CyllecTByeT MHOXECTBO MeXAyHapoAHbIX cTaHa4apToBs. NpuBo-
[OSAT CCbIJIKY HA COOTBETCTBYHOLWWMI MeXAYHAapOHbI/ CTaHAApT, eCNn TakoBOW 6bl/1 UCMOb30BaH; B NPOTMB-
HOM C/lyyae yKasblBalT aHa/iMTMyeckue MeTobl, npeanonaraemMsie oas npuMeHeHus.

5 OtyeT 06 nccregoBaHUU

CocTaBnsAlT oT4eT 06 nccnefoBaHny, cogepxallymii, No MeHblUeli Mepe, creayoLlee:

a) BCe NoApo6HOCTM NMPOTOKONA UCCNef0BaHNSA, Kak 0603HauYeHO B 4.1. 1 Mo6ble OTKNOHEHWA OT NepBO-
HayanbHOro NPOTOKONa;

b) BCe NOAPOGHOCTM KIMHMYECKUX N TabopaTopHbIX HABNAEHUIA N U3MEPEHNIA, a TaKkkKe COOTBETCTBY-
oWme aHanusbl, kKak 0603Ha4YeHO B 4.4:

C) 06wWwnii aHann3 AaHHbIX, NOJTYYEHHbIX B pe3ynbTare UccnefoBaHus, ¢ 3ak/Il0HEHNAMN, COOTHOCALLM-
MUCS CO CTEMEHbK AOCTUXeHMA uenu(eil) nccnefoBaHns, OCOGEHHO B OTHOLIEHUN GUOCOBMECTUMOCTM
uccrefyemMoli cuctemMbl 3y6HOro umnaaHTara.
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MpunoxeHne OA
(cnpaBouHoOE)

CBe/leHNa 0 COOTBETCTBUMU CCbINTOYHBIX MEXAYHapPOA4HbIX CTaHAapToB
HauMmoHanbHbIM cTaHgapTam Poccuiickoii degepauun

Tab6bnunuya [AAL
O603Ha4YeHNe CCbITOUHOro CreneHb OG603Ha4YeHVe N HaUMEeHOBaHNE COOTBETCTBYIOLLEr0 HALVOHAIbHOTO
MeX/lyHapoAHOro cTaHaapTa COOTBETCTBUU cTaHgapTa

MNCO 1942-5:1989
FOCT P NCO 10993-2—2009 N3genus meguuynHckne. OueHka 6uno-

NOTMYecKoro AelicTBUS MeAULUHCKUX U3AeNni.

MCO 10993-2:1999
YacTb 2. Tpe6oBaHNsA K 06paLLEHNI0 C XUBOTHbIMMN

* COOTBETCTBYOLW MU HALMOHASMbBHBIA CTAHAAPT OTCYTCTBYeT. [l0 ero yTBepxAeHusi PeKOMeHAYeTCsl UCNo/b30-
BaTb NEPEBO/ HA PYCCKUIA S3bIK LAHHOTO MeXAYHapoAHOro cTaHaapTa. MNepeBos 4aHHOTO MeXAyHapoAHOro cTaHgapTa

HaxognTcs B ®efepasbHOM UH(OPMaLMOHHOM (hOHAE TEXHUYECKUX pernaMeHToB W CTaH4apToB.

MpumeyaHune — B Tabnuue McnonbL30BaHo cnegyroljee ycnosHoe o603HayeHne CTeneHn coOTBETCTBUA

cTaHfJapToB:
- IOT — npgeHTuyHble cTaHdapThl.
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