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MNpepgnucnoBne

Llenn, OCHOBHble MPUHUUNLI M 06LiMe NpaBuia npoBefeHus paboT MO MeXrocyaapcTBeHHOI cTaHgap-
Tusauum yctaHoBsieHbl TOCT 1.0 «MexrocygapcTBeHHasi cucteMa ctaHgapTu3auum. OCHOBHbIE NOJIOXEHUS»
n FOCT 1.2 «MexrocygapcTBeHHas cuctemMa ctaHgapTusayuun. CtaHaapTbl MeXrocyaapcTBeHHble, NpaBuaa
M peKkoMeHAauunm No MexXrocysapcTBEHHOW cTaHpgapTusauuu. MpaBuna paspaboTku, NPUHATUS, O6HOBIEHUS
N OTMEHbI»

CBefeHnAa o ctaHpgapTe

1 NOATOTOBJ/IEH ABTOHOMHON HeKOMMep4Yeckoih opraHusaunein «UNHCTUTYT MeLUKO-OBMOOrnYecKnx
nccnepoBaHuii n texdHonornin» (AHO «MMBWNT») Ha ocHOBe COGCTBEHHOrO nepeBofa Ha PYCCKUIA SA3bIK
aHrNoA3bIYHON BepcuM cTaHfapTa, yka3aHHOro B NyHKTe 5

2 BHECEH depgepa/sibHbIM areHTCTBOM MO TEXHUYECKOMY pPerysimpoBaHuid U MeTposaornu

3 MPUHAT MexrocygapCTBEHHbIM COBETOM MO cTaHgapTusauuuv, MeTposiorum un ceptudukaymm
(npotokon oT 30 mas 2025 r. Ne 185-1)

3a NpuHATUE nporosiocoBanu:

KpaTKoe HanMmeHoBaHMe CTpaHbl Kog CTpaHbl Con(pau.LeHHoe HanMmeHoBaHMe HaluMOoHa/IbHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHgapTusaymm

ApmeHuns AM 3A0 «HaumoHanbHbIA oOpraH No cTaHgapTusauuu
n meTposiornm» Pecnybnumkn ApmeHns

Benapycb BY lFocctaHgapTt Pecny6nvku benapycb

KasaxcTtaH Kz loccTtaHgapT Pecny6nvkn KasaxctaH

Poccus RU PocctaHgapTt

Y36eknuctaH uz Y36eKkckoe areHTCTBO M0 TEXHUYECKOMY peryampo-
BaHUIO

4 TMpukasom defepasibHOroO areHTCTBa MO TEXHUYECKOMY PEryiMpoBaHW0O M MeTposiormm oT 16 unioHA
2025 1. Ne 548-cT mexrocygapcTBeHHblli cTangapT FOCT ISO 10993-2— 2025 BBefieH B feiicTBME B KayecTBe
HauMoHanbHOro ctaHgaprta Poccuiickoii ®egepauyun ¢ 1 aHBaps 2026 .

5 HacTosawuii ctaHgapT MAEHTUYEH MeXAyHapoagHoMy cTaHgapTy ISO 10993-2:2022 «OueHka 6uono-
rMYecKkoro encrTema MeauumnHcKkux nsgennii. Yactb 2. TpeboBaHMA K obpal,eHnto ¢ XmBoTHbIMU» («Biological
evaluation of medical devices — Part 2: Animal welfare requirements», IDT).

HanmeHoBaHMe HacTofuWero craHgapTa M3MEHEHO OTHOCUMTE/IbHO HaMMEeHOBaHWSA YKa3aHHOro Mexagy-
HapogHoOro ctaHgapTa Ans npuBefeHus B cootsetcTBue ¢ FOCT 1.5 (nogpasgen 3.6).

Mpn NnpuMeHeHUn HacToALWero craHjapTa pPeKoMeHAyeTCA MCMNOoJib30BaTb BMECTO CCbIJIOYHbIX MexAay-
HapoAHbIX CTaH4apTOB COOTBETCTBYKOLWME MM MEXIOCyAapCTBEHHbIe CTaHAapThl, CBEAEHNA O KOTOPbIX NpU-
BefeHbl B 4ONONHNTENbHOM NpUAOXeHun QA

6 BBEAEH BMNEPBbIE
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WHdopmauns o BBefeHUn B AelicTBMe (NpekpalieHun AeicTBUS) HACTOSWEro craHgapTa 1 nsme-
HEHWI K HEMY Ha TeppuTOpUM YKasaHHbIX Bbllle rocyfapcTB NybanKyeTCS B yKazaTenax HalMoHaNbHbIX
cTaHapToB, N3jaBaeMbiX B 3TUX rocygapcTBax, a Takke B ceTu VIHTepHeT Ha caiiTax coOOTBeTCTBY-
HOLLUX HAUVOHA/IbHbIX OPraHoB No cTaHAapTu3auuu.

B cnyyae nepecmoTpa, M3MEHEHUS UM OTMEHbl HACTOSLLEero cTaHgapTa cCooTBeTCTBYLWAas UH-
dopmaunsa 6yaeT onybsvMkoBaHa Ha ochuunanbHOM UHTEpPHeT-caliTe MexrocygapcTBEHHOIO coBeTa no

cTaHjapTuM3auuM, MeTpPooruy 1 cepTUpUKaLuM B KaTasniore «MexrocyfapcTBeEHHblE CTaH4apTbi»

© 1S0, 2022
© OdopmneHne. PrbyY «MHCTUTYT cTaHgapTnlaummn», 2025

B Poccuiickoit depepaumn HacToAWMA cTaHAAPT HEe MOXET 6biTb MOMHOCTLIO WK
YyacTUYHO BOCMPOM3BEAEH, TUPAXMPOBAH U pacnpocTpaHeH B KayecTBe ouLManbHOro
n3gaHus 6e3 paspelleHns denepasibHOrO areHTCTBa N0 TEXHUYECKOMY PETy/IMPOBaHMI0
M MeTposioruu
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BBepneHune

ISO (MexgyHapogHasa opraHusaumna no ctaHgaptusaumn) asnsetca degepaumein HauMoHaNbHbIX Op-
raHoB no cTaHgapTu3auum (opraHoB — 4yneHoB ISO). Pab6oTy nNo NOAroTOBKE MeEXAYHapoOAHbIX CTaHAapToB
NPoOBOAAT NOJ PYKOBOACTBOM TexXHMYeckux komuteToB ISO. Kaxpas opraHusauunsa-yieH, 3anHtepecoBaHHas
B 06n1acTn fessiTeNbHOCTU, AN KOTOPOU co3faH TEXHUYECKUA KOMUTET, uMmeeT NpaBo 6biTb NpeacTaB/eHHOM’
B JaHHOM KomMuTeTe. MexAyHapogHble NpaBUTE/IbCTBEHHbIE U HENPaBUTE/IbCTBEHHbIE OpraHu3aummn Takxe
npuHMMalT yyactue B paboTe ISO. ISO TecHO coTpyAHnYaeT ¢ MexayHapoAHON 31eKTPOTeXHUYECKO KOMUC-
cueir (IEC) no Bonpocam cTaHAapTu3aLum 3N1eKTPOTEXHUYECKOU NpoayKuuu.

Mpouenypbl, NPUMEHEHHbIe Npu pa3paboTke HACTOAWeEro cTaHgapTa, a Takke npouenypsbl, npegHasHa-
YeHHble ANS ero ganbHenwel nogaepxku, npuseaeHbl B Aupektuse ISO/IEC, yacTtb 1. CnegyetT OTMeTUTH
HEO06X0AUMOCTb pPa3/INUHbIX KPUTEpPUEeB YTBEPXAEHUS ANS Pas3/IMYHbIX BUAOB AOKYMeHTOB ISO. HacTtosawwuii
cTaHfapT NOATOTOB/IEH B COOTBETCTBUU C pefaKuMOoHHbIMY npaBuiamu Aupektus ISO/IEC, yacTb 2 (WwWW.isoO.
org/directives).

Cnepyet yynTblBaTb, YTO 3/1EMEHTbI HaAcTOALWEro ctaHgaprta MOryT 6biTb NpegMeToM NaTeHTHbIX npas.
ISO He HeceT OTBETCTBEHHOCTU 3a MAEHTU(UKALUIO TaKuX Npas, YaCTUYHO WX MOMHOCTbIO. CBeAeHus o na-
TEHTHbIX NpaBax, UAeHTUMPULNPOBAHHbIX NpyY pa3paboTKke HACTOAWEro cTaHgapTa, ykasaHbl BO BBEAEHUU
n/vnn B nepeyHe nonyvyeHHbix ISO geknapaunii o naTeHTHOM npaBe (CM. Www.iso.org/patents).

Nobasa nHpopmauma o TOProeBol Mapke NpPoAyKUMM, YKa3aHHOW B HacTosduw,eM cTaHfapTe, aABnsetcs
nHopmMmayunei, NnpuBefeHHON ANA yao6CcTBa NONb30BaHMUA.

Pa3bsacHeHna AO6POBO/ILHOIO XapakTepa CTaHAapTOB, 3HAYEHUWA KOHKPETHbIX TEPMUHOB ISO 1 NOHA-
TWA, CBA3a@HHbIX C OLEHKOW COOTBETCTBUA, a Takxe WHhopmauunm o cobnwgeHun ISO npuHymnos BTO no
TexHnyeckum 6apbepam B Toprosne (TBT) npuBegeHbl Ha URL: www.iso.org/iso/foreword.html.

MexayHapoAHbll cTaHAapT NOAroToBfeH TexHuyeckum komuTetom ISO/TC 194 «Buonoruyeckas wu
KNMHNYEecKas oueHKa MeAWLWHCKUX WU3fenuii» B coTpyAHMYecTBe C TeXHMYeckum KomMuTeToM EBponelickoro
komuteTa no ctaHgapTmndaumn (CEN) — Komutetom CEN/TC 206, «BrnocoBMecTUMOCTb MegULUHCKUX U CTO-
MaTO/I0OTMYeCKMX maTtepunanos n nsgenunii» B cooTsetTcTeun ¢ CornaweHmemMm 0 TEXHUYECKOM COTpyAHMYecTBe
mexay ISO n CEN (BeHckoe cornaweHue).

TpeTbe nagaHne OoTMeHsAeT M 3aMeHsAeT BTopoe magaHune (ISO 10993-2:2006), KOTOpoe TeEXHUYECKN Ne-
pecmoTpeHo.

OCHOBHble M3MEHEHUSA 3aK/4alTCa B clefylolem:

- pasbsCHeHbl 06493aHHOCTN BeTepuHapa no n1abopaTopHbIM XWBOTHLIM U €r0 NOSIHOMOYUS;

- po6aBneHbl TpeboBaHNA K NOATOTOB/EHHbIM COTPYAHUKAM BeTepUHaPHOW CNyX6bl;

- pobaBneHbl pykoBogcTBa WNHCTUTYyTa nccnepgoBaHnsa nabopaTtopHbiX XMBOTHbIX (ILAR), MexayHapoa-
HOM accoumnauun Konnepxem meguunHbl nabopaTopHbIX XMBOTHbIX (IACLAM) n MexayHapogHol accouua-
UMM no aTrecrayuy v akkpegutauum cogepxaHuma nabopaTopHbix XuUBOTHbIX (AAALAC International);

- po6aBfieHbl MeTOoAbl acenTUKW, MOHUTOPUHI, papMaueBTUYECKas KaTeropus XMMMUYECKUX BeliecTs,
NPUMEHAEeMbIX AN XUPYPrMyecknx BMelaTenbCTB.

MepeyeHb Bcex yacTei ctaHgapToB cepun ISO 10993 npuBefeH Ha opuumanbHoM canTte 1SO.

OT3blBbl U BONPOCHI MO HaCToAWeEMY CTaHAapTy AO/DKHbI 6blTb HanpaB/ieHbl B HaLWOHa/lbHble OpraHbl
no ctaHgapTu3auunm nonb3oBaTens. MMOAHbIA CANMCOK AaHHbIX OPraHoB NPUBOAWUTCA NO agpecy Www.iso.org/
members.html.

Llenbto cepun 1ISO 10993 ABnseTcsa 3awmnta YesiloBeKa B KOHTEKCTE NMPUMEHEHNA MEAULUHCKUX N3AeNni.

HacTtoAwunin ctaHgapT noggepxuBaeTt uenb cepum ISO 10993 npogBMXeHMEM Hagnexauwux Hay4dHbiX
NpakTUK NyTeM COOTBETCTBYHL,Er0 BHUMAHMWA K MakCMmusaunuy nNpuMEeHEeHUsa Hay4yHo 06OCHOBaHHbIX ucche-
[O0BaHWUA, HE NCNONb3YOLWMNX XNBOTHbIX, 1 06ecneyeHnemM TOro, YTO UCMbITAHUSA Ha XWUBOTHbIX, BbINO/IHAEMbIE
ONA OUueHKW 6MOoNOornyeckux CBOWCTB mMaTepuasioB, UCNOMNb3YEMbIX B MeAULWHCKUX U3AeNusax, NpoBOAATCA
r'YMaHHO, B COOTBETCTBUU C NPU3HAHHBIMU 3TUYECKUMM N HAYUYHBIMU NPUHLMUNAMMN.

MpuMeHeHne Taknx ryMaHHbIX NOAXOA0B K UCMbITAHUAM, BKAKOYAA BblCOKME CTaH4apTbl yxoAa 3a XWBOT-
HbIMWU W YCNOBUI UX coAepxXaHusA, noMoralT ob6ecneynTb Hay4yHYH AOCTOBEPHOCTb MccneposaHuii 6esonac-
HOCTM M yNy4YWNTb 61aronosiyyne UCcnosib3yeMbliX XXUBOTHbIX.


https://ya.ru#
https://files.stroyinf.ru#
https://files.stroyinf.ru#          
https://mosexp.ru# 
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M E X T O C Yy o A P C T OB E H H bl W C T AH 4O A P T

N3penna meguumnHckue
OLUEHKA BUONMOTMYECKOTO LI,EI7ICTBI/IFI MEOVWUNHCKUWX l/|3[l,El'Il/|I7|
Yactb 2
Tpe6oBaHNA K O6palLeEHUNIO C XXUBOTHbIMU

Medical devices. Biological evaluation of medical devices.
Part 2. Animal welfare requirements

Jata BBegeHuna — 2026—01—01

1 O6nactb NpUMeHeHus

HacTtoAwunin cTtaHgapT ycTaHaB/iMBaeT MWHUMalbHbie TpeboBaHUA, HeobxoauMMble ANA obecnevyeHus
n ceunpgetenbctBa TOro, 4TO Oblnn NMPUHATHI HEOﬁXO,qMMbIe Mepbl K yCNoBUAM coaepXaHusa XUBOTHbIX, UC-
No/sib3yeMblX B UCMbITaAHNAX ANA OLEHKU O6NOCOBMECTUMOCTMU mMaTepunanoB, nNpuMeHAeMbIX B MeaULUNHCKUX
nsgennax (MW). Hactosawuii ctaHgapTt npeaHasHaydyeH gnsg NpUMeEHEHMsA opraHusaumsamun, 3akasbiBawWUmMu,
NAaHUPYOWUMN 1 NPOBOAAWMMN UCMbITAHUA UAM aHANU3UPYHOLWMMMN aHHbIe UCCeA0BaHNI Ha XUBOTHbLIX,
npoBeAeHHbIX ONA OLEeHKU OMOCOBMECTUMOCTMH mMaTtepunanos, npegHasHa4YeHHbIX ANA UCNONb30BaHUA B MW
nnn camux MW.

HacTtoAawunii ctaHgapT COAEPXUT peKoMeHAauunm n ykasaHus, cnocobCTBylOLWMEe COKpalieHUto obuiero
KonnyecTtBa MCNOJIb3yeMblX XUBOTHbIX, COBEPLIEHCTBOBaHNIO MeTOoA0B UccsiefoBaHNA O YMEeHbLWIEeHUa nnu
ycTpaHeHusa 601n 1 cTpadaHnin y XXMBOTHbLIX, a TaKXXe 3aMeHe MUCNbITAHWA Ha XWBOTHbLIX APYTMMUW Hay4yHO 060-
CHOBA@HHbIMW MeTOoAaMWu, He TpeﬁyIOLLlVIMVI UCMbITAHUW Ha XXWBOTHbIX.

Hactoawwnin ctaHgapT NPUMEHUM K UCNbITAHWAM, MPOBOAVMbBIM Ha XWBbIX MO3BOHOYHbIX XUBOTHbIX (3a&
NUCKIYEeHNEeM Yyenoseka), AN YyCTaHOBAEHUA GMOCOBMECTMMOCTU MaTepuanoB uam MW.

HacTtoAwmnin cTaHAapT He OTHOCUTCSA K MCNbITAHUSAM, NPOBOAMMbIM Ha 6ECMNO3BOHOYHbLIX XWBOTHbLIX W
APYTNX HU3WNX dhopmax, a TakxKe K MCNbITaAHUAM, NPOBOAMMbIM Ha M30MIMPOBAHHbIX TKAHAX W OpraHax, B3sTbIX
Yy MO3BOHOYHbIX XMWBOTHbIX MOCAE 3BTaHa3MKn (3a UCKNKOYEHMEM MOMOXEHWUI NO BUAY, NCTOYHUKY, 0OLLEMY CO-
CTOSAHUIO, coAepXaHut, yxoay).

2 HopmaTuBHbIE CCbI/IKM

B HacToAweM cTaHgapTe ucnosib3oBaHa HopMaTMBHAaS CCbiNlka Ha crnefylwuwuin ctaHgapTt [4na gatupo-
BAHHOW CCbIIKM NPUMEHSAIOT TONIbKO yYKa3aHHOe n3jaHne CCblIZIOYHOro cTaHgapTta, 418 HejaTupoBaHHON — no-
cnepHee usgaHue (Bkaw4vas Bce N3MeHeHUs)]:

ISO 10993-1, OuyeHka 6monornyeckoro gencTema MmeguunHckux msgenuin. Yacte 1. OueHka u uccnepno-
BaHUs B npouecce meHemkmeHTa puckos (Biological evaluation of medical devices — Part 1. Evaluation and
testing within a risk management process)

3 TepMUHbI 1 onpepeneHus

B HacTosiwem cTaHfapTe npMMeHeHbl TepMUHbI no ISO 10993-1, a Takxke cregyloume TEPMUHBLI C COOT-
BETCTBYHOLWNMMN onpeneneHnsamu.

M3pgaHne odpuymnanbHoe
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ISO n IEC nogaepxuBakT TeEpMUHONOrMYeckne 6Gasbl faHHbIX, UCNOMb3yeMble B LLeNsAx ctaHgapTuia-
Luuun, no cneaywuwmnm agpecam:

- QnekTtponegua IEC: gocTynHa no agpecy: http://www.electropedia.org/;

- nnatdpopma oHnanH-npocmoTpa ISO: gocTtynHa no aapecy: http://www.iso.org/obp.

3.1 anbTepHaTuUBHbI MeTog (alternative method): MeTog ucnbiTaHUs, KOTOPbLIA 3aMeHSAET UCMbITaHWE
Ha XMBOTHbIX (3.3), cokpawaeT KONIMYECTBO UCNOAb3YEMbIX XUBOTHbIX (3.2) AN COBEPLIEHCTBYET NPUMEHS-
eMble MeToAbl.

3.2 x1MBOTHOe (animal): Nio6oe XnBOE NO3BOHOYHOE, HE SABNAKLLEECS YEe/IOBEKOM, 3a WCK/IIUYEHUEM
He3penbix GOpM MepBOl MOMOBUHbLI recTauuM UM MHKyb6aumnu.

3.3 ucnbiTaHMe Ha XUBOTHbIX (animal test): /lln6oe MCNoNb30BaHME XMUBOTHbIX (3.2) B Hay4YHbIX
uensax.

MpumeyaHne 1— OnpegeneHne «UCNbITaAHNE HA XMBOTHbIX» HE BK/OYaeT B ceba feiCcTBMIl 06l enpu3HaH-
HOI BEeTEpUHAPHOI NPakTVKW, NPUMEHseMOii Ana 6nara XMBOTHOMO MW UX FPYMMbl, YaCTbio KOTOPOI OHO ABNSeTCs; o6Lie-
NPU3HaHHbIX METOAOB XWBOTHOBOACTBA /1A PETYNSALMN UM COXPAHEHUS XMBOTHOTO UM MX FPYMMbl, YACTbI KOTOPOI OHO
ABNSETCS; CNoco60B MapKMPOBKK, KOTOPbIE BbI3bIBAIOT He 60Nee YeM CekyHAHYyl 60/b nnn cTpagaHue; apTaHasuio (3.5).

MpumevyaHune 2 — lMpepynpexgeHne 60un, cTpagaHuii, paccTpoicTBa Uan ANNTEIbHOIO yuiepba nytem adg-
heKTVBHOro MCNoIb30BaHNSA aHeCcTe3nn, aHanbreTukoB Wan APYrnx MeToAoB, NPy KOTOPbIX XXMBOTHOE He YyBCTBYyeT 60/
(Hanpumep, aeuepebpauus), He 03HaYaeT, YTO TakMe WCMbITAHWSA Ha XUBOTHbIX He MoAnafalT Nojg 3To onpefesfieHue.
Wcnonb3oBaHue aHecTe3uu, aHanbreTUKoB WU APYrMX METOLOB, Npy KOTOPbIX XMBOTHOE He YyBCTByeT 60nu, paccmartpu-
BaeTCA KakK HeoTbeMsieMasa 4aCTb UCMNbITaHNA Ha XXWUBOTHbIX.

3.4 KoMneTeHTHble opraHbl (competent authority): OpraHbl, Ha3Ha4YeHHble WU NPU3HAHHbIE HaLuWo-
Ha/bHbIM MPaBUTENbCTBOM OTBETCTBEHHbIMM 3a HabnwAeHne, PyKOBOACTBO WMAU PETYNSLUI0 UCMbITAHUN Ha
XWUBOTHbIX (3.3), unn passefeHne N NOCTaBKy cneynasnbHO BbiBELEHHbIX XNBOTHbIX (3.10) A4NnA NCnoNb30BaHUA
B TakMX UCMbITAHUAX B paMKax HacToslero crtaHgapTa.

3.5 aBTaHa3uAa (euthanasia): F'ymaHHOe ymepLuB/ieHne XNUBOTHOTO (3.2) cnocobom, NMPUUYNHAK LW UM MU-
HUMasibHble PU3NYecKoe u NCcuxnyeckoe crtpagaHue.

3.6 rymaHHOe OTHOWeHUe K XMBOTHbIM (humane endpoint): 3apaHee onpegeneHHble KpUTepunm u
Mepbl, KOTOPblE JO/MKHbI 6bITb NMPUHATBLI AN YMEHbLWEHUSA UK YyCTpaHeHna 60au, cTtpagannii unan gucrtpecca,
BbI3BAHHbIX UCMbITAHUAMMN HA XUBOTHbIX (3.3), Kak TONbKO:

- HayuYHble uenu 6yayT AOCTUTHYTbl WU

- CTaHeT ACHO, YTO OHW He MOryT 6blTb AOCTUTHYTbI, UK

- BO3HMKawwWme npobaemMbl CO 340POBbLEM XUBOTHOTO (3.2) NpeBbIWAaT Te, KOTOpble MOryT 6bITb ONpas-
AaHbl HEO6X0AMMOCTbLIO, NONb30N, LEeNAMU N XapakTepom nccnepoBaHus.

3.7 BeTepuHap no nabopaTtoOpHbIM XWBOTHbIM, KBannuUUMpOBaHHbIW BeTepuHap no nabopa-
TOpHbIM XMBOTHbIM (laboratory animal veterinarian, qualified laboratory animal veterinarian): Cneuunanucrt,
OTBETCTBEHHbI 3a 340p0OBbe M 61arononyyme Bcex N1abopaTtopHbIX XUBOTHBIX (3.2), MCNONIb3YEMbIX B OpraHu-
3auuu.

MpumeyaHne 1— YacTo HasbiBaeMblii «KypUpYyOLWUM BETEPUHAPOM», KOTOPbIA cepTuduunpoBaH wn umeet

COOTBETCTBYHOLLYI MOATOTOBKY WM ONbIT PaboTbl B 06/1aCTU 300TEXHUM 1 BETEPUHAPUU 1a6OPATOPHBIX XUBOTHLIX WK
MHbIM 06pa3oM KBa/IMMULMPOBAH MO YX04y 3a UCMO/b3YEeMbIMU XUBOTHBIMU.

MpumeuyaHne 2— PeKkoMeHAYeTCs, YTOObl B KAYECTBE KypUPYHOLLEro BeTepuHapa Gbli NpUB/IeYEH BeTepuHap
no nabopaTopHbIM XUBOTHLIM, UMELUI NOATBEPXKAEHHYIO KBaIMUKaLWIO.

MpumeuvyaHne 3— CywectsyeT MexayHapoAHas accounauns Koanemxein MegmunHbl NabopaTopHbIX XUBOT-
HbIX (IACLAM), KoTOopast npeactaBnsieT cob60oi 06beguHeHNEe KoMnemxkein MeanuunHbl NabopaTopHbIX XUBOTHbIX. Kaxablii
KONnempK MMeeT COTPYAHMKOB, KOTOpble MOMUMO HaBbIKOB B 06/1aCT MeAULMHbI 1a6opaTOPHbIX XUBOTHbLIX TakKe UMeT
Y3Kyl0 creuuanusaunio no yxogy 3a nabopartopHbIMW XKMBOTHBIMU, UX UCMONb30BaHMIO U 61arononyyuto.

3.8 npoueaypHasa NoaroToska M npuydyeHue kK npouenypam (procedural training): MpegsaputensHas
NOAroToBKa WM akknuMmaTusauusa XUBOTHbIX (3.2) K BMewartensctsaMm (MaHunynaumsamM), NnpoBOAUMbLIM MPU UC-
NbITAHUN HA XWUBOTHbLIX, 415 MUHUMMU3ALMUN CTPecca XXNUBOTHOTO NPy NPOBEAEHUN UCCef0BaHUA.

3.9 npoTtokon (protocol): JokymeHTaunsa, NOATOTOBNEHHAsA A0 MPOBEAEHWUSA WCNbITAHWA HA XWBOTHbIX
(3.3), cogepxalwas o6ocHoBaHMe, 06bACHEHNE Y METO4 UCCefoBaHUA [BKAOYAA Hay4YHble acnekTbl M ryMmaH-
Hoe oTHoweHne (3.6)] 4NA UCnbITaHU Ha XWUBOTHbIX.
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3.10 cneynanbHO BbiBeAeHHOe XWBOTHOe (purpose-bred animal): XXuBoTHoe (3.2), BbiBEegEHHOE C
LUesibio MCNOMb30BAHUA B UCNbITAHWAX Ha XMUBOTHbLIX (3.3) nanm Ana gpyrux nccnenoBaTelbCKUX UAN HAYUYHbIX
uenem.

3.11 cokpauweHue (reduction): CokpalieHne 40 HeEOH6XOA4UMOT0 MUHMUMYMA KOSIMYecTBa XUBOTHbIX (3.2),
MCNONb3yeMblX B UCNbITAHUMN Ha XUBOTHbIX (3.3) 4N AOCTUXEHUA ONpefeneHHON Hay4dyHOol Lenu.

3.12 ynyudweHue (refinement): CoBOKYNHOCTb Mep, NPUHATbLIX 418 obecneyvyeHus 6narononyuyns nab6o-
paTopHbIX XMUBOTHbIX (3.14), cBOAAWMX K MUHUMYMY ntobylo 601b, cTpagaHue, AUCTPECC WU ONUTENbHbIN
Bpen MCNnosib3yeMblM XUBOTHbIM (3.2).

3.13 3ameHa (replacement): NMpuemaemMblii, Hay4yHO OBOCHOBAHHbI W NPAKTUYECKN AOCTYMNHbIA MeToj
nccnefoBaHus, KOTOPbI/ NOMTHOCTbIO MM HACTUYHO 3aMeHSAeT UCNO/Ib30BaHNe XMNBbIX MO3BOHOUYHbIX XXNBOTHbIX
(3.2) meTOgaMKM nccnefoBaHUsA, KOTOpPble NOTEHLMANBHO HE MOTYT NPUYUHUTL 60/1b MU UCTPECC XUBOTHBLIM.

3.14 nabopaTopHOe XuUBOTHOoe (test animal): XXusoTHoe (3.2), ucnonb3lyemoe B UCMbITAHUAX Ha XU-
BOTHbIX (3.3) in ViVO unu ncnonb3yemoe AN NOMYYEHUS TKAHWU AN UCMbITAHMIE €X VIVO unu in Vitro.

3.15 Banupgauunna (validation): JokymeHTanbHO ohopM/sieHHas npoueaypa, noagteepxpaatwuwas LOCTO-
BEPHOCTb M MPUEMIEMOCTb MeToAa WCMbITaHWA AN1A ONpeAeNeHHOol Lenw.

3.16 BeTepuHapHas nomolwb (veterinary care): OTBeTCTBEHHOCTb 3a NoAAepXuBaHWe 340pP0OBbA U
6narononyynsa XMBOTHOro (3.2) 4o, BO BpemMsa ¥ nocse npoueayp C XMBOTHbIMWU U npegocTaBeHne peKOMeH-
Aaunii 1 NOMOLWKM, OCHOBAHHbLIX Ha NepefoBO NpakTuKe.

MpumeuaHue 1— BeTepuHapHas NOMOLb BKIOYaeT B ce6si BHUMaHME K (PU3NUECKOMY W NOBEAEHUYECKOMY
COCTOSIHMIO XXMBOTHOTO.

MpumeyaHne 2— BeTepuHap no nabopaTopHbIM XNBOTHLIM (3.7) fo/mkeH 06nafarb NOSTHOMOUYUAMM U HECTU
OTBETCTBEHHOCTb 3a MPUHATNE PELUEHUlA, KacalLmxcs 61arononyymnst XXnBOTHbIX.

MpumeuaHue 3— BeTepuHapHble PEKOMEHAALMMN 1 NOMOLLb AO/MKHbI GbiTh AOCTYMNHLI B 1t060€ Bpems.

4 TpeboBaHUsA

4.1 O6uwure NOAOXKeEHUNA

HacTtoawwnii ctaHgapT ycTaHaB/inBaeT OCHOBHble Tpe6oBaHWA NpW paccMOTPeHun, NaaHupoBaHUn Unn
npoBeAeHUN UCNbITAHWA Ha XWBOTHbIX A1 OLEHKM GMONOTNYEeCKOro AeiCTBUSA mMaTepuanosB, UCMOMb3yEMbIX
B MU.

HacTtoawwnii ctaHpapT paspaboTaH gnsa 3awutbl 61aronoslyuyns XMUBOTHbIX, MCNOMb3YEMbIX B OLLEHKe
6uonormyeckoro gericteusa matepuanos gna MU, 6e3 yuiep6a Hay4yHoi 060OCHOBaAHHOCTWN pe3ynbTaToB Uccne-
OO0BaHWA 1 OUEHKM PUCKOB, KOTOpas AOJKHa 6biTb NpoBedeHa.

B sToM cTaHgapTe OCHOBHOE BHMMaHue ygenseTcad Heo6xXxo4MMOCTU NPOAEMOHCTPUPOBAThL, YTO NPU Bbl-
HECEeHWN 3IKCNEepTHOro 3ak/l4YeHWss B OTHOWEHWM OLeHKM 6uonormyeckoro gericTteusa maTtepuanos ans MU
[O/DKHBIM 06pa3oM yuntbiBaeTca 61aronosyyme XMBOTHbLIX U YTO NPUHLUMBLI TYMAHHOTO obpaleHnsa HarnagHo
NMPUMEHSATCA NPU NAAHWPOBAHUM W MPOBELEHUN UCMbITAHWIA HA XUBOTHbIX.

HacTtoawuii ctaHgapT TpebyeT, 4To6bl HEO6XOAMMOCTb NPOBEAEHUSA WUCNbITAHUA Ha XWBOTHbIX 6blna
obocHoBaHa, a nbble 60N1b, MyyYyeHUs, cTpajaHue, paccTpolicTBa WM ANUTENbHbIA Bpes 340POBbIO, Npu-
YMHAEMble BO BPeMs HEOOXOAMMbIX UCNbITAHWA Ha XWBOTHbIX, Obl/IN CBEAEHBI K MUHUMYMY.

HacTtoawunii ctaHfapT ycTaHaB/iMBaeT OCHOBHble TpeboBaHWA, KOTOPble rapaHTUpylT 6narononyvuve
XWBOTHbIX, CBOAA K MUHUMYMY 60N1b U AUCTPECC, NPUUYMHSAEMble NpU NAaHUPOBaHUN UAW NPOBEAEHUU UCMbI-
TaHWM Ha XWBOTHbIX, NyTEM:

- YCTaHOBJ/IEHMA oOnpefesieHHbIX KPpUTepueB, KOTOPble OTpaxakwT COOTBETCTBYyKLME 3TUYEeCKue U BO
MHOTUX HOPUCANKLUNUAX NPaBOBble HOPMbl MO OTHOWEHWIO K MCNONb30BAHWNIO XXUBOTHbIX B 3KCNEPUMEHTabHbIX
UNN APYTUX HAYUYHbIX Lensx;

- CBefeHUs K MUHUMYMY KOJSiM4yecTBa WMCNbITAHUNA Ha XWBOTHbIX COOTBETCTBYHLWMNM NPUMEHEHUEM Ha-
YUYHON nuTepaTtypbl, obMeHa MHopMaLmnell, YTBEPXKAEHHbIX aflbTEPHATUBHbLIX METOA0B U COOTBETCTBYIOL X
cTpaTeruii ncnbiTaHWin U N1AaHOB UCCNefoBaHus;

- CBefeHus K MUHUMYMY N 6ol 60nun, cTpagaHusa, auctpecca v AINTENbHOTO Bpeaa, NPUYNHAEMbIX XU-
BOTHbIM, UCMNOMb3yeMbiM B UCMbITAHUAX ONA OLEHKM GMOCOBMECTUMOCTU MaTepuanos, NpuMeHseMblX B MU,
TpeboBaHMeEM HaAsexal,ero MCNoab30BaHNSA COOTBETCTBYHOLWMNX aNbTEPHATNB MO COKPaLLEHUD U YAYULIEHWNIO;
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- BbINO/IHEHUA CTPOrnx TpeboBaHWUI CTaHAApPTOB MO COAEpXaHuio U yxoay Ana obecnedyeHusa kak 6na-
ronoflyunss UCnosib3yeMblX XUBOTHbIX, TaK U Hay4yHOl 0B6OCHOBAHHOCTU U BOCMPOW3BOAUMOCTU MOJSTYUYEHHbIX
LaHHbIX;

- BHeApeHWs Hafgnexauieii nporpaMmbl BETEPUHAPHOTO yxoaa nof HabnwaeHnemM KBanupuumupoBaHHo-
ro BeTepuHapa no 1abopaTopHbLIM XWUBOTHbLIM.

C 3T0ii uenblo NaHUpoBaHMe M NPOBEAEHUe UCNbITAHWIA Ha XUBOTHbLIX 41 OLEHKN 6MOCOBMECTUMOCTH
mMaTepuasoB, MCNOMb3yeMbiX B MU, A0MKHbI OCHOBbIBATHLCS M BKAOYATbH CTPATEIrMM 3aMeHbl, YAyUYlleHus n co-
Kpalw,eHns UCMbITAHUA HA XWBOTHbIX.

MpoBefeHWe UCMbITAHWI HA XWBOTHbIX 6€3 MOUCKA M MOSIyYEHUS TAKOBOW MH(OpPMaLuUu, BbiIHECEHUSA
TaKOBbIX CYXAEHWI W OCYLW,EeCTBEHUSA Takux Mep He COOTBETCTBYET OCHOBHbIM TPeGOBaHMAM HACTOALWEro
cTaHgapTa.

MpumMmeyaHne — IOTU NPUHLUMBLI N OCHOBHbIE TPEGOBAHUS HACTOSALLErO CTaHAapTa MOryT Takke MPUMEHSATbCS
npu paspabotke M.

4.2 OB60OCHOBaHME UCNbITAHNW Ha XUBOTHbIX

Ecnu TpebyeTcsa NpuHATL Hafnexawme Mepbl 4Ns obecrneyeHnss 6e30nNacHOCTU YenoBeka, TO JoNycKa-
eTca nNpoBeAeHne UCNbITaHW Ha XWBOTHbLIX ANS onpeAeneHns Heo6X0AMMbIX 6MONOTMYECKNX XapaKTepmucTuk
MaTtepuanoB, ncnonb3yembix B MU.

B cepun ctaHgapTtoB ISO 10993 uncnbiTaHMA Ha XWUBOTHbIX CYNTAKTCA 0O6OCHOBAHHbLIMWU TO/ILKO B Cle-
AyLWKnX cnyyaax:

- nonyyaemble B pe3ynbTate AaHHble HEeAOCTYMHbl APYIMM MyTeM, HO HeobXoAuMbl ANA Hagnexauiei
XapakTepucTuKn UCNbITYeMOro Martepuasna B KOHTEKCTe ero 6yayuero ncnosib3oBaHus;

- NOAXOASAWNA HAYYHO OOOCHOBAHHBIA MeToA UcnbiTaHuA 6e3 MCNOo/Ib30BaHUA XUBOTHbLIX HE MPUMEHUM;

- 6bl1M onpejesieHbl U BHeAPEeHbl COOTBETCTBYKLUIME cTpaTerMm cokpalweHUs U COBepLIeHCTBOBaHUA,
BK/OYAA NPU HAfO06HOCTU NONyYeHUe faHHbIX UCCNnefoBaHUn OT N3rOTOBUTENEN M NOCTaBLWNKOB N U3yYyeHune
Hay4yHoOl NuTepaTypbl Ha nNpeaMeT AaHHbIX N0 TOKCUMYHOCTM U BUOCOBMECTUMOCTH.

Bo n3bexaHne HEeHYXHbIX NOBTOPEHUI nepes Hayas oM MCMbITAHWA Ha XWBOTHbIX 415 OLEHKN GUOCOB-
MecTuMocTn matepuanos B MW Heob6xoAMMO MpPOBECTM U OTpa3nTb LOKYMeHTasbHO 0630p cyuwecTBykoLwei
nHcopmaummn o cBocTBax MccaegyemMoro marepmana. 370 BkIYaeT pasyMHble AelicTBUA, cnoco6CTByOLW e
06MeHy MHgopMaLmnei.

McnbiTaHNA Ha XXUBOTHbIX CUMTAOTCA 0O60CHOBAHHLIMMW, TOJILKO €C/N:

- 6blIN fOKas3aHbl UX COOTBETCTBUE U HALEXHOCTb AN Uenel, B KOTOPbIX OHU NPUMEHSAITCS;

- nonyvyaemble faHHble HEOOXOAUMbI A1 KOHKPETHON XapaKTepUCTUKM U OLEHKU MCCNefyemMoro maTe-
prvana B KOHTEKCTe, B KAKOBOM OH 6yAeT ucnosb3oBatbca B MU;

- HW OAWMH Hay4yHO O0BOCHOBAHHbIN MeTOA4 WCMbITaHWSA, He TpebywLWwnii UCNOMb30BAHUA XUBOTHbIX, He
NPUMEHUM C Pa3yMHON M NPaAKTUYECKOW TOYKN 3peHUs;

- 6blNn onpepeneHbl U BHeAPEHbl ApYyrne COOTBETCTBYWLWME U NoAXOAALWME CTpATETUN MUHUMMU3ALUN
60nu, cTpagaHuin, paccTpoOWCTB M A/IMNTENLHOTO BpeAa MCNONb3yeMbIM XUBOTHbIM.

4.3 KOMNETeHTHOCTbL NepcoHana

MicnbiTaHWA Ha XWBOTHbLIX AOJ/IKHbI MAaHUpoBaTbCs, NPOBOANTLCA M UHTEPNPETUPOBaTLCA NepcoHasnom,
KOMNEeTEHTHbIM BbIMOJIHATH BO3/I0XKEHHbIE Ha HEro 06A3aHHOCTH.

McnblTaHUS Ha XUBOTHBIX AO/KHbI NAAaHNPOBATLCA M NPOBOAUTLCA C yyacTMeM nepcoHana € OnbiTOM
BeTepuHapuun, paboTbl ¢ NabopaTopHbIMU XWUBOTHBIMU, XMBOTHOBOACTBA M yxoAa 3a XWBOTHbIMU. Moapo6-
HOCTW KOMMETEHUMN NepcoHana C TOYKM 3peHUs onbiTa, KBanudukayum n NoAroToBKM (BKAOYaA NOBbILEHUE
npoceccnoHanbHOW KBanugukayunm) gNsa cCooTBETCTBUS 3TUM TPeOOBaHUAM [LOJ/IKHbI OblTb OTPaXEHbl LOKY-
MeHTaNbHO.

MpuMmeuyaHne 1— HecMOTPsi HA TO, YTO HACTOSALMIA CTAHAAPT HE COAEPXUT crneundmrKaLum, CUMTaeTcs Bax-
HbIM, YTOGbI NEpPCOHas, 3aHSATbIA B NMPOBEAEHUN UCMbITAHUIA HA XWUBOTHLIX, C 3260TOV U BHUMAHMEM OTHOCUJICS K UCMOJb-
3yEMbIM XMBOTHbIM, T. €. YTOBbl Y HUX Bblfla COOTBETCTBYHOLLAA «Ky/bTypa yxona».

MpumevyaHne 2— [nA NoayvyeHUs AONOMHUTENLHON MHGOPMauun o6 obecnedeHnn NpodeccmoHanbHON noa-
rOTOBKM Y KOMNETEHTHOCTWN nepcoHana cm. pasgen 7.8.5 [1].
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4.4 MnaHupoBaHue 1 NpoBeAeHNe UCMbITaHU Ha XUBOTHbIX

4.4.1 O6wure NosioxeHnsa

Bbi6op u gnsainH (paspaboTka) MCNbITAHUIA Ha XWBOTHbLIX A0J/IKHbI COOTBETCTBOBATb KOHKPETHbIM Ha-
YUHbIM LENaM uccrnefoBaHus, cBOAS K MUHUMYMY 60Mb, cTpajaHus, paccTpoiicTBa unu ANUTeNbHbIN Bpep,
KOTOpble MOTyT 6biTb NPUYNHEHBI 1a6OPATOPHBIM XUBOTHbIM.

Kak ykaszaHo B 4.2, UCNbITAHUSI HA XUBOTHbIX AO/IXXHbl MPOBOAUTLCS, TONILKO ecnn Tpebyemas nHgopma-
Luusa, Heobxoanmasa ANa XxapakTepucTukn nccnepyemoro o6pasua, HegocTynHa APYruM NyTem WM NOAXOASL U
Hay4YHO 060CHOBaHHbI MeTo4 UCMNbiITaHUA, He TpebyloWwmnii NCNONb30BaHUA MOoAeNeil Ha XUBOTHbIX, HEAOCTY-
NeH C pasyMHOl M NpakTUYeCcKol TOUKU 3peHus.

Mocne paccMoTpeHUs NOAXOAAWMX U Pa3yMHO AOCTYMHbIX BO3MOXHbIX CTpaTeruii cokpaw,eHus, ynyu-
WeHNa 1 3aMeHbl U 40 NPOBeAEHNS NCCNef0BaHNN Ha XUBOTHbIX OCHOBHble UccnegoBaTtenn u/uam CnoHcopbl
[O/MKHbI MOATBEPAUTL U OTPa3nuTb AOKYMEHTANIbHO, YTO HUKaKue Apyrue cTpaTerum 3ameHbl, COKpalieHus
WM yCOBEPLIEHCTBOBAHUA He TpebykwTcsA ANA MUHMMU3aLUKM yuepba 61arononyuynto XXMBOTHbIX B AaHHOM
nccnenoBaHunm.

MpunmMmeyaHnsa — B HeKOTOPbIX ciy4vyasx Moryt I'IOTpEGOBaTbCH NUNOTHbIE MccnengoBaHna Onsa ontTuMmusayun
napamMeTpoB unccnegoeBaHua Ao naaHMpoBaHuA N npoBeaeHnA OCHOBHbIX VICCﬂep.OBaHVIVI.

Ecnn nonoxeHna ctaHgaptos cepun ISO 10993 TpebyT N NO3BONSAKT cAenartb MHPOPMUPOBAHHbIN
BblI6Op U3 psAga BMAOB, CTaAui pa3BUTUA UAN KOJIMYECTBA XWBOTHbIX A1 UCNbITAHUA, TO NPUHATbIE PeLleHuns
OOJ/DKHbI 3aWmWaTh Hay4YHY HaAeXHOCTb UCCnefoBaHWsA, PaBHO Kak U CBOAUTb K MUHUMYMY ntobbie 605b,
cTpafaHus, paccTpoicTBa WAM LONTOCPOYHbIA yuwepb 340pOBbI0 MCMNOMNb3YEMbIX XUBOTHbIX. O60CHOBaHNE
NPUHATbLIX peweHnii 4O/DKHO 6blTb NOATBEPXKAEHO AOKYMEHTANbHO.

4.4.2 TIOBTOPHOE NcNoJsib3oBaHue

HeobxoanmocTb M3bexaTb HeonpaBAaHHbIX COBOKYMHbIX 3aTpaT Ha coAepXaHune OTAEe/IbHbIX UCNO/Mb3y-
€MbIX XXUBOTHbIX A0/IXHA 6blTb cbanaHcnpoBaHa C HEOOXOAMMOCTbO MUHUMU3NPOBATb KONNYECTBO WUCMNO/b-
3yeMblX XXUBOTHbIX.

Kak npaBuno, XUBOTHOE He A0/1XHO B6blTb MCNOMb30BAaHO 60/1ee YeM AN1A OAHOT0 UCMbITAHUSA.

XX1BOTHbIE, ucnbiTbiBaBWMe 601b U paccTpoicTBa B X04e MCNbITaHUA, WAWM npefblgyluiee UCNoab3o-
BaHMe KOTOPbIX MOXET NOBMUATbL Ha pe3ynbTaTbl fafbHENWNX UCNbITAHWA, HE A0/XHbl NOBTOPHO MCMNO/b30-
BaTbCH.

MoBTOpPHOE UCNO/Ib30BaHWE AO/HKHO COOTBETCTBOBATb HAYYHOW LEeNn 1 He JO0/IXHO HAHOCUTb Heonpas-
JaHHbIi COBOKYNHbIW yuiLep6 340P0OBbI0 OTAE/bHbIX XUBOTHbIX.

Nio6oe NnoBTOpHOE MCNOAb30BaHWE AO/DKHO ObiTb OTPAXEHO AOKYMEHTanbHO, C nNpuBegeHnem 06 mnx
feTanei npeflwecTByOLWeEro NCNOMb30BaHUA U NOATBEPXAEHMEM, 4YTO TpeboBaHUA, U3/T0XKEHHbIE B AaHHOM
noAnNyHKTe, 6bl/IN paccCMOTPEHbl U BbINO/HEHbI.

4.5 CTpaTerns ucnbiTaHUi — nNocsnefoBaTeNIbHOCTb UCMNbITAHUI in Vitro nin vivo

CTpaTerny UCNbITAHWI OO/IKHBI NP BO3MOXHOCTW MCMNO/Mb30BaTh MHOTOYPOBHEBbIW WM MepapXxnyeckuii
noaxon ANns MUHUMKU3ALWUK Kak o6bema TpebyeMblX NCMbITAHWI HA XUBOTHbLIX, Tak 1 t06oi 6011 Uam cTpajga-
HWiA, KOTOpPble MOTYT 6bITb NPUYNHEHBI NPU NMPOBEAEHUN 06OCHOBAHHbBIX MCMbITAHWIA HA XMBOTHbLIX. B 0cO6eH-
HOCTM HEHYXHble WCMbITAHUS Ha XMBOTHbIX HE AOJIKHbI NMPOBOAMTLCA 10 NMPOBEAEHUS U OLEHKN Pe3ynbTaToB
COOTBETCTBYIOL{MX, HAYYHO OGOCHOBAHHbLIX W PA3yMHO M NPAKTUUYECKU AOCTYMNHbIX MpefBapuTe/bHbIX Uccre-
[loBaHuWii in vitro.

McnbiTaHMa Ha XMBOTHbLIX He [OJ/DKHbI MPOBOAMUTHLCSA, €CMM CYLLEeCTBYOUIME AaHHble (HanpuMep, U3 Ha-
YUYHOW NuTepaTtypsl U/MAM NOWCKOB B 6as3e fJaHHbIX, Pe3y/ibTaToB Npeablayunx CKPUHUHIOBbLIX TECTOB, 060-
CHOBAHHbIX UCC/Ief0BaHUA i Vitro, npeabiAyW X UCMNbITAHUIA HA XUBOTHBLIX UNK No6Gble Apyrve noaxogsuine
AaHHblE B HA/MM4YMM) NPEAOCTaBAT AOCTATOUHYIO MH(OPMALMI N0 6MOCOBMECTUMOCTM UCCEAYEMOro Ma-
Tepuana gfis nNpoBeAeHnsi 060CHOBAHHON OLEHKM pucka.

O60CHOBaHWE CTpPATErMn MUCMbITAHWI AO/MKHO 6biTb OTPAXEHO AOKYMEHTA/bHO.

4.6 YcnoBusa cofepxXxaHns n pasMelleHnsa XUBOTHbIX

4.6.1 O6uwmne NonoxeHnsa

Mpu Nto60li BO3MOXHOCTU AO0/KHbI MCNONb30BaTbCsA CNeuunasbHO BbiBEAEHHbIE XWUBOTHblE, U AN WUC-
No/iIb30BaHNS He cneumanbHO BbiBELEHHbIX XNUBOTHbLIX TpebyeTcAa oco6oe 060CHOBaHUe.

Ecnn cneunanbHO BbiBEAEHHbIE XUBOTHbIE HE MCMOMb3YKTCA, TO 060CHOBaHNEe U NOAPOBHOCTN Mpouc-
X0X/AEHNS UCNOMb3YEMbIX XUBOTHbIX AOMXKHbI 6blTh OTPAXEHbl AOKYMEHTa/bHO.
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Bbicokne Tpe6oBaHWs CTaHAApPTOB MO COAEPXaHUI M pasMelleHuto ynydlarT COCTOsAHWE 3[40pO0BbS
MCMNO/b3YEMbIX XXMBOTHbIX W CMOCO6CTBYIOT Hay4YHO 0GOCHOBAHHOCTWM WUCMbLITAHUA Ha XUBOTHLIX. YX04 U yC-
NIOBUSA COAepXaHua AOJ/HKHbl Kak MUHUMYM OTBeuaTb COOTBETCTBYHOLLMM HaLMOHAMbHbLIM UAW PEerMoHasbHbIM
HOPMATMBHbLIM AOKYMEHTaM, a Takke [eiCTBYILMM HauMOHANbHbIM WIN MEeX/AYyHapo4HbIM PYKOBOACTBAM MO
yX0A4y 3a XUBOTHbIMU, UX COAEPXAHUIO W pa3BefeHuto.

LoMKHbI 6bITb AaHbl CCbISIKM HA COOTBETCTBYHOLME PYKOBOACTBA WM HOPMATWBHbIE AOKYMEHTHI, a Tak-
Xe CBMAeTeNbCTBA COOTBETCTBMSA YKa3aHHbIM fOKYMeHTam (Man noApo6HOCTM HECOOTBETCTBMUA, CONPOBOXAa-
€Mbleé OLEeHKON BEepOSiITHbIX MOCNEeACTBUIA ANA COCTOAHUSA 340POBbS MCMO/Ib3YEMbIX XWBOTHbIX, U LOCTOBEp-
HOCTb MOJTYYEHHbIX AaHHbIX) BOMKHbI 6bITb 06bSACHEHBI, 060CHOBAHbLI U OTPaXeHbl LOKYMEHTasbHO.

Nio6oii aneMeHT cucTeMbl CoAepXaHusa, KOTopblii He o6ecneynBaeT HAUNYUYLIEro COCTOSSHUS 340PO0BbS
nabopaTopHbIX XUBOTHbLIX U MOXET NOCTABUTb NOA COMHEHWE Hay4yHYl0 060CHOBAHHOCTb UCMbLITAHUS WU He-
Hagnexawmum o6pa3om MOBAUSATH HA XapakTep WM MHTepnpeTauuio pesynbTaTa UCMbITaHUs, LO/KEH 6biTb
3a/10KyMEHTUPOBAH.

CoumnanbHble BUAbI XWBOTHbLIX JO/KHbI COAEPXAaTbCs CTa6WAbHBIMU COBMECTUMbBIMU Napamu uau rpyn-
namu, 3a UCK/IOUYEHUEM c/lydaeB, Korga O4MHOUYHOe cojepxaHue TpebyeTcs No BeTePUHAPHLIM, XUBOTHOBOA-
YecKkuM, HayuHbIM NPUYMHAM WUAW NPUYMHAM 6Naronony4ms XMBOTHbIX.

Mpy HEBO3MOXHOCTM MAPHOFO UMW FTPYNMNOBOr0 COAEPXaHUA CoLManbHbiX BUAOB XUBOTHBIX HEOBXOAUMO
LOKYMEHTa/bHO 0Tpa3nWTb 060CHOBAHWE HEOBGXOAMMOCTU OAMHOUYHOTO COLEPXAHUS W ero AAUTEeNbHOCTM C
BeTepuHapHOii, XMBOTHOBOAUYECKOW, HAy4YHOW TOUKM 3PEHUA UNU C TOUKM 3PEHUS COCTOSSHUS 3[40POBbS XW-
BOTHbIX. HEO6XOAMMO TakXe OLEHWUTb U AJOKYMEHTaNlbHO 0TPa3uTb BAUSIHWE MPUHATOTO pelleHUs Ha HayuHblii
pesynbTarT.

Tpaauunn n obuas npakTuka He ABNATCA NpUEeMIeMbiMU 06OCHOBAHUSIMMU.

MpumeuyaHune — PyKOBOACTBO MO COAEPXaHUIO U yXoA4y 3a NabopaTopHbIMU XUBOTHLIMI NpUBEAEHO B [8].

4.6.2 OrpaHnyeHue NOABUXHOCTU

Ecnn ucnblTaHnA Ha XUBOTHBLIX TPEOYIOT OrpaHNYeHna NOABMXHOCTU, TO CTENEeHb, A/IMTENIbHOCTL U Xa-
pakTep orpaHM4YeHus AO/DKHbl KaK MUHUMYM COOTBETCTBOBAaTb LOCTUXEHUIO HAY4YHOU Lenn 1 6biTb OTPaXeHnbl
OOKYMEHTalbHO.

4.6.3 Xupyprmnyeckume npoueaypsbl

Bce xupypruyeckme npouegypbl A0MXKHbI NPOBOAUTHLCA Ha XWBOTHbIX NOA aHecTe3uen, ¢ BHeApPeHUeMm
XUPYPrMyecknx NPUHLMNOB N NPakTUK C acenTUyeckMMun mMeTofamMu ANA CBEAEHUS K MUHUMYMY C/yyaeB WH-
TpaonepaunoHHOro cencuca. Cnyyam XMpyprmyeckoro cencuca AO0/KHbl O6bITb OTPaAXEHbl AOKYMEHTaIbHO.

Hapgnexalwune ycnoBusa A0XHbl 6bITb CO34aHbl AN OoONepaunoHHOro, onepawnmoHHOro n nocaeonepa-
LUOHHOIo yxoja 3a XWBOTHbIMU, BKAOYaa OTBETCTBEHHOE M ahPeKTNBHOE MCNO/Ib30BaHNe aHa/breTUKOB B
COOTBETCTBUM CO CTaHfapTaMu COBPEMEHHON KAWHWYEeCKOn BeTepuHapHOW npakTuku. He gonyckaeTcsa npu-
MEHSATb XMMMYECcKMe BelecTBa HehapmaueBTUYECKON CTeneHW YUCTOTbl. Mcnonb3yemble CXeMbl NMpUMeEHe-
HUA L0/DKHbI ObITb OTPaXeHbl AOKYMEHTa bHO.

4.7 TymaHHOe OTHOLWEHNE KXUBOTHbIM

4.7.1 O6wme NonoxeHus

FyMaHHOe OTHOLWEHNE KXXMBOTHbIM HEOBXOAMMO AN pAfa CuTyauunii 1 pacnpocTpaHaeTCs He TOIbKO Ha
XMWBOTHbIX, KOTOPble YMUPAKOT UMM UMEKT APYrMe NPU3HaKN Cepbe3HbiX NPo6/aeM CO 340POBLEM.

Bnarononyyne Bcex abopaTOPHbIX XXUBOTHbIX U YC/IOBUSI UX COAEPXaHUA AO/HKHbI NPOBEPATHCA KOM-
NETEHTHbIM IMLOM, TakuM Kak BeTepuHap no nabopaToOpHbIM XWBOTHbIM WAM NepcoHan, 06YyYeHHbI BeTe-
pYHapHOMY yxo4y, He pexe OAHOro pas3a B AeHb. Pe3ynbTaTbl NMPOBEPKU W MPUHATbIE MEPbl AO/MKHbI 6bITb
3a0KYMEHTUPOBAHbI.

Korga oxmparoTca 3HauuTenbHble HebaronpusaTHble nocnefcTBUa Ansi 340p0BbsA nabopaTopHbIX Xu-
BOTHbIX, HA6MOAEHNSA NO rpadduKy AO/DKHBI MPOBOAUTL Yalle.

CooTBeTCTBYHLUW M nogaepxuBarLWmnii, cuMmnToMaTnyeckuii n ocobblli yxon AOMXEH NpPeAOCTaBNATHCA
ONs cBefeHusa K MUHUMYMY npo6iem 340p0OBbs, BO3HUKAKWLWNUX B pe3ybTaTe UCMbITAHUA Ha XWBOTHbIX MO MNO-
KasaHUAM MAn nNof PyKoBOACTBOM KBaNM(PULMPOBAHHOIO BeTepuHapa no nabopaTopHbIM XMUBOTHbLIM. Mpeno-
CTaB/lieHWe TakoBOro yxoja n/mam o60CHOBaHHbI OTKa3 OT HEro A0/IXHbl GbiTb OTPaXeHbl 4OKYMEHTa/IbHO.

XUBOTHbIE, MUCMbITbIBAWOLWME OCTPY 60Mb UAKM AUCTpPecC, AMAarHOCTUPOBaHHbIe KBANMMULUPOBAHHbLIM
BeTEPUHAPOM MO NabopaToOpHbLIM XWBOTHLIM, KOTOPble HE MOTYT OblTb 06/1€r4YeHbl UayM onpaBgaHbl, Kak 3To
Obl/I0 paHee NPUHATO 3TUYECKUM KOMWUTETOM, AOJIKHbI 6bITb HEMEA/NIEHHO MNOABEPrHYThl 3BTaHa3nu.

6



FOCT ISO 10993-2—2025

CmMepTb (He B pe3ynbTaTe 3BTaHa3nMu) He ABNAETCA HEOOXOAMMOCTbIO A/ COOTBETCTBUA TpeboBaHUAM
cTaHgapToB cepumn ISO 10993 n He AONKHA yCTaHaBMBATbCA Kak HEOOGX0AMMAas KOHeYHasi ToYka UCMbITaHW
Ha XUBOTHbIX A/ onpefeneHnss 6MOCOBMECTMMOCTM MaTepuanoB MeAULUHCKNX U3aenuii.

CnepyeT ohOpMNATbH AOKYMEHTALMNIO, cogepXxalyo NogpO6HOCTM O XUBOTHbIX, HANAEHHbIX MEPTBbIMU
B XO4€e MCNbiTaHW, NPOBOAUMbBIX B LEeNsx y4OB/EeTBOPEHNA TpeboBaHMn cTtaHgapToB cepum ISO 10993. B He-
KOTOPbIX CNyYyasax TakMe NPOUCLIECTBUA MOTYT CBUAETENbCTBOBATL O HECNOCOOHOCTN ONpefesninTb U BHEAPUTb
BCE NOAXOoAsAlMe cTpaTerum ycoBepleHCTBOBaAHUSA.

4.7.2 2OBTaHasud

MeToabl 3BTaHa3uW, UCMOMb3yeMble ANA NpekpaweHWs UCMbITaHUM Ha XWBOTHbLIX, AO/KHbI BbI3blBaTb
6bICTPY0 HEOO6paATUMYD NOTEPI CO3HAHWA U nocneaywly cMmepTb 6e3 NpusHakoB 601U UNKM gucrTpecca u
BpPeLHOro BO34ECTBMSA HA XWBOTHOE.

BblGpaHHbIA M MCNOMb3yeMblii MeTog 3BTaHa3nmn AO/HKEH 6biTb NOAPOOGHO onMMcaH U 060CHOBAH B LOKY-
MeHTaLuuun, 3aaBNAOWENR COOTBETCTBUE HACTOALWEMY CTaHA4apTy.

Jo/mKHO 6bITb NpefoCcTaB/eHO COOTBETCTBYWOWee obopyaoBaHe N obecneyeHo Hagnexalee TexHuye-
ckoe ob6cnyxmBaHue, a 3afeiCTBOBaHHbI NepcoHan A0/HKeH 6biTb Hagnexawmm o6pasoMm 06YYEeH U TEXHMU-
Yeckn KOMMNETEHTEH.

4.8 lOKyMeHTauusa no ncnbliTaHntio

B fOoKyMeHTaunMn no UcnbiTaHUIO AOSIXXHO BbiTb ONMCaAHO, KakK 6bl1M onpefeneHbl TpeboBaHUA K ucnbita-
HUAM Ha XXWBOTHbIX M KakK NPOBOAUMINCL UCMbITAHUA Ha XUBOTHbIX. OHa AO/IXHaA O6bITb NMpegocTaB/ieHa COOT-
BETCTBYIOLWNM OopraHam, ec/qivm 3asB/IeHO O COOTBETCTBUM HACTOALWEMY CTaHA4apTy.
Cxema npoBefeHNs UCMbITaHWA Ha XUBOTHbIX A0/DKHA ObITb ONMcaHa 1 3af0KyMeHTMpOBaHa B NPOTOKO-
ne nccnefoBaHnsa € NOAPOGHLIM ONMCAHUEM WUCMbITAHUA Ha XXMBOTHbIX, KOTOPbIE AO/KHbI 6bITb NPOBEAEHbI, U
cofepxaTtb Npu HEO6XOAMMOCTM U YMECTHOCTU crepyloliee:
a) ocobble TpeboBaHNA U HayYHble Lesn, KOTOpble AO0/IXHbl 6bITb 4OCTUTHYTbI B pe3ynbTaTte UCNbiTaHug,
yka3aHHOro B ctaHgaptax cepun MCO 10993;
b) AOCTYNHYI0, COOTBETCTBYIOLY MH(OPMaLMI0O O COCTaBe M N3BECTHbLIX CBOMCTBAX UccnefyemMmoro mMa-
Tepuana, a Takxe ero npMMEHEHUN WU NpegnosiaraeMoM Ha3HauyeHuu;
C) NpUYnHbLI N 060CHOBaHMWE UCNOJIb30BaHNA XUBOTHbLIX (CM. 4.2);
d) gOoKymMeHTauuo No UCNbITaAHWUIO, KOTOpas LOJDKHa BK/a4YaTb B cebs:
1) cTpaTteruto ucnolTaHusa (cm. 4.5);
2) HayyHoe 060CHOBaHME UCNONb3YyEMOro Buga, crtafguy pas3BuUTUA, IMHUN W KOJIMYECTBA, BK/OYal0-
wee B ceba pasmepbl rpynn M HEOBXOAMMOCTb NO3UTUBHOIO U HETaTUBHOTO KOHTponsa (cMm. 4.2 n 4.4.1);
3) NpoucxoxpaeHue U COCTOSAHWE 340POBbSA UCMNOJb3yEMbIX XUBOTHbLIX; 0C0O60e 060CHOBaHME [0X-
HO 6bITb MPefoCcTaB/ieHO AN1S UCMNO/Ib30BAHUA He CNeunasbHO BbiBEAEHHbIX XUBOTHbLIX (CM. 4.6.1);
4) nogpo6GHOCTM cucTtembl yxoga u cogepxaHusa (cm. 4.6.1);
5) noapo6Hoe onucaHve NpUMeHSAEeMbliX Mpoueayp U AaHHbIX, KOTOpble Heob6xoaumo cobpaTb (CM.
4.4.1,4.4.2,4.6.2 n4.6.3);
6) rpaduky HabnwLeHUA 1M yCNoBUA TYMAHHOCTU, KOTOpPble HEOOBXOAMMO BbINO/HUTL, @ TakKXe KOH-
TakTHble faHHble OCHOBHOIO nepcoHana (cm. 4.7);
7) meTop aBTaHa3uu un o6ocHoBaHue Bblibopa mMetoda (cm. 4.7.2);
8) noApo6GHOCTN BbIOGPAHHbLIX aHANMNTMYECKOIO U CTATUCTUYECKOTO MeTo40B.

4.9 oCcTOBEPHOCTb pPe3y/bTaToOB UCMbITAHUI 1 B3aUMHOEe NpU3HaHWe AaHHbIX

B3auMHoe npusHaHWe faHHbIX UCMbITAHUI MOXET 3HAYUTENIbHO COKPaTUTb TPE6GOBAHUA K UCMbITAHUSM
Ha XWBOTHbIX U CNOCOGCTBOBATH MPUHATUIO CBOEBPEMEHHbIX HOPMATUBHbLIX pPeEWEeHnn No cobnaeHni0 3TuU-
yeckux HOpM. o BO3MOXHOCTU METOAbl WCMbITAHWI LOMXHBI OCHOBLIBATHCS HA MpaBuiax, NPU3HAHHLIX Ha
MeXAYHapoAHOM YpOBHe, U NPOBOAUTLCS B COOTBETCTBUM C MPU3HAHHBIMU cCUCTeMamMu obecneyeHus kauve-
CTBa, HanNpMMep B COOTBETCTBUM C NPUHUMNAMU Hagnexalweil nabopaTOpHON NMpakTUKU.
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MpunoxeHne A
(cnpaBo4yHOE)

O60cHOBaHVE PasBUTUS HACTOSLWEro cTaHgapTa

Al O6wune NonoxeHus

B naeane ocHoBHble Tpe6oBaHusa cTaHAapToB ISO 10993 A0/KHbI 6bITb BbINOMHEHLI 63 UCMOMb30BAHUS UCTbITA-
HUIT Ha XXMBOTHbIX.

[0 pa3paboTku, BasMZaLMU 1 NPUHSATAS PETySIMPYIOLLMMI OpraHaMu NpuemMeMblX METOA0B UCTbITAHWA Ha 3aMeHy
MCMbITAHUI Ha XMBOTHLIX OCHOBHOI 3aja4eil HACTOALLEro fOKYMEHTA SIBNISIETCS CBEAEHUE K MUHUMYMY 6O/ 1 gucTpecca,
BbI3BAHHbIX 060CHOBAHHbLIMU UCTILITAHUAMMW HA XUBOTHBbIX.

A.2 TpVHUMMNbI TYMaHHOrO COAEPXaHUs U UCMO/Ib30BaHUS XXUBOTHbIX

JNlvya, nnaHupyowme n NPoBOASALLME UCMbITAHUA HA XUBOTHbIX, A0/MKHbI UMETb COOTBETCTBYHOLLYIO Ky/bTYpy yxoza
1 noagepxvsatb NPUHUUN HEOTAENMMOCTM 61arononyyns XnBOTHLIX U JOOPOCOBECTHOIO Hay4HOro noaxopaa.

B oco6eHHOCT! J0/KHO 6biThb caenaHo f06pPOCOBECTHOE yCuMe Kak Afs CBeAeHUA K abCOMTHOMY MUHUMYMY
onpaBgaHHol 6011 M gucTpecca, KOTopble MOryT 6biTb NPUYMHEHBI BO BPEMS WCMbITAHWUI Ha XMBOTHbIX, Tak W ANS Bbl-
ABJIEHUA N YCTPaHEHUA U3fepXek cogepxarHua (Bpefa 340p0BbI0), CBA3AHHbLIX C BblpallyBaHNMEM, YXO40M U UCMO/b30BaA-
HWEM XUBOTHbIX AN UCCef0BaHWiA.

Bo MHOrux cnyyasx TpebyeTcs pelueHne aKCnepToB A1 CONOCTaBNeHNs NpoTUBOpeYyaLlmx ycaoBuin ansa onpeaene-
HUS1 Hanbosiee COBEPLUEHHOW 1 Hay4YHO 060CHOBAHHOWM cTpaTernyn UcnbiTaHnin. Bo3amMoxHO, NoTpebyeTcs 04HOBPEMEHHbIA,
a He NooyepesHbll y4eT cTpaTernin CokpalleHs 1N yCOBEPLLUEHCTBOBAHUSA A1 CHWKEHUS yuiepba 340p0BbH XKUBOTHbIX.

B onpegeneHHble MOMEHTbI MOXeET NoTpeboBaTbCA pacCMOTpPeHuWe Bblibopa Haffexallero mMetoga MChblITaHus 1
nNpoToKo/Ma M3 psfa Hay4yHO NpuemsieMblx cTpaTernin. B HekoTopbix 06CTOATENbCTBaX Hanbonee COBEPLUEHHbIN BapuaHT
MOXeT MCNo/sb30BaTh 60/bLIee YMCMO XUBOTHbIX, HO M 60JblUE YCNOBUA TYMaHHOCTW, WM MEHbLUEee YUC/0 XMBOTHbIX
60nee YyBCTBUTENLHOTO BMAa. Mpu MHTepnpeTaummn NonoXxeHui ctaHgaptos cepun ISO 10993, oTHOCALMXCA K COKpalle-
HWIO 1 YCOBEPLUEHCTBOBAHWIO, HEOBXOAMMO MOMHUTb, YTO NOTEHLUMaNbHble KOHMINKTbI AO/KHbI OblTb MPU3HAHbLI U Oue-
HEHbl Ha OCHOBaHWM 4YeTKON MHGOPMALUN U MHEHUS 3KcnepToB. OKOHYaTeslbHOE peLleHWe MOXET 3aBWCeTb OT MHEHUs
3KCMEepToB, HO HEO6XOAMMO 06ecneynTb Hay4Hy0 060CHOBAHHOCTb MPY MUHMMMU3AUUN BpeAa 340POBb0 XUBOTHbIX.

Mo aToli NpuynHe B [0Ka3aTENbCTBO MPUHATUA HaA/leXallero peleHns HeobxoAmma MnosiHas Npo3pavyHoCTb pac-
cMaTpuBaeMbIX BapvaHTOB, B3BELUEHHbIX (DAKTOPOB M MPUHATLIX pelleHuii. Bolpaxas cBoe npodeccnoHaribHoe MHeEHUe,
nccnefoBaTeny AOMKHbI 6bITb FOTOBLI NpogheccroHanbHO 060CHOBATL, YTO, NOYEMY U KakK Ae/lanocb B CONPOBOAUTE/NBHON
[OKyMeHTaumn.

A.3 AnbTepHatuBa

A}'IbTepHaTVIBOIZ, KaK npaswuno, Ha3blBaeTCA no6oii MEeToA UCNbITaHUA, KOTOprm 3aMeHAEeT UCNo/Ib30BaHUE XUBbIX
NO3BOHOYHbIX XUBOTHbIX 6eCLIyBCTBeHHOI7I MogZenbi. Ha ,U,aHHbIVI MOMEHT He CyWEeCTBYET YTBEPXAEHHbIX a/llbTEpPHATUB-
HbIX MeToA0B ANA MHOIMMX acnektoB OUEHKU 610/10rNYecKoro ,qeﬁcmvm mMarepuasioB, Ucnonb3yembix B MU.

A.4 CokpalieHue

CokpalleHne onpeaensieTcss Kak cBefeHne K Heo6xXoAMMOMY MUHUMYMY KOMIMYECTBA XMUBOTHbIX, KOTOPbIX NyiaHu-
pyeTcs UCNonb30BaTh B ONpeAefieHHbIX Hay4HbIX Lensx. MNoHsATUe BKIYaeT B cebs cTpateruu, usbasnsiouive oT Heob-
XOANMOCTW HEHYXHbIX UCCMeAoBaHuii (BbIGOP TOMBKO NOAXOASALMX UCC/EA0BaHUI Ha XMWBOTHLIX Y O6MEH AAHHBIMUW A1s
NMKBMAALMN HEO6X0AMMOCTM NOBTOPHOIO MUCMbITaHWS). Kak cTpaTerns ucnbiTaHunii (NopsiaoK NpoBeAeHns 1 oLeHKM), Tak 1
coCTaB UHAMBUAYA/bHbIX UCMbITAHWUI [OMKHLI ObITb NMPUHATLI BO BHUMaHWE NP NPakTUYECKOM NPUMEHEHUN.

CTpaterna ucnbiTaHuii fO/KHA WUCMO/b30BaTh MHOTOYPOBHEBLIN WM Mepapxuueckuii noaxon. CKPUHUHTOBbIE WC-
MbITaHMA N VIitr0 MOryT MHOrAA MCNONbL30BaTLCS A8 ONPeAeseHns MaTepuanos, He NoAXOAAWMX AN UCMONb30BaHNA B
MW HEKOTOPbIX KaTeropuii, N TakoBble CKPUHWUHIOBbIE UCMbITAHUSA iN Vitr0 MoryT n36aBnTb OT HEOGXOAMMOCTY MOATBEPX-
JaloLnx nccnefoBaHuii Ha XMBOTHBIX. Mpu apyrux o6CTOATENLCTBAX OLeHKA OAHOTO GMOMOTNMYECcKOro CBOWCTBA MOXET
ykazaTb Ha Apyrvme (Hanpumep, CU/IbHblE PA3ApPaXWUTENN KOXM Takke C 60/bLIOK BEPOSTHOCTLIO SB/SIOTCA pasapaxute-
NSIMU TNas), WM pesynbTaT NPOGHOro UCCNEefOBaHUS MOXET CHATb HEO06XOAMMOCTb WCMO/b30BAHWUS AOMNONHUTENbHBIX
XMBOTHbIX (HanpumMep, CBUAETENLCTBO SIBHOTO [/1A3HOMO Pa3fpaxeHus y OAHOTO KPosivka MOXEeT 6biTb LOCTAaTOUHbIM AN1St
XapaKTepucTuku UccrefyeMoro matepvana).

BO3MOXHO MCMoNb30BaHNE OfHOW KOHTPOILHOWM rpynnbl B3aMEH HECKOMbKUX NapasnesibHblX KOHTPOJIbHLIX TPynm.
Ecnu napannesnbHble KOHTPO/IbHbIE TPYNMbl 060CHOBAHbI, TO HEO6X04MMO PACCMOTPETb COKpaLLeHMe KoMmMYecTsa UCnosib-
3yEeMbIX XWUBOTHbIX B OfHOV KOHTPO/ILHOI rpynne npu UCMbITaHUM HECKOJIbKMX UCCNeayeMblX MaTepuasnos.

MnaHvpoBaHWe aKCnepuMeHTa, BK/loYas HenpepbiBHbIA C60P AAHHbLIX U UCMO/Nb3yeMble CPeACTBa CTAaTUCTUUYECKOro
aHanm3a, ABNSETCS KUYEBbIM (PaKTOPOM COKpalleHus 3aTpaT Npu njaHMpoBaHWM M NPOBEAEHUM OTAE/bHbIX UCCNeao-
BaHMWii.
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KonnyecTBo XMBOTHbIX HE AO/HKHO 6bIThb COKpPALLEHO B yWlep6 HAy4yHOR Lenu (UTO MOXET MPUBECTU K MOSYYEHUIO
JI0OXHbIX BbIBOJOB U/ K HEOGXOAMMOCTU NMOBTOPEHUS UCMbITAHUSA C 60/IbLIMM KO/IMYECTBOM XUBOTHbIX). He crefyeT Takxke
YyMeHbLLAaTb KOJIMYECTBO XMBOTHbIX, €C/IM NOC/eAytoLMe USMEHEHUS B N1aHe UCMbITaHua (Hanpumep, 6osee arpeccuBHble
MPOTOKO/Ibl Y MEHEE TYMaHHble KOHEYHblE TOUYKM) MOTYT NPUBECTY K HEMPOMOPLMOHA/ILHOMY YBE/IMYEHUIO 60/IN U AUCTPEC-
ca, koTopble 6yayT NMPUYMHEHBI UCMO/b3YEMbIM XUBOTHBIM.

C Apyroii CTOPOHbI, KONMYECTBO XMBOTHbLIX He c/iedyeT yBesimumBaTh A5 o6ecneyeHnss MakcuMasbHol ctatucTuye-
CKOii TOUHOCTHM, ecnun TakoBasi He TpebyeTcs.

A.5 YnyduweHne

YnyulleHnem cumtaetcst obuias cymma mep, NpUHATBLIX A0 MUHUMU3auMM 601, CTpajanus, auctpecca uam anu-
TENIbHOTO BPEAa XMBOTHLIM, KOTOPbIE WCMOMb3YIOTCA B WUCMbITAHWSX. MOXHO paccMoTpeTb 60/iee MO3UTMBHO Kak Laru,
NpeAnpuHATbIE AN YAyUWeHWss 6/1arononyyns NCnosib3yeMbIX XUBOTHBIX.

B HEKOTOPbIX LeNsiXx MHEHUE 3KCNepTOB MCNoMb3yeTcsl Npu BbiGope Hambonee NoAxoAsLiero MeToa UCnbITaHus n3
psiAa HayuyHo 060CHOBAHHbLIX MeTOA0B. Mpu BbIGOpPE M3 UYKMCNa PasyMHO W NPaKTUYECKU AOCTYMHbIX METOAOB WUCMbITaHus,
CMOCOG6HbIX MOKasaTb PesynbTaThl, YA0BAETBOPSIOLME HAYYHbIM TPEGOBAHWUAM, BbIGOP AO/KEH GbiTb CAEMAaH Ha OCHOBE
onpejeneHnsi Hanbosee COBEPLUEHHOTO MeTofa. Tpaanuumu v oblias NpakTMka He SBASATCS NpUEMIEMbIMU 060CHOBA-
HUAMM.

JNnsi HekoTopbIX Leneii npu BbiGope Hambosiee MOAXOASLLEr0 BuAa W CTaAWU PasBUTKS XUMBOTHOTO MCMOMb3yeTcs
aKcnepTHas oueHka. Mepef BbIGOPOM BuAa UK CTaANU Pa3BUTUS, CMOCOGHLIX AaTb Y40B/IETBOPUTESIbHbIE C HAYYHOI TOu-
KV 3peHust pesynbTaThl, CleayeT BbiGpaTh BUA U CTAAMIO PAa3BUTHS C HAMMEHbLUER HelpoKn3N0N0rnieckoin YyBCTBUTE b-
HOCTbIO (B flaHHOM KOHTEKCTe CMOCOGHOCTbLIO MUCMbITbIBATL 60/b M AUcTpecc). Tpaauuum 1 obuiast NpakTuka He SIBASOTCA
npuemnemMbiMy 060CHOBaHNSIMMN.

CnepyeT MpUIOXUTb JOGPOCOBECTHLIE YCUINA AN NPOrHO3MPOBAHUS, MO BO3MOXHOCTM YCTPAHEHUs, pacno3Ha-
BaHWS U yNpaBieHUs HEeraTUBHbIMW MOCNEACTBUAMU 415 340POBbA M HEGNAronpUATHLIMK BO3AEUCTBUSIMU (TAKUMU Kak
HenocpeacTBEeHHbI pe3ynbTaT BMelwaTenbCTBa, 6o/ee no3aHue nocneacTBust UK NPOrHO3MPYeMble OCNIOKHEHUS), C KO-
TOPLIMW MOXHO CTOJIKHYTbCS BO BPEMSl UCMbITAHUSI Ha XXMUBOTHbIX.

Xupyprudeckasi NoAroToBka MOXET CBECTU K MUHUMYMY N060ii CTpecc, BO3HUKAIOLWLMIA Npy Nocneayiolem ucnbiTa-
HUM Ha XUBOTHbIX. XMpypruueckas noAroToBka MMeeT BaKHoe 3HaudeHue. Haanexalas xmpypruyeckas TexHuka BkovaeTt
acenTuky, 6epexHoe obpalleHne ¢ TKaHIMU, MUHUMAa/IbHOE pacceyeHne TKaHel, Haanexallee nNpYMEHEHNe UHCTPYMEH-
TOB, 3(PPEKTUBHLIA remocTas 1 NpaBWIbLHOE WUCMO/Ib30BAHWE LIOBHOTO MaTepuana U Wwab/ioHoB. HeoTbemiemMoii oTBeT-
CTBEHHOCTbI0 BeTepuHapa /1abopaTopHbIX XUBOTHLIX SABMAAIOTCS KOHCY/NbTALMMW MO XUPYPTUUYECKOR TeXHUKE.

BblN pa3paboTaH W BHEAPEH Psf nokasaTteneit v CUCTeM OLEHKM CTENeHU TSHXECTU HapyLUeHWid, noMoratLmx pac-
no3HaBaTb, PErMCTPUPOBATL U UHTEPNPETUPOBATL NPU3HAaKM NPO6/EM CO 3[40POBLEM, BO3HMKAKOLWMX B XOA€ MCMbITAHWIA
Ha XWBOTHbIX. CneayeT paccMOTPETb BO3MOXHOCTb MX MCMO/Ib30BAHUS B UCMbITAHUSAX Ha XWBOTHbIX, NMPOBOAMMbIX A/1S
OLIEHKM MaTepuanos, UCnonb3yembix B MU. Mpumepsl NpuMBeaEHbI B NPUIOXEHUN B.

KnioueBbIMY MOMEHTaMKN SIBASIIOTCS COOTBETCTBYIOWME rpadpukn HaGMIOAEHNSI U NEPCOHAN, NOATOTOB/EHHBIN K Gbl-
CTpOIi OLEHKE MPOBGIEMHbIX CUTyaUWid 1 YNOSTHOMOYEHHbI BETEepUHApOM N1abopaTopHbIX XUBOTHbLIX NPUHUMATL HEO6X0-
AMMbIE U CBOEBPEMEHHbIE Mepbl MO X YCTPaHEHUIO.

A.6 'ymMaHHOE OTHOLUEHNE K XXNBOTHbIM

lyMaHHble KOHeYHble TOYKM O03HavalT CBeAeHMe K MUHUMYMY CTpajaHus XWBOTHbIX, o6ecrneunmBas nNpuMeHeHune
HaCKo/IbKO BO3MOXHO PaHHWX KOHeYHbIX Toyek. CyBKANHMYECKMe KOHEYHble TOUYKU NPefnoyTUTe bHbl KOHEYHbIM TOYKam,
NPUBOASALLMM K 3HAYMTENIbHOMY Bpeay 340POBbS.

F'yMaHHOe OTHOLUEHWE K>XMBOTHbLIM [JO/HKHO COBMI0AATLCS B Pa3/INUYHbIX CUTYaLUsX, HanpuMmep, Korga:

- Hay4yHasa uenb AOCTUTHYTA;

- 04YEeBUAHO, YTO HayyHas Lenb He MOXeT 6biTb 4OCTUTHYTa (Hanpyumep, Npu CayyaiHblX 06CTOATeNbCTBAX, Aenalo-
LMX NOTOK AAHHbIX HeAeNCTBUTENbHbIM);

- nocnegywowuii Bpes 340pOBbI0 NPeBbILAeT onpasjaHHy0 HE06XOANMOCTb NPOBEeAEHUS UCTbITAHUS.

Takvum 06pa3oM, BO MHOMMX C/yyasx rymMaHHOe OTHOLeHWEe PacrnpoCTPaHSAT He TO/IbKO Ha XMBOTHbIX, KOTOPbIE
nornbatoT Wan NPOSABAT KMHUYECKUE NPU3HaKW cepbe3HbiX Npobsiem CO 3[40pOBbLEM, KOrga Heob6xomMma aKCTpeHHas
BETEPMHapHas MomMollb. BeTeprHap no nabopaTopHbIM XUBOTHBIM WM NEPCOHas, 06yYeHHbIi BETEPUHAPHON MOMOLLY,
[O/DKHBI ObITb AOCTYMHBI A1 ONEepPaTUBHOW OLEHKN COCTOSIHUA XWBOTHOTO, NOMOLLM XUBOTHOMY, PaccrefoBaHns cinyvaes
HEOXMNAAHHOW CMepTn WAKN pekoMeHAaLuy no asTaHasuu. Mpu HeoToXHOM NpobriemMe CO 3[40POBLEM, €C/IN UCCefoBa-
Teflb WX BETEePUHAPHBIA NepcoHan He MOryT AOCTUYb KOHCEHCYCa Mo JIeYeHUI0 WK 3BTaHa3nu, OTBETCTBEHHOCTb JIOXUT-
CSl Ha BeTepuHapa no nabopaTopHbIM XUBOTHbLIM.

Co0TBETCTBYIOLNI NOAAEPXUBAIOLWMNIA, CUMATOMATUYECKMI 1 OCOBBIN yXxo4 415 paspelleHus npobrem 340pOBbS,
BO3HVKAIOLWNX B pe3ynbTare UCMbITAHUS Ha XMBOTHbIX, AO/MKEH ObiTb ONpegenieH 3apaHee 1 UCMo/b30BaTbCs.

mbenb (He B pesynbTaTte aBTaHa3nW) He ABASETCA HEOOGXOLMMON KOHEYHON TOUKOW UCMBbITAHUA Ha XWUBOTHBIX A48
onpegeneHns 6MocoBMecTMMOCTU MaTepuanoB MU. Tmbenb XUBOTHbIX B XOAe TakMX UCMbITaHW AO/MKHA ObiTb YETKO
OoTpaxeHa B AOKYMeHTauuu, 3aaBAsolLeil cooTBeTCTBME TpeboBaHnaM cTaHzapToB ISO 10993, 1 MOXET B HEKOTOPbIX
C/lyyasix CBUAETeNIbCTBOBATb O HECMOCOOHOCTN BHEAPUTbL BCE pasyMHble U NoAxofsiime BO3MOXHOCTU YCOBEPLUEHCTBO-
BaHMs.
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A.7 Pa3melleHne XUBOTHbIX

A.7.1 Pa3melleHue n cogepxaHune

B ngeanbHoOW cuTyauumn ycnoBus pasMeLLeHnst 1 cogepXaHus XUBOTHbIX B 1abopaTopusax AO/KHbI COOTBETCTBO-
BaTb UX YU3NYECKAM HYX[AM U yOOBIETBOPATL UX NOBELEHYECKNE UHCTUHKTBI.

Psap dakTopoB, cBA3aHHbLIX C pasMelleHneM 1 coaepXaHnem, MoryT yXyALnTb COCTOSAHNE nabopaTopHbIX XUBOT-
HbIX W/WAN CHWU3UTb AOCTOBEPHOCTb AaHHbIX, MNOSYYEHHbIX MOCAe UCCef0BaHUA Ha XMBOTHbIX. B uenom craHgapTbl Co-
AepxXaHua v yxoga AO/DKHbI CBECTU K MUHUMYMY /1t06ble CTPECCHI, Bbi3BaHHbIE TEM, YTO XWBOTHbIE HE MOTYT OTNPaBNATb
CBOV hU3NYECKNE HYXAbl UMW YL,0BNETBOPATL CBOM NOBEAEeHYECKNEe UHCTUHKTHI.

Ansa no6bIX OTCTYNNEHU OT ONTUMasibHbIX COBPEMEHHbIX MEeToA0B TpebyeTca kak 060CHOBaHMe, Tak U 06bsACHe-
HMe, KakuM 06pa3oM TakoBble OTCTYN/eHUs (Hanpumep, OAWHOYHOEe pasmelleHne KOMMYHUKabesnbHbIX BUAOB, NULWEHUS
HOPMasIbHbIX YC/IOBUIA cOAEpXaHMsa) MOTYT NOBANATb HA HAY4YHYH LLEHHOCTb MCMNbITAHUS Ha XMBOTHOM.

Bbin BbiNyLWweH pag pyKOBOACTB MO COAEPXaHUIO W yXO4y, MPU3HAHHBIX HA HALWOHA/IbHOM 1 MeXAyHapo4HOM YpOB-
HSIX, HEKOTOpbIE NMPUMEpPLI yKa3aHbl B ccbinkax [1], [6], [8] v [19].

A.7.2 YcnoBusi okpyxatouiei cpegbl

Psap cdhakTopoB okpyXxatoLlei cpefbl MOXET HeraTVBHO MOBAUSATL Ha 6raronosyyne 1abopaTopHbIX XUBOTHBIX UMK
noBpeAnTb AOCTOBEPHOCTU AaHHbIX, NOYYEHHbIX OT UCCef0BaHUIA Ha XUBOTHbIX.

dakTopbl OKpyxawlLlein cpeabl (Hanpumep, TemnepaTypa, BA&XHOCTb, KAYECTBO BO3Ayxa), KOTOpble MOryT noBpe-
ANTb AOCTOBEPHOCTU MOJIYYEHHbIX OAHHbIX WAW UX WHTepnpeTauumn, LO/MKHbl ObiTb YYTEHbI MPW MAAaHMPOBaHUU MCChe-
LOBaHUA Ha XUBOTHbIX. ®akTOpbl AO/MKHbI KOHTPOAMPOBATLCA UM PErMCTPUPOBaTLCS BO BPEMSI UCCNEAO0BaHUN, a Takxe
noATBePXAarbca U NPUHUMATLCSA BO BHMMaHUE Mpu OLEeHKe pesy/ibTaTos.

B obwem, ans obecnevyeHns fOCTOBEPHOCTU M BOCNPOU3BOAMMOCTU pPe3y/bTaToB UCCe0BaHNi XNBOTHbIE JOJX-
Hbl coepXaTtbCsi Npu CTabunbHOWN TemnepaTtype 1 6biTb 06ecneyeHbl NOAXOAAWMM NOACTUIOM A1 NPOBEAEHNA MaHuny-
NAUMIA 1 KOHTPONSA NX MUKPOOKPYXeHns. CrnegyeT nsberatb Ype3mMepHoi BAAXHOCTU.

Xopoluee ka4yecTBO BO3AyXa A0/MKHO NOAAEPXKMBATLCA BHE 3aBMCUMOCTM OT CKOPOCTU BO3AyX0o6MmeHa. B ccblike
[8] copepxuTca MHGOPMATUBHbLIA CNpaBOYHbI Marepuan.

A.8 OTnyeckas oueHKa

PelleHne 1Cnonb30BaTh XWBOTHLIX B OLEHKE GUOMOrMYEecKoro AeicTeus MU TpebyeT KPUTUUECKOTO MbILIEHUS,
CYXAEHUS 1 aHasM3a. XoTs OCHOBHAsi OTBETCTBEHHOCTb 3a COG/0AEHNE Y MPUMEHEHNE 3TUUECKUX HOPM yX04a JIEXUT Ha
nccnefoBaTensx, KOMATET N0 3TUKe (WU IKBUBAJIEHT) AO/MKEH 06ecrneunTb cob6/10ieHne 3TUYECKUX HOPM MpY UCMOJb30-
BaHUW XUBOTHbIX. B KOMWUTET N0 3TUKE [O/MKEH BXOAWUTL BETEPUHAP MO N1a6opaToOpHbIM XUBOTHbIM, Kak MUHUMYM OAUH WC-
cnefoBartesib C ONbITOM NPOBEAEHNS UCTbITAHWA MW Ha XWBOTHbIX, INL0 BHE HAy4HOI cpefbl W ULO, NpeacTaBnsoee
06LLeCTBEHHOCTb. Bce usieHbl KOMUTETA AO/MKHbI UMETH HaAJ/1eXallylo NoAroTOBKY M 06pa3oBaHMe B 3TUYECKOM yXxone U
MPYMEHEHNIN XUBOTHBIX A/1S OLEHKM Bronornyeckoro aeicteus MU.
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MpunoxeHune B
(cnpaBo4HOE)

JononHnTeNnbHble peKOMeHAaLUU No 3aMeHe, YyyulleHno
N COKpalWEeHNo UCNbITaHU Ha XUBOTHbIX

B.1 O6wue nosoxeHus

MpeanoxeHns No COKPALLEHUI0 YyMcna UCMO/b3yeMbIX XMWBOTHbLIX, COBEPLUEHCTBOBAHWNIO METO4OB WCMbITaHWA Ans
CHWKEHUS1 UNW yCTpaHeHust 601 U cTpafaHusl Y XXUBOTHbIX Y 3aMeHe WUCMbITaHWIA Ha XUBOTHbIX APYTMMU HayYHO 060CHO-
BaHHbIMW METOAAMU, He TPeOYHLMMN UCTbITAHWI Ha XUBOTHbIX-MOAENAX, ONUCbIBalTcA B B.2—B.6.

MpunoxeHne npegHasHavyeHo AN BblgeNeHUs N 06CYXAEeHNS HEKOTOPbIX U3 TEKYLLMX OTPaHNYeHnli 1 NPensTCTBUiA
K NPYMEHEHMWI0 MPUHLMNOB F'yMaHHOrO NpoBeAEeHNs UCTbITAHUIA Ha XWBOTHBIX.

Ccbinkn [1], [6], [8] v [19] npegocTaBnsaOT AanbHenlwyw MHGOpMaumnio No Bonpocam, 3aTPOHYTbIM B HacTOsLWEM
cTaHpapTe.

B.2 AnbTepHaTtuBHbIE METOAbI

KoMneTeHTHble opraHbl, (hHAHCUPYIOLLME areHTCTBa W yUeHble A0/XHbl 0TAaBaTb NPUOPUTET Pas3BUTUID, YTBEPXK-
[leHVI0 1 BHEPEHUIO B UCC/IEA0BATENbCKYH NPaKTUKY COOTBETCTBYIOLLMX anbTEPHATUBHbIX METOA0B, KOTOPbIE 3aMEHSIOT,
COKpaLLalT UM COBEPLUEHCTBYIOT OMbITbl HA XWUBOTHBbIX.

B.3 O6MeH AaHHbIMU AN NPeaoTBPALLEeHNs] HEHYXXHbIX NOBTOPOB

Nuua, perynupytouime nnam npoBoAsALLINE UCNbITAHWS HA XWBOTHbIX, NPU3bIBAKOTCS K NOSIHOMY UCMO/Ib30BaHMI0 BCEX
CYLLECTBYOLLMX MEXaHU3MOB W K YCTaHOB/IEHWIO AasfibHeWmnx cnocobos, obervawlmx win Tpebylumx obmMeHa AaH-
HbIMU BO M36eXaHWe HEHYXXHOr0 NMOBTOPEHUS U A/t 0G/IErYeHUst NCNOIb30BAaHUS COOTBETCTBYOLWMX MaTepuasos B MU,
HaCKO/IbKO BO3MOXHO 6bICTPO U 3TUYHO.

B.4 Ba3bl AaHHbIX

0N MUHUMW3ALMU HEHY)XHbIX MOBTOPOB HEOGXOAMMO BBOAUTL, NMOALEPXMBATL W PACcNpOCTPaHSATL METOAbl WUCTbI-
TaHWil 13 MeXayHapoaHbIX 6a3 AaHHbLIX, C YYETOM Auana3oHa UX NPUMEHEHUs U OrpaHUYeHwnii, a Takke W3BEeCTHbIX 61o-
NOTUYECKNX CBOWCTB M K/IMHNYECKOr0 UCMO/b30BaHMS MaTepuasnos, UCMNo/b3yembix B MU.

B.5 CBeneHne K MMHUMYMY UCMNOJ/Ib30BaHUA XXUBOTHbIX

[OMKXHO NPOBOAUTLCS TONBKO MUHUMAaSIbHOE YMC/I0 Hanbosiee YCOBEPLLUEHCTBOBAHHbIX W OMPaBAaHHbIX UCMbITAHWIA
Ha XXMBOTHbIX A/15 NOMYYEHUs] 3HAUMMBIX JaHHbIX A8 NMOSHONM OLEHKU pucka 6e3 HACTOSHUA Ha MaKCUMasibHOW cTaTucTu-
UECKOil TOUHOCTU, KOoraa TakoBasi HeyMecTHa.

B.6 My6nukaumnsa

WccnenoBaTtensm, NpoBOAAWMM WUCTbITAHUS HA XWUBOTHbLIX 415 YCTAHOBNEHUA GMOCOBMECTUMOCTV MaTepuasioB
MW, n nvuam, BRagelwmM NoyYeHHbIMU AaHHbIMK, PeKOMeHAyeTcs My6/MKoBaTb CBOM METOAbl UCC/efoBaHus 1 pe-
3ynbTaThbl B XypHanax ¢ MeXAyHapoAHbIM MpU3HAHUEM.
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MpunoxeHne OA
(cnpaBo4yHOE)

CBefneHuss 0 COOTBETCTBUN CCbINTOYHBIX MEXAYHAPO4HbIX CTaHAAPTOB
MeXrocyAapCcTBEeHHbIM cTaHAapTam

Tabnuya [A1

O603Ha4YeHne CCbINIOYHOTO CTteneHb O603Ha4YeHe N HaMMeHOBaHNe COOTBETCTBYHOLLEro MexrocynapCTtBeHHoOro
MeXayHapoAHOro ctaHgapta COOTBETCTBUA CTaHgapTa
ISO 10993-1 HoT FOCT ISO 10993-1—2021 «W3pgenua meauumnHckne. OueHka 6uonoru-

UecKoro AencTBUs MeauLMHCKUX usgenuii. Yacte 1. OueHka u uccnepao-
BaHWs1 B NPOLLECCE MEHEeMKMEHTa pucka»

MpumeuvyaHne — B HacTosAwel Tabnuue MCNONb30BaHO crnegyollee ycnoBHoe 0603HavyeHue CTeneHn cooT-
BETCTBMA CTaHgapTa:
- FOT — nAeHTUYHbI CcTaHAapT.
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Co3gaHo B eANHNYHOM UCMONHEHUN B ®TBY «MHCTUTYT cTaHfapTM3aunm»
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