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Mpeancnoeue

Llenw, ocHOBHLIE NPUHLMMBLI M 0BLKMe NpaBuna npoBedeHnsa paboT No MeXrocyqapCTBEHHOW cTaHgap-
Tusaumm yctaHosnedbl FOCT 1.0 «MexrocynapcTeeHHas cucTeMa cTaHaaptuaaumu. OCHOBHbBIE NMONOXKEHUA»
1 FOCT 1.2 «MexrocyaapcTBeHHasa cuctema ctangapTtusauuv. CTaHaapTsl MeXrocyaapcTBeHHbIe, npaBuna
M pekoMeHZaLuKn No MexrocyaapcTBeHHON cTaHdapTusauuun. Mpaeuna paspaboTku, NPpUHATUS, 0BHOBNEHWS
M OTMEHbI»

CeeneHus o cTaHgapTe

1 MOOrOTOBNEH ABTOHOMHOI HEKOMMEp4YecKoW opraHuzauunein «HCTUTYT Meauko-BUonorndyecKnx
nccnepnosanuii u TexHonornny (AHO «MMBWWT») Ha ocHoBe cob6CTBEHHOMO nepesBoga Ha PYCCKUIA A3bIK
aHrMosA3bIYHOW BEPCUM CTaHAapTa, YKa3aHHOro B NMyHKTe 5

2 BHECEH ®epgepanbHbIM areHTCTBOM MO TEXHUYECKOMY PETrYNMPOBaHUIO U METPONOrK

3 NMPUHAT MexrocyoapcTBeHHLIM COBETOM MO CTaHA4apTu3auuum, MeTponorum u cepTudurkaumm
(npotokon ot 30 mas 2025 . Ne 185-1)

3a NMPUHATKE NporosiocoBanu:

KpaTkoe HavMeHoBaHWe CTpaHsi Kog cTpaHsl CokpalleHHOe HaUMEHOBAHWE HAaLMOHAEHOMO opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHgapTuaayum

ApmeHns AM 3A0 «HauuoHanbHbIA OpraH no craHdapTusauum
1 MeTtponorin» Pecnybnvkn ApmeHus

benapycb BY locctangapt Pecnybnvkn benapych

KasaxcraH KZ locctanpgapt Pecnybnukn KasaxcrtaH

Poccug RU PoccraHgapt

YabekncTaH uz YabeKkckoe areHTCTBO MO TEXHWYECKOMY PEerynvpo-
BaHWIO

4 lMpwkasom PeaepanbHOro areHTCTBa MO TEXHWYECKOMY PEerynMpoBaHui0 U MeTponorum ot 16 uioHA
2025 r. Ne 548-cT mexrocygapcteeHHbli ctangapt FOCT 1SO 10993-2—2025 eBefeH B AeWACTBUE B Ka4ecTBe
HauWoHanbHoro ctaHaapTta Poccuiickon ®enepauum ¢ 1 aveapa 2026 r.

5 Hacroawwmin ctaHgapT ugeHTUHeH MexayHapogHomy ctanHgapty ISO 10993-2:2022 «OueHka 6uono-
rMYeCcKoro AencTBUA MeauUMHCKX nagenuin. Yacts 2. TpebosaHus k obpalleHunto ¢ uBoTHbIMKUY («Biological
evaluation of medical devices — Part 2: Animal welfare requirements», IDT).

HavmMmeHoBaHWe HacTosWero cTaHgapTa U3MeHeHO OTHOCUTENbHO HauMEeHOBaHUA YKa3aHHOro Mexay-
HapogHOoro cTaHgapTa Ans npusedeHus B cooteeTcTBue ¢ FTOCT 1.5 (nogpasgen 3.6).

Mpy NpMMeHeHWWM HacCTOsALWEero cTaHgapTa PekoMeHayeTCa UCMNOMNb30BaTh BMECTO CChINMOYHbLIX MeXay-
HapOAHbIX CTAHA4APTOB COOTBETCTBYHLLME UM MEXIOCYAAapCTBEHHbIE CTaHAapThl, CBEAEHUS O KOTOPbIX Mpu-
BEAEHbl B JOMOMHUTENBHOM npunoxeHun JA

6 BBEJEH BINEPBGLIE
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HHpopmayus o esedeHuu 8 delicmeue (npekpawjeHuu delcmeus) Hacmosaweao cmaHdapma u uame-
HeHUl K HeMy Ha meppumopuu yKkasaHHbix ebiuie 2ocydapcme nybnukyemcs 8 ykasamensx HauuoHambHbIX
cmaHdapmos, uzdasaemsix 8 amux 2ocydapcmeax, a makxe 6 cemu MiHmepHem Ha calimax coomeemcmey-
OWUX HaUuUOHaIbHbIX 0p2aHoe Mo cmaHdapmu3ayuul.

B cnyyae nepecmMompa, UaMeHeHUs Umu OmMeHbl Hacmosiwea2o cmaHdapma coomeemcemaytowas UH-
gopmayus 6ydem onybnukoeaHa Ha oghuyuanbsHOM UHmepHem-calime MexeocydapcmeeHHO20 cogema o

cmaHdapmuaauuu, mMemposnozsuu u cepmuqbuxauuu 8 Kamarnoze ((MG)KE.‘DC}’@BPC!TJSGHHI:IG cmaHOapmbr»

© 180, 2022
© OdbopmneHue. ®IBY «MHcTUTYT cTaHgapTuaauuu», 2025

B Poccuiickon ®eaepalmm HAacTOALWMA CTAHAAPT HE MOXKET ObiTh MOMHOCTLIO UMK
o7 YaCcTMYHO BOCMPOM3BEAESH, TUPAXKMPOBAH M pacnpocTpaHeH B KayecTee ouumansHoro

n3gaHna bes pas3pewleHusn (DE,D,EDEHI:HOTO areHTCTBa rno TeXxHN4eCKoOMy perynmpoBaHUIO
n meTponornun

i
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BeegeHue

ISO (MexoyHapoaHasi opraHusauusa no ctaHgapTusauuun) sensetcs defepauneidl HauMoHanbHLIX Op-
raHoB no craHgapTtusauuu (opraHoe — uneHoB |1SO). PaGoTy no noarotoBke MexAyHapOOHbIX CTaH4apTOB
NPOBOAAT Mo PYKOBOACTBOM TexHu4Yeckux komuteTos ISO. Kaxgas opraHu3aunsi-4neH, 3aMHTepecoBaHHas
B obnacTu AeaTenbHOCTU, ANA KOTOPOW co30aH TeXHUYECKMA KOMUTET, UMeeT NnpaBo ObiTb NpeacTaBrneHHon
B JAaHHOM KomuTeTe. MexayHapoaHble NpaBUTENbLCTBEHHbIE W HENPABUTENLCTBEHHbIE OpraHW3aLnu Takke
npuHUMaroT yyacTtue B pabote ISO. ISO tecHo coTpygHudaeT ¢ MexayHapooHO anekTpoTEXHUYECKOW KOMUC-
cuen (IEC) no Bonpocam cTaHOapTU3aLUKN 3NeKTPOTEXHUYECKON NPOaYKLMK.

[Mpouenypsl, NpMMeHeHHEBIE NpY pa3paboTke HACTOSLWEro cTaHaapTa, a Takke npoueaypsl, NpeaHasHa-
YeHHble Ans ero ganbHeWwen nogaepKku, npusedeHsl B Aupektuee ISO/IEC, vacte 1. Cnegyet oTMeTUTb
HeobxoaMMOCTb Pas3nMYHbIX KPUTEPUEB YTBEPXKOEHUA ONSA pasnuyHbix BUOOB gokyMeHToB ISO. HacTtoswmi
CTaHOapT NOLTOTOBMEH B COOTBETCTBUM C peakunoHHbIMK npasunamm OupekTtus ISO/IEC, vactb 2 (www.iso.
org/directives).

CrnegyeT y4nThbIBaTh, YTO 3MEMEHTLI HACTOALLEro cTaHaapTa MoryT ObiTe NPeOMETOM MAaTEHTHLIX NpaB.
ISO He HeceT OTBETCTBEHHOCTU 3a MAEHTUUKALMIO TAKUX NpaB, YaCcTUYHO UMK NonHocTe. CBegeHWs o na-
TEHTHbIX NpaBax, N4eHTMdULMPOBaHHbIX NpW pa3paboTKe HACTOSALWEro cTaHaapTa, yKkasaHbl BO BBeAEHWUN
n/vnu B nepeyHe nonyyeHHblx ISO geknapauuid o nateHTHOM npase (CcM. www.iso.org/patents).

JlloBas MHdopMauMs O TOProBOM Mapke MPOLYKUMK, yKasaHHOW B HACTOsLeM cTaHgapTte, sABnsieTcs
uHopmauven, npueegeHHoN Ans yaobcTea None30BaHUs.

PazbsacHeHMs 0oBpoBONbLHOMO xapakTepa CTaH4apToB, 3HAYEHWA KOHKPETHbIX TepMuHOB ISO u noHs-
TUA, CBA3AHHLIX C OLEHKOW COOTBETCTBUA, a Takke MHdopmauun o cobnogeHun ISO npuHumnoe BTO no
TexHu4eckum Dapbepam B Toproene (TBT) npueegersl Ha URL: www.iso.org/iso/foreword.html.

MexayHapoaHbIA cTaHgapT NoAaroToefieH TexHudeckum komuteTtom ISO/TC 194 «Buonormdeckas u
KNUHUYecKas oLeHKa MeJWULMHCKUX U3ernui» B COTPYAHWYeCTBe C TeXHUYeCKUMM KOMUTeToM EBponenckoro
komuTeTa no craHaaptmzaumm (CEN) — Komutetom CEN/TC 206, «BruocoBMecTMMOCTb MEAULIMHCKUX U CTO-
MaTOMOrMYEeCKMX MaTepuanos 1 M3genuiny B cootBeTcTBuu ¢ CornalieHmemM o0 TEXHUYECKOM COTPYOHWUYECTBE
mexay ISO u CEN (BeHckoe cornaiwleHue).

TpeTbe n3gaHve OTMeHsIeT U 3ameHsieT BTopoe nagaHue (ISO 10993-2:2006), koTopoe TeXHWYEeCKH ne-
pPEecMOTPEHO.

OCHOBHbIE M3MEHEHWS 3aKITHYaKTCA B CrieayoLem.

- pasbAcHeHbl 0683aHHOCTN BETEpMHApa No NabopaTopHbLIM KUBOTHBIM U €r0 NOMHOMOYMS;

- nobaeneHbl TpeboBaHUS K NOATOTOBNEHHbLIM COTPYOHMKAM BETEPUHAPHOW CNyX06bI;

- nobaeBneHbl pykoBogcTBa MIHCTUTYTa nccneqoBaHusa nabopatopHeix XUBOTHLIX (ILAR), MexayHapoa-
HOW accouMalMn Konnemxken megnuunHel nabopartopHeix xMBoTHBIX (IACLAM) 1 MexnoyHapogHow accouma-
LM Mo atTecTaunm v akkpegutaumm cogepxxanus nabopartopHbix xKMBoTHbIX (AAALAC International);

- noGaBneHbl MeToObl acenTUKU, MOHUTOPUHI, hapMaleBTUYecKas KaTeropus XMMUYeckux BeELLLECTB,
NPUMEHSAEMbIX AN XUPYPrUYecKnX BMELLATENLCTB.

MepeveHb Bcex Yacten ctaHgaptos cepun ISO 10993 npueeneH Ha ohuumansHom cante 1SO.

OT3bIBbI M BONPOCHI N0 HACTOSALWEMY CTaHAapTy AOMKHbI BbiTh HanNpaBneHbl B HALMOHAmNbHbIE OpraHbl
no cTaHgapTusauun nonb3oBatens. [MonHbIR CNMCOK AaHHbIX OpraHoB NPMBOAUTCA MO agpecy WwWw.iso.org/
members.html.

Llenbto cepun ISO 10993 aBnsaeTcs 3allmMTa YernoBeka B KOHTEKCTE NPUMEHEHNA MEOULIMHCKNX U3Oennui.

HacTosawmi craHpapt nogoepxuBaet uLenb cepuur 1ISO 10993 npoaBuKeHMEM Haanexallnx Hay4HbIX
NPakTUK NyTEM COOTBETCTBYHLUETO BHUMAHUSA K MaKCMMU3aUuun NpYMeHeHUss HaydHO 0BOCHOBaHHbLIX uccne-
OOBaHWA, HE UCMOMb3YHLLIUX XMBOTHBIX, U obecnedyeHnem TOro, HTO UCMNbITAHUS HA XUBOTHbLIX, BbIMOMHAEMbIE
ANs oueHKNn GWMONMOrMYecKMx CBOMCTB MaTepuarioB, MCMOMb3yeMbiX B MEOMLMHCKWX W3Aenusax, NpoBOAATCS
rYMaHHO, B COOTBETCTBUM C MPU3HAHHBIMUW 3TUYECKMMUW WU HAYYHLIMW NMPUHUKMNAMMN.

[MpUMeHeHWe Takmx ryMaHHbIX NoaxXoA0B K UCNbITaHWUSIM, BKIKOYas BbICOKWE CTaHAapThl yXo4a 3a XMBOT-
HbIMW 1 YCNOBWIA MX COAEpPXKaHWs, NoMorawT obecnevynmTb HayyHyl AOCTOBEPHOCTbL MccreaoBaHuin 6Gesonac-
HOCTW 1 yNy4ylWwnTb Bnarononyyne NCnonb3yembiX XXUBOTHbIX.
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M E X I OCVYOAUPTC CTUBTETHHUB # C TAHAOAUPT

U3penus meguumnHckme
OLEHKA BMONOIMMYECKOIo QEMCTBUA MEOULUMHCKUX U3OENUIA
Yacte 2
TpeboBaHuA K 0OpalleHnto C KUBOTHLIMM

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

Data BeepeHusa — 2026—01—01

1 O6nacTtb NnpUMeHeHuA

HacTosawmi ctaHgapT ycTaHaBnuMBaeT MWHMManbHeie TpeboBaHWs, Heobxoaumble Ans obecnevyeHus
M CBMOETENbLCTBA TOro, YTO BbiNMM NPUHATH HEOOXOOUMEIE MEpbl K YCMOBUSIM COOEPXaHus XUBOTHbLIX, WUC-
NONb3yeMbIX B UCMbITAHMAX ONA OLUEHKM BMOCOBMECTMMOCTM MaTepuaroB, NPUMEHsIeMbIX B MeAULUHCKMX
n3genusax (MW). Hactoawmia ctaHgapT npegHasHa4veH Ans NPUMEHeHUs opraHu3auusaMu, 3akasbliBatownumu,
NNaHUPYOLWUMK W MPOBOOAWLNMUN UCTLITAHUA UNWU aHANU3NPYHLWNUMUK AaHHbIe UCCIeLOBaHNA Ha XUBOTHbIX,
NPOBEAEHHbIX ONS OUEHKU BMOCOBMECTMMOCTM MatepuManos, NpedHasHavyeHHbIX ONa ucnons3oBaHns B MU
unun camux MIA.

HacTosawumi ctaHgapT coaepXuT pekoMeraauumn 1 yKasaHus, CnocoBCcTByOLWME COKpaLLEHUID 0bLLEero
KOMMUYecTBa UCMNOMb3yeMblX XUBOTHbIX, COBEPLUEHCTBOBAHUK METOO0B UCCNefoBaHWUA AN YMEHbLUEHUA UMK
ycTpaHeHwusi 6oNK U CTpagaHui Y )KMBOTHBIX, @ TakKe 3aMeHe UCTbITaHWA Ha XUBOTHLIX APYTMMU Hay4YHO 060-
CHOBaHHbLIMW MeTogaMK, He TPebyLWMMU UCMbITAHNA Ha XXKUBOTHBLIX.

HacTosawumi ctaHgapT NpUMEHUM K UCMBITAHUAM, MPOBOAMMBLIM HA XMUBbLIX MO3BOHOYHLIX XWBOTHLIX (32
UCKITIOHMEHWEM YErOBeEKa), AN ycTaHoBneHusa bBuocoBmecTmMocTyu Matepuanos unu MIA.

HacToawmi ctangapT He OTHOCUTCA K UCMbITAHUAM, NPOBOAWMBLIM Ha BeCno3BOHOUYHbLIX KUBOTHBLIX W
OPYrux HU3LWKMX POpMaXx, a TaKKe K UCTILITAHUAM, NPOBOANMBIM HA M30MNMPOBAHHBLIX TKAHAX U OpraHax, B3sThiX
Y MO3BOHOYHbIX XXMBOTHbIX MOCSe 3BTaHa3uK (3a UCKIHHYEHNEM MOMOXEHWA NO BUAY, NCTOYHKKY, obLwemy co-
CTOSIHUIO, COEPXaHUID, yXoay).

2 HopmaTuBHbIe CCbINKK

B HacToslem cTaHgapTe MCNoONb30BaHa HOpPMaTWBHAA CChiNKa Ha CneaywLwnin cTaHaapT [Ansa gaTtmpo-
BAHHOWM CChINKW MPUMEHSIOT TOMNbKO YKa3aHHOE M30aHue CChINMOYHOro cTaHgapTa, ANA HegaTupoBaHHOW — Mo-
cnefgHee ngaHuve (BKIoYasa Bce U3MeHeHus)|:

1SO 10993-1, OueHka Buonorndyeckoro gencTemsa MeguunHCcKUx nagenmin. Yacte 1. OueHka n uccnego-
BaHWA B npouecce MeHedxmeHTa puckoB (Biclogical evaluation of medical devices — Part 1: Evaluation and
testing within a risk management process)

3 TepMuHbI U onpegeneHus

B HacTosweM cTanaapTe npumeHeHsl TepMuHbl no ISO 10993-1, a Takke cnegyolme TEPMUHbLI C COOT-
BETCTBYOLLMMUK onpeaeneHnsmu.

MapaHune ochbuumnansHoe
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ISO n IEC nopgepxuvBatoT TepMUHONOrMYeckMe 6asbl gaHHbIX, UCMONb3yeMble B LENAX cTaHgapTuia-
LMK, Mo CNefyrwuM agpecam:

- 3nekTponeaus |IEC: gocTtynHa no agpecy: http://www.electropedia.org/;

- nnatcopma oHnanH-npocMoTpa ISO: nocTynHa no agpecy: http://www.iso.org/obp.

3.1 anbTepHaTUBHLIXA MeToA (alternative method): MeToq ucneiTaHus, KOTOPLIA 3aMEHAET UCNLITAHME
Ha UBOTHbIX (3.3), COKpaLLaeT KONMMYEeCTBO UCMOSb3YeMbIX XXMBOTHBIX (3.2) MNK COBEPLUEHCTBYET NPUMEHS-
eMble MeToabl.

3.2 xuBoTHoe (animal): Iioboe XMBOE NMO3BOHOYHOE, HE ABMSIOLLEECH YENOBEKOM, 332 UCKMHYEHUEM
He3perbix POpM NepBOi NONOBWHLI recTaunm UM MHKybauun.

3.3 ucnbiTaHue Ha XUBOTHEIX (animal test): Jlloboe ncnonb3oBaHWe KUBOTHBLIX (3.2) B HAy4HbIX
uensix.

MpumevaHue 1-— OnpegeneHve «UCMbITAHME HA XXMBOTHLIX» HE BKINOYaeT B cebs AencTBUW obLenpuaHaH-
HOW BETEPUHAPHOMW NPaKTUKW, NpMMeHseMolt ans bnara }KMBOTHOMO UKW UX TPYNMbI, YacTbio KOTOPOW OHO ABMAETCS; obLe-
NPU3HaHHbIX METOA0B KMBOTHOBOACTBA ANA Perynsuuy Ui CoXpaHeHWs XKMBOTHOMO UMW WX FPYNMbl, YACTbIO KOTOPOW OHO
SBNSieTCH; CNocoB0B MapKUPOBKK, KOTOPLIE BbI3bIBaKOT He Honee Yyem cekyHOHY0 Bonk Unu cTpagaHue; aBTaHasuio (3.5).

MpumevaHue 22— lNpeaynpexneHve 6onu, cTpadaHuin, paccTpolcTBa UNW ANUTENBHOro yuwepba nytem ag-
heKTMBHOIO MCMOMNB30BaHNA aHEeCTe3un, aHanbreTUKOB WK APYrMX MEeTO4OB, NPU KOTOPbIX XMBOTHOE He YyBCTBYET 6onu
(Hanpumep, geuepebpauwsi), He 03HAYaeT, YTO TaKkuMe WCMbITAHUA Ha XMBOTHBIX HEe MognagalT Mod 3TO onpedeneHve.
KMcnonb3oBaHne aHecTesuu, aHanereTUKOB U Apyrmx MeTOA0B, MpK KOTOPbIX XUBOTHOE He YyBCTBYET Bonu, paccmartpu-
BaeTCH Kak HeoTbemnemas 4acTb UCNbITaHUS Ha XWBOTHbIX.

3.4 KomneTeHTHble opraHbl (competent authority): OpraHbl, Ha3Ha4YeHHblE WM NPW3HAHHLIE HALWO-
HanbHbLIM MPaBUTENbLCTBOM OTBETCTBEHHLIMMW 33 HabniogeHve, pyKOBOACTBO WIMW Perynsauyio UCnbITaHWi Ha
MMBOTHBIX (3.3), UM pa3BegeHue 1 NOCTaBKy CreunanbHO BbiBEAEHHBIX XXMBOTHbIX (3.10) Ana ncnonb3oBaHus
B TaKuX MCMbITAHWAX B paMKax HacTosLLero cTaHaapTa.

3.5 aBraHas3uAa (euthanasia): [ymaHHoe yMepLLBneHue }x1BoTHoro (3.2) cnocobom, NPUYMHAKLLMM MKU-
HUManeHble OU3NYECKOE N MCUXMYeCcKoe CTpafdaHue.

3.6 rymaHHoe OTHOLWEHWE K XMBOTHbIM (humane endpoint): 3apaHee onpegeneHHbIE KPUTEPUN W
Mepbl, KOTOpPbI@ JOMKHBI BbITh NPUHATLI A4NS YMEHbLUEHWS UK ycTpaHeHus bonu, ctpagaHuii nnu guctpecca,
BbI3BaHHbIX MCMNbITAHUAMM Ha XMBOTHBIX (3.3), KaK TONbKO:

- HaydHble uenu byayT OOCTUMHYTEI UMK

- CTaHeT AICHO, YTO OHW He MOTYT ObITb JOCTUTHYTbI, UMK

- BO3HMKawLWwme npobrnemMbl Co 300p0BBEM XKUBOTHOTO (3.2) NpeBbiWwarT Te, KOTopble MoryT ObITk Onpae-
AaHbl HEOBX0AMMOCTbI, NONb30W, LENsIMU 1 XapakTepPoOM UCCNENOBaHUA.

3.7 BeTepuHap no nNabopaToOpHbIM XWBOTHbIM, KBanucuunpoBaHHbLIN BeTepuHap no nabopa-
TOPHLIM XUBOTHbLIM (laboratory animal veterinarian, qualified laboratory animal veterinarian): Cneuwnanucr,
OTBETCTBEHHLIN 32 340pOoBbe U Bnaronony4yve Bcex NabopaTopHbIX XMUBOTHbLIX (3.2), MICNOMb3yeMblX B OpraHu-
3aunu.

MpumeyvyaHue 1—YacTo HasbiBaeMbIN «KYPUPYIOLLMM BETEPUHAPOMY, KOTOPbIA cepTUULMPOBaH UNu UMeeT
COOTBETCTBYIOLLYIO MOATOTOBKY WK ONblT paboTbl B 06NacTy 300TEXHUKM M BETEpUHapuK nabopaTopHbIX KUBOTHbLIX WK
WHBIM 06pa3om KBanuUUMPoBaH Mo yxody 3a UCNOMNb3YEMbIMU KUBOTHBIMU.

MpumMmedyaHue 2— PekoMeHayeTcs, YToBbl B KAUECTBE KypUPYIOLLEro BeETepUHapa bbin npuBnedeH BETEpUHEP
no NabopaTopHbIM KUBOTHBLIM, UMEIOLLMIA MOATBEPKAEHHYIO KBANUMKALIMIO.

Mpumeyvyanune 3 — CywecTteyeT MexayHapoaHasa accounaumsa Konnemken MeauumnHel nabopaTopHLIX XUBOT-
Hbix (IACLAM), koTopas npeactaBnseT coboi obbegnHeHe Konnemkein MeaMumHbl NabopaTopHbIX KUBOTHLIX. Kaxabii
KonnemyK UMeeT COTPYAHWKOB, KOTOpPLIE MOMUMO HaBbIKOB B 06nacT MeguuuHbl NabopaTopHbIX KUBOTHBIX TAKKE UMEKT
Y3KYI0 cneuManusanuio no yxoay 3a nabopaTopHsIMU KUBOTHEIMUI, MX UCMONL30BaHWIO 1 Bnarononyyuio.

3.8 npouenypHas NnoAroToBKa U Nnpuy4YeHue K npoueaypam (procedural training): lNpeneapuTtensHas
NMOAroTOBKAa W aKKNMMaTu3auus XUBOTHbIX (3.2) K BMelLaTenbCcTBaM (MaHunynauusM), NpoBOOUMbBIM MPU UC-
NbITAHWW HA KMBOTHLIX, ANA MUHUMW3aLMKM CTPECcCca XUBOTHOTO NMpU NPOBEAEHWW NCCMNEN0BaHUS.

3.9 npotokon (protocol). [JlokymeHTauus, NOAroToBNeHHas 4O NMPOBeOeHUs UCMbITaHWIn Ha XUBOTHBIX
(3.3), copepxawan obocHoBanne, 06bACHEHUE Y MeTo UCCNEAOBAHUSA [BKMOYASA HAay4YHble acneKTbl U ryMaH-
Hoe oTHoLWeHre (3.6)] 4nA UCNBITaHWK Ha XUBOTHbBIX.
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3.10 cneumanbHO BbiBedeHHOe XUBOTHoe (purpose-bred animal): XKuBoTHoe (3.2), BbIBEOEHHOE C
Lenbio UCNOMb30BaHWA B UCMbITAHUAX Ha XKMBOTHLIX (3.3) unu Aona Apyrux MccrnegoBaTenbCKUX MMM HayuYHbIX
uenemn.

3.11 cokpauweHue (reduction): CokpalleHre 4o HeoBXxoaNMMOro MMHMMYMa KONM4YecTBa XKUBOTHBIX (3.2),
MCMOMb3yeMbIX B UCNBITAHUK HA XMBOTHBIX (3.3) ANA AOCTMKEHWA ONpeaeneHHon Hay4yHON Lenu.

3.12 ynyuvwenwue (refinement): CoBokynHocTe Mep, NpUHATEIX AN obecneveHuns bnarononyyus nabo-
paTOPHbIX XMBOTHBIX (3.14), cBOAAWMX K MUHUMYMY Ntobyto Bonb, cTpagaHue, AWCTPECcC UMW ANUTENbHbIN
Bpen MCNonb3yembIM XUBOTHbLIM (3.2).

3.13 3ameHa (replacement): MpuemnemMsblil, Hay4HO 0OOCHOBAaHHBIA M MPAKTUYECKM OOCTYMHBIA MeToq
MCCregoBaHus, KOTOPbIM MOMHOCTBIO UMM YACTUHHO 3aMEeHSAET UCTONb30BaHKE KMUBLIX MO3BOHOYHbIX KUBOTHbBIX
(3.2) meTOgamMK UccnenoBaHus, KOTOpble NOTEHLMAMNBHO HE MOTYT NPUYUHUTL 60Mb UMK AUCTPECC XKUBOTHBIM.

3.14 nabopaTtopHoe xuBOTHOe (test animal): XuBoTHoe (3.2), ncnonb3yeMoe B UCMALITAHUAX Ha KK-
BOTHbIX (3.3) in vivo unu ncnonb3lyemoe Ansi Nofy4YeHns TKaHu AnsA UChblITaHWin ex vivo unu in vitro.

3.15 panupauuna (validation): [JokymeHTanbHO odpopmMIeHHasa npoueaypa, NoATBepxaawLas 4oCTo-
BEPHOCTb M NPUEMMNEMOCTb MEeToAa UCMbITaHWA ONA ONpeaeneHHon Lenu.

3.16 BeTepuHapHasa nomowb (veterinary care). OTBeTCTBEHHOCTE 3a MOAAEPKMBAHWE 300POBbS U
©naronony4us xxueoTHoro (3.2) Ao, BO Bpems 1 Nocne npouedyp C XKMBOTHBIMW 1 MpegocTaBlneHne pekoMeH-
AauWi U NOMOLLM, OCHOBaHHBIX HA NepefoBO NPakTUKe.

M punMmedyaHune 1— BeTEpMHapHaH NoMoLLb BKITKOYaeT B cebs BHMMaHWe K CbVIBI/NECKDMy 1 noeegeH4YecKkomy
COCTOAHMKO XMBOTHOIO.

MpumeuvaHne 2— BetepuHap no nabopaTtopHeIM XMBOTHBIM (3.7) gomkeH obnagaTe NOMHOMOYUSAMK U HECTU
OTBETCTBEHHOCTL 3@ NPUHATUE PELUEHWIA, Kacarowmxcs Brnaronony4yus }KMBOTHbIX.

MpumeyaHne 33— BerepuHapHble pekoMeHrOaLMK 1 NOMOLLL A0MKHbI ObITE AOCTYMHLI B Nto6oe Bpems.

4 TpeboBaHusa

4.1 O6wWwune NonoxeHs

HacTtoswwmin cTaHgapT ycTaHaBnMBaeT OCHOBHblE TpeboBaHWs Npu pacCMOTPEHUW, NNaHUPOBaHNKN UMK
NPOBEAEHUN UCMBITAHWMA HA KUBOTHBLIX M8 oueHKU GMoNorMyeckoro AeMCTEBUA MaTepUanoB, UCTONb3YeMbIX
B MW.

HacTosiumin ctangapt paspabotaH Ans 3awuTel Briarononyyunsi XMBOTHLIX, UCMOMNb3YEMbIX B OLEHKe
©uonornyeckoro nenctema matepuanos gns MW, 6e3 ywepba Hay4HoM 060CHOBAHHOCTW pe3ynLTaToB Uccne-
[OBaHUA M OLLEHKM PUCKOB, KOTopas AomkHa ObiTb NpoBedeHa.

B aTom cTaHgapTe OCHOBHOE BHMMaHue yaenserca HeobxognMoCcTh NPOAEMOHCTPUPOBaTh, YTO NpK Bbl-
HECEHMU 3KCMEepPTHOro 3aKM4YEeHUs B OTHOLIEHMM OueHKM Buonornyeckoro gencteusa matepwanos gns MW
OOMKHBIM 00pa3om y4nTbiBaeTcs Bnaronony4vve X1BOTHbLIX M YTO MPUHLMMLI F'YMaHHOro obpalleHns HarnsagHo
NPUMEHSIOTCH MPY NMaHMPOBAHUA U NPOBEAEHUN UCTMBITAHWUIA HA KUBOTHBIX.

Hactoawmin ctaHgapt Tpebyet, 4tobbl HEOBX0AMMOCTL NPOBEAEHWS UCTBITAHWS HA KWBOTHLIX Obina
obocHoBaHa, a nwbble 0onb, MydYeHus, cTpagaHve, pacCTPOMCTBA WY ANUTENbHbLIA Bped 340POBbIO, Npu-
YMHSIEMble BO BpeMs HEODXOOMMbIX MCTNBITAHWIA Ha KUBOTHBIX, OblN CBEAEHbI K MUHUMYMY.

HacTtoawmi ctaHgapT ycTaHaeBnuBaeT OCHOBHble TpeboBaHUA, KOTOpble rapaHTUpyT Gnarononyyue
KWBOTHbIX, CBOAS K MUHUMYMY Gonb U AUCTPEcC, NPUYUHAEeMbIE NPU NNaHWPOBAHUU UNKW NPOBEOEHWUW UCbI-
TaHWIA HA XXMBOTHbLIX, MYTEM:

- YCTAHOBMNEHWST OMNpeneneHHbIX KPUTEepPUEB, KOTOPbIe OTPa)akwT COOTBETCTBYHILLWE 3TMYECKWE W BO
MHOTUX KOPUCOUKLMUAX MPAaBOBble HOPMbI MO OTHOLUEHUIO K UCMOMb30BAHUIO XKUBOTHbLIX B 3KCMEepPUMEHTaNbHbIX
UK OPYTUX HaYYHbIX Lensx;

- CBEAeHUs K MUHUMYMY KONMYECTBa UCMbITAHMIA Ha XMBOTHbIX COOTBETCTBYHOLMM NPUMEHEHMEM Ha-
YUYHOW nuTepaTypbl, 0bMeHa UHhopMaLmnen, YyTBEPKAEHHbIX ansTEPHATUBHLIX METOLOB U COOTBETCTBYLLUX
cTparterui UCnbITaHWin U NNaHOB MCCIeq0oBaHNUS;

- CBeAeHust K MUuHUMyMy no6oi 6onu, cTpagadus, AucTpecca U 4nUTensHoro Bpeaa, NpUYMHAEMbIX KK-
BOTHbIM, UCMOMb3yeMbIM B UCMbITAHWAX AN OLEeHKU BMOCOBMEeCTUMOCT MaTepuarnos, npumeHsemMeix B8 MU,
TpeboBaHWeM Hagnexallero MCnons30BaHns COOTBETCTBYIOLLMX anbTepHaTUB MO COKPaLUEHMIO Y YNyHLLEeHUIO;
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- BLINOMHEHWA CTpOrux TpeboBaHWii CTaHOAPTOB MO COAepXKaHu U yxoay ans obecnedeHus kak Gna-
rOnony4Yunsi UCTMOMb3YeMbIX XWBOTHBIX, TaK M Hay4yHOW 06OCHOBAHHOCTM W BOCTPOU3BOAMMOCTU MOMYYEHHbIX
OaHHbIX;

- BHEAPEeHWUs Hagnexaller nporpaMMbl BETEPUHAPHOTO yxoda nog HabrnogeHwem KeannguunupoBaHHo-
ro BeTepuHapa no NabopaTopHbIM KUBOTHBLIM.

C aToil Lenbio NNaH1MpoBaHMe 1 NpoBeaeHNe UCNbITAHWIA Ha XKMBOTHBIX AN OLEeHKM BMOCOBMEeCTUMOCTH
MaTepuanos, UCNonbayeMbix B MW, AOMKHbLI OCHOBLIBATLCA M BKIKOYATE CTpaTerun 3aMeHsbl, Yy4lueHns 1 co-
KpalLeHNa UCMbITAHUIM Ha KUBOTHbIX.

MpoBefeHWe WCMbITAHWIA Ha KMBOTHLIX Ge3 noucka W nonyyYyeHus TakoBol MHOPMaLUK, BbIHECEHWS
TaKOBbLIX CYXOEHMIA 1 OCYLLeCTBMNEeHUS TakMx Mep He COOTBETCTBYeT OCHOBHLIM TpeGoBaHWAM HacTosLero
cTaHgapTa.

[MpumevyaHmne — 3T NPUHUMUMBLI U OCHOBHbIE TpeboBaHWA HACTOSLLEro CTaHaapTa MOryT Taloke NPUMEHATLCH
npu paspabotke MIA.

4.2 ObocHoBaHUe UCNbITaHUA Ha XXUBOTHbIX

Ecnu TpebyeTca npuHATE Hagnexalime mepsl ons obecnedeHnsa 6e3onacHOCTU YenoBeka, TO onycKa-
eTCsl NPOBEAEeHNEe UCTbITAHWIA Ha KWBOTHbLIX ANS onpeaeneHns HeobxoaumMblX BUONOTMYEeCKNX XapakTepPUCTUK
MaTepuanos, ucnonsayemolx 8 M.

B cepun ctangaptoB ISO 10993 mcnbiTaHWs Ha XMBOTHbLIX CYMTAOTCA OBOCHOBAHHBLIMUW TOMLKO B Cre-
OYIOLWX cryvyasax:

- nony4vyaemeie B pe3ynsraTe aHHble HELOCTYNHLI APYrMM MyTeM, HO HeEOBXoOMMbl AN Haanexallen
XapakTepUCTUKMA UCMbITYEMOrO MaTeprana B KOHTeKCcTe ero ByayLero Mcnonb30BaHus;

- NoAXoAsLMiA Hay4HO 0O0CHOBAHHLIN METOA UCNbITaHUs 6e3 MCNoNb30BaHNUS XUBOTHBIX HE MPUMEHWM;

- BbIny onpegeneHbl U BHEAPEHbI COOTBETCTBYIOLIME CTPATErdM COKpPaLLEeHWA U COBEpPLUEHCTBOBAHUSA,
BKMOYas Npy HagoBGHOCTW NonyYyeHne AaHHbIX UCCNEfoBaHWA OT M3rOTOBUTENEN M MOCTaBLUMKOB W U3yYeHue
Hay4YHOW NUTepaTypbl HA NpeaMeT AaHHbIX N0 TOKCUHHOCTU M BMOCOBMECTUMOCTH.

Bo n3bexaHne HeHyxXHbIX MOBTOPEHWIA NEpPeS HavyanoMm UCNbITAHWIA Ha XWBOTHLIX AN OLUeHKW 61MocoB-
MecTMMOCTM MaTepuanoB B MM HeobxoaMmMo MpoBeCTM W OTPasuTb OOKYMeHTanbHO 0030p CyLLeCTBYHOLLEN
WHOpMaLWK 0 CBOWCTBAX UCCNenyeMoro Matepuana. 3To BKIOYAEeT pa3yMHble JelcTBus, cnocobeTryolmne
oBbmeHy MHopMaLumnei.

McnbiTaHUs Ha KUBOTHLIX CUMTAOTCS OBOCHOBaHHEIMUW, TONMLKO €CIu:

- ObInKu gokasaHbl UX COOTBETCTBME M HAAEXHOCTb AN Lenen, B KOTOPbIX OHW NMPUMEHSIHOTCS;

- nony4YyaemMbie JaHHble HeOBXOAMMbI ANS KOHKPETHOW XapakTepUCTUKKU 1 OLEHKU UCCnedyemMoro Mmare-
puana B KOHTEKCTe, B KaKkoBOM OH Bynet ncnonb3oBartbes B MUA;

- HW OOWH Hay4yHO OBOCHOBaHHLIN MEeTOA MCMNbITAaHUA, He TpebyrLMA NCNONb30BaHNUS XKUBOTHBIX, HE
NPUMEHVM C pasyMHOW ¥ MPaKTUHECKOW TOUKWM 3pEHNS;

- Obiny onpeneneHbl U BHEAPEHbLI ApPYyrMe COOTBETCTBYHOLLME W NOAXOAsLMe cTpaTerny MMHUMKU3aLum
Bonu, cTpagaHuil, pacCTPOWCTB W ANUTENbHOMO Bpega UCrnomnb3yeMblM XUBOTHBIM.

4.3 KoMneTeHTHOCTbL NepcoHana

McnbiTaHWs Ha XMBOTHbBIX AOTKHbI MAHWPOBaTLCH, NPOBOAUTLCH U MHTEPNPETUPOBATLCA NEPCOHAN0M,
KOMMETEHTHLIM BbIMOMNHATE BO3MNOXEHHbLIE HA HEMO 06A3aHHOCTH.

McnbiTaHWA Ha KUBOTHBIX OOMMKHBI NNAaHUPOBATLCA U NMPOBOAUTLCS C yHacTuem nepcoHana c onbITOM
BETEPUHAPUN, paGOTbI Cc ﬂa60paTOprlMM XUBOTHbIMK, XMBOTHOBOACTBA W yXo4a 3a XUBOTHbIMU. I'Io,u,po6—
HOCTM KOMMETEHUMM NepcoHana ¢ TOYKWA 3peHna onbiTa, KBanudpukaunmm 1 NoOgroToBKM (BKJ'II-DLIaFI noBbilLEeHWe
npodeccrnoHanbHOM KBaJ'II/ICbVIKaLI,MM) Ana CoOOTBETCTBUA ITUM TpeﬁOBaHl’lﬂM OOMXKHbI BbITE OTpaxeHbl OOKY-
MEeHTanbHO.

MpumevyaHmne 1— HecmoTpa Ha TO, YTO HACTOALWMIA CTaHOAPT HE COOEPKUT CneunuKkaLum, CHUTaeTCa Bax-
HblM, 4TOBbI NepcoHan, 3aHATbIA B MPOBEAEHWUM UCTIbITaHWA Ha MUBOTHbLIX, C 3aB0TOM M BHUMAHMEM OTHOCUICH K UCMOIb-
3yeMbIM KMBOTHbIM, T. €. 4T0Bbl y HUX Bblna COOTBETCTBYIOLWAA «KYNbTYpa yxo4a».

MpumeyvyaHue 2— [OngnonyyeHus JoNoNHUTENLHOW MHopMauum o6 obecnedeHnn npodeccnoHansHom noa-
rOTOBKW W KOMMNETEHTHOCTW NepcoHana cMm. pasgen 7.8.5 [1].
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4.4 I'InaHupOBaHue U npoeegeHue MCNbITAHUW Ha KUBOTHbIX

4.4.1 O6wume nonoxeHunn

BoiGop v gwnzaiH (pa3paboTka) MCNbITaHWIA HA KWBOTHLIX OOMKHBI COOTBETCTBOBATb KOHKPETHBIM Ha-
YYHBIM LIENAM MccnefoBaHus, cBoas K MUHMMYyMY Dofb, CTpadaHwsa, paccTpoWCcTBa WM ANMTENbHBIA Bpes,
KOTOpble MOryT ObiTb MPUYKMHEHbI NabopaTOPHBLIM XUBOTHBIM.

Kak ykasaHo B 4.2, UCMbITaHWA Ha KMBOTHLIX AOMMKHbLI MPOBOAMTLCS, TOMLKO ecnv Tpebyemas nHdopma-
Lus, HeobxoaumMasi Ans XxapakTepucTMku nccrnegyemoro obpasua, HegocTynHa ApyruM nyTemM WM NoAXo4sLMIA
Hay4HO 060OCHOBaHHLIN METOL UCTbITAHWUS, He TPeOyIOLWWA NCNONBL30BaHWS MOAENEN Ha KWBOTHbIX, HEQOCTY-
NeH C Pa3yMHOM M NPaKTUYECKOM TOHKM 3pEHNS.

Mocne paccMOTpeHWs MOAXCQAWMX M PasyMHO OOCTYMHbIX BO3MOXKHbBIX CTpaTeruin CokpalleHus, yny.-
LEHNS U 3aMeHbl U 40 NPOBEOeHMs UCCreaoBaHWin Ha XKUBOTHbLIX OCHOBHLIE MCCeaoBaTen U/unmu cnoHcops.l
LOIMKHbI MOATBEPAUTL W OTPa3UTb LOKYMEHTAMNbHO, YTO HWKakWe Apyrue cTpaTerMu 3ameHbl, COKpalleHWs
WINN YyCOBEPLUEHCTBOBaHMA He TpebylTcs Ana MUHMMM3aUuKM yulepba Gnaronony4qmio KMBOTHBLIX B AaHHOM
nccnenoBaHuu.

M punMeyaHuna — B HEKOTOPbIX Cny4asdax MoryTt I'IOTpE,‘GOBaTbCH NMANOTHbIE UCCnegoBaHnAa ana onTuMu3aynm
napamMeTpoB nccnegoBaHuAa A0 NnaHMpoBaHUA M NpoBeaeHA OCHOBHbIX VCCNeaoBaHuii.

Ecnn nonoxeHus craHgapTtoB cepum 1ISO 10993 TpebyoT iy no3BonsaT caenatb MHPOPMUPOBaHHbINA
BbIGOp M3 psga BUOOB, CTAANIA PasBUTUS UM KONMHYECTBAa XUBOTHbLIX AMNA UCMBITAHWSA, TO MPUHATLIE PELLEHNUSA
OOMKHBI 3aLLMLLAaTh HAYYHYH HAOEXHOCTb UCCNedoBaHWs, PABHO Kak U CBOAUTL K MUHUMYMY Mnobble 6onb,
cTpajaHus, pacCTpOMCTBa MMW OONTOCPOYHLIA yllepd 300pOBbH UCMOMb3yeMbIX XUBOTHbIX. OBocHOBaHMe
NPUHATBLIX PELUEHUA JOIPKHO ObiTh MOATBEPXKAEHO AOKYMEHTaNLHO.

4.4.2 NMoBTOPHOE UCNONbL30BaHUE

HeobxoanmocTb nsbexatb HeonpasBAaHHbIX COBOKYMHbIX 3aTpaT Ha COAepXKaHne OTAEeNbHbIX UCNOoMNb3y-
€MbIX XMBOTHbIX JOMMKHA BbiTb cbanaHcupoBaHa ¢ HEOOXOAMMOCTB MUHMMN3NMPOBaTL KONMMYECTBO MCMONb-
3YEMbIX XWBOTHBIX.

Kak npaBuno, >XMBOTHOE He O0MXHO BbiTb UCMonb30BaHO bonee YyeM A5l OAHOMO UCMbITaHWUS.

YKMBOTHbIE, UCMbITLIBABLUME DOMb M pacCTPOWCTBA B XO4Ee WCMbITaHUSA, UMK Npedbigyliee UCnonb3o-
BaHMe KOTOPbIX MOXET NOBMUSATbL Ha pe3ynbTaTbl AanbHENALNX UCTNbITAHWA, HEe OOMKHbLI MOBTOPHO WUCMOMb30-
BaTbCH.

[MoBTOpHOE MCNONb30BaHNE OOMKHO COOTBETCTBOBATL HAY4YHOM LIENW M HE OOIMKHO HAHOCWUTL HEeOoNpas-
OaHHbIM COBOKYMHLIA yulepb 300pOBbI0 OTAEMNBHBLIX XUBOTHBIX.

Tioboe NOBTOpPHOE WCMOMb30BaHUE OOMKHO ObITe OTPaXeHOo AOKYMEHTamnbHO, C NpuBedeHueM obLinx
JeTanel npegllecTBYOLWEro UCNONbL30BaHUA U NOATBEPXOEHUEM, YTO TPeDOBaHUSA, U3NOXEHHbIE B JAHHOM
NOANYHKTE, OblNM pacCMOTPEHbI 1 BbIMOIMHEHBDI.

4.5 Ctpaterusa UCnbiTaHUW — NOCrefoBaTeNbLHOCTbL UCNLITAHWNA in vitro n in vivo

CTpareriu ucnsiTaHuii JOMMKHLI MPY BO3MOXHOCTU UCMNOMb30BATh MHOTOYPOBHEBLIN UIMM MEPAPXNYECKUI
noaxon Ans MUHUMM3aLMK Kak 06bema Tpebyembix CNbITAHWIA HA XUBOTHBLIX, Tak U Ntoboir 6onu unu ctpaga-
HWIA, KOTOpblE MOTYT BbITh NMPUYMHEHBI NPU NPOBESEHUU 0DOCHOBAaHHbLIX UCMLITAHWA HA XUBOTHLIX. B ocobeH-
HOCTW HEHYXHbI€ UCMbITAHWSA Ha XUBOTHbIX HE OOIMKHbI NPOBOAUTLCSH A0 NPOBEAEHWS W OLEHKN pe3ynbTaToB
COOTBETCTBYIOLWNX, HAYYHO 0DOCHOBAHHBIX U Pa3yMHO W NPaKTUYECKU OCTYMNHbIX NPpeaBapuTenbHbIX Uccne-
JOoBaHuK in vitro.

McnbiTaHuAa Ha KUBOTHLIX HE AOMKHbI MPOBOAMTLCS, ECNU CYLLEeCTBYHOLME OaHHbie (HanpuMmep, 13 Ha-
YYHOW NMUTEpaTypbl W/MNKM NOUCKOB B Base OaHHbIX, pe3ynsTaToB NpeabiayLiMX CKPUHUHIOBLIX TecToB, 0bo-
CHOBaHHbIX UCCrefoBaHWU in vitro, NnpeablayLnX UCNbITAHWIA HA KUBOTHBIX MK Nobble Apyrue nogxogsuiune
AaHHble B HaNW4UKW) NPegocTaBnsAlT 4OCTAaTOYHY WHMOopMaLmMio No GMOCOBMECTUMOCTH UCCNeayemMoro Mma-
Tepuana Ansa npoeeaeHus 06oCHOBaHHOWM OLEHKM pycKa.

Ob6ocHoBaHWe cTpaterny UCMbITaHWA OMKHO OblTb OTPEXKEHO AOKYMEHTaNbHO.

4.6 YcrnoBua coaepXaHusa U pasMelleHUs XXUBOTHbIX

4.6.1 O6wme nonoxeHus

Mpu nwboi BOSMOXHOCTU OOIMKHbI UCMONMb30BaTLCA CreuManbHO BbiBedeHHbIe XXWBOTHbI, U ANA WC-
Nonb30BaHWA He cneuMansHO BbiBeQeHHbIX XUBOTHLIX TpebyeTcsa ocoboe oGocHoBaHMe.

Ecnu cneunanbHO BLIBEAEHHBIE XUBOTHLIE HE MCMOMb3YTCA, To 060CHOBaHWe M NogpoBHOCTU Npouc-
XOXOEHWUSA UCMONb3YEMbIX KUBOTHLIX AOMKHbLI BbITh OTPaXKeHb! 4OKYMEHTANbHO.
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Bbicokue Tp96OBaHVIF| CTaHOapTOB MO COAEpPXaHUK W pasMelleHVo ynydwakT COCTOAHWE 300POBbA
NCMONb3yEeMbIX XXUBOTHbIX U CI'IOCO6CTBy}OT Hay‘-lHOﬁ 060CHOBaHHOCTM UCMbITAHWUA HA KMBOTHbIX. Yxog un yC-
JNNOBUA COoepXaHuUAa OOIMXKHbl Kak MMHUMYM OTBeYaTbk COOTBETCTBYHLMM HAaUlWMOHaNbHBIM UMW pErMoHalbHbIM
HOPMaTtuBHbIM OKYMEHTaM, a TakxKe ,D,EﬂCTBy}OLI.IMM HauWOoHanbHbLIM UNK MeXOYHAPO4HbIM PYKOBOOCTBaM NoO
yXo4y 3a XUMBOTHbIMW, NX COLEPXaHWNK U pa3BedeHUID.

,D,O.I'E}!{Hbl ObITb AdaHbl CCbIITKM Ha COOTBETCTBYHOLWMNe pyKoBOACTBa MM HOPDMaTtUBHbIE OJOKYMEHTDbI, a Tak-
Ke cBuaeTenbCTBa COOTBETCTBUA YKAa3aHHbIM OOKYMEHTaM (VI]'IM FIOJJ,pOGHOCTM HeCOOTBETCTBUA, COMPOBOXOa-
emMble OLEeHKOW BEPOATHbIX nocneacTBMin Ans COCTOSHWUA 300POBbA NCNOMb3YyeMblX XXUBOTHbIX, 1 OOCTOBEP-
HOCTb MONYy4YeHHbIX ,ElaHHbIX) AOIKHbBI BblTb 0ObACHEHbI, 0O0CHOBAHLI U OTpaXKeHbl OOKYMEeHTalnbHO.

Ttoboi anemMeHT cncTemMsbl cogepxaHu4, KOTOpb!pI He obecneunBaeTt Haunydwlero CoCTtoAHNA 300P0OBbA
naﬁopaToprlx KUBOTHbBIX U MOXeT NOCTaBUTb NO4 COMHEHWE HAaY4HYHO 060CHOBAHHOCTL UCMbITAHUS UMK He-
Hagnexawnm OGDESOM NOBMUATEL Ha XapakTep Wnu MHTepnpetauumo pedynbrtata UCnblTaHWUA, OOJDKEeH ObITb
3aOKYMEHTUPOBaH.

COLI,MEiJ'IbeIe BWAbI XXMBOTHbIX OO0JDKHbI COAEPXaTbCAH cTabunbHLIMKW COBMECTUMbLIMN napamu wUnu rpyn-
namu, 3a UCKNK4YeHeM ClnydaeB, Korga oguHOYHOEe cojepXaHue TpeﬁyeTc:ﬂ Nno BeTepMHapHbIM, XMBOTHOBOO-
YeCKMM, HayYHbIM NPpUYUHaM UK NpUdnHam 6HEFOI'IOJ'IyHVIFI XUBOTHbIX.

I'IpM HEBO3MOXHOCTU NMapHOro Unu rpynnoBoro coepKaHna colanbHblX BNWOOB XMBOTHBLIX HEOGXO,EI,I/IMO
OOKYMEHTalnbHO 0Tpa3nTb obocHoBaHue HEOGXO,D,MMOCTH OOWMHOYHOIo codepXXaHwda u ero AnnuTernbHOCTU C
BETEDHHEDHOﬁ, XMBOTHOBOOYECKOMW, Hay‘-IHOfJI TOYKW 3peHnAa Ui C TOYKKM 3peHunHA COCTOAHWA 300pOBbA XWU-
BOTHbIX. Heo6xonmmo TaKXe OUEeHUTb M JOKYMEHTalribHO OTPa3nTb BITUAHWE NMPUHATONO pelleHnAa Ha Hay‘-IHbI]?I
pesynbrar.

Tpa,qmuwm n OﬁLLlaFi NnpakTuKa He ABNAKTCA npuemMnemMbiMA obocHoBaHUsAMMN.

MpumeyvyaHmnme — PykoBOACTBO MO COAEPXaHWIO M yxoay 3a nabopaTopHbIMK KUBOTHLIMKW NpUBeLeHO B [8].

4.6.2 OrpaHn4eHue NOOABUXHOCTU

Ecnu mcnbiTaHusl Ha XXUBOTHBIX TPeDYHT orpaHM4YeHnsa NOABWKHOCTW, TO CTeNeHb, ANUTEeNbHOCTL U Xa-
pakTep OrpaHnYeHnst JOIMKHbI Kak MUHUMMYM COOTBETCTBOBaTbL AOCTIKEHUI0 HAaYy4HOW Lenn 1 BblTb OTpaMeHsl
OOKYMeHTarnbHo.

4.6.3 Xupypruuyeckue npoueaypbi

Bce xupypruyeckvme npouenypbl OOMKHBI MPOBOOMTLCA HA XUBOTHLIX MO aHECTE3WEN, C BHEOAPEHUEM
XUPYPrUYECKUX MPUHLUMOB U NPAKTUK C acenTUYECKMMUN METOAAMU NS CBEOEHUA K MUHUMYMY CydYaeB UH-
TpaonepawMoHHoro cencuca. CrnyYan Xxmpypru4yeckoro cencuca SoSmkHbl ObiTe OTpaXKeHbl JOKYMEHTabHO.

Hapnexalume ycnoBusi OMKHbI ObiTb CO34aHbl A8 JO0NepaLnoHHOro, onepawyMoHHOro 1 nocrneonepa-
LLIMOHHOTO yX0[a 3a »MBOTHbIMW, BKIKOYas OTBETCTBEHHOE U adhdeKTUBHOE WUCMONb30BaHWe aHallbreTUKOB B
COOTBETCTBMM CO CTaHAapTamMy COBPEMEHHONW KIMHWYECKON BETEPUHAPHOW NpakTuki. He pnonyckaetcsa npu-
MEHATb XUMWYEeCKue BellecTBa HedhapMaLeBTUYECKON CTEMeHM YMCToThl. Micnonbayemble cxembl NnpuMeHe-
HWA JOIMKHBI BbITh OTPaXEeHbl JOKYMEHTAMNbHO.

4.7 T'ymaHHOe OTHOLUEHWE K }KUBOTHbLIM

4.7.1 O6wWwme nonoxeHusa

YMaHHOE OTHOLLIEHUE K KUBOTHBIM HeoBXoauMo Ans psaa cUTyauuid U pacnpocTPaHAETCs He TOMbKO Ha
KUBOTHBIX, KOTOPLIE YMUPAKT UMW UMEIT OpYrue NPU3Haky cepbesHbix NpobnemM co 300POBLEM.

Enarononyyune Bcex nabopaTopHbIX XUBOTHLIX U YCNOBUS MX COAEPKaHWUS OOMKHBI MPOBEPATLCH KOM-
NeTeHTHLIM NULOM, TakMM Kak BeTepuHap no nabopaTopHbIM XUBOTHBIM UMW NepcoHan, oby4YeHHbIl BeTe-
pUHaApHOMY YXOAy, HEe pexe OJHOro pasa B AeHb. PesynbraThl MpoOBepKM W NMPUHATLIE Mepbl AOMKHbI ObITb
3aJ0KYMEHTUPOBAHbI.

Koropa oxuaalTca sHadnTenbHble HeGnaronpusaTHbIe NOCNeACTBMSA AN 300poBbA NabopaTopHbIX XKu-
BOTHbIX, HaBMOEHUSA MO rpachuKy OOMKHBLI MPOBOAWUTE Yalle.

CoOTBETCTBYIOL WA NOAAEPKUBAIOLLWA, CUMINTOMaTUYECKMIA 1 0coBbIA yXo4 OOIMKEeH NpPefoCcTaBNsATLCS
Ansi cBeeHWA K MUHUMYMY NpoBrnemM 340p0Bbs, BO3HUKAKLMX B Pe3yrbTaTe UCMbITaHUsS Ha KMBOTHbLIX NO No-
KasaHWAM UNW Mo PyKOBOACTBOM KBanuMLUUPOBaHHOIO BETepUHapa no nabopatopHbIM XUBOTHBIM. Mpeao-
CTaBrneHue TakoBOro yxofa W/unu oB6oCHOBAHHLIM OTKa3 OT HEro A0MKHbI ObITh OTPa)eHbl JOKYMEHTaMbLHO.

YKMBOTHBIE, UCNbITLIBAKOLWMWE OCTPYHD 60Mb UNKU OUCTPEecC, ANarHoCTUPOBaHHbLIE KBANUMULNPOBAHHLIM
BeTepuHapoM no nabGopaTopHLIM XXUBOTHLIM, KOTOpbLIE HE MOTyT ObiTh 0BrerdyeHbl UKW onpasgaHbl, Kak aTo
BbINo paHee NPUHATO 3TUYECKUM KOMUTETOM, AOMKHbI OblTh HEMEeANEeHHO NOABEPrHy Tl 3BTaHa3UN.

6
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CwmepTb (He B pe3ynbTaTe 3BTaHa3uu) He ABnAeTcs HeoBXo04MMOCTbLIO ANsl COOTBETCTBUSA TpeboBaHMAM
ctaHgapTtoB cepumn 1ISO 10993 1 He JOMKHA yCcTaHaBNMBaTLCA Kak HeoBXxo4MMas KOHeYHasi ToYKa UCMbITaHUIA
Ha »XMBOTHbIX AN onpeaeneHusi GUOCOBMECTUMOCTU MaTepUanoB MeaULMHCKUX U3AenuiA.

CnepnyeT opopMnaTL AOKYMEHTALMIO, COAEepXKaLly NogPOOHOCTU O XMUBOTHLIX, HAWAEHHbLIX MepTBLIMU
B XOZ€e UCMbITaHWIA, MPOBOAMMEIX B Lienax yaoBNeTBopeHust TpebosaHuin cTaHgapTor cepum 1ISO 10993. B He-
KOTOPbIX CryYasx TakMe NpoUCLLECTBUS MOTYT CBMAETENbCTBOBaTL O HECMOCOOHOCTM ONpeaennTs U BHEAPUTb
BCE NnogxosAlue cTpaTerin ycoBepLUeHCTBOBaHUS.

4.7.2 3BTaHa3uA

MeToabl aBTaHa3uW, Ucnofnb3yemble AN NpekpalleHns UCMbITaHWA Ha XXUBOTHLIX, OOMKHbI Bbi3biBaTb
ObICTpy HeobpaTUMyHK MOTEPH CO3HAHUA U NOCNeayroLLY cMepTh Be3 npuaHakoB Gonu unu gucTpecca U
BpeLHOro BO3OeNCTBUSA Ha XMBOTHOE.

BoiGpaHHbIA M ucnonb3yeMblil MeToq 3BTaHa3um AorkeH belTe nogpobHo onucaH n 060CHOBaH B JOKY-
MeHTauunK, 3asBnsloLLen CoOOTBETCTBME HACTOALWEMY CTaHaapTY.

JomxHo BbITb NpefocTaBneHo cooTBETCTBYOLWEee obopygoBaHne u obecneveHo Hagnexallee TexHnYe-
ckoe obcnyxu1BaHWe, a 3aleiCTBOBaHHbIV NepcoHarn JomkeH BbiTh Haanexalium obpasomMm obydeH U TeXHU-
YECKN KOMMNETEHTEH.

4.8 [oKyMeHTauusa No UCNbITaHUIO

B mokymeHTaLWW No UCMbITaHUK OOMKHO BbiTh ONUCaHO, Kak Bbiny onpegenerbl TpeboBaHUA K UCNbITa-
HWAM Ha >KMBOTHbIX W KaK NPOBOAWMUCH UCMbITAHWSA HAa XUBOTHbIX. OHa gomkHa GbiTe NpegocTaBneHa cooT-
BETCTBYHLUMM OpraHaM, ecrin 3asiBfieH0 0 COOTBETCTBUM HACTOsLLEMY CTaHaapTy.
CxeMa NpoBefeHUsi UCMbITaHUS Ha XWBOTHLIX A0MKHA BbiT ONMCaHa U 3a0KYMEHTMPOBaHa B MPOTOKO-
ne uccnefoBaHusi ¢ NoapoGHLIM ONUCaHUEM UCMBITAHUIA Ha UBOTHbIX, KOTOPbIE OOMKHbI BbiTb NPOBEAEHbI, 1
copepxaTb Npy HeoGXoAUMOCTU U YMECTHOCTU CreaytoLLee:
a) ocobble TpeboBaHUSA N HAaYYHble Lenu, KOTOPbIe AOMKHbI ObiTb AOCTUTHYTHI B pe3ynbTate UCNbITaHUs,
yKasaHHoro B ctaHgaptax cepumn MCO 10993;
b) AOCTYnHy0, COOTBETCTBYIOLLYH MH(POPMALIMIO O COCTaBE U U3BECTHLIX CBOMCTBAX UCCreayemMoro Ma-
Tepuana, a Takxe ero npUMeHeHUn v npeanonaraeMomM HasHavyeHuu,;
C) MpUYMHEBI U 0BOCHOBAHWE MCMOMNL30BAHWS XUBOTHBIX (CM. 4.2);
d) AoKyMEHTaUWIO NO UCMbITAHUKD, KOTOPas AOMKHA BKMYaTh B cebs:
1) ctpaternio ucneitanus (cm. 4.5);
2) Hay4Hoe 060CHOBaHWE UCMOMNb3yEMOro BUAA, CTaguy pasBuTUsA, MMHUMA M KOMUYECTBA, BKMKYa-
wee B ceba pasmepsbl rpynn u HeoBXoQUMOCTb NO3UTUBHOTO U HETATUBHOTO KOHTpons (cM. 4.2 n 4.4.1);
3) NpoWCXOXOEHWE U COCTOSIHWE 300POBLSA UCMOMb3YEMbIX KMBOTHLIX; ocoboe 0BoCHOBaHWE O0OMX-
HO BbITb NPeNOCTaBMNEHO ANsi UCNONb30BaHWUA He cneuvanbHO BbIBEAEHHLIX XUBOTHbIX (cM. 4.6.1);
4) nogpobHOCTK cucTeMbl yxoaa v cogepxkaHus (cm. 4.6.1);
5) nogpobHoe onucaHWe NpUMeHsieMbIX NpoLeayp WM AaHHbIX, KOTopble Heobxogumo cobpatb (cm.
441,442, 46.2n4.6.3);
6) rpadpuku HabnwoeHWst 1 YCNOBKUA T'YMaHHOCTM, KOTOPble HEOBXOAMMO BLINOMHUTL, A TAKKE KOH-
TaKTHble AaHHble OCHOBHOIO nepcoHana (cm. 4.7);
7) meTopq 3BTaHa3uu 1 obocHoBaHWe Bbibopa metofa (cm. 4.7.2);
8) nogpobHocTH BbIBpaHHbLIX aHANUTUYECKOTO U CTAaTUCTUYECKOTO METOLOB.

4.9 ,D,OCTOBEPHOCTI: pe3ynbLTaTtoB MCMNbITAaHMA U B3aUMHOE NpU3HaHWe OaHHbIX

B3avmHoe NMPpr3HaHWe OaHHbIX WCMbITAHUIA MOXET 3HaYUTENbHO COKpaTnThb TpeaoBaHMH K UCMbITaHUAM
Ha >XMBOTHbIX U cnocobcTBOBaTL MPUHATUIO CBOEBPEMEHHbBIX HOPMaTUBHbBLIX pE.‘LIJEHI/il?I no COﬁl’II‘O,ﬂ,eHMI'D aTn-
YECKMUX HOPM. Mo BO3MOXHOCTM MeToAbl UCMbITAHWA OOMKHBI OCHOBLIBATLCH Ha npaeunax, NPpU3HaHHbIX Ha
MeXOyHapogHOM YpOBHe, W NMpOoBOOUTLCA B COOTBETCTBUM C NPU3HAHHbLIMKX CUCTEMaMK obecnevyeHuns kade-
cTBa, HanpumMmep B COOTBETCTBMK C NPpUHLUKWNEMW Hagnexallemn naGopaTopHofa NPaKTUKKA.
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MpunoxeHune A
(cnpaBo4Hoe)

O6ocHOBaHUe Pa3BUTUA HAaCcTOoALLEero cTaHgapTa

A.1 OBwme nonoxeHus

B npeane ocHoeHble TpeboraHua ctaHgapTor ISO 10993 gomkHbl ObITh BbIMOMHEHBI BE3 MCNONL30BAHWMA MCMbITa-
HWI Ha )XMBOTHbIX.

[o paspaboTku, Banuaauum 1 NpUHSATUS PErYNMPYIOWUMIU OpraHamMm NpUeMnemMblX METOL0B MCTLITaHWIA Ha 3aMeHy
MCMbITAHWIA Ha XMBOTHLIX OCHOBHOW 3ada4yeil HAacTOALLEero AoOKYMeHTa ABNAETCA CBegeHne K MMHUMYyMY Bonu 1 guctpecca,
BbI3BaHHbIX 0B0CHOBAHHBLIMW UCMbITAHNSAMM Ha KMBOTHbIX.

A2 anHLlHnbl rymaHHOro cogepxaHuAa 1 NCNOoNb30BaHWUA X XMBOTHbIX

INuua, nnanvpytoLime 1 NPoBOASALME UCMBITAHUA HA XMBOTHBIX, JOMMKHBI MIMETE COOTBETCTBYIOLLYIO KYNBTYPY yXo4a
W NOAAepPKMBaTL NPUHLMIN HEOTAENMMMOCTHU Bnaronony4ms X1MBOTHEIX 1 4OBPOCOBECTHOIO HAaY4YHOTo NoAXoaa.

B ocobeHHoCTW gom#HO ObiTb cAenaHo 4oBpOCOBECTHOE ycunue Kak AnA cBedeHus K abCcormoTHOMY MUHUMYMY
onpaegaHHoi 6onu n gucTpecca, KOTopble MOryT BbITh NMPUYMHEHEl BO BPEMA WUCMBITAHWA HA KUBOTHLIX, Tak W NS Bbl-
FABMEHWA 1 YCTPAHEHWA U3OEPKEK COAepKaHMA (Bpeaa 300POBbi0), CBA3AHHbIX C BbIPALUMBaHWEM, YXOLOM W MCMONb30Ba-
HMEM XMBOTHBIX AN NCCNegoBaHWii.

Bo mHorux cnyyasnx TpebyeTcs pelleHMe aKcnepToB ANs CONOCTaBNeHNA NPOTMBOPeYaLlnx YCNOBKUIA ANA onpeaene-
HWA Haubonee coBepLUEHHOW U Hay4YHO 0BOCHOBaAHHOW cTpaTeruu UcnbiTaHuii. BoamoxHo, noTpebyeTcs oAHOBpPEeMEHHbIN,
a He noovepedHbIV YHeT cTpaTernili CoKpalLeHnsa M yCoBEepLUEHCTBOBAHMA ANA CHUXEHWA yulepba 300pOBbI0 KUBOTHbBIX.

B onpegeneHHble MOMEHTBI MOXET NoTpeboBaTbCA paccMOTpeHne Bbibopa Hagnexallero Metoga UCMbITaHWs 1
NpoTOKONa M3 psaga Hay4Ho npuemnemMblix cTpatervil. B HekoTopbix obcToATenbcTBax Hambonee CoBEpLUEHHbI BapuaHT
MOXET MCMOonb3oBaTh Bornbluee YWMCNo MMBOTHBIX, HO W BoMblue YCNOBUW rYMaHHOCTW, UMW MEHbLUEE YMCIO KMBOTHBLIX
Bonee 4yBcTBUTENBLHOIO BUAA. NpuU MHTepnpeTauny nonoxeHuin ctaHgapToB cepun SO 10993, oTHOCALLMXCA K COKpaLle-
HWIO 1 YCOBEPLUEHCTBOBAHWMIO, HEODXOAUMO MOMHWTbL, YTO MOTeHUWanbHble KOHMMUKTEI JOMKHBI BbITe NPU3HaHE! U OLe-
HEHbl HA OCHOBaHWW YeTKOW UHhOPMaLUUM U MHEHWUS akcnepToB. OKOHYATENBHOE PELUEHUE MOXET 3aBMCETH OT MHEHUS
3aKCnepToB, HO HeobxoauMo obecnednTs HayYHy 0BOCHOBAHHOCTE NPU MUHWMUW3aLUMW BpeAa 300POBLI0 KUBOTHbIX.

Mo sTOW MpuMyvMHe B JOKA3aTeNnbCTBO MPUHATUS Hadnexallero pelweHus Heobxodvma nonHas Npo3payHocTb pac-
CMaTpUBaeMblX BApMaHTOB, B3BeLUEHHbIX (DaKTOPoB W MPUHATLIX pelleHuid. Belpaxasn ceoe npotheccuoHansHoe MHeHKe,
vcenenoBaTteny AomkHbl BeITe rOTOBEI NpodeccroHansHo 0BocHOBAaTh, YTO, NOYEMY W KaK Aenanock B CONPOBOAWUTENEHOK
OOKYMeHTaumm.

A.3 AnbTepHaTtuBa

AJ'IbTepHaTVIBOPI, KaK npaevno, Ha3blBaeTcA noGon MEeTOO WUCMbITAHWA, KOTOprI;I 3aMeHAeT UCNoNnb30BaHWE XUBbIX
MO3BOHOYHbBIX XWBOTHbIX GBCHyBCTBeHHoﬁ MOOenbeo. Ha ,anHblI?l MOMEHT HE CYLWIECTBYET YTBEPXKOEHHbIX anbTeépHaTUB-
HbIX METOAO0B ANA MHOTMX aCrnekToB OUeHKK Buonornyeckoro ﬂeﬁCTBMH MaTtepuanos, NCNnonb3yemMblX B MW.

A.4 CokpalweHue

CokpalyeHne OnpenensasTcs Kak CBeAeHNe K HeODXOOMMOMY MUHUMYMY KOMNMYECTBA XUBOTHBIX, KOTOPLIX MIaHu-
pYeTCH MCMonb30BaTh B OMNpedenieHHbIX HaydHblx uenax. MoHaTre BkmodYaeT B ceba cTpareruu, usbasnsioume oT Heob-
XOOWMOCTU HEHYXHbLIX MCCrefoBaHUiA (BeIBOP TONMBKO NOAXOAALMX UCCNENOBaHWA HA KUBOTHLIX M OBMEH OaHHLIMK ONS
NWMKBMAAUUM He0BXOAUMOCTM NOBTOPHOMO UCMbITaHUs). Kak cTpaTerna UCnbiTaHWi (Mopsiaok NpoBeaeHWs U OLEHKM), Tak 1
COCTaB MHAMBUAYANbHLIX UCNBITAHWA AOMKHBI BbITh MPUHATEI BO BHAMaHWE NMpY NPakTUYeCKOM MPUMEHEHIN,

Crparerns UCnbITaHUM JOMKHA UCMNOML30BATL MHOFOYPOBHEBLIM UMK Mepapxnyecknii nogxon. CKpUHUHIOBLIE MC-
MbITAHUSA N Vitro MOTYT MHOTOA UCMONL30BATLCA AN ONPeferneHns MaTepuarnos, He NOAXOOALLMX ANA UCTOoNbL30BAHUA B
MW HeKoTOpbIX KATETOPUN, N TAKOBLIE CKPMHWUHIOBLIE UCMLITAHWSA in Vitro MoryT n3baBuTb OT HEOBXOAUMOCTM NOATBEPHK-
Aal0LMX UCCIeOBaHWIA Ha XUBOTHBIX. [pn Apyr1x oBCTOATENbLCTBAX OUEHKa OOHOro BMONOrMYeckoro CBOMCTBA MOXET
yKkasaTb Ha Apyrue (Hanpyumep, CunbHble PasapakUTeN KOXKU Takke ¢ GOMbLUOK BepOATHOCTLI0 ABMSKOTCS pasgpaxute-
NAMW Mas), UNn pesynsTaT NpobHOro UCCNeAoBaHWA MOXET CHATb HEOBXOAMMOCTb UCMOMNb30BAHUA OOMONHUTENBHBIX
YKUBOTHBIX (HANPUMEP, CBMAETENLCTBO ABHOMO MMa3HOMo pasgpakeHus ¥ OOHOMO KPOnuKa MOXET BbITh OCTATOMHBIM AMA
XapaKTepUCTUKW UCCNegyeMoro Marepuana).

BO3MOMXHO UCMONL30BaHWE OQHON KOHTPOMBHOW rPYMnbl B3AMEH HECKOMbKUX MapanmensHbiX KOHTPObHBIX TPY.
Ecnu napannensHble KOHTPOMBHEIE PNkl 060CHOBAaHLI, TO HEOBXOAMMO PACCMOTPETE COKpaLLeHMe KONMYecTBa UCMomMb-
3yeMbIX KWBOTHbLIX B OOHOM KOHTPOMBHOW rpynne Npw UCMbITAHWKM HECKOMBKUX UCCIedyeMbIX MaTepranos.

MnaHrpoBaHue aKCNepPUMEHTA, BKIIOYaA HEMpepbIBHLIA CBOp AaHHBIX U UCMONb3yeMble CPeAcTBa CTATUCTUYECKOTO
aHanuaa, ABMAETCA KMYeBbIM (PakTOPOM COKpalleHUs 3aTpaT Npu NNaHUpoBaHUW WU NPOBEOEHUM OTOENbHLIX UCCneno-
BaHW.
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KonunyecTBO *XMBOTHbLIX HE LOMHKHO BbiTh COKpalleHo B yulepd Hay4yHOW Uenn (4TO MOXET NPUBECTU K NOMAYy4YeHUH
TNOXHBIX BbIBOOOB MNU K HEOBXoanmocTn NOBTOPEHWA UCMbITAaHWUA C BonbLKMM KONMYECTEOM )KVIBOTHI:.IX). He criegyeT TaKke
YMeHbLUATE KONMYeCTBO XWMBOTHLIX, eCn nocnegykune WaMeHeHUA B NNaHe UCnbiTaHnAa (Hanpmmep, bonee arpeccuBHble
NPOTOKOINbLI U MEHEe NYMaHHble KOHEYHblIe TDHI{M) MOTrYT NPUBECTU K HENPONOPUWOHanbHOMY yYBEINMU4eHUHO 6onuun ancTpec-
Ca, KOTOpble 6y,qu NMpu4vnHeHbl NCNoNb3yeMbIM XUBOTHbBIM.

C D,perFl CTOPOHbI, KONMM4YECTBO XXMBOTHBIX HE CneayeT yBenu4ueaTb OnA obecneyeHns MakcMmarneHOW CTaTucTu4e-
CKOW TOMHOCTM, ECINK TakoBas He TpeGYETCH.

A.5 YnyuweHue

Yny4lweHuem cunTaeTcs oblias cymma Mep, NPUHATLIX ONS MUHUMKU3aUMK 6onu, cTpagaHus, AMCTpecca unu anu-
TENBHOIO BpeaAa KUBOTHBLIM, KOTOPbIE UCMOMb3YTCA B UCMbITAHUAX. MoxHO paccmoTpeTs Gonee no3WTUBHO Kak Luaru,
NpeanpyHATEIE NS ynyyleHus Gnaronony4us UCNonb3yeMbIX KUBOTHBIX.

B HEKOTOpbIX LeNsix MHEHWE 3KCMEPTOB UCMONb3YeTCs Npu Boibope Hanbonee NoOXoAALWEro MeToAa UCTbITAHWUA U3
pagda Hay4yHo oBocHoBaHHbIX MeTodoB. [Mpy BeIbope 13 Yucna pa3yMHO U MpaKkTUYEeCcKW AOCTYMHBIX METOAOB UCMBITAHMS,
CNocoBHbIX NOKa3aTb Pe3ynbTaThl, YAOBNETBOPSAOLIME HAYYHbIM TpeboBaHUaM, BEIGOP AomkeH ObITh cAEnaH Ha OCHOBE
onpegeneHvs Hanbonee CoBepLUEHHOrO MeTofa. Tpaguuuu 1 obLlas NpakThka He ABMAKTCSA NpUeMnemMbiMu 060CHOBa-
HUSMM.

[ns HexoTopbIxX Uenei npu Bblbope Hanbonee NOOXOASLUEr0O BUAA WU CTaAUM Pa3BUTMS XMBOTHOMO MCMOMb3YETCA
3KcnepTHan oueHKa. [epen BbiGopoM BMAA UMK CTAAMKU pa3BUMTHA, CNocoBHbIX AaTh YAOBMNETBOPUTENbHBLIE C HAYYHOMN TOY-
KW 3peHUsi pe3yneTaThl, crieqyeT Bulbpath BUA U CTaAUK0 pasBUTUS C HAUMEHbLLIER Helpob3nonorniyeckoi YyBCTBUTENb-
HOCTBK (B AJAHHOM KOHTEKCTE CnocoBHOCTBI0 UCnbIThIBATL Bonb 1 guctpecc). Tpaguuum n obLas npakTika He SBNAKTCS
NpYeMneMbIMM 060CHOBaHUSAMMN.

CnenyeT NpunoxuTe 40BPOCOBECTHLIE YCUMUS ONA NPOrHO3MPOBaHWSA, NO BO3MOXHOCTM YCTpaHEHUs, pacno3Ha-
BaHWA W YNpPaBMNeHUA HEraTUBHBIMKU NOCNEACTBUAMK ANA 300POBbs M HeBnaronpuATHLIMKY BO3OEACTBUAMU (TAKUMU Kak
HeNoCPEeACTBEHHbIN pe3ynsLTaT BMelLaTenscTea, bonee no3gHve NocneacTBUst UM NPOrHO3UPYEMbIE OCTIOXKHEHUS), C KO-
TOPbIMU MOXHO CTOMKHYTLCA BO BPEMS UCTBITAHUS HA XKUBOTHBIX.

Xupyprudeckas NnogroToBKa MOXET CBECTM K MUHUMYMY NGO cTpecc, BO3HWMKAOLWMIA NpK Nocrneayowem Uensita-
HUM Ha XMBOTHbIX. XMpYpruyeckas NoaroTOBKa MMEET BaxKHOE 3HayeHue. Hagnexallas xupypruyeckas TeXHUKa BKMHOYaeT
acenTuky, BepexxHoe obpalleHue ¢ TKaHAMW, MUHUManbHOE pacceyeHne TKaHel, Haanexallee NpUMEHEHUE MHCTPYMEH-
TOB, 3(PPEKTUBHLIA reMOCTa3 WM NPaBUMbLHOE UCMONb30BaHWE LLOBHOTO Matepuana v wabnoHoB. HeoTbeMnemoii oTBeT-
CTBEHHOCTLIO BeTepuHapa nabopaTopHbIX )KUBOTHbLIX SBMAKTCA KOHCYNETALMMW NO XUPYPTUYECKOR TEXHUKE.

Bbin paspaboTtaH ¥ BHeaApeH psa NokazaTenei MU CUCTEM OLEHKM CTEMEHWN TSKECTWU HAPYLLEHUA, MOMOrakLLmMX pac-
No3HaBaTh, PErMCTPUPOBATE U MHTEPNPETUPOBaTL NpU3Haku Npobnem co 300poBbEM, BO3HUKAKLLMX B XOOE WMCMbITAHUNA
Ha UBOTHbIX. CnedyeT paccMOTPeTb BO3MOXHOCTb MX UCMOMb30BaHWS B UCMBITAHUAX Ha KUBOTHLIX, NPOBOAUMLIX A5
OLIEHKM MaTepranos, ncrnosb3ayembix B M. MNMpumepkl npuBeaeHs! B NpunoxeHun B.

Kno4yeBLIMM MOMEHTaAMU ABMSAKOTCA COOTBETCTBYOLWME rpaduk HabniogeHna v nepcoHarn, NoaroToBMEHHBIA K Bbl-
CTPOW OLEHKe NPOBNeMHbIX CUTYaLIMiA M YNONMHOMOYEHHBLI BETEPUHAPOM NabopaTopHbIX XKUBOTHBLIX MPMHUMAaTL Heobxo-
OMMBIE U CBOEBPEMEHHBIE MEpLI MO X YCTPaHEHUIO.

A.6 N'ymaHHOe OTHOLWEeHWE K XXUBOTHbIM

['yMaHHbLIE KOHEYHbIE TOYKM 03HA4alT CBEAEHUE K MUHUMYMY CTpadaHWs KUBOTHbIX, obecnedvBas npuMeHeHue
HaCKOMbKO BO3MOXHO pPaHHWUX KOHEYHbIX Todek. CyBKnMHUYECcKMe KOHEYHbIE TOYKU NPeanovTUTENbHbI KOHEYHBIM TOMKaM,
NPUBOOSALLUM K 3HaYUTENBLHOMY Bpeny 340pOBbS.

'YMaHHOE OTHOLLEHWE K XXMBOTHbIM OOMKHO cOBNtoaaTbCcA B pa3nuMyHbIX CUTyauusax, HanpuMep, Korga:

- Hay4Has uenb AOCTUrHyTa;

- OYEBWUOHO, YTO HAy4YHas LUEnb HEe MOXET BbITb 4OCTUrHYTa (HanpuUMep, Npu cnyYaHbix 06CcToATENBCTBAX, Aenato-
LLMX NMOTOK AAHHBIX HEOEWCTBUTENBHBIM);

- nocrnegyrwnia Bped 300P0OBLH NPEBLILAET onpaBAaHHY HeobXoaMMOCTE NPoBeAeHUs] UCMbITaHuA.

TakiMm 0Bpasom, BO MHOMMUX Cry4yasix r'yMaHHOe OTHOLUEHWMEe PacnpOCTPaHSKT He TOMbKO Ha XKMBOTHLIX, KOTOPbIE
nornbarT UNM NPOSIBNAT KNMHUYECKUE NPU3HaKN Cepbe3HbiX NpobnemM co 300poBbEM, Korga Heobxoauma 3KCTpeHHas
BETEpMHapHasa nomolys. BeTepuHap no nabopaTtopHbIM KMBOTHLIM MMM NEPCOHan, 0ByYeHHbI BETEPUHAPHON NOMOLLM,
OOMKHbI ObITE AOCTYMHBI ANA ONEPaTMBHON OLEHKW COCTOAHWSA XXUBOTHOTO, MOMOLLM WBOTHOMY, PacCrefoBaHua cryyaes
HEOXUOAHHOW CMEPTU UMW peKoMeHaauun No aeTaHasuu. Mpu HeoTnoXxHoW Npobneme co 30OPOBLEM, ECMW UCCNEnoBa-
TEnb UMK BETEPUHAPHBLINA NEPCOHAN HE MOMyT A0CTUYb KOHCEHCYCAa MO NEYEHWI0 UMK 3BTaHa3uKU, OTBETCTBEHHOCTL NOXKUT-
csl Ha BeTepMHapa no NabopaTopHbIM KWBOTHLIM.

CoOTBETCTBYHOWMIA NOAOEPKMBAOLMIA, CUMNTOMaTMYECKUIA M 0COBLIM yXon Ans paspelleHus Npobrnem 340poBLA,
BO3HWKAIOLMX B PE3YNLTaTe UCMBITAHUS Ha XKUBOTHBIX, A0MKeH ObITe onpefeneH 3apaHee U NCNOMNb3oBaTLCS.

[vBenb (He B peldynbTaTe aBTaHa3WK) He ABMNSAETCH HEOBXOOMMOM KOHEYHOW TOYKOW MCMbITAHWA HA XUBOTHBLIX AN
onpegeneHna buocoBmectumocty matepuanoB MW. Tmbenb XMBOTHBIX B X04e TakWX UCMbITAHUA OOMKHA OblTb YETKo
OoTpaKeHa B OOKYMEeHTauuW, 3asBnsawwen cooteetcTeme TpebosaHusam ctaHgaptoB ISO 10993, 1 MOXET B HEKOTOPbIX
cny4asix CBMOETENbCTBOBATL O HECMOCOBOHOCTN BHEAPUTL BCE pa3yMHbIe M NOAXOASLINE BO3MOXHOCTY YCOBEPLUIEHCTBO-
BaHWSA.
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A.7 PasmelleHue XUBOTHbIX

A.7.1 Pa3smelleHue U cogepxaHue

B woeanbHOW cuTyaumu yCrnoBus pa3MeLLeHna U COOAepKaHust JKUBOTHbIX B NabopaTtopusax AOMKHbI COOTBETCTBO-
BaTb MX (PUIUYECKMM HYXLAM U YOOBMNETBOPSATE MX NOBEAEHYECKME MHCTUHKTEI.

Pag akTopoB, CBA3aHHLIX C pasMeLleHMeEM U COAepPXaHWEM, MOTYT YXYALWWTL COCTOsAHWE NabopaTopHbIX XUBOT-
HbIX W/WIMW CHU3WTE AOCTOBEPHOCTL AaHHbLIX, NONyYeHHbIX Nocne NCCcreaoBaHnii Ha XMBOTHbIX. B Lenom ctaHaapTel co-
OepPXKaHUa 1 yxoaa AOMKHbI CBECTU K MUHUMYMY NoBble CTPECCHI, BLI3BBAHHLIE TEM, YTO XXMBOTHBIE HE MOMYT OTNPAaBMAThL
CBOM (PU3MYECKME HYXKObl UK YAOBNETBOPATL CBOM NOBEAEHUYECKNE UHCTUHKTbI.

Ons noBbix OTCTYNNEHUA OT ONTUManbHbIX COBPEMEHHbLIX MeTooB TpebyeTcs kak 060CHOBaHWE, Tak M 0GbsCHe-
HWe, KakuM 06pa3oM TakoBble OTCTYMNNeHWa (HanpyMep, OaMHOYHOE pasMelleHne KOMMYHNKaBensHbIX BUAOB, NULEHUS
HOpPMankHLIX YCNOBWIA COAEPXXaHUS) MOTYT NOBMWATE HA HAYYHYIO LIEHHOCTL UCMLITAHWUSA Ha XXUBOTHOM.

Bbin BeINyLEH pAd PYKOBOACTE NO COOAEPKaHWIO W yXoay, NPU3HAHHbLIX HA HALUWOHANEHOM U MEXOYHAapO4HOM YPOB-
HSX, HEKOTOPbIE NPUMEpP! YKka3aHbl B cebinkax [1], [6], [8] n [19].

A.7.2 YcnoBusa oKpyXawllen cpebl

Pag dhakTopoB okpyxatoLen cpefbl MOXET HEFATUBHO NOBNUATL HA Bnarononyyne nabopaTopHbIX KUBOTHBIX M/MMK
noBpeduTb JOCTOBEPHOCTH AaHHbIX, MOMYYEHHbIX OT UCCMedoBaHWA Ha XMBOTHbIX.

GaKTopbl OKpyXatLleil cpedbl (HanpyMmep, TemnepaTypa, BAaXHOCTb, Ka4ecTBO BO34yxa), KOTOpble MOryT noBpe-
OWTb OOCTOBEPHOCTM MOMYYEHHbIX AaHHbIX WK MX WHTepnpeTauuy, SOMKHbl BbiTe Y4TEHbl NpWM MNaHMPOBaHWK UCche-
OOBaHWIA Ha XWBOTHbLIX. PaKTOPbl AOMKHEI KOHTPONUMPOBATLECA M PEMMCTPUPOBATECS BO BPEMA WCCMeAOBaHWI, a Takke
noaTBepKAaTeCA U MPUHUMATLCH BO BHUMaHWE NpW OLeHKe pe3yneTaToBs.

B obwem, gna obecnedeHns JOCTOBEPHOCTH U BOCMPOM3BOAMMOCTM PE3yNbTaTOB MCCNedoBaHui XUBOTHbIE OOMK-
Hbl coAepKaTbea Npu ctabunbHon Temnepatype 1 bbiTb obecneveHbl NoAXo4ALMM NOACTUNIOM AN NPOBEASHWUA MaHWMy-
NAUMIA U KOHTPONS MX MUKPOOKPYKeHWs. CnedyeT naberaTb Ype3MepHOl BNaxHOCTY.

Xopollee KayecTBO BO3Ayxa AOMKHO NOAAEPXMBATLCH BHE 3aBMCMMOCTM OT CKOPOCTM BO3dyxoobmeHa. B ccbinke
[8] copnepxuTcsa MHOPMATMBHEINA CNPaBOYHLIN Marepuarn.

A.8 3Tn4eckan oueHKa

PelueHne vcnonb3oBaTth XMBOTHBIX B OLeHke Guonorvyeckoro aencteus MW TpebyeT KpUTUYECKOTO MbILLNEHWS,
CyXaeHus 1 aHanuaa. XoTs OCHOBHAsi OTBETCTBEHHOCTL 3a cobniogeHue 1 NPUMeEHEHME ITUHECKUX HOPM YX0aa NEeXNUT Ha
vnccnenoBartensax, KOMUTET No aTUKe (MNK SKBUBaneHT) AormkeH obecneynTe cobnogeHne aTUYecKnx HopM Mpu UCMNoMb30-
BaHWUM XWBOTHbIX. B KOMUTET N0 3TUKE QOMKEH BXOAWUTb BETEPUHAP NO NabopaTopHbIM KMUBOTHBLIM, KaK MUHUMYM OOWH MC-
crnefoBaTenk ¢ ONbITOM NMPOBEAeHUs UcTbiTaHuin MW Ha XKWBOTHBIX, NAL0 BHE HAyYHOW Cpedbl W N0, NPeAcTaBnawLuee
obLlecTBeHHOCTL. Bee uneHsl KoMUTETa JOMKHBI UMETL HaAexallyl NoaroToBKy U 00pa3oBaHve B 3aTUYECKOM yXoae U
NpUMEHEHWU XKUBOTHBLIX ANA oueHKkn Buonoruyeckoro gencteug M.

10

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 16/ 20
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-10993-2-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70269
https://gostexpert.ru/gost/gost-10993-2-2025?utm_source=pdf&utm_medium=70269&utm_term=page

FOCT ISO 10993-2—2025

MpunoxeHue B
(cnpaBo4Hoe)

[JononHuUTenbHbLIE peKoOMeHaauMu no samMmeHe, yny4ylweHWo
U COKpaleHUrw MCNbITAHWUW Ha XUBOTHbIX

B.1 O6wwue nonoxeHus

MpennoxeHnsa No CoKpalLeHW Y1ucna UCNomb3yeMblX XUBOTHLIX, COBEPLUEHCTBOBAHWI METOAOBR UCMbITAHWI AN
CHIDKEHWSA UNW YCTpaHeHua Bonv 1 cTpagaHms Y XKMBOTHBIX M 3aMEHE UCTIbITAHUIA Ha KUBOTHBIX APYrMMK Hay4HO 0BOCHO-
BaHHbIMW MeTOA4aMU, He TPebyLWMMI UCNBITAHWIA HA XXUBOTHBIX-MOAENAX, onuckiBatoTes B B.2—B.6.

MpunoxeHne NpegHazHaYeHo ANs BhIAENEeHUs Y 00CYXOEHUA HEKOTOPBIX M3 TEKYLLMX OFPaHUYEHWIA U NPEenSaTCTBUIA
K NPUMEHEHMWIO MPUHLMNOB ryMaHHOTO NPOBEAEHWSA UCMBITAHUA HA KUBOTHbIX.

Ccoinkum [1], [6], [8] v [19] npegocTaBnAlT AanbHERLWYH MHOPMaUMO No BONpocam, 3aTPOHYTbIM B HACTOALLEM
cTaHaapTe.

B.2 AnbrepHaTuBHbIe MeToObI

KoMneTeHTHble opraHbl, CbHHaHCprIOLLI,VIE.‘ areHTCTBa U y4veHbie OOJMKHbl OTAaBaTb NPUOPUTET pPa3BUTUID, YTBEPXK-
OEHWKO U BHEOPEHMK B CCNeaOoBaTenbCKy0 NMPakTuKy COOTBETCTBYHLWNX anbTEPHATUBHBIX METOL4O0B, KOTOPbIE 3aMEHAIT,
COKpalwakT NN COBEPLUEHCTBYHT ONbITbl HA XXMBOTHbIX.

B.3 O6mMmeH gaHHbLIMKM ONA NpeaoTBpaLeHUA HEHYXHbIX NOBTOPOB

INnyga, perynupyruine nnu npoeoadlimMe UcneliTaHnA Ha XMBOTHbIX, NPU3bLIBAKOTCA K NONHOMY MCNONBE30BaHWUIO BCeX
CyWeCTBYRLWWUX MEXaHN3MOB W K YCTaHOBNEHUKD ,D,aJ'IbHEﬁLLIMX cnocobos, DGHEF'-IaI'DLLI,MX nnu TpEGyIDLLI,MX obmeHa naH-
HbIMK BO n3bexaHne HEHYXXHOIo NoBTOPEHNA U AnA obneryeHnss MCNOMNb30BaHUA COOTBETCTBYHLLKUX MaTepunarnoB B MW,
HaCKONbKO BO3MOXHO 6bICTpO W 3TUYHO.

B.4 Baz3bl gaHHbIX

Ons MMHMMKU3aUMK HEeHYXHbIX MOBTOPOB HeoOXxo4MMO BBOAWUTD, nogaepxmeaTtb U pacnpocTpaHATbe MeTOObl UCNbI-
TaHuia 13 MEXOYHapO4HbIX a3 paHHbIX, C YYETOM gnana3oHa X NpUMeHEeHWNA 1 OI'paHMHEHVII?I, a Takke M3BecTHbIX Bro-
NOrMYECKUX CBOWCTE U KIMHWUYECKOTO MCMONbL30BaHMsA MaTtepuarnos, MCNONb3yeMbIX B MIA.

B.5 CBepeHue K MWHUMYMY UCNONb30BaHWA XXUBOTHbIX

[ormxkHo NpoOBOONTLCA TONBKO MMHMMankeHoe 4Yucno Hanbonee YCOBEPLWIEHCTBOBAHHbLIX U ONpaBAdaHHbIX MCMbITAHWIA
Ha XUBOTHbIX ONnA Nony4vYeHna 3Ha4YMMblX OaHHbIX ONnA NonHoW OLUEeHKN pncKa 6e3 HaCcTOAHWA Ha MakCMManbHOW CTaTUCTK-
YECKOW TOYHOCTH, Korga TakoBasd HeymecTHa.

B.6 MyGnukauwusa

Wccnepoearenam, npoBoOALLMM MCNbITAHWUA Ha XUMBOTHbLIX ONA YCTaHOBNEHUA BMOCOBMECTUMOCTHU MarepunanoB
MW, n nuuam, Bnagerowmm nony4eHHbIMU OaHHbIMW, peKOMeHOyeTCA I'Iyﬁj'lMKOBaTb CBOWM MeTOoObl MCCnegoBaHWA U pe-
3yNbTaThkl B XKypHanax ¢ MeXayHapoO4HbIM NpU3HaHeM.
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MpunoxeHune OA
(cnpaBo4Hoe)

CBegeHMUA 0 COOTBETCTBUM CChINOYHBLIX MeXOyHapodHbLIX CTaHOapTOB
MeXrocyaapcTtBeHHbIM CTaHOapTaMm

Tabnuuya JA1

OB03Ha4YeHne CCbiNoYHOro CreneHb Obo3HaveHe 1 HaMMEHOBaHWEe COOTBETCTBYHOLLEND MEXrocyaapCTBEHHOMO
MeXayHapoaHOro cTaHaapTa COOTBETCTBUSA cTaHgapTa
ISO 10993-1 IDT MOCT ISO 10993-1—2021 «M3genua meguumHckie. OueHka Bruonoru-

YecKoro AencTBrs MeguuuHckux uagenuin. Yacte 1. OueHka u uccneno-
BaHWSA B NpoLecce MeHeIKMeHTa pucka»

MpumeyaHue — B HacToAwen Tabnuue UCnonb3oBaHo crenykulee ycnosHoe obo3HayeHne CTENeHu CooT-
BETCTBMA CTaHOapTa:
- IDT — naeHTUYHbIA CTaH4apT.
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