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[lpeaucnoBue

Llenn nnpuHumnel ctaHgapTusauum B Poccunckon egepaunmnyctaHosneHbl egepanbHbiM 3aKOHOM OT
27 nekadpst 2002 r. Ne 184-03 «O TeXHMUYECKOM perynmpoBaHiun», a npasuna NpuMeHeHnst HauMoHanbHbIX
ctaHgapToB Poccunckon egepaummmn — OCT P 1.0—2004 «CtaHpgaptusauma B Poccunckon Peagepauun.
OCHOBHbIE MOSTOXEHUSAY

CBepgeHUA o cTaHgapTe

1 NMOoAIrOTOBINIEH ABTOHOMHOWM HEKOMMepUeckon opraHmnsaumen «MHCTUTYT MeanKo-b61Monorn4eckmnx
nccnegosaHu n texHonornny (AHO «MMBUUT »)

2 BHECEH TexHun4yeckum komutetom no ctaHaapTusaunm TK 422 «OueHka b1uonorm4eckoro 4encTBus
MeaUUMNHCKX N30ennn»

3 YTBEPXXOEH MBBEOEH B OEVNCTBWE Mpukaszom deaepansHOro areHTCTBa no TEXHUYECKOMY pery-
NUPOBaHNIC U MeTPOonornn ot 3 ceHTAbpA 2009 . Ne 315-cT

4 HacToawum ctaHaapT uaeHTudeH mexxgyHapoagHomy ctaHaapty MCO 10993-2:2006 «OueHka buono-
rmyecKkoro AencTeBnUs mMegumuuHckux wusgenun. Yactb 2. TpeboBaHMA K obpalleHUo € KUBOTHLIMUY
(1ISO 10993-2:2000 «Biological evaluation of medical devices — Part 2: Animal welfare requirements»).

[Tpy NpUMeHeHUN HACTOALLEro ctaHaapTa pekoMeHAYyeTCs UCNONb30BaTh BMECTO CChINTOYHBLIX MeXaYyHa-
POOHBLIX CTaHOAPTOB COOTBETCTBYIOWME UM HaUMoHanNbHble cTaHgapTel Poccunckon ®egepalm, ceegeHnda o
KOTOpPbIX NpuBedeHbl B AONMONHUTENBHOM NpUNoXeHnn C

5 BBEAEH BINEPBbIE

VIHgbopmMauuss ob U3MeHeHUSIX K HacmosileMy cmaHoapmy nybrnukyemcss 8 eXXe200HO uzdasaeMoM
UHpOpMaUUOHHOM yKazamene «HayuoHanbHbie cmaHoapmably, a mekecm U3MeHeHUU U MorpasoKk — 8 eXe-
MeCSYHO U30asaeMbiX UHOpMaUUOCHHbIX YKa3zamensax «HayuoHanbHble cmaHoapmei». B cniy4dae nepecMom-
pa (3amMeHbi) unu OMMEHbI Hacmosauweao cmaHOapma coomeemcmeyruiee yseooMmiieHue byoem
OnybrnuKoBaHo 8 eXXeMeCsI4HO U30asaeMoM UHOPpMaUUOHHOM YKa3amerne «HalyuoHanbHbie cmaHoapmabi».
Coomeemcmeyrowast UHQQopMalyusi, yeeGoMIIeHUe U MeKCMbl pasMeliaromecss makxe 8 UHopMallUOHHOU
cucmeme obuiez0 rnonbk3oeaHuss — Ha oguyuanbHoM caume PeodepalibHo20 az2eHmemea rio mexHu4e cKkomy
pezynuposaHuro U Memporozauu e cemu VIHmepHem

© CtaHgaptuHdopm, 2009

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

CobntogeHne nonoxenun ctaHgaptoB cepun NCO 10993 «OueHka bUuonormyeckoro AerucTBust Meaun-
LAHCKUX N30eNnA» NO3BOMUT 0DecnevynTb CUCTEMHbLIN NOAX0d K UCcNeaoBaHUKD DUOMOrM4YecKkoro 4encTBUS
MeaNLUMNHCKUX N3aernunn.

Llenbto aTUX CTaHOAPTOB He ABNsIeTCsl 0e3yCnoBHOE 3aKkpenneHne eanHoobpasHbIX METOA0B UCCNEno-
BaHUW U UCNbITaHWUK 3a rpynnammn oaHopoAHbIX MeaAULIMHCKUX N3aeN B COOTBETCTBUM C MPUHATOW Knaccudu-
KaLlunen nx no snay U anuTtenbHOCTU KOHTaKTa C opraHnaMomM venoBeka. [1o0sTomMmy nnaHnpoBaHe nnposeaeHue
ncecnegoBaHUM M UCNbITAHUN AOMKHBI OCYLLECTBNATL cneuannucThl, UMeroLlMe COOTBETCTBYOLLYHO MOATOTOBKY
M ONbIT B OONACTU CAHUTAPHO-XUMUYECKOW, TOKCUKOOTrM4eckomn n BMonorn4eckomn oLeHoK MeauumMHCKUX n3ae-
NAN.

CtangapTtbl cepun MCO 10993 aBnsaroTcs pyKoBOAALLMMMN AOKYMEHTaMU AN NPOrHO31UpoBaHUA U UCCTe-
OOBaHMS BUONOTNMYECcKoro AencTBUSA MeauLUMHCKUX 3aennn Ha ctagun Bbibopa MmaTtepuanos, npegHasHayveH-
HbIX AN UX U3TOTOBMEHUS, a TakKe ANda nccrnegoBaHM roTOBbIX U3OEUN.

HacTodawuy ctaHaapT pasgenseT Lenb 3TUX cepuit, nogaepXmeasi anbTepHaTUBHbIE MEeTOAbI NyTEM MaK-
CUManNbHOro NpUMeHeHusa Hay4HoO 0O0OCHOBAHHBLIX UCCeaoBaHNN De3 NCMONb30BaHUS XKUBOTHLIX Moaenen u
nyTem obecneyeHUs rymaHHoOro noaxoaa B COOTBETCTBUN € OOLLENPUHATBIMU STUHECKUMM N HAYYHBIMU NPUH-
Lmnamu npu npoBegeHnn nccnegoBaHii Ha XXKUMBOTHLIX A9 OLEHKU BUoNorM4ecknx CBOUCTB MaTepuaros,
MCNoNb3yeMbiX B MeANLUHCKUX N3aennsax.

[TpuMeHeHUe Takux rymaHHbIX MeTO40B UccnegoBaHUS, BKMoYada BbICOKME cTaHOapThl yXoda 3a XXUBOT-
HBIMW U NX coaepXaHusl, cnocobCTBYIOT Kak obecnevyeHunto Hay4yHOU 0BOCHOBAHHOCTU UCCNEeaoBaHUN, TaK U
ynyudlleHUo 6n1arocoCToAsHUA UCNONb3YEMBbIX )KUBOTHbIX.

B ceputo NCO 10993 BxoaaT cneaytowme 4yactm nog oowmm HassaHmnem «sgenua meguunHekmne . OueH-
Ka ODMONorm4eckoro 4encTems MeanumHCKMX naaemm:

HacTb 1 — OueHka nuccneaoBaHna;

UacTb 2 — TpeboBaHus K obpalleHnto C XXUBOTHBIMMU;

YacTte 3 — MiccnegoBaHUA reHOTOKCUMHOCTU, KAHLLEPOreHHOCTU U TOKCUYECKOro AeNCTBUA Ha penpoayK-
TUBHYHO (PYHKLMIO;

YacTb 4 — ViccnepgoBaHue nsgenun, B3anmMoaeACTBYIOLMX C KPOBbIO;

YacTtb 5 — VccnegoBaHMe Ha UMTOTOKCUMHOCTL: MeToAbl in Vitro;

YHacTb 6 — VlccneagoBaHe MeCTHOro AeUCTBUA Nocne UMNNaHTauuu;

Uactb 7 — OcTaTtovyHoe cogepXaHue aTuneHoKcuaa nocne ctepunnsaunm;

UacTb 9 — OCHOBHbLIE NPUHUUNBLI MOAEHTUDUKALIUWU N KONUMYECTBEHHOro onpeaeneHns NnoTeHuUnanbHbIX
NPOAYKTOB gerpagaunu;

Uactb 10 — UccnegoBaHue pasgpaxarowero h CeHCUOMNU3npyroLwero 4eUcTBuS;

YHactb 11 — NccnepnoBaHue obLWeToOKCUYEeCcKOro AeUCcTBUS;

Yactb 12 — MNpurotoBneHue npob n ctaHgapTHblie obpasub;

YacTte 13 — MaeHTudpukauma n konmdectseHHoe onpeaeneHne NpoaykToB gerpagaunm noMMmepHbIX
MeaULUMNHCKUX N3aenunn;

Yacte 14 — MaeHTupmkauma n KonndyecTteeHHoOe onpegeneHne NpoaykToB Aerpagaunn msgenum mns
KepaMUKU;

Yacte 15 — MaeHTugpmnkauma n KkonndyecTteeHHoOe onpegeneHne NpoaykToB Aerpagaunn msgenum mns
MeTannoB 1 CNiaBoOB;

UacTb 16 — MopagenunpoBaHue nuccnegoBaHe TOKCUKOKUHETUKM NpOoAYKTOB Aerpagauii M BbIMbIBAHUA;

Uactb 17 — YcTaHOBMNEHWE NOPOroBbiX 3Ha4YeHUN AN BbIMbIBAEMbIX BELLIECTB;

UHactb 18 — MccneaoBaHne XMMnN4ecknx CBOUCTB MaTepranos;

Uactb 19 — VccnegoBaHne MU3UKO-XUMUYECKUX, MOPMONOrMYecknx U tonorpadpnyecknx CBOUCTB
MaTepunanosB;

YacTtb 20 — lNpuHUMNLI 1 MeToabl NccnegoBaHUS UMMYHOTOKCUYECKOTC AeNCTBUA MeONLMHCKUX U3ae-

L~

JTAIA.
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

U3NEJINA MEOULUMMHCKUE
OLIEHKA BUOJIOMMYECKOI0 QENCTBUA MEOULUUHCKUX U3OENTUIA

YacTthp 2

TpeboBaHUA K 00paLlleHNIo € XKUBOTHBIMIA

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

[laTta BBegeHnsa — 2010—07—01

1 O6nacTb NpUMeHeHUA

HacToawmn ctaHgapT npeaHasHavyeH anst npUMeHeHUs1 opraHnsaumamMmu, 3akasbiBaroWmMMK, NTaHUPYHO-
LMW N NPOBOAALLMMUN UCNBITAHUS UMM aHaNU3UPYOLWMMW AaHHbIEe UCCneaoBaHUM Ha XXUBOTHLIX, NPOBeaeH-
HbIX AN OUEeHKN BMOCOBMECTUMOCTN MaTepuanos, npegHasHayeHHbIX s UCNofb30BaHNA B MeQUUNHCKNX
N30enuax, Unm camnux MeauUnHCKUX usgenuin. Hactoawmm ctaHgapT ycTaHaBnMBaeT MUHUMAarnbHbIE TpeboBa-
HUs1, Heobxoaunmble Anst obecrneveHUs U CBUAETENLCTBA TOTO, YTO ObINU NPUHATLI HECOXOAUMbIE MePbI K YCIIO-
BUSIM COAEPXKaHUS X KUBOTHBLIX, NCTMOMb3YEMbIX B UCTbITAHMUAX ANs1 OLEHKN BUOCOBMECTUMOCTM MaTeEpUanos,
MPUMEHSEMbIX B MeUNLIMHCKNX U34eNUsX.

HacToawmnin ctaHgapT CoaepXXUT COBEThI U pekoMeHaauun, crnocodcTeyowme dyaylemy CoKpalleHUo
obLWero ynmcna UCnonb3yeMblX XXMBOTHBLIX, COBEPLUEHCTBOBAHMIO METOA40B UccneaoBaHns ANa YyMeHbLUeHNS
AN yCTPpaHEeHUsa B0NKn U CTpagaHUn Y XXUBOTHLIX, a TAKKE 3aMeHe UCMbITaHUKW Ha XKUBOTHbLIX APYIMMU HAYy4HO
0DOCHOBaHHLIMU CpeaCcTBaMun, He TPebyIIoLWMM TECTOB Ha XXUBOTHLIX MOAENSX.

HacToawmy ctaHaapT NPUMEHUM K UCMbITaHUAM, NPOBOAMMBIM Ha XXUBbIX NO3BOHOYHbIX XXUBOTHbLIX (33
NCKITIOYEeHUEM YenoBeka), Ans ycTaHOBMeHNA BUOCOBMECTUMOCTU MaTepmanoB N MeauuuHCKUX N3genun.

HacToawmn ctaHaapT HE OTHOCUTCS K UCTIbITAHUAM, NPOBOANMBIM Ha 6€CNO3BOHOYHBIX )KUBOTHBIX U APY-
rMX HN3WKNX dbopMax, a TakKe K UCMbITaHUSAM, MPOBOAUMBIM Ha OTAENbHbIX TKAHSAX U opraHax, B3siTbIX Y MO3BO-
HOYHbIX XXUBOTHbLIX NOCNe 3BTaHa3uM (3a UCKNOYEHUEM MOSMOXEHN No BMONOrMYyeckomy BMUay, UCTOUYHUKY,
0oOLLEeMY COCTOSAHUIO, YXO4Y N YCNIOBUSIM).

2 HopMmaTuBHbIE CChINKN

B HacTodawemM cTaHgapTe UCNONb30oBaHa HOpMAaTUBHAA CChiNka Ha creaylolWmnin cTaHaapT:
NCO 10993-1:2003 OueHka duonorndeckoro gencteusa MmegmunMHcknx msgenunid. HYacte 1. OueHka 1
nccneaoBaHUS

3 TepMUHLI M onpepeneHUs

B HacToawem cTaHgapTe npuMmeHeHbl TepMUHbI o NCO 10993-1, a Takke cneayowme TepMUHbI C COOT-
BETCTBYHOLWMMU onpegeneHNAMN!

3.1 anbTepHaTUBHbLIN MeToA: JlloOOU MeToa nccneaoBaHUsA, KOTOPLIA 3aMeHsIET TECT € MCNONb30Ba-
HUEM XUBOTHbLIX Modernen, cokpallaeT YNCO MCNOMb3YEMBIX XKUBOTHBLIX UMW COBEPLLUEHCTBYET NPUMEHSIEMEIE
npoueaypsi.

3.2 XUBoTHoe: Jlioboe K1Boe NOo3BOHOYHOE, He SABMALLEeeCcs YeTOBEeKOM, 3a UCKITIoYEeHMEeM He3perblX
dopM NepBOMN NONOBUHLI TMCTALLUN.

3.3 UCNbITaHUe Ha XXUBOTHbLIX: Jltoboe ncnonb3oBaHUe XXUBOTHLIX B HAYYHbIX LIENAX.

U3paHune odbmumanbHoe
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[TpumevyaHwmns

1 OnpeageneHne «UCMbiITaAHUE Ha XXMBOTHBLIX» HE BKMOYaeT B cebs AencrtBmm obwenpm3HaHHOW BETEPUHAPHOM
NPakTUKK, NPUMEHAEMON Ans bnara XUuBOTHOIO NN UX TPYNNbl, YACTbO KOTOPOW OHO SBNSETCH; ODLWENPUIHAHHBIX METO-
OOB XMBOTHOBOACTBA AJ1A PErynsaunm nnm CoOXpaHeHMs XMBOTHOIO NN NX TPYNIMbl, HACTbO KOTOPOW OHO SIBMNAETCH; KNenMe-

HNA MEeTOAaMUN, KOTOPbIE Bbl3bIBAlOT HE bonee yem CeKyHAHVYH 6onb nnu CTpagaHne, 3BTaHa3NnH.

2 [lpepynpexaeHune bonn, cTtpagaHum, paccTponcTea unu ANUTENbHOro ywepba nyrtem sp@PEKTUBHOIO UCNONb30-
BaHWS aHECTE3NN, aHalNbIeTUKOB UM APYIMX METOA0B, NPU KOTOPLIX XXMBOTHOE HE YyBCTBYET Bonmn (Hanpumep, aeuepeb-
pauusi), He 03HA4YaeT, YTO TakKMe UCNbITAHUS HA XUBOTHbIX HE NoAgnagateT nod 31o onpegeneHue. Vcnonb3oBaHME
aHEeCcTe3nn, aHanbre TUKOB UM APYIriMx METOA0B, NPU KOTOPLIX XMBOTHOE HE YYyBCTBYET BONK, paccMaTpuBaeTCH KAKHEOTb-

eMIteMad 4alCTb NCINbITaAHNA Ha XKUBOTHbDBIX.

3.4 KoOMneTeHTHble opraHbl: OpraHbl, Ha3Ha4YeHHblIe UMK NPU3HaHHbIE HaLUWOHalbHLIM MPaBUTEb-
CTBOM OTBETCTBEHHbLIMM 3a HAbNOAEHMNE, PYKOBOACTBO UMK PETYNIALUIO UCMIbITAHWUA HA XKUBOTHLIX, UMK pa3Be-
OeHne W MoCTaBKy cneunanbHO BbIBEAEHHbIX XUBOTHLIX ANA WUCMNOMb30BaHUA B TakUX WCMbITAHUSIX,
nognagatowmx nog gaHHyo yactb MCO 10993,

3.5 aBTaHa3uA: ['ymaHHOe yMepLIBEHNE XXNBOTHOrO METOA0M, NMPUYNHAIOLWNM MUHUMaNbHOEe PU3n-
YyecKkoe 1 Nncnxmudeckoe ctpagaHue.

3.6 ycnoBus ryMaHHOCTU: 3apaHee onpedeneHHbIe KpUTEPUN U MePbI, KOTOPble HEOBXOAMMO BHE/-
PUTb ONSA YMEeHbLUEHUSA NN yCcTpaHeHUa 60Nu 1 cTpagaHni, Bbl3biIBAEMbIX UCTBITAHUAMU Ha XXMUBOTHLIX, Kak
TONBbKO Hay4HbIE LLenn ObIN AOCTUTHYThI UMW KaK TOMbKO ObINC OCO3HAHO, YTO TaKOBbIE He DyAyT AOCTUTHYTHI,
NN Koraa BO3HUKLWIMeE Npobnembl 6narononyymst JXKMBOTHbIX HEOOOCHOBAHHO NPEBLILLAT BAXKHOCTb, LIEeMb UMK
XapaKkTep UCnbITaHUS.

3.7 npouegypHas nogrotoBka: [lpeaBapuTenbHas NoaroToBKa M akkKMMaTulaums )XMBOTHBIX K BMe-
LaTeNbCTBaM, NPOBOAMMbIM MNP UCTIBITAHUM HA )KUBOTHBIX, AN MUHUMU3ALIMMN CTPECCa )XKMBOTHOMO NPU NpoBe-
neHnun ncecrnegoBaHus.

3.8 npoTtokon: [okymMeHTauusa, nogroToBreHHas 4o NpoBedeHna nccneaoBaH Ha XXUBOTHBIX, BKITHO-
yaroulaa B cedbst 000CcHOBaHUE, 00 BSICHEHWE U MEeTO UCCNeaoBaHUs (BKNoYast HayyHble U TYMaHHbIE acneKThl)
ang nccnengoBaH Ha XXNMBOTHbIX.

3.9 cneumanbHO BbiBegeHHOe XUBOTHoe: Jlioboe KMBOTHOE, BbiBeAeHHOe A ero UCMofb30BaHUA B
ACMbITAHUAX Ha XKMBOTHbLIX MOAENAX UM ANA APYTMX UccneaoBaTeNbCKMUX UMW Hay4YHbIX Lenen.

3.10 cokpaweHue: CokpalweHue A0 abCoNTHOIO MUHUMYMAa YUCa XKUBOTHLIX, UCMOMb3YEMbIX B
McnelTaHUK ¢ onpeaeneHHoON Hay4HOU LLenbIo.

3.11 coBepuweHcTBOBaHUe: COBOKYMHOCTb Mep, MPUHATHLIX AN OXpaHbl 300pOBbsl NTabopaTopHbIX
XXUBOTHbLIX, CBOASILLNX K MUHUMYMY MoDYIo D0Nb, cTpagaHue, pacCTpOUCTBO N AONTOCPOYHBIN yepb 300-
DOBbLIO UCMOMb3YEMbIX XKUBOTHBIX.

3.12 3ameHa: JltoboMHay4YHO OOOCHOBAHHLIN M PAa3yMHO N NpaKTUYEeCKN 4OCTYMHbLIN MeTo4 nccnegoBa-
HUS1, KOTOPBLIW MOSNTHOCTbLIO UMM YaCTUYHO 3aMEHSIET UCMNOMNb30BaHNE XKMBBIX MO3BOHOYHBIX XKUBOTHBIX METOAAMM
MccnegoBaHust, KOTopbIe HE MOTYT NOTEHLUMansLHO NPUYNHNTL 6O U CTpagaHue XXUBOTHBIM.

3.13 nabopatopHoe XUBOTHoe: Jll0D0oe XMBOTHOE, UCNONb3YyEMOE B TecTax in vivo nnu ans npeno-
CTaBNeHUsA TKaHen ANda TeCTOB €X VIVO U In VItro.

3.14 yrBepxaeHue: OduumanbHbIN NpoLecc, NyTeM KOTOPOro B onpeenieHHbIX Lensax ycTaHaBnmBa-
FOTCHA HaEeXHOCTb U CYLLIECTBEHHOCTb MeTo4a UccrneaoBaHus.

4 TpeboBaHuUA

4.1 O6LWMe NnonoxXeHus

HacTtoawuin ctaHgapT ycTaHaBNMBaeT OCHOBHblIe TpeboBaHUSA NpU pacCMOTPEHUN, NNAaHNPOBAHNA UNA
BbINONTHEHNN UCTIBITAHWUIA HA XKUBOTHLIX AN BUONOrM4ecKon oLEeHKN MaTepuanos, UCNonb3yeMblX B MeanLUH-
CKUX U34enunax.

HacToawmm ctaHgapT paspadboTaH Ans 3awmTel 6narononyymst XXMBOTHLIX, UCNOMb3yEeMbIX B OMONOrn-
YecKoW oUeHKe MaTepuranoB Angd MeanunMHCKnX nsgenun, oes yulepba HaydyHon o6OoCHOBaAHHOCTU pe3ynbTaToB
ncecneaoBaHUs U BbIMOMHAEMOW BNOCNeaCTBUM OLLEHKN PUCKA.

OCHOBHOW 3aa4eln HacToALWEro ctaHgapTa aBnaeTcsa HeobxoAMMOCTb NOATBEPXKAEHUSA, YTO YCITOBUS
coaepKaHnA XXNBOTHbIX OblfIM COOTBETCTBYOLWMM 0O6pa3oM paccMOTPEHbI NPU NPUHATUMN SKCNEPTHOrO peLle-
HUSA No OMONOrMYecKor oLLleHKe MaTepmnanoB MeanLNHCKOro n3aenuns, M 4YTo NPUHLMNBbI 'YMaHHOIo 3KCrneprumMeH-
TallbHOIo nNoaxoaa ObiN YeTKO MCNOMNb30BaHbI MPY NaHUPOBAHUN U MPOBEAESHUN UCMbITAHUI Ha XXUBOTHBbIX.
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Hactosawunn ctaHgapt MCO 10993 tpebyeT, 4Tobbl HEOOXOAMMOCTb NPOBEAEHNSI UCMBITAHUS Ha JKUBOT-
HbIX Oblna cnpaBgaHa, a nobble 0ONb, CTpagaHne, PaccTPOUCTBO UMW AONTOCPOUYHBLIN yLLIEepd 300POBbLIC, NMPU-
YUMHAEMBIE BO BPEMSA HEODXOAUMBLIX UCCIeaOBaAHNN HA )KUBOTHBIX, ObINN CBeAEHbl K MUHAMYMY .

Hactosawun ctaHgapT MCO 10993 yctaHaBnMBaeT OCHOBHbIE TpeboBaHUS, KOTOPbLIE 3alULLaoT bnaro-
Nony4vme XXMBOTHLIX, CBOAA K MUHUMYMY BOJb U CTpecc, NPUYMUHSEMbIE NMPU PACCMOTRPEHUN U NPOBeAEHUI
nccnegoBaHUM Ha XXUBOTHBIX, MyTEM:

a) YCTaHOBNEHUA onpedeneHHbIX paMoK, KOTOpble OTpaXatoT COOTBETCTBYOLWME STUYECKUE U, BO MHO-
X OPUCOUNKLUAX, NPaBOBbI€ HOPMbI MO OTHOLLEHUIO K UCNONb30BaHUIO X KUBOTHBLIX B 3KCNMEPUMEHTAabHbIX UM
OPYrnX HayYHbIX LEensiX;

b) cBeAeHUA K MMHUMYMY 4YUCia UCCNeaoBaHWUN Ha XXMUBOTHBLIX COOTBETCTBYHOLMM MPUMEHEHUEM
Hay4YHOW nuTepaTtypbl, 0OMeHa nHdopmaumen, yTeepXXaeHHbIX anbTepHaTUBHbLIX METOA0B N COOTBETCTBYIO-
LLIMX TECTOBLIX CTpAaTEer n n1aHoB UCCNneaoBaHUS;

C) CBeAeHUsa K MUHUMYMY Nobon bonu, ctpagaHud, paccTpoOUCTBa UM AONTOCPOYHOro yepba, npuymn-
HSIEMbIX Y KUBOTHBIM, MPUMEHAEMbIM B UCNbITAHUAX, 4719 OLEeHKN DMOCOBMECTUMOCT MaTepmnanoB, NpUMeHsie-
MbIX B MeAULMHCKMX KnU3genuax, TpeboBaHMEM Haanexalwlero WCcnob3oBaHUA COOTBETCTBYIOLLMX
anbTepHaTUB NO COKpaLLeHUIO U COBEPLUEHCTBOBAHUIO]

d) noaaepXmMBaHUA YCTONYMBBLIX BBICOKUX CTAHAAPTOR coAepKXaHUs 1 yxoaa Anga obecneveHuns Kak bna-
ronony4nsa MCNonb3yeMblX XXUBOTHBIX, Tak M Hay4HON 0OOCHOBAHHOCTU N BOCMPOU3IBOAMMOCTU NONYYEHHbIX
NaHHbIX.

B 5Tux uensaxnnaHmpoBaHUe U nposeaeHne nccneaoBaHi OMOCOBMECTUMOCTM MaTepmanos, UCNOSb3y-
eMbIX B MEeQULIMHCKUX N3OeNUsIX, HA XXUBOTHbLIX OyayT OopMUPOBAaTLCS U BKNOYaTh B cebs1 Hagnexalyue cTpa-
Ternm Ans sameHbl, CokpalleHUs 1 COBEPLUEHCTBOBAHMSA UCcneqoBaHN HA XKUBOTHbLIX.

3aKkas nccneaoBaHUn Ha XXUBOTHLIX Be3 noncka 1 nonyyYeHns TakoBon MHgopmaL M, BeINONHEHUSA TaKO-
BbIX pelleHnn N BHeapeHUs1 TaKOBbIX Mep He BbINOMHAET OCHOBHLIX NpeAnucaHniA HacTodaLWwero ctaHgapTa

NCO 10993.

[ PUMEYAaHWNE — ITH NMPpMHUWIbI, KaK 1 OCHOBHbIE Tp86OBaHMFI HaCTOAWero CraHgapra, MOyt TakKXe OTHO-
CUTbCHA KUCIbITaHNAM HA XKUBOTHbBLIX, NPOBOAUMbBIX HA MaTepunarliax anyd MmeaquunHCKNX HS,EI,EJ'IHF‘I M MEONUMNHCKNX N3OETINHX B
APYIMX KOHTEKCTaXxX.

4.2 O0bocHOBaHUe UcnbiTaHUM Ha XKUBOTHbIX

EcnuHaanexaias npeaocTopoXXHOCTb TpebyeTca aAng obecneveHmns 6e30nacHOCTM YerioBeKa, UCMbITa-
HAE Ha )XUBOTHBIX B LIeNAX A0MKHON DUONOrnieckon Xxapakrte pucTUkKn MmaTepruanoB, MCNoMNb3yeMbIX B MeaULMH-
CKUX U3eNUNAX, IBNSIETCA NPUEMITEMBIM.

B cepumnctaHgaptoB NCO 10993 ncnbltaHUsA Ha XKUBOTHBLIX CUUTAOTCHA 0OOCHOBAHHBLIMW TOMNbKO B Crey-
FOLLIMX Cryvasx:

- MToNy4YaemMble B pe3dynbTaTte AaHHble HEAOCTYMNHbI APYrM NMyTeM, HO HECBXoaAUMBI ANSl HaaneXxaullemn
XapaKkTePUCTUKN UCTIBITYEMOTC MaTepmana B KOHTEKCTE ero oyayuiero UCnofb3oBaHUS;

- noagxoasilnmnm Hay4yHo oOOCHOBAHHLIA MeTOod TECTUPOBAHUS BEe3 UCMONb30BAHUS KUBBIX KUBOTHBIX
Moaenen HeaoCTyneH C pasyMHOU N NPaKkTUYeCKOU TOUYKN 3peHUd;

- ObINIK onpeaeneHbl U BHeApPEeHbl COOTBETCTBYIOLLME CTpaTerMn cokpalleHus 1 COBEpLUEHCTBOBAHNS,
BKNtoYasa npyn HagobHOCTM nonyyeHne gaHHbIX nccneaoBaHU OT M3rOTOBUTENEW M NOCTaBLLUMKOB N U3yYeHUe
Hay4YHOW NUTepaTypbl HA NpeaMeT AaHHbIX Mo TOKCUYHOCTU M BUOCOBMECTUMOCTMN.

Bo nsbexaHune HeHyXHbIX NOBTOPEHMA Nepen Havanom UCNbITaHUA AN OUEeHKU DMOCOBMECTUMOCTH
MaTepranoB B MEANLUUHCKNX N3OENMUSX Ha XKUBOTHLIX HEOBXOOAMMO NMPOBECTU U OTPa3UTb ACKYMEHTalbHO
0030p CyLEeCcTBYOLWEN COOTBETCTBYOWEN MHOPMALIMN O CBONCTBAX TECTUPYEMOro MaTepmana. 3To BKIIoYa-
eT pasyMHble AeNCTBUSA, CocobCTBYIOWME 0OMEHY NHpopMaLnen.

cnbITaHUSA Ha X KUBOTHBIX CHUTAOTCH 0OOCHOBAHHBLIMU, TOMLKO €CIN:

a) OblNn aoKasaHbl UX COOTBETCTBUE N HAAEXKHOCTb ANA LeNen, B KOTOPbIX OHU NPUMEHSAIOTCS;

b) nony4vyaemeble gaHHbIE HEODBXOAMMBI A1 AOIMKHON XapaKTepUCTUKN N OLLEHKU TECTUPYEMOTrO MaTepua-
Nna B KOHTEKCTE, B KAKOBOM OH ByAeT NCMONb30BaTbCH B MEANLIMHCKUX N3eNUAX;

C) Hay4yHO OBOCHOBaHHbLIN MEeTod TECTUPOBAHUSA, HE TPedyoLWNUA NCNONb30BaHUSA XKUBLIX KUBOTHBIX
Moaernen, HeaoCTyneH ¢ pasyMHOM U NPaKTUYeCKOM TOYKU 3PEeHUS;

d) ObINK onpeaeneHbl M BHeAPEHBbI ApyrMe COOTBETCTBYIOLME U Noagxoasilme ctpaTtermm MUHUMU3aLnn
bonu, cTpagaHuid, pacCTPOUCTB U AONTTOCPOYHOro yiepda Ncnonb3yeMbiM KUBOTHLIM.

4.3 KoMneTeHTHOCTbL NepcoHana

VIcnbITaHUA Ha XXUBOTHBLIX ACITKHBLI NTaHUpOBaTbCH, MPOBOAUTLCH U TONMKOBATLCS NMLUAMU, KOMMNETEH-
THBIMW B BbINOJNTHEHUW Ha3HaYeHHbIX UM PYHKLMIA.
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McnbiTaHUS Ha )KNBOTHBIX AOIMKHBI NNAHUPOBATLCH U NPOBOAUTLCS C y4acTUeM nepcoHana ¢ onbiToM
BEeTEepUHapumn, paboTbl ¢ NabopaToPHLIMU XKUBOTHBIMU, XXKUBOTHOBOACTBA N YX04a 3a XXUBOTHBIMMN.

[ToapobHOCTK KOMMNETEHL MM NEpPCoHana ¢ TOUKA 3peHunst onbliTa, KBanmdunkaumm n noaroToBKU (BKIOYas
MoBblILLEHUE NpodeccrnoHanbHON KBanudukawmm) anst COOTBETCTBUA 3TUM TPeOOBaHUAM AOITKHLI ObITh OTpa-
)KEeHbI JOKYMEHTarbHO.

[TpunmeyaHwne—HecmoTpsaHaTo, YTo Hactosawmn ctanaapt MCO 10993 He npeaycmaTpmBaeT 06 bEKTUBHOIO
YTOUYHEHUSA, CHUTAETCH BAXHbIM, UTODLI NMUA, 3aHATLIE B MNPOBEAEHNN NCCNEA0BAHNN HA XKNBOTHbBIX, NOKa3bIiBanmn 3aboTnum-
BO€ N YBAXUTENIbHOE OTHOLWWEHNE K UCNONTb3YEMbBIM XXUBOTHBLIM, T.€. YTODObI Y HUX DBblla COOTBETCTBYIOWAA «KYNbTYpa yXO-
aa».

4.4 lnaHupoBaHUue U NpoBefeHUEe UCNbITAHUU HA XKUBOTHbIX

4.4.1 O6WwMe nonoxeHUs

BbiOoOp 1 cocTaB UCMbITAHWUN Ha XKUBOTHLIX ACITKHBI COOTBETCTBOBATL ONpeaAefieHHbIM HayYHbIM LIENsM
nccneaoBaHUa nNpyu MUHUMM3aALKMKM OONK, cTpagaHUAa, PacCcTPOUCTB UMK AONrOCPOYHOro yuepba, KoTopble
MOTYT ObITb NPUYUHEHBI MabopaTOPHLIM XXUBOTHBLIM.

Kak ykazaHo B 4.2, UCNbITaHUA Ha XKUBOTHLIX AOTKHbLI NPOBOAUTLCS, TONMBKO ecni Tpebyemas nHdopma-
IUs1, Heobxoanmas Anst XapakTe PUCTUKU UCTIBITYEMOro Matepmana, HeaoCcTyrnHa ApyrumMm nyTemM 1 noaxoasimm
Hay4yHO OOOCHOBAHHLIA METOA TECTUPOBAHUSA, HE TPEOYIOLLIMA NCNOMb30BAHUS XKUBbLIX XXUBOTHBLIX MOAEMNEWN,
HeJOCTYMeH C pasyMHOW 1 NMpakTU4eCKOU TOUKN 3peHNs.

[locne paccMoTpeHna NnoaxoaaLmx M pasyMmHoO AOCTYMHBIX BO3MOXHBIX CTpaTerun saMmeHnl, cokpalleHUs
N YCOBEPLUEHCTBOBAHUA MU A0 NPOBEAEHUS UCCNeAOoBaAHUN Ha XXUBOTHLIX OCHOBHbLIE KUCcegoBaTenn U/mnu
CNOHCOPLI AOKHBLI NOATBEPAUTL U OTPa3UTbL AOKYMEHTalbHO, YTO HUKakMe gpyrue ctpatermm sameHbl, CoKkpa-
LLIEHUS NN YCOBEPLUEHCTBOBAHUA He TpebyTca Anst MUHUMU3aumn yulepba 6narononyyvmio XXUBOTHLIX B
OaHHOM 1UccneaoBaHuN.

[TpnmeyaHune—B HEKOTOPLIX Crydasix MOryT notpedboBatbesl NPpobHbIE NccneaoBaHns Ans onTUMM3auun
napameTpoB UccrnegoBaHus 40 NNaHNPOBaHUA M NPOBEAEHUS OCHOBHbIX UCCNEA0BaHUN.

Korga nonoxeHust ctaHgapToB cepnun MCO 10993 TpebytoT N no3BoNs0T caenaTtb MUHPOPMNPOBaHHBIN
BbIOOP 13 psiga BUAOB, CTaanUN PasBUTUS MU YNCNA XKUBOTHBIX A7151 UCNbITAHUSA Ha )KUBOTHLIX, MPUHSATHIE peLle-
HUS OOMKHbI 3aLUMLLAaTb Hay4YHYH HaQeXXHOCTb UCCNeaoBaHUA, paBHO Kak M CBOAUTL K MUHUMYMY Nobble 60nb,
cTpadaHusl, pacCTpoOUCTBa UMK AONTOCPOYHLIN yLepb 340p0OBbI0 UCMOMNb3YeMbIX KUBOTHLIX. ODOCHOBAaHME
MPUHATLIX peLlleHUN A0MKHO BbITb NOATBEPKAEHO AOKYMEHTAaSbHO.

4.4.2 TloBTOpHOE UCNONb30OBaHUe

HeobxoanMmMocCTb M3beratb HEHYXXHOMO0 COBOKYMHOrO yuepba 300poBbio OTAENbHBIX UCMOMNb3YEMbIX
)XMUBOTHbLIX A0MKHA ObITb OLleHeHa OTHOCUTENbHO He0OXoAUMOCTN CBECTU K MUHUAMYMY YUACIO MCNOMb3YeMblX
)KUBOTHBbIX.

Kak npaBuno, XKMBOTHOE He AOJKHO ObITb UCNOMb30BaHO bonee YemM Anst 0O4HOTo UCTbITaHUS.

X1BOTHbLIE, UCMbIThIBABLINE BOMb 1 pacCTPOMNCTBA B X04€ UCTIbITaHMS UM NpeablayLiee UCNonb3oBaHme
KOTOPbIX MOXET NOBMNUATL HA Pe3yNibTaThl AaNbHENLLNX TECTOB, HE ACIKHbI MOBTOPHO NCMOMNB30OBATLCA.

[TOBTOpPHOE NCNONBL30OBaHNE ACKHO COOTBETCTBOBATL HAYYHOM Len U He A0IMKHO HAaHOCUTL HepasyM-
HbIN COBOKYMHBbIW yLLE PO 340POBbLI0 OTAENbHBLIX XKUBOTHbIX.

Iroboe NoBTOpPHOE UCMONL30BaHNE OOIHKHO ObiTh OTpaXeHO OOKYMeHTanbHo, C npuBeaeHnemM odLnx
aetanen npeawecTBYOWEro UCNoMb3oBaHUs U NoaTBepxXaeHuem, Yto TpedboBaHusl, BblABUHYThIE B AaHHOM
noanyHkKTe, OblN pacCMOTPEHbI U BbINONHEHBI.

4.5 Ctpaterna ucnbitaHum — O4vyepegHoOCTb UCNbITAHWUU In VIErO N IN VIVO

CTpaTterum ucnblTaHMM OOIMKHbI, MPU BOSMOXHOCTU, UCMOMb30BaTh MHOMOYPOBHEBLIN UM UepapXmnyec-
KWW noaxoa And MUMHMMU3aunMmn Kak oobema TpedyemMbliX UCCrneaoBaHUN Ha XXUBOTHLIX, Tak U nodon 6onn nnu
PACCTPOUCTBA, KOTOPbIE MOTYT ObITb NMPUYNHEHLI NPY NPOBEAEHNN 0DOCHOBAHHLIX NCCNEAOBaAHNN Ha KUBOT-
HbIX. B 0COBEHHOCTU HEHYXHbIE UCTIbITAHUA HA XKUBOTHLIX HE AOITKHbI MPOBOANUTLCA A0 NPOBEAEHUS U OLLEHKM
pPe3ynbTaTOB COOTBETCTBYOLWNX, HAYYHO ODOCHOBAHHLIX U Pa3yMHO WM NpakKTUYeckn AOCTYNHbIX NpeaBapu-
TenbHbIX UCCeaoBaHUN in Vitro.

McnbiTaHUa Ha XXUMBOTHBLIX He OOIMKHbI NPOBOAUTLCA, eClni cyllecTBYLW e AaHHble (Hanpumep, U3
Hay4YHOW nuTepaTtypbl U/UNU NOUCKOB B Base AaHHbIX, pe3ynbTaToB npeablaylnxX CKPUHUHIOBLIX TECTOB,
0O0CHOBaHHLIX UCcriegoBaHWU in vitro, NnpeabiayLWwmnx NCcrnegoBaHmn Ha XXUBOTHLIX UMK NOOLIE ApYyrne NoaxXo-
asilne AaHHbIe B HANU4Y1MnM) NpeaocTaBnsitoT AOCTaTOUYHY MHpOpMaL Mo Mo OMOCOBMECTUMOCTN TECTUPYEMO-
ro Mmatepuana ans npuHATUA TBepaou OLLeHKU COOTBETCTBYIOLLEro pUcka.

ObocHOBaHMe cTpaTernn UCMbITAHUA AOIMKHO ObITh OTPaXXeHo AOKYMEHTAanNbLHO.
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4.6 YcnoBuacogep)XaHUda U yxopn 3a XXMBOTHbIMI

4.6.1 O6Lwue nonoxeHuUn

[Tpn Nobon BO3IMOXKHOCTUA AO/MKHbI UCNONb30BATLCA cneunanbHO BbIBEAEHHLIE XUBOTHbLIE, U AONS
NCMONb30OBaHUA He cneLnanbHO BbIBEAESHHBIX XKUBOTHLIX TpebyeTcst ocoboe 0boCcHOBaHME.

Ecnun cneynansHo BbiBeAEHHbIE XXUBOTHbLIE HE UCMONMb3YHOTCHA, 0O60CHOBaHME U NOAPCOHOCTU MPOUCXOXK-
OEeHNS NCNONMb3YEMbIX XKUBOTHLIX ACMKHBI ObITh OTpaXeHbl A0KYMEHTanbLHO.

Bricokne TpeboBaHUA K yXoay M YyCNoBUAM coaepXaHusl ynydwarT dnarononydue MUCnonb3yeMbliX
)KMBOTHBLIX M CNOCODCTBYOT HAYYHOU OOOCHOBaAHHOCTM UCCNeA0BaHNU HA XKUBOTHBIX. YXO04 N YCINOBUA coaepKa-
HAS AOTTKHbBI KaK MUHUMYM OTBEYaTb COOTBETCTBYHOLLMM ONYyONMKOBAHHBIM HaLMOHaNbLHBIM UMW MeXayHapoa-
HbIM HOpMaTMBaM yxo4a 3a XXUBOTHLIMU, YCINOBUI coaepXaHnA N XKMBOTHOBOACTBA.

HeobxoanMmMo 03HaAKOMMNEeHWe ¢ COOTBETCTBYHOLWUMM HOpMaTUBaMU UMN TpeboBaHUAMKU, N CBUAETENb-
CTBa COOTBETCTBUS TakKOBbIM (MM NOAPOOHOCTN HECOOTBETCTBUS, CONPOBOXAAaeMble OLEHKON BEPOSATHbLIX
nocneacTsnn Ang 6n1aroCoCTOAHUA UCNONb3YEMBIX KUBOTHBIX M HAAEXHOCTU NONTyYeHHOW MHdopMaL ) Aon-
)XHbI ObITb OO BACHEHBI, 0BOOCHOBAHbI M OTPa)XeHbl AOKYMEHTalbHO.

ITtob0on KOMMOHEHT XXMUBOTHOBOAYECKON CUCTEMBI, KOTOPLIN HE SIBAAETCA ONTUMalbHbLIM YCNOBUEM ANS
OnarococTosiHMA NabopaToOPHBLIX JKUBOTHBIX 1 MOXET NoA0PBaTh HAYYHYIO LLEHHOCTb UCNLITAHUSA UMM HENOAOO-
DatoLle NOBNUATL HA XapaKkTep UMM MHTepnpeTaLuto peaynbTaTta UCNbITaHUSA, A0ITKEH ObITb OTPaXKeH A0KYMEH-
TalnbHO.

KMBOTHBLIE KOMMYHMKADENbHBIX BUOOB ACIMKHBI pa3MellaTbCa CTabunbHbIMA COBMECTUMBIMU NapamMi
MNu rpynnamu, 3a UCKNYeHMeM crniydaeB, Korga oguHOYHOE pasMelleHue nokasaHo No BeTepUHapHbIM,
XXUBOTHOBOAYECKUM, HAYYHBIM NPUYMHAM UNU NpUYMHam 6narononyvyms JKMBOTHbIX.

[Ipn HEBO3MOXHOCTU MAPHOro WUMKU TPYnMnoBOre pasmMelleHUs KMBOTHBLIX KOMMYHUKabenbHbIX BUOOB
HeobXoaAMMO AOKYMEHTalbHO O0TpasnuTb 0O0CHOBaHNE HEODBXOOANUMOCTN OQUHOYHOTO pasMeLleHNUs U ero Anu-
TeNbHOCTU C BETEPUHAPHOW, XKUBOTHOBOAYECKON, HAYYHOWN TOYKN 3PEHUSA UM C TOYKN 3pEHUA Bnarononyyuns
XXUBOTHLIX. HeobXxoanmo TakkKe OUEHUTb U AOKYMEHTallbHO OTPasuTb BMUSIHUE MNPUHSITONO PeLUeHUs Ha
Hay4HbIN pesynbTarT.

ObbIvan 1 obLasi npakTuka He SABNSTCH NpUuemMnemMbiMmm 000CHOBaHUAMMN.

4.6.2 OrpaHuvyeHue gBuxeHuUs

Ecnn nucnbiTaHna Ha XXUBOTHLIX TPEOYIOT orpaHUYeHnst ABUXKEHWU XXNBOTHbLIX, CTENEHb, ANMUTENBHOCTL U
Xapaktep orpaHnyYeHnsa A0MKHbI KaK MUHUMYM COOTBETCTBOBATH AOCTMXKEHMIO HAYYHOW Lenun 1 ObITb OTpaxe-
Hbl AOKYMEHTarlbHO.

4.6.3 Xupypruyeckue npouegypbl

Bce xupyprudeckne npoueaypbl A0MMKHBI MPOBOAUTLCA Ha XUBOTHLIX NO4 aHECTe3MeN, ¢ BHeApeHUEM
XUpYpPrmvyecknx NpUHLUUNOB 1 NPaKTUK ANsS cBeAeHUs K MUHUMYMY chnydaeB nocTonepaunoHHoro cencuca. Cny-
yan XMpypru4eckoro cencuca AomKHbl ObITb OTpaXXeHbl AOKYMEHTAalbHO.

Hagnexawne ycnoBus A0MKHbI ObITh CO3aaHbl ANl AoonepaunoHHOro, onepaumMoHHOro 1 nocneonepa-
LLMOHHOTO yXoda 3a XXMBOTHLIMU, BKMoYad OTBETCTBEeHHOEe N 3ppeKTUBHOE NCNONb30BaHNE aHaNbreTUKOB B
COOTBETCTBUM CO cTaHOAapTaMn COBPEMEHHON KMMHUYECKOWU BETEepUHapHON NpakTUKN. Icnonb3yeMble peXxu-
Mbl AOMMKHBI ObITb OTPa)XeHbl AOKYMEHTalbHO.

4.7 YcnoBuA ryMaHHOCTW

4.7.1 O6LwUe nonoxeHuUnA

YCnoBUg ryMmaHHOCTU HEODXoAUMBI ANs psida cuTyauuin 1 pacrnpoCTPaHAKTCH HE TOMNbKO Ha XKUBOTHbIX,
KOTOPbIE YMUPAKOT UMM UMERT ApYrie NpUsHakm cepbesHbIX Npobnem 340poBbLS.

300p0OBbe BCeX NMabopaTopPHbLIX XXUBOTHLIX 1 YCIMOBUS NX COAEPXKaHUS AOTTKHBI NPOBEPATHCHA KOMMNETEH-
THBIM NTULOM NO MeHbLIeN Mepe oauH pas B AeHb. ODHapyXXeHUs1 N NPUHATBIE MePbl AOMKHbI ObITh OTPaXKeHb!
OOKYMEHTaNbHO.

Pexxum HabnwageHnsa 4omkeH ObiTb bonee MHTEHCUBHBLIM, ecrii OXXK1aaeTcs 3HaYnTenbHbIN HEraTUBHbLIN
o peKkT AN 340POBbLS.

COOTBETCTBYOLMN NoAAEPKNBACLINANA, CUMONTOMaTUYECKUN N OCODBLIN yX0oa O0IMKEH NPpeaoCcTaBNsiThCH
OnsicBeAeHUA K MMHUMYMY Npobnem 340poBbsl, BO3SHUKAIOLWNX B pe3ynbTaTe UCNbITaHUS Ha XKUBOTHLIX MO NOKa-
3aHUSAM UNK Mo PYKOBOACTBOM KBanMULUMPOBaHHOIO BeTepuHapa. lNpeaoctaBneHmne TakoBOro yxoaa u/unm
0DOCHOBaHKMe ero HenpeacTaBneHUs AOMMKHO ObITb OTPaXKeHO AOKYMEHTAalbHO.

XKNBOTHbIE, UCNBIThIBAKOLLME PE3KYHO OOMb UMN CTPadaHusl, KOTOpble He MOTYT ObITb 0DNerYeHbl, 4OMKHbI
ObITb HEMEANEHHO NoABEPTHYThI 3BTaHa3UN.

CMepThb (He B pe3ynbTaTte 3BTaHa3un) He ABNAETCH HEOOXOAUMOCTbLIO ANs1 COOTBETCTBUA TPEDOBAHUAM
ctaHgaptoB cepun MCO 10993 1 He ooMKHA yCTaHaBNMBATLCA KAk He0bXoanMMada KoHeYHad To4Ka OMnbITOB AN
onpeageneHns boCoOBMECTUMOCT MaTepmanoB MeauUMHCKUX N3gennid Ha X KUBOTHBIX.
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[JomkHa BeCTUCh AOKYMEHTauuMs, npeaoctasnstoLas noapodHOCTU 0 XKUBOTHLIX, HANAEHHbIX MEPTBLIMU
B X04e uccrnegoBaHuin, NpoBOAMMbBIX B LENSIX yOOBNETBOPeHUA TpeboBaHnK cTaHgapToB cepun MCO 10993. B
HEKOTOPLIX Cryvyasx Takme NpoucLLIECTBUS MOTYT CBMOETENbCTBOBATL O HECTIOCODHOCTN OnpeaennTb N BHe-
PUTb BCe NoaxoasLmne cTtpaTermm ycoBepLUeHCTBOBaHNUA.

4.7.2 3BTAaHa3nA

MeToabl 3BTaHa3uUKU, UCNONb3yeMble NpU 3aBepLleHU UccneaoBaHU Ha XXKMBOTHBIX, AOIKHBI BhI3bIBaTb
ObICTPYHO HEODPATUMYIO NOTEPIO CO3HAHUA U NOCNeayoLLYHO CMepTb 0e3 NpU3HakoB 6o N cTpagaHun.

BbiOpaHHbIN 1 NCMONb3YEMbIA METOA 3BTaHa3uUM A0MKeH ObITb NOAPOOHO onnucaH N 0OOCHOBAH B AOKY-
MeHTaLWuK, 3asBNsAoLen CoOoTBeTCTBMe HacToAwemy cTaHgapTy MCO 10993.

[omKHO NpeaocTaBNATLCA U AOITKHBIM 0Opa3oM 00CNyXXMBaATbCH COOTBETCTBYOLLEE 0DopyacBaHue, U
YyUYaCTBYIOLL WA B UCTIbITAHUAX NepPcoHan AC/KeH ObITb aAeKBaTHO NOArOTOBMNEH U KOMMNETEHTEH B TEXHUYECKOM
nraHe.

4.8 JokyMeHTaLMA UCNbITaHUA

[okyMeHTaumsa UcneliTaHns OOMKHA ONUCBIBATL, Kak ObINK onpeaenerbl TpeboBaHUSA K UCNbITAHUAM Ha
XXUBOTHbIX, 1 KaK NpOBOAUNNCE UCNBLITAHUA Ha XUBOTHLIX. OHa A0MKHA ObITh NpeaoccTaBeHa COOTBETCTBYHO-
LM OpraHam Npu 3asiBNeHNMN COOTBETCTBUA ¢ HacToAw MM ctaHgapTom NCO 10993.

[TnaH McnbITaHUSA Ha XXUBOTHLIX AOMKeH ObITb onpedeneH N oTpa)eH AOKYMEHTaNnbHO C pacyeToM Ha
Oyayulee B NpoToKONe UCNLITaHWUS, NoapobHO onUCkIBaoLLEM UCNBbITAHUSA Ha XXUBOTHBIX, KOTOPLIE DyayT Npo-
BOOMTLCS, U BKNOYatoLWeMm, no obcToaTensbCcTBam M HaaobHOCTK, cneayollee:

a) ocobble TpeboBaHua cepun UCO 10993 n Hay4vHble Lenn, KOTopble UCMbITaHUE A0MKHO AOCTUYb;

b) cyllecTBYIOLYO COOTBETCTBYIOLLYH MHOPMAaLMIO O COCTaBe N M3BECTHLIX KavecTBax uccrneayemoro
MaTepuana, a Takke ero Mcnonb3oBaHUM UN NNaHUPYeMOM MCNONb30BaHUM;

C) MPUYUHLI M 0DOCHOBAHME UCNONTBb3IOBAHUS XKUBOTHLIX (CM. 4.2);

d) AOKYMEHTaLUMIO UCTIbITaHWS, KOTopast A0MKHA BKNoYAaTh B ceds:

1) cTpaTteruo UcnbitTaHug (M. 4.5);

2) HayvyHoe 0DOCHOBaHME UCNONMb3YEMOro BMaa, ctagmm pasBuUTust, NTMHUA U Yncna, BKNoYarollee B
ceds pasmMepsbl rpynn n HeedDXOANMMOCTb NMO3UTUBHOTO U HEraTUBHOIO KOHTPONS (M. 4.21 4.4.1);

3) npounucxoxageHme n cocTosAHNE 340POBbA UCNOMNb3YEMbBIX XKUBOTHLIX; 0Cc0D0e 0BOCHOBAHME AOIMKHO
ObITb NpeaoCcTaBMEHO ANSI UCNONb30BaHUS HE cneLlnanbHO BeIBEAEHHBIX )KUBOTHLIX (CM. 4.6.1):;

4) noapobHOCTU CUCTEMBI yXo4a U KMBOTHOBOACTBA (CM. 4.6.1);

5) nogpobHoe onncaHne npoueayp K NpUMeHeHno U oxkngaemolX aaHHbiX (cM. 4.4.1, 4.4.2, 4.6.2
4.6.3);

6) peXumbl HAbNMOAEHUA N YCNOBUSI TYMAHHOCTU K BHEAPEHWIO M KOHTaKTHast MHopMaLuns KNtoveBbIX
COTPYAHUKOB (CM. 4.7);

/) MeToa 3BTaHasnm 0boCHOBaHME BbIDOpa MeTo4a K UICNONb30oBaHUIO (CM. 4.7.2);

8) noapodbHOCTU BbIDPaHHBLIX aHANMUMTUYECKOro U CTaTUCTUYECKOTOC METOA0B.

4.9 HapeXHOCTb pe3ynbTaToB UCMNbITAHUN U B3aUMHOE NpU3HaHUue AaHHbIX

B3anMmHoe npusHaHme gaHHbIX UCMbITAHUA MOXET 3HAYUTENTIbHO COKpaTUTh TpeboBaHUS UCTIbITAHWUA Ha
>XUBOTHbLIX U CMOCOBCTBOBATL CBOEBPEMEHHBIM 3TUYECKUM HOPMATUBHBIM pelleHUaM. INpn KaXXaomn BoO3MOX-
HOCTW MeTOobl UCNbITAHNWA ACITKHbI OCHOBBIBATbLCH Ha NPOTOKONAaX, NPU3HAHHBIX HA MEXOYHapOAHOM YPOBHE,
1 NPOBOANTBLCHA B COOTBETCTBUN C NPU3HAHHBIMM CUCTEMaMN rapaHTUK Ka4ecTBa, HarnpumMmep, B COOTBETCTBUM
CO CTaHgapTaMn HOPM NabopaTopPHOM NPaKTUKN.
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[MpnnoxeHwne A
(cnpaBo4HOe€)

O6ocHoBaHue pa3Butua aaHHon 4yactm UCO 10993

A.1 Obwme nonoxeHus

B npeane ocHoBHble TpeboBaHmna ctaHgaptoB MCO 10993 gonxHbel ObiTb yAOBNETBOPEHbLI 6E€3 NCNONB30BaAHUA
NCMNbITAHUN HA XXUBOTHbIX.

B oxXnaaHunm pasBntus, yTBEPXKAEHNA N 3aKOHO4ATENBHOIO NPUHATUA NMOAXOAALWLMNX anbTEPHATUBHbBIX METO40B TEC-
TUpoBaHuA 3agaden HacTosiwero ctaHgapta MCO 10993 asnaeTcsa cBeAeHNe K MUMHUMYMY Nobon Bonu n ctpaganus,
Bbl3BAHHbIX ONnpaBaaHHbIMW UCMNBITAHUAMMW HA XXWBOTHbIX.

A.2 TpHUMNBITYMAaHHOIO yXo4a v NCNOJSIb30BaHUA XXKMBOTHbIX

INvua, Nnanupyowme n NPoBOASALLMNE UCMNbITAHUS HA XXUBOTHbIX, AOIMKHbI UMETb COOTBETCTBYIOLLYIO KYNBbTYPY yX04a
N NogaepXmBaTtb NPUHUUN HEOTAENUMOCTU BNaronony4msi XXMBOTHbLIX M AODPOCOBECTHOIO HAY4YHOIo NOAXoAa.

B ocobeHHOCTM A0MmKHO BbITh caenaHo A4ob6pOCOBECTHOE YCUNNE KaK ANA CBEAEHUS K aDCONIOTHOMY MUHUMYMY
onpaBAaHHON 60NK N CTPpagaHns, KOTOPbIE MOTYT BbITb MPUYMHEHBI BO BPEMS UCCNEA0BAHUN HA XXUBOTHbIX, TAK U A5 ONpe-
aeneHns v NKBMaauum yuwepdba 3gopoBblo, CBA3AHHOIO C BbIBEAEHMEM, BblpallMBaHUEM, NMPOU3BOACTBOM, YXO40M U
NCNOMNb30BAHNEM }XUBOTHbIX A1 UCCNeaoBaHUN.

Bo MHOrMX cnyvasix TpebyeTcs peleHne 3KCNepToB AN CONOCTaBNeHUs NPOTUBOPEYaLLnX YCNOBUK ANs onpeaene-
HMA Hanbornee COBEPLLEHHOW N HAYYHO 0DOCHOBAHHOW CTPaTErMmn UCNbITaHMW. BO3MOXHO, NOTPpebyeTCs OAHOBPEMEHHbIN,

a HE NooYepeHbIn yHeT CTPaTENMN COKPaLLEHNS U YCOBEPLLEHCTBOBAHUSA AN CHUXKEHUA yepba 340POBbH0 XXUBOTHbIX.

B onpeaeneHHble MOMEHTbI MOXET NoTpeboBaTbCs paccMoTpeHne Bblbopa Haanexawero Mmetoaa TeCTUPOBAaHUA U
NPOTOKONA U3 psiga Hay4vHO NPUEMIIEMbIX CTpaTermn. B HEKOTOPLIX 0B6CcTOATENBCTBAX HANbonee COBEPLLEHHbLIN BAPUAHT
MOXET UCNONb30BaTh DONMbLIEE YNCNO XUBOTHLIX, HO U BONbLUE YCNOBUMA TYMaHHOCTU, NN MEHbLUEE YNCTIO XXUBOTHbIX
boneevyBCTBUTENBHOIO BMAa. [NpunnHtepnpertaumm nonoxeHunn ctaHgaptos cepum NCO 10993, OTHOCALWLMXCS K COKpaLLLe-
HUIO U YCOBEPLLUEHCTBOBAHUIO, HEOHBX0ANMO MOMHUTDL, YTO NOTEHUMANBbHbIE KOHPNUKTLI AOMKHbI ObITb NMPU3HAHbLI N OLIEHE-
Hbl HA OCHOBAHWUWM Y€TKOU MHPOpMaUUM U MHEHUA 3KenepToB. OKOHYaTENbHOE PELLEHNE MOXET 3aBUCETb OT MHEHUSA
3KCNEePTOB, HO HEOBXOAUMO 06EeCneunTb Hay4YHYHO 4OCTOBEPHOCTL NPU MUHMMM3ALUNK yulepba 340p0BbH0 XXUBOTHbIX.

[To aTOM NpU4MHE B AOKA3aTENbCTBO NPUHATUA HaANexauwlero peweHmnsa Heobxogmma nonHas Nnpo3pavHoCcTb pac-
CMaTPUBAEMbIX BAPUAHTOB, B3BELWEHHbIX PaKTOPOB N NPUHATBLIX PpeLleHn NP AeMOHCTPaUUN. Bbipaxas cBoe npodeccu-
OHalnbHOE MHEHME, NCcnegoBaTenu AoMKHbl BbITb TOTOBbLI NPodeCcCUOHaNbHO 0B60CHOBATL, YTO, NOYEMY U KaK Aenanochb B
CONpoBOANTENBHOW AOKYMEHTALWUWN.

A.3 AnbTepHaTuBa

AﬂbTepHaTMBOI;I, KaK MNpPaBuilio, HA3blBaeT1CH noobon MeTod NCIblTAHNA, I{OTOpblﬁ 3aMeHHAET NCTOJITb30BaAHUNE XXUBbIX
MNO3BOHOYHbIX KUBOTHbBIX 6ECHyBCTBEHHOF’I MOOETbI). Ha ,El,aHHblﬁ MOMEHT HE CYLLUECTBYET YTBEPXAEeHHbIX allbTEPHATUB-
HbIX METOAOB AJ1H4 MHOITNX aClEeKTOB buonornyeckou OUeHKN Mmartepunarnoe, UCnoJib3yemMmbl X B MEANUNHCKUX U3OETTUAX.

A.4 CokpaweHue

CoKkpalieHne onpeaensieTcsi Kak cBegeHne K HeobxoanMomMy MUHUMYMY YMCIa XXUBOTHLIX, KOTOPbLIX NIAaHUPYETCA
NCMONb30BAaTh B ONnpeAeneHHbIX Hay4HbIX uensax. [MoHsaTne BKovaeTt B cebs cTparernm, nabaensowme 0T HE0OX0AMMOCTH
HEHYXHbIX NccrnegoBaHum (BbIOOP TONBKO NOAXOASWMX NCCNea0BaHMM HA XXUBOTHbLIX U OOMEH AaHHbIMM ANA NMMKBUAaUnn
HEODXOAMMOCTU NMOBTOPHOIo TECTUPOBAHUSA). Kak cTparernsa ncnblTaHnm (NOPSAoK NpoBeAEeHUS U OLUEHKU TECTOB), TaK U
COCTaB MHAUBUAYAIIbHbIX TECTOB AOTKHbI ObITb MPUHATLI BO BHUMAaHWE MPU NPaKTUYECKOM NMPUMEHEHUN.

CTparervsa ncnblTaHUM 4ONXHa UCNONb30BaTh MHOTOYPOBHEBLIN UNK nepapxmyecknm nogxon. CKPUHUHIOBbIE TEC-
Tbl in vitro MOryT MHOrga UCrnornb30BaTbCH ANA onpeaerneHns marepuanoB, HENOAXOA4AWMNX AN UCMONb30BaHUA B MeN-
LMHCKUX N3OENnNsSIX HEKOTOPLIX BUAOB, U TAKOBbIE CKPUHUHIOBbLIE TECTHI N Vitro MOryT NUKBMANPOBATL HEODXOAMMOCTb
NOATBEPXAAWMNX NCCIEeA0BAHUN HA XUBOTHLIX. [1pn Apyrnx o6ctoaTeNbCTBaX OLUEHKa 0AHOIro BMONOrM4eCcKoro CBOUCTBA
MOXET yKa3aTb Ha gpyrne (Hanpumep, CUNbHbIE PA3apPaXXUTENUN KOXM TaKXe C DONbLLION BEPOSATHOCTLIO ABAITCH pasapa-
XKUTENSMU rnas), unu pesynbTtaTt NPoOHOro ncenegoBaHUs MOXET CHATb HEOBXOAMMOCTL NCMONBb30BAHUA AONONTHUTENb-
HbIX XXMBOTHbIX (HANpumep, CBUAETENBLCTBO ABHOIO rMasHoro pasgapaxeHust y 04HOro Kpornuka MoXeT ObITb 4OCTATOUHbIM
0151 XapaKkTePUCTUKN UCTIBITYEMOIO Marepuana).

MOXHO NOCTaBnTb NOA BOMPOC HEODXOAMMOCTL NaparnsenbHbiX, KAK UCTOPUHECKN CITOXUBLLUXCSH, TPYNN KOHTPOIS.
Ecnu napannenbHble KOHTPONKM 060CHOBaHbLI, HEOBX0AMMO PaACCMOTPETb COKPALWLEHME YMCIIa UCNOSTb3YEMbIX XXUBOTHbIX
NccneaoBaHMEM HECKONBKMX UCTIbITYEMbIX MATEPUanoB Ha 00LWEN KOHTPOIBHOW rpynne.

CocCTaB 3KCnepumMeHTa, BKNo4vasa 3aoMKCUPOBAHHbIE NOTOKN AAHHBLIX N UCTMONb3YEMbIE CNOCODbLI CTATUCTUYECKOIO
aHannaa, ABNAeTCs KIo4YeBOW BO3MOXHOCTBIO COKpaLLEHWSA NMPWY NITaHNpPOBaHNM U NPOBEAEHNN MHOAVUBUA YA bHbIX NCCTIe-
OOBaHUW.
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Yncno KMBOTHBIX HE AOMKHO ObITb CHMXKEHO B yLepb Hay4yHOW Lenu (Taknm obpasom co3gaBasi PUCK MOXKHbIX BbIBO-
0B UM HEODX0AMMOCTb MOBTOpA TeCTa C 6ONbLUINMM YUCIIOM XUBOTHbIX). YNCIO XXUBOTHbBIX TAKKE HE JOITKHO CHUXATBLCS,
ecnu nocneayowme n3aMmeHeHus1 B NnaHe UcnbiTaHnsa (Hanpumep, bonee arpecCBHbIE NPOTOKOMbI U MEHEE N'YMaHHbIe
YCNOBUS) MOIYT Bbi3BaTh AUCMPONOPLMOHANBHOE yBEeNuyeHue 6onm n ctpagaHumn, NPUHMHAEMbIX UCNOMNb3YEMbIM XXUBOT-
HbIM.

C Apyron CTOPOHbI, YNCIO XUBOTHbLIX HE AOMKHO YCTaHaBNMBaTLCS A4NA NPEA0CTaABNEHNA MAaKCUMarbHON CTaTUCTU-
YEeCKOW TOYHOCTU, ECINN TAKOBas He TpebyeTcs.

A.5 YcoBepLleHCTBOBaHWe

YCOBEPLLEHCTBOBAHNEM CHUTAETCH 00WAas cymma mep, MPUHATLIX ANS MUHUMM3auuu Oonu, cTpagaHusi, pac-
CTPOWCTB UK AONTroCPoOHHOro yuwepba 340poBbI0 XUBOTHbLIX, KOTOPbIE NCNOMBb3YIOTCSH B UCNbITAHUAX. Ero Takke MoXHO
paccmoTpeTb bonee NO3NTUBHO Kak Warun, NnpegnpuHAaTbie AN yrny4vweHnsa 6naroCoCTosiHUA NCMONb3YEMBbIX XKXUBOTHBbIX.

B HEKOTOPLIX LENAX MHEHWE SKCMEPTOB UCNONb3YyETCHA NPU BbIDOpe Hanbonee noaxoasawero Metoga nccneaoBaHus
N3 psiga Hay4vyHo 060CHOBAaHHbLIX MeTOAO0B. [1py BbiIBope N3 uncna paszymMmHoO U NPakTU4eCcKn A0CTYNHbIX METOA0B UCCNEeA0Ba-
HUS, CNOCOBHLIX NOKa3aTb pe3ynbTartbl, YAOBNETBOPSAOLWME HAYYHbIM TPEbOBaHMAM, BbIOOP AOMKEH ObITb CAENaH Ha
OCHOBe onpegeneHnss Hanbonee coBepweHHoro metoaa. Obbivanm m obwasa NpakTuka He ABNATCH NPUEMITeMbIMU
0DOCHOBaHUAMMN.

B HEKOTOPLIX LeNsX MHEHNE 3KCNEPTOB yYNTLIBAETCS NP Bbibope Hanbonee nogxogsawero BMAa XMBOTHOIMO U CTa-
anu ero passutus. [Npun BbIbope BUAa XMBOTHOMO M CTAANM €10 pa3BUTUSA, CNOCOBHLIX MOKa3aTh pe3ynbTaThl, YA40BNETBOPSI-
lowmne HaydHbiM TpeboBaHusiM, Heobxoaumo BbibpaTe BUA XWMBOTHOMO W CTaguild e€ro pasBuTUs C HaUMEHbLUEN
HENPOU3INYECKON HYBCTBUTENBHOCTBIO (B AAHHOM KOHTEKCTE — CNOCOBHOCTBLIO UCMbIThIBATEL 60Nb ¥ cTpaganme). Obbl-
Yyanm n obuwasi NnpakTruka He SIBMSITCA NpUuemMemMoiMm 060CHOBaHUSAMM.

Heobxogumo caenatb 4o6pocoBECTHOE yeunue Ans NporHo3a ¢ Lenbio NpegoTBpalleHUs], pacno3HaBaHus u obpa-
LLEHUS C HEraTUBHBIMU NOCNeACTBUAMU U BO3AENCTBUSIMU Ha 30POBbE (TAKUMMU, KaK HEMOCPeACTBEHHbIN pe3yIibTaT BMe-
lLaTenbCTBa, €ro NocneacTBUS N NpeackasyemMble OCINOXHEHUS ), C KOTOP bIMU BO3MOXHO CTOJTIKHYTBCS BO BPEMS OMNbITOB
Ha XXUBOTHbIX.

[Tpoueaypa NogroToBKM A0MXHA CBECTU K MMHUMYMY NM0BON CTpece, Bbi3abIBAEMbIN NOCNEAYIOWMMU UCMbI TAHUSAMMU
Ha }XWBOTHBbIX.

Bbinn paspaboTtaHbl n ctanu 4OCTYNHbI PA3NUYHbIE MHAEKCHI BMELATENBCTBA U CUCTEMbI OLEHKN DONME3HEHHOCTH
15 NOMOLLM B pacno3HaBaHUKW, permcTpauun n nHTepnpetaumm npmaHakoB npodnem 34opoBbs, BO3HUKAOLWMX B X04e
NCMbITAHMW HA XUBOTHbIX. Heobxoanmo paccMoTpeTb NX MCNOMb30BaHUE B UCMbITAHUAX, MPOBOAUMbIX HA XXMBOTHbIX OIS
OLIEHKM MaTepManoB, UCNONb3yeMbIX B MEANUMHCKUX n3genusix. [lpumepsl npuBeaeHs! B NpunoXenmm B.

KntoueBbIMM MOMEHTaMU ABNAITCH COOTBETCTBYIOLWMN PEXUM HADNIOAEHUS M KOMNETEHTHBIN NEePCOHAan, NoOAroToB-
NEHHbIN K DbICTPOW OLEHKE NPOBNEMHBIX CUTYaLMUN M YNTONHOMOYEHHbBIN MPUHUMATb HEODX0OANMBIE N CBOEBPEMEHHbIE KOP-
PEKTUPYIOLLNE MEPHI.

A.6 TpeboBaHNATYMAaHHOCTW

Tp86OBaHVIFI N'YmaHHOCTU O3HAYaAKT CBedeHne K MUHUMYMY CTpa,ﬂ,aHl«’lﬁ KNBOTHDbIX, obecne4ynBas NnpumMmeHeHne
HACKOJ1bKO BO3MOXXHO PaHHUX KOHEYHbIX TOYEK. Cy6I{.I'IHHH‘-IECI{He KOHEeYHbl€ TOYKU NnpeanovTutTelibibl KOHEYHbBbIM TOYKaAM,
NMnpMBOAALLNM K 3HA4YNTENBbHOW CMEPTHOCTMW.

pebOBaHNA TYMaAHHOCTU A0 KHbI ObITb pacCcUnTaHbl HA UCMONb30BAHUE B Pa3NUYHbIX CUTYaUUSX, HAaNpuMep, Koraa:
a) HaydHas uenb AOCTUIHYTa;
b) o4eBMAHO, YTO HAy4YHAA UENbHE MOXET ObITb AOCTUTHYTA (HANPUMEP, NPY CNy4YanHbIX 00CTOATENBCTBAX, AENato-
WMX NOTOK AAaHHbIX HEAEUCTBUTENBHbBIM);

C) nocnegyrowmn ywepo 340poBbIo NPEBbLILLAET ONPaBAaHHY HEODX0ANMOCTb NPOBEAEHUS NCMNbITAHUS.

aKknm 0b6pa3om, BO MHOTMX KOHTEKCTax TpeboBaHUA 'YMaHHOCTY PacnpoOCTPaHSAIIOTCH HE TOMNBbKO HA XKUBOTHbIX, KOTO-
Pbl€ YMUPAIOT MU NOKAa3bIBAOT APYIMe KIIMHU4YEeCKMe NPU3HaKn cepbe3HbiX npobnem 340poBbS.

COOTBETCTBYIOLWMN NOAAEPKMBAOWLMNA, CAMOTOMATUHYECKUN N OCODBIN yX04 Ans paspeweHus npobnem 3aopoBbs,
BO3HUKAIOLWNX B pe3yNbTaTe UCNbITAHUS HA XXUBOTHbIX, AOIMXeH ObITb ONpeaeneH 3apaHee n UCNnonb3oBaTbCH.

CmepTb (HE B pe3ynbTare 3BTaHa3nKn) He SIBNSETCH HEODX04UMON KOHEYHOW TOYKOW ONbITOB AN onpeaeneHmns bno-
COBMECTUMOCTU MaTepnanos MEANLUNHCKMX U3AENUN HAXNBOTHbLIX. CMEPTh XKXMBOTHbLIX B X04€ TAKUX OMbITOB A0OJIKHA ObITh
YETKO OTPaXXEeHa B AOKYMEHTaLUNN, 3asBNs0LWEN cooTBETCTBNE TpeboBanmnam ctaHaapToB MCO 10993 n MOXET B HEKOTO-
PbIX Cry4vasix CBMAETENBCTBOBATL O HECMOCOOHOCTU BHEAPWUTE BCE pasyMHble U NoagxoasWme BO3MOXHOCTU yCOBepLLe-
HCTBOBaHWA.

A.7 YcnoBusl cogepXaHud XXNBOTHbIX

A.7.1 YcnoBusa coaepXxaHusa myxon

B M,u,eaanoiﬁ CUTYyauunn yCrnoemnsd cogepKaHnd n yxogd 3a XUBOTHbLIMU B ﬂElGOpElTOpHFIX AOJKHbBI COOTBETCTBOBATb NX
d)M3H‘-IECI{MM Hy>XAdaM U YOA0OBINEeTBOPATb UXTNoBeadeH4YeCkue MHCTUHKTbI.

Psig dhakTopoB, CBA3aHHbLIX C pa3MeLlleHNEM U YXO40M, MOXET NOBPEAUTb 340POBbI0 NabopaTOPHbLIX XKUBOTHbLIX
/NN CHN3UTb HAAEXKHOCTb AaHHbIX, MONYYEHHbIX MOCNe UCCNeA0BaHMN HA XXUBOTHbLIX. B Uenom, ctaHgapThl coaepXaHus u

8
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yX04a AOJKHbI CBECTU K MUHUMYMY NOBbIE CTPECChI, BbI3BAHHbLIE TEM, YTO XXUBOTHbLIE HE MOTYT OTNPAaBNATE CBOU (DU3NYEC-
KWE HY>XAbl UINTN YOOBNETBOPSATL CBOU NOBEAEHYECKNE UHCTUHKTHI.

Onsa niobbIX OTCTYNNEHUN OT ONTUMAIbHBLIX COBPEMEHHbLIX METOA0B TPEDBYETCH KAk 060CHOBaHUE, TaK N 0O bSICHEHNME,
Kaknm 06pa3om TakoBble OTCTYNNeHus (Hanpumep, OANHOYHOE pasMeLlleHNne KOMMYHMKabeNbHbIX BUAOB, NMULLEHNUS HOP-
MalbHbIX YCIOBUM COAEPXKAHUSA) MOTYT NOBMUATE HA HAYYHYIO LEHHOCTb UCMbITAHUS HA XKUBOTHOM.

bbin BbiNyLWEH psig PYKOBOACTB N0 COAEPXKAHUIO U yX0AY, NPU3HAHHBIX HA HALUMOHANBbHOM U MEXAYHAPOAHOM YPOB-
He, HEKOTOPbIE NPUMEPLI KOTOPLIX YKa3aHbl B bubnmnorpadun.

A.7.2 YcnoBus OKpyXxarLwen cpeasbl

Pa0 DaKTOPOB OKPYKAIOLWEN Cpeabl MOXET HErAaTUBHO NOBNUATL HA bnaronony4mne nadbopaTtopHbIX XKUBOTHbLIX U/ UNK
NnoBpeanTb HAAEXHOCTU AaHHbIX, NOJSTYYEHHbIX OT UCCNea0oBaHNN HA XXUBOTHbIX.

dakTopbl OKpYXKaloLWeW cpeabl (Hanpumep, TeMnepaTtypa, BNaXXHOCTb, KAYECTBO BO3/yXa), KOTOPbIE MOIyT NOBpPE-
OUTb JOCTOBEPHOCTU NONMYYEHHbBIX AAHHbBIX TN NX UHTEPNPETaLUUN, A0NMXHbI ObITh YYTEHbI NPU NITAHUPOBAHUN NCCIEA0BA-
HUW Ha XUBOTHbIX. TAKOBbIE AOMKXHbI HABNIAATBCA U PENMMCTPUPOBATLCH BO BPEMS MCCNEA0BAHUN U BblTb NPUHSATBI BO
BHUMaHWE NMpu pacyeTax Npu OUEeHKe pe3ynbTaToB.

B obwem, ans obecneveHnss 4OCTOBEPHOCTU U BOCMPOU3IBOAUMOCTHY PEe3yrnbTaToOB UCCnegoBaHUN XUBOTHbIE 0I1-
XXHbI cogepKaTbCs NPU cTabunbHOW TemnepaType n bbITb 0becneverHbl NOAXOAALWLMMIY YCITOBUSMIN ANS YIPaBNEHUSA U KOH-
Tponsa nx mukpocpeas!. Heobxoamnmo naberatb KpanHMX 3HA4YEHUN BNaXXHOCTU BO34yXa.

Xopouwee Ka4ecTBO BO34yXa A0OIMKHO NO4AEPXUBATLCS BHE 3aBUCUMOCTU OT CKOPOCTU BO3ayXoobmeHa. B bubnnor-
padhumn coaepXmMTcad MHPOPMATUBHBLIN CNPABOYHbLIN MaTepuann.

A.8 3TnyeckKkana oueHKa

TpeboBaHus, BbIABUHYTbIE B HACTOSILLEM CTaHAAPTE, AONONMHAIOT U MHPOPMUPYIOT, 8 HE 3aMEHAIT COOON MECTHbLIE
N HaUMOHanbHbIE MONOXEHUS MO HE3ABUCUMOW 3TUYECKOW OLEHKE NCCNEAOBAaHUN HA )KUBOTHbIX.
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JanbHeUuwne pekoMmeHgaLMu no saMmeHe, COKpalleHU 1 coOBepLUeHCTBOBaHUIO UCNbITaHUN
Ha XXUBOTHbLIX

B.1 O6wmne nonoxeHuns

[1peanoxeHns nNo CoKpaweHuIo Yncna Ncnosib3yemMblX XMBOTHbLIX, COBEPLUEHCTBOBAHUIO METOAO0OB UCMNbITAHUWU OIS
CHWXXEHUS NN yCTPaHEHUS DONKU N CTPAAAHUS Y XXUBOTHbLIX U 3aMEHE NUCTMbITAHUW HA XXUBOTHbLIX APYrMMU HAYy4YHO 0BOCHO-
BaHHbIMW METOAAMW, HE TPEDYIOLWMMIN NCNBITAHUW HA XXUBOTHbLIX MOAENSIX, onucbkiBatoTcsa B B.2 — B.6.

[aHHoe npunoxexHne npegHasHa4vYeHo Ans BblAeNeHns n 00CyXAeHUS HEKOTOPbIX U3 TEKYLWMX OrPaHNYEeHNIN N npe-
NATCTBUN K NPUMEHEHUIO MPUHLUUNOB NYMaHHOIro nNpoBe4eHus OMNbITOB HA XXUBOTHbIX.

bubnnorpacomnsa oTmevaeT HEKOTOPbLIE COOTBETCTBYIOWME Nybnnkaummn, NnpeaocTaBnaowme ganbHenWyo NHOOP-
Mauuio No Bornpocam, 3atpoHyTeiM B Hactoswem ctaHgapte MCO 10993,

B.2 AnbTepHaTuBHbIE MeTOAbI

KoMmneTeHTHbIe OpraHbl, PUHAHCUPYIOLWLME areHTCTBA U YYEHbIe A0MKHbI OTAAaBaTb NPUOPUTET PA3BUTUIO, YTBEPXKAE-
HUIO N BHEAPEHWUIO B UCCNEA0BATENBCKYIO MPAKTUKY COOTBETCTBYIOWMNX anbTEPHATUBHBLIX METOA0B, KOTOPbIE 3aMEHSIIOT,
COKpPaLLAOT NN COBEPLUEHCTBYIOT OMbITbl HA XXKUBOTHBIX.

B.3 ObmeH aaHHbLIMUM ANA npeaoTBpaLLEeHNA HEHYXHbIX MOBTOPOB

Opranunsaumm — uvnensl MCO, onoBeleHHbIE OPraHbl, a TaKXKe nuua, perynupyrowme nnv NnpoBoasilme NCnbiTaHnS
Ha XXMBOTHbIX, NPU3bIBAIOTCSH K NONTHOMY MCNONBb30BAHUIO BCEX CYLLECTBYIOWMNX MEXAHN3MOB U K YCTAHOBNEHUIO AalbHEW-
lWnx cnocobos, obnerdaowmx nnu Tpedytowmx obmMmeHa JaHHbIMU BO N3BEXaHNe HEHYXXHOIO MOBTOPEHUA 1 ANns obrnerde-
HUSA NCNONb30OBaHUA COOTBETCTBYIOLWMX MaTEPUAanoB B MEAULMHCKUX N3OENNSAX, HACKONBKO BO3MOXHO DbICTPO U STUYHO.

B.4 Ba3bl AaHHbIX

B nomouwb N0 MMHUMM3aUUN HEHYXHbIX MOBTOPOB HEOOX0ANMO BBOAUTL, NOAAEPKNBATL M PACNPOCTPAHATb MEXAY-
HapoaHble Dasbl AAaHHbIX METOAOB UCCNEeAOBaHNA, UX AManasoHa U OrPaHUYEeHUr, a TakKe U3BECTHbIX DMOMOrmMyecKmx
CBOWNCTB U KNMHU4YECKOro NCNONMb30BAHUS MaTEPManoB, UCNOMNMb3yEMbIX B MEANLUVMHCKUX N3AENusiX.

B.5 CBeaeHne K MMHUMYMY NCNOJSIb30BaAHUA XXKWBOTHbIX

D,OJ'I}I{HO NnpoBoANTbLCH TOJIbKO MUHUMAlIbHOE YNCITO HaW bonee YCOBEPLWEHCTBOBaHHbLIX U OrpaBiaHHbIX NCMNbITAHUN
Ha XXUBOTHbBIX 4114 NoJiyHYeHnHd 3Ha4YUMbIX AaHHbIX OJ14H NOJTHOW OUeHKUN PUCKa 6e3 HACTOAHUSA HA MAaKCUMAaNbHOW CTaTUCTU-
YECKOW TOYHOCTW, KOrda TakoBard HEYMECTHaA.

B.6 lyonukauwnsn

MccnegoBatenu, npoBoasilWME WUCNbITAHMUSA HA XXUBOTHBLIX ANS1 YCTAHOBMEHUS DMOCOBMECTMMOCTU MaTEpPUarnoB
MEAULMHCKUX N3genun, n nuua, Bnageowme nony4YeHHbIMU JaHHbIMU, NMPU3bIBAOTCA K NyOnukaumm CBOMX METOA0B
NCCNeaoOBaHNSA M PE3yNbTAaTOB B XXypHanax ¢ MeXxayHapoaHbiM NPU3HAHUEM.
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CBefeHMdA 0 COOTBETCTBUU HaLMOHanNbHLIX cTaHAapToB Poccunckon Pegepalav cCbliNMOYHbLIM
MeXAyHapoAHbIM cTaHAapTam

Tadbnwuwua C.1

Obo3Ha4vYeHne CChINOYHOro MeXxXayHapoaHoro
O603HAa4YeHNne U HaMMEHOBaHUE COOTBETCTBYIOLLEro HAUUOHANBHOTO cTaHaapTa

cTaHpapTa
NCO 10993-1:2003 [[OCT P NCO 10993-1—2009 WN3genus meanumnHckmne. OueHka bnonorm-
YECKOro aencrema meagunumHcknx nagenmn. Yacte 1. OueHka v ncecneno-
BaHUSA
bubnuorpadcgus
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