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YTBEpXaOeH

1 BBEOEH B AencTBue
Mpukaszom deneparibHOro
areHTCTBa Mo TEXHUYECKOMY
perynmupoBaHuio 1 MeTposiormm
oT 3 ceHTab6psa 2009 r. N 315-ct

[laTa BBeOaeHus -
1 nronga 2010 ropa

HALUWMOHANbHbLIW CTAHOAPT POCCUACKOW ®EOQEPALINA
n3ngenmAa MEAULUUNHCKUE
OLIEHKA BUOJTIOMMYECKOIo OENCTBUA MEQULUIMHCKUX U3OENUNA
YACTb 2
TPEBOBAHUA K OBPALLEHUIO C XKWBOTHbIMU

MEDICAL DEVICES. BIOLOGICAL EVALUATION OF MEDICAL DEVICES.
PART 2. ANIMAL WELFARE REQUIREMENTS

FOCT P MCO 10993-2-2009
Mpeancnosue

Lenn wn npuHumMnbl cTaHgapTu3aumm B Poccuiickon degepaumm  yCTaHOBIIEHDI
depepanbHbIiM 3akoHOM OT 27 gekabps 2002 r. N 184-®3 "O TexHU4eckoM perynupoBaHumn”, a
npasua npMMeHeHust HaunoHarnbHbIX cTaHgapToB Poccunckon ®epgepauum - FTOCT P 1.0-2004
"Ctangaptumsaunsa B Poccunckon ®egepaunmn. OCHOBHbIE NONOXEHUS".

CBeneHus o cTaHgapTe

1. TlMogrotoBneH ABTOHOMHOM HEKOMMEpPYECKOW opraHmnsaumen "WIHCTUTYT Meauko-
Buonorunyeckux nccnegosaHun n texHonornn” (AHO "UMBUNT").

2. BHeceH TexHn4ecknm koMmuTeToM No ctaHaapTusaumm TK 422 "OueHka 6uonornyeckoro
DEeNcTBUA MeauLNHCKUX n3genmn”.

3. YTtBepxaeH wn BBegeH B pgencteume [lpukasom PepgepanbHOro areHTcTtea o
TEXHUYECKOMY perynupoBaHuio n metponorum ot 3 ceHTsabps 2009 r. N 315-c.

4. HacTtosawmn ctaHgapT WMAEHTUYEH MexayHapogHomy ctaHgapTy MCO 10993-2:2006
"OueHka 6uonorMyeckoro AenucTBus MeauumHckux wusgenun. Yactb 2. TpeboBaHus K
obpauteHnto ¢ xmBoTHbIMK" (ISO 10993-2:2006 "Biological evaluation of medical devices - Part
2: Animal welfare requirements").

Mpn npuMMeHeHMM HacTosLWero craHgapTa pPekoMeHAYyeTCA MWCnosnib3oBaTb BMECTO
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CCbINIOYHbIX MEXAYHapoAHbIX CTaHO4ApTOB COOTBETCTBYHOLLME MM HaUMOHAalbHble CTaHOApPThb
Poccuiickoni ®enepaunmn, cBegeHUst 0 KOTOpbIX NpUBEAEHbl B AOMNOMHUTENbHOM [punoxeHun
C.

5. BBeaeH Bnepsble.

MHdopmaumss 06 M3MEHEHMsIX K HacToswemy CcTaHgapTy nyobnukyetca B €XerogHo
n3gasaeMomM MHGOPMaLMOHHOM yKa3daTtene "HauuoHarnbHble cTaHaapThl", a TEKCT UBMEHEHUN U
NnonpaBoK - B EXeMeCA4YHO u3aaBaeMblX WMHPPOPMAUMOHHLIX YkasaTtenax “"HaunoHarnbHble
ctaHgapTbl". B cnydyae nepecmoTpa (3aMeHbl) UM OTMEHbl HacTosIWero craHaapTa
COOTBETCTBYHOLLEE YyBedOMSieHne OyaeT onybrnmMKOBaHO B E€XEMeCAYHO M34aBaeMoM
MHdOpMaLUNOHHOM yKasaTene "HaunoHanbHble ctaHgapTbl”. CooTBETCTBYOLWAA NHpopMaLnS,
yBEAOMSIEHWE W TEeKCTbl pasMellalTcs Takke B MHGPOPMaUMOHHOM cucteme obuiero
nonb3oBaHUA - Ha oduumanbHoM canTe PefepanbHOro areHTcTBa MO TeXHUYECKOMY
perynupoBaHuio 1 MeTPosSIorMm B ceTn VIHTepHeT.

BBeneHune

CobnogeHne nonoxeHun crtaHgaptoB cepum MCO 10993 "OueHka ©Guonormyeckoro
JENCTBUA MeaULMHCKUX n3genuin" no3sonut obecnevymTb CUCTEMHbIN NOAX04 K UCCreaoBaHuo
ounornorn4yeckoro AencTBUs MeaANLMHCKUX U3OENNNA.

Llenbio aTux cTaHOapToB He sBnseTca 06e3ycrnoBHOe 3akpensnieHne eauHoobpasHbIX
METOAOB WMCCNeaoBaHUM M UCMbITAHMKA 3a rpynnamMyv OAHOPOAHbLIX MEAUUMHCKUX U3Oenuin B
COOTBETCTBUM C TMPUHATON Kraccudukaumen wmx nNo BuUAy WM ONUTESNbHOCTU KOHTakTa C
opraHMamom 4ernoBeka. [1oaTomy nnaHuMpoBaHWe M NPOBEAEHUE UCCNEAOBAHUA N UCTMbITAHUN
AOJTDKHbI OCYLLECTBMATL CNeunanucTbl, UMetoLmne COOTBETCTBYHIOLLYIO MOArOTOBKY M OMbIT B
obnactu caHMTapHO-XMMMUYECKOW, TOKCMKONOrM4YEeCKon 1 BUonormyeckom oLeHOK MEeAMLMUHCKUX
n3genun.

Crangaptel cepumn  MCO 10993 4aBnawTCs  PYKOBOAAWMMM  OOKYMEHTaMu  Ons
NPOrHO3NPOBaHNA U UCCNegoBaHUst OMONOrnM4yeckoro AENCTBUS MEeOULMHCKUX U3OEenun Ha
ctagun BblbOpa MaTtepuanoB, nNpeaHasHavyeHHbIX AN WX WU3roTOBMEHMS, a Takke Ans
nccnegoBaHUM roToBbIX N3OENUN.

Hactoawumn crangapt pasgensdeTr uenb 3TUX cepun, nopaepxuBasi anbTepHaTUBHbIE
MeTOoAdbl MyTEM MaKCUMasnbHOro MNPUMEHEHUs Hay4YHO OBOOCHOBaHHbLIX uccrnegoBaHun 6e3
NCMONb30BaHMS XMBOTHbLIX Mogenem u nytem obecneyeHnss rymaHHOro noagxoga B
COOTBETCTBUN C OOLLEMNPUHATBIMM 3TUYECKMMU W HAyYHbIMW MNPUHUMNAMW NPU NPOBEAEHUN
NccneaoBaHNin Ha XXMBOTHBIX 4N OLEHKN BMONOrMyeckmux CBOMCTB MaTepmanos, UCNOMNb3yeMbiX
B MEAULIMHCKUX U3Oenusix.

MpumeHeHne Takmx rymaHHbIX METOAOB WCCREeAOBaHWUSA, BKMNHOYas BbICOKME CTaHOApPThI
yxoda 3a XMBOTHbIMM W KX cogepXaHus, CnocobCTBYOT Kak obecnevyeHuto HayyHoW
0DOCHOBAHHOCTM WUCCNeAdoBaHWW, TakK W YyNydwWeHuto ©OnaroCoCTOAHUA  UCMNONb3yeMbIX
YKUBOTHBbIX.

B cepnio MCO 10993 BxogsaT cneaywowme 4actu nog obwwmm HasaHuem "M3penus
MeauuuHckne. OueHka buonorn4yeckoro 4encTemns MeauLMHCKNX n3genmn':

YacTb 1 - OueHka n uccnegoBaHus;

YacTb 2 - TpeboBaHus K 0OpaLLeHnto C XNBOTHbLIMU;

YacTtb 3 - VccnegoBaHusi reHOTOKCUYHOCTU, KaHLLEPOreHHOCTU U TOKCUYECKOro LEeNCTBUS
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Ha penpoayKTUBHYH OYHKLINIO;

YacTtb 4 - ccnepoBaHue usgenun, B3aMMogencTBYOLWUX C KPOBbIO;

YacTtb 5 - iccnegoBaHne Ha LIUTOTOKCUYHOCTL: MeToAbl in Vitro;

YacTb 6 - lccnepoBaHne MECTHOro AeNCTBUA Nocne MMnnaHTauuu;

YacTtb 7 - OcTaTouHOE cogepxaHne aTUNeHokcMaa nocne crepunnsauum;

Yacte 9 - OCHOBHble NPUHUUMNBLI WMOEHTUUKALUM U KONMYECTBEHHOro onpeneneHus
noTeHumMarnbHbIX NPOAYKTOB Aerpagaumm;

YacTtb 10 - UccnepgoBaHne pasapaxatolero 1 CEHCMbunmanpyowero 4enNCTems;

YacTb 11 - iccnepoBaHmne oOLLETOKCMYECKOro AENCTBUS;

YacTtb 12 - NpurotoBneHne npob 1 ctaHaapTHble 06pasupl;

Yacte 13 - VgeHTudukauna v KonudecTBeHHoe orpefeneHve npoaykToB Aerpagauum
NONIMMEPHbIX MEAULIMHCKUX U3Oenni;

Yacte 14 - VlgeHTUduUKauna u KonudecTBEHHOoe orpefeneHve npoaykToB Aerpagauum
N3genmn n3 Kepamuku;

Yacte 15 - VgeHTudukauna v KonudecTBeHHoe orpefeneHve npoaykToB Aerpagauum
n3genun n3 metannos 1 CniaBoB;

Yactb 16 - MogenupoBaHue 1 uccrnegoBaHne TOKCUKOKUHETUMKM NPOLYKTOB Aerpagaumm v
BbIMbIBaHUS;

YacTtb 17 - YcTaHOBNEHME NOPOroBbIX 3Ha4YEHUN ANS BbiIMblIBAEMbIX BELLECTB;

YacTb 18 - ccnegoBaHne XMMUYECKNX CBOMCTB MaTepuarnos;

Yactb 19 - WccnepgoBaHne U3MKO-XMMUYECKUX, MOPAOSIOrMYEeCcKnX 1 Tonorpadpunyeckmx
CBOWCTB MaTepunanos;

Yacte 20 - T[lpuHumMnbl M MeToObl MCCReaoBaHUS MMMYHOTOKCUMYECKOro [OenCTBUSA
MeONLMHCKNX N3Oenun.

1. O6bnacTtb NnpuMeHeHN

HacToawumn cTaHpapT npegHasHayeH ans NPUMEHeHs opraHusauusimu,
3aKasblBaLWMMK, MAAHUPYOLWMMA U NPOBOASAWMMM  UCTbITAHUSA UMW aHaNU3UPYHOLLMMK
AaHHble MWCCNeaoBaHUN Ha >XUBOTHbIX, MNPOBEAEHHbLIX ANl OLEHKM OMOCOBMECTMMOCTM
mMaTepuanoB, npefaHasHa4YeHHbIX AN UCMNONb30BaHUSA B MEAULIMHCKUX M3OeNUsaX, UMK camux
MeOVUUHCKUX u3aenuin. Hactoswuin ctanHgapT ycTaHaBnMBaeT MUHUManbHble TpeboBaHus,
Heobxoaumble AN obecrnedyeHust U CBUAETENbCTBA TOrO, YTO ObINMM MPUHATLI HEObXoaUMbIE
Mepbl K YCINOBUSIM COAEPXKaHUS KUBOTHbIX, WUCMONb3YEMbIX B MWCMbITAHUAX ANS OLEHKU
BGMOCOBMECTUMOCTI MaTepurarnoB, NPUMEHSAEMbIX B MEAULMHCKUX U3AennsX.

HacTtosilumin ctaHaapT COAEpPXUT COBETbl M pekomeHaauun, crocobceTByowme Gyayliemy
COKpallleHN0 0bLero 4ucrna WUCMonb3yeMblX >XKUBOTHbLIX, COBEPLUEHCTBOBAHMIO METOOB
NccnegoBaHUs ONsl YMEHbLUEHUS UK YyCTpaHeHUst 6Gonu 1 cTpagaHui y KUBOTHbLIX, a Takxke
3aMeHe MCMNbITaHWA Ha >KMBOTHbIX APYrMMW Hay4yHO OOOCHOBAHHLIMW CpPeAcTBaMWU, He
TPEOYHOLLMMN TECTOB Ha XXMBOTHbLIX MOAENAX.

HacTtosawmin ctangapT NPUMEHUM K UCTbITAHUAM, NPOBOAUMBIM Ha >XMBbLIX MO3BOHOYHbIX
KMBOTHBIX (3@ MCKITIOYEHMEM YenoBeka), ANs YCTaHOBMeHMs GMOCOBMECTUMOCTN MaTepuarnos
UM MeOULMHCKUX N30enun.

HacTtosilumin ctaHgapT He OTHOCUTCS K UCMbITAHUSIM, NPOBOAMMbIM Ha GECNO3BOHOYHbIX
XMBOTHbIX M APYrMX HU3LIMX popMax, a TakkKe K UCMbITaHUSIM, NPOBOAMMbIM Ha OTAENbHbIX
TKaHAX M opraHax, B3siTbIX Y MO3BOHOYHbIX XXMBOTHbIX MOCMe 3BTaHa3un (3a WUCKIOYEHUEM
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NonoXeHnn no Guonornyeckomy Buay, UICTOYHUKY, OBLLEMY COCTOSHUIO, YXOA4Y U YCIOBUSM).
2. HopmaTuBHbIE CCbINKK

B HacTosiLLem cTaHgapTe ucnonb3oBaHa HopMaTMBHas CChifika Ha CrneayoLnin CTaHaapT:
NCO 10993-1:2003. OueHka bnonornyeckoro JencTensa MeauumHcknx nagenmn. Yactb 1.
OueHka 1 uccnenoBaHus.

3. TepMuHbI 1 onpegeneHus

B HacTosiwem ctaHgapte npumeHeHbl TepmuHbl no MCO 10993-1, a Takke cneaywowme
TEPMUHbI C COOTBETCTBYIOLLNMU OnpeaerieHNsMU:

3.1. AnbTepHaTuBHbIN MeTod: Nbon MeTon MccnenoBaHus, KOTOPbIA 3aMeHsIeT TEeCT C
NCMONb30BaHMEM XMUBOTHbIX MoOJerien, COKpawaeT YMCIO MWCMNOSib3yeMbIX XUBOTHbIX WK
COBEPLUEHCTBYET NPUMEHSAEMbIE NpoLeaypbl.

3.2. XKusoTHoe: nwboe XMBOE MNO3BOHOYHOE, HE SABMANLIEECA YenoBekoM, 3a
NCKNIYEeHNEM He3penbiX hopM NepBor NOMTOBUHbI TMCTALMUN.

3.3. cnbiTaHme Ha XUBOTHbIX: Nt060E MCNOMb30BAHNE XMBOTHLIX B HAYYHbIX LENsx.

MpumeyaHus

1. OnpegeneHne "ucnbiTaHME Ha XMBOTHbIX" He BKN4YaeT B ceba gencTeum
oOLlenpmM3HaHHOMW BETEpPUHAPHOM MNPaKTUKW, MpUMEHAeMon Anst 6nara >XUBOTHOMO UMM UX
rpynnbl, YacTbld KOTOPOW OHO SBMSIETCHA; 0OOWEenpuM3HaHHbIX METOOOB >XMBOTHOBOACTBA ANS
perynauun unm COXpaHEHUs XUBOTHOMO UMM WX TPYMMbl, YacTbi) KOTOPOM OHO SBMSIETCH;
KNnemMmeHnss meTtogamu, KOTopble Bbi3blBalOT He Bonee 4yem cekyHaHyk ©onb unu cTpagaHue;
3BTaHa3nIo.

2. MNpepynpexaeHne 6onu, cTpagaHvi, paccTponcTBa UNu OnuTenbHoro yuiepba nytem
3(PPEKTUBHOIO UCMONb30BaHMUS aHECTE3MU, aHaNbreTUKoB U Opyrmx MeTonoB, MNPy KOTOPbIX
XMBOTHOE He 4YyBCTBYET 6onu (Hanpumep, geuepebpaumns), He 03HaA4YaEeT, YTO Takne ucnbiTaHnUs
Ha XXMBOTHbIX HE NoanagarT nog 3To onpeaeneHue. Micnonb3oBaHne aHeCTe3nn, aHanbreTMKoB
Unu Opyrmx METOAOB, NMPU KOTOPbIX XMBOTHOE HE 4YyBCTBYET OONKM, paccmaTpuBaeTCsa Kak
HeoTbeMemMasi YacTb UCMbITAHUSA HA XXUBOTHbIX.

3.4. KoMMNeTeHTHble OpraHbl: OpraHbl, Ha3Ha4YeHHble WNU MNPU3HAHHbIE HaLWOHAaNbHbIM
NpaBUTENBLCTBOM OTBETCTBEHHLIMU 3a Habno4eHME, PYKOBOACTBO UMW PErynsaumnio UCMNbITaHUI
Ha J>KMBOTHbIX, WMAW pasBedeHne W MOCTaBKy creunanbHO BbIBEAEHHbIX >XMBOTHbLIX ANs
NCNonb30BaHMs B TakuUX UCNbITaHUAX, Nognagarowmx nog AaHHyto yacte MCO 10993.

3.5. OBTaHasus: TryMaHHOe YyMepLUBMEHNE >XMBOTHOIO METOAOM, MNPUYUHSAIOLNM
MUHUMaNbHOE PM3NYECKOE U NCUXNYECKOE CTpadaHue.

3.6. YcnoBusi rymMaHHOCTWU: 3apaHee onpefesieHHble KpUTepUn W  Mepbl, KOTopble
Heob6XoaMMO BHEAPUTb ANt YMEHbLUEHUA UNKU yCTpaHeHus 60nm n cTpagaHvui, Bbi3blBAEMbIX
UCMbITAHUSIMW Ha XXMBOTHbIX, KaK TOMbKO HayyHble uenn Obinn AOCTUrHYTbl UK Kak TOJSbKO
OblNO 0OCO3HAHO, 4YTO TakoBble He OyayT OOCTUrHYTbI, UMM KOrga BO3HUKLLIME NPOGnembl
Onaronosnlyymsi >KMBOTHbIX HEOOOCHOBAHHO MPEBBLILAKT BaXHOCTb, LUENb WAN XapakTep
NCNbITAHUS.

3.7. TllpouenypHass MOAroToBKa: NpeaBapuTenbHasi MOArOTOBKA M akknMmaTu3aums
XMBOTHbIX K BMELLATENbCTBAM, NMPOBOAVMbIM MPU UCTbITAHUM HA XXMUBOTHbLIX, AN MUHUMU3aL MK
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cTpecca XXUBOTHOIoO Npu NpoBeAeHNN UCCNeaoBaHNS.

3.8. lMpoTokon: AOKYMeHTauus, MOArOTOBMIEHHAs OO0 MNpPOBEAEHMS WUCCNeOoBaHWA Ha
XMBOTHBIX, BKMoYaoLwasa B cebs obocHoBaHMe, 06bACHEHME U MeToA UccrneaoBaHna (Bkovas
Hay4Hbl€ U N'yMaHHbI€ acnekTbl) ANg NCCNeAOBaHUM Ha XXUBOTHbIX.

3.9. CneumanbHO BbIBEJEHHOE XWBOTHOE: INOOOE XMBOTHOE, BbIBEAEHHOE AN €ro
NCNONb30BaHMA B UCMbITAHUSX HA >XWMBOTHbLIX MOLENSX WNW AN APYruxX MccrneaoBaTenbCKuX
NN HaY4YHbIX Lienen.

3.10. CokpawieHue: cokpaweHune Ao abComTHOrO MUHUMYMa 4YUCha KUBOTHbIX,
NCNonb3yeMbiX B UCMbITAHUM C ONpeaerieHHON Hay4YHOW LIENbIO.

3.11. CoBepLleHCTBOBaHME: COBOKYMHOCTb Mep, MPUHATBIX ANs OXpaHbl 340pPOBbSA
nabopaTopHbIX XMBOTHbIX, CBOOSALWMX K MUHMMyMY ntobyto 6onb, cTpagaHue, pacCcTpoOMCTBO
NN ONrOCPOYHbIN yLepb 300pOBbIO0 MCMOMNb3YEMbIX XKUBOTHbIX.

3.12. 3ameHa: nwbon Hay4yHO OOOCHOBAHHLIN M Pa3yMHO W MPAKTUYECKN AOCTYMHbIN
MeTO[ UCCNeaoBaHus, KOTOPbIA MOMHOCTBLI MMM YaCTUYHO 3aMEHSET UCMOMb30BaHME XXMUBbIX
NMO3BOHOYHbIX >XMBOTHbIX METO4aMW WCCNedoBaHUs, KOTOpble HEe MOryT noTeHuManbHo
NPUYNHUTL 60Nb U CTpagaHUe XXNBOTHbLIM.

3.13. JlabopaTopHoe XMBOTHOE: Ntoboe XMBOTHOE, UCMOMb3yeMoe B TecTax in Vivo unu
AnNs NpefocTaBneHnst TKAHEN Ons TeCTOB €X Vivo U in vitro.

3.14. Y1BepxaeHue: odumumanbHbii NpoLecc, NyTemM KOTOPOro B onpedeneHHbIX Lensx
yCTaHaBNMBAaKTCA HAAEXHOCTb U CyLLECTBEHHOCTb METOAA UCCIEeA0BaHNA.

4. TpeboBaHus

4 1. O0LKe nonoxeHus

Hactosawmin crtaHgapT ycTaHaBnMBaeT OCHOBHble TpeboBaHUA Npu  pacCMOTPEHWUM,
NIaHUPOBaHMM WM BbLINOSTHEHUN UCMbLITAHUA HAa >KMBOTHbLIX AN OMONOrMYeckom OLEHKM
MaTepuarnos, UCNOSb3yeMbIX B MEANLMHCKNX U3OENnsX.

HacTtoawun ctaHgapTt pa3pabotaH ansa 3awmTtbl 651arononyymns XMBOTHBIX, UCMOSb3YyEMbIX
B Ouonornyeckon oueHke maTepuanoB ANS MeaUUMHCKUX usgenui, 6e3 yuwepba HaydHowm
000CHOBaHHOCTM pe3ynbTaTOB UCCEA0BaAHUSA U BbINOTHAEMOW BNOCNEACTBUM OLIEHKN pUCKa.

OcHoBHOW 3agaden HacTosILEro ctaHgapTa sIBMsieTcss He0B6XOoAMMOCTb NOATBEPXKAEHUS,
YTO YCINOBUS COAEPXaHUS XMBOTHbBIX ObITM COOTBETCTBYIOLIMM 0Bpa3oM pacCMOTPEHbLI Npw
NPUHATUN SKCNEPTHOrO peLleHnst Mo OMOoNorMyeckon OLEeHKe MaTtepuanoB MeOULMHCKOro
n3gennua  n  YTO  MNPUHUMMBLI  TYMAHHOINO 3KCNEepuMMEHTanbHOro noaxoga Obinu  4eTKo
NCnonb30BaHbl NPY NANaHNPOBAHUN U NPOBEAEHUN UCTIbITAHUIA Ha XNBOTHbIX.

Hactoawun crangapt MCO 10993 Ttpebyetr, 4T06bI HEOGXOOMMOCTbL MNPOBEOEHMS
UCMbITaHUS Ha XMBOTHbLIX Oblna onpaBgaHa, a nobble 6onb, cTpagaHne, PacCTPOMUCTBO UMK
AO0NroCcpoYHbI ywepd 300pOBbI, NPUYUHAEMBbIE BO BPEMSA HEOOXOOMMBIX MCCReaoBaHUN Ha
XMBOTHbIX, ObINTM CBEAEHbI K MUHUMYMY.

Hactoawmn crangapt MCO 10993 yctaHaBnuBaeT OCHOBHble TpeboBaHusA, KoTopble
3awuwaoT 6narononyyvme XuBOTHbIX, CBOASA K MMHMMYMY ©G0fb U CTPecc, NPUYUHSAEMbIE NPU
pPacCMOTPEHUN NI MPOBEAEHNN UCCIIEA0BAHNIN HA XXMBOTHbIX, MyTEM:

a) YCTaHOBIMEHUSA oOrnpefesieHHbIX pPaMoK, KOTOopble OTpaxakwT COOTBETCTBYHOLLME
3TUYECKME U, BO MHOTUX HOPUCOMKUUAX, NPABOBblIE HOPMbl MO OTHOLLUEHMIO K MCMOJIb30BAHWUIO
XMBOTHbIX B 3KCMEPUMEHTANbHbIX UM APYTMX HAYYHbIX LEensx;

b) cBegeHuss K MUHMMYMY 4MCra MWCCrEeOOBaHUM Ha >KMBOTHbLIX COOTBETCTBYHOLLMM
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NpUMeHeHneM Hay4yHon nutepaTtypbl, obMeHa nHdopMaumen, yTBepKOEHHbIX anbTepHaTUBHbIX
METOLOB U COOTBETCTBYIOLLMX TECTOBbIX CTPATENn 1N NNAHOB UCCNEAOBaHUS;

C) cBefeHust K MMHUMYMY ntobon Bonn, cTpagaHusi, pacCTponcTea UNU A0SITOCPOYHOro
ywepba, npUYUHSAEMbBIX  KMBOTHbIM, MPUMEHSIEMbIM B MCMbITAHUAX AN OLEHKK
BMOCOBMECTUMOCTM MaTepuarnoB, MPUMEHAEMbIX B MeAMUMHCKMX u3genusax, TpeboBaHnem
Hagnexawero MCMNofb30BaHNA  COOTBETCTBYHOLUMX anbTepHATUB MO  COKPALLEHUIO U
COBEPLLUEHCTBOBAHUIO;

d) nopaepXvMBaHUSA YCTOMYMBBLIX BbICOKMX CTaHOAPTOB COAEpXaHua W yxoga Ans
obecneyeHns kak 6narononyyns UCNonb3yeMblX XUBOTHbIX, Tak N Hay4HOM OBOCHOBAHHOCTU U
BOCMPOM3BOAMMOCTU MOMNYYEHHbIX AAaHHbIX.

B oTMx uensx nnaHupoBaHuMe U MpoBedeHue uccnefoBaHnin BGUOCOBMECTUMOCTU
MaTepuarnos, UCNOSb3yeMbIX B MEANLMHCKNX U3LENUSIX, HA XMBOTHbIX ByayT dhopmMmpoBaThCa U
BKMOYaTb B ceba Hagnexawme ctpaTernm Ang 3amMeHbl, COKpalleHUs U COBEePLUEHCTBOBAHNS
nccnenoBaHi Ha XXMBOTHBIX.

3aka3 uccrnegoBaHMn Ha KUBOTHbLIX 6e3 nomcka M nosiydYeHust TakoBOW MHGOpMaLmu,
BbIMOSTHEHNSI TaKOBbIX PELIEHUA WU BHEAPEHWUS TAKOBbIX Mep He BbIMNOMHAET OCHOBHbIX
npeanucaHnm Hactosuwero ctaHgapta MCO 10993.

MpumeyaHme - 3T NPUHUMNLI, KaK U OCHOBHble TpebOoBaHUA HacToAWlero crtaHgapTa,
MOryT TakKe OTHOCWUTbCS K WCMbITaHMAM Ha >KMBOTHbIX, MPOBOAMMbBIX Ha Martepuanax ans
MEeAVLMHCKMUX N30ennun n MeANLMHCKNX U3Oenusx B APYrnx KOHTEKCTax.

4.2. O60cHOBaHME UCMbITAHUIN Ha XXUBOTHbIX

Ecnn Hagnexawias npeaocTopoXHOCTb TpebyeTtca gns obecneyvyeHus Ge3onacHOCTU
YyenoBeKka, WUCMbITAHWE Ha >KMBOTHbIX B LENsX AOSMKHON OGWONOrM4eckon XapakTepucTuku
MaTepuarnos, UCNOSb3yeMbIX B MEANLIMHCKNX U3OENUSX, SBNAETCA NpUemMnemMbiM.

B cepumn ctangaptoB MCO 10993 mcnbiTaHNA Ha XMBOTHbIX CYMTaOTCA OOOCHOBaHHbLIMM
TONbKO B CnefyoLwmx crnyyvasx:

- nony4yaemble B pe3yfnbTaTte AaHHble HeAOCTYMHbl APYrMM NyTem, HO Heobxoanmbl Ans
Hagnexawen XxapakTepucTukM WUCNbITyeMOro Martepvana B KOHTeKkcTe ero 6yayuiero
NCNorb30BaHu1s;

- NOAX0oAdALMIA Hay4YHO OBOCHOBaHHbLI MeTof TecTupoBaHust 6€3 MCNoNb30BaHNS KUBbIX
XXUBOTHbIX MOenen HeJOCTYNeH C pa3yMHOWN U NMPaKTUYECKON TOYKN 3PEHNS;

- ObiNnn onpegeneHbl U BHeAPEHbl COOTBETCTBYHOLLME CTpaTerMm COKpaweHus W
COBEPLUEHCTBOBAHUA, BKIoYad npuv HagoOHOCTM nMofydYeHue [AaHHbIX WCCredoBaHUn OT
N3roToBMTENEN U MOCTaBLUMKOB M M3YyYEeHMEe HayyHOW nuTepaTypbl Ha NpeameT OaHHbIX Mo
TOKCMYHOCTN N BUOCOBMECTUMOCTH.

Bo wuns3bexaHne HEeHyXHbIX MNOBTOPEHMMA Neped HayarnoM MWCMbITaHUA AONs  OLEHKM
BMOCOBMECTUMOCTM MaTepuanoB B MEAUUMHCKAX U3OeNnuaX Ha XUBOTHbIX Heobxoammo
NPOBECTM M OTPas3nTb AOKYMEHTanbHO 0630p CyLlecTBYyOLWEN COOTBETCTBYOLWEN MHGOpMaLmm
O CBOMCTBax TECTUPYEMOro maTepuana. 3T0 BKMOYaET pa3dyMHble JeNCTBUSA, cnocobCcTByoLWmne
0OMeHy nHpopmaumen.

McnbiTaHnsa Ha XXUBOTHbLIX CHYUTAOTCS OOOCHOBaHHbLIMU, TOSTbKO €CNU:

a) ObiNn [okasaHbl WX COOTBETCTBME W HAOEXHOCTb AN Uenen, B KOTOPbIX OHM
NPUMEHSAIOTCS;

b) nonyyaemble f[aHHble HeobxoouMMbl ANA  AOMMKHOM XapakTEPUCTUKM U OLLEHKM
TECTMPYEMOro Matepuarna B KOHTEKCTE, B KAKOBOM OH ByaeT ucnonb3oBaTbCs B MEAMLMHCKUX
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n3penusx;
C) Hay4YHO OBOCHOBAHHbLIN METOA TECTUPOBaHUS, HE TPEOYOLWMIA NCMONb30BaAHUS KUBbIX
XUBOTHbIX Moenen, HeJOCTYNeH C pa3yMHOW U NMPaKTUYECKON TOYKN 3PEHNS;
d) 6bInn onpeaeneHbl U BHEAPEHbI ApYyrMe COOTBETCTBYOLIME U Nogxoaslime cTpaTernm
MUHUMM3aUMM Bonu, cTpagdaHuh, PacCTPOMCTB U OONTOCPOYHOro yuiepba wucnosib3yemMmbiM
XWBOTHbIM.

4.3. KoMneTeHTHOCTb NepcoHana

McnbiTaHns Ha XXMBOTHLIX LOSMKHbI MaHNUPOBaTbCS, MPOBOANTLCS M TONKOBATLCS NULIAMU,
KOMMNETEHTHbIMM B BbIMOSTHEHMM HA3HAYEHHbIX UM (DYHKLIA.

McnbITaHUs Ha XXMBOTHBIX OOMKHbI NSI@aHMPOBATLCS M NMPOBOAUTLCS C y4acTUEM NepcoHana
C ONbITOM BeTepuHapun, paboTbl ¢ nabopaTopHbIMU XXMBOTHBIMK, XMBOTHOBOACTBA M yXxo4a 3a
YKMBOTHbIMMW.

MogpobHOCTM KOMMETEHUMW NepcoHana C TOYKM 3peHust OonbiTa, KBanudukaumum u
NnoaroToBKU (BKMOYasi NoBblleHME MpodhecCMoHanbLHON KBanudukauum) ansi cooTBETCTBUSA
3TNM TpeboBaHMSM O0SMKHbI ObITb OTPaXKeHbl AOKYMEHTarbHO.

MpumevaHne - HecmoTpa Ha To, 4TO HactodAwwmnm ctaHgapt WMCO 10993 He
npegycMmaTpuBaeT OOBLEKTUBHOINO YTOYHEHUSA, CUMTAETCA BaXKHbIM, 4YTOObI Nuua, 3aHATble B
NpoBeAEHMM UCCNEeLOBaHUA Ha XMBOTHbIX, MOKa3biBann 3ab0TNMBOE U yBaXUTENbHOE
OTHOLUEHME K MCMNOJSIb3YEMbIM XXMBOTHbLIM, T.€. YTOObI Y HUX OblNna COOTBETCTBYHOLWAA "KynbTypa
yxoga".

4.4. lNnaHnpoBaHWe 1 NPOBEeAEHNE UCMbITAHUNA HA XXUBOTHbIX

4.4.1. Obwme NnonoxeHns

Bbibop 1 cocTtaB MCNbITAHUI Ha XUBOTHLIX AOIMKHbI COOTBETCTBOBATb ONpeaerieHHbIM
Hay4YHbIM LENAM MCccnegoBaHMs NpUM MUHUMM3AUUKM OOnKM, CTpagaHusi, PacCTPOMCTB WK
AONrocpoYyHoro yuiepba, kKoTopble MOryT ObiTb MPUYNHEHBI NabopaTOPHbLIM XXMBOTHLIM.

Kak ykazaHoO B 4.2, MCNbITAHUA Ha XMBOTHbIX OOJHKHbI MPOBOAUTBLCH, TONBbKO €CNu
Tpebyemasas uHdopmMaums, Heobxooumasi Onsi XapaKTEepUCTUKM UCMbITyeMOoro maTepuana,
HegOCTynHa ApYyrMMm nNyTeM U NOAXoAsWMiA HaydyHO ODOOCHOBAHHbLIN METOA TECTUPOBAHUSA, HE
TPeOyoLWmMA  MCNOMNb30BaHNA XXMBbLIX XXMBOTHbIX MOAENEeNn, HeOoCTyneH C pas3yMHOM W
NPaKTU4ECKON TOUKM 3PEHUS.

lMocne paccMOTpeHNs MOAXOOSAWMX W Pa3yMHO [AOCTYMHbIX BO3MOXHbIX CTpaTerum
3aMeHbl, COKpaLLEeHUs U YCOBEPLLEHCTBOBAHNA N A0 NPOBEOEHUS UCCNEA0BAHNA HA XXUBOTHbIX
OCHOBHbIE UccreaoBaTeny U/mnm CNnoHCoOpbl AOMKHbI NOATBEPANTD U OTPa3UTb AOKYMEHTAarbHO,
4YTO HUKaKMe Apyrue cTtpaTermm 3amMeHbl, COKpaLLEHNS UM YCOBEPLLEHCTBOBaHMS He TpebytoTcs
ANS MMHUMM3aummM yuepba 6narononyymto XXMBOTHbLIX B J@aHHOM UCCReAoBaHUN.

MpumeyaHue - B HEKOTOPLIX Ccriydyasix MoryT notpeboBaTtbecs NPOOHbIE UCCrneaoBaHUsA Ans
onTUMM3auuM NapamMeTpoB WCCNeaoBaHMst A0 MMaHUPOBAHUA U MNPOBEAEHUS OCHOBHbLIX
nccnegoBaHuUN.

Korga nonoxenus ctaHgaptoB cepum MCO 10993 TpebyroT mnm No3BONAKOT caenatb
MHPOPMUPOBAHHLIN BbIGOP U3 psida BWMOOB, CTagun pasBUTMS UK YMCna KUBOTHbLIX ANS
NCMNbITAHUS] Ha >XMBOTHbIX, MPUHATBHIE PELUEHUS LOIDKHbI 3allMLiaTb HayYHYH HaLEXHOCTb
nccnenoBaHusi, paBHO Kak M CBOAUTb K MUHUMYMY ntobble 60nb, CTpagaHus, paccTponcTBa Unm
AONrOCPOYHBIN ywepb 300pOBbI0 MCMOMb3yeMbIX XUBOTHbIX. OBOCHOBaHNE NPUHATLIX PELUEHN
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AOIMKHO BbITb NOATBEPXKAEHO JOKYMEHTarNbHO.

4.4.2. NoBTOpHOE UCnonb3oBaHue

HeobxoaumocTb un3beratb HEHY)XHOrO COBOKyNHoOro yuiepba 340poBbl0  OTAENbHbIX
NCNONb3yeMbIX XXMBOTHbIX AOMMKHA OblTb OLEHEeHa OTHOCUTENbHO HEOBXOOMMOCTUM CBECTU K
MUHUMYMY YUCIO NCMNONb3YEMbIX XXUBOTHbIX.

Kak npaBuno, >XWMBOTHOE He [OOMKHO OblTb MCNONb30BaHO 6onee 4yem AnNA OAHOroO
NCNbITAHUS.

XKunBoTHbIE, NCnbITbiBaBUME ©OMNb N pacCTpOMCTBa B XO4E UCMbITAHMA UK npegplayliee
NCNosib30BaHME KOTOPbIX MOXET MOBMAUATb Ha pes3ynbTaTtbhl JaNbHENWMX TECTOB, HE LOSMKHbI
NMOBTOPHO UCMOSb30BaTbLCS.

[MoBTOpPHOE MCMNOMNb30BaHNE [AOIMKHO COOTBETCTBOBATb HAy4YHOW LENn U He [JOSDKHO
HaAHOCUTb HEPa3yMHbI COBOKYMHbIN yLepb 300pOBbl0 OTAENbHbLIX XXUBOTHbIX.

JToboe noOBTOpHOE UWCMNOMNb30OBaHWE [OOMMKHO OblTb OTPaXeHO [OKYMEHTanbHO C
npuBegeHMeM obLWKMX Aetanen npeawecTBYIOWEro UCMNONMb30BaHUS U NOATBEPXKAEHUEM, YTO
TpeboBaHW4, BbIABUHYTbIE B AAHHOM MOAMYHKTE, OblfIM paCCMOTPEHbI U BbINOSTHEHDI.

4.5. Ctparterna ucnoitaHmi. O4epegHOCTb UCNbITAHUA in Vitro 1 in vivo

Crtpartermm vcnblTaHU OOSMKHbI NPU BO3MOXHOCTU UCMOSb30BaTb MHOMOYPOBHEBbLIA MK
nepapxudecknin nogxod Ans MUHUMM3aUMKM Kak obbema TpebyemblXx uccrneaoBaHUMM Ha
XMBOTHbIX, Tak 1 nobon GonM unm paccTporcTBa, KOTOpble MOryT OblTb MPUYMHEHBI MPU
npoBegeHMn OOOCHOBaHHbLIX WCCNEeLOBaHUA Ha XXMBOTHbIX. B OCOBGEHHOCTU HEHYXHble
UCNbITAHWUSI Ha >XWUBOTHbIX HE AOSMKHbI MPOBOAUTLCA A0 NPOBEAEHUS U OLEHKN pesynbTaToB
COOTBETCTBYHOLUMX HAy4YHO OOOCHOBAHHbIX W pPas3yMHO W  MNPaAKTUYECKM  OOCTYMHbIX
npeaBapuUTenbHbIX NCCregoBaHum in vitro.

McnbiTaHua Ha >XMBOTHbIX HE LOSKHbI NPOBOAWUTLCS, €CNW  CyLEeCTBYHOLIME AaHHbIe
(Hanpumep, n3 Hay4yHOW nuTepaTypbl W/uMnM nouckoB B 6ase [OaHHbIX, pe3ynbTaToB
npeablayLmnx CKPMHMHIOBBIX TEeCTOB, OBOCHOBAHHbIX MCCnefoBaHWA in vitro, npegblaywmnx
nccnenoBaHM Ha KUMBOTHBIX MAM  nobble  Apyrne nogxoasliMe AaHHble B Hanuuun)
NpegoCTaBNSAT AOCTAaTOYHYO MHpopMaumio No BUOCOBMECTUMOCTN TECTUPYEMOro MaTepuana
ANSA NPUHATUA TBEPAOW OLLEHKM COOTBETCTBYHOLLEIO pUCKa.

O6ocHOBaHMe cTpaTerMm UCnbITaHUn JOSMKHO OblTb OTPaXXEHO AOKYMEHTAsbHO.

4.6. Ycnosus cogepXaHnsa n yxon 3a XMBOTHbIMU

4.6.1. Obwme nonoxeHns

Mpw nto6on BO3MOXHOCTM OOMKHbI UCMOMNb30BaTLCS CneLumanbHO BbiIBEAEHHbIE XKUBOTHbIE,
M ONs MCNONb30BaHWA He cneunanbHO BbIBEOEHHbIX KMBOTHbIX TpebyeTcss ocoboe
obocHoBaHuMe.

Ecnn cneuvanbHO BbIBEAEHHbIE >XMBOTHbIE He UCMOMb3ylTcs, 0OOCHOBaHWE U
nogpobHOCTU  MPOMCXOXKOAEHMSI  UCMOSMb3YEMbIX XKMBOTHbIX  AOIMKHbI  OblTb  OTPaKeHbl
AOKYMEHTarbHO.

Bbicokne TpebGoBaHMA K yxo4y W YCNOBUSIM COAEPXaHus ynydwatrT ©Gnarononyyve
NCNONb3yeMbIX XMBOTHbIX M CMOCOOCTBYIOT Hay4yHOM OOGOCHOBAHHOCTM WCCNeaoBaHWA Ha
XMBOTHbIX. ¥YX04 W YCINOBUSA COAEPXXaHWUS AOMKHbl KaK MUHUMYM OTBEYaTb COOTBETCTBYHOLLUM
OonyOnMKOBaHHBLIM HaUMOHANbHLIM MM MeXAyHapoAHbIM HOpMaTMBaM yXoda 3a >XMBOTHbLIMW,
YCIOBWUI COAEPXXaHMS U XXMBOTHOBOACTBA.

HeobxoouMo 03HakoMMeHne ¢ COOTBETCTBYIOLMMU HOpMaTMBaMu UNn TpeboBaHUAMHU, U
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cBUAeTenbCTBa COOTBETCTBUSA TaKOBbIM (M NOAPOBHOCTU HECOOTBETCTBUA, CONPOBOXAAEMbIE
OLEHKOW BEpPOATHbIX nocrneactsuin ans  6naroCoCTOSHUA  MCMNOSMb3YEMbIX XKMBOTHbLIX W
HaLEeXHOCTM MOfyyYeHHON MHGOPMaLMK) OOMKHbI OblTb 06 BbACHEHbBI, 06OCHOBaHbLI U OTPaXXeHbI
AOKYMEHTarbHO.

JTtobon KOMMOHEHT XXMBOTHOBOAYECKON CUCTEMbI, KOTOPbIN HE SBMAAETCA ONTUMarnbHbIM
ycrnoBuem ans 6GnarococTosaHus nabopaTtopHbIX XUMBOTHLIX M MOXET MOAOPBaTb HayYHYHO
LEeHHOCTb MCMblTaHUA WM Henogobawlwe MOBMUMATbL Ha XapakTep WM UHTepnpeTaumio
pesynbTaTta UCNbITaHus, OMKEH BbiTb OTpaXXeH AOKYMEHTarbHO.

XXVBOTHblE  KOMMYyHMKabernbHbIX  BMOOB  OOSMDKHbI  pasmelaTbCd  CTaburibHbIMK
COBMECTUMbIMX MapaMmyM WNU rpynnaMmy, 3a WUCKMYEeHUEM CriyyaeB, Korga OLMHOYHOE
pasmelleHne MnokasaHo MO BETEPUHAPHbIM, XMBOTHOBOAYECKMM, HAYyYHbIM MpUYUHAM  UNn
npuymHam Gnaronony4vnst XXMBOTHbIX.

Mpy  HEBO3MOXHOCTWM  MApHOro WM TPYMAMOBOrO  pasMeLleHUst  XXMBOTHbIX
KOMMYHMKabenbHbIX ~ BMOOB  HEOOXOoAMMO  OOKYMEHTanbHO  OTpasuTb  0B6ocCHOBaHWe
HeobXo4MMOCTU  OOMHOYHOrO pasMelleHUs W ero  ANUTENbHOCTU C  BeTepUHapHOW,
XMBOTHOBOOYECKOW, HAYYHOW TOYKM 3PEHUS UK C TOYKU 3peHus 6narononyyns XMBOTHbIX.
Heobxoanmo Takke oueHUTb U OOKYMEHTAsNIbHO OTpasuTb BIIMSIHAE MPUHATOrO pelleHus Ha
Hay4HbIN pe3yrnbTar.

O6blyan 1 obLwasa npakTnka He ABNATCS NpuemrieMbiMM 060CHOBaAHUSIMN.

4.6.2. OrpaHnyeHne OBMKEHMUS

Ecnn ucnblTaHnsa Ha XUMBOTHbLIX TPEOYKT OrpaHUYeHuUst OBUKEHUN XMBOTHbIX, CTEMNEHb,
ANUTENBHOCTb U XapaKTep OrpaHNYeHns AOSMKHbI KaK MUHMMYM COOTBETCTBOBATb AOCTUXKEHUIO
Hay4YHOW Lienn 1 6bITb OTPaXKeHbl 4OKYMEHTarbHO.

4.6.3. Xupyprudeckue npoueaypbl

Bce xupyprmnyeckue npoueaypbl AOMKHbI MPOBOAUTLCSA Ha >KMBOTHbLIX MOA4 aHecTe3nen c
BHEAPEHMEM XUPYPrMYECKMX MPUMHUMMIOB M MPaKTUK AN CBEAEHUS K MWHUMYMY ClyyaeB
nocronepaumoHHoro cencuca. Criydam XuMpypruyeckoro cencuca AOSMKHbl OblTb OTpaXKeHbl
AOKYMEHTarbHO.

Hapgnexawme ycnosusa AosmkHbl ObiTb co34aHbl ANs 4oonepaumoHHOro, onepaunoHHOro v
rnocreonepaunoHHOro yxoda 3a >XMBOTHbIMW, BKIOYas OTBETCTBEHHOE U 3(PeKTUBHOE
NCronb30BaHWe aHanbreTMKoB B COOTBETCTBMM CO CTaHAapTamMu COBPEMEHHOW KIMHUYECKOW
BETEPMHAPHON NPaKTUKKU. Vicnonb3yemble pexxuMbl OMKHbI OblTb OTpaXeHbl LOKYMEHTarbHO.

4.7. YcnoBusi FyMaHHOCTH

4.7.1. O6wme nonoxxeHus

YcnoBusi ryMaHHOCTM HEOBXoauMbl AN psga CUTyaunin U pacnpoCTPaHAKTCS HE TOSMbKO
Ha >XMBOTHbIX, KOTOPbIE YMUPAIOT UK UMEKOT ApYrue NpusHakm cepbe3HbiX NPobnemM 340p0oBbS.

300poBbe BCex JlabopaToOpHbIX XXMBOTHBLIX W YCNOBUS WX COOEPXaHUSA  OOSKHbI
NPOBEPATLCA KOMMETEHTHBIM JIMLOM MO MEeHbLUen Mepe OAMH pa3 B AeHb. OOHapyxeHust n
NPUHSATbIE MEpPbI JOKHbI OblTb OTPaXXeHbl JOKYMEHTarnbHO.

Pexum HabnogeHna gomkeH 6biTb 6oree NHTEHCUBHBIM, €CNU OXXNAAETCA 3HAaYUTENbHbIN
HeraTuBHbIN 3PdEKT ANs 340POBbS.

CooTBeTCTBYIOWNA NOAOEPKNBAIOLWNN, CUMATOMATUYECKMA U OCOBbIN YXOA4 [AOSIKEH
npeaocTaBnNATbCA AN CBeAeHUS K MUHUMYMY Npobnem 340poBbs, BO3HUKAKOLWMX B pe3yrnbTaTe
UCMbITAHMUS Ha XXMBOTHLIX MO MOKa3aHUAM WU MOA4 PYKOBOACTBOM KBaNMAPUUMPOBAHHOMO
BeTepuHapa. [NpegoctaBneHne TakoBOro yxoga w/vnn obocHoOBaHWE ero HenpeacTaBneHus
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AOJTKHO BbITb OTPaXKEHO AOKYMEHTAasbHO.

XK1BOTHbIE, MCMbITbIBaOWME pe3kylo 60onb MnNu cTpagaHus, KoTopble He MOoryT ObiTb
obneryeHbl, AOSMKHbI O6bITb HEMELNEHHO NOABEPrHYThI 3BTAHA3UMN.

CmepTb (He B pesynbTate 3BTaHa3uun) He sBnseTcsa HeOOXOAMMOCTbLIO ANl COOTBETCTBUSA
TpeboBaHnam crtaHgapToB cepun MCO 10993 u He p[omkHa ycTaHaBNMBATLCA Kak
HeobOxoaQumas KOHeyHast Toyka OMnbITOB AnsA onpeaeneHns 6uocoBMECTMMOCTM MaTepuanos
MEANLMHCKNX U3OENUINA HA KNBOTHbIX.

[omkHa BeCcTUCb [OKYMEHTauusi, npefocTtaBnsiowass nogpobHOCTM O  XKMBOTHBIX,
HangeHHbIX MepTBbIMM B XO4E WCCReAoBaHWW, MNPOBOAUMBIX B LENsAX YAOBETBOPEHUSA
TpeboBaHun ctaHgaptoB cepum MCO 10993. B HekoTOopbIX cryvyasx TakMe MpoMCLLEeCTBUS
MOryT CBWAETENbCTBOBATb O HECMNOCOOHOCTM onpeaenuTb M BHEAPUTb BCe noaxoasiuue
cTpaTernn ycoBepLleHCTBOBaHMS.

4.7.2. OBTaHasus

MeToabl 9BTaHa3uW, MCNOMb3yeMble NPU 3aBepLUEeHWM WUCCNEeOOBaHWA Ha XUBOTHbIX,
AOJTKHbI BbI3blBaTb ObICTPYO HEOOpaTUMytO NMOTEPH CO3HAHMS M MOCneaylLyo cmepTb 6e3
Npu3HakoB 60nM UNu cTtpagaHun.

BblbpaHHbIM 1M MCMONb3yeMblA MeTOoA 3BTaHasuuM A0SMKeH ObiTb nogpobHO onucaH U
000CHOBaH B JOKYMEHTaLMW, 3as8BMSA0LLEN COOTBETCTBME HacTosweMy ctaHgapty MCO 10993.

[omkHO npenocTaBnATbCA U OOMKHBIM 0Bpa3om ob6CnyXMBaTbCs COOTBETCTBYHOLLEE
obopygoBaHMe, M Yy4yacTBYWOLWMKA B MWCNbITAHUAX MNepcoHan AdofmkKeH ObiTb agekBaTHO
NnoaroToBMEH N KOMMNETEHTEH B TEXHUYECKOM NaHe.

4.8. [lokymeHTaumns ncnblitaHus

[JoKymMeHTaumsa ucnbiTaHUs OOSMKHA OMUCbIBaTb, Kak Obinn onpeaeneHbl TpeboBaHuA K
UCNbITAHUSIM Ha XXMBOTHbIX N Kak NPOBOAWUINCL UCMbITAHNA Ha XMBOTHbIX. OHa AOfmkHa ObiTb
npegocTaBneHa COOTBETCTBYIOLUMM OpraHaMm Mpu 3asiBieHUN COOTBETCTBUSA C HaCTOSALWMUM
ctangaptom MCO 10993.

lMnaH mcnblTaHWA Ha XUBOTHbLIX AOMMKEH ObiTb onpefeneH U oTpaxeH LOKYMEHTarbHO C
pacdeTom Ha Oyayluiee B NPOTOKOME MCMbITaHMs, NogpoBHO OnMCbIBaKOWEM MCMbITAHUSA Ha
XMBOTHbIX, KOTOpble ByayT NPOBOAMTLCSA, U BKIOYatoLweM, No o6CcToaTenscTBaM N HagobHoOCTH,
cnegyloulee:

a) ocobble TpeboBaHuna cepun MCO 10993 n Hay4Hble Lenn, KOTopble UCMbITaHNEe AOMKHO
AOCTUYb;

b) cyliecTByIOLLYI0O COOTBETCTBYIOLLYIO MHPOPMALMIO O COCTaBE U U3BECTHbIX KayecTBax
nccnegyemoro matepmana, a Takke ero Mcrnosb3oBaHUM N NNaHMpyeMOoM UCNONb30BaHUW;

C) NPMYUHBLI 1 0OOCHOBAHME MCMOSTb30BAHUSA XXMUBOTHbLIX (CM. 4.2);

d) 4OKyMEeHTauMI0 UCMbITaHUA, KOTOpas AOSMKHa BKNOYaTh B cebs:

1) ctpaternto ucnbitanms (cm. 4.5);

2) Hay4Hoe o60CHOBaHME WCMNONb3yemMoro BwuAa, CTagunm pasBuTUS, NIMHUM U 4ucna,
BKMOvatoLlee B cebsa pasmepbl rpynn u HEO6XOAMMOCTb NO3UTUBHOIO N HErAaTUBHOIO KOHTPONS
(cm.4.2n4.4.1);

3) npoucxoxgeHune W COCTOSIHME 340pOBbA  MCMOSMb3YEMbIX KUBOTHbIX; 0coboe
0o60CHOBaHWe JOMKHO ObITb NPeaoCTaBNeHo NSt NCNONb30BaHUA He CneumanbHO BbiBEOAEHHbIX
XUBOTHbIX (CM. 4.6.1);

4) nogpobHOCTM cUCTEMBI YX04a M XNBOTHOBOACTBA (CM. 4.6.1);

5) nogpobHoe onucaHue npouenyp K NPUMEHEHMIO N OXMAAEMbIX AaHHbIX (cMm. 4.4.1,
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44.2,46.2n4.6.3),

6) pexvMbl HabNIOEHNS U YCIOBUS T'YMaHHOCTU K BHEAPEHUIO Y KOHTaKTHast MHopmMauums
KNKYeBbIX COTPYAHMKOB (CM. 4.7);

7) meTop 9BTaHa3uun n obocHoBaHve BbiIbopa MeToda K UCNONb30BaHUIO (CM. 4.7.2);

8) nogpoBHOCTUN BbIBPaAHHbLIX aHANUTUYECKOro U CTaTUCTUYECKOrO METOAOB.

4.9. HagexXHOCTb pe3ynbTaToB UCMbITaHUM N B3aUMHOE MPpU3HaHWe JaHHbIX

B3anmHoe npuaHaHWe [aHHbIX MUCMbITAHUN MOXET 3HAYUTENbHO COKpaTUTb TpeboBaHus
UCNbITAHUA Ha XMBOTHbIX W CNOCOBCTBOBaTb CBOEBPEMEHHBLIM 3TUYECKMM HOPMaTUBHbLIM
peweHnam. [llpu Kaxgon BO3MOXHOCTM MeTOAbl MCMNbITAHWUA  OOSHKHbl OCHOBbLIBATbCS Ha
NpoTOKONax, MPWU3HAHHbIX Ha MeXOYHapOAHOM YPOBHE, U NPOBOAUTBCA B COOTBETCTBUWN C
NPU3HaAHHLIMW CUCTEMaMU FrapaHTUW KayecTBa, Hanpumep, B COOTBETCTBUM CO CTaHOapTamu
HOPM NnabopaToOpPHOWN NPaKTUKN.

Mpunoxexne A
(cnpaBo4HoE)

OBOCHOBAHWE PA3BUTVA OAHHOW YACTM MCO 10993

A.1. Obwme nonoxeHus

B noeane ocHoBHble TpeboBaHua ctaHgaptoB NCO 10993 aomkHbl 6bITb YA0OBNETBOPEHDI
0e3 1cnonb3oBaHUA UCMNbITAHUI Ha XXUBOTHBIX.

B oxugaHum pasBuTtus, YTBEPXKOEHUS M 3aKOHOOATENbHOrO MNPUHATUS NOAXOAALMX
anbTepHaTMBHbLIX METOOOB TECTMpPOBaHMsS 3agjadven Hactosiwero craHgapta MCO 10993
ABMSETCA cBefeHuMe K MUHUMYMY ntobon 6onu u cTpagaHus, Bbi3BaHHbIX OMpaBAaHHbIMU
NCNbITAHUSIMM Ha XXUBOTHbIX.

A.2. MpUHUMNBLI 'YMaHHOro yxo4a 1 UCronb30BaHUs XNBOTHbIX

Jlnua, nnaHvpylWwMe ” NpoOBOASALIME UCMABITAHUSA HA >KUBOTHLIX, AOIMKHbl UMETb
COOTBETCTBYIOLLYIO KYNbTYpY yXxo4a W nogaepxumeBaTtb NPUHUMN HEOTAENMMOCTN Brnarononyyus
XMBOTHbIX M 4OOBPOCOBECTHOIO HAay4YHOro noaxoaa.

B ocobeHHOCTM [OMKHO ObITb caenaHo A0O6pPOCOBECTHOE ycurnve Kak Ofisi CBedeHusa K
abConTHOMY MUHUMYMY OnpaBOgaHHOW OONM M CTpagaHusi, KOTOpble MOTyT ObiTb MPUYMHEHDI
BO BpeMSA UCCredOoBaHUM Ha XMBOTHbIX, Tak U ANA onpeeneHvs u nukemgauum yuepba
3[00pOBblO, CBSI3AHHOMO C BbIBEAEHMEM, BblpallMBaHNEM, MPOU3BOACTBOM, YXOOAOM WU
NCNONb30BaHNEM XUBOTHbIX ANt UCCeaoBaHUN.

Bo wMHormx cnyyasx TpebyeTcss  pelweHue  3KCNepToB  ANs  COMOCTaBlEHMUS
npoTuBOpeYvalumx ycrnoBun nna onpegeneHns Havbonee COBEPLUEHHONW U HaAyyHO
00OCHOBaHHOM cTpaTternn wucnbiTaHn. BoamoxHo, noTpebyeTcs OOHOBPEMEHHbIA, a He
noovepegHbIN y4eT cTpaTerni COoKpalleHUst U YCOBEPLLUEHCTBOBAHUA ONA CHUMXeHUsA yuiepba
30pPOBbIO KUBOTHBIX.

B onpeaeneHHble MOMEHTbI MOXET NoTpeboBaTbCA paccMOTpeHMe Bbibopa Hagnexatilero
MeToda TeCcTMpPOBaHMA M NPOTOKONa U3 psga HayyHO NpUeMIEMbIX cTpaTerumn. B HekoTopbIx
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obcToATenbLCTBax Hambonee COBEPLUEHHbIN BapuaHT MOXET WUCMOoNb3oBaTb OofbLuee YUCno
XMBOTHbIX, HO K 6onblie YCNoBWUWA TYMAHHOCTW, WM MEHbLUEE YUCIIO XXUBOTHbIX OGonee
YyBCTBUTENbHOrO BMAa. [pu uHTepnpeTauumn nonoxeHwn crtaHgaptoB cepumn MCO 10993,
OTHOCALUMXCS K COKPaLLEHWO W YCOBEPLUEHCTBOBAHWIO, HEOOXOAMMO MNOMHWUTb, YTO
noTteHumanbHble KOHMMUKTbI OOMKHbl OblTb MPU3HaHbI U OLEHEeHbl Ha OCHOBaHWUU YeTKOW
MHpopmauun n MHeHust akcneptoB. OKOHYATENbHOE pelleHMe MOXET 3aBUCETb OT MHEHUS
9KCMNepToB, HO HeobxoanmMo obecneynTb Hay4HY LOCTOBEPHOCTb NPW MUHMMU3aUMK yuiepba
3[0POBbIO XXUBOTHbIX.

Mo aToM npuunHe B [OKa3aTeNbCTBO MPUHATUMA Haanexauwlero pelleHus Heobxoauma
nonHas Npo3payHOCTb paccMaTpMBaEMbiX BapuMaHTOB, B3BELUEHHbIX (PaKTOPOB U MPUHATBIX
pelleHnin npu aeMoHcTpaumn. Beipaxas cBoe npodeccuoHanbHoe MHEHWe, uccriegoBartenu
AOMMKHbI OblTb rOTOBbI NpodeccMoHanbHO 060CHOBATb, YTO, MOYEMY M Kak Aenanocb B
COnpoBOAUTENBHOM AOKYMEHTaUUu.

A.3. AnbTepHaTuBa

AnbTepHaTUBON, Kak NpaBuso, HasbiBaeTcH NoboN MeToa UCMbITaHUs, KOTOPbIN 3aMeHseT
NCNONb30BaHME >XMBbIX MO3BOHOYHbLIX XMBOTHbIX OeCYyYBCTBEHHOW MoAenbko. Ha [aHHbIv
MOMEHT He CYLUEeCTBYeT YTBEPXAEHHbIX anbTepHaAaTUBHbIX METOAOB ANA MHOIMMX acnekToB
BGMONOrMyecKkon OLEeHKM MaTepmarnos, UCNOMb3YEMbIX B MEOULMHCKUX U3AENUAX.

A.4. CokpalleHue

CokpalyeHune onpegenseTcs kak ceefeHne K HeobXxoauMoMy MUHUMYMY YMCHa KUBOTHbIX,
KOTOpPbIX MAaHMpyeTCcsa NCNONb30BaTb B ONpeAeneHHbIX HayyHbIX Lensx. NMoHaTue BknYaeT B
cebsa crtpaterun, nsbapnsawwme oT HEOOXOAMMOCTU HEHYXHbIX UCcneaoBaHun (BbIGop TOMbKO
noaxoasimnx MWCCRedoBaHUM Ha XKMBOTHbIX M OOMEH AdaHHbiIMM AN NUKBMAauum
HeobXo4MMOCTN MOBTOPHOro TecTupoBaHnd). Kak ctpaterns ncnbltaHum (nopsagok nposeaeHns
N OLEHKMN TECTOB), TaK U COCTaB MHAMBUAYaAIbHbIX TECTOB AOMKHbI OblTb MPUHSATLI BO BHUMaHWNE
npy NPaKkTU4ECKOM NPUMEHEHNN.

CrtparterMa wucnbiTaHWA [OSMKHA WMCNONb30BaTb MHOrOYPOBHEBLIA UMM MepapXUYeCcKnii
noaxod. CKPWHWHIOBbIE TECTbl in Vitro MOryT uHorga uCnonb3oBaTbCs ANA onpeaeneHus
MaTepuanoB, He MNoAXO4ALMX ANA WUCMNONb30BaHUS B MEOULMHCKUX W3OENUAX HEeKOTOpPbIX
BMOOB, M TaKOBble CKPWUHWHIOBblIE TeCTbl in Vitro MoOrytT nukBuanpoBaTb HeobXooMMOCTb
noaTBepPXKAatoLLMX NCCNEeAoBaHMM Ha XMBOTHbIX. [pn apyrmx obcTtoaTenbcTBax OuUeHKa O4HOro
BGMonormyeckoro CBOMCTBaA MOXET yKasaTb Ha Apyrne (Hanpumep, CUlibHble pasgpaxuTenu
KOXWN Takke C OOnbLUOW BEPOATHOCTbI SABMSKTCA pasgpaxuTensamu rnas) unu pesynbtart
npobHOro wuccnegoBaHMss MOXET CHATb HeobXOAMMOCTb WUCMONb30BaHWUS OOMNONHUTENbHbIX
XMBOTHbIX (Hanpumep, CBUAETENbCTBO SBHOMO [Ma3HOro pasgpaXeHus y OOHOro Kposuka
MOXET ObITb A4OCTATOYHbIM AN XapaKTepUCTUKM UCMbITYEMOro maTepuana).

MoXHO nocTaBuTb NO4 BOMPOC HEOOBXOAMMOCTb NapannefibHbiX Kak WMCTOPUYECKM
CMNOXMBLUMXCA rpynn KoHTpond. Ecnu napannenbHble KOHTPOnM oGOCHOBaHbI, Heo6XxoamMmo
paccMOTPETb COKpaLLEeHWEe Yucna WUCrnonb3yeMblX >XUBOTHbIX WCCNEeAOBaHMEM HECKOMbKNX
UCNbITYyEMbIX MaTeprarnoB Ha 06Len KOHTPOMbHON rpynne.

CocTtaB akcnepumeHTa, BKo4Yas 3adUKCUPOBaHHbIE MOTOKM AaHHbLIX UM WUCMONb3yeMble
crnocobbl CTaTUCTUYECKOrO aHanusa, ABNAETCHA KNHOYEBOW BO3MOXHOCTbHO COKpalleHus npwu
nnaHMpoBaHMM U NPOBEAEHNN NHANBUAYATbHBIX UCCNESOBaHUN.

Yncno XMBOTHbIX HE AOIMKHO ObiTb CHMXEHO B ywepd Hay4yHou uenu (Takmm obpasom
co3gaBasi pUCK NOXHbIX BbIBOAOB UMM Heo6Xo4MMOCTb NOBTOpa TecTa ¢ 60MbLIMM YUCHIOM
XMBOTHbIX). YMCNO XMBOTHBIX TaKKe HE AOIMKHO CHWXATbCH, €Cnv nocrneaylmne nsMeHeH s B
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nnaHe ucnblTaHna (Hanpumep, bonee arpeccuBHblE NPOTOKOMbI U MEHee ryMaHHble YCroBUS)
MOryT BbI3BaTb [OMCMPONOPUMOHanbHOE yBenuveHve 6onm wn cTpagaHun, NPUYMHSEMbIX
NCNOJSIb3yeMbIM XUBOTHbIM.

C Apyron CTOPOHbI, YNCIIO KMBOTHbBIX HE OOMKHO YCTaHaBNMBaTbLCA AN NpeaoCcTaBneHns
MaKCMMarnbHOW CTaTUCTUYECKON TOYHOCTU, eCriv TakoBasi He TpebyeTcs.

A.5. YcoBepLueHCTBOBaHME

YcoBepLleHCTBOBaHMEM cyuTaeTcs obuas cymma Mep, NPUHATBIX ANd MUHUMU3auun
6onu, cTpagaHus, pacCTPOMCTB WM OOSNITOCPOYHOro yuiepba 340pOBbH XKUBOTHBIX, KOTOPbIE
NCNoNb3ylTCA B UCMNbITaHMAX. Ero Takke MOXHO paccMmoTpeTb 6ornee no3UTMBHO Kak Liaru,
npeanpuHaTbIe ANs yny4dweHns 61arocoCToAHNS CMOMb3YEMbIX XKUBOTHbIX.

B HekoTOpbIX ULEeNnAxX MHeHWe 3KCnepToB WUcnonb3yeTcsa npu Bblbope Haubonee
noaxoasiwero Metoga uccnegoBaHnsa u3 psga HayvyHo o6ocHoBaHHbIX MeTonos. [pu BbiGope
M3 Yynucna pasyMHO M MPAKTUYECKN AOCTYMNHbIX MEeTOOO0B MCCredoBaHUs, CNOCOBHbIX MokasaTb
pesynbTaTbl, yOOBNETBOPSOWME Hay4YHbIM TpeboBaHuAM, BblGOp AomkeH ObiTb caenaH Ha
OCHOBe onpefeneHnsa Hambonee coBeplleHHoro mMetoga. Ob6bldan M obwas npakTuka He
ABNAIOTCA NpuemreMbiMn 060CHOBaHUSMM.

B HekoTOpbIX ULENnsAx MHEHMEe 3JKCNepToB Yy4uuTbiBaeTcsa npu Bblbope Haubonee
Nnoaxo4sLero Buaa >XMBOTHOrO U cTagumn ero passutus. [pu Beibope BMAa XMBOTHOMO U CTaaumn
ero pasBuThsi, CNOCOBHbIX NOKasaTb pesynbTaThl, yAOBNETBOPSOWME HAY4YHbIM TpeboBaHUSM,
HeobxogmMmo BblbpaTb BUL KMBOTHOrO W CTaguMil0  €ro  pasBuUTUS C  HauMeHbLUew
Henpom3nyeckon HyBCTBUTENbHOCTbIO (B AAHHOM KOHTEKCTE - CMOCOOHOCTLIO WUCMbIThbIBATb
6onb n ctpagaHne). O6blvan 1 obLas NpakTMka He SBNSATCA NpueMneMbiMn 060CHOBaAHNSAMM.

Heobxoammo caenatb 4oBpocoBeCTHOE ycunme Ans NporHo3a ¢ uenbio npeoTBpaLleHmns,
pacno3HaBaHusa 1 obpalleHnst C HeraTMBHbIMU NOCNEACTBUAMU U BO3AENCTBUSIMU HA 340POBbE
(TakmmMun, Kak HEeNnoCpPeACTBEHHbLIN pe3ynbTaT BMeLwaTenbCTBa, €ro nocneacTsus  Unu
npeackasyemMble OCITIOXKHEHUS1), C KOTOPbIMUA BO3MOXHO CTOSIKHYTbCS BO BpPEMS OMNbITOB Ha
XNBOTHBbIX.

Mpoueaoypa nNoOAroTOBKM [OOSMKHA CBECTU K MUHMMYMY ItoGON CTpecc, Bbi3blBAEMbIN
nocrneayoLwmnmMmn NCNbITaHNSMIN Ha XNBOTHbIX.

Bbinn paspaboTaHbl 1 cTanu JOCTYMHbI pasnuyHble MHOEKCbl BMeLLaTenbCcTBa U CUCTEMBI
OLEHKNn OO0Mne3HEeHHOCTM Ansi MOMOLUM B pacno3HaBaHWW, peructpauMm u uHTepnpetauun
npu3HakoB Npobnem 340pOBbs, BO3HUKAKOLWMX B XO4€ UCMbITAHUIA Ha XMBOTHbIX. Heobxogmumo
paccMoOTpeTb UX MCMONb30BaHWE B MWCMbITAHUNAX, NMPOBOAMMbBIX Ha >KMBOTHbLIX OS11 OLEHKU
MaTepuarnos, UCNONb3yeMbIX B MeOULMHCKMX u3genuax. MNMpumepbl npuBeaeHsl B [NpunoxeHun
B.

KroyeBbiIMM  MOMEHTaMM  SBMISIKOTCS  COOTBETCTBYIOLLMIA  pPeXMM  HabrniogeHus U
KOMMETEHTHbIN MNepcoHar, NOAroTOBMNEHHbIN K ObICTPOM OueHke NPOBMEMHbIX CUTyauui u
YNONHOMOY€EHHbIN NPUHUMaTb HEOOXOAUMbIE U CBOEBPEMEHHbBIE KOPPEKTUPYIOLLIME MEPBI.

A.6. TpeboBaHWsi ryMaHHOCTH

TpeboBaHMs TryMaHHOCTM O3Ha4alT CBeAEeHVWE K MUHUMYMY CTpagaHun >KUBOTHbIX,
obecneunBasi NPMMEHEHNE HACKONbKO BO3MOXHO PaHHMX KOHEYHbIX Toyek. CyOknumHudeckune
KOHEYHble TOYKM NpeanodTUTENbHbl KOHEYHbIM TOYKaMm, MPUBOAALMM K 3HaYUTENbHOM
CMEPTHOCTW.

TpeboBaHMs ryMaHHOCTU AOSMKHbI OblTb paccyMTaHbl Ha WUCMONb30BaHWE B PasfiMyHbIX
cuUTyauusx, Hanpumep, Koraa:

a) Hay4Has uenb OOCTUrHYTa;
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b) o4eBMAHO, YTO Hay4yHasa uenb He MOXeT OblTb AOCTUrHYTa (Hanpumep, Npu criyb4anHbIX
obcTosATeNnbCTBAX, AeNatowWmX NOTOK AaHHbIX HE4ENCTBUTENbHbBIM);

C) nocneaywowmn yuepb 300pOBLIO  MpeBbIWAeT  onpaBdaHHyd HeobxoauMoCTb
NpoBeAEHNS UCTIbITaHNS.

Takum 0Bpa3oM, BO MHOIMX KOHTEKCTax TpeboBaHUSA ryMaHHOCTU pacnpOCTPaHSTCH He
TONMbKO Ha XMBOTHbIX, KOTOPblE YMUPAKT UMW MOKa3blBalOT APyrne KIMHUYECKNE NPU3HAaKK
cepbesHbIX Npobrem 340poBbS.

CooTBeTCTBYOWMI  NOAOEPXKMBAIOWNA, CUMNTOMATUYECKMA UM OCOObIN  yxo4 And
paspeleHns npobnemMm 340pOBbS, BO3HUKAKOLWMX B pesynbTaTe MCMbITaHUA Ha XUBOTHbIX,
AOIMKeH ObITb onpeaeneH 3apaHee 1 NCNoNb30BaTbCS.

CmepTb (He B pesynbTaTte 3BTaHa3nKM) He SABMSETCA HEeOOXOAMMOWM KOHEYHOW TOYKOW
ONbITOB Ans onpegeneHuss OMOCOBMECTUMOCTM MaTepuanoB MEOULMHCKUX W3AENnin  Ha
XMBOTHbIX. CMepTb XMBOTHbIX B XO4e TakuxX ONbITOB [AO0/MKHA OblTb YETKO OTpaxeHa B
AOKyMeHTauun, 3assnsatoLlen cootsetTctene TpebosaHmsam ctaHgaptos MCO 10993, n moxeT B
HEKOTOpPbIX Cry4asx CBWAETENbCTBOBATb O HECNOCOOHOCTW BHeOpUTb BCe pasyMHble U
noaxoasiLne BO3MOXHOCTM YCOBEPLUEHCTBOBAHMS.

A.7. YcnoBusi cogepKaHusl XXMBOTHbIX

A.7.1. YcnoBusa cogepxaHus n yxog

B ngeanbHOM cuTyauum ycrnoBusi COOEPXXaHUA U yXon 3a XMBOTHbIMM B nabopartopusix
AOIMKHbI COOTBETCTBOBAaTb WX (PU3MYECKMM HyXAamM W YOOBNETBOPATb WX MNOBeAEHYecKMe
WHCTUHKTbI.

Pan dakTopoB, CBS3aHHbIX C pasMelleHMeM M yXOAOM, MOXET MOoBpeauTb 300POBbHO
NabopaTopHbIX KUBOTHbLIX W/MAM  CHU3UTb HAOEXHOCTb [AaHHbIX, MOSyYEHHbIX Mocne
nccnegoBaHMi Ha XUBOTHbIX. B Lenom ctaHgapTbl cogepXaHusa M yxoda LOMKHbI CBECTU K
MUHUMYMY ntoOble CTpecchl, Bbl3BaHHbl€ TeM, YTO >XMBOTHble HE MOryT OTNpaBfsATb CBOWU
dusndeckme Hyxabl UNn yaoBneTBoOpSATb CBOM NOBEAEHYECKNE MHCTUHKTDI.

Ona nobblx OTCTYNNEHWA OT ONTMMarnbHbIX COBPEMEHHBLIX MeTodoB TpebyeTcs Kak
obocHoBaHMEe, Tak U OObsCHEHMEe, KakMMm 00pa3omM TaKoBble OTCTYNneHus (Hanpumep,
OOMHOYHOE pasMelleHne KOMMYHMKabernbHbIX BWOOB, JULIEHME HOpPMasbHbIX YCIOBWUNI
coaepXaHusi) MOryT MOBMUATb HA HAYYHYHO LIEHHOCTb UCTbITAHWUS Ha XXUBOTHOM.

Bbin BbINyLLEH psg PYKOBOACTB MO COAEPXXaHWUIO U yX0o4y, MPM3HaAHHbIX Ha HaLMOHANIbHOM
N MeXAyHapOOHOM YPOBHE, HEKOTOpPbIE NPUMEPbI KOTOPbIX YKa3aHbl B bubnunorpadun.

A.7.2. YcnoBus okpyxatowien cpegbl

Pag dakTopoB OKpyxatolwen cpenbl MOXET HeraTMBHO MNOBAMATL Ha Gnarononyyue
nabopaTopHbIX XMBOTHbIX W/MNN  NOBPEAUTb  HALEXHOCTU  OAHHbIX, MOJTYYEHHbIX OT
nccneoBaHui Ha XMBOTHBIX.

dakTopbl OKpyXatLen cpeapl (Hanpumep, TemnepaTypa, BNaXHOCTb, KAYECTBO BO3ayxa),
KOTOpble MOryT MnoBpeauTb AOCTOBEPHOCTWU MOMyYEHHbIX AaHHbIX WAW UX WHTeprnpeTauuu,
AOIMKHbI ObiTb yYTEHbl MPU NIIAHMPOBAHUM MUCCNEAOBAHUN Ha XXMBOTHbIX. TaKOBble OOSKHbI
HabngaTbCa U perncTpnpoBaTbCs BO BpeMs UccrneoBaHui U ObiTb NPUHATHI BO BHUMaHWe
npu pac4yeTax Npu oLueHkKe pe3ynbTaToB.

B obwem, ana obecnevyeHuss OOCTOBEPHOCTM W BOCMPOM3BOAMMOCTU pe3ynbTaToB
nccnenoBaHW XKMBOTHbIE AOSMKHbI codep)XaTbCA Npu cTabunbHOW Temnepatype M ObiTb
obecrneyeHbl NOAXOAAWMMU YCNOBUSMW ANA  YNPaBfeHUS M KOHTPONsS WX MUKpocpenbl.
Heobxoaumo nsberaTtb KparHMUX 3HaYEHUN BNaXXHOCTN BO3ayXa.

Xopoulee kKayecTBO BO3gyxa OOSMKHO MNOALEPXKMBATLCA BHE 3aBMCUMOCTM OT CKOPOCTM
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BO3ayxoobmeHa. B 6ubnvorpadumn cogepxmtca MHPOpMaTUBHbIA CNPaBOYHbIA MaTepuarn.

A.8. OTnyeckasa oueHka

TpeboBaHus, BbIOBUHYTbLIE B HAcCTOsLWEM CTaHOapTe, AOMOSMHAKT U UH(POPMUPYIOT, a He
3aMeHST CcobO0OM MEeCTHble WU HauMOHarbHble MOMOXEHUS MO HEe3aBUCUMOW 3ITUYECKON
OLEeHKe nccrneaoBaHum Ha XXMBOTHbIX.

MpunoxeHne B
(cnpaBo4HoE)

OANBHEVLWWE PEKOMEHOALIAN
Mo 3AMEHE, COKPALLEHWIO N COBEPLUEHCTBOBAHUIO
NCIbITAHUN HA XMBOTHbIX

B.1. O6wme nonoxeHus

MpeanoxeHns NO COKpPaLLEHUIO 4Yucra MCMOonb3yeMbIX XXMBOTHbIX, COBEPLUEHCTBOBAHMIO
METOAO0B MUCMbITAHUA ONSA CHWKEHUS NN YyCTpaHeHNa 6onn 1 CTpagaHna Y XKXUBOTHBIX U 3aMeHe
UCNbITaHUA Ha XXWBOTHbIX APYrMMM Hay4yHO OOOCHOBaHHbIMM MeTOAaMK, He Tpebyrowmmu
MCMbITaHU Ha XMBOTHbLIX MOAeNsX, onucbiBaoTcAa B B.2 - B.6.

HaHHoe [MpunoxeHne npegHasHayYeHo ANS BblAeNneHns n obCyXOEeHUA HEeKOTOpbIX K3
TEKYLLUMX OrPaHUYEHUn N MNPENATCTBUN K MPUMEHEHUIO MNPUHLMMNOB FYMaHHOro nNpoBeAEHMS
OMbITOB Ha XXUBOTHbIX.

Bubnuorpadumna otTmeyaeT HEKOTOPbIE COOTBETCTBYOLMNE Nybnukaumm, npegocTaBnsaoLmne
AarnbHeunwyo NHpopmMaumio No Bonpocam, 3aTpoHyTbiM B HacToswem ctaHgapte MCO 10993.

B.2. AnbTepHaTMBHbIE METOAbI

KomMmneTeHTHble oOpraHbl, (OUHAHCUPYKOLLME areHTCTBa M YYeHble AOSKHbl OTAaBaTb
NPUOPUTET pPasBUTUIO, YTBEPXKOEHUIO W BHEOPEHUMIO B WUCCNEOOBaTENbCKYyl MPAKTUKY
COOTBETCTBYHOLUMX anbTepPHATUBHbIX METOA4OB, KOTOpPble 3aMEHSAT, COKpallalwT WUnn
COBEPLUEHCTBYHOT OfMbITbl HA XXMBOTHbIX.

B.3. O6bmMeH gaHHbIMY A58 NpeaoTBPaLLEHNSA HEHYXXHbBIX NOBTOPOB

OpraHnsauum - yneHol MCO, onoBeLLEHHbIE OpraHbl, a Takke nuua, perynupyrowme unm
NPOBOASLME WUCMbITAHUS Ha >XMBOTHbIX, MPU3bIBAOTCA K MOSIHOMY WCNOSNb30BaHUIO BCEX
CYLLECTBYIOLINX MEXAHU3MOB U K YCTAHOBMEHUIO AanbHEnWuX crnocobos, obnervarwowwmx nnm
Tpebywmx obmeHa AaHHbIMM BO M30EXaHMe HEHY)XHOro MOBTOPEHUss U ans obneryeHus
NCMONb30BaHMsl COOTBETCTBYIOLIMX MaTepuanoB B MEOUUMHCKMX M3OENUAX HACKOSbKO
BO3MOXXHO ObICTPO U 3TUYHO.

B.4. Ba3bl gaHHbIX

B nomoLb N0 MMHMMM3aALMM HEHYXXHbIX NOBTOPOB HEOGXOANMO BBOAUTL, MOAAEPKUBATL U
pacnpocTpaHaTb MexayHapoaHble 6a3sbl gaHHbIX METOAOB WMCCNeadoBaHus, UX Ouanas3oHa u
OrpaHMYeHun, a Takke M3BECTHbIX BMONOrnM4yecknx CBOMCTB U KIMMHUYECKOTO WMCMOMb30BaHUS
Martepuanos, UCNOMNb3yeMbIX B MEANLVHCKUX U3OENUSX.

B.5. CBegeHne K MUHUMYMY UCMNONb30BaHUSA XXUBOTHbIX

[omkHO NpoBOANTBLCA TONbKO MUHUMAarbHOE YMCNO Hanbornee yCoBEPLUEHCTBOBAHHbLIX U

KoHcynbtaHnTlnoc www.consultant.ru CrpaHunua 16 13 19

HafeXHaa npaBoBas noaAepiXkKa



1VUL 1 F VILU 1UYY5-£-£ZUVUY. AaunOHalibHbi CTaHgapTt

Poccwuiickon Peagepaumn. N3genusa meguumHckue. OueHka

Buronornyeckoro AencTBns MeAULUHCKMX n3genui. Yactb 2. [okymeHT npepoctasrneH KoHcyneTtaHTlnoc
TpeboBaHusa K 0OpaLLEeHUNIO C XXMBOTHBIMK" [aTta coxpaHenus: 25.03.2014
(yTB. n BBeaeH B gencteme lNpukasom PocTexperynmpoBaHus

o1 03.09.2009 N 315-cT)

onpaBAaHHbIX WCMNbITAHWA Ha XXMBOTHbIX ANSA MNOSyYeHUs 3HAYUMbIX AaHHbIX ANS NONTHON
OLIEHKM pucka 0e3 HacCTOAHWA Ha MaKCUManbHOW CTaTUCTUYECKOW TOYHOCTW, KOrda TakoBas
HeyMecCTHa.

B.6. MNMy6nukauuns

WccnepoBaTtenu, npoBoAsiMe  UCMbITAHMS Ha  KMBOTHbIX ANSA  YCTaAHOBMEHMS
BGMOCOBMECTUMOCTM MaTepuanoB MeULMHCKMX M3Oenui, U nuua, Bnagetowme nonyyeHHbIMN
AaHHbIMW, MNpU3bIBalOTCA K MNybGnvkauMmM CBOMX METOLOB MWCCNefoBaHUS W pe3ynbTaToB B
XypHanax ¢ MexayHapoaHbIM NpU3HaHUEM.

MpunoxeHne C
(cnpaBo4HoOE)

CBEAEHWA O COOTBETCTBMN HALUVMOHAJIbHBIX CTAHOAPTOB
POCCUNNCKOU oEAEPALINN CCbINOYHBbIM MEXAYHAPOOHBLIM CTAHOAPTAM

Tabnuua C.1

O603HayeHune ccbinoyHoro | O6o3HayYeHne N HaMMeHoBaHMe COOTBETCTBYHOLLENO
MeXOyHapoaHoro ctaHgapTa HaUMOHanbHOro ctaHgapTa

NCO 10993-1:2003 FOCT P NCO 10993-1-2009. N3genua meanumHCKue.
OueHKka buornorn4yeckoro AencTBus MeauLMHCKUX
n3pgenun. Yactb 1. OueHka n nccnegoBaHus
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