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Mpeaucnosue
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27 pekabps 2002 r. Ne 184-d3 «O TeXHU4ECKOM perynMposaHun», a npasumna NpUMeHeHusi HauMoHabHbIX
ctangaptoB Poccuitckon ®eaepaunm — FOCT P 1.0—2004 «CtaHpapTusauus B Poccuiickoint denepauuu.
OCHOBHbIE NONOXEHNSA»

CBepneHusi o cTaHpapTe

1 NOoArOTOBNEH ABTOHOMHON HEKOMMepYeckoin opraHnsaunen «MHCTUTYT Meguko-61onornyecknx
ncenegosaHuii n TexHonorniiy (AHO «MMBUNT»)

2 BHECEH TexHu4ecknm KomuTeToM no ctaHaaptusaumm TK 422 «OueHka 6uonormieckoro AencTensa
MeaNLUMHCKUX n3gennin»

3 YTBEP>XOEH VI BBELEH B JEMCTBWE Mpukazom defepanbHOro areHTCTBa No TeXHUHECKOMY pery-
npoBaHunio N MeTponorum ot 3 ceHTAbps 2009 1. Ne 315-cT

4 HacToswuni cTanaapT naeHTn4eH mexayHapogHomy craHgapTy UCO 10993-2:2006 «OueHka 6buono-
TMYecKoro OencTBMs MeauuMHCKUX unsgenuin. Yactb 2. TpebGoBaHusa K obpalleHuo ¢ XUBOTHBIMUY
(1SO 10993-2:2006 «Biological evaluation of medical devices — Part2: Animal welfare requirements»).

Mpun npUMeHeHNN HacTosILLIero cCTaHAapTa PEKOMEHAYETCS UCNOSMb30BaTh BMECTO CChINIOYHbLIX MeXayHa-
POAHBIX CTaHAAPTOB COOTBETCTBYIOLME UM HaLMOHanNbHble cTaHAapTel Poccuiickon deaepaumm, ceeaeHus o
KOTOPbIX NpYBeaeHsl B AOMONHUTENLHOM NpunoxkeHnn C

5 BBEAEH BMEPBbIE

UHopmayusi 06 USMEHEeHUsIX K HacmosiueMy cmaHOapmy nybrnukyemcs e exe200Ho uzdasaeMoM
UHGhbopMayUOHHOM yKkasamene « HayuoHanbHbie cmaHdapmbi», a meKkcm UsMeHeHUl U nonpaeok — 8 exe-
Mecs4HO uzdasaemMbix UHGHOPMAUUOHHbIX yKa3amersix « HayuoHanbHble cmaHdapmbl». B criyqae nepecmMom-
pa (3aMmeHbl) unu OMMeHbl Hacmosuwe20 cmaHlapma coomeemcmeyiowee ysedomrieHue b6ydem
0nybIIUKOBAHO 8 eXeMeCAaYHOo uzdasaeMoM UHEOPMAaUUOHHOM yKkazamene «HayuoHanbHble cmaH0apmbi».
Coomeemcmeyroujasi UHghopmayusi, yeeOoMIIeHUe U MEKCMbl pa3Melyaomcess makxe 8 UHGhopMayUOHHOU
cucmeme o0bujezo rosiL308aHUs1 — Ha oghuyuaribHoM calime @edepailbHO20 azeHmemea fio MexHU4YeCKoOMy
peaynuposaHuio u Mempoiio2uu 8 cemu ViHmepHem

© CrangaptuHdopm, 2009

Hacrtoawuit cTaHgapT He MOXET BbITb MOMHOCTLIO UM YaCTUYHO BOCTIPOU3BeeH, TUPaXxXUpoBaH K pac-
NPOCTpaHeH B KavecTee ocduumansHoro usgaHus 6e3 paspeweHna depnepanbHOro areHTCTBa No TEXHUYECKo-
My perynuposaHuio U MeTpoJiorum
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BBeneHune

CobnioaeHue nonoxeHuin ctaHaapTos cepun MCO 10993 «OueHka Guonormyeckoro AeNCTBUA Meau-
LUMHCKUX N3aenvin» no3sonnt obecneunTb CUCTEMHBIN NoAXo4 K uccnefoBaHuio Buonornyeckoro AencTeus
MeaULNHCKUX U3aenuii.

Llenbio aTux ctaHAapToB He siBnAeTcA 6e3ycnosHoe 3akpenneHne eaMHoobpasHbIX MeTo4oB uccneno-
BaHW N UCMBITAHUIA 3@ rPYNNaMm O4HOPOAHBIX MEeAULNHCKUX U3AENUI B COOTBETCTBUM C MPUHATON Kinaccudn-
Kauueln Ux no Buay v ANUTeNbHOCTU KOHTaKTa ¢ OpraHM3amMoM Yenoseka. lMoaToMy nnaHMpoBaHue U NpoBeaeHue
nccneaoBaHUi M UCNbITaHWUA AOMKHbBI OCYLLECTBAATL CNeLManuncTbl, UMeroLLe COOTBE TCTBYIOLLYYIO NOAroTOBKY
1 ONbIT B 006NacTu CaHUTapHO-XMMUYECKOKN, TOKCUKONOrMYeckon U 61onormieckoin oLeHoK MeaULMHCKUX u3ae-
nui.

CrangapTel cepun MCO 10993 sBnaoTca pyKoBOAALMMN AOKYMEHTaMK 4NA NPOrHO3UMpoBaHUs U nuccne-
AoBaHuA B1MonorMyeckoro AencTenst MeauUMHCKUX M3aenuin Ha cTaauu Beibopa matepuarnos, NpeaHasHayeH-
HbIX ANA UX U3rOTOBNEHNA, a TalkoKke ANA UccneaoBaHniA roTOBLIX U3AENUIA.

Hacrtoswuumii ctaHaapT pasgensier Lenb 3TUX cepuit, NoaaepXueas anbTepHaTUBHbIE MeTOAbl NyTEM MaK-
CMManbHOro NPUMEeHeHUst HaydHO 060CHOBaHHBIX UCcneaoBaHUi 6e3 UCNONb30BaHUA XXUBOTHLIX Modenei u
nyTem obecneyeHus 'yMaHHOTO NoaxoAa B COOTBETCTBUM € OBLLENPUHATEIMUA 3TUHECKUMUN U HAYYHBIMU NPUH-
uunaMn Npy NpoBeAEHUN UCCNEeAOBaHNA Ha XKUBOTHLIX 4NS OUEHKN GUONorMYeckux CBOMCTB MaTepuanos,
NCNONb3yeMbIX B MEAULIMHCKUX U3AENUAX.

MpumeHeHWe Taknx rymaHHbIX METOAOB UCCNEAOBaHNA, BKOYas BbICOKME CTaHAAPTbl YXO4a 3a XUBOT-
HbIMW N UX coaiepXXaHns, CNoCcoBCTBYIOT Kak obecnevyeHuto HayuHoNn 060CHOBAHHOCTU UCCNeaoBaHUA, Tak U
yny4weHuo 611arocoCTosHUSA UCMONb3YEMBIX XUBOTHBIX.

B cepuio UCO 10993 BxogAT cneaytowme Yacti nog obwmm HassaHuem «Msgenua meanumHckue. Ouen-
ka Gruonornyeckoro AeMCTBUA MEANLIMHCKUX N30enuiny:

Yactb 1 — OueHka 1 uccnegoBaHus;

YacTb 2 — TpeboBaHus k 06palleHNto C )KUBOTHLIMU;

YacTtb 3 — UccneaoBaHusi reHOTOKCUYHOCTU, KaHLEPOreHHOCTN U TOKCUYECKOro AeNCTBUSA Ha penpoayk-
TUBHYO (OYHKLMIO;

YacTb 4 — ViccnegosaHue usaenuin, B3anmMoaencTBYHOLWNX C KPOBbLIO;

YacTtb 5 — UccnegosaHue Ha LUTOTOKCUYHOCTb: MeToAbl in Vitro;

YacTtb 6 — UccnegosaHue MecTHOMo AeMCTBMSA nocne MMNaaHTauun;

YacTb 7 — OcTaTovHoe cogepxaHue sTUneHokcraa nocne cTepunusauuu,

Yactb 9 — OcHoBHble NPUHLMMLI nAeHTUDMKALMA 1 KONUYECTBEHHOTO onpeaeneHna NoTeHuManbHbIX
npoayKkToB Aerpagauuu;

YacTtb 10 — UccnepgosaHue pasgpaxatoLlero 1 CeHCUBUNM3NUPYLoLLEro AeNCTBUS;

Yactb 11 — UccnenoBaHue obLeTOKCUYEeCKoro AeCTBUS,

YacTb 12 — lMpurotosneHune npob 1 ctaHaapTHEIE 06pasLbl;

Yactb 13 — MageHTudmMKauma 1 konuyecTBeHHOe onpeaeneHne NpoayKToB Aerpagaumm nonMmepHbIX
MeANLMHCKAX N3aennii;

Yactb 14 — NaeHTudukaums n konuvecTBeHHoe onpeaerieHne NpoaykToB derpagaunn usgenuii ua
Kepamuku;

Yactb 15 — UaeHTudukaums n konuiecTseHHoe onpeaerieHne NpoaykToB Aerpajaunn usgenui s
MeTarfoB 1 CNiaBoB;

YacTb 16 — MogenupoaHue 1 uccneoBaHne TOKCUKOKUHETUKA MPOAYKTOB AerpadaLiii v BbIMbIBAHUS

YacTb 17 — YcTaHOoBNEHMe NoporoBbIX 3HaYeHWi AN BbIMbIBAeMbIX BELLECTB;

YacTb 18 — UccnepoBaHne XMUYECKNX CBOWCTB MaTepunaros;

Yacte 19 — UccneposaHne uUsnko-xuMmyeckmx, Mopdosiormiecknx 1 tonorpaduyeckux CBOWCTB
MaTepuanos;

Yactb 20 — MpuHUMNEl U MeToabl UcCrieAoBaHUS UMMYHOTOKCUYECKOTo AeMCTBUS MeaNLMHCKMX n3ae-

M.
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HAUWOHANBbHBIA CTAHBJDAPT POCCUUCKOW OSGEOEPALUWUMU

N3aenuAa MEQULUMHCKUE
OLUEHKA BUOJIOMTMYECKOIO AENCTBUA MEOULIMHCKUX U3AENUIA

YacTb 2

Tpe6GoBaHUsA k 06palLLeHUIo € XXUBOTHLIMU

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

Dara BBegeHna — 2010—07—01

1 O6nacTb NpUMeHeHuns

HacTosawwit ctaHgapT npeagHasHaveH Ans NpUMEHeHUsl opraHnsaLysMm, sakasblBatoWwmi, niaHupyo-
LMW 1 NMPOBOAALLMMM UCMBITAHUA U aHANU3UPYIOLWMMI AaHHbIe MCCNeAoBaHWUI Ha KUBOTHBIX, NPOBEAEH-
HbIX M8 OLEHKN BUOCOBMECTUMOCTU MaTeprarnos, NpeaHasHauyeHHbIX A UCTONb30oBaHUS B MeANLMHCKUX
13OeNUsIX, UM Camux MEAMLIMHCKMX M3aennii. HacTosAwmin ctaHaapT ycTaHaBnnMeae T MUHUMarbHble TpeGoBa-
HUA, HeoBXxoaMble Ans oBecnedeHrs U CBUAETENLCTBA TOro, YTO BN NPUHATLI HEOBXOAMMbIE Mepbl K ycro-
BUAIM COZIePXaHMS KUBOTHBIX, UCMOMb3YEeMbIX B UCMbITAHUAX AMS OLeHKM BUOCOBMECTUMOCTM MaTepuarnos,
NpUMeHsIEMbIX B MEAULIMHCKUX U3AENNAX.

HacTosawuit ctaHgapT coaepXuT CoBeThl 1 pekoMeHaaLmn, cnocobeTayoLne ByayLeMy cokpalleHno
o6LLerc vncna Ucnonb3yemblX XUBOTHBIX, COBEPLLEHCTBOBAHWUIO METOAO0B 1CCNeaoBaHUs NS YMEHbLLUeHNs
UNK ycTpaHeHns 6onn U cTpadaHnii y XKMBOTHBIX, a Takke 3aMeHe UCTIbITaHWUI Ha XXUBOTHBIX APYTMMU HAay4YHO
060CHOBaHHBIMU CPEACTBaMMU, He TPEeBYIOLLMMI TECTOB Ha XNUBOTHBIX MOAENSX.

HacToawuii ctaHaapT NPMMeHUM K UCTbITaHUAM, NPOBOANUMBIM Ha XMBbIX MO3BOHOYHBIX XKUBOTHBIX (3a
UCKMoYeHeM YenoBeka), AN yCTaHOBNeHUs 6MOCOBMECTMOCTM MaTepuarnos UM MeanLMHCKAX U3Aenii.

HacTosawuii ctaHgapT He OTHOCUTCS K UCTbITaHNAM, NPOBOAMMbIM Ha 6ECMO3BOHOUYHBIX KMBOTHBLIX 1 APY-
TMX HUSLIMX popMaXx, a Takke K UCTIbITaHWAM, MPOBOAUMbBIM Ha OTAENbHbIX TKAHSAX U OpraHax, B3ATbIX Y NO3BO-
HOYHbIX XXMBOTHBIX MOCMNe 3BTaHa3nM (3a UCKIIOHYEHUEM MOMOXEHNI No 6MONorMYeckoMy Buay, UCTOUHUKY,
o6L1eMy COCTOAHMIO, YXOAY W YCNOBUSIM).

2 HopmaTuBHbIe CCbINKU

B HacToAwweM cTaHaapTe UCNoMNb3oBaHa HOPMaTUBHASA CCbIfKa Ha CreayroLLMii cTaraapT:
MCO 10993-1:2003 OueHka Guonornyeckoro AeNCTBMA MeaULUMHCKUX nagenuin. Yacts 1. OueHka n
nuccneaoBaHusa

3 TepMuHbI M onpeaeneHus

B HacTosilwem ctangapTe npuMeHeHbl TepmMuHbl no MCO 10993-1, a Takke crnegytowime TepMUHBI C COOT-
BETCTBYOLMMU onpeaeneHUsIMu:

3.1 anbTepHaTUBHbLIN MeTog: Jllobon MeToa nccnegoBaHus, KOTOPbLIA 3aMeHsIeT TEeCT C UCMOMb30Ba-
HMEeM XUBOTHBIX MOZeNei, cokpallaeT YACMO UCTIONb3YEeMbIX )KUBOTHbBIX U COBEPLUEHCTBYET NPUMEHAEMbIEe
npoueaypsbl.

3.2 xuBoTHoe: Jlto6oe x1Boe No3BOHOYHOE, HE ABNSAOLLEECH YUEMOBEKOM, 32 CKITHOUYEHNEM He3pebIX
dopm NepBoi MNOMOBUHbBI TUCTaLAN.

3.3 ucnbITaHue Ha XUBOTHbIX: JTl060e UCMONMb30BaHME KUBOTHBIX B HAYYHBIX Liensax.

U3paHve opmumanbHoe
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MpumevaHuns

1 OnpepeneHue «uCnbITaHME HA XUBOTHbLIX» HE BKNOYaeT B cebs genctenn obwenpu3HaHHON BETEPUHAPHON
NpaKkTUKK, NPUMeHsIEMOoN Ansi bnara XXMBOTHOTO UMK X FPYNNbI, YACTbIO KOTOPON OHO ABMSIETCH; O6LLENPU3HAHHBIX METO-
O0B XXMBOTHOBOACTBA A1 PErYSALMM UM COXPAHEHUS XKMBOTHOTO NN MX FPYNIMbI, HACTbIO KOTOPOW OHO ABMAETCS; Kneme-
HWA MeToAaMM, KOTOpbIe BbI3bIBAIOT He Gonee Yyem cekyHaHY0 6onb unu cTpagaHve; 9BTaHa3MIo.

2 Mpepynpexgenune 6onu, cTpagaHuii, paccTponcTBa Ny anuTenbHoro ywep6a nytem acheKTMBHOIO UCMONb30-
BaHWsi aHECTE3UW, aHaNbreTUKOB UK APYIMX METOA0B, NPU KOTOPLIX XXMBOTHOE He YyBCTBYeT Gonu (Hanpumep, aeuepe6-
pauus), He 03HAYaeT, YTO Takue UCMbITAHUSI Ha XMBOTHbLIX HE NOANaZAlT Nog 3To onpeaeneHue. Mcnonb3oBaHve
aHecTe3nu, aHanbre TMKOB UIMN iPYIMX METOA0B, NPU KOTOPLIX XKMBOTHOE He YyBCTBYeT 60Nu, paccmaTpmBaeTcs KaKHEOTb-
emMnemas YacTb UCTbITaHWS HA XXKMBOTHBIX.

3.4 koMneTeHTHbIe opraHbl: OpraHbl, HazHa4YeHHbIe UM NPU3HAHHbIE HAUWOHAIbHBLIM NMpaBUTENb-
CTBOM OTBETCTBEHHbLIMU 32 HabnogeHue, pyKoBOACTBO UK PErynaunio UCNbITAHUA Ha XXMBOTHBIX, UMK pasBse-
JeHMe U NOCTaBKy chneuuanbHO BbIBEAEHHbIX XMBOTHBLIX AMA WUCNOMb3OBaHWA B TakUX MCMbITaHUSX,
noanapawoLwmx noa AaHHyo yacts MCO 10993.

3.5 aBraHa3ua: 'ymMaHHOe ymepluBneHue XNUBOTHOTO METOAOM, NPUYUHAIOLMM MUHUMaTbHOE husn-
yecKoe 1 ncuxmnyeckoe ctpaaaHue.

3.6 ycnoBus rymaHHocTU: 3apaHee onpeaeneHHble KpUTepun U Mepsbl, KoTopble HeobxoaMMo BHea-
pUTb Anst yMEHbLUEHUs1 U ycTpaHeHust 6onn 1 cTpagaHWuid, Bbi3bIBaeMbIX UCNbITAHUSAMU Ha XKMBOTHbIX, Kak
TOJLKO Hay4Hbl€e Lieniv 6binm AOCTUIHYTHI UMK Kak TONbKO BbIfI0 0CO3HaHO, YTO TakoBblie He ByayT AOCTUTHYTHI,
WK KorAa BO3HUKLUME Npobrembl 61aronony4ms KMBoTHEIX HEOBOCHOBaAHHO NPEBLILLAIOT BaXKHOCTb, Lienb Uu
XapakTep UcnbiTaHuKS.

3.7 npouepnypHan nogrotoBka: [peasaputenbHas NOArOTOBKA U aKKNMMaTU3aLMS XKUBOTHBIX K BMe-
LaTenbcTBaMm, NPOBOAMMBIM MPU UCTIbITAHUW Ha XKUBOTHBIX, 4151 MUHUMW3aL/MK CTPECCa JKUBOTHOTO NpU NpoBe-
[eHUM uccneqoBaHus.

3.8 npotokon: [JokyMeHTauus, NoAroToBNeHHas Ao NpoBeAeHNs UCCNefoBaHUN Ha XXMBOTHBIX, BKITHO-
varoLlas B cebst 06ocHOBaHWe, 06 bsICHEHUE N MeToa UCccneioBaHus (BKITIOYas HayuHble U TyMaHHbIe acneKThbl)
Ona uccneaoBaHUA Ha XXUBOTHBIX.

3.9 cneuwanbHO BbiBeAeHHOE XUBOTHOe: J11000€e XMBOTHOE, BbIBEAEHHOE A1 €r0 UCNONb30BaHUA B
NCMbITAHWAX Ha XUBOTHBIX MOAENAX UK AN APYTUX UCCReA0BaTEeNbCKUX UM HAYYHBIX LieSnen.

3.10 cokpalweHue: CokpauweHne Ao abcomoTHOrO MUHUMYMa YUCNa XKUBOTHLIX, UCNONb3YEMbIX B
NCMbITaHWM C ONpeaeneHHOW Hay4HON Lesblo.

3.11 coBeplueHcTBOBaHUe: COBOKYMHOCTb Mep, NPUHATBLIX ANsi oXpaHbl 340poBbA nabopaTopHbIX
XMBOTHBIX, CBOASALWMX K MUHUMYMY NtoByto 6onb, cTpagaHue, pacCTPONCTBO UMK AONFOCPOUHLIN yuwep6 3a0-
POBbIO NCNOMb3YEMbIX XXUBOTHbIX.

3.12 3ameHa: JltoGoli Hay4YHO 060CHOBAHHbIN U Pa3yMHO W NPaKTU4eCKU 4OCTYMHBLIA MeToa uccneaoBa-
HWS1, KOTOPbIA NOMHOCTLH0 UMW YACTUYHO 3aMEHSIET UCNONBb30BaHUE XNBBIX NO3BOHOYHBIX KUBOTHBLIX METOAaMU
nccnegoBaHns, KOTOPbIe He MOTYT NOTeHUManbHO NPUMUMHUTL 60Mb U CTpagaHue XUBOTHBLIM.

3.13 naboparopHoe XxuBoTHoe: Jlloboe XUBOTHOE, UCNONb3yeMoe B TeCcTax in vivo Unu Ana npeao-
CcTaBNeHns TKkaHen Ansl TECTOB eX Vivo W in vitro.

3.14 yrBepxpeHue: OduumansHbIi NpoLece, MyTeM KOTOPOro B onpeaeneHHbIX Lensax ycTaHaBnuea-
FOTCH HAOEXHOCTb U CYLLeCTBEHHOCTb MeToAa UccreaoBaHus.

4 TpeboBaHuA

4.1 OOwue nonoxeHus

HacToauumin ctaHdapT ycTaHaBnMBaeT OCHOBHbIE TpeBoBaHUsA Npy paccMOTPEHNM, NaHNPOBAHUN UAN
BbIMOMHEHWMN UCTIBITAHWIA Ha KUBOTHBIX ANt GUONOTMYECKON OLieHKM MaTepranos, UCToNb3yeMbIX B MeauLuH-
CKMX U3Oenmnsx.

HacToawuit ctaHgapT paspabotaH Ans saluTel 61arononyyums XUBOTHBIX, UCMOMNb3yeMbIX B GUOMoru-
YeCcKo oLieHKe MaTepranos Ans MeANLMHCKMX n3aenuii, 6es yuepba Hay4Hoi 060CHOBaHHOCTU pPesybTaToB
nccneaoBaHus 1 BbINOMHAEMON BNOCNEeACTBUN OLIEHKM pucka.

OcHoBHoW 3aadeil HacTosLLEero cTaHaapTa ABNAeTCA HeoBXoOMMOCTb NMOATBEPXKAEHMUS, YTO YCIOBUS
coAepKaHus XMBOTHBIX BbINA COOTBETCTBYOLMM 06pa30M paccMoTpeHb! MW MPUHATAX 3KCNepTHOro pelle-
HUWs1 No BUONOrYeckon oLeHKe MaTepuanos MeANLMHCKOro U3Aenus, U YT NPUHLMMLI 'yMaHHOro aKCrepumeH-
TanbHOro noaxona GbiN YeTKO UCMOMb30BaHbI NPY MNaHUPOBaHNN U NPOBEAEHUN UCTILITAHWI Ha KUBOTHBIX.

2
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HacTtoawwi ctangapt UCO 10993 TpebyeT, 4Tobbl HEOBXOAUMOCTL NPOBEAEHUS UCTILITAHUSA HA XKUBOT-
HbIx BbIna onpasaaHa, a nobblie 6onb, cTpagaHue, pacCTPOUCTBO UMK AONTOCPOYHbIA yiLepb 300poBbIo, Npu-
YMHsIeMble BO BpeMsl HeobXoauMbIX UccnegoBaHniA Ha XXMBOTHBIX, Bblnn cBegeHbl K MUHUMYMY .

HacToswwi ctaHgapt MUCO 10993 yctaHaBnMBaeT OCHOBHble TpeboBaHUsl, KOTopble 3awuiaoT 6naro-
nonyune XMBOTHLIX, CBOASA K MUHUMYMY 60Mb U CTpecc, MpUYMHSAEMbIE MPU PaCCMOTPEHUA UMMM NPOBEAEHUN
nccnegoBaHWUi Ha XKUBOTHBIX, NYTEM:

a) ycTaHOBNeHMWs onpeaerieHHbIX paMok, KOTOpble OTPaXaloT COOTBETCTBYIOLLNE STUYECKUE U, BO MHO-
TNX FOPUCOAMKUNSIX, MPaBOBbLIE HOPMbI MO OTHOLLEHUIO K UCMOSTb30BaHUI0 XXMBOTHBIX B 9KCMEepUMEHTaSbHbIX UMK
APYrMX Hay4HbIX Lensx;

b) cBegeHVst K MMHUMYMY 4YuCna UcCNeaoBaHWA Ha XXUBOTHBLIX COOTBETCTBYIOLIMM MPUMEHEHUEM
Hay4Holn nuTepaTypbl, 0bMeHa nHdpopmaumen, yTBepKaeHHbIX anbTepHaTUBHBIX METOAO0B U COOTBETCTBYHO-
LLIMX TECTOBbIX CTPATErnii 1 NiTaHOB UCCNeA0BaHUS;

C) cBefeHus K MUHUMYMY noboi 6onn, CTpagaHua, pacCcTPONCTBa UM AONTOCPOYHOIO yiepba, npu4u-
HAEMBbIX )KUBOTHBIM, MPUMEHAEMBIM B UCTIbITAHUAX, ANA oUEeHKU BUOCOBMECTUMOCTU MaTepuanos, NpUMeHsie-
MbIX B MeAULUMHCKUX usgenusx, TpeboBaHMeM Hagnexawero WuCrnonb3oBaHUs COOTBETCTBYHOLNX
anbTepHaTMB MO COKPaLLEHMUIO U COBEPLLIEHCTBOBAHUIO;

d) noggepXvBaHUsi yCTOWUYMBBIX BEICOKUX CTaHAAPTOB CoAepXaHus 1 yxoaa ana obecneveHuns kak 6na-
rononyyns UCMOSb3YeMblX XXMBOTHBIX, Tak U Hay4YHOW 060CHOBaHHOCTU U BOCNPOU3BOAUMOCTU MOSTYHEHHbIX
OaHHbIX.

B aTux uensaxnnaHvposaHue U NposedeHUe nccneaoBaHnin GBUOCOBMECTUMOCTU MaTepuanos, UCNosb3ay-
eMbIX B MeAULMHCKUX N3AeNUsiX, Ha XXUBOTHbBIX ByayT hopmunpoBaTbCa 1 BKOYATL B ceba Hagnexawme cTpa-
Terum 4nsi 3aMeHsbl, COKpaLleHUs U COBEpLUEHCTBOBaHWA UCCMeA0BaHWI Ha XXUBOTHbIX.

3akas uccnegoBaHNii Ha XXUBOTHBIX 6€3 noncka 1 NosyYeHUa TakoBON MHpopMaL MK, BbINOMHEHUS TaKo-
BbIX pelleHnin U BHeJpPEeHUs1 TaKoBbIX Mep He BbINOMHAET OCHOBHLIX NpeanMcaHuii HacTosawero ctaHgapTa
MCO 10993.

MpuMedyaHue— 3TN NPUHLUNBI, KAK U OCHOBHbIE TPEGOBAHUA HACTOALWErO CTaHAAPTA, MOTYT TakKe OTHO-
CUTBCSI KUCTIbITAHVSIM Ha XXMBOTHBIX, MPOBOAWUMBIX HA MaTepuanax Ans MeauLNHCKX U3AeNnii  MEAULUHCKUX N3AENUAX B
OPYIVIX KOHTEKCTaX.

4.2 O60CcHOBaHUe UCNbITaHUIA Ha XUBOTHBIX

Ecnv Hagnexallas npegocTopoxHOCTb TpebyeTcs ans obecneveHus 6esonacHocTU YenoBeka, UcnbiTa-
HWE Ha XXMBOTHBIX B LIeNSIX AOMKHOM 6MON0rMieckoi xapakre pucT kM MaTepuanos, UCMofb3yeMbIX B MEAULNH-
CKUX U3OennsX, ABMAETCHA NpUeMreMbiM.

B cepum ctangapToB MCO 10993 nenbiTaHWs Ha XKMBOTHBIX CYATAOTCA 060CHOBaHHBIMU TONBKO B crieay-
tOLLMX CryYasX:

- nony4yaemble B pesynbTaTe AaHHble HEAOCTYMHbLI APYTMM NyTeM, Ho HeobxoauMbl Ana Haanexalen
XapaKTepUCTUKN UCNBITYEMOro MaTepuarna B KOHTeKcTe ero 6yayuiero UCnosib3oBaHusl;

- NOAXOASALWNA Hay4YHO 0BOCHOBaHHLIA MeTo[ TeCcTUpOoBaHUsS 6e3 UCMONb30BaHUS KUBbLIX XUBOTHBLIX
moferien HeJOoCTYMNEH C pasyMHOWM 1 MPaKTUYECKOM TOUYKN 3peHus;

- 6bINK onpeaeneHbl U BHEAPEHbI COOTBETCTBYIOLME CTPATEr COKpaLLeHUsl U COBEPLLEHCTBOBaHUSA,
BKIIHOYas NpU HaAoBHOCTY NoyYeHne AaHHbIX CCNEeA0BaHWA OT U3FOTOBUTENEN U MOCTaBLUMKOB U U3yYeHne
Hay4YHOW NMTepaTypbl Ha NpeaMeT AaHHbIX MO TOKCUYHOCT 1 GUOCOBMECTUMOCTMU.

Bo nsbexaHne HeHyXHbIX NOBTOPEHUA nepen Havyanom UCNbITaHWIA ANA OUeHKWU 6UOCOBMECTUMOCTHU
marepuanoB B MEANLMHCKMX N3AENNAX Ha XXUBOTHBIX HEOOX0AUMO NPOBECTU U OTPasuTb AOKYMEHTanbHO
0630p cyLLecTBYIOLL el COOTBETCTBYOLLER MHpopMaLIMM O CBONCTBAX TECTUPYEMOro matepuana. 3To BkoYa-
eT pasyMHble AeNCTBUSsI, cnocobeTByloLMe 06MeHy nHdopmaLmen.

McnbiTaHUs Ha XMBOTHBIX cHUMTaOTCA 060CHOBAHHBIMM, TOMBKO eCMn:

a) 6blnn AokasaHbl X COOTBETCTBME U HAAEXKHOCTb AN LieNe, B KOTOPbLIX OHU MPUMEHSAIOTCS;

b) nonyvaemble gaHHbIe HeOBXOANMBI 47151 AOKHON XapaKkTe PUCTUKA U OLLeHKU TECTUPYEMOro MaTtepua-
na B KOHTEKCTe, B KAKOBOM OH ByAeT MCMoMb30BaThCsA B MEANLMHCKNX U3OENUsX;

C) Hay4yHO 0BOCHOBaHHbIA MeTo[ TeCTUPOBaHMUs, He TPeBYHLWMUIA UCNOMNb30BAHNUS KMUBBIX XUBOTHBIX
moaernen, HedOCTYMNeH C pasyMHON 1 NPaKTUYECKON TOUKN 3pEHUS;

d) 6binv onpedeneHbl M BHeAPEHbI ApYyrine COOTBETCTBYIOLLME U NoAX0AALLME CTpaTer MUHMMU3AaLIUN
6onu, cTpagaHuin, paccTpPoNCTB 1 AOMTOCPOYHOrO yulepba NCnonb3yeMblM XKUBOTHBIM.

4.3 KoMneTeHTHOCTbL NepcoHana

McrbITaHUsA Ha XNBOTHBIX AOMKHbI nnaHnpoBaTbCA, NPOBOANUTLCA U TONKOBATbCA NMUaMn, KOMNEeTeH-
THbIMW B BbINONHEHN Ha3Ha4Y€eHHbIX UM d)yHKLI,I/II;I.
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MNcnbiTaHus Ha XUBOTHBIX AOIHKHBI NNaHUPOBATLCA U MPOBOAUTLCA € y4acTMEM nepcoHana ¢ onbIToM
BeTepuHapuu, paboTel ¢ NaBopaToPHLIMU XXUBOTHBIMM, XXMBOTHOBOACTBA U YX0Aa 38 XUBOTHLIMU.

MoapoBHOCTU KoMNETEHLIMM NepCoHana ¢ TOUKM 3peHust onbiTa, KBanudukaumumn U NnoaroToBKY (BKovas
noBblILIeHMe NpodeccuoHanbHoW KBanupukaLnm) 4na CooTBETCTBUA 3TUM TpeGoBaHUSAM A0IKHBI BbITh OTpa-
KeHbl JOKYMEHTarbHO.

MpwumedyaHune— HecmoTps Ha TO, 4To HacToAwwmi ctaHaapT MCO 10993 He npeaycmaTpuBaeT 06 bEKTUBHOTO
YTOUYHEHWS], CHUTAETCH BaXKHbIM, YTOOLI NNLIA, 3aHATLIE B NPOBEASHUM UCCNEAOBAHNI HA XXUBOTHBIX, NOKa3biBanv 3aboTtnu-
BOE U YBaXWUTENBHOE OTHOLLEHWE K UCMOMb3YeMbIM XXUBOTHBIM, T.€. 4TOGbI Y HUX Gblna COOTBETCTBYIOWLAs «KYbTypa YXO-
aanr.

4.4 NnaHupoBaHue U NpoBeAeHUE UCNLITAHUA Ha XUBOTHbIX

4.4.1 O6wune nonoxeHus

Bbibop 1 cocTaB UCMbITAHUIA Ha XKUBOTHBIX AOMKHBI COOTBETCTBOBATL OMNpefesieHHbIM Hay4HbIM LiefisiM
nccnenoBaHnsa nNpu MUHUMM3auum 6onu, ctpagaHusa, paccTponucTs WU AOMrocpoUHoro yulepba, kotopble
MOTyT BbITb NPUHMHEHBI NabopaToPHBIM XKUBOTHBIM.

Kak yka3aHo B 4.2, UCNbITaHUS Ha KMBOTHBIX A0SMKHBI NPOBOAUTLCS, TOMLKO ecriu Tpebyemast uHpopma-
uns, HeobxogMmas 4Ns XxapakTe pUCTUKM UCMbITYEMOro matepuana, HeIoCTynHa ApYruM nyTem U NoaxoasLmni
Hay4yHO 060CHOBaHHbIA METOA TECTUPOBaHUA, He TPeGYIoWNIA NCMONb30BAHUSI JKUBLIX XKUBOTHBIX MoAene,
HeJOoCTYrMeH ¢ pasyMHOM U NPaKTUYECKON TOUYKN 3peHUA.

Mocne paccMoTpeHUs NOAXOASALNX U pa3yMHO AOCTYMHBIX BO3MOXHBIX CTpaTernii 3aMmeHbl, CoKpalleHust
N yCOBEpLUEeHCTBOBAHUA U OO0 NPOBeAeHUs1 UCCNefoBaHU Ha XUBOTHBLIX OCHOBHbIE UccneaoBaTeny u/munu
CMOHCOPbI AOIMKHBI TOATBEPAUTL U OTPa3UTb JOKYMEHTanbHo, YTO HUKaKUe Apyrue cTpaterin sameHbl, Cokpa-
LWeHNs UMM YCOBEPLUEHCTBOBaHUSI He TpebyloTca Ana MUHUMU3auun yuepba 6narononyynto XMBOTHLIX B
OaHHOM nccrneaoBaHUN.

MpumedyaHue— B HEKOTOPLIX Criy4Yasix MOryT notpeboBaTbCcsi NPOBHLIE UCCNEA0BaHNA ANA ONTUMU3ALUN
napameTpoOB UCCIeA0BaHUS A0 NITaHUPOBaHWS U NPOBEAEHUSI OCHOBHBIX MCCINEeA0BaHUA.

Koraa nonoxerusi ctangaptos cepun MCO 10993 TpebytoT nnvnossonsiioT caenatb MHGMOPMUPOBaHHbLIN
BbIGOP U3 psiga BUAOB, CTaANA pasBUTUSI UMW YUCTIa XKUBOTHBIX NS UCTIbITAHUSA HA XKUBOTHbIX, NPUHATLIE peLue-
HWs1 JOMKHbBI 3aLUMLLATb Hay4YHY0 HAAEXKHOCTb UCCeA0BaHUSA, PaBHO Kak 1 CBOAUTL K MMHUMYMY Miobbie 601b,
cTpadaHus, paccTpoicTBa UK AONFOCPOYHBIN yep6 340pOoBbI0 UCNONb3yeMbIX XUBOTHLIX. O6ocHOBaHUE
MPUHATBIX peLUeHUA OIMKHO BbITb NOATBEPXKAEHO AOKYMEHTaNbHO.

4.4.2 MNoBTopHOe UcNOMb30BaHUe

HeobxogumocTb nsberaTb HEHY>XHOro COBOKYMNHOrO yuwiepba 340poOBbl0 OTAENbHBIX UCMOMNb3YeMbIX
JKUBOTHBIX AOIMKHA ObiTb OLleHeHa OTHOCUTENbHO HE0BX0ANUMOCTHN CBECTU K MUHUMYMY YUCIIO UCMOSb3YEMbIX
KUBOTHBIX.

Kak npaBuno, xnBoTHOe He A0SMKHO BbITb UCNONb30BaHO Bonee YeM s O4HOro UCTILITAHMS.

XKunBoTHbIe, UcnbIThIBaBLINE 6OMb U PacCTPOCTBA B XOA€ UCMILITaHWUSA MU Npeablayliee UCNofb3oBaHue
KOTOPbIX MOXET MOBMUATL Ha pe3ynbTaThl AaNbHENLWUX TECTOB, He AO0MKHbI MOBTOPHO UCNOMNb30BaTLCS.

[MoBTOpPHOE NCMONb30BaHWE AOIPKHO COOTBETCTBOBATL HAYHYHOM LieNU U He IOIPKHO HAHOCUTL HepasyM-
HbI COBOKYMHbIN yLLIep6 340pOBbi0 OTAEMbHBLIX )KUBOTHBIX.

Jlto6oe NoBTOpHOE MCNOMb3oBaHWE AOMKHO BbiTb OTPaXEHO AOKYMEHTasrlbHO, ¢ npuBeaeHneM obLymx
AeTanen npeLlecTBYOLEro UCMOMNb30BaHUA U NOATBEPXKAEHNEM, YTO TpeboBaHUA, BbIABUHYTLIE B AAHHOM
noanyHkTe, Obinn paccMOTPEHbI U BINMOHEHBDI.

4.5 CtpaTterus ucnbitTaHun — OyepeAHOCTb UCNbITAHUN in vitro n in vivo

CTpaTtervu ucnolTaHnin AOSKHBI, MPU BO3MOXHOCTW, UCNOMbL30BaTh MHOrOYPOBHEBLIA UNW nepapxudec-
KW nogxoa Ans MUHAMU3auny kak obbema TpebyeMbix UccrieqoBaHUiA Ha XXMBOTHBIX, Tak v ntobon 6011 nnu
paccTpPoUCTBa, KOTOPbIE MOTYT BbITb NMPUYMHEHBI MPU NPOBEAEeHUM 060CHOBaHHbIX UCCNeQOBaHUI Ha XUBOT-
HbIX. B 0COBEHHOCTN HEeHYXXHble UCTbITaHWS Ha >KMBOTHBIX HE AOSPKHbI TPOBOAMTLCA A0 NPOBEeAEHUA U OLLEHKN
PesynbTaToB COOTBETCTBYOLUX, HAYYHO OBOCHOBAHHBIX U PasyMHO U NpakTU4eckn AOCTYNHLIX NpeaBapu-
TenbHbIX NCCNeaoBaHni in vitro.

UcnbiTaHnst Ha XMBOTHBIX HE AOSMKHbI NMPOBOAUTLCHA, €CMNA CYLLECTBYIOWME AaHHble (Hanpumep, U3
Hay4yHON nuTepaTypbl U/UNU NouUckoB B Gase AaHHbLIX, PesynbTaToB NpeAblAyLnMX CKPUHWUHIOBLIX TECTOB,
060cHOBaHHbIX NCCiefoBaHuWM in vitro, NpeablayLMX NcCrieJOBaHUIN Ha XKUBOTHBIX Unu Nto6ble apyrue nogxo-
Aslne AaHHbIe B HanM4umn) npefocTasnsaoT A0CTaTOuHY0 MHAOpMaLIMo N0 BUOCOBMECTUMOCTU TECTUPYEMO-
ro MaTepwuarna 4asi NpUHATUA TBEPAOHA OLEHKM COOTBETCTBYHOLLErO prCKa.

O6ocHoBaHWe cTpaTernm UCMbITaHNA AOMKHO BbITb OTPaXXEeHO AOKYMEHTASBHO.



rocT P UCO 10993-2—2009

4.6 YcnoBus cofepxaHus U yXop 3a XKUBOTHbIMMU

4.6.1 O6wWwue nonoxeHun

Mpu no6oit BOIMOXHOCTU AO0MKHbI UCNONb30BaTbCA CrneuManbHO BbiBeAeHHble XXUBOTHbIE, U ANA
UCMNOMb30BaHNsA He cneLmarnbHO BbiBe4eHHBIX XKUBOTHLIX TpebyeTcs ocoboe obocHoBaHMe.

Ecnu cneunanbHo BbiBEAeHHbIE XXMBOTHBIE HE UCNOMb3yoTcA, 060CcHOBaHWe 1 NOAPOBHOCTU NPOUCXOX-
AEHNA NCNONb3YEeMbIX )KUBOTHBIX AOSMKHbI ObITh OTPaXKeHbl AOKYMEHTarbHO.

Bbicokne TpebGoBaHUst K yxoay W YCIOBUSIM codepXaHus yrydwatoT 6narononyyve UCnonb3yembixX
YKMBOTHBIX U CNOCOBCTBYIOT Hay4HOU 060CHOBaHHOCT M UCCNIEA0BAHUIA Ha XKUBOTHBIX. YX0A4 W YCNOBUA coaepxa-
HUA QOSMKHBI KAK MUHUMYM OTBEYaThb COOTBETCTBYHOLLMM OMyBNMKOBaHHBIM HAaUMOHaMbHBIM UM MeXayHapoa-
HbIM HOpMaTUBaM yxoAa 3a XXMBOTHLIMU, YCITIOBUIA COAepPXXaHWUs U XXKMBOTHOBOACTBA.

Heo6xoaMMo o3HaKOMMeHWe ¢ COOTBETCTBYIOLLMMU HOpMaTUBaMU UMK TpebGoBaHUAMU, U cBUAETENb-
CTBa COOTBETCTBUS TAaKOBbIM (MM NOAPOBHOCTU HECOOTBETCTBUS, CONPOBOXAAEMbIE OLEHKON BEPOATHBLIX
nocneacTeui Ans 6narococToAHNA UCNONb3YEMbIX KUBOTHBLIX U HAAEXHOCTU NoflydeHHOW nHcpopMaummn) gon-
XKHBbI ObITb 06 BACHEHBI, 060CHOBaHbI U OTPaXkeHbl OKYMEHTABHO.

JTtoB0oi KOMNOHEHT XXUBOTHOBOAYECKOW CUCTEMBI, KOTOPLIN HE ABNAETCA ONTUManbHLIM YCNoBUEM ANA
6narococTosiHNA NTabopaToOPHBLIX XKUBOTHBLIX M MOXET NOAOPBaTb HayYHYHO LEHHOCTb UCNBbITAaHWUA UNW Henoao-
GatoLLe NOBNMATL Ha XapakTep NN UHTepnpeTaLuio pesynbTaTta UCibITaHUA, A0MKeH ObiTb OTpaXKeH AOKYMEH-
TanbHo.

YKnBOTHbIE KOMMYHUKaGENbHBIX BUAOB AOMKHBI pa3MelaTbca cTabunbHBIMA COBMECTUMbBIMU NapaMu
WK rpynnamu, 3a UCKIHoYeHUeM CryvaeB, Korga OAWHOMHOE pa3MelleHue MokKasaHo NO BeTepUHapHbLIM,
XMBOTHOBOAYECKNM, HaY4HBIM NPUYUHAM UK NPUYMHaAM 61aronony4ns XXMBOTHbIX.

Mpn HEBO3MOXHOCTU NAPHOrO UMW FPYMMNOBOMO Pa3MELLEHUS KUBOTHBIX KOMMYHUKabenbHbIX BUAOB
HeobXxoAMmMo AOKYMeHTasbHO OTpa3nTb 060CHOBaHNE He0BX0AUMOCTM OANHOYHOIO pa3MeLLeHNsA 1 ero anu-
TENbHOCTU C BETEPUHAPHOMN, XMBOTHOBOAYECKOMN, HAYYHOM TOYKM 3PEHUA UK € TOYKK 3peHus Bnarononyyus
XMBOTHBIX. Heobxogmmo Takke OUEHUTb U AOKYMEHTaNbHO OTPa3uTb BANSHUE NPUHATOrO pelleHus Ha
Hayu4HbI pesynbTar.

O6blval 1 o6Lasn npakTuka He ABNAITCA NpueMnemMbiMmM 060CHOBaHUAMN.

4.6.2 OrpaHuU4eHue ABUXKEHUA

Ecnu ucnbiTaHna Ha XXMBOTHBIX TPeBYIOT orpaHU4eHns ABMKEHNUIN XKUBOTHBIX, CTENEHb, ANUTENLHOCTL U
XapakTep orpaH1yYeHns 4OMMKHbI Kak MUHUMYM COOTBETCTBOBATb JOCTMXKEHWUIO HAyYHOW Lienn 1 6bITb OTpaxe-
Hbl AOKYMEHTarbHO.

4.6.3 Xupyprudeckue npoueaypbl

Bce xupyprudeckune npoueaypbl AOMDKHBI MPOBOAUTLCA HA XKMBOTHBIX MOA aHeCTe3nel, ¢ BHegpeHnem
XUPYPrudeckmnx MPUHLMNOB U NPaKTUK 411 CBEAeHUS K MUHUMYMY CIlydaeB nocTonepauunoHHoro cencuca. Cny-
Yaun XMpypruyeckoro cencuca AoskHbl 6bITb OTpaXKeHbl AOKYMEHTaNbHO.

Haanexalume ycrnoBusi A0IKHBI ObITb CO3AaHbI 411 400oNepaLMoHHOro, ornepaunoHHOro 1 nocrneonepa-
LIMOHHOTO yXoAa 3a XUBOTHLIMW, BKMHOYas OTBETCTBEHHOE U 3¢ heKTUBHOE UCNOMb30BaHNe aHaNbreTUKOB B
COOTBETCTBMW CO CTaHAapTaMu COBPEMEHHOM KITMHUYECKOW BETepUHapHO NpakTuku. McnonbayemMble pexxu-
Mbl OSTKHbI BbiTb OTPaXKEHbI AOKYMEHTambHO.

4.7 YcnoBus rymaHHOCTU

4.7.1 O6wue nonoxeHusn

YcnoBusa rymaHHOCTUM Heobxoaumbl Ansl psaa cUTyauuil U pacnpoCTPaHSIIOTCS He TOSNbKO Ha XXMBOTHBIX,
KOTOpbIe YMUPAIOT UITN UMEIOT APYrue NpUsHaku cepbe3sHbiX Npobnem 300poBbs.

3popoBbe Bcex NabopaTopHbIX KMBOTHBIX U YCIOBUA UX COAEPXKaHWUsI AOIDKHbI MPOBEPATHCA KOMMEeTEeH-
THBIM NIMLUOM MO MeHbLLIEN Mepe OAWH pas B AeHb. OBHapyXeHUA U NPUHATBIE Mepbl AOIDKHBI ObITb OTpaXeHbl
DOKyMeHTanbHo.

Pexum HabntogeHus AomkeH ObITb bonee UHTEHCUBHBIM, €CNU OXNAAETCS 3HAYUTENbHLIN HEraTUBHLINA
ach ekt Ana 300poBbAL.

CooTBeTCcTBYOWMIA NOAAEPXKUBAIOLUMIA, CUMNTOMATUYECKUI U 0COBbIN YXOA A0MKEeH NpeaocTaBnsATLCsS
ANA cBeAeHNs KMUHUMYMY Npobrem 300poBbsl, BO3HUKAOLLMX B pe3yrbTaTe UCTIbITaHWUA Ha XKUBOTHBIX MO MOKa-
3aHUAM UNU NoA PyKOBOACTBOM KBanu1UMpoBaHHOro BeTepuHapa. MpegoctaBneHne TakoBoro yxoaa n/unm
060CcHOBaHWe ero HenpeAcTaBneHUs AOMMKHO GbITb OTPaXEHO AOKYMEHTaNbHO.

KuBoTHble, UcnbiTbiBaoLWMeE peskyto 6onb nnu cTpagaHus, KoTopble He MoryT BbITb 06neryeHbl, AOMMKHbI
6bITb HeMeANEeHHO NOABEPrHYThI 3BTaHa3Uu.

CMepTb (He B pesynbTaTe 3BTaHa3nuu) He ABNAeTCs HeobXoaAUMOCTLIO Ans COOTBETCTBUA TpeboBaHuUsM
craHpaptos cepun MCO 10993 n He fonkHa ycTaHaBNMBaTLCA Kak HeobXxoaMMana KOHeUHasA ToUKa OMnbITOB Ans
onpeaeneHna 6MOCOBMECTUMOCTM MaTepUanos MeANLUHCKUX N3AeNUiA Ha XKUBOTHBIX.
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[lomkHa BeCTUCh AOKYMeHTauuaA, NpeaocTasnsiowas noapobHOCTN 0 XKUBOTHBIX, HAUAEHHBIX MEPTBLIMU
B XOZe uccrneaoBaHui, NpoBoANMbIX B Liensix yaosneTBopeHus TpebosaHuid ctaHaapTos cepun NCO 10993. B
HEeKOTOPbIX CIlyyasXx Takue NpoucLecTBUA MOryT CBUAETENbCTBOBATL O HECMOCOBHOCTU onpeaennTb U BHea-
PUTb BCE NOAXOASLLME CTPaTErn YCOBEPLUEHCTBOBaHUS.

4.7.2 3BTaHa3uA

MeToakl 3BTaHa3snn, UCMoNb3yeMble NPy 3aBepLUIEeHUN UCCeJ0BaHUIN Ha XKMBOTHbIX, AOSMKHBI BbI3bIBATh
GbICTPY0 HeOGpaTMMYIO MOTEPO CO3HAHWUA 1 NocneayloLyto cMepTb 6e3 NpusHakos 60K unu cTpagaHvii.

BbiGpaHHEIin U UCNOMb3yeMblii MeToA 3BTaHa3um AoSHkeH ObiTb Noapo6HO onucaH n 06ocHoBaH B AOKY-
MeHTaLumMK, 3asBNI0LLen COOTBETCTBUE HacToAweMy cTaHaapTy MCO 10993.

[omKHO NpefocTaBNATLCA U AOMKHBIM 06pa3om o6cnykuBaTbcs COOTBETCTBYIOLWEe 06opyaoBaHue, U
y4acTBYOL NI B UCTIBITAHUAX NePcoHan AoskeH bbITb agekBaTHO MOArOTOBINEH U KOMMNETEHTEH B TEXHUYECKOM
nnaxe.

4.8 [JoKyMeHTauus UCNbITaHUA

[oKkymeHTaLmsl ucnblTaHWA AOMMKHA onucbiBaTb, kak 6binu onpegeneHbl Tpe6oBaHUS K UCNBbITAHUAM Ha
XKMUBOTHBIX, U Kak MPOBOAMINCE UCMBbITAHUA Ha XXUBOTHBLIX. OHa AomkHa 6bITb NpeaocTaBneHa COOTBETCTBYIO-
LM opraHam npu 3asiBlieHUN COOTBETCTBUA C HacTosaAwmM ctaHgaapTom UCO 10993.

MnaH UcnbITaHUS Ha XKUBOTHBIX AOMKEH ObITb onpeAeneH U OTPaXeH AOKYMeHTaNbHO C pacyeToM Ha
6yayllee B NPOTOKOME UCMbITaHUA, NOAPOBHO ONUCHIBaKOLLIEM UCMBITAHUSA Ha XXUBOTHBIX, KOTOpbIE ByayT Npo-
BOANTLCS, U BKIlOYatoWweMm, No o6cToaTenscTBam M HaAobHOCTN, cneayioLlee:

a) ocobble TpeboBaHua cepumn NCO 10993 n Hay4HbIe Lenn, KoTopble UCTIbITaHWE AOMMKHO A0CTUYb;

b) cywecTByIOLWYIO COOTBETCTBYOLLYIO MHCDOPMALMIO O COCTaBE U U3BECTHBIX Ka4ecTBax uccrneayemMoro
maTtepuana, a Takke ero UCnofb30BaHUU UK NNAHUPYEMOM UCNONb30BaHWN;

C) NpWYMHBI M 0BOCHOBaHWE UCMONb30BAHUA KUBOTHBLIX (CM. 4.2);

d) AoKymeHTauuio UCNbiTaHUs!, KoTopasa AoSkHa BKoYaTk B ceb4:

1) ctpateruo ucnoitaHus (cm. 4.5);

2) Hay4Hoe 060CHOBaHWe UCMONbL3YeMOoro BUAa, CTaaun passuTus, NMHAN U YACNa, BKIloYaoLwee B
cebs pazmepebl rpynn n He06XoAUMOCTb MO3UTUBHOIO U HEFaTUBHOIO KOHTPONA (CM. 4.2 1 4.4.1);

3) npowucxoxaeHue U CoCTosIHUE 3A0POBbSI UCTIONb3YEMbIX KMBOTHBIX; 0c0boe 060CcHOBaHWE AOIMKHO
6bITb NPpeaoCcTaBNeHo ANa UCNOSb30BaHUA He CeumasnbHO BbIBEAEHHBIX KUBOTHBIX (CM. 4.6.1);

4) nogpoBbHOCTU cMCTeMbI yxoaa U XnBoTHoBoACTBa (CM. 4.6.1);

5) nogpobHoe onucaHue npoueayp K NPUMEHEHUI0 U oXXnaaeMblx AaHHbIX (CM. 4.4.1,4.4.2,4.6.2 n
4.6.3);

6) pexumbl HabNAEHUA U YCNOBUA NYMaHHOCTU K BHEAPEHUIO N KOHTaKTHasa MHopMauns KNioYeBbIX
COTPYAHWUKOB (CM. 4.7);

7) MeTop 3BTaHa3nu n 060CHOBaHWe BbIGopa MeToAa K UCNONb30BaHUIO (CM. 4.7.2);

8) nogpobHOCTU BbIBpaHHLIX aHANUTUYECKOro N CTaTUCTUYECKOro MeTOA0B.

4.9 HapexHocTb pe3ynbTaToB UCNbITAHUIA U B3aUMHOE NPU3HaHUe AaHHbIX

BsaumMHoe npusHaHue AaHHbIX UCNbITaHWI MOXET 3HAYUTENBbHO COKPaTUTL TpeBoBaHWUA UCMIbITAHWIA Ha
XUBOTHBIX 1 cNOco6CTBOBATL CBOEBPEMEHHBIM 3TUYECKUM HOPMAaTUBHLIM pelueHUaM. Mpu Kkaxxaoin BO3MOX-
HOCTU MeTO/Ibl UCTILITAHWUIA A0MKHBI OCHOBLIBATLCA HA MPOTOKOAX, NPU3HAHHBLIX HA MEXAYyHapPOAHOM YPOBHE,
I NPOBOAMTLCS B COOTBETCTBUM C NPU3HAHHBIMU CUCTEMaMU rapaHTUK KayecTsa, HanpuMep, B COOTBETCTBUM
CO CTaHAapTaMmn HopM naGopaTopHOW NPaKTUKA.
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Mpunoxexne A
(cnpaBouHoe)

O6ocHOBaHue pa3BuUTUA AaHHon Yactu UCO 10993

A.1 Obwwme nonoxeHnna

B naeane ocHoBHble TpeGoeaHus ctaHgaptoB MCO 10993 gomkHbl GbiTb yA0BNeTBOpeHsl 6e3 UCronb30BaHus
MCNbITaHWA HA KNBOTHBbIX.

B oxvnpaanum passutus, yTBEPXAEHUA N 3aKOHOA4ATENBHOTO NPUHATUA NOAXOAALMNX anbTePHATUBHBIX METOA0B TEC-
TUPOBaHWA 3agadven HacToawero ctaHgapta MCO 10993 siensetcs ceeaeHve K muHumymy nio6oi 6onu n crpaganus,
BbI3BaHHbIX ONPaBAAHHBIMU UCMbITAHUSIMUA HA XXWBOTHbIX.

A.2 MpVHUMNBIFYMaHHOrO yX0A4a M NCNOMb30BaHNA XXMBOTHbIX

Jlnua, nnanupytowme n NPoBoAsiLLME UCTIBITAHUS HA XKMBOTHBIX, AOMKHBI UMETb COOTBETCTBYIOLLYIO KyNbTYpY yXoaa
¥ noaAepKUBaTh NPMHLMN HEOTAENMMOCTY 6n1aronony4mns XXMBOTHBIX M AOGPOCOBECTHOrO Hay4HOro Noaxoaa.

B ocobeHHocTM AonxHO 6bITb caenaHo gobpocoBecTHOE ycunue Kak Ans cBeAeHus K abContoTHOMY MUHUMYMY
onpasgaHHol 6onu n cTpagaHus, KOTopbie MOTryT GbITb NPUHUHEHBI BO BPEMSA UCCNEA0BaHNI HA KMBOTHBLIX, TAK W 4NA onpe-
AeneHus v nukBuaauum yuwepba 3aopoBbio, CBA3AHHOTO C BbiIBEAEHWEM, BblpallMBaHUEM, NPOU3BOACTBOM, YXOA0M U
UCcnonb3oBaHMeEM XUBOTHLIX AN VICCJ'Ie,EI,OBaHVIﬁ.

Bo mHorux criyuasix TpebyeTcs pelueHme 3kcnepToB AN CONOCTaBNEeHWS NPOTUBOPEUaLLMX YCNOBUI ANs onpeaene-
HUsi Hanbonee coBepLLEHHO M Hay4HO 0BOCHOBaHHOW CTpaTerMm ucnelTaHui. BoamoxHo, notpebyeTcs oagHOBPEMEHHbIN,
aHe nooyepeaHbI yUeT CTpaTermin CoKpalLeHns 1 YCOBEPLLEHCTBOBAHWUA ANsi CHUXEHNSA ywepba 300pOBbI0 XXUBOTHBIX.

B onpepgeneHHbIe MOMeHTbLI MOXeT NoTpeboBaThCs paccMoTpeHue BbiGopa Hagnexaw,ero metoaa TeCTMPOBaHuA U
nNpoToKona u3 psiga Hay4yHo NpueMneMbIX ctpaTtervi. B HekoTopbix 06¢cToATeNbCTBax Hanbonee CoOBEPLWEHHbIN BapuaHT
MOXeT UCNoMnb3oBaTh BoMNblUee YNCIO KUBOTHBIX, HO U Gonble YCNOBUI NYMaHHOCTU, NN MEHbLUEE YUCNO XUBOTHBIX
H6onee vyBcTBMTENBHOrO BUAA. [Mpy nHTepnpeTaumm nonoxeHui ctaHaaptos cepumn NCO 10993, oTHOCALWMXCSA K COKpaLLe-
HUIO U YCOBEPLIEHCTBOBAHUIO, HEO6XOAUMO NOMHUTB, YTO NOTEHUMANbHBIE KOHMNMKTBI AOMKHbI GbITb NPU3HaHBLI U OLEHE-
Hbl HA OCHOBaHWW YE€TKON MHMOPMaLUKN 1 MHEHUA 3KenepToB. OKOHYaTENbHOE pelleHne MOXET 3aBUCETb OT MHEHWS
3KCMepTOB, HO HeobxoauMo 0becneunTe HayuHYI0 JOCTOBEPHOCTL NPY MUHUMU3aUMK yiiep6a 340pOBbI0 XUBOTHbIX.

Mo aTow npuynHe B oKa3aTenbCTBO NPUHATUSA HAAEXAaLEero peweHna Heobxoanma nornHas Npo3payvHocTb pac-
CcMaTprBaeMbIX BAPMaHTOB, B3BELLEHHbIX (haKTOPOB U NPUHSITLIX peLUeHUI Npy AeMOHCTpaumn. Beipaxas ceoe npodeccu-
OHarnbHOE MHEeHWe, NCCneaoBaTeny AOMKHbI ObITh rOTOBbI NpodeccnoHansHO 060CHOBaTL, YTO, MOYEMY U KaK Aenanoch B
CONpPOBOANTENBHON QOKYMEHTaUWK.

A.3 AnbtepHaTMBa

AnbTepHaTWBON, Kak MpaBuUo, HasbiBaeTcs Ni0GOM METO UCMbITAHUS, KOTOPbINA 3aMEHAET NCMONb30BAHNE XUBbIX
NMO3BOHOUYHBIX XKUBOTHBIX GeCHYBCTBEHHON MOAerblo. Ha QaHHbI MOMEHT He CYLLEeCTBYET YTBEPKAEHHbIX arlbTepHATUB-
HbIX METOOO0B AA MHOMUX aCMeKTOB GMOMNOrMueckoi OLEHKN MaTepuarnor, UCNONb3YEMbIX B MEAVNLMHCKUX N3AENNsIX,

A.4 CokpaweHue

CokpaleHne onpegenseTcs Kak cBeeHne K Heo6xoauMOMY MUHUMYMY YMCNa KUBOTHbLIX, KOTOPbIX MNaHUpyeTcst
MCMONb30BaTh B ONpeAeneHHbIX HayYHblx Lensx. MoHaTne BkniovaeT B cebsi cTpaTernm, nsbaensiowme ot He06Xo04UMOCTU
HEeHYXHbIX MccrnegoBaHuii (BbIGOP TOMBKO NOAXOASLLMX UCCNEA0BaHUMA HA XUBOTHbIX M 0OMEH AaHHbIMU AN NMUKBUOALNK
HeobxoaMMOCTH NOBTOPHOrO TECTUPOBaHUS). Kak cTpaterns ncrnbiTaHui (Nopsigok NpoBeAeHUs U OLEHKU TECTOB), TAK U
COCTaB MHANBUAYaNbHbIX TECTOB AOKHbI GbITb NPUHSTHI BO BHUMaHWUE NPU NPakTU4eCKoM NPpYMEHEHNHN.

CTpaTtervs ucnbiTaHui gOmnXHa Ncnosib3oBaTh MHOTOYPOBHEBLIV UMW nepapxuyeckuin noaxon. CKpMHUHIOBLIE Tec-
Thl in Vitro MOTYT MHOIA NCMNONBb30BATLCS AN oNpeaereHns MaTepranos, HeNoOAXoAsILLMUX ANs UCMNONb30BaHUSA B Meau-
LMHCKUX N3OENUSAX HEKOTOPbIX BUOOB, U TAKOBbIE CKPUHWHIOBLIE TECTbI iN Vitro MOryT nmkBMampoBaTh Heo6X0aANMOCTb
NOATBEPXAAIOWMX UCCNIEQOBAHNIN Ha XUBOTHBLIX. [py apyrnx o6cToATENBCTBAX OLEHKa 04HOr0 6MONOrMYecKoro CBONCTBa
MOXeT yKa3aTb Ha gpyrve (Hanpumep, CUMbHble pasgpakuTenv KOXKU Takke ¢ 60NbLLo BEpOATHOCTLIO ABNATCA pasgpa-
XUTensmu rnas), unu pesynbstat Npo6HOro nccrneaoBaHusi MOXeT CHATb HeOBXOAMMOCTL UCMONB30BaHUS AONONHUTENb-
HbIX XMBOTHbIX (HANPUMEpP, CBMAETENbCTBO SIBHOTO IM1a3HOr0 pa3gpaXXeHns Y OHOro Kponvka MoXeT ObiTb 4OCTaTOUHbIM
ANsi XapaKTepUCTUKU UCMBITYEeMOro matepuana).

MoxxHO nocTaBuTb Nog4 BONPOC HEO6X0AMMOCTL NapannenbHbIX, KaKk UCTOPUYECKN COXMUBLLMXCS, FPYNN KOHTPOMS.
Ecnun napannenbHble KOHTPONWM 060CHOBaHbI, HEOBX0AMMO PaccCMOTPeTb COKPaLLEHUE HUCTa UCTIONb3YEMbIX KMBOTHbBIX
nccnegoBaHneM HECKONMBKUX NCMBITYEMbIX MaTepuanoB Ha 06Lwel KOHTPONBHON rpynne.

CocTaBe skcneprMeHTa, BKINoYasa 3aUKCMPOBaHHbIE NOTOKM AaHHBIX M UCMONb3yeMble cnocobbl CTaTUCTUYECKOrO
aHanusa, ABNAEeTCH KINoYeBOW BO3ZMOXHOCTBIO COKpaLLeHVs Npy NNaHWpoBaHm U NPOBeAeHNN MHAWBMAYaNbHbIX Uccre-
[JOBaHWN.
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YnCNo KMBOTHBIX HE AOIKHO BbITh CHUXEHO B yilep6 HayyHOW uenu (Takum 06pa3om coagasas PUCK SIOKHbLIX BbIBO-
[10B Ny Heo6X0AMMOCTL NOBTOPA TECTA C GONBLUMM YMCIIOM XWBOTHBIX). YNCO XUBOTHBLIX TAKKE HE JOMHKHO CHUXATLCS,
€Cnn Nocneaywme N3MeHeHUs B NnnaHe UcnbiTaHus (Hanpumep, Gonee arpeccUBHLIE NPOTOKOSbI U MEHEE NYMaHHbIE
YCNOBMS) MOTYT BbI3BaTb AUCTIPONOPLMOHANBHOE YBENUYeHne 60nu n CTpagaHui, NPUHNHSIEMbIX NCMONb3YEMbIM XKWBOT-
HbIM.

C apyroi CTOPOHbI, YUCIO XMUBOTHbLIX HE JOIMKXHO YCTAHABNMBATLCA 4N NPEAOCTABNEHUS MAKCUMASIbHOW CTaTUCTU-
4eCKOM TOHHOCTH, eCNn TakoBasi He TpebyeTcs.

A.5 YcosepweHcTBOBaHMEe

YcoBeplweHCTBOBaHWEM cuuTaeTcs obwasi cymma mep, NpUHATBIX Ans MUHMMM3aumu Gonu, cTpagaHus, pac-
CTPONCTB UNn AONFrOCPOHHOro ylepba 340poBbi0 XMBOTHBIX, KOTOPbIE UCMONb3YIOTCA B UCNbITAHUSX. Ero Takke MOXHO
paccmoTpeTb 6onee NO3NTUBHO Kak arv, NpeanpuHATeIE ANA yny4weHus 6narocoCcTosIHUA UCNONb3YeMblIX XKUBOTHBIX.

B HEKOTOPbIX LEeNsAX MHEHWE IKCNepPToB UCNONb3yeTcs Npy Bbibope Hanbonee noaxoaswero MmetToga uccnegoBaHus
13 psiga Hay4Ho 060CHOBaHHbIX MeToaoB. Mpu BbIGope 13 Yncna pasymHO U NPaKTUYECKN AOCTYNHBIX METOAOR UCCIEA0Ba-
HUA, cNOCOBHbBIX NOKa3aTk pe3ynbTaThl, yAOBNETBOPpAOWME Hay4HbIM TpeboBaHusaM, BbIGOp aonkeH GbITb caenaH Ha
OCHOBe onpeaeneHus Hanbonee coBepweHHoro metoga. Ob6biMan v obwas npakTMka He ABNAITCA NPUEMITEMbBIMU
o6ocHoBaHUAMM.

B HEKOTOpPbIX LeNnsiX MHEHUE IKCNepPTOB Y4UNTbIBAaETCA NPpU BbiGope Hanbonee noaxoaawero Buaa XMBOTHOTO U CTa-
avu ero pasentus. Mpu eeiBope BUAa XMBOTHOMO U CTaAWUM ero pasBuTHS, CNOCOBHBIX NOKa3aTh pe3ynbTaThl, yA0BNeTBOPSsi-
lowue Hay4HbiM TpeboBaHusiM, HeobxoauMo BbibpaTe BUA XWBOTHOMO U CTaguio ero paseuTUs C HaUMEHbLUEN
HenpodN3N4ECKON YYBCTBUTENBHOCTBIO (B AAHHOM KOHTEKCTE — CNOCOBHOCTLIO ucnbiThiBaTh 60nb 1 cTpagaHue). O6bI-
Yan n obLas npakTuka He ABNATCS NpueMnemMbiMnm 060CHOBaHUAMM.

Heobxoaumo caenate 4o6pocoBeCcTHOE yeunue gna NPorHo3a ¢ uenbio NpeaoTBpaLeHus], pacno3HaBaHusl u o6pa-
LEHMWA C HeraTMBHbLIMM NOCNEACTBUSIMU U BO3AENCTBUAMM HA 300POBLE {TAKUMU, Kak HENOCPeACTBEHHbIN pe3ynbTaT BMe-
WwaTeneCcTBa, ero NoCneACcTBUs UNu NPeackasyemble OCNOXHEHUS), C KOTOPbIMWU BO3MOXHO CTONKHYTHCS BO BPEMSI OMNbITOB
Ha XUBOTHbIX.

Mpouenypa NogroTOBKU AOIKHA CBECTU K MUHUMYMY M0G0 CTpece, Bbi3biBaeMbIN NOCNEAYIOWMMMY UCTIbITAHUSIMU
Ha XMBOTHbIX.

Beinu paspaboTaHbl M cTanu 4OCTYNHbI Pa3nuyHble MHAEKCHI BMeLLaTeNbCTBa U CUCTEMbI OLeHKU 60ne3HeHHOCTH
ANsi NOMOLWM B pacno3HaBaHum, permcTpaumm u uHTepnpetTauum NpUaHakoB Npobnem 340poBbsl, BO3HUKAIOWMX B XoAe
MCMbITAHWIA Ha XMBOTHbIX. Heob6xoanmMo paccMoTpeTb MX UCNONb30OBAHUE B UCTILITAHWAX, MPOBOANMbIX HA XXUBOTHLIX A5S
OLEHKM MaTepuanos, UCMNOrb3yeMbIX B MEAULIMHCKUX n3genusix. [Mpumepsl npueeaeHsl B NpunoxeHun B.

Krto4eBbIMM MOMEHTaMM SIBMNSIIOTCS COOTBETCTBYIOLLMIA PEXUM HaGnogeHNs 1 KOMNETEHTHLIN NepcoHarn, NoaroToe-
NeHHbIV K BbICTPON OLeHKe NPOBNEeMHbLIX CUTYaLMIA M YNONMHOMOUYEHHbIA NPUHUMATL HEOGX0AUMbIE U CBOEBPEMEHHbIE KOp-
peKkTMpytoLLMe Mepbl.

A.6 Tpe6oBaHWA ryMaHHOCTH

TpeboBaHUS ryMaHHOCTU O3HAYalOT CBEAEHWE K MUHUMYMY CTPadaHWi XWBOTHbIX, oGecneqnsas NpumeHeHne
HACKOINbKO BO3MOXHO PaHHUX KOHEYHbIX ToueK. CyBKITMHUYECKME KOHEeYHbIE TOYKN NpeanoHTUTENbHbI KOHEYHBIM TOYKaMm,
NPVBOASALWNM K 3HAYNTENBbHON CMEPTHOCTH.

TpeboBaHnsa ryMaHHOCTU AOMXKHbI BbITb pacCUMTaHbl HA UCNONB30BaHNE B Pa3fNnyHbIX CUTYaUUAX, HAaNPUMeEP, Koraa:

a) HayqHas uenb JOCTUTHYTA;

b) o4eBnaHO, YTO HayuHas Lienb He MOXeT BbITb AOCTUTHYTa (HanpUMep, NPU CNy4YanHbix 06CToATENLCTBAX, Aenalo-
WMX NOTOK AaHHbLIX HeAEWCTBUTENBHbIM);

¢) nocneagyowmn ywep6b 3aopoBbio NPeBbILLAeT OnpaBaaHHYy0 He06X0ANMMOCTE NPOBEAEHNSA UCNbITaHUS.

Taknum o6pa3om, BO MHOMMX KOHTEKCTax TpeboBaHUSA ryMaHHOCTW pacnpoOCTPaHAIOTCA HE TONBKO Ha XXUBOTHBIX, KOTO-
pble YMUPAIOT MNN NOKa3bIBAKOT ApYIve KIMHUYECKUe NPU3HaK1 cepbesHblX Npo6nem 3gopoBbs.

CooTBETCTBYIOWMIA NOAAEPKMUBAIOLLMIA, CUMITTOMATUYECKNI M OCOBLIN yxop Ansa paspelweHnsn npobnem 340poBbs,
BO3HMKAIOWWX B Pe3ynbTaTte UCTbITaHUS Ha XXUBOTHBLIX, A0MKeH GbiTb onpeaeneH 3apaHee 1 UCMNonNb30BaTbCA.

CwmepTb (He B pe3ynbTaTe 3BTaHa3um) He sIBNsieTC Heo6Xo0AMMON KOHEYHOW TOUKOM ONbITOB AN onpeaeneHns 6uo-
COBMECTUMOCTN MaTePUanos MegULMHCKUX U3ETTUI HA XXMBOTHbIX. CMepTh XMBOTHbIX B XO4€ TaKNX ONbITOB A0MKHA BbiTb
YeTKO OTpakeHa B AOKYMEHTauuK, 3asBnsiiolen cootseTcTene tpebosaHnsim ctraHaaptoB MCO 10993 n MoXeT B HEKOTO-
pbiX Cny4asx cBUAeTeNbCTBOBATh O HECNIOCOBHOCTN BHEAPUTL BCE pa3yMHble U NoAXoAsiMe BOSMOXHOCTU ycoBepLUe-
HCTBOBaHUS.

A.7 YcnoBua cogepXaHuns XXMBOTHLIX

A.7.1 Ycnosuna cogepxaHus nyxon

B npeanbHom cuTyauum ycnoBusi coaepXaHnna u yxoa 3a XMBOTHbIMMY B TabopaTopusix AOMKHbI COOTBETCTBOBATH UX
PU3NYECKMM HYXAAM U YAOBMNETBOPSTh UX NOBEAEHYECKNE MHCTUHKTbI.

Psp dpaktopos, cBA3aHHbIX C pa3MeLeHMEM U YXOA0M, MOXET MOBPeAUTb 340POBbI0 NabopaTOPHbLIX KUBOTHLIX
W/VNn CHU3NTb HAAEXKHOCTb JaHHbIX, NONMYYEHHbIX NOCNe UCCNEA0BaHUIM HA XXMBOTHBLIX. B Lienom, ctaHaapTel cogepXaHus n

8
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yXoAa QOIKHbI CBECTU K MUHUMYMY Ti06ble CTPECChI, BbI3BaHHbLIE TEM, UTO XUBOTHbIE HE MOTYT OTINPABMSATE CBOW U3NYEC-
Kve HyXabl UIu yaoBNeTBOPSATb CBOW NOBEAEHYeCKNE MHCTUHKTLI.

Onano6biX OTCTYNNEHWI OT ONTUMAIbHbIX COBPEMEHHBIX METOAOB TpebyeTcs kak 060CHOBaHUE, TaK U 06 bsicHEHNE,
KakuMm 06pa3om TakoBble OTCTYMNIEeHUs (Hanpumep, OQVHOYHOE pa3MeLleHne KOMMYHVKabenbHbIX BUAOB, NNWEeHNs HOp-
ManbHbIX YCIOBUI COaepKaHus) MOTYT MOBIMATL HA HAYHHYIO LEHHOCTb NCTbITAHUSA HA XXUBOTHOM.

Bbin BbINYLWEH psa PYKOBOACTB N0 COAEPKaHUIO U yxoay, NPU3HaHHbIX Ha HAaUWOHAMBHOM U MeXOYHapPOAHOM YPOB-
He, HEKOTOPbIe NPUMepPbl KOTOPbLIX YKa3aHbl B Gnbnvorpadgmum.

A.7.2 YcnoBusA oKpyxalLen cpeabl

Psa dbakTopos okpyxatoLuen cpeabl MOXeT HeraTVBHO NOBNUSTE Ha Brnaronony4yme nabopaTopHbIX KMBOTHLIX U/MNn
NOBpPeanTb HAAEXHOCTU AaHHbIX, MOMNYY€HHbIX OT UCCre0BaHUIA Ha KUBOTHbIX.

dakTopbl OKpyXKatoLen cpegsl (HanpyMep, TemMnepartypa, BNaXHOCTb, KAYECTBO BO3AyXa), KOTOpbIE MOTYT NoBpe-
AVTb JOCTOBEPHOCTU MNOMYHEHHbIX AaHHbIX UK X MHTEePNpeTaLmMm, AOMKHbI 6biTh yHTeHb! NPY NNaHUPOBaHUK UCCNEA0BA-
HUI Ha XXMBOTHLIX. TakoBble AOMKHbI HAbNIAATLCHA U PerMcTpMpoBaTLCA BO BPeMs UccrnegoBaHui U GbiTb NPUHATHI BO
BHVMMaHWe NpuW pacueTax Npu OUeHKe pe3ynbTaTos.

B o6iwem, ansi o6ecneveHusi JOCTOBEPHOCTU U BOCMPOU3BOAMMOCTH Pe3yrnbTaToB UCCNEAO0BAHNI XXNBOTHbIE AON-
XHbl cogepkaTbes npu cTabunbHol TeMnepaTtype u 6biTb 06ecneyeHbl NOAX0AAWMMMY YCNOBUSIMU AN YNPABNEHUA U KOH-
Tpons ux mukpocpeabl. Heobxoaumo naberaTtb kpanHUX 3HAYEHUIA BNAXHOCTU BO3yXa.

Xopoluee KauecTBO BO3AyXa AOMKHO NOAAEPXKUBATLCH BHE 3aBUCUMOCTH OT CKOPOCTU BO3gyxoobmeHa. B 6ubnuor-
padum cogeprMTca MHOPMAaTUBHbLINA CMIPaABOYHLIA MaTepuarn.

A.8 3Tnuyeckas oueHka

TpeboBaHusi, BbIABUHYTbIE B HACTOSILLEM CTaHAapTe, AONONHAT U MHOPMUPYIOT, a HE 3aMeHsI0T cCoGON MecTHbIe
Unn HaunoHarbHbl€ NONOXeHUsA No HEe3aBUCUMOW 3TUYECKON OLEeHKe uccne,qoaaHuﬁ Ha XXMWBOTHBbIX.
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Mpunoxexvne B
(cnpaBouHoe)

DanbHenwune pekomeHAaL UK NO 3aMeHe, COKpaLLeHUIOo U COBepPLIEHCTBOBAHUIO UCNbITAaHUNA
Ha XUBOTHbIX

B.1 O6wmne nonoxeHunn

MpennoXeHns No COKPAaLLLEHUIO YNCNA UCTIONb3YEMbIX KUBOTHbIX, COBEPLUEHCTBOBaHUIO METOAOB UCMbITAHUA ANS
CHWXEHUS UMW YCTPaHeHUst 6ONMM U CTPaiaHUsA Y XXUBOTHBIX M 3aMEHE UCTMbITaHWI HA XXMBOTHBIX APYIMMU Hay4HO 060CHO-
BaHHbIMW MeTogamMu, He TpebyoWMMY NCNbITAHWIA HAa KMBOTHBIX MOZETSIX, onucbiBaloTcsa B B.2 — B.6.

HaHHoe npunoxeHue npegHaszHaueHo AN BblAENeHUs n 06CYyXAEHUSI HEKOTOPbIX U3 TEKYLUUX OTPAHUYEHNIA U Npe-
NATCTBUI K NPUMEHEHUIO NPUHLMIMOB r'yMaHHOIO NPOBEAEHWS OMMbITOB HA XXKMBOTHBIX.

Bubnnorpadusi oTMe4YaeT HEKOTOPble COOTBETCTBYIOWME Nybrnvkaumm, npegocTaBnanwmve gansHenwyio nHdop-
MaLuIo NO BONpoOcam, 3aTPOHyThIM B HacTosiwem ctaHgapte MCO 10993.

B.2 AnbTepHaTUBHLIe MeTOALI

KomneTeHTHbIe opraHbl, (OMHaAHCMPYIOLLME areHTCTBa M yUYeHble AOMKHbI OTAaBaTh NPUOPUTET Pa3BUTUIO, YTBEPXKAe-
HUIC U BHEOPEHWIO B UCCIe40BaTENbCKYO NPaKTUKY COOTBETCTBYIOWMX anbTEPHATUBHLIX METOAOB, KOTOPLIE 3aMEHSIIOT,
COKpaLLaloT UMM COBEPLUEHCTBYIOT ONbIThl HA XXUBOTHBIX.

B.3 O6meH gaHHbIMM ANA NpefoTBPaLLeHNSI HEHY)XHbIX MOBTOPOB

Oprannsaumm — unenbl CO, onosewweHHbIE OpraHbl, @ TaKkKe NUua, perynupyloLme unm npoBoasLLmMe NCNbITaHNS
Ha XKMBOTHbIX, NMPU3bIBAIOTCS K NMOITHOMY UCTMOMNB30BAHW IO BCEX CYLLECTBYIOWMX MEXAHN3MOB U K YCTAHOBIIEHUIO AarnbHen-
wux cnocobos, obneryarowmx nnu Tpedyiowmx obmeHa gaHHBIMU BO M36exaHne HEHY)XHOro NOBTOPEHUs U ANns obnerve-
HUSA NCNONBb30BaHVsI COOTBETCTBYOLWUX MATEPUATOB B MEQNUMHCKUX N3AENUAX, HACKONBKO BO3MOXHO BbICTPO M 3TUHHO.

B.4 Ba3sbl AaHHbIX

B nomoLLb 1Mo MUHUMU3ALMN HEHYXHbIX MOBTOPOB HE06X0AMMO BEOANTL, NOAAEPKUBATL U PACNPOCTPaHATL MeXay-
HapodHble 6a3bl 4aHHLIX METOAOB UCCNEA0BaHWA, UX AnanasoHa U orpaHUYEHUil, a TaKkke M3BECTHbIX BUONOrMYecKnx
CBOWCTB M KITMHUHECKOTO UCMONb30BaHNUA MaTEPUanos, UCNONb3YEMbIX B MEAULMHCKUX U3OENUSIX.

B.5 CBegeHne K MMHNMYMY NCNONb30BaHWUA XXNBOTHbLIX

JonxHo NPOBOAUTLCA TONBKO MUHUMAIBHOE YMCITO HanGornee yCOBEPLLIEHCTBOBAHHBIX U ONPaBAAHHbIX UCTbITAHUNA
Ha XUBOTHbIX AN NONYYeHUs] 3HAYUMbIX AaHHBIX AJ1s1 MONHOW OLLEHKU pucka 6e3 HACTOSIHNA HA MAKCMMATIbHOWM CTaTUCTU-
4YeCKOW TOYHOCTU, KOT4a TaKOBas HEYMECTHA.

B.6 Ny6nukauws

WcenepoBatenu, NpoBOASILLME UCTILITAHWS HA XMBOTHLIX A1 YCTAHOBNEHUA GMOCOBMECTUMOCTM maTtepuaros
MeAMLMHCKMX U3Zenuii, U nuua, Brnajeiolme nonyvyeHHLIMU AaHHBIMY, NPU3LIBAIOTCA K NYGNMKauMm CBOMX METOA0B
uccnenoBaHWA M Pe3ynbTaToB B XypHAaNax ¢ MeXayHapo4HbIM NMPU3HaHNEM.
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