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Mpeancnoeue

1 MOOIOTOBIEH ABTOHOMHOWM HEKOMMeEp4YecKoin opraHuzauunen «HCTUTYT MeauKo-DUuonorndeckmnx
uccrnegoBaHuin u texHonoruiny (AHO «MMBUWT») Ha ocHoBe cobcTBeHHOro nepeBofa Ha PYCCKUIA SA3bIK aH-
rMosA3bI4HOW BEPCUX CTaHZapTa, yKa3aHHOro B NyHKTe 4

2 BHECEH TexHu4yeckum KomuTeToM no ctaHaapTtusauum TK 422 «OueHka 6Monorvyeckoro AencTeus
MEAULIMHCKUX U3Oenuniny

3 YTBEPX/EH W BBEJEH B JEWCTBWE MMpukazom ®enepanbHOro areHTCTBA MO TEXHUYECKOMY
perynupoBaHuio u metponorum ot 17 anpens 2025 r. Ne 311-cT

4 HacTodwmin cTaHaapT aeHTUYeH MexXgyHapogHoMy ctangapty MCO 22442-2:2020 «3genus megu-
LIMHCKME, NCNONb3YILME TKaHW U NX MPOM3BOAHLIE XXUBOTHOMO Npoucxoxaenns. YacTts 2. KoHTponbs otbopa,
cbopa n obpabotkuy (ISO 22442-2:2020 «Medical devices utilizing animal tissues and their derivatives —
Part 2: Controls on sourcing, collection and handling», IDT).

MpW NpUMMEHEeHWM HACTOSILLEro cTaHgapTa pekoMeHayeTca UCMNOoMNb30BaTh BMECTO CChIMOYHbIX MeXay-
HapoHbIX CTAaHOAPTOB COOTBETCTBYOLME UM HaLMOHAaMNbHbIE CTAHAAPTLI, CBEeeHUs O KOTOPbIX NpUBEAEHb! B
JOMNOMNHUTENBHOM npunoxeHu A

5 B3AMEH INOCT P NCO 22442-2—2011

lNpasuna npumeHeHUss HacmosAweao cmaHdapma ycmaHoeeHbl 8 cmambe 26 @edepanbHO20 3aKoHa
om 29 uroHs 2015 2. Ne 162-®3 « O cmandapmu3sauyuu 8 Pocculickol ®edepayuu». MHhopmauus 06 uameHe-
HUSIX K HAacmosiuwemy cmaHOapmy nybrnukyemcs 8 exe200HOM (Mo cocmosHUK Ha 1 sHeaps mekyulezo 200a)
UHGhOPMALLUOHHOM yKkazamene «HayuoHansHsie cmandapmely, a oguyuanbHbIl Mmekcm u3dMeHeHud u no-
MpasoK — 8 eXXxeMecsIYHOM yKkasamerse «HayuoHanbHele cmaHdapmei». B criydae nepecmompa (3aMeHbi) unu
omMeHbl Hacmosujez20 cmaHdapma coomeemcmayoujee ygedomaeHue bydem onybrukogaHo 8 bauxadwem
8bIMYCKe eXeMeCAYH020 UHMOPMaUUOHHO20 ykazamens «HauyuoHansHsle cmaHdapmebl». Coomeemcemayio-
was uHgpopmayus, ygedoMeHuUe U MeKcmbl PasMelaromes makxke 8 UuHghopmayuoHHol cucmeme obujezo
none308aHus — Ha oghuyuansHoM calime @edepanbHO20 azeHmcemeaa Mo MexHUYeCKoMy peaynupogaHu u
memponoauu 8 cemu MumepHem (www.rst.gov.ru)

© 1S0, 2020
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuaayuuy», 2025

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NnpoCcTpaHeH B Ka4vecTBe ocbmu,uaanoro n3gaHus tes pas3pelieHna dJe,qepaanoro dreHTCTBa no TexHu4de-
CKOMY perynmnpoeaHu N MeTponornn
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BeegeHue

MCO (MexayHapomoHasa opraHu3auusi cTaHgapTyM3auuu) SBNSEeTCS BCEMUPHOW dedepaunein opraHos
HaUWOoHanbHbIX cTaHAapToB (opraHn3auun — unexbl MCO). PaboTa no nogrotoBke MexayHapoOOHbIX CTaH-
4apToB 06bl4HO OCyLLecTBnAeTcs TexHu4eckummn komutetammn MCO. Kaxxgas opraHn3aunsi-4neH, 3amHTepeco-
BaHHaA B NpeaMeTe, Ana KOTOPoro co3aaBancs TEXHUYECKUn KOMUTET, UMeeT NpaBo BbiTh NpeacTaBNeHHON B
3TOM KoMuTeTe. MexayHapoaHble NpaBUTeNbLCTBEHHbLIE U HEMPAaBUTENbCTBEHHbIE OpraHn3aLumn Takke NpUHK-
MakT y4yacTue B paboTte Bo BzaumogencTeum ¢ MCO. MCO TecHo coTpygHudaet ¢ MexayHapoOoHon anekTpo-
TexHuyeckomn komuccuen (M3K) no Bcem Bonpocam 3neKkTpOTEXHUYECKON CTaH4apTU3aLnm.

Mpouenypkl, NpMMeHeHHEIE Npu pa3paboTke HACTOSALWEro cTan4apTa, a Takke npouenypbl, NpegHasHa-
YeHHble N5 ero ganbHelwen nogaepxkn, onncarel B Jupektueax MCO/M3K, yacTb 1. B 4acTHOCTU, HYXHO
OTMETUTb HEOBXOANMMOCTb PAa3NMYHbIX KPUTEPUEB YTBEPXKOEHUS ONA PasNUyHbIX TMNOB AokymeHToB MCO.
[aHHbIA JOKyMeHT Dbln cocTaBfeH B COOTBETCTBUM C pefakuMoHHbIMKU npaBunamu Oupektus MCO/M3K,
yacTe 2 (cMm. www.iso.org/directives).

Heobxogumo obpaTtnTb BHUMaHWE HA BO3MOXHOCTb TOr0O, YTO HEKOTOPbLIE 3NeMeHThl HACTOSILLEro CTaK-
Oapta MoryT BbiTb 06bekToM nateHTHbIX Npae. MCO He HeceT OTBETCTBEHHOCTM 33 BbISBMEHHLIE Kakue-nubo
Mnwn noaobHele NaTeHTHbIe Npaga.

MoapobHas uHdopmMauusa o NMbbIX NAaTEeHTHLIX MpaBax, BbISIBIIEHHbIX B X04e pa3paboTku JOKYMeHTa,
OygeTt npuBedeHa BO BBEABHUWM WU/MNM B MepeyHe MOMyYeHHbIX NaTeHTHbIX geknapaunin MCO (cm. www.iso.
org/patents).

Jliobas Toproeas mapka, yka3aHHasl B CcTaH4apTe, siBnsieTcs nHdopMauuen, npueegeHHon ansa ynob-
CTBa NONbL30BaTENEN, N HE ABMAETCA PEKNaMOiA.

Ons pazbAcHeHUs 400OPOBONbHOMO XapakTepa CTaHAapTOR, 3HAYEHNIA KOHKPETHbIX TepMUHOB MCO v Bbi-
paXKeHWM, CBA3AHHbLIX C OLEHKON COOTBETCTBMS, a TaKkke MH(opMauumn o npusepxeHHocTn MCO npuHumnam
BTO no texHu4eckum bapwepam B Toproene (TBT), cm. cnegytowmia URL: www.iso.org/iso/foreword.html.

OanHbin ctangapT bbin nogrotoBneH TexHudeckum komutetoMm MCO/TK 194 «Buonoruyeckas n knu-
HU4YecKas OLeHKa MeauunHckux nsgenuiny, nogkomuteT MK 1 «besonacHocTe TKaHEeBLIX NPOOYKTOBY», B CO-
TpyoHudyecTBe ¢ EBponelickum kommuTeTom no craHgapTtusauum (CEN), TexHuveckuin komutet CEN/TC 206
«OueHKka BMONOrMYeckoro N KNMHNYECKOro AencTBUA MedULNHCKUX N3Aennin» B COOTBETCTBUM C COrnalleHu-
em 0 TexHW4eckoM coTpyaHudectee mexay MCO n CEN (BeHckoe cornalieHume).

TpeTbe wu3JaHWe MexXrocyadapCTBEHHOro cTaHdapTa OTMeHsieT W 3aMeHsieT BTOpoe Wu3jaHue
(NCO 22442-2:2015).

Mo cpaBHEHWIO C NpeablAYLLINM M30aHWEM, OCHOBHLIMWU U3MEHEHUSIMU SABMSAKOTCA:

- obHOBneHHas cchinka Ha MeTop ornyweHus B A.3.2.5, npumevanue 1;

- nobaBneHo pasbsCHEHWEe MO BKITKYEHWI0 B AManas3oH MaTtepuarnoB OT MIOTHOPOrMX U ApYrux BUAOB,
NoABEepXeHHbIX TPAHCMUCCKBHOM rybyaTton aHuedanonatmm,

- nobaBneHo pasbsiCHeHWe No aTUNUYHBEIM Bugam rybdaTtoi aHuedanonaTim KpynHoro poratoro ckoTa,
0cobBeHHO B COMETaHUUW C BHYTPUYepPenHbIMU NPUMEHEHUAMMU;

- YNydLLEHHbLIA NMOTEHUMan NpMMeHeHWUst BAaNMAMPOBaHHOMO BMOXMMUYECKOro MccnefoBaHua Ha ycTa-
HOBMNEHWE Hann4yus TpaHCMUCCUBHOW rybyaTton sHuedanonatmu.

Cnucok Bcex YacTtei cepun MCO 22442 HaxoaouTea Ha cainte MCO.

JltoBble OT3bIBbI UMW BONPOCHI MO aHHOMY AOKYMEHTY OOIMKHbI HAaNpaBnsaTbCHA B OpraHam HaluoHanb-
HbIX CTaHAapTOoB Nofb3oBaTtens. VX nofHeli nepevyeHb HaxoQuTcs No agpecy www.iso.org/members.htmi.

HekoTopble MeOUUVHCKME M3OENUA NCNOMNb3YHT Martepuanbl XUBOTHOTO NPOUCXOXOEHNUS.

TKaHW }KMBOTHBIX 1 UX NPOU3BOAHLIE NPUMEHSIOT B paspaboTke 1 NpoM3BoACTBE MeOULNHCKAX N30enun
ana obecnedyeHWss aKCMNyaTalMOHHbIX Ka4ecTB, M30paHHbIX M3-3a NPEUMYLLECTB N0 CPaBHEHWK C MaTepu-
anaMn HeXXMBOTHOTO MPOUCXOKAEHMA. [IMana3oH W KONWYeCTBO MaTepuanoB XUBOTHOIMO MPOUCXOXKOEHWS B
MeOULMHCKUX M3Oernusax MOryT pasnuyatbed. Takue martepuarnsl SBNSTCS 3HAYUMTENBHON YacTbio M3Oenus
(Hanpumep, Obl4YbW/CBUHBIE CEpAEYHbIE KnanaHbl, KOCTHbIe 3aMecTUTeNn AN CTOMATONOrMYeCcKoro unn op-
TOMegM4yeckoro NPUMEHEHWS, reMocTaTu4eckne 1M3genusa), MoryT ObiTb BHELUHUM CNoemM W3genus Wnmn ero
NPONUTKOW (Hanpumep, KONnareH, )XenaTuH, renapuH), Nnbo ncnonbL30BaThCHa B NpoOLECCe MPOUM3BOACTBA Ma-
Tepvana (HanpyMMmep, XXWpPOBble NPON3BOLHLIE, TAKMEe KaK oneaTkbl U cTeapaTthl, 3SMBproHanbHas Tensiybs Chbl-
BOPOTKa, (hepMeHThI, KynbTypaneHasa cpega).

M3roToBuTenb nonyvaeT TKaHW K UX NPOU3BOAHbIE O5F NPUMEHEHUS B MEQULIMHCKMX U3Oenusax U3 pas-
HbIX MCTOMHMKOB, TaKMX Kak cTaga WK cTau, a Takke MCnonb3ys KomMepveckuin cbop (BKMoYasa peiGHYHO NoB-
o). HekoTopkle cneuManMavpoBaHHble oTpacnu Takke obpabaTbiBaloT MaTepuarnbsl XUBOTHOTO NMPOUGCXOXKOE-

v
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HWS1 ANA NPOM3BOACTBA rOTOBOrO NpoAykTa (HanpuMep, XenatvuHa), BKMiYaeMoro U3roToBUTENEM B Ka4eCTBe
Cblpbf B rOTOBOE MeAWLMHCKOe n3genve.

HacTtosiwmin ctaHgapT npedHasHaveH K NpUMeHeHW0 B CoMeTaHuu ¢ ApyruMu OBYMS 4acTaMU Cepumn
NCO 22442. MoryT ObITb NPUMEHWMEI pErMoHanbHble HOpMaTuBbl BezonacHoCcTH. 3roToBUTENN OOMKHLI 06-
pawatbesa kK MCO 22442-3 ona nonyyeHus nHdopMauun no BanMaauumn yoaneHua u/unv geaktmsagm Bupy-
coB 1 areHToB TSE.

Hacroswmin ctaHgapT He TpebyeT NonHon cucTeMbl MEHeI)KMEeHTa KadecTBa Ha NPOU3BOACTBE, HO CO-
OepXUT TpeboBaHUA K OTAENbHbIM 3NTIeMeHTaM CUCTEMbI MeHeKMeHTa KayecTBa. BHUMaHWe npuBnekaeTcs K
cTaHOapTaMm cMcTeM MeHexKMeHTa kadecTBa (cMm. MCO 13485), koHTponupyoL MM Bce cTaguu NpoM3BoacTBa
unu nepepaboTkn MegULUHCKUX U3Oennid. SNeMeHThbl CUCTEMbI MEHELKMEHTA KadyecTea, TpebyeMble HacTos-
LWKMM CTaHOAPTOM, MOTYT SABMATLCA YACTbI0 CUCTEMbI MEHEIXXMEHTa KavecTBa, cooTBeTcTByowen MCO 13485.
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

n3gennAa MEQUUMHCKUE, AICNONb3YKLWKWUE TKAHU
M UX MPOU3BOOHBLIE XKUBOTHOIO NPOUCXOXOEHWA

Yactb 2

KoHTponb oT6opa, cbopa U 06paboTKu

Medical devices utilizing animal tissues and their derivatives.
Part 2. Controls on sourcing, collection and handling

Oarta BeepgeHna — 2025—09—01

1 O6bnacTb NnpUMeHeHuns

HacTosawmi ctangapt yctaHaBnuBaeT TpeboBaHWS K KOHTPOMIO Hag MCTOYHMKAMW 1 oTOOPOM KMBOT-
HbIX, @ Takke K obpaboTKke (Bknioyas XpaHeHWe WM NMepeBO3KY) KUBOTHbIX U UX TKaAHEW ANA NMpou3BOACTBA
MeguuuHckux nagenuin (MW) ¢ nicnonb3oBaHUEM MaTepyanoB XUBOTHOMO NMPOUCXOXOEHWUS, 33 UCKITIOYEHWEM
awnarHocTtudecknx MW in vitro.

HacToAawmi ctaHgapT NpUMEHUM B TeX Criydasx, rae Toro TpebyeT npouecc MeHedXMeHTa puUcka, Kak
onucaHo B ICO 22442-1.

MpumevyaHune — WM3bupaTenbHOCTb UCTOMHWMKOB CHMTAETCHA OCOBEHHO BaXKHOW ANA MEHeKMEeHTa pucKa WH-
dekumoHHON ryBuaTton aHuedanonatum (TSE), T. €. npu ucnonb3oBaHWW TKaGHEN KUBOTHOMO MPOUCXOXOEHUA W/WUNU KX
MPOM3BOAHbIX, MOMYYEHHbIX OT KPYMHOro poratoro CKoTa, OBeL, W KO3, OfleHel, Nocel, HOPOK UMK KOLLEeK.

HacTtoswmin cTaHgapT He pacnpoCcTPaHAeTCa Ha WUCMOMNb30BaHWE TKAHeW YenoBevYecKoro npoucxoxae-
Hus B MW.

HacToswmi cTangapT He onpefensieT CUCTEMY MeHe)XKMeHTa KadyecTBa AN yrnpaBneHus BCeMu cTan-
MK npouseoactTea M.

2 HopmaTuBHbIe CCbINKH

B HacTosiLleM cTaHOapTe UCNONb30BaHa HOPMAaTUBHAS CChINKa Ha creayLwWwnii cTaHaapT [Ans Aatmpo-
BaHHbLIX CCbINOK NPUMEHSAIT TOMLKO YKa3aHHOE W3OaHWe CChINMOYHOro cTaHaapTta, ANs HedaTMPOBaAHHbLIX —
nocrnegHee U3gaHue (BKMo4Yasa BCE U3MEHEHUS)]:

ISO 22442-1, Medical devices utilizing animal tissues and their derivatives — Part 1: Application of risk
management (M3genua MegnuUMHCKMe, UCMOMb3YOLLME TKaHW U X NMPOU3BOAHbIE XKUBOTHOMO NPOUCXOXOEHUA.
YacTb 1. MNpuMeHeHne MeHeaXMeHTa pucka)

3 TepMuHbI U onpegeneHus

B HacToswwem cTaHgapTe npMMeHeHsl TepMuHbl no MCO 22442-1, a Takke crnefyuMe TEPMUHBI C CO-
OTBETCTBYIOLLUMHK OnpefeneHUsaMu.

NCO n M3K eegyT TepMmuHonoruyeckme 6asbl QaHHbIX 1A UCMOMNL30BaHWA B CTaH4APTM3auuK no che-
AYIOLWMM agpecam:

- Onextponegus M3K: poctynHa Ha http://www.electropedia.org/;

- nnartdopma oHnanH-npocmoTpa MCO: gocTynHa Ha http://www.iso.org/obp.

MapaHune ochbuumnansHoe
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3.1 cbBop (collection): 3abop TkaHen y KUBOTHbIX.

3.2 3amkHyToe cTtapo (closed herd): Ctago, ynpaBrneHne KOTOpPbIM PEerynupyeTcs cTaHaapTHbIMU orne-
paunoHHbeIMU nNpoueaypamu (COlM), onpegenawyMMy KpUTEPUU No OFPaHUYEHUIO MPUEMAa HOBbIX XUBOTHBIX,
4yToBbl rapaHTMpOBaTh, YTO BCE BHOBb MPUHATHIE KUBOTHBIE MO 340POBbI0 HaXoOATCA Ha OAMHAKOBOM WM
Bonee BLICOKOM YPOBHE MO cpaBHeHWo ¢ obutatenamu craga.

Mpumeuvyanne — Takue COlbl, KAk NpaBMno, BKMHOYAKOT:

a) OOKYMEHTUPOBAHHbIWM MPOLIECC BETEPUHAPHOIO MOHUTOPUHIAE;

b) nonHOCTBH AOKYMEHTUPOBaHHYIO MCTOPWIO 3ab0neBaHWi, BKIKOYasA NOMHOCTLI0 HE3HAYMTENbHLIA CTaTyC pyUcka
TSE cTapa, BkMoYas 3aperucTpupoBaHHyto uctopuio TSE;

C) npouecc npefoTepalleHns KopMrieHus 6enkoM MNeKonuWTaoLWEro NPOMCXOXKAEHWA, BKIOYAS MOMHOCTLIO A0KY-
MEHTUPOBAHHYH NCTOPUIO KOPMIIEHUA, UCTOYHMK U NMPOCNEXUBAEMOCTh;

d) NONHOCTLI0 AOKYMEHTUPOBAHHYH MCTOPUIO Pa3BeaeHus;

e) MOMHOCTBH AOKYMEHTUPOBAHHYH UCTOPUIO MPUMEHEHUS BETEPUHAPHLIX NTIEKAPCTBEHHLIX CPEACTB W BaKLIWH;

f) npouecc NpocnexXnBaeMocTy Mo KBKLOMY OTOENBHOMY KUBOTHOMY;

g) Npouecc KOHTPOMNs BBEAEHUSA MEHETUYECKOrO MaTeprana X1BOTHbIX BHE 3aMKHYTOrO cTafa, BKMYas ua crtag
OTKNOHsAWMMEA cTatycom TSE;

h) NornHOCTBH AOKYMEHTUPOBAHHEIN OTYET O KMBOTHbIX, COAEPKALUNXCSH BMECTE UMW B HENOCPEACTBEHHON Briv3o-
CTW OT 3aMKHYTOro cTaga M NpoLedypax KOHTPOns napasuToB M BpeauTenen.

3.3 BeTepuHap (veterinarian): Cneuvanuct, Ha3HA4YeHHbIA COOTBETCTBYKLLMM KOMMETEHTHLIM Opra-
HoM, obrnagarLwmii HeobXxoAMMON KBanuuKaLmen Ana BbIMONHEHUS BO3MOXEHHbIX HA Hero obsszaHHocTeNn,
CBSI3aHHbIX C Npea3aboiiHbiM U NocT3aboMHbIM 06CreJ0BaHMAMM XKUBOTHBLIX M/UMW COOTBETCTBYIOLLEN CepTu-
hukaymen.

MpumeyvyaHuns

1 B onpegeneHHbix opucankumsx Tpebyetcs, 4tobbl BeTepuHap sBNANcs npodeccroHansHo KBanuguuupoBaH-
HbIM B 06nacTv BETEPUHAPHOW MeaWLIMHBI.

2 B onpeneneHHbIX IOPUCOMKLMAX WHCMEKUUS U CepTUdMKALMSA MOTYT NPOBOAMTLCA pasHbIMKU nuuamu. B Takux
crnyyasx cepTudukat MOXeT BbiTb NOANMCAH NULIOM, HE HA3HAYEHHbIM KOMMNETEHTHLIM OpraHomM. Takoeas yHKUMA npea-
yCMaTpUBaEeTCA CUCTEMON MEHEKMEHTA KadecTBa uarotosutensa MU.

4 O6wwme TpeboBaHUA

4.1 ObwKre nonoxeHUsA

MpyMeHnAlT TpeboBaHWA HacTOALWEro cTaHfapTa Mo pe3ynsTatam OLEHKN COOTHOLLEHWUS MOMb3bl U pu-
cka (cm. MCO 22442-1). MNpunoxeHwe A OOMKHO NPUMEHATHLCA NO HEOBXOAMMOCTH.

4.2 dneMeHTbl CUCTEMbI KavecTBa

[ins KoHTponsa kavecTBa Matepvanoe XWBOTHOMO MPOWCXOXAEHWA JoMkHa BTk co3naHa u nogaepmu-
BaTbCH B pabo4em COCTOSHUWM OOKYMEHTMPOBAHHAA cucTema, BepuduumpoBaHHas uarotoeutenem MW. Kow-
KpeTHble TpeboBaHua no cbopy npueedeHsl B pazgene 6. CooTeeTcTBME aTUM TpeboBaHWAM MOATBEPXAatoT
npu NpoBepKe COOTBETCTBYIOLLMX JOKYMEHTOB, BKNOYasA:

a) Hanuuve cBedeHWin 0 Bo3pacTe W reorpaUyeckom MPOUCXOXKAEHWUK (CTPpaHa UNKu pernoH) Matepua-
na XMBOTHOTO NPOUCXOXOEHNS, COCTOSIHUE 300POBbS XUBOTHBIX W KpUTEpHEes 0TOOPa MUBOTHLIX C YH4ETOM BU-
Aa-UCTO4HKKA, NpeanonaraemMbslii PUCK NaToreHHbIX (DaKTOPOB M BO3MOXHOCTL NMOMYy4YeHWA COOTBETCTBYHOLMX
rapaHTuia, B YaCTHOCTK, MOMHYI0 NPOCIEXUBAEMOCTb BMNOTh A0 CKOTOBONHW.

Feorpaduyeckoe NPOUCXOXKAEHNE MOXET BKITIOYATh MECTO POXKAEHWUS KMBOTHOTO, @ TAKXKE CTPaHbl UK
perMoHel 0BUTaHWA B TEYEHUE XU3HKU, TaKXKe Kak U MecTo 3abos. M3roToBUTEMI0 peKoMeHayeTcs LOKYMEH-
TMPOBaTb, HACKOMbLKO recrpauyeckoe NPOUCXOXKAEHNE XWBOTHOMO OTCMEXMBAEMO, Y4MTbIBAs NpUMeHeHue
MeHemKmeHTa pucka (cMm. NCO 22442-1);

b) TpeboBaHnA k rurneHe 1 obecneveHno Ka4ecTea, KOoTopble AOMKHLI cobnoaaTtsea npu yboe, BKNO-
4yas Mepbl NPEefOCTOPOKHOCTH Ha BoHe ANA NpeaoTBpPaLLeHNa NEPEKPECTHOMO 3apaXKeHUs BHYTPU XKUBOTHbIX
W MeXay HUMK;

c) npouepypel cbopa, KoHcepBaLuuW, nepepaboTka, XpaHeHUs1 U TPAHCNOPTUPOBKU MaTepuanos XWBOT-
HOTo NMPOUCXOXOEHNS;
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d) LOKYMEHTMpOBaHHOE noaTBepxaeHne 3adEeKTUBHOCTA MEp KOHTPONSA, ONpeAeneHHbIX B Nepeyvnc-
nexHusx a), b) u c);

e) BefleHWe apxuBOB (BKIOYas, MO MeHbLUERn Mepe, NnepeducneHnsa a), b), c) n d); cm. Tarke 5.5).

[na KoHTponsa NocTaBLUMKOB NepepaboTaHHOro XMBOTHOIO Chipbs M3rotoButTens MW gormkeH OOKyMeH-
TUPOBATh, HACKOMbLKO 3TO BO3MOXHO, OEACTBUSA CNeunanmM3vpoBaHHbIX OTpacnel NpoMbILLNEHHOCTH, K KOTO-
PbIM MPYMEHSIOTCA NOMNOXKEHUs pasnuyHbIix Yacten MCO 22442,

W3rotoBUTENM OOMKHbLI NPUMEHATL COOTBETCTBYKOLWMe nonoxenua MCO 22442 k npupogHbIM Belle-
CTBaM, TAKMM Kak MOMOKO, BOJOCHI U LWWEPCTb, XOTH TAKOBbIe HE ONpefensoTcsa Kak NPOM3BOAHbIE.

MpumeyaHue — Wcnonb3oBaHwe cnocoboB aHanMaa U MeHedXXMeHTa pucKa (TakvMx Kak aHanu3 pUckoB W
KpuTU4eckue KoHTponbHble Toukn (HACCP), ananmn3 xapaktepa v nocriegcteuin cboes (FMEA), [3], [5]) nonesHo npwu
onpeneneHn 0CTaToMHOMO PUCKA.

4.3 MNpouepypa

ﬂ,OKyMEHTMDOBaHHble npouenypbl 1 MHCTPYKUUN, TDE6yI-OLLWIBCFI cornacHoO HacToAweMy CTaHOapTy,
OOMKHBI ObITb yCTaHOBNeEHbI, BHeAPeHbl U NOOOEPXNBATbCA B paﬁoqu COCTOSIHUW. 3TK npouenypbl U UH-
CTPYKUWU OOIKHBI BbITE yTBepPXOEeHbl M KOHTPONMMPOBATLCA crnefyrowm 06|DE130M.

MaroToBuTENL AOMKEH paapaGOTaTb M nogoepxueatb B paﬁoqu COCTOAHMK npouenypbl Ansa ynpase-
NeHna BCeMW OOKYMeHTaMW M OaHHbLIMW, CBA3@HHLIMWU C TDESOBEHHHMM HacTosLWero ctaHgapTta. TakoBble
OOKYMeHTbl nepe/] BbINYCKOM OOITKHbI ObITb pacCcMOTpeHbl M yTBepXO4eHbl YNONMTHOMOYEHHBIMW COTPYOHUKaMM
Ha npegmMmet X COOTBETCTBUA YCTaHOBITIEHHbLIM TD96OBaHMHM.

Takoe ynpaeneHue OOmKHO obecneynTtb cnegywuiee:

EI) OOCTYNHOCTE Hagnexawunx pe,El,aKLI,MIZ COOTBETCTBYHLLMX OJOKYMEHTOB BO BCeX MeCTax, rae segeTcs
OeATeNbLHOCTL, Heobxogumas onsa SCbeEKTVIBHDFO beHKLlMOHMpOBaHMFl CUCTeMbl Ka4decTBa, U

b) HemMedneHHoe yganeHne yctapeBlNX JOKYMEHTOB M3 BCeX MeCT BblAa4yu MW UCMOJTL30BaHMA.

MameHeHna OOKYMEHTOB LOJDKHbI ObITb PacCMOTpeHbl U YyTBePXOeHbl TEMU Xe CDyHKLI,MFlMM/OpFaHM38LI,M-
AMK, KOTOPble NPOBOAUNK NepBOHa4YallbHOe paCcCMOTpeHne U yTBepaeHue, eCrim KOHKPEeTHO He 0b03Ha4eHo
nHoe. HaaHayeHHble opraHu3auuM OOIMKHblI UMeTbk O0CTYN K HagnexXawum MCXOOHbIM O3aHHbIM B KadecTBe
OCHOBaHWA Oy nepecMoTpa 1 YyTBepPX4eHUA.

Ecnn npakTu4ecK BbIMOITHMMO, TO XapaKTep Ka*goro naMmeHeHnda OOImKeH 6bITb 0603Ha4YEH B OOKYMeH-
T€ UM COOTBETCTBYHLUX NPUINOXKEHNAX.

HEOGXO,EIMMO YCTaHOBWUTb OCHOBHOW NepeyeHb Unu SKBMBAleHTHYIO npouenypy ynpasiieHNA OOKYMEeH-
TaMKn Oand onpegeneHua E,EﬁCTByI'OLLI,EI;‘I penakumn JOKYMEeHTOB BO nabexaHne WCMonb3oBaHMs HenpuMmeHun-
MbIX JOKYMEHTOB.

4.4 MepcoHan

OTBeTcTBEHHOCTL 3a cbop, 06paboTky U XpaHeHWe MmaTepuanoB AOMKHa OblTe BO3NOXKEHA Ha KBanudu-
LUPOBaHHbIX COTPYAHWUKOB CneayowmmMm obpasom.

WM3roToBMTENbL OOMKEH BHEAPUTH M NOAAepXUBaThL B paboyeM COCTOAHUKM MpoUeaypbl, BAUSKOLLME Ha
NOArOTOBKY NepcoHana, U NpefocTaBnaTbe MHOPMALMWID NS BCEX COTPYAHWKOB, BLIMOMHAKLWNUX AEATElb-
HOCTb, BIIMSIOLLYIO HA Ka4ecTBo.

W3rotoBKTENb AOMKEH NPUHATE MEpPbI, YTOOLI COTPYAHWUKM, BLIMOMHAKLME KOHKPETHbIE NOPYYeHHbIe 3a-
AaHuWs, ABNSANMCh KBanMuLMpOBaHHLIMU Ha OCHOBaHMK COOTBETCTBYIOLLEro obpasoBaHus, MOArOTOBKMA U/iMnn
onbiTa B 3aBUCMMOCTK OT TpeboBaHun. HeobXoaMMo BECTM COOTBETCTBYIOLLYIO AOKYMEHTaL MO MO NPOBeaeH-
HOW NOAroTOBKE.

CoTpyoHWKW, HEMOCPEACTBEHHO ydacTBywLlwume B cbope n obpaboTke maTepuanoB XMBOTHOTO MpPOWC-
XOXOEHWUS, OOMKHbI BbITh CMYXXaLVMMKU U3rOTOBUTENS U3AENUS UMW HA3HAYEHHBIMU U COOTBETCTBYHOLLUM 06-
pasom 00y4eHHbIMU paboTHUKaMKU CKOTOBOMHM UM APYroro aHanorM4yHoro npeanpuaTus. Te ke TpeboBaHms
OTHOCHATCS K COTPYOHUKaM Bcex cyOnoapsaaqmKoB.

WarotoBuTens gommKeH onpegennTe TpeboBaHWA K BHYTPeHHeW NpoBepke, NpegocTaBMTb Heobxoaumele
pecypchl ¥ Ha3Ha4YnMTbL OBYYEHHEIN NepcoHan Ana NpoBeAeHns ayauTa.

AyauTbl 0OMKHBI MPOBOAUTLCA MEPCOHANOM, HE3AaBUCHUMbIM OT TEX, KTO HECET NPSIMYH0 OTBETCTBEHHOCTL
32 BbINoOMHAeMy paboTy.
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4.5 [leicTByOWME HOPMATUBHLIE TPpeGoBaHUA U peKoOMeHAaLun

Heobxoaunmo OomkHbIM 06pa3oM y4uTbIBaTL COOTBETCTBYIOLINE OEWCTBYIOLINE perMoHankbHble Hopma-
TUBHble TpeboBaHus UK pekoMeHaauWu, BknoyYas MexayHapoaHblii KOOeKC OXpaHbl 300P0BbS KUBOTHBLIX
BcemupHoW opraHmMsauumn no oxpaHe 300poBbs KMBOTHbIX (BO3XK/OIE) [4], [13].

5 UcTouHUKN

5.1 O6wme nonoxeHnA

Mopgpa3sgensl 5.2—5.6 1 pazgensl 6—8 0oMKHbI NPUMEHATLCA NOCTaBLUMKAMU MaTeEPUAanoB XWBOTHOMO
NPOUCXOXKOEHUS, NOCPEfHMKAMKU U uarotoeutenaMm MW cormacHo nnaHy MeHeOKMeHTa pucka B COOTBET-
ctBumn ¢ CO 22442-1.

Martepuan }MBOTHOMO NPOUCXOXKOEHNS HEe OOMKEeH NoaBepraTbCa ONacHOCTU NepeKpecTHOM KOHTaMNHa-
UMK 0o, B Te4eHue 1 nocrne 3abos.

Heobxogumo nogTBEpauTh, YTO XUBOTHbIE NMPU3HAaHbI TOAHBIMK ANs yNnoTpebneHns B MWLy YenoBeKoM
(cm. 5.5).

[Ons matepuana XMBOTHOMO MPOUCXOXOEHUS, NOMYYEeHHOro OT BUOOB, HE MpPeAHa3HaYeHHbIX ANS yno-
TpebrneHna B nuuly YernoBekoM, Heobxooumo OOKYMeHTUpOoBaTk 060CHOBaHWE HEOOCTAKLWEeNn UHCNeKLUn u
cepTudmkaunn. CoOTBETCTBYOLLMIA KpUTEPMIA KadecTBa AN AaHHOTO TUNa MaTepuana onpegensercs Uasro-
TOBUTEMNEM.

M3roToBMTENb HECET OTBETCTBEHHOCTb 3a TO, YTO MaTepuan rofgeH Ans npefycMOTPEeHHOro rnpuMeHe-
HWS.

Ecnu ucnonbayotca cybnpoayKTbl }KMBOTHOMO NPOUCXOXOEHUA, HE NpefHa3Ha4vYeHHble Ans ynoTpebne-
HWSA B MULLY YENOBEKOM, TO OHU OMKHbLI BbITh U3 MaTepuanos kateropun 3 (T. e. 6e3onacHbIMA) UMK IKBUBA-
TNEHTHbIX [16].

5.2 Bung v nopoga

,D,J'[Fl KaXaoro matepuana wnum ero ]'IpOMSBO,D,HDI?I PUCK onpedeneHHbIX 3aboneBaHWit 3aBUCUT OT BLOa
XKMBOTHbIX M, BO3MOXHO, nOpoabl, 4YTO HEOGXO,D,VIMO YHUTbIBAThL 0114 BHEOPEHWNA Mep KOHTPOIA.

MpumedvyaHmne — KoOHKpPETHbIE MHCTPYKLUMM MO TpeboBaHMAM a8 Oblubel KpoBW HaxoadaTca B PykoBoacTBe
Mo NPUMEHEHWIO TENAYLEN CbIBOPOTKU B NMPOU3BOACTBE DMOMNOrMYecKNX NeKapCTBEHHbIX NMPOAYKTOB ANd Yernoeeka [14].

5.3 leorpadun

Puck onpeneneHHbix 3aboneBaHuin 3aBUCUT OT reorpauyeckoro MCTOYHNKA NPOUCXOKAEHNS, U 3TO He-
06X0QMMO YUMTbIBaTb ANS BHEAPEHUS Mep KOHTPOns.

leorpacdmyeckoe NPOUCXOXOEHNEe MOXKET BKIOYaTh 3a4aTve, poxaeHue, BCKapMnuBaHue 1 yboi (ans
KPYMNHOTo poraToro ckoTa, CM. NpunoxeHue A).

Ecnu TpebyeTcs npouecc MEHEOXMEHTa pUcKa, TO B Crydae ofoMallHEHHbIX/Pa3BoguMbIX Ha depme
BMOOB HEOBXOOMMO yKasaTb reorpaddMyeckuii pernoH/cTpady poXaeHUst 1 OnucaTb OCHOBHblE MecTa obuTa-
HWs 4O MOMeHTa 3abos.

B cnyyae umcnonb3oBaHWa OWKUX BWAOB XUBOTHbIX HEOBXOAMMO OTPa3uTb OOKYMEHTanbHO permoH/Me-
CTO MOWMMKW W CTPaHy/PermoH poxaeHWs, ecriv OHW U3BECTHbI. icnonb3oBaHWe BUOOB OUKNX MITEKONUTAKOLNX
OOIMKHO BbITh yYTEHO B oueHke pucka (cm. MCO 22442-1).

5.4 O6cnepoBaHue

WCTOUYHMK KMBOTHOFO MaTepuana fgormkeH 6biTe NOABEPTHYT KOHTPOSO U MHAMBKUAYaNLHOMY oBcrnegoBa-
HWUIO BeTepuHapoM. TeM He MeHee, C HEeKOTOPLIMU BUOAMW-UCTOYHUKAMWN 3TO HEBO3MOXHO (Hanpumep, pbibbl,
pakooBpasaHble, NIOTHOPOrMe, HOPKK, KowwkK). Ecnn oTaenbHble XWBOTHLIE He MOTyT BbliTb OCMOTPEHbI, TO
o60CHOBaHWE 3TOr0 AOMKHO BbiTh OTPAXEHO AOKYMEHTanbHO ¢ NpefacTaBneHWeM COOTBETCTBYIOLLEro nnaHa
BbIBOPOYHOr0 KOHTPONS.

XXMBOTHBIE (KOPOBLI, KO3bI, ONIEHW, NOLWAaAu, 0BLbLI M CBMHBW) OOMKHbI BbITE NOABEPTHYTH NpegcMepT-
HOMY BeTepuHapHoMmy obcrnenoBaHuio. XXMBOTHLIX C HAPYLIEHUSIMK OMOPHO-ABUraTeNLHOro annapara uim ¢
HEeBPONOrMYECKUMU OTKIIOHEHUAMM He crieayeT Mcnonb3oBath AN npounssoactsa M, 2a ucknoyeHnem npo-
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M3BOOHbIX >XMPOB, KOCTAHOIO YIS U aMUHOKWCIIOT, ABNAKLWKUXCA MaTepuanamm kateropum 3 (T. e. 6e3onacHbi-
MUW) UNK 3KkBUBaNeHTHoiMK [13], [16].

[o cepTudurkayum BeTepuHapy HeobXxoOUMMO MPOBECTU MOCMepTHoe obcrefoBaHWe XMBOTHBLIX (Kpyr-
HOTO M MENKOro poraTtoro CKoTa, OfeHel, Nnollajieid, CBMHen) HemenneHHo nocne 3abosi B COOTBETCTBUN C
MECTHbIMW 0BbIMaaMK 1 NpakTukamu. ObcnegoBaHue OOMKHO BKOYaTb, NO MEHbLUER Mepe:

a) BM3yanbHbI OCMOTP;

b) manbnaumWio ykazaHHbIX OpraHoB;

C) paspes opraHoB K NUM{OY3NoB;

d) wuccnepoBaHwe aHoManuin (HanpyMep, HEPaBHOMEPHOCTb, LiBET, 3anax);

e) nabopaTopHble aHanu3abl, ECNU HEOBXOOUMO.

loe Toro TpebyeT oueHKka pucka, Ana martepuanoB (BkModasa obbeanHeHHbIe 3anackl KPOBW), NpeaHa-
3Ha4YeHHbIX Ans HenocpeacTBEeHHOro ucnonb3osaHvs B MW v He nognexawux Banugaunn Ons CHUXKeHWs
pucka TSE cornacHo MCO 22442-3, HeobXoanMmMo paccMOTPETb BO3MOXKHOCTb NMPUMEHEeHUsa BanuanpoBaHHO-
ro GMoxmmMMyecKkoro aHanmsa Ha Hanudve TSE y KMBOTHOrO-MCTOYHMKA. TakMe BanuaupoBaHHble aHanu3bl
in vitro yka3biBaloT Ha NONOXUTENbHLIA cTatyc TSE, HoO MOryT noaTBepX4aTh OTpULATENBHbLIA CTATYC KUBOT-
HOTO TONbLKO KOrga Takon aHanus 6bin oblenpuaHaH B KayecTBe HOBEWLWEro AOCTUMXKEHUSA B JaHHOW obnacTtu.

TKaHW XMBOTHBIX, MOMYy4YeHHEbIE OT OnpefeneHHbIX BUA0B (Hanpumep, pbibbl, pakoobpasHslie, NNoTHOPO-
rMe, HOPKKW, KOLWKK), TpebylT MogndrumMpoBaHHOrO NOAX04a, Tak Kak BeTepuHapHoe obcrnenosaHue He Mo-
eT OblTb MPOBEOEHO TakuM e obpasom, Kak Ons ApYyriux TKaHeln »KMBOTHOMO NpoucxoxaeHus. Narotosutenn
OOMKHBI MPUMEHATL COOTBETCTBYIOLLME MOJNOXEHWA HACTOSLLEro CTaHAapTa K TakMM mMaTepuanam XXMBOTHOro
NMPOUCXOXKAEHUS, HO MOXET BO3HUMKHYTb HEODXOAUMOCTL CNEeAOBaHWA APYIMM Npoueaypam, NpU3HaHHbIM 3d-
heKTUBHBIMKU ANA cHUXKeHNs pucka (cm. MCO 22442-1).

5.5 Ceptudmkaumna

MaTepuarnbl }1MBOTHOMO NPOUCXOKAEHUS, NpedHasHavYeHHble Ans ucnonb3osaHns B MU, gomnxHbl ObiTh
nony4YeHbl OT XMBOTHLIX, MPWU3HAHHLIX BETEPUHAPOM MPUroAHbLIMU Ansa ynoTpebneHusa B NULLY YernoBeKoM.
[omkHbl BbITb AOCTYNHBI 3aNUCKU, NOATBEPXKOAOLWME COOTBETCTBUE KPUTEPUAM BETEPUHAPHOTO KOHTPONA Ha
ckoTobolWHe, cBeaeHWsa 0 cepTUdMKaTe U UCTOHMHUKE NMPOUCXOXOEHUS (CM., HAanpuUmep, npunoxenve B). Ona
BMOOB, KOTOpPbIE HE MOTYT ObITh CEpTUMULMPOBaHLI BETEPUHAPOM, TpeByeTcs CTaTyc, SKBUBANEHTHbIA «Mpy-
rogeH ans ynotpebneHus B nNuLly YenoBEKOM», HanpuMmep, NoATBEPKAEHWE O4eBMAHOMO XOPOLLEro CoCTos-
HWSA 300POBLS.

5.6 MpocnexuBaemMocTb

B cnyyasx, Korga MmeHeKMeHT pucka, npoBoguMelid cornacHo MCO 22442-1, nokasblBaeT 0OQHOBPEMEH-
HO HeoBXOOWMMOCTE W BhINOMHUMOCTE, AOMXKHA OblTb CO34aHa CUCTeEMa MpocnexuBaeMocTu. [ormKkHa bbiTh
obecnevyeHa NpocnexnBaeMocTb A0 CKOTODOWHMW, a Taloke MpPOCNEeXMBAeMOCTb MOCTaBLLMKaMW MPOOYKTOB
nepepaboTKn XMBOTHOIO npoucxoxaeHus. CTeneHb NpOCNeXnBaeMoCcTy OOIKHA ONpefensiTbes No pesynb-
TaraMm OLUEHKW COOTHOLUEHWA pUCKa W MNoMb3bl C YYETOM CYLLECTBYIOWMX ouumManbHbIX MH(POPMaLUOHHBIX
CUCTEM.

n puMmedaHue — npOCﬂe)KVIBaEMOCTb npakTn4eCckn He BO3MOXHA, eCnu Matepuanbl XXMBOTHOIO Nponcxoxae-
HWA CO6MpaI~OTCH, 06begMHAKTCA U npon3BoOATCA NOCTABLKMKaMU nepepaGOTaHHoro XWMBOTHOIO ChbIpbA.

6 C6op

6.1 Mexay uarotoutenem MW 1 NocTaswMKOM matepuana KUBOTHOM NPOVUCXOXAEHWUS OOMKHO BbiTh
3aKMYeHo TEXHUYECKOe cormalleHne, onpeaensiLlee:

- rpaHnLibl OTBETCTBEHHOCTH;

- cneundurKaLmnio matepuana;

- [OKYMEHTaLWo, NpeqoCTaBEeHHY MOCTaBLMKOM, MO3BOMAKLWIYI W3rOTOBUTENH COOTBETCTBOBATh
TpeboBaHUsM HaCTOSLLEro cTaHaapTa;

- KpUTEpPUW NPOBEPKN;

- npoueaypb! (BKNOYaOLWME KOHKPETHLIE MEPLI AMNS NPeAoTBPaLLEHNS NEPEKPECTHON KOHTAMUHALNN);

- ayaWThl;

- nmpouenypsl, obecnednBatolLMe, YTO BCE MOCTABKW OTCMEXMBAKTCA COOTBETCTBYHOLWMMU CepTUdU-
Katamu.
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MaTtepuansl, nony4YeHHble OT BUAOB, NofBepeHHbix TSE (BkMwuyaa obbeduHeHHblie 3anachl KPOBW),
npegHasHa4YeHHble Ans NpAMoro ucrnonb3osaHua B MW v He nogeepratowmecs BanugupoBaHHOMY npoueccy
cornacHo NCO 22442-3 ona cHUxeHWs pucka TSE oo npueMnemoro ypoBHS, onpefeneHHoro npoLueccom
MEeHeKMEHTa pUCKa, OOMMKHbI DbITh NpUobpeTeHbl HA CKOTODOMHAX, onpefeneHHbIX uarotosmutenem M.

6.2 WaroToBuTENb HECET OTBETCTBEHHOCTL 3a obecnedeHune Toro, Yto cbop mMaTepuana 6bin NpoBeneH
B COOTBETCTBWM C npoueaypamMu, onnMcaHHbIMK B JOKYMEHTauuu.

6.3 MarotoBuTenb JormKeH paccMoTpeTb M OnpedennTb CUCTEMbl cepTuduKaunm 1 NpocnexumBaHusa B
criydae, Korga TKaHW KMBOTHOTO MpoucxoxaeHus Geinv obbeguHeHsbl Ha MecTe 3abosi unu B JanbHenwem.
Mpenensl 06beanHeHWs A0MKHBI BbiTb 060CHOBAHLI U OTPaXKeHbl AOKYMEHTAamNbLHO.

7 ObpaboTka

7.1 Ecnu kakor-nubo mMatepuan XUBOTHOTO MPoUCXoXaeHUa TpebyeT NanbHellero npenapupoBaHuns
unu o6pesku, To OH OOMKeH BbiTh YAaneH Kak MOXHO CKOpee Ha y4acToK, OTAeNbHbIA OT MCNoNbayeMblX ANs
3aboqa u cbopa. TakoBoi y4acTok gormkeH ObiTb 060pyaoBaH Haanexawmm obpasom 1 NoaaepMBaTLCa Ha
COOTBETCTBYIOLLEM YPOBHE YMCTOThI U 3aLLWTLI OKpyXKaloLlen cpebl. MIHCTPYMeHTh! ANst NpenapupoBaHus u
obpeskn crnedyeT cogepxaTk B YACTOTE ANA CBEAEHUS K MMHUMYMY pUCKa NepeKkpecTHo KoHTaMuHauuK,

B ugeane gnsa obpesku cnegyeT WCMONb3OBaTh CNeunantHO BblOENeHHbl Habop WUHCTPYMEHTOB, CO-
JepXaluincsa oTAeNbHO OT MHCTPYMEHTOB, UCNOoNb3yeMbix Ans c6opa.

7.2 WcxoaHble MaTepuansl, npeaHasHavyeHHble ANs Mcnonb3osaHusa 8 MW, 4omkHbl 6bITe U30NMPOBaHEI
ANsi 4OCTaBKK COrMacHo npoleaype, onucaHHol B JOKYMEHTaUmK.

7.3 WMarotoBuTernb HECeT OTBETCTBEHHOCThL 3a obecrneveHune Toro, 4To obpaboTka marepuana npoxogut
B COOTBETCTBMW C NpoueaypamMu, onMcaHHbIMIU B JOKYMEHTaLuu.

8 XpaHeHue, TPaHCMOPTUPOBAHME U MAapPKUPOBKa

8.1 CobpaHHbIii MaTepuan cregyeT XpaHUTb U TPaHCMOPTUPOBATb B 3aKPBLITLIX UMW OPYrMX COOTBET-
CTBYIOLLWMX EMKOCTAX.

8.2 YCrnoBus XpaHeHws W TPaHCNopTUPOBAHWUA He OOIMKHbI HapylaTk COOTBETCTBUS KPUTEPUAM Kade-
cTBa MaTtepuana JXWBOTHOTO MPOUCXOXKAEHWSA, B pesynbTaTe BO3AeNCTBUSA (hakTOpOoB OKpyXKatoLlen cpeabl unm
hepMeHTaTMBHOIC pPasnoXeHus, a Takke pasMHOXEHUEM MUKPOOPraHW3MOB.

8.3 MaroToBWTenbL HeceT OTBETCTBEHHOCTL 3a obecnevyeHue Toro, YTo XpaHeHne, TpaHCNopTUPOBaHKE ¢
MapKUPOBKY NPOBOAAT B COOTBETCTBUM C OOKYMEHTUPOBAHHLIMU NpoLeaypamMu.

8.4 MepBUYHaa eMKOCTb C cOBpaHHBIM MatepManom JOMKHa UMETb COOTBETCTBYHOLLY MapKUPOBKY BO
nzbexaHue NepekpecTHol KOHTaMUHALKUKA U CMELLMBaHWUS NPU NePeBO3Ke U XpaHeHWUN.

OTukeTKa QoMmKHa codepxaTb, Mo KpaiHen mepe, nogpobHyo MHopmauuio 0 matepuane, gaTy cbopa
1 MecTononoxeHue ans obecrnedeHus NPocrneXxMeBaeMocTy.
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MpunoxeHune A
(obsAzaTensHoe)

[dononHuTenbHble TpeboBaHUA, KacarwlWMeca NPUMeHEeHUA HacToALWero cTaHaapTa K Matepvanam,
Nony4YeHHbIM OT KPYNHOro poraToro cKoTa v Apyrux BUAOB XXUBOTHbLIX, NOABEPKEHHbIX BO3MOXHOMN
KOHTaMWHaLuUu TpaHCMUCCUBHOMW ry6uaTton sHuecanonatnen

A.1 O0wme NonoxeHus

[aHHoe npunoxeHue codepxuT TpeboBaHWs, OTHOCALUMECH K HEXM3HECNOCOBHOMY MaTepuany, nony4eHHoMy oT
KPYMNHOrO poraToro ckota W npegHasHadeHHoMY Ona ucnonb3oeaHnsa B MW, MCO 22442-1 tpebyeT, 4Tobbl Ana maTtepu-
anos, NOMyYeHHbIX OT BUOAOB, NOABEPKEHHbIX MHAEKUNOHHOW rybuyaTon aHuedanonatun (TSE), Beinv BHeApeHsl Mephbl
KOHTpons pucka u 06wwmii puck TSE Gbin oUeHeH 1 BelYMCNEH OTHOCUTENBHO MEAWLUMHCKUX NPEUMYLLECTB NPEAHa3HaYeH-
HOMO MCMNOMNBb30BaHWA, YUYMTbIBaAsA Hannyne ansrepHatve. 3Tn TpeboBaHWsA OTHOCATCA K CKOTY, NOABEPKEHHOMY ryb4aTomn
aHUedanonaTum KpynHoro poratoro ckoTta (BSE) n npumeHsiemomMy B kadecTBe MCTOYHWKA MaTepvana Ans Ucnonb3osa-
HuA B MIA.

K koHkpeTHoMYy M MoryT 6bITb NpUMEHUMbI pa3HoobpasHble Mepbl KOHTpons pucka (cMm. MCO 22442-1:2020, npu-
noxexHue D). TakoBble OOMKHBI BbITb PACCMOTPEHbI B KaXO0M KOHKPETHOM chnydae Aans pacyeta obuero pucka BSE wn
npenocTaBneHna rapaHTUi, YTO OCTaTOYHbLIM PUCK 3apakeHns areHToMm BSE asnaeTtca gonyctmo Hn3kiM. OBLnin puck
BSE moxeT ObiTh OLEHEH, y4MTbIBAA criegyrowme cnocobeTrytowme gakTopbi:

a) BEpOATHOCTb TOrO, MTO UCXOAHLIA MaTepuan MHMULMPOBAH MITM KOHTaAMUHMPOBaH areHTom BSE;

b) cnocobkl yoaneHna unu gesaktueauun areHta BSE;

C) CTeneHb W XapakTep KOHTaKTa YernoBeka ¢ NoTeHUMansHoO MHMLUMPOBAHHEIM MaTEpPUanom.

Ocoboe BHMMaHWe Oom«HO BbiTh yaeneHo atunuyHeim Tunam BSE, takum kak Tvn H 1 tun L. MNpuoHel, ocobeHHo
Tuna L, moryT nposenate Gonbluylo MHEKTUBHOCTE ANA ONbITHBLIX XMBOTHBIX. XOTA cooblianock, YTO pUck Npy ynoTtpe-
6neHnM Msca KpynHOro poraToro ckoTa Bbin o4eHb HU3KMM WU He3HaYUTeNbHbIM M3-3a MH(PEKTUBHOM cnocobHOCTM nNpu-
oHoB BSE npw opankHOM nocTynneHun He NMPOHWUKaTL B MbILLbl MCCNEQYEMbIX XWBOTHbBIX, BHYTPUYEPENHOe BBEdeHWe
OeMoHCTpupyeT Bornee BbICOKYH MHDEKTUBHOCTE, YEM NepoparnkbHoe. B oTHoweHuu 6esonacHoctu MW, ocoGeHHO BHY-
TpUYepenHeIX U3genuii, cnopaguyeckas atunuyHas BSE gomkHa paccmaTpyBaTbCa B OLEHKe pucKa.

[aHHoe npunoXeHne OTHOCWUTCA TOMbKO K MEePBOMY M3 3TWX (DAKTOPOB, KOTOPLIA ABMAETCHA OCHOBHbIM METOOOM
koHTpons pucka TSE, Tak kak marepuan, nonyyYeHHbI# OT KOPOB, CMYXWUT MCTOYHUKOM ANA MHOTUX U3OENWIA.

MpumedvaHune — T[lpunoxeHne C NCO 22442-1:2020 conepxuT onpedeneHHble TpeboBaHMa K OTAeNbHbLIM
XWBOTHBIM Marepuanam unu Npou3BoaHEIM.

YYuUTbIBadA TEKYLLEE COCTOAHNE HAaYKN M TEXHOMOMMIA, MPUHLMILI, CXOOHbIE C 0OCYKOaeMbIMKW B JaHHOM NPUITOXKEHUN,
Takke OOMKHbI ObITh NPUMEeHMbI K OPYrMM pa3HOBUOHOCTAM TpaHCMI/ICCMBHOI;I Fy6‘-|aT0l7I 3Hu,ecbanonamn Y XKMBOTHBIX.

MpumeyaHne — OKBMBANEHTHblE MEPbl MOrYT BbITb MPUMEHMMBl K Matepuanam, NpovcxogalwyM OT KO3,
OBel, W ONneHen.

A.2 Obwme acnekTbl

Heobxognmo oueHUTb puck BSE, cBA3aHHLIN C MCXOOHLIM MaTtepuanom, y4MThiBasa criegyrolmne hakTopbl:
a) BEpPOATHOCTbL MHEKTUBHOCTU UCXOOHbIX XKUBOTHBIX;
b) nHeKTMBHOCTE NCXOOHOWM TKaHW.

MpumedaHue 1 — NHDEKTUBHOCTb TKAHEW XNBOTHBIX 32BUCUT OT reorpadpM4eckoro UCTOYHMKA NPOMCXOXae-
HWS, BO3pacTa XMBOTHOrO, NPMPOALI MaTepuana v yCTaHOBMEeHHbIX Mep NpedoTBpaLleHns NepeKpecTHOW KOHTaMMUHaLWK.
Mpumeuvanne 2— Cwm.[13] ang gononHUTENBHON MHAPOPMaLIAK;

C) Mepbl ON1A npenorepalleHns I'IEpEKDECTHOﬁI KOHTaMWUHaU WK, BbI3BAHHON APYTMMW XKUBOTHBIMW UK TKaHAMMW,
ocobeHHo ans MaTtepuanos W/ XKMBOTHLIX C NOBbILUEHHLIM PUCKOM MHCbVILI,VIpOBaHHOCTVI,

I'IpM 06begUHEHWM XUBOTHOMO Marepwana, nony4yeHHoro ©onee 4em OT O4HOMO KMBOTHOMO, O4HO U3 KOTOpPbIX Bbino
onpegeneHo Kak umerllee puck BbICOKOW CTEMEHW, AaHHOe onpeneneHne OTHOCUTCA KO BCEN COBOKYMHOCTH.

A.3 BepoATHOCTb MH(PULMPOBAHUA XXUBOTHLIX-MCTOYHUKOB

A.3.1 O6wme nonoxeHus

BepoaTtHocTs Hanuumns areHTta BSE y »XWMBOTHBLIX-MCTOMHUKOB A0MKHA OblTb pacCMOTPEHa C NMOMOLLLH OnybnuKo-
BaHHbIX 3KCMEPTHLIX OLEeHOoK (cm. A.3.2.1, npumedarue 1) 1 opyrmx yMECTHbIX AaHHbIX, rae npuMmeHumo. [nsa yvyeTta pucka
nepefaYy YpesBblHaiHO peakon atunyHon BSE, BO3pacT KMBOTHOMO JOMMKEH CHMTATLCA BaXKHLIM NapamMeTpoM.

B cnyuasnx, korga HM3Kas BEPOSTHOCTL 3apaXeHWs KUBOTHBIX-MCTOYHUKOB, OTOBpaHHbIX AnA 3abopa TKaHew, AB-
NsieTcs 3HaYMTENbHBIM (DakTOpOM npu oueHKke pucka BSE, npouecchkl 3akynok XXUBOTHBIX U NPOM3BOACTBA AOMKHbI BKIO-

7
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YyaTb B cebsl Mepbl M0 NpefoTBpaLLEHM0 NEPEKPECTHON KOHTaMMHALMK OT XWBOTHbBIX UNWM MaTepuanoB ¢ bonee BbICOKAM
puckom BSE.

MpumeyaHune — B Takmx cuTyaumsax moryT BeiTe NpyuMeHUMbl pasgensl 6—8 u A.5 HacTosAwero cTaHaapTa.
OueHka BepOATHOCTM HanM4ua areHTa BSE y KUBOTHOrO-MCTOYHUKA AOMKHA YYUTEIBATE cneaylowmne akTopsl.

A.3.2 Cratyc BSE cTpaH unu permoOHOB UCTOYHUKOB NPOUCXOXOeHUA

A.3.2.1 Obwue nonoxeHus

Mpw oueHke ctatyca BSE HeobxoaMMo y4nThIBaTE Kauayto cTpaHy 0bUTaHns KUBOTHOMO C POXAEHWA 1 BCKAPMIU-
BaHWA Jo 3abos. 3T1a nHopMauusa AomkHa BeITe NPUHATa BO BHUMaHWE NpW OLLEHKE pUCKa.

YacToTa cnydyaer BSE y »KMBOTHLIX 32BMCUT OT Mep, NPUHUMAEMbIX HaLMOHaNbHBIMKW OpraHamMu Bnactu Ans npegoT-
BpaLLEHUs, KOHTPONA 1N uckopeHeHus 3abonesaHns. TOYHOCTb ONpedeneHus YacToThl cryyYaes 3abonesaHns 3aBncuT
oT obbema 1 KavecTBa meTogos obcrnegoBanua. Jlydwne rapaHTuy NPegocTaBNATCA, Koraa pe3ynsTaTtel 4eWCTBEHHOMo
Hagsopa B cooteeTcTBUM ¢ OIE unun akeKMBaneHTOM MokasbiBaloT, YTO B CTpaHe, peruoHe, Wnu ctage HeT HU BSE, HM no-
Yecyxu, HM XPOHUYEeCcKoW U3HypsoLwen 6onesHu (CWD).

Onpenenenve pucka BSE no oTHoWeHWIO K reorpatuyeckum MCTOYHWMKEM AOMKHO YYUTHIBATE PacnpocTpaHeH-
HocTb MHdekuun BSE y gomaluHero ckota B cTpaHax unu peroHax, Uctopuio BBo3a areHta BSE v oueHky addpekTus-
HOCTW NporpamMmmbl Hag3opa.

CeepeHus, kacawowmecs pucka BSE gons cooTBeTCTBYHOWMX CTPaH WUNW PervoHoB, AOMKHbI ObiTe NMpoBepeHbl ¢
1crnonb3oBaHMeM MocnegHuX cBodok Mo ctaTycy BSE HauwmoHanbHbIX MnKM peryoHanbHbix opraHoB, OIE wnn FAQ
(http://www.fao.org). ViarotoBuTens AomKeH oLeHUTE 3abonesaemMocTe BSE (Bknyasa TeHAEHUWIO, UCNOMb3Ys, N0 MeHb-
e Mepe, AaHHble nocneaHux BocbMK NneT). Knaccudgukaumsa ctpaH Unu perMoHoB oTHoCUTeNBHO ux pucka BSE gomkHa
B NEPBYI0 0Mepeab OCHOBbIBATLCA Ha knaccudimkaumn BO3XK (OIE).

MaroToBmTENM OOMKHBI Y4MTbIBATE 0NybnnkoBaHHbIe IKCNEpPTHbIE OUEHKK, kacatowumecs pucka BSE, ceasaHHoro ¢
onpefeneHHbIMWU cTpaHamu.

B yacTHoOCTH, pekoMeHayeTcs cBepaTbCS ¢ rnasaMy MexayHapoaHoro Kogekca oxpaHbl 340p0oBbs XMBOTHbIX BO3XK
(OIE) [4], otHocawmMuMca k BSE v k nodecyxe, ecnv NpUMEHNMO, U K ApYrM NOAXOAALMM PEKOMEHAAUNSM UMK 3aKOHO-
AaTenbHbIM aKTam.

MpumevyaHue — DakTopsl, y4UTbiBaEMble Npu onpedeneHun BSE ctatyca cTpaHbl, BKNoYakoT B cebs:

a) yacToTy cnyvaes 3aboneBaHusi B CTpaHe;

b) Hanuune wunu oTcyTcTBYEe obAzaTenbHoro yBegomneHws o 3aboneBaHun (oduvumanbHoe BeTepuHapHoe
HabnogeHue);

C) Hanu4ve unu oTcyTcTBue obasaTensHOro KNUHWYEeckoro W nabopaTopHOro NOATBEPMKAEHUS NOOO3PEeBaeMblX
cryvaes;

d) Hanu4ve unu oTCYTCTBUE AEWCTBEHHOrO 3anpeTa Ha KOpMIeHUE KUBOTHBIX XKBaYHbIMW MaTepuanamu;

€) AaHHble, ABMAKTCH N aHanusbl BSE ons »KMBOTHLIX CTaplle onpeaeneHHoro Bo3pacTa obasaTenbHeIMY;

f) cBegeHun, BeINW MM MaTepuansl YyCTaHOBNEHHOMO pUCKa yaaneHbl U YHUYTOXeHb! nocne ybos;

g) vHopmauumio, BNy NK TyLWK NaBLUMX XUBOTHBIX NMBO KMBOTHBIX A0 Nagexa npeameTom ocoboro KoHTpons,
BKINIOYas aHanuabl Ha BSE.

Coobuwanock 0 HEMHOTOYUCTIEHHBIX cny4Yasx atunudHol BSE pawe aons ctpaH kateropuu A. [ins y4eta ocTaToqHo-
ro pucka ans MW, BoaoeicTByloWMX Ha LIEHTPanbHyH HEPBHYH CUCTEMY, HEOBX0AMMO paccMOTPETL BO3PaCcT MCTOYHUKOB.

TpeboeaHua 1 KpUTEPUK, NpUBedeHHble B A.3.2.2—A.3.2.4, NnpUMeHMMbIl B 3aBUCUMOCTW OT reorpacpuyeckon oLeH-
k1 pucka BSE.

A.3.2.2 HesHauuTenbHbI puck BSE

Ecnu 3abonesaemocte BSE He Bbina paHee npusHaHa B cTpaHe WMWK pervoHe NpoMcxXoxaeHus, nubo HocuTenb
Kax4oro nokansHoro criyyas poguncsa bonee 11 net Hasag, TO M3rOTOBMTENb AOMKEH NOMNYYUTL AOKYMEHTANbHOE CBUAE-
TENsLCTBO ONA NOATBEPXKOEHWS TOro, CTano nv 3aboneeaHve orumansHo NoANeXallum U3BELLEHUIO U KOraa, U MMeeT N
CTPaHa-MCTOYHWK BETEPUHAPHYIO cryxBy, cnocoBHY BhIABUTE HA3KYIO YACTOTY crydaes 3aboneBaHus.

MpumeyaHnue — WaroToBuTENM MOryT 0BpatuThca K PyKOBOACTBY NO OLEHKE BETEPWHAPHLIX CMYXD, BKMIO-
YyeHHOMY B MexayHapodHblM KoOeKC oxpaHsbl 300poBbs ¥MBOTHLIX BO3XK (OIE) (rmaekl 1.3.3 1 1.3.4) (http://www.oie.int/
international-standard-setting/terrestrial-code/) aAna nomowmM B ANCKYCCUMAX C BETEPUHAPHBIMK OpraHaMn. XoTa OOKYMEHT
npegHasHayeH Ans noMoLLn B OLEHKE BETEPUHAPHLIX Cry0 B LENOM, OH MOXET NMOMOYbL MPU MHTEPNPETaLUn 3asBNeHNU,
CAEenaHHbIX OpraHamm BnacTu B KOHKPETHOM KoHTekcTe BSE.

[MooTeep:KaeHWe OoMmKHO BbiTe oBecneyeHO NOCpeacTBOM CChINIOK Ha cucTembl knaccudomkauun OIE n nHdopma-
LIN0, MPEAOCTABNEHHYI0 HALMOHANbHLIMWA UMM PETMOHAIBHBIMIW OpraHaMin BNacTy.

MaTepwan, nony4eHHbIn U3 CTpaH WKW PETMOHOB, B KOTOPbLIX Hanu4me BSE y gomaluHero ckota cHUTaeTca KpanHe
MaroBepoATHLIM, MOXET pacCMaTpuBaTLCA Kak He NPEeACcTaBnAwLNA 3HAUMTENbHBLIA puck BSE, yunTeiBas, 4To TKaHM C
BbICOKOW UHPULIMPOBAHHOCTLIO UCKMoYeHbl (cM. MCO 22442-1:2020, tabnuua D.1).

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 14/ 20
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-22442-2-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70108
https://gostexpert.ru/gost/gost-22442-2-2025?utm_source=pdf&utm_medium=70108&utm_term=page

FOCT P UCO 22442-2—2025

Matepumanel (Bknio4as obbegrHeHHble 3anackl KPOBW), NpefHasHa4YeHHble AN nNpamoro ucnonb3osanusa B MW un He
nofBepralmnecs yTBepXaeHHOMY npoueccy Ana cHuxkeHus pucka TSE cornacHo MCO 22442-3, cnenyeT, No BO3MOXKHO-
CTW, NONyYaTh U3 CTPaH UMK PEFMOHOB, B KOTOPLIX Hanuyue BSE y AoMalLHEro ckoTa cYnTaeTcs KpalHe ManoBeposiTHLIM.

Ecnu »WBOTHBIX M3 CTPaH UNW PervoHoB, MUHUManeHO ModBEPKEeHHBIX 3aboneeaemocTn BSE, umnoptupyroT B
CTpaHy C BbICOKOW 3aboneBaemMocTbio ANs NPOU3BOACTBA MEQUUMHCKUX U3Oenui, To Heobxoamma conpoBoauTensHas
WHpopMaLuma No UHOMBMAYaNbHOW OTCMNEXMBAEMOCTH KMBOTHbIX B MPEAEnax MMNOPTUPYIOWEN CTPaHbl M AOMKHbI BbITh
NPeanpUHATBI YCUUs No n3bexaHuo pucka nepekpecTHoW kKoHTamuHaumm BSE.

A.3.2.3 KoHTponupyemeblii puck BSE

Ecnu 6bino noaTBEPKAEHO, YTO CTPaHa UMW PEMMOH NPOUCXOKAEHUS UMEET OrpaHUYeHHyo noasepreHHocTs BSE,
TO W3rOTOBUTENL AOMKEH NOMYYUTh JOKYMEHTANBHOE CBMAETENLCTBO ANA NOATBEPKAEHUS!

- korga o 3abonesaHuK BbINO 0ULMaNbEHO N3BELLEHO;

- YTO OTAENbHbIe KUBOTHbIE, 3apaXeHHble BSE, 3abuTbl 0TAENBHO OT KMBOTHBIX, MpedHasHavyeHHbIX Ansa ynoTpe-
GneHnsa B NWLLY YENOBEKOM, a WX TYLUWN NOMHOCTBIO YHUHTOXEHbI;

- YTO WX MOTOMCTBO HE UCMONb3YETCHA B KAYECTBE KUBOTHLIX-MCTOYHUKOB;

- abheKTUBHOCTU CYLLECTBYIOLLEK CUCTEMBI HAO30pa.

MoaTeepxaeHue JOMKHO BbITh obecneveHo NoCPeacTBOM CChINIOK HA CUCTEMBbI Knaccudukaumm n nHopmaumio,
NPEaoCTaBMNEHHYI0 HAUMOHAMNbHBIMW UMW PErMoHanbHbIMWU OpraHaMin BNacTw.

B 3aBucMMOCTKM OT OUEHMBaHWS COBOKYMHOTO ocTtatodHoro pucka (cMm. 4.5 MCO 22442-1:2020) Heobxoaumo pac-
CMOTpPETh AOMOMHUTENBHBIE MePbl YPaBNeHUs PUCKOM A5 MaTepuarnoB, NonyYyeHHbIX U3 Takux CTpaH U PermoHoB.

[na HekoTopbIX MaTepuanoB OOMYCKAeTCA 3aKyrnka B CTpaHax ¢ KoHTponupyemebiMm puckom BSE kateropus B OIE
NPV YCNOBUKM HaAnexallero KOHTponsa v cobniogeHns onpedeneHHbix TpebosaHni.

MpumeyaHue — bBbonee nogpobHan MHbOpMaLKWA O Takux MaTepuanax U KOHKpeTHbIX TpeboBaHMAX npuee-
aeHa B [13].

A.3.2.4 HeycTtaHoBneHHbl puck BSE

MaTepuansl, Nony4YeHHbIE OT }KWBOTHOTO, POXOEHHOTO, BblPalLeHHOro u/unm 3abuToro B CTpaHax Wnv perMoHax c
BLICOKOW MOATBEPXOeHHOW 3aboneeaemocTeio BSE, unu rge no gpyrMm npu4MHaMm HEBO3MOXHO MPOAEMOHCTpUpPOBaTh
COOTBETCTBWE APYrol KaTeropvu, He crefyeTt Ucnone3oBaTth Ans npovssoactea MW, 3a nckniodeHrem criyqyaes, onncaH-
Hbix B A.3.2.5.

MonyyeHne matepnanoB M3 CTpaH ¢ HeycTaHOBNeHHbIM puckoM BSE (kateropua C OIE) paspelueHo Tonbko Ans
OTAEMBHLIX MaTEPWUANOB NPU YCNOBUKM HANWYXS COOTBETCTBYIOLLETO KOHTPONS W BbINONHEHWA ONpeaeneHHbIx TpeGoBaHui.
Ecnu ncnonbaykoTca }KUBOTHLIE M3 CTPaH C HeyCcTaHoBMNeHHbIM puckom BSE (kateropua C), To Heobxoarvmo NpefocTaenTb
ofocHoBaHuWe.

A.3.2.5 Ocobble obcToaTenscTBa

B ocobbix obcTosTENBCTBAX NPU OLEHWBAHWMIM COBOKYMHOIO 0CTaToqHOro pucka (cm. 4.5 MCO 22442-1:2020) moxeT
6bITe cOenaH BblBOA, YTO NPUHATBIE MePbl NPefoTBPALLA0T NePEeKPECTHY KOHTaMUHALMIO.

Heobxogumo NpuHATE Mepbl NPefoCTOPOXHOCTM BO W3bexaHWe NepekpecTHOW KOHTaMuHauuy BO Bpems 3abos,
cbopa, 0bpaboTkW, XxpaHeHUs 1 TpaHCNOPTUPOBAHUS MaTepUana XWBOTHOMO NPOMCXOXKOEHWS.

WM3rotoButens MW gomxeH 0TpasnTb 4OKYMeHTanbHo 1 0B0CHOBATE MCMOMNB3YEMbI METOS OrMyLUEHWS, a TaKkKe —
OyayT N TKaHW 3abpaHbl OT OTAENBHbLIX }UBOTHLIX UMK 06beQMHEHbI.

Beino gokasaHo, Y4TO OrfyLUeHWEe JNEKTPOLLOKOM OMpedeneHHoro paspsaga ¢ npokansiBaHnem unu 6es, a Takke
MHEBMaTUYECKUM OrnyluuTenem, ocobeHHO ecrniv TakoBOW BMNyCKaeT BO3AYX, MOXET paspylnTbe MO3T U pacrpocTpaHuTb
MO3roBOW MaTepuarn no cucteme kpoeoobpalleHns. CyllecTBYOT AaHHbIE, YTO HEMPOHUKaloLee OrfyLUeHUe MOXET Bbl-
3bIBaTb 3MBONMIO LEHTPanbHoW HepBHOW cucTembl. Heobxognmo onmncaTe MeTodbl OrnyLIEeHNs.

Mpumevanune — [ononHutenbHasa MHPOPMaLMA NO METO4AM OrMyLUEeHWA HaxoauTca B AoKyMeHTax Hay4Ho-
ro coBeTa no nnaHuposaHuio (SSC) no metogam ornyweHua 1 pucky BSE (Pyck pacnpocTpaHeHusa yacTuy, Mo3sra B KpOBU
U TyLle Npyv NpUMeHeHU HeKOTOPbIX METOAOB OrMNyLleHWs ), MPUHATOM Ha coBellaHun oT 10—11 aHeaps 2002 r. (hitps://
ec.europa.eu/food/sites/food/files/safety/docs/sci-com_ssc_out245en.pdf), n gokymeHTax Pabouen rpynnel EBponencko-
ro ynpaeneHusa 6esonacHocty nuwieBbix npogyktoB (EFSA) no pucky BSE ot pacnpoctpaHeHua yacTtuy, Mosra B KpOBU
n Tywe, Bonpoc Homep EFSA-Q-2003-122, npuHatom 21 oktabpa 2004 r. (https://www.efsa.europa.eu/en/efsajournal/
pub/123).

3a WCKMYEeHWeM cry4aeB, Korda npeanonaraeTcs UCMonb3oBaTh BanMaMpPOBaHHbLIA NPOU3BOACTBEHHBINA NpoLecc,
KOTOPLIN MHAKTUBMPYET UMK yaansaeT areHTsl TSE, cneqyeT NpUMEHSTb crieqyioLive MeTob:

a) Ana Bcex mMatepuanoB HeoBXoAUMO CBECTM K MUHUMYMY BO3MOXHOCTb BHELUHeld KOHTaMUHaLMW, 0CODEeHHo B
CTpaHax ¢ U3BeCTHbIMK criydasmu BSE; B cnydae matepuanos, He o6bedunHsaeMblx Npu cbope, ogHOPa3oBble UMW COOT-
BETCTBEHHO 00e33apaeHHble eMKOCTM (HaanexallMm obpa3om 3aKpeITbie BO U3bexaHue NepekpecTHOM KOHTaMUHaLMUK
1 cHabXXeHHbIE TUKETKOM) MOryT GbiTe MOMELLEHbI B 0OHY BOMbLUIYK EMKOCTb AN NEPEBO3KY;

b) No BO3MOXHOCTWM MaTepuans! OT KUBOTHBLIX M3 pasHbiX reorpacMyeckMx UCTOMHUKOB He crneayeT obbeanHATb,
KpoMe crny4yaes, korga oHW BeIny NonyYeHbl U3 CTPaH ¢ HU3KUM puckom BSE vnu oT 3aMkHYThIX CTag;
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C) HeobxoOMMO BHedpWTb, 06OCHOBaTL U NoAAepKMBaTh B pabodem COCTOSHUM MPOLEaYPbl, ONWCaHHbIE B AOKY-
MEHTaLUWK, ONA NPENOTBPALUEHNs NEePEeKPEeCTHON KOHTAMUHALMK APYTUMK XUBOTHBIMU UMW TKaHAMK ¢ Bornee BbICOKMM
pUCKOM.

MpumedaHume — MoryT 6biTb NPUMEHUMbI PETMOHAMNEHBIE HOPMAaTMBHbIE TPpeBGoBaHUA.

HeobxoguMmo NpuHATE Mepbl NMPe4oCTOPOXHOCTM BO M3bexaHne KOHTaMWHaUuKM B TEYeHWe Nocrnedylowmx npous-
BOLOCTBEHHbIX OEACTBMIA. VICNoNb3oBaHne HeKOTOPbLIX MaTepuanos, NoNyYeHHbIX U3 TaKOoW CTpaHbl N PerMoHa, ABNAETCA
ponyctumelM. Hanpumep, vcnone3oBaHve Hagnexawum obpasom 0bpaboTaHHOW TKaHW HU3KOW WMHMULWMPOBAHHOCTU B
0BCTOATENLCTBAX OrPaHUYEHHOIO KOHTaKTa C TKaHbo YeroBeka MOXET ObiTe 000CHOBaHHLIM, HAaNpUMep MCNonb3oBaHue
KOXMW B OPTOMNEeOnYeCcKon obyBu.

A.3.3 lMony4yeHne UCXOOHOro MaTepuana oT 3aMKHYTbIX cTag

[NepBoHavanbHbIM MaTepyan MoXeT BblTb NOMYYEH OT cTag, KOTOpbIe COOePanvch C OCTOPOXHOCTBLIO ANA NpegoT-
BpalleHnsa BHeceHus areHTa BSE u koTopble 6bn cepTUdULUMPOBaHLI KaK «3aMKHyTele» (cM. 3.2). [onyyeHvwe MaTepu-
arnoe XWBOTHOMO MPOMCXOXOEHUA OT 3aMKHYTbIX CTad AOMKHO ObiTb PACCMOTPEHO Kak NpegocTaBnsllee ypoBeHb bes-
ONacHOCTW, SKBUBANEHTHLIN cGopy Matepuanos B CTpaHe Wnun pervoHe, rae Hanwdve BSE y gomaluHero ckoTa cuutaeTcs
KpaiHe ManoBepOATHLIM.

A.3.4 BoszpacT 0OHOPCKUX XUBOTHbIX

Mcnonb3oBaHue Honee mMonoabIX XMBOTHBIX MPeACTaBnAeT MeHbLUMIA PUCK NO CPaBHEHWI0 ¢ Bornee cTapbiMU Xu-
BOTHbIMUW. MaTtepuansl, NoNy4YeHHbIE OT MKWBOTHLIX MOMNOXE LUECTU MECALEB, MOTYT CUMTATLCA NpeacTasnsawwmrMm bonee
Hu3kui puck BSE (cm. npunoxerne D NCO 22442-1:2020). O4yeHb HemHorve crnydaun atunudHon BSE coobwanuce gaxe
Ansa cTpaH kateropun A. TeM He MeHee, YpeaBbl4aiHO pedkoe 3aboneBaHWe orpaHMYMBaETCa XMBOTHBIMUW, Kak NpaBuio,
cTaplue BOCbMMW NneT. 3To HeobX0AMMO Y4UTbIBATL NPK aHanWwae pucka.

A.3.5 WUcTtopusa nuTaHUsa JOHOPCKUX XUBOTHLIX

Matepuans! (Bkniodas o6bEOVMHEHHbIE 3anackl KPOBKW), NpeaHasHayYeHHble OnA NPSMOoro ucnons3oeadusa 8 MA u
He Npoledlwne BannaMpoBaHHbIA NpoLect Ana cHkeHus pucka TSE cornacHo MCO 22442-3, He cnegyeT cobupaTth B
cTpaHax, rae Bua KopMa Unu UCTOPUSA MUTaHUS HEU3BECTHBI.

M puMevHaHne 1 — Mcnonb3oBaHve MaTepurana M3 CTpaH, HeE pa3pellaldLlLnX CKapMnmBaHWe XXNBOTHbBIM 6enkos
0T MINeKonuTaKWwmx, MmoxeT obecnednts bonee BbICOKYH CTENEHb BesonacHocTw.

[na Bcex apyrux marepuarnoB, NPOUCXOASLUMX OT KOPOB, U3rOTOBUTENb OOMKEH MONy4uTs onybrnukoBaHHOe CBU-
OeTenbCTBO NPOoLEeayp, BHEAPEHHLIX B CTpaHe NPOUCXOXOeHUa oToBpaHHOro ckoTta, ANs rapaHTuy TOro, YTo noTeHuwan
nepenayu Bo3byautens BSE cBegeH k MuHuMymy. OUeHKa pycka OMKHA 3aTparvBaTh CrneayroLlmMe O0Ka3aTenbCcTea:

a) 6bin nu 6enok NomyYeH OT KBa4YHbIX UMW HET, MPOM3BEAEH MECTHO WM UMMNOPTMPOBAH, a TakkKe aary Hadvana
OEeWCTBUA Kakoro-nnbo 3aKoHOO4ATENbHOrO 2anpeTa Ha Takoe CKapMITUBaHWUE KBaYHbIM XXMBOTHLIM;

b) npw nony4yeHWn MaTepuanoe OT }KWBOTHOTO, B KOPM KOTOPOTo BxoAun OenoK OT XKBa4YHOro KMBOTHOTO B TEYEHME
npefLecTBYIOLMX BOCBMU MET, NOATBEPXKAEHUE TOro, 4To Genok He Gbin nony4vyeH B cTpaHax C BbICOKON 3aboneBaemo-
cteio BSE, novecyxon unu CWD;

C) HEe3aBMCUMO OT TOro, ObINO UMM HET XMBOTHOE B BO3pacTe CTaplue LIecTW MECHALEB WK KUBOTHOE Mnafwe
LIeCTU MecsLEeR, coaepallleecs No3xe 3TOoro Bo3pacTa, U/ NoTOMCTBO 3apaXeHHbIX CaMOK MMMOPTUPOBAHO M3 CTpaH
C BbICOKOW 3aboneBaemocTbio BSE; Takoi CKOT MOXET NOBLICUTL PUCK BHECEHWs areHTa BSE, ecnu ux TkaHu nepepabo-
TaHbl W 3aTEM CKOPMITEHbBI XBa4YHbLIM XUBOTHBIM.

I punMme4vyaHKUe 2 — BHe,D,pE‘HVIE OENCTBEHHOrO 3anpeta Ha CKapMInuvBaHue XBadHbiX MarepuvanoB XXWBOTHbIM
ABNAeTCA OOHUM N3 qDaKTOpOB, BNMMAKLWKMX Ha CTartyc BSE CTpaHbl NN permoHa. rapaHTVIVI WNCTOPUK NMUTAHUA, TAKUM 0b-
pa3omM, MOoryT ObITb nony4eHbl NoOCpeaCcTBOM CCbINTOK Ha CUCTEMbI KJ'IaCCI/ICbVIKaLI,I/IM n I/IHCbOpMaLlIMO, npenocTaBreHHY
HauWoHanbHbIMKW MNK perMOHanbHbIMKW OpraHamMn BnacTi.

A.4 NH(peKTUBHOCTL OTOBPaHHOW TKaHU

BepoatHocTe Hanuyua areHta BSE B koHKpeTHOW oToBpaHHON TKaHW AomkHa BbiTb oueHeHa ¢ NOMOLLB0 onybnu-
KOBaHHOW aKcnepTHolM oueHkM (cm. MCO 22442-1:2020, D.3.4). Tak kak gaHHble, cry»allMe OCHOBaHWEeM WCCrenoBaHusa
WH(EKTUBHOCTW TKaHW, MOTYT BbiTb HEMOMHBIMKW, CredyeT NPUHUMAaTh BO BHUMaHWe ()aktop HeonpeaeneHHOCTH, OCHO-
BaHHbIW Ha OUEeHKe KayecTBa W KonuyecTBa 6a30BbIX gaHHbIX. Heobxogumo uecnone3oBaTe Camyto HOBYIO MHAOpMAaLMIO.

A.5 Mepkl ana npegoTBpalleHus NepekpecTHOW KOHTaMUHaLUM

HeobxoaMMO NPUHATE Mepbl NPeaoCTOPOXHOCTA BO U3BexaHWe NepekpecTHOM KOHTaMWMHaLWMK Bo Bpemsa 3abos,
cbopa, 06paboTKK1, XpaHEHUA U TPAHCMOPTMPOBAHKUA KMBOTHOTO MaTtepuana. Warotosutens MW gonxkeH oTpasuTe AOKY-
MEHTasBHO U 06OCHOBATE MCNOMbL3YEMbIA METOA OMMYLEHWs, a Takke — ByayT N1 TkaHu 3abpaHbl OT OTAENbHBIX XKMBOT-
HBIX MM 0BbEANHEHBI.

Bbino gokasaHo, 4TO OFMyLIeHWe 3MeKTPOLIOKOM ONpedeneHHOro paspsaga ¢ npokansiBaHueM Wnu 6ea, a Takke
MHEBMAaTUYECKMM OrnyLUMTEeneM, ocoGeHHO ecni TAKOBOWM BMyCKaeT BO3AYX, MOXET paspyLUMTb MO3r M pacnpocTpaHuTb

10
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MO3roBOWM MaTepwuarn no cucteMe KpoeoobpaleHus. CyllecTBYHOT OaHHble, YTO HEMPOHMKaLWee OrMyLeHUue MOXET Bbl-
3bIBaTb 3MBONMI0 LLEHTPANEHON HEPBHOW CUCTEMBI.

Mpnmevyanue — [ononHutensHas HopMauus No MeTogam ornylweHua npvesedeHa B A.3.2.5.

Ona cbopa n 06paboTkm HeOBXOAMMO BHEOPUTE Crieayowue MeToabl, rae Toro TpebyeT oueHKka pucka:

a) Ans Bcex MaTepuanoB HeobXoouMOo CBECTW K MUHUMYMY BO3MOXHOCTb BHELLHEW KOHTamMuHauuu, ocoDEHHO B
cTpaHax C M3BeCTHbIMM criydaammn BSE; B cnyyae matepuanos, He obbegmHaemblx npu cbope, ogHOPa30Bble UMM COOT-
BETCTBEHHO 06e33apaxeHHble EMKOCTU (Hagnexalmum obpa3omM 3aKkpeiTele BO M3bexaHWe NepekpecTHOW KoHTaMuHaL MK
1 CHabXeHHbIEe ITUKETKOW) MOryT ObiTb NOMELLEHbI B 04HY DONbLUY eMKOCTb Ansi NepEeBO3KY;

b) No BO3MOXHOCTK, MaTepuanbl OT }XWBOTHBIX U3 pa3sHbIX reorpauyeckmx MCTOYHMKOB He criegyeT o0beanHATb,
Kpome crny4yaes, Koraa oHW Gbinu nonyyYeHsl U3 cTpaH ¢ HU3KUM reorpadpudeckum pyuckom BSE munu oT 3aMKHyThIX cTag;

C) HeobXoAMMO BHEOPUTL U NOAAEPXKUBATL NPOLEAYPLI, ONMCAHHBLIE B JOKYMEHTaLMK, ANA NpegoTBpalleHus nepe-
KPECTHOW KOHTaMWHaLMW APYTUMUW JKUBOTHBIMW U TKaHsMK Bonee BbICOKOro pucka.

MpumedyaHune — MoryT BbITb NPUMEHUMBI PEMMOHArNbHbIE HOPMAaTKUBHbIE TpeboBaHUS.
1"
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MpoBeneHo B:

MpunoxeHune B
(cnpaBo4Hoe)

CepTudukaums u atrectaumusa’

B.1 O6pazeu BbigaBaemMoro ceptudukara
Ceptudpumkat Ne

CepTudmkaT Ha XKMBOTHLIN MaTepuan ans ucnons3osaHusa 8 MU

CrtpaHa, B KOTOpPOM XWBOTHOE Bbino 3abuto

Feorpaduyeckuit UCTOUHWK XKMBOTHOro2)

PervcTpaunoHHbIM HOMEpP CKOTOBONHK

HanmeHoBaHWe W pacnonoXKeHue yypexaeHus

Matepwnan (o6o3Ha4ybTe BUA KNBOTHOIO)

BoapacT XMBOTHOro?!

BI/I,D, TKaHW unu opraHa

Mcnonb3oeaHHble YNakoBO4YHbIE MaTepUanbl

Yucno emkocTen/ynakoBok

Damununa, MHULWanb BeTepuHapa

Lata(bl) cbopa

Moanuck

(oTBETCTBEHHOE NMLO)

B.2 OGPBSGH cBugeTenbCTBa 300pPpOBOro COCToAHUA, BblaBaemMoOro BeTepuHapom

CengetenbcTBO 300pOBOro COCTOAHKNA

A, HMKenognucaeLMACA BeTepUHap, NoATBepXKOak, YTO Martepuan, OMNUCaHHbIA B CepTVICbVIKaTe HOMEp
ObIn nony4yeH ot XKMUBOTHbIX, MPWU3HAHHBIX NOOHbIMW ONA yl'lOTpeGJ'IE‘HVIH B NULLY YEernoBeKOM U npoweaunx obcnegoBaHme
Ao v nocne 3abos:

(nata)

(nognuck BeTepuHapa)

12

(dhamunus, nHUUMans.)

1} dopmaT NnpuMepoB B AAHHOM NPUMOKEHMI MOXKET BbITh CKOMMPOBAH.

2) Mndbopmaums No MASHTUMKALMA N NPOCMEXMBAEMOGTI XKMBOTHOMO-UCTOYHVKA B TEYEHUE €r0 KM3HW, ecnu Ta-
Kan MHopmauus CyLLEeCTBYET 1 eLle HEM3BECTHA M3TOTOBWTENIO, ABNSAETCHA BaXHbLIM AOMONHEHWEM K cepTudukaTy.

3) Ecnn NpakTU4ecky BLINOMHUMO W MPUMEHMMO, HANPUMEP AN XMBOTHLIX, NOABEPXEHHLIX eCTECTBEHHO cryyalo-
weica uHdeKUMoHHOM rybyaTor aHuedanonatuu.
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MpunoxeHne OA
(cnpaBo4Hoe)

CBefeHUsl 0 COOTBETCTBUMU CChINMOYHLIX MeXxOgyHapoaHbIX CTaHOApPTOB HaUWOHANbLHLIM CTaHAapTaMm

Tabnuya [JA.1

OTBETCTBMA CTaHOAPTOB!

- IDT — naeHTU4HbIA cTaHaapT.

Cfiasriadeume WHaMMaHoBAH Cranekt 0OB603HaYyeHne U HAMMEHOBaHUE HAUMOHAaNbLHOrO cTaHgapTa
MEXOyHapoaHoro ctaHgapTa COOTBETCTBUSA H Aap
NCO 22442-1 IDT [OCT P NCO 22442-1—2025 «W3penua MeguuuHCKue, 1c-
Monb3yLMe TKaHW U UX NPOU3BOOHLIE XKUBOTHOIO NPONCXOXK-
aeHust. Yactb 1. MNprMmMeHeHWe MeHeoXXMeHTa pucka»
MpumevyaHune — B HacToAwel Tabnuue MCNONbL30BaHO CrieaytoLllee YCNoBHOe 0603Ha4YeHe CTeNeHn co-
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(1]
(2]

(3]
(4]

(3]
(6]
[7]

(8]
(9]

Bubnuorpadun

ISO 9001, Quality management systems — Requirements (Cuctembl MeHemKMeHTa kavyecTea. TpeboBaHua)

ISO 13485, Medical devices — Quality management systems — Requirements for regulatory purposes (M3genus
MeauumnHckne. Cnctemel MEHEOKMEHTa KadecTea. TpeboBaHna ANA Lenei perynvpoBaHuns)

ISO 14971:2007, Medical devices — Application of risk management to medical devices (M3genua meanunHckue.
MpumeHeHne MEHEmMKMEHTA PUCKa K MEOVLMHCKM M3OENUAM)

I1ISO 22442-3, Medical devices utilizing animal tissues and their derivatives — Part 3: Validation of the elimination and/
or inactivation of viruses and transmissible spongiform encephalopathy (TSE) agents [MeauuuHckve nagenus, vc-
Nonb3yLne TKaHW XMBOTHBIX W MX NpouaBogHbie. YacTe 3. Banugaumsa yHUYTOXEHWS W/UNU MHAKTUBALWW BUPYCOB
1 areHToB MHEKUMOHHOW rybuyaTol aHuedanonatum (TSE)]

ISO/TR 24971:2013, Medical devices Guidance on the application of ISO 14971 (MeawuuHckne nsgenunsa. Pykosoa-
CTBO Mo npumeHeHuto 1SO 14971)

Terrestrial Animal Health Code from OIE — Office International des Epizooties/World Organisation for Animal Health
http://www.oie.int/en/international-standard-setting/terrestrial-code/

SSC opinion adopted at the meeting on 10—11 January 2002, The risk of dissemination of brain particles into the
blood and carcass when applying certain stunning methods https://ec.europa.eu/food/sites/food/files/safety/docs/
sci-com_ssc_out245en .pdf)

Supplement 1, Japanese Pharmacopoeia XIV, 17. Basic requirements for viral safety of biotechnological/biological
products listed in Japanese pharmacopoeia, pp. 1618—1631, 2003

No N. 177 of the Ministry of Health, Labour and Welfare on the standard for biological ingredients, 31 March 2005
on Standards for raw materials originating from living organisms (http://www.nihs.go.jp/cgtp/cgtp/guidline/03052001.
pdf) (Ha ANOHCKOM A3bIKE)

[10] Commission Directive 2003/32/EC of 23 April 2003 introducing detailed specifications as regards the requirements laid
down in Council Directive 93/42/EEC with respect to medical devices manufactured utilising tissues of animal origin

[11] Commission Regulation (EU) No 722/2012 of 8 August 2012 concerning particular requirements as regards the
requirements laid down in Council Directives 90/385/EEC and 93/42/EEC with respect to active implantable medical
devices and medical devices manufactured utilizing tissues of animal origin

[12] Code of hygienic practice for meat CAC/RCP 58-2005

[13] Ph. Eur. 5.2.8. «Minimising the risk of transmitting animal spongiform encephalopathy agents via human and
veterinary medicinal products»

[14] Ph. Eur. 5.1.7. «Viral safety»

[15] Guideline on the use of bovine serum in the manufacture of human biological medicinal products»; (EMA/CHMP/
BWP/457920/2012 rev 1)

[16] Commission Regulation (EU) No 1774/2002 of the European Parliament and of the Council of 3 October 2002 laying
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