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FOCT P NCO 22442-1—2025

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 IENCTBWE Mpukasom denepansHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuo U MmeTponorumn ot 17 anpensa 2025 r. Ne 310-cT

4 Hactodwmin ctaHdapT ugeHTMYeH MexgyHapogHomy ctangapty MCO 22442-1:2020 «Wsgenus me-
OWUMHCKME, MCMONb3YoLWMe TKaHW M UX MPOU3BOAHbIE KMBOTHOrO npoucxoxaeHus. Yacte 1. MNpuMeHeHune
MeHeoxmMmeHTa puckay (ISO 22442-1:2020 «Medical devices utilizing animal tissues and their derivatives —
Part 1: Application of risk managementy, IDT).

MMpY NpUMEHEHWN HACTOALLEro cTaHdapTa peKoMeHAyeTCA UCMOoNb30BaTh BMECTO CCbINMOYHbLIX MEXayHa-
POAHBIX CTAHAAPTOB COOTBETCTBYIOLWLME UM HALMOHANbHLIE W MEXIOCYyAapCTBEHHbIE CTaHAapThl, CBEOEHUs O
KOTOPBIX MPUBEAEHE! B OMNOMHUTENBLHOM NpunoxeHun JA.

JononHuTenbHas CHOCKAa B TEKCTE CTaH4apTa, BbiAeNeHHas KypcMBOM, NpuBeaeHa Ans NosiCHeHUs Tek-
cTa opurvHana

5 B3AMEH INOCT P MCO 22442-1—2011

MNpasuna npumeHeHUss Hacmosweao cmaHdapma ycmaHoeneHsl 8 cmamse 26 @edepanbHO20 3aKOHa
om 29 uwoHsa 2015 2. Ne 162-03 «O cmaHdapmu3sayuu 8 Pocculickol ®edepayuu». MHpopmayus ob us-
MeHeHUSX K HacmosuwieMy cmaHO0apmy nybrnukyemcs e exes00HOM (0 COCMOSAHUK Ha 1 AHeaps meKyuieao
2o0a) uHghopmayuoHHOM yKazamene «HayuoHanmeHble cmaHOapmbi», a oguyuanbHbil MeKcm usMeHeHul
U ronpasok — 8 eXeMecAYyHoOM UHOPMayUOHHOM ykaszamene «HayuoHanbHbie cmaHdapmei». B ciyvyae
rnepecMmompa (3aMeHbl) unu ommMeHbl Hacmosuie2o cmaH@apma coomeemcmayrouwee ygedomneHue bydem
onybnukogaHo 8 6nuxaluweM 6bINycKe eXeMecsyHo20 UHGhoPMayUuoHHo20 ykaszamens «HayuoHanbHbie
cmaHOapmol». Coomeememayow,as UHGhopMayusi, yeedoMIeHUe U MeKCmbl pasMewalmcs makxe 8 UH-
gopmayuoHHOU cucmeme 06wea0 Noab3osaHuUss — Ha oghuyuansHoM calime PedepanbHO20 azeHmcmea fno
MexXHUYEeCKOMY peaynuposaHuro U Memposnoauu 8 cemu MiHmepHem (www.rst.gov.ru)

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

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

MCO (MexayHapomoHasa opraHu3auusi cTaHgapTyM3auuu) SBNSEeTCS BCEMUPHOW dedepaunein opraHos
HaUWOoHanbHbIX cTaHAapToB (opraHn3auun — unexbl MCO). PaboTa no nogrotoBke MexayHapoOOHbIX CTaH-
4apToB, Kak npasuno, ocyllecTenserca TexHudeckumu komutetamn NCO. Kaxpgas opraHvsauus-ydneH, 3a-
WHTepecoBaHHasa B npegMeTe, ANs KOTOPOro co3gaBancsl TeXHUYeCKU KOMUTET, MMeeT npaso ObiTe npea-
CTaBNeHHOW B 3TOM KOMUTETEe. MexayHapoaHble NpaBUTENbCTBEHHbBIE U HEMPAaBUTENLCTBEHHbLIE OpraH13aLnm
TaKkke NpUHUMAalT yyacTue B pabote Bo B3aumogencteum ¢ MCO. MCO TecHo coTpygHudaeT ¢ MexayHa-
pOOHORN anekTpoTexHuveckon komuccuen (M3K) no Bcem Bonpocam anekTpOTEXHWYECKON CTaH4apTMU3aLuu.

Mpouenypbl, NpMMEHEHHEIE NMpu pa3paboTke OAHHOIO CTaH4apTa, a TakKe Npoueaypbl, NpeaHasHavYeH-
Hble ONa ero AanbHenwen Nogaepkkn, onvcadsl B Aupektneax MCO/M3K, vyactb 1. B 4acTHOCTU, HY>KHO OT-
METUTb HEOOXOOAMMOCTE Pa3MUYHbIX KPUTEPUEB YTBEPXKOEHWUS ANA pasnMyHbiX TUNoB gokymeHTos MCO. Oax-
HbIM JOKYMEHT Dblfl COCTaBmneH B COOTBETCTBUM C pefakuMoHHbIMKU npaBunamu Oupektus MCO/M3K, yacTb 2
(cm. www.iso.org/directives).

Heobxogumo 0bpaTuTb BHUMaHUE Ha BO3MOXHOCTb TOTFO, YTO HEKOTOPbLIE SMEMEHThLI JaHHOro CTaHaapTa
MOryT nofBepraTbcsa NareHTHuIM npaeam. MCO cHumaeT ¢ ceba 0TBeTCTBEHHOCTh 32 0603HAYEHWE KaKUX-TKU-
B0 naTeHTHLIX NpaBs. [leTany Kakmx-nubo naTeHTHbIX NpaB, 0603Ha4YeHHbLIX NpK paspaboTke cTaHdapTa, dyoyT
copepxatbCcs BO BBEOEHUM W/WMW B NMepeqHe NonyYeHHbIX naTeHTHbIX geknapauui MCO (cm. www.iso.org/
patents).

Iliobas Toproeas mapka, ykazaHHasl B cTaH4apTe, siBnseTcs WHdopMauunen, npueeneHHon ansa ynob-
CTBa NonbL30BaTenen, U He ABMSETCA PeKNnamMon.

[ns pasbAcHeHusa 4O0BPOBONLHOMO XapakTepa CTaH4apTOR, 3HAYEHWI KOHKPETHLIX TepMuHOB MICO u BhI-
paXKeHWM, CBA3AHHbLIX C OLEHKOW COOTBETCTBMSA, a TaKkke MHopmMauumn o npusepxeHHocTn MCO npuHumnam
BTO no texHu4eckum bapbepam B Toproene (TBT) cm. cnegyrowmin URL: www.iso.org/iso/foreword.html.

HacTtoawwmin ctaHaapT Obin nogrotosneH TexHndyeckum komutetom MCO/TK 194 «Buonorndeckas u knu-
HUYecKas OLeHKa MeguuuHckux nsgenuiny, nogkomuteT K 1 «be3onacHocTe TKaHEBLIX MPOOYKTOBY», B CO-
TpyoHudyecTBe ¢ EBponelickum kommuTteToMm no craHgapTtusauum (CEN), TexHuueckuin komutet CEN/TC 206
«OueHka 6MoONOrMYeckoro U KNMHNYECKOro AENCTBUS MeQULNHCKMX U3dennuiny B COOTBETCTBUMN C COrMNalleHu-
em 0 TexHWn4eckoM coTpyaHudectee mexay MCO n CEN (BeHckoe cormalueHume).

TpeTbe n3gaHue MeXrocy4apCTBeHHOro cTaHgapTa OTMeHsieT M 3aMeHsieT BTopoe usganuve (MCO 22442-
1:2015).

Mo cpaBHEHMKO C NpeablayLWUM M30aHWeM OCHOBHLIMU U3MEHEHUSIMU ABMSKTCH:

- obHoBnEH NyHKT 4.4.2;
oBHoBNEeHbl nHTEpHEeT-ccbinkun B C.2, NyHKT MapkupoBaHHoro nepeqHsa 1, C.3.3 n C.4.4;
obHOBNEeHa MHTepHeT-ccbinka B D.3.3;
pobasneH nyHKT C.10;
obHoBneHa bubnuorpadus.

MepeveHb Bcex HYacten cepum NCO 22442 pasmelleH Ha cante MCO.

JTioBble 0T3bIBLI UMK BONPOCHI MO JAHHOMY JOKYMEHTY AOMXKHbI HANPABMATLCA B OPraHbl HALWMOHANbHbIX
cTaHOoapToB nonb3oeatens. KX nonHelA nepeyveHb pazMmeLleH No agpecy www.iso.org/members.html.

HekoTopble MeAULVHCKUE M3OeNna UCNONb3YIOT MaTtepuarbl 3 KUBOTHOTO NMPOUCXOXOEHUS.

TKaHW KMBOTHBIX M WX MPOM3BOAHbIE MPUMEHST B pa3paboTke W NPOM3BOACTBE MEOWLUMHCKUX U3Le-
v ona obecnedveHnst aKcniyaTauMoHHbIX KavecTB, BbIDpaHHbIX M3-3a UX MPEUMYLLECTB MO CPaBHEHUIO C
MaTepuanamMmym HeXWBOTHOIO NMPOMUCXOXAeHWd. [Jnana3oH 1 KoNMMYecTBO MaTepuarnoB XWBOTHOMO MPOMCXOX-
OEHUs B MEAWLWHCKUX M3OEennax MOXeT pasnuyarbca. Takue maTepuanbl ABNAKTCA 3HAYNTENbHON 4acTbio
nsgenus (Hanpumep, 6bl4bKU/CBUHbIE CEpAEYHbIE KNanaHbl, KOCTHbIE 3aMecTUTENW AN CTOMaTonorMyeckoro
N1 OpTONEaNYEeCcKoro NpUMeHeHus, remocTaTiyeckme n3genusi), MoryT OblTb BHELIHUM CNOEeM U3genusa uim
ero NpenuTKOM (HanpuMep, KonnareH, }xenatuH, renapyH) nubo ncnonb3oBaTbCA B NpoUEecce Npov3BoAcTBa
mMaTepuana (Hanpumep, XMpOoBble NPOW3BOAHbIE, Takne Kak oneartbl U cTeapaTbl, aMOpuoHanbHas Tensdbs
CblBOPOTKA, hepMeHThI, KynbTypanbHasa cpena).

MCO 14971 saBnaetca obwum cTaHOapTOM, YCTaHABMMBAKLWKMM MPOLECC AMA W3rOTOBUTENSA MyTEM
WOEHTUMKALMKM ONACHOCTEN M OMacHbIX CUTyauui, CBA3AHHbIX C MEOWULWHCKUMW U3O0eNUaAMM, BKNYas Mme-
OVUWHCKWe n3genus in vitro, ANa onpefeneHns U oLeHUBaHUS! PUCKOB, CBA3AaHHbIX C AaHHBIMKU OMacHOCTAMMU,
yrnpasneHus 3aTMMU PUCKaMU U MOHUTOPMHIa Pe3ynbTaTUBHOCTW TaKOro YrpaBlieHUsA Ha NPOTSXEHWU BCEro
XKM3HEHHOro Lukna. [aHHelil JOKYMEHT NpMBOgUT SOMNOMHUTENbHbIe TpeboBaHUa M PpyKOBOACTBO AN OLUEHKH

v
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MeOULUMHCKUX W3OenniA, M3roTOBMNEHHbIX C MCNOMb30BaHNEM TKaHEM XMBOTHOMO NMPOWCXOXOEHWUS UMW UX Mpo-
M3BOOHbIX, KOTOPbIE HE SABMSAKTCSH XKW3HECNOCOBHbIMI UMK BbiNK NPUBEAEHbI B TAKOE COCTOSIHKE.

HacTtosilwmin cTaHgapT oxBaTbiBaeT MedWULUUHCKME U3Oenns, BKMNoYas akTUBHbIE UMMNMaHTUpyeMble Me-
OWUMHCKWe U3genus, Takme Kak UMnnaHTupyeMble WHY3NOHHbIE HaCcoChl.

HacTtoawmin ctaHgapT HENPUMEHUM K OUarHOCTUYECKUM U3genusam in vitro.

HacToawmi cTaHgapT MOXeT NPUMeHsITbes Tonbko B codeTanun ¢ MCO 14971 1 He aBnAeTCcs OTAENbHO
NpMMeHAeMbIM CTaHOapTOM.

n puMmevyaHune — CootBeTcTBME HacToAweMYy CTaHOapTy OEMOHCTPMPYETCA BbINONTHEHWEM €ro 0603Ha4YeHHbIX
TpEGOBaHMﬁ. pyKOBD,ELCTBO, npueogMmMoe B nNpuMeyHaHnAax U CnpaBOYHBIX NMPUNOXEHWUAX, HE ABNAETCA HOPMartnBHbIM U HE
npenocTtaeBnAeTcA B Ka4eCTBe KOHTPOMbHOIO Nnncta And aygutopoBs.
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

n3gennAa MEQUUMHCKUE, AICNONb3YKLWKWUE TKAHU
M UX MPOU3BOOHBLIE XKUBOTHOIO NPOUCXOXOEHWA

Hacte 1

NMpumMmeHeHUe MeHeKMEeHTa pucka

Medical devices utilizing animal tissues and their derivatives.
Part 1. Application of risk management

NaTta BBegeHna — 2025—09—01

1 O6nacTb NnpUMeHeHUA

HacTtosawmin ctangapT pacnpocTpaHaeTcs Ha meguuuHckme mnagenus (M), 3a ucknoveHnem guarHo-
ctrnyeckux MW in vitro, n3aroToBMNeHHbIX C UCNONb30BAHMEM MaTeEpPUanoB XMBOTHOMO MPOUCXOXOAEHWUSA, ABMNAO-
LLMXCHA HEXMIHECNOCOBHLIMW UMW NPMBEAEHHBIMWN B HEXKU3HecnocobHoe cocTosHMe. HacToswmia ctaHaapT B
codetanun ¢ MCO 14971 onpegenseT npoueaypy MaeHTUdMKaL MM ONacHOCTEN M ONACHbIX CUTYyaLMiA, CBA3aH-
HbIX C TAKUMW U3OENUaAMK, ONd OnpedeneHns U oUueHMBaAHWUA BO3HUKAIOLWMX PUCKOB, YNPaBneHus 3TUMK pu-
CKaMW 1 MOHWTOPWHTA pPe3ynbLTaTtMBHOCTM TAKOT0 ynpasneHus. HacTtodawmin ctaHgapT ycTaHasnneaeT NpoLecc
MPUMHATWSA PELUEHMS O ONYCTUMOCTM OCTAaTOYHOMO pUcka, ¢ yieTom BanaHca 0cTaTOMHOIO pycka, Kak yCTaHoB-
nexHo B MCO 14971, n oxxugaeMon MeguUMHCKOW NoMb3bl N0 CPaBHEHMWIO C CYLLECTBYHOLMMUK ansTepHaTBa-
mu. B HacTosilwem ctaHoapTe ycTaHOBMeHbl TpeboBaHMA M NpUBedEHbI PEKOMEHAALNN MO NPUMEHEHWIO Me-
HeOXMeHTa pucKa, CBA3aHHOINo C ONacHOCTAMM, XxapakTepHbiMu Ana MW, nponsBegeHHbIX C UCMONb30BAHMEM
TKAHEN UNn NX Npou3BoaHbIX XUBOTHOTO NMPOUCXOXOEHUS, TAKUMW Kak:

a) KOHTaMWHauus DakTepusiMu, NIeCHeBbIMU UK OPOXHOKEBLIMU rpubamu;
b) kKOHTamuHauwWsa BUpycamu;
C) KOHTaMWHaLMWs areHTamu, Bbi3bIBAKLLMMIN MHEKLMOHHBIE rybyaTeie aHuedanonatuum (TSE);

d) matepwan, BbI3blBAKOLLWA HexenaTtenbHble (HebnaronpusTHbIE) NMUPOreHHble, UMMYHONOrMYecKne
WM TOKCUKOMOTMYECKNE peakLmnn.

AHanorvyHble TpeboBaHnA U pekoMeHgau My MoryT ObiTe MPUMMEHWMbI 419 Mapas3vTOB M SPYTUX HeKnac-
CU(PULMPOBAHHLIX NATOreHHbLIX egMHUL,.

HacToAawumin cTaHgapT He ycTaHaBnueaeT AONyCTUMbIE YPOBHU NMPUEMNEMOCTH, Tak Kak TakoBble onpe-
OEensATCA MHOXECTBOM (DakTOpOB U He MOryT BbiTh 3adMKCHMpOBaHbl B HACTOSALLEM CTaHOAPTE, 38 UCKITHYe-
HMEeM HEKOTOPbIX OTAENbHbIX NMPOM3BOOHbLIX TKAHEW, NPeACcTaBNeHHbIX B npunoxeHun C. B npunoxeHun C
YCTaHOBMEHbl ONYCTUMbIE YPOBHMU pucka TSE ANA NpoM3BOAHbIX XXMpa, KOCTAHOTO YIs, MOMoKa U Npou3Bo-
OHbIX MOMOKa, NPOU3BOAHLIX LWEPCTU U aMUHOKUCHOT.

HacToAawmin ctaHfgapT He onpefensaeT cUCTEMY MeHeKMeHTa KavyecTBa s KOHTPOMs BCcex 3TanoB
npoussoacTea M.

Hactoawwmin ctaHgapt He pacnpocTpaHsaeTcs Ha MW, narotoBneHHble ¢ MCMONb30BaHMEM MaTepuanoB
YernoBe4yecKoro NPoOMCXOXOEeHWS.

MpumeyaHue 1 — Hanuyve nonHoW cucTeMbl MEHEXXMEHTA KavecTBa B npouecce npouasogctea M He
sBnsetcs TpeboBaHmem HacTosAwero ctaHgapta. OgHako cnegyeT obpatnTe BHUMaHWE Ha MexayHapoaHble cTaHaapThl
cucteM MeHemXMmeHTa kadvecTtBa (cm. MCO 13485), koTopele ynpaBnsawT BCEMKU 3Tanamuy NpovM3BoAcTBa Unu nepepa-
6oTtku MWU.

n punMedyaHune 2 — PexkomeHaaumm rno NpMMEeHEHWID HacToALLero ctadHgapta npuesedeHbl B NpuUnoxeHMn A.

MapaHune ochbuumnansHoe
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2 HopmaTuBHBIE CCbISIKK

B HacToslWwem cTaHgapTe ucnonb3oBaHbl HOPMAaTUBHLIE CCbINKKM Ha cnedylowme cTaHgapThl [ana gatu-
POBaHHbIX CChIMOK MPMMEHSAIOT TONBbKO yKaszaHHOE M3haHyue CCbINoYHOoro ctaHgapTa, ANs HedaTUpoBaHHbIX —
nocnegHee uzgaHve (BkNw4as BCe U3MeHeHMs )]

ISO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process (OueHka Buonorudeckoro aencteus. Yacte 1. OueHka 1M uccnefoBaHus B npouecce
MeHeMXKMeHTa pucka)

ISO 14971, Medical devices — Application of risk management to medical devices (M3genva meguuumH-
ckue. MNpumMeHeHe MeHeaXKMeHTa PUCKa K MEAMLNHCKMM M30enuam)

ISO 22442-2, Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on
sourcing, collection and handling (M3genus MeguUUHCKWE, NCMOMb3YIOWMWE TKAHW U MX NMPOW3BOAHbBIE XKUBOT-
HOro npoucxoxzdeHus. HYacTe 2. KoHTpons otbopa, cbopa 1 0bpaboTkum)

ISO 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 [13ge-
NUs MeAMLUVMHCKME, NCNOMb3yoLWMe TKaHW 1 UX NPOWM3BOAHLIE XUBOTHOIO nNpoucxoxaeHus. YacTte 3. Banvaa-
UMS YHUHTOXKEHWS /UMM MHaKTMBaLMKM BUPYCOB U areHToB MHMeKUMoHHOM ryB4aToi aHuedanonatumn (TSE))

3 TepmMuHbI U onpepeneHus

B HacTosiwem cTaHgapTe npumMeHeHsl TepMubbl no MCO 14971, a Takke cnepytolue TepMUHbI C COOT-
BETCTBYIOLL UMW OnpefeneHusaMu.

MCO n M3K BegyT TepmuHonoruyeckne basbl AaHHBIX ANS UCMONb30BaHUS B CTAaHA4APTU3aUMK Mo cre-
OyloLMM agpecam:

- 3nekTtponeaus M3K: gocTynHa Ha http://www.electropedia.org/;

- nnatdopma oHnanH-npocmoTpa NCO: goctynHa Ha hitp://www.iso.org/obp.

3.1 xkuBoTHoe (animal): /lioboe No3BOHOYHOE MM DECNO3BOHOYHOE [BKMOYas 3eMHOBOAHLIX, YIEHU-
CTOHOTMX (Hanpumep, pakoobpasHbix), NTUL, Kopanbl, pbl6, penTuiuii, MONNIDCKOB U MIEKoNUTaKLWKnxX], 3a
ucknyeHuem yenoeeka (Homo sapiens).

3.2 kneTka (cell): HavumeHbliasa opraHn3oBaHHaa eaguHuLla nwbon xuBon opmel, cnocobHasa kK Hesa-
BMCMMOMY CYLLECTBOBaHMIO U K BO3MELLEHMKO CODCTBEHHOIO BELLECTBA B NOAXOOALLEN Cpefe.

3.3 npousBopgHasn (derivative): BelecTBo, Nofly4eHHOEe Ha OCHOBE XMBOTHOTO (3.1) MaTepuana, Hemno-
cpedcTBEeHHO 3a4eMCTBOBaHHOMO B M3rotoeneHun MW unu aenstoweecs 4yacTeto rotoeoro M.

Mpumep — 2uanypoHOEas KUC/IOMA, KOJa2eH, XKefamuH, MOHOK/OHaNbHbLIe aHmumena, Xumo3aH,
anb6yMuH.

3.4 ypaneHue (elimination, removal): MNpouecc yoaneHus, nyTeM KOTOPOro COKpallaeTcsa YMCro nepe-
AalLLMXCA areHToB.

MpumevyaHnune 1— 3ddeKkTMBHOCTL NpoLecca ANs yaaneHua BUPYCcoB 1 areHToB TSE gomkHa ObiTh Bblpaxke-
Ha MaTeMaTu4ecky nocpeacTeoM koadduumneHTa cokpatleHns (cm. C.2 n MCO 22442-3:2007, npunoxexuve F).

MpumevaHue 2 — Llenbio yoaneHua sBngeTca NpeaoTBpalleHne MHEKUMU UMK MaTOreHHOW peakuuu, Bbi-
3BAHHOW MH(PEKLUNOHHBIMUW areHTamu.

3.5 pesaktuBauwms (inactivation): MNMpouecc, NOCPeACTBOM KOTOPOrO COKpalleHa CnocoBHOCTb MHGEeK-
LIMOHHOTO areHTa Bbl3blBaTb MH(EKUMIO UMW NaTOreHHYH0 peakuuio.

MpumeyvyaHune 1 — BdeKTMBHOCTL MpoLecca ANs Ae3akTUBaLUKM BUPYCOB W areHToB TSE gomkHa ObiTh Bbl-
paxkeHa MmateMaTu4ecku nocpefcTsoM KoaddpuumeHTa cokpawenuns (cMm. MCO 22442-3:2007, npunoxeHue F).

MpumeyvyaHne 2— Llensio gesakTMBaLMKN ABNSETCA NPeaoTBpaLleHne 3apaKeHna MH(EKUMOHHBIMI areHTaMu
N NX pa3MHOXeHUA.

3.6 meauumHckoe usgenue (medical device): [1o6ol MHCTPYMEHT, annapart, npMcnocobnenune, mexa-
HM3M, Npubop, UMNNaHTaT, peareHT Ana NPUMEHeHWs in vitro, nporpaMmHoe obecneyeHve, marepuan WUnu
OpYyroe noxoxee Wiy pogcTBEHHOE uadenve, NpeaHasHa4veHHoe M3roToBMTENeM a4nda npyMeHeHus nnbo nso-
NIMPOBaHHO, NMBo B KOMOMHALUWK, Ha YernoBeKe, B TaKNX OAHON MMM HECKONbKUX KOHKPETHbIX MeOUUMHCKMX
uensax, Kak:

- gwarHocTuka, npodumnakTika, HabnwgeHve, nedeHune nnu obnerdyeHne 6onesHu;
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- JQuarHocTuka, HabnwaeHne, nedyeHue, obneryeHne N KOMNeHcaunsa noBpeXaeHus opraHoB unu dou-
3M4ECKOro HegocTaTka;

- uUccnenoBaHue, 3aMeHa, MoguuKaumMa unm nogaep:kka aHaToMumn Unu ruarMonormyeckoro npouecca;

- nogdepxaHue unu obecnedyeHue XKn3HeOesaTeNnbHOCTH;

- KOHTpauenuus;

- pesvHdpekuma MU;

- npegocTaBneHne MHopMalMn nyTem nccrnenoBaHus in vitro obpasuoBs, NonyYeHHbIX OT Yenoseka u
KOTOpOe He fiBnsAeTcs hapMakonormyecknm, UMMYHONOMMHEeCKUM UM MeTabonn4yeckum cpeacTBoM B NpuMe-
HEHUW Ha YernoBeKe, HO MOXeT ObiTb JOMOMHEHO TAKUMU CpeacTBaMu.

MpumedaHune 1— WM3agenus, koTopble oTHOCAT K M B oTAemNbHbIX CRyvasx:

- Oe3nHUUNpPYOLWME CPEACTRA;

- BCromoraTenbHbIe CPenCcTBa Ans NUL ¢ OrPaHUYEHHBIMIW BO3MOXHOCTAMU;

- W34envsa, BKMOYaKLWWe TKaHW XXUBOTHOrO (3.1) n/unmn 4enoBe4eckoro NpoVCXOXOEHUS;
- M3genusa ana onnogoTBOPEHUA in vitro N penpoaykTUBHbIX TEXHOMOTWA.

[ISO 13485:2003, 3.7]

3.7 Hexmn3HecnocobHbIM (non-viable): He nmetowmii noteHunana K MeTabonuamy Unv pasmMHOKEHUIO.

3.8 TexHn4yeckoe cornaweHue (technical agreement): Obs3aTenbCTBEHHBIA OTOBOP MeXAy ABYMS
nnv Gonee cTopoHamu, pacnpegensitolmili OTBETCTBEHHOCTb 3@ BbIMONHEHNE TEXHUHECKUX TpeboBaHUi.

3.9 TkaHb (tissue): TkaHeBaA opraHM3auunsa KNeTok (3.2) W/MNu BHEKNETOYHbIX COCTABMSALLMX.

3.10 mnHdekuMoHHbIe areHThbl (transmissible agents): bakTepun, nnecHeBble N gpoxkeBble rpubbl, na-
pa3uTbl, BUpYChl, areHTbl TSE u HeknaccudumpoBaHHbie NaToreHHbIe equHNLb.

4 Tpouecc MeHeOXXMeHTa pucka

4.1 O6LWune nonoxeHUs

MpumeHnmbl Tpebosanua NCO 14971. CooTBeTCcTBME OaHHbIM TpeboBaHMAM AOMKHO BbITh NOOTBEPX-
[EeHO NMPOBEPKOW COOTBETCTBYIOLLEN JOKYMEHTaLUN N0 MEHEIXXMEHTY pvcKa.

WarotoButens MW gomkeH o6ocHOBaTL MCMNOMb30BaHWE MaTepuana XWBOTHOTO NMPOUCXOKAEHWS (BKIHO-
Yyasa BbiBOp BUOOB XUBOTHLIX U TKAHEl), oNupasack Ha NPYeMIIEMOCTb OCTaTOYHOTO pUcKa, yuuTbiBas GanaHc
OCTaTO4YHOTO PUCKa Y OXXMOAEMOW MEAMLNHCKOM NMOMb3bl MO CPABHEHWIO C CYLLECTBYLLUMK ansTepHaTBamMu.

MpumeyaHue — [anbHelwee obCyxaeHWE MEOULMHCKOW MONb3bl U aHanM3 COOTHOLUEHWS pUCK—BLIroaa
npueeneHsl B MCO 14971,

4.2 AHanus pucka

4.2.1 YcTtaHOBNeHUe KayeCTBeHHbIX U KONMYeCTBEeHHbIX XapaKTepUCTUK, CBA3aHHbIX ¢ Be3onac-
HocTbio MW

4.2.1.1 KoHTakTupyeT m3genue ¢ nauMeHToM Wnu OpYyruMy niugbmMmn?

KonunyectBo maTepuana, nnowagb KOHTAKTHOW NOBEPXHOCTW W TUM Marepuana, KOHTaKTWUpylLwero ¢
TKaHAMUW Tena UM XXMOKOCTAMMK, a TaKKe TUM TKaHW OPraHnaMa Unu XWaKoCcTu, C KOTOPbIMW NPOUCXOAUT KOH-
TakT, JOIKHbI ObITh NPEeAyCMOTPEeHbI B aHanuse pucka. PekomeHgauuv gns TSE npueegexsl B D.3.7.

n puMmedaHUe 1 — MW, Takune kak opTonegun4yeckas 06be, WU KOMMNOHEHTDBI, TAKMe KaK KOXaHble peMHU, KO-
TOPbIE KOHTAKTUPYKOT TONbKO C HENOBPEXAEHHBIMW KOXHbIMIW MOKPpOBaMW, NpencTaBnAaoT HW3KWUA VIHCbeKLI,I/IOHHbII‘;I PHWCK.

MpumedaHue 2 — KonnmyecTBO KOHTAKTUPYIOLLEro MaTepuana ABnseTcs OAHUM U3 (hakToOpoB NpU Co3daHuu
Ouonorudeckux adpdpextos [cm. MCO 10993 (Bce 4acTv) ona oueHkn Takux addeKTos).

Mpumeuvanne 3 — CrpykTypa obpabaTtbiBaeMbix TKAHEW XUBOTHLIX MOXET OKa3aTb BMUAHWE Ha Ae3aKkTuBa-
UM Wunu yganeHne MHMeKUWOHHbIX areHToB, a Ha MOTeHLMan K COXpPaHeHWIo XM3HeCcnoCcobHLIX KNeToK MOXET NOBNUATL
CTPYKTypa 0bpabaTtbiBaemblx TKAHEN KUBOTHBIX M UX MPOWN3BOAHLIX.

4.2.1.2 Kakve matepuvanbl /1N KOMNOHEHTbI BKMYeHbl B M, nnbo ncnonb3yoTcs UM KOHTakTUpYoT
C HUM?

Heobxoaumo npegycmoTpeTb crieqytowme akTopbl, eCnv NPUMEHUMO:

a) nogTBepaeHwe, 4To rotoeoe MW He cogepxuT Kakoro-nmbo Xmns3HecnocobHOro marepuana KuBoT-
HOro MPOMCXOXKAEHWUS, ECNU B €r0 MPOWM3BOACTBE MCMOMb3YIOTCA XM3HECNOoCoOHble MaTepuanbl KUBOTHOIO
NPOUCXOXKOEHWUS;
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b) npegHasHayeHHoOe ncnonb3oBaHue MBON XXMBOTHOW TKaHW UMW €€ MPON3BOAHBLIX XUBOTHOTO NMPOWG-
XOXMOEHWS;

c) reorpadpuyecknii UCTOYHUK, BMA, BO3pacT U KOpM (BKMiovasa ncnonb3oBaHve Benka *MBOTHOMO Npo-
VCXOXAEHWSA) dKUBOTHBIX;

d) BeTepvHapHbIA KOHTPOIMb, YCNOBUS, NPW KOTOPbLIX Matepuansl }XMBOTHOMO NMPOUCXOXAEHWS ObinNu co-
6paHbl, NOTEHLMAN K NEPEKPECTHON KOHTaMUHALWK;

€) TWM M aHAaTOMWYECKNA NCTOYHWK TKaHM;

f) Npow3BoOACTBEHHBIN Npouecc, 0ocoBEeHHO ecrny B HEM WCMNONb30BaHbl Matepuansl, cobpaHHble oT 6o-
nee YeM O4HOr0 XUBOTHOIO;

g) xapakTep matepuana, ucnonesyemoro B MW (Hanpumep, HenoBpexaeHHas TKaHb, BbICOKOOYMLLEH-
HbI NPOW3BOAHBIV MaTepuan);

h) meTton ncnonb3oBaHWs N BKMtoYeHus B MU,

B cnyvyae MW, Mcnonb3yolWmnx HECKONbKO paccMaTpyMBaeMblX COCTaBMAAKLWMX (HAnpumep, pasnuyHbixX
BWMO0B, NPOUCXOXOEHWUA UMW TKAHEN) UMK HECKONMbKO CXOXWX TUMOB COCTABNAIOLMX, NMPOWU3BEAEHHbIX C WC-
nonb3oBaHWEM pa3HblX METOAOB, Kax[aa oTAenbHas cocTaBnswollas JOMkHa ObiTe NpoaHanua3upoBaHa oT-
OernbHO.

4.2.1.3 TocTaenseTcsa N1 usgenve B CTEpUbHOM BUAE WNK NpedHasHavyeHo Ana cTepunuiaunm none-
3oBartenem, NMBo NpUMeHNMbI Apyrne MeToabl MUKPOBMONOrMyeckoro KOHTpons?

YunTbiBas 6MONOrMYeckuin XxapakTep TKaHen v UX NPOM3BOAHbIX XMBOTHOMO NPOUCXOXAEHUSA, Heobxoau-
MO OLEHWUTb YPOBEHb WX BMOHArpy3kM MUKpOOPTraHM3Mamu.

MpumevyaHune — CMm. MCO 11737-1, MCO 14160.

4.2.1.4 TlosiBNAKOTCSA N HEXenaTenbHble BellecTsa?

Bo3moxHOE Hanuuyne ocTaToYHOro KONMYEeCcTBa TOKCUYHLIX BELECTB, CBA3AHHOMO C NpUMEHseMbIM Mpo-
W3BOACTBEHHLIM MPOLECCOM UNW Aerpagauueil noboyHbIX NPoOOYKTOB, AOMKHO BbITh NpeaycMOTpeHo, npu-
HUMas BO BHUMaHWe hu3ndecKkne XapakTepucTMku (Hanpumep, NOpUCTOCTb, FTEeTEPOreHHOCTb) U XMMUYECKUI
COCTaB TKaHEeWM XMBOTHOIO NPOUNCXOXKOEHUA UM UX MPOU3BOAHbIX.

Mpumevanne — Cm. MCO 10993-1, MCO 10993-9, MCO 10993-17, MCO 10993-18 n ISO/TS 10993-19.

4.2.2 WpeHTudMKauMA oNnacHOCTU M OMacHbIX CUTYaLun

Bo3amoKHbIe (haKTopbl OMAaCHOCTW, CBA3AHHLIE C TKAHAMW UMW UX NPOWN3BOOHLIMW KUBOTHOTO NMPOMCX0MX-
OEHUS, OOIMKHbI BbITh MOEHTUULMPOBAaHbLI U OTPaXKeHbl OKYMEHTAMbHO.

Ocoboe BHMMaHWe HeobxoaMMO yAENUTE BO3MOXHBIM OMaCcHOCTAM, UCXOAALLMX OT TKAHEW XUBOTHOMO
NPOUCXOXKOEHUS UMK MX NPOU3BOLAHLIMW B CNy4ae:

- MoTeHUWanbHOW KOHTaMUHaUUM MHPEKLMOHHBIMUK areHTamMu U UX YYBCTBUTEMbHOCTU K YHUUTOXEHWUIO
W/vnu gesakTmeauumn B npouecce 0bpaboTku;

- MoTeHunana K KoHTamuHaHTam Ha roTOBOM Marepuane, KOTOPbI MOXET Bbi3BaTb HeXenaTenbHYH
MUPOrEHHY0, UMMYHOMOIMMYECKYH UMW TOKCUKOINOTMYECKYH peakuuu;

- MoTeHuWana camoro roToBoro Martepuana Bbi3blBaTb HeXenaTernbHYH MUPOreHHyK, MMMYHOMNornye-
CKY0 UMW TOKCUKOMOIMYECKYI0 peakuun.

4.3 OueHnBaHMe pUcKa

B cooteetctBumM ¢ MCO 14971 gonxHbl ObiTh OLEHEHbl BCe MAEHTUMULUMPOBaHHLIE pUckn. Buonoruye-
ckas 6esonacHocTb gomkHa 6biTh oueHeHa B cooTBeTcTBUMM ¢ MCO 10993-1. OueHuBaHme pucka MHdeKuu-
OHHbIX areHTOB A0MKHA BbITb OCYLLECTBMNEHA NOCPEACTBOM pa3fenbsHOro pacCMOTPEHUSA PUCKOB, CBA3AHHBIX
C pasnuyHbIMK KaTeropuaMmn WHMEKLMOHHBLIX areHToB. B npunoxeHuu B onpefeneHbl OCHOBHbIE KaTeropuu
pucka, HeobxoanuMble K pacCMOTPEHUIO.

CootBeTcTBUE pucka TSE TpeboBaHMAM, U3NOKEHHBIM B NpunoxeHun C Ans oTaenbHbIX Matepuanos
KMBOTHOMO NPOUCXOXOEHWS, MOXET 03Ha4YaTh AONYCTUMOCTL pUCKa.

n pumMmevyaHmne — B NPUNOXEeHWUU C YYTEHbI 3nemMeHTbl OUeHBaHWA pUCKa W ynpaeBneHna pUCKOM.

4.4 YnpaBrneHue pUckom

4.4.1 O6wan 4YacTb
BapunaHTbl ynpasBneHns puckoM JoSbkHbl ObiTe 0B0CHOBaHbLI U OTPaXeHbl OKYMEHTaNbHO.
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Ha 6nok-cxeme B npunoxeHun B npeactaeneH npouecc MeHemxmMeHTa pucka. Ecnv npu ncnonb3osa-
HUW HACTOALLEro cTaHgapTa BbiSBMEHbl OOMNONHUTENbHbIE PUCKK, TO M3roToBuTens MW MoxeT nNpuHATL pe-
LeHWe COOTBETCTBOBaTL M0bOOMY OApyromy NpUMEHWMMOMY CTaHAapTy Mnu noaxody. PelleHne OOMKHO ObITh
0DOCHOBaHO 1 OTPaXKEHO OOKYMEHTamnbHO.

4.4.2 YnpaBneHue pUCKOM AnA BUPYCOB U areHToB TSE

YnpaBneHWe pUCKOM AOMKHO OCYLLECTBMATLCA NyTEM pa3fgeribHOr0 pacCMOTPEHWS PUCKOB, CBA3AaHHbIX
C PasnUYHbIMKU KaTeropuamu BMpycoB u areHToB TSE. MNMocne onpepeneHns XxapakTepucTK NpogyKkTa uaroto-
Butens MW pomkeH cobnwoaate TpeboBanua MCO 22442-2 n CO 22442-3. Ecnu genalT UCKMIYeHUsa 13
YCTAHOBMEHHbLIX TpeBOBaHUA, TO TAKOBble WUCKMHOYEHUS OOMKHbI BbiTb 0B60CHOBaHLI U OTpaxKeHbl OOKYMEH-
TanbHo.

Mpon3BogHbIE KUpa, KOCTSHOW Yrofb U aMUHOKUCMOTEl, MPUEMITEMEIE C TOUKW 3PEHUSA PUCKa Pa3BUTUS
TSE, kak paccmoTpeHo B npunoxeHun C, no npuymHe nx obpaboTki, a He UCTOYHUKA, Takke OOMKHbI ObiThb
OTHECEHbI K MMELLUM NpUeMremMblid (MUHUManbHbINA) PUCK, CBA3AHHLINA C BUPYCaMn.

B oTHoweHnn pucka TSE, mepbl ynpaBneHWa pUCcKOM, NpuBeLeHHble B npunoxeHun C gns onpegeneH-
HbIX MaTepUanoB }XMBOTHOMO NPOUCXOXOEHWUA, AOMKHbI ObITE NPUHATLI, CNKU NPUMeHUMO. Ecnn narotoBuTenb
cumTaet nboe TpeboBaHMe HENPUMEHUMBIM, TO MPUYMHA U 0BOCHOBAHWE AOMKHbLI BbITh OTPaXeHb! JOKYMEH-
TanbHo.

Ona MW, B koTopbIx Npouecc Oe3akTUBaLMW Bbi3blBAET HEMNMPUEMMEMYyH Aerpagauuio, U3roToBUTENN
MoryT npumeHaTe MCO 22442-2 nns cooteeTcTBMA TpeboBaHMAM HACTOSILLEro cTaHaapTa.

Ecnu BuA MBOTHbIX TAKOB, 4TO U3rOTOBUTENWN HE MOTYT NPeaocTaBuTb MHDOpMaLUmnio 06 MCTOYHMKE Npo-
MCXOXOEHNA XUBOTHOTO AN NOMHOro cooteetcTeusa TpebosaHuam MCO 22442-2, To OHM OOMXKHbLI NOKa3aThb,
UYTO YPOBEHb [e3aKTUBaALUMKU NepefatoLlXcs areHToB B BanMaMpoOBaHHOM MPOW3BOACTBEHHOM Mnpoluecce A0-
cTaToueH AN JOCTUXKEHWS NPUEMIEMOro YPOBHSA pucka cornacHo TpebosaHusm NCO 22442-3.

MpumedyaHue — Kputepuu 1 NpUHLMNBI, OTHOCALMECH K MeHeKMEHTY pucka TSE, onucaHbl B NpUnoxeHUm
D. B npunoxeHun D npuBeneHa nHbopMaLmMs No COOTBETCTBYIOLLMM Mepam YNpaBreHus PUCKOM.

4.4.3 YnpaBneHue pMcKoM AnA APYrux onacHocTeun

YnpaBneHWe pUcKoM, CBA3aHHbIM C DakTepusiMu, NNEeCHEBbIMU U OPOXOKeBbIMKM rpubamMu, a Takke He-
XenarenbHbIMU MUPOreHHbIMKU, UMMYHOIOTMYECKMMU U TOKCUKONOTMYECKUMI peakuusamun, crnefyeT BHeapsATb
COrMacHo CYLWeCcTBYOLWWM cTaHAapTam.

[Mpon3BoaHbIE KMUpa, KOCTAHOW Yrofb U aMUHOKUCIOThI, MPUEMITEMBIE C TOYKW 3PEHUS PUCKa Pa3BUTUS
TSE, kak paccMoTpeHo B npunoxeHve C no npudmnHe ux o6paboTkun, a He UCTOMHUKA, TaKKe OOIMKHbI ObITh
OTHECEHbI K UMEoL MM NPUEMITEMbINA PUCK, CBA3aHHbLIN C BakTepuamm, a Takke NNecHEBLIMA 1 OPOXOKEBLIMM
rpubamu, y4uTbiBas BbINMOMHEHWE HaANEXallnx YCroBUA XpaHeHWs.

W3rotoBrTENb JOMKEH MPOBOAMTL NMEpUOgUYEcKne MUKpobuonorniyeckue NccneqoBaHms ons ycTaHoB-
MEHWS U KONWMYECTBEHHOIO OnpedeneHns NcxoaHom BMoHarpyskn NocTynatoLero marepuana X1uBoTHOro Mpo-
nexoxgeHusa ans npomssogctea M.

MpumeyaHune — MexgyHapodHbiMu cTaHgapTaMu, KOTOpPbIe MOTYT BbITb NPUMEHUMBIMW, ABNAIOTCA:

a) MCO 11135, MCO 11137 (Bce wactu), MCO 11737-1, CO 13408 (Bce uyactu), NCO 14160, MCO 14937,
MCO 17664 n MCO 17665-1, KoTopble MOTYT MMETE OTHOLLEHWE K BakTepuaM, a Takke NnecHeBbIM W APOXCKeBbIM rpubam;

b) MCO 10993-2, MCO 10993-3, NCO 10993-4, NCO 10993-5, NCO 10993-6, MCO 10993-7, NCO 10993-9,
MCO 10993-10, NCO 10993-11, MCO 10993-12, NCO 10993-13, NCO 10993-14, NCO 10993-15, NCO 10993-16,
MCO 10993-17, UCO 10993-18, ISO/TS 10993-19 u ISO/TS 10993-20, koTopble MOryT NPMMEHATHCH B NpoLecce Me-
HEPKMEHTA PWCKA, CBA3AHHOTO C HEeXenaTenbHbIMU MUPOreHHbIMW, WUMMYHOMNOMMYECKUMK UMW TOKCMKOMOMMYECKUMM
peakuusmu.

MpuMeHeHWe 3TUX MeXOYHAaPOAHLIX CTaHAAPTOB pasbACHEHO B NpunoxeHun B.

4.4.4 OueHMBaHUe OCTAaTOYHOrO pUCKa

4.4.4.1 O6bwme NonoxeHUs

[ns kaxgoro pyrcka gomkHa ObiTb NPOBeAeHa OLeHKa OCTaTOYHOM prcka.

4.4.4.2 Puck TSE

Puck TSE moxeT ObiTe NpU3HaH AOMYCTUMbIM MPW COOTBETCTBWMU BCEM MPUBELEHHBIM HUXE KPUTEPUAM
C YYETOM HanMuus ansTepHaTUBHbLIX MaTepuanos:

a) 3HavyeHWe OCTATOYHOrO puUcKa rnokasbiBaeT, 4To puck TSE nogeeprcs ynpasneHuo 40 OoNyCTUMOro
YPOBHS;
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b) cyHuTaeTcd, 4To MeJMUMHCKad nonbaa, nony4dyaemas OT NpuMeHeHWA nagenna no Ha3Ha4eHuro, rnpe-
BblllaeT 3Ha4eHne OCTaToO4YHOro prcka.

MpumeyaHue — PekomeHgauMm No NpUMEHEHUI0 MEHEOKMEHTA pUcKa K areHTaMm TSE npuBeneHsl B Npumno-
»enuun D. Mpuemnemocts MOXeT BbITb OCHOBaHa Ha COOTBETCTBUM 0CObbIM TpeBOBaHMAM ANA HEKOTOPbIX MaTepuanos
YKMBOTHOTO MPOUCXOXOEHUS, NPUBEAEHHBIM B NpunoxeHun C, unu TpeboBaHnam, KacarLlmMMes UCTOYHWKOR, cbopa u 06-
palleHns ¢ matepuanamMu OT KPYNHOro poraToro ckoTa, NpuBeaeHHbIM B npunoxeHun A MCO 22442-2:2020.

Ocobble coobpaxeHus npuBeaeHbl B npunoxeHu C B OTHOLWEHUM ocTaTovHOro pucka TSE. HekoTtopblie
NPOW3BOAHLIE, TAKME KaK MPOU3BOLAHbIE XUpa, KOCTAHOW Yrofb, NPOM3BOAHbIE MOMOKa, LWepCTU U aMUHOKNUC-
N0Tbl, BbipaboTaHHble B COOTBETCTBUM C YCIIOBUSAMM, YKa3aHHbIMW B NpunoxeHnn C, cuMTaroTea npegcrasns-
FOLMMW NprueMnemMslin puck TSE.

B cnyyasx, korga puck TSE He ynpaensancsa Ha npMeMnemMoM ypoBHE ANs MOMb30BaTenen u nony4vare-
Nen, COBOKYMHBLIA PUCK MOXEeT BbITh MPU3HaH NpUemMIeMbiM TONLKO B TOM crny4ae, ecnu oH cbanaHcMpoBaH no
CoODpaXeHNAM NMCKMIYMTENbHON NOMNb3abl M BbINOMHUMOCTH.

4.5 OLI,EHI/IBaHVIe COBOKYNMHOro oCtaToO4HOro puckKa

4.5.1 O6wWwmMe nonoxeHuna

MpW OLEHUBAHUU NPUEMIIEMOCTI COBOKYMHOMO OCTATOYHOMO pUCKa CnefyeT yuyuTeiBaTh ODanaHc mexay
OCTaTOYHbLIM PUCKOM NOCHE BHELPEHUA BCEX Mep YNpaBneHus pUCKOM 1 OXKMOAEMON MEeULIMHCKOWM NOMb30K
MO CPABHEHWIO C CYLLECTBYHOLLUMMN ansTepHaTtuBaMu. Tam, rge CyLecTBYOT OCTAaTOYHbIE PUCKU, CBA3AHHLIE C
KOHTaMWHaUMen nepefaBaeMbiMK areHTaMu, B X04e OLeHUBaHUS crieqyeT crneunarnbHO pacCMOTPEThL PUCKM
M Nonb3y:

- MPWU UCMNONb30BAHUN anNbTEPHATUBHBIX MaTEPUanoB, He NPeacTaBNAKLLMX PUCKa KOHTaMUHaUWW OaH-
HbIMK NepenarLLUMUCA areHTamMu, TaKUMIK Kak CUHTETUYECKUe MaTepuarnsl, MaTepuansl OT ApYrMx BUOOB XKU-
BOTHbIX UMKX MaTepuansl YeroBe4YecKoro NpouCXoXKaeHUs, 1

- MpMMEHEHUW anskTepHaTUB M3OENuIo B LIENoM NS TeX Xe npeanonaraeMbix Lenei.

B cnyyasx, Korga puMcK He ynpaBnsncs Ha nNpuemMnemMoM ypoBHe ANs Mnofb3oBaTernei M nauueHTOB,
COBOKYMHbIW PUCK MOXET ObITb NPKU3HaH NpuMemMieMbiM TONBKO B TOM cliyyae, ecnu oH cbanaHcMpoBaH coob-
pPaXKeHUAMM UCKITHYNTENBHON NOMb3bl U BbINMOITHUMOCTH,

4.5.2 NokymeHTauus

Ob6ocHoBaHWe NPUEMINEMOCTU pUCKa AOMKHO ObITh OTPaXEHO B AOKYMEHTALWMW MO MEHEIKMEHTY pMcKa.

4.6 HPOMSBOACTBGHHEH U nocTnpon3BoOCTBeHHaA VIHCprMaLlHOHHbIe CUCTeMbI

WaroToBuTenn AomkHel obecnednTs, YTobLI cucTeMa noeHTUuuMpoBana n3aMeHeHUsa B 300HO3HOM CcTa-
TyCce Bbl6paHHOF0 WUCTOYHMKA MaTepuanoB XMBOTHOTO NPOUCXOXOEHWNA. Mboe naMmeHeHMe 300HO3HOTO cTarty-
Ca UCXogHoro martepuana gomnxHo BbITh Y4YTEeHO npu OUueHWBaHUMN B paMKax MeHeKMeHTa pUCKa.
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MpunoxeHune A
(cnpaBo4Hoe)

PekomeHaaumm no rnpMMeHeHWI0 HACTOALWEro cTaHaapTa

A.1 O6wme nonoxeHna

B CUTyaumax, 00603Ha4YeHHbIX B HACTOALLEM CTaHOapTe Kak «noaneXXnT pacCMOTPEHUIO», Heobxogumo nubo npu-
HATE MEPBI MO yNnpaBneHWK PUCKOM, nubo obocHoBaTk B OTYETE MO MEHEIKMEHTY PUCKaA, NoYeMYy 3TOro He 6bino caenaHo.

A2 anMEHeHHe MaTepuanoB XUBOTHOIo NpoUCXoXOeHUuA

HacTtoawmwmi CTaHgapTt NpUMeHUM K TakKMM Matepuanam, Kak:

- CepaevHble KnanaHbl CBUHbA, Obl4bW KOCTK, CBA3KK KPYMNMHOro poratoro CKota v Bblunn nepuKkapg;

= NMPOU3BOOHbIE TKaHEeW >KMBOTHbLIX, TakMe Kak XOHOPOWTWUHa CyﬂbeaT, I'IOJ'Iy‘-IEHHbIﬁ 13 akyrn, n KonnareH, npon3se-
OEHHbIA 13 LUKYP, a TakXe KPOBW U CbIBOPOTKN XNBOTHbIX;

- Marepuansl, nponiesedeHHble in vivo COOTBETCTBYOLWWMU KMBOTHBIMKW, HANpUMep aHTUTENa, UCNornb3yemMblie B
npor3BoACTBEHHOM Mpouecce;

- UCXOOHble MmaTepuanbl, TakMe Kak aﬂbﬁyMMH Bblyben CbIBOPOTKMH, CbepMeHTbl, KyneTypanbHaa cpena, BKknwo4aa uc-
none3yemble ANA NPUroToBNeHnA paGqux KyNbTYP KNETOK, MAaTOYHbIX KYNbBTYD KNETOK I MaTO4HOWN 3aTpaBKkn ONA Taknx
NPOOYKTOB, KakK rmanypoHoBasd KUCIoTa.

A3 anIMEHeHHe MaTepuanoB, NnoCTaBneHHbIX TPpeTbMMKU NULUaMHK

HacTtoawmin ctaHaapT MOXeT ObITb NPUMEHEH, Koraa MaTepuansl, UcrnonbayemMble narotoButenamm MW, Bbinu npu-
rOTOBMEHBI M3 MaTEPKUAIoB MKUBOTHOTO NMPOUCXOXKAEHUA TPETBMMW NLAMK M cybnogpagyvkamu. MpuMepom sBnseTcs
KENaThH, NoNyYeHHbIR U3 LKYP UK KOCTEl XUBOTHLIX. [TpyY paccMOTPEeHWUIM PUCKA, CBSA3AHHOTO C UCTONb30BaHUEM 3TUX
NPOOYKTOB, U3roTOBUTENM MIA OOMKHEI 3aNpPOCKTL Y CBOMX MOCTABLIMKOB J0Ka3aTeNbCTBa TOT0, YTO MPU OLEHKe Npurod-
HOCTM XMBOTHOTO Marepvana Bbinv NpuMeHeHbl COOTBETCTBYOLWME TpeboBaHNA HACTOAWEro cTaHgapTa nubo Bbinm uc-
MOMb30BaHbI ansTepHATUBHBIE NOAXoAb!. [onyyeHHas MHOPMaLUWA LOMKHA ObITb MO MPUMEHMMOCTA BKIIOYEHA B OTYET
MeHeIKMEeHTa pucKa, cBasaHHoro ¢ M, HO MOXET Hy)XOaTbCs B AONONHEHUN MHOpMaUMWEN, NONYYeHHOW OT TPETBUX NL,
UK cybnoapsavnKkos.
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Mpunoxenne B
(cnpaBo4Hoe)

Mpacdhuuyeckoe npegcTaBreHUe YacTu Npouecca MeHegXKMeHTa pucka
AnA MegUUMHCKUX u3genumn, UCNONb3YHWLWKUX MaTepUuanbl XXUBOTHOIC NponcxoxageHua

Fpacpwqecme npencrtaeneHWe 4act npouecca MeHeKMeHTa pUCKa and MW, MCNONb3yHLWKX KMBOTHLINA mMaTtepu-
an, NnpuBeaeHo Ha pPUCYHKeE B.1. JaHHaa cxema WNNIOCTPUPYET YaCTb npouecca MeHEOXXMEHTa PMUCKa B COOTBETCTBMW C

MCO 14971 v HacToswmMm cTtaHgapToM. B npouecce meHemKkMmeHTa pucka A0MKHbI BbITb PpAaCCMOTPEHBLI BCE PUCKK, MO-
KasaHHble Ha JaHHOW Cxeme.

Hayano «

WpeHTudbmMKaLMa onacHoOCTH M oLeHUBaHWe
P pucka ¢ npumeHeHnem UCO 14971 n UCO
224421
v ) 4 h 4
PUCK, CBA3AHHbINA: Puck, cBAsaHHbIA ¢
Png. cs:g:l-lﬁblnﬁ ¢ - ¢ GaxTepuamu; HeXenatenbHbLIMK
Hemagca:q,m“poga"_ - NNECHEBEIMK PHCK, GBA3aHHLIA ¢ Puck, ceAsaHHbIA paaKLuAMM:
rpmGamm; BUpYCAMM ¢ areHtamu TSE ~MAPOMEHHON;
HBIMHW NBToreHH:LIMKA - APOAOKEBELIMM =MMMYHOTOMMYECKOH;
SANHALAMK rpuBamm1 -TOKGUKOMIOTHYBCKO
h 4 h 4 h 4
WCO 11153, ICO 11137,
WUCO 11737-1, UICO CooTBeTCTBYIOWUE HACTU
13408, UCO 14160, UCO CraHgapTol cepun NCO 22442 unm cepun UCO 10993 urm
14937, NCO 17664, NCO ObyTWe BAPHaHTHI YNPABMEHUS PUCKOM Apyrve BapUaHTbI
17665 {cm. Taoke 4.4.3) YNPABREHWA PUCKOM
WM APYTVE BAPUBHTHI
I I | J
WasHTudpukaLMA Mep

No CHUXKeHWID pUCKa

Mpuemnem nu GanaHc
Mexay MegULIMHCKOR
MONb30A U OCTATOMHBIM
pucKkoM?

MepecmoTtpeTh
npoekr?

W3OENVE ¢ AONYCTAMEIM ypoBHEM PHCKA: W3OENWE c HEAQMTYCTAUMbIM
NOATOTORKA OTHETA N0 MEHSIKMEHTY PHGKE YPOBHEM pUCKa

h 4

CHop NpoMSBOACTEOHHOA 1
NOGRENPOM2BCACTREHHON MHOPMAaLIMK

Pucyrok B.1 — Npadhnyeckoe npegctaBneHne cOCTaBHOWM YacTy Npouecca MeHeMKMEHTa pucka
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MpunoxeHune C
(obsAzaTensHoe)

CneumnanbHble TPEEOBaHHﬂ AnNA HEKOTOPLIX MaTepuanoB XMBOTHOINo NPpoUCXoXxaeHWA
C y4eTOM MeHeXXMeHTa PUCKa K areHTam TSE

C.1 Obwwue nonoxeHus

TpeboBaHua gaHHOTO NPUNOXEHWA He OTMEHAKT HeoBX0aMMOCTb NpoBEeAeHNA oLeHKM pucka TSE, Bknovas Tpebo-
BaHWSA, U3NOXKEHHbIE B pasfene 4 B KA4eCcTBe YacTK NpoLecca OLUeHKU MeHedXMeHTa pucka, onucaHHoro B MCO 14971.

B MeHemKMeHTe pucka MoXeT DbiTb paccMoTpeHa nepepaboTka, 3aKyrnKa unu codeTaHue Toro u apyroro. MNponseo-
[OHBIE Upa, KOCTAHOW Yronb U aMUHOKWCIIOTEI NPUEMIEMEI C TOYKM 3peHus pucka TSE m3-3a nx nepepaboTku, a He 13-3a
UX UCTOYHKMKA MPOMCXOKOEHWA.

Mpunoxenve A NCO 22442-2:2020 coaepKWT AonNonHUTENbHble TpeboBaHUA, OTHOCALLMECH K MPUMEHEHUIO Ha-
cTofILlero cTaHgapTa K Matepuanam, nony4yeHHbIM OT KPYMHOro poraTtoro ckoTa.

[Ona OeMOHCTpauMM COOTBETCTBUA TpebOoBaHMAM HaCTOsLLEro ctaHgapTta HeobxogMMo MPUMBECTW B UCMOMHEeHWe
TexHUYeckoe cornalleHne mexay narotoeutenem MW 1 noctaswmMKom MaTepmnana/Mpon3soaHOM XXMBOTHOTO MPOUCXOXKAe-
Hus (cm. MCO 22442-2:2020, pasgen 6).

HansHelwas nHgopMmaums no meHemxMmeHTy pucka TSE nanoxeHa B npunoxenun D.

C.2 KonnareH

KonnareH aensietcd 6enkoBLIM BOMOKHUCTBIM KOMMNOHEHTOM COEAUHUTENBHON TKAHU MMEKOMUTALLMNX.

Ons konnareHa HeobxoaMMO NPeaoCTaBUTb AOKYMEHTALMIO ANA OEMOHCTPaLMKM COOTBETCTBMA HACTOSLLEMY CTaH-
0apTy, YYUTbIBAs COOTBETCTBYIOLWMWE TPEBOBAHWA HACTOSLLENO NPUNOKEHNUS.

Mpw BBINOMHEHWW NpoUeayp MeHemKMeHTa pUcka, KoTopble NPeayCMOTPeHb! HAacToAWMM CTaHdapToM, Heobxoan-
MO y4MTbIBaTb CcregytLiee.

- AnNA KonnareHa, Nony4aemoro U3 KOCTEN, KOCTb A0MKHA BbiTe M3 CTPaH ¢ MMHUMAaNLHOW NOABEPKEHHOCTLIO ry6-
yaTon aHuedanonaTum kpynHoro poratoro ckota (BSE). CtpaHbl ¢ orpaHnyeHHoi nogBep:keHHoCTelo BSE kak MCToOUHMKM
KOCTW OOMKHbl BbiTe 060CHOBAHLI NOCPEACTBOM CCbINKW Ha ApYyrue NpUMEHUMbIE MEpbl YNPaBneHWs pUCKOM (CM. Mpu-
noxexue A, NCO 22442-2:2020). HegonycTiMa KOCTb NPOUCXOXOEHUEM M3 CTpaH, rae MHUUMpoBaHue areHToM BSE He
onpefeneHo (cM. knaccudmkauuio OIE™), ecnv UCTOUHNKOM He ABNSETCA CTafo G HU3KUM YPOBHEM puUcka, Kak onpeaene-
Ho B NCO 22442-2;

- AnA KonnareHa, Nofy4aemoro W3 KOCTeW, MPMMEeHWMbl YCMOBWMS MPOW3BOACTBA, yKasaHHble ANsA enaTuHa
(cm. C.3);

- KOMnareH, NonyyeHHsIA U3 LWKYP W KOXW, Kak NpaBuno, He NpeacTaBnaeT 3HaduTensHoro pucka TSE, npu yc-
MOBWKW, YTO BO BPEMS WX 3aroTOBKW He [AOMYCKaeTCA MepeKkpecTHas KOHTamuHauWs NoTeHUManbHO MHMULMPOBaHHBIMY
maTtepuanamu, HanpumMmep TKaHAMW LeHTpankHOW HepBHOW cucTeMbl. 1A AeMOHCTPaLMK COOTBETCTBUA TpeboBaHWAM Ha-
cToAulero ctaHaapTa HeobxoQuMMo BBECTM Mepbl MO NpeaoTBpaLleHno NepekpecTHor KoHTaMuHauum (cm. MCO 22442-2)
W OTPasuTb AOKYMEHTaNbHO MEPbI, MPUHATEIE COMMACHO TEXHWYECKOMY COIMalleHuto MeXAY NOCTaBLUMKOM KOMNnareHa u
narotoeutenem MW ana npegoTepalleHus Takon NepeKkpecTHON KOHTaMUHaLMK.

KonnareH gomkeH BbiTe MONYYeH OT XMBOTHBIX, MPU3HAHHbLIX FOAHBIMW NS ynoTpebneHus B NuLLy YenoBeKoMm (Cm.
NCO 22442-2).

CTpaHbI-UCTOMHUKM C «MUHUMAaNBHOW NogsepxeHHoCTe BSE» gomkHbl ObiTe MHTEPNPETUPOBAaHLI Kak CTpaHbl C
He3Ha4uTemNbHbLIM PUCKOM BSE", unu CTpaHbl B crincke CryxBbl MHCMNEKLUMM COCTOSHUS XMBOTHBIX M pacTeHuid (APHIS)2),
UnK OT cTaAa € HU3KKMM YPOBHEM puUcka, Kak onpegenerHo B MCO 22442-2.

CTpaHbI-UCTOMHUKM € «OrPaHUYEHHOR nogeepKeHHoCTbio BSEy» gormkHbl 66ITe MHTEPNPETUPOBAHEI, KaK U CTPaHbl C
KOHTpOnuMpyemMeiM puckom BSE kak nprBogUTCA B CHOCKE 2).

C.3 XenaTuH, nony4yeHHbIN U3 WWKYP U KOCTEN

C.3.1 OGwue nonoxeHus
YKenatuH ABNAETCA XKENUPYIOLLMM UMW HEXENUPYHOLWMM PacTBOPUMbIM BEenkoM, nonyvyaemsiM NyTEM YaCTUYHOIO
TMOPONM3a KonnareHa 13 KOCTEM, LUKYP W KOX, XU U CYXOXUMUA JKUBOTHBIX.

* OIE — BcemupHas opeaHu3ayus rno oxpaHe 30oposes xugomHbix. OpaaHusayus OIE e 2022 200y nipeobpasosa-
Ha 8 WOAH (BcemupHas opaaHu3ayus oxpaHbi 300p08bs XKUBOMHBIX).

1) EBponeiickuit coto3 onyGnukosan OOKyMeHTbI Mo reorpaduyeckomy pucky BSE ons psga cTpaH, AOCTYMHble
Ha Beb-camte HayuyHoro pykoBogsuwero komuTteta Komuccum EBponelickoro corosa: https://ec.europa.eu/food/safety/
biosafety/food_borne_diseases/tse_bse_en.

2) PazpellueHHbIii cnvcok, nyBnukyembiii CnyxBoii WHCMNEKUMU COCTOSIHWS KMBOTHBIX W PaCTEHWA, HaxoauT-
ca Ha https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/animal-and-animal-product-import-information/animal-
health-status-of-regions.
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[ns xenatuHa HeobxoaMmMo NpegocTaBUTL AOKYMEHTaLUMWI0, AeMOHCTPYPYIOLLYIO0 COOTBETCTBME HACTOSLLIEeMY CTaH-
AapTy, y4MTblBas NpUMeHUMble TpeboBaHWs, NPYBEAEHHEIE B HACTOALLEM NPUMNOKEHWUN.

XenatuH gomkeH BbITe NONYYEH OT XKUBOTHBLIX, MPU3HAHHBIX FOAHEIMKY ANA YyNoTpebneHna B NULLY YenOBEKOM.

[Mpw BEINONHEHWU OLEHUBAHUA W yNpaBneHWa pUckom, TpebyeMbIMW HacTOALWMM cTaH4apToM, Heobxodumo npu-
HATb BO BHUMaHKe nonoxeHuns C.3.2—C.3.4.

C.3.2 WKypbl B KayecTBe UCXOQHOro MaTepuana

OcHoBbIBaACH Ha CYLLECTBYHOLLEM OMbITe, LWKYPbI, UCNONb3yeMble AN NoMy4eHWs xenatuHa, npeacraensatot bonee
Be3onacHbIi UCXOOHbBIM MaTepuan Nno CPaBHEHMIO C KOCTAMM.

XenatuH, nonyyYeHHbIR U3 LWKYP, KaK NpaBunio, He NpeacTaBnsaeT 3HauuTensHoro pucka TSE, npu ycnosun, 4To BO
BpEMS WX 3aroTOBKW HE AOMYCKaeTCs MEePEeKPECTHas KOHTAMWHALUMWA NoTeHUMansHO WHWLMPOBAHHBIMU MaTepuanamMu,
Hanpvumep TkaHAMW LeHTparnbHOW HepBHOW cucTeMbl. [Ins AeMOHCTpauuy COOTBETCTBIA TpeboBaHUAM HACTOSILLEro CTaH-
aapta HeoBxo4nMOo BBECTU Mepbl MO NPegoTBPAaLLEHMIO MepPEeKpecTHOM koHTamuHauun (cm. MCO 22442-2) n oTpasuTe 4o-
KYMEHTanbHO Mepbl, MPUHATLIE COMMAacHO TEXHUYECKOMY COrMalleHU0 Mexay NoCTaBLMKOM XenaTuHa W U3roToBuTenem
MW ana npenotepalleHus Takon nepekpecTHOW KOHTaMUHaL MK,

C.3.3 KocTtn B KauecTBe UcxoaHoro Matepuana

[Mpw ncnonb3oBaHuK KOCTEN ANA NOMNYYEHWUS XenaTuHa Ka4ecTBO MCXOAHbLIX MaTepuanos ABNSETCH OCHOBHbLIM na-
pameTpoM, obecneynsalomm be3onacHOCTb roTOBOrO n3genus. Takum obpasom, HeobxoaMMO NPUMEHKTL CNeayLee:

- KOCTW AOMKHbI BbITe NONyYeHbl U3 CTpaH C MUHWManbHbLIM WK OrpaHUYeHHeIM puckom BSE. KocTu He OomKHb!
nocTynaTtb U3 CTpaH, rae nHuumMpoBaHue areHToMm BSE knaccuduumnpyetca OIE kak HeonpegeneHHoe, ecni UICTOMHUKOM
He ABMAETCA CTago HU3KOro pucka, Kak onpegeneHo B MCO 22442-2.

M punmevyaHmne — anMEHHETCH HaunoHanbHOE 3aKOHOOaTeNnbCTBO;

- KOCTMW Yepena W CMWHHOW MO3r A0MkKHbI BbITe yaaneHsl n3 cobpaHHbIX KOCcTel (Cblpbe/UCX0OHbIA MaTepuan) Kpyr-
HOro poraToro cKkoTa onpefeneHHoro Bo3pacTta.

I punMme4vyaHKUe — [aHHbIN npouecc onpefendeTcd HauMOHalNbHbIM 3aKOHOOATENBbCTBOM;

- OOMNONMHUTENLHO, U3 ChIPbA/MCXOOHBIX MaTEPUANOB, NMOMYYEHHbIX OT KPYMHOro poratoro CKoTa BCEX BO3DPacTOB U3
CTpaH ¢ orpaHNYeHHON NoaBEPKEHHOCTLI0 BSE, gomkHbl BbITh yaaneHsl NO3BOHKN.

C.3.4 Cnocobbl npoMzBOACTBa

[ns xenaTuHa, NoNy4aeMoro 13 LWKYP, He TpebyeTca HUKaKUX crelnansHbIX YCIoBUn 06paboTku, Npy yCroBuK, YTO
ByayT NpYMEHeHbI CPEACTBa YNpPaBNeHUs, MO3BONAOLWME U30eXaTh NEPEKPECTHON KOHTAMUHALLMK, KaK NPW 3aKyrKe LUKYp,
Tak v B npouecce npoussoactea (cm. C.3.2).

B Tex cnyyasix, Korga B Ka4ecTBe MCXOOHOro Matepuana UCnonbayTed KOCTH, MHdopMaLusa o Matepuane U3roToe-
MNEHUsA NPUBOAUTCA HUKE.

XoTa cnocob WenovyHo 3KCTpakuumn (Nepen 3aBepLualrLLmMMm atanaMm) nokasarn HeMHoro Goree BLICOKYH Cnocob-
HOCTb K Ae3akTuBauuW/yaaneHuo no cpaBHEHWIO C MPOLECCOM C NPUMEHEHWEM KUCMOTHI, OAHAKO KaK KWCMNOTHbLIW, Tak n
LLIeno4YHOM MeToabl MPOU3BOACTBA KOHEYHOrO XenaTuHa MoKasanu B LENOM CXOXYH CTeneHb Ae3akTuauuu/yaaneHus
WHMUMPOBaHHOCTM xenatuHa TSE B BanuaauMoHHbIX UCnbiTaHuax. ViccnegoBaHns NpogeMOHCTpUpoBanu, YTo Aomnon-
HWTenbHas wenoyHaa obpaboTka (pH 13, He meHee 1 4) kocTel/occerMHa NOBLILWAET CNOCOBHOCTL KMCMOTHOMO Npon3-
BOOCTBEHHOTO NMpoLecca K Aesaktueauun/yganenuio TSE. MaroToButens OMKEH pacCMOTPETL BO3MOXHOCTL MOUCKA Mo-
CTaBLUMKOB B CTPaHax ¢ HE3Ha4UTENbHbIM puckom TSE.

[Mpwn 0ObIMHOM LLENOYHOM cnocobe NPOoW3BOACTBA KOCTU MENKO U3MENbYaloT, 00e3XMPUBAKOT ropAaYein BOOOW U ae-
MUHepanuayrT pa3baBneHHoW CoNsHOW KMCNoTon (KoHUeHTpauren He meHee 4 % n pH meHee 1,5) B TeueHue Kak MUHK-
MYM OBYX OHER ons nonydeHust occevHa. [anee npoeoauTcs wenodHad 06paboTka HachILLEHHBIM pacTBOPOM M3BECTU
(pH He meHee 12,5) B TeveHMe He meHee 20 gHel. XenaTWH SKCTparnpyoT, NPOMbIBaLOT, OUMBTPYIOT U KOHLEHTPUPYIOT.
3atem npoBoguTcsa MrHOBeHHas TepmoobpaboTtka npu TemnepaTtype oT 138 °C go 140 °C B TedeHue 4 c. bblubK KOCTH
Takke MoryT 6biTb 06paboTaHbl ¢ UCNONb3OBaHWEM KUCNOTLI. JTan U3BECTKOBAHWSA B TAKOM Cry4yae 3amMeHs0T npeasapu-
TeneHo 06paboTKON KUCNOTOW, MPU KOTOPOKW OCCEVH BLIMAYMBAKOT B TEHEHWe 0aHON Houu npu pH meHee 4. B npouecce
TepmoobpaboTKK BbICYLIEHHBIE, 06E3KMPEHHbIE, U3MENBYEHHbBIE KOCTM 06pabaTbiBalOTCA B aBTOKITABE HACHILLEHHBLIM Na-
pom npu gasneHnn Bonee 3 6ap M MuHUManeHon Temnepatype 133 °C B TedeHme He meHee 20 MuH, nocne 4ero 6enok
3KCTparnpyeTcs ropsyen Booow. 3aBepLuarolyme sTanbl kak KMCnoTHoro cnocoba, Tak v TEpMUYECKOro NpoLecca nog nas-
NEeHWEM aHanorMyHbl Weno4YHomy cnocofy.

C.4 MNponsBogHble KPOBU KPYMHOro poraTtoro cKkota

C.4.1 O6wwme nonoxeHus

OmBpuoHaneHas TenaYbsa CbIBOPOTKA, Kak NPaBuio, UCNone3yeTcs AN KynsTUBUPOBAHUS KneTok. IMbproHaneHas
TenaYybs ChIBOPOTKA A0MKHA BbITh NonyyYeHa oT 3apodblleit, 3abpaHHbix Ha 6oliHe OT 300pOBbLIX CaMOK (KOpPORB), NpUroa-
HbIX AN ynoTpebneHus B NULLY YenoBeKoM, MNPy 3TOM MaTka gormkHa ObiTb MOMHOCTEI0 yaaneHa. Kpoee nnoga cnepyet
3abupaTtb B cneunanbHO OTBEAEHHOM MECTE UMK y4acTKe nyTeM NyHKUWMW cepaua, B 3aKpbiTyto cuctemy cbopa c nenonb-
30BaHWEM acenTU4ecknx MeTogoB.
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CbIBOPOTKY HOBOPOXAEHHOIO TEMEHKa MOMy4aloT OT TensaT Bo3pactoMm Ao 20 gHei nubo OT KMBOTHBIX BO3PacToM
meHee 12 mec. B cnyyae goHopckol Bbl4bel ChIBOPOTKW, MPU YCNOBUK, YTO OHA MOXET BbITh NONy4YeHa OT XKUBOTHLIX BO3-
pactom MeHee 36 Mec, ctatyc BSE goHopckoro ctaga gornkeH BuiTe YETKO onpefeneH U oTpaxeH AoKkyMeHTansHo. Bo
BCEX CIy4Yanx CbIBOPOTKY AOMKHbLI 3abupaTh COTPYOHUKU, MOATOTOBMNEHHLIE K TaKUM MpoLenypam, cnegya 0603Ha4yeHHBIM
NpoTOKOMam 1 Mepam NpegocTOpPOKHOCTU, HEOBX0ANMBIM ANA UCKITHYEHUSA MEPEKPECTHOW KOHTaMUHaLMK C TKaHAMK Bo-
nee BbICOKOTO pvcka.

[ns npon3BOOHLIX KPOBWU KPYMHOrO pOratoro ckota HeoOXOAMMO NMpPenocTaBUTh AOKYMEHTaLMIO, AEMOHCTPUPYH-
YO COOTBETCTBME HACTOALLEMY CTAHAAPTY C Y4eTOM TpeboBaHMIi 4aHHOTrO NpUNoXeHns. MNpu BbINOMHEHWW YCTaHOBIEH-
HbIX HACTOALLMM cTaHaapTom TpeboBaHuii N0 MeHEMKMEHTY pyvcka Heobxogumo paccmoTpeTs C.4.2—C.4.4.

C.4.2 lMNpocnexuBaeMocTb

[na kaxgon NnapTum CbIBOPOTKA UMK Na3mMbl JOMmKHA ObiTb 0becnedeHa NpocnexMBaeMocTb 40 ckoToborHU. Cko-
TOOOWHWU JOMKHBI UMETH B CBOEM PaCMOPSKEHWUIN CMUCKU (DepM, OTKyOA NOCTYNAKT KUBOTHbIE.

Ecnu cbiBOpOTKa NPOW3BOANTCA OT XUBbIX }KUBOTHbLIX, TO ANA KaXO0W NapTUM CbIBOPOTKW AOMKHbI BbITb 4OCTYMHLI
3anucu, 4Tobbl obecneunTb NPOCNEXMBAEMOCTE A0 hePM 1 KOHKPETHOrO KUBOTHOTO. Ecnv npocnexneaeMocTb A0 KOH-
KPETHOr0 XUBOTHOMO HEBO3MOXHA, TO 3TO AOMKHO ObITh 060CHOBAHO B haiine MeHeKMEHTA PUCKaAMM.

C.4.3 MNeorpadnyeckme NCTOYHUKM NPOMUCXOKOEHUA

BbiMbA KpoBb gomkHA BbiTb NonyyYeHa U3 cTpad ¢ MMHUManbHbiM puckom BSE, ecrnv uHoe He obocHOBaHO U He
paspeLueHo.

C.4.4 Metogbl 3abos

Ecnu kpoBb nonyyeHa oT 3abuThbIX KUBOTHLIX, TO MeTog 3a605 ABNAETCA BaXHbIM Ans obecneyeHus 6e3onacHocTu
martepuana. Bbino gokasaHo, Y4To ornyLUeHe ANeKTPOLLOKOM ONpeneneHHoro pa3paaa ¢ npokansieaHuem unm 6es, a Tak-
e MHEBMAaTUYECKUM OrmyLuuTenem, ocobeHHo ecny TakoBOW BNyCKaeT BO3AYX, MOXKET Pa3pyLUMTb MO3F 1 pacnpocTpaHnTb
MO3roBOW MaTepuarn no cucteme KpooobpaleHua. CyLecTBYHT OaHHbIE, YTO HEMPOHUKAKOLLEE OIMYLLEHUE MOXET Bbl-
3blBaTb aMOONMIO LeHTpansHoW HepBHol cucTembl (LUHC). Metoakl 3abos gomkHel ObITe onucaHbl Ana npouecca cbopa
Oblubell KpoBK, KpOME cry4Yaes, Koraa matepuan Bbin nonyYyeH U3 CTpaHbl C HE3HAYUTENBHLIM reorpadMyYeckM pUCKOM
BSE (cm. MCO 22442-2:2020, A.3.1).

Korga WCTOYHMKOM KPOBM ABNAKOTCA CTPaHbl C OrpaHnyeHHbIM puckom BSE, ansa 3abos MBOTHBIX Bo3pactom bonee
12 mec HeobxoguMo MCnonb30BaTh HEMPOHMKAKLWNAA OrMyLUMTENb WINK 3NeKTPpoHapKo3. NpuMeHeHWe HeENPOHWKaIOLEro
OrNyLIEHNA OOMKHO ObiTb 000CHOBAHO NPYMEHEHWMEM OLIEHKWM PUCKa PacnpoCTpaHeHWs YacTvL, Mo3ra B KpOBU.

MpumeyaHue — JononHutensHas Hcopmauvs no MeEToAamM OrnyLIeHVS HaxoauTCs B JoKyMeHTax Hay4Horo
coeeTa no nnaHupoeaHuio (SSC) no metogam ornywexHus u pucky BSE (Puck pacnpocTpaHeHus 4acTul, Mo3ra B KpOBM
W Tylle Npyu NpUMeHeHN HEKOTOPbIX METOAOB OrMyLIEeHWs), MPUHATBIX Ha coBellaHun oT 10—11 aneaps 2002 r. (hitps:/
ec.europa.euffood/sites/food/files/safety/docs/sci-com_ssc_out245_en.pdf) u gokymeHtax Pabodyen rpynnel EBponeiicko-
ro ynpaeneHus 6esonacHocTU nuwieBsblx npogyktoB (EFSA) no pucky BSE oT pacnpocTpaHeHust YacTul, Mo3ra B Kpo-
BU U Tywwe, Bonpoc Homep EFSA-Q-2003-122, npuHaTteix 21 oktabpa 2004 r. (http://www.efsa.europa.eu/en/efsajournal/
pub/123)

C.5 MpouzBogHbIe Kupa

YKupom HasblBaloT KWUp, NONyYaeMbI M3 TKaHEeW, BKMOYAas NOAKOXKHbIE, BPIOLWHBIE U MEXMbILLEYHEIE 0BrnacTu 1
KOCTH.

CunTaercs, 4To NPOM3BOAHBIE MPa, TAKKe Kak rMULEPUH W XMPHbIE KUCMOTbI, NOMYYEHHBIE W3 XUpa, UCNoMb3ys
TEXHOMOTMYECKNE NPOLECCHI C KECTKMMWU NapamMeTpamMu, MMeKT Manyto BEPOATHOCTb MHbuumpoBaHHocTK. o aToi npu-
YMHe Takve mMaTepuanel, BelpaboTaHHbIe NPW YCrOBUSIX, N0 MeHbLUE Mepe, TakuX e XeCTKMX, KaK MpuBefeHHble HIKe,
OOMKHBbI paccMaTpuBaTbCs Kak NpefcTaBnsiowmne npuemMnemelid puck TSE, BHe 3aBMCMMOCTM OT reorpadyMyecKkoro uc-
TOYHMKE W XapakTepa TKaHewW, U3 KOTOpbIX Mony4YeHsl NpousBogHbie xupa. NpumMepamMmy TEXHOMOMMYECKUX NPOLECCOR C
KECTKUMW NapaMmeTpaMy SBNaiTCs:

a) nepeatepudurkaunsa UK rngponns Npu Temnepatype He meHee Yyem 200 °C B TeyeHne He MeHbLue Yem 20 MUH
nog AaeneHnem (Npou3BOACTBO MULEPWHE, XMPHBIX KMCMOT U 3(hMPOB UPHBIX KMCIOT);

b) canoHudwrkauusa pacTBOpoM ruapokcuaoa HaTpus Npy KoHUeHTpauuy B 12 mone/n (Mpou3BoAcTBO MMULEpUHA U
Mbina):

1) nepwoanyeckuin npoLecc: Npu TeMmnepaTtype He MeHee YyeM 95 °C B TeyeHue He MeHee YeM 3 Y;
2) HenpepbIBHLIA Npouecc: Npu Temnepatype He MeHee yem 140 °C, nog gaBneHnem B TEYEHWE HE MEHEE YEM
8 MWH MW aHaNoOrMYHbIE YCNOBUS;
c) avcTunnaums npu temnepartype 200 °C.

C.6 KoctsaiHOM yronb

KocTtsaHow yrone nony4yatoT kapboHu3aLumein TKaHel )XMBOTHOTO NPOUCXOXAEHUSA, Takux Kak KOCTW, Mpu Temnepatype
800 °C v Bblwe.

BHe 3aBMCUMMOCTU OT reorpadiMyeckoro UCTOYHMKA U XapakTepa TKaHew, XKUBOTHBIR Yronb, NOMYYeHHBIA Npu 3TUX
YCNOBWSAX, AOMKEH pacCMaTpuUBaTLCA KaK NpeqcTaBngaowmni npuemMnemMelid puck TSE.
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C.7 Monoko 1 Npou3BoOAHbIe MOMOKa

OnpeneneHHble Marepuansl, BKIOYan NakTo3y, IKCTParvpyloT N3 MOMOYHON ChIBOPOTKU, XKUAKOCTW, 0TpaboTaHHOW
npv NPOM3BOACTBE Chipa nocne koarynauyuu. Koarynauma MoxeT BkNiodaTh B cebs Mcnonb30BaHue cblvyXHOro hepmeHTa
TeneHKa, 3KCTPaKT CbI4YrOB UMK CblYy>KHbIA (hepMEHT, NonyYeHHbIW OT APYrux xBayHelx. Beina npoBegeHa oueHka pu-
CKa Ans NMakTo3bl U OPYrvX NPON3BOAHBIX MOMOYHON CbIBOPOTKMW, MOMYYEHHBIX G UCNOMb30BaHUEM CbIH4Y>KHOMC hepmeHTa
Tenexka®), a Takke BbINO COENAHO 3aKMYEHNe O TOM, YTO puck TSE HeaHauMTeneH, ecnm ChiuyXHbIn (hEPMEHT TeneHka
BblpaboTaH B COOTBETCTBMM C MPOLLECCOM, OMUCAHHEIM B OTYeTe OLeHKM pyucka KomuTeTa no sanaTteHTOBaHHbLIM nekap-
CTBeHHbIM npenapatam (CPMP) [44].

[Mpon3BoaHble MONoKa, BblpaboTaHHbIe COrnacHoO YCNOBUAM, NPUBEOEHHBIM HIDKE, CHATAIOTCA NPEacTaBnALWwuMm
npuemnemMeln puck TSE:

- MOJIOKO MOMYYEeHO OT 340POBbIX XWBOTHBIX MPW TEX e YCMOBMAX, YTO U MOJIOKO, Noryvaemoe Ans ynotpedbneHus
B NWLLY YErOBEKOM;

- HUKaKue Apyrve Marepuarbl, NonyYeHHbIe OT KBa4vHbIX, 38 UCKMIOYEHWEM ChIHYKHOro chepMeHTa TEMNeHKa, He Uc-
NMonb30BannCe B NPUrOTOBNEHUM TaKMX NMPOU3BOAHLIX (HanNpuMep, nepeBapkl KasewHa NnaHkpeaTudeckmMn hepmeHTamu).

I punmMmevyaHne — Maoxet NPUMEHATBCA HaUMOHaNnbHOE 3aKoHO4aTeNnbCTBO.

C.8 WepcTb ¥ ee NpoU3BOAHLIE

LLlepcTb 1 ee npon3BogHble, Takne Kak NaHOMUH 1 CUPThI, A0MKHEI OTBeYaTh TpeboBaHWAM HacTosLero cTaHgapTa
npuv YCNOBWK, YTO LUEPCTE NOMYYEHA OT KUBbIX 300POBbIX KMBOTHBIX.

[Mpou3BoaHbIE WEPCTH, NONYYEHHbIE OT 3aBWUTHIX KUBOTHBIX, MPU3HAHHBIX «rOOHBIMM ANS ynoTpebneHus B nuily
YernoBeKOM», CHMTaKTCA MPeACcTaBnALLKMMK NpueMnemMelil puck TSE, ecnv npouecc NpowW3BoACcTBa OTBEYAET, MO MEHb-
e Mepe, OOHOMY M3 yCroBui 0bpaboTku, MpUBeOEHHbIX HUXe, kacaTenbHo pH, TeMnepaTypbl M MPOOOIKUTENEHOCTI
0bpaboTku:

- obpabotka npw pH, Bonbwe wnu paeHoM 13 (Had4anbHas; COOTBETCTBYET KOHUEHTPALMAM rmapokcuaa HaTtpus,
Bonbwe unu pasHsiM 0,1 Monb/n), Npu TeMnepartype, 6onble unu paeHol 60 °C, B Te4eHUe no MeHbllel Mepe 1 4; 3To,
Kak Npaewrno, NPOUCXOAMT BO BPEMS OTXKMMa Ha CTaguy OpraHuYecku-Leno4Hon obpaboTkm;

- MONEKynaApHasa AUCTUNNAUMSA nNpu TeMmnepatype, bonblwe uny pasHoi 220 °C, npy NOHWKEHHOM AaBNEHUN.

C.9 AMMHOKMCNOTHI

AMMHOKUCNOTEE MOTYT BbITh MOMyYeHbl TMAPONU30M MaTEPUANoB XWUBOTHOTO NPOWCXOKAEHWUS M3 pasrv4YHbIX UC-
TOYHUKOB.

AMWHOKMUCNOTLI, NPUrOTOBIEHHbIE C UCMOMNBb30BaAHMEM CNEeayHLLMX YCNOBWA 00paboTKK, cYMTarTCA NpeacTaBnsto-
UMK NpUemMnemblid puck TSE:

- AMWHOKUCMOThLI, MOMyYeHHLIE M3 LUKYp U KOX cnocobom, BKNYALWKUM BO3AeicTBUe Ha maTtepuan pH ot 1 no
2, nocneayrownm pH 6onee 11, nocnegytoweit Tennosoi o6pabotkon npu temnepatype 140 °C B TeveHne 30 MUH npu
pasneHun 3 6ap;

- NOMYYEHHbIE aMUHOKUCIIOTHI UMK NenTUAbl A0BKHEI ObiTh OTUNETPOBAHLI;

- HeoOXxoOWMMO MPOBECTU aHanM3, MCNosb3ys BanuAMPOBaHHLIA U YYBCTBUTENbHbIA METOALI ANA KOHTPONA Kakux-
nnBOo OCTaTOYHBIX HEMOBPEXKAEHHLIX MAKPOMOMEKYI C YCTAHOBMEHHLIM 060CHOBaHHLIM Mpeaeriom.

C.10 NenToHbLI

[MenToHb! ABNSAKOTCS NPOAYKTAMU YacTUYHOMO ruaponva3a BenkoB MonoKa Unu Msca KWBOTHBIX, NONMy4aembiMiK My-
TeM hepMeHTaTUBHOIO UMW KMCNOTHOTO paclienneHna. OHKM MCnonbaylTea B MUKPODUONOrMYeckmx KynesTypankHbIX cpe-
Aax ans nUuTaHna MUKPOOPraHW3amMOB UM (OeEpPMEHTaLMKM B NPOMBILLIEHHbIX MacluTabax npy NpoM3BOACTBE MEOULIMHCKUX
NPOOYKTOB ANs YENoBeKa U BETEPUHAPWUW, BKITHOHYAHA BaKLWUHbI.

CyLLeCcTBYET 3HAYUTENbHLIA MHTEPEC K NPUMEHEHWID pacTUTENIbHOMO Denka B KayecTBe ansTepHaTvBbl Denky Xu-
BOTHOIO npoucxoxaeHusa. OgHako:

- eCrnu B Ka4ecTBe UCTOYHMKA Denka UCnonb3yeTcs XenaTuH, cM. cebinky B C.3;

- ECrnu B Ka4ecTBe UCToYHKKA Benka ucnonb3yetcs kKazewH, cM. cebinky B C.7;

- B TEX ChyYasx, KOroa UCTOYHUKOM Benka SBMnsTCsH TKAaHWU KUBOTHBIX, COOTBETCTBYHOWMX TSE, 9Tk TKaHu gomxk-
Hbl BbITb MOMYyYeHbl OT KUBOTHLIX, MPUIOAHbLIX AN ynoTpebneHusa B nuwy (cm. D.3.2), MakcumanbHbIin BO3pacT KOTOPbIX
coctaenseT 30 Mec AnNA KPYNHOro poratoro CKoTa M3 CTpaH C KoHTponupyembiM puckom BSE (kateropusa B). Bospact
YKMBOTHBIX MMEET MUHUMANbBHOE 3Ha4YeHVe 3ab0Ta 0 KMBOTHLIX U3 CTPaH C HeE3HaYMTENbHLIM puckom BSE (kateropua A).

3) KomuTeT no 3anaTeHToOBaHHLIM NeKapcTBeHHbIM nNpenapatam K1 Pabouas rpynna no 6rnoTexHonornsam npoeenu
OUEeHKY pUCKa N HOPMaTWMBOB JNaKTO3bl, I'IerOTOBJ'IeHHOﬁ C NCNonb3oBaHWEM CbIYYXHOIo cbepMeHTa TeneHka. OueHka pu-
CKa BKIO4ana NCTOYHUK XXMBOTHLIX, OTOENEeHWe Cbi4YroB M Hann4ne YeTkKo onpeneneHHbIX npouenyp rapaHTumM KadecTea.
KayecTeo nobbix 3aMeHUTENern Monoka, ncnonb3yemMbix 4na KOpMa XUBOTHOMO, OT KOTOPOro nony4veHbl CbivyTrn, ABNAETCA
0COBEHHO BAXKHLIM.
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MpunoxeHune D
(cnpaBo4Hoe)

WUHdopmauuma, cBazaHHan ¢ MeHemXXMeHTOM pucka TSE

D.1 O6wwue nonoxeHus

K ectecTBeHHbIM TSE, BCcTpevatoLumest B npupoae, OTHOCATCA Novecyxa (y 0BeL M KO3), XPOHUYecKasn M3HypsioLlas
6onesHb (y YEpHOXBOCTBIX OneHen u nocen), rybuatasa aHuedanonatva kpynHoro poratoro ckota (BSE), a Takke 6onesHb
Kypy v 6onesHb Kpentudensara-Akoba (CJD) y nogen. AreHToB, Bei3biBalOLWKMX 3TW 3aboneBaHua, TpyaAHO oBbHapyXuTe
in vivo. locne MHOroONeTHWX NaTeHTHBIX NepWOdOB areHThl Bbi3biBalOT 3aboneBaHue 1 NPUBOAAT K NETanbHOMY UCXO4Y.
Cpegactea neyeHns HEN3BECTHBI.

CyulecTByrowasa uHopmMaung o xapakTepucTukax Bo3dbyautenen orpaHudeHa. OHW Ype3BblMalHO YCTOWYUBLI K
BGONLLUMHCTBY XUMUYECKUX N (DU3MYECKUX NpoLenyp, Ae3aKTUBMPYIOLWKNX 0bblYHble BMPYChl. OHWM He Bbi3biBaAOT 0DHapy-
XMBaEMOro UMMYHHOro oTBeTa. CyLLecTBYIOT ecTeCTBeHHbIe Bapbepbl, OrpaHUYUBalOLLIME MEKBWUAOBOE pacnpocTpaHeHne
nepeaaloLLerocs areHTa, Ho Npy COOTBETCTBYIOLLMX YCMNOBUSAX OHWU MOryT BbITh NpeogoneHsl. 310, Kak NpaBuno, 3aBUcKT
OT WrammMa, Ao3bkl, cnocoba Bo3aencTena v BMAoBoro 6apeepa. VicneiTaHns Ha nabopaTopHbIX KMBOTHBIX MOKa3anu, Y4To
BHYTpULepebpanbHas MHOKYNAUuA aenseTcsa Haubornee apekTUBHEIM NyTeM nepedaqu.

D.2 Puck gns yenoBeka

CyLecTBYOT 3Ha4UTENbHbLIE KOCBEHHbIE AOKAa3aTenbCTBa, YTO BapuaHTHaa copma 4venoeedeckoro CJD (vCJD)
npovcTtekaeT ot BSE, u pasymHo yTBEp:KOATb, 4TO areHT BSE moxeT nepegasaTbes YenoBeky. Taknm oBpa3om, Hacto-
AWMIA CTaHaapT codepxuT psag TpebosaHuii, obecneunBarLLMX KOHTPONb (hakTOpoB pucka Npu MCNonb3oBaHWu Guono-
TM4ECKMX MaTepuanos OT BUAOB, NoaBepeHHbIX TSE, ana npouzeoactea M. B HacTosLLeM NpUNOXEHUM NPUBELEHDI
pekoMeHgaumm1, KoTopble Heobxoaumo cobnioaaTe ANg CBeAeHUsa K MUHUMYMY pUcKa KoHTaMuHauun. B Hem onpegeneHo,
Korga npUMeHmbl TpeboBaHWA, yKkasaHHble B HACTOALLEM CTaHaapTe, U Korga yMecTHa MHOopMaLns U3 Apyrux MCTOYHU-
koB. Bce nagenus cnedyet paccMaTpuBaTh B MHOWBWAYANbHOM MOpsaKe.

D.3 MeHemKMeHT pucka areHToB TSE

D.3.1 MpuHUKMN

BesonacHocTe MIA ¢ Todkmn 3peHuns ero noteHumana nepegadqv aredta TSE 3aBuckT oT pAaga (pakTopoB, BOCEMb Hau-
Oonee BaXKHbIX U3 KOTOPLIX MPUBEAEHLI HUXKE W AOMKHBI ObITE MPOAHANU3UPOBaHEI, OLEHEHbLI U YPEeryrnMpoBaHbl:

- ucnonb3yeMble BUOb! XXUBOTHbIX (cM. D.3.2);

- reorpaduyeckne UctodHuku (cm. D.3.3);

- npupoga ncxogHow TkaHu (cm. D.3.4);

- KOHTpoOnb 3abos n 06paboTk Ana NpegoTepalleHns nepeKkpecTHom KoHTamuHaumm (cm. D.3.5);

- MeToAbl, MCNOMb3yeMble ONA Ae3akTueauun unm yaaneHusa areHtoe TSE (cm. D.3.6);

- KONUYECTBO MCXOQHOro MaTepuana }XWBOTHOIo NpoucxoxaeHus, Tpebyemoro Ans BeipaboTku ogHol eanHuysl MA
(cm. D.3.7.1);

- KONMUYECTBO MaTepuana XWBOTHOTO MPOUCXMKOEHWUS, KOHTAKTUPYIOLLEro ¢ nauyMeHTamu M Nonb3oBaTensiMu
(cm. D.3.7.2);

- cnocob BeegeHus (cm. D.3.7.3).

Mpw Hanuuuu BbIBOpa y M3roTOBUTENEW NPEANOYMTUTENLHO UCMONb30BaHWE MaTepuanoB OT BUAOB KMBOTHbLIX, HE
WUMEILLMX OTHOLEHUA K TSE, unn matepranoB HEXMBOTHOTO MPOMCXOKOEHWS.

D.3.2 Ucnonbayemble BUAbI XXMBOTHLIX (cMm. UCO 22442-2)

Puck 3apaxeHua TSE 3aBWCUT OT MCTOYHMKA MPOUCXOXKOEHWSA, LUTAMMA WM NPUPOALI UCXOOHON TKaHW. Tak Kak Ha-
KannueaHue MHrumpoeaHHocTh TSE nponcxoanT B Te4EHWE MHKYDALMOHHOIO NepUoaa B HECKONBKO NeT, 3abop oT Mono-
[ObiX 3A0POBbIX }KMBOTHBLIX CHMTAETCA DAKTOPOM CHIKEHWUA pycKa. MIcnonb3oBaHWe }KUBOTHLIX NOCTapLUE MOXET MOBLICUTL
puckK. Micnonb3oBaHKWe B ka4eCTBE MCTOYHMKOB KMBOTHbIX B BO3pacTe 40 6 Mec NOHMKaEeT YPOBEHb pucka. Micnonb3osaHue
MaBLUMX XMBOTHBIX, KUBOTHLIX, 320UTLIX B aBAPUIHO-3aLUMTHBIX LEMSAX, a TAKKE KUBOTHLIX ¢ NnogospeHuem Ha TSE moxeT
3HAYUTENBLHO NMOBLICUTL PUCK U JOMKHO BbITh MCKMHOYeHO. PakTopkl pyUcka Takoro xapakrtepa npeaycMaTpuBalTca NyTem
OEMOHCTpauun cooteeTcTBUA TpebosaHuam B ICO 22442-2:2020, npunoxeHue A.

D.3.3 lNeorpadcmyeckme nctouHukm (cm. MCO 22442-2)

OnpegeneHHble reorpaduyeckue gakTopbl BNUAKT Ha puck BSE, cBA3aHHbIA ¢ UCNOMNb30BaHWEM CbIpbeBbIX TKa-
HEI UMK NPOU3BOAHLIX U3 OTAENbHbIX CTpaH. OHKU NPUMEHUMbI KOHKPETHO K BSE, HO MoryT Takke BbiTb MCNONb30BaHbI 41N
onpeneneHuns pucka TSE onsa Apyrux BUOOB XKUBOTHbBIX.

VaroToBUTENW OOMKHbI Y4UTLIBATE ONyBrNMKOBaHHLIE 9KCMEPTHLIE OLEHKKW, Kacawlwmecsa pucka BSE, ceazaHHoro
C onpepgeneHHeiMn ctpaHamu. Hanpumep, M3E onybnukoBan gokymeHTsl no cratycy BSE ons psga ctpad (HasemHbIn
Kogekc M3Ob pgoctyneH Ha http://www.oie.int/international-standard-setting/terrestrial-code/). [lenaptameHT cernbCcKOro xo-
sanctea CLUA onybnukoBan nepeyeHb paspelleHHbIX M HeCAHKLUMOHMPOBAHHbLIX CTPaH-UCTOMHMKOB [CM. npunoxeHue C,
cHocky 3]. MuHUCTEpPCTBO 300pOBLS, TpyAa U bnarococTosHUs AnoHKMK Takke onybnyvKoBano CnvMcoK paspeLUeHHbIX U He-
CaHKUWOHWPOBAHHLIX CTPaH-UCTOYHUKOB (CM. [47]).
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FOCT P NCO 22442-1—2025

D.3.4 XapakTtep MCXOOQHOW TKaHW

M3roToBMTENE AOMKEH YYMTBIBATE KNaccuUKaLMo ONacHOCTEW, CBA3AHHbLIX C Pa3NUYHBIMA TUNaMK NCXOAHOW TKa-
HW. o BO3MOXKHOCTU, COOTBETCTBEHHO MECTHEIM OBbIYaAM W NPAaKTUKaM, MCTOYHUKW XUBOTHOW TKAHW OOMKHbLI Noasep-
raTeCs KOHTPOMO W MHOMBUAYANBHOW MHCNEKUMW BETEPUHAPOM, a TyLUA MUBOTHOIO AOMKHa BbiTk cepTULMpOoBaHa Kak
rogHas ans ynotpebneHus B nuiLy Yenoeekom. M3roToBuTerns He AOMKeH UCMoMnb30BaTh B KAYECTBE MCTOYHUKA XXMBOTHYIO
TKaHb, KNaccuULMPOBaHHYIO KaK MMEOLLYI0 NOTeHUWanbHO BbICOKYH MHMeKTMBHOCTL TSE. EQNHCTBEHHbIM MCKMoYeHu-
eM ABMAKTCA CryyYan OTCYTCTBUA anbTepHaTUBHOW MCXOOHOW TKaHW U 3Ha4MTeNbHON MeOULIMHCKOW NoMb3kl AN nauneHTa.

Knaccudmkauus onacHocTel, CBA3aHHbIX G Pa3nuyHbIMKM TMNaMKM MCXOGQHOTO XMBOTHOrO MaTtepuana, Geina ycta-
HOBMeHa W yTBepaeHa BcemunpHol opraHnsauwvei sgpasooxpaHeHua (BO3) [42]. Tabnvubl D.1—D.3 ocHoBaHbI Ha Knac-
cudvkaumm TkaHen BO3 B 2006 roay, a Tabnuusl BO3 no pacnpegeneHuio nHdgexktneHoct Tkanu anga TSE 6binv oBHoB-
nexbl B 2010 rogy [43]. OueHka pucka gomkHa bObITb NepecMoTpeHa B cBeTe Hofnee COBPEMEHHON HhopMaLMiK NO Mepe
ee NOoCTYNMeHWs 1 OOKHA YYMTbIBaTb YPOBEHE HEOMPeaeneHHOCTW, CBOMCTBEHHBIN CYLLECTBY LM AaHHbLIM.

B Tabnuuax D.1, D.2 1 D.3 ncnonb3oeaHbl criegylowye CMMBOMbI BBOAA OaHHbIX:

«tn — Hanuuve MHEKTUBHOCTU unu PrRTSE 4);

«—» — OTCYTCTBWE BbIFBNAEMOW MHEKTUBHOCTH PrPTSE;

NT — He ucnbITbIBANOCH;

NA — HenpuMeHUMO;

? — cnopHble N HeonpedeneHHble pesyneTaThl;

() — orpaHu4eHHble UK NpegBapvTenbHble JaHHbIE.

[ ] — wHbekTvBHOCTL MK AanHble PrPTSE| ocHoBaHHbIE UcKNiounTensHO Ha Buonpobax TpaHcreHHbIX Mbiuei (Tg),
CBEPX3KCTIPECCUPYIOLLIMX KOAUPYIOLLMIA reH PrP, unu metogax amnnudukaumn PrPTSE,

OTHeceHWe OaHHON TKaHW K TOW UMW MHOW KaTeropyMu MOXeT 3aBUCETE OT KOHKPETHOro 3abonesaHns u MoXeT BbiTe
nepecMoTpeHo Mo Mepe MOCTYNMEHUN HOBbIX AaHHbIX B pesynbTaTe Bce Gonee YyBCTBMTENbHBLIX aHanv3oe. B cylHocTy,
BO3MOXHO MPeACcTaBnTh, YTo obHapyxeHWe MHPEKTUBHOCTM C UCMOMb30BaHNMEM TPaHCreHHbIX MbILLEN, KOTOPble CBEpXaK-
CMPECCUPYIOT FeHbl, KOAMPYIOLLIME pasnuyHbIe NpUoHoBkle Benku, unu obHapyxenue PrPTSE ¢ ucnonsaosaHnem HekoTo-
pbiX HegaBHO pa3paboTaHHbIX MeTOA0B aMnnudMKaLMM MOryT oKasaTeca bonee 4yBCTBUTEMBHBIMKY, YEM UCCIE0BaHUS
nepegaqn B buonpobax AVKUX XWMBOTHBIX U, TAKMM 0Bpa3omM, MOryT He COOTHOCUTBCS C nepegayen 3aboneeaHus B Npu-
poae.

Tarke BaXXHO OCO3HaBaTb PasHULY MeXOy KaTeropusammn MHEKTUBHOCTM M KaTeropusaMIK pucka, YyTo TpebyeT yyeTa
He TONbKO YPOBHA MH(EKTMBHOCTM B TKaHW, HO M KOMUYECTBa TKaHW, KOHTAKTUPYIOLLEN C YernoBEeKOM WMMN XWBOTHbIM, a
Takke NyTU Nepegaym WHdekumn. Hanpumep, HECMOTPSA Ha To, YTO YpOBeHb WH(DEKTUBHOCTY TKaHWU ABMAeTCs Hawbonee
Ba)KHbIM hakTOpOM NP OLEHKE pUcKa nepeaadv NepekpecTHON KOHTaMUHAUMENR MHCTPYMEHTOB BO BPEMS XMPYPrUYECKUX
npoueayp (Hanpumep, HERPOXMPYPrUA MO CpaBHEHNIO C OBLLER XMpyprueit), 3To TONbKO 0AHa onpeaensiowas pucka nepe-
Aa4yn nyTem nepenvBaHvsa KPOBWU, NMpU KOTOpPOM Bonbluoe KONMMYecTBO MaTepuana C HU3KOM WHGEKTMBHOCTLIO BBOOWUTCA
BHYTPWBEHHO, UMW pUCKa Mepeaayn Yepes nuLly, KOTOpbld BHE 3aBUCUMOCTM OT BbICOKOW MMW HM3KOW WHMDEKTMBHOCTMH,
BKMOYAET OTHOCUTENBHO HEaM@EKTUBHEIN NepopanbHbIi NyTh MHPULMPOBAHUS.

Tabnuua D.1— Karteropusi A: TKaHX C BbICOKOW UH(PEKTUBHOCTLIO

TkaHun LUHC, koTopele npuobpeTaloT TUTP MHADEKTUBHOCTM B NO3AHUX cTaguax Bcex TSE,
W HEKOTOpbIe TKaHW, aHaTOMUYECKM cBR3aHHble ¢ LIHC
Yenosek KpynHbI poraTeii CKOT OBUbI ¥ KO3bI
vCJD Dpyrue TSE BSE MNoyecyxa
o © © m©
= = £ £
TkaHu 3] Q 7] o
o w o w o w o w
L 0 L %] L %] L 1%}
@ = ) ks ] i o =
= o = o = o = o
c = c = c = £ =
® o ® B I o I o
8 8 g 8
I I I I
= = = =
[ONnoBHOW MO3T + + + + + + + +
CnnHHOWM MOo3r + + + + + + + +
CetvaTtka rnasa NT + + + + NT NT +
3puTenbHblii Hepe® NT + NT s . 2 NT NT +

4) PrPTSE = npuoHoBbIi Benok — uHteKLMoHHas uaotopma TSE.
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OkoHyaHue mabnuuss D.1

FOCT P UCO 22442-1—2025

Trann LUHC, koTopbie nprobpeTatoT TUTP MHGEKTMBHOCTY B NO3AHMX CTaamax scex TSE,

1 HEKOTOPbLIE TKaHW, aHaTOMUYecKn ceasaHHble ¢ LHC

Yenosek KpynHeiin poratbiii ckoT OBUbI W KO3bl
vCJD Opyrue TSE BSE Movecyxa
% % ® %
TkaHmn 3] o o 1)
2 i 2 i 2 B g Y
m - m [ m - @ -
e S e & e S c &
[+] o @ o [+] o @ o
k2 k=3 ks ko3
2} bl I XL
= = = =
CnMHHO-MO3roBble + + NT + + NT + +
yanbl
TpoONHWYHBIE Y3MbI + + NT + + + NT +
Mnodons® NT + # + - + * +
Teepgas mozroeas NT (+) + - NT NT NT NT
obonoyka

pucka.

@ Buonpobbl MHMEKTUBHOCTU TKaHEel YenoBeKa NPOBOAWMUCE Ha NpuMaTtax nubo Ha Mblwax (NMbo Ha obeux
rpynnax); 6uonpobbl TkKaHeR ckoTa NPOBOAMNUCE Ha ckoTe Nubo Ha Mbelwax (Mubo Ha obeux rpynnax); 6onbLWNMHCTBO
Guonpob TKkaHen oBey W/WMAWM KO3 MPOBOAMIIOCH TOMBKO Ha Mbllwax. KacatenbHO oBel W KO3 He BCe pesyneTaThl
nocnegoBaTenbHbl Ang obonx BUAOB; HANPUMEp, ABe KO3kl (HO HX OAHOW OBUbI) 3apa3vunuce BSE ectecTBeHHBIM NyTEM.

b B onbiTHeIx Mopensx TSE 6bIN0 nokasaHo, YTO 3pUTENbLHLIA HEPB ABMAETCH NyTEM HEADOBTOPXEHUS W
COOEPKUT BbICOKME TUTPbI MH(PeKTUBHOCTH.
¢ Mo WHEeKTUBHOCTM rvnodur3a Wnu TBEPAOW MO3roBOW OOOMOYKM YEMOBEKA HET OMbITHLIX AaHHBIX, HO

annorpadTHble BCTaBKW U3 TPYNHON TBEPAON MO3roBOM 060NOYKM M TOPMOH POCTa, NONYYEHHLIW U3 TPYMHLIX MTMNogr30B,
nepenany 3aboneeaHUe COTHSAM YENOBEK U, TAKMM 06pa3oMm, JOMKHbI BbITe BKIHOYEHBI B KATETOPUIO TKAHEW BLICOKOrO

Tabnuya D.2— Kateropus B: TkaHu ¢ Bonee HU3KOM MHDEKTUBHOCTLHO

Mepudbeprieckne TKaHKU C NOMNOXKUTENbHBLIM PE3YNETaTOM Ha MHAEKTUBHOCTL Wunu PrPTSE no mersiuien mepe 8 ogHon opme TSE
KpynHbivi poraTeli
Yenosek Py P OBUb! ¥ KO3bl
CcKOT
vCJD Opyrve TSE BSE Mouecyxa
= = = =
TkaHu S S S S
2 2 5 i 5 i 5 2
2 E % £ S E 2
@ o @ o 7 a ) o
k=2 oL 53 =
L I I I
= = = =
Mepudepnyeckan HepBHas cuctema
Mepudeprnyeckue HepBbl % * (=) H [+] # + H
ABTOHOMHbIE raHrmnum? NT + NT (=) NT + NT +
JIumdpopeTukynapHble TKaHK
CeneseHka + + + + - - + +
Jlumdpoyanel + + + - - - + *
MuHaannHa + + NT - + - + +
MwuratenesHas nepenoHka NA NA NA NA o - [+] +
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FOCT P NCO 22442-1—2025

lpodomxerHue mabnuyst D.2

Mepudepryeckie TKaHW C MONOXUTENbHBLIM Pe3ynsTaToM Ha MHAeKTMBHOCTE Wunu PrPTSE no mexbluelt mepe B ogHolt chopme TSE

Yenosek prngéioioraTb'ﬁ OBUbI N KO3bI
vCJD Opyrve TSE BSE Movecyxa

g a g_ a g_ a g_ a

= s H =
Bunouykoeasn xenesa NT + NT - - NT i +
MuLeBapuTenbHbIR TpakT?
Muweson NT - NT - - NT [+] +
MepegHuin otgen xenygka® (Toneko NA NA NA NA - NT [+] +
OIA XKBaYHbIX)
»Kenyook/ceiuyr NT - NT NT - NT [+] +
[BeHaouaTUNepcTHas KULLKa NT - NT - - - [+] +
ToHkas kuwka® NT + NT = - + [+] +
[NoaB3golHan KULKa NT + NT - + + + +
AnneHgukc (=) + NT - NA NA NA NA
ToncThIi K1LLeyHUK/crenas kuwkad NT + NT - - - & +
[MpaAmasn kuwka [+] + NT NT NT NT NT +
PenpoayKTuBHbIE TKaHW
MnaueHTa® NT - (+) - - NT + +
Anurnk NT —(+) NT —~ - NT = —~
Markal NT — () NT = = NT = -
Opyrue TkaHm
MonouHas xenesa/Bbims9 NT - NT - - NT - +
Koskahh NT —(+) NT — - NT = +
*Kuposas TkaHb NT - (=) - - NT NT NT
Cepaue/nepukapn NT - - - - NT - NT
Nerkoe NT - + - - NT - -
MeveHb! NT —(+) + - - NT + -
Moukai NT —(+) + - - - [+] +
HapgnoyeuHuk NT - - - [+] + + -
Momxenynounas xeneaaf NT —(+) NT - - NT + NT
KocTHbIi moard - - (=) - (+) NT + NT
CkeneTHble MbllLbK NT + (=) + (+) NT + +
Aawik! NT - NT - - NT [+] +
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FOCT P UCO 22442-1—2025

MpodomxeHue mabnuysl D.2

Mepucheprdeckne TKaHN C NONOXUTENEHBIM PE3YNLTAaTOM Ha WHAekTBHOCTL uunin PrPTSE no meHbLeli mepe B oaHoi dopme TSE

KpynHbivi poraTeli
Yenosek oot OBLbl U KO3bI
vCJD Opyrne TSE BSE Movecyxa
i) 0 il 0
TkaHu 5 5 5 5
: | o : | o : | 4 : | 4
( g ( e (! g (3
@ o ) o @ o o o
g ks 8 ES2
L €= L £
= = = =
KpoBeHocHbIe cocyabl NT + NT + - NT NT #
Cnuanctas Hoca™! NT NT NT + - NT + +
CritoHHas xeneaa NT - NT - - NT + NT
Porosuua” NT - + - NT NT NT NT
Buonoruyeckne XuakocTu
LICXK - - + - - NT + -
Kposk® + ? - P - ? + 2
CnioHa NT — - NT NT NT - NT
MonokoP NT NT ) NT - - + [+]
Mouad NT - - - - NT - -
Kand NT NT - NT - NT - NT

@ Y kpynHoro poratoro ckota PrPTSE nepuoguyeckn npucyTCTBYIOT B KMLEYHBIX CMINETEHUSAX QUCTANBHOMO OT-
fena nofB3OO0LWHOM KULKK, HO MMMYHOTUCTOXMMUYECKOE UCCMNENoBaHWe TKaHel OT eOMHCTBEHHoro criydas BSE B
AnoHKWK nokasano (XoTa HeoAHO3HAYHO) BOBMNEYEHWE BHYTPEHHUX CMETEHUI B TONCTOM M TOHKOM KMLIEYHMKE.

b Mpu vCJID, PrPTSE orpannymBaeTcs KuLLe4HOM NUMMONOHON N HEPBHOM TKaHbIO (CIIM3MCTas, MYCKYMbHAsA 1
cepo3Hasi NoKasblBaloT OTPMLUATENbHbIA pesynbTaT).

¢ MepenHue OTOENb! XEMYOKOB XBaYHLIX (CETKa, pyBeL, U KHUXKA) LUMPOKO YNOTPebnsaoTes B NULLY, TAKKe KakK u
WCTWUHHbBIW Xenyaok (cbi4yr). Cel4yr KpYNHOro poratoro ckoTa (M MHorga oBel) Talkke ABMAETCH NCTOYHUKOM CbIHY»KHOTO
depmeHTa.

d Mpu npumeHennn GonbLLoON nepopansHoi [o3bl BSE ans akcnepuMeHTanbHOro WHMULMPOBaHUSA KpyNHOMO
poraToro ckoTa MHEKTMBHOCTL Bbina obHapyKeHa B TOHKOM KULLEYHUKE Y COEOWHEHWN NMOAB3OOLIHOW 1 CIENoI KULLIKK
B Mbiwax Tg, cBepxakcnpeccvpytowmx PrP. PrPTSE Guin oBHapykeH ¢ HW3KOi 4acToToil B MMbOMAHOI TKaHu nog-
B3[OLUHOM KWLIKW U C elle Bonee HU3KOW YacTOTOW B NMMMONOHON TKaHW TOHKOMO KULIEYHWKa CKOTa, Takke WHpUUK-
POBAHHOMO NepopansHo.

© EOWMHCTBEHHBIA OTYET O Nepefade crnopaauvyeckoi WHgekTuBHocTU CJD YenoBeYeckoi NnaueHTon He Bbin
NOATBEPXOEH N CYMTAETCA HEOOKa3yeMbIM.

f PrPTSE Goin obHapyxeH MeTogoM MMMYHODNOTMPOBaHUA B TBEPOOW MO3roBor obonodvke nauneHTkn ¢ vCJD,
koTopasda ckoHyanack B CLUA nocne HeoBblbanHo AnvTensHOro nHKybaLmnoHHoro neproaa (gpyrue TKaHu ¢ No3TUBHBIM
pe3ynbTaToM BKIHOYAmNM KOXY, NOYKY, NevYeHb, NOMKenyao4HYI0 Xeneay, AMYHMKA U MaTky). Heobxoaumo oTMeTUTb, YTo
B Bonee paHHUX UCCNeaoBaHUAX MHOTOYUCNEHHbIX criyYaes B BenukoGputaHum pesynstat ans BCex aTUX TKaHel Obin
oTpULaTENBHBIM.

9 PrPTSE GLin oBHapyeH y OBEL, C XPOHUYECKUM MacTUTOM, MHDULIMPOBAHHLIX MOYECYXOi, HO He Y MHAULIMPO-
BaHHbIX oBel, 6e3 macTuTa.

N MccnenoBaHus XOMSAKOB, NepopasibHO UHMLIMPOBaHHBIX NoYecyxoi, nokasanu, 4to PrPTSE B koxe B ocHoe-
HOM [TOKanu3yeTcs B MESKMX HEPBHBIX BOMOKHAX.

| PrPTSE oBHapymeH UMMYHOTMCTOXMMUEN B MOYEUHBIX NIOXaHKaxX oBeLl, MHULIMPOBAHHbIX MOYECYXON.

I Mpn MHOrOKpaTHLIX NOMLITKAaX Nepeaaqn MHAEKLMI OT KPYMHOro POraToro CKoTa, KOTOPOMY NepopanbHO BEOA-
NU 3apaxeHHblil BSE Mo3ar, MHUUMpoBaHWe KOCTHOMO MO3ra NoMy4eHoO B €AUHCTBEHHOM Cry4ae.
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OkoHYaHue mabnuuyesi D.2

K MblweuHble romoreHaTsl He nepefaeany 3aBoriesaHne npumatam oT noaeit ¢ sCJD unu ckoTy oT ckoTa ¢
BSE. Tem He MeHee BHyTpuUepebpanbHaa MHOKYNALMA roMoreHarta nonycyxoxnneHON MblLLbI (BKMIOYaA HEPBHLIE K
nnmdpaTuyeckre anemMeHThbl) OT e4MHCTBEHHOW KopoBbl ¢ BSE nepenana 3aboneeaHue TpaHCreHHbIM Mblllam, CBepx-
akcnpeccupylowmnm PrP, B cTeneHun, cBMOETENLCTBYIOWEN TONBKO 06 OCTATOYHBIX YPOBHAX MH(EKTUBHOCTU. TakkKe B
HeaaBHUX onyBNMKOBaHHBIX U HeonyBNMKOBaHHLIX MCCRenoBaHKMsX coobLianock o Hanuuun PrPTSE B ckeneTHbIX MbiLu-
Lax y rpbi3yHOB B OMbITHBIX Mogensx novecyxu v vCJD, npu onbITHBIX U NPUPOAHBLIX MHDEKUMAX OBEL| U KO3, Y OBeLl,
nepoparnsHo MHpUuKMpoBaHHbix BSE, u y niogen ¢ sCJD, iCJD n vCJD. B HacToswee Bpems npoBogAaTca Guonpobbl
ans onpenenexns, ceszaH nu PrPTSE ¢ Bo3aMoXHOCTLIO Nepenaym aTux 3KCNepUMEHTaNbHbLIX UM eCTECTBEHHBIX UH-
hekuni.

|V kpynHoro poratoro ckota Guornpoba UHMDEKTUBHOCTM Bbina oTpuLaTensHOi, Ho Hanuuue PrPTSE B HeBHoi
MWHAAMMHE NPUBENO K OMaceHWAM BO3MOXKHOW MHAEKTUBHOCTM B A3bIYHOW TOH3UNMAPHOW TKAHW Y OCHOBaHWA A3bIKa,
KOTopas MOXeT He ynanateca npu 3aboe. Cpeau oBeL, MHPULMPOBaHHLIX NOYECYX0W eCTECTBEHHBLIM 0bpa3som, y 7 13
10 xMBOTHbIX o6Hapyxwsanacs PrPTSE B asbike.

M B oCHOBHOM orpaHu4ymBaeTcH obnacTtamu, CBA3aHHLIMU C OOOHATENBHEIM BOCNPUATHEM.

" Tak Kak TonbKo oauH wnu asa cnydan CJD Bbinmn JOCTOBEPHO COOTHECEHBI C POrOBUYHBLIMU TRaHCMIaHTaTaMm
U3 COTEH ThICAY PELMNUEHTOR, POrOBULIA OTHOCKUTCS K KAaTEropuM TKaHel Bonee HU3KOro pucka; Apyrue TkaHu nepegHen
Kamepbl (XpycTanuk, BOOAHWCTas Bnara, pagy»ka, KOHbHOHKTUBA) NPKY aHannsax nokasanu oTpuuaTenbHblid peaynstat
kak Ha vCJD, Tak n Ha gpyrvue TSE 4enoBeka, 1 HET 3NMOEMUONOrMYECKUX OOKA3aTeNnbCTB, YTO OHWM BbINK CBA3aHbLI C
nepefaven aTporeHHoro 3abonesaHus.

© OB6LWupHbIe OaHHbIE, NOMYYeHHbIe B pesynsTate UccnefoBaHWi MHGEKLUMOHHOCTI KPOBW Ha 3KCNEePUMEHTANb-
Hblx Mogenax TSE Ha rpbidyHax, Beinn gononHeHsl HeAaBHMMN MCCNegoBaHUaMM, NOATBEPAMBLUMMIA MH(PEKTUBHOCTD
KpOBM OBEL, 3apaKeHHbIX eCTeCTBEHHbLIM NyTeM, U OBEL,, KOTOPLIM NepPenunu KPOoBEL KPYMHOIo poraToro ckota, MHULK-
poBaHHoro BSE; 1 (no gaHHeIM anuaeMuonornieckmx HabniogeHun) ppakumumn apuTpoLnToB (KOToOpasa BKIKOYAET 3HAYM-
TenbHOe KONMUYEeCcTBO KaK NnasmMbl, Tak U NeWKoLUMTOB) YeTblpex 4OHOPOB KPOBKM Ha JOKMMHUYECKOW CTagauu MHAgeKUMn
vCJD). BeegeHue caktopa nna3mel VIl Taeke 661no noTeHUMansHO CBA3aHO ¢ 3TUM cyBknuHu4eckum criydaem ¢ vCJD
y nauueHTa ¢ remocunuveir. He Bbino gokasaHo, 4to 3aboneBaHuve nepefaeTcs Yepes KPoBb YenoBeka C Kakon-nmbo
cdopmon «knaccudeckor» TSE mnu oT KpynHoro poratoroe ckota ¢ BSE (Bknwouas kpose nnoga). Paa nabopatopui,
MNCTIONb3YA HOBbIE BLICOKOYYBCTBUTENBHbLIE METOAL 06HapyxeHns PrPTSE o6baBnAloT 06 yenellHbIX NCCTenoBaHUsX
Ha XWBOTHbIX W YernoBeKe. TeM He MeHee, HEKOTOpPbIEe M3 HUX CTOMKHYNWUCh C TPYAHOCTAMM Nony4yeHWs BOCNPOU3BOaU-
MbIX Pe3ynsTaToB B NNiasme KpoBW, M MOKa He ACHO, 03HaYaloT Nv NoNoKUTENbHbIE pedynbTaTbl NOTeHUManbHyo Bo3-
MOXHOCTb Mepefadyun 3aboneBaHns NMMBO K3-3a NTOXKHOMOMNOKUTENbBHBIX Pe3YNETATOB UIM «MCTUHHO» MOMOXWUTENbHbIX
pe3ynsTaToB, koTopkle 0BycnoBneHsl koHueHTpauvam PrPTSE we nonyckatowmmn nepenauu urdekumn. Vcxoas ua
3TUX coobpaeHunid (NP TOM, YTO NOKa HET AaHHbIX O CMenoM TeCTUPOBaHMK 06Pa3LOoB, B3AThIX OT MH(ULIMPOBaHHbLIX
€CTECTBEHHbIM NyTEM YenoBeKa UMW KUBOTHLIX), aKkcnepTHasn rpynna BO3 nocuntana, 4To ¢ 4OCTAaTOMHOW YBEPEHHO-
CTblO OLEHNBaTb NPUIOAHOCTL 3TWMX UCTbLITAHWI AN AOCTWKEHWS OTPULATENBHOMO UM NONOKUTENBHOMO 3aKM4eHMA
noka eLe paHo.

P [okazaTensCcTBa, YTO MHEKTUBHOCTL OTCYTCTBYET B MOTOKE KPYMHOTO poraToro ckoTa, 3apaxeHHoro BSE,
BKIIO4AKT BPEMEHHO-NPOCTPaHCTBEHHbIE 3anMaeMUonornieckne HabnwgeHns, He obHapyxuBLLWE Nepedady oT Marte-
pY K TenaTam, BCKapMrvMBaeMbIM JOMroe Bpems; KNWHWYeckWe HabniogeHusa bonee COTHWM TensaT, BCKOPMIEHHBIX UH-
PULMPOBAHHBIMY KOPOBaMW, Y KOTOpbix BSE He nosiBunack, U onbiTHbIE HABNIOAEHUSA, YTO MOMOKO MHULIMPOBaHHBIX
KOpPOB, BblpallieHHbIX 4O BO3pacTa, MpeBbilUaoLLLero MMHUManksHs6IN MHKYBaLWoHHbLIN Nepuo, He nepeaasano 3abone-
BaHWe Npu BHYTpULEPeBpansHOM UNK NepopanbHOM BBeaeHUN Mblliam. Tawke, PrPTSE he o6Hapykueancs B Monoke
KpYMHOro porartoro ckoTa, MHKybupyrowero BSE nocne onbITHOW nepoparnbHOW NPOBEPKA MMMYHHOCTU. TeM He MeHee,
HWU3KMe YPoBHM (g Ao Ng/L) HopmansHoro PrP 6binu obHapyxeHbl B MONOKE Kak XWUBOTHBIX, Tak 1 yernoseka. PrPTSE
BbIn obHapyeH B MOMOYHbIX ene3ax OBel, C XPOHWYECKUM MacTUTOM, MHPULMPOBaHHbLIX MOYECYX0W, N COBCEM He-
AaBHO cooBLanock, YTo MOMOKO (KOTOPOE B OTAEMNbHBIX CRyYadx COOAEPXano KOMocTpyMm) OBel, MHULMPOBaHHBLIX
novecyxon, nepedano 3aboneeaHne 340POBLIM XUBOTHBIM.

9 HepagHue 6uonpobbl Ha Mblwax Tg nokasanu, 4to 6onesHs NepegaeTca Kak C MOYOM, Tak U C IKCKpeMeHTaMMu.
Kpome Toro, y mMbiwer Tg ¢ nuMmcounTapHbiM HepMTOM, KOTOpble BbINKM aKcnepMmMeHTaneHo MHMUMUMPOBaHLI Nove-
cyxoit, oBHapyxeHsl kak PrPTSE| tak u uHbeKkTUBHbIE cBOMCTBA MOYM. Takke 04eHb HU3KWE YPOBHU MHMEKTUBHOCTM
MOYM (MPU TMCTONOMMYECKM HOPMAaSbHbIX NOoYkax) Bbinv 0BHapyXeHbl Y XOMSIKOB, 3KCMepUMEHTanbHO MHMOULMPOBaH-
HbIX MOYecyxoi. HakoHel, B 3KcnepyvMeHTansHoW MoAeny NOYecyxu Ha XoMsaKax nepoparnsHoe BBeOEeHWe NMPUBENO K
WH(OMUMPOBaHMWIO 9KCKpeMEHTOB Npw Bruonpobe y meiwen Tg ¢ nabeiTouHOM akcnpeccuen PrP.
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Tabnuua D.3— Kateropusa C: TkaHu 6e3 oBHapyeHHOI MHdeKTUBHOCTYU unu PrPTSE

Yenosek pongy:Eb;im OBUbI 1 KO3bI
vCJD [Opyrue TSE BSE Movecyxa
Tean ¢ ;
| 4 : | s : | s T | 4
E | 7 c | 2 e | 2 E | %
_g- o g- o _g_ o g o
S z z z
PenpoayKkTWBHbIE TKaHW
CeMeHHUK NT - (-) - - NT - -
MpocTaTta/annangnmunc/ceMeHHON Ny3bipek NT - (-) - - NT - -
CeMeHHas }XuaKocTb NT - (-) - - NT - -
[naueHTHbIE XKUOKOCTU NT NT (-) (-) - NT NT NT
Mnop? NT NT NT NT - NT - -
3MbpUroHbIA NT NT NT NT - NT ? NT
CKeneTHO-MbILLEYHBIE TKaHK
KocTb NT NT NT - - NT NT NT
Cyxoxunusa NT NT NT - - NT NT NT
Opyrue TkaHu
[WMHrMBanLHanA TKaHb NT - - - NT NT NT NT
Mynena 3yBa NT - NT - NT NT NT NT
Tpaxesn NT - NT - - NT NT NT
LLinToBMAHaA xenesa NT - (-) - NT NT - NT
Bwonoruueckue xuakocTu, cekpeumn 1 BolgeneHuns
Konoctpymb NT (=) (-) NT (=) - (?) NT
MNynoeuHHas kposbP NT (=) (-) NT - NT NT NT
Mot NT - - NT NT NT NT NT
Cnesbl NT - - NT NT NT NT NT
Hocosag cnuab NT - - NT NT NT NT NT
HKenub NT NT NT NT NT NT NT NT

BBEOEHUA.

a8 OMBpPUOHLI KPYMHOTO poraToro ckoTa, nopaxeHHoro BSE, He nepegaeanu 3aboneBaHne Mblllam, HO HUKAKUX
onpeneneHnii MHEKTUBHOCTU TKAHEN NMNofa TENEHKa, KPOME KPOBU, HE NMpoBoaunock (oTpuuatensHas 6uonpoba Ha
Mbllwax). Tenara, poXAeHHble OT CaMOK, MOMyYMBLUMX 3MOPMOHBI OT KPYMHOTO POratoro ckoTa, nmopaxeHHoro BSE,
BbDKMBANW B TEYEHVE NMeprvodoB HabMAeHWs OO0 CEMW MET, U aHanva3 MO3ra Kak HeropaKeHHbIX CamMoK, Tak U WX
NOTOMCTBA He nokasan Kakon-nubo rybyaTton sHuedanonatmum unun PreTSE.

b PanHue cooblueHns o nepeaade cnopaauyeckoil uHekTneHocT CJD yepea nynoBUHHY KPOBL U KONOCTPYM
YenoBeka He NOATBEPAMMUCE W CYATAKOTCS ManoBeposTHeIMU. Bronpoba oT kopoebl ¢ BSE Ha TpaHCreHHsIx Mbilwax,
cBepxakcnpeccupytowmnx PrP kpynHoro poratoro ckota, gana oTpuuareneHbld pesynestat, a Tawke PrPTSE He 6bin
obHapyxeH B KOMOCTpyMe KpyMNHOro poraTtoro ckoTta, uHKybupoeaeLwero BSE nocne akcnepumeHTansHoro nepopansHoro
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D.3.5 KoHTponb 3ab6oa u o6padoTku (cm. NCO 22442-2)

MaroToBuTENb AOMKEH NPUHATL BCE HEoBXoauMmble Mepbl ANs CBEAEHUS K MUHUMYMY pUcKa NepekpecTHOW KoHTa-
MUHaLMK Bo Bpemsa 3abosa 1 0BpaboTku.

D.3.6 MeToabl, ucnonb3yemMsie Ans Ae3akTUBauum Unu yoaneHus areHtoB TSE (cm. UCO 22442-3)

[ns u3genuin, KOTopble HEe MOTYT BbiAepaTk Npouecc Ae3akTuBauvu/yoaneHns 6es HenpuemnemMon gerpagauum,
M3roTOBMTEND OOMKEH NonarateCa B OCHOBHOM Ha KOHTPOmNb MCTOYHMKOB (cm. MCO 22442-2).

[na gpyrvx wagenuii B cnyyae 3adBfeHuin M3roToBUTENA O CNOCOBHOCTU NPOM3BOACTBEHHBLIX MPOLIECCOB YOANUTL
WNK 0e3aKTUBMPOBaTL areHThl TSE, TakoBble A0MKHbI ObITh NOAKPENIeHbl COOTBETCTBYIOLLEN JOKYMEHTaUMER. YMeCcTHas
nHchopmaums U3 COOTBETCTBYHOLLErD 0630pa Hay4HOW NUTepaTypbl MOXET ObITb MCMONbL30BaHa AN NOAAEPKKN hakTOpoB
0e3aKTUBALUW/YHUYTOXKEHUS B CryYasX, Koraa onpedeneHHbIe NpoLecesl, NpeacTaBeHHbIe B NMUTEPaType, CONOCTaByMbI
C UCMOnb3yeMbIMK AN M30enns.

B cny4ae ecnuv 0630p nuTepaTtypbl He MOXeT 000CHOBATL 3asdBINeHWUs, TO M3rOTOBUTENb AOMMKEH NPOBECTH Cneun-
anbHOe UccnenoBaHue gesakTuBauumn U/Mnn YHUHTOXEHWS], KOTOPOe AOMKHO NpedycMOoTpeTb CneayoLlee:

- YCTAHOBMEHUE ONacHOCTU, CBA3AHHON C TKaHbLH;

- YCTaAHOBMEHUE COOTBETCTBYHLLMX MOOENbHLIX areHToB TSE;

- pauMOoHanbHYK OCHOBY BbiDOpa KOHKPETHbIX KOMBMHAaUWA MoaenbHbIX areHToB TSE;
yCTaHOBMNeHwe ctagvu, 3bpaHHon Ana yHUHTOXEHUs u/unu gesaktmeaumm areHtoB TSE;

- Bbl4MCMEHUE KO3(PPULMEHTOB COKpaLLEHNS.

3aKknYMTENBHBIM OTYET OOMKEH ONpenennTb NPOUM3BOACTBEHHbLIE NapameTpbl U Npeaensl, KpUTUYeckne Ansa ag-
heKkTUMBHOCTM NpoLecca Ae3akTUBALUK UM YHUYTOKEHWS.

Heobxogumo npuMeHTE Haanexalle npouenypbl, OTpaXeHHsle JOKYMEHTaNbLHO, Ans obecnedyeHns ncnonbL3oea-
HUS1 YyTBEPXKAEHHBIX NapaMeTpoB 0bpaboTky BO BpemMsA 00bIMHOrO Npou3BoacTEa.

D.3.7 NoaeepxeHHocTL pUcky TSE

D.3.7.1 KonuyecTBo MCXOQHOrO MaTepuana »KMBOTHOMO NPOUCXOXAeHUs, HeobxoaMMoro Ans npon3BoacTBa O4HON
eanHuubl MIA.

MaroToBuTENb AOMKEH OLEHUTH KONMMYECTBO HEOBpaboTaHHbIX TKAHEW UMM NPOU3BOAHLIX XKUBOTHOMO NPOUCXOXOE-
HWA, HeobxoaMMbIX ANA NPOM3BOACTBAa 0QHOW eanHuubl M. MarotoBuTens OOMKeH OUEHWTb, UMEET MU NMPOW3BOACTBEH-
HbIA NpOUECC NOTEeHUMan K KoHUeHTpauun ypoBHeN areHToB TSE, npucyTCTBYHOWNX B MCXOOHbBIX XUBOTHBIX TKAHAX WK
NPOW3BOHbBIX.

D.3.7.2 KonuyecTBo MaTepuana >XMBOTHOMO MPOUCXOMOEHWNS, KOHTAKTMPYHOLLIErO C NaLUMeHTaMu 1 Nonb30BaTensamm

M3roToBUTENN OOMKHBI YYMTBIBATL MaKCUMAarbHOE KONMMYECTBO MaTepuana XMBOTHOTO MPOWCXOXOEHWSA, KOTOPbIN
MOXET KOHTakTUpPOBaTb C NauMeHTaMu U rnonb3oBatenaMu (BkMw4das kakyro-nnbo abcopbuwmio w/unu gerpagauuio). He-
06xooMmo yuuTeiBaTe KonudecTeo M, koTopoe MOXKET BbiTh MCNOMBL30BAHO B AAHHOW NpoLeaype, U YUCro npoueayp.

D.3.7.3 Cnocob BBeaeHus

Heobxogumo yumTeIBaTE cnocob BBeAeHUs, pekoMeHO0oBaHHbIN B MHpopMaumy 06 nagenuu. OT HaMBLICLLErO pucka
[0 CaMoro HU3KOro, NepeYeHb COCTOUT 13:

a) M3Oenuin, KOHTaKTUPYIOLLUX C LeHTpanbHOM HEPBHOWM CUCTEMOM (BKITKOYAs BHYTPUINasHoOW NyTb BBEAEHUSA);

b) n3genui, KOHTAKTUPYHOLWWX C UEHTPansHON cucTeMoll KpoBoobpalleHnsa MnM BBOAMMBIX NapeHTepansHo, Wnv
VMHBa3MBHbIX YCTPOWCTB, UNW nNpucnocobneHnii ucnonb3yeMblX Ha OTKPbITLIX paHax, BKMoYas npenapatol AN nedYeHvs
A3B;

C) u3genuii, Tpebylolmx BBEAEHWA HA HENOBPEXAEHHLIE CMM3NCTLIE MeMOpaHb!, HaNpUMep KOHbIOHKTUBHBIE, BHY-
TPUHOCOBbLIE, OpOHXMANbHbIE, PEKTArbHbIE, BarMHarnbHble, MOYEBOTO My3bIps; M3OENWiA, KOTopble JOMKHBI OCTABaThLCA B
POTOBOI MONOCTK (POTOBLIE, NOABLA3LIYHEIE) UK BbITE NPOrMOYEHHEIMY;

d) npogykToB, NpegHasHa4YeHHbIX ANs HAHECEHWS HA HEMOBPEXOEHHbLIE KOXHbIE NMOKPOBHI.

D.3.7.4 Onpegenenue pucka Ang BpeMeHW BO3AENCTBIUA

CnenyeT OUEHUTL BNUAHWE BPEMEHU BO3OelCcTBUA Ha pvck TSE 1M onpenennTb cTeneHb 3TOro BMUAHWA HA COBO-
KynHeIA puck TSE.
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MpunoxeHne OA
(cnpaBo4Hoe)

CBegeHUA 0 COOTBETCTBUM CChINMOYHbIX MeXOYyHapodHbIX CTaHOAAPTOB HAUWOHANbHbLIM
WU MeXrocygapcTteBeHHbIM CTaHOapTam

Tabnwuua OA.1

OTBETCTBMA CTaHOAPTOB!

- IDT — ngeHTu4HbIE CTaHAApPThI.

O603HaYeHWe CCbINQYHOro CreneHb 0OB03Ha4YeHe 1 HaMMEHOBaHWE HaUMOHANLHOIO,
MeXyHapoaHore ctaHgapra COOTBETCTBUA MeXrocynapCcTBeHHOro ctasjgapra
NCO 10993-1 IDT [OCT ISO 10993-1—2021 «MN3penusa meguumHcke. OueHka duonoru-
YecKoro OencTBMa MeauuuHckux nagenuin. Yacte 1. OueHka u uccne-
[0BaHWA B NpoLecce MeHeaXMeHTa pucka»
NCO 14971 IDT FOCT 1SO 14971—2021 «WM3genua meguuuHckue. [NpumeHeHne Me-
HeOXMEeHTa pUCKa K MeOULMHCKUM M3Oenusams»
NCO 22442-2 IDT MOCT P UCO 22442-2—2025 «W3genua mMeguuuHCKUE, WMCMoNb3yio-
LMe TKaHW M UX NPOU3BOOHbIE XMBOTHOIO NMpoucxoxaeHws. Yacte 2.
KoHTpone oT6opa, cbopa n obpaboTku»
NCO 22442-3 IDT FOCT P NCO 22442-3—2011 «W3genns meguuMHCKME, UCMONb3ylo-
LWMe TKaHW WU WX NMPOM3BOOHLIE XMBOTHOMO NpoucxoXaeHus. Yacts 3.
Banupoaumna yHUYTOXEHWS W/NK 0e3aKTMBaLMM BUPYCOB M areHTOB MH-
hekUMOHHON ryByaTomn aHuedanonaTum»
MpumeyvaHne — B HacToAWwen Tabnuue MCNonb30BaHO crneayollee yCroBHoe 0603Ha4YeHWe CTENeHn co-
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ISO 10993-16, Biological evaluation of medical devices — Part 16: Toxicokinetic study design for degradation
products and leachables (M3genus meguumHckue. OueHka BMONOrMYEcKoro OeWCTBMSA MeOULMHCKUX WM3Oenui.
Uacte 16. KoHuenuus TOKCMKOKMHETUYECKUX WCCINEnOBaHWA MPOAYKTOB Pa3fOXEHWA W BbILENa4yvBaeMbiX Be-
LecTB)

ISO 10993-17, Biological evaluation of medical devices — Part 17: Toxicological risk assessment of medical device
constituents (Ouerka Buonoruyeckoro AeVcTBMA MeAUUMHCKUX u3genui. YacTte 17. OueHka TOKCUKONMOrM4eckoro
pyUcKa KOMMOHEHTOB MEAULIMHCKIAX N3LeNniA)

ISO 10993-18, Biological evaluation of medical devices — Part 18. Chemical characterization of medical device
materials within a risk management process (OueHka 6uonorn4yeckoro 4encTBUA MegUuUMHCKUX nagenuia. Yactb 18.
MccnegoBaHMe XMMUYECKUX CBOWCTB MaTepyanoB B paMKax npouecca MeHeoXMeHTa pucka)

ISO/TS 10993-19, Bioclogical evaluation of medical devices — Part 19: Physico-chemical, morphological and
topographical characterization of materials (OueHka Buonornyeckoro AeicTBUA MeQUUMHCKMX nagenuin. Yactb 19.
McenenoBaHusa oU3MKo-XUMUYECKNX, MOPHONOrMiecknx 1 Tonorpaduyeckmx CBONCTB MaTtepuanor)
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[18] 1SO/TS 10993-20, Biological evaluation of medical devices — Part 20: Principles and methods for immunotoxicology
testing of medical devices (OueHnka Bnonorudeckas meguuUUHcKkmMx nagenuin. Yacts 20. MpuHUUnEl 1 MeTOAbI UMMY-
HOTOKCHMKOMNOTMYECKNX UCMbITAHUA MEOULIMHCKAX N3AENUii)

[19] 1SO 11135 (Bce yacTu), Sterilization of health-care products — Ethylene oxide — Requirements for the development,
validation and routine control of a sterilization process for medical devices (Ctepunusauva MeQULMHCKMX M3OENNIA.
TpeboBaHuA k pa3paboTke, BanMAaLUMK U PErYNAPHOMY KOHTPOMK NpoLEcca CTEpMNM3aum MeaMLUHCKUX uaae-
nuia)

[20] 1SO 11137 (Bce yacTm), Sterilization of health care products — Radiation (Ctepunusauua MmeguuuHCKoW Npogykuun.
PagunaunoHHas cTepunusauuns)

[21] 1SO 11737 (Bce vactu), Sterilization of health care products — Microbiclogical methods (Ctepunusauua meavumH-
ckux nsgenui. Mukpotuonornyeckne MeToabl)

[22] 1SO 13408-1, Aseptic processing of health care products — Part 1: General requirements (AcenTuyeckoe npoua-
BOACTBO MeguuuHCcKow npoaykuun. Yacte 1. O6wme TpeboBaHmA)

[23] 1SO 13408-2, Aseptic processing of health care products — Part 2: Sterilizing filtration (AcenTuyeckoe npowsesoa-
CTBO MedMUMHCKOW npoaykumn. YacTte 2. CTepunuayowan punstpagns)

[24] 1SO 13408-3, Aseptic processing of health care products — Part 3: Lyophilization (Acentuyeckoe npou3BogcTBo
MeauUMHCKOW npoaykumn. Yacte 3. Nnodununsaums)

[26] 1SO 13408-4, Aseptic processing of health care products — Part 4. Clean-in-place technologies (Acentu4eckoe
NpPon3BoACTBO MeAWLMHCKOW npoaykumu. YacTte 4. MeTogukn o4nCTKK Ha MecTe)

[26] 1SO 13408-5, Aseptic processing of health care products — Part 5: Sterilization in place (AcenTuyeckoe npovseoa-
CTBO MedMUMHCKOW npoaykumnu. Yacte 5. CTepunuaaums Ha MecTe)

[27] 1S0 13408-6, Aseptic processing of health care products — Part 6: Isolator systems (AcenTnyeckoe npon3BoaCTBO
MeaWLMHCKOW npoayKkunuK. YacTe 6. M3onupyroLlne cuctemMsbl)

[28] 1SO 13408-7, Aseptic processing of health care products — Part 7: Alternative processes for medical devices and
combination products (AcenTuyeckoe NPoM3BOACTBO MEAULMHCKOW NpoayKUUn. YacTe 7. ANsTepHaTUBHLIE TEXHO-
noruv Anst HecTaH4aPTHBIX MeOWLMHCKUX M3AENnii 1 KoMBMHaLMIA NpoayKToB)

[29] 1SO 13485, Medical devices — Quality management systems — Requirements for regulatory purposes (M3genus
MeguumHckne. Cuctembl MeHeMKMEHTa KadecTea. TpeboBaHWa ANs Lenein perynupoeaHuns)

[30] 1SO 14160, Sterilization of health care products Liquid chemical sterilizing agents for single-use medical devices
utilizing animal tissues and their derivatives Requirements for characterization, development, validation and routine
control of a sterilization process for medical devices (CTepunuzaums MeguLMHCKON NpogykumMn. 2Kugkme ctepunu-
3ylOLMe CPeAcTBa ANA OAHOPAa30BbIX MEAULMHCKUX U3AENWIA, COAEPKALLMX TKAHW KNBOTHLIX U MX NPOU3BOAHLIE.
TpeboBaHus K oNpefeneHVio XapakTepucTuk, paspaboTke, Banvaaumuy 1 TeKyLLeMy KOHTPOIK npouecca CTepunu-
3aUun MEOVLMHCKMX M3OEnnin)

[31] 1SS0 14937, Sterilization of health care products — General requirements for characterization of a sterilizing agent
and the development, validation and routine control of a sterilization process for medical devices (Ctepunuzauusn
MeauuMHCKoN npogykuumn. Obwue TpeboBaHWs K ONpeaeneHnto XapakTepucTUK CTepMU3yIoLLero cpeacTea v pas-
paboTke, Banuaaumnm 1 TEKYLLUEMY KOHTPOIMIO NpoLecca cTepunuiaunm MeqULMHCKUX U3OEnni)

[32] IS0 17664, Processing of health care products — Information to be provided by the medical device manufacturer
for the processing of medical devices (O6paboTka MeguUUHCKOW npoaykuuu. MHdopmMauus, npegoctaenaemasi
V3roTOBUTENEM MEeOVLMHCKMX n3genuin ana nx obpabotkn)

[33] IS0 17665-1, Sterilization of health care products — Moist heat — Part 1: Requirements for the development,
validation and routine control of a sterilization process for medical devices (Ctepunuzauva MeaWLUMHCKORN Mpo-
aykuun. Ctepunusaums napom. Yacts 1. TpeboeaHua k pa3paboTtke, BanMaaunmM n TekyLLemMy KOHTPO npouecca
CTEPMIM3aLMN MEOULWHCKUX N3OETNIA)

[34] European Pharmacopoeia, 2.6.8 Pyrogens

[35] European Pharmacopoeia, 2.6.14 Bacterial endotoxins

[36] European Pharmacopoeia, 5.2.8 Minimizing the risk of transmitting animal spongiform — encephalopathy agents
via human and veterinary medicinal products
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[37] US Pharmacopeia, 85> Bacterial Endotoxins Test

[38] US Pharmacopeia, 151> Pyrogen Test

[39] Supplement 1, Japanese Pharmacopoeia XIV, 17. Basic Requirements for Viral Safety of Biotechnological/Biological
Products, listed in Japanese pharmacopoeia, pp. 1618-1631, 2003

[40] Global Harmonization Task Force (GHTF) — Study Group 1 (SG1) Document No. NO29R13, Stage PD dated
December 2003 (http://www.ghtf.org)

[41] WHO Guidelines on Transmissible Spongiform Encephalopathies in relation to Biological and Pharmaceutical
Products, 2003 (https://www.who.int/bloodproducts/publications/en/WHO_TSE_2003_.pdf)

[42] WHO Guidelines on Tissue Infectivity Distribution in Transmissible Spongiform Encephalopathies,2006(https://
www.who.int/bloodproducts/TSEPUBLISHEDREPQORT.pdf)

[43] WHO Tables on Tissue Infectivity Distribution in Transmissible Spongiform Encephalopathies, Updated 2010
(https:/fwww.who.int/bloodproducts/_ tablestissueinfectivity.pdf)

[44] EMEA/410/01 Rev.3 — June 2011, Note for guidance on minimising the risk of transmitting animal spongiform
encephalopathy agents via human and veterinary medicinal products adopted by the Committee for Proprietary
Medicinal Products (CPMP) and by the Committee for Veterinary Medicinal Products (CVMP) — Official Journal of
the European Union 5.3.2011

[45] EMEA/CPMP/571/02 — February 2002, Public statement on Lactose prepared using calf rennet of the European
Agency for the Evaluation of Medicinal Products

[46] Terrestrial Animal Health Code from OIE — Office International des Epizooties/World Organisation for Animal
Health https://www.oie.int/

[47] 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 (in Japanese)

[48] Assessment of Risk of Bovine Spongiform Encephalopathy in Pharmaceutical Products, Part 1, Pharmaceutical
Research and Manufacturers of America (PhRMA) BSE Committee, BioPharm., 11, Number 1, pp. 20-31, 56,
January, 1998

[49] Assessment of Risk of Bovine Spongiform Encephalopathy in Pharmaceutical Products, Part 2, Example Risk
Assessment for a Hypothetical Product, Pharmaceutical Research and Manufacturers of America (PhRMA) BSE
Committee, BioPharm., 11, Number 3, pp. 18-30, March, 1998
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KntoyeBble cnoBa: nzgenve MeguunHCKoe; TKaHW XXUBOTHbBIX M NX Nnpon3BO4HbIE; MEHEOXMEHT PUCKa
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