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MNpepgnucnoBne

1 NOATOTOBJ/IEH ABTOHOMHON HEKOMMepYecKoW opraHusaunein «UMHCTUTYT Me[UuKo-61M0N0rnyecknx
nccnegoBaHuin n texdonorunii» (AHO «MMBUWT») Ha ocHOBe COGCTBEHHOrO nepeBofa Ha PYCCKU A3blK aH-
rNOA3bIYHOW Bepcuu cTaHfapTa, yka3aHHOro B NyHkTe 4

2 BHECEH TexHuW4Yeckum KOMUTETOM Mo cTaHgapTu3aumm TK 422 «OueHka 6uonornyeckoro geiictens
MeaNLUNHCKUX n3genmnii»

3 YTBEPX/AEH W BBEAEH B LEWCTBUWE [Mpukasom ®enepanbHOro areHTCTBa MO TEXHUUYECKOMY
perynuposaHui n metponoruu ot 17 anpensa 2025 r. Ne 311-cT

4 HacToawwnin cTaHfapT ugeHTMuYeH mexagyHapoaHomy ctaHgapTty NCO 22442-2:2020 «N3penna megn-
LMHCKME, NCNONb3YOLWMe TKaHN U UX NPOU3BOAHbIE XMBOTHOTO npoucxoxaeHusa. Yactb 2. KoHTponb oT6opa,
cbopa n obpaboTkm» (ISO 22442-2:2020 «Medical devices utilizing animal tissues and their derivatives —
Part 2: Controls on sourcing, collection and handling», IDT).

Mpu NnpuMeHeHUn HacTosAWero craHgapTa peKkoMeHAyeTCA MCMNO0/b30BaTb BMECTO CCbIZIOYHbIX MeXay-
HapoAHbIX CTaHAAPTOB COOTBETCTBYHOLWMNE UM HaLMOHA/IbHbIE CTaHA4apThl, CBEAEHNSA O KOTOPbIX NPUBELEHbLI B
LONONTHUTENbHOM npunoxexHuun JA

5 B3AMEH IFOCT P NCO 22442-2— 2011

MpaBuna NpUMeEHeHNs HACTOSALLEro cTaHgapTa yCTaHoB/IeHbl B cTaTbe 26 defepasibHOro 3akoHa
0T 29 noHa 2015 r. Ne 162-®3 «O cTaHgapTu3auum B Poccuiickoin ®egepaummn». MHdopmauusa 06 nameHe-
HUSAX K HACTosALWEeMy cTaHgapTy ny6nnkyeTCcs B eXerogHom (No coCTOsAHMIO0 Ha 1sHBapsa TeKyLero roga)
MH(pOpMAaLMOHHOM yKasaTene «HauuoHanbHble CTaHAapThi», a ouuManbHbll TEKCT U3MEHeHUn n no-
npaBOK— B eXeMeCs4YHOM yKa3zaTene «HaunoHanbHble cTaHgapThi». B ciyvyae nepecMoTpa (3aMeHbl) Win
OTMeHbI HACTOSLLLEro cTaHjapTa CooTBeTCTBYLee yBeJoMeHne 6yaeT ony6nkoBaHo B 6avkaliem
BbIMYCKEe €XeMecsYHOro MHopmaLoHHOIo ykasaTens «HauuoHanbHble cTaHaapThi». COOTBETCTBYIO-
Wwas nHdopmauus, yseomMeHme M TEeKCThbl pasMeLLanTCca Takke B UHOopMaLMOHHON cucTeme obLiero
NnoNb30BaHUA — Ha ogomumanbHoOM caliTe defepasbHOro areHTCTBa N0 TEXHUYECKOMY pPerysimpoBaHuio 1
MeTponorum B ceTu MIHTepHeT (Www.rst.gov.ru)

© IS0, 2020
© OdopmneHne. ®rbY «MHCTUTYT cTaHgapTusaumm», 2025

HacTosiwuii ctaHgapT He MOXeT GbiTb MNOMIHOCTHLIO WM YAaCTUYHO BOCMPOM3BEEH, TUPAXUPOBAH W pac-
npocTpaHeH B kayecTBe OouLMaNbHOIO M3gaHus 6e3 paspeweHus degepasibHOrO areHTCTBa MO TexHUYe-
CKOMY peryiinpoBaHui0 U MeTPOIOrnn
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BBepneHne

MCO (MexayHapogHasi opraHmsauma cTtaHfapTusauum) sBASeTCS BCEMUPHON dhepepauunein opraHos
HauuoHanbHbIX CTaHAapToB (opraHu3aunnm — uneHbl NCO). PaboTa no noAroToBke MeXAYHapoAHbIX CTaH-
AapToB 06bIYHO OCyLLecTBNAETCA TeXHMYeckummn kommtetamun MCO. Kaxgas opraHu3aumsa-yaeH, 3amHTepeco-
BaHHasA B npegmeTe, AN KOTOPOro cO3faBasiCa TEXHUYECKWNA KOMUTeT, uMeeT NpaBo 6biTb NpeAcTaB/eHHONW B
3TOM KOMUTeTe. MexayHapoaHble NPaBuTeNbCTBEHHbIE VU HENPABUTE/ILCTBEHHbIE OpraHmM3aumnn Takxe NpuUHU-
MarT yyacTue B pabote Bo B3aumopeiicteum ¢ MCO. MCO TecHO coTpyaHuMyaeT ¢ MexayHapoaHON anekTpo-
TexHuyeckon komuccueli (MIOK) no Bcem Bonpocam 3/71€KTPOTEXHUYECKON cTaHjapTusauuu.

Mpouenypbl, NPUMEHEHHbIE Npy pa3paboTke HACTOSAWeEro cTaHgapTa, a Takke npouenypbl, npegHasHa-
YeHHble ANA ero ganbHelwen nogaepxkn, onucaHbl B Aupektnsax MCO/M3K, yactb 1. B 4aCTHOCTM, HYXHO
OTMeTUTb HEeOo6XOAMMOCTb pas/IMYHbIX KpUTEPUEB YyTBEPXAEHWUS A8 pas3InyHbIX TUNOB JOKymeHToB WCO.
[daHHbIli fOKYMEHT 6bl1 cocTaBfeH B COOTBETCTBMM C pefaKuMOHHbIMKU npaBunamun Aupektus MCO/M3IK,
yacTb 2 (cm. www.iso.org/directives).

Heob6xoaMmo 06paTTb BHUMAaHME HAa BO3MOXHOCTb TOr0, YTO HEKOTOPbI€ 3/1eMeHTbl HacTofAlero cTaH-
AapTa MoryT 6bITb 06bEKTOM MaTeHTHbIX npaB. NCO He HeceT OTBETCTBEHHOCTU 3a BbIAB/IEHHbIE Kakue-nn6o
MnAn nofobHble NaTeHTHble npasa.

MofpobHana nHdopmaumsa 0 A6bIX NaTEeHTHbIX MpaBaX, BbiABAEHHbIX B Xo0fe pa3paboTky AOKYyMeHTa,
6yfneT npuBegeHa BO BBeAEHUM W/MAM B NepeyHe MONYYEHHbIX NaTeHTHbIX Aeknapauuin NCO (cm. www.iso.
org/patents).

Niob6as ToproBas Mapka, ykaszaHHasa B cTaHgapTe, ABnseTca uHdopmauuein, npusefeHHoONn ANA yAao6-
cTBa nofb3oBaTtesieli, U He ABNAETCA pekKn1amoil.

Ana pasbAcHeHWs AO6POBOMLHOIO Xapakrepa cTaHAapToOB, 3HAYEHUA KOHKPETHbIX TepMUHOB MICO 1 Bbl-
paxeHui, cBA3aHHbIX C OL,EHKO COOTBETCTBUA, a Takxe uHdopmaumm o npusepxxeHHoctn NCO npuHumnam
BTO no TexHuyeckum b6apbepam B Toprosne (TBT), cm. cneayowunii URL: www.iso.org/iso/foreword.html.

[daHHblli cTaHpgapT 6bl1 noaroToBaeH TexHuyeckum komutetom UMCO/TK 194 «Buonormueckas um knu-
HMYyeckas oueHKa MeAULWHCKUX n3genuii», nogkomuteT MK 1 «Be3onacHOCTb TKaHEBbIX NPOAYKTOB», B CO-
TpyaHunyecTBe ¢ EBponelickum komuteTom no ctangaptusauun (CEN), TexHuuyeckuii komutet CEN/TC 206
«OueHKa 6MOI0rMYECKOro U KIMHNYECKOro AeACTBUSA MeAULUHCKUX U34eNnil» B COOTBETCTBMM C COrnalleHn-
eM 0 TexHuMyeckom coTpyaHudectse mexay MMCO n CEN (BeHckoe cornaweHue).

TpeTbe u3gaHWe MeXrocyfgapCTBEHHOro cTaHjapTa OTMeHseT W 3ameHsAeT BTOpoe wu3sgaHue
(MCO 22442-2:2015).

Mo cpaBHeHUIO C NpeablAyLWUM U34aHNeM, OCHOBHbIMU U3MEHEHUAMUN ABAAKOTCA:

- 06HOBNEHHasa cCblfika Ha meTof ornyweHus B A.3.2.5, npumeyaHune 1,

- pobaBneHO pa3bsACHEHMe NO BKAKYEHUI B AMana3oH mMaTepuasnioB OT NAOTHOPOrUX W APYTNX BUAOB,
NoABEPXEHHbIX TPAHCMUCCUBHOW rybyatoin sHuedanonatuu;

- no6aBneHO pa3bACHeEHMEe N0 aTUNUYHbLIM BuAaM rybyaTtoli saHuedanonaTtnm KPynHOro poratoro ckoTa,
0CO6EHHO B COYETaHUN C BHYTPUYEPENHbIMWU NMPUMEHEHUAMMU;

- YAy4YleHHbIi NOoTeHuMan npMMeHeHWs BaNMAMPOBAHHOIO GMOXMMMUYECKOTro UccnefoBaHUA Ha ycTa-
HOB/IEHNE HaNn4usa TPAHCMUCCUBHON rybyaTon aHuedanonatuu.

Cnuncok Bcex yacTeli cepun NCO 22442 HaxoguTcsa Ha calite UCO.

Nlo6ble OT3bIBbl UM BOMPOCHI MO JAHHOMY AOKYMEHTY [LOJIXHbl HanpaBAATbCA B OpraHam HauuoHasb-
HbIX CTAHAApPTOB NOMb30BaTeNsA. VIX NOMHbLIA NepeyYeHb HaxoAMUTCca Mo agpecy www.iso.org/members.html.

HekoTopble MeAUUNHCKUE U3L4eNnsa UCNOMb3YIDT MaTtepuasnbl XXUBOTHOTO NPOUCXOXAEHUS.

TKaHW XXWBOTHbIX U UX NPOU3BOAHbIE MPUMEHAT B pa3paboTke v NPOU3BOACTBE MeAULUHCKUX U3genuni
Ansa obecneyeHns akcnayaTtauMOHHbIX KayecTB, U36pPaHHbIX M3-3a NPEeUMyLecTB N0 CPABHEHWUIK C MaTepu-
anamMmy HEeXWBOTHOrO MPOUCXOXAEeHUs. [lnanasoH U KOMYECTBO MaTepuasnoB XUBOTHOTO NPOUCXOXAEHUA B
MeANLMHCKUX U3fenuax MOryT pasnuyaTtbcs. Taknme maTepuansl ABAAKTCA 3HAUYMTENIbHOW 4yacTbio M3genus
(Hanpumep, 6bl4bU/CBUHBIE CepAeYHble KnanaHbl, KOCTHble 3aMecTUTenun AAS CTOMaTO/IOTMYecKoro uan op-
Tonean4Yeckoro NPUMeEHeHUs, remocTaTtmyeckme usgenus), MoryT ObiTb BHELWHMM C/0eM U3[enns unum ero
NPONUTKON (Hanpumep, KONMareH, XenaTuH, renapuH), NTM60 Ncnonb3oBaThCA B Npouecce Npou3BoAcTBa Ma-
Tepnana (Hanpumep, XUPOBble NMPOU3BOAHbIE, TakMe Kak ofieaTbl U cTeapaTtbl, aIMOpUOHanbHasa Tensaubs Cbl-
BOpOTKa, pepMeHTbl, KyNbTypanbHas cpeaa).

N3roToBuTeNb mosyyaeT TKaHW M UX NPOU3BOAHbIE AN1A NMPUMEHEHUS B MeAULUHCKUX U3[eNnnsax u3 pas-
HbIX UCTOUYHWKOB, TakMX Kak ctaja uau ctam, a Takxe Ucnonb3ysa KOMMepyeckuii c6op (Bka4Yas pblGHYO N0B-
n). HekoTopble cneynannsnpoBaHHble oTpacnu Takke ob6pabaTbiBaloT MaTtepuasnbl XUBOTHOIO NPOUCXOXAe-

\Y
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HUA ANa Npou3BOACTBA FOTOBOrO NMpoAykTa (Hanpumep, XenaTuHa), BKI1OYAeMOro M3roToBMTeNneM B KayecTBe
Cblpbsi B TOTOBOE MeAWLUHCKOE u3genue.

HacTtoawwnin ctaHgapT npeAHasHayeH K MPUMEHEHWI B COYETaHUM C APYTMMW ABYMS 4acTaMu cepuu
NCO 22442. MoryT 6biTb NPUMEHUMbBI pEernoHanbHble HOpMaTUBbl 6e3onacHoCcTU. N3roToBUTENN A0MXKHbBI 06-
pawartbca K MCO 22442-3 ana nonyyvyeHns mHdopmaymm no Banugauynu yganeHnsa n/vnm geaktnsaumm Bupy-
coB u areHTtoB TSE.

HacTtoawunii ctaHgapTt He TpebyeT NOMHOW CUCTEMbl MeHeAXXMeHTa KayecTBa Ha NMPOW3BOACTBE, HO CO-
OEepPXUT TpeboBaHNA K OTAE/IbHbIM 3/1eMeHTaM CUCTeMbl MeHe[)XMeHTa KayecTsa. BHumaHne npusnekaeTca K
cTaHgapTam cuctem MeHegXMeHTa kadecTtBa (cm. MCO 13485), KOHTpO/IMpYyKLW MM BCe CTaaun Nnpou3BOACTBa
unn nepepaboTkM MEeAULUHCKUX U3AeNnin. DneMeHTbl CUCTeMbl MeHeaXXMeHTa kayecTBa, Tpebyemble HacToA-
WKMM CTaH4apTOM, MOTYT ABAATLCSA YacCcTblo CUCTEMbI MEHEAXMEHTA KavyecTBa, cooTBeTcTBylowein NCO 13485.
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HALULWOHAINDBHEBI R CTAHAOAPT POCCUWNCKOW PEOLEPALMNMN

N3OENNA MEONMUMHCKUNE, NCMNOJIb3YIOWWME TKAHW
M UNX NMPON3BOAHBLIE XNBOTHOIO MPOUNCXOXOEHWNA

YacTb 2

KoHTponb oTbopa, c6opa n o6paboTkun

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

[ata BBegeHuna — 2025—09—01

1 O6nactb NpPUMeEHeHUsA

HacTosiwuii ctaHgapT ycTaHaBuBaeT TPe60BaHUA K KOHTPOO Hag UCTOYHMKAMW U OTGOPOM XMUBOT-
HbiX, a Takxe K o6paboTke (BK/OUYas XpaHeHWe U MepeBO3KY) XMBOTHbIX W WX TKaHel ANs NpousBofcTBa
MeauUUHCKUX nsgenuii (M) ¢ ncnonb3oBaHUEM MaTepUanoB XWBOTHOTO NMPOUCXOXAEHUS, 38 UCKIOUYEHUEM
anarHocTudyeckux MU in vitro.

HacTosiwuii cTaHgapT NPUMEHMM B TeX cnydyasx, rge Toro TpebyeT Npouecc MeHeXMeHTa pucka, Kak
onucaHo B NCO 22442-1.

MpumeuyaHue — W36upaTenbHOCTb UCTOYHUKOB CUATAETCS OCOGEHHO BaXKHOW A1 MEHeXMeHTa pucka WH-
(heKLMOHHON rybuaToli aHuedanonatum (TSE), T. €. Npu UCNOb30BaHUN TKaHEW XMBOTHOTO MPOMCXOXAEHMA WM nX
NPOV3BOAHBIX, NOYYEHHbIX OT KPYMHOrO pOraToro ckoTa, OBEL, U KO3, OfIeHe, Noceid, HOPOK UMW KOLLEK.

HacTtoawuii cTaHfapT He pacnpocTpaHAaeTcs Ha MCNOoNb30BaHWe TKaHel 4YenoBe4vyeckoro npoumcxoxpge-
HUA B MU.

Hactoawwnin ctaHgapT He onpegenseT cMCcTeMy MeHeAXXMeHTa KayecTBa 41A ynpaB/eHWss BCeMU cTagun-
AMKN npoussoactea MU.

2 HopmMaTuBHbIE CCbIJIKM

B HacToAweM cTaHgapTe Mcnosib3oBaHa HOpMaTWBHAS CCbiNlka Ha crnegylwuwuini ctaHgapTt [4na gatupo-
BAHHbIX CCbI/IOK MPUMEHAKT TONbKO yKa3aHHOe u3jaHue CCbI/IOYHOrO cTaHjapTa, AN HefaTUpPOBaHHbIX —
nocnegHee nsgaHue (Bknw4vas Bce M3MeHeHUS)]:

ISO 22442-1, Medical devices utilizing animal tissues and their derivatives — Part 1: Application of risk
management (13genusa MeAnUUHCKME, UCNONb3YKOLINE TKAHU U UX NPOU3BOAHbLIE XUBOTHOMO MPOUCXOXAEHUS.
YacTb 1. lIpuMeHeHne MeHe[)XMeHTa pucka)

3 TepMuHbI 1 onpegeneHus

B HacTosiweM cTaHgapTe NpUMeHeHbl TepMUHbI Mo NCO 22442-1, a Takxe crefylline TEPMUHbI C CO-
OTBETCTBYKOLWMMU ONpefeieHUussMN.

NCO n M3K BeayT TepMUHOMOrMyeckme 6asbl faHHbIX 419 UCNOMb30BaHUA B cTaHAapTu3auum no cne-
aylounm agpecam:

- Onektponegusa M3K: pgoctynHa Ha http://www.electropedia.org/;

- nnatdopma oHnaiH-npocmoTpa NCO: pgocTynHa Ha http://www.iso.org/obp.

M3pgaHne odpuymnanbHoe
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3.1 c6op (collection): 3abop TKaHEW y XMBOTHbIX.

3.2 3aMkKHyTOe cTagno (closed herd): Crtago, ynpaB/sieHne KOTOpPbIM perympyetcsa ctaHAapTHbIMU one-
paunmoHHbiMK npoueaypamu (COTM), onpeAenawWMMN KPUTEPUN MO OTPaHNYEHNI0 NMPMeMa HOBbIX XUBOTHbIX,
4YTO6bl rapaHTMpoOBaTb, YTO BCE BHOBb NMPUHATbIE XWUBOTHble MO 3[0POBbI HAxXxoAATCA Ha OAMHAKOBOM UMM
6051€e BbICOKOM ypOBHE MO CpaBHeHMWIO C obutatensamu craga.

MpumeuvaHne — Takue COIllbl, Kak NpaBu/o, BKIHOYAIOT:

a) AOKYMEHTMPOBAaHHbIA NMpoLecc BETEPUHAPHOTO MOHUTOPUHIA;

b) MOJIHOCTbIO AOKYMEHTMPOBAHHYIO MCTOPMIO 3a60/1E€BaHMNI, BKOYAS MOMHOCTbI0 HE3HAYMTESbHbIA CTaTyCc pucka
TSE crtaga, Bkntoyaa 3aperncTtpupoBaHHyo uctoputo TSE;

C) npouecc npefoTBpalleHns KOPMIEHUS GeKOM MIEKONUTAIOLLErO NPOUCXOXAEHWS, BKIOYAsA MOMHOCTbIO AOKY-
MEHTUPOBAHHYI0 UCTOPUIO KOPMJIEHUSA, UCTOYHUK U MPOCNEXNBAEMOCTb;

d) NONHOCTbIO LOKYMEHTUPOBAHHYIO UCTOPUIO pa3BefeHus;

€) NOJIHOCTbIO [OKYMEHTUPOBAHHYIO UCTOPUIO NPUMEHEHNS BETEPUHAPHbIX SIEKAPCTBEHHbIX CPEACTB W BaKLVH;

f) npouecc npocnexvwBaemMocTu MO KaXA0My OTAENIbHOMY XUBOTHOMY;

) npouecc KOHTPO/S BBELEHUSA TeHETMYECKOro Marepuana XMBOTHbIX BHE 3aMKHYTOro ctaja, BkIwYasd u3 ctaj C
oTKNoHAwwWmnMea cratycom TSE;

h) NOMHOCTBLIO AOKYMEHTUPOBAHHbIN OTYET O XMBOTHbIX, COAEPXALLMXCA BMECTe UM B HENOCPEACTBEHHON 61130-
CTW OT 3aMKHYTOro cTaja v npoueaypax KOHTPOsa napasvutos W BpeauTenei.

3.3 BeTepuHap (veterinarian): Cneunanuct, Ha3HAYEeHHbI COOTBETCTBYWLNM KOMMNETEHTHbIM oOpra-
HOM, obnagawuwnii He06XxoAMMON KBanUUKaLnen AnA BbIMOIHEHWSA BO3/I0XEHHbIX Ha Hero ob6s3aHHOCTEl,
CBSi3aHHbIX C Npea3aboiHbIM 1 NOCT3a60liHbIM 06CNeA0BaHNAMMN XNUBOTHbLIX U/MIN COOTBETCTBYHLWEN CEPTU-
hukauymneit.

MpumeyvaHusda

1 B onpejenieHHbIX HpPUCAMKLMAX TpebyeTcs, YTo6bl BeTepuHap ABAAMACA npodeccmoHanbHO KBanuduumMpoBaH-
HbIM B 061aCTM BETEPUHAPHON MeANLVHbI.

2 B onpefenieHHbIX WPUCANKLMAX MHCNEKUMA W cepTudIMKaumMa MOryT NMpPOBOAUTLCA PasHbIMU Nuuamu. B Takmx
cny4yasx cepTudmkar MOXeT 6bITb NOAMNMUCAH /IMLOM, HE Ha3HAYEHHbIM KOMMNETEHTHbIM OpraHoM. TakoBas (yHKUMSA npea-
ycMaTpuBaeTCcsl CUCTEMONM MeHe)XMeHTa kayecTBa nsrotosutena MUL.

4 O6bwme TpeboBaHUS

4.1 O6wme NONOXeHns

MpumeHAT TpeboBaHMA HacToAWero ctaHgapTa No pesyibTartaM OLEHKW COOTHOLWEHUS NONb3bl N pU-
cka (cm. UCO 22442-1). MpunoxeHue A [0/DKHO NMPUMEHATHCA NO HEOOXO4UMOCTH.

4.2 DNeMeHTbl CUCTEMbI KayecTBa

Ana KOHTPONA KayecTBa MaTepuasioB XMBOTHOMO NMPOUCXOXAEHUA AOJ/DKHA OblTb cO3faHa U NOAAEPXKN-
BaTbCA B paboyeM COCTOSSHUM AOKYMEHTUpOBaHHaa cuctema, sepuduumposaHHan narotosutenem MU. KoH-
KpeTHble TpeboBaHua no cb6opy npuBegeHbl B pasgene 6. CooTBeTCTBME 3TMM TpeboBaHMAM noaTBepxaakwT
npun npoBepke COOTBETCTBYHWWUX AOKYMEHTOB, BK/o4Yan:

a) Hannyue cBefeHWn 0 Bo3pacTe U reorpaduyeckoMm npoucxoxpaeHuu (ctpaHa Wam pernoH) matepua-
na XMUBOTHOIO NPpoucCxXoxaeHnda, COCToAHNEe 340P0BbA XXUBOTHbLIX U KpUTEepunes 0T6opa XNBOTHbIX C y4eTOM BU-
Aa-NCToOYHUKa, npep,nonaraelvlblﬁ PUCK NaToreHHbIX CbaKTopOB N BO3MOXHOCTb NMO/1y4YeHUAa COOTBETCTBYHO LW NX
rapaHTuii, B YaCTHOCTW, MOJIHYIO NMPOC/EXNBAEMOCTb BMN/IOTh A0 CKOTOGOWHN.

FeorpaqomquKoe npouncxoxaneHne MoXxeT BKAKYaTb MECTO POXAEHUA XUBOTHOIO, a TakXXe CTpaHbl UAn
pernoHbl 06UTaHMA B TeYeHue XWU3HU, TakkKe Kak U mecTo 3ab6os. N3roToBuTeNto pekoMeHayeTcs AOKYMEH-
TMpOBaTb, HACKO/IbKO reorpaduyeckoe MPOUCXOXAEHUE XMUBOTHOIO OTC/I€XMBAEMO, YYUTbIBAA NPUMEHeEHMne
MeHeXMeHTa pucka (cm. NCO 22442-1);

b) TpeboBaHWA K rurmeHe m ob6ecneyvyeHN0 KayecTBa, KOTOpble AOJIXHbI cobagaTsca npu yb6oe, BK/IKO-
yaa Mepbl NPeoCTOPOXHOCTU Ha GOWHe ANA NpefoTBpalLeHNs NepekpecTHOro 3apaXeHUs BHYTPU XUBOTHbIX
n Mmexay HUMu;

Cc) npoueaypbl cbopa, KOHcepBauumn, nepepaboTka, XpaHeHUs WU TPAHCNOPTUPOBKM MaTepuasioB XMUBOT-
HOTFO MPOUCXOXAEHUSN;
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d) fOoKymMeHTMpOBaHHOEe noAaTBepxaeHune 3P PEKTUBHOCTU Mep KOHTPONSA, OnNpefesieHHbIX B nepeyuc-
neHusax a), b) n c);

€) BejAeHue apxuBoB (BkIw4as, MO MeHbl el mepe, nepeyncneHus a), b), c) n d); cm. Takke 5.5).

[Ona KOHTPONA nocTaBLWWKOB nepepaboTaHHOro XXMBOTHOTO CbipbsA U3roToBuTEeNb MW f0/MXEH AOKYMEH-
TUPOBaTb, HACKO/IbKO 3TO BO3MOXHO, AENCTBUA Cneunann3npoBaHHbIX oTpacaell NMPpOMbILWTEHHOCTMU, K KOTO-
pPbIM NMPUMEHSATCA NOMOXEHNUSA Pa3/IMUYHbIX YacTeit NCO 22442.

M3roToBuTENM AO/KHbI NMPUMEHATbL COOTBETCTBYKOLWME nosoxeHna NCO 22442 K npupoAHbIM Belie-
cTBaM, TakMM Kak MOJIOKO, BOJIOCbl W WIEPCTb, XOTSA TakOBble He ONpPeAesnAlTCcA Kak NPoOn3BOAHbIE.

MpumeuyaHue — Vicnonb3oBaHWe cnocob6oB aHanM3a U MeHeLXMeHTa pucka (Takux Kak aHasim3 pUCKOB U
KpuTnyeckme KoHTponbHble Toukn (HACCP), aHanus xapaktepa u nocneactsuin c6oes (FMEA), [3], [5]) nonesHo npu
onpeaenieHny 0CTaToOYHOro pucka.

4.3 Mpoueaypa

LOoKYMEeHTMpOBaHHbIe Npoueaypbl M WHCTPYKLMKM, TpebylouiMecs COrfacHo HacTosleMy cTaHaapTy,
[LO/KHbI 6bITb YCTAHOBMEHbI, BHEAPEHbl M NOAAEPXUBATLCS B pabouyeM COCTOSHUM. DTU npoueaypbl U WH-
CTPYKUUWN AOMKHBI 6bITb YTBEPXAEHBI W KOHTPONIMPOBATHLCS CAEAYOWUM 06pa3oMm.

N3roToBUTENb A0MXEH pa3paboTaTb M NoaAepxuBatb B pabouyem cCOCTOAHWM Mpoueaypbl Ans ynpas-
NEeHNss BCEMU AOKYMEHTAMMW U AaHHbIMU, CBSA3aHHbIMW C TpebOBaHWSAMM HACTOSWLEro cTaHgapTa. TakoBble
LOKYMEHTbI nepej BbiMyCKOM AOJ/IKHbl GblTb PACCMOTPEHbl U YTBEPXAEHbl YNOSHOMOYEHHbBIMU COTPYLAHUKAMMU
Ha NpeAMeT UX COOTBETCTBUSA YCTAHOBMEHHLIM TPEe6OBAHUAM.

Takoe ynpaBfieHMe A0/IXHO 06ecneunTb creaylouiee:

a) AOCTYMHOCTb Hagnexalux pefakunii cOOTBETCTBYHOLWMX AOKYMEHTOB BO BCEX MecTax, rae Begetcs
LesATeNbHOCTb, Heo6xoaumas ANns 3 PeKTUBHOTO PYHKLMOHUPOBAHUSA CUCTEMbI KayecTsa, W

b) HemMeaNeHHoe yaaneHue ycTapeBluUX AOKYMEHTOB M3 BCEX MeCT Bbl4auu UAKW UCNONb30BaHUS.

N3MeHEHUS [OKYMEHTOB AOJ/KHbI BblTb PACCMOTPEHbBI U YTBEPXAEHbI TEMU Xe pyHKLUsIMU/opraHusaym-
AMUW, KOTOpble NPOBOAM/N NepBOHAYabHOE pPacCMOTpeHMe 1 yTBepPXAeHue, eci KOHKPETHO He 0603Ha4YeHo
nHoe. HasHauyeHHble opraHm3auuy AO/KHbl UMEeTb AOCTYN K Hag/iexaluiuM WCXOAHbIM AaHHbIM B KauyecTBe
OCHOBAHWS 4N1 MEpPecMoTpa W YyTBEPXAEHUs.

Ecnu npakTUyeckyu BbINOMIHUMO, TO XapaKkTep KaxAoro M3MeHeHuUs A0/KeH 6biTb 0603HAUYEH B JJOKYMEH-
T€ WU COOTBETCTBYIOLMX NPUIOXKEHUAX.

Heo6X04MMO YCTaHOBUTbL OCHOBHOW MepeyeHb WKW 3KBMBAJIEHTHYIO NMpoueaypy YnpaB/ieHUs LOKYMEH-
Tamu ANs onpegeneHus aeiicTeylouleli pefakuuym LOKYMEHTOB BO M36eXaHue WCMNO/b30BaHUA HENPUMEHMU-
MbIX [LOKYMEHTOB.

4.4 TlepcoHan

OTBETCTBEHHOCTb 3a c60p, 06pabOTKy U XpaHeHUe MaTepunanoB A0KHa 6biTb BO3/I0XKEHA Ha KBanudu-
LMPOBaHHbIX COTPYAHNKOB CneayloWwmnuM obpasom.

N3roToBnTenb AOMXEH BHeAPUTb W MoAAepXunBaTb B paboyem COCTOSHUM Npoueaypbl, BAUAOLWME Ha
NoAroTOBKY NepcoHana, U npefocTtaBfATb MHOpPMaLU ANA BCeX COTPYAHWKOB, BbIMONMHAKLWNX AeATeNb-
HOCTb, BAUSAIOLWYI0 Ha KayecTBo.

N3roToBuTeNb AO/KEH NPUHATL Mepbl, YTOGbI COTPYAHUKA, BbIMOTHAOLW ME KOHKPETHbIe MOpYyYeHHble 3a-
faHns, ABNANUCL KBANMPULUPOBAHHLIMW HA OCHOBAaHWM COOTBETCTBYHOLW Ero o6pa3oBaHus, NOATOTOBKUA U/unu
onbiTa B 3aBUCUMOCTU OT TpeboBaHuii. Heob6Xxo4MMO BECTM COOTBETCTBYIOLLYIO AOKYMEHTaLMN No NpoBeAeH-
HOW NOAroTOBKE.

CoTpyAHWKM, HEMOCPeACTBEHHO y4yacTBywlwue B cbope m o6paboTke mMaTepuanoB XWBOTHOTO NpPOMUC-
XOXAEHUA, AO/MKHbI 6bITb CAyXalWMMN N3rOTOBUTENA W3LEUA WU Ha3HAYEeHHbIMU U COOTBETCTBYKLWMM 06-
pa3oM 06yuyeHHbIMW paboTHUKaAMKU CKOTOGOWHWM MAN APYrOro aHanorMyHoro npeanpuaTusa. Te xe TpeboBaHuA
OTHOCSITCS1 K COTPYAHMKaAM BCex cy6noapsaaynKoB.

N3roTtoBuTenb Jo/MKeH onpeaennTb TpeboBaHUs K BHyTpPeHHel npoBepke, NpeAocTaBuTb Heo6XoAnMMble
pecypcbl N Ha3HauYUTb 0OYUYEHHbI NMepcoHan ANs NpoBefeHus ayauTa.

AyAunTbl 4O/MKHbI NPOBOAUTLCSA NEePCOHANIOM, HE3aBUCUMbIM OT Te€X, KTO HEeCeT MPsSAMY OTBETCTBEHHOCTb
3a BbIMOJIHAEMYl0 paboTy.



FOCT P UCO 22442-2—2025

4.5 [eicTBylowme HopMaTUBHble Tpe6GOBaHNA U peKoMeHaaunmn

Heob6xo4MmMo AO/MKHBIM 06pa3oM yuynTbiBaTb COOTBETCTBYHWOLWNE AElCTBYKOLWNE perMoHanbHble HOpMa-
TUBHble TpeboBaHUA UNM pekoOMeHaauuun, BkAuYas MexAyHapofHblli KOLEKC OXpaHbl 340PO0BbSl XUBOTHbIX
BcemupHOn opraHusaunm no oxpaHe 340p0BbsA XUBOTHbIX (BO3X/01E) [4], [13].

5 WcTouyHuKu

5.1 O6uwmne nonoxeHns

Moapasgensl 5.2—5.6 n pasgensl 6—8 A0/KHbI NPUMEHATLCA MOCTaBLWMKaAMU MaTepuasnoB XMUBOTHOTO
NPOUCXOXAEHUA, NnocpefHUKamMu u usrotosmTenamm MW cornacHo njiaHy MeHeAXMeHTa pucka B COOTBET-
ctBun ¢ NCO 22442-1.

MaTepuan XMBOTHOTO NPOUCXOXAEHUS He AOJIXKEH MOABEpPraTbCA oNacHOCTU NepeKpecTHON KOHTaMuHa-
uMn 0o, B TeyeHue u nocne 3abos.

Heob6xognmo noaTBEPANTbL, YTO XWBOTHbIE MPU3HAaHbI TOAHLIMUW 418 YyNOTPe6/eHNsS B NULLY Ye0BEKOM
(cm. 5.5).

[Ona matepuana XVWBOTHOTO NMPOUCXOXAEHWUA, NMOJIYYEHHOro OT BUAOB, He NMpefHa3Ha4yYeHHbIX AN1A yno-
Tpeb6neHua B NuWy 4enoBEeKOM, HEOBXOAMMO AOKYMEHTUpoBaTb 0O6OCHOBaHMe HepocTalLlWel WHCNeKuunm u
cepTudukaymmn. CooTBETCTBYHLWNIA KpUTEPUiA KayecTBa ANS AAHHOTO Tuna matepuana onpepensietcsa M3ro-
TOBUTENEM.

M3rotoButenb HeceT OTBETCTBEHHOCTb 3a TO, YTO mMaTepuan rofeH 418 NpefyCMOTPEHHOro NpumeHe-
HUA.

Ecnm ncnonb3yTca cy6bnpoAyKTbl XXMBOTHOTO NPOUCXOXAEHUA, HE NpefHa3HayYeHHble ANa ynotpebne-
HMA B MULLY Y€/I0BEKOM, TO OHW AO/DKHbI ObITb U3 MaTepuasnoB kateropun 3 (1. e. 6e30MacHbIMK) UAN 3KBUBA-
NEHTHbIX [16].

5.2 Bug n nopopaa

Ons Kaxporo matepvana WanM ero Npou3BOAHOW PUCK onpeAesieHHbIX 3a60/eBaHuii 3aBUCUT OT BUAA
XWBOTHbIX U, BO3MOXHO, MOPO/bl, 4TO HEOGXOAMMO YUUTLIBATb A BHEAPEHUS Mep KOHTPONS.

MpumeyaHue — KOHKpeTHble MHCTPYKUUM no TpeGoBaHWsM Ans Gblubeli KPpoBM HaxogsaTcs B PykoBoacTBe
Mo MPYMEHEHWIO TENAYLEN CbIBOPOTKM B MPOU3BOACTBE GMOJIOTMYECKUX /IEKAPCTBEHHbIX NPOAYKTOB A5 yesioBeka [14].

5.3 leorpadusa

Puck onpegeneHHbix 3ab6oneBaHunii 3aBUCUT OT reorpacMyeckoro MCTOYHMKA MPOUCXOXAEHUS, U 3TO He-
06X04MMO yunTbiBaTh AN1A BHEAPEHUA Mep KOHTPO/IS.

Feorpathnyeckoe NPoMCXoXAeHne MOXeT BkAlUaTb 3ayaTtve, poxaeHne, BCkapMmausaHue un y6on (gns
KPYMHOr0O poraTtoro ckoTa, CM. npuioxeHue A).

Ecnu TpebyeTcsi npouecc MeHegXXMeHTa pucka, TO B c/lyyae ofOMallHEHHbIX/pa3BoAUMbIX Ha depme
BMAOB HEOOGXOAMMO yKasaTb reorpauyecknii permoH/cTtpaHy poXxgeHuss M onucaTb OCHOBHble MecTa obuta-
HMWA 0O MOMeHTa 3abos4.

B cnyyae umcnonb3oBaHUs AUKUX BUAOB XUBOTHbIX HEOGXOAMMO OTpa3nTb LOKYMEHTallbHO pervoH/me-
CTO MOUMKMN W CTPaHY/PEernoH poXAeHWs, eCN OHU U3BECTHbI. VICMOoNb30BaHMe BUAOB AUKUX MAEKONUTAa L NX
OO/IXHO 6bITb YYTEHO B OueHke pucka (cm. NCO 22442-1).

5.4 O6cnepgoBaHue

VN CTOYHNK XMBOTHOTO MaTepuana fo/KeH 6biTb NOABEPTHYT KOHTPOJIIO M MHAUBUAYanbHOMY o6cnegoBa-
HUI BeTepuHapoM. TeM He MeHee, C HEKOTOPLIMU BUAAMU-UCTOYHNKAMU 3TO HEBO3MOXHO (Hanpumep, pbibbl,
pakoobpasHble, NNOTHOPOIME, HOPKWU, KOLWKWU). ECNn oTAEeNbHble XWUBOTHbIE HE MOTYT GbiTb OCMOTPEHbI, TO
060CHOBaHMWE 3TOr0 AOJ/IXHO OblTb OTPAXEHO AOKYMEHTANIbHO C NpefcTaB/ieHWEM COOTBETCTBYHLWETO NiaHa
BbIGOPOYHOTO KOHTPONS.

XXVBOTHble (KOpPOBbI, KO3bl, O/IEHW, NoWaAmn, OBLbl U CBUHbW) AO/MKHbI ObiTb MOABEPrHYTbHI NpeacMepT-
HOMY BeTepuHapHOMYy o6cnefoBaHuto. XUBOTHbLIX C HApPYLWEHWSIMW ONOPHO-ABUraTeNIbHOro annaparta unuM c
HEBPONOrMYECKMMMN OTK/IOHEHUAMU He cnefyeT UCNONb30BaTh ANA Npou3BofcTBa MW, 3a UCKNOYEeHWEM Npo-
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M3BOLHbIX XXUPOB, KOCTAHOIO YI/19 U @aMUHOKUC/IOT, ABNAOWMNXCA MaTepnanamn kateropum 3 (1. e. 6e3onacHsbl-
MW) NN aKBUBaNEHTHbIMYK [13], [16].

Lo cepTtudunkayumn BeTepmHapy HeobXxoaMMO MPOBECTW MOCMepPTHOe ob6cnefoBaHWe XUBOTHBLIX (Kpyn-
HOroO M MEJIKOro poraTtoro ckota, oNeHel, nowagjei, CBUHeEN) HeMeaNeHHO nocne 3ab6od B COOTBETCTBUU C
MeCTHbIMW 06bl4asaMu 1 npakTukamu. O6cnegoBaHne LOIKHO BKAOYATb, MO MEHbLUER Mepe:

a) BM3yasibHblIi OCMOTP;

b) manbnauuto ykasaHHbIX OpraHos;

C) paspe3 opraHoB u NMM@Oy310B;

d) uccneposaHue aHomanuii (Hanpumep, HepaBHOMEPHOCTb, LBET, 3anax);

e) nabopaTopHble aHanu3bl, €cam HeobxoanMmo.

Foe Toro TpebyeT oueHka pucka, 4na matepuanos (Bkaw4vas o6befUHEHHble 3anacbl KpoBuW), npegHa-
3HAYEHHbIX ANA HENoCpeACTBEHHOro ucnosib3oBaHna B MW u He nognexawux sanngauun ANa CHUXKEHUSA
pucka TSE cornacHo NCO 22442-3, He0o6X04MMO pacCcMOTpPeTb BO3MOXHOCTb NPUMEHEHNA BannaMpoBaHHO-
ro 6UOXMMMNYECKOTO aHanni3a Ha Hanumunme TSE y XMBOTHOrO-MCTOYHMKA. Takme BanMgupoBaHHble aHanusbl
in Vitro ykasblBaloT Ha MOIOXMUTENbHbIA cTaTyc TSE, HO MOryT NOATBEpPXAaTb OTPULATE/NbHbIA CTATYC XUBOT-
HOro TO/NIbKO KOrga Takol aHanu3 6bin obuienpu3HaH B KaYecTBe HOBelWero 4OCTUXEHUS B AaHHOW obnacTu.

TKaHW XXWBOTHbIX, MOJIYYEHHblIE OT ONpejesieHHbIX BUAOB (Hanpumep, pbibbl, pakoobpasHblie, NIOTHOPO-
rme, HOPKKW, KOLWKK), TpebylT MoaMpULMPOBaAHHOIO NoAxo4a, Tak Kak BeTepuHapHoe obcnefoBaHne He MO-
XeT 6bITb NPOBEAEHO TakMM xe 06pa3oM, Kak ANa APYIMX TKaHel XUBOTHOMO NMPOUCXOXAEeHUSA. M3roToButenu
OOJDKHBI MPUMEHATL COOTBETCTBYIOLWLME MOJIOXEHUA HACTOSALLEro cTaHgapTa K TakmM martepuasam XUBOTHOTO
NMPOUCXOXAEHUA, HO MOXET BO3HUKHYTb HEOOXOAMMOCTb C/Mlef0BaHNA APYIMM npoueaypam, NPU3HaHHbIM 3 -
P EeKTUBHbIMMK AN CHMXeHNA pucka (cm. NCO 22442-1).

5.5 CepTtudunkauyuns

MaTepuasbl XMBOTHOTO MPOUCXOXAEHUS, NpefHa3HauyeHHble A1 UCNoNb30BaHUsA B MU, A0/IKHbI 6biTh
MoJlyYeHbl OT XUBOTHbIX, MPU3HAHHbLIX BETEPWHAPOM MPUTOLHLIMU ANA yNnoTpeb/eHns B NULLY 4YesT0BEKOM.
LOMXHbI 6bITb JOCTYMHbI 3anucu, NOATBEPXAaloW e COOTBETCTBME KPUTEPUAM BETEPUHAPHOTO KOHTPO/S Ha
CKOTO6OliHe, cBefeHNs 0 cepTUUKaTe U UCTOUHMUKE NMPOUCXOXAEHUS (CM., HaNnpuMmep, nNpunoxeHue B). AnAa
BMAO0B, KOTOPblE HE MOTYT ObITb CEPTUPULMPOBAHbI BETEPUHAPOM, TpebyeTcs cTaTyc, 3KBUBANIEHTHbIN «npu-
rogeH ans ynoTpe6neHns B NULLY YefIOBEKOM», HanpuMep, NOATBEPXAEHUE OYEBULHOIO XOPOLIEro COCTOS-
HWA 3[40POBbA.

5.6 TpocnexnBaemocCTb

B cnyuyasix, Korga MeHeAXMeHT pucka, NpoBoAUMbI cornacHo NCO 22442-1, noka3biBaeT O4HOBPEMEH-
HO HEeo6X0AMMOCTb U BbIMOJIHAMOCTbL, AO/XKHA 6biTb CO3f4aHa cMcTeMa NPOC/exmBaeMocTu. [o/kHa 6biTb
o6ecneyeHa NpocC/eXMBaeMoCTb [0 CKOTOGOIHM, a Takxe NpoC/fexnBaeMocTb NocTaBLiMKaMy NPOAYKTOB
nepepaboTku XMBOTHOTO NpoucxoxaeHuns. CTeneHb NPOCNEXUMBAEMOCTN AO/XKHA ONpPefenATbCca Mo pesyb-
TaTam OLEHKW COOTHOLWIEHWS puUCKa W MOMb3bl C YYETOM CYLWECTBYOLWMUX OPULMANbHBIX UHGOPMALMOHHbIX
cucTem.

MpumeyaHune — TlIpocnexnsaeMocCTb NPaKTUYECKN HEe BO3MOXHA, eC/iM MaTepuasbl XXMBOTHOTO NMPOUCXOXAe-
HUA COﬁVIpaK)TCﬂ, 06'be,EI|I/IHFI}OTCFI N Npon3BodATCA NnocTaBLUKaMun nepepa60TaHHoro XWBOTHOTO CblpbA.

6 Co6op

6.1 Mexay usrotosutenemM MU 1 NocTaBUiMKOM MaTepuana XWBOTHOTO MPOUCXOXAEHUS AO/TKHO 6biTh
3aK/1l04YEeHO TeXHUYeckoe corfalleHne, onpegensiowee:

- TpaHuubl OTBETCTBEHHOCTH;

- cneundgukayuio matepuana;

- [OKYMeHTaluu, NpefoCcTaB/IEHHY NOCTABLLMKOM, MO3BOMSOLWYI W3rOTOBUTEND COOTBETCTBOBATH
Tpe6oBaHUAM HAcTOALWEro cTaHaapTa;

- KpuUTepuu npoBepku;

- npoueaypbl (BKAOUaloWMe KOHKPeTHble Mepbl ANA NpefoTBpalleHunss NepekpecTHOW KoHTaMuHayuu);

- ayauTsl;

- npoueaypbl, o6ecneuynBaloliMe, YTO BCe MOCTABKM OTC/EXMBAKTCSA COOTBETCTBYHLWUMU CEPTUDU-
KaTamu.
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MaTepuanbl, NoNyYeHHble OT BUMAOB, NoABepPXeHHbiX TSE (BKkAtoYas 06beAMHEHHble 3anacbl KpoOBMW),
npefHasHayeHHble 414 NPAMOro UcnosbL3oBaHus B MU u He nojseprawwmnecs sannampoBaHHOMY npoueccy
cornacHo VNCO 22442-3 pgna cHuxeHua pucka TSE fo npuemMnemMoro ypoBHSA, ONpefesieHHOro npoueccom
MeHeIXMEHTA puUcKa, AOMXKHbI ObITb NPUOGPETEHbI Ha CKOTOOOMNHAX, onpefesieHHbIX n3rotosutenem M.

6.2 W3rotoBuTeNnb HeceT OTBETCTBEHHOCTb 3a ob6ecnevyeHne TOro, 4To c6op martepuana 6bi1 npoBefeH
B COOTBETCTBMU C npouefypamun, ONMCaHHbIMU B JOKYMEHTALMUMN.

6.3 M3rotoBuTeNb J0J/HKEH paccMOTpeTb U onpefesinTb CUCTEMbl cepTUudUKauum u npocrexnsBaHna B
cnyyae, Korga TKaHW XWBOTHOTO MPOUCXOXAEHUS 6blin 06befMHEHbl Ha MecTe 3ab60s WAu B JafibHelwem.
Mpepensl 06beAMHEHUSA [O/MKHbI 6bITb 060CHOBAHbI M OTPAXEeHbl AOKYMEHTaIbHO.

7 Ob6paboTka

7.1 Ecnn kakoi-nn60 MaTtepuan XMWBOTHOIO MPOMUCXOXAEHUs TpebyeT ganbHellwero npenapvpoBaHus
nnnm o6peskn, TO OH AO0JIKEH ObITh yAasieH Kak MOXHO CKOpee Ha y4yacToK, OTAE/bHbIA OT UCNONb3yeMbIX ANS
3a605 n cbopa. TakoBOl y4yacTOK AO/MXEH ObITb 060pyAOBaH Hagsiexawum o6pas3om uM NogaepxXmBaTbCcsa Ha
COOTBETCTBYIOLEM YPOBHE YMCTOTbI W 3aWUTbl OKpyXawwei cpefbl. NHCTPYMeHTbl ANA npenapupoBaHus u
o6pe3kn cnegyeT coAepxaTb B UACTOTE A1 CBEAEHUS K MUHUMYMY pucka nepekpecTHOl KOHTaMUHaLuu.

B naoeane ans o6pesku cnepyeT UCNOMNb30BaTb CNeuuanbHO BblAeNEHHbIH HAaGop WMHCTPYMEHTOB, CO-
Jepxauwmninca oTAeNbHO OT UHCTPYMEHTOB, UCNOb3yeMbiX Ansa cbopa.

7.2 WcxopHble maTepuansl, npegHa3HavyeHHble 471 MCNOMb30BaHWUSA B MU, AOMXHbI 6bITb U30TMPOBaAHbI
ONs AOCTaBKM COrnacHo npoueaype, ONUCAHHON B AOKYMEHTaLMWN.

7.3 WN3rotoBuTeNnb HeceT OTBETCTBEHHOCTb 3a ob6ecneyeHune Toro, 4To o6paboTka mMaTepuana NPoxoauT
B COOTBETCTBMM C Npouefypamu, ONMCaHHbIMWU B JOKYMEHTALUN.

8 XpaHeHue, TpaHCMOPTMPOBaHME N MapKUpPOBKa

8.1 CobpaHHbIi mMaTepuan crnefyetT XpaHWTb U TPAHCMNOPTUMPOBATb B 3aKPbITbIX WAW APYTMX COOTBET-
CTBYIOLLNX EMKOCTAX.

8.2 YcnoBMs XpaHeHWs M TPaHCNOPTUPOBAHUA He AO/DKHbI HapylwaTb COOTBETCTBUA KPUTEPUAM Kauye-
CTBa MaTepmana XMBOTHOTO MPOUCXOXAEHMNS, B pe3ynbTarte BO34eliCTBMA (PakTOpPOB OKpyXatlowei cpegbl nnm
hepMeHTaTUBHOIO Pas3fioXEHUS, a TakKe pa3MHOXEHWEM MWUKPOOPTraHNU3MOB.

8.3 WN3rotoBuTENb HECceT OTBETCTBEHHOCTb 3a 06ecneyeHne TOro, YTO XxpaHeHue, TpaHCNoOpTMpOBaHue 1
MapK1upOBKY MPOBOAAT B COOTBETCTBUM C AOKYMEHTUPOBAHHbIMY Npoueaypamm.

8.4 lepBMYHAA eMKOCTb C COGpaHHbIM MaTepuanom LO/DKHA MMeEeTb COOTBETCTBYHLLYI0O MapKupOBKY BO
n3bexaHve nepekpecTHON KOHTaMUHaLMN U CMELWNBAHNSA MPU NepeBO3Ke U XpaHeHun.

DTukKeTKa AO/HKHA cofepXxaTb, Mo KpaliHel Mepe, NoApobHY MHopmaynt o matepuane, gaty cbopa
N MecTononoXxeHne a5 o6ecnevyeHns NpocsexmBaeMocTu.
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MpunnoxeHue A
(o6sa3aTenbHoOE)

JononHuTenbHble TpeboOBaHNA, KacalWwmecsa NPUMEHEHNS HACTOALWEro cTaHgapTa K matepuanam,
NMOSIYYEeHHbIM OT KPYMHOTO poratoro ckoTa v ApYrMx BUAOB XWUBOTHbIX, MOABEPXEHHBIX BO3MOXHOM
KOHTaMUHaunnu TPaHCMWUCCUBHOW rybyaTtoin aHuedanonaTtuei

A.l O6uwme NoNOXeHUs

JaHHoe npunoxeHve cogepxut TpeboBaHUsA, OTHOCALLMECH K HEXW3HECNOCOOHOMY marepuasy, nosy4yeHHOMYy OT
KPYMHOro poratoro ckoTa v npegHasHayeHHoMy Ans ucnosib3oBanms B M. UCO 22442-1 TtpebyeT, 4To6bl A1 matepu-
asioB, NOJTYYEHHbIX OT BUAOB, MOABEPXEHHbIX UHMEKUMOHHON rybyaToin aHuedanonatun (TSE), 6bi1M BHEAPEHbI Mepbl
KOHTPONSA pucka 1 o6wuii puck TSE 6bin1 OUEHEH 1 BblYMCNEH OTHOCUTETbHO MEAULMHCKUX NPeuMyLLecTs npegHasHayeH-
HOr0 UCMNO/b30BaHNUSA, yunUTbiBaA Hanuune anbTepHaTuB. T TpeboBaHUA OTHOCATCS K CKOTY, NMOABEPXEHHOMY rybuyaToii
3HUecbanonaTum KpynHoro poratoro ckota (BSE) n npymeHseMoMy B kayeCTBe UCTOYHMKA marepuana A/ UCnosb3osa-
Hua B M.

K KOHKpeTHOMY MW mMOoryT 6bITb NPUMEHUMbI pa3HoobpasHble Mepbl KOHTPoNA pucka (cm. CO 22442-1:2020, npu-
noxeHne D). TakoBble JO/MKHbI GbiTb PACCMOTPEHbI B KaXAOM KOHKPETHOM criydae Ansa pacuyeta obuiero pucka BSE u
npefocTaB/iEHNS FapaHTUii, YTO OCTATOYHbIA PUCK 3apaxeHus areHToM BSE aBnseTca AonycTUMO HU3KMM. O6LMiA pucK
BSE mMoOXeT 6bITb OLEHEH, yunTbiBaa cnegylolmne cnocobersytowme akropbl:

a) BEpPOATHOCTb TOr0, YTO UCXOAHbIA MaTepuan UHPULMPOBaH UM KOHTaMUHMPOBaH areHToMm BSE;

b) cnocobbl yganeHua wnu gesaktmsauuu areHta BSE;

C) CTeneHb W XxapakTep KOHTakTa 4yesioBeka C NoTeHuuasbHO MHULMPOBAHHLIM MaTepuaiom.

Oco60e BHUMaHWe A0/MKHO ObiTb yAeneHo atunuyHbiM Tunam BSE, Takum kak Tun H v Tun L. MproHbl, 0CO6EeHHO
TMna L, MoryT nposiBNsaTb 60/1blWY0 MHEKTUBHOCTb AJ/151 OMbITHbIX XXMBOTHbIX. XOTS CO06LWAn0Ch, YTO PUCK NpU ynoTpe-
6/71eHN Msica KPYNHOro poraToro CKoTa Gbl/l O4EHb HU3KUM WU HE3HAYMTEsbHbIM U3-3a MHAIEKTVBHON CNOCOBHOCTH Mpu-
OHOB BSE npwv opasnbHOM MNOCTYN/IEHUWN HE NPOHMKaTb B MbIlWLbl UCCEeAyeMbIX XUBOTHbIX, BHYTpU4YepenHoe BBefeHue
AeMOHCTpupyeT 60/ee BbICOKYD MH(EKTUBHOCTbL, YeM nepopasibHoe. B oTHoweHun 6e3onacHocT MW, 0COGEHHO BHY-
TpUuepenHbIX n3genuii, cnopaguyeckas atunuyHas BSE gomkHa paccmaTpmBaTbhCs B OLEHKE pucka.

[aHHOoe npunoxeHne OTHOCUTCS TOJIbKO K MEPBOMY M3 3TUX (PakTOPOB, KOTOPbIA ABMSETCA OCHOBHbIM METOLOM
KOHTpOnsa pucka TSE, Tak kak matepuars, nosly4yeHHbIn OT KOPOB, CNYXUT UCTOYHUKOM A8 MHOTUX U3LESUNA.

MpumeuyaHne — TMpunoxeHne C NCO 22442-1:2020 copepxuT onpeaeneHHble TpeboBaHnst K OTAE/bHbIM
XWBOTHbIM MaTepuanam wav NPonu3BOAHbIM.

YunTbiBas TeKylllee COCTOSAHME HayKu U TEXHOMOTUIA, NPUHLMNBI, CXOAHbIE C 06CYXAAEMbIMU B AAHHOM NPUIOXEHUN,
TakxXe [O/MKHbI 6bITb MPUMEHUMbI K APYTMM Pa3HOBUAHOCTAM TPAHCMUCCUBHOI ry6uaTtoit aHuedanonatum y XMBOTHbIX.

MpumeuyaHue — OKBUBANEHTHbIE Mepbl MOTYT GbliTb MPUMEHUMBbI K MaTepuasnam, MPOUCXOAALMM OT KO3,
OBeLl, U OflIEHEA.

A.2 O6uwme acnekTbl

Heob6xoanmo oueHnTb puck BSE, cBfi3aHHbIl C UCXOAHbIM MaTepuasioM, yunuTbiBas cnegytoline gakropsb:
a) BEepOSATHOCTb MHADEKTUBHOCTU UCXOAHBIX XUBOTHbIX;
b) MHEKTUBHOCTb UCXOAHOW TKaHW.

MpumeuyaHue 1— VIHPEKTUBHOCTb TKAHEN XMBOTHbIX 3aBUCUT OT reorpadMyeckoro UCTOYHMKA Mpomncxoxae-
HWS, BO3pacTa XWBOTHOTO, MPUPOAbI MaTepvana v ycTaHOB/IEHHbIX Mep NpeAoTBpaLLleHNs NepeKkpecTHON KoHTaMUHaLuu.
MpumeuvyaHne 2— Cwm. [13] AN [ONOAHUTENbHOW MHOPMaLWK;

C) Mepbl ANs NpefoTBpaLLeHUs] NepekpecTHOl KOHTaMWHaLMK, BbI3BAHHOW APYrMMU XUBOTHBIMU WU TKaHAMMU,
0CO6EHHO A1 MaTepuasioB U/UAN XUBOTHbIX C NOBbILUEHHbIM PUCKOM UH(ULMPOBAHHOCTH.

Mpy 06BbEAVHEHNN XMBOTHOTO Marepuana, noay4eHHoro 6osee YeM OT OAHOrO XMBOTHOTO, OHO M3 KOTOPbIX ObISI0
onpeesieHo Kak MeloLee PUCK BbICOKOW CTeneHun, fjaHHoe onpegeneHne 0THOCUTCS KO BCeli COBOKYMHOCTM.

A.3 BeposiTHOCTb UH(PULMPOBAHMWSA XUBOTHBIX-UCTOYHUKOB

A.3.1 O6wme nonoxeHus

BeposaTHOCTb Hannums areHTa BSE y XMBOTHbIX-MCTOYHUKOB [0/1KHA ObiTb paccMOTpeHa € NoMOLbl 0ny6/IMKo-
BaHHbIX 3KCMEPTHbIX OLEHOK (cM. A.3.2.1, npumeyaHne 1) n 4pyrux YMecTHbIX AaHHbIX, T4e NpuMeHMMo. NS yyeta pucka
nepegaun ypesBblualiHo peakol aTunuyHoil BSE, BO3pacT XMBOTHOIO JO/IKEH CUATATLCA BaXHbIM nNapameTpoM.

B cnyuyasnx, Korga HuM3kas BEpPOATHOCTb 3apakKeHUs XXUBOTHbIX-UCTOYHWKOB, OTOBpaHHbIX AN 3abopa TkaHeW, AB-
naeTcsa 3HaunTeNbHbIM (PakTopoM Mpu oueHke pucka BSE, npouecchbl 3akynok XXMBOTHbIX U NPOU3BOACTBA [AO/DKHbI BKJ/IHO-
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YyaTb B cebs Mepbl N0 NPefoTBpPaLLEeHN0 NePEeKPECTHON KOHTaMMHALUN OT XXMBOTHbIX UAN MaTepranos ¢ 601ee BbICOKAM
puckom BSE.

MpumevyaHne — B Takux cutyaumax MoryT ObiTb MpUMEHUMbI pasgensl 6—8 n A.5 HacTosllero ctaHgapTa.
OueHKa BEPOATHOCTM Ha/lnuma areHta BSE y XXMBOTHOr0-UCTOYHUKA A0/DKHA YyUYUTbIBaTb crnefyrolmne aktopsl.

A.3.2 Cratyc BSE cTpaH wimM permoHoB NCTOYHUKOB MPOUCXOXAEHNSA

A.3.2.1 O6wwme nonoxeHus

Mpu oueHke ctatyca BSE HeOBX0AMMO y4nTbIBaTb KaXAyH CTpaHy 06MTaHWA XMBOTHOIO C POXAEHUA U BCKapM/iv-
BaHWs A0 3a604. Ota nHopmaunsa fo/mKHa ObiTb NPUHATA BO BHUMaHWE NPU OLEHKe pucKa.

YacTtoTa cnyyaeB BSE y X1BOTHbIX 3aBUCUT OT Mep, NPUHMMAEMbIX HALNOHANIbHBIMW OpraHamu BacTu Ans npenot-
BpaLLeHNs, KOHTPONSA UM UCKOpPeHeHUs 3aboneBaHuss. TOYHOCTb OnpefesieHns 4acToTbl cilyyaeB 3aboneBaHUs 3aBUCUT
OT 06beMa ¥ KayecTBa MeToA0B 06cnefoBaHus. Jlydwme rapaHTum NpefocTaBAAOTCA, Korga pesyfbTaTbl 4eliCTBEHHOro
Haf3opa B cooTtBeTcTBUU € OIE nnu 3KkBMBaNEHTOM MNOKasblBalOT, YTO B CTpaHe, pernoHe, nnum crtage Het Hu BSE, Hu no-
4Yecyxu, HM XpoHuyeckoli nsHypswouweii 6onesdn (CWD).

OnpegeneHve pucka BSE no oTHOWEHWIO K reorpaduyeckum UCTOYHUKAM [AO/DKHO YUMTbIBATb pPacnpoCTpaHeH-
HOCTb MHgeKuun BSE y gomaliHero ckota B CTpaHax Wan permoHax, UCTOpuio BBO3a areHTa BSE u oueHky addekTus-
HOCTW nporpammbl Hagsopa.

CeefleHns, Kacawowmecs pucka BSE gnsa coOOTBETCTBYHOLWMX CTpaH WM PErmoHOB, AO/MKHbI 6biTb NPOBEPEHbI C
MCNo/sib30BaHWEM MOCNefHNX CBOAOK Mo ctatycy BSE HauunoHanbHbIX wnu pernoHanbHbix opraHos, OIE wnm FAO
(http://www.fao.org). N3rotoBuTENb AO/MKEH OLEHUTL 3abosieBaemMocTb BSE (Bkovas TEHAEHUMIO, MCNOML3YS, NO MEHb-
e Mepe, AaHHble nocnegHnx BocbMu neT). Knaccudurkaumsa ctpaH Uan permoHoB OTHOCUTESTIbHO MX pucka BSE gomkHa
B NEPBYI0 04epeab OCHOBbIBATLCS Ha knaccudukaumm BO3X (OIE).

M3rotoBuTENN AO/DKHBI YUUTbIBATH ONMYyO/NKOBAHHbIE 3KCNEPTHbIE OLLEHKW, Kacatwmeca pucka BSE, cBA3aHHOMo ¢
onpegesieHHbIMU CTpaHamu.

B yacTHOCTW, pekoMeHAyeTCsa CBepATLCA C raBamn MexayHapoLHOro Kofekca oxpaHbl 340P0BbA XUBOTHbIX BO3XK
(OIE) [4], oTHOCAWMMHKCA K BSE 1 Kk noyecyxe, eCnm NnpMMEHUMO, U K APYTMM NOAXOAALNM pekoMeHAaumMaM Wan 3aKoHo-
AaTenbHbIM akTam.

MpumeyaHne — dakTopbl, yunTbiBaeMble Npu onpegenednn BSE ctartyca cTpaHbl, BKAOYalT B cebs:

a) vacToTy cny4yaeBs 3ab60/1eBaHUSA B CTpaHe;

b) Hannune wnnM OTCYTCTBUE 06s3aTeNlbHOro yBefoM/eHUs o 3aboneBaHun (ouumnanbHoe BeTepuHapHoe
HabngeHne);

C) Haluyve WM OTCYTCTBME 06513aTeIbHOro K/IMHWYECcKOro u nabopaTopHOro MNoATBepXAeHUs noAo3peBaeMblX
cny4yaes;

d) Hanmume nnm oTCyTCTBME AENCTBEHHOIO 3anpeTa Ha KOPMJ/IEHVE XMBOTHbIX XBayYHbIMU MaTepuanamu;

€) AaHHble, ABNATCA M aHanu3bl BSE AN5 XUBOTHBLIX CTaplle onpefesieHHoro so3pacra 06a3arefibHbIMU;

f) ceefieHus, 6blaM N1 MaTepuasibl YCTAHOBIEHHOTO pUCKa yAasleHbl U YHUUTOXEHbBI Mocne y6os;

) vHopmaumio, 6biM N TN NaBLIKUX XUBOTHLIX NIN60 XUBOTHBLIX A0 Najexa npefmMmeToM 0co60ro KOHTPONS,
BK/toYaa aHann3bl Ha BSE.

Coo6Lanocb 0 HEMHOFOUYNCNEHHbIX Crlydasx aTunmyHoli BSE gaxe ans ctpad kateropumn A. 1ns yyeta ocTaTO4YHO-
ro pucka ans MW, Bo3aeiCcTBYIOLNX HA LEeHTPasibHY0 HEPBHYIO CUCTEMY, HE06X0AMMO PacCMOTPETb BO3PACT UCTOUYHWNKOB.

TpeboBaHua u kpuTepun, npueedeHHble B A.3.2.2—A.3.2.4, NnpUMEHNMbI B 3aBNCUMOCTU OT reorpaddmyeckoin oueH-
kv pucka BSE.

A.3.2.2 Hes3HaunTenbHbI puck BSE

Ecnn 3abonesaemocTb BSE He 6blnia paHee npu3HaHa B CTpaHe WM PernoHe MNpoMCXOoxAeHus, nnbo HocuTesnb
KaXf0ro /10KkasbHOro cnyvas poawnnca 6onee 11 neT Hasag, TO M3rOTOBUTE b AO/MKEH NOMYYUTb AOKYMEHTanlbHOe cBupe-
TeNbCTBO A4/15 NOATBEPXAEHUS TOro, CTano n 3abonesaHne ouULManbHO NOANEXALLMM U3BELLEHNIO U KOTAA, U UMEeeT n
CTpaHa-uCTOYHUK BETEPUHAPHYIO CNYXOy, CNOCOOHYI0 BbISIBUTb HWU3KYHD YacTOTy cnyvyaeB 3aboneBaHus.

Mpumeyanne — K3rotoBUtTeN MOryT 06patuTbCA K PYKOBOACTBY MO OLEHKE BETepPUHAapPHbIX CNYX6, BKO-
YeHHOMY B MeXxayHapoAHblil KofeKe oxpaHbl 340p0Bbs XMBOTHbIX BO3XK (OIE) (rnasbl 1.3.3 u 1.3.4) (http://www.oie.int/
international-standard-setting/terrestrial-code/) gns nomowm B AUCKYCCUAX C BETEPUHAPHBIMU OpraHaMu. XoTsa LOKYMEHT
npefHa3HaveH A5 MOMOLLM B OLleHKE BeTEPUHAPHbIX CNYXO6 B LLe/IOM, OH MOXET NOMOYb NpK MHTEpNpeTauun 3asaBneHni,
cllenaHHbIX opraHaMun BflacTu B KOHKPETHOM KOHTekcTe BSE.

MopaTBepxaeHne [OMKHO BbITb 06ecneyeHo NocpefcTBOM CCbIIOK Ha cuctemMbl Knaccudukauumn OIE n nHdopma-
LMo, NPefoCTaBNEHHYI0 HALMOHaIbHLIMU WU PErvoHasibHbIMU OpraHaMu BracTu.

MaTepuan, nonyyeHHblli U3 CTpaH WK PernoHoB, B KOTOPbLIX HasiMume BSE y foMallHero ckota cuutaetcs KpaiiHe
MasI0BEPOATHLIM, MOXET paccMaTpuBaTbCsl Kak He NpefcTaBnAoLWniA 3HaunTeNbHbI puck BSE, yunTbiBas, YTo TKaHu C
BbICOKOW MHPMLMPOBAHHOCTBIO UCKOYeHbl (cM. NCO 22442-1:2020, Tabnuua D.1).


https://meganorm.ru/mega_doc/dop_norm_update_01052025/gost_r_59637-2021_natsionalnyy_standart_rossiyskoy/0/prikaz_rosstandarta_ot_24_08_2021_N_790-st_ob_utverzhdenii.html
https://meganorm.ru/Index2/1/4293725/4293725731.htm
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Matepuansbl (BkI4as ob6beuMHEHHbIE 3anachl KpoBKM), NpegHa3HayeHHble 4158 NPAMOro 1ucnosb3osaHnsa B MU u He
noZBeprawowimecs yTBepXxaeHHOMY npoueccy Ansa cHmkeHus pucka TSE cornacHo UCO 22442-3, cnepyeT, No BO3MOXHO-
CTW, NosyyaTb M3 CTPaH WM PErMoHOB, B KOTOPbIX Hasimume BSE y gomallHero ckota cyMtaeTcs KpaliHe MasioBepOSATHLIM.

Ecnv XMBOTHbIX U3 CTpaH WM PErMoHOB, MUHUMasIbHO NOABEPXEHHbIX 3aboneBaemocTn BSE, umnoptupyloT B
CTpaHy C BbICOKOI 3ab60/1€BaeMOCTbl0 A7 NPOU3BOACTBA MEAULMHCKUX M3LeNuii, TO HeobxoauMma conpoBoAuTenbHas
nHdopmMauusa No MHAMBUAYaSTbHOW OTCAEXMBAEMOCTMN XMUBOTHbLIX B Npejenax MMNOoPTUPYOLWEeRn cTpaHbl U AO/MKHbI ObITh
NPeAnpuHATBI yCUANsA Mo n3bexaHunio pucka nepekpecTHoW koHTamuHauun BSE.

A.3.2.3 KoHTponupyemblii puck BSE

Ecnu 6b1710 NoATBEPXAEHO, YTO CTpaHa WM PErMoH NPOUCXOXAEHUS UMeeT OrpaHUyYeHHY NoABepXeHHOCTb BSE,
TO M3roTOBUTE/b AO/DKEH MOJYYUTb [OKYMEHTasIbHOE CBUAETENLCTBO A/19 NOATBEPXAEHUA:

- Korga o 3aboneBaHUn 6b110 0OhULMabHO M3BELLEHO;

- YTO OTAENbHbIE XMBOTHbIE, 3apaxeHHble BSE, 3a6UTbl OTAE/IbHO OT XMBOTHbIX, NPeAHa3HavyeHHbIX ANs ynotpe-
6/1eHNs B NULLY YeNIOBEKOM, a UX TYLUN MOJIHOCTbK YHUUTOXEHDI;

- YTO UX NOTOMCTBO HE WCMO/Ib3YETCH B KAYECTBE XMNBOTHbIX-UCTOYHWNKOB;

- 3 (PeKTUBHOCTM CyLLECTBYOLWEN CUCTEMbI Hag30pa.

MoaTtBepxaeHne [0/MKHO OblTb 06ecneyeHo NOCpPefCTBOM CCbISIOK HA CUCTEMBI Knaccudukaumm n nHdgopmauuio,
npefocTaBfeHHY0 HaLMOHAIbHbIMU WU PernoHasibHbIMU OpraHaMmu BnacTu.

B 3aBNCMMOCTM OT OLEHMBAHWUS COBOKYMHOrO OCTaTO4YHOro pucka (cm. 4.5 NCO 22442-1:2020) Heobxoaumo pac-
CMOTpeTb AONOMHUTESbHbIE MepPbl YNPaB/ieHUs PUCKOM AN MaTtepuasnoB, NOMYYEHHbIX U3 TakUX CTpaH WU PErMoHOB.

[nsa HekoTopbIX MaTepuasnoB AOMYyCKaeTCA 3akynka B CTpaHax C KOHTposvMpyeMbiM puckoM BSE kateropus B OIE
npv yCNoBuUW Hag/exallero KOHTPoIA U cobnaeHns onpeaeneHHbIX Tpe6oBaHuii.

MpumevyaHne — bonee nogpobHaa MHAOPMALUA O TakUX MaTepuasiax U KOHKPETHbIX TpeboBaHuUAX npuse-
AeHa B [13].

A.3.2.4 HeycTaHoBNeHHbI puck BSE

MaTepuasibl, Nosly4YeHHble OT XWBOTHOMO, POXAEHHOrO, BblpPaALLEHHOrO W/MaM 3abUTOro B CTpaHax WM pernoHax c
BbICOKOV NOATBEPXAEHHOW 3aboneBaeMocTbio BSE, wuan rge no Apyrvum npuvyvHaM HEBO3MOXHO MPOAEMOHCTPMPOBaTb
COOTBETCTBME APYrOW Kateropuu, He crefyeT UCnonb3oBaTb 415 Npou3BoAcTBa MW, 3a UCKOYEeHNEeM criyvyaeB, OnNucaH-
HbIX B A.3.2.5.

MonyyeHve martepuanoB M3 CTpaH C HeycTaHOB/IEHHbIM puckoM BSE (kaTteropusa C OIE) pa3peleHo TOMbKO Ans
OTAE/bHbIX MaTepranoB Npu YCOBUN HA/IMUMS COOTBETCTBYHOLLEr0 KOHTPO/ISA U BbINOJIHEHUS ONpeAesieHHbIX TpeboBaHU.
Ecnv ncnonb3yoTcs XUMBOTHbIE U3 CTPaH C HEYCTaHOB/IEHHbIM puckom BSE (kateropus C), To He06X04UMMO NpefocTaBnTb
o6ocHoBaHue.

A.3.2.5 Ocobble obcToATENBCTBA

B 0co6bix 06CTOATENLCTBAX NPY OLEHUBAHUN COBOKYMHOrO OCTATOYHOro pucka (cm. 4.5 NCO 22442-1:2020) moxeT
6bITb CAenaH BbIBOA, YTO NPUHATbIE Mepbl NpefoTBpaLaloT NepekpecTHY KOHTaMUHaUMIo.

Heob6xoaumo NpuHATL Mepbl NPEeAOCTOPOXHOCTM BO M36GEXaHWe NepekpecTHOW KoOHTaMuHauuu BO Bpems 3abos,
cbopa, 06paboTKN, XpaHEHUS U TPAHCNOPTUPOBaHNS MaTepuana X1BOTHOIO NPOUNCXOXAEHNS.

M3rotosutens M fo/IXEH OTpa3uTb AOKYMEHTa/IbHO M 060CHOBATb MUCMOMb3YEMblii METOA, OrTyLEHNs, a Takke —
OyAyT NN TKaHW 3abpaHbl OT OTAENbHbIX XXUBOTHbLIX UM 06bEAUHEHDI.

BblN0 foka3aHO, YTO OrflyLIEeHWe 3/1eKTPOLLOKOM OMNpefesieHHOro paspsifa C npokasbiBaHWeM unn 6e3, a Takxe
NHEBMAaTUYECKMM OrNyLUMTENIeM, 0COGEHHO eC/IM TaKOBOW BMycKaeT BO3[yX, MOXET pas3pyluTb MO3r U pacnpocTpaHuTb
MO3roBOli mMatepuan no cucreme KposoobpalleHus. CyuwlecTBYIOT AaHHble, YTO HEMNpPOHMKaKLULee OrnyleHne MOXET Bbl-
3bIBaTb 3MBONNIO LLeHTPasibHOW HepBHOI cuctembl. Heo6xoAMMo onncatb MeToAbl OFMyLIEHUS.

MpumevyaHne — J[lonosHMTENbHAA UHDOPMALMA MO METOAAM OrNyLIEHNA Haxo4uUTCA B AOKyMeHTax Hay4yHo-
ro coseta no naaHupoBanuio (SSC) no metogam ornyweHus un pucky BSE (Puck pacnpocTpaHeHusa 4acTul, Mo3ra B KpOBU
M Tywe npu NPUMEHEHMN HEKOTOPbIX METOAO0B OF/yLWeHWs), NPUHATOM Ha coBewaHmm oT 10— 11 aHBapsa 2002 r. (https:/
ec.europa.eu/food/sites/food/files/safety/docs/sci-com_ssc_out245en.pdf), n gokymeHtax Pa6oueii rpynnbl EBponeiicko-
ro ynpasneHus 6e3onacHocTu nuuesbiXx npogyktoB (EFSA) no pucky BSE oT pacnpocTpaHeHus 4yacTul, Mo3ra B KPOBM
n Tywe, Bonpoc Homep EFSA-Q-2003-122, npuHsAToMm 21 okta6psa 2004 r. (https://lwww.efsa.europa.eu/en/efsajournal/
pub/123).

3a ucknr4veHnem cry4vaes, Korga npegnonaraetcs MCnosb3oBaTh Ba/MAMPOBaHHbIA NMPOU3BOACTBEHHBIN npovecc,
KOTOpbIA MHAKTUBMPYET WK yaanseT areHtol TSE, cnegyeT NpuMeHsATb cnegylowmne MeToabl:

a) Ana Bcex MaTepuasioB HEO6XOAMMO CBECTU K MUHUMYMY BO3MOXHOCTb BHELUHEW KOHTamuHauuu, 0COGEHHO B
cTpaHax C M3BeCTHbIMK cnyyasiMm BSE; B cnyyae martepuasnoB, He 06befuHAeMbIX Npu c6ope, 0AHOPA30Bble WU COOT-
BETCTBEHHO 06e33apaXeHHble eMKOCTU (Hagsexawum ob6pa3om 3akpbiTble BO U3bexaHne nepekpecTHol KOHTamuHauum
N CHabXeHHble 3TUKETKOM) MOryT ObiTb NOMELLEHbI B O4HY 60/bLUYI0 EMKOCTb A1 NEPEBO3KY;

b) MO0 BO3MOXHOCTV MaTepuasibl OT XUBOTHbIX U3 pa3HbiX reorpadnyeckmx UCTOUYHUKOB He cneayeT 06beaunHATb,
Kpome cfyyaeB, Korga OHW Obl/in NOJyYeHbl U3 CTPaH C HU3KUM pUCKOM BSE mnu OT 3aMKHYTbIX cTag;


https://meganorm.ru/mega_doc/norm/gosudarstvennaya-farmakopeya/3/fs_2_1_0111_18_farmakopeynaya_statya_klopidogrela_sulfat.html
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c) HEO6X0AMMO BHEAPUTb, 060CHOBATL W MNOAAEPXMBATL B pabouyeM COCTOSIHUM NPOLEAypbl, OMUCAHHbIE B [0KY-
MeHTauun, Ana npeaoTBpalleHnss nepekpecTHOW KOHTaMUHALUW APYTMMU XUBOTHLIMU WUAW TKAHSIMU C 60/M1ee BbICOKUM
pvcKoM.

MpumeyaHue — MoryT 6biTb NPUMEHNMbI PEFMOHA/IbLHBIE HOPMATVBHbIE TPe6oBaHUS.

Heo6x04MMO NPUHATL Mepbl NPefOCTOPOXHOCTU BO U36GEXaHUe KOHTaMMHaLMW B TeYEeHWe MNOC/eaylLlmx npous-
BO/ICTBEHHbIX AelCTBUIA. Vicnonb3oBaHWe HEKOTOPbIX MaTeprasnoB, MOJTYYEHHbIX U3 TAKOW CTpaHbl UM peruoHa, sBnsieTcs
AonycTumbiM. Hanpumep, ncnosb3oBaHWe Hagnexawum o6pa3oM 06paboTaHHOM TKaHM HWU3KOM MHUUMPOBAHHOCTU B
06CTOATEIbCTBAX OrPAHNMYEHHOr0 KOHTaKTa C TKaHblo YesioBeka MOXeT ObiTb 060CHOBAHHbLIM, Hanpumep MCNosib30BaHne
KOXW B OpTONeamyeckon obysu.

A.3.3 TonyyeHne NCXof4HOro marepuasa oT 3aMKHYTbIX cTaf

MepBoHavasnbHbI MaTepuan MoXeT ObiTb NOMYYeH OT CTaf, KOTopble COAepXaancb C OCTOPOXHOCTbIO A48 NpefoT-
BpaLlleHua BHeceHua areHta BSE un KoTopble 6biin cepTUULMPOBaHbl Kak «3amkHyTble» (cMm. 3.2). MonyyeHne marepu-
anoB XMBOTHOTO NMPOUCXOXAEHUSA OT 3aMKHYTbIX CTaf AO/MKHO ObiTb PACCMOTPEHO Kak npefocTaBfsiollee ypoBeHb 6e3-
OMacHOCTUW, 3KBMBA/IEHTHbI CO0PY MaTepmanos B CTpaHe Uan pervoHe, rae Hanvume BSE y fomallHero ckota cuMtaeTcs
KpaliHe MasloBEPOSATHbIM.

A.3.4 Bo3pacT JOHOPCKUX XNBOTHbIX

Mcnonb3oBaHne 60/1ee MOOAbBIX XUBOTHbLIX NPeAcTaBiseT MeHbLUUA PUCK NO CpaBHEHWIO C 60see CTapbiMU XU-
BOTHbIMW. Matepuarsbl, Nosly4eHHble OT XUBOTHbIX MOJIOXE LUIECTU MeCcsLeB, MOTYT cuMTaTbCA NpeAcTaBnsawoWmMm 6onee
HU3KMIn puck BSE (cMm. npunoxernne D NCO 22442-1:2020). OyeHb HEeMHOrne cnyyan atunuyHoli BSE coobuannch gaxe
Ana cTpaH kateropun A. Tem He MeHee, Ype3BbluaiiHO pefkoe 3aboneBaHVe orpaHMuMBaeTCs XMBOTHbIMU, Kak Npasuso,
cTaplie BOCbMM fIET. 3TO HEO6XOAMMO YUUTbIBATL NPU aHann3e pucka.

A.3.5 VicTopusa nutaHns AOHOPCKNX XXUBOTHbIX

Matepunansl (Bknoyasa obbefuHEHHbIE 3anacbl KPoBKM), NpefHasHayeHHble 418 NPSAMOro Ucnosb3oBaHns B MU u
He npowlejlwmne Ba/IMAMPOBaHHbIA Npouecc Ans cHwkeHusa pucka TSE cornacHo NCO 22442-3, He cnepyeT cobupaTb B
cTpaHax, rge Buf Kopma uavm UCTOpPUSA NMUTaHUA HEU3BECTHbI.

MpumeyaHune 1— lVcnonb3oBaHWe matepuana 13 cTpaH, He paspellalmx CKapM/IBaHUE XUBOTHbIM 6e/1KoB
OT MJIeKoNuTaKLWMX, MOXeT obecrneunTb 60s1ee BbICOKYO cTeneHb 6e30nacHOCTU.

[na Bcex ApyrMx maTtepuasnos, NPOUCXOAALMX OT KOPOB, M3roTOBUTESNb AO/HKEH MOMAy4uTb ONy6/MKOBaHHOE CBU-
[eTenbCTBO Npoueayp, BHEAPEHHbIX B CTPAHE NPOUCXOXAEHUS OTOGPAHHOrO CKOTa, A/1A rapaHTMU TOro, YTO NoTeHuuan
nepefauun Bo3dyanTens BSE cBefeH kK MUHUMYMY. OLeHKa pucka Jo/hKHa 3aTparmBaTh cieflyloline AokasaTesbCcTBa:

a) 6bl1 M 6enoK NosyyYeH OT XBayHbIX UM HET, NPOM3BEAEH MECTHO WM MMMNOPTUPOBAH, a Takke AaTy Hadvana
LeicTBMA Kakoro-nnbo 3akoHodaTesIbHOro 3anpeTta Ha Takoe CKapM/MBaHWE XBauyHbIM XWUBOTHbLIM;

b) Npu Nony4yeHnn MaTepuasioB OT XMBOTHOMO, B KOPM KOTOPOro BXOAM/ GE/10K OT XBa4YHOr0 XWBOTHOMO B TeYeHue
npeaLwecTBYOLWNX BOCbMU NET, NOATBEPXAEHME TOro, YTo 6eoK He 6bin MoMyYeH B CTpaHax C BbICOKOW 3aboneBaemo-
cTblo BSE, nouyecyxoit nam CWD;

C) He3aBWCMMO OT TOro, GbI/I0 UM HET XMBOTHOE B BO3pacTe cTaplue LIecTU MecsileB WM XWBOTHOe Mnajlue
LLIECTM MECALEB, coepXalleecsi No3xe 3TOro Bo3pacTa, W/WIM NOTOMCTBO 3apaXKeHHbIX CaMOK UMMOPTMPOBAHO U3 CTpaH
C BbICOKOW 3a60n1eBaemMocTbio BSE; Takoli CKOT MOXET MOBbICUTb PUCK BHeCeHUs areHta BSE, ecnu nx TkaHn nepepabo-
TaHbl 1 3aTEM CKOPMJ/IEHbI XBaUYHbIM XNBOTHbIM.

MpumevyaHne 2 — BHeapeHue AENCTBEHHOro 3anpeTa Ha CKapM/IMBaHWE XBauHbIX MaTEpPUanoB XWBOTHLIM
ABNAeTCA OAHWUM U3 (DAKTOPOB, BAMSIOWMX HA cTatyc BSE CTpaHbl UK permoHa. FapaHTum UCTopuy NUTaHus, Takum 06-
pa3oM, MOryT 6bITb MOJIyYEHblI MOCPEACTBOM CChIJIOK HA CUCTEMbI Knaccudukauum 1 MHGopMaLuio, npejocTaB/eHHYH0
HaLMOHA/IbHBIMU UM PETVOHAJIbHBIMW OpraHaMu BNacTu.

A.4 VIHPEKTUBHOCTb OTOGPAHHOW TKaHU

BeposATHOCTb Hanuuma areHTa BSE B KOHKPETHON OTO6PaHHON TKaHW AO/MKHA ObiTb OLEHEeHa C NOMOLbI ony6/un-
KOBaHHOI 3KCNEepPTHOW oueHkn (cMm. MCO 22442-1:2020, D.3.4). Tak Kak gaHHble, cnyxaline oCHOBaHMEM uccnegoBaHus
WHPEKTUBHOCTU TKaHW, MOTYT OblTb HENOJIHbIMKW, CnefyeT NpuHMMaTb BO BHMMaHue hakTop HeonpefesieHHOCTU, OCHO-
BaHHbI Ha OLeHKe KayecTBa M KoanyecTBa 6a30BbIX AaHHbIX. He06Xx0A4MMO MCNOMb30BaTbh Camyt) HOBYH MHGIOPMAaLUIO.

A.5 Mepbl A4Ns npegoTBpalleHns NepeKkpecTHOM KoHTaMMHauum

Heo6x0AMMO NPUHATL Mepbl NPEAOCTOPOXHOCTM BO M3BexaHne NepekpecTHO KoHTamMuHauuu Bo Bpems 3a60s,
c6opa, 06paboTKN, XpaHEeHUs U TPAHCMOPTMPOBAHNSA XWBOTHOTO MaTepuana. MarotoButesnb MW foMKeH oTpasvTb [40Ky-
MEHTa/IbHO M 060CHOBATb MUCMOMb3YEMbIii METOZ OFNYLIEHUS, a TaKkKe — ByAyT N TKaHU 3a6paHbl OT OTAE/bHbIX XUBOT-
HbIX U 0GbEANHEHDI.

Bbi/I0 fOKa3aHO, UYTO Or/lylWeHne 3/1eKTPOLLIOKOM OnpejAesieHHOro paspsiga C npokasbliBaHuem wnv 6es, a Takke
MHeBMAaTUYECKUM OFMyLUIMTENIEM, OCOBEHHO €C/IN TAaKOBOW BMyCKAeT BO34yX, MOXET paspyLuMTb MO3T Y PacrnpocTpaHUTb
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MO3roBOli MaTepuan no cucteme KpoBoobGpalleHusi. CyLlecTBYIOT faHHble, YTO HEMPOHMKAIOLLEE OINYLLIEHNE MOXET Bbl-
3blBaTb 3MOONNI0 LEHTPasIbHON HEPBHOM CUCTEMBbI.

MpumeyaHne — [JononHuTeNbHaA MHopMaLus No meTodam orfyweHus npuesegeHa B A.3.2.5.

[na cbopa n 06paboTkn HeobXx0AMMO BHEAPUTL cneaytoLue MeToAbl, rae Toro TpebyeT oueHka pucka:

a) Ana Bcex MaTepuasioB HeO6XOAMMO CBECTU K MUHUMYMY BO3MOXHOCTb BHELUHEW KOHTamuHauuu, 0COGEHHO B
CTpaHax C U3BEeCTHbIMU crydasmu BSE; B criydyae maTepuanoB, He o6beAnHAeMbIX Npu cb6ope, 04HOpPa30BbIe UK COOT-
BETCTBEHHO 06e33apaXeHHble EMKOCTM (Hag/sexawum ob6pa3om 3akpbiTble BO U3bexaHne NnepekpecTHOl KOHTamuHauum
N CHabXEeHHbIE 3TUKETKOM) MOryT ObiTb NOMELLEHbI B OAHY 60/bLUYH EMKOCTb AN1S1 NEPEBO3KY;

b) MO BO3MOXHOCTU, MaTepuasbl OT XUBOTHbIX U3 pasHbIX reorpadnyeckmx NUCTOYHUKOB He crneayeT 06beAnHSTD,
Kpome cfyyaeB, Korfa OHW Obly NOJSyYeHbl U3 CTPaH C HU3KUM reorpadmyeckum puckoM BSE unm OT 3aMKHYTbIX CTag;

C) Heo6X04MMO BHEAPUTL U NOAAEPXNBaTL NPoLeAypbl, ONMCaHHbIe B OKYMEHTaUuKn, 4514 npefoTBpalleHms nepe-
KPECTHOW KOHTaMUHaLUWN APYTMMUW XMUBOTHBIMW UM TKaHsAMKU 60/iee BbICOKOr0 purcka.

MpumeuaHue — MoryT 6biTb NPUMEHUMbI PETMOHANbHbIE HOPMATUBHbLIE TpeGoBaHUS.
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MpunoxeHve B
(cnpaBo4yHOE)

Ceptudukayma n arrecrtaunsal)

B.1 O6pa3seL, BbigaBaemoro ceptudmkara
Ceptudomkat Ne

CepTudomkat Ha XMWBOTHbI MaTepuan Aaa UCnosb3oBaHus B MU

CTpaHa, B KOTOPOWA XXMBOTHOE 6bIS1I0 3a6UTO

FeorpadmMyecknin NCTOYHUK XXMBOTHOI02)

PerncrpaymnoHHbIli HOMep CKOTOGOWHN

HavMeHoBaHVe 1 pacnosioXeHve yuypexaeHus

Matepuan (0603HauybTe BUA XMBOTHOIO)

B0o3pacT XMBOTHOI03)

Bua TKaHU WM opraHa

Vcnonb3oBaHHbIe YyNakoBOYHblE MaTepuarsibl

Uuncno emkocTei/ynakoBok

damunus, HULMansl BeTepuHapa

[Jata(bl) c6opa

Mognuceb

(oTBETCTBEHHOE NULLO)

B.2 O6pa3sel, cBUAETENbLCTBA 340P0BOr0 COCTOSIHMSA, BblAaBaeMoro BeTepuHapom

CBueTeNbCTBO 3,0POBOr0 COCTOSAHNA
A, HUXenognucasLLUiAiCcA BeTepuHap, NOATBEPXAAND, YTO MaTepuasn, OnucaHHblii B cepTudmukate HoMep i
6bl11 MOSTYYEH OT XMBOTHbIX, NPU3HAHHBIX TOAHLIMW A1 YNOTPEe6AeHNs B NULLY YETOBEKOM U npolleawnx obcnefoBaHme
[0 v nocne 3a6os:

MpoBepaeHo B: (pata)

(nognucb BeTepuHapa)

(dbamunus, nHULmans)

1) dopmat nNpUMepoB B 4AHHOM MPUIOXKEHUN MOXET BbITb CKOMUPOBAH.

2) NHdopmaLumst no naeHTUUKaLuM 1 Npoc/IeXnBaemMoCcTh XXUBOTHOTO-UCTOYHMKA B TEYEHME ErO XU3HU, ecn Ta-
Kasi MHhopmaLmsa CyLecTByeT U ellle HeM3BeCTHa U3TOTOBUTESO, SB/SIETCS BaXHbIM AOMNOTHEHUEM K CEPTUCMKATY.

3) Ecnv npakTMyecku BbIMOMHMMO U MPUMEHUMO, HanpuMep AJ151 XXMBOTHbIX, NOABEPXEHHbIX ECTECTBEHHO C/lyyato-
Lencs UHPEKUMOHHON rybyaToi aHuedasonaTum.
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MpunoxeHue A
(cnpaBo4HOE)

CBefeHUs 0 COOTBETCTBUM CChINIOUYHbIX MEXAYHAPOAHbIX CTaHAAPTOB HALMOHaNbHbLIM cTaHA4apTam

Tabnuya [OA.1

ObosHavenne v HanmeHosare Crenenb O603HayeHVe 1 HAaMMEHOBaHKE HaUMOHasTbHOTO CTaHaapTa
MexXAyHapoAHOro ctaHgapTa COOTBETCTBYS H Aap
NCO 22442-1 HoT FOCT P NCO 22442-1—2025 «W3penns MeguuuHckne, wuc-

NoNb3yoLLne TKaHW 1 UX NPOn3BOAHbLIE XXUBOTHOTO NMPONCXOX-
neHva. YacTtb 1. NpyumMeHeHne MeHeXMeHTa pucka»
MpumevaHune —
OTBETCTBUSA CTaHAaPTOB:
- KOT — vAeHTWYHbIR cTaHdapT.

B HacTosleli Tabnuue UCcnonb3oBaHo creaylollee YC10BHOE 0603HaYeHne CTeneHun co-
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(1]
(2]

(8]

Bnénunorpaguna

ISO 9001, Quality management systems — Requirements (Cuctembl MeHefXMeHTa kayecTBa. TpeboBaHuS)

ISO 13485, Medical devices — Quality management systems — Requirements for regulatory purposes (U3genus
mMeanuuHckne. CucTeMbl MeHe[XMeHTa KayecTBa. TpeboBaHus A1s Leneil perynnpoBaHus)

ISO 14971:2007, Medical devices — Application of risk management to medical devices (/3penua mMeauUMHCKME.
MpuMeHeHVe MeHeMKMEHTA pUcKa K MeAULUHCKUM U3LeNUsIM)

[4] 1SO 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 [MeauuuHckue nsgenus, wmc-
NOJIb3YIOLLME TKaHW XMBOTHBIX U X NPOM3BOAHbIE. YacTb 3. Banugauus YHUUTOXEHUSA U/MNN NHAKTUBALUN BUPYCOB
N areHToB MHAEKUMOHHONM rybyatoii aHuedanonatum (TSE)]

[6] ISO/TR 24971:2013, Medical devices Guidance on the application of ISO 14971 (MeguuuHckie nsgenusa. PykoBog-
CTBO MO npumeHeHuto ISO 14971)

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

[71 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)

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

[9] 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 A3blKe)

[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
down health rules concerning animal by-products not intended for human consumption
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