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Mpeaucnosue

Llenun v npuHumnel ctaHgaptusauum B Poccuiickon degepaumn ycraHoBneHsl PegepanbHbiM 3aKOHOM
oT 27 pekabpsi 2002 r. Ne 184-d3 «O TexHU4ecKoM perynmpoBaHniy, a npasuna NnpMmMeHeH1s HaunoHanbHbIX
ctaHgapToB Poccuinckon ®epepauun — MNOCT P 1.0—2004 «CtaHgapTusauns B Poccuitckoin depepauun.
OCHOBHbIE NOMOXKEHNSA»

CeefeHuA o cTaHgapTe

1 MOArOTOBJIEH ABTOHOMHON HekoMMepyeckoi opraHnsaunen « IHCTUTYT Meanko-buonormyecknx
nccnegosaHnii u texHonornin» (AHO «MMBUWT») Ha ocHoBe COBCTBEHHOrO ayTEHTUYHOIO NepeBoaa Ha pyc-
CKWI S13bIK TEKCTa CTangapTa, yKasaHHoro B nyHkTe 4

2 BHECEH TexHu4yeckum komuTeToM no ctaHaapTusauum TK 422 «OueHka 6Uonoruyeckoro AencTensa
MeaULIMHCKUX U3aenunin»

3 YTBEPXIOEH W BBEJEH B JEWCTBWE [Mpukasom denepanbHOro areHTCTBa No TEXHUYECKOMY
perynuposaHuio U metponorum ot 15 noHsa 2011 r. Ne 123-ct

4 HacTtoswun cTangapT naeHTUYeH MexxayHapogHomy ctangapty UCO 22442-2:2007 «U3penus meau-
LMHCKME, UCTIONb3YoLMe TKaHW 1 X NPOU3BOAHBIE XXUBOTHOIO NpoucxoxaeHus. Yactb 2. KoHTponb oT6opa,
cbopa u ob6paboTkn» (ISO 22442-2:2007 «Medical devices utilizing animal tissues and their
derivatives — Part 2: Controls on sourcing, collection and handling»).

Mpu NprMeHeHNW HacTosILLEero cTaHAapTa pekoMeHAyeTCA MCNofb30BaTh BMECTO CChINIOYHbIX MexayHa-
poaHbIX CTaH4apPTOB COOTBETCTRYIOLME UM HaLmoHanbHbIe cTaHgapThl Poccuiickon ®eaepaunun, ceeaeHus o
KOTOPbLIX NpUBEAEHb! B AOMOHUTENBHOM NpunoxeHun JA

5 BBEAEH BMNEPBbIE

UHbopmauus 06 usMeHeHUsIX K HacmosiweMy cmaHdapmy rybruKkyemcsi 8 eXxe200H0 u30agaeMoM UH-
opmayUuoHHOM yKazamerie «HauyuoHansHele cmaHOapmbl», @ MEKCM USMEHEHUU U rornpasok — 8 exemMe-
CAYHO u30asaeMbiX UHGOPMaUUOHHbIX yKasamessx «HayuoHanbHele cmaHOapmei». B criiydae nepecmompa
(3ameHbi) unu ommeHsl Hacmosileao cmarO0apma coomeemcemsyroujee yeedomieHue 6ydem ornybnuKkosaHo
8 eXXeMeCsIYHO U30asaeMoM UHGhOPpMaUUOHHOM yKasamere «HayuoHarnsHbie cmaHOapmbl». Coomeemcemey-
rowas uHgopmauusi, yeeOoMieHue U MmeKCcmel pasmMeLaromecst makxe 8 UHghopmalyuoHHoU cucmeme obujezo
101b308aHUS — Ha oghuyuansHoM calime ®edepanibHO20 azeHmMemea 10 MEeXHUYECKOMY peaynupo8aHuio u
memporsoauu 8 cemu VIHmepHem

© CraHngapTtuHdopm, 2011

HacToswwuii ctaHaapT He MOXeT BbiTh MOMHOCTLI0 UMK YaCTUMHO BOCMPOU3BEAEH, TUPaXNPoBaH 1 pac-
MpocTpaHeH B KadecTBe oduLmManbsHoro nsaaHns 6es paspeluerns degeparnsHOro areHTCTBa Mo TeXHUYECKo-
MY perynmpoBaHuic 1 MeTposiorim
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BeBegeHue

NCO (MexayHapoaHas OpraHusauma CTaHgapTusaummn) SBnseTcs BceMUpHOn eaepaumein opraHos Ha-
LoHasbHbIX cTaHdapToB (opraHnsaummn — yneHsl MCO). PaboTa no noarotoBke MexayHapoaHbIX CTaHAapToB
06bI4HO ocyllecTBRsieTcs TexHudeckumn kommuteTammn MCO. Kaxxgas opraHvMsauma-vneH, sauHTepecoBaHHas B
npeamMeTe, Ans KOTOPOro cosdasarncsa TeXHUIECKUIA KOMUTET, UMeeT NpaBo OblTb NPpeACTaBNeHHON B 3TOM KOMU-
TeTe. MexayHapoaHble NpaBUTENbCTBEHHBIE Y HEMPABUTENLCTBEHHBIE OpraHU3aUUn Takke MPUHUMALOT yyac-
Tne B paboTe Bo B3aumMogelcTaumn ¢ UCO. MCO TecHo coTpyaHnyaeT ¢ MexayHapoaHon nekTpoTexXHUHeckon
Komuccuein (M3K) no Bcem Bonpocam arekTpoTeXHNYECKOM cTaHaapTU3aumm.

MexxayHapoaHbele cTaH4apTbl pa3pabaTtbiBaloTcs B COOTBETCTBMM C NPpaBuniamMu, npuseaeHHeIMU B [u-
pektmax MCO/MOBK, YacTb 2.

OcHoBHOI 3afa4ei TeXHUYEeCKUX KOMUTETOB SIBMSIETCS NOATOTOBKA MeXAyHapoAHbIX cTaHAapTos. Mpo-
eKTbl MeXayHapoaHbIX CTaHAAPTOB, NPUHATbIE TEXHNYECKMMU KOMUTETaMK, PAcipPOCTPaHATCA OpraHn3auu-
AM-YrieHaM ansa rofiocoBarus. MNybnukauma B ka4ecTse MexayHapoaHoro ctaHagapTa TpebyeT ogobpeHus, no
MeHbLUen mepe, 75 % opraHnsaunii-4rieHoB ¢ NpaBoM rosoca.

Heobxogumo obpaTuTb BHUMaHWe Ha BOSMOXHOCTb TOr0, UTO HEKOTOPbIE 3N1EMEHTbI 4aHHOrO AOKYMeHTa
MOryT noaBepraTbcsl nateHTHelM npasam. NCO cHumaeT ¢ cebs OTBETCTBEHHOCTb 3a 0603HaueHue Ka-
KUX-NMBO TaKOBLIX MATEHTHBIX NPaB.

NCO 22442-2 6bin noarotoBneH TexHnueckum komutetoMm UCO/TC 194 «Buonorudeckas oueHka me-
ANUNHCKNX usgenniny, MogkomuteT MK 1 «BesonacHOCTb N34enuin N3 XXMBOTHOW TKaHWU».

NCO 22442 cocTouT 13 crneayrowmx Yyactein nog obwnM HanmeHoBaHuem «M3genus MeguumnHckue, Uc-
nonb3yoLwne TKaH 1 UX NPOU3BOAHBIE XMUBOTHOMO NMPOUCXOXKOEHUAN:

- Yactb 1. MeHeaKMeHT pucka;

- Yactb 2. KoHTponbe otbopa, cbopa 1 0b6paboTku;

- YacTb 3. Banvpaumns yHUUTOXEHUSA W/unn AesakTUBaunm BUPYCOB U areHTOB MHEKLMOHHOW ry6uaToi
3Huedanonatun (TSE).
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HAUMWOHANbLHBIA CTAHOAPT POCCUUNCKON OEQEPALMUM

W3OENUSA MEOULMHCKUE, UCTONBb3YIOLUUE TKAHU
W UX NPOU3BOHbIE XXMBOTHOIO MPOUCXOXXAEHUS

Yactb 2

KoHTponb ot6opa, c6opa n o6paboTku

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

Dara BBegenna — 2012—03—01

1 O6nacTb NnpuMeHeHusA

HacTtosawui ctaHaapT yctaHasnMeaeT TpeboBaHUS K KOHTPOIIO 3a UCTOYHUKaMK U cbopom, a Takke 06-
palieHmnem (BKJ'I rovaa XxpaHeHue n nepeBo3Ky) C >KMBOTHbIMU N TKAHAMWU ONA NPON3BOACTBA MeAULMHCKUX U3ae-
JIMA ¢ UCMONb3oBaHUEM MaTepunanoB XUBOTHOMO MPOUCXOXAEHUA, 3a WUCKIMIoYeHMeM AUarHOCTU4eCKUXx
MeaNLIMHCKUX U3aenui in vitro. OH NPUMEHUM B TeX cny4asix, rae Toro TpebyeT NpoLecc KOHTPOIs pUcka, Kak
onucaHo B NCO 22442-1.

Mpumevyanns

1 WM36upaTtenbHOCTe NCTOYHUKOB CHMTaeTCsl 0COGEHHO BaXKHOM Ansi KOHTPONS pucka MHAEKUMOHHOW ry6yaToii 9H-
uedanonatum (TSE).

2 WaroToeuTenun gomkHbel obpawaTees kK MCO 22442-3 anst undopmauum no NOATBEPKAEHUIO YHUUTOXEHNUS n/unm
[Ae3aKTveauun BUPYCoB U areHToB TSE.

Hacrosawuii cTaHaapT He KacaeTcsl UCMONb30OBaHUA TKaHel YenoBeka B MeAULIMHCKUX U3aenusx.
HacTosiwuid cTaHaapT He onpeaensieT CUCTEMY KOHTPOIA KadecTBa Ana perynupoBaHuA Bcex craaui
NpousBoACTBa MEeAULMHCKUX U3aenuid.

MpumevaHwns

1 Hann4ne nonHow cucTemMbl KOHTPOIS Ka4ecTBa BO BPEMS NMPOU3BOACTBA He sIBNsieTCA TpeboBaHMEM HACTOSILLLETO
cTaHgapTa, HO B HEM NpuBedeHbl TpeboBaHus Ans HEKOTOPLIX 3NIEMEHTOB CUCTEMbI KOHTPONS kavecTea. O6palleHo BHU-
MaHve Ha CTaHAapThbl ANA CUCTEM KOHTpons kadectea (cM. MCO 13485), perynupytowme BCe CTagun npovM3BoACTBa Unn
nepepaboTkn MeaVLMHCKUX U3ernuii. SreMeHTbl CUCTEMbl KOHTPOSsi KavecTBa, obsizaTeNibHble COMMacHo HaCTOSILLEMY
cTaHgapTy, MOTYT COCTaBMNATb YacTb CUCTEMbI KOHTPOMS KavecTBa, cooTBeTCcTBYOWeN TpeboaHnam NCO 13485.

2 OcCHOBHbIM NpUHUMNOM npuMeHeHmns NCO 22442 siBnsieTcst obpalleHne AOoMKHOro BHUMaHusl Ha TpeboBaHus n
pekoMeHaauum Bcex Tpex YacTen crangapra.

2 HopmaTuBHbIe CCbISIKU

Cneaytollne cnpaBoYHble AOKYMEHThI ABNSAOTCA HeobX0AUMBIMU ANSt NPUMEHEHUS! AaHHOTO AOKYMEHTA.
Mpu gatMpoBaHHOM CCbINKE MPUMEHNUMO TOMbKO yKasaHHoe usaaHue. MNpu cebinke 6e3 gatbl NPUMEHUMO No-
crnefHee UsgaHue ykasaHHOro AokyMeHTa (BkMovas nobble nonpasku).

NUCO 22442-1:2007 MegnumHckie n3aennst Ha OCHOBE XXUBOTHLIX TKAHE U UX NPOoU3BOAHLIX. YacTb 1.
MeHepKMeHT pucka

3 TepMuHBI U onpeaeneHus

B HacTosilem cTaHAapTe npuMeHeHbl TepMuHbl No MCO 22442-1, a Tacke crieyoLme TepMUHbI C COOT-
BETCTBYHOLUNMW OnpeaeneHnamu:
3.1 c6op: 3a60p KMUBOTHLIX TKAHEN.

UzpaHme ochnumnanbHoe
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3.2 cTapo HU3KOro pucka: 3amKHyToe CTao KPYMHOro poraToro ckoTa, B KOTOPOM Mo MeHbLUei mepe
nocnegHue BoceMb NeT:
a) Benocb BeTepuHapHoe HabngeHne, OTPaxeHHoe AOKYMEHTANbHO;
b) He 6bino cnyyaes BSE;
He NPOBOAMITIOCH KOpMIeHne Genkammn XUBOTHOTO NMPONCXOXKAEHUS;
CyLlecTByeT MOMHOCTLIO AOKYMEHTUPOBaHHasA UCTOPUSA pa3BeaeHus;
MCMofb3oBaHWe BETEPUHAPHBIX NEKapCTB U BaKLUH NOMHOCTLI0 OTPaXKeHO AOKYMEHTarbHO;
f) kaxpoe *XMBOTHOE OTCMEXUBAEMO;
g) reHeTU4YecKUn MaTepuan BHOCUICS TOMbKO U3 CTad C TakuM ke cBoboaHbiM oT BSE ctatycom.

O O O

)
)
)
)

MpumeyaHnue—TlloaHanorum cTago HU3KOTO pMCKa NPMMEHUMO K OPYIMM BMAAM, €CTECTBEHHO NOABEpPKEH-
HbiM TSE. Bo3moxxHa Heo6x0auMOCTb OMNONHUTENbHBIX Mep NPeaoCTOPOXHOCTU.

3.3 BeTepuHap: Jlnuo, Npu3HaHHOE COOTBETCTBYIOLWNM KOMMETEHTHBIM OpraHoOM Hagnexawum obpa-
30M KBann@uLMpoBaHHLIM s BO3MOXEHHOW Ha Hero OTBETCTBEHHOCTU, Kacarowencs 0CMOTPa XUBOTHBIX 40
1 nocne cMepTy U/Unn cooTBETCTBYOWEN cepTudukaumn.

MpumevaHnns

1 B onpegeneHHbIx opucaukumax tpebyertcs, utobbl BeTepuHap sIBNsincst NpodeccnoHanbHo KBannnuumpoBaH-
HbIM B 06nacTy BETEpPUHAPHON MeaUUNHbI.

2 B onpepeneHHbIX I0pUCAUKUMAX MHCNEKUMS 1 cepTuduKaLmsi MOTyT NPOBOAUTLCA PasHbiMM nnuamu. B Takux cny-
Yasix cepTudmkat MoxeT 6bITb NOANUCAH NULOM, HE HA3HAYEHHbIM KOMIMETEHTHBIM OpraHom. TakoBasi (yHKUMSI npeay-
CMaTprBaeTCsl CUCTEMOW KOHTPONS KaueCTBa U3roTOBUTENS MEAVLIMHCKOTO U3AENUS.

4 O6wme TpeboBaHUA

4.1 O6wan yacTb

MpumeHsitoT  TpeGoBaHWA  HaCTOAWEro cTaHaapTa, Kak — onpeaenseTcss  OUEeHKOM  pucka
(cm. UCO 22442-1).
MpunoxeHne A HaANEXUT NPUMEHATL B YCTAHOBIIEHHOM MOPSAIKe.

4.2 dneMeHTbl cUCTeMbl KavyecTBa

HeobxogumMo BHeapuUTh 1 NoAAepKUBaTb AOKYMEHTUPOBAHHYIO CUCTEMY At KOHTPONSA KayecTBa maTte-
pUanoB JKUBOTHOMO MPOUCXOXKAEHWS, YTBEPKAESHHYIO U3rOTOBUTENEM MeaUUMHCKOro uaaenuns. KoHkpeTHble
TpeboBaHus, kacatoluecs c6opa, BKMoYeHbl B pasaen 6.

CucTema AormkHa 3aTparnsaTth UCTOUHUK XXUBOTHOTO U cneaytowme hakTopsbi:

a) o6o3HayeHre reorpacMueckoro NPOUCXoXAeHU (CTpaHa UK PerMoH) XXMBOTHOIO MaTtepuana, co-
CTOSsIHWE 300POBbS XUBOTHBIX U KDUTEPUIA MPUEMITEMOCTU XNBOTHBIX, YYUTHIBAA UCTOKOBLINA BU, Npeanonara-
€MbI PUCK MaTOrEHHBIX (haKTOPOB M BOSMOXXHOCTb MOMyYEHWUs! COOTBETCTBYHOLIMX rapaHTUid.

MpumeyaHune—eorpadryeckoe NPOUCXOXAEHUE MOXET BKINIOHATb MECTO POXKAEHMUSI KUBOTHOTO, a TaKkke
CTPpaHbl UMM PErvoHbl 0BUTaHNS B TEHEHNE XU3HU, PaBHO Kak U MecTo 3a60s. M3roToBuTenio pekoMeHayeTcsa AOKYMEHTH-
poBaThb, HACKOIBKO reorpauyeckoe NPoOVCXOXAEHUE XUBOTHOTO OTCNEXMBAEMO, YHUTbIBAsi TPUMEHEHUE KOHTPONSA pUcKa
(cm. CO 22442-1);

b) TpeboBaHUs rMrMeHbl 1 rapaHTUM Ka4ecTBa, KOTOPLIM JOMKEH COOTBETCTBOBATL 3a60MLLMK, BKMOYas
Mepbl, MPUHATBIE B CKOTOBOMHE, AN NpedoTBPaLLEHNs NepekpecTHON KOHTaMUHaLMM BHYTPU U MEXAY XKUBOT-
HbIMU;

c) npoueaypsl cbopa, coxpaHeHus, obpalleHns, XpaHeHUs! U TPaHCMoPTUPOBaHWSA MaTepUanos XNBoT-
HOTo NPOUCXOXAEHMS;

d) AgokymeHTMpoBaHHoe noaTeepXxaeHue ahdEKTUBHOCTM KOHTPOMEN, OnpeaeneHHbIX B NepevncneHu-
six a), b) u ¢);

e) Be[eHuWe apx1BOB (BKtOYas, Mo MeHbLUEN Mepe, nepedncneHus a), b), ¢) n d); cm. Takke 5.5).

[ns KOHTPOMSA NocTaBLUMKOB 06paboTaHHOro XXMBOTHOMC MaTepuana u3aroToBUTe b MeAULMHCKOro nsae-
n1sa J0IKeH 0TPasnTb OKYMEHTalbHO, HACKOSbKO BIMOHUMO, MeToAbl Creunann3npoBaHHbIX oTpacnen, K
KOTOpbIM BbINY NPUMEHEHbI NOMOXeHN pasnuyHblX YacTtein NCO 22442,

MpumevyaHuns
1 WarotoBuTenu JormkHbI NPUMEHATb COOTBETCTRYOLWME nonoxeHns NCO 22442 k npupoaHbIM BeLLeCTBaM, Takum
KaK MOITOKO, BOMOCHI U WEPCTh, XOTS TAaKOBbIe HEe ONpeaensitoTCsi Kak NPOU3BOAHbIE.

2
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2 McnonbsoBaHue crnocoboB aHanu3a u KOHTPONs pucka (Takmx kak AHanua Puckoe n Kputnueckue KoHTporbHbie
Toukn (HACCP), Ananus Xapakrepa u [Mocneagcteuit C6oes (FMEA), cm. npunoxerne G k UCO 14971:2007) noneaHo npu
onpegeneHnn 0CTaTouHOro pUcKa.

4.3 Mpouenypa

HokymeHTUpoBaHHbIE NpoLeaypbl U UHCTPYKUMK, Tpebylowmecs cCornacHo HacTosLLeMy cTanaapTy, A0S-
XHbI 6bITb YCTAHOBMEHbI, BHEAPEHbI U NoaaepXaHbl. 3T NpoLeaypbl U UHCTPYKLMN A0IDKHBI GbITb yTBEpXae-
HbI NPU YCTaHOBMEHUN U KOHTPOINIMPOBATLCA Criedyowmm o6pasomM.

UsrotoButenb AOMKEH BHeAPUTL U NogaepXkuBaTh Npoueaypbl ANA KOHTPOMS BCEX IOKYMEHTOB U AaH-
HbIX, CBA3aHHBIX C TPeboBaHMSMU HacTosALWero cTaHAapTa. TakoBble AOKYMEHTbI AOITKHbI ObITb PACCMOTPEHbI
1 yTBEpPXAEHbI Ha MPUroAHOCTb YNOMHOMOYEHHBIMU COTPYAHUKAMU A0 UX BbiAayu.

TakoBoW KOHTPOIb AoIKeH obecneunTb cnegyoulee:

a) AOCTYNHOCTb Hagnexalmx peaakunii COOTBETCTBYIOLMX AOKYMEHTOB BO BCEX TOUYKaX, rAe BeaeTcs
AesiTenbHOCTb, Heobxoaumas Ans abheKTUBHOrO hYHKUMOHUPOBAHUS CUCTEMbI KayecTBa, U

b) HemeaneHHoe yaaneHue yctapeBLlINX 4OKYMEHTOB U3 BCEX TOYEK BblAayn UMM UCTIONb3OBaHUS.

N3meHeHUs AOKYMEHTOB AOMKHbI ObITb PACCMOTPEHBI U YTBEPXKAEHBI TEMU Xe hyHKUMSMW/opraHusaLm-
sIMK, KOTOPble NPOBOAUIN NePBOHaYanbHOE PAacCMOTPEHNE 1 YTBEPXKAEHUE, ECNU KOHKPETHO He 0003Ha4YeHo
nHoe. HasHayeHHble opraHusaumMm AOoMKHBI UMeTb AOCTYN K HaanexaluM UCXOAHLIM AaHHLIM B KadecTBe
OCHOBaHWs1 Ans NepecMoTpa U YyTBEPXKAEHUS.

Ecnun npakTMyecku BbINOMHUMO, XapakTep Kaxaoro uaMeHeHus AormkeH 6biTb 0603HaueH B AOKyMeHTe
UNU COOTBETCTBYIOLLMX NPUINOXKEHUSIX.

Heobxoaumo ycTaHOBUTL OCHOBHOWM NepeYeHb UMK SKBUBANEHTHYHO Npoueaypy KOHTPONsA AOKYMEHTOB
Ans onpegeneHust AeNCTBUTENLHOW BEPCUM AOKYMEHTOB BO n3bexaHue UCMob3oBaHUs HermpumMeHUMbIX 40-
KYMEHTOB.

4.4 CoTpyAHuUKMK

OTBeTCTBEHHOCTL 3a cbop, o6palleHne U xpaHeHne MaTepuanoB AOMKHA BbiTb BO3NOXeHa Ha KBanu-
u1umMpoBaHHBIX COTPYOHUKOB criegytowmm obpaszom. N3rotoBuTenb AOMMKEH BHEAPUTL U NoaaepXunsaTtb Npo-
Leaypel, BNMAOLIME Ha NOATOTOBKY mMaTtepuana, U NpeaocTasnaTb UHGOpMaUMio ANa BCEX COTPYAHWUKOB,
BbIMOMHAOLWNX AEATENbHOCTb, BIUSIIOLLYIO HA Ka4eCTBO.

M3roToBuTeNb AOMKEH NPUHATE MEPbI, YTOOBI COTPYAHWUKN, BEINOMHAOLWNE KOHKPETHBLIE MOPYYEHHbIE 3a-
AaHuvs, ABNANUCE KBaNNMULMPOBaHHBIMI Ha OCHOBaHNM COOTBETCTBYOWEro 06pa3oBaHus, NOAroTOBKM U/unu
onbiTa B 3aBMCUMMOCTU OT TpeboBaHui. HeobxognMmo BeCTU COOTBETCTBYIOLUYIO AOKYMEHTauuio no
npoBedeHHON NOAroToBKe.

CoTpyaHukK, HenocpeacTBEHHO yvacTByoLWwMe B cbope 1 obpalleHnn ¢ MaTepuanomM XMBOTHOMO Npounc-
XOXAEHUS, OOKHBI BbIThb CIYy>KaLLMMU 3rOTOBUTENS U3AENUS UMM HAa3HAYEHHBIMU U COOTBETCTBRYOLWMM o6pa-
30M 06y4yeHHbIMW paboTHMKaMX GOMHW WnKM ApYroro aHanorMvHoro npeanpusatna. Te xe TpeGoBaHUsA
OTHOCSITCH K COTPYAHUKAM Bcex cybnoapsiaHmKoB.

WMaroTtoBuTenb OOIMKeH YyCTaHOBUTb BHYTPEHHUe TpeGOBaHVIFI NPOBEpPKN, a TakKe NpeaoCTaBUTb agek-
BaTHbIE pecypchbl N HasHaunTb 0ByYEHHbIX COTPYAHMKOB NS NPOBEPOYHON AeATeNbHOCTU. MpoBepKu A0MKHEI
NMPOBOAUTLCA HE3ABUCUMBIMY COTPYAHUKaMN.

4.5 CyuwecTBylolMe HOpMaTMBHbLIe Tpe6oBaHUsA U peKoMeHAaL MmN
HeobxoaumMo yaensitb AOMKHOE BHUMAHUE COOTBETCTBYHOLLMM CYLLIECTBYHOLLMM PermoHarnsHeIM HopMa-

TUBHBIM TpeBoBaHUAM UM pekoMeHaauusaM, Bkovas MexayHapoaHblin 3oocaHuTapHblii Kogeke BO3XK
(OIE) [4].

5 UcToYHUMKM

5.1 O6LwWwasn yacTb

B cooTBeTCTBUM ¢ 5.2—5.6, a Takke pasgenamu 6—8 Tpe6oBaHMsA OOIIKHBI TPUMEHATLCA NocTaBLMKa-
MV XXUBOTHbIX MaTepuarnos, nocpeaHukaMu 1 3roToBUTENAMN MeQULMHCKUX U3LeNUiA, HAaCKOMbKO YMECTHO, B
pamkax nnaHa KoHTpons pucka B cooTBeTCcTBUN ¢ UCO 22442-1.

YKNBOTHBIN MaTepuran He A0SKeH NoABepraTbCA ONacHOCTU NepPeKpecTHON KOHTaMUHaLLMN A0, B Te4eHue
1 nocne 3a6os.

Heo6xoaumo noATBePANTb, YTO KUBOTHbIE NPU3HAHBI FOAHBIMM A4St NoTpebneHus YenoBekom (cM. 5.5).

MsrotoBuTenb HeceT OTBETCTBEHHOCTL 3a rapaHTUIo TOro, YTo MaTepuan roaeH Ans npeaHasHaueHHoro
WUCNONb30BaHNA.
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5.2 Bua v nopopa

[ns Kkaxgoro matepuana Unm ero NpoMsBoaHON pUck onpedeneHHblx 3abonesaHuii 3aBUCUT OT BUAA XU-
BOTHbIX W, BO3MOXHO, NMopoAbl, YTO He06X0AMMO YYUTLIBATb AN BHEAPEHUS MEp KOHTPOMS.

5.3 leorpacun

Puck onpepgeneHHbix 3abonesaHnii 3aBUCUT OT reorpacpuyeckoro NPOUCXOXAEHUS, U 3TO HeoBXoaAMMO
YUYUTLIBATb A1 BHEAPEHMUS Mep KOHTPONS.

leorpachmueckoe nponcxoxaeHue MoxeT BKMOYATb 3a4aTue, poxaeHue, BCkapMmnusaHue u y6ol (ana
KpYMHOro poraTtoro ckoTa, cM. NpunoxeHue A).

Ecnu TpebyeTcs NpoLLeccoM KOHTPOMSA pUcKa, B Cydae oAoMalLHeHHbIX/pa3BoAUMbIX Ha hepme BUAOB
HeobXxoAMMO OTpasnTb AOKYMEHTanbHO reorpacduieckuin permoH/cTpaHy poXXaeHUa 1 CyMMUPOBaTbL OCHOB-
Hble MecTa obuTaHuss 4O MOMeHTa 3a60s.

B cnyyae ncnonb3osaHus AKX BUAOB XUBOTHBLIX HEO6X0AUMO OTPa3nTb OKYMEHTANIbHO PErMoH/MecTo
MOUMKU U CTPaHy/pervoH poXxaeHus, eCnn U3BecTHbl. Micnonb3osaHue BUAOB AUKUX MIIEKONUTAOLUX AOMMKHO
6bITb y4TEHO B OLeHKe pucka (cm. NCO 22442-1).

5.4 UHcnekuun

MCTOUYHMK XMBOTHOIO MaTepuana AosmkeH 6blTb NOABEPrHYT KOHTPOMO U UHANBUAYANLHOW UHCMEKLMA
BeTepuHapoM. TeM He MeHee, C HEKOTOPbIMW UCTOKOBLIMU BUAAMUN 3TO He ABNSIETCS BOSMOXHBIM (Hanpumep,
pbIObI, pakoobpasHele). Ecnn otaensHble XXUBOTHLIE HE MOTYT BblTb OCMOTPEHBI, 060CHOBaHWE 3TOrO AOIPKHO
6bITb OTpaXkeHO AOKYMEHTAmNbHO € NPUMOXEeHWEM COOTBETCTBYIOLLErO NnaHa npob.

KuBOTHBIE (KOPOBbI, KO3bI, ONEHU, NoLWwaan, 0BLbI 1 CBUHLW) AOIMKHBI ObITb MOABEPrHYTHI PEeACMEPTHON
BeTepuHapHoW MHcnekuun. 2KUBOTHBIX C HapyLIEHUSAMUN ONOPHO-ABUraTeNbHOW CUCTEMbI MU C HeBpOriornyec-
KAMU OTKITOHEHUSIMU He criefyeT NCnonb3oBaTth ANA NPOU3BOACTBA MeAULUHCKUX U3OENNA, 32 UCKITIoYEeHUEM
MPOU3BOAHBIX KMPOB, XXUBOTHOIO YISl U aMUHOKUCIOT, ABNSAIOWMXCA NPUEeMIIEMbIMUI, Kak onucaHo B 4.4.2 u
4.4.3 UCO 22442-1, Bcneacteue Ux o6paboTku, a He UCTOYHUKA.

o cepTudukaumm BeTepmHapy HeobxoqnumMo NPoBeCTU NOCMEPTHYIO MHCMEKLMIO XKMBOTHLIX HEMeANeH-
HO nocne 3a60s B COOTBETCTBUN C MECTHLIMU OBbIMaAMA U NPaKTUKaMM.

MHcnekums gomxkHa BKoYaTtb, No MeHbLUEN Mepe:

a) BM3yarlbHbl OCMOTP;

b) manbnauuio ykasaHHbIX OpPraHoB;

C) paspes opraHoB 1 NMMdoy3nos;

d) vccrnegosaHne aHomanuin (Hanpumep, HECOOTBETCTBUE NO LIBETY U 3anaxy);

e) nabopaTopHble aHanM3bl, ecnu Heobxoaumo.

ae Toro TpebyeT oLeHka pucka, AN MaTepuarnos (Bkmovasa o6beauHeHHble 3anackl KpoBU), NpeaHas-
Ha4yeHHbIX A1 NPSMOro UCNoMb30BaHNA B MeAULMHCKUX U3AEeNUsX U He NOABepraowmnxcs yTBepXaeHHOMY
npoueccy Ans cHuxkeHus pucka TSE cornacHo MCO 22442-3, Heo6xoanmMo paccMoTpeTb BO3MOXHOCTb Mpu-
MEeHeHUs1 aHanusa Ha Hanudne TSE B UCTOKOBOM KUBOTHOM.

MpunmedaHune—>KUBOTHbIE TKaHW, NONy4YeHHble OT onpeAeneHHbIX BUAOB (Hanpumep, pbibbl, pakoobpas-
Hble), TPebyoT MOANMMULMPOBaHHOTO NOAX0AA, TaK Kak BeTepuHapHoe HabnigeHne He MOXeT BbITb NPOBEAEeHO Tak Xe,
KaK Ans ApYrMX XUBOTHBIX TKAHEN. I3roToBMTENM AOMKHBI NPUMEHSTE COOTBETCTBYIOLWME NYHKTLI HACTOSILLEro CTaHgapTa
K TaKUM MaTtepuanam, HO MOXeT BO3HVKHYTb HE0OX0AMMOCTb CNEeAOBAHNA APYIMM Npoueaypam, NpuaHaHHbIM 3 eKTUB-
HbIMM ANs CHKEeHUs pucka (cm. UCO 22442-1).

5.5 Ceptudukauun

MaTtepuan XXnUBOTHOrO NPOUCXOXAEHUA, NMpeAHa3HAaYeHHbIA ANA NCNOMNb30BaHUA B MeAULIMHCKUX U3ae-
NUAX, AOMKEH UCXOAUTb OT XKUBOTHbIX, NMPU3HAHHBIX BETEPUHAPOM FOAHLIMK ANA NOTpebneHns YenoBekoMm.
[ OKYMeHTbI, AEMOHCTPUPYIOLLUME COOTBETCTBUE KPUTEPUAM BETEPUHAPHOrO OCMOTpa Ha BoiHe, JaHHble cep-
TnuuKaTa U NCTOYHUK AOIMKHBI BbITh AOCTYNHBIMM (415 NpUMepa cM. NpunoxeHue B).

B cny4ae B1aoB, AN KOTOPLIX Takas cepTUdnKaLua BETEpUHAPOM He MOXeT BbITb nony4yeHa, TpebyeT-
CA cTaTyC, 3KBUBAMEHTHBIA «roAHOMY Ans NoTpebneHna YenosekomM», HanpuMep noaTsepXxaeHue BUANMOro
300pOBbA.

5.6 OTcnexuBaemocTb

B cny4asx, korga KOHTponb pucka, npoBoaumMeblin cornacHo UCO 22442-1, nokasbiBaeT 0gHOBPEMEHHO
Heo6X0AMMOCTb U BbINMONIHUMOCTb, A0MKHA BbITb BHeApeHa cucTema OTCneXuBaHus.

CTeneHb oTcnexuBaHus onpeaensieTcs pesynbTaTom OLEHKUA pucka, NPUHMMast BO BHUMaHWe cyllec-
TBYlowWMe odpuunanbHbie MHpOPMaLMOHHBIE CUCTEMBI.
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MpuMedyaHune—OTCNexnBaeMoCTb MOXET HE SIBNSITLCSI NPaKTUHECKN UCMOSNIHUMOM, ECITU Matepuansl XXMBOT-
HOMO NPOUCXOXAeHWs Obinu cobpaHbl, O00beAWHeHbl M NpousBedeHbl NOCTaBWMKaMM 06paboTaHHOrO XWBOTHOMO
maTepwvana.

6 Co6op

6.1 Mexay usrotoBuTenem MeanLMHCKOro n3aenns 1 nocTasLUMKOM MaTepuara >XUBOTHOTO NPOUCXOX-
AeHWs AOMKHO BbITb 3aKNio4eHO TeEXHUYECKoe CormnalleHue, onpeaensioLlee:

- rpaHuULbl OTBETCTBEHHOCTY;

- napameTpbl MaTepuana;

- AOKYMeHTauwuio;

- KpUTEpUn NpoBepKN;

- npoleaypbl (BKIOYaloLWmMe KOHKpeTHbIE Mepbl Ans NpeAoTBpaLleHUs NepekpecTHOW KoHTaMUHaLMn);

- NpoBepKu;

- npoueaypbl, obecneumsalolLme, YTO BCe NOCTABKM OTCNEXUBAOTCA COOTBETCTBYIOLLUMMU cepTuduka-
Tamu.

MaTepuansl, nonyyeHHble oT BUAOB, noasepkeHHbIX TSE (BkMovasi o6beaMHeHHble 3anachl KpoBu),
npeaHasHavYeHHble ANs MPSMOro UCTMOMbL30BaHUA B MEAMLMHCKUX U3AEenUsiX U He MoaBeprarolmecs yTeep-
XaeHHomy npoueccy cornacHo NCO 22442-3 ana cHukeHusa pucka TSE go npuemnemMoro ypoBHs, onpeae-
NEHHOro NPOoLLeCCOM KOHTPOIS PUCKa, AOIDKHEI BbITb NONYYeHbl N3 CKkoTOB0eH, onpeaeneHHbIX U3roToBUTENEM
MeANLMHCKOTO N34enus.

6.2 WNarotoBuTEnb HeceT OTBETCTBEHHOCTL 3a obecneveHune Toro, 4to cbop MaTepuana bbin nposeaeH B
COOTBETCTBUM C NpoLieaypamMn, oncaHHbIMU B AOKYMEHTaLMK.

6.3 MarotoBuTenb AOMKEH paccMoTpeTb U onpeaenuTb cUCTeMbl cepTUdMKaLMn U OTCEXUBaHUA B
cnyyae, Korga TkaHW XXMBOTHOIO NMPOUCXoXAeHUA 6binn 06beanHeHbl Ha MecTe 3abos UnNu B AanbHenweM.

Mpeaenbl 06beanHeHUA AOMKHBI 6bITb 060CHOBaHBI U OTPAXKEHbI AOKYMEHTAILHO.

7 O6paweHune

7.1 Ecnu kakoit-nubo Matepuan XXMBOTHOTO NPOUCXOXKAEHUs TpebyeT AanbHewero npenapupoBaHns
1 obpesku, oH AorxKeH BbITb yaaneH kak MOXXHO cKopee Ha Y4acTOK, OTAENbHbIA OT UCNONb3yeMbIX Ans 3a-
605 1 cbopa. TakoBO y4acTok AoMmKeH BbiTb 060pYAOBaH HaanexallMM o6pasom U noaaepXkuBaTbCa Ha Co-
OTBETCTBYIOLLUEM YPOBHE UACTOThI U OXPaHbl OKpYXXatoLen cpeabl.

WHCTpyMeHTEI AN NpenapupoBaHus 1 06peskn crneayeT coaepkaTh B YUACTOTE ANA cBeAeHUSA K MUHUMY-
MY pucKa NepeKpecTHOW KOHTaMnHaLuK.

MpumedyaHue—B ngeane ans obpesky cnegyeT UCMONb30BaTh CNeLManbHO BblAENEHHbIN Habop MHCTPY-
MEHTOB, COAEPXaLLMICA OTAENBHO OT UHCTPYMEHTOB, NCMONb3yeMbIX 4rnsi cbopa.

7.2 WcxoaHble MaTepuansl, npeaHasHaveHHbIe AN UCTONb30BaHUSA B MeAULIMHCKUX U3AENUAX, OMKHbI
6bITb M30NMPOBaHbI ANs AOCTaBKM COrMNacHo npoleaype, onvMcaHHOM B AOKYMEHTaLMN.

7.3 W3rotoBuTenNb HeceT OTBETCTBEHHOCTL 3a o6ecnedeHue Toro, UTo obpalleHune ¢ MaTepuarnoM npo-
XOOWT B COOTBETCTBUM C NpoLieaypamu, onMcaHHbIMU B AOKYMEHTaLIMN.

8 XpaHeHwe v TpaHCnOpTMpPOBaHUE

8.1 CobpaHHbIin MaTepuan creayeTt XpaHUTb U TPaHCnopTMPOoBaThb B 3aKPbITbIX @MKOCTSIX.

8.2 YcnoBusi XpaHeHUs1 1 TPaHCMOPTUPOBAHNA He OOMDKHbI HapyllaTe COOTBETCTBUA 3HAUYMMbIM Kadec-
TBaM XWBOTHOrC MaTepuana, ocobeHHo NocpeacTBOM 0BYCMNOBMNEHHOro pacnana, okpysatowein 06cTaHOBKOM
UK hepMeHTaMu, a Takke pocTOM MUKPOORTaHN3MOB.

8.3 MarotoBuTeNb HeceT OTBETCTBEHHOCTL 3a oBecrneveHune Toro, YTo XpaHeHue 1 TpaHcnopTupoBaHne
MPOBOAST B COOTBETCTBUM C AOKYMEHTabHbIMU NpoLeaypamu.
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MpunoxeHne A
(cnpaBoyHoe)

JononHuTternbHble TpeGOBaHVIH, Kacarwmecs npuMmeHeHUA HaCcTosALWLero CtTaHgapta K Mmatepumanam,
nony4eHHbIM OT KPYyNHOIro poratoro CKota

A.1 BBegneHns

HaHHoe mpunoxeHne codepxut TpeboBaHUsi, OTHOCSLLMECS K HEXM3HEeCTIOCOBHOMY MaTepwmany, Nomny4eHHoOMy OT
KPYMHOro poraToro ckota v npegHasHaueHHOMY Arsi UCNONb30BaHUs B MegUULMHCKUX nagenusix. MCO 22442-1 tpebyer,
4YTOOBI AN MaTepranos, NOMyYeHHbIX OT BUAOR, NOABEPKEHHBIX MHDEKUMOHHON rybuaTon aHuedanonatmm (TSE), Obinu
BHeAPEHbI MEPbl KOHTPOIS pycka u obLwmi puck TSE 6bin ougHeH 1 BblYMCHEH OTHOCMTENbHO MeAULMHCKMX NMPENMYLLECTB
npeaHa3Ha4eHHOro UCMoNb30BaHUs, YUNTbIBas Hanuune anbTepHaTne. T TpeBOBaHUA OTHOCATCH K CKOTY, NOABEPXKEH-
HoMy rybuarton sHuedanonatum KpynHoro poratoro ckota (BSE) n npvmeHsieMoMy B Ka4eCTBe UCTOYHMKa MaTepuana ans
MCIONb30BaHNS B MEAULIMHCKUX U3ENUSsIX.

K KOHKpeTHOMY MeAMLMHCKOMY W3Zenutd MoryT ObiTb MPMMEHUMbl pasHooOpasHble Mepbl KOHTPONs pucka
(cm. NCO 22442-1:2007, npunoxeHne D). TakoBble AOMKHbI BbITb pACCMOTPEHbI B K&XXAOM KOHKPETHOM Crny4ae ans pac-
YeTa obuwero pucka BSE v npegocTaBnenns rapaHTui, 4TO OCTaTOMHbIV pUCK 3apaxeHusi areHToM BSE siBnsieTcn gonyctu-
Mo Hu3kuM. OBLwmii puck BSE moxeT GbiTh OLUeHeH, yunTbiBas criegyiolime cnocobeTByowme hakTopb!:

a) BEpOATHOCTb TOro, YTO UCXOAHLIN MaTepuan MHPMUMPOBAH UMK KOHTaMUHUPOBaH areHTom BSE;

b) mepbl Ans yganeHus unu gesaktveauum areHta BSE;

C) CTeneHb 1 XapakTep KOHTaKTa YernoBeka ¢ NoTeHumanbHO UHPULMPOBaHHBIM MaTepuanom.

HaHHoe npunoxeHne OTHOCUTCSH TOMNBKO K MEPBOMY U3 3TUX haKTOPOB, KOTOPbIN ABNSAETCA OCHOBHBIM METOAOM KOH-
Tpons pucka TSE, Tak kak matepwan, nony4eHHbI 0T KOPOB, CMNYXWUT UCTOYHUKOM AN MHOTUX M3AENUN.

MpuMmedaHwuns

1 TMpunoxeHne C MCO 22442-1 conepxut onpeaeneHHble TpeGoBaHus K 0TAENbHbLIM XXMBOTHLIM MaTepuanam unu
NPOU3BOAHBIM.

2 YuutbiBas TeKylLee COCTOSIHUE HayKU U TEXHOMOMMIA, NPUHUMNBI, CXO4HbBIE C 06CYXAaeMbIMU B AAHHOM NPUIIOXe-
HUK, TAKKE AOMKHbI BbITb MPUMEHVMMBI K APYTMM Pa3HOBUAHOCTSIM TPAHCMUCCUBHON ry6uaTton sHuedanonatmm y XvweoT-
HbIX.

3 OkBMBaneHTHble Mepbl MOFYT BbITb NPUMEHUMbI K MaTepuanam, NPOUCXOASLLMM OT KO3 1 OBEl.

A.2 O6wume nonoxeHuUA

Heobxoammo oueHnTb puck BSE, cBA3aHHbIN C MCXOOQHBIM MaTEpUanoM, yUnTsiBas cnegytowme hakTopbi:

a) BepOosATHOCTb MHPULMPOBAHHOCTU MCTOKOBBIX XUBOTHLIX;

b) MHOWUMPOBAHHOCTL UCTOKOBOW TKaHM;

C) Mepbl 4ns npegoTBpalLeHWs NepeKpecTHOW KOHTaMUHALMKY, BbI3BAHHOW APYTMMUN XUBOTHBIMU UNW TKAHAMM.

Mpy 06beanHEHUN XMBOTHOFO MaTepuana, nony4eHHoro 6onee Yem OT OAHOIO XXUBOTHOIO, OQHO U3 KOTOPLIX BbINO
onpefeneHo Kak MMetoLw,ee pucK BbICOKON CTeneHun, JaHHoe onpegerneHme OTHOCUTCS KO BCEW COBOKYNHOCTY.

A.3 BepoATHOCTb MHPMLUMPOBAHHOCTU NCTOKOBLIX XXNBOTHbLIX

A.3.1 O6bwasn vyactb

BepoatHocTb Hannuus areHTa BSE B MCTOKOBOM poraTom CKOTe AO0MKHa ObITb paccMOTPeHa ¢ NOMOLLbIO Ony6nnKo-
BaHHbIX 3KCMEPTHbIX OLEeHOK (cM. A.3.2.1, npumeyanve 1) 1 ApyrMx yMeCTHbIX AaHHbIX, r4e NPUMEHNMO.

B cnyyasx, korga HM3kas BepOATHOCTb MHULIMPOBAHHOCTY MCTOKOBLIX KMBOTHbIX SIBMIAIETCA 3HAUUTENbHBIM (haKTo-
poM npw oueHke pycka BSE, npoueccel npnobpeTeHns n NpovM3BoaCcTBa AOMMKHBI BKNoYaTh B ce6A Mepbl No NpeaoTepatLe-
HUIO MEPEKPECTHOW KOHTaMVHAUUW XUBOTHLIMM ¢ Bonee Bbicokum puckom BSE.

MpwnmeyaHne—B Takmx cuTyaumsax moryT 6biTb NpuMeHumMbl pasgensl 6—38 n A.5 HacToswero crtaHgapra.

BepoATHOCTb Hannuns areHta BSE B MCTOKOBOM XXMBOTHOM [I0I>XHa NMPUHUMATE BO BHUMaHWe (hakTopbl, O KOTOPbIX
roBopuTCs faree.

A.3.2 CrtaTtyc BSE cTpaH unv permoHoB NpoUCXOXOeHNA

A.3.2.1 Obuwas 4actb

MNpu oueHke ctatyca BSE He0BX0ANMO yUMTHIBATL KaXOyo CTPaHy OGUTaHWS XXMBOTHOTO C POXAEHUSI M BCKAPMITU-
BaHus 4o 3abos. 31a nHdopmaumsa gonxkHa 6biTe MPUHATa BO BHUMaHMWE NpU OLEHKE pUcKa.

YactoTa cnyvaes BSE y kpynHOro poratoro ckota 3aBucUT OT Mep, NPYHYMaeMbIX HaLMOHanbHbIMW OpraHaMu Brac-
™ ANSA NpefoTBpaLLeHns, KOHTPOIS UMK UCKOPeHeHns 3aboneBanns. TOYHOCTb ONpeaeneHns 4acToTel cryYaes 3abone-
BaHMWs 3aBMCUT OT obbemMa 1 KavecTBa MeTOAOB HabnoaeHust. Jlyuluve rapaHTum NpegoCcTaBnsATCA, Korga pesynbrarbl
[EeNCTBEHHOro HaA3opa MNoKasbiBaloT, YTO B CTPaHe, permoHe, unv crage Het Hu BSE, Hu novecyxw.
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OueHka pycka BSE no oTHOWeHMI0 K reorpadmyeckuM UCTOHHMKAM AOIDKHA YYMThIBaTh PacnpocTPaHEHHOCTb WH-
dekuumn BSE y gomawHero ckota B CTpaHax unm permoHax, Mctopuio umnoprauum aredta BSE u oueHky addpektmBHocTH
nporpaMmmbl Hag3opa.

3aBepeHus, kacatowmecs pucka BSE ans cooTBETCTBYIOWMX CTPAH UMK PETMOHOB, A0IDKHBI BbITh NPOBEPEHBI C UC-
NMonb30BaHMEM MNOCHEeAHMX CBOAOK No ctatycy BSE HauuoHanbHbIX unu pervoHanbHbix opraHoB, OIE wnm FAO
(http://www .fao.org). N3rotoButens gonxeH oueHnts 3abonesaemoctb BSE (Bknioyas TeHAEHUMIO, UCMONb3Ys, NO MEHb-
Wwen mepe, JaHHbIE NoCrnegHNX BOCBMU NET).

MpnmevaHns

1 WM3rotoBuTENM AOMKHBI YHYUTHIBATH OMyGNMKOBaHHbLIE SKCMEPTHLIE OLEHKU, Kacatlowmecsi pucka BSE, cBsizaHHOro
¢ onpeaeneHHbiMu cTpaHamu. Hanpumep, Esponerickuii Coto3 ony6nvkoBan okyMeHTb! no ['eorpadmyeckomy Pucky BSE
(GBR) ans psina ctpaH (gocTynHo Ha cante HayuHoro CoBeta no NnanupoBanuio KomuteTa npm lNpaeutensctee EBpoco-
to3a: http://europa.eu.int/comm/ffood/fs/sc/ssc/outcome_en.html). JononHuteneHele gokymeHTbl GBR goctynHel Ha calite
Esponerickoro Ynpaesnenus besonacHoctn Muwesbix MNMpoaykros (http://www.efsa.eu.int/science/tse_assessments/gbr_
assessments/catindex_en.html).

HenaprameHT Cenbckoro Xossctea CLUA ony6rnvkoBan cnucok paspeLueHHbIX M HECaHKLMOHMPOBaHHbIX CTPaH-nC-
TO4YHUKOB (onybnukoBaH Cnyx6on MHcnekumn CoctosiHus 2KuBoTHbIX M Pactenwmit, hitp://www.aphis.usda.gov/vs/ncie/
country.html#BSE). Munuctepcteo 3gopoBbs, Tpyaa u 6bnarococtosiHns AnoHum Takoke onyobnmkoBano CcoK paspeLler-
HbIX M HECAHKLMOHUPOBAHHBIX CTPaH-UCTOUYHUKOB (CM. [7]).

Kogekc HasemHbix XXusoTHbix BO3XK (OIE), otHocswwiics k BSE, poctyneH Ha caiite http://www.oie.int/
eng/normes/mcode/en_chapitre_2.3.13.htm.

2 B vactHoCTW, pekomeHayeTcs ceepaTbes ¢ rmasammu CanmntapHoro Kopekca Hasemnbix 2KnsotHeix BO3XK (OIE)
[4], oTHocAWmMMMCH kK BSE n k novecyxe, ecrnv NnpUMEHMMO, W K APYTUM NOAXOASLWMM PEKOMEHAAUUSIM UNK 3aKOHOAa-
TenbcTBaMm.

3 dakTopsbl, yuuTbiBaeMble npu onpepeneHun BSE craTtyca crpaHbl, BknoyaloT B cebsi:

1) vactoTy cnyvaeB 3aboneBaHusi B CTpaHe;

2) Hanwuuve unu oTCyTCTBUE 06513aTENbHOMO YBeaoOMIeHus o 3abonesanum (odbuumansHoe BeTepuHapHoe Habnio-
aeHue);

3) Hannume unu oTcyTcTBME 06A3aTENbHOIO KIMHUYECKOrO M NabopaTopHOro NoaTBepXAEHUs Nogo3peBaembiX
crny4aes;

4) HanuuMe uny OTCYTCTBUE AEWCTBEHHOIO 3arnpeTa Ha KOPMITEHNE KMBOTHbLIX XXKBAa4HbIMU MaTepuanamm;

5) sensatoTcs N aHanwasl BSE gns poraToro ckota ctapluie onpegeneHHoro Bospacra obasartensHbiMu;

6) OblnM NKu MaTepurarnsl yCTaHOBNEHHOTO pUCKa yaaneHbl M YHUHTOXeHb! nocre ybos;

7) 6bInY MK TYLUKM NaBLUMX XMBOTHBIX NMMBO XMBOTHLIX 40 Nadexa npeamMmeToM 0cob0ro KOHTPONS, BKIoUas aHanuabl
Ha BSE.

TpeboBaHWsA U KpUTEPUK, NpUBeaeHHble BA.3.2.2 — A.3.2.4, NnpUMEHNMbI B 3aBUCUMOCTH OT reorpadmnyeckoi oLeH-
kv pucka BSE.

A.3.2.2 Huakuii reorpachudeckmii puck BSE

Ecnu 3aboneBaemocTb BSE He Gbina paHee npnaHaHa B CTpaHe Unu pernoHe NpoUCXoXaeHusl, U3aroToBUTerb A0r-
XKeH Nony4nTb AOKYMEHTanbHOe CBUAETENBbCTRO A5 NOATBEPXAEeHUS TOro, CTano nu 3abonesaHune ocduvumansHo noane-
XKalMM U3BELLIEHUIO M KOTAA, U UMEET NU CTPaHa-UCTOUHUK BETEPMHAPHYIO CNy6y, CNOCOBHYIO BLISIBUTL HU3KYIO YacToTy
cny4aeB 3abonesanus (cMm. npunoxexue C).

MpwumeyaHune—logTeepxaeHne gomnmxHo OblTb 06ecneveHo NOCPEeACTBOM CChITOK HA CUCTEMbI Knaccuduka-
LMK 1 MHbOpMaUMo, NPedocTaBneHHylo HauMoHanbHbIMM UM PEMMOHANBHLIMU OpraHamu Brniactu. [aHHble obcTosi-
TenbCTBa COOTBETCTBYIOT knaceudukaumm EC, GBR 1.

Marepuwan, nony4eHHbIN U3 CTpaH Uy PeroHoB, B KOTOPbIX Harumuve BSE y foMaluHero poratoro ckota cuMTaeTcs
KpanHe ManoBepOsTHbIM, MOXET pacCMaTpPUBAaTBLCH Kak He NpeacTaBnsiowmn namepsiemoro pucka BSE, yuntbiBasi, uto
TKaHWU C BbICOKON MHDMLMPOBAHHOCTBIO UCKIOYeHbl (cM. ICO 22442-1, tabnvua D.1).

Marepuansl (Bkniovas 06beguHeHHbIE 3anackl KPOBW), NpeHa3HaAY€HHbIe Arisi NPSIMOro UCMOMNb30BaHUS B Meau-
LWHCKMX M3OenusxX n He nogeepraowuecs yTBepxXaeHHOMY npoueccy Ans cHwxkenust pucka TSE cornacHo UCO 22442-3,
cnegyeT, NO BbIMOMHUMOCTH, NOMyYaTh U3 CTPaH UMW PEMMOHOB, B KOTOpbIX Hanuuue BSE y gomaluHero poraroro ckota
CUNTaeTCs KparHe ManoBepOsiTHLIM.

Ecnu XMBOTHBIX M3 CTpaH UMK PErVOHOB, MUHMMArbHO NMoABEPXeHHbIX 3aboneBaemoctu BSE, umnoptupyioT B
CTpaHy C BbICOKOW 3a60neBaeMoCTbIo NS NPOM3BOACTBA MEAVLIMHCKUX M3Aenui, To HeobxoaMma conpoBoaUuTerbHasi UH-
dhopmMauust N0 MHAMBUAYANBHON OTCIEXMBAEMOCTN XMBOTHLIX B Npegenax MMNopTUPYIOWen CTpaHbl U AOIKHbI GbiTb
NpeanpuHsiTel Yeunusi no n3bexxaHuio pucka NepekpecTHoON KoHTammHaumm BSE.

A.3.2.3 lMpomexyTouHbin reorpaduueckuii puck BSE

Ecnv 6b110 noaTBEpXKAEHO, UTO CTPaHa UMM PEMMOH NPOUCXOXAEHNUA UMEET OrpaHUYeHHYI0 noaBepxeHHocTb BSE,
M3roTOBUTEIb AOMKEH NMONMy4YUTb AOKYMEHTalNbHOE CBMAESTENBCTBO ANsi NOATBEPXAEHWS, koraa 3abonesaHne ctano odu-
UMansHO MoArexalmM U3BELLEHUIO, YTO OTAENbHbIE XUBOTHbIE, 3apaxeHHble BSE, 3abuTbl oTAENbHO OT XUBOTHbBIX,
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npeaHa3Ha4YeHHbIX ANs NOTPeGneHusl YENOBEKOM, a NX TYLIW NOMHOCTBIO YHUUTOXEHBI, M 4TO UX NOTOMCTBO HE UCTONb3YeT-
CS1 B KAUECTBE UCTOKOBBIX MBOTHbIX, 8 TAKKE M0 3¢hPEKTUBHOCTN CYLLECTBYIOWLENH CUCTEMbI HaBnoaeHUs.

Mpwumeyanune—logrBepxaeHne AomkHO GbiTb 06eCNeYeHO NOCPEACTBOM CCbINOK HA CUCTEMbI Knaccuduka-
UMM 1 uHopmaumio, NPEAOCTABNEHHYIO HALMOHAMNBHBIMU UMW PErMoHanbHbLIMKM opraHamu Bnactu. [laHHble o6crosi-
TEenbCTBa COOTBETCTBYIOT knaceudukaumsim EC, GBR Il m lIl.

B 3aBMCUMOCTM OT OLiEeHKM OB6LLEN NPMEMNEeMOCTU OCTaTOUHOIO pucka (CM. noapasgen 4.5 UCO 22442-1) neobxoau-
MO paccMOTpeTb AOMOMHUTENbHbLIE MEPbI KOHTPOINS pUCKa ANa MaTepuasnoe, Nony4YeHHbIX U3 TaKMX CTPaH UM PEMMOHOB.

A.3.2.4 Bbicokun reorpaduueckmi puck BSE

Marepwuansi, nony4eHHble OT KPYNHOIro poraToro ckota, poXAeHHOro, BCKOPMINEHHOro u/unu sabutoro B ctpaHax
MINK perMoHax ¢ BbICOKOM NoaTBepkAeHHoM 3aboneBaemocTbio BSE, He cnegyeT ucnonb3oBathb Afst NPOU3BOACTBa Meau-
LMHCKMX U3ENUNA, 32 UCKITIOYEHUEM CITy4aeB, ONUCaHHbIX B A.3.2.5.

A.3.2.5 Ocobble o6cTosITENBCTBA

B ocobbix obcrositTenscTBax npu oueHke oblen NpUeMNemMoCTU OCTaTOuHOro pucka {(cMm. nogpasgen 4.5
NCO 22442-1) moxeT ObITb caenaH BelBOA, YTO NPUHATLIE MEPbl NPEAOTBPaLLAIOT NEPEKPECTHYIO KOHTAMUHALIMIO.

Heo6xoaMMOo NpUHSITE MepbI NPeAOCTOPOXKHOCTU BO u3GexaHne nepekpecTHon KoHTamuHauum Bo Bpems 3abos,
cbopa, 06palleHusi, XxpaHeHUs1 ¥ TPAHCNIOPTUPOBAHUA XXMBOTHOIO MaTepuana.

M3roToBnTENb MEAULIMHCKOTO M3AEenusl JOIMKEH OTPasuTb AOKYMEHTANbHO W 06OCHOBATL UCTONb3YEMbI METOZ
ornyLeHwns, a Takke — 6yayT v TkaHu 3abpaHbl OT OTAENbHBIX XXUBOTHBLIX UNK 06beAUHEHD.

Bbino gokasaHo, YTO OMMyLIEHUe 3NEKTPOLLIOKOM OnpeaeneHHoro paspsaga ¢ npokansiBaHuem unu 6e3s, a Tawke
NMHEBMATUYECKMM OFNylMTenem, oCobeHHO ecrnn TakoBOW BNyCKaeT BO3AyX, MOXET paspyWwmTb MO3r U pacnpocTpaHnTb
MO3roBOW MaTepuan no cucreme kpoeoobpalueHus. CywecTByoT AaHHbIE, HTO HENPOHUKAIOLWEE OrmMyLWeHNe MOXET Bbi3bl-
BaTb 3MBONMIO LeHTpanbHOW HePBHOW cucTembl. Heobxoanmo onncatb MeToAb! OFNyLWeEHUs.

MpumevaHnsa

1 HDononHuteneHas nHdopmaumsi no metogam ornylwenunst Haxoautesa B MHennn Hay4noro Coeeta no MNMnanmposa-
Huto (SSC) no meTodam ornylwexus n pucky BSE (Puck pacnpoctpaHenus 4acTuu Moara B KpOBU U Tylwe NPY NPUMEHEHWUM
HEKOTOPbIX METOAOB OINYLLEHUR), NPUHATOM Ha coBewanumn oT 10—11 aueapsa 2002 r. (http://europa.eu.int/comm/food/fs/
sc/ssc/out245_en.pdf) 1 MHenun Pabouert Mpynnel EBponetickoro Ynpaenenna BesonacHoctu lMuwesbix MpoaykTos
(EFSA) no pucky BSE oT pacnpocTpaHeHust 4acTuu, Mosra B KpoBu U Tywe, Bonpoc Homep EFSA-Q-2003-122, npuHaTom
21 okTa6psi 2004 r. (http://www.efsa.europa.eu/en/science/biohaz/biohaz_opinions/731.html).Mpu oTcyTCcTBUM YTBEPXKAEH-
HOro NMPOU3BOACTBEHHOIO NPOLEcca, A0KAa3aHHO Ae3aKTUBMPYIOWEro unu yaansiiowero areHtsl TSE, Heob6xoaumo BHe-
pvTh creaylowme metToabl:

a) Ans Bcex marepuarnoB HeOOXOAMMO CBECTU K MUHUMYMY BO3MOXHOCTb BHELUHEW KOHTaMuHauum, ocobeHHO B
CTpaHax ¢ 3BeCcTHbIMM criyuasimu BSE; B cnyyae matepuanos, He 06beanHsiembix npu cb6ope, 0gHOPa3oBLIE MU COOTBET-
CTBEHHO 00e33apaXeHHble eMKOCTU (Hagnexawmm obpasom 3akpbiTele BO M3bexaHne nepekpecTHOW KOHTaMUHaLMKU U
CHabXeHHble 3TMKETKON) MOryT GbITb NOMELLEHbI B 0OfHY G0MbLyi0 éMKOCTb ANA NEPEBO3KY;

b) no BO3MOXHOCTM MaTepuarnbl OT JXMBOTHBIX U3 pa3HblX reorpadnyeckux UCTOHHUKOB He cregyeT o6beanHsTh,
KpoMe crny4aeB, Kora oOHu Obinu nony4YeHsbl U3 CTpPaH ¢ HU3KUM reorpadundeckum puckom BSE unm ot ctag HU3Koro pucka;

C) Heobxogumo BHeApUTb, 060CHOBATL M NOAAEPKUBATL NPOUEAYPL!, ONUCaHHbIE B AOKYMEHTaUuW, Ana NpeaoT-
BpaLLEHWNSI MEPEKPECTHON KOHTaMUHALIMM APYIMMU XXKMBOTHBIMW UNK TKaHsiMK Gonee BbICOKOrO pucka.

2 MoryT 6bITb NPUMEHUMbI perMoHarnbHble HopMaTuBHbIE TpeboBaHus.

Heo6xoamMmo NpUHATL Mepbl NPeAOCTOPOXHOCTU BO M36eXaHWe KOHTaMWHaumMn B TeHeHne Nocneayowmx npouns-
BOACTBEHHbIX AeNCTBMIA. Mcnonb3oBaHue onpeAeneHHbIX MaTepuanos, NONyYeHHbIX U3 TakoW CTpaHbl MK PEFMOHA, SIBNS-
eTcs gonyctuMmbiM. Hanpumep, ucnons3oBaHve Hazgrnexawmum obpasom 06paboTaHHON TKaHU HU3KON MHDULMPOBAHHOCTY
B 06CTOATENbCTBAX OFPAHMYEHHOIO KOHTAKTa C TKaHbI0 YernoBeka MoXeT O6biTb 060CHOBaHHBIM, HAaNPUMEP MCNONb30BaHNE
KOXW B OpTOneauyeckon obysu.

3 Takue oGcTonTenbCcTBa cOOTBETCTBYIOT Knaccudmkaumm GBR IV EC.

A.3.3 C6op oT 3aMKHYTbIX cTaa/cTag HU3KOro pyUckKa

MepBoHaYarnbHbI Matepran MOXeT ObITb NorNyYeH OT CTad, KOTOpbIe COAEPKaNUCL C OCTOPOXHOCTLIO AN NpeaoT-
BpallleHnsi BHeceHuns areHTa BSE m koTtopble 6binv cepTudmnumpoBaHbl Kak KHU3KWI PUCK» UNK «3aMKHyTeie» (cm. 3.2). MNo-
NyYeHVe MaTepuarnioB >XUBOTHOTO MPOMUCXOXKAEHUsI OT CTad HWU3KOTO pucka [OMKHO ObiTb PacCMOTPEHO Kak
npegocTaensilliee ypoBeHb 6€30NacHOCTH, SKBMBAIEHTHbIN COOpY MaTepuanoe B CTpPaHe WNn permoHe, rae Hanwdve
BSE y gomalwHero poratoro ckota CUMTaeTcsl KpanHe MarnoBepoATHbIM.

A.3.4 Bo3pacT [OHOPCKNX XNBOTHbIX

Vcnonb3oBaHue 6oree MonogbIX XXKMBOTHLIX NPEACTaABAAET MEHBLNIA PUCK NO CPaBHEHWUIO ¢ 6onee cTapbiMM XXUBOT-
HblMKU. MaTepuans!, NoNy4YeHHbIE OT KMBOTHLIX MOTOXE LECTU MECALER, MOTYT cCuMTaThCs NpeacTaBnsiowmnmm 6onee HU3-
ki puck BSE (cm. npunoxenue D UCO 22442-1).

A.3.5 UcTtopma nutaHna QOHOPCKNX XXNBOTHbIX

Matepuansl (Bknoyasi 06beiMHEHHbIE 3anachkl KPOBW), NPeAHA3HAYEHHbIE A4S NPSIMOrO UCMOMNb30BaHUA B Meau-
LMHCKMX M3enunsix U He noABepraiowmecs: yTBepXXaeHHOMY npoueccy ans cHwkenuns pucka TSE cormacHo MCO 22442-3,
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He crieyeT cobupaTh B CTpaHax, rae XBayHblil MaTepnan CKapMMBaeTCs XBa4HbIM WU rae UCTOPUS MMTAHUS HEN3BEC-
THa.

MpnmeuvaHns

1 Wcnonb3oBaHve marepuarna us CTpaH, He paspeLailmx ckapmrvsaHne 6erkoB XXUBOTHOIO NPOUCXOXAEHUS XKK-
BOTHBLIM, MOXeT obecneunTb Honee BbICOKYIO cTeneHb 6e3onacHocTy. [ns Bcex gpyrmx Matepuanos, NPOUCXoasawWwmx oT
KOPOB, U3rOTOBUTENb JOIIKEH NONYy4UTb oNybnnkoBaHHOe CBMAETENLCTBO NpoLeAyp, BHEAPEHHLIX B CTPAHE NPOMCXOXAe-
HUS ICTOKOBOTO XXMBOTHOIO POraToro CKoTa, ANA rapaHTum TOro, 4To NoTeHuman nepegaym Bo3byautens BSE ceeaeH k mu-
HUMyMy. OueHKa pucka AOorPKHA 3aTparmBaTtb Cneaylowme AoKa3aTenbCTea:;

a) 6bin nn 6enok NonyyeH OT XBay4HbIX UNKU HET, NPOU3BEAEH MECTHO UNMK UMMOPTUPOBaH, a Takke AaTy Havana
AelcTBUS Kakoro-nubo 3akoHoAaTeNbHOro 3anpeTa Ha Takoe CKapMIMBaHUE;

b) npv nonyyeHun marepmanoB OT poraTtoro CKoTa, B KOPM KOTOPbIX BXOAUN 6ok XXBa4yHOro NPOUCXOXAEHUSA B Te-
YeHWe NpeaLWweCcTBYIOWUX BOCBMM NET, NOATBEPXAEHUE TOro, 4T0 6enok He 6bin nonyyeH B cTpaHax C BbICOKOW 3aborneBae-
mocTbio BSE unu nouecyxou;

c) 6bin UnNK HeT poraTbii CKOT B BO3pacTe CTaplie WeCcTW MeCsILeB UNKU CKOT MNaLe LWecTu MECSILEB, CoaepXa-
LLMICA NOKE 3TOrO BO3pacTa, n/mnm noTOMCTBO ONMOgOTBOPEHHBIX CAMOK UMNOPTUPOBaHbl U3 CTPaH C BbICOKON 3abone-
BaemocTblo BSE; Takow poratbiii CKOT MOXET NOBbLICUTL PUCK BHECeHWs areHTa BSE, ecnu nx TkaHum nepepaboraHbl U
3aTeM CKOPMITEHbI XBaYHbIM.

2 BHeppeHne [QEWCTBEHHOIO 3anpeTa Ha CKapMITMBAHWE KBAYHBbIX MATEPUanoB XXUMBOTHLIM SIBIISIETCA OHUM U3
dakTopos, Bnusowmx Ha ctatyc BSE ctpaHbl nnu permona. Mapantum nctopum nutanus, Takum obpasom, MoryT GbiTb Mo-
Ny4eHbl NOCPEACTBOM CChINIOK HA CUCTEMBI Knaccudmkaumm n ntHdhopmMaumio, NpeaoCTaBNEHHYI0 HALMOHANBHBIMU UMK pe-
rmoHasnbHbIMY OpraHamu BnacTum.

A4 NHdrumpoBaHHOCTb UCTOKOBOW TKaAHN

BeposaTtHocTs Hann4uus areHTa BSE B KOHKpETHOM MCNONb3yeMOW TKaHW, eCnu TakoBasi NoMNyYeHa ot UHMULMPOBAH-
HOTO XXMBOTHOIO, AAOIPKHA BbITh OLlEHEHa C NOMOLLbIO ONYBNUKOBAHHOW SKCNepTHOM oueHku (cm. UCO 22442-1, D.3.4). Tak
Kak AaHHble, CNyXalwme 0CHOBaHWEM UCCIeaoBaHNA MHDUUMPOBAHHOCTU TKaHU, MOTyT BbiTb HENONHLIMK, CNeayeT NPUHN-
MaTb BO BHUMaHWe (PaKkTop HeonpeaeneHHOCTH, OCHOBAHHbLIN HA OUEHKE Ka4veCcTBa M konuvectea 6a30BbiX 4aHHbIX. Heo6-
XOAMMO UCNONb30BaTh Camyio HOBYIO MHpOpMaUKIO.

A.5 Mepbl Ansa npeaoTBpaleHNA NePeKPEeCTHON KOHTAMUHAUUMK

HeobxoanMMo MpUHATE Mepbl NPEAOCTOPOXHOCTU BO U3bekaHne nepekpecTHON KoHTamuHauum Bo Bpems 3abos,
cbopa, obpalueHusi, XpaHeHUs! 1 TPaHCMOPTUPOBAHUSA XXMBOTHOIO MaTepuana.

MaroToBnTenb MeaMLMHCKOrO U3AEenusl 4OSMKEH OTPa3uTb AOKYMEHTaNbHO W 06OCHOBATb MCTONL3YeMbI METOZ
ornyLeHwns, a Takke — ByayT nv TkaHu 3abpaHbl OT OTAENbHBIX XXUBOTHBIX UK 06beAVHEHDI.

Bbino gokasaHo, YToO OFnyLeHMe 3MEeKTPOLIOKOM ONpeAeneHHoro paspsga ¢ npokansiBaHMem unu 6e3, a Takke
NMHEBMATUYECKUM OFNyLIUTENEM, OCOBEHHO €CMM TAKOBOW BrYCKaeT BO3AyX, MOXET paspywmTb MO3I U pacnpocTpaHuTb
MO3roBOI MaTepuan no cucteme KpoBoobpalleHusi. CyluecTBYIOT AaHHbIE, YTO HENPOHUKAIOLWEE OIMYLLIEHWNE MOXET Bbi3bl-
BaTb 9MOONUIO LEHTPAarNbHON HEPBHON CUCTEMbI.

MpvmedvaHuns

1 JononuuTtensHas uHdopmaums no metogam ornylweHnst Haxogutest B MHeHun SSC Opinion no metogam ornywe-
Husa n pucky BSE (Puck pacnpoctpaHeHus yactuy mo3sra B KPOBY U TyLLe NPy NMPUMEHEHN HEKOTOPbIX MeTOA0B OrfyLue-
HKA), NPUHATOM Ha coBewanun ot 10—11 auBaps 2002 r. (http://europa.eu.int/comm/food/fs/sc/ssclout245_en.pdf) un
Muenun Pabouen pynnel EFSA no pucky BSE ot pacnpocTpaHeHvs Yactvy Mo3ra B KPOBU U Tywe, Bonpoc Homep
EFSA-Q-2003-122, npunsitom 21 okrs6pss 2004 r. (http://www.efsa.europa.eu/en/science/biohaz/biohaz_opinions/
731.html). Ons c6opa n obpalleHns HeobXoauMo BHeAPUTE Crieayrowne MeToAab!, Fae Toro TpebyeT oueHKka pucka:

a) Ansi Bcex marepuanoB HeobxoanMo CBECTW K MUHUMYMY BO3MOXHOCTE BHELHeN KOHTamuHauuu, 0cobeHHO B
CTpaHax ¢ M3BecTHbIMM criydasimmn BSE; B cnyyae maTepunanos, He 06beanHsieMbix Npy c6ope, 0gHOpa3oBbIe U COOTBET-
CTBEHHO 00e33apaXeHHble eMKOCTM {(Hagnexawmum obpasomM 3akpbiTble BO usbexaHwe nepekpecTHOW KOHTaMuHaLUmMmM 1
CHabKXeHHbIE 3TMKETKON) MOTyT GbITb NOMELLLEHbI B OAHY DOnbLUy0 €MKOCTh A5S NEPEBO3KY;

b) no BO3MOXHOCTM Matepuarnbl OT XMBOTHbIX U3 Pa3HbIX reorpadunyecknx NCTOYHUKOB He credyeT obbeanHsThb,
KpOMe Crny4aes, Koraa oHv Gbiny nony4eHbl 3 CTpaH ¢ HU3KMM reorpadunyeckum puckom BSE unm ot ctag HU3Koro pucka;

C) HeobxoaVMMO BHEAPUTE U NOAAEPKMBaTL NpoLeaypbl, ONUCaHHbIE B AOKYMEHTaL MW, ANs NpegoTBpalLeHns nepe-
erCTHOVI KOHTaMunHauum gpyrmMmn >KMBOTHbIMU NN TKAHAMW ©onee BbICOKOIO pucka.

2 MoryT 6bITb NPUMEHVMbI pervoHanbHble HOpMaTUBHbIE TpeboBaHUs.
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Mpunoxenne B
(cnpaBouHoe)

Ceptudmkaums u atrecrauus’

B.1 O6pa3sey BbigaBaemoro ceptudmkara
Ceptudmkar Ne:

CepTndumkaTt Ha XMBOTHBIV MaTepuan Ans UCrnosib30BaHUs B MEANMUMHCKUX N3Oenmsax

CTpaHa, B KOTOPOW XUBOTHOE ObINo 3abuTo

"eorpadpuyecknin NCTOUHMK X1BOTHOrO?

PernctpaunoHHbIin Homep CkoTOBONHM (€CnM NPUMEHUMO)

HavmeHoBaHue n pacnonoxeHve yupexageHus

MaTtepwnan (0603HaubTe BUZ XMBOTHOIO)

BoapacT 1BOTHOrO®)

Bug TkaHu nnv opraHa

Vcnonb3oBaHHbIE NAKOBOYHbIE MaTtepunansbl

Yucno emkocTen/ynakoBoK

damunus, nHMLWansl BeTepuHapa

Hata/bl cbopa

Mognuce:
(OTBETCTBEHHOE NNLO)

B.2 O6pa3seu cBuageTenbLCTBa 340POBOr0 COCTOAHUA, BbiaBaeMOro BeTepUHapom

CBuaeTenbCTBO 340POBOr0 COCTOSIHUSA

A, HKenoaANMCaBLLMIACH BeTepuHap, NoOATBEPXAalo, YTo matepuar, onvcaHHbIi B ceptudmkare Homep ,
6bIn Mony4eH OT XXUBOTHOIO, NPU3HAHHOIO FOAHLIM ANA NOTPEBNEHNsA YENOBEKOM U NPOLEALWEro 0CMOTP [0 U Nocne
CMEepTU:
MpoBegeHo B: (nara)

(Moanuce BeTepuHapa) damunus, uHULMansI

" dopmar NPUMEPOB B JAHHOM MPUITIOXEHUN MOXET ObiTb CKONMMPOBAaH.

2 Heo6x0AMMO BKMIOUNTb MHOPMALIMIO MO MAEHTUUKALMN U OTCIIEXVNBAEMOCTN UCTOKOBOTO XMBOTHOIO B TEYe-
HWE ero XWU3HK, ecnun Takasi uHopmaums CyLLeCcTBYET M ewe He U3BECTHA U3TOTOBUTENIO.

¥ Ecnn npaKTMYecKm BbIMONHUMO 1 MPUMEHMMO, HAMPUMEP AIS XUBOTHBIX, NOABEPKEHHbBIX €CTECTBEHHO CIy4alo-
Lenca MHEKLMOHHOW rybyaTon sHuedanonatum.
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FOCT P UCO 22442-2—2011

Mpunoxenne C
(cnpaBoyHoe)

BetepuHapHana cnyx6a

MpunoxeHne A BBOAWT KOHLENLMIO NONYyYEHUS] 3asIBNEHUI OT KOMNETEHTHBLIX OPraHoB, YTO OHU UMEINT BETEPUHAp-
Hyto crnyx6y, cnocobHylo BbISIBUTbL HU3KYI0 3a6oneBaemocTe BSE. Huxe npueefieHa cebinka Ha JOKYMEHT, KOTOPbIN MOXET
6bITb NONe3eH U3roTOBUTENSIM B UX NEPErOBOPAaX C BETEPUHAPHBIMW KOMMETEHTHLIMW OpraHaMn. XOTA ero npeaHasHave-
HUEM SBIISAETCA MOMOLLB MPU OLEHKE BETEPUHAPHON CNyX6bl B LENOM, CTaTbsl MOXET ObiTb NOMNe3Ha Npy UHTeppeTaunm
3asIBIEHNIA KOMINETEHTHbIX OPraHOB B KOHKPETHOM koHTekcTe BSE. Cnegylowasn ctatbst AOCTYNHA Ha aHIMMWIACKOM, dpaH-
LIy3CKOM M MCNAaHCKOM asbikax: «PekomeHgaummn ana OueHkn BetepuHapHoi Cnyx6bi1» BknioueHsl B CaHutapHbiin Kogeke
HasemHbix 2KueoTHbiX (rnaebl 1.3.3 n 1.3.4) BO3X (OIE) (http://www.oie.int/eng/normes/mcode/en_sommaire.htm).
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FOCT P UCO 22442-2—2011

Mpunoxenvne OA
(cnpaBo4HOe)

CBefeHNA 0 COOTBETCTBUM CChINMOYHLIX MeXAYHapoAHbIX CTaHAapPTOB HauUOHaNbHbIM CTaHAapTaMm
Poccuiickon ®epgepauum

Ta6nuuya [OA.1

O603Ha4YeHne CCbINOYHOrO CreneHb OBo3Ha4YeHue 1 HaMMeHOBaHNe COOTBETCTBYIOLLEro HaLUOHANBHOMO
MeXAyHapoaHOro ctaHaapTa COOTBETCTBUSA cTaHgapTa
NCO 22442-1:2007 IDT FOCT P UCO 22442-1—2011 U3genua MeauumHCKue, NCMonb3yto-

LMe TKaHU U X NPOU3BOAHbIE XMBOTHOIO NpoucxoxaeHus. Yacte 1.
MeHeXMeHT prcka

MpwumeyaHwusa— B Tabnuue ucnonb3oBaHo cregytoliee ycrnoBHoe ob6o3HaveHne CTeneHn COOTBETCTBMSA CTaH-
[apToB:
- IDT — naeHTu4YHble CTaHgapThI.
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(1]
(2]
(3]
(4]
(5]
(6]
[7]

8]

[9]

rOCT P UCO 22442-2—2011

Bubnuorpadcus

MCO 9001 Cnctembl MeHeaXXMeHTa kadvecTBa. TpeboBaHus

NCO 13485 Napenua meguunHckmne. CUCTeMbl MeHeaXMeHTa kadecTea. TpeboBaHus K PEryrnmpoBaHuio

MCO 14971:2007 N3genusi meguumnHckme. NMprMeHeHne MeHePKMEHTa PUCKOB K MEAVLIMHCKUM U3aenusim

NCO 22442-3 MeanumHCKue u3genusi, UCMOonb3ylllue TKaHW U KX NPOW3BOAHbIE XWBOTHOMO MPOUCXOXOEHWS.
YacTb 3. Banmpauusi YHUUTOXEHUS U/MNWU MHaKTUBAaLMKU BUPYCOB U areHTOB NepeHOCHON rpubKoBO aHUedanonatum
Terrestrial Animal Health Code from OIE — Office International des Epizooties/World Organisation for Animal Health
(http://www.oie.int/)

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 (http://europa.eu.int/‘comm/food/fs/sc/ssc/out245_en.pdf)
Supplement 1, Japanese Pharmacopoeia XIV, 17. Basic Requirements for Viral safety of

Biotechnological/Biological Products listed in Japanese Pharmacopoeia, pp.1618—1631, 2003

Notification No. 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 snoHckom)

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

[10] Code of hygienic practice for meat CAC/RCP 58—2005
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KntoueBble crnosa: nsgenve MeguumMHCKoe, XXNMBOTHAs TKaHb, KOHTPOSb
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