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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NMOoArOTOBJIEH ABTOHOMHOW HEKOMMepYecKon opraHnsaumen «HCTUTYT MeanKko-6nMonormvyeckmnx
nccnegosaHuin n texHonornn» (AHO «MMBUNT») Ha ocHoBe cODCTBEHHOro ayTeHTUYHOrO Nepesoaa Ha pyc-
CKMN A3bIK TEKCTA cTaHdapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHunuyeckum komutetom no ctaHgapTtusaunm TK 422 «OueHka brnonorm4eckoro AencTBug
MeONUNHCKUX U3aenniin

3 YTBEPXAEH N BBEAEH B OEWNCTBWE Mpukasom PenepanbHOro areHTCTea no TeXHUYECKOMY
perynupoBaHuio U meTtponorun ot 15 nwoHa 2011 r. Ne 123-ct

4 HacTtodawun ctaHgapT naeHTudeH mexxayHapoaHomy ctaHgapTty NCO 22442-2:2007 «N3pgenna meau-
LIMHCKME, NCTMONb3YIOLWNE TKaHU U UX NMPOU3BOAHBbIE XXUBOTHOIMC NPoUCXoxaeHus. HacTtb 2. KoHTponb oTbopa,
cbopa un obpabotkn» (ISO 22442-2:2007 «Medical devices utilizing animal tissues and their
derivatives — Part 2: Controls on sourcing, collection and handling»).

[Tpy NpUMeHeHUN HACTOALLEro cTaHaapTa pekoMmeHayeTcd UCNob30BaTbk BMECTO CChITOYHBIX MeXayHa-
POAHLIX CTaHOAPTOB COOTBETCTBYOLWME UM HaLMoHanbHble cTaHgapTel Poccuinckon ®egepauumn, ceegeHna o
KOTOPbLIX NpMBedeHbl B ACNONHUATENBHOM npunoXeHun A

5 BBEOEH BI'NEPBbIE

ViHcbopmayust 06 UMEeHeHUSIX K HacmosilweMy cmaHoapmy rybnukyemcs 8 eXke200H0 u30asaeMoM UH-
opMallUOHHOM yKa3zamene «HalyuoHanbHbie cmaHOapmbi», a meKkcm U3MeHeHUU U rornpasok — 8 exxeMe-
CSYHO U30asaeMbixX UHPOPpMaUUOHHBIX yKazamernsx «HauuoHalnbHbie cmaHoapmbi». B criydyae riepecmompa
(3aMeHbl) Ui OMMEHbLI Hacmosuwje2o0 cmaHoapma coomeemcemeyruiee yeeoomMmreHue byoem ornybriukoeaHo
8 eXXeMeCs4YHO u3dasaeMoM UHpOpMaUUOHHOM YKalamerne «HauuoHaneHbie cmaHOapmbi». Coomeemcemay-
rouast UHgbopmMmauus, yeeooMiieHuUe U meKkcmal pasMeljaromces makxe 8 UHgbopmMayluoHHoOU cucmeme obujez20o
rofb308aHUss — Ha ocbuyuansHoM calime ®edepallbHO20 azeHmcemaea rno mexHU4eCcKoMy pez2ynupogaHuio U
Memporsioauu 8 cemu VIHmepHem

© CtaHgaptuHdopm, 2011

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

NCO (MexagyHapoaHaa OpraHmnsauna CtaHgapTusaunm) asnaeTca BCeMUpPHOU pegepaument opraHoB Ha-
LiIOHanNbHbLIX cTaHaapToB (opraHusauum — vneHsl NCO). PaboTta no noaroToBke MeXayHapodHblX CTaHOapToB
obObLIbHO ocyulecTBnsieTCs TexHudecknumun kommtetamm MCO. Kaxgas opraHusauusi-dneH, sanHTepecoBaHHasa B
npegmMeTe, Ansl KOTOPOoro cosgasanca TexHU4ecKkun KOMUTET, UMeeT NpaBo ObITb NpeAcTaBNEeHHON B 3TOM KOMU-
TeTe. MexayHapoaHble NpaBUTENbLCTBEHHBIE U HENPABUTENLCTBEHHBIE OpraHM3aUMn Takke NPUHUMAaIOT y4yac-
Tne B paboTte Bo B3anmogenctenm ¢ MCO. NCO TecHo coTpyaHudaeT ¢ MexayHapoaHoW SNeKTPpOoTEXHNYECKOW
Komuccuen (MOK) no Bcem Bonpocam 3M1eKTPOTEXHNYECKOU cTaHdapTusaumn.

MexayHapoaHble cTaHaapThl paspadaTteiBaloTCsl B COOTBETCTBUM C NpaBmMnamu, npueeaeHHsIMn B [An-
pekTnBax MCO/MO3K, HacTs 2.

OCHOBHOW 3agavyen TeXHUYECKNX KOMUTETOB ABNAETCA NoAroToBKa MexayHapoaHblX cTaHaapToB. [1po-
eKTbl MeXAayHapoaHbIX CTaHOAaPTOB, NMPUHATLIE TeXHUYECKUMU KOMUTETaMU, PacnpoCcTpaHATCA opraHmn3al -
AM-4YieHaMm AN ronocoBaHus. [Nydnukaumsa B KavecTBe MexXayHapoaHoro ctaHaapTa Tpebyet oaobpeHus, no
MeHbLlen Mepe, 75 % opraHnsayn-4rieHoB ¢ NpaBoM rofioca.

Heobxoanmo obpaTuTb BHUMaHWUE Ha BOSMOXHOCTb TOrQ, UTO HEKOTOPLIE 3NTEMEHTLI AaHHOIC ACKYMEHTA
MOryT noaBepratbesli nateHTHbeiM npaamM. NCO cHumaeT ¢ cebst OTBETCTBEHHOCTb 3a 0OO3HAYeHue Ka-
KNX-NMOO TaKoBbLIX NAaTEHTHLIX NMpaB.

NCO 22442-2 6bin noaroToBneH TexHudeckum kommutetom NCO/TC 194 «buonormndyeckasa oueHka me-
anunHCknX nsgenuny, Nogkomutet NK 1 «besonacHOCTb n3gennim U3 >KUBOTHOUM TKaAHNY .

NCO 22442 cocTonT 13 cnegyowmx yacten nod odowmm HanmeHoBaHuem «M3genua meguLnMHcKmMe, Uc-
NONb3yoLWMe TKaHU U UX NMPOU3BOAHBbIE XXUBOTHOTO NMPOUCXOXKOEHUA»

- Yactb 1. MeHep)KMeHT puUcka;

- YacTb 2. KoHTponb oTbopa, cbopa n obpaboTku;

- YacTb 3. Banuagauns yHUUTOXEHUSA U/ N aesakTuBau i BUPYCOB U areHToB MHPEKUUOHHOW rybyaTomn
sHuUedanonatum (TSE).

IV
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

N3aqeiind MEQULUNHCKUE, UCTTIOJTBb3YIOLLUE TKAHW
U UUX1NPON3BOAHBLIE XUBOTHOI'O NPOUCXOXOEHUA

UacTb 2

KoHTponb oTb6opa, coopa n obpaboTku

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

[lata BBegeHnsa — 2012—03—01

1 O6nactb NpMeHeHUA

HacTtoawmin ctangapT ycTaHaBnMBaeT TpeboBaHUA K KOHTPOSO 3a UCTOYHMKaMKU U cOopoM, a Takke o00-
palleHneM (BKNtoYasa XpaHeHne N NepeBo3Ky) C XKMBOTHLIMW M TKAHAMM 4119 NPON3BOACTBa MeAULIMHCKNX n3ae-
IMA C WNCNOMb3OBaHUEM MaTepuanoB >XUBOTHOIMO MPOUCXOXAEHUS, 3a WCKIHYEHUEM AMarHOCTUYECKMUX

MeaULMHCKUX n3genunn in vitro. OH NpUMEHUM B TeX crniyJdasx, rae Toro Tpebyet npouecc KOHTPONS pUcka, Kak
onucaHo B NNCQO 22442-1.

[TpumevaHnus

1 M3buparenbHOCTb UCTOYHMKOB CHUTAETCH OCODEHHO BaXXHOW ANTA KOHTPOMNSA pucka MHEKUMOHHON ryb4aTon 3H-
uedanonatum (TSE).

2 WarotoButenu gomxkHoel obpawatecsa K MCO 22442-3 ans nHdopmaumm nNo NoATBEPXKAEHUIO YHUHTOXEHNS N/nnn
aesakrmBauumm supycoB u areHToB [ SE.

Hactodawmm ctaHaapT He KacaeTcd UCMoNb3oBaHUA TKAHEN YenoBeKa B MeaQULMHCKUX N3aennax.
HacToqawmn ctaHgapT He onpeaenseT CUCTEMY KOHTPONA KadecTBa ANdA perynmpoBaHng BcexX cTaanui
NPpoOn3BoACTBa MeaAULIMHCKUX N3aennu.

[TpumMmevyaHmns

1 Hanuume nonHowm cuctembl KOHTPONSA KA4ecTBa BO BPEMSA NPOU3BOACTBA HE sIBNSIeTCS TpeboBaHUEM HACTOSILWEro
cTaHgapTa, HO B HEM NpUBeAeHbl TpeboBaHUA AN HEKOTOPbIX 3NEeMEHTOB CUCTEMbI KOHTPONSA KavectBa. ObpalleHo BHU-
MaHWe Ha CTaHdapThl ANS CUCTEM KOHTpoNA KadecTtBa (cMm. MCO 13485), perynupyrowme Bce cragmm npon3sBoacTBa UIMN
nepepaboTku MEANLMHCKUX U3AENUN. INEMEHTbl CUCTEMbI KOHTPOIS Ka4vecTBa, 0bs13aTeribHble COrMacHO HACTOSIWEMY
CTaHAAPTY, MOIyT COCTaABNATb YacTb CUCTEMbI KOHTPOMNS Ka4YecTBa, CooTBETCTBYOWEN TpeboBaHnsm NCO 13485.

2 OCHOBHbIM npuHuMnom npumeHenns NCQO 22442 aenseTcs obpalweHmne OOmKHOro BHUMaHUA Ha TpeboBaHus u
pekoMeHaauunm BCex Tpex YacTen ctaHgapTa.

2 HopmaTuBHbIe CCbINKN

Chneayoluimne cnpaBoYHble AOKYMEHTbI ABNSAOTCS HEOOXOAUMBIMM ANA MPUMEHEHNSI AaHHOTo JOKYMEHTA.
[Tpyn gaTUPOBAHHOW CChINKE NMPUMEHMMO TONbKO YKaszaHHoe nsgaHue. lNpu ceolfike 6e3 gaTtbl NPUMEHUMO NO-
cneaHee nsgaHWe ykasaHHOro AoKyMeHTa (BKNovad ntodblie nonpaBKu).

NCO 22442-1:2007 MegnumHckne nM3genna Ha OCHOBE XXUBOTHbLIX TKaHeWn 1 nX nponssoaHbiX. Hactb 1.
MeHeKMeHT pucka

3 TepMUHbI N onpegeneHus

B HacTosawem cTaHgapTe npumeHeHbl TepMuHbl o NCO 22442-1, a Takke cnegytowme TepMnHbI C COOT-
BETCTBYOLWMMK onpeaeneHnaMN;

3.1 cbop: 3abop KXNUBOTHLIX TKAHEN.

U3pgaHne odbvumanbHoe
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3.2 cTagAo HU3KOro pucka: 3aMKHYTOe CTaZlo KPYMNHOro poraTtoro ckota, B KOTOPOM MO MeHbLUEer Mepe
nocneaHue BOCeMb NeT:

a) BenocCb BeTepuHapHoe HabnogeHne, OTpaXKeHHoe AOKYMEHTanNbHO;
b) He bbINO cnyyaes BSE;
) HEe NPOBOAUINOCH KOPMIEHMe BerikaMuy XXMBOTHOTO NPOUCXOXKAEHUS;

O

d) cywecTByeT NOMTHOCTbLIO AOKYMEHTUPOBaHHAdA UCTOPUA pa3BedeHUs;

€) UCNoNb30oBaHMEe BeTepUHaPHBIX NTEKAPCTB U BaKLUMH NMOJIHOCTbIO OTPaXXeHO AOKYMEHTalbHO;

f) Kaxkgoe XXMBOTHOe OTCleXMBaeMo;

g) reHeTudecknn matepuan BHOCUNCA TOMNbKO U3 CTaj C TakKuM e cBoboaHbIM oT BSE cTtatycom.

[TpnmedaHwne—IloaHanormm ctago HU3KOro pucka NPUMEHNMO K APYyruM BUgam, eCTECTBEHHO MNOABEPXKEH-
HbIM TSE. BoamoxXHa HeobXxoaAnMOCTb AONONMHUTENBbHLIX MEep NPeaoCTOPOXHOCTH.

3.3 BeTepuHap: Ilnuo, NnpM3HaHHOe COOTBETCTBYIOLMM KOMMETEHTHLIM OpraHoM Haanexalwmm obpa-
30M KBanuduumpoBaHHbIM 419 BO30XEHHOW Ha HEro OTBETCTBEHHOCTU, KacatoLLiencsa OCMOTPa XXUBOTHbLIX A0
1 Nocne cMepTn U/Mnn CooTBETCTBYIOLLIEN cepTudukauun.

[TpyumevyaHmns

1 B onpegeneHHbIX opucankumnsax tpebyeTtcs, YToObl BETEPUHAP ABNANCH NPOodheCcCcnoHanbHO KBannpmnumpoBaH-
HbiM B 0ONnacTn BETEPUHAPHON MEAULIMHbI.

2 B onpeageneHHbIX IOPpUCANKUMAX MHCNEKUMA N cepTudmnkaums MoryT NPOBOANTLCSH pasHbiMy nuuamun. B Takux cny-
Yyasax cepTuukat MoxXeT bbiTb NOANUCAH NMULOM, HE HA3HAYEHHbIM KOMMETEHTHBIM OPraHoM. TakoBasi MYHKUUS Npeay-
CMaTPUBaeTCs CUCTEMOW KOHTPONA Ka4ecTBa U3roToOBUTENSA MEANLIMHCKOIO U34enus.

4 OOLwWwme TpedbOBaAHUSA

4.1 O6wan yactb

MpumeHawT TpeboBaHMA  HacTodWEero craHgapTa, Kak — onpegensetcsa  OUEHKOWM  pucka
(cMm. ICO 22442-1).

[TlpunoxxeHne A HagneXxXuT NPUMEHSATb B YCTaHOBIIEHHOM NopaaKe.
4.2 3NeMeHTbl CUCTEMbI KavyecTBa

Heobxoaumo BHeAPUTL U NoAAEPKNBATL JOKYMEHTUPOBAHHYIO CUCTEMY ANl KOHTPOMNSA KavecTBa MaTe-
PDNANOB XXUBOTHOMO NPOUCXOXKOEHUS, YTBEPXKAEHHYIO U3roTOBUTENEM MeaULMHCKOro nsgenns. KoHkpeTHble
TpeboBaHUS, KacatoLmecs cobopa, BKIOYEeHbl B pasgen 6.

Cuctema gosmkHa 3aTparmBaTb UCTOUYHUK XKUBOTHOTO U crieaytowme oakTopsbi:

a) obo3HaveHne reorpaguueckoro NpoucxoXxaeHust (CtpaHa Unn pernoH) XXUBOTHOrO MaTepuarna, co-
CTOSIHNE 340POBbSA X KUBOTHLIX N KDUTEPUIN NPUEMIIEMOCTM XKUBOTHBLIX, YYUTbIBAS UCTOKOBbLIW BUA, Npeanonara-
eMbIA PUCK NAaTOreHHbIX (PaKTOPOB U BO3MOXHOCTb MONYyYEHUS COOTBETCTBYIOLLMX rapaHTUN.

[TpumeyaHwune—I[eorpadmnyeckoe NPONCXOXAEHNE MOXKET BKIIOYaTb MECTO POXAEHUSA XMBOTHOIO, a TakKxKe
CTPaHbl UNN PEMMOHBI ODUTAHUS B TEYEHUE XKN3HU, PABHO KaK 1 MecTo 3abos. arotoButento pekoMmeHayeTcss JOKYMEHTU-

POBaTb, HACKOJIbKO reorpacbwqecme NMPONCXoOXA4eHNe XXMBOTHOIO OTCINeXnBaemMo, yHUTbliBad NpuMmeHeHne KOHTPOJIH PUCKA
(cm. ICO 22442-1);

b) TpeboBaHUS TMIMEHBbI N rapaHTUX KaYecTBa, KOTOPbIM AOITKEH COOTBETCTBOBATL 3aDOULLMK, BKITHOYaH
MEpbI, MPUHATHLIE B CKOTODOWHE, ANS NpeaoTBpaLlleHUs NeEPEKPECTHON KOHTaMUHALMK BHYTPU U MeXAY )KUBOT-
HBIMW;

C) npoueaypsbl cbopa, coxpaHeHUs, obpalleHUst, XpaHeHUs1 1 TPAHCNOPTUPOBAHUA MaTEPUANIOB XKUBOT-
HOMO NPOUCXOXAEHUA;

d) AOKYMeHTUpoBaHHOEe noaTBepXaeHne adpdekTUBHOCTU KOHTPOMEN, onpeaeneHHbIX B nepevncrieHu-
ax a), b) u c);

e) BedeHWe apXMBOB (BKIOYas, NO MeHbLUEN Mepe, nepevynucneHms a), b), c) u dj; cMm. Takke 5.5).

[na KoHTPONS NOCTaBLWMKOB 0OpaboTaHHOro XXMBOTHOIO MaTepmana U3roToBUTelb MeaULIMHCKOTro n3ae-
NAA OOJPKEH OTPa3nTb AOKYMEHTaNnbHO, HACKONBKO BLIMOMHUMO, MeToAdbl cneLnannM3npoBaHHbIX oTpacnen, K
KOTOPbIM ObINTM NPUMEHEHBI NMONOXeHUA pasnuyHbiX Yactent NCO 22442.

[TpumevaHus

1 3rotoBuUTEnu 4ONMXHbI MPUMEHATL COOTBETCTBYIOWME nonoxeHusa MCO 22442 k npyupogHbiM BELWWECTBAM, TAKUM
KaK MOITOKO, BOJTOCHI N LUEPCTb, XOTH TAKOBLIE HE ONpeaensoTcs Kak Npou3BodHbIE.

2
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2 Vicnonb3oBaHme cnocoboB aHanuaa u KOHTPOIS pucka (Takux kak AHanns PuckoB n Kputnyeckme KOHTPONbHbIE
Toukn (HACCP), Avanna Xapakrepa u Nocnegcteum Cooes (FMEA), cm. npunoxenne G k MCO 14971:2007) nonesHo npu
onpeaeneHnn ocTaTto4vHOro pucka.

4.3 lpouepypa

[lokyMeHTUpoBaHHbIE NpoLeaypbl N UHCTPYKLNK, TpebyoLLMeca cornacHo HacTosalWweMy cTaHaapTy, A0I-
)XHbl ObITb YCTAHOBMNEHBI, BHEAPEHBI U NoAAepXXaHbl. 3TN NpoLeaypbl U UHCTPYKLWU O0IKHBI ObITh YTBEpXXae-
Hbl MPW YCTAHOBMNEHUN U KOHTPONMPOBAaTbLCS cleayoLmnmMm obpasom.

N3roToBUTENb OOMKEH BHEAPUTL 1 NogaepXuBaTh npoueaypbl A8 KOHTPONA BCeX AOKYMEHTOB U JaH-
HbIX, CBA3aHHbIX C TpeboBaHNAMM HAcTOALWEro ctaHaapTa. TakoBble A0KYMEHTbI A0TKHbI OblTb paCCMOTPEHB!
N YTBepXAeHbl HAa MPUrogHOCTb YNONHOMOYEHHBIMA COTPYAHMKAMN A0 UX Bblgaun.

TakoBOW KOHTPOMb AomkeH obecnevynTb cneaytoLlee:

a) [JOCTYMNHOCTb HaaneXallmx peaaKkLUnii CoOoTBETCTBYOLLIMX AOKYMEHTOB BO BCEX ToYKax, rae BeaeTcs
neATenbHOCTb, Heobxoanmasa ana 3 deKkTnBHOro dOyHKLNOHNPOBAHUA CUCTEMbI Ka4ecTBa, U

b) HemegneHHoe yaaneHue yctapeBLUUX AOKYMEHTOB U3 BCeX TOYEK BblAadu UM UCNOMb3OBaHUSA.

N3meHeHna JOKYMEHTOB AOMKHbI ObITb pacCcMOTPEeHbI 1 YTBEPXKAEHbI TEMU e dYHKLMAMU/opraHn3aLy-
AMW, KOTOPble NPOBOANIN NEpBOHAYaNlbHOE pacCMOTPEHUE U YTBEPXKAEHNE, eClin KOHKPEeTHO He 0603Ha4YeHo
MHoe. HasHavyeHHble opraHn3auunm OoSMKHbI MMeTb AOCTYN K HaaneXxallM UCXOAHbIM AaHHBIM B KayecTBe
OCHOBaHWA ANs NepecMmoTpa N yTBepKAeHus .

Ecnu npakTnyeckn BbINOSTHUMO, XapakTep Ka)Kaoro nameHeHus AomKkeH bbiTb 0603Ha4YeH B JOKYMEHTE
NN COOTBETCTBYIOLLMX MPUNOXKEHNSAX.

HeobxoaMmMo yCTaHOBUTbL OCHOBHOW NepeYeHb UMM 3KBUBANIEHTHYIO NpoLeaypy KOHTPONS JOKYMEHTOB
Ona onpeaeneHnsa AeUCcTBUTENbHON BEPCUM JOKYMEHTOB BO M3bexaHne Ncnonb3oBaHna HeENPUMEHUMBbIX J0-
KYMEHTOB

4.4 CoTpyaAHUKMU

OTBEeTCTBEHHOCTL 3a cbop, obpalleHne 1 XxpaHeHne maTtepuarnoB Oo/MKHA ObiTb BO3MOXeHa Ha KBaru-
bULMPOBAHHLIX COTPYAHUKOB cneayowmm obpasom. I3roToBuTenb A0MKEH BHEAPUTL U NoaaepXuBaTb NPo-
Leaypbl, BNUAKOLWME Ha NOArOTOBKY MaTepuana, U npedocTtaBnATb MHGPOPMaUUo ANd BceX COTPYAHWUKOB,
BbINOHAKLWNX AeATENbHOCTb, BUAIOLLYIO Ha Ka4eCTBO.

N3rotoBUTENb AOMKEH NPUHATL Mepbl, YTODbI COTPYAHWUKA, BbINMOMHAOLLNE KOHKPETHLIE NOPYYEHHLIE 3a-
OaHus, ABNANUCL KBanmdpnuumMpoBaHHbIMU HA OCHOBaHUX COOTBETCTBYIOLLEro 0bpasoBaHUA, NOArOTOBKMA U/NNA
onbiTa B 3aBUCMMOCTU OT TpeboBaHMW. HeobxoaMmo BECTU COOTBETCTBYIOLWYK AOKYMEHTaUUo Mo
npoBeaeHHOW NOAroTOBKE.

COTPYOHWKN, HEMOCPEACTBEHHO yYacTBYOLME B cOope 1 obpalleHnn ¢ MaTepruanom XXMBOTHOMO NPOUC-
XOXOEHWUSA, AOIKHBI ObITh CNy»KaLwMN N3roTOBUTENSA N3AeNnUs NN Ha3HAYeHHBIMW M COOTBETCTBYHOLWM O0bpa-
30M OOYyYeHHbIMKU pPabOTHUKAMU OOWMHWU WUNWU APYroro aHanorndHoro npeanpuatTud. Te ke TpeboBaHUSA
OTHOCSITCSl K COTPYAHMUKAM BCeX cyonoapaaymnKkoB.

N3roToBUTENb AOMKEH YCTAHOBUTL BHYTPEHHUE TPEeDOBaAHUA NPOBEPKU, a Takke NpeaocTaBuTb agek-
BaTHbIE pecypchbl U HA3HAYUTb ODYYEHHBIX COTPYAHUKOB ANA NPOBEPOYHON AeATENbHOCTU. [TpOBEPKM AOMKHBI
NPOBOAUTLCA He3aBUCUMbLIMUN COTPYAHUKaAMMN.

4.5 CylecTBylOLWUe HOpMaTUBHble TpeOoOBaHUA U peKoMeHaauun

Heobxoaumo yaenaTb AOMKHOE BHUMaHNE COOTBETCTBYIOLLIMM CYLLIECTBYIOLLIMM permoHarnbHbIM HOpMa-

TUBHBLIM TpeboBaHUAM MNKU pekomMeHaaumsam, Bknodasa MexayHapoaHein 3oocaHuTapHbeln Kogekc BO3XK
(OIE) [4].

5 UCTOYHUKNK

5.1 Obwan yacTb

B cooTBeTCTBUU C 5.2—5.6, a TakkKe paszgenamm 6—~8 TpedboBaHUA A0MKHBI MPUMEHATLCA NOCTaBLLMKA-
MU XKMBOTHbLIX MaTepuanos, nocpeaHnkamm m N3roToBUTENAMMN MeaULIMHCKUX N34ennn, HaCcKoNbKO YMECTHO, B
pamMKax niaHa KOHTpona pucka B cootBeTCcTBUN ¢ NCO 22442-1.

JKMBOTHBLIN MaTepuan He A0MKeH NoaBepraTbCHa 0NacHOCTU NepekpecTHOW KOHTaMUHaLU MK 40, B TeYeHue
n nocne 3abos.

Heobxoanmo noaTBEPAUTL, UTO XKUBOTHbLIE NPU3HaHLI roAHBIMU AN NOoTPebneHna YenoBEKOM (CM. 5.5).

N3rotoBuUTenb HeceT OTBETCTBEHHOCTb 3a rapaHTUIo TOro, YTO MaTepuan rogeH And npeaHasHavyeHHoro
MCNONb30BaHUA.
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5.2 Bug n nopopaa

[1na kaxgoro matepuana nnmn ero NPON3BOAHON PUCK onpeaeneHHbIX 3aboneBaHnin 3aBUCUT OT BUAA XKU-
BOTHBLIX 1, BO3MOXHO, Nopodbl, YTO HEOOX0ANMO Y4YUTbIBaTb ANA BHEAPEHUS Mep KOHTPONS.

5.3 lNeorpadusn

Puck onpegeneHHbiX 3aboneBaHnid 3aBUCUT OT reorpan4eckoro NpoUCXoXaeHns, n 3To HeobxoaMmMo
YUMUTbIBATb ANA BHEAPEHUA MEP KOHTPOMS.

[[eorpadunyeckoe NpoUCXoXKaeHne MOXeT BKoYaTb 3avaTne, poXkaeHme, BCKapMrmBaHme 1 yoon (ans
KPYMHOro poraTtoro ckorta, CM. NpUnoXeHue A).

Ecnn TpebyeTca npoueccomMm KOHTPONA pUcKa, B cnydae oJoMallHeHHbIX/pa3BogMmMblX Ha depme BUOOB
HEOBXOoAMMO OTPa3nTb ACKYMEHTAaNbHO reorpauyeckmuin permoH/cTpaHy poXXaeHus n CyMMUpPOBaTb OCHOB-
Hble MecTa obuTaHua 0o MoMeHTa 3abo4.

B cnyvae ncnonb3oBaHns ANKUX BUOOB XXUBOTHLIX HEOOXOAUMO OTPa3nTb AOKYMEHTANbHO PErMOH/MECTO
MOUMKN U CTpaHy/perMoH poXxaeHus1, ecnn U3BecTHbl. cnonb3oBaHue BUAOB AUKUX MITEKOMUTAOLWMNX AOITKHO
ObITb yUTEHO B oLeHKe pucka (cm. MCO 22442-1).

5.4 NHcnekuus

MCTOUHUK XKMBOTHOIO MaTtepuana aomkeH ObiTb NOABEPTHYT KOHTPOMNK U MHAMBUAYAlNbHOW MHCNEKLUM
BeTepMHapoM. TeM He MeHee, C HEKOTOPLIMU MCTOKOBLIMW BUOAMK 3TO He SIBNSAETCH BOSMOXHbLIM (Hanpumep,
pbIObI, pakoobpasHble). Ecnu oTaenbHbIE XKUBOTHbLIE HE MOTYT ObITb OCMOTPEHbI, 0DOCHOBAHWE 3TOro AOIHKHO
ObITb OTPpaXXeHO AOKYMEHTanbHO C NPUNOXXEHUEM COOTBETCTBYIOLLIEro nnaHa npoo.

XKNBOTHEIE (KOPOBBI, KO3bI, ONTEHN, NOLWAaAN, OBLbLI M CBUHbMW) ACMKHBI ObITh MOABEPIrHYTHI MPEACMEPTHOW
BeTepUHaApPHOU NHCNEKLU K. 2KUBOTHBLIX C HApYLLEHUAMW ONOPHO-ABUraTeNsHOU CUCTEMbBI UIMU C HEBPONOrMyec-
KUMWU OTKNOHEHUAMM He cnegyeT UCNOoNb3oBaTh ANsl NPOU3BOACTBA MeAULIMHCKMX U3OQenun, 3a UCKITIYEeHUEM
TPOU3BOAHBIX XXUPOB, XXUBOTHOMO YrNst 1 aMUHOKUCIIOT, ABMALLIUXCA NpUuemMnemMbiMin, Kak onncaHo B 4.4.2 v
4.4.3 NCO 22442-1, Bcneacteue nx obpadboTkn, a He UCTOYHUKA.

o cepTuukaumnm BetepuHapy HeobXoanumo nNpoBECTU MOCMEPTHYIO MHCMEKUUIO XKUBOTHBIX HEMEeONeH-
HO rnocne 3abos B COOTBETCTBUN C MECTHBIMU ODbIMasiMU 1 NPaKTUKaMI.

MHCcnekuna aomkHa BKoYaTh, NO MeHbLUEN Mepe:

a) BM3yanbHbLIN OCMOTP;

L) nanbnayuio ykasaHHbIX OpraHoB;

C) paspes opraHoB 1 NMMJOY3IOB;

d) mnccnegoBaHUe aHoOManuu (Hanpumep, HeCOOTBETCTBUE MO LBETY U 3anaxy);

e) nabopartopHble aHanuabl, ecfin HeobxoaANMO.

[[Oe Toro TpebyeT oueHKa pyucka, Ans MmatepuanoB (BKNoYas odbeAnHEHHbIe 3anachkl KpOBW), NpeaHas-
HauyeHHbIX ANs NPAMOro UCrnonb3oBaHNA B MeQULMHCKUX N3Oennusax U He noaBeprarcLlunXca YTBEPKAeHHOMY
poueccy ans cHkeHust pucka TSE cornacHo CO 22442-3, HeobxognMmo paccMoTpeTb BO3MOXHOCTb NPU-
MeHeHUsa aHanusa Ha Hanudne TSE B MICTOKOBOM XKUBOTHOM.

[Tpumedanune—XKuMBOTHbIE TKaHW, MOJSIYYEHHbIE OT OMNPeAeneHHbIX BUAOB (Hanpumep, pbibbl, pakoobpas-
Hble), TPEbYIOT MOANPUUMPOBAHHOIO NOAX0AA, TaK KaK BETEPUHAPHOE HabnoaeHne He MOXET BbiTb NPOBEAEHO TaK Xe,
KakK Ansi Apyrmx XUBOTHbIX TKAHEW. 13roToBUTENN AOIMKHBI NPUMEHATb COOTBETCTBYIOLME NYHKTHI HACTOSLWENO cTaHaapTa

K TAKUM MaTepuanam, HO MOXeT BO3HUKHYTb HEODX0AMMOCTb CnegoBaHus Apyrum npoueaypam, npuaHaHHbIM 3P eKTUB-
HbIMW AN CHUXEeHUs pucka (ecm. NCO 22442-1).

5.5 CepTtudcdunkauus

MaTepunan }XMBOTHOIrO NPOUCXOXAEeHUA, NnpeaHa3Ha4vYeHHbIM Ang UCNONb30BaHUA B MeAULUMHCKUX U3e-
NNAX, OOMKEH UCXOAUTb OT XUBOTHBIX, MPU3HAHHbLIX BETEPUHAPOM rogHbIMKA AN NOTPpebneHnsa YenoBeKOM.
[OKYMEHTBI, AEMOHCTPUPYIOLLINE COOTBETCTBUE KPUTEPUAM BETEPUHAPHOIO OCMOTPA Ha DOWHE, AaHHbIe cep-
TUUKaTa U UICTOUHUK OAOIMKHBI ObITh AOCTYNHBLIMU {(ONA NpUMepa cM. NpunoXxeHune B).

B cnyyae BMOOB, ANA KOTOPbLIX Takas cepTUdukaumsl BETEpUHAPOM HE MOXKET DbITb NMonyveHa, TpebyeT-
CH CTaTyC, 3KBUBANEHTHLIN «roAHOMY ANs1 NOTpebneHns YenoBekKoM», Hanpumep noaTBeEPXXAeHNe BUOAUMOTO
340POBbLA.

5.6 OTcnexuBaeMocCTb

B cnydasax, korga KoHTponb pucka, nposogumbln cornacHo CQO 22442-1, nokasbiBaeT OQHOBPEMEHHO
HeobXoAUMMOCTb 1 BbINMOMHUMOCTbL, AOMMKHA ObITh BHeAPeHa cucTemMa OTCNeXUBaHUA.

CTeneHb OTCNEXMUBaAHUSA onpedensieTcsl pe3ynbTaToM OLUEHKM pUcKa, NpUHMMasi BO BHUMaHWUE CYyLLEC-
TBYIOLWKME odbulmanbHble MHPOPMaLUMOHHBIE CUCTEMBI.
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[TpumeyaHune—OTCNEXNBAEMOCTb MOXET HE ABMNATLCH NMPAKTUYECKU UCNONMHUMON, eCINK MaTepuarbl XXUBOT-
HOMO NPOUCXOXAEHUS ObiNM COOpaHbl, O00DbEeAMHEHbI U NPOU3BEAEHbl MOCTABWMKAMKW OBPaAbOTAHHOIO XMBOTHOIO
MmaTepuana.

6 Coop

6.1 Mexay nsrotosuTenem MmegnunHCKoOro nsagenna 1 nocTaBLMKOM MaTepuana >XUBOTHOTO NMPOUCXOX-
OeHnsa JoMKHO ObITb 3aKNOYeHo TeXHUYecKoe cornaweHme, onpeaenstoLlee:

- rpaHuLbl OTBETCTBEHHOCTMU;

- napameTpbl MaTepuana;

- AOKYMeHTaLUuIo;

- KpUTEpUMN NPOBEPKU;

- npoueaypbl (BKoYatowme KoHKpeTHbIe Mepbl ANs npeaoTBpalleHnst nepekpecTHOU KoOHTaMUHauun);

- MPOBEPKU;

- npoueaypbl, obecnevnsaroLlme, YTO BCE NOCTABKN OTCNEXMBAOTCS COOTBETCTBYOLWNMN cepTUdnKa-
TaMu.

MaTepuansl, nonyyYeHHble OT BUAOB, NoaBepXeHHbIX TSE (BkMo4Yaa odbbegmnHeHHbIE 3anachkl KPOBW),
npegHasHavyeHHbIe AN NPAMOro UCNonb3oBaHUA B MeAUUMHCKUX U3gennax M He nogeeprarolmecs yTeep-
xXaeHHoMmy npoueccy cornacHo NCO 22442-3 ana cHMXeHUsa pucka TSE oo npuemnemoro ypoBHS, onpeae-
NIEHHOr0 NPOLLECCOM KOHTPOMNS pUcka, ACIKHbI ObIThb MONy4YeHbl U3 CKOTODOEH, onpeaeneHHbIX N3roTOBUTENEM
MeanLMHCKOro n3agenns.

6.2 MN3roTtoBUTENb HECET OTBETCTBEHHOCTL 3a obecneyeHune Toro, Yto coop matepmana obi NpoBeaeH B
COOTBETCTBUM C nNpoLeaypamMmun, onnMcaHHbIMA B AOKYMEHTaLUN.

0.3 MarotoBuUTenb ACIKEH pacCMOTPeTb UM onpedennTb CUCTEMBI cepTUPUKaLna N oTCNeXnBaHUA B
crnydae, Korga TKaHu XXUBOTHOMO NPOUCXOXKAEHNA ObINYM 00beaNHEHBI HA MecTe 3ab0s1 UMK B AaNbHEULLEM.

[Mpegenbl 00begnHEHUA AOMKHBI ObITb OOOCHOBAHLI U OTPaXXeHbl AOKYMEHTAarllbHO.

7 OOpalieHue

7.1 Ecnn kakon-nmbo martepuarn XUBOTHOMO NMPOUCXOXOeHUA TpebyeT AanbHeWLWero npenapnpoBaHns
NN obpesKkn, oH AOMKEH ObITh YAaneH Kak MOXHO CKopee Ha y4acToK, OTAENbHbLIA OT UCTMONb3yEMBIX A5 3a-
005 1 cbopa. TakoBOU y4acToK AOMMKEH ObITb 0DOpyaAoBaH HagneXxalwmm obpasom U NoaaepKMBaTbCA Ha CO-
OTBETCTBYIOLLEM YPOBHE YACTOThI U OXPaHbl OKpyXatoLleun cpeabl.

MHCTpYMEHTEI 4Nd NpenapupoBaHust U obpeskn cneayeT cogepKaTb B UACTOTE ANs1 CBeAEHUSI K MUHUMY-
MY pUcKka nepekpecTHOU KoOHTaMUuHaLun.

[Tpumevyanne—B ngeane ansa obpeskn cnegyer UCnNonb3oBaTbh CNeumManbHO BblAENEHHbIM HABOP MHCTPY-
MEHTOB, COAEPXKALLMNCS OTAENBHO OT MHCTPYMEHTOB, UCMONb3yeMbIX AN cbopa.

7.2 WcxoaHble maTepuansl, npegHasHavyeHHble A5s UCMoNb30BaHNA B MEAULIMHCKNX U3AenNnax, A0OMMKHbI
ObITb N30NUPOBaHbLI ANS AOCTaBKM COrnacHo npoueaype, onncaHHoOn B JOKYMEHTaLNN.

7.3 WNsrotoBuTenb HeceT OTBETCTBEHHOCTb 3a obecrnedyeHune Toro, Yto obpalleHmne ¢ MmaTepuanom npo-
XOONT B COOTBETCTBUN C npoLeaypamn, onmcaHHbIMN B AOKYMEHTaLun.

8 XpaHeHue U TpaHCNOopTUPOBaHUe

8.1 CobpaHHbIn MaTepuan cneayeTt XpaHUTb M TPAHCNOPTUPOBAaTh B 3aKPbIThIX EMKOCTSX.

8.2 YcnoBusi XpaHeHns U TPaHCNOPTUPOBAHNSA He AOMMKHbI HAapyllaTb COOTBETCTBUSA 3HAYMMbIM Kadec-
TBaM XXUBOTHOro MaTtepuana, ocobeHHo nocpeacTBoM 0OyCNoOBNEHHOro pacnaga, okpy»atoLlen obcTaHOBKON
M1 pepmeHTamu, a Takke pocToM MUKPOOPraHU3MOB.

8.3 M3roToBUTENb HECET OTBETCTBEHHOCTL 3a obecrnevyeHne Toro, YTo XpaHeHne U TpaHCNopTUPOBaHNE
MPOBOAAT B COOTBETCTBUM C JOKYMEHTaNbHLIMM NpoLeaypamum.
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[MpnnoxeHve A
(cnpaBo4HoOe)

NononHuTenbHbIe TpeboOBaHUA, KacalLueca NPUMMEeHEeHUA HacToALlero ctaHaapTa K marepuanam,
Nony4YeHHbIM OT KPYMHOro poratoro ckora

A.1 BBeneHwuns

[aHHOe npunoxeHne coaepxnT TpeboBaHUsA, OTHOCALWMNECH K HEXUIHECNOCODHOMY MaTepuany, NoryyYeHHOMY OT
KPYMHOro poraTtoro CkoTa U npeaHasHaveHHOMY AN UCNonb30BaHUA B meanumHcknx nagenusax. NCO 22442-1 tpebyer,
4TOObI ANA MaTepuarnos, NONyYEHHbIX OT BUAOB, NOABEPKEHHbLIX MHEKUMOHHOM rybuaTon sHuedanonatum (TSE), bbinu
BHEAPEHbI MEPbI KOHTPONSA pucka n obwmn puck TSE 6bi1n oueHeH 1 BbIMUCIEH OTHOCUTENBHO MEAULUMHCKNX NPEUMYLLLECTB
NpeaHa3HaYeHHOro NCNONb30BaHUSA, YYUTBIBAS HANMUYME arnbTePHATUB. 3TN TPEDOBAHMSA OTHOCATCSH K CKOTY, NOABEPKEH-
HOMY rybuyaTtoun sHuedanonatum Kpynuoro poratoro ckota (BSE) n npumensiemomy B Ka4eCcTBE UCTOYHMUKA MaTepurana ans
NCMONb30BaHUSA B MEAULIMHCKUX U3OEeNUsIX.

K KOHKPETHOMY MeAUUMHCKOMY W3Oenuio MOryt ObiTb NPUMEHUMbI Pa3HOODpa3Hbie Mepbl KOHTPONSA PUCKA
(cm. ICO 22442-1.2007, npunoxenne D). TakoBble A0MKHbI ObITb PACCMOTPEHbI B KAXA0M KOHKPETHOM Cly4vae Ansi pac-
yeTa obuwero pucka BSE v npegocrtaBneHus rapaHTun, 4To 0CTaToOMHbIN PUCK 3apaeHusi areHTom BSE aBnsietcsa gonyctu-
MO HU3KUM. O6wmn puck BSE moxeTt BbITb OUEHEH, YyYMTbIBaAA criegyrowme cnocobeTeyowme pakropbi:

a) BEPOSATHOCTb TOro, YTO UCXOAHLIM MaTepuan MHPUUMPOBAH UMM KOHTAMUHUPOBAaH areHTomMm BSE;

b) mMepbl Ansa yganeHus unu gesakrmeayum areHta BSE;

C) CTeneHb U XapakTep KOHTaKTa YenoBeKka ¢ NOTEHUMANbHO MHOULUMPOBAHHBLIM MaTeEpmUarnom.

[laHHOe NpunoXxXeHne OTHOCUTCH TOJBbKO K NEPBOMY N3 3TUX (PAKTOPOB, KOTOPLIN ABNAETCHA OCHOBHLIM METOAOM KOH-
Tpons pucka TSE, Tak kak matepuan, nonyyYeHHbIN OT KOPOB, CNYXUT UCTOYHUKOM O715 MHOTMX U3OENNMN.

[TpumevaHus

1 Mpunoxenne C NCO 22442-1 copepxnTt onpeaeneHHble TpeboBaHUA K OTAENbHbIM XUBOTHbIM Marepuanam unwu
NPOU3BOOHbIM.

2 YuynTbiBas TEKyLLEE COCTOSHUE HAYKN N TEXHONOMW, MPUHLUMNIMbI, CXOAHbIE C 00CYKAaeMbIMM B JAHHOM MPUNOXe-
HUW, TaKXKe JOIMKHbI OblITb MPUMEHNMbI K APYIMM Pa3HOBUAHOCTAM TPAHCMUCCUBHOWM rydvarton saHuedanonatum y XXMBOT-
HbIX.

3 OKBUBANEHTHbIE MepPbl MOTYT ObITb NMPpUMEeHMbIl K MaTtepuariam, rnpomncxogaumm OT KO3 U OBeL,.

A.2 Obwme NnonoxeHns

Heobxoammo ouenntb puck BSE, cBA3aHHbIN ¢ NCXOAHBIM MATEPMANOM, YYNTBIBASA cneayowme pakTopbi:

a) BEPOSATHOCTb MHOULUMPOBAHHOCTU UCTOKOBBIX XXUBOTHbIX;

b) MHONUNMPOBAHHOCTE NCTOKOBOW TKAHW;

C) Mepbl AN NPeaoTBPaLLEHNSA NEPEKPECTHON KOHTAMUHALWUN, BbI3BAHHOWN APYTMMU XUBOTHBIMU UITN TKAHSIMM.

[Tpyn 06BbEANHEHUN XMBOTHOIO MaTepuana, nony4YeHHoro bonee 4Yem oT 04HOIO XUBOTHOIO, OAHO N3 KOTOPLIX BbINO
onpeaeneHo Kak MetoLLee pUCK BbICOKOW CTENEHN, AaHHOE onpeaeneHne OTHOCUTCS KO BCEUN COBOKYMNMHOCTMN.

A.3 BepoaTHOCTb MHPMLUMNPOBAHHOCTUN NCTOKOBDLIX XXMBOTHbIX

A.3.1 Obwan 4acTtb

BeposaTHOCTb Hann4uns areHTa BSE B NCTOKOBOM poratom ckoTe A0KHA ObiTb pacCMOTPEHA € MOMOLLBIO ONYDITNKO-
BaHHbIX 3KCNEPTHLIX OUEHOK (cM. A.3.2.1, npumMmevanune 1) n gpyrmx ymecTHbIX A4aHHbIX, r4e NPUMEHNMO.

B cny4asx, korga Hu3Kkasi BEpOosATHOCTb MHPUUNPOBAHHOCTN UCTOKOBbIX XXMBOTHbLIX ABMNAETCH 3HAYNTENBHbIM PaKTO-
POM Npu oueHke pucka BSE, npouecchl npnodbpeTeHns n Npon3BoacTBa AOIIKHbI BKITIOYaTh B ce€b58 Mepbl NO NpeaoTBpalLL,e-
HUIO NEePEKPECTHON KOHTAMUHALMN XXUBOTHbIMU C Bornee BbICOKUM puckom BSE.

[MTpumeyanune—B Takmx cutyaumsix moryt 6biTb NPUMEHUMbI pasaensl 6—8 n A.5 HacTosAWEero crangapra.

BepositHoCTE Hanu4us areHta BSE B MICTOKOBOM XXUBOTHOM AOIMXHA MPUHUMAaTb BO BHUMAHUE (PAKTOPbI, O KOTOPbIX
rOBOPUTCSH aaree.

A.3.2 Ctatyc BSE cTtpaH vnv permoHoB NponcxXoXxaeHwus
A.3.2.1 Obwasn yacTtb

[Tpn oueHke cratyca BSE Heobxoanmo yunTbiBaTh KaXayo CTpaHy 0bUTaHuA XUBOTHOIO C POXAEHUSA U BCKAPMITU-
BaHUA 00 3abos. 3ta nHdopmauusa omKHa BbiTb NPUHATA BO BHUMAHUE MPU OLEHKEe PUCKa.

YacTtoTa cnyyaeB BSE y KpynHoOro poratoro ckota 3aBUCUT OT MeP, NMPUHMMAaEMbIX HAUMOHAaNbHbIMK OpraHamMmm Bnac-
TV ONs NpeaoTBpalLeHus, KOHTPOIS NN UCKOPEHEHNA 3aboneBaHnst. TOYHOCTb OnpeaeneHns 4acTtoTbl cryvaeB 3abore-
BaHWA 3aBUCUT OT 0bbeMa 1 KavecTBa MeToAoB HabnwgeHus. Jlydwmne rapaHTm npeaocTaBnsoTCs, Korga pesynbTaThl
OEVCTBEHHOIO HaA30pa NoKasbiBaloT, YTO B CTPaHe, pernoHe, unu ctage Het HM BSE, HM novecyxw.
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OueHka pucka BSE no oTHOWEHUIO K reorpapunyeckum NCTOMHUKaM AOMKHA yYUTbIBaTh PacnpoCTPaHEHHOCTb UH-
dekunn BSE y gomalwiHero ckorta B cTpaHax unm permoHax, uctopuio umnoprauum areHta BSE v oueHky adbdpeKTMBHOCTH
nporpamMmmbl Haa3opa.

3aBepenus, kacarwmecs pucka BSE ana cCOOTBETCTBYOLWMX CTPAH UITU PETMOHOB, A0IMXHbI ObITh NPOBEPEHDI C UC-
NnoNb30BaHNMEM NOCMNEAHUX CBOAOK NoO crtatycy BSE HaumoHanbHbIX vnn pernoHanbHbiX opraHoB, OIE nnn FAO
(http://www .fao.org). NarotoBmntenb gonxeH oueHnTb 3aboneBaemocTtb BSE (BKtovas TeHAEHUUIO, UCNOMb3YS, NO MEHb-
LWen Mmepe, AaHHble NOCNnegHNnX BOCbMUW JET).

[TpumevaHnus

1 M3rotoBuTENUN AOMKHbI y4UTbIBATh ONyONUKOBAHHbIE 3KCNEPTHLIE OLIEHKWU, Kacatowmecs pucka BSE, cBA3aHHOIO
C onpeaeneHHeiMu cTpanamun. Hanpumep, EBponencknn Cotos onybnnkosan 4oKyMeHTbl No [ eorpadundeckomy Pucky BSE
(GBR) ana psga ctpan (goctynHo Ha cante Hay4vnoro Coseta no Nnanmposannio Komutera npu lNpaemntenbctee EBpOCO-
to3a: http://europa.eu.int/comm/food/fs/sc/ssc/outcome _en.html). JononuuTtenbHble agokymeHTsl GBR AOCTYNHLI HA canTe
Esponenckoro Ynpaenenusa besonacHoctu [NnweBbix [poayktoB (http.//www.efsa.eu.int/science/tse assessments/gbr
assessments/catindex_en.html).

HenaprameHT Cenbckoro Xosanctea CLUA onybnmkoBan cCNUCoK pa3peLllerHHblX U HECAHKUMOHUPOBAHHbIX CTPaH-UC-
TOYHMKOB (onybnukoBaH Cnyxbon WMHcnekuymm CoctosiHnsa 2KnBoTHbIX M Pactenun, http://www.aphis.usda.gov/vs/ncie/
country.htm#BSE). MuHuctepcTBo 300p0BbSA, TPyAa N B1aroCocTos s HUA ANoHuKM Takke onybnmnkoBano Crncok paspeLuen-
HbIX U HECAHKLUWOHUPOBAHHbLIX CTPaH-UCTOYHUKOB (CM. [7]).

Kogekc Hazemubix 2KumBoTHbix BO3XK (OIE), otHocsawmmncs Kk BSE, poctynen Ha cawmte http://www.oie.int/
eng/normes/mcode/en_chapitre 2.3.13.htm.

2 B vacTHOCTH, pekomeHayeTcs cBepPATLCS ¢ rmasamu CanuntapHoro Kogekca HasemHubix 2KneoTHeix BO3XK (OIE)
[4], oTHOCAWMMKCA K BSE n K novecyxe, ecnn npUMEHNMO, N K APYIUM MOAXO4AWNM PEKOMEHOAUNAM UMK 3aKOHO4a-
TernbCTBaM.

3 daktopbl, y4nTbIBAEMbBbIE NMPK onpeaeneHnn BSE ctatyca cTpaHbl, BKNOYaT B ¢ebsi:

1) vacTtoTy cny4yaeB 3aboneBaHnsi B CTPaHeE;

2) Hann4me nnu oTcyTcTBUE 06A3aTENBHOrO yBeaAoMIeHns o 3abonesannm (ohnumnanbHoe BETEPUHAPHOE HADIIO-
OeHne);

3) Hanu4Me unm OTCYTCTBME 00S3aTeNnbHOro0 KIIMHMYECKOro U NabopaTtopHOro noarBepXXaeHus rnogo3peBaemMblX
CIy4aes;

4) Hanu4ne unn OTCYTCTBME AEUCTBEHHOIO 3arnpera Ha KOPMIEHNE XUBOTHbLIX XXBAYHbIMKU MaTepuanamu;

5) aABnsATCH N aHannabl BSE ans poraToro ckoTta crapue onpegeneHHoro sospacra obsasatenbHbIMK;
6) ObINM N maTtepuarnsl YCTAHOBMEHHOIO PUCKa yaaneHbl U YHUUTOXEHbI nocne ybos;
) BbINU NN TYLWM NaBLUMX XUBOTHbLIX NMOO XUBOTHLIX A0 NageXa npegMmeTomMm ocoboro KOHTPONs, BKNoYvas aHanussbl

Ha BSE.

peboBaHuA U Kputepumn, npuBeaeHHbie B A.3.2.2 — A.3.2.4, npyuMeHUMBbI B 3aBUCUMOCTU OT reorpamnyeckomn oLeH-
Kn pncka BSE.

A.3.2.2 Hwzkum reorpadmyeckmm puck BSE

Ecnn 3aboneBaemocTb BSE He bBbina paHee npuaHaHa B CTPaHe Unm PermoHe nponcxoXxXgeHus, 3aroToBUTENb A0r-
KEH NONy4YnTb AOKYMEHTANbHOE CBUAETENBCTBO ANA NOATBEPXKAEHNA TOro, ctano nu sabonesanmne opuumanbHO NMoane-
KalMM N3BELLLEHNIO M KOTAa, U UMEET NN CTPaAHA-UCTOYHUK BETEPUHAPHYIC CNYXOY, CNOCOBHYIO BLISIBUTE HU3KYIO YaCTOTY
cnydvaeB 3abonesaHus (cMm. npunoxenume C).

[Tpunmedanune—IllogreepxaeHne omKHO BbITb 06ecneYveHo NOCPEACTBOM CChINTOK HA CUCTEMBI Knaccndmnka-
UMM n nHdopmaunio, NpPeaocTaBNeHHY HaUWOHaNbHbIMU UMW PEerMoHarnbHbiMKU OopraHamm Bnactu. HaHHbie 06CTOS-
TenbcTBa cooTBEeTCTBYIOT Knaccndpunkauymm EC, GBR .

MaTtepunan, NnonyYeHHbIN N3 CTpaH Unn PpermoHoB, B KOTOPbLIX Hannuue BSE y gomaluHero poratoro ckota cHMtaeTcs
KpanHe ManoBEePOATHLIM, MOXET paccMaTpUBaTbLCH KakK HE NpeacTaBnAlowmum namepsaemoro pucka BSE, yunteiBas, 4to
TKaHW C BbICOKOW MHDNLMPOBAHHOCTBLIO UCKNtoYeHbl (M. NCO 22442-1, tabnuua D.1).

MaTepuanbl (BKno4vasi 00 beAMHEHHbIE 3anack! KPOBM), NpeaHa3HavYeHHble ANns NPsMoro NCnornb30BaHNS B MeaN-
LMHCKUX N34enusax n He nogeeprarmecs yTsepxaeHHoMy npoueccy ans cHmxeHus pucka TSE cornacHo MCO 22442-3,
crneayer, no BbINONMHUMOCTU, NonyYaTtb U3 CTpaH U PermoHoOB, B KOTOPbLIX Hannvue BSE y gomawHero poraroro ckorta
CUNTAETCH KpanHe ManoBEPOATHbLIM.

Ecnn XXMBOTHBLIX N3 CTPaH WUMU PErMOHOB, MUHUMArNbHO NOABEPXKEHHbIX 3abonesaemoctn BSE, nMnopTupyoT B
CTpaHy C BbICOKOW 3a60neBaeMoCTbo ANA NPOU3BOACTBA MEANLNMHCKMX N3ZENU, TO HeE0bBxoanma conpoBOANTENBHASA UH-
dopmaums No MHAMBUAYANbHON OTCNEXNBAEMOCTU XMUBOTHLIX B npegenax uMnopTUpPYLWeEn CTpaHbl U AOIMKHbI ObiTh
NpeanpuHATLl YCUNUS No nabeaHuio pucka NepekpecTHon KoHTammHauum BSE.

A.3.2.3 TlpomexyTouHbin reorpadpunyeckum puck BSE

Ecnun 661N0 NoATBEPXKAEHO, YTO CTPaAHA UMK PETMOH NPOUNCXOXAEHNS UMEET OrPaHNYEHHYIO NOABEPXKEHHOCTL BSE,
N3rOTOBUTENb AOJBKEH MONMYYNTb AOKYMEHTAaNbHOE CBUAETENBCTBO AN NOATBEPXKAEHUSA, Korga 3aboneBaHmne crano odu-
uManbHO noanexawmum U3BELLEHUIO, YTO OTAENbHbIE XUBOTHbIE, 3apaXeHHble BSE, 3abuTbl oTAENbHO OT XXUBOTHbIX,
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npegHa3HavYeHHbIX Oa1d ﬂOTpE6ﬂEHHFI HeIOBEKOM, a UX TYLWHN NOJTHOCTBH) YHUHTOXEHbI, N HTO X NMOTOMCTBO HE NCTOJIb3yeT-
CH B KavelTBe UCTOKOBbBIX XXMBOTHbLIX, a TAKXE [0 SdDdDEI{TMBHOCTM CyLLI,ECTBnyLLI,er’I CNCTemMbl Ha6ﬂl0,£l,6Hllel.

[Tpumedanune—IllogreepxaeHne gomkHo 6bITb 06ecneYeHo NOCPEACTBOM CChINTOK HA CUCTEMBbI KNnaccndunka-
UMM n nHdopmaunto, NPeaocTaBNeHHYO HauUoOHanbHbIMU UMW PEerMoHarnbHbiMKU OopraHamm Bnactu. [JaHHbie 06CTOs-
TenbcrBa cooTBeTCcTBYIOT Knaccndpukaumsam EC, GBR 1l m II.

B 3aBUCUMOCTM OT OLUEHKN 0D LLEN NPUEMNIEMOCTM OCTATOYHOrO prucka (cm. nogpasgen 4.5 ICO 22442-1) Heobxoam-
MO PacCMOTPETb AOMONHUTENbHbLIE MEPbl KOHTPOMNA PUCKAa AN MaTepuarnos, NoJfy4YeHHbIX N3 Taknx CTpPaH Uimn permoHoB.

A.3.2.4 Bbicokum reorpapundecknin puck BSE

MaTepwuanbl, NONyYeHHbIE OT KPYNMHOro poratoro CKoTa, POXAEHHOro, BCKOPMITEHHOIO n/nnn 3abutoro B cTpaHax
NN PErMoHax ¢ BbICOKOW NoATBepPXAeHHON 3aboneBaeMocTbio BSE, He crnegyeT ncnonb3oBaTth 415 NPOU3BOACTBA Megu-
LMHCKUX N34ennin, 3a UCKIMIOYEHNEM CIy4aeB, OnncaHHbiX B A.3.2.5.

A.3.2.5 Ocobble obcTOATENBCTBA

B ocobbix obcrosiTenbCcTBax nNpuv OUEHKE OOLWEN NPUEMIIEMOCTU OCTATOYHOroO pucka (cm. nogpasgen 4.5
NCO 22442-1) moxeT BbITb cAENaH BbIBOA, YTO NPUHATLIE MEPLI MPEAOTBPALLAINT NEPEKPECTHYIO KOHTAMUHALINIO.

Heobxoanmo npuHATL Mepbl NPEAOCTOPOXHOCTU BO M3DexaHne NepekpecTHOM KOHTaMuHauum BO Bpems 3abos,
cbopa, obpaleHus, XpaHeHus N TPaHCNOPTUPOBAHUSA XUBOTHOIO Mmatepuana.

N3rotoBntenbs MeANUMHCKOIO N3genunsa OO0MMKEH OTPa3nTb AOKYMEHTANbHO U 0DOCHOBATL UCMONb3YEMbIN METOL
OIrNyLEHNs, a Takke — dyayT N TKaHu 3abpaHbl OT OTAENbHbBIX XXUBOTHbLIX UM 0O bEANHEHDI.

Bbino AoOKa3aHo, YTO OMMyLIEeHWE 3MEKTPOLLOKOM OMNnpeaeneHHoro paspsaa ¢ npokansiBaHnemM mnm 6e3, a takke
NMHEBMATUYECKUM OrMyLlnTENEM, OCODEHHO €CNY TaKOBOW BMNYCKAET BO3AYX, MOXET PaspywnTb MO3r U pacnpocTpaHUTb

MO3roBOM MaTepuan no cucteme kposoobpauieHusi. CywecTBYOT AaHHbIE, YTO HEMPOHUKAIOLLLEE OrMyLLEeHNe MOXET Bbl3bl-
BaTb 3MDONUIO UEHTPANbHOW HEPBHOW CUCTEMBI. Heobxoanmo onucaTtb MeTOAb! OrMyLLEHUS.

[TpumevaHuns

1 HononHuteneHas nHpopmauns no metogam ornyweHmns Haxoautes B MHeHun HayyHoro Coeeta no [ lnaHnpoBa-
HUto (SSC) no meTogam ornyweHus n pucky BSE (Puck pacnpoctpaneHust yactuul Mo3ra B KPOBU U TyLLE NMPU NPUMEHEHNN
HEKOTOPbIX METOAOB OrNyLWeHus ), NPUHATOM Ha coBewaHum oT 10—11 aueapsa 2002 r. (http://europa.eu.int/comm/food/fs/
sc/ssc/out245 en.pdf) 1 MHeHun Pabouven [pynnbl EBponenckoro YnpasnenHusi besonacHocty lNuweBbix [1poayKToB
(EFSA) no pucky BSE oT pacnpoctpaHeHus 4yactuy, mo3ra B KPoBu un Tywe, Bonpoc Homep EFSA-Q-2003-122, npuHATOM
21 okTa6ps 2004 r. (http://www.efsa.europa.eu/en/science/biohaz/biohaz_opinions/731.html).[Npwn oTCcyTCTBUMN YTBEPKAEH-
HOro NPOM3BOACTBEHHOIO MNPOLECCa, A0KA3aHHO AE3aKTUBUPYIOLLEro UNn yaansiowero areHtol TSE, Heobxognmo BHE-
PUTb cneaytowme MeToab!:

a) ans Bcex marepuanoB HEODXO0AUMMO CBECTU K MMHUMYMY BO3MOXHOCTb BHELUHEW KOHTAMUHALMKN, OCODEHHO B
CTpaHax ¢ n3BecTHblMu crniydasamm BSE; B cnyuae matepuanos, He 06begnHaemMbix npu cbope, 04HOPa30BbIe NN COOTBET-
CTBEHHO 0b6e33apa)XeHHble EMKOCTU (Haanexawmm obpasom 3akpbiTble BO n3bexaHmne nepekpecTHONn KOHTaMUHAUUN U
CHabXEHHbIE 3TUKETKOW) MOTyT ObITb MNOMELLEHBI B OgHY DONbLUYIO EMKOCTb ANA NEPEBO3KMY;

b) NO BO3MOXHOCTU Martepuanbl OT XUBOTHbIX U3 Pa3HbIX reorpapunyecknx UCTOHMHUKOB He cneayeT 0b0beaunHATS,
KPpOME Cry4aeB, Korga oHu Obinv nonyyeHbl U3 CTPaH ¢ HU3KUM reorpadpunyecknm puckom BSE nnn ot ctag HU3KOro pucka;

C) Heobxoammo BHeApUTb, 06OCHOBATL U NOAAEPKMBATL NpoUeaypbl, ONUCaHHble B AOKYMEHTaUUN, Ans npeaoT-
BpalWeHUs NepekpecTHON KOHTaMUHaAUUK APYTMMU XUBOTHBIMU UMK TKAHAMK BOee BbICOKOro puUcKa.

2 MoryTt 6bITb NPUMEHUMbBI PErMOHAarNbHbIE HOPMAaTUBHbLIE TPEbOBaHUS.

Heobxogmmo NpuHATE MEPbI NPEAOCTOPOXKHOCTU BO n3bexaHne KoHTaMuHaUmMm B TEYEHNE NMocneayowmx npoms-
BOACTBEHHbLIX AENCTBUN. VIcnonb3oBaHWe onpeaeneHHbiX MaTepuarnoB, NMnonyvYeHHbIX U3 TaKOW CTPaHbl NN PErMoHa, ABISA-
eTcsa gonyctumbiM. Hanpumep, ncnonb3oBaHue Haanexawmm obpasom o0bpaboTaHHOM TKAHWU HU3KOW MHPULMPOBAHHOCTY
B OOCTOATENBCTBAX ONPaAHNYEHHOrO KOHTAKTa C TKAHbIO YernoBeka MOXeT BblITb 060CHOBaHHbIM, HANPUMEpP UCMONb30BaAHUE

KOXW B OpTOneanyeckon obysun.
3 Takue obcrosaTenbcTBa cOOTBETCTBYIOT Knaccudpukaumm GBR IV EC.

A.3.3 COop OoT 3aMKHYTbIX cTaa/cTag HU3KOro pmcka

[TepBOHauanbHbIK MaTeEpUan MOXeT ObITb MOSTYYEH OT CTaA, KOTOPbIE COAEPKannch C OCTOPOXHOCTLIO ANs NPeaoT-
BpaweHus BHeceHUs areHta BSE v koTopble 6binn cepTndnumpoBaHbl KaK « HU3KUW PUCK» UMK «3aMKHYTbIE» (CM. 3.2). [o-
NIYYEHNE MaTEPUANOB XUBOTHOIO MPOUCXOXAEHUS OT CTaj HU3KOr0O pucka AOOMKHO ObiTb PacCMOTPEHO Kak
npegocTaensoulee ypoBeHb 6e30nacHOCTU, 3KBUBANEHTHbIM COOpYy MaTepmanoB B CTPaHe UMW PErMoHe, rge Hanudvme
BSE y gomaluHero poratoro ckota CHMTaeTcH KpanHe MarioBepPOATHBIM.

A.3.4 Bo3pacTt QOHOPCKNX XXMBOTHbIX

Mcnonb3oBaHue bonee MmonogbiX XUBOTHbLIX NpeAcTaBNsAeT MEHbLUMI PUCK MO CPaBHEHUIO ¢ Bonee CTapbiMU XXUBOT-
HbiMW. MaTepuarnbl, NOMyYeHHbIE OT XXUBOTHbLIX MOJIOXE LLIECTU MECALEB, MOTYT CHUTATLCH NPeaCcTaBNAILWMMY BOnee HN3-
kun puck BSE (cm. npunoxenune D NCO 22442-1).

A.3.5 UcTtopna nntaHnAa OOHOPCKNX XUBOTHbLIX

MaTepwuansb! (BKNo4as 00beMHEHHbIE 3anachl KPOBU), NpeaHa3HaAYeHHbIE ANS NMPSIMOro UCNoONb30BaHUS B MEN-
LMHCKUX N34ennsax u He nogeepratolmnecs yTeepXaeHHoOMY npoueccy ans cHmxeHus pucka TSE cornacHo MCO 22442-3,
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HE Cclieayert CO6HpaTb B CTpaHaX, rge XBa4HbIN MaTepuall CKapMIiMBaeTCH XBavHbIM UITU TAE UCTOPUA TIMTaHNA HEN3BEC-
THA.

[TpumevaHus

1 cnonb3oBaHue maTepuana u3 cTpaH, He paspellaiolWmX cCKapMnmBaHne 6enkoB XXUBOTHOIO MPOUCXOXAEHUS KN-
BOTHbIM, MOXET obecneuntb bonee BbICOKYIO cTeneHb be3onacHocTu. [nsa Bcex Apyrmx matepuanos, NPONCXOASWMNX OT
KOPOB, N3roTOBUTENNb AOINKEH MONyYnTb ONybnnMkoBaHHOE CBUAETENbCTBO NPoLeayp, BHEAPEHHbIX B CTPaHe MPOUCXOXae-
HWUS UCTOKOBOIO XXMBOTHOIO POraTtoro ckoTa, Ans rapaHTum TOro, Yto noteHuman nepegadv Bo3byantens BSE ceegeH Kk mu-
HUMyMy. OUEeHKa pucka AoImKHa 3aTparvBaTtb Cneayowme gokasarenbCTBa:

a) 6bin nn 6enoK Nony4YeH OT XXBa4HbIX WU HET, NPOU3BeAEeH MECTHO UMM MMNOPTUPOBAH, a TakkKe AaTy Hadvana
NENCTBUSA Kakoro-nmbo 3akoHogaTeNnbHOMo 3anperta Ha Takoe CKapMITMBAHUE;

b) npu nonyvYeHnn maTepmnanos OT PpOraToro CKOTa, B KOPM KOTOPbIX BXOAnI BeNOK XXBAa4YHOIo NPOUCXOXAEHUS B Te-
YeHue NpeaLWweCcTBYIOWMX BOCBMU NET, NOATBEPXKAEHMNE TOro, YTO BENOK He BbIN NONYyYeH B CTpaHax C BbICOKOW 3aboneBae-
MOCTbIO BSE nnmn novecyxow;

C) ObIT NN HET poraTbi CKOT B BO3pacTe CTaplle WWEeCTU MECAUEB UM CKOT Majglle WeCcTn MeCsLEB, COAEpXKa-
LLIMNCS MO3XKe STOro Bo3pacra, W/umnm noToOMCTBO ONNOAOTBOPEHHbIX CAMOK UMIMOPTUPOBAHbI U3 CTPAaH € BbICOKOW 3abone-
BaemMocTbio BSE; Takon poratbii CKOT MOXET NMOBbICUTb PUCK BHECEeHUA areHta BSE, ecnn nx tkanm nepepaboTaHbl v
3aTeM CKOPMITEHbI XXBa4HbIM.

2 BHeppeHne OencTtBeHHOro 3anpera Ha CKapMIMBaHWE XBadHbIX MaTepuanoB XUBOTHbIM SIBNSAETCH OAHUM U3
dhakTopos, BNusOWMX Ha ctaTtyc BSE cTpaHbl unu permona. ['apaHtnm nctopum NUTaHust, Takmum obpasom, MoryT ObiTb Mo-
Ny4€eHbl NOCPEACTBOM CCbINTOK HA CUCTEMbI KNaccnpunkaumm n nHpopmauuto, NpeaocTaBneHHy HauMoOHanbHbIMN UMY Pe-
TMOHarNnbHbLIMW OpraHamMm BracTu.

A.4 NHDONUMPOBAHHOCTL NCTOKOBOW TKAHM

BepoaTHOCTL Hann4vusa areHTa BSE B KOHKPETHOM NCMONb3yeMON TKAHW, ECINN TAaKOBasA Nnony4veHa ot UHpMUMpoBaH-
HOIO XXMBOTHOIO, A0MKHAa ObITb OLEHEHa C NOMOLLLI0 ONYyBNMKOBaAHHOW 3KCNepTHOM oueHkn (cm. NCO 22442-1,D.3.4). Tak
KaK AaHHble, CnyXalme OCHOBAHMEM UCCNEA0BAHNA MHPULMPOBAHHOCTU TKAHWU, MOTYT BbITb HENOMHbLIMW, CNEAYET MPUHN-
MaTb BO BHUMaHMeE HhakTop HeonpeaeneHHOCTU, OCHOBAHHbLIN HA OUEHKE KaveCcTBa U Konn4vectBa 06a30BbiX AaHHbIX. Heob-
XOAUMO UCMNONb30BaTh CaMmyd HOBYIO MHPOPMAaLNIO.

A.5 Mepbl gna npeaoTBpalleHUs NepeKpecTHON KOHTAMWHALNMK

Heobxognmo NpuHATE MEPbl NPeaoCTOPOXHOCTU BO M3bexaHne nepekpecTHOW KOHTaMuHauum BO Bpems 3abos,
cbopa, obpalleHusi, XxpaHeHus U TPaHCNOPTUPOBAHUSA XXMBOTHOIMO Matepuana.

N3rotoButenb MEAULIMHCKOIO MU3Aenusi A0MKEeH OTPas3uTb AOKYMEHTanbHO U 0DOCHOBaTh UCNOMNb3YyEMbIN METO.
OrMyLWeHus1, a TakKke — byayT N1 TKaHW 3abpaHbl OT OTAENbHbLIX XXUBOTHbLIX UNMN 0O bEeANHEHDI.

bbino gokasaHo, 4YToO OrmyleHne SNEKTPOLOKOM ONpeaeneHHoro paspsga ¢ npokansiBaHnem umnm b6es, a takke
NMHEBMATUYECKUM OrnylwmTenem, oCoObBeHHO eCnn TakOBOW BMNYCKAET BO3AYX, MOXET pPaspywnTb MO3r U pacnpocTpaHUTb
MO3roBOM MaTepuarn no cucrteme KpoeoobpauweHns. CylwecTBYOT aHHbIE, YTO HEMNPOHUKAIOLLLEE OrMYLWEHNE MOXET Bbl3bl-
BaTb 3MOONUIO LEHTPAaNbHOW HEPBHOW CUCTEMBbI.

[TpumevyaHmns

1 HononHuTtenbHasa MHQoOpMaUns no metogam ornyweHuns Haxogntesa B MHeHun SSC Opinion no metogam ornyLie-
HUA 1 pucky BSE (Puck pacnpoctpaHeHus yactiy Mmo3sra B KPOBU U TyLLE MNPU NMPUMEHEHNN HEKOTOPbIX METOL4OB OIMyLUe-
HUA), NPUHATOM Ha coBewaHun ot 10—11 auBaps 2002 r. (http://europa.eu.int/comm/food/fs/sc/ssc/out245 en.pdf) wn
Muennn Pabouven [pynnel EFSA no pucky BSE o1 pacnpoctpaHeHus vactuy mosra B KpOBU M Tywe, Bonpoc Homep
EFSA-Q-2003-122, npuHatom 21 oktabps 2004 r. (http://www.efsa.europa.eu/en/science/biohaz/biohaz_opinions/
731.html). Ons cbopa n obpaweHns Heobxoanmo BHEAPUTb Creaylolune MeToabl, rae Toro TpebyeTt oueHKa pucka:

a) Ans BCeX marepmanoB HEODXOAMMO CBECTU K MMHMMYMY BO3MOXHOCTb BHELWWHEN KOHTaAMUHAaLUMKW, OCODEHHO B
CTpaHax ¢ n3BecTHbIMK crnyvassmu BSE; B cnyyae matepuanos, He 00beaAnHAEMBIX Npu cbope, 0aHOPA30BbLIE NN COOTBET-
CTBEHHO 00e33apaXeHHble eMKOCTM (Hagnexawmm obpasom 3akpbiTbie BO M3beXaHne NepekpecTHON KOHTaMuHaumm m
CHaBXXEHHbIE 3TUKETKOW) MOTyT BbiTb NOMELLEHbI B 0AHY DONMbLUYIC €EMKOCTb OIS NEPEBO3KMU;

b) MO BO3MOXHOCTU MaTepuanbl OT XXMBOTHbIX M3 Pa3sHbIX reorpadn4ecknx UCTOHHUKOB HE crneayeTt o0beanHATb,
KpOMeE Cry4vaeB, Koraa oHM ObINnun Nony4YeHbl 3 CTPaH C HU3KMM reorpadpunyeckum puckom BSE vnm o1 ctag HU3KOro pucka;

C) Heobxoammo BHEAPUTb U NoadepKMBaTh NpoLeaypbl, ONUCAHHbIE B AOKYMEHTALWW, ANS NPegoTBPaLLEHNS Nepe-
KPECTHOW KOHTaMUHALUWKN APYTMMUW XXUBOTHBIMY UMK TKAHAAMKM DOnee BbICOKOro PUCKA.

2 MoryT ObITb NPUMEHMMBI PEMMOHATIBbHbIE HOPMAaTUBHbIE TPEbOBaHKS.
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[MpynoxeHve B
(cnpaBo4HoOe)

CepTudukaumusa u atrecrayus’

B.1 Obpasey BbigaBaemoro ceptndmkarta
Ceptudumkart Ne:

CepTnduKkaT Ha XMBOTHbLIN Marepuan Ans NCNoNb30BaHUSA B MeAULMHCKUX N3Aennsax

CTpaHa, B KOTOPOU XUBOTHOE DbINO 3abnTo

[ eorpadnyecknm NCTOYHUK KWBOTHOFO?)

PermcTpaLmnoHHbI HOMEP CKOTODOWHM (eCN NPUMEHUMO )

HanmeHoBaHne n pPacClornoxXeHune y4YypexageHnA

MaTtepwnan (0603HaubTE BUA XUBOTHOIO)

Bo3pacT XUBOTHOIO"”

Bua TkaHn nnu opraHa

Icnonb3oBaHHbIE NAKOBOYHbIE MaTepualibl

Yncno eMkocTeN/ynakoBOK

bamunus, nHnumansl BETepUHapa

Nata/bl cbopa

[Moanuce:
(OTBETCTBEHHOE NNLO)

B.2 Obpa3seu cBuageTenbCTBa 340POBOro COCTOAHNSA, BbiAaBaeMoOro BeTepuHapom

CBuaeTenbCTBO 340POBOro COCTOSAHUA
A, HMXKenognncaBWMNCH BETEPUHAP, MOATBEPX Ao, YTO MaTtepuarn, onmcadHbln B ceptTndmkare Homep ,
ObIN NONy4YeH OT XUBOTHOIO, MPU3HAHHOIO roAHbLIM ANs NOTPebneHnst YENOBEKOM U NpoWeawero oCMoTP A0 U Nnocne
CMEpPTH:
[TpoBEaAEHO B: (nata)

(Moanuck BeTepuHapa) Gamunusa, ntHuymMan.l

R dopmaTt NPUMEPoOB B AAHHOM MPUNOXEHUU MOXET BbiTb CKOMUMPOBAH.

) HeoBx0aMMO BKIMIOUUTL MHpopmMauunto No NOeHTUPUKALUN N OTCNEXNBAEMOCTU UCTOKOBOIO XXUBOTHOIO B TEYE-
HWE €ro XMW3HW, ecrnn Takas HpopMaLnsa CyLLECTBYET U elle HE N3BECTHA N3TOTOBUTETTIO.

) Ecnn NPaKTUYECKU BbINOJTHUMO U MPUMEHMMO, HANpUmMep A5 XNBOTHbLIX, MOABEPXKEHHbIX €CTECTBEHHO CNy4alo-
Lencst MUHOEKUMOHHON rybyaTon sHuedanonaTum.
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[MpnnoxeHwne C
(cnpaBo4HoOe€)

BeTepuHapHasa cnyxb6a

[TpnnoxeHne A BBOOUT KOHUENUUIO NONMyYeHUs 3asiBNEeHNN OT KOMIMETEHTHbLIX OPraHoB, YTO OHU UMELIOT BETEPUHAP-
HYIO CNYXBy, cNOCODHYI0 BISIBUTE HU3KYI0 3aboneBaemocTb BSE. Huxe npuBeaera cebinka Ha AOKYMEHT, KOTOPbIN MOXET
ObITb NONE3EH N3rOTOBUTEINSIM B UX MNEPEroBopax ¢ BETEPUHAPHbLIMU KOMMETEHTHBIMM OpraHamun. XoTsl ero npegHasHavde-

HUEM ABNSETCH NOMOLLB MPU OUEHKE BETEPUHAPHON CNYXDObI B LENOM, CTaTbhsl MOXET DbITb NMone3Ha Npu NHTepnpeTaumn
3asiBNEHUN KOMMETEHTHLIX OPraHoB B KOHKpeTHOM KOoHTeKcTe BSE. Crniegytowas crtates QOCTYNHA HA aHIMMNCKOM, opaH-

LIy3CKOM M UCNAaHCKOM $i3blkax: « PekomeHagaummn anst OueHkn BetepuHapHon Cnyx6bi» BKOYEHbl B CaHnTapHbin Kogeke
HazemHbiX 2KneoTHbIX (rnaebl 1.3.3 n 1.3.4) BO3>K (OIE) (http://www.oie.int/eng/normes/mcode/en_sommaire.htm).
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Mpunnoxenve OA
(cnpaBo4HoOe)

CBegeHUA 0 COOTBETCTBUU CCbINTOYHbLIX MeXAYHapPOoAHbIX CTaHAApPTOB HaLuMOHaNbHbLIM CTaHOapTam
Poccunckou ®epepauunm

Tadbnwua HOA.1

QBo03HaYEeHUe CCbINMOYHOro CTeneHb OBo3HaveHne 1 HauMeHoOBaHUe COOTBETCTBYIOLLEro HaUUOHANBHOro
MEXOYHapOOHOro craHgapTa COOTBETCTBUA cTaHpgapra
NCO 22442-1:2007 IDT [OCT P NCO 22442-1—2011 N3pgenna megnunHcKmne, Ncnosib3yo-

e TKAHU N UX NMPON3BOAHbIE XUBOTHOMO npouncxoxaeHuns. Yacrtb 1.
MeHepKMEHT pucka

[MTpnmeyaHunsa—BTabnuue ncnonb3oBaHo cneayolee yernosHoe 0603Ha4vYeHne CTeneHn COOTBETCTBUS CTaH-
NapTOB:
- IDT — naeHTn4YHbIE CTAHOAPTHI.
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[2]
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[O]
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bubnuorpadua

MCO 9001 Cuctembl MeHEIKMEHTA KadvecTBa. T peboBaHus

NCO 13485 Uzpenusa megnumHckmne. CUCTEMBI MEHEKMEHTA KavecTBa. TpeboBaHUS K PErynupoBaHuio

NCO 14971:2007 Napenusa meanumHckue. [pyumeHeHmne meHeaKMeHTa PUCKOB K MeANLUUHCKUM N3OENnsm

NCO 22442-3 MeaguuuHcKue wvsgenus, UCnonb3ywwme TKaHU U UX MNMPOU3BOAHbLIE XUBOTHOIO MPOUCXOXOEHUS.
YacTtb 3. Banngaums yHMUTOXEHNA N/MNN MHAKTUBALUMK BUPYCOB M areHTOB NEPEHOCHOW NPMOKOBOM aHUedanonatmm
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 Matenals Originating from Living Organisms
(http://'www.nihs.go.jp/cgtp/cgtp/guidline/03052001.pdf) (Ha SsSNOHCKOM)

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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YOK 615.46:002:006.354 OKC 11.020 P23 OKIT 93 9000

KntouyeBble cnoBa: usgenne meauuuHcKoe, XXUBOTHas TKaHb, KOHTPOb
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