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Mpeancnosue

Llenn n npuHUMnbl cTaHgapTu3aumn B Poccuiickoil ®efepaunn ycTaHoBNeHbl defepasibHbIM 3aKOHOM
0T 27 gekabps 2002 r. Ne 184-d3 «O TEXHUYECKOM perynnpoBaHumn», a npasnna npuMeHeHNs HaunoHanbHbIX
cTaHgapToB Poccuiickoli ®epepaunm — FOCT P 1.0—2004 «CrtaHaapTusauusa B Poccuiickoii ®enepaumu.
OCHOBHbIE MONOXEHNA»

CBefieHusa 0 cTaHaapTe

1 NMOArOTOB/IEH ABTOHOMHOI HEKOMMEpPYECKOW opraHusauunein «MHCTUTYT Meanko-61onornyecknx
nccnenosaHuin n TexHonornii» (AHO «MIMBUT») Ha 0cHOBe COHBCTBEHHOIO ayTEHTUYHOIO NepeBoAa Ha pyc-
CKWi1 A3bIK TEKCTa CTaHAapTa, yka3aHHOro B NyHKTe 4

2 BHECEH TexHu4yeckvM KOMUTETOM Mo cTaHzapTnsaumm TK 422 «OueHka 61M0/10rMyeckoro gectamns
MeANLMHCKNX N3aennin»

3 YTBEPXAEH W BBEAEH B AEWCTBWE [pukasom ®enepasbHOro areHTCTBa N0 TeXHUYECKOMY
perynmposaHuio n metponorum ot 15 uwoHa 2011 r. He 123-ct

4 HacToAwuii cTaHaapT NAeHTUYeH MeXayHapoaHoOMY cTaHaapTy MCO 22442-2:2007 «3penus meau-
LIVHCKMEe. NCNOMb3YloLMe TKaH 1 UX NPOU3BOAHbIE XMBOTHOTO NponcxoxaeHuns. YacTb 2. KoHTposnb oT6opa,
céopa u ob6paboTku» (ISO 22442-2:2007 «Medical devices utilizing animal tissues and their
derivatives — Part 2: Controls on sourcing, collection and handling»).

Mpu NpUMEHEeHNN HaCTOALLEro cTaHAapTa pekoMeH4yeTCs UCNO/b30BaTb BMECTO CCbIIOYHbIX MeXAyHa-
POAHbIX CTaH4apTOB COOTBETCTBYIOLLME UM HaLMOHa/IbHble CTaHAapTbl Poccuiickoli degepaunmn, cBefeHuns o
KOTOPbIX NPUBEAEHbI B fOMONHUTE/IbBHOM NPUIOXeHUn JA

5 BBEJEH BIMNEPBbIE

MHCbOpMaLI,VIFI 06 N3MEHEHNSX K HacTodWwemMy CTaHgapTy r|y6nvn<yeTc9| B €XerogHo n3gaBaemMom NH-
(bOpMaLI'MOHHOM yKasaTene «HauuoHasbHble CTaH4apThl», a TeKCT N3MEHEHUIA 1 nonpaBoK — B exeme-
CAYHO n3pgaBaeMbIX MHCpOpMauMOHHbIX yKasaTenax «HaunoHanbHble cTaHgapThi». B cnyvyae nepecmoTpa
(3aMeHbI) NN OTMEHbl HACTOoALWLEero craHgapTa cooTBeTCTBylUWee yejomMmneHne 6y,u,eT 0I'ly6l'IVIKOBaHO
B eXXemMecCA4YHOo nsgasaemMom I/IHCbOpMaLI'MOHHOM ykasaTene «HaunoHanbHble cTaHgapThi». COOTBETCTBY-
rowan VIHCpOpMaLI,VIFI, yBeAoM/IeHNEe U TEeKCTbl pasMeLllaltoTCAa TakKxe B VIH(*)OpMaLI,VIOHHOVI cncreme 06u_\ero
no/ib30BaHNA — Ha O(bVILI,VIaI'IbHOM caniTe d)e,qepaanoro areHTcTBa Nno TexXxHN4YeCKoMy peryampoBaHuio n
MeTponoruv B ceTun NHTepHeT

© CrtaHgapTuHopm. 2011

HacToswuil cTaHAapT He MOXET GbITb MOMHOCTbLIO UM YACTUYHO BOCNPOU3BEAEH, TPaXMPOBaH U pac-
MPOCTPaHEH B kayecTBe OhMLManbHOMO U3fanns 6e3 paspelleHus defepasbHOro areHTCTBa No TeXHNYEecKo-
My perysiMpoBaHuio U1 MeTPosIoriun

n



FOCT P NCO 22442-2—2011

CopepxaHne
1 OB IACTD MPUIMEHEHUS . ...euueiiteeaiee ettt eteesaeeateesas e bt e eseeeaeeshbeas s e eb et eb e e ehe e eabe e b e e st e eh e e saeeehbenas e ke e eb e e eaeesheeaneenneenbeeanes 1
2 HOPMATUBHDBIE COBITKM ...ttt iiieeeiiie ettt et sttt e e et e e et e e e sae e e abe e e s ab et e as e s abae e shbe e e s ae e e s b e e e ses e e s et e e esn e e s aba e e s sneesenas 1
3 TepMUHbBI Y OMPEAETTEHMSA ..cceiiiiieeeeeee e 1
O Lo TTNY T i o T=YoTo ) = U 1 B F OO OUPP PP TOPROP 2
4.1 O6wasn yacTtb
4.2 DNEMEHTbI CUCTEMbI KAUECTBEA coeeiiiiiiiiiie ittt s s sha s s be e s sha s s sbe e sbb e sana e nnes 2
O I I o Lo T T=Y 1Y/ o - T U PP PR PRPPPPP 3
A4 COTPYLHUKM ..ttt ettt ee e e b et she e e e e e e s b e e e b e e s s b e e e e b be e e be e e e aa e e e eae e e eaaeesasaeessn e e s bneesanaesnns 3
4.5 CyuwecTBylolmne HOPMaATUBHbIE TPEOOBAHUSA N PEKOMEHIALIMM ...ceuerieiiieiiiee st e e e eeeas 3
LS o 0L T
5.1 OOLLLAA HBCTD cutiitiitteutteee et ettt eis e et e e e e st e st ehe e e et e bt e et £ e e bt eab e et e e bt e bt e et e ea bt e ee e et e e b e et eat e e eb e e ebe et e b e nneenns
5.2 Bua v nopoga. .
5.3 leorpacus.... .4
5.4 WHcnekyus.... .4
LRI =T o) Lo o1 VTN O T PP PO PPP PP 4
5.6 OTC IEIKMBAEBMOCTD..oueiiiiiiiiiti ettt ettt se e e a e st e s b s b e e s b e e b e e e b e e b e s s b e e s b e s b e e s e e s b s ab e sbeeesa e e e e sane e 4
(S O oY ¢ ] « I T PSSP P PR OP PP PPRUSTPPPON 5
FA O Lo] LTI =T L TSP P TP UPR PR 5
8 XPAHEHME N TPAHCTIOPTUPOBAHME ...ccuutiiruirieeitie et e steaeseeeaaseeesseeeeane e easb e e e b e e e e bee e as bt e e abe e e e aneeeanneeenneeenneennnneennnee s 5
MpunoxeHune A {cnpasouHoe) [lononHUTENbHbIE TPpebOBaHUSA, KacaroLlmecs NpPYUMEHeHNs HacTosLLero
cTaHfapTa K Matepuanam, nosiy4eHHbIM OT KPYMHOTO POraToro CKOT@ ...ccvvervurruerieeiiiinieenaens 6
MpunoxeHne B (cnpaBouHoe) CepTudmkaumnan attrectaums
MpunoxeHune C (CNPaBOYHOE) BETEPUHAPHAA  CITYMKOBB . ...eecueiiiiiiiiiieiee ittt ettt
MpunoxeHune 1A (cnpaBoyHoe) CBefleHNss 0 COOTBETCTBUUN CCbINIOYHbIX MEXAYyHapoAHbIX cTaHAapToB
HaLMOHa/IbHbIM CTaHAAPTAMPOCCUNCKON PEACPALMM. ....c.veveieeeeeeeeeeeere e 12
BUB TTAOTPAAIMIS .ttt ettt e a et b ettt e e eh ettt ea e ne ettt s 13



FOCT P NCO 22442-2—2011

BeeneHve

NCO (MexpyHapoaHas Opranunsauuna CtaHgapTusanum) aBnseTcs BCeMypHO deepauvieii opraHoB Ha-
LMOHasIbHbIX cTaHAapToB (opraHusauun — yneHsl CO). PaboTta no noArotoBke MeXayHapoAHbIX CTaHAapToB
06bI4YHO ocyLecTBnseTca TexHuyeckumu komutetamm MCO. Kaxpas opraHusaumns-yuneH, samHTepecoBaHHas B
npegmeTe, 415 KOTOPOro co3fasasics TeXHUYeCKnii KOMUTET, NMeeT NPaBo GbITb NPeACTaB/IEHHON B 3TOM KOMU-
TeTe. MexayHapoaHble NpaBUTeIbCTBEHHbIE U HEMpPaBUTEIbCTBEHHbIE OpraHn3aLmmn Takke NpuHUMaloT yyac-
Tne B paboTte Bo B3anmopeiicTeuu ¢ MICO. NICO TecHO coTpyaHu4YaeT ¢ MexayHapoaHOW SNeKTpoTeXHNYECKO
Komuccueii (M3K) no Bcem Bonpocam 31eKTPOTEXHUYECKON cTaHAapTh3auum.

MexgayHapogHble cTaHfapTbl paspabaTtbiBatoTCA B COOTBETCTBUM C NpaBuniamu, npueBefeHHbIMU B An-
pektuBax NCO/M3K. YacTb 2.

OCHOBHOI 3afja4eil TEXHUYECKNX KOMUTETOB ABNSETCSA NOATOTOBKa MEXAYHapOoAHbIX CTaHAapToB. Mpo-
eKTbl MeXAyHapoAHbIX CTaHAAPTOB, NPUHATbIE TEXHUYECKUMN KOMUTETAMK, PAcnpoCTPaHAITCA opraHusauu-
AM-4sieHaM gnsa ronocosaHus. My6avkauma B kayecTse MexXayHapoAHOro ctaHgapTta Tpebyet ogobpexus, no
MeHbLUei mepe, 75 % opraHusauunii-4neHoB ¢ NpaBoM rosoca.

Heob6xoA1Mo 06paTTb BHUMaHWE Ha BO3MOXHOCTb TOF0, YTO HEKOTOPbIE 3/IEMEHTbI aHHOr0 AOKYyMeHTa
MOryT nogsepraTbCs naTeHTHbIM npasam. MICO cHumMaeT ¢ cebs OTBETCTBEHHOCTb 3a 0603HauyeHue Ka-
KNX-TM60 TaKOBbIX NATEHTHBIX NPas.

NCO 22442-2 6bin noarotosrieH TexHnyeckum kommtetom NCO/TC 194 «Buonornyeckasn oueHka me-
AVLMHCKMX u3genuins, MogkomuTeT MK 1 «be3onacHocTb n3gennii 3 XMBOTHOW TKaHW».

NCO 22442 cocTouT 13 cneayoLmx Yacteil nog 06Wmnm HammeHoBaHmem «/3genna MeguumnHckue, ne-
nonb3yloLmne TKaHu 1 UxX NPON3BOAHbIE XUBOTHOIO NPOUCXOXAEHNUA»:

- Yactb 1. MeHeXMeHT pucka;

- YacTtb 2. KoHTponb 0T60pa, cbopa u 06paboTku;

- YacTb 3. Banvpauus yHAUTOXEHUS W/unv fe3akTmBaLluy BUPYCOB U areHTOB MHAEKLMOHHOI ry6yaToii
3Huedanonatum (TSE).
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HAUWOHANBbHBIN CTAHOLAPT POCCWUMCKOW SGEALEPALUMN

M3AENNA MEONUNHCKUE, NCMNOJIb3YIOWWME TKAHN
N X NPON3BOAHBLIE XXNBOTHOIO NMPOUNCXOXAOEHNA

Yactb 2

KoHTponb oT6opa, c6opa n 06paboTkun

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

Nata BBegeHnsa — 2012—03—01

1 O6nacTb NPMMEHEHUS

HacToswuin cTaHgapT ycTaHaBAnBaeT Tpeb6oBaHMs K KOHTPOJIH 3a UCTOUYHMKaMK 1 C60poM, a Takke 06-
palieHnem (BKoYas xpaHeHve 1 nepeBo3Ky) CXUBOTHbIMU U TKAHAMY AN NPOU3BOACTBA MeANLMHCKUX n3ae-
NWiA € UCMNOMb30BAHWMEM MaTepuasioB XWBOTHOFO MPOWCXOXAEHWNS, 3a WCK/IOYEHUEM [AMarHOCTUYECKUX
MeANUMHCKNX n3genuii in vitro. OH NpMMeHNM B TeX Cy4dasix, rge Toro TpebyeT npoLecc KOHTPONs pucka, kak
onucaHo B ICO 22442-1.

MpumeyaHuns

1 MN36upaTenbHOCTb NCTOYHMKOB CYMTAETCSt 0COBEHHO BaXKHOW ANA KOHTPONSA pucka WHPEKLNOHHON ry64aToil aH-
uedanonatum (TSE).

2 W3rotosutenun gomkHbl obpawatbcs k UCO 22442-3 ans Hopmalmmn no nogTBEPXAEHNIO YHUUTOXEHNSA U/nn
Ae3aKkTusaunn Bupycos n areHtos TSE.

HacTosAwwii ctTaHAapT He KacaeTcs UCNONb30BaHUA TKaHel YenoBeka B MeULMHCKAX U3LENUSX.
HacToswwii ctaHAapT He onpegensieT cUCTEMY KOHTPOAS KayecTBa A1 peryimpoBaHns Bcex cTaamuit
npovn3BOACTBa MEAVNLUHCKUX N3LENWNIA.

MpumeyaHuns

1 Hanuume nosiHoi cMcTeMbl KOHTPOIA KaYecTBa BO BPEMS MPOM3BO/ACTBA He ABsieTCA TpeboBaHMEM HACTOALLEro
cTaHgapTa, HO a Hem npuBefeHbl TpeboBaHNsA A1 HEKOTOPbIX 3/IEMEHTOB CUCTEMbI KOHTPONSA kavecTBa. O6paLleHo BHU-
MaHue Ha cTaHAapTbl 4718 cUCTeM KOHTponsa kadvecTtsa (cMm. WCO 13485). perynupytowmne ace ctagmm nponsBoacTsa unm
nepepaboTkn MeAWLUHCKUX N3dennii. DNeMeHTbl CUCTeMbl KOHTPOS KadyecTBa, 06s3aTesibHble COracHoO HacTosilemy
cTaHAapTy, MOTyT COCTaB/IATb YaCTb CUCTEMbI KOHTPO/SA KayecTBa, COOTBETCTBYLW e TpeboBaHusiM MICO 13485.

2 OCHOBHbIM NPVHUMUMNOM NpumeHeHns NCO 22442 asnseTtcs obpalleHne AO/HKHOTO BHUMAHUS Ha TpeboBaHus 1
pekomeHAaLMn BCex Tpex yacTeit cTaHgapTa.

2 HopmaTuBHbIe CCbIKN

Cnegytouine crnpaBoyHble JOKYMEHTbl ABNSOTCA HEOOXOAUMBIMU 4151 NPUMEHEHUS JaHHOT0 JOKYMeHTa.
Mpw gaTVpoBaHHOW CCbISIKe NPYMEHNMO TOMbKO ykazaHHoe nsgaHuve. MNpu cebinke 6e3 gaTbl NPYMEHUMO Mo-
cnefHee n3gaHue ykasaHHOro AoKymeHTa (Bkatouas nobblie nonpasku).

NCO 22442-1:2007 MefMUUHCKUE U3AENNA HA OCHOBE XMBOTHbIX TKaHel 1 nx npou3BoAHbIX. YacTb 1.
MeHeKMEHT pucka

3 TepmMmuHbI 1 onpepeneHns

B HacTosLeM cTaHAapTe NpYMeHeHbl TepMuHbl Mo ICO 22442-1. a Takxe cnegytolime TepMyHbI € COOT-
BETCTBYIOLMMMN ONpefeneHnsaMu:
3.1 c6op: 3a60p XMBOTHbIX TKAHEN.

M3paHne ouymnanbHoe
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3.2 cTafo HM3KOTo pucka: 3aMKHYTOe CTado KPYMHOro poraToro CKota, B KOTOPOM MO MeHbLUEW Mepe
nocnegHue BoceMb feT:

a) BeNoCb BeTepMHapHoOe HabnwaeHne, OTPaXEHHOE AOKYMEHTa/IbHO;

b) He 6bln0 cnyyaeB BSE;

C) He NpPOBOAMIOCH KOPMJIEHME BEKAMU XUBOTHOIO MPONCXOXAEHUS;

d) cyuwiecTByeT NOJIHOCTbIO OKYMEHTMPOBAHHASA NCTOPUSA pa3BedeHNs;

e) ncnosib3oBaHMe BeTepuHapHbIX NekapcTB U BakKyMH NO/THOCTbIO OTPaXXeHO AOKYMEHTas/1bHO:

f) kaxpgoe XnBOTHOE OTC/IEXMBAEMO;

) TeHeTUYeckuii MaTepuan BHOCWJ/ICA TOJIbKO M3 CTaj C TakuM Xe cBo6oAHbIM OT BSE cTatycom.

MpumeyaHune — Mo aHaNoOrMK CTaf0 HU3KOTO PUCKA MPUMEHVMMO K APYTYM BUAAM, ECTECTBEHHO NOABEPXKEH-
HbIM TSE. Bo3MOXHa He06X04MMOCTb [0NO/IHUTENbHBIX Mep NPefoCTOPOXHOCTU.

3.3 BeTepuHap: /Inyo, Npu3HaHHOE COOTBETCTBYIOLMM KOMMNETEHTHLIM OpPraHoM Hagnexalum obpa-
30M KBa/IMPULMPOBAHHBIM /151 BO3/IOXXEHHOW Ha HEro OTBETCTBEHHOCTM, KacatoLencs 0CMoTpa XXNBOTHbIX A0
1 nocne cMepTn U/Mnn cooTBETCTBYIOLWEN cepTudmkalmm.

MpuMmeyaHuns

1 B onpefeneHHbIX IPUCANKUUAX TpebyeTcs, uTobbl BeTepuHap ABASICS NPOECCUOHaNbHO KBANU(ULMPOBAH-
HbIM B 06/1aCTV BETEPUHAPHON MESULMHBI.

2 B onpeaeneHHbIX KPUCAUKLMSAX UHCMEKLUA 1 CEPTUMKALMS MOTYT NPOBOAMUTLCS PasHbIMU nLamu. B Takux cny-
yasx cepTuukaT MOXeT 6bITb NOANMUCAH NINLOM, HE HA3HAYEHHbIM KOMMETEHTHbIM OpraHoM. TakoBas (yHKUWUsI npegy-
CMaTpUBAETCS CUCTEMOIi KOHTPONA KauecTBa W3roTOBUTENS MEAULMHCKOTO U3Lenus.

4 O6wwue TpeboBaHUA

41 O6uwas yacTtb

MpumeHsiloT  TpeboBaHWA  HACTOSILLEro  CTaHAapTa, Kak OnpefensieTcsi  OUEHKOol  pucka
(cm. NICO 22442-1).

I'IpmnomeHme A HaanexunT NpUMeHATb B YCTaHOB/IEHHOM nopsaake.

4.2 ONnemMeHTbl CUCTEMbl KayecTBa

Heobxoanmo BHeApPUTL U NOAAEPXKMBATb 4OKYMEHTMPOBAHHYO CUCTEMY A1 KOHTPO/IA KayecTBa marte-
pvanoB XWBOTHOTO NMPOUCXOXAEHWS, YTBEPXKAEHHYIO U3rOTOBUTE/IEM MEAMLMHCKOTO u3aenus. KoHKpeTHble
TpeboBaHus, Kacawlnecs cbopa, BKIOUEHbl B pasgen 6.

CucTema [o/hkHa 3aTparnBaTb UCTOUYHMK XXMBOTHOTO U crieaytolive akTopsbi:

a) o603HauveHne reorpadmyeckoro NPOUCXOXAEHUS (CTpaHa WM PernoH) XMBOTHOTO Matepuana, co-
CTOSIHME 3[J0POBbS XMUBOTHbIX U KPUTEPUI NPUEMIEMOCTH XUBOTHbBIX, y4MTbIBast UICTOKOBLIN BUA, npeanonara-
eMblli pUCK MaTOreHHbIX hakTOPOB M BO3MOXHOCTb MOJIy4YEeHNs1 COOTBETCTBYIOLLUX FapaHTUiA.

n punmevyaHune — FeorpammquKoe npouncxoxaeHue MOXeT BK/KOYaTb MECTO POXAEeHUA XUBOTHOrO, a Takxe
CTpaHbl NN PErNoHbI 06UTaHUsA B TeYeHue XU3HW, paBHO Kak N MeCcTo 3a604. M3roToBuUTENIO pekomMmeHayeTca JOKYMEHTU-
poBaTb. HACKO/1bKO reorpad)l/lquKoe NpOUCXOXAEeHNe XXUBOTHOIO OTC/1eXnsaemMo, yinTbiBasd NpuUMeHeHe KOHTPOIA pucka
(cM. UCO 22442-1);

b) TpeboBaHWA rMrMeHbl N rapaHTUM KayecTBa, KOTOPbIM A0/HKEH COOTBETCTBOBATbL 3a60MLLMK, BKIOYas
Mepbl, NPUHSATLIE B CKOTOGOHE, ANA NPeoTBpaLLeHUsi NepekpecTHOW KOHTaMUHaLUW BHYTPU 1 MeXAy XUBOT-
HbIMU;

C) npoueaypbl c6opa, CoxpaHeHus, obpalleHns, XpaHeHsa 1 TpaHCNoPTUPOBaHUS MaTepranos XUBOT-
HOTO MPONCXOXAEHUS;

d) pokymeHTMpoBaHHOE MoATBEpPXAEeHNE 3thheKTUBHOCTN KOHTPONEN, onpeaeneHHbIX B NepeyncieHm-
sx a). b) n c);

e) BefeHVe apxuBOB (BKOYas, MO MeHblUel Mepe, nepeyncnexus a). b), c) n d): cm. Takke 5.5).

Llns KOHTpONS NocTaBLLMKOB 06Pab0OTaHHOIO XMBOTHOTO MaTepuana U3rotoBuTe b MeguLMHCKOro n3ae-
1A NO/KEH 0TPa3nTb [OKYMEHTaNlbHO, HACKOMbKO BbINOHUMO, METOAbI CNeLManu3upoBaHHbIX oTpacnen, K
KOTOpbIM Obl/IV MPUMEHEHBI NOMIOXEHUS pa3NuyHbIX Yactein NCO 22442.

MpumeuvyaHunsn

1 M3roTOBUTENN AOMKHBI NPUMEHSATL COOTBETCTBYIOLLME NOSIOXeHUs MCO 22442 K NpUPOAHbLIM BellecTBam, Takum
KaK MOJI0KO, BOJIOChI U LIEPCTb, XOTS TAKOBbLIE HE ONPEeAENstoTCs Kak MPON3BOAHbIE.

2
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2 Mcnonb3oBaHne cnoco60B aHanm3a u KOHTPONs pucka (Takux kak AHanns Puckos U Kputuyeckne KOHTpONbHbIe
Toukn (HACCP). AHanus Xapaktepa u NMocnepacteuit C6oes (FMEA). cM. npunoxeHune G k UCO 14971:2007)nonesHo npu
onpefeneHnn oCTaTo4HOro pucka.

4.3 Tpoueaypa

JloKyMeHT1poBaHHble NpoLefypbl U UHCTPYKLUK, TpebytoLLmecs coriacHo HacTosLeMy cTaHaapTy, [0/1-
XHbl ObITb YCTAHOB/IEHbI, BHEAPEHbI 1 NOAAepXaHbl. DTN NpoLefypbl N MHCTPYKUUW AO/MKHbI ObITh YTBEPXe-
Hbl NPV YCTAHOB/IEHNW U KOHTPONMPOBATLCA CefyoLmnm ob6pas3om.

M3rotosuTens AO/HKEH BHEAPUTL U NOAAEPXMBATL NpoLeAypbl 418 KOHTPONS BCEX OKYMEHTOB U flaH-
HbIX, CBSA3aHHbIX C TPe60BaHNAMN HACTOSALLErO CTaHAapTa. TakoBble AOKYMEHTbI AO/KHbI ObITb PACCMOTPEHbI
N YTBEPXAEHbI HA NPUTOAHOCTb YNOJTHOMOYEHHbIMY COTPYAHUKAMWN A0 UX BblAauu.

TakoBOW KOHTPO/Ib JO/MKEeH 06ecneynTb cnegyioulee:

a) JOCTYMHOCTb Hafnexalinx pefakunii CoOoTBETCTBYIOLWMUX AOKYMEHTOB BO BCEX TOYKax, rae segercs
[eaTenbHOCTb, Heobxoammas 415 3PdEKTUBHOIO (HYHKLMOHNPOBAHUSA CUCTEMbI KayecTsa, U

b) HemefsIeHHOe yAasieHne ycTapeBLlunx JOKYMEHTOB U3 BCEX TOYEK BblAAYN U UCTONb30BAHUS.

N3MeHeHns OKYMEHTOB JO/MKHbI ObITb PACCMOTPEHbI 1 YTBEPXAEHbI TEMU Xe yHKUMAMU/opraHsaum-
AMU. KOTOpble NPOBOAUAN NEPBOHAYasIbHOE PacCMOTPEHME U YTBEPXEHNE, €C/IN KOHKPETHO He 0603Ha4YeHo
MHoe. HasHaueHHble opraHusauuy AO/HKHbI UMETb AO0CTYN K Hag/exalium UCXOLHbIM AaHHbIM B KayecTse
OCHOBaHusA A1 NepecMoTpa 1 yTBepXAeHUs.

Ecnu npakTnyeckun BbINOSHUMO, XapakTep Kaxoro M3MeHeHus f0/KeH ObiTb 0603HaYeH B AOKYMEHTe
U COOTBETCTBYIOLLUX NPUMOXKEHUSIX.

Heob6x0AVMMO yCTaHOBUTbL OCHOBHOI MepevYeHb WN 3KBUBASIEHTHYIO NpoLieaypy KOHTPOSA AOKYMEHTOB
ANns onpefeneHns AeicTBUTENbHOW BEPCUM AOKYMEHTOB BO U3bexaHne ncnonb30BaHUs HENPUMEHUMbIX [,0-
KYMEHTOB.

4.4 CoTpyaHUKnN

OTBETCTBEHHOCTb 3a CH0p, obpaLleHne 1 xpaHeHne MaTepuanoB A0/HKHA ObiTb BO3/I0XEHA HA KBaIu-
hULMPOBaAHHbBIX COTPYAHUKOB CrieAyoLM 06pas3oM. N3rotoBuTenb fO/MKEH BHEAPUTL M NOA4EePXUBaTh Npo-
Leaypbl, BAXSOWME Ha NOATOTOBKY Martepuana, U NpefocTaBisTb MHAOPMAaLMIO ANS BCEX COTPYAHMKOB,
BbINOJTHAOLLMNX AEATE/IbHOCTb, B/IMAIOLLYIO HA KAYeCcTBO.

M3rotoBuTENb AOMKEH MPUHATL MEPbl, YTOObI COTPYAHMKN, BbINOHAOLWME KOHKPETHbIE NOPYYEHHbIE 3a-
OaHus. ABASANCH KBaTMPULMPOBaHHbLIMU HA OCHOBaHUMN COOTBETCTBYHOLLENO 06pa30BaHUs, NOArOTOBKM U/1an
onbliTa B 3aBUCUMOCTM OT TpeboBaHuii. Heob6xoAMMO BECTM COOTBETCTBYHLLYH [AOKYMEHTaUU no
NpoBeAEHHON MOATOTOBKeE.

CoTpyAHVKM, HENOCPEACTBEHHO yyacTBytoLLMe B cb6ope 1 0bpaLleHnn ¢ maTeprmasioM XXMBOTHOMO Npouc-
XOXAEHUSA, AO/MKHbI ObITh CAYXaLMMN U3roTOBUTENS U3LENNSA NN HA3HAYEHHbIMWU U COOTBETCTBYIOLLUM 06pa-
30M 06Yy4YeHHbIMW paboTHMKaMM GOWHM WNWM APYroro aHasjaorMyHoro npeanpuaTus. Te xe TpeboBaHusA
OTHOCATCS K COTPYAHMKaM BCEX cy6noapsaqmKoB.

M3roTtoBuUTENb AO/MKEH YCTAHOBUTL BHYTPEHHME TpeboBaHWS NPOBEPKU, a Takke NpefocTaBuTb afek-
BaTHblE pecypchbl M Ha3HAaYUTb 06YYEHHbIX COTPYAHMKOB 47151 MPOBEPOYHON AeAaTeNbHOCTU. [TpoBEepKM JOMKHbI
NPOBOAMTLCA HE3ABUCUMbIMU COTPYAHUKAMMU.

4.5 CyuwecTBylole HOpMaTMBHble TpeboBaHMA U peKoMeHaaunm

Heob6xoavnMo yaenaTb [O/KHOE BHUMAHVE COOTBETCTBYIOLLMM CYLLECTBYOLWUM PErMOHaIbHBIM HOpMa-
TUBHbIM TpebOBaHUAM WM pekoMeHAauusaM, Bkoyas MexayHapoAHblii 30ocaHuTapHbli Kogekc BO3XK
(OIE) (4).

5 NCTOYHUKMU

5.1 O6uwas 4yacTb

B cooTtBeTcTBUM € 5.2—5.6. a Takke pasgenamm 6—8 TpeboBaHns AO/KHbI NPUMEHATLCA NOCTaBLYMKa-
MW XMBOTHbIX MaTepunasnos, NOCPeAHNKAMMN 1 U3TOTOBUTENSIMU MEeNLUHCKAX U3AEeNNIA, HACKO/TbKO YMECTHO, B
pamMkax nsaHa KOHTPONA pucka B COOTBETCTBUMN C ICO 22442-1.

YXKvBOTHBI MaTepuan He JO/KEH NOABEPraTbCA ONAacCHOCTY NepPeKPecTHOl KOHTaMMHaLUun Ao, B TeYeHne
1 nocne 3abos.

Heob6xoAvMO NOATBEPAUTL, YTO XKMBOTHbIE MPU3HAHbLI FTOAHLIMY ANS NOTPebeHns YenoBekom (cm. 5.5).

M3rotoeuTenb HECET OTBETCTBEHHOCTL 3a rapaHTUIo TOro, YTO MaTepuas rofgeH 4nsa npegHasHavyeHHoro
MCcnosb30BaHusA.
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5.2 Bupg v nopoga

[ns kaxgoro matepuana unv ero Npon3BOAHON pUCK onpeAeeHHbIX 3a601eBaHNii 3aBUCUT OT BUAA XKU-
BOTHbIX M. BO3MOXHO, NOPOAbI, YTO HEOOGXOAUMO YUUTbIBATh A5 BHEAPEHUS Mep KOHTPOSS.

5.3 leorpacwms

Puck onpegeneHHbix 3a6oneBaHnii 3aBMCUT OT reorpagryeckoro NPOUCXOXAEHWS, N 3TO HEOBX0ANMO
yunTbiBaTb A/15 BHEAPEHUSA MEP KOHTPOA.

[eorpaduyeckoe NpoUCXoXAEHUE MOXET BK/IHOUaTb 3avaTve, poxaeHue, BCkapMavBaHue v y6oii (ans
KPYMHOTrO poraToro ckoTa, CM. MpuioxeHune A).

Ecnun TpebyeTca npoueccom KOHTPOS puUcCKa, B C/lyvyae ogoMallHEHHbIX/pa3BoaMMbIX Ha hepme BUAOB
Heo6X0AUMO OTpasvTb AOKYMEHTasIbHO reorpadMyecknii permoH/cTpaHy poXaeHUs ¥ CyMMUpPOBaTb OCHOB-
Hble MecTa 06uTaHus 40 MOMeHTa 3ab6os.

B cnyuyae ncnonb3oBaHnsa ANKUX BUAOB XUBOTHbLIX HEO6X0AMMO OTPa3nTb fOKYMEHTaIbHO PETMOHYMECTO
MOVMKM 1 CTpaHy/pPernoH poXxaeHus, eCnv U3BeCTHbI. icnonb3oBaHne BUAOB AUKMX MIEKOMUTAOLWMNX AO/DKHO
6bITb YUTEHO B OLeHke pucka (cm. CO 22442-1).

5.4 NHcnekuus

VICTOYHMK XXMBOTHOTO MaTepuana fO/HKeH ObiTb NOABEPTrHYT KOHTPOJIO U UHAVBUAYANBHON MHCNEKL MK
BeTepuHapoM. TeM He MeHee, C HEKOTOPbIMU UCTOKOBbLIMW BUAAMW 3TO HE AB/SIETCA BO3MOXHbLIM (Hanpuvep,
pblbbl, pakoobpasHble). Ecnv oTaenbHbIE XUBOTHLIE HE MOTYT 6bITb OCMOTPEHbI, 060CHOBaHUE 3TOr0 AO/HKHO
6bITb OTPaXKEHO JOKYMEHTa/IbHO C MPW/I0XEHWEM COOTBETCTBYIOLLENO MsaHa npoo6.

YXnBOTHbIE (KOPOBBI, KO3bl, ON1EHU, NIOLIAAM, OBLIbI M CBUHBW) AO/MKHbI ObITb NOABEPrHYTHI NPeLCMEPTHON
BeTepWHAapPHO MHCNEKUNN. XXUBOTHbIX C HAPYLLEHVAMW OMOPHO-ABUraTesIbHOM CUCTEMbI MU C HEBPO/IOTNYec-
KM OTKNIOHEHUSIMW He cnedyeT UCNo/b30BaTh 415 MPOU3BOACTBA MeAULMHCKUX U34ennid, 3a UCKTIYeHneM
NPOU3BOAHBIX XMUPOB, XXUBOTHOTO Y1 U @aMUHOKUCAOT, SABNSAIOLWNUXCA NPUEMIEMbIMU, Kak OnucaHo B 4.4.2 n
4.4.3 NCO 22442-1, BcneacTeue nx o6paboTkn, a He UCTOYHMKA.

[lo cepTudpmkaumm BetepuHapy Heo6xoANMO NPOBECTY MOCMEPTHYH MHCNEKLMIO XXUBOTHBIX HEMe 4 1eH-
HO nocsne 3a605 B COOTBETCTBUM C MECTHLIMU OBbIYAAMY 1 MPaKTUKaMMU.

WHcnekums fomkHa BKIYaTb, MO MEHbLUER Mepe.

a) BuW3yasibHblli OCMOTP;

b) nanbnauunio yKkasaHHbIX OpraHos;

C) paspes opraHoB 1 NMMA0Y3/10B;

d) uccnepoBaHne aHomanuii (Hanpumep, HECOOTBETCTBME NO LBETY M 3anaxy);

e) nabopaTopHble aHann3bl, ec/in He06X0AMMO.

['me Toro TpebyeT oLeHKa pucka, 4719 MaTepranoB (BkIoYast 06beAMHEHHbIE 3anackl KpoBKM), NpeHas-
Ha4yeHHbIX ANA MPAMOro NCMOsb30BaHUSA B MEAULMHCKNX U3AENNSAX U He NOABEPrarLlMXcs YTBEPXAEHHOMY
npoueccy Ans cHmxeHus pucka TSE cornacHo MCO 22442-3, He06X04MMO pacCMOTPeTb BO3MOXHOCTb Npu-
MEHEHUs1 aHaIn3a Ha Hasimume TSE B NCTOKOBOM XXMBOTHOM.

MpnmMeyaHune — XuUBOTHble TKaHW, NOJSIyYEHHble OT OnNpefesieHHbIX BUAOB (Hanpumep, pbibbl, pakoobpas-
Hble). TpeﬁleT MOﬂ,VId)VILl,VIpOBaHHOI’O noaxoga, Tak Kak BeTepunHapHoe Haﬁmo,qume He MOXeT 6bITb npoBefeHo Tak Xe.
KaK Ans APYruX XUBOTHbIX TKaHeli. 3roToBUTENN AO/KHbI NPUMEHATL COOTBETCTBYHOLME NYHKTbI HACTOSILLLENO CTaHAapTa
K Takum matepuanam, HO MOXET BO3HUKHYTb HeoﬁXO,qI/IMOCTb cnepoBaHna Apyrum npoueaypam, npusHaHHbIM SdJCbeKTVIB-
HbIMW ANA CHWXKeHnA pucka (cm. NCO 22442-1).

5.5 CepTudomkauuns

MaTepuan XVBOTHOTO NPOUCXOXAEHUS, NPefHAa3HAYEHHbI/ 471 UCNONb30BaHUS B MEAULMHCKUX n3ae-
NUAX. OO/MKEH UCXOAUTb OT XUBOTHbIX, NPU3HAHHLIX BETEPUHAPOM FOAHbIMU ANS NOTPE6NEeHNs YeNOBEKOM.
[loKyMeHTbI, LeMOHCTPUPYIOLLMe COOTBETCTBUE KPUTEPUSM BOTBPMHAPHOrO OCMOTpa Ha 60iiHe, faHHble cep-
TMmKaTa u MCTOYHWUK AO/DKHbI 6bITb OCTYNHbIMU (418 NpuMepa CM. NpuaoxeHue B).

B cnyyae BMOoB, 4151 KOTOPbLIX Takas cepTudnkaLms BeTepruHapoM He MOXET ObITb NoslyyeHa, TpebyeT-
€A cTaTyc, 3KBUBAJIEHTHbIN «rOAHOMY 47151 MOTPEe6/IeHNs Ye/T0BEKOM», HanpuMep NOATBEPXAEHNE BUAUMOTO
3[,0POBbA.

5.6 OTcnexmnsaemocTb

B cnyyasx, korga KOHTpO/ib pycka, NPOBOAMMBINA cornacHo NCO 22442-1. noka3biBaeT OAHOBPEMEHHO
HEe06X0AMMOCTb W BbINOSHUMOCTb, AO/KHA ObITb BHEAPEHA CUCTEMA OTCNEXMBAHUS.

CTeneHb OTC/eXuBaHUA onpeaenserca pesy/sibTaToOM OLEHK/A pucKa, NMPUHMMas BO BHMMaHue cyllec-
TBYIOLWME ohuymanbHble MHOOPMALMOHHBIE CUCTEMBI.
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MpumeyaHune — OTCNeXNBAEMOCTb MOXeT He ABNATLCA NPAKTUYECKN UCNOMHUMOW, eCNn MaTepuasbl XUBOT-
HOrO nNpoucxoxpaeHus 6blnn cobpaHbl, 06befMHEHbl U NpPou3BeAeHbl nocTasBlMKkamu 06paboTaHHOrO XWBOTHOTO
martepuana.

6 Co6op

6.1 Mexay n3rotoBuTenIemM MeANLMHCKOrO U3e/iMsA N NOCTaBLLMKOM MaTepuasia X1MBOTHOTO MPOUCXOX-
[eHVs JO/KHO ObITh 3aK/1I04EHO TeXHWYeCKoe cornatleHune, onpegensiollee:

- TPpaHuLibl OTBETCTBEHHOCTH;

- napameTpbl Matepuana;

- AOKYMeHTauuio;

- KpUTEepuu npoBepKu,;

- npouegypsl (BKIOUaOLME KOHKPETHbIE Mepbl 418 NpeAoTBpaLleHns nepekpecTHOW KoHTamuHauum);

- MpoBepKY;

- npoueaypsbl, obecrneymsaloLLe, 4TO BCe NOCTaBKW OTC/IEXMBAOTCA COOTBETCTBYIOLNMN cepTUdnKa-
Tamu.

MaTepuansl, NosyYeHHble OT BUAOB, NOABEPXEHHbIX TSE (BKoYas 06befuHEHHbIe 3anackl KpPoBu),
npefHasHayeHHble AN NPAMOro UCNosib30BaHUA B MeULMHCKUX U3AEeNMAX U He nojsepratoluecs yTsep-
XAeHHOMY npoueccy cornacHo MICO 22442-3 ans cHuxeHns pucka TSE A0 npyemnemMoro ypoBHs, onpeje-
NIEHHOTO NPOLLECCOM KOHTPONSA PUCKA, JO/MKHBI OblTb NONYYEHbI U3 CKOTOBOEH, ONpeaeneHHbIX U3roToBuTenem
MeAULMHCKOro n3aenus.

6.2 M3rotoBuTesIb HECET OTBETCTBEHHOCTb 3a 06ecneveHne Toro, 4To c6op MmaTepuana 6bia1 NPOBEEH B
COOTBETCTBUM C Mpoueaypamu, OnMcaHHbIMU B AOKYMEHTaLNN.

6.3 M3rotoBuTesNb AO/MKEH paccMoOTpeTb U onpefesinTb CUCTEMbI CepTUdUKaLUM U OTC/IEXUBaAHUA B
cnyyae, Korfa TKaHW XVWBOTHOIO NPOUCXOXAEHNA Obln 06beAVHEHbI HA MecTe 3a6051 UKN B AaslbHeALeM.

Mpepensl 06beANHEHNS [0MKHbI OblITb 060CHOBaHbI U OTPaXXeHbl AOKYMEHTabHO.

7 OG6palleHue

7.1 Ecnu kakoli-nnbo maTepuasn XMBOTHOTO Npoucxoxienns TpebyeT ganbHeiwero npenapupoBaHms
nnn 06peskn, OH Jo/MKEH GbiTb YAANIEH Kak MOXHO CKOpee Ha y4acToK, OTAE/bHbIA OT NCNO/b3yeMblX 41 3a-
605 1 cbopa. TakoBOI y4acToK JO/KEH GbITb 060pyA0BaH HagexallyMm 06pa3om 1 NoAaepXKMBaTbCa Ha Co-
OTBETCTBYHOLLEM YPOBHE YMCTOTbI U OXPaHbl OKpYyXatlLleli cpeapl.

VHCTpYMEHTbI 4151 NpenapupoBaHns U o6peskn creayeTt CoaepXaTh B UACTOTe A5 CBEAEHUS K MUHUMY-
My pucka NepeKkpecTHOl KOHTaMuHaLuu.

NMpumeyaHune— B naeane gns obpesku crnegyeT UCMOMb30BaTb CNELManbHO BblAeNeHHbIi Ha6op UHCTPY-
MEHTOB. COAEpXalniics OTAENbHO OT UHCTPYMEHTOB, UCMO/b3yeMblX Afis c6opa.

7.2 WcxopHble MaTepuasibl, NpegHasHavyeHHble 4151 UCNO/b30BaHUs B MeAULMHCKUX U3LENNSAX, [O/IKHBbI
OblTb M30MPOBaHbI A8 [OCTABKM COr/lacHO Mpoueaype, OnNucaHHoOW B AOKyMeHTaLWu.

7.3 W3roToBMTENb HECET OTBETCTBEHHOCTbL 3a 06ecneYeHre Toro, YTo o6patleHve ¢ matepuanom npo-
XOAWT B COOTBETCTBMM C NpoLeypamMu, ONUCaHHBbIMU B JOKYMEHTaLNK.

8 XpaHeHue n TpaHcnopTMpoBaHue

8.1 CobpaHHblil MaTepuan cnegyeT XpaHUTb U TPAHCNOPTMPOBATb B 3aKPbITbIX EMKOCTSX.

8.2 YcnoBusi XpaHeHWs1 U TPaHCMOPTMPOBAHUS He A0/KHbI HapyllaTb COOTBETCTBUSA 3HAUMMBIM Kavec-
TBaM XWBOTHOIO MaTepuasna, 0co6eHHO NocpeAcTBOM 06YC/I0B/IEHHOMO pacnaja, OKpyxatoLeid 06cTaHOBKOM
nnu chepmMeHTamu, a TaKkke pocToM MUKPOOPraHW3MOB.

8.3 M3roToBuTENb HECET OTBETCTBEHHOCTbL 3a 06ecneyeHne Toro, YTO XpaHeHne 1 TpaHCcNopTUpoBaHue
NPOBOAAT B COOTBETCTBUMN C AOKYMEHTa/IbHbIMW NpoLesypamMm.
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MpunoxeHune A
(cnpaBouHoe)

LononHutenbHble TpeboBaHMUs, Kacawlimecs NPUMEHEHUS HACTOALEr0O cTaHgapTa K Matepvanam,
Nosly4YeHHbIM OT KPYMHOro poraToro ckota

A.1 BBepeHus

[laHHOe npunoxeHve coAepXnT TpeboBaHNsA, OTHOCALLMECS K HEXM3HECNOCOOHOMY MaTtepuany, Nosly4eHHOMY OT
KPYNHOro poraToro ckoTa 1 npegHasHayeHHOMY A1 UCMO/Ib30BaHNA B MeAULUMHCKNX n3genusax. NCO 22442-1 Tpebyer,
4YTO6bI A1 MaTepunanos, NOJyYEHHbIX OT BUAOB, NOABEPXEHHbIX NHEKLMOHHOI ry6yaToit aHuedanonatum (TSE), 6binm
BHe/peHbl Mepbl KOHTPO/IA pucka 1 o6LWwuii puck TSE 6bin OLeHEeH 1 BbIYUCIEH OTHOCUTEIbHO MEAULIMHCKUX NMPeuMyLLecTs
npegHasHa4yeHHOro NCNoNb30BaHUA, YUNTbIBAA Hanume anbTepHaTus. DT TpeboBaHNA OTHOCATCA K CKOTY, NMOABEPXEH-
HOMy ry6uaTtoii aHuedanonaTum KpynHoro poratoro ckota (BSE) n npumeHseMomy B kauecTBe UCTOYHUKA MaTepuana gns
MCMNOMb30BAHUA B MEAULMHCKUX N3LeNnsX.

K KOHKpeTHOMY MeAWLMHCKOMY W3AeNntio MOryT 6biTb MNPUMEHWMbl pasHoo6pasHble Mepbl KOHTPONA pucka
(cm. ICO 22442-1:200)". npunoxeHune D). TakoBble JO/KHbI GbiTb PACCMOTPEHbI B KaX/OM KOHKPETHOM cflyyae Ans pac-
yeTa obLiero pucka BSE v npegocTaBneHus rapaHTWii, 4TO OCTaATOYHbIN puUCK 3apaxeHus areHTom BSE siBnsetcs gonycTtu-
MO HU3KMM. O6LWunit puck BSE MoXeT 6biTh OLEHEH, yunTbiBas cregyloline cnocobeTaytone haktopsb:

a) BEepOATHOCTb TOrO, YTO UCXOAHbLI MaTtepman UHGULUPOBAH WM KOHTaAaMWHUPOBAH areHTom BSE;

0) wMepbl ANS yganeHus unv gesaktusauuy areHta BSE;

C) CTeneHb U XapakTep KOHTaKTa yesioBeka C NoTeHuManbHO MHMULUPOBAHHLIM MaTepuasiom.

[laHHOe nNpunoXeHne 0THOCUTCA TOMbKO K NEPBOMY M3 3TUX (hakTOPOB, KOTOPbLINA ABSETCA OCHOBHbIM METOAOM KOH-
Tpons pucka TSE. Tak kak MmaTepuarn, nosyyeHHblil 0T KOPOB, CAYXUT UCTOYHUKOM ANA MHOTUX U3fenuii.

MpumeuvaHuns

1 MNpunoxeHne C CO 22442-1 coaepxuT onpeaesieHHble TpeboBaHNs K OTAE/IbHbIM XUBOTHLIM MaTepuanam unu
NPON3BOAHbIM.

2 YuuTbiBas Tekyllee COCTOSIHWE HayKu U TEXHOMOTUIA, MPUHLMNBI, CXOAHbIE C 06CYXAaeMbIMU B LAHHOM MpPUIoXe-
HUW. Takke A0/DKHbI 6biTb MPUMEHNUMbI K APYTUM PasHOBUAHOCTAM TPaAHCMUCCUBHONM rybuaTtoii aHuedanonatum y XumsoT-
HbIX.

3 3KBMBa/IEHTHbIE MepPbl MOTYT 6bITb MPUMEHUMBI K MaTepuanam, MPOUCXOASALLMM OT KO3 1 OBeLl.

A.2 O6wue nonoxeHnsa

Heo6xoAnMo oueHUTb puck BSE, cBA3aHHbI C MICXOAHBIM MaTepuanoM, yunuTbiBas crnegytouime gaktopbl:

a) BEepOoATHOCTb MH(PULMPOBAHHOCTW NCTOKOBbIX XUBOTHBIX;

b) MH(ULMPOAAHHOCTb UCTOKOBOW TKaHWU;

C) Mepbl NS NpefoTBpalleHns NepekpecTHOn KOHTaMUHALWKN, BbI3BAHHOW APYTVMU XUBOTHBIMU WU TKAHAMU.

Mpy 06beANHEHNN XMBOTHOTO MaTepuana, Nnosly4eHHoro 6osee Yem OT OHOMO XXUBOTHOTO, OAHO M3 KOTOPbIX ObIIO
onpefeneHo Kak nMeloLLee pUCK BbICOKOM CTeNeHu, AaHHOe onpejesieHne OTHOCUTCS KO BCeli COBOKYMHOCTMW.

A.3 BepoAaTHOCTb MHMULUPOBAHHOCTN MCTOKOBbIX XXUBOTHbIX

A.3.1 O6was 4acTb

BeposiTHOCTb Hannuma areHTa BSE B MCTOKOBOM poraTom CKOTe A0/DKHa 6biTb paccMoOTpeHa ¢ MoOMOLLbI0 ony6auko-
BaHHbIX 3KCMNEPTHbIX OLEHOK (CM. A.3.2.1, npumeyaHune 1) v APYrux yMecTHbIX JaHHbIX, [4e NPUMEHUMO.

B cnyyasx, korga HM3kas BepOATHOCTb MHPULMPOBAHHOCTU UCTOKOBLIX XXMBOTHBIX ABNAETCA 3HAUNTE bHbIM (DaKTO-
pom npwu ouexke pucka BSE. npouecchbl npuobpeTeHns v NponsBoAcTBa [0/MKHbI BKOYaTh B ce6a Mepbl No npejoTepaLle-
HUI0 NEPEKPECTHON KOHTaMUHALMMN XUBOTHBIMU C Goslee BbICOKUM puckom BSE.

MprumeuyaHune — B Takux cuTyauusax mMoryT 6biTb NPUMEHUMbI pasgensl 6—8 1 A.S HacToswero craHaapTa.

BepoATHOCTL Hannums areHTa BSE a NCTOKOBOM XMBOTHOM A0/KHA NPUHUMATL BO BHUMaHWe hakTopbl, 0 KOTOPbIX
rosopuTcs fanee.

A.3.2 Ctatyc BSE cTpaH Uan permoHoB NPOUCXOXAEHUSA

A.3.2.1 O6was yacTb

Mpu oueHke ctaTyca BSE He06X04MMO yunTbiBaTb KaXayto CTpaHy 06UTaHNSA XUBOTHOIO C POXEHUS N BCKAPMJIN-
BaHus A0 3a6os. 3Ta nHopmaumsa fo/HkHa 6biTb MPUHSATA BO BHUMaHWE MpuU OLEeHKe pucka.

YacTtoTa cnyvyaes BSE y KpynHOro poratoro ckota 3aBUCUT OT Mep. MPUHMMaeMbIX HalMOHa/IbHbIMU OpraHamun Briac-
TV ANS NpefoTBpalleHns, KOHTPOS UM UCKOPEeHeHUs 3a60/1eBaHns. TOYHOCTb onpefesieHns 4acToTbl c/yvyaes 3abose-
BaHWs 3aBNCMT OT 06bemMa U KauyecTBa MeTOA0B HabnaeHus. Jlyywme rapaHTum NpefocTaBnAloTCa, Korga pesynbTaTbl
AeliCTBEHHOr0 Haf30pa NokKasblBaloT, YTO B CTPaHe, permoHe, U ctage HeT HU BSE, HW noyecyxu.
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OueHka pucka BSE no oTHoWeHMo Kk reorpadpmuyeckum MCTOYHUKAM AO0J/KHA Y4MTbiBATb PACNPOCTPAHEHHOCTb UH-
dhekunm BSE y foMallHero ckoTa B CTpaHax Wan pernoHax, MCTopuio umnoptaymmn areHta BSE v oueHKy achekTuBHOCTM
nporpaMmbl Hagsopa.

3aBepeHuns, kacawwyecs pucka BSE AN COOTBETCTBYHOLWMX CTPAH WU PETMOHOB, A0/DKHbI ObITb NPOBEPEHBI C UC-
nosb30BaHWEM MocCNefHnX CBOAOK MO cTaTycy BSE HaumoHasnbHbIX WU pervoHanbHblx opraHos. OIE wnnn FAO
(http://lwww.fao.org). i3rotoBuTENb AO/KEH OLLEHUTHL 3a60oneBaemocTb BSE (Bkiouasa TeHAeHUMo, NCNonb3ys, N0 MeHb-
welt mepe, faHHble NOCNEAHUX BOCbMU NET).

MpumevyaHunsn

1 M3roToBUTENN AO/MKHbI YUYNUTbIBaTh ONY6/IMKOBaHHbIE 3KCNEPTHbIE OLEHKM, Kacatlecs pucka BSE. cBsi3aHHOro
c onpegeneHHbIMu cTpaHamu. Hanpumep. EBponeiickuii Coto3 ony6ankosan AOKyMeHTbl Nno Meorpadmueckomy Pucky BSE
(GBR) gns paga ctpaH (4OCTynHO Ha caiite HayuyHoro CoBeTa no MnaHupoBaHuio Komuteta npu MpasuTensctee EBpoco-
t03a. http://europa.eu.int/comm/food/fs/sc/ssc/outcome_en.html). lononHUTeNbHble AOKyMeHTbl GBR fOCTYyNHbI Ha caiTe
EBponeiickoro YnpasneHuss BesonacHoctn Muuwesbix Mpoayktos <http://mvw.efsa.eu.int/science/tse_assessments/gbr_
assessments/catindex_en.html).

[lenaptameHT Cenbckoro Xossaiictea CLUA ony61mkoBan CNMCoK paspeLlerHbiX W HeCaHKLMOHNPOBAHHbIX CTPaH-uc-
TOYHMKOB (ony6nukoBaH Cnyx6oi NHcnekunn CocTosiHna XXnMBOTHbIX M PacTtenwuii. http://Www.aphis.usda.gov/vs/ncie/
country.htmltfBSE). MuHuctepcTso 340p0Bbs, TpyAa U 6/1arococtossHnsa AnoHUN Takke ony6/1MKoBasio CNMCOK paspeLleH-
HbIX N HECAHKLMOHNPOBAHHbIX CTPaH-UCTOYHUKOB (CM. (7)).

Kopekc HaseMHbIx XXMBOTHbIx BO3X (OIE). oTHocsawwmiics k BSE. pgoctyneH Ha calite http://www.oie.mt/
eng/normes/mcode/en_chapitre_2.3.13.htm.

2 B yacTHOCTM, pekoMmeHayeTcs cBepATbea ¢ rnaBamu CaHutapHoro Kogekca HaseMHbix XXnBoTHbIx BO3XX (OIE)
[4J. oTHOCcAWMMMUCS Kk BSE n k noyecyxe, ecnu NpUMeHMMO, U K APYTMM NOAXOASAWMM peKOMeHAaunam unm 3akoHoga-
TeNbCTBaM.

3 dakTOopbl, yunTbiBaeMble Npu onpegeneHnn BSE ctatyca cTpaHbl, BKIOYAKOT B ce61:

1) yacToTy cnyyaes 3aboneBaHus B cTpaHe,

2) Hanuuve unum oTcyTCcTBME 06A3aTeNIbHOro yBeAoMIeHus 0 3abonieBaHnm (oduymanbHoe BeTepuHapHoe Habto-
aeHve);

3) Hannume uam OTCYTCTBME 065A3aTeNbHOr0 KAMHMYECKOro M nabopaTopHOro NOATBEPXAEHUS MNOA03peBaeMbiX
cnyyaes;

4) Hanuume WU OTCYTCTBME [AEliCTBEHHOrO 3anpeTa Ha KOpM/IeHVEe XMBOTHbIX XBavHbIMW MaTepuanamu.

5) ABnAwTCA N aHanusbl BSE Ansa poratoro ckoTa craplle onpefesieHHoro sospacTa obssaresibHbiMu;

6) 6blIM M MaTepuanbl yCTAHOBNEHHOTO puUcka yAasieHbl Y YHUUTOXEHbI nocne y6os:

7) 6bINV N TyWKW NABLUKNX XUBOTHBIX NGO XMBOTHBIX A0 Najexa npeAmMeToM 0Co60ro KOHTPOIS, BKIOYAA aHan3bI
Ha BSE.

TpeboBaHus 1 kKpuTepun, npuBefeHHble B A.3.2.2 — A.3.2.4. NPUMEHVMbI B 3aBUCMMOCTU OT reorpacnyeckoii oLeH-
Kn pucka BSE.

A.3.2.2 Huskuii reorpaduuecknini puck BSE

Ecnun 3a6onesaemocTb BSE He 6bina paHee npusHaHa B CTpaHe Wan permoHe NpouCXoXAeHUs, N3rotosuTenb A0N-
XEH MoNyuYnTb fLOKyMEeHTabHOEe CBUAETENbCTBO A5 NOATBEPXAEHUSI TOro, CTasno M 3abonieBaHne oguumanbHO noane-
Xalium U3BeLLeHNo 1 Korga, N UMeeT /M CTpaHa-UCTOYHNK BeTEPUHAPHYIO CAYX6Y, CMOCO6HYI0 BbISBUTb HWU3KYH Y4acToTy
cnyyaeB 3a6onesaHusa (cMm. npunoxeHue C).

MpumeuaHune — MNoagTeepxaeHne AO/MKHO ObITb 06ecneyeHo NOCPeACTBOM CCbIZIOK HA CUCTEMBI kKnaccuduka-
UMM 1N vHpopmaymio, NpefocTaBfeHHY0 HaUMOHaNbHbIMW WA PerMoHasbHbIMU OopraHamu BnacTu. [laHHble o6cToS-
TenbCTBa COOTBETCTBYIOT knaccudukauun EC. GBR .

MaTepwvan, nony4eHHblli U3 CTPaH UK PervoHoB, B KOTOPbIX Hannune BSE y fomallHero poratoro ckota cumtaercsa
KpaiiHe ManoBepOosiTHbIM, MOXET paccMaTpuBaTbCA Kak He npefcTaBAsoWmniAi nsmepsemoro pucka BSE. yunTbiBasi, 4to
TKaHW C BbICOKOW MH(ULMPOBAHHOCTbLIO UCKIOYeHbl (cM. CO 22442-1. tabnuua D.1).

MaTepuanbl (BKo4Yas 06befuHEHHbIE 3anackl KPOBW), NpeAHasHavYeHHble AN NPSAMOro NCNoNb30BaHNA B Meau-
LMHCKMUX U3[eNunsax n He nogseprawLimecs yTBepXAeHHOMY npoLeccy Ana cHukeHns pucka TSE cornacHo MICO 22442-3.
cnefyeT, No BbIMO/IHUMOCTM, MOMyYaTb U3 CTPAH UM PErnoHOB, B KOTOPbIX Hannune BSE y gomaluHero poraToro ckota
cumTaeTcs kpaiiHe MasoBepOSTHbIM

Ecnun XMBOTHbIX M3 CTpaH WM PEervoHOB, MWHUMasIbHO NOABEPXEHHbIX 3abonesBaemocT BSE, nmnopTupyoT B
CTpaHy C BbICOKOI 3a60/1€BaeMOCTbIO0 AN MPON3BOACTBA MEAULMHCKUX N3fennii, To Heo6xoAnMa ConpoBoAnTebHasA NH-
dopmauma no MHAMBUAYaNbHOW OTCAEXMBAEMOCTN XMBOTHbIX B MpeAenax UMNopTupyloLlei cTpaHbl U AO/DKHbI ObITb
npeanpuHATLI YA No U3bexaHu pucka nepekpecTHoli KoHTaMuHauun BSE.

A.3.2.3 TpomMexyTouHblli reorpacdunyecknii puck BSE

Ecnu 661710 NOATBEPXAEHO, YTO CTPaHa WU PETMOH MPOUCXOXAEHUS MMeeT OrPaHNYeHHY NoABepXeHHOCTb BSE.
N3roToBUTENb AO/MKEH NONYYNTb JOKYMEHTalbHOe CBUAETENbCTBO 419 NOATBEPXAEHNS, Koraa 3abonesaHue ctano odu-
LUManbHO noAnexatmm W3BeLeHNI0, YTO OTAesibHble XWBOTHbIE, 3apaxeHHble BSE. 3abutbl OTAENbHO OT XWUBOTHbBIX.
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npegHasHavYeHHbIX 4na |'|0Tpe6neH|/m 4e/1I0BEeKOM, a UX TyLIN NOTHOCTbK YHNUYTOXEHbI, U1 YTO UXMOTOMCTBO HE UCNOJ/1b3yeT-
CA B Ka4eCTBe UCTOKOBLIX XXNUBOTHbIX, a Takxe Mno 3d)(*)eKTVIBHOCTVI Cle.LeCTBy}OLLteI‘/’I CUCTEMBI Ha6mo,qu|/|;|.

MpumeyaHune — MNogTeepxaeHne A0/MKHO 6bITb 06ecneyeHo NOCPeACTBOM CCbI/IOK HA CUCTEMBI Knaccudmka-
UM 1M vHgopmManmnio, NpefocTaB/IeHHY0 HauMOHa/IbHbIMU WM PEernoHaNbHbIMK OpraHamu Bnactu. [laHHble 06CTOos-
TenbCTBa COOTBETCTBYIOT knaccudukaunsam EC. GBR Il m Il

B 3aBMCMMOCTU OT OL,eHKM 06LLeli NpreMIeMoCTH 0cTaTouHOro pucka (cM. nogpasgen 4.5 NCO 22442-1) Heobxoan-
MO paccMoTpeTb AONOMHNTE IbHbIE MEPbl KOHTPOIS puUcKa A1 MaTepnanos, NONYUYEHHbIX N3 TakUX CTpaH UM PErMoHOB.

A.3.2.4 BbIcokuii reorpadpmyeckuii puck 8SE

MaTepunanbl, NONy4YeHHblE OT KPYMHOTO poraToro ckoTa, POXAEHHOro, BCKOPM/IEHHOTO Wunu 3abuToro B cTpaHax
UNW pervoHax ¢ BbICOKO NOATBEPXAEHHON 3a6oneBaemocTbio BSE. He cnefyeT ucnonb3oBaThb A/151 NPOM3BOACTBA Meu-
LMHCKNX N3AeNnii, 3a NCKTIOYEeHNeM crlyyaeB, onmcaHHbix a A.3.2.5.

A.3.2.5 Ocobble 06CcTOATENLCTBA

B ocob6bix o6cTOATenbcTBaX Npu oueHke o6Leii npuemMnemMocTu ocTaTo4yHoro pucka (cm. nogpasgen 4.5
NCO 22442-1) moxeT 6bITb CAeNaH BbIBOA, YTO MPUHATbLIE Mepbl NpefoTBpaLlalnT NepekPecTHY0 KOHTaMUHaUMIo.

Heo6xo4MMO NMPUHATL Mepbl NPeAO0CTOPOXHOCTM BO M3bexaHne nepekpecTHOW KoHTamuHauuu BO Bpems 3abos,
cbopa, obpalleHns, XpaHeHNs 1 TpaHCNOPTUPOBaHUS XUBOTHOTO MaTtepuana.

M3roToBuTENb MEAWULMHCKOTO U3AeNnns AO/KeH oTpasuTb AOKYMEHTaslbHO W 060CHOBATb UCMO/Ib3yeMblii MeToA
OrnylweHuns, a Takke — 6yAyT M TKaHU 3abpaHbl OT OTAE/NbHbIX XUBOTHbLIX MU 06beANHEHbI.

BblN10 foKa3aHo, YTO Or/yLIEHME 3/1eKTPOLLOKOM OnpejesieHHoro paspsifja ¢ npokasabiBaHMeM unn 6es. a Takke
NHEBMAaTNYeCKM OFflylunTeNneM. 0CO6GEHHO eCnn TakoBOl BMyckaeT BO3AyX, MOXET paspyLluTb MO3r U pacnpocTpaHuTb
MO3roBoli MaTepuan no cucteme kposoobpatieHuns. CylecTBYOTAAHHbIE. YTO HEMPOHUKAlOLLee OrflyLUeHNe MOXET BbI3bl-
BaTb 3M60MI0 LleHTpasibHON HepPBHOI cucTemMbl. He06Xx04MMO onucatb MeToAbl OFNyLIEHUS.

MpumevyaHunn

1 fononHutenbHasa nHopmaumsa no MeTogam ornyleHns Haxoautces B MHenun HayyHnoro CoseTa no NnaxHuposa-
Huto (SSC) no meTogam ornywexHus n pucky BSE (Puck pacnpocTpaHeHusi YacTul, Mo3ra B KpOBW U TyLLe npy NPUMEHEHNN
HEKOTOPbIX METOA0B OryLeHNs), MPUHATOM Ha coBellanun oT 10— 11 axaps 2002 r. (http://europa.eu.int/commijfood/fs/
sc/ssc/out245_en.pdf) 1 MHeHun Pa6oueii Mpynnbl EBponeiickoro YnpaeneHuss BesonacHocTu Muwesbix [MpoaykToB
(EFSA) no pucky BSE oT pacnpocTpaHeHuns YacTuL, Mo3ra B KpoBu v Tywe. Bonpoc Homep EFSA-0-2003-122. npuHATOM
21 okTA6pa 2004 r. (http /i'mvw.efsa.europa.eu/en/sctence/t>ioha2/blohaz_opinions/731-html).Mpu oTCYyTCTBUY YTBEPXAEH-
HOro NPov3BOACTBEHHONO Npouecca, AoKa3aHHO fe3aKTUBMPYIOLLEro Win yganswoulero areHTel TSE. He06X04UMMO BHef-
puUTL cnepyouine mMeTofbl.

a) AnA Bcex maTtepuanoB HEOO6XOAVMO CBECTU K MUHUMYMY BO3MOXHOCTb BHELUHE KOHTaMuHauuu, 0CO6EeHHO B
CTpaHax C U3BeCTHbIMU ciydasamu BSE; B cnyyae maTepnanos, He 06befuHAEMbIX Npy c6ope, 04HOPa30Bble UM COoTBET-
CTBEHHO 06e33apaXeHHble eMKOCTW (Haanexalyum obpasom 3akpbiTbie BO M36exaHue nepekpecTHOi KoHTaMmuHauuu u
CHabXeHHble 3TUKeTKOI) MOryT 6bITb NOMeLLEeHbl B OAHY 60/bLUYI0 EMKOCTb A/151 MepeBo3ky;

b) N0 BO3MOXHOCTM MaTepuasbl OT XUBOTHbIX U3 pa3HbiX reorpauuyecknx UCTOYHMKOB He crefyeT 06beAnHATb,
KpOMe cnyyaes, Korja OHu 6bin NOyYeHbl U3 CTPAH C HU3KUM reorpaduyecknm puckom BSE nnm ot ctag HU3KOro pucka;

C) HeobxoAuMMO BHeApuTb, 060CHOBaTbL U NOAAEPXKMBATL NPOLEAYPbl, ONUCaHHbIE B JOKyMeHTauuun, ana npeaot-
BpaLllEeHNs NepekpecTHOW KOHTaMUHaLUW APYrMMU XUBOTHBIMW NN TKaHAMKU 60/s1ee BbICOKOTO pucKa.

2 MoryT 6bITb MPUMEHNMbI PETMOHAsIbHbIE HOPMATUBHbIE TpeboBaHus.

Heo6x04MMO NpuHATL Mepbl NPeA0CTOPOXHOCTK BO N3bexaHne KoHTaMUHauUu B TeyeHne nocieayowmnx npouns-
BO/CTBEHHbIX Ae/CTBUIA. Vicnonb3oBaHue onpeaenieHHbIX MaTepranos, NONyYeHHbIX U3 TaKoW CTpaHbl UK pernoHa, aBns-
eTca fonyCcTUMbIM. Hanpumep, ©cnonb3oBaHne Hagnexaum o6pa3om 06paboTaHHOl TKaHW HU3KOW MHMLIMPOBAHHOCTYN
B 06CTOATENIbCTBAX OrPAHNYEHHOIO KOHTAKTa C TKaHbIO Ye/loBeKka MOXeT 6bITb 060CHOBAHHbLIM, HAMPUMepP UCMNOo/b30BaHne
KOXW B OpTOMeaunyeckoli obysu.

3 Takne 06CTOATENBLCTBA COOTBETCTBYIOT Knaccudukaunm GBR IV EC.

A.3.3 C60p OT 3aMKHYTbIX cTaa/cTag HU3KOro pucka

MepBoOHavanbHbIi MaTepuan MoXeT 6bITb MOMYYEH OT CTaf, KOTOPbIE COAEPXannch C OCTOPOXHOCTLIO A5t NpeAoT-
BpalleHns BHeceHns areHTa BSE u koTopble 6bi/1n cepTUMLNPOBaHbl Kak «HU3KWUA PUCK» UIN «3aMKHYTble» (cM. 3.2). Mo-
NlyyeHne MmaTepuasioB >XMBOTHOTO MNPOUCXOXAEHUS OT CTaj HM3KOTO pucka [O/MKHO OblTb PaCCMOTPEHO  Kak
npegocTaBnsioliee ypoBeHb 6€30MacHOCTU, 3KBUBAJSIEHTHbI C60pYy MaTepuasioB B CTpaHe WKW pernoHe, rae Haauyve
BSE y gomallHero poratoro ckota cuMtaeTcs kpaHe MasioBEPOSTHbLIM.

A.3.4 Bo3pacT JOHOPCKUX XNBOTHbIX

Mcnonb3oBaHne 6051ee MOMOAbIX KMBOTHbIX MPeAcTaBseT MEHbLUNIA PUCK NO CPaBHEHNIO € 60/1ee CTapbIMU XNBOT-
HbIMW. MaTepuassbl, NO/TyYeHHbIEe OT XUBOTHbLIX MOJIOXE LLIECTWN MecsiLeB, MOryT CUMTaTbCa nNpefcTaBnaowMm 6onee H13-
Knii puck BSE (cM. npunoxenne D NCO 22442-1).

A.3.5 VcTopusa nutaHnUsa JOHOPCKUX XUBOTHbIX

Matepuans! (Bknouas o6begnHeHHbIe 3anackl KpoBW), NpefHasHauyeHHble ANA NPAMOro UCNosb30BaHUS B Meaun-
LMHCKUX U3OEeNNAX N He NoABepraLlmnecs yTBepXaeHHOMY npoLueccy A8 CHUxXeHus pucka TSE cornacHo NCO 22442-3.
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He cnepgyet cobupaTb a cTpaHax, rae XBaYHbI MaTtepunasn ckapmameaeTcsa XBadHbIM NN rae UCTopus NNTaHuA Henssec-
THa.

MpumeyaHus

1 Wcnonb3oBaHne matepuasna U3 CTpaH, He paspeLlarnLnx ckapmanBaHne 6eKoB XUBOTHOTO MPOUCXOXAEHUS XN-
BOTHbIM, MOXeT o6ecneuntb 6osee BbICOKYI CTeneHb 6e3onacHocTu. [ina Bcex Apyrux MaTepuanos, NPOMCXOAALLMX OT
KOPOB, N3rOTOBUTE/b JO/DKEH NONYYUTb ONYy6/IMKOBAHHOE CBUAETENLCTBO Npoueayp, BHeAPEeHHbIX B CTpaHe Npoucxoxpe-
HMA NCTOKOBOIO XMBOTHOTO POraToro ckoTa, A4/1A rapaHTuu Toro, 4To NoTeHuuan nepegayun Bo3byamutens BSE cBefieH k Mu-
HumMyMy. OLieHKa pucka Jo/KHA 3aTparueaTh crnefylolime AokasatesbCTBa:

a) 6bln M 6eNnoK NoJyYeH OT XBaYHbIX WU HET. NPou3BeAeH MEeCTHO WK UMNOPTUPOBaH, a Takxke AaTy Hayana
feiicTBNSA Kakoro-nm6o 3akoHoAaTeNIbHOro 3anpeTa Ha Takoe ckapMnBaHue.

b) Npu NofyYeHUU matepuasnos OT POraToro ckoTa, B KOPM KOTOPbIX BXOAM GeM0K XXBa4YHOr0 MPOUCXOXAEHUS B Te-
YeHune npeawecTBYOLWMX BOCbMU 1IeT. NOATBEPXAEHME TOro, 4TO 6€/10K He Obl/T NOTyYeH B CTpaHax C BbICOKOI 3abonesae-
MOCTbl0 BSE nnm novecyxoii.

c) 6bln MK HeT poraTblii CKOT e Bo3pacTe CTaplue LWeCcTW MeCcsLeB W CKOT MajLie WecTn MecsileB, cofjepxa-
LMiAica nosxe aToro Bo3pacTa, U/uaM NOTOMCTBO OMN0L0TBOPEHHbIX CAMOK MMMNOPTUPOBAaHbI U3 CTPaH C BbICOKON 3a6one-
BaemMocTbio BSE; Takoii poratbiii CKOT MOXET NOBbICUTb PUCK BHECEHUSI areHTa BSE. ecnu ux TkaHuW nepepadoTaHbl v
3aTeM CKOPM/IEHbl XBaUHbIM.

2 BHegpeHue [AeliCTBEHHOrO 3anpeTa Ha CKapM/IMBaHWE XBaYHbIX MATEpPUasioB XUBOTHbIM SIBAETCS OLHUM U3
¢hakTopoB, BAUAOLWMX HA cTaTyc BSE cTpaHbl Wan pernoHa. fapaHtum UCTopumn nutaHus, Takum o6pasom, mMoryT 6bITb no-
ly4eHbl NOCPELCTBOM CChI/IOK HA CUCTEMBI Knaccudumkaumm n nHdhopmaLuio, NnpegocTaBneHHY0 HaLMoHaIbHbIMY UK pe-
rMOHaNbHLIMU OpraHamu BNacTu.

A4 VIHPULMPOBAHHOCTL UCTOKOBOI TKaHU

BepoaTHOCTb Hannunsa areHta 8SE B KOHKPETHOW NCNONb3yeMOii TKaHW, ecnun TakoBasi NosyyeHa oT UHNLUMPOBaH-
HOTO XWBOTHOTO, J0/KHA BbITb OLleHeHa C MOMOLL b0 ONy6/MKOBAHHOW 3KCNepTHO oueHkn (cm VCO 22442-1. D.3.4). Tak
KaK flaHHble, C/yXallie oCHOBaHNeM NccnefoBaHnsa UHPULMPOBAHHOCTW TKaHU, MOTYT ObITb HEMOJHLIMU, CnefyeT NPUHK-
MaTb BO BHUMaHne paktop HeonpeaeneHHOCTH, OCHOBAaHHbIV Ha OLleHKe KayecTBa 1 KosimyecTBa 6a30BbIX aHHbIX. Heob-
XO4MMO UCNONb30BaTb Camytlo HOBYIO MHGopMaLmio.

A.5 Mepbl Ansi NpeAoTBpaLLeHUs nepekpecTHO’ KOHTaMuHaLum

Heo6xoiMMo NpUHATL Mepbl NPEfOCTOPOXHOCTM BO M3bexaHue NepekpecTHOW KoHTaMuHauuu BO Bpems 3a60s,
c6opa, obpalleHns, XxpaHeH1s 1 TPaHCNOPTMPOBAHWSA XMBOTHOrO MaTepuana.

MN3rotoBuTeNb MEANLMHCKOTO U3eNnNsa A0/KEH OTPasuTb JOKYMEHTaNbHO W 060CHOBATb UCNO/b3YEMbI MeToA,
ornylweHus, a Takke — OyayT /M TKaHU 3abpaHbl OT OTAE/bHbIX XUBOTHbIX UK 06beANHEHDI.

Bbino fokasaHo, YTO OrnyleHWe 3M1eKTPOLLIOKOM OnpejesieHHoro paspsaja C npokanbiBaHneMm unu 6es. a Takke
NHeBMaTNYeCKUM OrnylumTesieM, 0CO6EeHHO eC/in TakoBOI BMycKaeT BO3AyX, MOXEeT paspylwnTb MO3r U pacnpocTpaHuTb
MO3roBoil MaTepuan no cucteme kposoobpalyeHns. CyLecTBYIOT AaHHbIE, YTO HEeNPOHVKaloLLee OrflyLIeHNe MOXET Bbli3bl-
BaTb 3M6ONIO0 LEHTPasIbHOW HEepBHOW CUCTEMBI.

MpumevaHunsa

1 fononHuTenbHas uHdopmauusa no MetTogam ornylweHns Haxogutca B MHeHun SSC Opinion no metogam ornyue-
HuA 1 pucky BSE (Puck pacnpocTpaHeHus yacTul, Mo3ra B KpOBM U TyLle NPy NPYMEHEeHUN HeKOTOPbIX MeTOA0B Or/yLue-
HUA). NPUHATOM Ha coBewaHun oT 10—11 anBaps 2002 r. (http://europa.eu.Int/comm/food/fs/sc/ssctout245_en.pdf) n
MHeHun Paboueit Mpynnel EFSA no pucky BSE oT pacnpocTpaHeHus yacTuy Mo3ra B KpoBM W Tywe. Bonpoc Homep
EFSA-Q-2003-122. npuHaTom 21 oktabps 2004 r. (http;//www.efsa.europa.eu/en/sc(ence/b»ohaz/bloha2_op«lons/
731.html). Ana cbopa n obpaleHns Heob6X0ANMO BHEAPUTb CrefyloLlie MeToAbl, rAe TOro TpebyeT oueHka pucka:

a) ANs BCeX maTepuasioB He06XOAMMO CBECTU K MUHUMYMY BO3MOXHOCTb BHELUHEl KOHTamuHauuu, 0CO6eHHO B
CcTpaHax Cc u3BeCcTHbIMK ciydasamu BSE; B cnyyae matepnasnos, He 06beguHseMblx Npy cbope, 04HOpa3oBble N COOTBET-
CTBEHHO 06e33apaXeHHble eMKOCTM (Haa/nexalyum obpasoM 3akpbiTble BO U3bexaHue nepekpecTHOl KoHTamuHauum u
CHabXXeHHble 3TUKETKON) MOryT 6bITb NOMeLLeHbl B OAHY 60/1bLUYI0 €eMKOCTb A4/1 NepPeBo3Ku;

b) MO BO3MOXHOCTW MaTtepuasibl OT XMUBOTHbIX U3 pasHbIX reorpauyecknx UCTOYHUKOB He criefyeT 06beuHATb,
Kpome cflyyaes, Korga oOHu 6b1/11 NOoyYeHbl U3 CTPaH C HU3KUM reorpaduyecknm puckom BSE nnm oT cTaj HU3KOTo pucka:

C) HeobXo4MMO BHEAPUTL M NOAAEPXKMBATL NPOLEAypbl, ONUCaHHbIe B JOKYMEHTaLNW, AN1S NpefoTBpalleHuns nepe-
KPECTHOV KOHTaMUHaLWUW APYTUMU XUBOTHLIMW UM TKaHAMK 60/1ee BbICOKOTO puUCKa.

2 MoryT 6bITb NPYMEHNMbI PerMoHasbHble HOpMaTUBHbIE TPe6oBaHUA.


https://meganorm.ru/Data1/54/54792/index.htm
https://meganorm.ru/Index2/1/4293757/4293757970.htm

FOCT P NCO 22442-2—2011

Mpunoxexne B
(cnpaBouHoe)

CepTtudukaumna n atrectaymsal

B.1 O6pasel BbijaBaemMoro ceptudukara
CepTtudukar Ne:

CepTVICbVIKaT Ha XXMBOTHbIN MaTtepuan gna Ucnosib3oBaHnAa B MegULUUHCKUX N3aenmnax

CTpaHa, B KOTOPOIi XNBOTHOE 6blI0 3a6UTO

leorpadunyecknii ICTOUHWK XNBOTHOTO™1,

PervcrpaunoHHblii HOMep CKOTO60HN (ECIM NPUMEHUMO)

HanmeHoBaHue 1 pacnosioxXeHue yuypexaeHuna

Matepuan (0603HaYbTE BUA XMBOTHOIO)

Bo3pacT XvBOTHOro'11

Bua TKkaHu nnm opraHa

Vicnonb3oBaHHbIE NAaKOBOYHbLIE MaTepuanbl

Ynucno emkocTeli/ynakoBokK

damunns, nHULManbl BeTEpUHapa

[Martal/bl c6opa

Mognuce:
(OTBETCTBEHHOE NULO)

B.2 O6pasey cBuaeTenbLcTBa 340pP0BOT0 COCTOSAHUSA, Bbl4aBaeMoro BeTepnuHapom

CBuaeTenbCTBO 340POBOr0 COCTOAHUA

A. HKenognucasWwNiica BeTepuHap, NOATBEPXAAlo, YTO Marepuan. onMcaHHbllii B cepTudukaTe Homep
6bIN NOMYYEH OT XWBOTHOrO, NPU3HAHHOTO rOAHLIM AN1A NOTpebneHna 4YenoBEeKOM W npolwejlero ocMoTp A0 U nocne
cmepTu:
MpoBeaeHo B: (pata)

(Mopnuch, BeTepuHapa) damunns, nHuLMans

dopmaTt NpUMepoB B JAHHOM MPUMOXEHNN MOXET GbITb CKOMMPOBAH.
2l Heo6X0AMMO BK/OUUTL MHCOPMALMIO N0 MAEHTUGMKALUN 1 OTCNEXMBAEMOCTU NCTOKOBOTO XMBOTHOTO B Teue-
HME ero XW3HW, ecin Takas MHopMaLms CyLLecTBYeT U elle He U3BECTHA U3rOTOBUTESIO.
J Ecnv npakTMyYeckn BbIMOMHUMO U NPUMEHUMO, HANPUMEP A/151 XMUBOTHbIX, NOABEPXKEHHbIX ECTECTBEHHO Clyvalo-
weiica MHeKUMOHHOI ry6yaToil aHuedanonatuu.
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FOCT P NCO 22442-2—2011

MpunoxeHne C
(cnpaBo4HOE)

BeTepuHapHas cnyxba

MpunoxeHvie A BBOANT KOHLENLMIO NOyYEHNS 3aAB/I€HN OT KOMMNETEHTHbIX OPraHoB, YTO OHW MMEIOT BeTepuHap-
Hylo cnyx6y, CNOCOGHYI0 BbIABUTbL HU3KYt0 3a6oneBaemMocTb BSE. Huxe npuBegeHa cCbifika Ha OKYMEHT, KOTOPbIA MOXeT
6bITb NO/IE3EH N3TOTOBUTENSIM B X NEPEroBopax C BeTePMHAPHbIMY KOMNETEHTHbIMIU OpraHamu. XoTs ero npejHasHaue-
HVeM SBNSIeTCA NOMOLLb NPU OLeHKe BeTepnHapHON CnyX6bl B LLe1OM, CTaTbs MOXeT 6biTb NOME3Ha NpW UHTepnpeTaymm
3aABM1E€HNIT KOMNETEHTHbIX OPraHOB B KOHKPETHOM KOHTekcTe BSE. Cnegylowasn ctatbst 4OCTyMHA Ha aHIIMInCKOM, dhpaH-
Lly3CKOM U UCNAHCKOM si3blkax: «PekoMeHgauun ans OueHkn BeTepuHapHoi Cnyx6bl» BKIOUeHbl B CaHUTapHbIi Kogekc
HaseMmHbix XXnBoTHbIX (fnaBbl 1.3.3 1 1.3.4) BO3)XX (OIE) (http.//www.oie.Int/eng.'normes/mcode/en_8ommaire.huUn).
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https://meganorm.ru/Index2/1/4294846/4294846899.htm

FOCT P NCO 22442-2—2011

Mpunoxexnne JA
(cnpaBouHoe)

CBefleH1s 0 COOTBETCTBUMN CCbITOYHbIX MEXAYHAPOAHbIX CTAHAAPTOB HaLMWOHAbHLIM CTaHAapTam
Poccuiickoin ®epepauun

Tabnuuya [AA1L

O603Ha4eHNe CCbIIOYHOTO CreneHb O603HayeHVe 1 HaVMEHOBaHVEe COOTBETCTBYIOLLETO HALWOHaUIbHOrO
MeXyHapoAHOro cTaHaapTa COOTBETCTBUSA cTaHgapTa
NCO 22442-1:2007 IDT FOCT P NCO 22442-1—2011 WN3penua meguuuHCKUE, UCNOJb3ylo-

e TKaHU W UX NPOW3BOAHbIE XNBOTHOFO NPOMCXOXAEHNA. YacTb 1.
MeHeKMeHT pucka

MpumeyaHunsa — BTabnuue NCnonb30BaHo Cefyloliee YC/10BHOe 0603HAUYEHNE CTENEHN COOTBETCTBUS CTaH-
[apToB:
- IDT — MAEHTUYHbIE CTAHAAPTHI.
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FOCT P NCO 22442-2—2011

Buénuorpadgus

MNCO 9001 Cuctembl MeHemKMeHTa KayecTBa. TpeboBaHus

NCO 13485 W3penus meguunHckne. Cuctembl MeHeg)XMeHTa KayecTBa. TpeboBaHUs K peryimposaHuio

NCO 149/1:2007 N3pgenna meanuuHckue. NprMeHeHne MeHeqKMeHTa PUCKOB K MeAULMHCKMM U3aennsam

NCO 22442-3 MepuumnHcKne usgenusi, Ucnofb3ylwme TKaHW U MX NPOU3BOAHbLIE XWBOTHOTO MPOUCXOXAEHUS.
YacTb 3. Banmgaumsa YHUUTOXEHNSA U/UIn MHaKTMBaLMn BUPYCOB U areHTOB NepeHOCHO rprnbkoBoli aHuedanonatmm
Terrestrial Animal Health Code from OIE — Office International des Eplzootles/World Organisation for Animal Health
(http://lwww.ole.mt/)

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/(s/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.nlhs.go.jp/cgtp/cgtp/guidline/03052001.pdf) (Ha ANOHCKOM)

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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https://meganorm.ru/mega_doc/norm/gost_gosudarstvennyj-standart/18/gost_33162-2014_mezhgosudarstvennyy_standart_torf_nizkoy.html
https://meganorm.ru/mega_doc/dop_fire/postanovlenie_arbitrazhnogo_suda_moskovskogo_okruga_ot_23_05/0/postanovlenie_devyatogo_arbitrazhnogo_apellyatsionnogo_suda.html
https://meganorm.ru/Data2/1/4294816/4294816528.htm

FOCT P NCO 22442-2—2011

YAK 615.46:002:006.354 OKC 11.020 P23 OKI 93 9000

KntoueBble cnoBa: usgenve MeaununHCKoOe, XXMBOTHAs TKaHb, KOHTPO/Ib
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