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MpegucnoBue

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 neka6bps 2002 r. N» 184-d3 «O TeXHUYECKOM perynvpoBaHuu», a npasuia NpUMEHEeHNs HauuoHabHbIX
cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauua B Poccuiickoii ®egepavuu.
OCHOBHbIE NOIOXEHUSA»

CBefgeHus 0 cTaHaapTe

1 NOArOTOBJ/IEH ABTOHOMHOW HEKOMMEPYECKO opraHusaunein «MIHCTUTYT MeanKo-61onornyeckmnx
uccnefoBaHuin n TexHonoruin» (AHO «MIMBUNT») Ha ocHOBe COGCTBEHHOIO ayTEHTUYHOTO NepeBoa Ha pyc-
CKWiN A3bIK TEKCTA CTaHjapTa, yka3aHHOro B NyHkTe 4

2 BHECEH TexHuyeckum komuTeToM no ctaHgapTtusaumm TK 422 «OueHka 6Monornyeckoro fencrams
MeAULNHCKUX U3LENNI»

3 YTBEPXOEH W BBEJEH B ,LI,EMCTBVIE Mprkazom PefepasbHOro areHTcTBa rno TeXHUYecKomy
perynnposaHunio n metponoruu ot 15utoHa 2011 r. Ne 124-ct

4 HacToAwWwMmii cTaHAapT naeHTMYeH MeXxayHapoaHomy ctaHaapTy MCO 22442-1:2007 «/3genus meau-
LIMHCKME. NCNOMb3YIoLL e TKaHW 1 X MPON3BOAHbIE XXMBOTHOIO NponcxoxaeHuns. Yactb 1. MeHeXKMEHT pucka»
(ISO 22442-1:2007 «Medical devices utilizing animal tissues and their derivatives — Part 1: Application of risk
management»).

Mpu NpYMEeHeHNN HacToALWEero cTaHAapTa peKOMeHAyeTCs UCNOb30BaTb BMECTOCCHINIOUHbIX MeXAyHa-
POAHbIX CTaHAapPTOB COOTBETCTBYHOLLME UM HaLMOHa/bHbIE CTaHAapThl Poccuiickoil Pepepaunm, cBefeHns o
KOTOpPbIX NPUBELEHbI B ONOHUTENBHOM NpUAoXeHun JA

5 BBEJEH BIEPBbIE

MHopmMauus 06 U3MEHEHMSAX K HACTOSILLLEMY CTaHAapTy Ny6ankyeTCsl B eXerofHo n3jaBaemMom
MH(OPMaLMOHHOM YKa3aTe e «HauuoHanbHble CTaHAapTbi», a TEKCT U3MEHeHUt NNonpaBoK — B exeme-
CSAYHO M3AaBaeMbIX MHDOPMALMOHHBIX YKasaTensax «HaumoHa bHble CTaHaapThi». B ciyyas nepecMoTpa
(3aMeHBbI) MM 0T MEeHbl HACTOSALLEro CTaHAapTa cooTBe TCTBYOLLee yBegoMeHne 6yaeT ony6IMKoBaHo
B ©XXEMECSAYHO N34aBaeMoM MHIOPMaLMOHHOM yKaszaTene «HaunoHanbHble cTaHaapThi». COOTBETCTBY-
loLLjas HchopMaLsl, yBeJOM/IEHNE N TeKCT bl pasMelLaln T cs Takxke B MH(opMaLMoHHO cucTeme o6LLero
nofb30BaHNsi — Ha ohuLMaNLHOM cailTe defepasibHOro areHTCTBa Mo TeXHUYeCKOMY PeryiupoBaHuio u
MeTpoforuu B ceTv HTepHeT

© CraHpgapTuHgopm. 2011

HacTosiuii cTaHAapT He MOXEeT GbITb NO/THOCTLI0 UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kayecTBe ohuLManbHOro nsganus 6e3 paspelleHus ®efepasibHOro areHTCTBa No TEXHUYECKO-
My perysiupoBaHuio 1 MeTposiorumn
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BBepneHve

NCO (MexpyHapogHast OpraHusauusa CtaHgapTusanmm) sBnsieTcs BCEMUPHOW dhefepauuneis opraHos
HaLMoHasIbHbIX CTaHAapToB (opraHnsaymn— yneHsl VICO). PaboTa nNo noAroToBke MexXAyHapoAHbIX CTaHAap-
TOB 0ObIYHO OCyLLecTBASeTCA TexHnyeckumm komutetammn NCO. Kaxaas opraHmsauns-y4ieH, 3anHTepecoBaH-
Has B npegMeTe, 4N1A KOTOPOro co3gaBanca TexHu4yeckunii KOMUTET, NMeeT NpaBo 6biTb NpeAcTaB/IeHHON B
3TOM KOoMuTeTe. MexayHapoaHble NpaBnTeIbCTBEHHbIE U HEMPaBUTENbCTBEHHbIE OpraHn3aLmn Takxe NpuHn-
MatoT yyacTue B paboTe Bo B3aumogeicteum ¢ MICO. NCO TecHo coTpygHU4aeT ¢ MexayHapoaHOo d1ekTpo-
TexHunyeckoli Komuccuein (M3K) no BceM Bonpocam 3/1eKTPOTEXHNYECKON CTaHAapTU3aunm.

MexgyHapogHble cTaHfapTbl paspabaTbiBaldTCA B COOTBETCTBUM C MpaBwuiamu, NpuBefeHHbIMA B
OupektuBax NCO /M3K. yacTb 2.

OCHOBHOW 3agadveli TeXHUYECKMX KOMUTETOB SBASETCA MOAroTOBKA MEeXAYyHapOAHbIX CTaHAapToB.
MpoekTbl MeXayHapoAHbIX CTaHAAPTOB, NPUHATbIE TEXHNYECKMMU KOMUTETAMU, PACTPOCTPAHAIOTCSA OpraHu-
3auuaM-y4sieHaMm Ans ronocoBaHns. Ny6ankauyms B KaecTBe MeX4yHapoAHOro cTaHgapTa TpebyeT ofobpeHns
He MeHee 75 % opraHusayuii-usieHoB C NpaBoM rosioca.

HeobxoavMo 06paTUTb BHUMaHNe Ha BO3MOXHOCTb TOTr0, YTO HEKOTOPbIE 3/1EMEHTbI AaHHOT0 fJOKYMeHTa
MOryT noggseprarbcs naTeHTHbIM npaBam. ICO cHumaeT c cebs OTBETCTBEHHOCTb 38 0603HaYeHne Kakmx-nnbo
TaKoBbIX NATEHTHbIX Npas.

NCO 22442-1 6bin noagrotoBneH TexHnyeckum komutetom MCO/TC 194 «Buonornyeckas oueHka meam-
LMHCKMX n3genunit». MoakomuteT MK 1 «Be30nacHoCTb U3AeNnit U3 XMBOTHOM TKaHW».

NCO 22442 cocTouT 13 cnegylolnx yacteil nog obwum HammeHoBaHneM «W3genvs mMeguuuHCKue,
MCMNO/b3YHOLLME TKAHWN U NX MPON3BOAHBIE XXNBOTHOTO MPOUCXOXAEHNSA»:

- Yactb 1: MeHeOXMEeHT pucka;

- YacTtb 2. KoHTponb oTbopa, cbopa nobpaboTku;

- YacTtb 3: Banupauusi yHUMTOXEHUSA W/Mav fe3akTuBaLum BUPYCOB N areHToB MHDEKLMOHHOI ry6yaToii
3Huedanonatuu (TSE).
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HALULMWOHANbHBLIN CTAHAOAPT POCCUNCKOMWN PELEPALUNMN

N3AENNA MEOVNUMHCKUE, UVCTOJIb3YIOWWME TKAHU
M X NPON3BOAHLIE XXNBOTHOIMO MPOUCXOXAEHWA

Yactb 1

MeHeKMEHT pucka

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

Jarta BBefieHuss — 2012—03—01

1 O6nacTb NpUMEHeHUs

11 HacTtosAwwuii cTaHAapT pacnpocTpaHAeTcsa Ha MefULMHCKNE U3AeNns, 3a UCKTI0YEHNEM ANarHoCcTu-
YeCKnX MeANLMHCKUX N3NNI in Vitro, M3roTOBIEHHbIX C UICNO/Mb30BaHWEM MaTepraioB XXUBOTHOTO NPOUCXOX-
OeHUsA. ABNAIOLWMXCA HEXU3HECNOCOBHBIMU MY NMPUBEAEHHBIMU B HEXU3HECNOCO6HOE COCTOSAHME.

HacTtoswuii ctaHgapT B coueTtaHum ¢ 1 C 014971 onpegensieT npoueaypy AN yCTaHOBNEHMS ONacHOCTH
1 ONacHbIX CUTyaLuid, CBA3aHHbIX C TAKUMU U3AeNNAMN, AN pacyeTa U OLLeHKN BO3MOXHOIO pUcka, KOHTPOsA
Takoro pucka v HabnaeHus 3a 3P PEKTUBHOCTLIO TAKOBOT0 KOHTPONSA. Takke HaCTOSLLMIA cTaH4apT ycTaHaB-
nvBaeT NpoLecc NPUHATAA pelleHns 415 AoNYCTUMOCTHU OCTATOYHOTO PUCKa, y4nTbiBas 6asnaHc 0CTaTouHOro
pucka, kakonpegieneHo B 1 C014971. noxmgaemoe MeAuLMHCKOE NPENMYLLLECTBO N0 CPaBHEHWIO C CYLLECTBY-
IOWMMMN anbTepHaTMBamMm.

1.2 MNpepHa3HayeHneM HaCTOALLEro cTaH4apTa ABAseTcA npefocTaBneHme TpeboBaHuii n pekomeHaa-
LMii N0 KOHTPOIIO pUCKa, CBA3AHHOIO C ONACHOCTAMMU, XapakTepHbIMU ANA MeANLUHCKUX U3aenvii, nponsse-
[EHHbIX C NICNO/b30BaHVEM XUBOTHbIX TKaHeR nn nx Npon3BoAHbIX, TAKUMU Kak:

a) KoHTaMuHauus 6akTepusiMu, NAecHEBbIMU UMW APOXOKEBLIMU rpubamu;

b) KOHTaMuHauus BUpycamu:

C) KOHTamumHauus areHTamu, Bbi3biBAOLWMMU MHDEKLMOHHBIE ry6yaTble sHuedanonatum (TSE);

d) martepwan, Bbi3blBalOLWNiA HeXxenaTesibHble NUPOreHHble, UMMYHOI0rMYECKMe UM TOKCUKONormyec-
Kve peakuuu.

Cx0Xue NpUHLUUMbLI MOTYT 6bITb MPYMEHUMbI 415 NAPa3uTOB U APYTUX HEKNaccnmnLMPOBaHHbIX NaToreH-
HbIX e 4UHWL,.

1.3 HacTosiwmii cTaHAapT He ycTaHaB/iMBaeT AONYCTUMblE YPOBHU, Tak Kak TakoBble onpenensTcs
MHOXeCTBOM (haKTOpPOB 1 He MOTyT 6bITb 3aPUKCMPOBaHbI B HACTOSLLLEM CTaHAapTe, 3a UCK/TIOYEHNEM HEKOTO-
pbIX OTAE/bHbIX MPOU3BOAHBIX, OTMEYEHHbIX B NpunoxeHun C. B npunoxeHnn C ycTaHOBMEHbI AOMNYCTUMbIE
ypoBHU pucka TSE Ana NnpousBOAHbIX XUPaA, X)XMBOTHOTO YI/1s, MO10Ka U MPOU3BOA4HbLIX MOJIOKa, MPOU3BOAHbIX
LLIEPCTN N aMUHOKUCIIOT.

HacToawwuii ctaHaapT He onpegenseT cucTeMy KOHTPO/A kayecTsa A1A peryMpoBaHus Bcex ctagui
nNpon3BOACTBA MEAULNHCKNX N3aenuii.

HacTosAwwuii ctaHAapT He KacaeTcs UCNOb30BaHWA TKaHel YenoBeka B MeAULMHCKUX U3LENUSX.

MpumeyvaHwns

1 Hanuuve NonHoW CMCTEMbl KOHTPO/ISE KAYeCcTBa BO BpEMS NPOU3BOACTBA He SIBNAETCA TpeboBaHMEM HACTOSALWEro
cTaHgapTa. TeM He MeHee, obpalleHO BHMMaHWe Ha MeXAyHapoAHble CTaHAapTbl ANS CACTEM KOHTPONS KayecTBa
(cm. UCO 13485). perynupytolimne Bce cTagmm Npon3BoacTBa Uiy nepepadoTkn MeauLMHCKUX 3aenunii.

2 [ns peKkoMeHAaumnii N0 NPUMEHEHUIO HACTOALLEro cTaHAapTa CM. NpUoxeHue A,

M3paHne ouynanbHoe
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2 HopmaTuBHbIE CCbIIKU

Cnepgytolyme cnpaBoyHble OKYMEHTbI ABNAOTCA HEO6X0AMMbIMY ANA TPUMEHEHUSA AHHOTO ;OKYMEHTA.
Mpy faTpoBaHHON CCbINIKE NMPYMEHVMO TOMbKO ykaszaHHoe u3gaHue. Mpu ccbinke 6e3 gaTtbl NPUMEHUMO
nocnefHee nsfaHne ykasaHHoro JokymeHTa (Bkioyas nobbie nonpasku).

NCO 10993-1 Buonorunyeckas oueHka MeanUNHCKMX n3genunin. Yactb 1. OueHka v ncnbitaHus

MCO 14971:2007 W3penusa mepuumHckme. TpUMeHeHWe MeHeKMeHTa PUCKOB K MeaULMHCKUM
n3gennam

NCO 22442-2:2007 W3penvs MeduUMHCKME, UCMOMb3YIOLLME TKAHN U UX NPOU3BOAHbIE XUBOTHOIO NPo-
ucxoxaeHus. Hactb 2. KoHTponb 0T60pa, cbopa 1 obpaboTkm

NCO 22442-3:2007 W3penvs MeduUMHCKME, UCMOMb3YIOLWME TKaHW U UX NPOU3BOAHbIE XUBOTHOIO NPo-
ncxoxaenus. Yactb 3. Banugauns yHUUTOXEHUA U/unu fe3akTnBaLmn BUPYCOB W areHTOB MH(DEKLMOHHO ry6-
yaToi aHUedanonaTum

3 TepmMuHbI 1 onpeaeneHns

B HacTosLwem cTtaHgapTe npuMeHeHbl TepMuHbl o CO 14971, a TakKe crnefytolime TepMnHbl ¢ CooT-
BETCTBYHOL MMM ONpeaeneHuamm:

3.1 XmnBoTHOe: J1t060e NO3BOHOYHOE WM 6€CNO3BOHOYHOE [BK/OYAs 3€eMHOBOAHBIX, YIEHUCTOHOIMX
(Hanpumep, pakoobpasHbix), NTULL, KOPanbl, pblb. PeNTUAWIA, MONIOCKOB Y MIEKOMUTAIOLMX] 38 UCKOYEHN-
em yenoseka (Homo sapiens).

3.2 kneTka: HavmeHbllasa opraHW3oBaHHas eauHMLA NGO XNBOI hopMbl, CNOCOOHasA K He3aBuUcK-
MOMY CYyLLLeCTBOBaHMIO 1 K BO3MELLeHNI0 CO6CTBEHHOIO BeLlecTsa B NOAXOASALLION cpeje.

3.3 npowusBofgHan: BelecTBo, NO/ly4eHHOE HA OCHOBE XNBOTHOrO MaTtepuasia nyTem npou3BoLCTBEH-
Horo npouecca (npumep: rMasypoHoBas KUC/oTa, KonnareH, xxenatuH, MOHOK/10OHasIbHble aHTUTeNa, XUTo3aH,
anbbyMuH).

3.4 yHnuTOXeHue: Tpouecc yganeHusa, MyTemM KOTOPOro coOKpaliaeTcs 4YMCNO nepegaroLimnxcs
areHToB.

MpumevyaHune 1— DdhdekTMBHOCTb Npouecca AN YHUUTOXEHUA BUPYCOB U areHToB TSE fonxHa 6biTb Bbl-
paxeHa matemaTnyecku nocpeAcTBoM koadpuuymenTa cokpateHus (cm. B.2 n MICO 22442-3:2007. npunoxexue F).

MpumeuyaHune 2— Lleblo YHUUTOXEHNSI ABNSiETCA NpejoTBpaLleHne UHeKLUU UAn NaToreHHol peakuuu,
BbI3BAHHOMN NepeaalLLMIUCS areHTamu.

3.5 pgesaktmBauus: Tpouecc, NOCPeACTBOM KOTOPOro COKpalieHa CMnoCO6HOCTb Nepejatollerocs
areHTa Bbl3biBaTb UHIEKLMIO WX NATOrEHHYI0 PEaKLMIO.

MpunmevaHne 1— OddekTMBHOCTL NpoLuecca 415 Ae3akTusauym BUPYCOB U areHToB TSE fo/mKHa 6biTb Bbl-
paxeHa matemaTuyeckn nocpeacTBoOM koadhpumumeHTa cokpalleHus (cm. NCO 22442-3:2007. npunoxeHue F).

MpumeuaHune 2— Llenblo gesakTuBauuu sBAsSIETCS NPeoOTBpalleHne WHMULMPOBaHWUS Nepejaoliumucs
areHTamm n ux pasMmHOXeHUs!.

3.6 meauumHckoe nspenue: Jlio6oi npubop, annapar, npucnoco6aeHne, MmatTepuan unv apyroe nsae-
Nue. BKIOYas nporpaMMHoe obecneyeHne, MCnoab3yemoe b0 M301MpoBaHHO, M60 B KOMBUHALMK, KOTOpoe
npeAHasHayeHo U3roToBUTENIeM A4/ NPUMEHEHNSA, FaBHbIM 06pa3oM, B CieyoLmX Lensx:

- AnarHocTuka, npomnakTrka, HabnwaeHve, neveHne nnm obneryeHne 60nesHu;

- AnarHocTuka, HabnwaeHve, neyeHne, 06MErYeHNe WM KOMMEHCAUUS NMOBPEXAEHUS OpPraHoB Wn
hm3nyecKoro HeoCTaTKa,;

- uccnepoBaHve, 3aMeHa UM M3MeHeHne aHaToMun Unn M3noNorMYeckoro npoLecca,

- KOHTpauenuus

NKOTOPOE He ABNAEeTCA (hapMakoornyeckum, UMMYHOJIOTMYECKUM AN MeTaboNmnyeckum CpeAcTBOM, HO
MOXET BbITb AONOJSIHEHO TakKnMun cpegcrteamn.

MpumeuaHunsn
1 [aHHoe onpefesnieHune 6bi10 BbipaboTaHo CneymansHoi Fpynnoii no Fno6anbHoli FapmoHusaumm (GHTF) [39].
2 WNCO 22442 He NPUMEHUM K ANATHOCTUYECKUM U3AENAM in vitro.

3.7 HEXM3HEecnoco6HbIi: He nMelowwmii noTeHUUana k MeTaboanamy UM pasmMHOXEHUI0.

3.8 TexHu4ecKoe cornaileHne: O6s3aTeNlbCTBEHHbIV LOTOBOP MEXAY ABYMS UMK 605ee CTOpoHamu,
pacnpegensioLnii OTBETCTBEHHOCTb 3a TeXHUYECKMe Tpe6oBaHus.

2
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3.9 TKaHb: [oCTpoeHue KNeTOK /UM BHEKNETOUYHbIX COCTABASIOLMX.
3.10 nepepatowmecs areHTbl: bakTtepun, nnecHeBble N APOXOKEBbIe TPUGLI, Napa3nTbl, BUPYChbI, areH-
Tbl TSE 1 HeknaccumumpoBaHHble NaToreHHble eanHNLbI.

4 Tlpouecc KOHTPOA pucka

4.1 O6uwasn yacTb

M3roToButenb Ao/mkeH o060cHOBaTb MCMOJb30BaHNe XWBOTHOrO mMatepuana (Bkiwoyas Bbl6oOp BMAOB
XWBOTHbIX U TKaHEl), onupascb Ha NPUEMIEMOCTb OCTAaTOYHOIO PUCKa, YUnTbiBas 6anaHc 0CTaTOYHOro pucka un
0XU1gaemMoro MeMLMHCKOro NpermMyLecTsa no CpaBHEHUIO C CYLLLECTBYOWMMUN afibTepHATUBAMN.

MpumeHumbl TpebosaHma NCO 14971 n 4.2—4.5. CooTBeTCTBME faHHbIM TpeboBaHNAM AO/HKHO ObITb
NoATBEPXAEHO UHCNEKLME 4OKYMEHTAL N N0 KOHTPOJIO pUCKa.

MpumevyaHune — [lanbHeliwee obCcyxaeHne MeANLMHCKOTO NPeuMyLLiecTBa U aHann3 COOTHOWEHNA PUCK —
Bblroga nsnoxexol B MCO 14971:2007. nyHKT D.6.

4.2 AHanus pucka

4.2.1 YcTaHOB/IeHNE KayeCTBEHHbIX U KOJIMYECTBEHHbIX XapakTepuUCTUK, CBSA3aHHbIX C
6e30MacHOCTbIO MeAVLIMHCKNX n3genui

4.2.1.1 Cnocob KOHTaKTa U3genus ¢ TkKaHaMu nauueHTa

KonuuyecTBo maTepuana, nnowajb KOHTakTHOV NMOBEPXHOCTH ¥ TUN MaTepuana, KOHTaKTUPYHOLLEero ¢ Tka-
HAMM Tesia NN XUOKOCTAMU, a TaKKe TUM TKaHW opraHn3ma Uam XugKocTu, C KOTOPbIMU NPOUCXOAUT KOHTaKT,
[OMXKHbI 6bITb NPefyCMOTPEHbI B aHanu3e pucka. Pekomerngauun ana TSE npusefeHs! B D.3.7.

MpumeyvyaHnsn

1 MepanuuHcKve n3genus, Takne kakopTonegmyeckas 06yBb UM KOMNOHEHTbI, Takne Kak KoXaHble pEMHWU, KOTopble
KOHTaKTUPYIOT TO/IbKO C HEMOBPEXAEHHbIMU KOXHbLIMU NOKPOBaMU, NPeACTaBAA0T HUKUIA NHEKLMOHHbIN PUCK.

2 Ko/iM4yecTBO KOHTaKTUpYylOLWEro matepuana sBAseTcs OAHUM M3 (akTopoB Npu onpegesieHnn 6Uosornyecknx
ahbpekToB (cM. MICO 10993 Ans oueHKM Taknx adhhekToB).

3 Cnoco6 06paboTkM XMNBOTHbIX TKAHE MOXeT oka3aTb BAUAHWE Ha Ae3aKTuBaL o U/Mnm yHMUYToXeHne nepegato-
LLMXCS areHToB, a Ha MoTeHLMan K COXpaHeHWHo XN3HeCNOoCOBHbIX KNeTOK MOXeT NOBNATL CTPYKTypa o6pabaTbiBaeMbIxX
XWBOTHbIX TKAHEl 1 X NPON3BOAHBIX.

4.2.1.2 YcnoBusi BK/IOYEHUA TKAHN /MM ee KOMMOHEHTOB B MeAULIMHCKOE U3fenve uam ucnosib3osa-
HMe C TaKOBbIM, NN KOHTAKTUPYHOLLLEN C MeAULMHCKUM n3gennem

Heobxoaumo npefycmoTpeTh cregytowme hakTtopbl, N0 NPUMEHUMOCTU:

a) noATBepXfeHue, 4TO roTOBOE MeJULMHCKOe n3fenne He COAEPXNT Kakoro-m6o X1M3HecnocobHOro
XWBOTHOrO marepuana, ecnv B MPOU3BOACTBE MEAMLMHCKOIO M3Aenns MUCNoNb3YTCA XU3HECNOCOOHbIe
XWBOTHbIE MaTepunarbl;

b) NpegHasHa4YeHHOEe UCNOo/Ib30BaHMe MO0 XNBOTHON TKAHW UM ee NPON3BOAHbIX;

c) reorpaduyeckunii NICTOYHWK, BUA, BO3PACT 1 KOPM (BK/1H0Yas NCNOb30BaHNe 6enka XMBOTHOTO Nponc-
XOXAEHWSA) XUBOTHbIX;

d) BeTepuHapHbIi KOHTPO/b, YCIOBUSA, NPU KOTOPbLIX XMBOTHbIE MaTepuasibl 6blsIM cCO6paHbl, NOTEHLMan
K NepekpecTHOW KOHTaMUHaLUK;

€) TWN N aHaTOMUYECKUA NCTOUYHUK TKaHW;

0 Npon3BOACTBEHHbI NpoLecc, 0COBEHHO ecny B HEM MCMO/b30BaHbl Matepuasbl, cobpaHHble OT
6051€ee Yem OAHOT0 XXUBOTHOTO;

) XapakTep marepuana, MCrnosb3yemMoro B MeAWLMHCKOM u3genun (Hanpumep, HenospexpjeHHas
TKaHb, BbICOKOOUMLLEHHAA NPOU3BOAHASA TKaHb);

h) meToA ncnonb3oBaHWA UK BKIOYEHNA B MeANLMHCKOe n3genve.

MpumeuaHune — Bcnyyae MeaULUHCKUX U3AENNI, NCNONB3YIOLLMX HECKOMIbKO paccMaTpuBaeMbiX COCTaBNSA0-
wunx (Hanpmmep, Pa3fInyHbLIX BUAOB, MPOUCXOXAEHNA UN TKaHeVI) NN HECKOJTbKO CXOXKUX TUNOB COCTaBAWMNX, Nponsse-
AEeHHbIX C UCNO/Ib30BaHMEM pa3HblX METOAO0B, KaXxaas oTAe/ibHasA cocTaBndawwasn A0/HKHa ObITb npoaHannsnposaHa OT-
AenbHO.

4.2.1.3 Ycnosus cTepuavsaummn v npUMeHnMOocCTb APYTX METOA0B MUKPOOMOIOrMyeckoro KOHTPoNs

YuuTbiBast 6MON0rMUYECKN XapakTep XXUBOTHbBIX TKAHEWR N UX NPOU3BOAHBIX, HEOOX0AMMO OLEHUTb Kosle-
6aHnsA 6UoHarpy3sKku XMBOTHOIO Matepvana 6akTepusamu, a Takke NaecHeBbIMU U 4POXOKEBbIMU rpndamu.

MpnmeuvyaHne — Cm. NCO 11737-1. NCO 14160.
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4.2.1.4 HexenartesibHas aKCTpakLums

B03MOXHOe Ha/imune TOKCMYHOro ocafka, CBA3aHHOro C MPUMEHSEMbIM NMPOU3BOACTBEHHbLIM MpoLec-
COM, W11 NOGOYHBIX NPOAYKTOB 0/TXHO 6bITb NPEAYCMOTPEHO, NPUHUMAs BO BHUMaHWe du3nyeckme xapakre-
pUCTUKK (Hanpumep, MOPUCTOCTb, FETEPOreHHOCTb) W XUMWUYECKU COCTaB XMBOTHbIX TKaHeh uaun ux
MPON3BOAHbIX.

MpumeuveH ne—Cm. NCO 10993-1, NCO 10993-9. NCO 10993-17. NCO 10993-18 n NCO 10993-19.

4.2.2 YcTtaHoBneHue hakTopoB ONACHOCTMW M ONAaCHbIX CUTYyaLnid

Bo3MoxHble hakTopbl ONACHOCTU, CBA3AHHBIE C XXMBOTHBIMU TKAHAMW WU UX MPOU3BOAHBIMU, [O/KHbI
6bITb YCTAHOB/1EHbI 1 OTPAXEHbI JOKYMEHTA/LHO.

Oco60e BHMMaHNe Heo6XxoANMO yaenuTb hakTopam BO3MOXHOM ONacHOCTH, NpeAcTaBseMoin XNBoT-
HbIMU TKAHAMMW N UX MPOU3BOAHbLIMU KacaTesibHO:

- NOTEHUMaNbHOW KOHTaMUHALMN NepeaatoLLMMUCS areHTaMn U UX YyBCTBUTENIbHOCTU K YHUUTOXEHUIO
n/vnu gesakTnealmmn B TeueHne o6paboTku;

- noTeHuUuana K KOHTaMUHaHTaM Ha roToBOM Martepuasie, KOTopble MOryT Bbi3BaTb HeXenaTesibHyto
MVPOTEHHYI, UMMYHOIOTMYECKYIO UM TOKCMKOJTIOTUYECKYH0 PeakLuio;

- NOTeHuUunana camoro rotoBoro Marepuasna Bbi3blBaTb HEXenaTesibHy0 NMUPOreHHy, UMMYHO0rnyec-
KYI0 U/TM TOKCUKOTOTUYECKYI0 peakLuio.

4.3 OueHka pucka

B cooTtBeTcTBUM € NCO 14971 f0MXHbI ObITh OLLEHEHbI BCE yCTaHOBEHHbIE hakTopbl pucka. buonoru-
yeckas 6e30nacHoOCTb Jo/HKHa 6bITh OLleHeHa B cooTBeTcTBUM ¢ V1 C 010993-1. OueHka pucka nepegaroLumnxcs
areHToB flo/XHa 6bITb BHepeHa OTAe/IbHbIM aHaIn30M (PakTOPOB pUCKa, CBA3AHHbIX C Pa3/INYHbIMU KaTero-
puAMY NepejaroLwmnxcs areHTos. B npunoxexHun B onpegeneHbl OCHOBHbIE KATErOpUKN pucka, HeobXxoAnMble K
paccmoTpeHuto. KacaTenbHo pucka TSE cooTBeTcTBME TpeboBaHMAM, 0603HaYeHHbIM B npunoxexHun C ans
OTAENbHbIX XNBOTHbLIX MaTEPUAsIOB, MOXeT 0603HaYaTb NPUEMIEMOCTb PUCKA.

n punmedaHne — B npunoxeHun C Y4TeHbl 3/IEMEHTbI OLLeHKN pUCKa U KOHTPOIA pUCKa.

4.4 KoHTpOnb pucka

4.4.1 O6uwas yacTb

BapuaHTbl KOHTPONS pUCKa AO/MKHbI 6bITb OTPaXEHbI JOKYMEHTaIbHO N 060CHOBaHbI.

Ha gnarpamme B npunoxeHuv B npueegeH 063op npouecca KOHTPoAs pucka. Ecnu npu ncnonb3osaHunm
HacTosLLero cTaHAapTa yCTaHOB/EHbI AOMO/THUTE NbHbIE (DAKTOPbI pUCKa, 3roTOBUTENb MEANLIMHCKOTO n3ae-
nva MoxeT n3bpaThb 10601 4PYroil yMecTHbI cTaHAapT UK Nnoaxod. PelleHne fo0MKHO 6bITb 060CHOBAHO U
OTpPaXeHOo AOKYMEHTa/IbHO.

4.4.2 KOHTPO/b p1CKa BUPYCOB 1 areHToB TSE

KoHTponb prcka cnegyeT BHeAPSATb OTAE/bHbIM aHaIM30M (hakTOPOB PUCKa, CBA3AHHbIX C Pa3NNYHbIMM
Kareropuamu BupycoB nareHToB TSE. [locne onpegeneHns xapakTepucTuk npoayKra n3rotosuTtesnlb MegnLmmH-
CKOro M3fenusa AO/HKEH BbINOJIHATL COOTBETCTBYHOLME TpeboBaHusA kak ICO 22442-2. Tak 1 UCO 22442-3,
KpOMe Tex cnyyaes, Koraa Moo BUA XMBOTHBIX HE NO3BONSET M3rOTOBUTENSIM NOSIHOCTbLIO Y,0B/IETBOPUTL TPE-
60BaHnA NCO 22442-2. nnbo npouecc gesaktmealum B cooTBeTcTBUN ¢ VICO 22442-3 BbI30BET Henpuemne-
MYI0 flerpagaumio.

Mpon3BoAHbIE XUPa, XMBOTHbIA Yronb 1 aMUHOKMCNOTLI, NpuemMnemMsle ansa pucka TSE cornacHo pac-
CMOTPEHMIO B NPUIoXKeHUn C No npuynHe nx o6paboTku, a He UCTOUHMKA, TakKe A0/KHbI 6bITb OTHECEHbI K UMe-
oMM Npuememblii PUCK KacaTesibHO BUPYCOB.

B oTHOWeHUN pucka TSE Mepbl KOHTPO/1S, 0603HaYEHHbIE B NpUoxeHun C A1 onpefenieHHbIX XUBOT-
HbIX MaTepuanos, AO/IKHbI 6bITb MPUHATLI MO NPUMEHUMOCTU. ECNM N3roToBuTeNb CUUTAET 1t060€e TpeboBaHue
HEeNpMMEHUMBbIM, NPUYMHA 1 060CHOBaHME [OKHBI ObITb OTPAXEHbI OKYMEHTA/IbHO.

[na MegnumHCKnX n3gennii, B KOTOpbIX MpoLeccae3akTuBaLuuy Bbi3biBaeT HEMPMEM/IEMYIO Aerpajauuio,
N3roToBUTENN MOTYT NpUMeHATL CO 22442-2 ana cOOTBETCTBUA TpeboBaHUAM HACTOALLEro cTaHjapTa.

Ecnu BUA, )XUBOTHbLIX TAKOB, YTO U3rOTOBUTE/IN HE MOTYT MO/IHOCTLIO 06ecneyYnTsL COOTBETCTBUE TpeboBa-
HUsM VICO 22442-2, oHM [0/IKHBbI NoKa3aTb, YTO YPOBEHb Ae3aKkTuBauumn nepejatomnxcs areHToBs B yTBep-
XA,EHHOM NPOU3BOACTBEHHOM MpoLecce AoCTaTOUYEH A4/ AOCTUXKEHUSA NPUEMNIEMOTO YPOBHSA prCcKa COrnacHo
TpeboBaHuaM MICO 22442-3.

4
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MpumeyvaHune — Kputepuu n NPUHLMNbI, OTHOCALLMECH K KOHTPOJTI0 puckoB TSE. onucaHbl a npunoxexnun D. B
npunoxexuun D npusegeHa nHopmalms no COOTBETCTBYIOLMM MepaM KOHTPO/ISA pucka.

4.4.3 KOHTpO/ib pucka apyrux paktopos onacHocTn

KoHTponb pucka, cBA3aHHOTO ¢ 6akTepusaMu, NIecHeBbIMU U APOXOKEBLIMU rpubamu, a Takke Hexena-
Te/IbHbIMU MUPOTEHHLIMU, WUMMYHOJ/IOTUYECKMMU W TOKCMKOSIOTUYECKUMU peakunamu, cnegyet BHeAPATb
COrN1aCHO CYLLLECTBYIOLLNM CTaHAapTam.

Mpon3BoAHbIE XUPA, XXUBOTHbIA Yroflb U aMUHOKWUCNOTLI, NpuemaemMble ans pucka TSE cornacHo pac-
CMOTPEHMI0 B NpuoxeHun C no npuynHe nx 06paboTku, a He UCTOYHMKA, TaKXe L0/KHbI OblTb OTHECEHbI K UMe-
IOWUM NpUemMnemblil pUCK KacaTesbHO 6akTepuwil, a Takke MIEeCHEBbIX N APOXOKEBbLIX FPUOOB, yunTbiBas
BbIMO/IHEHNE HaAeXallnx YC/I0BUIA XpaHeHUS.

M3roToBuTENb JO/MKEH NPOBOAUTL NEpUOgUYEcKue MUKPobnonornyeckue nccnefoBarHmns 415 ycTaHos-
NeHUs 1 KBaHTUUKaLMN NCXOAHOW BMOHArpy3ku NOCTynatLLero XMBOTHOrO Marepvana Ans Npon3BoAcTBa
MeAULMHCKOro U3esnus.

MpumeuyaHune — MexayHapoAHbIMU CTaHAapTamMu, KOTOPbIE MOTYT 6bITb MPUMEHUMbIMU, ABAAIOTCA:

a) NCO 11135. MCO 11137. NCO 11737-1. CO 13408. NCO 14160. NCO 14937. NCO 17664 n MCO 17665-1.
KOTOpble MOTyT 6bITb YMECTHbI AN15 6aKkTepunii, a Takke NaecHeBbIX Y APOXOKEBbIX TPU60B (CM. Gubnnorpaduio),

b) Bce cooTBeTCcTBYHOLWME YacTn MCO 10993. koTopble MOTyT 6GbITb UCMOMb30BaHbI 418 KOHTPOAA hakTOpOB pucka,
CBSI3aHHbIX C HeXenaTebHbIMU MUPOTEHHbIMU, UMMYHOMOTNYECKAMMN NN TOKCMKOMOTMYECKNMIN peakymsimu (cm. 6ubnno-
rpacuio).

Vcnonb3oBaHne aTUX MeXAyHapoAHbIX CTaHAapPTOB NMPOUITIOCTPUPOBAHO B NPUIOXEHUN B.

4.4.4 OueHKa OCTaTOYHOrO pUckKa

4.4.4.1 O6uwasn yactb

OueHKa OCTaTO4YHOro pUCKa A0o/XHa ObITb npoesejgeHa ana Kaxaoro cpaKTopa pUCKa.

4.4.4.2 PuckTBE

PuckTBE moxeT 6bITb NpU3HaH npremieMbIiM MPY COOTBETCTBUN BCEM NPUBEAEHHbBIM HUXE KPUTEPUSAM C
y4eToM Hannuna abTepHaTUBHbIX MaTtepnanoB:

a) OLEeHKa 0CTaTOYHOro pucka nokasbiBaeT, YTO pUCK TSE 6bls1 MPOKOHTPONIMPOBAH Ha AOCTaTOYHOM
YPOBHE;

b) MegunumMHCKoe npenmyLlecTBo OT npegHa3Ha4eHHOro ncnosib3oBaHuA n3genna npu3HaHo NpeBoCXo-
AALLWM OLLeHKY OCTaTOYHOro puUcka.

MpumeyaHune — PekoMmeHJauun no KOHTPOJIKO puCKa, NPUMEHUMOTO K areHTam TSE, npuseeHbl B Npuioxe-
HuK D. TMpnemneMocTb MOXeT 6bITb OCHOBaHa Ha COOTBETCTBUM 0COObIM TPEOOBAHUAM 15 OTAE/bHbIX XXUBOTHbIX MaTepu-
anos. NpuBefeHHbIM B NpunoxeHnn C. unn TpeboBaHNAM, KacatloLMMCca NICTOYHNKOB, cbopa 1 obpalleHuns c matepnanamm
KPYMHOro poraToro ckota, NpuseAeHHbIM B npunoxenun A NCO 22442-2:2007.

Ocobble coobpaxeHus npuseaeHbl B NpuioxeHun C B OTHOLEHMM ocTaTovyHOoro pucka TSE. HekoTopble
NpPOuN3BOAHbIE, TAKUE KAKNIPOU3BOAHbIE XMPA, KUBOTHBbIN yrofb, NPOM3BOAHbIE MOJIOKA, LLIEPCTN 1 aMUHOKUC/IO-
Tbl. BblpaboTaHHbIe B COOTBETCTBUY C YCNOBUSIMU, OTMEYEHHbIMY B MPUAOXeHUN C, cuutaloTca npeacrasnisio-
LWMMY Mpuemnembiii puckTBE.

B cnyuasx, korga puckTBE He 6b1/1 NPOKOHTPOIMPOBAaH Ha YPOBHE, NpeAcTaB/AloLWeM 4OCTaTOUHbIA ypo-
BEHb p1CKa AN Nosb3oBaTesnieil Uin peunnueHToB, 06U PUCK MOXET 6bITb NPU3HAH A0CTATOUYHbIM TOMIbKO
npv ypaBHOBELLMBaHUN (hakTopaMu NCKNUYUTENbHOIO NpenMyLLecTsa v BbINOJIHUMOCTH.

4.5 OueHka NpMemMsIeMOCTM 06LEero oCTaTo4YHOro pucka

4.5.1 O6uwas yacTtb

Mpy oueHKe NpuemIemMocTy ObLEero OCTaTOYHOro puUcka crefyeT yunTbiBatb 6anaHc mexay octaTou-
HbIM PUCKOM MOC/1e BHEAPEHNS BCEX MEP KOHTPO/S puUcKa U 0XUAaeMbiM MEAULMHCKUM NPENMYLLECTBOM MO
CpaBHEHMIO C CYLLECTBYKOLWMMMN anbTepHaTnBamu. B cnyyasx Hannuusa gpakTopoB 0CTaTOYHOrO prcka kaca-
TeNbHO KOHTaMVHaLMK NepealwLMMNcsa areHTaMuy oLeHKa Ao/MHKHAa 0c060 paccMOTpeTb haKkTopbl pucka u
BbIrO bl NpY:

- UCMO/Ib30BaHNM afibTEPHATUBHBLIX MaTepuasos, He NPeACTaBASIOWNX pUcka KOHTaMUHALUN faHHbIMK
nepejarnLLMNCS areHTamu, Taknux Kak CUHTeTUYeckne maTepuasbl, Matepuasnbl OT APYTMX XUBOTHbIX BUA0B
NN MaTepuasbl HesI0BEYECKOT0 MPONCXOXAEHNS, N

- NMPUMEHEHUN aNibTEPHATUB U3AENNI0 B LLE/IOM A1 TEX XE NpenonaraeMbix Lenei.
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B cnyyasx, korga puck Ho 66111 MPOKOHTPO/IMPOBAH Ha YPOBHE, NPeACTaB/AoLEM NPUEMIEMbI yPOBEHb
pvcka Ansa nonb3oBaTesieil Uy peunnueHToB, 06LWMIA pUck MOXeT BbITb NPU3HaH NPUEMIEMbIM TOILKO MpY
ypaBHOBeLLIMBaHUN (hakTopaMu UCKTIOUNTESTIBHOTO NPenMyLLLECTBA U BbINMOTHUMOCTH.

4.5.2 [okymeHTaumnsa

PaumoHanbHaa ocHoBa NpPYeMIeMOCTM pucka A0/MKHa 6biTb OTpaXkKeHa B [OKYMeHTaLun No KOHTPOJI0
pucka.

4.6 MpounsBoacTBeHHasA N NOCTNPON3BOACTBEHHAA VIHCbOpMaLI,VIOHHbIe CNCTEMBbI

M3rotoBuUTENN [,O0/KHBI obecneuuntb onpegeneHune CUCTEMOIi N3MEHEHWIT B 300HO3HOM ctaryce VI36paH-
HOT0 NCTOYHMKA XXUBOTHbIX MaTepunasos.
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Mpunoxexne A
(cnpaBoyHOe)

PekoMeHAauumn no npUMeHeHUo HacTosLWero crtaHaapra

A.l O6uwas yacTb

B cuTyauusx, 0603HaYEHHbIX B HACTOSLLEM CTAHAAPTE Kak HyXJalLnecs B «NpejyCMOTPEHUN*, HE06X04UMO NN60
NPUHATL MepPbl MO KOHTPOJIIO pPUCKa, IMG0 060CHOBATL B OTHETE KOHTPOSA PUCKa, NOYEeMy 3TOro He GbIf10 cAenaHo.

A.2 TpuMeHeHNe K MaTepuanam U3 XNBOTHbBIX NCTOYHUKOB

HacTosAwuii cTaHAapT NPUMEHUM K TaKUM MaTtepuasnam Kak:

- CBUHbIE CEPAEYUHbIE KNanaHbl, 6blYbW KOCTH, IMraMeHTbl POraToro ckoTa 1 Gbl4nii nepukapg;

- NPOU3BOAHbIE XUBOTHbIX TKAHEl, Takne Kak Cy/ibaT XOHAPOUTUHA. MOJYHYEHHBbI U3 aky/, U KonnareH, nponsee-
[LeHHBbI U3 LIKYP, a TaKXe XUBOTHbIX KPOBW Y CbIBOPOTKU;

-mMaTtepuasnsl, NPon3BefeHHble in Vivo COOTBETCTBYIOLWUMM XUBOTHLIMU, HANpUMep aHTUTena, ucnonb3yemble B
NPON3BOACTBEHHOM MpoOLiecce:

- UCXOfHblE MaTepuansbl, Takne kak aibbyMunH Gblubeli CbIBOPOTKM, hepMeHTbI, KybTypasibHas cpepa, Bkouas
1cnonb3yemble 4151 NPUroToBAEHNSA pabounx 6aHKOB K1ETOK, MATOUHbIX 6aHKOB KNETOKWIN MaTOYHOW 3aTpaBKu A5 Takux
NpOAYKTOB KaK rmaslypoHoBas KMcnota.

A3 I'IpmmeHeHme K Matepuanam, NnOCTaB/IEHHbIM TPETbUMU NNLaMun

HacTosAwwuii cTaHAapT MOXeT 6bITb NPUMEHEH, KOr4a MaTtepuasbl, MICNob3yeMble U3roTOBUTENAMU MeNLUHCKOrO
n3genvs, 6b11M NPUroTOB/IEHbI N3 XXKUBOTHbLIX UCTOYHMKOB TPETLUMM IULLaMU Unn cybnoapsagunkamu. NMpumepom asnsertcs
XenaTuH, NosTyYeHHbIN U3 XXUBOTHBIX LUKYP WK KOCTe. Mpyu paccCMOTPEHUN pUcKa, CBA3AHHOIO C UCMO/Ib30BAHNEM 3TUX
NpoAyKTOB, N3rOTOBUTENN MEAULMHCKOIO U34ennsa [O/HKHbI 3aNpoCuTb y CBOMX NOCTaBLLMKOB AoKa3aTe/IbCcTBa TOro, Yto
npu OLEeHKe NPUTroAHOCTU XUBOTHOrO Matepuana 6biiv NPUMeHeHbl CooTBeTCTBYW e TpebosaHna NCO 22442 nnbo
6b1/TM UCMOb30BaHbI aNlbTEPHATUBHbLIE NOAX0/bl. MonyyeHHas nHdopmauusa A0/KHaA 6biTb MO NPUMEHUMOCTY BK/TIOYEHA B
OTYET KOHTPO/ISA pUCKa, CBA3AHHOTOC MEULIVHCKUM N3Ae/IMEM, HO MOXET HYXAATbCA B JONOTHEHUN MHOpMaLneit, nony-
YEHHO 0T TpeTbux UL, unn cybnoapsgumnka.

Mpunoxexne B
(cnpaBo4HoOe)

Ipacuueckoe oTo6paxeHue YyacTy npouecca KOHTPOs pucka ANs MegULUHCKUX U3genui,
MCNOMb3YLWNX XUBOTHbI MaTepnan

padhmueckoe oTo6paxeHne YacTh NpoLecca KOHTPOS pucka ANA MEAULNHCKUX U3LENNIA, NCNONb3YOLL X KNBOT-
Hblli MaTepuan, NnprBeeHo Ha pucyHke 8.1.

[laHHas cxema WNMOCTPUPYET YacTb NpoLecca KOHTPONA pucka a cooTBeTcTBUMU ¢ MCO 14971 W HACTOSILLUM CTaH-
fapTom. lMpouecc KOHTPONA puUcka AO/MKEH NpegycMaTpuBaTh Bce paccmatpuBaeMble hakTopbl pucka, nokasaHHble Ha
[laHHOW cxeme.
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Mpunoxexne C
(cnpaBoyHOe)

CneuvanbHble TpeboBaHUA AN51 HEKOTOPbIX XUBOTHbLIX MaTepunasioB
C Y4YeTOM KOHTpPONsA pucka areHToB TSE

C.1 O6uwasn yacTb

TpeboBaHWA aHHOTO NPUIOXKEHNS HE OTMEHSIIOT HEO6X0ANMMOCTb NPOBEAEeHNA OLEeHKN pucka TSE. Bknovas Tpebo-
BaHUA. U3/10KEHHbIE B pasjene 4 B Ka4ecTBe 4acTy NpoLecca OLeHKN 1 KOHTPONA pucka, onnucaHHoro B MICO 14971.

KOHTpOb pyucka MoXeT 6bITb NpefycCMOTPEH NOCPeACTBOM 06paboTKMN, UCTOYHUKOB UK coYeTaHnem ob6oux. Mpowns-
BO/JHbI€ XMpa. XUBOTHBIN Yro/lb 1 aMUHOKNC/IOTbI NpreMsieMbl AN pucka TSE no npuunHe nx 06paboTku, a He MCTOYHMKA.

MpunoxeHne A NCO 22442-2:2007 cofepXuT 4ONONHUTE bHble TpeboBaHMA, OTHOCALLMECA K NPUMEHEHWIO HACTO-
Allero cTaHgapTa k MaTepuanam n3 matepuasnoB XUBOTHOTO NPoncxoxaeHmns (6bIKoB).

[nsa gemoHcTpauuy CooTBETCTBUS TpeboBaHWSIM HaCTOALLero ctaHgapta Heo6Xxo4MMO NPUBECTU B UCMOJSIHEHME
TexXHMYyecKoe cornalleHne Mexay nrotoButenemMm MeguLMHCKOro n3genns n nocTaBLLMKOM XWBOTHOTO Matepuana/npons-
BOAHOW (cM. UICO 22442-2:2007. pa3gen 6).

C.2 KonnareH

KonnareH aBnseTca BOSIOKHUCTLIM 6€/1KOBbIM KOMNOHEHTOM COEAMHUTENbHON TKaHN MIEKONUTAIOLNX.

[ns konnareHa He06xoAMMO NPefOCTaBUTb AOKYMEHTALMIO 415 AEMOHCTPaLVUM COOTBETCTBUA HACTOALEMY CTaH-
[lapTy. yunTbiBas COOTBETCTBYOLINE TPEBOBAHUA AAHHOIO NPUIOXEHUA.

Mpu BbINO/THEHUN KOHTPONS pUcka, Tpebyemoro HacToALW MM cTaHA4apToM, He06X04MMO yunTbiBaTh Criejytoliee:

- ANA KonnareHa, NPoU3BeEeHHOro U3 KOCTU, KOCTb 0/XHA BbITb NOyYeHa 13 CTpaH C MUHUManbHON NoABEPXKeH-
HocTbio 8SE (ry6uaToii aHUedanonatun KpynHoro poratoro ckota). CTpaHbl C OrpaHMYeHHO NoABepXeHHOCTbIo BSE kak
MNCTOYHWUKM KOCTW [0/DKHbI 6biTb 060CHOBaHbI MNOCPEACTBOM CChINKM Ha Apyrve NpuUMEHUMbIe Mepbl KOHTPO/NA pucka
(cm. npunoxexne A CO 22442-2:2007). HegonycTuMa KOCTb, MPOUCXOXAEHUEM U3 CTPaH, rae MHULMpoBaH1e areHToM
BSE noaTteepx/eHo Ha 6onee BbICOKOM YPOBHE, eC/I UCTOYHUKOM He IBNISeTCA CTafo HU3KOTo pucka, onpejeneHHoe B
NCO 22442-2;

- ANA KonnareHa, NponM3BeeHHOro 13 KOCTel, NPUMEHNMbI NPOU3BOACTBEHHbIE YCI0BMA, 0603HAYEHHbIE 418 XeNna-
TUHA (CM. HUXe);

- KONnareH, NoNyYeHHbI U3 LLKYP 1 KOXKN, 06bIYHO He npeAcTaBnseT 3HaunTeIbHoro pucka TSE. npu ycnosum, 4to
BO BPEMS UX 3aroTOBKW He A0NyCcKaeTCa nepekpecTHas KOHTaMUHaLUA NOTEHLUANbHO UHPMLMPOBaAHHLIMWN MaTepuanamm,
Hanpumep TKaHAMW LLleHTPanbHON HePBHOI cucTeMbl. 115 AEMOHCTPaL MU COOTBETCTBUNA TPE6OBAHNSAM HACTOSLLEro CTaH-
fapTa Heob6xo4MMO BBECTU Mepbl N0 NMpeAoTBpalleHNio NepekpecTHoW KoHTamuHauuu (cm. MCO 22442-2) n oTpasnTb
[IOKYMEHTa/IbHO Mepbl, MPUHATLIE COTNIACHO TEXHUYECKOMY COrflalleHno Mexay NocTaBLiMKOM KosiiareHa v Usrotosu-
TeneM MeAnLMHCKOro U3aenus N8 npejoTBpaLleHuns Takoi NepekpecTHON KoOHTaMuHaLnm.

KonnareH ponxeH 6bITb NOMAYYEH OT XWBOTHbLIX, MPU3HAHHLIX TOAHbIMU ANA NOTPe6NeHNsa YenoBEeKOM
(cm. NICO 22442-2).

MpumeyaHuns

1 «MuHUManeHblli puck BSE» cnepyeT noHumartb kak Feorpaduyecknii Puck BSE (G8R)I1N unu cTpaHbl B cnncke
Cnyx6bl MHcnekunn CoctosHuA XXuBOTHbIX U PacTenunii (APHIS)2', nnn oT cTaja HU3KOrO pucka, kak onpeAenieHo B
NCO 22442-2.

2 «OrpaHunyeHHblli puckT3E» cnegyeT noHumartb kak GBR Il unn GBR Il

C.3 )XenaTtuH, NnponsBeAeHHbIi U3 LLKYP 1 KOCTEW

C.3.1 O6wasn yacTb

XXenaTuH siBNsieTCA eCTECTBEHHbIM PacTBOPMMbIM 6E/TKOM, 3acCTyHEeBatoLW UM UK He3acTyAHEBAOLW UM, Nonyyae-
MbIM YaCTUUYHbIM TMAPOIM3OM KO/IlareHa, Nosly4eHHOro U3 KOCTEW, LKYP ¥ KOX. XU/ 1 CYXOXUANIA KUBOTHbIX.

[AnsxenaTnHa He06X04MMO NPeAOCTaBUTb [OKYMEHTALMIO, AEMOHCTPUPYIOLLYI0 COOTBETCTBMNE HACTOSILLEMY CTaH-
AapTy, yYuTbiBas NpuMeHnMble Tpe6GoBaHus, NPUBEAEHHbIE B JAHHOM NPUIOXEHUN.

"'EBponeiickunii Coto3 ony6nvkoBan foKyMeHTbl no Feorpaduyeckomy Pucky BSE ansi psga ctpaH, LOCTYNHblE Ha
Beb-caiiTe HayuHoro CoeTa no [lnaHupoBaHuto Komwuteta npu [MMpaBuTenbcTBe EBpocoto3a: http://europa.eu.int/
comm/food/f3/sc/8sc/ouuutcome_en.html.

Cnucok, paspelleHHblii EBponeiickum YnpasneHnem BesonacHocTu Muwiesbix MpoayKToB, Haxo4MTCa no cneayto-
wemy agpecy: http.//wsvw.ef3a.eu.Int/sclence/t3e_assessment8/gbr_assessments/catindex_en.hUnl.

2' PaspelleHHblii cnucok, ny6nukyemblii Cnyx60oi MiHcnekumn CocTosHus XXMBOTHbIX U PacTeHunit, HaxoanTca Ha
httpJ/www.aphis.usda.gov/vs/nc»e/country. htm/#BSE.
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XenatvH fo/mKeH 6bITb MOSTyYEH OT XXMBOTHbIX, MPU3HAHHbIX TOAHBIMU ANA NOTPe6/IeHNs YeT0BEKOM

Mpu BbINOMTHEHUN OLLEHKM U KOHTPOIS pUCKa, TpebyeMblX HACTOALMM CTaHAapTOM, HEO6XOANMO NPUHATL BO BHUMA-
Hue nonoxexunsa C.3.2—C.3.4.

C.3.2 WKypbl B KayecTBe UCXOAHOT0 Mmatepuana

OCHOBbIBasACb Ha CyLIECTBYIOLLEM OMbITE, LWKYPbl, NCNO/b3YEMble A/11 NPOVU3BOACTBA XefnaTtuHa, npeactaBisaoT
60/1ee 6e30MaCHbIN UCXOAHBI MaTepuas No CpaBHEHMIO C KOCTAMMU.

XXenaTuH, nonyyeHHblii U3 WKyp, 06bIYHO He NpeAcTaBAAeT 3HauUnTeIbHOro pucka BSE. npu ycnosum, 4To Bo Bpemst
MX 3aroTOBKM He [OoNyckaeTcs nepekpecTHas KOHTamMuHauWsa NoTeHUManbHO VHMLMPOBaHHBIMK Matepvanamu, Hanpu-
Mep TKaHAMW LeHTpanbHOi HepBHOI cucTeMsbl. 419 feMOHCTpaLMu cooTBETCTBUA TpeboBaHWAM HacTosALWero cTaHgapra
Heo6x0ANMO BBECTW Mepbl N0 NpeAoTBPaLLeHN0 NepekpecTHo KoHTaMmuHauny (cM. UICO 22442-2) n oTpa3nTb JOKYMEH-
TasIbHO Mepbl, NPUHATbIE COTNIACHO TEXHUYECKOMY COralleHnio Mexy NoCTaBLMKOM XefaTuHa u U3rotosutenemM Meau-
LMHCKOro 13aenuna Ana npefoTBpalleHns Takoi nepekpecTHoW KOHTaMUHaLUNN.

C.3.3 KocTu B kKayecTBe UCXOA4HOT0 matepuana

Mpun ncnonb3oBaHUW KOCTe ANA NPON3BOACTBA XenaTuHa Ka4ecTBO UCXOAHbIX MaTtepnasnoB SBASETCA OCHOBHbIM
napameTpom, obecneymBarlmnm 6e30NacHOCTb FrOTOBOro usfgenusa. Takum o6pa3om, HEO6XOAMMO NPUMEHUTb Ccre-
aywouiee:

- Cy4eTOM HauMOoHa/IbHOro 3aKoHO4aTebCTBa, KOCTU AO/DKHbI ObITb MOMYyYEHbl U3 CTPaH CMUHMMAasbHbIM UK Orpa-
HUYEeHHbIM puckom BSE. HepgonycTMMa KOCTb, NPOUCXOXAEHMEM M3 cTpaH, rge uHduuuposaHue areHtom BSE nog-
TBEPXAEHO Ha 60nee BbICOKOM YPOBHE, €C/N UCTOYHWKOM He SIBNSEeTCA CTafo HM3KOro pucka, onpefesieHHoe B
NCO 22442-2;

- yepen MCNUHHOI MO3T JO/KHbI ObIThb yAaneHbl N3CO6PaHHbIX KOCTe (Cbipbe/VCXOAHbI MaTepuan) poraToro ckota
onpefesieHHOro Bo3pacTa, Kak npeAnMcaHo B HaUWOHaNIbHOM 3aKkoHOAAaTe 1bCTBE;

- JONONHUTENbHO HE06X04MMO YAaNNTb MO3BOHOYHWKN 3 CbIPbSI/UCXOAHBIX MaTepuanos OT poraToro ckota 1t60oro
BO3pacTa U3 CTpaH ¢ orpaHn4eHHbIM puckom BSE.

C.3.4 lMpoun3BoACTBEHHbIE METOAbl

He TpebyeTcs HMKaknx 0Co6bIX Mep KacaTeslbHO YCN0BUiA 06paboTku AN XKenaTtuHa, NoNyYeHHOro 13 LKyp, C YC/10-
BMEM. 4TO Gbl/IN YCTAHOB/IEHbI MEPbl KOHTPO/A BO U36GexaHne nepekpecTHON KOHTaMUHaL MK Kak B TeyeHne 3abopa LKyp,
Tak 1 BO BpeMs Npou3Bo/ACcTBEHHOro npouecca (cm. C.3.2).

Mpu ncnonb3oBaHWM KOCTel B Ka4eCcTBe UCXOAHOTO MaTepuana Heo6xoANMMO NMPUMEHNUTL OAUH U3 ONUCAHHBIX HXe
NpoV3BOACTBEHHbIX METO/0B:

- XOTSi MpoLiecc LenoyeHmns ([0 3aBeplualowmnx cTaanii) nokasan HEMHOro 6os1ee BbICOKY CMOCOGHOCTb K Ae3aKTu-
BaLMN/YHUUYTOXEHMNIO NO CPABHEHWIO C NPOLLECCOM CMPUMEHEHNEM KUCOTbI, Kak KUCOTHbINA, TaKW L eN04YHO MeTobl NPo-
M3BOACTBA [N BbIPabOTKM KOHEYHOro XenaTuHa Mnokasann B O6LWEM CXOxue Ae3akTuBaluio/yHUUTOXEeHne
MHUUMpoBaHHOCTM BSE B BanuAauMOHHbIX UCMbITAHUAX XenaTuHa. iccnefoBaHna nokasanu, YTo JONONHUTENbHAsA
wenoyHas o6paboTka (pH 13 B TeyeHne 1u)kocTeit/occenHa fanee noBbllLaeT CNOoCOGHOCTb KUCIOTHOMO NPOU3BOACTBEH-
HOro npouecca kaesaktusauumn/yHnuToxeHunio BSE:

-4NA 06bIYHOTO LWEeNOYHOr0 NMPOM3BOACTBEHHOrO Mpouecca KOCTU Menko pasfpob6iieHbl, 06e3xnpeHbl ropsyei
BOAOV W AeMuHepann3oBaHbl pa3BefeHHOW X/10pncTOBOAOPOAHON KNCNOTOWN (KOHUeHTpauueidl He meHblue 4 % un pH
MeHee 1.5) B TeyeHne nepuoga AMTeNbHOCTbIO HE MeHee ABYX AHel Ans BbipaboTkM occenHa. 3a aTum cnegyer Wwenou-
Hasi 06pab0oTKa HacblLeHHbIM PacTBOPOM U3BECTU (kak MUHUMYM. pH 12.5) B Te4eHne nepnoja ANTENbHOCTbIO He MeHee
20 gHeit. XKenaTtuH akCTparnpyoT, NPOMbIBAIOT, (PUABTPYIOT M KOHLEHTPUPYIOT. MNPYMEHSAT CTyneHb 06paboTku ObICTPbIM
HarpeBoM, UCnonb3ys Temnepatypy ot 138 C go 140 “C Ha 4 c. KocTu poraToro ckoTa Takxe mMoryT 6biTbo6paboTaHbl Npo-
LLeCCOM C MCMOMb30BaHMEM KNCNOTbl. CTyneHb N3BECTKOBAHUS B TAKOM C/lyyae 3aMeHeHa KMCMNOTHOM npefobpaboTkoil,
npu KOTOPOIA OCCENH BbIMAynBaloT a TeyeHne oAHOK Houn Npu pH meHee 4. Mpu npouecce HarpeBa/faB/ieHNsA BbICYLLEH-
Hble 06e3XnpeHHble pa3gpobaeHHble KOCTU aBTOKNaBMPYIOT HACbILLLEHHBIM NapoM Npu AaBAeHnu, npesbiwaoLem 3 6ap. n
MUHUMaNbHON TemnepaType B 133 “C B TeueHune No MeHbluel Mepe 20 MWUH. Nocne Yero cnegyeT aKCTpakyus 6enka rops-
Yeli BOAOI. 3aBepliatoLme cTaAny Kak KMCOTHOTO NpoLecca, Tak M npoLlecca Harpesal/faBneHns CX0XM C Wen0YHbIM Npo-
Leccom.

C.4 TMpounsBofgHble 6blubeii KPOBM

C.4.1 O6uwasn yacTb

CbIBOPOTKY 6blUYbEr0 M104a 4acTo NCNO/b3YIOT B KNEeTOUHbIX Ky/ibTypax. CbiBOpOTKa 6bl4bero naoga fomkHa 6biTb
nony4yeHa oT 3apogpllleii, 3abpaHHbIX Ha GOHEe OT 3[0POBbIX CaAMOK, FOfHbIX AN NOTpeb6neHNa YeNoBeKOM, U MaTka
[0/MmKHa 6bITb NOTHOCTbLIO YAaaneHa. Kposb nnoga cnegyet 3abupaTh BCneunanbHO OTBEAEHHOM MecTe UK yyacTke nytem
NyHKLMK cepALa, B 3aKpbITylo CUCTEMY c60pa, UCMNOMb3ys CTEPUSbHBI MeToa,.

CbIBOPOTKY HOBOPOX/AEHHOrO Te/sieHKa NosiyyatoT oT TenaT Bo3pactom Ao 20 AHel Nn6o OT XUBOTHLIX BO3pacToM
MeHee 12 mec. B cnyyae foHopcKoit 6blUbeli CbIBOPOTKM, NPU YCIOBUU, YTO OHA MOXET 6bITb NOJTyYEHA OT XXUBOTHBIX BO3-
pactom meHee 36 mec. cTaTyc BSE goHOpcKoro cTafa fo/mkeH 6biTb YeTKO onpeAenieH noTpaxeH oKyMeHTanbHo. BoBcex
c/yyasx CbIBOPOTKY AO/IKHbI 3ab6upaTtb COTPYAHMKM, MOATOTOB/IEHHbIE K TAKUM Npouegypam, ciegys 0603HaYeHHbIM Npo-
TOKO/M1aM 1 MepaMm MpeAoCTOPOXHOCTU, HEOOXOAUMbIM ANA n3bexaHnsa nepekpecTHO KOHTaMUHaLuKM ¢ TkaHAMKU 6onee
BbICOKOTO pyucka.
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[na npon3BofHbIX 6blUbeli KPOBM HEOOXOAMMO MpPeAoCcTaBUTb JOKYMEHTaLUNo, AeEMOHCTPUPYHOLLYI0 COOTBETCTBME
HacTosieMy cTaHfapTy, yunTbiBasi COOTBETCTBYIOLNE TpeboBaHNA aHHOTO NPUIOXKEHNUS. pu BbINOTHEHUN KOHTPONSA
pucka, Tpebyemoro HacToALWMM CTaHfapToM, He06X04MMO NPUHATL BO BHUMaHWe nonoxeHna C.4.2—C.4.4.

C.4.2 OTcnexunsaemocCTb

OTcnexuBaHve [0 60iHN JOMKHO GbITh rapaHTUPOBAHO ANA KaXA0W NBPTUM CbIBOPOTKU UK Nnasmbl. BoiiHn gon-
XXHbl UM€eTb B HA/TMYMM CNUCKK DePM, OTKyAa Oblav NOMTyUYeHbl XXUMBOTHbIE. ECNM CbIBOPOTKA MOTyYeHa OT XMBbIX XXUBOTHbIX,
AN KaX/Aoi napTun CbIBOPOTKM [O/DKHA CyLLeCTBOBAaTb AOKYMEHTaunsa 418 o6ecneyeHns oTcexmBaeMocT 1o hepm n
[10 OTAENbHbIX XMBOTHbIX. B cnyyasx, korga oTcAexXuBaeMocTb [0 OTAE/1bHOM0 XMBOTHOIO He ABNSETCSH BO3MOXHOW, 3TO
[OJ/DKHO 6bITb 060CHOBAHO B JOKYMEHTaL MM KOHTPOA pucka.

C.4.3 Teorpaguyeckoe NPpONCXoXAeHNE

Bblubs KPOBb JO/KHA 6BbITh NOMTyYEHa N3 CTPaH C MUHUMAasIbHbIM pUckoM BSE. ecnun He 060CHOBaHO W He CaHKLMOHN-
pOBaHO MHOe.

C.4.4 MeTopabl 3a601

Ecnu KpoBb nosyyeHa oT 3abuTbIX XUBOTHbIX, METOA 3a605 ABNAETCSA BaXHbIM Ans obecneyeHms 6e3onacHocTu
maTepuana. bbino foka3aHo, YTo OrlyLleHne 3/1eKTPOLLIOKOM onpeje/ieHHOro paspsja c npokasbiBaHmem unu 6es. a Tak-
Xe MHeBMaTNyecknM orywnTenemM. 0cCob6eHHO ecv TaKoBO BNyckaeT BO3AyX, MOXET pa3pyWwnTb MO3r M pacnpocTpaHnTb
MO3roBoOii MaTepuasn no cucteme kpoBoo6paleHusi. CyLecTBYOT JaHHbIE, YTO HENPOHKKAOLLee OrNyLIEeHNEe MOXET Bbi3bl-
BaTb aMGONNI0 LeHTpanbHOi HepBHOI cuctemsl (LLHC). MeTofbl 3a605 A0/MKHbI GbiTh ONMCaHbl AN npouecca cbopa
6blubeli KPOBM, KPOME C/yyaeB, Korga matepuan 6bia NOAyYeH U3 CTPaHbl C HE3HAUYNTE IbHbIM reorpadMuecknM puckom
BSE (cm. ICO 22442-2:2007. A.3.1).

Koraa ncTo4HMKOM KpOBUW SIBMIAOTCA CTPaHbI C OrpaHnyeHHbIM puckom BSE. Ans 3a605 XWBOTHbIX BO3pacToM 6onee
12 mec He06X0AMMO UCMNO/b30BaTh HEMPOHUKAIOLWMIA OFNYWNTENb UK 3NEKTPOHAPKO3. MpUMEHEHNEe HENPOHMKaLWero
OrflyLWweHns JO0MKHO 6biTb 060CHOBAHO NPUMEHEHNEM OLeHKM pUCKa pacnpocTpaHeHnsa YacTuL, Mo3ra B KpoBMU.

MpumeyaHune — [lononHUTeNnbHas MHOpPMaLMs NO METOAAM Or/yLUEeHUst HAXO4MTCA B AOKyMeHTax HayuHoro
CoseTta no MnaHuposaHuto (SSC) no metogam ornyweHus n pucky BSE (Puck pacnpocTpaHeHns yacTul, Mo3ra B KpOBY 1
Tylle npu MPUMEHEeHWN HEeKOTOpbIX MEeTOAOB OrfyLieHWs), NPUHATBIX Ha coBewaHun ot 10—11 auBaps 2002 r.
(http://europa.eu.int.'comm/food/fsi'sc)9sc/out245_en.pdf* gokymeHTax Pabouein [pynnbl EBponeiickoro YnpasneHus Be-
3onacHocTu Muuwesbix MpogykToB (EFSA) no pucky BSE oT pacnpocTpaHeHUs 4acTul, Mo3ra B KpoBuW U Tylue. Bonpoc Ho-
Mep EFSA-Q-2003-122. npuHATbix 21 okTA6pa 2004 r. (htlp:/Avww.efsa.europa.eufentecience/biohaz-'biohaz_opinfons/
731.html)

C.5 Mpown3BoAHbIE Xupa

XXunpom HasblBalOT XUp, NonyyaeMblit U3 TkaHel, BKIOYAs MOAKOXHbIE, GPIOLWHbIE Y MEXMbILLeYHble 061acTu U
KocTh.

CumnTaeTcs, 4TO NPOU3BOAHbIE XMpPa, Takne Kak [/iLepos N XKMpHbIE KUCNOTbI, BbipaboTaHHbIe U3 XKpa nyTeM CTpo-
rMx NpoLeccoBs, MeT Maylo BEPOSAITHOCTb UHAMLMPOBAHHOCTK. 10 3TOW NpUYNHE Takme maTepuanbl, BbipaboTaHHble
npv ycnoBumsx, N0 MeHbLLEN Mepe, Taknx e CTPOrux, kak npuBeeHHble HUXe, [O/KHbI paccmaTprBaTbCs kak npeacTaBns-
oLwme npuemnemblii puck TSE. BHe 3aBUCUMOCTM OT reorpaduryeckoro NponcxXoXAeHUs 1 xapakrepa TkaHeil, 3 KoTopbIixX
noJly4yeHbl NPON3BOAHbIE XUPa.

Mprumepamu CTPOrMx NPOLECCOB ABAITCA:

a) nepeaTepudukaLus uan rMAPOAN3 Npu TemnepaType He meHee yeM 200 °C B TeyeHUne He MeHee Yem 20 MVH nog,
faBneHvem (NPOV3BOACTBO IMMLEPONaA. XXUPHbIX KNCTOT 1 3IMPOB XUPHBIX KUCOT):

b) canoHumKauns pacTsopom rmapokcua HaTpus Npu KoHUEeHTpaummn B 12 Monb/n (NPoM3BOACTBO rMuLepona un
MbINa);

C) nepuoaMyeckuii npouecc: npu TemnepaTtype He MeHee YeM 95 *C 8 TeueHune He MeHee YyeMm 3 y;

d) HenpepbIBHbINM NpoLecc: Npu TemnepaTtype He MeHee yem 140 'C. noj AaBfieHNEM B TeUeHNe He MeHeeueM 8 MuH
WU aHanornyHble ycrioBus,

e) guctunnauusa npu Temneparype 200 ‘ C.

C.6 XXWBOTHbIN yronb

XXVBOTHbI Yyrofb U3roTOBASAKT Kap6OHM3aL e XUBOTHbLIX TKAHEN, Takux Kak KOCTH, UCNONb3Yys TEMMNepaTypy Bbille
800 *C.

BHe 3aBUCUMOCTU OT reorpapmyeckoro NPOUCXOXAEHUS 1 XxapakTepa TKaHel, XUBOTHBbINA Yrosb, NPUroTOBMEHHbIA
npn 3TUXYCNOBUSX. OMKEH paccMaTpuBaThbCs Kak npeacTaBnstowmii npuemnemslii puck TSE.

C.7 M0/10KO M NPON3BOHbIE MOJIOKA

OnpefenieHHble MaTepuasbl, BKAKOYAs N1akTo3y, IKCTParupyoT 13 MOSTIOYHOR CbIBOPOTKM, XXUAKOCTU, OTPABOTaHHOI
NnpuY NPOU3BOACTBE Chipa Noc/ie Koarynsauun. Koarynsiuus MOXeT BK/o4YaTh B Ce651 NCMO/b30BAHNE ChIYYXHOTO hepMeHTa
TeneHKa, 3KCTPAKT CblUyroB WM CblYYXHbI (hePMEHT, NOMYUEHHbIA OT APYIrNX XBauHbIX. Bblna NpoBeAeHa oLueHka pucka
L1151 N1aKTO3bl U APYTNX NPOM3BOAHLIX MOJSIOYHON ChbIBOPOTKM, MOJIyYEHHBLIX C UCMOMb30BAHMEM CbIYYXHOMO (hepmMeHTa
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TeneHkal* n caenaHo 3ak/yveHne o ToM, 4To puck TSE He3HaunTesneH, ecnu CblyyXHblii hepMeHT TeneHka BbipaboTaH a
COOTBETCTBUW C NPOLLECCOM, ONMUCAHHbIM B OTYETE OLleHKN pucka KomuteTa no 3anarteHToBaHHbIM J/lekapcTBeHHbIM Mpena-
patam (CPMP)(42). C y4eTOM HaLMOHaIbHOTO 3aKOHO4aTeNbCTBa, NPOM3BO4HbIE MOJI0Ka, BbipaboTaHHble COr/lacHo yco-
BUAM, NPUBEAEHHBIM HIXE, CUMTAOTCA NpeAcTaBAALWUMI NpuemaemMsblit puck TSE:

- MOJI0KO MOJIy4EHO OT 3/10POBbIX XWBOTHLIX NPU TEX Xe YC/I0BUAX, YTO U MOJIOKO, NoJsiyyaemoe Ans notpebnenma
Yesl0BEKOM;

- HUKaKue Apyrue martepuassbl, NOJSyYeHHblE OT XBauHbIX, 3a UCK/OHYEHNEM CbIYYXHOTO (pepMeHTa TeneHka, He
MCNO/b30BaNNCL B MPUrOTOB/IEHUM TakUX MPOU3BOAHbLIX (HanpuMep, nepesapbl kasenmHa naHkpeaTU4yeckuMn PepmeH-
Tamu).

C.8 LWepcTb M ee Nnpon3BOAHbIE

LepcTb 1 ee Npon3BOAHbIE, Takne Kak NaHOMUH U CIMPTbI LIEPCTAHOrO Xupa, A0/HKHbI 0TBeYaTb TpeboBaHUAM
HaCcTOsILLEero cTaHgapTa Npu yCN0BMU, YTO LEPCTb MOJTyYEHA OT XUBbIX 340POBbIX XUBOTHbIX.

Mpon3BoaHble WepcTH, BbipaboTaHHble U3 WepPCTU, MOTYHEHHON OT 3abUTbIX XXUBOTHbIX, NPU3HAHHBIX «FTOAHLIMU
AN NoTpe6neHna YeI0BEKOM», CUMTAKOTCS NPeACTaBASOLWUMUY NpuemMieMblii puckTBE. ecnu npon3BoACTBEHHbI Npo-
Lecc oTBeyaeT, N0 MeHbLLEe Mepe, OAHOMY M3 YCNI0BUI1 06pab0oTKM, MPMBEAEHHbIX HUXE, KacaTeslbHO pH. Temnepartypbl 1
NPOAOCIKNTENBHOCTN 06paboTKu:

-o6paboTka npu pH, 6onee wan paBHom 13 (HavanbHasA; COOTBETCTBYET KOHLEHTpauusM ruapokcuaa HaTpus,
6onee nnm paBHbiM 0,1 Monb/n). Npy Temnepatype, 6onee nnv paBHoi 60 aC. B TeueHne No MeHbLled mepe 14. 3T0 06bIYHO
NPONCXOANT BO BPEMS CTAAMM LLLENOYHOM 3KCTpaKLuy;

- MoneKynsipHas ANCTUNNALUA Npu TemnepaTtype, 6onee nan paBHoi 220 ‘ C. N0 CHMXEHHbIM AaB/IEHNEM.

C.9 AMUHOKMUCNOTBI

AMUWHOKUC/IOTBI MOTYT GbITb NOJTyYeHbI TMAPOIN30M XMUBOTHBIX MATEPMAIOB U3 PA3/INYHbIX UCTOYHWKOB.

AMWHOKMCNOTbI, NPUrOTOB/IEHHbIE C UCMO/Ib30BaHNEM CReAytoLMX YyCI0BNiA 06paboTkM, cuuTalTCA NpeacTaBsio-
LWMMK npuemnemblii puck TSE:

- aMWHOKUCNOTbI, BbipaboTaHHbIe U3 LLKYP U KOXNPOL,eCCOM. BK/IoYatoL M BO3eiicTBne Ha matepuan pHoT 140 2.
nocnegytouwum pH 6onee 11. nocneaytouieii TenaoBoii o6paboTkoit npu Temnepatype 140°C BTeueHve 30 MuH npu 3 6ap.

- NONyYeHHble aMUHOKUCNOTbI UAU NENTUABI AOMKHbI BbITb 0TUNBTPOBAHbI NOCNE BbIPAGOTKY;

- Heo6Xx04MMO NPOBECTN aHaNN3, UCNO/b3YA YTBEPXAEHHbI N YYBCTBUTENbHbIA MeToA AN KOHTPONA Kaknx-1m6o
OCTaTOYHbIX HEMOBPEXAEHHbIX MAaKpOMOJIEKY /1 C yCTAHOBNEHHbIM 060CHOBAHHbLIM MPesenom.

TLKomuTeT no 3anaTteHToBaHHbIM JlekapcTBeHHbIM [penapaTam v ero BuotexHonornyeckas Paboyasa Mpynna npo-
BEe/IN OL|eHKY puUCKa 1 HOPMAaTMBOB S1aKTO3bl, MPUTOTOB/IEHHOW C UCNONb30BaHNEM CblUYXHOr0 hepmeHTa Tenexka. OueHka
pucka BKIOYana NCTOUYHUK XUBOTHBIX, OTAE/IeHNEe CblYYrOB U Ha/N4YMe YeTKO onpeAesneHHbIX npoueayp rapaHTum kavec-
TBa. KauecTBo Nt06bIX 3aMeHnTeNnell MosIoka, MCNob3yeMblX 418 KOpMa XUBOTHOTO, OT KOTOPOro NOYYeHbl Cblvyru, ABNA-
eTCst 0CO6EHHO BaXHbIM.
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Mpunoxexnne O
(cnpaBoyHOe)

MHopmauums, cBasaHHaa ¢ KOHTposem pucka TSE

D.1 O6uasn yacTb

EcTecTBEHHO cnyyalowmecs nHdekunoHHble rybuaTelie aHuedanonatum (TSE) BknoyalT novecyxy (y oBel, 1 kKo3),
XPOHUYECKYI0 W3HYPSIOLLYI0 60/1e3Hb (Y HePHOXBOCTbIX ONleHelt 1 noceit), ry6uatyto aHuedanonaTuio KpynHoOro poratoro
ckoTa (BSE) y poratoro ckoTa, a Takxe kyp n 6onesHb Kpeiitydenbara-ako6a (CJO) y nogeil. ObHapyxeHue in vivo areH-
TOB, BbI3bIBAKOLLMX 3TN 3a601€BAHUS, SBNSIETCA CIOXHbLIM. M0C/Ie MHOTONETHUX NIaTEHTHbIX NEPUOAOB areHTbl Bbi3biBAOT
3abonesaHne W. HaKOHeL, BeAyT K 1leTabHOMY ncxody. Kakme-nn6o tepaneBTnyeckne Mepbl HEN3BECTHbI.

CyuiecTBylowas nHpopmaunsa o xapakrepuctukax Bo3byguteneii orpaHnyeHa. OHM ypes3BblYaiHO YCTONYMBBI K
60/bLUNHCTBY XMMUYECKUX U hru3nyecknx npoueayp, Ae3akTUBMPYOLW X 06bl4Hble BUPYCbl. OHU He Bbi3blBAOT 06HAPYXM-
BaeMoro UMMyHHoro oteeta. CyLlecTByIOT eCTeCTBEHHble 6apbepbl, OrpaHMuMBaloLLMe MexBuA0BOe pacnpocTpaHeHne
nepejaroLLerocsi areHTa, Ho nNpy COOTBETCTBYIOLLMX YCNIOBUAX OHWM MOTYT GbiTb NPeofoseHbl. OTO 06bIYHO 3aBUCUT OT
lwTamma, fo3bl, cnocoba Bo3AelicTBUSA 1 BUAOBOro 6apbepa. VcnbiTaHna Ha NabopaTopHbIX XUBOTHbLIX NMoKasanu, 4To
BHYTpULEpBOpasnibHas MHOKYIALNS ABNAeTCA Hanbonee apPeKTMBHBIM MyTEM nepefayn.

D.2 Puck ana yenoseka

CyLecTBylOT 3HauMTesNbHble KOCBEHHbIE [0Ka3aTenbCTBa, YTO BapuaHTHasa opma yenoseveckoro CJD (vCJD)
npouctekaet oT BSE. 1 pa3yMHO yTBepXxAaTb, UTO areHT BSE MoxeT nepegaBaTbCsi YenoBeky. Takum o6pa3om, HacTos-
WK cTaHAapT COAePXUT paf TpebosaHnii, o6ecneunsatoLlmx KOHTPO/Ib (DAKTOPOB PUCKa NPU MCNOMb30BaHUN 6MONOorN-
4yeckux maTepmasnos OT BUAO0B, NOABEPXEHHbIX TSE. ANns NpousBoACTBa MEAULMNHCKAX U3AENWIA. B LaHHOM NpUNOXeHun
npuBeAeHbl pekoMeHaaLun, KoTopble Heo6Xxo41MMOo cob4aTh N8 CBEAEHUS K MUHUMYMY PUCKa KOHTaMUHauun. B Hem
onpejesieHo, Koraa nprMeHnmbl TpeboBaHNA, ykasaHHble BHACTOSWEeM cTaHjapTe, uKorga ymecTHa nHdopmaums usapy-
rMX UCTOYHMKOB. Bce nsgenus cneayet paccmatpusaTth B UHAUBUAYA/TbHOM NoOpsake.

D.3 KoHTponb pucka areHtos TSE

D.3.1 MpuHuun

6e30nNacHOCTb MeULMHCKOro U3AeNna C TOUKN 3peHuns ero noteHuunana nepegayun areHta TSE 3aBucuT oT psga
hakTopoB, BOCEMb Hanboee BaxHbIX U3 KOTOPbIX NPUBEAEHbI HUXKE U A0MKHbI 6bITb MPOaHaNN3MPOBaHbl, OLEeHEeHbI Nype-
ry/IMpoBaHbl:

- UCNOJib3yeMble XMBOTHbIE BuAbl (CM. D.3.2);

- reorpaduyeckme cTouHunkn (cm. D.3.3);

- XapakTep ucxogHoi Tkauu (cm. D.3.4);

- KOHTPO/b 326051 M 06Pa6OTKM ANS NpefoTBpaLLEHUS NEePEKPECTHON KOHTaMuHauuu (cm. D.3.5);

- MeTOAbl, UICNONb3yeMble ANA Ae3aKTuBayun uin yaaneHusa areHtos TSE (cm. D.3.6);

- KOJIMYECTBO WCXOAHOTO MaTepuasna XUBOTHOTO MPOUCXOXAEHUS, TpebyeMoro Ansi BbIpaboTku OfHOU eAnHuLbI
MeauunHckoro ngenus (cm. D.3.7.1);

- KOIMYECTBO Martepuasna XUBOTHOTO MNPOUCXOXAEHUS, KOHTAKTUPYOLWEro ¢ nauyveHTamMv u nosb3oBatensiMu
(cm. D.3.7.2),

- cnocob BBegeHus/agMmuHncTpaunn (cm. D.3.7.3).

Mpn Hanuyun BbIGOPaA Y N3roToBUTENEN NPEANOYTUTENIBHO UCNOb30BaHNe MaTepnanoB OT XUBOTHbLIX BUAOB, He
MMeLWNX oTHoweHna kK TSE. nan MmateprasnoB HEXXUBOTHOTO MPOUCXOXAEHUS.

D.3.2 Ncnonb3yemble XNUBOTHbIe BUAbI (CM. NCO 22442-2)

Puck TSE cBfi3aH C MICTOKOBbIM BMAOM, LUTAMMaMM 1 XapakTepoM UCXOAHO TKaHu.

Tak Kak HakannveaHve MHOUUUMPOBAHHOCTM TSE NpoucxoauT B TeYeHWe MHKYyOaLuMOHHOro nepuoja B HECKO/IbKO
neT. 3a60p OT MOIO/AbIX 3[40POBbIX XNBOTHbIX CUMTAETCA (DAKTOPOM CHUXEHUSA pucka. Icnonb3oBaHWe XNBOTHbIX NocTap-
e MOXeT MOBbICUTb PUCK.

Vcnonb3oBaHne B Ka4eCTBE UCTOYHUKOB XMBOTHbIX B BO3pacTe A0 6 Mec MOXeT NpefoCTaBUTb MOHWKXEHHbIN ypo-
BEHb pucka. Iicnosib3oBaHne NaBLWNX XUBOTHBIX, XUBOTHbIX, 3a6UTbIX B aBAPUIIHO-3aLLUTHbIX Lie/1sX, & Takke XUBOTHbIX C
nogospeHnem Ha TSE MOXeT 3HaunTesIbHO NOBbLICUTb PUCK MAO/KHO ObITb UCK/TIOYEHO. DAKTOPbI pUCKa TaKoro xapakrepa
npegycMmatpmsalTcs nyTeM AeMOHCTpaLmm cooTBeTcTBma TpeboBaHnsam B UICO 22442-2:2007. npunoxeHune A.

0.3.3 leorpadunyeckne CTouHukn (cm. NCO 22442-2)

OnpegeneHHble hakTopbl BAUSIOT Ha reorpaddmyecknii puck nHgekuuy BSE. cBA3aHHbIM C UCNO/Ib30BaHUEM Cbipbe-
BbIX TKAHe A1 NPOn3BOHbIX N30TAe/bHbIXCTPaH. OHN NPUMEHNMbI KOHKPETHO K BSE. HO MOryT Takxe 6bITb MICNOMb30Ba-
Hbl ANna onpeAenexHnsa pucka ot TSE B Apyrux sngax.
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MpumeyaHue — V3roTOBUTENIN AOIDKHBI YUNTHIBATH OMY6/TIMKOBAHHbBIE 3KCMEPTHLIE OLEHKN, KAacaloLMecs puc-
ka BSE. cBSI3aHHOIO C onpegeneHHbIMU cTpaHamu.

Mpumepsr:

1 EBponelickniit Coto3ony6nmnkoBan LOKYMeHT bl no Feoepaduuyeckomy Pucky BSE (GBR) gnfapsaga cTpaH
(aocTynHo Ha caliTe HayuyHoro CoBeTa no MnaHupoBaHut KomuTeTa npu MpaBuTenbcTBe EBpocoto3a:
http://leuropa.eu.lnt/comm/lood/ts/sc/ssc/outcome_en.html).

2 NlenapTameHT Cenbckoro Xo3ssacTea CLLA ony6nmMkoBan cnMcoKpa3pelleHHbIX MHECaHKLMOHNPOBAH-
HblX CT paH-ucTo4YHUKOB (ony6nmnkosaH Cnyx6oii MHcnekynn CocToAHUA XXNBOTHbLIX U PacTeHunit, cM. CHOC-
Ky 2)k C.2. npunoxeHune C): http://www/efsa.eu.Int/sclence/tse_assessments/gbr_assessments/catindex_en.html.

3 MUHMCTEPCTBO 340P0BbA, Tpyaa n 61arococToAHNA ANOHNN Takxke onyb6ankosano CNUCOK paspe-
WEeHHbIX M HECAHKLMOHUPOBAHHbIX CTPaH-NCTOUYHNKOB (CM. 6ubnuorpacduto (45)).

Kogekc HaseMHbix XwueBoTHbiXx BO3X (OIE). oTHocAwwniica Kk BSE, pgocTyneH Ha caiiTe
http://www.ole.Int/eng/normes/mcode/en_chapltre_2.3.13.htm.

0.3.4 XapakTep UCXOLHON TKaHn

MN3roToBuTeNb JO/MKEH yuuTbiBaTb knaccudukaumio akTopoB OMACHOCTU, CBA3AHHBLIX C Pa3/IMYHbIMU Tunamu
MCXOAHOW TKaHW. M0 BO3MOXHOCTW, COOTBETCTBEHHO MECTHbIM 06bl4asAM U NpakTuKaM, UCTOYHUKN XUBOTHOW TkaHu fon-
XXHbI NOABEPraTbCA KOHTPOJIO N MHANBUAYANBHON MHCNEKLMN BETEPUHAPOM, a Tylla XUBOTHOIO A0/KHA 6bITb CEpTUMULN-
poBaHa kak rogHas ANns noTpebnieHns yenoBekom. /3roToBuTeNb He [O/DKEeH UCNOoMb30BaTb B KauyecTBe WCTOYHMUKA
XWBOTHYIO TKaHb, KNaccuULMPOBAHHYIO KaK UMEeIOLLY0 NOTEHLMANIbHO BbICOKYI MHPULUPOBAHHOCTL TSE. ENHCTBEH-
HbIM NCK/IOYEHNEM ABMSAIOTCA CayYan OTCYTCTBUS aflbTEPHATUBHON NCXOAHONM TKaHU 1 3HAYNTENIbHOrO Me4ULIMHCKOrOo Npe-
nmyLliecTBa Ans nauneHTa.

KnaccudmkaLmsa haktopoB 0nacHOCTH, CBA3aHHbIX C Pa3/IMYHbIMU TUNAMU UCXOAHOTO0 XWBOTHOTO Matepuana, obina
ycTaHOB/NeHa 1 yTBepxaeHa BcemupHoii Opranusauueii 3apasooxpaHenus {41J Tabnuubl D.1—0.3 ocHoBaHbl Ha Knac-
cudpukaunm TkaHet BO3 B 2006 1. OLeHKM prcka A0KHbI 6bITb NepecMOoTpeHbl B CBeTe 60/1ee COBPeMeHHOV nHhopmatmm
no Mepe ee NOCTYN/IEHUS U [O/DKHbI YUNTbIBATb YPOBEHb HEONPeJeIeHHOCTN, CBONCTBEHHbIN CyLeCTBYOLUM AaHHbIM.

B ta6numyax D.1.0.2 n D.3 ncnonb3oBaHbl cnefyouine CMMBO/blI BBOAA faHHbIX:

«4» — Hanmuune nHpuunposaHHocTn nnn PrPTSELh

«-» — OTCyTCTBME MH(PULpoBaHHOCTK PrPTSE:

NT — He ucnbITbiBaNoCh.

NA — HenpumMeHnmo:

? — CMOpPHbIE WK HEOoMNpPee/eHHble pesybTaThbl.

() — orpaHunyeHHble unn npefBapuTesibHble AaHHbIE.

MomelleHne faHHON TKaHW B Ty UM WHYIO KaTeropuio MOXeT 3aBnCeTb OT KOHKPeTHOro 3a6oneBaHnNsa N MOXET ObITb
nepecMoTpeHO No Mepe MOCTYMN/IEHNSA HOBbIX aHHbIX B pe3yfbTarte Bce 60/1ee YyBCTBUTE bHbIX aHann30B. B cyuHocTy,
BO3MOXHO NpejcTaBuTb, YTO O6GHapyXeHune MHMULUMPOBAHHOCTU C WUCMO/b30BaHNEM TPAHCTEHHbIX MbIlWel, KoTopble
CBEPX3KCMPECCUPYIOT reHbl, KOAUPYIOLLME pa3nyHble 6enkn NpuoHa, v obHapyxeHne PrPTSE c ucnonb3oBaHneM Heko-
TOpbIX HeAaBHO pa3paboTaHHbIX METOA0B aMnandurkaunuy MoryT okasaTbcsi 60ee YyBCTBUTE/IbHBIMU, YEM MUCCNEA0BaA-
HWsi nepegayn B 61Monpobax AUKUX XUBOTHBIX W, TakuM 06pasom, MOryT He COOTHOCUTLCS C Nnepejadeli 3aboneBaHnsa B
npupoge.

Takxe BaXKHO 0CO3HaBaTb pPasHuLy MexXAay KaTeropmsiMn WHPULMPOBAHHOCTW U KaTeropmsMn pucka, 4to TpebyeTt
yyeTa He TO/IbKO YPOBHA UH(PULMPOBAHHOCTY B TKAHWU, HO 1 KOSTMYECTBA TKaHW, KOHTaKTUPYIOLL el CHeT0BEKOM UN XUBOT-
HbIM, a TaKkxe nyTu nepegaun uHekymm. Hanpumep, HECMOTPSA Ha TO. YTO YPOBEHb MH(PULMPOBAHHOCTY TKaHW (KOHLEHTpa-
UMA MHULMPOBAHHOCTW B TKaHW, Kak OTPaXeHOo TUTPOM) siBNsieTcs Hanbosiee BaXHbIM (PakTOpOM NpW OLEeHke pucka
nepefauv nepekpecTHoli KOHTaMUHaL el MUHCTPYMEHTOB BO BPEMS XUPYpPruyeckux npoueayp (Hanpumep, Heipoxupyprus
no cpaBHEHWIO ¢ obLLeli xupyprueit), aTo ToNbKO 0AHA onpefensioLias pucka nepefayn nyTem nepenvBaHus Kposu, npu
KOTOpOM 60/1bLIOE KOIMYECTBO MaTeprana c HU3KoM MHULMPOBAHHOCTbLIO BBOAWNTCS HEMNOCPEACTBEHHO B CUCTEMY KPOBO-
ob6palleHus, unn pucka nepegadn Yepes nuLly, KOTOpPbI BHE 3aBUCMMOCTU OT BbICOKOW UMW HU3KOW UHMULMPOBAHHOCTU.
BK/IlOYAEeT OTHOCUTE/IbHO Hea (D EKTVBHBI NepopasbHblii NyTb UHDULUMPOBAHNS.

" PrPTEE * 6enok npuoHa — uHpekunoHHas nsocpopma TSE.
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Ta6nuya 0.1 — Kateropus A. TKaHW C BbICOKON MH(DULMPOAAHHOCTbLIO

FOCT P NCO 22442-1—2011

Tkann LIHC, koTopble Npro6peTaroT TUTP MHAMUMPOBaHHOE ™ B NO3aHNX CTaausx TSE. 1 HeKoTopble TKaHW.
aHaTOMUYeCKU CBfA3aHHble ¢ LIHC

TkaHu

[onoBHoOI MO3r
CnuHHOW Mo3r
CeTyaTtka rnasa
3puTENbHbIA HEPB®
CNWHHO-MO3roBbIE Y3/1bl
TpoliHWYHbIE y3/bl
rmnodums*

Teepgas mosrosas 060-
nouka"

vCID

MHpMLMpO-
BaHHOCTb*
.

[
NT
NT

.

4
NT
NT

TSE venoseka

pfpise

+

EE N R 4

[Opyrve TSE

ncpmLmpo-
BaHMOCTL*

NT
NT
NT

prp!Sfc

+

5O~ MO+

Porartblii ckot

BSE

MHEpMLWPO-
BanHOCTL*

IN

I NN

NT

PrPr3t

NT
NT
NT
NT
NT
NT

OBLibl 1 KO3bI
Mouecyxa

VHMLMPO-  Prpraa
aaHHoCTb*

+ +
+ +
NT +
NT +
NT 4
NT 4
4 NT
NT NT

* BUoONpPo6bl MHPULMPOBAHHOCTY NPOBOAUINCE HA NpMMaTtax iMb6o Ha Mblwax (M1M6o Ha obenx rpynnax); 6uonpoobbl
TKaHeli poraToro ckota NpOBOAW/INCE HA PoratomM ckoTe 60 Ha Mblwax (1160 Ha 06eunx rpynnax); 60/1bWNHCTBO 610-
npo6 TkaHel oBeL, U/nnn K03 NPOBOAWIOCH TOMbKO HA Mblllax. KacaTtenbHO oBeL, 1 KO3 He BCe pe3ynbTaTbl nocnefoBa-

TeNbHbI AN5 060MX BUAOB.

BB onbITHbIX Mogensix TSE 6bi/10 NoKkasaHo, YTO 3pUTE/bHbIN HEPB ABMAETCS NyTEM HEPOBTOPXEHUS U COAEPXKUT
BbICOKME TUTPbI MHPULUPOBAHHOCTK.
ello MHMUMPOBAHHOCTK runodusa WM TBEPAOK MO3roBOM 0G0/IOYKM YenoBEKA HET OMbITHbIX AaHHbIX, HO an-
norpadTHble BCTaBKM M3 TPYMHOW TBEPAO MO3roBoii 060/104KM M TOPMOH POCTa, NOYYEHHbIR N3 TPYMHbIX TMNOKN30B,
nepeganv 3a60/eBaHNe COTHAM YEN0BEK U, TAKUM 06pa3oM, JOMKHbI ObiTb BK/IOYEHbI B KATEFOPUID TKAHEH BbICOKOTO

pucka.

Ta6nuya D.2 — Kateropusi B. TkaHu ¢ 60/1ee HWU3KOW MHULMPOAAHHOCTbIO

Mepuchepryeckre TkaHy ¢ NONOXUTE NbHBIM aHaIN30M Ha MHPULIMPOBAHHOCTb LMW PrP.sfc
no MeHbIveli Mepe B oHoi chopme TSE

TkaHn

MNepuchepuueckas Heps-
Has cuctema

Mepudepunyeckme HepBbl
KuweyHble cnneteHns*

JiumchopeTukynspHble
TKaHm

CeneseHka

Numcpoy3anbl

MuHgannHa
MwuraTenbHas nepenoHka

Bunouykosas xenesa

vCJD

MHMLMpPO-
BaVHOCTb

NT

NA
NT

TSE yenoseka

PrP sfc

NA

[Opyrve TSE

MHMLMpO-
BaVHOCTb

)
NT

NT
NA
NT

PrpP'st

NA

Porarblii ckoT

BSE

NHhULMpPO-
BaVHOCTb

NT

PrpTSt

NT

OBLbI 1 KO3bl
Moyecyxa
NHCMLMPO-
BalHOCTb PrP.et
u +
NT 4
+ +
+ +
4
NT
4 NT
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Mpogomkernne Tabnmuybl D.2

Mepuchepryeckrie TKaHW C NOSIOXUTE/bHBIM aHaIM30M Ha UHGMLMpOaaHHOCTb W.'win PrP,st
no MeHblLLeli Mepe B 0aHOM chopme TSE

TkaHu

MuieBapuTenbHbIi
TpakT

Muweson

MepeaHuniti otaen xenya-
Kka" (Tonbko ANs XBau-
HbIX)

XXenypotocbluyr”

[lBeHaguaTunepcTHas
KULLIKA

TOHKasa KuLkac
Mopgs3gowHan kuwka't
AnneHaukc

TONCTbI KULIEYHMK
PenpofyKkTuBHbIe TKaHn
MnaueHTa*

Apyrve TkaHu

Nerkoe

MeyeHb

Mouka

HapnoyeyHnk
MopxenynoyHasa xenesa
KocTHbIli Mo3r
CkeneTHble MblWLbI'
A3bIK*

KpoBeHOCHbIE cocyfbl
Cnusncras Hoca"
CnioHHas xenesa
Porosuya’

Buonornyeckue xungkoc-
™

LCX

KpoBb'

"Y poraToro ckoTa PrP'” orpaHu4MBancsa KULWEYHbIM CMJeTEHNEM B AUCTANbHOW NOAB3A0LIHON KMLLKE.

VHpMLMpO*

TSE yenoseka

vCID

[aHHOCTb

NT
NA

NT
NT

NT
NT

NT

NT
NT
NT
NT
NT

NT
NT
NT
NT
NT
NT

L4

NA

?

Prp™

[Opyrne TSE

MHCpMLMpO*
[IaHHOCTb

NT
NA

NT
NT

NT
NT
NT
NT

<4)

NT
)
)
NT
NT
NT
NT

L4

Prp™

NA

NT
NT

NT

?

Porartblii ckoT

BSE

nmchmLmpo-
B3UMOCTb

NT

*)
*

PrP,st

NT
NT

NT
NT

NT

NA
NT

NT

NT
NT

NT
NT
NT
NT
NT
NT
NT
NT
NT

NT

?

OBLb! 1 KO3bl
lMouecyxa
MHcpMLMpOo* PIPTR
oaHMacTb
NT L4
NT L4
NT L4
NT L4
NT +
. .
NA NA
. .
. .
04 NT
A4 NT
L4 NT
L4 NT
- .
NT L4
NT ¢
. .
04 NT
NT NT
¢ NT
¢ ?

b MepeaHune oTaesbl XenyAKOB XBauHbIX (CeTka, py6ew, 1 KHIKKA) LWMPOKO YNoTPe6IsoTCs B NULLY, PABHO KaK 1 UC-
TUHHBIN Xenygok (cbiuyr). Cbluyr KPYMHOTO poraToro ckota (M MHOr4a OBEL,) Takke SIBASETCS UCTOYHUKOM ChlUyXXHOMO

epmeHTa.

BlMpu vCJID nepegaya Mbilam Noka orpaHnyvsanacb pekranbHoOW TkaHbto, 1 PTP1'1 6611 06HapyXeH TOMbKO B /M-
hONAHOWM 1 HEPBHOW TKaHAX, CBA3AHHbLIX C KULIEYHUKOM (C/IM3NCTas, MycKy/bl U cepo3Has o6osiouka 6bin oTpuua-
TeNbHbIMK). Y K03 PrPTst Takke orpaHuumBancs NMMAOUAHON U HEPBHOW TKaHSMU, CBA3AHHBIMW C KULWEYHUKOM
(AHApeoneTTU. HeonybIMKOBaHHbIE AaHHbIe).
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OkoH4aHue Tabnmuybl D.2

dHa kpynHoMm poraToM CKoTe M OBLiax NPOBOAWINCL GMONPOGLI HA MH(ULKMPOAAHHOCTb TOJIbKO AWUCTaNbLHOW nof-
B30LIHON KNLLIKK.

* EQUHCTBEHHbIN OTYeT o nepegave vHuymposaHnoctn CID YenoBeyeckoi nnaueHToi He 6bln NOATBEPXAEH W
cunTaeTcs HefoKasyeMmbiM.

' MblleYHble roMoreHaTbl He nepegasanu 3abonesaHne npumaram oT nogel ¢ bCID wnu poratomy CKoTy OT pora-
Toro ckota ¢ BSE. Tem He MeHee, aHyTpuLepebpasbHas UHOKYISILUS TOMOreHaTa nosycyxXoXuabHoli MblLLLbl (BKILOYas
HepBHble N NuMpaTnyeckne 3neMeHTbl) OT eANHCTBEHHOW KopoBbl ¢ BSE nepepana 3aboneBaHue TpaHCreHHbIM
MblllaM, CBEPX3KCnpeccupyowmnm PrP. B cTeneHn, cBuAeTenbCTBYIOLW e TONbKO 06 0CTATOUHbIX YPOBHAX MHULMPO-
BaHHOCTU. Takxe HeAaBHMe 0ONy6/MKOBaHHbIE W HEONY6/IMKOBAHHbIE UCCMEf0BaHUA COO6LWMAN O Hannumn PrP'n B
CKesleTHbIX MbILILAX Y rPbi3yHOB B OMbITHLIX MOAeNsix noyecyxu 1 vCJID. npu ONbITHbIX 1 MPUPOAHbIX MH(DEKLUAX OBEL, U
KO3. y OBeLl, NnepopasibHO A03MpoBaHHbIX BSE (AHApeoneTTn, HeonybnKoBaHHbIe AaHHble), 1y ntogei ¢ sCJO, iCID n
vCJD. lMpoBogaTca 6monpobbl ans onpegeneHus, ceasaH nu PrP,8t ¢ nepegaBaemMoCTbi0 B 3TUX OMbITHbIX UKW
NPUPOAHBIX NHMEKLUAX.

* Y poratoro ckota 6nonpo6a MHMULMPOBAHNOCTH Bblna oTpULaTeIbHO, HO Hanuune PrPIBt B He6HO MUHAANNHE
NpuBEsO K ONaceHnaM BO3MOXHOW MH(ULMPOBAHNOCTN B i3bIYHON TOH3W/IISIPHON TKaHW y OCHOBaHWA A3blka, koTopas
MOXeT He yaanaTbecs npu 3aboe.

B MNpu sCJO PrP,Bt orpaHuyeH 060HATEIbHON C/IM3UCTOIA.

‘ Tak KaK To/Ibko oANH unm asa cnyyas CJID 6blan AOCTOBEPHO COOTHECEHbI C POrOBUYHBLIMU TpaHCcNaaHTaTaMu u3
COTeH ThICAY PEeLUNUeHTOB, POroBuLLa OTHOCUTCA K KaTeropuu TkaHelli 6onee HU3KOTO pucka: fpyrne TkaHu nepepHei
Kamepbl (XpycTanuk, BOAAHWCTasA Bnara, pagyxka, KOHbOHKTMBA) NpW aHanm3ax nokasanu oTpuuartesbHblii pesynbtar
Kak Ha vCJD. Tak 1 Ha gpyrue TSE 4yenoBeka, W HET aNUAEMUOOTNYECKNX fOKa3aTeNbCTB, YTO OHM GblAN CBA3AHbI C
nepepgaveli ATPOreHHoro 3abonesaHuns.

' CywjecTBytollee n306uamne AaHHblXx nccnefoBaHnii MHPULMPOBAHNOCTN KPOBU B 3KCMEPUMEHTANbHbLIX XUBOTHbIX
mogensx TSE 6bi/10 ganee paclwmpeHo HeaBHUMU UCCef0BAHUSAMU, PETUCTPUPYIOWUMN NHPULMPOBAHHOCTb B KPO-
B OBeL, C NPMPOAHOI MOYeCyxXoii 1 (U3 aNMAEMUOIOTMYEeCKUX HabMIoAEHNI) TPK CBA3AHHbIX C KPOBbIO Nnepegaun vCJID y
yenoseka. He 6b1710 NOKasaHo, YTO KPOBb NepeAaeT 3aboneBaHve OT nNauneHToB c No6oi apyroii hopmoii TSE nnm ot
poraToro ckoTa ¢ BSE (Bkntouasa KpoBb 3apofbllla TesieHka).

TeM He MeHee, HecKonbKo nabopaTopuii, UCMOMb3ys HOBble, BbICOKOYYBCTBUTE/NIbHbIE MeTOAbl O6HapyXeHus
PrP st. 06BbsBASOT 06 YauHbIX UCCNELOBAHUSAX N1a3Mbl WU NERKOLUTAPHOW NEHKN B pa3finiHbliX TSE XUBOTHbIX 1
yenoBeka. Tak kak BCe UCMbITAHNA HAXOAATCA Ha NpefBapuTenbHON CTagun pa3BuTusa (M Moka He BKIOYAlOT pesyfbTa-
TOB C/IENOr0 MUCMbITaHNA 06pasL0B OT eCTECTBEHHO MHPULIMPOBAHHBIX N4l AN XUBOTHbIX). KOHCMANyM nocuutan,
4TO C 4OCTATOYHOV YBEPEHHOCTbIO OLLeHNBATL NPUTOAHOCTb ATUX UCMbITAHWI A5 AOCTUXKEHUSI OTPULATENIBHOTO UK No-
JNIOXWUTENBLHOTO 3aK/IYeHNA Noka ele paHo.

Ta6nuya D.3 — Karteropusa C: TkaHu 6e3 06HapyXeHHol nHuymposaHnocTv unn PrP Bt

TSE uenoseka Porarblii ckoT OBUpbI 1 KO3bl
Team vCJD Opyrvie TSE BSE Mouecyxa
VHMUMPO-  pipTsy  MHGMUMPO PIP,st VHMUMPO*  p rp'st micpnumpo- prp
BaHHOCTb BaHNOCTb BaHMOCTb BaHHOCTb
PenpoayKTuBHbIe TKaHK
CeMEeHHUK NT - N - - NT - NT
MpocTata/anugugumuc/ce- NT - 7] - - NT - NT
MEHHOI Ny3bipek
CemeHHasn XnaKocTb NT - ) - - NT NT NT
ANYHUK NT - NT - - NT - NT
MaTka (6e3 6epeMeHHOCTM) NT - NT - - NT - NT
MnayeHTHbIe XNUAKOCTU NT NT ) NT - NT NT NT
Mnopg* NT NT NT NT - NT - -
OM6pPUOHBI" NT NT NT NT - NT ? NT
CkeneTHO-MbILWeYHble TKaHn
KocTb NT NT NT NT - NT NT NT
Cepgue/nepukapguii NT - - - - NT - NT
XKnna NT NT NT NT - NT NT NT
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OkoHuyaHne Tabnuubl D.3

TSE yenoseka Porarblii ckoT OBUpbI N KOBbI
Tkann vCJD [Opyrve TSE BSE Movecyxa
e, PPt DI Pesc hiwem PPSt ‘e PPt
[Apyrue TkaHu
[lleceHHasn TkaHb NT - - - NT NT NT NT
3y6Hasa MSAKOTb NT - NT - NT NT NT NT
Tpaxes NT - NT - - NT NT NT
Koxa NT - NT - - NT - NT
>Xnposas TkaHb NT - ) - - NT NT NT
LLinToBuagHas xenesa NT - > - NT NT - NT
MonoyHas xenesa/BbiMsa NT NT NT NT - NT - NT
Buonornyeckne  XxuakocTw,
ceKkpeLun 1 BblfeneHns
Morioko6 NT NT ) NT - - - NT
Konoctpymc NT NT ) NT ) - - NT
MynoBuHHasA KpPoBbLC NT NT ) NT - NT NT NT
CnioHa NT - - NT NT NT - NT
Mot NT NT - NT NT NT NT NT
Cnesbl NT NT - NT NT NT NT NT
HocoBas cnusb NT - - NT NT NT NT NT
Xenub NT NT NT NT NT NT NT NT
Moua'- NT NT - - - NT NT NT
Kan NT NT - NT - NT - NT

* OMO6PUOHBLI poraToro ckota, nopaxeHHoro BSE. He nepefanu 3abosieBaHne MbilaM, HO KPOMe KpoBu (oTpuua-
TenbHasa 6ronpoba Mbllleit), ¢ TKAHAMU 3apoApllia Te/leHka He Obl10 CAenaHo HUKaKMX 3aMepoB MH(MLMPOBAHHOCTU.
Tenata, poxAeHHble 0T CaMOK, MONYYMBLLMNX 3MOBPMNOHBI OT pOraToro ckoTa, NopaxeHHoro BSE, BbIXUBaAn B TeueHue
nepuofoB HabnwheHns 40 ceMun N1eT. U aHa/iM3 Mo3ra Kak HemopaXeHHbIX CaMoK, Tak U UX NOTOMCTBA He nokasan Ka-
Koli-nn6o rybyaToii aHuedanonatum mam PrP *b.

njokasaTenbcTBO, YTO MHPULUPOBAHHOCTL HE MPUCYTCTBYET B MOJIOKe, BK/IOYAET NPOCTPaHCTBEHHO-BPEMEHHbIe
anuaemMmonornyeckne HabnwaeHns, He obHapyXusatLe MaTepPUHCKYI0 nepejady, KMHUYeckue HabnwaeHns 6onee
yem 100 TenAT, BCKOPMEHHbIX MH(PULMPOBAHHLIMI KOPOBaMKN U He pa3BuBLNX BSE. 1 onbiTHble HabnAeHUs, 4TO Mo-
JI0KO OT MHPULMPOBAaHHbIX KOPOB He nepeAasano 3abonesaHne npu BHyTpuLepebpasbHOM UK nepopasnbHOM BBeje-
HUM MbiwaMm. Takke PrP.£4:He 6bl1 06HApPYXeH B MOSIOKe OT CKOoTa, MHKYbumpytowero BSE nocne onbITHOW nepopasbHOii
NPOBEPKN UMMYHHOCTH.

c PaHHue coobueHns o nepegaye uHuUUnposaHHoctn CID OT yenoBeyecKkoli MynoBUHHON KPOBK, KOOCTpPyMa 1
MOYM He NOATBEPAWNINCH U CUUTAIOTCA ManoBepPOSiTHbIMU. HefaBHsAA 6uonpo6a KonocTpyma oT KopoBbl ¢ BSE B TpaHc-
FeHHbIX Mblllax, CBepX3aKcnpeccupylwmx PrP. nana oTpuuatesnbHblil pe3ynbtaT, u PrP 2t He 6bl1 06HApPYXEH B KOMOC-
TpyMe poraTtoro ckoTta, NHKybupytowero BSE nocne onbITHON nepopanbHON MPOBEPKM UMMYHHOCTHU.

1KopoTkue uenu 1gG, umuTupytolne BectepH-610TTUHIOBOE noBedeHne PrP1 fc 6bin ycTaHOBAEHbI B MOYe Cro-
pagnyecknx. BapuaHTHbIX U HacnefCcTBeHHbIX naymeHtos CJID.

0.3.5 KoHTponb 3a6058 no6paboTkm (cm. UCO 22442-2)

M3roToBuTeNb AOMKEH 06ecneynTb NPUHATNE BCEX HEOOXOAMMbIX Mep AN CBeAeHUA K MUHUMYMY pucka nepe-
KPeCTHOW KOHTamMmuHauum Bo Bpems 3a60sa 1 06paboTku.

0.3.6 MeToabl, uCNONb3yeMble ANA Ae3akTuBauum unu yganeunsa areHtos TSE (cm. NCO 22442-3)

[na nsgenwuii, koTopble He MOTYT MepeHecTn Npouecc Ae3akTuBauun/yHnuToxeHnsa 6e3 nogsepranus Henpuewme-
MOV flerpagaLnmm, ©3roToBUTENb LOJIKEH NoNaraTbCsi B OCHOBHOM Ha KOHTPOJIb UCTOUYHMKOB (CM. ICO 22442-2).

Ana gpyrux usgenuii B cnyvae 3asBAeHWn N3roToBUTeNA 0 CNOCOGHOCTU NPOU3BO/CTBEHHbIX MPOLLECCOB YAAIUTb
UNn fe3akTnBupoBaTh areHTbl TSE TakoBble J0/MKHbI 6bITb NOAKPENIEHbI COOTBETCTBYOWEN AOKYMEHTaLMel. YMecTHas
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MHhopMaL s HECOOTBETCTBYIOLLEr0 0630pa HayYHON NNTepaTypbl MOXeT 6biTb UCNOb30BaHA A4/18 NOAAEPXKN (haKkTOpPoB
fe3aKkTuBaunn/yHNYTOXEHUS B Caydyasx, Korga onpejesneHHble npouecchl, yNoMsaHyTble B IuTepaType, COnocTaBUMbl C
MCMoMb3yeMbIMN ANA U3AENNS.

B cnyuyae, ecnu 0630p nutepaTypbl He MOXeT 060CHOBaTh 3asBNI€HNA, M3TOTOBUTENb JO/DKEH NPOBECTU cnelnanb-
Hoe nccnefoBaHve Ae3akTuBauuy UM yHUUYTOXEHUS, KOTOPOe JO/DKHO NpeaycMoTpeTh crnegytoliee:

- yCTaHOB/IEHNE 0NAaCHOCTU, CBA3AHHOW C TKaHbIo;

- yCTAaHOB/NEHNE YMECTHbIX MOAEbHbIX areHToB TSE;

- pauuoHasnbHyl0 OCHOBY Bbli6Opa KOHKPETHbIX KOMGUHALWMIA MOAEeNbHbIX areHToB TSE,

- yCTaHOBNEHMe cTafnn, n3bpaHHON ANA YHUUTOXEHUA U/unu fe3akTneaummn areHTos TSE;

- BblUMCNEHNE KO3(h(PNLUNEHTOB COKpaLLeHNA.

3aknunTenbHbI OTYET AO0/KEeH onpeAennT» MPOW3BOACTBEHHbIe napameTpbl W Npejenbl, Kputnyeckne AnA
apheKTMBHOCTM NpoLiecca fe3akTuBaLumn U YHUHTOXEHUS.

Heobxoanmo npumeHnTb Hagnexalive npoueaypbl, OTpaXeHHble JOKyMeHTanbHo, ANsS obecnevyeHns nCNonbL3oBa-
HUS YTBEPXAEHHbIX NapameTpoB 06paboTku BO BpeMs 06bI4YHOro NPon3BOACTBa.

0.3.7 MopBepXeHHOCTb pucky TSE

D.3.7.1 KonuuyecTBO UCXOAHOTOXMBOTHOIO MaTepuasna, Heo6XxoaMMOoro /19 NPOU3BOACTBA O4HOV eAUHULLI Mefu-
LMHCKOro nsgenus

MN3rotoBuTeNb AOKEH OLEHNTbL KOSIMYECTBO HeobpaboTaHHbIX TKaHEeN U NPOM3BOAHbLIX XNBOTHOIO NpoUCXoxae-
HUSA. HEOBXOAUMBIX 4151 MPON3BOACTBA OHOW eANHNLbI MeANLUHCKOTO u3genus. I3roToBuTenb JoIKeH OLeHUTb, umeeT
N1 NPOV3BOACTBEHHbIN NPoLecc NOTeHUNan K KOHLeHTpauuy yposHei areHToB TSE. npucyTCTBYIOLWMX B UCXOAHbIX XUBOT-
HbIX TKAHSIX WU NPOU3BOHbIX.

D.3.7.2 KonuuecTBo mMaTepuana XWBOTHOTO MPOUCXOXAEHWUA, KOHTaKTUPYIOLWero ¢ nauyueHtamu u nosb3osa-
Tenamu

MN3rotoBuTENN AO/MKHBI YUNTbIBATH MAKCMMasibHOE KO/IMYEeCTBO XMBOTHOIO Matepuana, KoTopblii MOXET KOHTaKTu-
poBaTb C nauuveHTamu v nonb3oBaTensaAMu (BkIOYan kaky-nmbo abcopbumio n.'vnu gerpagaumnio). Heo6xoaMMo yynTbl-
BaTb KO/IMYECTBO MEAULVHCKUX U3AE/NA, KOTOPbie MOTyT 6bITb MCMO/Ib30BaHbI B JaHHOV NpoLegype, Y YUC0 npoLeayp.

D.3.7.3 TyTb BBEeAEHMUA

Heo6x041MMO yunTbiBaTh NyTh BBEAEHUS, PEKOMEHJ0BaHHbIV B MHGOpMaLuv 06 usgenuu.

OT HauBbICLIErO pycka A0 CaMOro HU3KOro, CMUCOK COCTOUT U3:

a) u3fgenuii, KOHTaKTUPYIOLLMX C LLeHTPasibHON HEPBHOW CUCTEMOI (BKNtOYAsA BHYTPUIA3HOW| NyTb BBEAEHUS);

b) M3fenuii, KOHTaKTUPYILKX C LleHTPanbHOW cucTeMoli KPOBOOGPALLEHUS NN BBOAUMBIX NapeHTepasnbHo, Uan
VNHBA3WBHbIX, UIN UCMO/Ib3YEMbIX Ha OTKPbITbIX PaHax, BK/l0Yaa A3BEHHbIE npenaparsbl;

c) usgenwuii, Tpebylolnx BBEAEHNS Ha HenoBpeXAeHHble CNU3UCTble MeMbpaHbl, HanpyMep KOHbLIOHKTUBHbIE,
BHYTPMHOCOBbIE. 6POHXNANbHbIE, PEKTa/bHbIE, BaruHasbHble, Ny3bipHbIe; U34ENNs, KOTOPbIE JO0/HKHbI OCTaBaTbCs B POTO-
BOI1 N0NOCTH (POTOBbIE, MOABA3bIYHLIE) UK ObITb NPOTNOYEHHBIMU.

d) npoAyKTOB, NpefHa3HaYeHHbIX A1 HAHECEHUA Ha HENOBPEXAEHHbIe BHELLHNE KOXHbIE MOKPOBbI.

D.3.7.4 OueHka pucka NoBepPXEeHHOCTH

Heo6x04MMO OLEHUTbL CTeneHb NoABEPXEHHOCTM pucky TSE nadydekT aToro Ha o6wmnii puck TSE.
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Mpunoxenne OA
(cnpaBo4HOE)

CBefioHUSA O COOTBETCTBUM CCbIIOYHbIX MEXAYHAapOAHbIX CTaHAapTOB
HauMoHanbHbIM cTaHAapTam Poccuiickon ®epepaunmn

Tab6nuya [JAL

OG03HAYEHVE CCbIIOYHOTO CreneHb

MEXyHapoaHOro cTaHaapTa COOTBETCTBUSI
MNCO 10993-1.1999 0T
MNCO 14971.2007 0T
NCO 22442-2:2007 0T
NCO 22442-3:2007 0T

O603Ha4eHNe 1 HaMeHoBaHVe COOTBETCTBYHOLLEro HauMoHauIbHOro ctaHgapTta

FOCT P NCO 10993-1—2009 W3penua mepuuuHckue. OueHka
61010rMYecKoro AeiNcTBna MeaNLUHCKNX nsgenuii. Hacte 1. OueHka un
nccnefoBaHus

FOCT P NCO 14971—2009 W3pgenua meguuuHckue. NpumeHeHne
MeHe[)KMeHTa pucka K MeANLVHCKUM n3fennsam

FOCT P NCO 22442-2—2011 W3penus mefuuUHCKNUe, UCNONb3Y-
oWMe TKaHW U X NPOM3BOAHbIE XXUBOTHOTO NPOUCXOXAEHUSA. YacTb 2.
KoHTposnb oT6opa, c6opa n 06paboTkm

FOCT P NCO 22442-3—2011 WN3penusa meguuuHCKMe, UCNoMb3y-
IoLLMe TKaHW U X NPOM3BOAHbIE XXUBOTHOTO NPOMCXOXAeHMs. YacTb 3.
Banugaums yHUUTOXeHWA n/unu gesakTusaLuy BUPYCOB N areHTOB UH-
(hEKLMOHHOW rybuyaToin aHuedanonatum

MpunmevaHne —B Tabnuue Ucnosnb3oBaHoO cnepywuiee ycroBHoe 0603HayYeHne cTeneHn COOTBETCTBUS

cTaH4apToB:
- FOT — ngeHTuYHbIe cTaH4apThl.
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Bubnnorpadusa

NCO 10993-2 OueHka 6uonornyeckas MeguUUHCKUX Usgenuin. Yacte 2. TpeboBaHUsi K OXpaHe 340P0BbS XM-
BOTHbIX
MNCO 10993-3 OueHka bronornyeckas MeguLMHCKNX n3genuii. HacTteb 3. VicnbiTaHUs HA TEHOTOKCUYHOCTb. KaH-
LepOreHHOCTb M TOKCMYHOCTb, B/IMAIOLLYI0 HA PenpOAYyKTUBHOCTb
NCO 10993-4 OueHka 6uonorvyeckas MefuLMHCKMX n3genunii. Yactb 4. Bbl60p MCNbITAHWIA, OTHOCALLUXCS K
B3aWMO/ENCTBUIO C KPOBbIO
NCO 10993-5 OueHka 6Guonornyeckas MeauuMHCKUX u3genunii. YacTb 5. VcnbiTaHMA Ha LWTOTOKCUYHOCTb
In vitro
MNCO 10993-6 OueHka 6uonornyeckas MeauLuMHCKUX n3genuii. Yacts 6. VicnbiTaHnsa ans onpegenexHns nokanb-
HbIX 3a)PeKTOB Nocne nmnaaHTaymm
MNCO 10993-7 OueHka 6uonornyeckas MeanLMHCKUX n3genmnii. Yacte 7. OctaTkv Npy cTepunnsauny sTUNEHOK-
cuaom
MNCO 10993-9 OueHka 6ronornyeckass MeguLMHCKNX ngenuii. Yacts 9. CTpyKTypa naeHTudrkaumm v KBaHTm-
chukauumn noTeHymanbHbIX NPOAYKTOB PasnoXeHns
MNCO 10993-10 OueHka 6ruonornyeckas MmeanLmHcknx nsgenunii. Hacte 10. Mpo6bl HA pa3gpaxeHne v annepru-
YeCKylo peakuunio 3ame/1IeHHOro tuna
MNCO 10993-11 OueHka 6monoruyeckas MeauLUMHCKUX n3genuii. Hactb 11. MicnbiTaHUS HA CUCTEMHY TOKCUY-
HOCTb
MNCO 10993-12 OueHka 6rnonornyeckas MeauLMHCKMx ngenuii. Hacte 12. MoarotoBka Npo6 1 3Ta/IOHHbIX Ma-
Tepuasnos
NCO 10993-13 OueHka 6rnonornyeckas MeanLmMHCKUX nsgenmnii. Hacts 13. UaeHTudmkayma u konmyecTBeHHas
oLeHKa NPOAYKTOB pa3fioXeHns B MOJIMMEPHbIX MeANLMHCKMX YCTPOCcTBax
NCO 10993-14 OueHka 6uonornyeckas MeauLMHCKMX nsgenunin. Hacte 14. UaeHTudmrkayma n konuyecTseHHas
oLeHKa NPOAYKTOB pas/ioXeHNs Kepamunku
MNCO 10993-15 OueHka 6uosiornyeckas MeanLMHCKUX nsgenmnii. Yacts 15. UaeHTudmkayma u konmyecTBeHHas
oLeHKa NPOoJYKTOB pasfioXeHnsa MeTaslsloB 1 CniaBoB
NCO 10993-16 OueHka 6monornyeckas MeguLUUHCKUX u3genunii. Yactb 16. KoHUenums TOKCUKOKMHETUYECXUX
nccnefoBaHnii NPoAyKTOB Pas/ioXeHUs 1 BbllenaynBaemblX BeLWecTB
MNCO 10993-17 OueHka 6monornyeckas MegMUUHCKUX n3genuii. Yactb 17. YcTaHOB/IeHVE AONYCTUMbIX Npese-
/0B BblleTayBaeMblX BELWEeCcTB
MCO 10993-18 OueHka 6uonoruueckas MeanumMHckux nsgennii.Uacts 18. OnpefeneHme XuMMUYeckux xapakre-
pUCTMK Matepuanos
NCO 10993-19 OueHka 6uonornyeckas MeanumHckux nsgenuii. Yacto 19 ®usmko-xummuuyeckas, Mopcosnoru-
yeckas v Tonorpadpuueckas xapakrepucTvka matepuanos
NCO 10993-20 OueHka 6uonornyeckas MeguuMHCKMx nsgenmnin. Yacte 20. MpuHUMNLI 1 METOABI UMMYHOTOKCH-
KONOTMYECKNX UCMbITaHU MeAULMHCKNX n3aennii
NCO 11135 Crepunusauns MeguUUHCKUX n3gennii. Okeng atuneHa. YacTtb 2. PyKOBOACTBO NO NPYMEHEHUIO
NCO 11135-1
NCO 11137 (Bce yactn) CTepunusauma meavuLMHCKON npoaykummn. TpeboBaHna K Banngaunm n Tekyemy KoH-
Tpono. PaanaunoHHas ctepunusauus
NCO 11737-1 CTtepunusauns MeguuuHCKUX nsgenvii. Mukpobuonoruyeckne metogbl. Yacte 1. OueHka nomny-
NALMN MUKPOOPraHM3MOB Ha NpoayKTax
NCO 13408-1 AcenTtuyeckast o6paboTka MeguUUHCKMX nsgenuii. Yacte 1. O6wme TpeboBaHmsa
NCO 13408-2 AcenTtuuyeckasi 06paboTka MeAULUHCKUX u3genunii. YacTb 2. dunabTpayums
NCO 13408-3 AcenTtuyeckast 06paboTka MeguUUHCKX n3genunii. YacTb 3. Jinomnunsaymsa
NCO 13408-4 Acentuyeckas o6paboTka MeguLUHCKUX n3genunii. Yacte 4. MeTOAVKN OYNCTKN Ha MecTe
NCO 13408-5 Acentuyeckasi 06paboTka MeguULNHCKUX u3genuii. YacTtb 5. CTepunusauns Ha mMecte
NCO 13408-6 AcenTtuyeckas o6paboTka MeAnUMHCKNX n3genuii. Yactb 6. Cuctembl N3015TOPOB
MNCO 13485 V3penus meguumHckue. CUCTEMbl MEHEAXMEHTa kayecTBa. TpeboBaHUSA K perynpoBaHunio
NCO 14160 CTtepunmsauuna ogHOPa3oBbiX MeAULMHCKUX U3AeNnii, cofepxallmx Matepuasbl XMBOTHOTO Npouc-
XOXAEHUs. Banupauus v TekyLWwnili KOHTPONb CTEPUNN3ALIUN XULKUMUN CTEPUANSYIOWUMIN BELLeCcTBaMmn
NCO 14937 CTtepunusauus MeguLMHCKoOl npoaykumun. O6ume TpeboBaHus Anst onpefeneHnst XxapakTepucTuk
cTepununsylLLero BewecTsa n AN paspaboTku, BanMjauun n TekyLero KOHTPOIs NpoLeccoB cTepuimnsauum
MeANLVHCKNX n3fennii

NCO 17664 Crepunusauns MeguUMHCKUX ndgenuin. MHcdopmaumsa, npegocrtaBnsemas usrotosutenem ans
06paboTkM NOBTOPHO CTEPUIN3YEMbIX MEeANLMHCKNX U3Aennii
NCO 17665-1 Ctepunmsauna MeanLMHCKO Npoaykunn. BnaxHbiil xap. YacTte 1. TpeboBaHua k paspaboTke,
BaNMAauMn 1 TeKyLeMy KOHTPO/II0 npolecca cTepuamnsaunm meguunHCKux npubéopos
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European Pharmacopoeia. 2.6.8 Pyrogens

European Pharmacopoeia. 2.6.14 Bacterial endotoxins

European Pharmacopoeia. 5.2.8 Minimizing the risk of transmitting animal spongiform encephalopathy agents via
human and vetennary medicinal products

US Pharmacopeia <85> Bacterial Endotoxins Test

US Pharmacopeia <151> Pyrogen Test

Supplement 1, Japanese Pharmacopoeia XIV, 17. Basic Requirements for Viral Safety of
Biotechnological/Biological Products, listed In Japanese pharmacopoeia, pp. 1618—1631.2003

Global Harmonization Task Force (GHTF) — Study Group 1 (SG1) Document No. NO29R13. Stage PD dated
December 2003 (http:fiVrivw.ghtf.org)

WHO Guidelines on Transmissible Spongiform Encephalopathies in relation to Biological and Pharmaceutical
Products. 2003 (www.who.int/bloodproducts/publications/en/WHO_TSE_2003.pdf)

WHO Guidelines on Tissue Infectlvity Distribution in Transmissible Spongiform Encephalopathies. 2006
<http://www.who.*U/bloodproducts/cs/ TSEPUBLISHEDREPORT.pdf)

EMEA/410/01 Rev.2 — October2003. Note for guidance on minimising the risk of transmitting animal spongiform
encephalopathy agents via human and veterinary medicinal products adopted by the Committee for Proprietary
Medicinal Products (CPMP) and by the Committee for Vetennary Medicinal Products (CVMP) — Official Journal
of the European Union 28.1.2004

EMEA/CPMP/571/02 — February 2002. Pubfcc statement on Lactose prepared using calf rennet of the European
Agency for the Evaluation of Medicinal Products

Terrestrial Animal Health Code from OIE — Office International des Epizooties/World Organisation for Animal
Health (http://www.ote.Int/)

Notification No. 177 of the Ministry of Health. Labour and Welfare on the standard for biological ingredients.
31 March 2005 on Standards for Raw Materials Originating from Living  Organisms
(http://www.nihs.go.ip/cgtp/cgtp/guidime/03052001 pdf) (In Japanese)

MEDDEYV 2.11/1.rev 1. February 2004. Guidelines relating to Medical Devices Directives, Application of Council
Directive 93/42/EEC taking into account the Commission Directive 2003/32/EC for medical devices utilising
tissues or derivatives originating from animals for which a TSE risk Is suspected, a guide for manufacturers and
notified bodies (http://www.meddev.net/)

Assessment of Risk of Bovine Spongiform Encephalopathy in Pharmaceutical Products. Part 1. Pharmaceutical
Research and Manufacturers of America (PhRMA) BSE Committee. BioPharm., 11. Number 1. pp. 20—31.56.
January. 1998

Assessment of Risk of Bovine Spongiform Encephalopathy In Pharmaceutical Products. Part 2. Example Risk
Assessment for a Hypothetical Product. Pharmaceutical Research and Manufacturers of America (PhRMA) BSE
Committee. BioPharm.. 11. Number 3. pp. 18—30. March. 1998
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