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MpeancnoBue

1 NMOATOTOBJ/IEH ABTOHOMHO HeKOMMepueckoi opraHusauueln «MHCTUTYT MeAnKo-61oNornyecknx
nccnegosaHunii u texHonornii (AHO «MMBUNT») Ha ocHOBEe COGCTBEHHOTO NEPEBOAA HA PYCCKUIA S3bIK aHr/10-
A3bIYHON BEPCUM [OKYMEHTA, yKa3aHHOro B NyHKTe 4

2 BHECEH TexHu4yecknum KOMUTETOM MO cTaHgapTusauum TK 422 «OueHka 6M00rnyeckoro Aencrems
MeANLUHCKUX U3aenninx»

3 YTBEPX/EH U BBEAEH B IENCTBUE Mpukasom defepasbHOro areHTcTsa no TeXHUYeckoMmy pe-
rynnupoBaHunio n metponoruu ot 5 nionsa 2018 r. N9 385-ct

4 HacTosiwnii cTaHpapT UAEHTUYEH MEXAYHapoAHOMY AOKYyMeHTY ISO/TR 22442-4:2010 «MepuuuH-
CKMe usgenus, ucnonb3ylowme TkaHW U UX NPOM3BOAHbIE XMBOTHOIO NpoucxoxaeHus. Yactb 4. MpuHumnbl
YHUUTOXEHUA U/Mnn nHakTueBauum Bo3dbyauTeneli TpaHCMUCCUBHONM rybyaToin aHuedasonatum n Banvgauyms
3TMx npoueccoB» (ISOfTR 22442-4:2010 «Medical devices utilizing animal tissues and their derivatives —
Part 4: Principles for elimination and/or inactivation of transmissible spongiform encephalopathy (TSE) agents
and validation assays for those processes», IDT).

Mpv NnpuMeHeHUn HacToAWEro cTaHgapTa pekoMeHAyeTCca UCNOoNb30BaTb BMECTO CCbIJIOYHBIX MeXAy-
HapoAHbIX CTaH4APTOB COOTBETCTBYOLWME UM HaLMOHaIbHble CTaHAapThl, CBEAEHNA O KOTOPbIX NPUBELEHbI B
LOMNOMTHUTENbHOM NpuioxeHun JA

5 BBEJEH BIMEPBbIE

MpaBuna NpYMeHeHNs HACTOSLLEro cTaHjapTa YyCTaHoB/EHbl B cTaTbe 26 ®eaBpanblioro 3akoHa
0T 29 nioHA 2015 1. Ne 162-d3 «O cTaHgapTm3aunm B Poccuiickoii ®egepauun». NHpopmauns 06 nsmene-
HUAIX K HACTOSILLleMy CTaHAapTy Ny6ankyeTcsa B eXerogHom (Mo COCTOSHMIO Ha 1sHBaps TekyLwero roaa)
MH(OPMaLMOHHOM yKasaTerne KHaunoHanbHble cTaHfapThi», a ohuumanbi<blii TEKCT WU3MEHEHWA U no-
npaBoOK — B €XXeMECAYHOM yKasaTene «HaunmoHanbHble cTaHaapThi». B cnyyae nepecmoTpa (3ameHbl) uin
OTMeHbI HACTOALLEero cCTaHAapTa cooTBeTCTBYOLEe yBeJoMIeHe 6yaeT ony6a1koBaHo B 6nvkaillem
BbIMyCKE €XeMeCAYHOro MHhopMaLoHHOro ykasaTensa «HaunoHanbHble cTaHgapThi». COOTBETCTBYIO-
was nHopmaums, yBeoMIeHe N TeKCTbl pasMeLlalnTca Takke B MHPOPMAaLMOHHON cncTeme obLero
Nosib30BaHUs — Ha ohmLmanbHOM caliTe defepasbHONr0 areHTCTBa N0 TEeXHUYECKOMY PErY/IMPOBAHUI0 1
MeTponornv B ceTu NHTepHeT (wmv.gost.ru)

© ISO/TR. 2010 — Bce npaBa coxpaHsatoTcs
© CTtaHpapTuHdopM. ohopmneHmne. 2018

HacTosiwuii ctaHAapT He MOXET 6bITb MOMIHOCTBLIO U/IN YACTUYHO BOCMPOM3BEAEH, TUPAXUPOBAH U pac-
NpPOCTPaHeH B Ka4ecTBe ohuumanbLHOro n3ganus 6e3 paspelerHus defepanbHOro areHTcTBa No TEXHUYECKO-
MYy peryinpoBaHuio n MeTposiornu
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BeBepgeHune

NCO (MexayHapoAHasa opraHu3aums no ctaHjapTusaumm) asnsetcs BCeEMUPHOW heaepaluein opraHos
HauWoHaNbHbIX CTaH4apToB (opraHu3auum — uneHbl WCO). PaboTy no nNoAroToBke MexAyHaponHbIX
CTaHAapToB 06bIYHO OCYLL,ECTBAAKT TEXHMYECKMe KomuTeTbl MCO. Kaxpasa n3 faHHbIX opraHnsauunii, 3anHTe-
pecoBaHHbIX B NpeagMeTe AeATeNbHOCTU, C LieNblo KOTOPOI co3faBasnica TEXHUYECKUI KOMUTET, UMeeT npaBo
6bITb MpefCcTaBfeHHOlM B 3TOM KomuTeTe. MexAyHapogHble NpaBUTebCTBEHHbIE W HENpPaBUTENbCTBEHHbIE
opraHmsauumn Takxe MpuHUMaloT yyacTue B paboTe BO B3aumogeiicteun ¢ MCO. MCO TeCHO coTpyaHuyaeT
¢ MexayHapoaHON anekTpoTexHuyeckolh komuccumein (MOK) mo Bcem Bonpocam 3/1€KTPOTEXHUYEeCKOW
cTaHjapTusauuu.

MexayHapoaHble cTaHAapTbl padpabartbiBaloT B COOTBETCTBUMU C NpaBuaamMu, npuBefeHHbIMU B YacTu 2
Onpektns NCO/MIK.

OCHOBHOI 3ajayeil TeXHUYECKMX KOMWUTETOB SBMSETCS MOATOTOBKA MeXAYHapOfHbiX CTaHA4apTOB.
MpoekTbl MeXAyHapoAHbIX CTaHO4apTOB, MPUHATbIE TEXHUYECKUMWU KOMUTeTamu, pacnpocTpaHsalTcs
opraHusaumsam-yneHam A8 ronocosaHus. Mybnukauma B KayecTBe MexAyHapoAHOro crtaHjapta Tpebyer
0406peHNss No MeHblel Mepe 75 % opraHusaunii — 4J1€HOB C MpaBoOM rosoca.

B UCKNOUMTENbHbLIX CAyyYyasax €eCcnu faHHble, Cco6paHHble TEeXHWYECKAM KOMWUTETOM, OT/IMYHbI OT
ny6ANKyEMbIX B KQYECTBE MEXAYHApPOAHOro ctaHaapTa («nocnefHee CNOBO TEXHUKU», HANpuUMep), KOMUTET
MOXeT MPUHATb pelleHne MPOCTbIM ro/IoCOBaHMEeM 6O0/bLIMHCTBA ONY6/IMKOBATb TEXHWYECKUA oTyeT. ITOT
OTYeT MO CBOEN CyTU ABNAETCHA CNPaBOYHbIM, KOTOPbLIA AeCTBUTENEH A0 TeX Nop. NokKa AaHHble, npefocTaBs-
Nnfemble B HEM. HOCAT aKkTyasbHbIl XapakTep.

Heob6xogumo obpaTtnTb BHWMaHWE Ha BO3MOXHOCTb TOr0, YTO HEKOTOPble 3/IEMEHTbl HacToALlero
cTaHfapta moryT 6biTb ob6bekTamy nateHTHoro npaesa. NCO He HeceT OTBETCTBEHHOCTM 3a BbliBNeHME
nofo6HOro poga hakToB.

HacTosiwuiA cTaHpapT NOAroToBNeH TexHuyeckum kommtetom MCO/TK 194 «Buronormyeckas oueHka
MeauuUnHCKUX nsgenuii», nogkomutet MK 1 «Be3onacHocTb U3genunii N3 XNBOTHOW TKaHU».

MCO 22442 cocTouT U3 cnegyrowmnx yacteih nog obwnum HanmeHoBaHnem «M3genns megunumHckue, uc-
NoMb3yloLlne TKaHW U UX NPOU3BOAHbIE XUBOTHOIO MPOUCXOXOEHUSA»:

-4yacTb 1 «l[puMeHeHne MeHegXMeHTa pucka»;

-4yacTb 2 «KOHTPO/Ib UCTOYHMKOB, 3a60pa N 06paboTKN»;

-yacTb 3 «Banupaumsi YHMUYTOXEHNA W/MIN MHAKTUBALUW BUPYCOB U BO36GyauTeneil TpaHCMUCCUBHOW
ryéuyaToil sHuedanonatumn (Tr3)»;

-4acTb 4 «[1pPUHLMNbI YHUUTOXEHUS U/MAN NHAKTMBAL MW NEPEHOCYMKOB rpUOKOBON aHUedanonatum v
Banmpaunsa aTux NpoLeccos».

B uenom psage MeguUMHCKAX WM34eNUil UCnonb3ylT matepuanbl XMBOTHOFO NPOUCXOXAEHUS. TkKaHu
XWBOTHOTO MPOUCXOXAEHNSA N UX NPOU3BOAHbIE, NPUMEHAEMbIE B pa3paboTke U NPOM3BOACTBE MeANLUHCKNX
n3genuii, npuaarT UM Te YHKLMOHANIbHblE XapaKTepucTuknu, KOTopble ob6ecneymBaloT NpeMMyLlecTBa Hafg,
n3genmamMu, M3roToOBMEHHbLIMU U3 MaTepnasnoB HEXMBOTHOTO NPOUCXOXAEHUS.

MeguumnHckue u3genus oTAMYyaloTcAa Kak no npupoge, Tak M NO KOMIMYECTBEHHOMY COAEepXaHuto
mMaTtepuasioB XWBOTHOTO MNPOUCXOXAEHUA. DTU MaTepuasbl MOryT COCTaB/IATb OCHOBHYK 4acTb u3fenuns
(Hanpumep, knanaHbl cepAaua KpYynHOro poraToro ckoTa WAW CBWUHbW, MMMNNaHTaTbl U3 KOCTHOW TKaHW ANS
CTOMaTOoNOrMn UAn opToneaunun, remoctaTnyeckne u3fenmns), CNYXuTb NOKPbITUEM U3AENUA UK er0 NPONUTKOW
(B 4acTHOCTK, KONareH, XenaTuH, renapuH) UiV MCNosib30BaTbCA B NpoLecce NpoussocTea nsgenus (byayun
NPOU3BOAHbLIMW XUPOB, TaKUMK Kak oneaTbl U cTeapaTbl, IMOpPUOHaNbHasA TeNs4Ybs CbIBOPOTKA, PEPMEHTHI,
KynbTypanbHble cpefbl).

HacToawwmii ctaHgapT aBnseTca TexHU4yeckum otyetom (TO), npegnaravwmnm cnocobbl paspaboTku u
npoBefeHns Banupaunm npoueccoB (cnoco60B), NCNOMb3YEMbIX A1 CHUXEHUSA pUCKa ATPOreHHON nepegaun
TpaHCMUCCUBHON rybuatoli aHuedanonatum (TIr3) npu NponM3BOACTBE MeAULUHCKUX U3AENUIA, NOYUYEHHbIX
N3 HEXMN3HECNOCOOHbIX XNBOTHbIX TKaHeli. B HacTosAweM cTaHAapTe NHEKLNOHHbI BO36yAUTEb UMEHYeTCS
«B036yanTens TIO». a He NpUOH ANA eAnHoob6pasusa ¢ Apyrumu yactamu NCO 22442, Takxe npeAcTasieHbl
nocnefHve faHHble No YenoBeyeCckMM TKaHAM 1 TFD. KoTopble N0 aHanorMm MoryT 6biTb MPUMEHEHbI K ApYTUM
XWBOTHbIM TKaHAM.

ATporeHHasn nepegada Bo3byantenein TFD yenoseky, 3aboneslwemy 6onesHbto Kpeitudenbara-Hdkoba
(CJD). o4HO3HA4YHO OTHeceHa K BO34eicTBUAM ansorpadta TBepA0 MO3roBoin 060n104kn yenoseka (Hannah.
E.L., Belay. E.D. et al., 2001), ncnonb3yemoro B XMpypruu B Ka4ecTBe 3ansatok, U TOPMOHOB, 3KCTparmpyemblix
n3 runocpusa yenoseka (Mills. J.L.. Schonberger. L.B. et al.. 2004), aBNSOWNXCA HEXUZHECNOCOOHLIMY TKa-

v
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HAMU. CybBKNMHMYEeCKoe MHuLMpoBaHme BO3byauTeneMm BapuaHtTa 6onesHn Kpeiitudenbara-Adkoba (vCID)
6b1710 06HApPYXeHO Npu ayToncum naumeHTa ¢ remodununenn, n 4OCTOBEPHO AOKA3AHO 3apaxeHue nauneHta
npu ero neyeHnn hakTopom Koarynsumu, nosyyeHHbIM M3 o6paboTaHHOW Mnasmbl yesioBeka {AreHTCTBO
BenukobpntaHum no oxpaHe 340posbs, 2009 r.):
http://lwww.hpa.orq.uk/webw/HPAwob&HPAwebStandard/HPAwob C/1234859690542?p=1231252394302 un
httD://www-dh.oov.uk/en./Publicationsandstatisticsi'Publications;PublicationsPolicvAndGuidanceyDH 100357

Kpome TOro, TkaHM pOroBuLibl Takxe MOryT SBAATbCSA nepeHocuukom Bo3byautens CJID (Kennedy.
Hoganetal, 2001 r.), @ HECKO/IbKO TPAHCKY3NOHHbIX KOHLEHTPATOB 3pUTPOLMTOB nNpuBenun Kk nepegayun vCID
(Llewelyn. Hewitt et al.. 2004: Peden. Head et al., 2004; Peden, Ritchie and Ironside. 2005).

BosgelicTBue areHTa 6blubeli cnOHrMOpMHON aHuedanonatum (BC3) npuBeno Kk BO3HUKHOBEHWIO
6onee yem 210 cnyyaeB vCJID BO BCceM Mupe, 60NbLINHCTBO M3 HUX. NO BCEN BEPOATHOCTU, BO3ZHUKIN M3-3a
npvema B MULLY MH(ULUPOBAHHbLIX FOBSXXbUX NPOAYKTOB. XOTS KPOME OMUCAHHbIX SATPOTEHHbIX MHMeKUni
vCJD He 6bIK yCTaHOB/IEHbI Apyrue cayyan nepegaum Bo3byantens BCI. Nnoay4yeHHOro Yepes MeguLuHCKne
UNN BeTepuHapHble MNPOAYKTbl, BbICOKA BEPOATHOCTb TOrO, 4TO MeAWLMHCKOe u3fenve, 3apaxeHHoe
B036yanTenem BCO OT )BaYHOro XMBOTHOTO, MOXET CIYXXNTb UCTOYHUKOM 3apaxeHus. B geiicTBUTENbHOCTH,
B [BYX BETEepUHapHbIX BaKLMHaX, MOJIYYEHHbIX U3 HEXW3HECNOCOOHbIX TKaHel O0BLUbl, cogepxanacb Trd,
obycnoBneHHasa oBeubeli/ko3bei novecyxoii (ckpeiinu). KOTOpoit 3apas3nnunch oBLbl [BceMnpHas opraHmsaumns
3apaBooxpaHeHusa (BO3). 2006 r.). CnyyaeB 3apaxeHusa yenoBeka Bo3byauTenemM novyecyxm He OTMeEYeHO.

B OoCHOBHOM B HacTosieM cTaHAapTe NpuMeHeHa TepMmuHonorus, npegnaraemas BO3 (Pykosog-
ctBo WHO no pacnpocTpaHeHu WHpuunpyoweil akTUBHOCTU TKaHel npu TPaHCMWUCCUBHONM ry6yaToin
3HUedanonatun. 2006 r.), O4HAKO MeXAYHapOAHOrO0 KOHCEHCyca OTHOCUTENIbHO KakK TepMWUHO0rnn
BO3MOXHOW MONEKyNnsipHOW npupoabl TPAaHCMUCCUBHbLIX BO36yauTeneli [Tonbko 6GenkoBas WM NpPUOHHasA
Teopua (Prusiner 1982) B HacToAWwMA MOMEHT 6onee obuienpuHATasn], Tak U KOHKPETHOW PON pas/iNyHbIX
hopM NPUOHHOTO 6enKa, KOAMPOBAHHOIO HOCUTENIEM, B Pennkaumm NHPEKLNOHHbIX areHTOB UNKn naToreHese
3ab6oneBaHnAa He cywecTByeT. EgMHCTBEHHOI Lenblo TO siBNseTca nNpegnoxeHue cTpaternini ona sanugaumm
3 hekTUBHbLIX METOA0B, KOTOPbIE MOMYT CHU3UTb PUCK CyYaiiHOo nepegaun T3 Me4UUUHCKUMU U3aennamu,
NPUTOTOBMEHHBIMU C UCMOIb30BAHNEM HEXU3HECMOCOOHbIX XUBOTHBIX TKaHEN.

NCO BkNYalT Kak HOpMATUBHbIE, TaK U CNPaBOYHbIE NPUIOKEHUSA, TaKXe HanpsMyl CBS3aHHble C
TEMOW HacToslero ctaHgapta. Bce TepmuHbl, onpefeneHHble B HACTOALWEM cTaHfapTe, NpMMeEHSATCA A0-
C/IOBHO.

BBUAy OTCYTCTBMA TWaTe/bHO OTPaboTaHHbIX 3TanNoB nNpoLuecca, N0 Mepe NPOXOXAEHUA KOTOPbIX MOTYT
6bITb LOCTOBEPHO YHUUTOXEHbI BO3byauTenn TI3, cnefyeT NCNONb30BaThb XUBOTHbIX Y TKAHEBbIX MCTOYHUKOB
HW3KOro pucka.

XO0TA 3TO HENPMMEHUMO HanpsAMyl K MeTogam Banupauuun, npefHasHauyeHHbIM A1 CHWXEHUA pucka
UHUUMpoBaHUA Bo3byauTenamm TFD Ans MeaUUUHCKUX U3Aenunid, Npon3BeeHHbIX U3 HeXU3HEeCNOCOBHbIX
XWBOTHbIX TKaHeil, KomMneTeHTHble opraHbl BenukobputaHum u CLUA npoBenn onpoc cpefu 3KCnepToB
No BO3MOXHbIM acnekTaM Ba/MAaUUOHHbIX WUCCNefoBaHWii ANS w3genuid, nognexawmux nogaBAeHU
NHEKLNOHHON aKTUBHOCTU BO36yanTena TFO B KPOBM YenoBeka, NOTEHUMANbHO WHMULUPOBAHHOW 3TUMMU
BO36yAnTensaMu. [laHHble 3TOro onpoca MOryT 6biTb NOME3HBIMU MPU BanMjauun MeTofoB, UCMNONb3yeMblX
ONA TKaHeW XUBOTHOTO NMPOUCXOXAEHUS, B YACTHOCTU: NpU NpeaBapuTeslbHOM aHanvM3e martepuana, cogep-
xauiero Bo36yantens TFD ¢ BbICOKAMU nokasaTensaMmu MHpeKUMOHHOCTHY; BbIGOpe n3yvyaemblX BO3byanTenei,
BbI3bIBaKOLL X KOHKPETHYO MHAeKLMIo, U An3aliHe nccnefoBaHunii ¢ ucnonb3oBaHneM nNpo6bl Ha 6enok PrPTSE
B KayecTBe npeABapuTesIbHON CKPUHWHIOBOW cTpaTernn Ans oTCeMBaHUA MallOMH(POPMaTUBHbLIX METOA0B.
3T meToabl TpeboBanucb ANA NOATBEPXKAEHUS 3HAUYMTENBHOIO CHMXEHUA WHAEKLMWOHHOCTU. NPOAEMOH-
CTPUPOBAHHOIO NMpW UCCNef0BaHUAX, NMPOBOAUMbIX Ha 3KCNEpPUMEHTasIbHbIX XWUBOTHbLIX, WHMOULUPOBAHHbLIX
B036yauTenamu Tr3. Ana Toro 4To6bl MeToA 6bl/1 NPU3HAH MOTEHLMAIbHO NONE3HbIM, B X04€e UccnenoBaHns
OONMXHbI OblITb MOMY4YeHbl CXOA4Hble pe3ynbTaTbl NO KpaliHeli mMepe B ABYX NOBTOpax W3MepeHui Tutpa
B036yamTena TF3. CooTBETCTBUE 3TOMY KPUTEPUIO NO3BONNT NPU3HATL METOA NPpUEMIEMbIM A1 NPUMEHEHNUS
Ha npakTuke. MNMonyyeHne gokasarenbCTBa TOr0, YTO METOJ CHUXaeT YPOBEHb MH(DEKLMOHHON akTUBHOCTH ANS
3HAOreHHO-UHPULMPOBAHHBIX TKAHEW N YTO BECb TEXHO/IOrMYECKUIA NPOLLECC YHMUTOXAaeT BCO 06HapyXumBaemyto
MHpeKLMo, ABNAETCA XenaeMbiM, HO Ha AaHHOW MOMEHT He npefcTaBnseTcs AOCTUXUMbIM. OrpaHuymBaio-
wune hakTopbl — 3TO OYEHb HU3KME TUTPbl MH(DEKLMOHHOTO areHTa B 60NbLWNHCTBE TKaHEeNl, 3a UCKNYeHnEM
TKaHel HepBHOI CUCTEMbl, M OFpaHUYEHHOE YMCIIO XUBOTHbIX, KOTOPOE AOCTOBEPHO 3apaxXeHo NPUPOAHbIMM
BapuaHTamMu B0o36yauTeneii TFD Ao nocneayolmnx U3MeHeHuid npu agantaymm kK HoBomy Bugy. OTcyTcTBME
CTaHAAPTHbIX 3TaNOHHbIX MHMUUMPOBAHHbLIX BO36yauTenamu Tr3 maTepuanoB 4vesloBeka W XUBOTHbIX C
M3BECTHbIM TUTPOM M 6MONOTNYECKUMU XapakTePUCTUKAMM TaKKe cuMTaeTca AONONHUTEIbHbIM NPenATCTBUEM
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K pa3paboTke BanuAaunoHHbIX uccnegosaHuii (BO3. 2006 r., npunoxeHve 2). YUuTbiBas UCKIOUYUTENbHO
MasnoyncneHHble nccnegoBaHnsa nNo Banugauum MeTofoB ANA NOBbIWeHUs 6e30NacHOCTU B OTHOWeHun TIr3
npW UCNofb30BaHMN MeANLMHCKUX U3AeNnii, NoNyYeHHbIX U3 KPOBW YesioBeKa U APYrux TkaHeli yenoseka, —
N3genunii, yyacTBylLMX B ATPOrEHHbIX Nnepegayax, He06xoAMMO cnoco6CTBOBATL HOBbIM Ba/MAaLUOHHbIM
nccnegoBaHUAM MeTOA0B, KOTOpble ByAyT HanpaB/feHbl Ha yaydlleHne 6e30NacHOCTU B OTHOWeEHUN TI3 npu
MCMNO/Ib30BAHUN MEAULMUHCKNX U3AENIA, MOMYYEHHbIX N3 TKaHE! XXMBOTHOIO NMPOUNCXOXAEHNS.

Heo6Xx04MMO OTMETUTb, YTO. Kak coo6Lanoch Bbllle, OTCYTCTBYIOT NpsAMble CBUAETENLCTBA TOrO, YTO
TKaHW XUBOTHOrO NPOUCXOXAEHUSA BbI3bIBAOT Kakne-nnbo ATpOoreHHble uMHdekuun sos3byautenammn Tra y
yenoseka (Minor. Newhametal. 2004). Tem He MeHee cny4yaun ¢ NULWEBLIMU NPOAYKTAMW, COAEPXALLUMN areHT
BC3. u nepeHoc Ha nacTbuwax noyecyxu oBLaM OBEYbUMMW BETEPUHAPHLIMU BaKUMHAMMU, NOMYYEHHbIMMW
M3 TKaHel XWBOTHbIX, MpeanonaratlT, YTO PUCK ATPOreHHbIX nepegay Bo3byauteneii Tra3 (kpome BCI)
OT XWBOTHbIX K YENOBEKY XOTA W ABMAETCHA TEOpeTUYeCKUM, HO OCTaeTcsa 3acNyXuBawLluM MPUCTaNbHOTO
BHUMaHWA.

\Y
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HALUWOHANBbHLBN CTAHAAPT POCCUMCKOWN PELEPALUMN

N3NENNA MEAVNLUWNHCKUE, MCTMONb3YOWWME TKAHU
N NX NMPON3BOAHBIE XXUBOTHOTIO MPOUNCXOXAEHNA

YacTtb 4

MPUHLMNBI YHUUTOXEHMNSA U/MAN NHAKTUBALWUMN BO3OYyANTENEN TPAHCMUCCUBHON rybyaTtoi
sHuedanonatum (Tra3) n Banmpgayumnsa aTuX NpoLeccos

Medical devices utilizing animal tissues and their derivatives.
Part 4. Principles for elimination and/or inactivation of transmissible spongiform encephalopathy (TSE) agents
and validation assays for those processes

Jata BBefgeHus — 2019—01—01

1 O6nacTtb NpUMeHeHUs

HacTosawwmii ctaHgapT onpegensieT cnocobbl pa3paboTku U NpoBefeHus BaAnAaunoHHbIX METOAOB C Lie-
Nbl0 BbISABMIEHUSA BO3MOXHOCTU CHUXEHUS pUcKa ATPOreHHon nepegayn TFD Nnpu Nnpon3BoACTBE MeAULUHCKNX
n3genmnin, NONYYEeHHbIX U3 HEXMN3HECNOCOOHbIX XNBOTHbIX TKaHel.

MeToabl yaaneHus Bo3dyguTeneii TF3. ucnonblyemble npu 06paboTKe XMBOTHbLIX TKaHEN, AOMKHBbI
Takxe CHMU3UTb puck nepegayun nHdekuuii TF3 yepes HEXM3HECNOCOOHbIE TKaHW YEeN0BEYEeCcKOro NPOMCX0OX-
[eHus; oaHako HacToAwmii ctangapT (TO) He 3aTparMBaeT 3TOT BONpOC. B HeM npuBegeHa nocnefHsAs akTy-
anbHas Hpopmauma no TKaHAM Yyenoseka U TIFD. KoTopas MOXeT 6bITb NPUMEHEHA MO aHaNorun K Apyrum
XUBOTHbIM TKaHAM.

HacTtosawwmin cTaHgapT He BKAO4YaeT Banvaauunio MeToA0B nccnefoBaHns matepuanos, onpegensiemblx
Kak Mmellme «He3HaunTesbHbIi PUCK» KOHTamuHauuu Bo3dyautensmum TIO. npuBefeHHble B CNucke Mpu-
noxennsa C NCO 22442-1:2007.

HacTtosawwuii ctaHgapT npefHasHayeH 415 BbIpabOTKM OKOHYATENIbHOIO NpoeKTa MeXAyHapoHbIX CTaH-
0apTOoB. BK/IIOYEHHbIX B cepun NCO 22442. a Takxe B MICO 14160.

HacTosawwmii ctaHgapT 6asmpyetcsa Ha maTepuanax guckyccum (cm. NCO 22442-3). oTHOCALWENCA K TeMe
Bo3b6yauTeneit TF3. n 0606wWwaeT nocnegHme OTKPbITUA B 061aCTU MccnefoBaHnini 06 YHUUTOXEHUN BO3OYAN-
Tenein Tr3. Mpu fanbHelilwem pa3BUTUM NOHMMAHWA MOAXOA0B K Ae3aKTUBALUN U YHUUTOXEHUIO BO3bByanTe-
neii TFO HacToAWMA cTaHapT 6yaeT NnepecMoTpeH.

2 HopmaTuBHbIE CCbIJIKU

Cnepgytouime fOKyMeHTbl HEe06XoA4MMbl ANA NPUMEHEeHUA HacTosuwero cTtaHgaprta. MNMpu gatupoBaHHOM
CCbl/IKe MPUMEHUMO TO/bKO ykaszaHHOoe u3gaHue. Mpu ccbinke 6€3 gaTbl MPUMEHMMO NocnejHee u3faHue
yKa3aHHOro JOKYMEeHTa, BK/o4as BCe NOnpaBKu;

ISO 22442-1. Medical devices utilizing animal tissues and their derivatives — Part 1: Application of risk
management (U3genus meguuUUHCKMe, UCNONb3ylolWMe TKaHW XUBOTHbLIX U UX NpousBogHble. YacTb 1. Mpu-
MEHEeHVEe MeHeAXMeHTa pucka)

ISO 22442-2, Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on
sourcing, collection and handling (M3genusa meguunHCKUE, NCNOMb3YOWMNE TKAHWU XUBOTHbIX U UX MPOU3BO-
AHble. YacTb 2. KOHTPO/b 3a NponcxoxaeHnem, c6opom n o6paboTKoit)

ISO 22442-3. Medical devices utilizing animal tissues and their derivatives — Part 3: Validation of the
elimination and/ or inactivation of viruses and transmissible spongiform encephalopathy (TSE) agents [Megu-
LMHCKME U3LeNusi, UCNOb3YOLWNE XUBOTHbIE TKAHW U UX NPOU3BOAHbIE. HacTb 3. Banugaumsa yHuuToXxeHus v/
NN MHaKTUBAaLWUWN BUPYCOB 1 BO3GYyANTENEN TPAHCMUCCUBHOI ry6yaTtoli aHuedanonatumn (Tra)

W3paHue ouymansHoe
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ISO 14160, Sterilization of health care products-Liquid chemical sterilizing agents for single-use medical
devices utilizing animal tissues and their derivatives-Requirements for characterization, development, validation
and routine control of a sterilization process for medical devices (CTepununsauna MeguUNHCKON NPOAYKLWN.
Xnakue xumuyeckme ctepununsylolne BewecTsa 419 04HOPA30BbIX MeAULUHCKUX N3AeNnid, NCNONb3YHLNX
TKaHU XUBOTHbIX U UX NMPOU3BOAHbIe. Tpe6oBaHMUA K ONUCAHWIO XapakTepucTuk, paspaboTke, Banugauum un
TekylleMy KOHTPOJIl0 npolecca cTepunansaumm MeguuuHCKUX n3genunii)

3 TepMUHbI 1 onpeaeneHus

B HacToswem cTaHfapte npuMeHeHbl TepMuHbl no MCO 22442-1. NCO 22442-2. NCO 22442-3 n
NCO 14160.

4 YHnuTOoXeHue Bo3byautenein TI3: OCHOBHble TpeboBaHUA

4.1 O6wme NonoxXeHNN

4.1.1 Bosbygutenn TI3. npeacrasnawume nitepec

BC3 KpynHOro poraToro ckoTa sABNfeTcA eAWHCTBEHHbIM BO36yanTeneMm T3 XMBOTHOTO NpomMcxoxae-
HWSA. KOTOPbI/ HA AaHHbIi MOMEHT M3BECTEH Kak MH(eKL s, NnepejarnLlasca Yyenoseky (T. e. 300H03). Mouecy-
Xa. X0Ts TeopeTUYeckn 1 npeacrtaBnseT onacHOCTb, He MPMU3HAEeTCs 300HO30M, HECMOTPSA Ha CTONETHWIA ONbIT.
Tem He MeHee OTAefibHble KOMMETeHTHble ynpas/alolne opraHbl BHEAPUAN npodunakTuyeckme npasuna,
KOTOpble 3anpeuialT UCNOIb30BaHNe XUBOTHbLIX U3 cTaf, rae 6binia BbisiBfieHa noyecyxa, Kak MCTOUYHUK UHB-
€KLMOHHBIX MaTepnasoB OBeYbLEro U KO3bero MPONCXOoXAeHNa (Hanpumep, NPOTOKO/bI 3aceAaHns IKCNepTHO
koMuccum no TIr3 YnpaBneHna no KOHTPOO 3a npogyktamu u nekapctsamum CLIA (FDA)3 wuwoHA 1999 r:
http:/'lwww.fda.qov/ohrms/dockets/ac/cbcir99.htm#Transmissiblc%2QSpongiform. aupektuBa EBponeiickoro
Coto3a oT 2003 (OJL105. 26.4.2003 cTp. 18, http://eur-lex.europa.cu/LexUriServ/LexUriServ.do?uri=0J:L:2Q0
3:105.0018.0023:EN:PDF1 n snoHckoe yBegomneHune 177 http://lwww.nihs.qo.ip/CQtp/cqtp/Quidline/03052001.
pdf]. MoaBEepPXEHHOCTb OBEL, U KO3 3apaxeHnto areHTom BC3 oTHOCMUTEeNbHO HefaBHO cTana npo6nemoii (BO3,
2006). HecmOTpsa Ha TO YTO CBUHbW MOTYT 6bITb 3apaXeHbl 3KCNepuMeHTalbHbIM NyTeMm Bo3byautenem BCI
(Wells. Hawkinsetai. 2003; Castilla. Gutierrez-Adanetal. 2004), 3apaxeHue He NPOUCXOAMNA0 NPU aNUMeHTap-
HOM MyTV BBEJeHUA areHTa, YTO yKasblBasio Ha OTCYTCTBME eCTECTBEHHOro NyTu nepefgayun Bosdyautens Tra
CBUHbAM, B CBAA3W C YeM GO/bLINHCTBO CNeLnanncTos, NpeacTaBnAoWNX KOMIETEHTHbIE OpraHbl, NPULWAN K
KOHCEHCYCY, Y4TO TKaHW CBUHEW ABNAIOTCA MasioBEPOATHbIM WCTOUYHUKOM 3apaxeHus vyesnoBeka /t06bIM BO3-
6yautenem TrO. To xe kacaeTcs TKaHell APYruX XWBOTHbIX, PefKo WCMOMb3yeMblXx B NPOU3BOACTBE MeAu-
LUHCKNX M3AEeNnid, Taknx kak nowagmn. XXWBOTHble, He YyBCTBUTEsNbHbIE K 3apaxeHuio Bo3byautenamu Trd
anMMeHTapHbIM NyTeM, He paccmaTpusalTca EBponelickum areHTCTBOM MO OLeHKe /IleKapCTBEHHbIX CPeACcTB
(EMEA) kak «TI'3-3HauMMble BUAbI XWBOTHbIX»; TKAHWN TaKUX BUAO0B XWBOTHbLIX HE paccMaTpuBaloTCs B Kaye-
cTBe (hakTopoB pucka 3apaxeHus sBo3byauTenamu TS npu npon3BoACTBE MEAULMHCKAX NPOAYKTOB AS UC-
nosb30BaHMA B MeAuLuHe N B BeTepuHapum cornacHo pykosogctsy EMEA ot 2004 roga: http://www.emoa.
ouropa.cu/pdfshhuman/bwp." TSE%20NFG%20410-rev2.pdf.

4.1.2 Nlcnosib3yeMble TKaHW )XNBOTHOTO NPOUCXOXAEHNA

TKaHW XXMBOTHOTO MPOUCXOXAEHUSA, NPUMEHSAEMble B HAcToslee BpeMs B HeXWU3HecnocobHoi dopme
[AN5 Npon3BOACTBA MeAULIMHCKUX U3A4eNnii, BKAOYaKT KnanaHbl cepiua CBUHbM, Gblunii neprkapaunii u 6biunii
KonnareH. [lo cux nop He mMpefcTaBNeHO AoKas3aTeNbCTB TOro, YTO Kakme-nnbo nM3 3Tux TkaHel cogepxart
areHT TF2 (BO3, 2006 r), 04HAKO KONIMYECTBO TakMX 3KCNEPUMEHTOB ObIN0 He3HAYUTENbHbIM, & UCMO/b3ye-
Mble TECTbl MMEe/IN HU3KYI0 YYBCTBUTENLHOCTb O6OHapyxeHusa TI3. Mpuyem cyuiecTsyeT BEpOATHOCTb TOrO,
4YTO NpakTnyeckn nbas TKaHb XUBOTHbLIX, 3a6paHHas B pe3y/nbTare 06bIYHOTO 32605, MOXeT 6bITb CAyYaliHO
3arpsisHeHa TKkaHaMu 60see BbICOKOro pucka MHpuLumMposaHmsa. Mpasuna n npoueaypsl, Tpebywuwme yaane-
HUA. pasfenieHns 1 6e3onacHylo yTuausaunio Matepnanos TPYNOB XUBOTHbIX «KOHKPETHOIO pucka», 0CO6eH-
HO TPYMOB CTapbIX )XWBOTHbIX, CNOCOGHbI YMEHbLMNTL, HO HE NMOSIHOCTbIO YCTPaHUTb 3TOT puck. EBponelickas
KOMUCCUA HeAaBHO Npeanoxuna «nponopumnoHaibHble pUCKY npasuia A8 UCNO/b30BaHUA XUBOTHbIX CYy6-
NMPOAYKTOB» C LEe/ibl0 BbIAB/IEHUA W yNpaBfeHUss pUCKamun, CBA3aHHbIMU C BbIGOPOM Cbipbsi XXUBOTHOIO MpPo-
ncxoxpgenusa (cm. npasuna EC 1069/2009).

4.1.3 TkaHu, MHUUNpoBaHHble BO3byauTenammn TIra

AreHTbl MOTYT KOHTAMWHMPOBATbL TKaHK ABYyMa cnocobamu: 1) B mpouecce 60/1e3HKM, BbI3BaHHON nepe-
Hocumkamun TI'3. unm 2) npu nonajaHuu areHTa B TkaHb U3 MHCULMPOBAHHON TKaHu (HanpuMep, B pesynbTarte
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KOHTaKTa C TKaHIMWU HEPBHOW cUCTEMbI, TUMMOPETUKYNSPHLIMU KeTKamun Uan KPpoBbl U3 TKaHeli). BTopoii,
NN «3K30TEHHbIV», UCTOYHUK KOHTaMuHauum Bo3byantenem TID MoxeT 6biTb CBA3aH C 3a60pPOM TKaHuW OT
3apaXKeHHOro UCTOUYHMKA NGO OT MHCTPYMEHTOB WM MOBEPXHOCTEN, 3apaXeHHbIX Bo3byantenem Trd u3 npe-
AblAyLero UCTOYHUKA.

Takoe pasgeneHue cnegyet NpuHMMaTb BO BHUMaHWe NO HECKObKUM MpUYMHaM. SHLOTEeHHO-UHDU-
LMpoBaHHble TKaHW [KpOMe TKaHel LeHTpanbHOW HepBHOW cucTtemMbl (LLHC). koTopble, kak yCTaHOB/IEHO, WH-
huuynpoBaHbl B 3Ha4YMTENbHO 6OMbLUE CTeneHn, YemM Apyrne TkaHu] B opraHM3aMe UHULMPOBAHHOIO XNBOT-
HOro. Kak npasuio, cofepxaT OYeHb HebosbluMe KONMYecTBa areHTa, NO3TOMy paspaboTaTb afekBaTHble
MoZenu ANs Banupauum MeTofo0B YHUUTOXEHUS 3HAOTEHHON MHAEKLMWU AOCTAaTOYHO C/I0OXHO C TOYKM 3pe-
HUA NOTUCTUKN. DK30reHHasa KOHTaMuMHaunsa MoAenupyeTcs ropasfo npouie nytem Aob6aBneHUsa B TKaHW 3KC-
nepuMeHTaNbHbIX XUBOTHbLIX ONPeAeNeHHoro KkonnyecTsa Bo3byantens TrO N3BeCTHONo NPOUCXOXAEHUA, C
KOHKPETHbIMU 6UONM0rnYeckuMmn xapakTepucTnkamm n M3BECTHbIM KOJTMYECTBOM UH(EKLMOHHOIO areHTa, 4To
onpegenseTca MeToAoM TUTPOBAHUA Ha YYBCTBUTENbHbIX XMBOTHbIX. HeKkoTopble WTaMMbl BO36yauTeNs no-
YECYXW M OAUH WITAMM, NoNAyYeHHblIli npn BC3 (301V). aganTMpoBaHHbIE K PA3MHOXEHWIO 0 BbICOKUX TUTPOB
B rpbi3yHax, 0COH6EHHO nokasaTtesibHbl B Ka4ecTBe MoAeneil 3K30reHHOro MHPULUPOBaHUSA (CM. NPUIOXKEHNE
C.1 NCO 22442-3:2007 n npunoxeHne D NCO 22442-3:2007). Bbibop moaenei Ans BanmaaunouHbix uccne-
[O0BaHWi orpaHu4yeH HeCKoNbKMMYU hakTopamu:

a) XOTA HaxoAAWMNACA B KOHKPETHON TKaHW He afanTMpoBaHHbIl K nepeceBam Bo3byantens TFD MoxeT
cumtatbCcs Hanbonee «afeKkBaTHbIM» B LeN1SX Banujauunm cnocob6os nHaktusauuu/yganeHns. cteneHb nHdek-
LMOHHOCTMN TakMx areHToB 06bIYHO HEeW3BECTHA U HUXe, YeM MHAEKLNOHHOCTb areHToB, afanTUpPOoBaHHbIX K
rpeizyHam (Wells. 2007):

b) AnsA paboTbl ¢ Bo3byauTenem BC3O n wrtamMmamu, nonyvyeHHbiMu npn BC3 M aganTMpoBaHHbIMU K
rpbi3yHaM, COrnacHO HopmaTuBHbIM TpeboBaHNAM HeobxoauMbl nabopaTopun € BbICOKAM YypoBHeM bBe3onac-
HOCTM, KOTOPbI/ He Bcerga AocTyneH. B ocHOBHOM nccneposaHusa ¢ Bo3byauteneM noyecyxu, agantupoBaH-
HbIM K FpbI3yHaM, CYMTATCA NPUMEHUMbIMU, HO C MONPAaBKOI Ha TO. YTO BbiiBNIsieMas YCTOAUYNBOCTb pasiny-
HbIX WTammMoB Tl K MHaKTuBauun He opuHakosa (Peretz. Supattapone et al.. 2006).

5 lMoTeHunanibHble METOAbI YHNUTOXEHNA BO3byauTenein TI3

5.1 MeTofbl MHAKTUBaLUN NH(EKLMOHHON akTMBHOCTKN BO3byauTenein T3

5.1.1 O6wwme NonoxXeHns

MHOrMe KOHTPONMPYIOLLINE OpraHbl PEKOMEeHAYT, 4To6bl, MO Mepe BO3MOXHOCTU, BO36yauTenun Tr3,
noTeHuManbHO 3apaxatlLlie cbipbeBble MaTepuanbl, 6611 MHAKTUBUPOBAHbLI, @ HE NPOCTO yAaNeHbl U3 Cbl-
pbsA. Hannune ocTaTOYHOrO akTMBHOMO areHTa MOXeT cTaTb BMOC/AEACTBMMN MOCTOAHHBIM PUCKOM CAy4YaliHoi
KOHTaMMUHauun n3genns, NonyvyeHHOro U3 TKaHw, a Takke KOHTaMuHauMnM NPOW3BOACTBEHHbIX NOMeLLeHui
n obopyaoBaHNss MHOropas3oBoro UCNoNb30BaHuA. K coxaneHunto, 60MbWNHCTBO PU3NYECKUX U XUMUYECKNX
MeTof0B, ABAALWMXCA IMPEKTUBHbIMU A1 MHAKTUBaALMM nepeHocumkoB TIMD. 4OCTAaTOYHO TpaBMaTUYHbI
1N 4acTO BANAKT Ha (DYHKUMOHANbHbIE XapakTepucTuku TkaHel. lnsa caHauun nomeL,eHnin n obopygosaHus,
KOTOPOE He MOXEeT 6blTb YHUUYTOXEHO MOocne OAHOKPATHOIO MCNOMb30BAHUA U/W 3alULLLEHO OT NPAMOro KOH-
TakTa C NOTeHUManbHO 3apaXeHHbIMM MaTepuanammu, NpeanoyTUTebHbl MeToAbl AeKOHTaMUHaL M, KoTopble
HafexHoO NHaKTUBUPYT BO3byauTenein TF3. a He NPOCTO UX yAansaioT.

5.1.2 ®n3nyeckmo MeToabl MHAKTMBALNMN MH(EKLMOHHON akTUBHOCTM Bo36yanTenein Trd

5.1.2.1 Tennoas obpaboTka

Mpu 6bICTPOM HarpeBaHWW C NOCTOAHHbLIM NepemMellnBaHneM CyCrneH3uu TKaHei rpbi3yHoB, UH(ULMPO-
BaHHbIX NOYeCyxoi, Habnwhann OTHOCUTENIbHO BbICTPYIO, B TeYeHNEe HECKOMbKUX MUHYT, MOTepl MMAeKLn-
oHHOocTu (Rohwer 1984), koTopas gocTurana npejena BbiiBASEMbIX 3HaYeHUn nepeHocunkoB TIr3. Tem He
MeHee MauepaTtbl U Cyxue npenapartbl areHToB T3 YacTUYHO COXPaHWAN NaTOreHHOCTb Aaxe nocne gAun-
TenbHOro TennoBoro Bo3geiicteusa (Asher. Pomeroy et al. 1986; Asher. Pomeroy et al., 1987; Taylor. Fraser
et al.,, 1994). Cyxoil xap okaszancsa mMeHee aMEKTUBHbIM, YEM BNaXHbIA, AN MHAKTUBALUK BO3GyauTenel
Tr3 (Taylor. 2001). [AeAcTBUTENBHO, B ABYX Ny6AuKaumsx, onucbiBawwmx nepegady stporeHHoid CID npu
onepaTuBHbIX BMellaTeNbCTBaX, XUpypruyeckne MHCTPYMEHTbl 6blin CTepunn3oBaHbl Cyxum xapom (Nevin,
McMenemy et al.. 1960; Foncin, Gaches et al., 1980)]. B ogHoli cepuun nccnegoBaHnini 66110 06HaPYXEHO, YTO
Hebo/blIas MHAPEKLMOHHOCTb NCTOYHUKA MoYecyXu (CKpeiinu) coxpaHsiach B Mense nocsae CoOXOKEHNA B Meun
npu Temnepartype He Bbiwe 600 °C (Brown, Liberski et al.. 1990). HO He npu 60nee BbICOKON Temnepatype
(Brown. Rau et al., 2004). i3genvs n3 6noTkaHein NnpakTMYeckn He BbIHOCAT TennoBy o0bpaboTky, Heobxoan-
MYI0 411 MHAKTUBALMKN NCTOYHMKOB TI'3. 6e3 notepun yHKLMN.
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Mpeanonaranocb, 4To ANs 3P PEKTUBHOW AeKOHTaMUHauum Bo3byauTenein TFD HeobxoamMmo BO3aeli-
CTBMe napa B aBTOK/laBe NMOPUCTON 3arpy3kn B TeyeHue No MeHbllell Mmepe 18 mMuH npu gasneHun 20 6ap.
OpHako aTo He noaTeBepaunock {Taylor and McBride. 1987). CornacHo pekomeHgauuam BO3. 1999. Takas
o6paboTka He nMpurogHa Ana AeKOHTaMUHaLuUM NOBEPXHOCTU, 3arpsA3HEHHON 3acoXwel TKaHbl U3 UCTOYHMU-
Ka. 3apaxeHHoro Tr3. KoHcynbTaHT LleHTpa KoHTponsa 3aboneBaemoctn CLWIA (USCDC) npeaynpegun, 4to
MHOrMe naTtoreHbl NepeHoCcAT TENMOBY U XUMUYECKY0 06paboTKy, eCn 3apaXeHHble NOBEPXHOCTU He Obln
TWwaTesbHO O4YMLEHbI, N YTO AN1A 6e30MacHOro MOBTOPHOrO MCMO/Ib30BAHWUA BCOX MEAULMHCKUX YCTPOWCTB
HeobxoaumMa TuwatenbHaa obpaboTka KpuTUYeckmx nosepxHocTei [Rutala W, akcnepTHas komuccusa no Tra
YnpaBneHnss No KOHTPO/ 3a npoaykramu un nekapctsamu CLUA (FDA) 17 wiona 2003. noceujeHne cTpaHuLbl
16 wiona 2009: http:/\vwwfda.qov/ohrms/dockets/ac/03/slides/3969s1 .html. Tem He MeHee TOT e KOHCY/b-
TaHT (Rutala, 2010) oTmeTunn, 4To BBUAY KpaliHeil peakocTn ATporeHHbix nepegay CJD, cBSA3aHHbIX C XUpyp-
TMYECKUMMN MHCTPYMEHTaMn (He oTpaXeHbl B MeAULMHCKON nuTepaType ¢ 1980). MOXHO NpenonoXuTb, 4To
TeKylime cTaH4apTHbIe METOAbl CaHaLMM U KOHEeYHas CTepuansauma Xupypruyecknx MHCTPYMEHTOB, BO3MOX-
HO. siBNatTCA adheKkTUBHbIMKU ANA yaaneHns areHta CID u cokpalwaloT puck 4o HeonpeaensemblX YPOBHEN.

Takas Habnwogaemas apekTMBHOCTb, CKOpee BCEro, ABAsSeTCA KOMOMHMPOBaHHbIM 3adhdekTom npea-
BapuTENIbHOWN OYMNCTKU 1 BAAXHOIO0 Xapa, a noTeHunanbHasa apPeKkTMBHOCTb TO/IbKO OAHOM0 N3 3TUX METOA0B
okaszanacb HepoctaTouHoit (Bundesgesundheitsbl-Gesundheitsforsch-Gosundheitsschutz. 2001. OenapTa-
MeHT 3apaBooxpaHeHuns Benukobputanuu. 2009).

5.1.2.2 Papunauus

Bo3byautenu TI'D ycTOWUYMBLI K MHAKTUBALUN KaK yNbTpadnoieToBbIM Tak 1 MOHU3UPYIOLWUM U3NTYyYeHU-
amu (Alper. Haig et al, 1966; Latarjet. Muel et al.. 1970; Latarjet. 1979).

5.1.3 Xumuuyeckne meTofbl MHAKTMBALUN WH(P EKLNOHHONW aKTUBHOCTM BO36yanTeneit TI3

5.1.3.1 O6paboTKa LWesI0YHbIM TMAPON3OM

Bospgeiicteue rugpokcuga NaOH (r IN. oco6eHHO Mpu MOBbIWEHHbIX TemnepaTypax) npusHaHo ag-
(heKTUBHLIM ANS NOAABAEHNA MHADEKLMOHHOCTU TID Kak B BOAHbIX CYCNEH3UAX, TaK U B TKAHAX, BblCOXLINX
Ha noBepxHocTax (Taylor. 2000). # WMPOKO UCNONb3yeTca B nabopaTopuax, 3aHNMaKLWNXCA nepeHocymKkamm
Tra (Brown. Rohwer et al.. 1984; Baron. Safar et al.. 2001). OgHako npumeHeHne NaOH cBfi3aHO Cc 60/bLWK-
MU puckamu (LiesiouHblie CBOMCTBa KOTOPOro 0CO6EHHO NPOSIBAAIOTCA B ropsAvyemM COCTOSSHUW U MOTeHLManbHo
B3pbIBOOMACHOro nNpu KoHTakTe c antomuHuem) (http://www.certifiod-lyo.com/safety.html). Kopposupytouwme
coiictea NaOH gns aBTOkN1aBOB, BO3MOXHO, NpeyBesiMyeHbl, Tak Kak 3TOr0 MOXHO M36exartb, ecnm gocra-
TOYHO OCTOPOXHO MOMellaTb PacTBOPbl B KOHTelHepax BO u3bexaHue NpsAMOro KOHTakTa C BHYTPeHHei no-
BEPXHOCTbIO aBTOknasa (Brown and Merritt, 2003; Brown, Merritt et al., 2005).

O6paboTka rugpookcug kanbumsa Ca(OH)2, WpokKo npumeHsiemas npu NpPou3BOACTBE XenaTuHa, okKa-
3biBaeTCA ropasfo MeHee appekTUBHONM, Yyem rnapookcns Hatpus NaOH gns nHakTusauumn MHEKLMOHHOCTHN
BO36yauTenen noyecyxm n bC3 M3 nHULMpoBaHHbIX NpenapaToB KOCTEN XNUBOTHbIX, XOTS NOBbIWEHNE TEM-
nepaTtypbl 3aMeTHO yBennumnsano adpekTnBHocTb 06paboTkm (Grobben. Steele et al.. 2005: Grobben. Steele
et al., 2006; Grobben, Steele etal.. 2006).

HekoTopble coefMHEHNA Ha LenoYHON OCHOBE (CMecu XMMUYEeCKMX BelecTB C Wesl0YHbIMWU  pacTBoO-
pamu) cunTalT TakuMmn xe 3P PeKTUBHbIMU, Kak HU3KME KOHLeHTpauuu wenoyn. S hekTMBHOCTb 3aBUCUT
OT KOHKPETHOro COeAUHEHUA, a Takxe OT TemnepaTypbl 06paboTKM U KOHLEHTPALMN KOHKPETHOTo NpoaykTa.
3TN MeToAbl ABNAITCA MeHee pa3pylunTenbHbIMKU ANA 6UOTKaHeli, HO B HacTosLWee BpeMsA OTCYTCTBYIOT UC-
cnepoBaHuA No cpaBHEHUO UX athhekTUBHOCTU C 3P PEKTUBHOCTLIO 06PabOTKM BbICOKMMMN KOHLEHTpauuamu
LLLesT0YN.

5.1.3.2 O6paboTka kuciotamm

MepeHocumkn TrD 3HAYMTENIbHO, €CAN HEe MOJIHOCTbIO, MOTYT 6biTb MHAKTUBMPOBAaHbLI BO3AelCTBMEM
KOHL,eHTPMPOBaHHOI MypaBbuHON kucnoTel (Brown. Liberski etal.. 1990) n, kak HefaBHO JoOKa3aHO, YKCYCHO
KUCNOTOW B pacTBope gogeuunncynbgata HaTpua (Peretz. Supattapone et al., 2006).

5.1.3.3 O6paboTka rasiongom v opyruMun OKUCAAKLW MMM areHTamm

FMnoxnopuT HaTpus (AoMallHWUA xnopcogepxalynii otéennsaTtesib Npy KOHUEHTpaumax r 5 %) 6bi1 npu-
3HaH 3P (PeKTUBHBIM AN UHAKTUBUPOBAHUA MH(EKLNOHHOCTN BO36yanTeneil TTD B CycneH3usax 1 Ha noBepx-
HOCTAX. KOHTAMWHUPOBAHHbIX areHToM noyecyxu (Taylor. 2000). 1 LLMPOKO MCNOMb3YEeTCA B TEX C/yYasx, Korga
KOppo3usa MeTannoB He ABnseTca npo6nemoit (Brown and Merritt. 2003; Taylor. 2004). XnopamuH u gpyrue
ranongbl okazanucb meHee adppekTuBHbIMM (Asher, 1986). PacTBOp nepekncu Bogopoaa Takxe nokasan He-
3 hEeKTUBHOCTb ANS AEKOHTaAMUHALUM UCTOYHMKOB TID (Taylor. 2004). X0TA B HU3KOTEMMEPATYPHO ra3oBoit
hopme OoH MOxeT 6bITb 60nee adhdekTuBHbiM (Langeveld. Wang et al.. 2003; Fichet. Comoy et al.. 2004;
Yakovleva, Janiak et al.. 2004; Yan. Stitz et al., 2004; Fichet. Antloga et al.. 2007).
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5.1.3.4 O6paboTka heHONOBbIMY Ae3nH(eKTaHTaMu

B xoae nccnepoBaHuii NpoAeMOHCTPUPOBAHO, YTO NaTeHTOBAHHbIA (heHON0BbLIN Ae3nHdekTaHT noga-
B/IAOT MH(DEKLMOHHOCTb UCTOYHMKA NOYeCyXMn B 3apaXKeHHOl cycneH3un Ao npegena ee obHapyxeHus (Ernst
and Race. 1993: Race and Raymond. 2004). O6pa6oTka camum (PeHOI0OM He CNOCO6GCTBYET UHIMOMPOBAHUIO
nHekunoHHocTn (Asher, Gibbs et al.. 1986).

5.1.3.5 O6paboTKka npoTeasoi

OCHOBaHHble Ha WWPOKO NPUHATON NMPUOHHO TEOPUM UCCIe[0BaHUA N0 N3YYEeHUI0 AeNCTBUA pas3nny-
HbIX BapuaHToB 06paboTku NpoTeasoil Ha UHEeKLMOHHOCTL BO3byauTeneit TI3 nokasanu pasfnyHble pe-
3ynbTathl (Langeveld. Wang et al.. 2003; Fichet, Comoy et al.. 2004; Yakovleva. Janiak et al.. 2004: Yan, Stitz
etal.. 2004: Jackson. McKintosh et al., 2005). Kak 661710 0TMeY€eHO Bbille, TUaTe/ibHass O4NCTKa, HECOMHEHHO,
BaXxHa ANA OCBOGOXAEHUA NoBepxHocTel oT 3apaxeHHocTn (Rutala and Weber. 2004). n o6pa6oTka npo-
Teas3oli. BO3MOXHO, cnoco6cTBYeT 3TOMYy npoueccy. OjHaKo ocTaeTcs HeACHbIM, 06nagaloT nn npoTeasbl 40-
NOJIHNTENbHBIM cneundryeckum CBONCTBOM NO MHaKTMBALUN MepeHocHnkoB T3 nyTem pacwensieHus npu-
OHHOro 6ernka.

5.1.3.6 O6paboTka ryaHugnuHOM ¥ APYTMMU XaOTPOMHLIMU XUMUUYECKUMU BeLLecTBaMu

CornacHo Hay4HbIM AaHHbIM, obpaboTka ryaHuanHom (Manuelidis, 1997) n gpyrumm XxaoTPOMNHbIMU XU-
Muyecknmu sewectsamm (Prusiner. Groth et al.. 1993) cHxaeT MHEKLNOHHOCTbL. B HeKoTopbIX Ny6ankaumax
npeanonaraeTcs, 4To o6HapyXeHHana WHakTuBauus Gblna o6paTUMON NP yaaneHun XxaoTPOMHOro XxmMuye-
ckoro BewecTBa (Prusiner. Groth et al.. 1993: McKenzie. Bartz et al.. 1998).

5.1.3.7 Komb6uHupoBaHHasa o6paboTka

OTaenbHble nccnefoBaHUsa NokasblBalT, YTO KOMOBUHaLUKM 06paboToK, NHAKTUBKPYIOLLME BO3OYyAMTENN
Tr3 n umerow e pasnnyHoe xumuyeckoe n usnyeckoe gelictBme, MoryT 6biTb 601ee ahPeKTUBHLIMU, YEM
Kaxgas obpaboTka B oTgensHocTu (Fichet, Comoy et al., 2004). Mpumepbl NoTeHLManbHO 3 HEKTUBHbLIX KOM-
B6MHUpPOBaAHHbIX 06paboTokK BkAoyaloT couetaHne NaOH ¢ HarpeBom (Taguchi. Tamai et al.. 1991), kunsueHne
B HeliTpanbHOM uncTsuem cpeacTtse (Taylor. 2004) n gelicTBue YKCYCHOW KMCNOTbl B pacTBOpe YMCTALEero
cpepctBa (Peretz. Supattapone et al., 2006). MoTeHUMaNbHOrO NOBPEXAEHNSA aBTOK/1aBOB MOXHO U3bexatb
nyTeM MCMNoNb30BaHNA 3aKpbITbiX KOHTEHEPOB ANA npefoTBpalieHna KoHTakta NaOH ¢ BHyTpeHHel noBepx-
HOoCTblo aBToknasa (Brown and Merritt. 2003: Brown. Merritt et al., 2005).

5.1.3.8 MoTeHUManbHble cnocobbl yaaneHns Bo3dyautenein TT3 u3 MeauLMHCKUX U3LENUIA, NONyYeH-
HbIX U3 HEXW3HECNOCOBOHOW TKaHu

B HacToslwee BpeMs OTCYTCTBYeT MHpopMaLumusa 06 akcnepuMeHTanbHOn Banugaumm MeTofoB A5 aHa-
nn3a nsgenunii, NosiyyeHHbIX U3 TKaHel, C Leblo CHUWXKEHUS MHPUUMPOBaAHHOCTK BO3byauTenem TI3. 3a uc-
KNYeHnem aByx ny6nunkaunin. B ogHoOM uccnegoBaHumn AN yganeHns UCTOUYHUKA NOYeCcyxXu M3 TBepaol Mo3-
rosoli 060104k xoMsika ucnonb3osann NaOH (Diringer and Braig. 1989). a B ApyroM — NpUMEHANN BbICOKMNE
TemnepaTypbl ¥ AaBfieHWe B C/lyyae MACHOrO NpoAykTa ¢  WMHUUMpOBaHMEM areHToMm nodyecyxu (Brown,
Meyer et al.. 2003). B 0601x cyyasx HECMOTPSA Ha TO 4YTO HabAAANN 3HAYNTENbHOE CHUXeHNe MHpuunpo-
BAHHOCTW. HN OAMH W3 UCMOMb30BaHHbIX METOAOB MHAKTUBALMWN HEe NPUBOAUN K NOAABAEHUI0 UHHEKLNOHHO-
CTW [0 YPOBHSA HUXE Nopora BbIABNEHNSA.

MpumeyaHune — B MeauUMHCKoW nuTepaType coobLLaeTcst 0 pa3HOO6pa3HbIX METOAAxX, UCMONb3yeMbIX B Ha-
CTosILLee Bpems AN1A CTepuam3aunmn U3genuii, NoyYeHHbIX N3 HEXM3HECNOCOBHON TkaHM YenoBeka (BkYaa ramma-o06-
NyyeHune ¢ paguonpoTekTopamu Uam 6e3 HUX. a Takke pas/inyHble XMMUYecKne fe3nHpuumpyowe 1 CTepununsyolme
peareHTbl, cpean HUX feTepreHTbl, Nepekncb Bogopoaa, cnuptsl, okucnautenu [McAllister. Joyce et al.. 2007) n rugpokeug
HaTpusi (Hannah. Belay et al.. 2001)); no kpaiiHeli mepe, HEKOTOpble U3 3TUX 06PaboTOK B ONpefeneHHo CTeneHn yxya-
wanu yHKUMOHaNbHbIE xapakTepucTukn nsgenunii (McAllister. Joyce et al.. 2007). MocpeACTBOM HEKOTOPbIX METOA0B
[OCTUranoch 3HAYNTENIbHOE CHKEHWNE KOMMYECTBA SKCNEPUMEHTa/IbHO A06aBNeHHbIX 6akTepuii (rapaHTMPOBaHHbIN ypo-
BeHb CTepunbHOCTK (SAL) 10~3. 3HaueHune SAL. pekomeHayemoe POAANSA MMNAIAHTMPOBAaHHBIX KNETOK YenioBeka, TkaHelh
1 NPOAYKTOB, MOMYYEHHbIX U3 TKaHeli, KOTopble NepeHOCAT cTepunusaumio, pasHo 10-6).

5.1.3.9 HeadhdhbekTnBHaa obpaboTka

Fa3oobpasHas OKUCb 3TUNEHa, CNUPTLI, PTyTbCOoAepXalyne Ae3nHdeKkTaHTbl U HEKOTOPbIE Apyrue BUabl
06paboTKM, KOTOpble 0BLIYHO UCMNONBL3YIOT A8 Ae3NHAEKLUUN UK CTepUIn3aLm NOBEPXHOCTENR, okasannch
HenpurogHbiMu Ana obessapaxunsaHusa areHToB TI'3; uccnegosaHns ¢ Takumm obpaboTkamu BecbMma orpa-
HuueHbl (Asher, 1986). Anbaernbl He TO/IbKO He MHAKTMBUpOBann Bo3byauteneit TFS. HO u moran ctabunu-
31MpoBaTb UX MHPEKLNOHHOCTbL UK ee nposieneHune (Taylor and McBride. 1987; Brown. Uberski et al.. 1990).
Opyrne HeadpekTUBHbIE MeToAbl 06paboTKM nNpuBefeHbl B JOKYMeHTe npasuTenbcTBa BenukobputaHuu
(DOHACDPTSEWG, npunoxeHue C), B KOTOPOM NpuBefeH CNNCOK Headp(heKTUBHbIX MeTOA0B 06paboTKu.



FOCT P 58164—2018

5.2 MeTogbl yaaneHns MHMeKLMOHHOW akTUBHOCTN BO36yauTeneli TI3 6e3 nHakTmBauum
MHM OKLMOHHOCTH

XoTa m3nyeckne MeToAbl, Takue kak xpomartorpadus, cegumeHTauusa, uabtpaums n QpakumoHu-
poBaHue. NoTeHUNanbHO CNOCO6GHbI YMEHbLIUTL CTeNeHb UHMEKLMOHHOCTN Bo3byanTeneir T B CMOXHbIX
6unonornyecknux cuctemax [Hanpumep, KPOBb 1 €e KOMNOHEHTHI 1 Nna3ma nee dpakyun (Foster. 2004)], mano-
BEPOSITHO. YTO CE/IEKTUBHOE yaaneHne Bo3byautenein TT3 n3 HENOBPEXAEHHbIX HEXWN3HECNOCOOHbIX TKaHel
BbINO/THUMO.

6 3SKcrnepuMeHTaNbHasi Banuaaums MeToAoB YHUUTOXeHUs Bo36yauTteneii M9
B MeAULUNHCKNX U3eNnUsIX, CoAepXalnX HEXN3HECNOCO6HbIE TKAHU XXUBOTHOIO
NPOUCXOXAeHUs

6.1 O6WwMe NnonoxeHus

Mpu TOM. 4TO NMWb HE6ObLIOE KONYECTBO UCC/IeA0BaHNI NOCBALEHO NCNOb30BAHNIO METOA0B CHU-
XEeHNa nnun anuMmuHaumm sos3byauteneit TT3 N3 3K30reHHO KOHTAMUHUPOBAHHbIX TKAHEN YenoBeka, npakTuye-
CKM HeT paboT No AeKOHTaMWHaL MW TKaHEe XMBOTHOrO MPOUCXOXAEHMSA. Kak N310XeHO B cepun cTaH4apToB
MNCO 22442 (4yeTblpe YacTu cTaHfapTa), Hanbonee NoAXo4AWMM METOAOM A1 YMEHbLUEHUS pucka sBaseTcs
TWwaTtenbHbIi 0OT60P XMBOTHbIX U TKAHEW HU3KOr0 pucKa, a Takke Hajnexalwinin Nnpon3BoACTBEHHbIN npouecc
(GMP) ansa cokpaleHns BO3MOXHOCTEW 3K30reHHOW KOHTaMWHALUN HEPBHbIMU TKAHSIMU W. B MEHbLUE cTe-
neHu, TMMOPETUKYTAPHBIMU U KW eYHbIMKU TkaHaMu (McAllister and Joyce. 2007).

6.2 OnpepeneHne rpynnbl NPOAYKTOB ANA NPOBeAEHUA BaNUAaLNOHHbIX UccnenoBaHnii
c Bo3byautenamu Tra

B uenax peanusauuu npeameTa HacTofWeEro craHgapra onpefeneHne rpynn npoAyKToB MPUMEHUMO
TakK Xe. KaKk U B onpegeneHuu rpynn, onucaHHbix B pasgene 4 AAMI TIR37.2007, koTopble noaxoAsaTt AN
Ba/IMAALMOHHOrO aHannsa MeTof0B YHUUTOXeHus/yganemus so3byanteneit TT3 13 MeAULUHCKNX M3Aenuid,
MCNO/b3YIOLNX HEXN3HECNOCOOHbIE TKAHN XXMBOTHOIO NPOMCXOXAeHMA. MpoayKTbl, Bbi6paHHble ANA Banuga-
LLMOHHOTO UccnefoBaHus, AO/KHbI, N0 BO3MOXHOCTM TOYHO, COOTBETCTBOBAaTb KOMMEpPUYECKUM MPOAYyKTam u,
C TOYKM 3pEeHUs OfHOro aKkcnepta uan 6onee, 6bITb NPUEMNIEMBIMA B KAYECTBE PEASIMCTUYHBLIX U penpeseH-
TaTUBHbIX NpefcTaBuTeneli BCcero cemeictsa NpoAykToB (OCHOBHOI MPOAYKT, 3KBUBANEHTHbI NMPOAYKT nan
UMUTUPOBAHHbIA NPOAYKT, Kak onpefeneHo B 4.3.2—4.3.4 AAMI TIR37:2007).

6.3 Bbl60Op u nccnefosanne npoaykta AN yCTAHOBAEHUSA U NOATBEPXAEHUA MHDULUpYOLW el
[03bl BO36yanTena Tra

B HacToswem cTaHgapTe onpefeneHne NPOUCXOXAEHWS Wccneayemoro npoaykra, ycnosuii otéopa
npo6, BbIGOP 60MbLLWIOrO Yncna napTuin Ana TecTUPOBaHWUA, MeToAbl PaboTbl C XUAKUMU IKCTPaKTaMu U3 Uc-
cnepyembix NPOAYKTOB (Tak Kak NpsiMble OLEHKM 06pa3LoB U34eNns B L,e/IOM Ha XUBOTHbLIX 06bIYHO HEBbLINO/-
HUMbI) AO/DKHbI GbITb CXOA4HLIMW C ONMCaHHbIMU B naparpage 5 AAMI TIR37:2007, koTopble noaAxoaaT Ans
Ba/nMAaLMm NpoLeccoB yHUUTOXeHuss/lyganeHusa Bosbyantenein T3 B MeAULUHCKUX U34e/MAX, MONYUYEHHbIX
npyv NCNONb30BAHUN HEXU3HECMNOCOGHbIX TKaHEl XUBOTHOIO NMPOUCXOXAeHMA. HeobxoaMmMo OTMEeTUTb, YTO
aHanus Bo3byautenein TF3 nubo B NnpegBapuTenbHbIX UMMYHHbIX TecTax onpefeneHns yCTONYMBOro K npore-
asam 6enka PrPTSE, nn60 0co6eHHO B NOCAeAYOLWNX TeCTax Ha XWBOTHbIX, KOTOPble TEXHUYECKN 3HAUYNTENb-
HO 6onee CNoXHble, BpemAsaTpaTHble (Mecslbl UK rofbl 4N 6MOOLEHKU) N 4OPOrOCTOSALLME B CPABHEHUN C
TectaMu Ha KynbTypax 6aktepuii u rpubos, YTO HEO6X0AMMO yuYnTbiBaTb NpU BbiGOpe KONMYecTBa NOBTOPOB
npu nccnefoBaHUAX.

6.4 MaTtepuansl, UHpnunposaHHble Bo3byautenamm Tra

N3 HEMHOTrOUMCNEHHbIX, HO MOCTENEHHO HaKaNMBAKLNXCA AaHHbIX CNeAyeT, YTO. XOTs BCce BO3GyauTenu
Tr'3 nmeloT cpaBHMMbIE BUoiormyeckme n rusmyeckne xapakTepucTukM, BkIOUYas BbICOKYI pPe3nCTeHTHOCTb
K MHaKTUBaLWUM pas3/iMyHbIMU BO34EWCTBUSMU, pasHble WTaMMbl 3HAYUTENIbHO Pa3fiMyalTcs B CTENEeHU 3Toi
pesncteHTHoCTK (Taylor. 2000) (Peretz. Supattapone et al.. 2006). Mpu aHanu3e UHPULUPOBAHHbLIX TKaHeMn
LuenecoobpasHo BbibMpaTb WTamMMbl BO36yanTens TI3. 6onee ycToiumMBble K M3y4yaemMoMy MeToAy MHaKTuBa-
LUK, Y4NTbIBAS, YTO UCMNOb3yEMbIi MaTepruan uMeeT OTHOLIEHME K MPON3BOACTBEHHOMY npoueccy. HecmoTps
Ha TO 4TO XygAlWwii BapuaHT B NMPOU3BOACTBE Masio peasiMcTUYEH, NOrucTuka mogesnein Banujauum o6blUHO
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BK/lOYaEeT MCMOMb30BaHNe TKaHOW C OYeHb BbICOKMMU KOHLEHTpauusamu Bo3dyautens TI9 (kak npasuio, aTo
CycneH3nn MHULMPOBAHHONM TKaHW Mo3ra, hparMeHTbl UauM mauepatbl). Mpuyem cnegyeT yunTbiBaTb, YTO
TakMe matepuasbl, O4eHb 4acTo NPUroTOBAAEMbIE U3 MO3ra PbI3yHOB, UHAPULMPOBAHHLIX WTaMMaMy BO36Yy-
antensa Tr3. aganTMpoBaHHbIMMK K rpbi3yHaM (0CO6EHHO BO36yAnTeNb NOYecyxu), MOTyT He COOTBETCTBOBAaTb
TKaHAM, MHMULUPOBAHHLIM €CTeCTBEHHbIM MyTeM MO KO/IMYEeCTBY UAN GUOMOrMYECKUM 1 (PU3NYECKUM CBOIA-
cTBaM BO36yAuTENS UNU MO APYIMM XapakTepucTukam maTpukca (MCXO[HON TKaHw).

Tem He MeHee B OCHOBHOM He MpefcTaBnseTcs BO3MOXHOW Banujauns cnocob60B yHUUYTOXEHNA BO3-
6yanteneii TTD U3 CbipbeBbIX MaTepnasioB, 3a UCKIIOYEHNEM KOHTamMuMHauuu wrtamMmmamu Bo3dyantens Tr3,
afanTUPOBaHHBIMU K FPbI3yHaM, MO HECKO/IbKUM MPUYNHAM:

a) TMTpbl BO36yanTens TI3 B TKaHAX, UHPULMPOBAHHbLIX €CTEeCTBEHHbIM NMyTEM, HEU3BECTHbI, TakK Xe
KakK 1 UyBCTBUTE/IbHOCTb AOCTYMHbIX BUAOB IPbI3yHOB MH(MLMPOBAHWIO MOJIEBbIMU U30/8Tamu (Kak npasuo,
cnabas). TkaHW, Kpome TKaHell mo3sra, UMeloT ropasfo 6onee HM3kme konuyectsa PrPTSE (4acto He o6Hapy-
Xusaemble) 1 60nee HU3KME 3HAYEHUA UH(PEKLUMOHHOCTU, YEM TKAHWN MO3ra;

b) XOpOLWO OoxapakTepn3oBaHHble CTaHAapPTHble 3TaSIOHHble Matepuasbl, MPUTOTOBMEHHbIE N3 TKaHel
XWBOTHbIX, MHPULNPOBAHHBIX €CTECTBEHHbIM NyTEM, NOKA LWMPOKO He AOCTYMNHbI;

C) TpaHCreHHble MbIlWK [MAn apyrue rpbi3yHbl, Hanpumep eBponelickme necHble noneskn (Nonno. DiBari
et al.. 2006)]. 4yBCTBUTE/IbHbIE K MH(ULMPOBAHUIO NONEBLIMU N301SiTAaMUN BO36yauTeneit TFJ. WMPOKO He Ao-
CTYMHbI. 32 UCKIOYEHNEM OTAENbHbIX UCCefoBaTeNbCkux nabopaTopuii.

6.5 MpuUrogHoCcTb 6MOMETOA0B Ha XUBOTHbIX (06GbIYHbIE N TPAHCTEHHbIE MbILWW, Apyrue
TPbI3YHbl, CENIbCKOXO3ANCTBEHHbIE XNBOTHbIE)

Bo3bygutenn TF3. aganTupoBaHHbIe K Tpbi3yHaM, 06bIYHO MOJsly4YaeMble U3 WTaMMOB OBEeYbEN noyecy-
XW. a BnocnegHee spems Takke npu BC3. ncnonb3oBanu B aKCNepuMeHTabHbIX UCCNEA0BAHUAX 4NA U3yde-
HUA MeTO0B WHIMOGMPOBAHUA MHAEKLLMOHHOCTUN areHToB, 06aB/IeHHbIX B pa3/IMyHble CbipbeBble MaTtepuanbl
N NPOMEXYTOYHbIE NPOAYKTLI. LUTamMm B0O36yauTens novecyxu 263K. aganTupoBaHHblii kK xoMmsikam (Nazor,
2005). n cxoxue wrammbl (Peretz. Scott et al., 2001), uccnefoBaHHble Ha CUPUNCKUX 30/IOTUCTLIX XOMSAYKaX,
6611 0c06eHHO nonesHbiMu. Wtamm 301V areHTa BC3. aganTUpoBaHHbI K MbllaM ¥ UCCnefoBaHHbIN Ha
06bIYHbIX Mblllax, NO3BONAET fyylle CNPOrHo3MposBaTb BO3MOXHOE pacnpocTpaHeHue so3byautena BCI B
TKaHAX KpynHoro poratoro ckota (Grobben, Steele et al.. 2005).

TpaHcreHHble MbilwK, pa3paboTaHHble AN1A 3KCNpeccuyn aMUHOKUCNOTHOW nocnefoBaTeNbHOCTU reHa
PRNP gpyrux Bugos, MOryT 6biTb NMONE3HbIMU B OTAENbHbLIX CAyyYasX, HO NPU 3TOM BO3MOXHbI HEKOTOpble
npo6nemsl:

a)y Mbllel c Ype3MepHOW aKkcnpeccneil NPUOHHbLIX 6€/1KOB pa3BMBalOTCA HETPAHCMUCCUBHbIE HEBPO/IO-
rmyeckme 3aboneBaHunsa, rmcTonaTtonornyecky HanomuHawwme Tr3. 4To UHOraa 3aTpyaHAEeT nHTepnpeTaymio
pe3ynbTaTtoB uccnegoBaHnsa nHdekunonHoctn (Nazor. Seward, et al.. 2007);

b) 60nbWNHCTBO NMHNIT PRWP-TpaHCreHHbIX Mbllleli B HACTosILWee BpeMs MOryT 6biTb MO/TyYeHbl TOMbKO
HenocpeAcTBEHHO OT pa3paboTUmnKoB.

Mo cpaBHEHUIO C OTAENbHBIMU IMHUAMU OObIYHbIX Mblle K HACTOSALWEMY BPEMEHN NPENMYLLECTBO Mbl-
Wwei ¢ aKkcnpeccueld aMUHOKUCIOTHOW nocnegoBaTenbHOCTU 6blubero reHa PRNP He 6bin10 goka3aHo, XoTs
OTAeNbHble NUHUN MOTYT 6bITb 6051€e YyBCTBUTENbHbIMU. Bo3byauTenn Tr3. nonyyeHHble OT YenoBeka, He
4acTo BbI3bIBAOT 3a60/eBaHve Yy 00blUHbIX Mbllel, U, Tak Kak nccnefoBaHus, UCNoNb3ylolme Hevyenose-
Koo6pasHbIX MPYMaToB, CTAHOBATCA BCe 60/iee TPYAHO BbIMO/THUMbIMU, TPAHCTEHHbIE MbIWW C 3KCnpeccuei
aMWUHOKUCNOTHON nocnepoBaTenbHOCTM reHa PPWPuyenoBeka cTaHOBATCA Hanbonee nNpakTUUYHbIMK A4NA U3Yy-
YeHna WHpeKUnoHHOCTN Bo3byanTened TFD mnm UHgekunoHHoro npouecca. Kak oTMeyeHo, eBponeickme
NecHble MOJIEBKN BbICOKOYYBCTBUTENbHbLI K pagy Bo3byauteneli TI3 (Cartoni, Schinina et al. 2005; Nonno.
DiBari et al.. 2006; BO3. 2006: Cartoni. Schinina et al.. 2007), ogHako OHW OKa3a/nCb OTHOCUTE/IbHO MeHee
YYBCTBUTE/bHbIMU, YEM MbIlWK, K BO36yanTento BC3 n k noasnsawwemyca wtammy Nor98 so3byamutens no-
Yecyxu; K TOMY Xe pa3BoAMMble NOSIEBKN LUMPOKO HE AOCTYMHbI.

MOXHO yTBEpXAaTb, YTO CNOCO6bI YHNUTOXEHUS MHPEKLMOHHOCTU BO36yauTenein TF3 XNBOTHOIO Npounc-
XOXAEeHUS AO/MDKHbI 6bITh HaANexXalmnm 06pa3om N3yyeHbl, NCMONb3YSa MaTepuasbl OT eCTECTBEHHO 3apaxXeH-
HbIX XXMBOTHbIX HA BOCMPUUMUUBBIX K 3TOMY LUITAMMY XMWBOTHbIX TOrO XXe BUAa; XOTS UccnefoBaHusA natoreHesa
BC3 Ha Tenatax (BO3. 2006; Masujin. Matthews et al.. 2007) n noyecyxu y oBel, (Hadtow. Race et al.. 1979;
Hunter. Foster et al., 2002: Hunter and Houston. 2002; Hunter. 2003) 6b1211 BeCbMa OrpaHUY4eHHbIMU, B Le/1IOM
n3yyeHue nogaBneHns MHeKLMoHHOCTM Bo3byauTeneii TT3 Ha KPYNHbIX XXUBOTHbLIX HE NPaKTUKyeTCs.
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6.6 NMepcnekTnBbl pa3paboTOK KNETOUYHbIX KYNbTyp ANA UCCNef0oBaHNA MHA EKLMOHHOW
aKTUBHOCTK BO3byauteneinn Trd

CyuiecTByeT OnncaHne HECKOIbKUX K/TETOUYHbIX JIMHWIA, KOTOPble NOAAEPXUBAIOT PA3MHOXEHNE OTAENb-
HbiX Bo36yauTeneit TFD (Klohn. Stottze et al., 2003: Kocisko. Morrey et al., 2004; Kocisko. Engel et al., 2005;
BO3, 2006; Liu. Sun et al.. 2008). XoTs1 Ha kneTkax He 6bl/I0 NPOAEMOHCTPUPOBAHO KAaKOro-/IM60 BbipaXXeHHO-
ro umTonaTuyeckoro adpdpekra, B HEKOTOPbIX cnyyasx 6enok PrPTSE peTekTupoBasncs. Takoi KNeToUHbI TecT
okasasncsa ropasgo 6onee 4yBCTBUTENbHLIM, YeM NpAMoe obHapyxeHue 6enka PrPTSE B ncxogHol nHduumn-
poBaHHOW TkaHu. K coxasneHuto, nofob6Hble MeToAbl Ha KNeTOUYHbIX Ky/bTypax He 6blin paspaboTaHbl A
o6HapyxeHuns Bo3byauTenein BC3. noneBbiX M30N1ATOB BO3GYANTENEN NOYeCcyxn oBeL, unun Bo3byautenein Tra
YenoBeYeCcKoro NPoMCXoXaeHns. JononHUTENbHO NpeacTaBNANn Npob6aemMy NOXHO-NONOXNTENbHbIE pPe3yb-
TaTbl 06HapyxeHunsa 6enka PrPTSE (Vorberg. Raines et al.,, 2004). Pa3pab0oTka HageXHbIX U YYBCTBUTE/bHbIX
METOA0B Ha OCHOBE K/IETOYHbIX KyNbTyp ANa B0o36yauTeneit TT3 XUBOTHbIX BYAYT 3HAYMTE/IbHO CNOCOGCTBO-
BaTb BanngauMm mMeToA0B YHUUTOXEHUA areHTOB B MaTepuanax XMBOTHOTO NPOUCXOXAEHUS.

6.7 Koppensuun mexay konnyectsom 6enka PrPTSE n metogamu oLeHKN MHG EKLUOHHOM
aKTMBHOCTM BO3GyauTeneir Tra

XoTa 6enok PrPTSE 06bI4HO 06HapYXNBalOT B TKAHAX U 3KCTpakTax TkaHel, MHpULnpoBaHHbIX BO36yAN-
Tensamu Tr3. pag nccnegosateneli He cMorin 06HapyxuTb PrPTSE B MaTepuanax ¢ BbICOKOW 3apaxatrolei
akTuBHOCTbIO (Lasmezas. Deslys et al., 1997; Manuelidis, Fritch et al.. 1997; Manson, Jamieson et al., 1999;
Race. Meade-White et al.. 2002; Barron. Campbell et al.. 2007; Piccardo. Manson et al.. 2007). Bonee ToOrO,
MMMYHOpeakTUBHble 6enkn co cBoiicTBaMun PrPTSE 6bin 06HapYXeHbl B TKAHAX, He coAepXalx NCTOYHMKA,
nepegatouiero ry6yartyto aHuedanonatuio. Heckonbko nccnegosatenein NpuLLAN K 3ak/10YEHNIO0, YTO B TKaHAX
XWBOTHbIX, KOTOPblE HUKOTAA He noaBeprannch AeicTeunio Bo3byauteneii TT3, MOXeET NPOUCXOANTb UHAYKUUSA
MHMeKUnoHHol akTuBHocTu (Yuan, Xiao et al.. 2006; Deleault. Harris et al.. 2007; Castilla, 2008; Jackson et
al., 2009). CyuwecTByloLne NpoTUBOPEeUnBbIE pe3ynbTaTbl TPebyT ckopeiwero nposcHeHns (Aguzzi, 2007),
M UX Heo6X0AMMO yuUnTbIBaTh NPY UHTEpNpeTaLun pe3ynbTaToB nccaenoBaHuii Ha 6enok PrPTSE.

HecMoOTpsi Ha TO YTO B HECKO/IbKMX My6MKaumnsax coobwanochb, YTO HOBbIe METOAblI HA OCHOBE BbisiB/IE-
Hus 6enka PrPTSE 60onee 4yBCTBUTENbHbI, YeM GMONOrMyeckme TecTbl Ha rpbidyHax (Safar, Cohen et al.. 2000;
Safar. Scott et al.. 2002; Lee. Long et al.. 2005; Safar. Geschwind et al.. 2005. Castilla. Saa et al.. 2006; Soto,
Estrada et al., 2006). naHHble pe3ynbTaTbl cieAyeT He3aBUCUMO NMPOBEPATb B CPABHUTE/IbHbIX CNENbIX U paH-
LOMWU3NPOBAHHbIX UCCNe0BaHUAX.

6.8 CHMXEeHUEe NH(EeKLMOHHON aKTUBHOCTU UM HEBO3MOXHOCTb ee onpegefnieHns B npegenax
YYBCTBUTE/ILHOCTM MeTOoAa fEeTeKTMpoBaHus

MopTBepxAeHHOe CHUXEeHWe MHMEKUMOHHON akTUBHOCTU (MKW. B KayecTBe npeABapuTe/lbHOro atana,
onpepenexHne konumyectsa PrPTSE) cuntaoT MHMOPMAaTUBHBLIM NPU UCMOIb30BAHUN HAaAEXHbIX METO/0B C f,0-
CTaTOYHbIM KOSIMYECTBOM NOBTOPHbLIX 3KCNEPUMEHTOB 1 NMPO6 B KaXA0M aKCnepumeHTe 415 o6ecneyeHns Boc-
NPOV3BOANMOCTMN pe3ynbTaToB. Tak Xe. Kak U AN OLEeHKN CHUXKEHUS UH(EKLMOHHOCTUN APYTUMUN UHEKLUOH-
HbIMW areHTamu, cnefgyeT KpaiiHe OCTOPOXHO BOCMPUHUMATbL pe3yfbTaTbl pasHbliX METO0B, 0COGEHHO Koraa
CHMXeHue cocTaBnseT meHee 1000-kpaTHoro. Mo aToli NpMUYNHE peKoMeHAO0BaHO NpoBeAeHNe ABYX Banuan-
POBAHHbIX CNOCO60B CHMWKEHNA WHMEKLUMOHHOCTN. OCHOBAHHbLIX Ha Pa3HbIX XMMUKO-(DU3NYECKMX MPUHLMUNAX
[(«opToroHanbHocTb» (Trejo. Hotta et al.. 2003)] B Nt060I/ NPON3BOACTBEHHON CXxeMe, NnpefHa3Ha4YeHHOW Ans
CHUXEHUS pucka KoHTamuHauuu. B onucaHum 6monornyeckux npoayktos B pernameHTax FDA o603HauyeHO
crefytwoliee: nNpyu 1UCMNosib30BaHUN KaxA0ro U3 iByx CNoco60B CHUXeHNE MHAEKLMOHHOCTN N0 MeHbLell Mepe
B 10 000 pa3 no3BoNUT yTBEPXAaTb O CHMXXEHUN pPUCKA KOHTaMUHaL MW onpefesieHHbIM NaToreHoM A0 npuem-
N1eMOoro ypoBHA B YC/I0BUSIX NpoOBeAeHWNs Npou3BOACTBeHHOro npouecca (Farshid, Taffs et al., 2005).

6.9 OnpepeneHne KoMyecTsa NOBTOPHbLIX Banuaauuin, HE06X04UMbIX AN 060CHOBAHUSA
BbIBO4A O CHUXEHUU UH(DEKLMOHHOCTHK, a He 0 pa3bpoce JaHHbIX NPU NpoBegeHnn
nccnepoBaHus

KonnyectBo NOBTOPHbLIX UCC/IeA0BaHWIA 1 MOBTOPHbLIX aHANN30B B KaX/A0M MCC/Iefl0BaHUN OnpefeneHo B
60M1bLION CTENEHN pa3bpoCoM AaHHbIX MPU aHannse n n3yyaeMblM CNOCO6OM CHUKEHUSA naToreHHocTw. Mpega-
naraemblii MeTof onpeAeneHus Heo6XOAMMOro KO/IMYecTBa BanUaUMOHHbIX UCCNeA0BaHWi JOMXKeH 6biTb
HafleXXHbIM, T. e. BanufjaLuoHWbie UccnefoBaHWs cnedyeT NPOBOAUTb NPU TexX Xe YCNOBUAX, NPU KOTOPbIX
OCYLLeCcTB/AETCA NPOM3BOACTBEHHbIN nNpouecc (pH, MoHHas cuna, TemnepaTtypa U opraHuyeckas Harpyska).
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6.10 HeobxogumocTb Banujaunnm cnocoboB NO3TANHOTO YMEHbLIEHNA KonnyecTsa 6enka
prpTSE U MH(PEKLMOHHOI aKTUBHOCTU MO CPABHEHUIO C NPOLECCOM Banujauum B LEesom

HecmoTpsa Ha TO 4YTO NpeAcTaBnAeTCcs payuoHaibHbIM BanuampoBaTb 3 EKTUBHOCTb BCErO MPOU3-
BOZCTBEHHOrO npolecca nyTeM BbipaXeHHO UHAKTUBALMM COOTBETCTBYIOLLEr0o MH(ULMpYOLLero areHTa TI3,
BHECEHHOIO B UCXOAHbI MaTepnan B yC/I0BUSX KOHTPOSIMPYEMOro NI0THOTO 3KCNeprMeHTa, MogenupyoLlle-
ro TEXHONOTMYECKNin NpoLecc MosyYeHNs KOHeYHOro NPoAyKTa, NOMHOCTbI CBOGOAHOrO OT AeTeKTMpyeMoro
UHpMLMpYlOLLEero areHTa, Takasi Banugauuns MoxeT 6biTb He LOCTUXMMOW MO HEeCKONbKAM npuynHam. Beo-
AMMasi B UCXOAHbI MaTepuan HavyanbHas WHMEKUMOHHAs akTUBHOCTb MPU 3KCMEPUMEHTA/IbHOM MoZenu-
poBaHun TI'3 MOXeT 6bITb HE3HAYNTENBLHOW; pas/inyHble 3Tanbl MOTyT CYLWeCTBEHHO pa3baBuTb KOANYECTBO
BBEJEHHOr0 UCXOAHOr0 MaTepuana B KOHEYHOM MNPOAYKTE, YTO MOXEeT MOBAUATbL Ha JOCTOBEPHOCTb MONYy-
yaemoro pesynbTaTa npu Banugauun. Ecnu B o6pasue nHpuumpyolwas go3a CylL,ecTBEHHO CHU3uNach B pe-
3yfnbTate pasbas/ieHUss, TO MOXHO NOMYYNTb JIOXHO OTpuULaTesNbHbI/ pesynbTaT. PeweHneM 3710l npobriemsl
MOXeT GbiTb NpOBeAeHMe UccnefoBaHus 6oNblLIEero KonmyecTsa 06pasLoB, YTO Yalle BCEro HeBbIMOTHUMO.
COOTHOLIEHNE «MOBEPXHOCTb — 06BbEM» HE CO6MI0AAETCS B YMEHbLUEHHbIX MUIOTHLIX MOAENSX.

Takum o6pa3om, aHasOrMYHO MeToaM BUPYCHOW AeKOHTamuHauuu 6uonornyeckmx npodykrtos (QA5
«OLueHka BUpPYCHOW 6e30MacHOCTM BMOTEXHOIOTMYECKNX NPOAYKTOB, MOJIYYEHHbIX U3 K/IETOUYHbIX JIMHUIA Ye-
NI0BEYECKOTO UM XMBOTHOIO MPOUCXOXAEHUA». MexayHapoaHasa KoHgepeHuus no rapmoHusauum. 1998,
noceuwieHne ctpaHuubl 16 utona 2009: htlp://www.emca.europa.cu/pdfs/hurnan/ichyQ29595cn.pdf) B cnyyae
Bo3b6yauTeneit TFTS TpebyeTca BBeAeHME GOMbLIETO KOMYECTBA NPOMEXYTOUYHbIX CTaAu Ana mMuTauum
peanbHbIX YCNOBMWI TEXHOMOrMYECKOro npolecca B LEe/I0OM, a 3aTeM NpoBejeHue pacyeta noTeHUuanbHow
o6Lei adhheKTMBHOCTMN BCel cXeMbl NPOM3BOACTBA NyTeM J06aBNeHUs OPTOrOHaIbHbIX MOHUXAKWUX KO-
huumeHToB B Iorapudmmyeckom maclitabe Ana nonyyeHns obLLero NnoHMXalolWero nokasarens B norapud-
MMUYeckoMm MacliTabe, yuuTbiBasi CONyTCTBYHOLME HEONPEAENEHHOCTH.

MoHnxatowmne KoathuyMeHTbl KaxAoro atana co CXoA4HOW UHAKTMBALMER AN MeXaHM3MOM YHUUYTOXe-
HUS He JO/KHBI 6bITb fJ06aBNEHbl B KYMYNATUBHBIA MOHMXaWWNA KoadduyneHT. JanbHelilee pykoBOoACTBO
no BanupauMoHHbIM uccnenoBaHusam npusegeHo B NCO 22442-3.


https://meganorm.ru/Index2/1/4293827/4293827391.htm
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Mpunoxexve A
(cnpaBouyHoe)

CBe/leH1s 0 COOTBETCTBUU CCbIJTOYHbIX MEXAYHAPOAHbIX CTAHAAPTOB HaLMOHAbHbIM CTaH4apTam

O603HaueHe CCbUIOYHOTO
MexayHapoaHOro CTaHaapTa

ISO 22442-1

I1SO 22442-2

I1ISO 22442-3

ISO 14160

CreneHb
COOTBETCTBUA

oT

HoT

oT

HoT

O603HaueHVie 1 HaMMEHOBaHIE COOTBETCTBYHOLLIEVT} HaLIVIOHa/BHOMO CTaHaapTa

FOCT P NCO 22442-1—2011 «W3penva meguumHcKue, ncnosb3ytoLme
TKaHW 1 UX NPOU3BO/HBIE XNBOTHOO MPOUCXOXAEHNSA.
Yactb 1. MeHepKMeHT pucka»

FOCT P NCO 22442-2—2011 «W3penva MeguumHCKMeE, UCNO/b3yoLne
TKaHW 1 UX NPOUN3BOAHBIE XMBOTHOMO NMPOUCXOXAEHNS.
YacTtb 2. KoHTposib 0T60pa, c6opa 1 06paboTkm»

FOCT P NCO 22442-3—2011 «W3penva MeguumHCKMe, UCNo/b3ytoLne
TKaHW 1 UX NPON3BOAHBIE XXMBOTHOTO NPONCXOXAEHNS.

YacTb 3. Bampaums yHUUTOXEHUS WMnu Aes3akTvsauuu BUPYCOB U
areHToB MHEKLMOHHOI ry6yaToii sHuedanonatnm»

FOCT ISO 14160—2011 «Crepunusaumsi 04HOPa30BbIX MEeSULIMHCKNX
U3flenvii, cogepxalimx matepuasibl X1BOTHOMO NPouNCXoxXAeHns. Banu-
[aumns N TeKyLWiA KOHTPOb CTEPUNMN3ALIMM C MOMOLLbIO XNAKNX CTepu-
JU3YIOLLIMX CPeACTB»

MpumeuyaHne — B HacTosWel Tabauue UCNONL30BAHO Crlefylolee YC/I0BHOe 0603HaYeHrie CTeneHn cooT-

BETCTBUSA CTaHAAPTOB:

- OT — ngeHTuYHbIEe CTaHAapThI.
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