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[lpeagucnoBue

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

CBeaeHUA o0 cTaHpapTe

1 NMOArOTOBIEH ABTOHOMHOW HekoMMep4yeckon opraHusaumnen «AHCTUTYT Meanko-O1nonorM4ecKnx
nccnegosaHni n TexHonornn» (AHO «MMBUUT» ) Ha ocHOBe CODCTBEHHOIO ayTeHTUYHOIO nepesoaa Ha pyc-
CKMN A3bIK TEeKCTa cTaHgapTa, ykasaHHOro B NnyHKTe 4

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

3 YTBEPXXAEH W BBEAEH B OEWNCTBWE Mpukasom PeaepanbHOro areHTCTea no TeXHUYECKOMY
perynmpoBaHuio U metpornorin ot 15 nwoHa 2011 r. Ne 125-cT

4 HacTtodawun ctaHgapT naeHTudeH mexxayHapoaHomy ctaHgapTty NCO 22442-3:2007 «N3pgenna meau-
LIMHCKUE, UCMONMb3YIoLLMe TKaHU 1 UX NPOU3BOAHBbIE XKMBOTHOMO npoucxoxaeHud. Hactb 3. Banngauus yHUUTO-
XEeHNA Wunn gesaktuBaunnm BUPYCOB WM areHToB WHPeKUUoHHOW rybdaTton sHuedpanonatum (TSE)»
(MCO 22442-3:2007 «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»).

[1py NpUMeHeHUN HaCTOALLEro cTaHaapTa pekoMmeHayeTcd MCNoNb30BaTb BMECTO CChINMOYHBLIX MeXayHa-
POAHLIX CTAaHAAPTOB COOTBETCTBYOLWME UM HaUMoHanbHble cTaHgapTel Poccunckon ®eaepaynmn, ceeeHus o
KOTOPbIX NMpUuBeaeHbl B AOMNONHUTENBbHOM nNpunoxeHun A

5 BBEAEH BI'NEPBbIE

VIHQpopmMauyuss ob UIMEeHEeHUAX K HacmosaweMy cmaHoapmy rnybrukyemcsi 8 eXxe200H0 u3oasaeMoM UH-
opMalyUOHHOM yKazamerne «HalyuoHarnbHbIe cmaHoapmbl», @ mekcm U3MeHeHUU U rMorpasok — 8 exXeMe-
CSYHO U30asaeMbiX UHGbOpMalUUOHHBIX yKa3zamersax «HaluuoHaneHbie cmaHoapmsbi». B cniydae rnepecmompa
(3aMeHbl) U omMeHbl Hacmosuwj,e2o cmaHoapma coomseemcemesyroujee yseoomrieHue byoem onybriukoeaHo
8 eXXeMEeCSYHO u3oasaeMoM UHpOPpMallUOHHOM yKa3amerne «HauuoHanbHbie cmaHOapmabi». Coomeemcemay-
fouas UHgpopmMayusi, yeeOoMIeHuUe U meKcmabi pasMeljaromces makxe 8 UHQopMalUlUuoHHOU cucmeme obuiezo
rof1b308aHUss — Ha ocbuyuansHoM calime ®PedepallbHO20 azeHmcemaea rno mexHU4eCcKoMy pez2ynupogaHuio U
Mempornozauu 8 cemu MIHmepHem

© CtaHgaptuHdopm, 2011

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

NCO (MexayHapoaHaga OpraHusauma CtaHgapTusaunn) asnaeTtca BCeMUpHOU dpeaepanMen opraHoB
HaLKOHanNbHbIX cTaHaapToB (opraHusauun — dvnerdsl UCQO). PaboTa no noarotoBke MexayHapoAdHblX cTaHaap-
TOB 00bIYHO ocyulecTBisieTcsl TexHudeckumn kommtetamn NCO. Kaxkgaa opraHusauus-dneH, saMHTepecoBaH-
Had B npeamMeTe, ANsl KOTOpOoro cosgasanca TexHU4ecknum KoMUTeT, UMeeT NpaBo bbITb NpeAcTaBNeHHON B 3TOM
komuTeTe. MexagyHapoaHble NpaBUTENLCTBEHHbIE U HENPaBUTENbLCTBEHHLIE OpraHUsaUun Takke NpUHUMAl0T
yyacTtune B pabote Bo B3ammogencteum ¢ MCO. UCO TtecHo coTpyaHudaeT ¢ MexayHapoaHoN ONeKTpOTEXHN-
yeckon Komuccuen (MOK) no Bcem BoNpocam 3MekTpoTexXHUYeCKoW cTaHaapTusaLu .

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

OCHOBHOW 3agavyen TeXHUYECKNX KOMUTETOB ABNAETCA NoAroToBKa MexayHapoaHblX cTaHaapToB. [1po-
eKTbl MeXAayHapoaHbIX CTaHOAaPTOB, NMPUHATLIE TeXHUYECKUMU KOMUTETaMU, PacnpoCcTpaHATCA opraHmn3al -
AM-4YieHaM ang ronocoBaHus. [Nybnukauua B KauecTBe MeXayHapoaHoroe ctaHgaprta Tpedbyet oaodbpeHus no
MeHbLUeN Mmepe 75 % opraHnuszauMn-4neHoB ¢ NpaBoOM ronoca.

Heobxoanumo obpaTuTb BHUMAHUE Ha BO3MOXHOCTb TOr0, YTO HEKOTOPbLIE 3MTIeMEHTbl HACTOSILLEro CTaH-
aapta MoryT nogsepraTtbcd nateHTHbIM npaBam. MCO He HeceT OTBETCTBEHHOCTM 3a 0DO3HaveHue Ka-
KNX-NMOO TaKoBbLIX NAaTEHTHLIX NMpaB.

NCO 22442-3 obin noarotoBneH TexHundecknum kommutetom UCO/TC 194 «Bunonorudveckas oueHka meun-
LUHCKUX nagenuny, NoakomuteT K 1 «be3onacHOCTb M3aennii N3 XXUBOTHOW TKaAHW .

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

- Hactb 1: MeHeaKMeHT pucka;

- HacTb 2: KoHTponb oT1bopa, cbopa n obpaboTKu;

- Hactb 3: Banupauusa yHUUTOXEHUS W/nnn aesakTMBauumn BUPYCOB U areHToB MHPEKUMOHHOW rybyaTon

sHuUedanonatum (TSE).

IV
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

U3nEIiNA MEOJULUMMHCKUE, UCTNOJIb3YOLWLWMUE TKAHU U UX TIPOU3SBOOHDIE
KNBOTHOI'O NPOUCXOXOEHUA

YacTtb 3

Banupgauna yHUUYTOXeHUAa n/unu ge3zaktusauum BUpYyCcoOB U areHToB
nHdeKUMOHHON rybyaToun aHuedanonaTuu

Medical devices utilizing animal tissues and their derivatives.
Part 3. Validation of the elimination and/or inactivation of viruses and transmissible spongiform encephalopathy agents

[lata BBegeHnsa — 2012—03—01

1 O6nactb NpMeHeHUA

HacTodawmn cTaHgapT ycTaHaBNMBaeT TpeboBaHUSA K Npoueccy YHUUTOXKEHUSA U/NK Ae3akTUBaL M BUPY-
coB M areHToB TSE B npouecce npon3soacTea MeguUUHCKUX U3genni (3a UCKMioYeHneM gNarHoCTUYecknx me-
OULUWHCKUX U3aenun in vitro), UCNoNb3yLWNX XXUBOTHBIE TKAHW MNU NPOAYKThI, Npon3BedeHHbIe U3 XKUBOTHOW
TKaHW, He ABNSAIOLLNECS KN3HECTOCODHBIMW WU NMPUBEeAEHHBIMU B 3TO COCTOsSIHUE. HacTodALw i cTaHaapT npu-
MEHWUM B cnyvasx, rae atoro Tpedbyet npouecc KOHTponsa pucka, kak onicaHo B MCO 22442-1. OH He KacaeTcs
OPYrnx nepegaroLlnxca M HenepeaaroLWUXca areHToB.

[TpumevaHnus

1 AHanua v KOHTPOInb pucka onucanbl B MCO 22442-1. ObbivHbIE NpOUECChl CTEPUNN3aLnmN, NPUMEHEHHbIe A 06-
PaABOTKU XXUBOTHbIX TKAHEW ANS MeAULUHCKUX N3aennn, He Nnokasanum cedbs NonHoOCTbio 3PPEKTUBHBIMU ANA Ae3aKTUBauun
BO3byguTenen nHdekumoHHon rybuatonm sHuedanonatnmn. N3bmnpatenbHOCTb NCTOYHUKOB SIBNSIETCH OCOOEHHO Ba)XHOW
(cm. UCO 22442-1 n NCO 22442-2).

2 NCO 11135, NCO 11137, NCO 11737-1, NCO 13408, NCO 14160, NCO 14937 n MCO 17665 moryT BbITb NpUMe-

HUMbI A5 DaKTEPUN, NINECHEBLIX N APOXKEBLIX IPNboB (CcMm. bubnunorpaduio). Hactosawmmn ctangapT HE KacaeTcs UCNOTb-
30BaHUA TKAHEW YENOBEKA B MEANUMHCKUX n3genuax. Hactosawmm ctangapt He onpeaensieT CUCTEMY KOHTPOIIS KadecTBa
051 perynupoBaHnst BCexX ctaaum Nnpon3BoacTtBa MeaQUUUHCKUX U3OeNun.

3 Hanu4yme nonHom cucTtembl KOHTPONS Ka4eCcTBa BO BPEMS NPON3BOACTBA HE ABNSAETCSH TpeboBaHMEM HACTOSALLErO
cTaHgapTa, HO B HEM NpUBeAeHbl TpeboBaHUA AN HEKOTOPbIX 3NEeMEHTOB CUCTEMbI KOHTPONSA KavectBa. ObpalleHo BHU-
MaHWEe Ha CTaHOAapThl ANS CUCTEM KOHTponA Kadectea (cMm. MCO 13485), perynupyrowme Bce ctagmm npon3sBoacTea Un
nepepaboTkn MEANLUMHCKUX U3AENUN. INEMEHTbI CUCTEMbI KOHTPOIS Ka4YecTBa, 0bsi3aTeNibHble COrNMacHO HACTOSIWEMY
CTaHAAPTY, MOIyT COCTaABNATb YacTb CUCTEMbI KOHTPOMNS Ka4YecTBa, CooTBETCTBYOWEN TpeboBaHnsm NCO 13485.

HacTtoawuin ctaHaapT He paccMaTpuBaeT BIMAHME NOOro MetToda YHUYTOXEHUA U/nnn gesakTuBau
Ha NPUEeMNeMocTb MeaNLIMHCKOro n3aenusa Ans npeaHasHavyeHHoro NpMMeHeHus.

2 HopmaTuBHbIe CCbINKN

Cneagywowme cnpaBoyHble OOKYMEHTHI ABMSIKOTCA HEOOXoAUMBIMW ANSA NPUMEHEHUSA HACTOALLEro CTaH-
napta. [lpn gaTMpoBaHHOW CChINKe NPUMEHUMO TOMNbKO YKaszaHHoe naganue. INpu ccelnke 6e3 gaTtbl NpUMeHN-
MO nocneaHee ngaHue ykasaHHOro AoKyMeHTa (BKnovast nodble nonpasKky).

NCO 22442-1:2007 MegunumHckne usgennd, UCNonb3yiolne XMBOTHbIe TKaHUM U UX MPOU3BOAHLIE.
YacTtb 1. MeHe)KMeHT pucka

NCO 22442-2:2007 MegunumnHckne usgennd, UCNonb3yiowe XMBOTHble TKaHWM U UX MPOU3BOAHLIE.
UacTb 2. KoHTponb oTbopa, coopa n obpaboTku

3 TepMUHbI N onpegeneHus

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

U3pgaHne odbvumanbHoe
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3.1 MogenbHbIN areHT: AreHT TSE, nposBNSIOW NN U3BECTHYIO CONPOTUBIAEMOCTb PU3NYECKON N/NNK
XUmMmveckon obpaboTke, UCNOMb3yeMbIN Kak TOUKA oTcueTa No aHanoruy Ang aesaktMaum 3HaYMMbIX areH-
TOB TSE, AeMOoHCTpupya Takum obpasom s pekTUBHOCTb NpoLecca, MCNOoNbL3YyeMOro Ans AesakrmsaLmm.

3.2 MoAenbHbIU BUpYC: Bupyc, npoasnsomnin U3BECTHYO CONPOTUBNSAEMOCTb U3NYECKON UMK XN-
MUYeckon obpaboTKe, MCNOMNb3YEMbIN KAk TOUKA OTcYeTa No aHanorMy anst AesakrueaLnum 3Ha4MMbIX BUPYCOB,
OEeMOHCTPUPYSA Takmm obpasom adpdpekTUBHOCTL NpoLecca, UCNOoMb3yeMOro Ans aesakrmsauum.

[TpunmeyaHune— MogenbHble Bupycol BkrovatoT B cebs PHK, IHK (06epryTble, HEODEPHYTHIE) N MOAENNbHbIE
areHtbl TSE.

3.3 oowun koacdpdbuumeHT cokpaweHma: Cymma KosdPpuUMEHTOB peayKun OoTAENbHbIX CTYNeHeu
npouecca.

3.4 nepMuccuBHana kKnetka: KneTka, Kotopasd MOXeT ObiTb MHPULMPOBaAHA N3YyYaeMbIM BUPYCOM U B
KOTOPOW 3TOT BUPYC pasMHOXKaeTCs.

3.5 KoadphuuneHT cokpaweHua: COOTHOLUeHMe Harpyskin BUPYCOB UM areHToB TSE B COOTBETCTBY-
loLLEM UCTIONBb3YEMOM MaTepuane Unu nusgenun 4o cTyneHun gesaktusaunum Unnu YHUHTOXEHUA U Harpyskn BU-
pycoB Unn areHToB TSE nocne cTtyneHU aesaktuBauun UMK YHULTOXEHUA, Koraa maTtepuan unu nsgenuve
"OTOBbI K cregyolen cTyneH Nponu3BoACTBEHHOIO NpoLlecca, BblpaXaeMoe Kak YACNO AeCATUKPaTHOIo Co-
KpalleHus (log.,).

3.6 3HavYuMMbIN areHT TSE: AreHT TSE, KOoTOpbIM onpeaeneHHo M BEPOATHO CnocobeH KOHTaMUHKN-
POBaTb UCXOOHLIA MaTepuan unn gapyrie matepuansl, UCMofb3yeMblie B NPOU3BOACTBE.

3.7 3HauYuMbInN BUpyc: Bupyc, Kotopbln onpeaeneHHo NN BEPOATHO CNocobeH KOHTaMUHUAPOBATL UC-
XOAHbIN MaTepuan Unu gpyrie martepuarnsl, UICNoNb3yeMblie B NPOU3BOACTBE.

3.8 nepenoarBepxpeHue: Habop AOKYMEHTUPOBaHHLIX NpoLeayp Ans NoATBEPXAEHUSA YCTaHOBNEH-
HOro yTBEepXaeHUs.

3.9 npouecc B YyMeHbLUeHHOM MaclTabe, yMeHbLUeHUe MacluTaba: [lpoLecc B KOHKPETHOM CoKpa-
LLiIeHHOM MaclTabe, UMUTUPYIOLWLMA NapaMeTpbl paboyerc npouecca, UCNoMb3yemMblie B NONHOMAaCLUTabHOM
NPOU3BOACTBE.

3.10 cTepunusauyua: YTBepXAeHHbIN Npouecc, NCNoNb3yeMbIN AN OCBODOOXAESHUS NPOAYKTa OT XKU3-
HECNOCOOHbLIX MUKPOOPraHNM3MOB BCeX (POopM.

3.11 noarTBepxaeHue: [okymMeHTUpOBaAHHasA npoueaypa Ang nonydeHus, sanucu U MHTepnpeTaumu
pe3ynbTaToB, HEOOXOAUMBIX AN YCTaHOBMEHUS TOro, YTO npoLecc byaeT HEM3MEHHO NPOU3BOANUTL U3aenune,
COOTBETCTBYIOLLEE 3apaHee onpegeneHHbIiM cneuyndpukaumam [MCO/TC 11139:2006, onpeaeneHune 2.59].

4 O6wune TpedoBaHUA

4.1 KoHTponb pUcCKa

AHannM3 1 KOHTPOIb pUcka cneagyetT NpoBoAnTb B cooTBeTCTBUKN ¢ NCO 22442-1.
Heobxoanmo y4YnuTeIBaTh NPOM3BOACTBEHHBIE NPOLECCHI, MPU3HaHHbIE 3P eKTUBHBIMK ANS onpeaeneH-
HbIX )KUBOTHBIX MaTepuanoB, kak onncaHo B NCO 22442-1:2007, npunoxeHue C.

4.2 Tlpouecc nony4vyeHuda n npon3BoAcTBa

Heobxoanmo co3gaTth M NoaaepKnMBaTh JOKYMEHTUPOBAHHYHO CUCTEMY AN KOHTPOMSA UCTOYHKKA Chlpbe-
BbIX MaTepmanoB }XUBOTHOMO NponucxoXxgeHust. Heobxoaumo npumeHsaTb nonoxenus NCO 22442-2 ans cooT-
BETCTBUA AaHHOMY TpeboBaHUIO, HACKOTIbKO MPUMEHUMO.

Heobxoanmo yCTaHOBUTbL NPOU3BOACTBEHHLIN NMPoLIece Ansl cBeAeHUSA K MUHUMYMY Harpysku BUPYCOB U
areHToB TSE B ncxogHblX Matepuanax, npoMeXXyTouHbIX U TOTOBbLIX U3OeNTUAX.

HeobxoanMmo BHegpUTb Haanexawue AOKYMEHTUPOBaHHbLIE MPOTOKONbLI U Npoueaypbl ANs rapaHTuu
MPUMEHEHNS YTBEPXKAEHHbLIX NapamMeTpoB 0bpaboTKM B TeHeHNE 0bbIMHBLIX NPON3BOACTBEHHLIX NPOLLECCOB.

[TpumedaHnune—IllpumeHeHne cUCTEMbI KOHTPONA KavecTBa, cooTBeTCTBYIOWEN NCO 13485, moxeT BbITb UC-
NONb30BAHO ANS COOTBETCTBUSA TPEDOBAHUAM 3TOro pasaena.

4.3 OOLwune TpeboBaHUA, cBA3aHHbIe C NOATBEPXAeHUeM

4.3.1 JokyMeHTUpOBaHHbIe Npoueaypbl

HeobxogmMmo BHeAPpUTb AOKYMEHTUPOBAaHHLIE npoueaypbl U TpedboBaHUA HacTosWwero ctaHgapTta. [Loky-
MEHTaLUWUA N apXMBbl A0/MKHBI ObITb PACCMOTPEHBbI U YTBEPXKAEHLI HAa3HAYEHHbIMU COTPpyAHUKaMK (cM. 4.3.2).
[poueaypbl Ntoboro cb3opa nutepartypbl U/Mnu Nodoro nccnegoBaHns gesakTuBaLnuv A0MKHbI ObITh OTpaxe-
Hbl JOKYMEHTAaNbHO N CoXpaHeHbl B apXuBax Ha nepunon, 0603Ha4YeHHbIA U3roTOBUTENEM.

2
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4.3.2 CoTpyaHUKHK

OTBETCTBEHHOCTb 3a BHEeApPEeHWe MOJIOXKEHWI HAcTosALWEero ctaHgaprta Bo3naraeTcs Ha Ksanmdpuumpo-
BaHHbIX COTPYAHWKOB. TpeboBaHunA, Kacatowmecsa KOMMNETEHTHOCTWU, NMOAroTOBKMA UMM OMnbiTa COTPYAHMUKOB,
OOJTDKHbI ObITb OTpaXkeHbl JOKYMEHTalbHO U COOTBETCTBOBaTb paboTe, OTBETCTBEHHOCTUA U NOSTHOMOYMAM
COTPYAHUKA.

[TpyumeyaHne—YpoBeEHb KOMNETEHTHOCTN, NOATOTOBKA U OMbITa, TPEDBYEMBIN OT COTPYAHUKOB PAa3NUNYHbIX
YPOBHEWN, 3aBUCUT OT BbINOMNHAEMbIX BUAOB AEATENbHOCTM.

4.3.3 KanubpoBka

Heobxoanmo BHeApUTb, OTPa3nUTb JOKYMEeHTarnbHO 1 nogaepXxunsatb 3ddeKTUBHYO cucTemMy As Kanmo-
DOBKWN BCEX MHCTPYMEHTOB KOHTPOSISA, U3MEPEHUS 1 3anncu, NCNonb3yeMblX AN NoATBepXaeHUS.

4.3.4 ObopypoBaHue

Heobxoanmo NCnonb3oBaTth Haanexallee obopyaoBaHue, kak 0b6o3HavyeHo B npoToKkone. Bece obopyao-
BaHWe, Tpebylolee npodnnakTnieckoro odcnyXmBaHus, cneayet obCcnyXXnBatb B COOTBETCTBUM C nNpoLeay-
pamMu, onNnUCaHHbIMU B AOKYMeHTaUUN. Heobxoanmo BECTU ACKYMEHTALIUIO NO TEXOOCNYXUBAHUIO.

B wacTtHocTK, Ntoboe obopyaoBaHUe AOMKHO ObITb B COCTOSIHUM NPOBOAUTL CBOW NpeaHa3HavYeHHbIN NMpo-
Lilecc B 0b0o3HaveHHbIX npegenax. Kpome Toro, ecnn obopyaosaHue, UCMoOMb30oBaHHOE NPW NOATBEPXKAEHUN, HE
ABMAETCHA WOEHTUYHBLIM UCMONMBb3YEMOMY B HOPMAanbHbIX MPOU3BOACTBEHHBLIX LMKNAX, HeobXxoaumMmo Hanu4dme
afekBaTHOW OOKYMeHTaUMK, AEeMOHCTPUPYIoLLEN, YTO paboune napamMeTpbl 3KBUBANEHTHbI UCMONMb3yEMbIM B
NPOWU3BOACTBEHHOM LIMKNE.

4.3.5 JKcnepuMeHTarbHble CUCTEMDbI

[lononHUTenbHbIE YacTn 3KCNepUMeHTanbHbIX CUCTEM, UCMONb3yeMblX ANA BanMaaLnoHHbIX nccneno-
BAHUW, TakMe KakK XMMUKaTbl, KIIeTOYHbIE CUCTEMBI U NabopaTopHble XUBOTHbIE, JOTKHbI OblTb aAeKkBaTHO
naeHTUdnLnpoBaHbl, 000CHOBAaHLI, KOHTPOMMPOBAaHbI N OTpaXeHbl AOKYMEHTalbHO.

5 00630p nutepartypsl

5.1 MNMpoBepeHne ob630pa NUTepaTypobl

Heobxoanmo npoBecTn 0b30p NUTepaTyphbl, Kak 0603Ha4YeHO B NPUNOXKEHUN A, B LLENsSIX YCTAaHOBMNEHUS U
aHann3a AaHHbIX MO YHUYTOXEHUIO U/MNN Ae3akTUBaLIMM BUPYCOB N areHToB TSE.

5.2 lpumeHeHUe pe3ynbTaToB 0030pa NUTEpaTypbl

TexHu4yeckasa nHpopmauma, nonydeHHas B pesynbtaTte ob3opa nutepaTypbl, A40/KHA ObITb UCMOMb30Ba-
Ha Ans onNTUMKU3aLMn NNaHa UccneaoBaHusa AesakTuBauun NN YHUHTOXEHUS.

Itobaga akcTpanondauna, oCHOBaHHAasA Ha ge3akTuBaLMn BUPYCOB U areHToB TSE, gonkHa ObiTb 0OOCHO-
BaHa N oTpa)eHa AOKYMeHTanbHO.

[TlepeMeH4YnBOCTb, NpUcyLLasa MmaTepuanam XXUMBOTHOC NPOUCXOXKAEHUS, UCNONb3YEMbIM B MeAULMHCKUX
N30enusixX, a Takke NPoU3BOACTBEHHbIM NMpoueccam, MOXET NPUBECTU K NIOXXHOMY NCTONMKOBaHUK OOCTOBEP-
HOCTW ONyBNMKOBAHHBLIX AAHHBIX, YTO HEOBXOAMMO YUYUTLIBATS.

5.3 Bupychl

N3rotoBUTENb AOIMKEH NPOAEMOHCTPUPOBATL, AAaeT N 0B630p nuTepaTypbl yKasaHue, Kakme CTyneHu
nesaxktTnsaum U/UnNn yYHUMTOXEHUA MOTYT ObITb 3ppekTUBHBIMU C HANDONbLUEN BEPOATHOCTLID. OD30p NUTE-
paTypbl ABNSIETCA NpeaBapuTenbHbIM TpeboBaHMeEM ANs NPOBeAEHUSA UCCNeaoBaHNA BUPYCHON Ae3aKTUBa-
L. B ncknrovntenbHbIX criyvasix, ecfin U3roToOBUTENb pellaeT He NPOoBOAUTb UCCNeaoBaHNE, 3TO peLlleHune
OOJTKHO ObITb 0OOCHOBAHO U OTPaXXeHO AOKYMEHTAalbHO.

Ecnun cywecTteyolasa nHgpopmMmauunga He nogaepXmeaeT YHUUTOXEHNA U/Mnn gesakTueau M BUPYCOB, He-
00X0OQMMO BHEAPUTb albTepPHATUBHYIO CUCTeMY KOHTpoNA pucka (cm. MCO 22442-1).

5.4 AreHthbl TSE

O630p nuTepaTypbl ACIMKEH PACCMOTPETb, Kakme 13 onyobrnmKoBaHHbIX METOAOB YHUYTOXEHUSA WU/NNU
aesaktnsaumm areHToB TSE MOryT ObITh NoaxoasawmMmMmm ans paccMmaTpuBaemMoro MmeguumnHekoro nsgenusd. B
YaCTHOCTW, MaTepuanbl XXUBOTHOTO NMPOUCXOXAEHNA U NMPOU3BOACTBEHHbIE NPOoLEeCcCHl, yNoMUHaeMble B NATe-
patype, ACMKHbI ObITb COMOCTaBUMbI C UCMONb3YEMBIMUA AN paccMaTpuBaemMoro MeauuuHCKoro naaenuns
(CM. npunoxeHue A). HeobxoanMmo NPOBECTU YTBEPXKAEHHOE UCCNeQOoBaHNE Ae3aKTUBaL WU, eClnn HENMb3S Ha-
rMAQHO nokasaTb CONOCTaBUMOCTb MaTepuanoB UK NpoLEeccoB UK B Criydae, Korga U3roToBUTenb genaet
ocobble 3asABNeHNs KacaTenbHO Ae3aktuBauum areHToB TSE (cMm. pasaen 6).
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Ecnu cyliecTByowasa MHgopmaumsa He nogaepKmBaeT YHUMTOXEHUSA n/vni aesaktmeaunn areHtoB TSE,
HeobxoaMMO BHEAPWUTL anbTepHaTUBHYIO cucTeMy KOHTpons pucka (cm. NCO 22442-1). Ocobble NonoXeHus
Ons NPonU3BOACTBa OTAENbHBIX XXKMBOTHLIX MaTepuanoB npueegeHbl B UCO 22442-1, npunoxeHune C.

6 UccneaoBaHme YHUUTOXEHUA U/MNu aesakTuBauum BupycoB u areHToB TSE

6.1 Obwan yacTb

Ecnu BbiIiBNeHa HeODXOAUMOCTb UCCNeA0BaHUA YHUUTOXEHUSA U/Mnn gesaktueauum (CM. 5.3 1 5.4), oHu
OOIKHBI ObITh NpoBeadeHbl Tak, YTobbl Oblna 0boCHOBaAHA AEMCTBEHHOCTb KOHKPETHBIX CTYNEHEN NMpoOu3BO-
OCTBa NPOTUB KOHKPEeTHLIX areHToB (CM. nNpunoxeHusa B n C).

Ecnu n3arotoBuUTENb NCMONL3YET NPOLUECCHl CTEPUNM3ALIUN, YTBEPXKAEHHbIE ANA bakTepuid, NNeCHEBLIX U
OPOXOKEBBLIX TPMDOOB, TAKOBLIE NPOLECChl Takke A0MKHbI ObITb OCHOBaHbI HA COOTBETCTBYIOLLMX NOATBEPKAAt0-
LLIMX AaHHBIX MO YHUUTOXEHNIO W/NNK aesaktusaLnm BUpycoB U areHToB TSE.

6.2 lNpoTokon

[TIpoTOKON UCCNeaoBaHUA, HArMAOHO NMoKasbiBalOLWEro yHUYTOXEHUEe W/WNU gesakTuBauunio BUPYCOB U
areHToB TSE BO BpeMs Npou3BOACTBA, AOMMKEH coaepKaTb cneaytoLwne nogapobHOCTH, BKIIOYas No NPUMEHN-
MOCTU YMUCIIEHHBIE 3HAYEHUSA U KPUTEPUN AONYCTUMOCTI]

a) N3BECTHble paKkTopbl pUcka, CBA3aHHbIe C KOHKPeTHOM TKkaHbo (cM. NCO 22442-1);

b) ycTaHOBNeHMe 3Ha4YMMbIX areHTOB;

C) OCHOBaHWe Ansi Bbibopa onpeaeneHHbIX KoMOMHaLWMA MoaenbHbIX areHToB: Moaenu Ans nccnegosa-
HUS1 YHUUTOXEHUS U/UNN Ae3aKTUBaL MK A0MKHbI BbITh BbIBpaHbl N3roToOBUTENEM; OBOCHOBAHUE BLIBOpa Moe-
nen AOMMKHO ObITb OTPpaXXeHOo AOKYMEHTanbHO.

[MTpumevanune 1— MoagenbHble Bupychl BktovatoT B cebst PHK, AHK (06epryTble, He0bepHYTLIE), (CM. TakkKe
Tabnuuy B.1) n mogenbHbie areHTbl TSE.

[Tpumevanune 2—B pamkax nccnegoBaHus BO3MOXHO MCNONb3oBaTh bnonpobbl areHToB TSE (Mbiln nnu
XOMSIKM B KQ4YeCTBE MOAENEN) ANA YTBEPXKAEHUA Ae3aKTUBaLUUN areHToB NyTeM npouecca nNpon3BoacTBa MeanLUHCKOro
n3aenuns Unu KOMNOHEHTOB. Takue nccnegoBaHus CHNTAaOTCH NpeackasbiBaloWMMM 3SOPHEKTUBHOCTb Ae3aKTUBALIMKU areH-
TOB TSE, KOTOPbIE MOrYT Bbl3BaTb 3ab0oneBaHus, HanpumMep rybuaTtyro sHuedanonaTtnio KPynHoro poratoro cKota, novecy-
Xy n bonesnb Kpentudenbara-HAkoba;

d) ycTaHOBMeHUe U onpeageneHne NPoU3BOACTBEHHLIX CTagun, N3OpPaHHLIX ANA YHUYTOXEHUS U/Unn
nesaxkTuBaumMmM 3Ha4YMMbIX BUPYCOB U areHToB TSE;

e) OOKYMeHTauua nodoro ymeHblleHUs MacluTaba, Bkovasa AeMOHCTpaLUnio AOCTOBEPHOCTU YMEHb-
LLIEHHOW BEPCUN NPONU3BOACTBEHHOMO NpoLlecca.

[Tpumevanune 3 — PekomeHgauum no yMmeHbLUEHNIO MacluTaba npuBegeHs! B Npunoxenmm D.

[MTpumevanune 4 — Heobxoaumo yunTebiBaTh NOTEHUMANBHLIM HErATUBHLIM 30 hekT ogHon cTaann o6paboTku
Ha Ae3aKTUBaUMOHHY/ YHNYTOXaoWyo 3 PekTUBHOCTL nocneaywmx cragnm obpabotkn. cnonb3oBaHne nHgopma-
LMK B NnUTepaTtype no 3PpPeKTMBHOCTU OTAENBHOW CTagmnmn 0bpabOTKM MOXKET He DbITb LLeNnecoodpasHbiM, €CINU CYLLECTBY-
lowan nHpopMaumss He OTHOCUTCH K TOW Xe NocnegoBaTenbHOCTU MPOUEeCcCOB, MIaHUPYEMON K UCMNONb30OBaHUIO
N3rOTOBUTENEM.

[Tpumevanune 5— ManoBepossTHO, YTO OOWMN KOSIDPDULUMEHT COKpaLLeHUs byaeT paBeH cymme Koahpuum-
E€HTOB COKpaLWLEHUA OTAENbHbIX cTaaun 06paboTKN, NCMONb3YIOLWMX CXOXUE Prnsndeckmne, Xmummdeckne, GepmMmeHTaTUBHbIE
NN TEPMNYECKNE MEXAHN3MbI ENCTBUSA UINN peareHTbl 458 CHUXEeHUS Harpy3ku Bupycos unu areHtoB TSE. [pu nocneny-
IOLWLEM NPUMEHEHUN TOW Xe cTagnum obpaboTKu BO3MOXHA NOTEPS AEUCTBEHHOCTH;

f) meTodbl BbIYMCNEHUSA KOSMPPULMNEHTOB coKpalleHns;
g) MeTod OLEHKU KMHETUKN COKpalLeHUsa, ecrnii NpuMeHUMo (CM. npunoxxeHnda E n F).

[TpumevaHune 6 — Heobxoaumo obpaTMTb AOIHKHOE BHUMAHME HA CTaTUCTUHECKNE U DUNHECKUE OrpaHnYe-
HUS BbIDOPOYHLIX NCCNeaoBaHNU U Npeaensl YyBCTBUTENBHOCTU METOA0B 0bHapyxeHus (cMm. B.3.5 n npunoxenmnsa C, Eun F).

6.3 [NpoBeaeHue uccnegoBaHUA
MccneagoBaHue cnegyeT NPOBOAUTL B COOTBETCTBUM C MPOTOKOOM.
6.4 UHTepnpeTauna AaHHbIX

Heobxoanmo onpeaenntb KosduumeHT cokpalweHums (cm. B.3.5 n npunoxenua C, E n F). HyXHO oue-
HUTb 3PPEKTUBHOCTL YCTAHOBMEHHLIX MPOU3BOACTBEHHLIX CTYNEHEN AN YHUUTOXEHUST /NN ae3akTtuBaL num
BUPYCOB 1 areHToB TSE.
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Heobxoanmo 3aTpoHYTb YMeHbLUeHMe MacluTaba 1u gpyrue nepemMeHHble, KOTopble MOryT MoBMUATL Ha
pe3ynbTaThl.

[Tpunmedanune—KoapdbuumeHTbl CoOKpaleHns1 06bIMHO BbIYUCIAIOT ANS KaXQ0W CTYNEHN B PaMKaX KOHTPONWU-
PYEMOro nccriegoBaHus.

7 3aKnwuvTenbHbIN OTYeT

Heobxoanmo cocTaBUTb 3aKMOUYUTENbHBIN OTHET, coaepXXaLluii:

- 0030p NuTepatypbl (CM. pasgen 5 n npunoxeHue A) n/mnu

- KPUTUYECKYIO OLLEHKY AaHHBLIX, MONYYEHHBIX BO BPEMS KaKOro-nmbo yHUUTOXEHUA, U/ N

- NpOBeeHHOoe nccnegoBaHue gaesaktuBauum (CM. pasgen 6);

- oOLlee 3aknYeHme;

- CCbIJIKM Ha HacTosALWNKA cTaHaapT.

OT4yeT OosmKeH onpeaennTb NPon3BOACTBEHHLIE MapamMeTpbl, KpUTUYHbIE Ans 3deKkTUBHOCTU NpoLec-
ca Ae3akTuBaLun NN YHUUTOXeHUS. Heobxoammo yCTaHOBUTL U yKasaTh ACMYCTUMBIE npeaernbl Takux napa-
MEeTPOB.

HeobxoamMmo BKNIOUNTE 0B30p, AEMOHCTPUPYIOLLNA BCE 3HAYUMbIE CTYNEHU 0BpaboTKM C 3adBNEHMNEM
bakTopOB coKkpalleHUa areHToB (CM. B.3.5 1 npunoxeHune C).

[TpnmeyaHwme— 310 MOXeT BbITb NPUBEAEHO B hopme anarpammel.

OT4yeT gomkeH ObITb NognnucaH nuuamu, HasHauveHHbIMU OTBETCTBEHHBIMW 32 ero NOAroTOBKY, Nepe-
CMOTP 1 yTBepxaeHue. OTYET AOMKEH ObITb COXPaHEH 1 BKMNOYEH B AOKYMEHTALINIO KOHTPRONS pUcka (and ne-
peyTBepXaeHUn cMm. pasgen 8).

8 llepecmMoOTp 3aKNOUYNTENBLHOrO oTYeTa

Heobxoaumo oTpa3snTb AOKYMEHTarbHO npoLeaypbl 48 nepecMmoTpa 3aktouYMTeNbHOro oT4yeTa.
[lepecMoTp 3aKMHYUTENBHOro oT4YeTa JOTKEH ObiThb NPoBeAeH NPU 3HAYUTENBbHBIX U3MEHEHUAX NPOoU3-
BOACTBEHHOro npouecca Univ npoLeccoB U/KUnnM Nnpu nNocTynieHnn 3Ha4MmMon nHpopmaLmn, He y4TeHHON pa-
Hee B 3aK/THOYUTENbHOM OTYeTe, Hanpumep AOCTOBEPHBIX Hay4YHbIX AaHHbIX, HAay4HOW nuTepaTtypbl U
aBTOPUTETHBLIX Nybnukaumi. No HeobxoagMMocTn cneayeT NpeanpUHATbL WU BKIHOYUTE B OTYET KOPPEKTUPOBKNA
/NN AoNoNHUTENbHbIE UCCeJoBaHNA ANA nepeyTBepXaeHnsa Npon3BoacTBEHHOro npoLiecca.
Heobxoammo coxpaHaTb MHopMaLUmMio o NtodomMm nepecMoTpe 3akniouYnUTEeNbHOro oT4eTa.

9 PerynsipHoe HaGnwogeHMe U KOHTPOMNb KPUMTUUYECKUX NapaMeTpoB npoLecca

N3roToBUTENb OOITKEH NPpeaoCcTaBUTb rapaHTUO TOro, YTO BCE KPUTUYECKME NapaMeTpbl, onpeaeneHHble
B 3aK/TIOYUTENBbHOM OoT4YeTe, HabnoaarTcsa N KOHTPONMPYIOTCSA BO BpeMs NMpon3BoacTBa.
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[MpnnoxeHve A
(cnpaBo4HoOe)

TpeboBaHuA, cBA3aHHbIE C 0630pOM NUTEpaTypbl

A.1 Obwan 4yacTtb

NCO 14155 cogepXnUT COOTBETCTBYIOLWYIO MHpOpMauKnio No 063o0py nutepatypbl. JJansHenwmne nepecmoTpbl 3TOro
OOKYMeEHTa byayT OTCNeXnBaTbCS.

OB630p nuTepaTypbl AOJKEH YCTAHOBUTb UCCNEAOBAHUS BO3MOXHOCTEW MNPOU3BOACTBEHHOIO Npouecca B NaHe
YHUYTOXEHUS N/NNn gesaktmeaumm BupycoB u areHToB TSE. O630p nutepartypbl A0MKEH ObITb NPOBEAEH NMLAMW, A0IN-
XXHbIM 0Dpa3oM KBanMpnumMpoBaHHbIMU B COOTBETCTBYOWEN 0BM1ACTU, 3HAKOMbIMU C COBPEMEHHBIM YPOBHEM U CMOCOBHbI-
MW NPOSBUTE OOBEKTUBHOCTD.

A.1.1 Metogonorusa

A.1.1.1 Obwasa yacTb

Heobxogmnmo TOYHO onpeaennTb BONPOCHI, Tpedbyowme oTBETA. ITO AOSKHO BKIMOYaTb, N0 MEHbLLUEN MEpE:

- YCTAHOBINEHME 3HAYNMbIX BUPYCOB M areHToB TSE, KoTOpblE nocnyXat OCHOBOW NOUCKY {(CM. npunoxeHuns B n C);

- YCTAHOBIIEHME CTYNEHEN NPON3BOACTBA, CMNOCODBHLIX AE€3aKTUBUPOBATL UW/WIMN YHUHYTOXNTb 3HAYUMbIE BUPYCHI W
areHTel TSE;

- YCTAHOBNEHNE BIIUAHUSA NPeaWeCcTBYIOWNX NPON3BOACTBEHHbLIX CTYNMEHEN HA 4ENCTBEHHOCTb MNPOoLUecca;

- YCTAHOBJIEHNE 3HAYNMbIX NMapamMeTPOB NMPOUN3BOACTBEHHbLIX CTYINEHEW,

- 0630p NoTEHUMaNbHOW AENCTBEHHOCTU NPOLECCA YHUHTOXEHUA /NN Ae3akTuBauum BUPYCcoB n areHtoB TSE;

- OUEHKY adhdreKkTa XMBOTHOWN TKAHU UINN €€ NPON3BOAHbIX HA 4ENCTBEHHOCTL Mnpouecca.

[onxeH bbITb COCTaBNEH NMPOTOKOS YCTAHOBNEHUS, BbIDOpa n 0630pa yMECTHLIX OTHETOB, KOTOPbLIV MPEeanovTUTENb-
HO OOMKEH BbITb OCHOBAH Ha OBLWENPUHATON MPAKTUKE CUCTEMATUYECKOro 0630pa NUTepaTyps.l.

A.1.1.2 3apaua

3apada ob3opa nurepaTypbl 40MKHA ObITb YeTKO onpeagenerHa. Heobxoanmo 0603HAYNTL TUNBI OTHETOB, UMEKOLLNE
OTHOWEHNE K uenu ob3opa nurepartypesl.

A.1.1.3 YcTaHoBrneHne aaHHbIX

[aHHble 4OMKHBI BbITE MONYYEHbI N3 HAYYHbIX NYBNUKaUMK, HanNpUMep A4OCTOBEPHbLIX HAYYHbIX AAHHbLIX, HAYYHOW IN-
TepaTypbl N aBTOPUTETHLIX Nybnunkaumn. Heobxoanmo NpoBeCTM CUCTEMATUYECKUIU MOUCK NUTEPATYPLI A4NS YMEHbLUEHNSA
pUCKa NPeaB3AaTOCTU. Takke HeobXxoaANMO NPUHATE BO BHUMAHWE HEONYDNMMKOBAHHbLIE JaHHbIE.

OB630p nuTepaTypbl AOIMKEH YCTAHOBUTD:

- UCTOMHUKM AAHHBIX N MacwTabbl noncka B basax gaHHbIX UMK gPyrmx UCTOYHUKOB MHopMaunm;

- OCHOBaHMe Ans BbIbopa/3HauYMMOCTb ONYDNTMKOBAHHOW NUTEPAaTYpPbI;

- OCHOBaHUE AnS 3aKMNI4YeHNs O TOM, YTO BCE 3HA4YUMbIE UCTOYHUKN, KaK NMONOXUTENbHbIE, TaK U OTpULaTENbHbIE,
Db YCTAHOBIEHBDI;

- KPUTEPUN NCKITIOYEHUA KOHKPETHbBIX MCTOYMHUKOB BMECTE C 060CHOBAHUEM TAKOBOIO UCKIMIOYEHUS.

[TpnMedaHne— BO3MOXHBIMU NCTOYHUKAMW OAHHbLIX 4151 cucTemaTtuveckoro ob3opa nurepaTtypbl SIBNSAKOTCA,
HanpuMep:

- MEQULIMHCKME U napamMegnumHckne 6asbl gaHHbIX;

- TEXHNYECKNE OOKYMEHTbLI OT COOTBETCTBYIOWMX TEXHNYECKNX KOMUTETOB;

- InTepaTtypa Ha MHOCTPAHHbIX HA3blKaX;

- «cepan nurtepaTtypar» (auccepraunm, BHyTPEHHNE OTYETLI, HepedepaTuBHbIe XypHanbl, VIHTEpPHET, NPOMbILNEH-
Hble apPXUBbI);

- CCbINKW, NPUBEAEHHbIE B OCHOBHbIX NWCTOYHUKAX,;

- Apyrme HeonybnmMkoBaHHbIE NCTOYHMKWN, U3BECTHLIE 3KCMEPTam B gaHHOM obnactn (NofyYeHHble NyTEM JINYHOro
KOHTaKTa);

- HeobpaboTaHHble AaHHblE ONYyBNMUKOBAHHLIX UCMbITAHUW (NONY4YEHHbIE NYTEM NMYHOIO KOHTAKTA).

A.1.1.4 [lpyumeHNMOCTb AaHHbIX

OB630p nuTepaTypbl AOIMKEH YETKO YCTAHOBUTb, HACKOINBKO NUTEpaTypa KacaeTCH KOHKPETHLIX XapaKTEPUCTUK N OCO-
DEeHHOCTEN, CBA3AHHbIX C MPOU3BOACTBEHHBIM MPOLECCOM pacCMaTPUBaAEMOro n3gernus.

Ecnun BKNtoYeHHbIE B 0630p 0NyONMKOBAHHbIE OTYETbI HENOCPEACTBEHHO HE YNOMUHAKOT NPOU3BOACTBEHHbBIW NPO-
Lecc paccMaTpmBaemMoro n3genus, To HeobxoaMmo NPUMEHUTL CNeayoLLee.

N3roToBuTEnDb AO0ITXKEH HAalT1AAHO MNMOKa3daTbh 3KBUBAlIEHTHOCTDL MNMPON3BOACTBEHHOIO MNMpouecCa, ABIAKWErocH rnpea-
METOM Oﬂy6ﬂMKOBaHHbIX OTHeTOB, lnpoueccy, rNpuMmeHdemMomMy arnd paccmMmartpmBaemMoro n3gaering. ITO BKMOYaer ASMOH-

cTpauuio crneayoLero:
- aHanorn4Has TKaHb;
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- dHaJ10OrM4HblE TEOMETPUNHECKNE XAPaKTEPUNTCTUKN,
- KBUBaAlIl€HTHOE KaYYeCTBO MaTepunalia,

- 3KBUBAIEHTHbIE YCINOBUA Npouecca (Hanpumep, BpeMsi, TeMnepaTypa, KoHUeHTpauus, ypoeeHb pH, aaesnenwe,
LWKana, pacTBOPUTENN), €Cnun HENb3s 060CHOBATb Pa3fN4uns.

A.1.1.5 OueHka

O630p nutepartypbl AOIMKEH MOAYEPKHYThb 3HAYEHME, MNPUOABAEMOE KOHKPETHLIM UCTOYHUKAM, OCHOBbLIBASsICb Ha
psaae PaKToOPOB. [aKoBble BKNOYALOT:

- SBHAYUMOCTDb OlbITa U KOMINETEHTHOCTU aBTOPA N0 OTHOWEeHWUHK) K KOHKPEeTHOMY pacCMaTpuBaemMomMy Uagerinio n/nnwu
NMPOUN3BOACTBEHHOMY MNPOLUEeCCy,

- 060CHOBaHbI NN BbIBOAbl aBTOPa CyweCTByOuWUMN daHHbIMN,

- OTpaXaeT U JinTepaTtypa cywecTteyroumne metodbl 1 TEXHOIOIMA O6LLI,8I'IpM3HaHHOFO COBPEeMEeHHOIo ypoBHA.

[TpwuvmeyaHune—llpeawecTByOWMe NCCNeaOBaHUs, HE OTpaXatoLye COBPEMEHHbBIN YPOBEHb, MHOTAA coaep-
KaT 3HAYMMYIO MHPOPMaLNIO:

- ObINY NN UCTOYHUKN B3SITbl U3 MPU3HAHHbBIX HAY4YHbIX NyGnnkauum;
- BbINK N OTYETHI ONYDNUKOBaHbLI B pedhepupyemMbiX XKXypHanax;

- B KAKOW CTENEHN OI'Iy6J'IHI{OBaHHaFI nnrTepartypa ABIHeTCA pe3yiibTaToOM NccrnegoBaHnsd Uiin HCCJ’IE,EI,OBEIHHF’I, KOTO-
pble ClieoBalin HayYHblM MNPUHUWUINaM KaCaTellbHO NMJ1aHNPOBaHUA, HAlNpumep, Halimdnsy Hallld4dHblX U COOTBETCTBYHILWKMX
KOHEYHbIX TOHEK N YCTaHOBJIIEHUA HaAlexXawero CtTatmnctny4eCkoro rJjiaHa aHalinaa.

Ecnn oueHka BknovaeT B cebs «cepyto nurepaTtypy» nnm HeonybrnmkoBaHHbIE AAHHbIE, NPU COCTaBneHnn ob3opa
nutepaTtypbl HE0H6X0AMMO B3BECUTL 3HAYEHWE, NPUaaBaemMoe Kaxaomy otyeTy. [1pyn ncnonb3oBaHum Takon MHOPMaLINK
HEODXOAUMO BKIMIOYMUTb AOCTATOYHbIE HAYYHbIE AAHHbIE KOHTPONMUPYEMBbIX CCNEeaOBaHUN (MOXHO B CyMMapHou dhopme),
KOTOpbIE AeNnatlT HAYYHOE PACCMOTPEHUE BO3MOXHbIM.

[lokazaTenbCTBO HE AOMNKHO COCTOATb U3:

a) OTYEeTOB, HE BKIOYAKOLWMX NOAPODOHOCTHN, AOCTATOYHbIE A4S HAYYHOW OLEHKU (BKNOYas OTCYTCTBUE MPUHSTOMO U
YTBEPXKAEHHOIO CTaTUCTUYECKOro NNnaHa, ecnm 310 NPMMEHUMO K NMNaHy HAa3Ha4YeHHOIo NccnegoBaHus ),

b) HEOBOCHOBAHHLIX MHEHUN.

A.1.2 KpuTnyeckas oueHKa

O630p nuTEpaTypbI/MCTOMHMKOB AOMKEH BKNOYaTh B €051 KPUTUHECKYIO OLIEHKY NUTEPATYPbI/MCTOHHUKOB. TakoBas
KPpUTUYECKas OLlEHKA JOIMKHa:

- DbITb HANMCAHa NUUAMK, JOIKHBIM 00pa3om KBannpuumpoBaHHbIMU B COOTBETCTBYIOWEN 06NacTn, 3HAKOMbBIMU C
COBPEMEHHBIM YPOBHEM HAYKU U CNOCOBHBIMU NPOSIBUTL OO BEKTUBHOCTD;

- coAepXaTb KpaTkoe onucaHne MeguunHCKOro N3aernus;
- coAepXaTb aHanm3 BCEX PACCMOTPEHHbIX CYLECTBYOLWMX AAHHbIX KaK BNnaronpusaTHbIX, TaKk N HEDNAronpuUsTHLIX;

- YCTAHOBUTb, HACKOITBKO nuTepartypa COOTBETCTBYET KOHKPETHBIM XapaKTEPUCTUKAM N OCODEHHOCTSM pacCMaTpu-
BaeMOW TkaHu, obpalas A0MmKHOe BHUMAaHME Ha CTeneHb CXOACTBA TKaHeW, YNOMSHYTbIX B TuTepaType U B OLLEHUBAEMOM
N3gennu;

- NPOaHanNM3npoBaTh U3BECTHYIO OMACHOCTb, COMPSIKEHHbIM PUCK M Hagnexauwyto 6e30nNacHOCTb;

- cogepXartb onucaHne MeToaoB CpaBHEHUS Pa3HbIX Nybnukauum; BO n3dexaHme npugaHns N3nuiHen 3Ha4MMoCTu
HEOBX0AUMO yaensiTb 0cob0e BHUMMAHME B CrnyvasX MOBTOPHbLIX NyOGNMKaumn Tex e aBTOPOB;

- cogepartb CMUCOK Nydnmkaumn ¢ HagnexawmmMmm NeEPEKPECTHbIMU CCbINTKAMU B OLEHKE;

- cogepxKartb 3adBI1€HNE O TOM, YTO bbina Haln+HaHo Nnoka3aHa paBHOUEHHOCTb BCEX SHAaYYNMbIX XaPaKTEPUCLTUK, ECIIN
HaHHble OTHOCHTCH K 3KBUBAJIIEHTHOMY N34eJ1TUH).

Kputndeckas oueHka AosmkHa ObiTb NognucaHa u gatupoBaHa aBTOPOM.

A.2 BoiBoabl

B pesynbrate 0b630pa nutepaTtypbl M3roTOBUTENDb AOIMKEH ObiTb B COCTOSHUM OTBETUTBL Ha CNEAYIOLLME BOMPOCHI.
- ABNAOTCA MY 3asiIBNEHHbIE BbIBOAbI AOCTOBEPHBLIMW ?

- ABnAOTCA NY AAHHbIE AOCTATOYMHbIMM ANS AEMOHCTPaLUKM COOTBETCTBUSA C HaaNeXawmmm OCHOBHbIMY TpeboBa-
HUAMU?

A.3 OtveT

Pe3ynbTaThl 00630pa nuTepaTypbl A0MKHbI ObITb 06beANHEHBI B 0THeTE. OH AOMKEH BKIMIOYAaTh KPUTUHECKYIO OLLEHKY
nuTepaTypbl, BbIBOALI M BCIO YMECTHYO MHOpMAaUMIO cornacHo TpeboBaHnsiM JaHHOIO NPUNoXeHust (CMm. pasaen 7).

[ PUMMEYAHWE— HE,EI,OCTEITO‘-IHOE cogepxaHmne niin Ka4v4ecrtBo nwoboro mna BbllLLUEYKA3aHHbIX 3TaroB Ui Hali-

Yme 3Ha4YMMOW HOBOW MHOpMaLMK NOTMHYECKN NPUBOANT K NepeoueHke nHdopmaumm n, Nno HeobxoanmMmocTn, BO3BPaTY K
COOTBETCTBYIOLWEN DONee paHHen cTagun, BHOCH HeObBXoaAnMbIe NONPaBKM U NOBTOPSISA NpoLecc.
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[MpynoxeHve B
(cnpaBo4HoOe)

PekoMeHAaLMuM Mo uccrnegoBaHUI0 YHUUTOXEHUA UW/Unu ge3akTuBaluu BUPYCcoOB

B.1 Obwasa 4yacTtb

[TpegnonaraeTcs, YTO YHUUTOXEeHNE n/unu ae3aktmBaumsi BUPycoB DyayT cneaoBaTbh BEPOATHOCTHOW KOHLEMNUWN, W,
crniegoBaTenbHO, HEBO3MOXHO rapaHTUPOBaTh NOMNHOE OTCYTCTBUE KOHTaAMUHALMM B U3JENUSIX.

Bce uenbitanma ctpagatoT oT NPUCyLLLEn OrPaHNYeHHOCTU KONMMYECTBEHHbBIX BUPYCHBIX MPO06, Korga cnocobHOCTb Bbl-
ABUTb HN3KME KOHLUEHTPaLUMUn BUPYCOB 3aBUCUT NO CTATUCTUYECKUM NPUYMHAM OT pa3amMmepoB obpasua (cMm. npunoxexme G).

YcTaHOBNEHWE OTCYTCTBUS 3HAYMMBbIX BUPYCOB B/UNKM HA TKAHW AOIMKHO DbiTb OCHOBAHO HE TOMNBbKO Ha pe3ynbraTtax
NPSIMOro TECTAa Ha UX HanNn4Yue, HO TaKkKe Ha AEMOHCTPaUMKM TOro, YTO NPOU3BOACTBEHHbIE CTYNEHN CNOCOBHbI X Ae3aKTU-
BUPOBaTb UMW yaanuThb.

B.2 Bbioop BupycosB

B.2.1 Bbibop BUpyCcoB, NCNonb3yemblX AN UCCNeaoBaHUA YHUUTOXEHUA N/MNn Ae3akTUBaunKn, SIBNSIETCH KPUTUYE-
CKUM MOMEHTOM.

[1T0 BO3MOXHOCTU HeobXxoaumo BbIbpaTh 3HaA4YMMbIM BUPYC. ECNKM ncnonb3oBaHne 3HAYMMbIX BUPYCOB HE OEMOH-
CTPUPYET LUMPOKUIN gnanasoH CBOUCTB, rae TpebyeTcs, TO NoATBEPXKAEHNE O0MKHO BbITh NPOBEAEHO C MOAENBHLIMU BUPY-
camMMu.

B.2.2 BupycHble mogenun gnst nccnegoBaHUM YHUUTOXEHUSA U/WNMN Ae3akTuBauumn A0mKHbl 6biTb BbIOpaHbI TAKUM
obpa3om, 4YTobbl NPpeacTaBnTb, HACKOIBbKO BO3MOXHO, TOYHO COOTBETCTBYIOWME BUPYCHI, KOTOPbIE MOTYT MHPUUNPOBATL
n3genuve, n NpeacTtaBuTb, HACKONBbKO BO3MOXHO, LUMPOKUN AMana3oH HPU3NKO-XMMUYECKNX CBOUCTB OIS UCMbITAHUS CMNo-
COBHOCTU Npouecca Ae3akTUBUPOBaTh BUPYChl. Ha BbIGOp MOAENbHBIX BUPYCOB TaKXe AOMKHbI BIUSATb KAYE€CTBO U CBOU-
CTBa UCXOOQHOIo martepuana v rnpon3BoacTBEHHbIN MPoLEeCe.

B.2.3 Ecnun He o60oCcHOBaHO MHa4e, NpW HANU4YMM gByX BO3MOXHbIX BUPYCOB AN UCCNeaoBaHUs YHUHTOXEHNS N/ UNn
Oe3aKTUBaALUN KOHKPETHOW CTYNeHU Nnbo no nNnpuYmMHe nx paBHOro CXoAcrea € BO3MOXHbIMM KOHTAMUMHAHTAMMN UNN CXO[-
HbIX PUBNKO-XUMUYECKNX CBOUCTB HEODX0AMMO BbiOpaTh Bonee CTONKUN.

[TpumeyaHmne— XoTa UCXOOHbIM MaTepuan He 0bs3aTenbHO ABNSIETCH HOCUTENEM KOHKPETHbIX MOAENbHbIX
BUPYCOB, NOKA3aTenu CoKpaLLeHus!, MoNy4YeHHble NS TaKnX BUPYCOB, NMPeAoCcTaBNsAloT NoNe3nyo nHdopmauuto 0b oben
CNOCODHOCTU NPOU3BOACTBEHHOIO NMPOLUECCa YHUUTOXAaTb W/NNW Ae3aKTUBUPOBATb BUPYCHI.

B.2.4 Heobxoanmo yuntbiBaTbh NPOAOIIKAKOLWYIOCHA BOCCTAHABNMBAEMOCTb MOAENBHOINO BUPyca B TEYEHNE UCCTIE-
NOBaHUA Ae3aKkTuBauuu.

B.2.5 o BO3MOXHOCTN BbIOOP BUPYCOB AOIKEH DbITh TAKUM, YTODOLI BUPYChl MOINN BbiThb BblipalleHbl 40 BbICOKOrO
TUTpA.

B.2.6 Heobxoanmo Hannumne 3dhPeKTUBHOW, YYBCTBUTENBHOW U HaAEXHON Npobel Ans obHapyxeHnst nabpaHHbIX
BUPYCOB 40 N NOCNE NPOXOXAEHUS NMPON3BOACTBEHHOW CTYIMEHW.

B.2.7 Heobxoanmo y4nTbiBaTh ONACHOCTb ANSA 340P0BbS COTPYAHUKOB, BbIMONHAKWMX UCCNEaoBaHUS NOATBEP-
XOEHWSA, KOTOPYIO MOTYT NPEACTaBNATL OnpeaerieHHble BUPYChI, a TaKXKe NCNONb30BaHUE YMECTHbLIX MepP 3aLlunThbI.

B.2.8 [lpnmepbl MOAENbHBIX BUPYCOB, NCMONb30BaAHHbLIX UMMM PEKOMEHOOBAHHbIX 411A UCMNONb30BaHUSA B UCCIE40Ba-
HUAX NOATBEPXAEHUSA Ae3akTuBauum, npuBeaeHsl B Tabnvye B.1.

B.3 Pas3paboTka n BO3MOXHble NocneaAcTBUA UCCreaoBaHUN YHUYTOXEHNA U/nnn ae3akTuBauum

B.3.1 Obwaa 4yacTb

McenegoBanns YHUUTOXEHNS W/WNn ae3aktuBauum COCTOSAT B NpegHamMepeHHOM BBEAEHUN (CneunanbHOM aobas-
NTEHNWN) N3BECTHOIO BUPYCHOIO TUTPA B PasfIN4HbIE NPOU3BOACTBEHHbIE CTAANN U U3MEPEHUN CTENEHUN AE3aKTUBALNN B TE-
YyeHne nocneaywwen otaefibHOM MPOM3BOACTBEHHOM CTaguum wnv  ctagun. YTBEpPXOEHWE KaXaon OTAENbHOW
NPON3BOACTBEHHOW CTaAUN NMPOU3BOACTBEHHOIO NpoLecca He ABNAETCH HeobxoanmMbiM. TONbKO T€ NPOU3BOACTBEHHbIE
CTaaumn, KOTOPblE BEPOATHO UMK MOTEHUMANBHO MOTYT CNOCODBCTBOBATL YHUYTOXEHUIC W/WMINN Ae3aKTuBaLumun BUPYCcoB, A0IN-
XXHb! SIBMATHCA NPEeAMETOM U3YHEHUS YHUHTOXEHUS /UMK Ae3akTnBaumn. B cnydvasx, korga npouecc BKNo4aeT B cebst He-
CKONbKO NPOU3BOACTBEHHbLIX CTYMNEHEN C HU3KUM KOSDPUUMEHTOM COKPALLEHUNA B KXOOW, MOXET ObiTb HEOOXOAUMBIM
YTBEPXKAEHME npoLuecca B uenom (cm. B.3.5).

Heobxoanmo TwaTtenbHO paccMoTpeTb TOHHOE onpeaeneHne oTaAenbHOW NPON3BOACTBEHHON CTaaUN.

Heobxognmo naberate HAMEPEHHOIO BHECEHUSA NIOOBOro Bupyca Ha nNpou3BoACTBEHHLIM OOBLEKT. [loaTBepxaeHne
OOIMKHO ObITh NPOBEAEHO B OTAENBbHOW Nnabopartopumn, 06opyaoBaHHOW ANs TakKnxX ueneun, obblMHO HA YMEHBLLUEHHOWN BEP-
CUN NPON3BOACTBEHHOIO NMPoLEecca, U BbIMOJTHEHO COOTBETCTBEHHO KOMMNETEHTHLIMU N OMNbITHBIMU COTPYAHMKaMK. ns pe-
KOMeHA4auunn no yMeHbLIEHNIO CM. npunoxeHune D.
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B.3.2 Pa3paboTtka nccnegosaHvs

B.3.2.1 VccnegoBanne aomKHo BbITh paspaboTaHo Takmm 0bpasom, YTobbl HAaNMYMe BUPYCOB ONpeaensiyiocb KOnm-
YECTBEHHBLIM METOAOM C YYETOM NMPEAenoB YyBCTBUTENBHOCTU NPoHL (CM. npunoxenme G).

B.3.2.2 [1eNCTBEHHOCTb Ae3aKTUBALNU/YHUUTOXEHNA BUPYCOB ByaeT 3aBUCETb OT CTPYKTYPbI, pasMmepoB 1 Popmbl
MaTepuana n oT ux pacnpegeneHus B Hem. MccnegosaHue gormkHO BbITh pa3paboTaHo ¢ y4eToOM 3TOrO.

B.3.2.3 Konun4yecTtBo Bupyca, 4obaBneHHOro B UCX04HbIW MaTtepuan ana nayvyaemomn CTyrneHu npon3BoacTea, 4ors-
XHO ObITb MAKCUMAanbHO BbICOKMM B LENAX aAEKBATHOIO onpeaeneHmns BO3MOXHOCTEN NPON3BOACTBEHHOW CTYNEHN. TeMm
HEe MeHee, 0bbemM gobaBneHHOW B3BECK, codepKallen BUpYyC, He aommkeH npesbiwaTth 10 % obuwero npoaykra, nogBeprae-
MOTo crneunanbHoMy A4obaBneHunto, Tak YToO nccrnegyemoin obpasel, 0CTaeTcsl KOMMO3NUNOHHO CXOAHbLIM C MPOU3BOACTBEH-
HbIM MaTepnanom. BelunMcneHHble KO3PPOULUMEHTLI COKPALLLEHNA A0IMKHbI BbITb OCHOBaHbI HA BUPYCe, ODHaApYXMBAaeEMOM B
NCXOQHOM MaTepmane co crneunanbHbiM 40DaBNeHMEM, a HE HA KONM4YecTBe 40DaBNeHHOro BUpyca.

B.3.2.4 Ecnun BO3MOXHO, BUPYC B 0Opa3suax n3 MoaesrbHbIX SKCNEPUMEHTOB A0ITKEH ObITh TUTPOBAaH 6e3 ganbHen-
LIMX MAHUNYMAUMA, TAKUX KaK yrbTPpaueHTpudyrnpoBaHme, ananus unu XxpaHeHue. B cnydasix, korga ganbHenwas obpa-
boTka HeunsbexHa, Hanpumep Ans yganeHus Unum HeuwTpanusaumm UHIIMBMTOPOB WU TOKCUYHBIX BELWLECTB, UMK ANS
XpaHeHWs Ha onpeaeneHHbiv nepuoa ans Toro, YTobbl Bce obpasubl Obinm TUTPOBaHbI BMECTe, HE0bXoanmo BbibpaTb CO-
OTBETCTBYIOLME KOHTPONbHbIE 00pa3ubl Ans onpeaeneHus apdekra npoueayp Ha pesynberare NccrnegoBaHns, HaNPUMepP
adhhekTa paszbaBnenunsi. BnusHmne obpasua Ha cuctemy 0BHapYXEeHUSs1, BKINOYasa TOKCUYeckue 3 ekTbl, He0HX0aMMOo 3a-
PEMMCTPUPOBATL, TAK KaK OHO BNUSIET HA Npeaensl obHapyXeHus. XpaHeHne BMpycoB n 0b6pasuos ¢ 4o06aBNEHHBIM BUPY-
COM crieyeT NpoBoANTb MNMPU 3a8BNEHHbIX YCITOBUSAX.

B.3.2.5 Korga 310 BO3MOXHO, HEODX0ANMO NONY4YNTb KNHETUKY A€3aKTUBALWMN BUPYCOB AN N3MEPEHUSA YINa HaKNo-
Ha KPUBOW W OnpeaerneHns TeopeTUHeckoro BpeMeHu, Heobxoammoro Ans ge3aktmBauum BCer nonynsunm BUPyCcoB.

MiccnegoBanus gesaktmBauum crneayeT nnaHnpoBaTbh TakMM 0bpasom, YTobbl Npobbl 3abmnpannuck B pasHoe BPEMS,
NO3BONAS NOCTPOUTL rpaduK gelaktnBaumn. YacTto aesaktmBaumsi BUpyca MMeeT BbICTPYIO HaYanbHy0 a3y, 3a KOTOpOn
cneayet bonee meaneHHas asa. Nayvenune BTopon drassl 0CODEHHO BAXHO AN onpeaeneHns XxapakTepucTuk npouecca
nesaktmBauum (cm. B.4.1).

B.3.2.6 B cny4yae yHUUTOXEHWA, T.€. CHMXEHNA MHPULUMPOBAHHOCTN BUPYCa NyTEM pasaeneHns Ha npeyunuTarhl
NN yaaneHus onpeaeneHHbiX ppakumn, yaaneHHbin obpasel Takke AomkeH bbiTb naydveH. Heobxoammo coctaButb ba-
NaHc pacnpegeneHns Bupyca B pasrnuyHbiX Ppakumsax, Korga 3to BO3MOXHO.

B.3.2.7 Metoa npobbl KONMNMYECTBEHHOW MHMPUUNPOBAHHOCTU BUPYCOB AOIMKEH MMETb a€KBATHYIO YYBCTBUTEIb-
HOCTb U BOCMPOU3BOANMOCTb U ObITb NPOBEAEH C AOCTATOMHbIMU PENMMKAMU M KOHTPONbHbIMK 0Dpa3uamu ans rapaHTum
afeKBaATHOW CTATUCTUYECKOW TOYHOCTM peaynbTraTta (CM. npunoxexue k).

B.3.2.8 JJocTOBEPHOCTb AOCTUTHYTOIO COKPaLLEHNA norapuma AormKkHa ObITb YCTaHOBNEHA nccrnegoBaHnem spdrek-
Ta KonebaHnsa B KPUTUHECKMX NapameTpax npouecca, CNonb3OBaHHbIX AN YCTAHOBNEHUS NPEeAEnoB BHYTPU NpoLuecca.

B.3.3 BbipawmBaHne BUPYCHbIX Mmogenen

Mogenu BupycosB, NCnosnb3yemMble Ans yTBEPXKAEHNSA NpoLecca ge3akTuBaumm, NpeanovTUTENbHO AONMKHbI ObITb CO-
3[aHbl B KNETOUYHbLIX KyNbTypax, Korga TakoBble A0CTYNHbI. BbibpaHHas cncrema KneTto4vHOW KyrnbTypbl HE O0OMKHA N3Me-
HATb CBOMCTBA MOAEbHOro BUpYyca.

B.3.4 [poBegeHne nccnegoBaHM B KNETOYHbIX KyNbTypax

B.3.4.1 Mogenun Bupycos, ucrnonbayemble ans NoATBEPKAEHNA NPOLECCOB Ae3aKkTuBauuuy, npegnoyTuTerbHO 40r-
XHb! ObITb UCNbITaHbI B KNETOYHbIX KyINbTypax. Heobxoanmo ncnonb3oBaTe MOAENb NEPMUCCUBHOW KNETKM ANS UCMNbITAHUA
noTeHumana K gesakrtuepauum pasrnnyHbiX NPON3BOACTBEHHbIX CTYNEHEMN.

10 OLLEHKM BUPYCHBIX TUTPOB NOCNE Ae3aKTUBaLnmM cHavana Heobxoanmo OLUEHUTb HaNnn4ne Kakon-nnbdo TOKCUYHOC-
TV O€3aKTUBALUMOHHbLIX areHToB 1un Npob npouecca Ha CUCTEME KIMETOYHOW KyNbTYpPbl, UCNOMb3YEMOW AN BblpallUBaHUA
Bupyca. ObbIvHO 06pa3ubl A0KHbI ObITb HEUTPANU3OBAaHbLI UINMN Pa3BeAeHb! 40 HETOKCUYHOM A03bl A5 aHanu3a B CUCTE-
MaXx KINeTOYHbIX KyIbTyp.

B.3.4.2 BHyTpUKNETOYHbIE BUPYCHI ODLIYHO CINOXHEE Ae3aKTUBUPOBATh, YEM BHEKINETOYHbIE. [1oaxoa ¢ ncnonb3o-
BaHMEM NEPMUCCUBHOW KIMETKU NO3BOMNSAET NPOBECTU UCMbITAHNE AEUCTBEHHOCTU NapamMmeTpoB 0b6paboTkm Npu Ae3akTuBa-
LUN KaK BHYTPUKNETOYHbIX, TAK N BHEKITETOYHbLIX BUPYCOB.

B.3.4.3 VcnbeiTaHne cnegyet npogoikarte 40 NpekpaweHUs U3BIMevYeHnss BUPYNEHTHbIX BUPYCOB U3 KNETOYHbIX
KyNbTYpP, MHPUUMPOBAHHBLIX N3BPaHHBIMKM MOAENBHBIMY BUpycamun. 10 BO3IMOXHOCTU HEOBX0OAMMO B OnpeaeneHHOWn Cre-
NEHU NPOBECTU NPOObI AHTUTEN UMK NHOTO hakTopa nHTepdepeHLUn B NPUPOJHOM areHTe Ha obpasuax, Bce areHTbl KOTO-
PbIX ObINY NPeAnoONOXUTENBHO yAaneHbl UMW Ae3aKTUBUPOBAaHbI. B HEKOTOPLIX Crnyvasx HEBO3MOXHO OTAENUTb 3PAEKT
ne3aktnBauunm ot apdeKkrTa MHTepeEpPEHLNM.

B.3.5 KoadhhbumuneHTbl cokpalleHns

B.3.5.1 3agaven wnccnegoBaHus sBNSAETCHA YCTAHOBMNEHWE CTyneHewn, 3PMEKTUBHbLIX ANA Ae3aktuBauum n/mnm
YHUUTOXEHUS BUPYCOB U AN N3MepeHus oben cnocobHOCTU NPOU3BOACTBEHHOIO NpoLecca K ux gesaktmpaunu/yaarne-
HUt0. OBLWMN KOIDPULMEHT COKpaLLEHNA ODbIMHO BbIPaXKAOT KaK CYMMY MHAMBUAYANbHBIX aKTOPOB. TEM HE MEHEE, MNPO-
CTOE CYMMUPOBAaHME OTAENBbHbIX KOSMPDOULUNEHTOB COKPALLEHNSA MOXET HE SIBMATHCH ODOCHOBAHHbLIM, OCOBEHHO B Cny4asix
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BUPYCOB, CBOMCTBA COMPOTUBIISIEMOCTU KOTOPbIX HE N3yYeHbl NONHOCTLIO. CoKpaweHns B BUPYCHOM TUTPE B TEYEHNE CTa-
UK npouecca nopsgka MmeHee 4em 04HoOro norapmma cHMTarTCs HE3HAYUTENBbHBIMU N AOIMXKHbI BbITb NPOUTHOPUPOBAHDI.
N3rotoBuTenun AOMKXHbI OTNUYaTbh AENCTBEHHbIE CTAAUM OT CTAAUN NMPOLECCa, KOTOPbIE MOIyT CNoCODCTBOBATL YAANeHuIo,
HO KOTOPbIE HE HACTOSIBKO HAAEXHbI. TakxKe HeEODX0ANMO paccMoTpeTb, DyAyT N BUPYChI, YUENEBLINE NOCE OOHOWN CTa-
UK, YCTOMYUBBIMIN B NOCNEAyIoLWen ctagum, nnbdo bonee yazsumbiMn. Kak npasuno, otaenbHas ctagus co 3HA4YUTENbHbBIM
adhekToM gaeT Ny4yto rapaHTUIo CHUXEHUS PUCKA, YEM HECKOINBbKO CTaguKn € TEM Xe 00Wmnm 3 ekTom.

B.3.5.2 [ns BCeX BUPYCOB N3rOTOBUTENN AOIMKHbI 0DOCHOBATL NPUEMNEMOCTb MOJNTYHEHHBIX KO3 PULUNEHTOB CO-
KpaweHus. Heobxoanmo NnpuHATL BO BHUMaHUE, rae npMmMmeHnmo, obuiee ncnoitaHne npon3BoacTBEHHOIO npouecca Ans
0B60CHOBaHUS 06UWLen CNOCOBHOCTM NpoLecca rno OTHOLLEHUIO K Ae3aKTUBALMN /NN YHUYTOXEHUIO BUPYCOB (UCNbITaHue
N3genus nocre NPporoHa npouecca, cneays 3a gobaBneHnemM K NCX0A4HOMY MaTepuany 4o3bl ¢ MAKCMMarbHON KOHTAMUHA-
Lnen).

B.4 OrpannvyeHunsa nccneaoBaHus YHUUTOXEHNA n/mnun gesaktnBauum

B.4.1 WccnepoBaHusi yHUUTOXEHUA W/WNMN Ae3akTUBaLUM CNOCODCTBYIOT NPUMEHEHUIO KOHTPOIMA prucka ans obec-
ne4vYeHnst NPUEMIIEMOro ypPoBHS BE30MacHOCTU MeANLIMHCKOIoO n3genus. Tem He meHee, psia PakTopoB B pa3paboTke U Bbl-
NONHEHUN WNCCNEeAOBaHUW YHUYTOXEHUS W/ MNN Oe3akTUBauuu MOXET MNPUBECTU K HEBEPHOW OLEHKE CNOCOBHOCTW
npouecca yHNUToOXaTb U/ nnn ge3aktmBnpoBaTh BUPYChl. ITU PAKTOPbI BKIMIOYAKOT Crneayowee:

a) PasHble nabopaTopHble WWTaMMbl BUPYyCa MOTYT UMETb Pa3NUYHYO YYBCTBUTENBHOCTL K TOW Xe 0bpaboTke.

b) Korga BupycHble npenaparbl, UCMornb3yemble Ans YTBEPKAEHUS CTYNEHN YHUUTOXEHUSA N/ MNn ge3akTnBaunm, co-
30al0TCA B TKAHEBOW KyInbType, NOBeAeHNe BUpyca, Nofy4eHHOro n3 TKaHEBOW KynbTypbl, B UCCNE40BaAHUN YHUYTOXEHUS
n/unn ges3aktuBauum MOXET OTNUYaTbCs OT MOBEe4EHUSA MPUPOAHOro BUpyca (Hanpumep, ecrnv NPpUpoaHbIv 1 BblpaleHHbI
BUPYChHI Pa3nnUyatoTcs NoO YNCTOTE UMK CTENEHU HAKaNIMBaHUS ).

c) CnocobHOCTb BCEro npouecca K COKpaLleHnio MHPNLUNPOBAHHOCTU YacTO BbipaXaeTcsa Kak cymma norapudgpma
COKpaLLEeHUN Kaxgon ctagun. 1o sensieTcs yaobHbIM cnocobom BbluMCIEHUS 0O Wero Ko duumeHTa cCokpaweHUs, XoTA
CYLWECTBYIOT OnpeaeneHHblie cutyauuu, rae npubaeneHmne norapnoMmyecknx CoKpaleHnmn MoXeT He BbiTb 4EVCTBUTESb-
HbIM (HaNpPUMep, rae CokpaleHue 3aBnucuT oT agcopbummn BUpyca maTpuLen).

d) [e3aktmBauusi BUPYNeHTHOCTU BUpyca 4YacTo crneayeT 3a AByXdas3HoW KPUBOW, NPU KOTOPOW 3a DbICTPOW HaYarb-
HOW dha3on cneayet bonee megneHHas. Bo3amMoOXHO, 4TO BUPYChI, yUENeBLUME MOCe KOHKPETHON CTagun Ae3akTuBauun,
MOryT BbITb DOee CTOMKMMK B Nocneayrwmx ctagusax. Kak cnegcreune, 06 WnMn KOSPOULUNEHT COKpaLLeHUs He 0bs3aTenb-
HO SIBNSAETCH CYMMOWN KO3IMMMPUUMEHTOB COKPaLLEHUS, BbIYUCIEHHbIX ONA Ka)XXaon otaenbHOW ctagun € UCrnosfib30BaHUEM
KaXgbln pa3 CBEXEro MHOKynsta Bupyca.

e) Hanpumep, ecnun ctorkas dpakums npuHuMmMmaeT opmMy BUPYCHbLIX HAKOMNNEHUW, BUPYNEHTHOCTb MOXET BbITb
YCTOWYNBOM K PSAy pasnnuHbiX obpaboToK, Taknx Kak pukcaumsi u ctepununsauyms.

fy Ecnu kpuBas gesaktmBauvm HETUNUYHA MO CPABHEHUIO C CYLLECTBYIIOLWLMMU AaHHBIMN, HEOBXOAMMO PaCCMOTPETL
5TO 0COBEHHO U 0D BACHUTD.

g) BbipaxeHune kKoahpPrUMEHTOB COKpaWeHUS Kak norapudpmMmmyeckmnx CoKpaleHn B TUTPE NoapasyMeBaEeT, YTo,
XOTS1 oCTaToOYHas MHPUUNMPOBAHHOCTL BUPYCA MOXET ObiTb 3HAYUTENBbHO COKpalLeHa, OHa HUKOrga He byaeTt paBHATCS
HYIIO.

B.4.2 CywecTByeT BEPOATHOCTb, YTO 0OpaboTka B yMEHbLUEHHOM MacwTabe byaeTr oTnMYaTbCsa OT MNONMHOMAC-
wTabHOM 0BpaboTKN, HECMOTPSA HA YCUIUS, HAMPaBI1EHHbIE HA CO3daHne npoLuecca B YMEHbLUEHHOM MacluTabe (CM. npu-
noxexwe D).

B.4.3 lNpn onpeaneneHHblX 06CTOATENBCTBAX B MaTepuane MorytT HaxoauTbCs aHTUTENAa UNU gpyrne MOIeKkynbl,
NPOTUBO/B3aNMOLENCTBYIOLLME C BUPYCHON MOAENBIO. ITO MOXET NOBIMUATL HA pasaeneHne BUPYyCcCHOW Moaenv unm ee
NOABEPXKEHHOCTb Ae3aKTUBaLMKN, HO TAKXKe MOXET YCNOXHUTBL NaH uccrnegoBaHns HentTpanuaauen BUpyneHTHocTu. Mo-
XET ObITb CNOXHO OUEHUTb NPUroAHOCTb NNaHa UccrneaoBaHus. YPoBEHb aHTUTEN B HANUYMU MOXET OblTb pACCMOTPEH KakK
3HaA4YUTENbHAas NepemMeHHas npouecca.

[1o NpUMEHNMOCTN cneayeT NPOBECTU KAKYHO-TO CTENeHb Npobbl aHTUTEN UMK APYroro MONEKYNApPHOro NpoTMBo/B3a-
NMOOAENCTBUS C MOAENbHBIM BUPYCOM Ha obpasuax, rae oxXmgaeTcs, YTo BCe MOAENbHbIE BUPYCHI DbINK yaaneHbl Unn aes-
aKTUBUPOBAaHHLI.

B HEKOTOPLIX CriydasiX HEBO3MOXHO OTAENUTL IPPEKT Age3aKTnBaumm ot apdekra NnpoTMBo/B3anMmogencTBUS.

B.4.4 Hebonbwwne pasnnyns B NPOoN3BOACTBEHHbLIX NAapaMeTpax, TaKuX Kak benkoBoe cogepxaHmne nnm Temneparty-
pa, MOryT NPUBECTM K BOMbLLIMM OTIIMYUSM B COKPALLEHUN BUPYEHTHOCTM BUPYCA KAKUM-NNBO MEXaHU3MOM.
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Tabnnya B.1— lNpumepbl BUPYCOB, NCNOMb3OBAHHLIX B BUPYCHLIX BaNnMAaLNOHHbIX NCCNeaoBaHUAX

E cTeeTROH LI ConpoTUBNAEMOCTDb
Bupyc CemMeuncTBo Buna [[eHOM ObepHyThIN Pazmep, HM dopma PUBUKO-XUMUHECKOU
HOCHUTEJ1b
obpaboTtke
[TonnoBupyc, Sabin Picorna LlenoBek OHTEPOBUPYC PHK HeTt OT1 25 go 30 VIkocasgpwuyeckast CpeaHss
T™n 1
Bupyc Picorna MbIWb KapanoBupyc PHK HeTt OT 25 go 30 VIkocasgpwuyeckast CpeaHsis
3HUedanoMmmno-
kapauta (EMC)
PeoBupyc 3 Reo Pa3nnyHblie OpTopeoBnpyc PHK HeT OT1 60 go 80 Cdhepunueckast CpeaHss
SV 40 Papova Obe3bsHa [Tonnomaeupyc OHK HeT OT140 go 50 VIkocasgpunieckas Ou4eHb BbICOKas
[TapBOBUpYyChHI Parvo Cobaku [lapBOBUpYC HHK HeTt OT 18 oo 24 VIkocasgpwuyeckast Ou4eHb BbICOKast
(cobaybn, CBUHLIE) CBWHbMU
Bupyc nenkemmu Retro MblLb Tun C PHK [la Ot 80 oo 110 Cdhepunyeckas Huakas
mMblwen (MulV) OHKOBUpYC
BupycHasa gnapes Toga KpynHbin [lecTnBmnpyc PHK [la OT1 50 go 70 [Tneocpepuyeckas | Huakas
KPYNHOro poratoro poratbi CKOT
ckota (BVDV)
Bupyc Retro LenoBek leHTnBMpYC PHK [la OT1 80 go 100 Cdhepunyeckas Hunakasn
nvmyHoaedpuumnTa
YernoBeKa
Bupyc Rhabdo Nowaaw Beankynoeumpyc PHK [1a 70 x175 [Tano4ykoBngHas Huakas
BE3UKYIAPHOIO KopoBbl
cToMmaTtuTa
[enatut A Picorna LlenoBek [ enaTtoBupyc PHK HeTt OT 25 go 30 VIkocaspgpunieckas Bblicokast
Bupyc naparpunna Paramyxo Pa3nnyHbie [TapamukcoBunpyc | PHK [la OT1 100 go 200 [Tneocdhepnueckan | Huakas
Bupyc cnHabunc Toga LenoBek AnbgaBnpyc PHK [la OT1 60 go 70 Cdhepunyeckas Hwnakan
Bupyc Herpes CBUHBW Varicellovirinae NHK [la OT1 120 po 200 Cdhepunyeckas CpeaHss
ncesgobelwleHcTBA

[TpnmeyaHune—B gaHHon Tabnuue NnpMBeAeH HENOMNHbIM CNUCOK BUPYCOB, NCNONb30BAHHbBIX B UCCNEA0BAHUSX YHUYTOXEHUST W/Mnn gelaktmBaumm nmbo B
KayeCcTBe 3HAYMMbIX areHToOB, T.€. areHTOB, pacCMaTPMBaAEMbIX KaK MOTEHUMarNbHble KOHTAMWUHAHTbI MCXOAHOIO MaTtepuana Nnmbo Kak MogeribHble areHThbl.
Kak cneacreue, ncnonb3oBaHue noboro Bupyca na rabnuubl He ABNsieTCs 0bA3aTenbHbIM, U U3rOTOBUTENN MOMYT PACCMOTPETb APYrne BUpPyCbl, 0CODEHHO Takume,

KOTOpble MOryT ObiTb Bonee noaxoAsiWumMm Ansl UX KOHKPETHbIX MPOU3BOACTBEHHbIX NPOLECCOB.

H806X0ﬂ,lﬂ1 MO YHUTBIBATD OMNaCHOCTb AJ14 340P0OBbA COTPYAHUKOB, BbINOJIHAKRLWUNX NCCINEA0BaHUA YTBEPXKACHNA, KOTOPYIO MOTYT NnpedcrtaBlidTbh OrnpedcelieHHble BU-
PYCbl, a TakKXXe UCTMNOJ1Ib30BaHUE YMECTHbBIX MEP 3alUUThbI.

¢-¢v¥c¢ OOUN d 1001
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[MpynoxeHue C
(cnpaBo4HoOe)

PekoMeHaaLuu no uccrnefoBaHUKD YHUUTOXEHUA u/Mnu gesaktuBauumm areHtoB TSE

C.1 Obwaa vyacTtb

BanngaunoHHblie nccnegoBaHus npoueayp yaaneHuns/aesaktmpaumm areHToB ABNSOTCSH CNOXHBIMUY ANst pas3pabdoT-
KW N BbINONMHEHUSA, @ UX pe3ynbTaTthl CMOXHO UCTONKoBaTh. Heobxognmo npuHnmarts BO BHUMaHWE CYLWLHOCTb Marepuana
CO cneynanbHbiM 4ODaBNeHNEM N ero COOTHOLIEHNE C ECTECTBEHHOW CUTYaLMEN, NNaH NccnegoBaHns (BKNOYas YMEHb-
LeHne macTabos npoueccoB) n meToa obHapyxXeHus areHta (npoba in vitro unu in vivo). INpobebl in vitro moryT ObITb NPU-
roAHbIMU B 3KCNEPUMEHTAaX CO cneumanbHbiM JobaBneHnem Ans nccnegoBaHns NPoM3BOACTBEHHbIX MPOLECCOB, HO BaXXHA
KOppensiuns Takux pe3ynbTaToB ¢ pe3ynbTaTtamMmuy, NONy4eHHbIMU NMocne npob BUPYNEHTHOCTHN, KAK yXKe coobLwanocs B ny6b-
nuKkauusix B gaHHon obnactn. Heobxoammbl ganbHenLLMe nccnegoBaHua Ans paclwmpeHns noHMMmaHusa Hanbonee noaxo-
aswWero «npenaparta ¢ gobaenenHmemy» Ans BanuaauuoHHbIX uccnegoBaHun. CrnegoBaTenbHO, B HACTOAWMA MOMEHT
BanNnMaaunoOHHbIE NCCeaoBaHns, Kak NpaBunno, He TpebytoTcs.

B nononHeHne K ncnonb30BaHUIO NPUEMITEMbIX NCTOYHUKOB U3rOTOBUTENNEN NPU3bIBAOT K NPOAOMKEHUIO UCCIEA0-
BaHUN MO MeTodam yaaneHns n gesaktmpaunm ans ycrtaHoBIEHUA CTYNEHEN/NPOLECCOB, KOTOPbIE MOTYT UMETb MNMPENMy-
LWECTBO NPW rapaHTum yganeHust unun gesaktmeaumm areHtoB [SE. B nobom cnyvae, no BO3MOXHOCTH, HEODBXOANMO
BblpaboTaTb NPON3BOACTBEHHbLIN NPOLIECC C YYETOM CYLWECTBYHOLWEN MHOPMALNK O METOAAX, CHUTAIOLUMXCSH CNOCODHBIMK
Oe3akTuBnpoBaTb UINn yganutb areHtol TSE.

[nsa Hagnexawmx sanngaunoHHbIX NCCneaoBaHNN N3roTOBUTENDL OOIMKEH OpPraHn3oBaTbh KOHKPETHOE UCCNEeaoBa-
HUe Ae3akTBauum W/MNn YyHUHYTOXEHNA HA HAYYHOW OCHOBE C HEOBXOANMbIM YYETOM CleAyHOLWEro:

- YCTaAHOBNEHNE ONACHOCTU (EN), CBA3AHHOM (bIX) C TKaAHbIO;

- YCTAHOBINEHWE 3HAYUMbIX MOAENbHbIX areHTOB;

- OCHOBaHue ans Bblbopa onpegeneHHon KoMmbuHaumm moaenbHbIX areHTOB;

- YCTAHOBNEHNE CTaann, N3bPaHHON ANs YHUHTOXEHUS W/ Nnn ge3akTnBaunm NnepeaaLlmnxcs areHToB;

- BblUMCreHne KoadpnumneHToB pegykumm.

3aKNO4YUTENDBbHBIN OTYET OOSIKEH YCTAHOBUTL MPON3BOACTBEHHbLIE NMapamMeTpbl U Npeaensl, KpuTn4eckue ans ag-
DEKTUBHOCTU Nnpouecca ge3aktnBaunm Nnm yHNHTOXEHUS,

[HonmxHbl 6bITb NCMONBb30BaHbl COOTBETCTBYOLWME AOKYMEHTUPOBAHHbIE NMPOoLeaypb! AN rapaHTuUM TOro, YTo B TeYe-
HMUEe ODObIYHOIoO NMNPON3BOACTBA MPUMEHSNNCE YTBEPXKAEHHLIE NapamMeTpbl 0bpaboTKu.

[Tpumepamm moaenbHbIX areHToB T SE, NCnonb3oBaHHbLIX UMW PEKOMEHOOBAHHbLIX AN UCMNONb30BaHUA B UCCIEO0-
BaHUAX NOATBEPXAEHUSA Ae3aKTUBaUUK, ABMAIOTCA wWtaMmmbl nodvecyxm 263K, 139A, 22C, ME7, 87A n wtamm BSE 301V,
NAacCUPOBAHHbLIN HA MblLLAX.

B KOHTpOnupyemom nccnegoBaHmm ¢ mogenbHbiMn TSE nenbiTaHMs Ha XXUBOTHLIX MPUAaloT onpegeneHHyo cre-
NeHb BbISBSEMOCTH.

C.2 AreHntbl TSE, BblaepXnBawljme ctagum ae3akTuBauum

Takxe Heobxognmo obpaTnTb BHMMaHWe, byayT nu areHtol TSE, yueneBwmne nocne oaHon ctagumn, yCTONHNBLIMU B
nocneaywewen ctagum nnbdo bonee ysa3sumsiMu. Hanpumep, 6b61no gokasaHo, 4To popmanbgerngHasl obpaboTka areHToB
SE noBbIiWaeT nx XXapoCcTonKoCcTb. Kak npaBuno, otaenbHas ctagus co 3HaYnTeNbHbIM 3P@EKTOM JaeT Ny4yLlyto rapaH-
TUIO CHUXEHUS PUCKA, YEM HECKONBbKO CTaguKn ¢ TEM Xe obwmm adhbdpekTom.

CokpaweHust B TuTpe TSE BO Bpemsa cTagamm npouecca MeHee YeM 0aHOro norapudpma cHmTaloTcsl HE3HAYU-
TENbHbBIMMN.
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[MpnnoxeHwne D
(cnpaBo4HoOe€)

PekoMeHaaLUun No yMeHbLUeHUIO MacluTaba

Tak Kak BHECEHNE MHMEKLUMOHHBIX areHTOB B NPOM3BOACTBEHHbIE 30HbI ABMNAETCH ONAacHbIM, NCCNEeAOBaHNE MO-
TBEPXKAEHUST YHUUTOXEHUS W/unu ae3akTmBauum AomKHO ObiTh NpoBeaeHo B oTaenbHoN naboparopumn, 060pyaoBaHHON
01151 BUPYCONOIMM4YECKON AEATENbHOCTU, U BbINOMHEHO COTPYAHMKAMU C COOTBETCTBEHHBIM OMbITOM. B npakTnveckmnx uensix
MOXET DbITb HEOOXOAMMbIM NCNONBb30BaTb NPOLUECC B YMEHbLLEHHOM MacwiTabe. Cneaylowmm CnMcoK npeaHa3HavyeH B Ka-

YECTBE PEeKOMeHJaunmn npu NCnorib3oBaHNM NPOLECCOB YMEHbLLIEHHOIO MacwTaba:

a) Mmoaenb B YMEHbLUEHHOM MacluTade A0MKHA UMUTUPOBAaTL MPOU3BOACTBEHHbIN MPOLUECC, HACKOIBKO NMPaKTUYEC-
KW BO3MOXHO, N OOMKHA ObITb pa3paboTtaHa COBMECTHO ¢ NPOU3BOACTBEHHbLIM NEPCOHANOM, OTBETCTBEHHBLIM 338 MONTHO-
MacLTabHbIM NPOLECC;

b) AOCTOBEPHOCTb KAXXA0W COOTBETCTBYIOLLEN CTYNEHN NPOLUECCA YMEHBbLLEHHOIO MacwTaba gormKkHa BbITb OTpaXe-
Ha AOKYMEHTAalbHO MO CPaBHEHUIO C NapameTpamMu npouecca, TaKMMM Kak ypoBeHb pH, KoHUeHTpauus, o6bem, TeMnepary-
pa, obopyagoBaHne, BpeMs peakuum, COCTas,;

C) Npouecc yMEHbLIEHHOro macwrtada gomkeH ObiTb BblpaboTaH Taknm 0bpasom, YTobbl NpeacTaBnsAaTb YCIOBUS
HaUXyaLWero crny4vas kKacaTenbHO CNOCOBHOCTU NPOU3BOACTBEHHOIO NPOLECCA K YHUUTOXEHUIO N/MNn Ae3akTUBaLUKN BUPY-
coB u areHTtoB [ SE.

[TpunmeyaHune—Heobxoanmo obpatmte ocoboe BHUMAHME HA YCNOBUSA HaMXyALwWwero cny4asi. B atom moryT
NOMOYb OLUEHKA NUTepaTypbl NN 3KCMEPUMEHTBI HA SKCNNyaTaUWOHHbIX Npeaenax npouecca;

d) OTKNOHEHMSI OT NONHOIo NPOU3BOACTBEHHOIO NpoLEecca, KOTOPbIX HENBb3S n3bexartb, 4OMMKHbI ObITb 0OOCHOBAHbI
C YY4ETOM UX MOTEHUMANBHOIO BITUSIHUA Ha Pe3ynbTaThi;

€) OCHOBaHue, NPOTOKON NCCNeaoBaHNS U KPUTEPUIN NPUEMITEMOCTU NS Npouecca YMeHbLIEHHOINO MmacluTaba He-
06X0aNMO OTPa3nTb AOKYMEHTANbHO.
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[MpynoxeHue E
(cnpaBo4HoOe)

CTaTUCTUUYECKas OLleHKa TUTPOB BUPYCOB U K03 (PULIMEHTOB COKPALLEHUA U OLieHKa
MX AOCTOBEpPHOCTU

TuTtpaunmn BUpYycoB NoaBepKeHbl npobrnemam konebaHusa, CBOMCTBEHHbLIM BCEM cucTtemam Brnonornyveckux npoob.
Takum 0bpas3om, Ans onpegeneHns HaaeXHoOCTU NCCNeaoBaHNA HEODX0AMMA OUEHKA TOYHOCTU BUPYCHbIX TUTPALWA U Bbl-
BEAEHHbIX N3 HUX KOO DULMEHTOB COKPaLLLEHUS, @ TaKXXe AOCTOBEPHOCTM Npob. Llenbio cTaTMcTMYeckon oUeHKN ABMAETCS
YCTAHOBINEHNE TOro hakra, 4YTo uccnegosaHue boino NPoBeaeHo Ha NPUEMITIEMOM YPOBHE BUPYCONOMMYECKOW KOMMNETEH-
THOCTMW.

1) MeTtoabl Npod moryT 661Tb NMOBO ANCKPETHBIMUK, NTNBO KONTMYECTBEHHBIMU. [JIMCKPETHBLIE METOAbI BKITIOHAIOT B CEOS
NpobbI UHPNUNPOBAHHOCTU B XXUBOTHbLIX UK NPODOLI A03bl, MHOUUMpYowen KynbTypy TKaHu (TCID), B KOTOPLIX XXMBOTHOE
NN KNETOYHYIO KYNbTYPY OLEHMNBAKOT Kak MHPULNPOBAHHOE UM HET. TUTPbI BUPYITEHTHOCTUN 3aTEM N3MEPSAIOT, NCNOSb3YA
NPoONoOPUMIC NHPULUNPOBAHHBLIX XXUBOTHLIX UMW KyNbTyp. [1pn KonnyecTBEHHbIX MeToA4ax namepsiemast BUPYyneHTHOCTb Mo-
CTOSAHHO MEHSIETCHA B 3aBUCUMOCTM OT BBOAA Bupyca. KonnvecTBEHHbIE METOAbI BKITIOYAOT B ¢ebs npobbl bnsiwek, rae
Kaxgas bnsilka CoOOTBETCTBYET OAHON MHMDEKUMOHHOW eanHnLe. Kak ANCKPETHLIE, TakK U KONMMYECTBEHHbIE NPODLI Nogaa-
IOTCH CTATUCTUYECKOWN OLEHKE.

2) KonebaHust MoryT nosiBUTLCH BHYTPU NPOOLI B pe3ynbTare OWnboK Npu pa3segeHnmn, CTaTUCTUYECKUX 3PP EKTOB
N Pasnnynm BHYTPU CUCTEMBI NPOO, KOTOPLIE NMDO HEN3BECTHbI, MO0 TPYAHOKOHTPONMUPYEMBI. ITU 3P EKTLI C BONbLLEN
BEPOATHOCTBLIO ByayT Bonee 3HavYnTENbHBIMU MPU CPABHEHUM Pa3HbIX MPOroHoB Npob (mexnpobHoe konebaHue), Yem npu
CpaBHEHUW PE3YNbTAaTOB BHYTPU OAHOIO NporoHa (BHyTpunpobHoe konebaxwne).

3) MNpepens! 95 % AOCTOBEPHOCTU ANSA BHYTPUNPOOHOro konebaHust n gns MexxnpodbHoro konebaHnst 06bI4MHO A0N-
XHbl 6bITb Nopsaka £ 0,5 logo nnu nyvwe. MexXnpobHoe KonebaHmne MOXeET KOHTPONUPOBATLCA NYTEM BbIOOPA 3TANOHHOIO
npenaparta BHyTpnnabopaTtopHOro NCnonb30BaHUS, OLEHKA KPENnoCTU KOTOPOro AoKHA BbIThb B Npeaenax NpubnnanTerib-
HO 0,5 log1o CpeagHen OLEHKN NPUEMIIEMOCTU NMPOobbI, yCTaHOBNEHHOW B nabopatopun. BryTpunpobHoe konebaHne Moxer
OblTb OLUEHEHO CTaHAAPTHLIMU MeTOAdaMU, NPUBEAEHHBIMU B NMNocodbusix. B niobom KOHKPETHOM 3KCNepUMeEHTe, €Clnn TOY-
HOCTb TUTPAaLWKN ABNAETCH HUXKE AaHHbIX KOHTPONbHbIX 3HAYEHUW, CCregoBaHne MOXeET DbiTb NpuemMnemMbsimM Npu 0O60CHO-
BaHUW.

4) CokpaleHune BUPYCHOW Harpy3kn cneayet BblYUCTIATh C MOMOLLbIO BUPYCHbBIX TUTPOB, ONMPeaeneHHbIX 3KCNepu-
MEHTAallbHbIM NYTEM.

[Tpeaenbl 95 % AOCTOBEPHOCTU KOSIPDNLMEHTOB COKPALLEHUS AOMKHbI ODbITh MNONYYEHbI, KOrga 310 BO3MOXHO. OHK
MOTYT ObITb NPUBNMXEHHO BbIPpaXeEHb! KaK + (S2 + 32), roe £ s aensetcsd npegenom 95 % O0CTOBEPHOCTU ANA BUPYCHbIX
Npob ncxogHoro matepuana, a £ a — npeagenom 95 % 4oCToBEPHOCTM ANl BUPYCHOM NMPOobbl MaTepuana nocre CTyrneHu.

Ecnun nocne cTtyneHn aesaktmBaunn/yganeHmnsa HM 0guH obpasel He NoKa3biBaeT NMPU3HAKOB BUPYITEHTHOCTU, KO3M-
POUUMEHT COKpaLLEHNS HEBO3MOXHO OLEHUTb CTATUCTUYECKUM nyTem. s nony4veHus pacyeta MUHUMAanbHOIo KO3 gwu-
LMEHTA COKPaLLEeHUsI TUTP AOMKEH BbiTh BbIpaXXeH Kak MeHbLM N0 paBHbIN OAHOW MHPEKUMOHHON eanHunLe B 0bbeme
Hanbornee BbICOKON UCMNbITYEMOWN KOHLUEHTPALWN.

MOXHO oXnaaTth, YTO HM OAMH 0Dpa3el HE NMOKAXeT NPU3HAKOB BUPYINEHTHOCTU, OCOBEHHO NOCNEe MOLHbLIX NPOLEeC-
coB ge3aktuBauuu. [ns toro 4tobbl yBENMUNTL OLEHOYHBIN MUHUMAIbHBIN KOSMMUUNEHT COKpaLWLEeHUsT 3PPEKTUBHOIO
npouecca Ae3akTuBaLnn, HACKONMbKO BO3MOXHO, He0bxoanmo onpoboBaTtb HanbdonblLee BO3MOXHOE KONMYECTBO 0bpabo-
TaHHOro Hepa3BeJeHHOro marepumana.

Heobxogmmo y4yecTb gaHHble pekoMeHaaumm aomkHelm obpasom ansa areHtos TSE.

V' NaHHoe NPUINOXEHNE COAEPXKUT TEKCT, KOTOPbLIN NepBoOHavanbHO oTHOCUINCA K Bupycam (CPMP/BWP 268/95,
14 cbepans 1996 r.).

14



[OCT P UCO 22442-3—2011

MpunnoxeHwne F
(cnpaBo4HoOe€)

BbluucneHune koacpdpuuneHTOB COKpaLleHUNA

KoathpunumeHT cokpauweHnsa R gnsa otaefibHOU CTYNeHu gesaktuBaumm unmv yganeHns nofy4vyaeTcs BblpaXeHunem

R = |Og10ﬂ! (F1)
Vo1l

raoe V, — obbem ncxogHoro marepuana;
I, — KOHUEeHTpauna MoaenbHOro BUpyca unm mogeneHoro areHta ISE B ucxogHom martepuane;
V, — obbem marepuana nocrne CryrneHu;
I, — KOHUEHTpauua MoAenbHOro BUpyca unm mogeneHoro areHta I SE nocne ctyneHw.
HaHHas popmyna yumnTbiBaeT KaK TUTP, Tak N 06bEeM MaTepuana ao 1 nocre CTyrneHu.
KoathpuumeHTbl cokpaleHns 0BbIMHO BbIPa)XaloT Ha NorapupmMmnyeckon Wkane, vYto nogpasymeBaeT, yTo, XOTH
OCTaTOYHAA BUPYNEHTHOCTb MOAENBHOIO BUPyCca U MoAENbHOro areHTa TSE MmoXeT ObITb 3HAUUMTENBHO COKPaLLEHa, OHA
HUKOrga He byaeT paBHa HyNIo.
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MpunnoxeHve G
(cnpaBo4HoOe)

BeposATHOCTb OOHapyXXeHUsl areHTOB NPU HU3KUX KOHLEeHTpauusax

G.1 Tpy HU3KMX KOHUEHTPpaUMsIX areHta (Hanpumep, B gnanasone o1 10 go 1000 nHMPEKUNOHHBIX YacTUL, Ha NINTP)
BEPOATHOCTb P, 4TO Npoda HECKONbKUX MUNIMUNUTPOB HE COAEPKUT MHPEKLUMOHHbIX areHTOB, COCTaBMNAET

p =J(V\;V)}”, (G.1)

rae V — obwmm o6 beM UCNbITYEMOro MmaTepuana, BblIpaXXeHHbIW B NMUTPAX,;
v — 0ObeM npodbl, BbIPAXEHHbIA B NMUTPAX;
n — abconTHOE KONMUYECTBO MHMPEKLMOHHbBIX YacTUl, CTaTUCTUYECKM pacnpeaeneHHbiX B obwem obbeme.
G.2 lpwn V >> v ganHoe ypaBHeHne npubnmxaertcs K pacnpegenenumio [Nyaccona

P=g", (G.2)

rgje ¢ — KOHUeHTpauus MHAPEKUMOHHbIX YacTUL, HA NUTP;
v — 00BbeM Npodbl, BbIPAXXEeHHbIN B NUTPAax.
G.3 BeposaTHOCTb P npu KOHUeHTpauuu areHTa ¢ B gnanasoHe o1 10 4o 1000 nHgeKUMOHHbIX YacTul 4ns Tectupye-
mMoro obbema npobbl B 1 mn npuBeaeHa B tabnuue G.1.

Tadbnunua G.1—BepoaTHOCTb NP KOHUEHTPaUWK areHTa

P C
0,99 10
0,90 100
0,37 1000

[TpumeyaHune— 310 0b03HAYAET BEPOATHOCTb TOro, 4YTo Npu KoHueHTpauum B 1000 areHtoB Ha nuTp B 37 %
npob 1 mn He ByaeT cogepxaTb YacTULbl areHTa.
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Mpnoxenve OA
(cnpaBo4HoOe€)

CBeaeHNA 0 COOTBETCTBUU CCLINMTOYHbIX MeXAYHapoAHbIX CTaHAapTOB
HauMoHanbHbLIM cTaHgapTaMm Poccunckon ®@epgepauuu

Tadbnwua HOA.1

OBo03HAYEeHUe CCbINMOYHOro CteneHb
ODO3HAYEHUE U HAMMEHOBAaHUE COOTBETCTBYHOLWEero HauMoOHaNnbHONrO CTaHAapTa
MEeXOYHapOOHOro craHgapTra COOTBETCTBUA

NCO 22442-1:2007 IDT [OCT P WNCO 22441-1—2011 Wapgenua megnunHCKne, NCrnosb3yowmne
TKaAHU U X NPON3BOAHbIE XXUBOTHOIo nponcxoxaeHus. Hactb 1. MeHea-
XMEHT pUcKa

NCO 22442-2:2007 IDT [OCT P UCO 22441-2—2011 Wagenua megnumHckmne, ncnonb3yowme
TKAHU U NX MPON3BOAHbLIE XNUBOTHOIMO NPOUCXOXAEHUS. HacTb 2. KOHT-
ponb oTbopa, coopa n obpaboTKun

NapTOB:

- IDT — naeHTM4YHbIE CTAHOAPTHI.

[TpumeyaHwne—BTabnuue ncnonb3oBaHO cneayolwee yernoBHoe 0b603HavYeHne cteneHn COOTBETCTBUS CTaH-
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