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Mpeancnosue

Llenn n npuHumnel ctaHgapTm3aumn B Poccuiickoih ®egepaunn ycTaHoBNeHbl PefepasibHbIM 3aKOHOM
0T 27 gekabps 2002 r. Ne 184-93 «O TEXHUYECKOM perynnpoBaHumn», a npasnna npuMeHeHNs HaunoHanbHbIX
cTaHgapToB Poccuiickoli ®epepaunm — FOCT P 1.0—2004 «CrtaHgapTusauusa B Poccuiickoli ®eaepaumu.
OCHOBHbIE MONOXEHNA»

CsefieHVs 0 cTaHgapTe

1 NMOArOTOB/IEH ABTOHOMHOI HEKOMMEpPYECKOW opraHusauunein «MHCTUTYT Meanko-61onornyecknx
nccnenoBaHuin n TexHonornii» (AHO «MMBUT») Ha 0CHOBe COGCTBEHHOIO ayTEHTUYHOTO NepeBoja Ha pyc-
CKWi1 A3bIK TEKCTa CTaHAapTa, yka3aHHOro B NyHKTe 4

2 BHECEH TexHu4yeckum KOMUTETOM Mo cTaHgapTusauum TK 422 «OueHka 61M0n1ornyeckoro aeicTamns
MeAVNLMHCKUX N34ennin»

3 YTBEP)X/[EH W BBEAEH B [AENCTBVE [pukasom ®efepasbHOro areHTCTBa N0 TeXHUYECKOMY
perynmposaHuio n metponornn ot 15 uwoHa 2011 r. N9 125-ct

4 HacToAwuii cTaHaapT nAeHTUYeH MeXxayHapoaHoMy cTaHaapTy MCO 22442-3:2007 «3penus meau-
LIMHCKMe. UCMO/b3ytoLLMe TKaHN N X NPOM3BOAHbIE XXMBOTHOrO NpoucxoxaeHus. Yacts 3. Banngaumsa yHuuTo-
XeHus wvunu gesakTuBauvu BUPYCOB U areHToB WHMPeKUMOoHHOM ry6uaTtoil 3Huedanonatum (TSE)»
(NCO 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»).

Mpu NpUMeHeHNN HacTosLEero cTaHAapTa pekoMeH4yeTCs NCNo/Ib30BaTb BMECTO CCbITOYHbIX MeXAyHa-
POAHbIX CTAHAAPTOB COOTBETCTBYIOLIME MM HALMOHabHblE CTaHAapTbl Poccuiickoli ®epepaLnuu, cBegeHns o
KOTOPbIX NpuBeAeHbl B fOMONHUTE/TbHOM NPUAoXeHun JA

5 BBEJEH BMNEPBbIE

MHhopmaLmsi 06 U3MEHEHUSIX K HACT 0sLLeMy CTaHAap Ty Ny6nukyoTCs B XerofHo 13gaBaemMoM UH-
¢hopMaLMOHHOM yKasaTene «HaunoHabHble cTaHAapThi», & TeKCT U3MEHEHWIi U MONpaBoK — B exeme-
CSIYHO M3[aBaeMbiX MHOPMALMOHHBIX YKasaTensax «HaumoHanbHble cTaHaapThi». B ciyyasB nepecmoTpa
(3amMeHbI) UM 0TMEHBI HACTOSAILLLETO CTaHAapTa COOTBEeTCTBYLLEE YBeAOMIeHNe GyAeT ony6/IMKOBaHO
B ©XXEMECSYHO 13aBaeMOM UHIOPMaLMOHHOM yKasaTerne «HalunoHabHble cTaHgapThi». COOTBETCTBY-
loLLas MHhopMaLmsi, yBeJOM/IEHNE N TEKCTbl pasMelLan T csl Takxe B MH(OopMaLMoHHO cucTeme o6Lero
NoNb30BaHNUs — Ha ohuLManbLHOM caiiTe PefepasbHOro areHTCTBa N0 TEeXHNUYECKOMY PeryiupoBaHuio 1
MeTponoruy B ceTu MHTepHeT

© CrtaHgapTuHopm. 2011

HacToswuil cTaHAapT He MOXET GbITb MOMHOCTbLIO UM YACTUYHO BOCNPOU3BEEH, TPaXXMPOBaH U pac-
MPOCTPaHEH B kKayecTBe 0hMLManbHOO U3gaHns 6e3 paspelleHus defepanbHOro areHTcTBa No TEXHUYECKo-
My perysiMpoBaHuio 1 MeTposIoriun

n
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BeeneHve

NCO (MexpyHapofHas OpraHusaumsa CTaHgapTusaumun) SBnseTca BCEMUPHON dedepaumeli opraHos
HaLMoHasIbHbIX CTaHfapToB (opraHusaumm — vneHsl MICO). PaboTa no NoAroToBke MeXayHapoaHbIX cTaHaap-
TOB 06bIYHO OcyLlecTBNsAeTCA TexHnyeckummn komutetamu MCO. Kaxxaas opraHmsauus-yieH, saMHTepecosaH-
Has B npeAMeTe, /19 KOTOPOro co3fgasascs TeXHNYecknii KoMTeT, MeeT Npaso ObITb NPeACTaB/IEHHOW B 3TOM
KomuTeTe. MexayHapofHble NpaBuUTENbCTBEHHbIE U HENpPaBUTEIbCTBEHHbIE OpraHM3auun Takke MpUHUMaT
yyactme B pabote Bo B3ammopgelicteun ¢ MCO. NCO TecHo coTpyaHuyaeT ¢ MexayHapoaHOW 3/1eKTpoTeXHU-
yeckoin Komuccreinn (M3K) no Bcem Bonpocam 3/1eKTPOTEXHUYECKON CTaHAapTU3aumm.

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

OCHOBHOI 3afja4eil TEXHUYECKNX KOMUTETOB ABNSETCSA NOATOTOBKa MEXAYHapOoAHbIX CTaHAapToB. Mpo-
eKTbl MeXyHapoaHbIX CTaHAAPTOB, NPUHATbIE TEXHUYECKUMU KOMUTETaMU, PACNPOCTPaHAOTCSA opraHusaLm-
AM-4YsieHaM n1a ronocosanus. Mybnvkaumsa B kKa4ecTBe MeXAyHapoHOro ctaHjapTta TpebyeT of06peHus no
MeHbLUeid mepe 75 % opraHv3aLuii-4neHoB ¢ NpaBoM rosnoca.

Heob6xoAnmo 06paTTb BHUMaHNe Ha BO3MOXHOCTb TOF0, YTO HEKOTOPbIE 3/1IEMEHTbI HACTOSILLLENO CTaH-
JapTa MOryT nofsepratbcsi nateHTHbIM npasam. NCO He HeceT OTBETCTBEHHOCTU 3a 0603HayeHue Ka-
KNX-TM60 TaKOBbIX NATEHTHBIX NPas.

NCO 22442-3 6bin nogrotoeneH TexHnyeckum kommtetom MCO/TC 194 «Bronornyeckas oueHka megm-
UMHCKuX nsgenuii». MogkomuteT MK 1 «be3onacHOCTb U3Aennii N3 XMBOTHOW TKaHU».

NCO 22442 cocTouT 13 cneayoLmx Yacteil nog 06Wmnm HammeHoBaHmem «/3genna MeguumnHckue, ne-
NoMb3ytoLmne TKaHW 1 X NPOU3BOAHbLIE XNBOTHOIO NPOUCXOXAEHUS»:

- Yactb 1. MeHepXMeHT pucka;

- YacTb 2: KoHTposnb oT60pa, cbopa n 06paboTkm.

- YacTb 3: Banupgaumsa yHUUTOXEHUSI U/unu fe3akTuBaLuy BUPYCOB N areHTOB MHAEKLMOHHOI ry6yaToii
3Huedanonatum (TSE).
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HAUWOHANBbHBIN CTAHOLAPT POCCWUMCKOW SGEALEPALUMN

M3AETNA MEANUMHCKUME, NCMNOJIb3YIOWWME TKAHN N NX NMPON3BOAHbLIE
XNBOTHOIO NPONCXOXOEHNA

YacTtb 3

Banupgaums yHUUTOXEHUA u/unu gesakTvBalynun BUPYCOB U areHToB
MHAEKLMOHHO rybyaToli aHuedasonatum

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

fata BBegeHns — 2012—03—01

1 O6nacTtb NPMMEHEHUS

HacTosiwwmii cTaHgapT ycTaHaBnBaeT Tpe60oBaHUS K MPOLLECCY YHUUTOXEHUS W/nnu aesaktuBawmmn Bupy-
coB nareHToB TSE B npoLecce Npon3BoACTBa MEANLMHCKMX U3AENNIA (3a NCKTIOYEeHNeM ANarHOCTUYECKNX Me-
OVLMHCKUX U3AENIA in Vitro), NCNOMb3YIOLWMX XMBOTHbIE TKAHU WM MPOAYKTbI, MPOU3BEAEHHbIE U3 XNBOTHOM
TKaHW, He ABNAIOLLMECS XU3HECNOCOOHBIMY NN NPUBEAEHHBIMU B 3TO COCTOsAIHME. HacToAwwmi cTaHaapT npu-
MEHUM B C/yyasix, rae aToro TpebyeT npouecc KOHTPOos pucka, kak onucaHo B MICO 22442-1. OH He kacaeTcs
ApYyrMx nepefaroLmxca n HenepeaatoLnxcsa areHToB.

MpumeyaHunsa

1 AHanu3 1 KOHTPO/b pucka onucaHbl B ICO 22442-1. O6blYHbIe NpoLecchl cTepuansaunm, NnpuUMeHeHHble Ans 06-
pPabOoTKN XMBOTHbIX TKAHeN Ana MegULMHCKUX N3ennii, He nokasanu ce6a NoNHOCTbI0 3 DEKTUBHBLIMYU ANA Ae3aKTuBaLum
BO30yauTeneli UH(EKLMOHHON ry6uaToli aHuedanonatumn. M36mpatenbHOCTb UCTOUYHUKOB SIBNSIETCS OCOGEHHO BaXHOW
(cMm. CO 22442-1 n CO 22442-2).

2 NCO 11135. MCO 11137. NCO 11737-1. NCO 13408. MICO 14160. NCO 14937 n UCO 17665 moryT 6bITb Npume-
HVWMbI 4719 6aKTepuii, N1IeCHEBbIX 1 APOXOKEBBIX TPMO0B (CM. Gubnnorpacuio). HacToswmin cTaHAapT He kacaeTcsa UCMOob-
30BaHNA TKaHel yenoBeka B MeAULMHCKUX U3genusax. HacToawuii cTaHaapT He onpegensieT cucteMy KOHTPOs kadecTsa
ANA perynmpoBaHnsa BCex cTafuili Npon3BoAcTBa MeANLMHCKNX U3AeNnii.

3 Hanuune nonHol cucTembl KOHTPOS KayecTBa BO BpeMs NPOu3BOACTBA He ABNseTCs TpeboBaHWeM HacTosILero
cTaHfjapTa, HO a HeM npuBeAeHbl Tpe6oBaHNS A1 HEKOTOPbIX 3/1IEMEHTOB CUCTEMbI KOHTPO/A KayecTBa. ObpalleHo BHU-
MaHue Ha cTaHAapTbl ANA CUCTEM KOHTPONs kavecTsa (cm. MICO 13485). perynvpytolime Bce cTaguun npovnsBoAcTsa unm
nepepaGoTky MeAWNLMHCKUX U3aenuii. SNeMeHTbl CUCTEMbI KOHTPOJA KayecTBa, o6s3aTesibHble COracHo HacTosLeMy
cTaHAapTy, MOTYT COCTaBAATb YacTb CUCTEMbI KOHTPONSA KayecTsBa, COOTBeTCTBYloLLel TpeboBaHuam NCO 13485.

HaCTOﬂLIJ,I/IVI CTaHOapT He paccMmaTpuBaeT BiUAHNE n6oro MeToAa YHUUYTOXEHUA nnn Aes3aktunsauyunn
Ha npuemnemocTtb MeguunHCKOro nsgenua ona npegHasHa4eHHoro npuMeHeHus.

2 HopwmaTtuvBHbIE CCbIIKU

Cnegytowe cnpaBoYHble AOKYMEHTbI SBMSTCA HEOOXOAUMbBIMW A1 MPUMEHEHNS HACTOSALEro cTaH-
fapTa. MNpw faTVpoBaHHOM cCblsike NPUMEHUMO TOMBKO YKasaHHoe n3gaHue. MNpu cebinke 6e3 fatbl NpUMeHu-
MO MnocnefHee usgaHve ykasaHHOro oKyMmeHTa (Bkovas niobblie nonpasku).

NCO 22442-1:2007 MepuumnHCKNe WU3[eNns, UCMOJb3YyHOLNe XUBOTHbIE TKaHW M UX NPOU3BOAHbLIE.
YacTtb 1. MeHeXMeHT pucka

NCO 22442-2:2007 MepuuunHCKne u3genusi, UCMNosb3yloLine XMBOTHbIE TKaHW W UX NPOU3BOAHbLIE.
YacTtb 2. KoHTposib 0T60pa, cbopa 1 06paboTkm

3 TepMUHBbI U onpefesieHns

B HacTosLeM cTaHfgapTe npuMeHeHbl TepMuHbl No CO 22442-1. a Takke cnefyoline TepMUHbI C CooT-
BETCTBYIOLUMY OnpefeneHnamu:

M3paHne oduymnanbHoe
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3.1 mMopaenbHbIN areHT: AreHT TSE. nposiBNSOLWNIA U3BECTHYH CONPOTUBASIEMOCTb (IU3NYECKON U/1n
XMMUYecKon 06paboTke, NCNONb3YyeMbI Kak TOYKa oTCcyeTa Mo aHanorMmn Ans gesaktmsaunm 3HauMMbIX areH-
ToB TSE. AeMOHCTpMpPYA Takum 06pa3om athpekTBHOCTb npoLecca, UCNosib3yemMoro AN ge3akTnsaunm.

3.2 MoAenbHbI BUpYyC: Bupyc, NposBAsioLLMii U3BECTHY CONPOTUBAAEMOCTb (DU3NYECKOR n/Mnn Xu-
MuyecKkoin 06paboTke, NCNO/b3yeMblil Kak TOUka oTcueTa no aHanormv gns AesakTusaumm 3HauvMbIX BUPYCOB,
AEeMOHCTpUpys Takum obpasoM a¢heKkTMBHOCTb NpoLecca, NCMoIb3YyeMOoro 415 Ae3aKkTuBauum.

MprumeyaHne — MoaenbHble BUpYCbl BkIoYaoT B ce6st PHK. IHK (06epHyTble, Heo6epHyTbie) U MOAE bHbIE
areHtbl TSE.

3.3 06wwuii kKoahpuumeHT cokpaweHmsa: Cymma KoadppuLMEeHTOB peayKLuun OTAeNbHbIX CTyneHei
npovecca.

3.4 nepmuccmuBHasa knetka: KneTka, kotopas MOXeT 6bITb MHULMPOBaHA U3yYaeMbliM BUPYCOM U B
KOTOPOI1 3TOT BMPYC pa3mMHOXaeTcs.

3.5 kKoahpuumneHT cokpateHnsa: COOTHOLLIEHUE Harpy3ku BUpYycoB unun areHtos TSE B COOTBETCTBY-
loLLeM UCNONb3yEMOM MaTepuasne unv n3genvuu Ao CTyneHu Ae3akTuBauuy UM YHUUTOXEHNS N Harpy3kn BU-
pycoB unn areHToB TSE nocne cTyneHu fesaktuBauuv Wi YHUUTOXEHWA, KOrga matepuan wuam usgenuve
rOTOBbl K CNefytoLLei cTyneHn npoM3BoACTBEHHOIO NpoLEecca, BblpaXaemoe Kak YMC/o AecATUKPaTHOro Co-
kpaweHus (log,0).

3.6 3HauMMbIN areHT TSE: AreHT TSE. KOTOpbIil onpeAesieHHO Uiv BEPOSITHO CNOCO6EH KOHTaMUnm-
poBaTb UCXOAHbIA MaTepuan uan apyrue mMatepuassl, UCNo/b3yeMble B NPOU3BOACTBE.

3.7 3HauMMbI BUpYC: Bupyc, KOTOpbI onpeAesieHHO NN BEPOATHO CNOCO6EH KOHTaMUHMPOBAaTb UC-
XOAHBIA MaTepuan wnun gpyrne matepuasbl, UCNob3yemMble B MPOU3BOLCTBE.

3.8 nepenogTBepxaeHne: Habop AOKYMEHTMPOBaHHbIX Npoueayp AN NOATBEPXKAEHNS YCTaHOB/EH-
HOro YTBEPXAEHUS.

3.9 npouecc B yMeHblUeHHOM MaclwTabe, ymeHblleHne maclitaba: [Mpouecc B KOHKPETHOM Cokpa-
LLEeHHOM MacliTabe, UMUTMPYIOLWLMI NnapameTpbl paboyero npouecca, UCNosib3yemMble B NOHOMACLITAGHOM
npov3BoAcCTBe.

3.10 cTepunnsaumsa: YTBepXAeHHbIN NpoLecc, NCNoNb3yeMblli 4151 OCBOOGOXAEHNA NPOAYKTa OT XN3-
HeCcnoco6HbIX MUKPOOPraHM3MoB BCeX hopM.

3.11 nopTeBepxaeHue: [OKyMeHTMpOBaHHaA npouenypa 478 MoyyYeHus, 3anucu U uHTepnpeTauum
pe3ynbTaToB, HEO6XOAVMMbIX A1 YCTAHOBNEHUS TOr0, YTO Npouecc byaeT HeM3MeHHO NPOM3BOAUTL U3fenue,
COOTBETCTBYIOLLEE 3apaHee onpeaeneHHbiM cneyndumkaumam [MCO/TC 11139:2006. onpegenexune 2.55].

4 O6wwme TpeboBaHUsA

4.1 KOHTpO/b puckKa

AHann3 1 KOHTPO/b puUcKa cnepyeT NPoBOAUTL B cooTBETCTBUM € ICO 22442-1.

Heo6x041MO yunTbiBaTb NPOU3BOACTBEHHbIE NPOLECChI, NPU3HAHHbIE 3 EKTUBHLIMU 1A ONpeesieH-
HbIX XMBOTHbIX Martepunanos, Kak onnucaHo B MMCO 22442-1:2007. npunoxeHne C.

4.2 Tlpouecc nonyyeHus n nponssBoacTBa

Heobxoammo co3gaTtb 1 NOAAEPXKNBATbL JOKYMEHTUPOBAHHYIO CUCTEMY [/151 KOHTPO/IA UCTOYHUKA Chipbe-
BbIX MaTepMasnos XMBOTHOIO NpoucxoxaeHns. HeobxoamMmo npuMeHsTb nonoxenus NCO 22442-2 pnsa cooT-
BETCTBUA fl@aHHOMY TPeb0BaHU0, HACKO/ILKO MPUMEHMMO.

Heo6xo4MMO yCTaHOBUTb NPON3BOACTBEHHbIV NPOLECC AN CBEAEHUSA K MUHUMYMY Harpy3ku BUPYCOB 1
areHToB TSE B ncxofHbIX Marepuanax, NpoOMexyTOUHbIX 1 FOTOBbIX U3AeNnax

Heob6xoAnMO BHeApuTb Hanexaline AOKYMeHTUPOBaHHbIE MPOTOKO/bI W Mpoueaypbl A8 rapaHTum
NPUMEHEHUS YTBEPXEHHbIX NapaMeTpoB 06paboTkun B TeueHne 06blYHbIX NPON3BOACTBEHHbIX NPOLECCOB.

MpumeyaHue — MpUMeHEHNE CUCTEMbI KOHTPOA KauecTBa, cooTBeTCTBYoLW el MCO 13485. MOXeT 6bITb nC-
N0/1b30BaHO A1 COOTBETCTBUSI TPEGOBAHMAM 3TOTO passgena.

4.3 O6uwue TpeboBaHUA, CBA3aHHbIE C NOATBEPXAEeHNEeM

4.3.1 [OoKyMeHTMpOBaHHbIe npoueaypbl

Heob6xoAnMo BHeApUTb [OKYMEHTUPOBAHHbIE NpoLeypbl U TpeboBaHMA HacTosLWwero ctaHgapTa. [oky-
MeHTaLUus 1 apxuBbl fO/MKHbI ObITb PACCMOTPEHbI 1 YTBEPXAEHbI HA3HAYEHHbIMU COTPYAHUKamMK (cm. 4.3.2).

Mpoueaypb! Nto60ro 063opa NMTepaTypbl UMM Nt06GOro uccnefoBaHns Ae3akTMBaL My LOKHbI 6biTb OTpaxe-
Hbl [IOKYMEHTA/IbHO M COXPaHEHbl B apXuBax Ha nepuo/, 0603HaUEHHbI N3roTOBUTENEM.

2
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4.3.2 CoTpygHUKKN

OTBETCTBEHHOCTb 3a BHeApeHNe MOIOXEeHW HacTosALWero ctaHaapTa Bo3naraeTcs Ha kBannuuympo-
BaHHbIX COTPYAHMKOB. TpeboBaHus, Kacarwlmecs KOMMEeTEeHTHOCTW, NOArOTOBKM WKW OMbiTa COTPYAHUKOB,
[OMXHbI OblTb OTPaXeHbl JOKYMEHTa/IbHO U COOTBETCTBOBaTb paboTe, OTBETCTBEHHOCTU U MOJTHOMOYUAM
COTPYAHYMKA.

NMpumeyaHue — YpoBeHb KOMMNETEHTHOCTU, NOAFOTOBKM W OMbiTa, TPEBGYEMbI OT COTPYAHWUKOB Pa3/IMUHbIX
YPOBHel, 3aBUCUT OT BbINOSIHAEMbIX BUJOB [eATENIbHOCTU.

4.3.3 Kanubposka

HeobxoAvMO BHeAPUTb, OTPa3nTb AOKYMEHTaIbHO 1 NoAepxXnBaTb aphekTUBHYIO cuctemy ANns kanmé-
POBKM BCEX UHCTPYMEHTOB KOHTPOJISA, U3MEPEHNS U 3amucK, UCNOb3yeMbIX 4715 NMOATBEPXKAEHMS.

4.3.4 O6opypoBaHue

HeobxoavMo ncnonb3oBaTh Haa/lexallee 060pyAoBaHne, kak 0603Ha4YeHO B MPOToKose. Bce o6opypao-
BaHue. TpebyloLiee NpothnIaKkTMUeCcKoro 06cnyxmsaHuns, cnegyet 06CnyXnBarb B COOTBETCTBUMN C NpoLesy-
pamMmu, onvcaHHbIMK B fOKyMeHTauun. Heob6xoAnMo BECTU AOKYMEHTALMIO MO TEXOOCYXNBAHUIO.

B uacTHocTu, nto6oe obopyaoBaHMe fO/MKHO GbiTh B COCTOSIHUM NPOBOANTL CBOI NpeAHa3HauYeHHbI Npo-
Lecc B 0603HavYeHHbIX Npegenax. Kpome Toro, ecnm o6opygoBaHue, UCnosib30BaHHOe Npu NOATBEPXAEHUN, He
ABMSETCA WAEHTUYHbIM WCMOMb3YEMOMY B HOPMasibHbIX NMPOU3BOACTBEHHBIX LWKMax, HEOOX0AUMO Hanmune
afleKBaTHOW JOKyMeHTaLUun, AeMOHCTpUpYyloLweid, 4To paboune napamMeTpbl 3KBUBANIEHTHbI UCMOMb3YEMbIM B
NPON3BOACTBEHHOM LVKNE.

4.3.5 OKcnepuMeHTa/IbHble CUCTEMBI

JlononHuTenbHble YacTn 3KCNepPYMEHTa/IbHbIX CUCTEM, UCMO/Mb3YEMbIX AR BaNNAauNOHHbIX nccneno-
BaHW. Takne Kak XMMWKaTbl, KNeTOYHble CUCTEMbl W NnabopaTopHble XWBOTHbIE, AO/MKHbI OblTb afeKBaTHO
NAeHTMdULMPOBaHbl, 060CHOBaHbI, KOHTPOIMPOBaHbI N OTPaXKeHbI AOKYMEHTA/IbHO.

5 0O630p nutepaTypbl

5.1 NMpoBeneHne o630pa NuTepaTypbl

Heo6xoarMo npoBecTy 0630p NUTEPaTypbl, KAk 0603HAYEHO B NPUMOKEHUMN A, B LIENSIX YCTAHOBEHUS U
aHanusa faHHbIX N0 YHUUTOXEHWIO /UK Ae3aKTMBaLum BUpPYcoB 1 areHToB TSE.

5.2 MpuMeHeHWe pe3ysibTaToB 0630pa NuTepaTypbl

TexHunueckasi HGopMaLms, NolyyeHHas B pesynbTate 0630pa MTepaTypsl, LO/IKHA GbITb MCMO/b30Ba-
Ha AN8 ONTUMU3auMK NaaHa UCCNeA0BaHNs Ae3aKTUBALUN UM YHUUTOXEHUS.

Nio6as aKcTpanonsALuus, OCHoBaHHAs Ha [e3aKTMBaLWUU BUPYCOB U areHToB TSE, Ao/MKHA 6bITb 060CHO-
BaHa U OTpaxeHa JOKyMeHTasIbHO.

MepeMeHUMBOCTb, MPUCYLLAA MaTepuanam XMBOTHOTO MPOUCXOXAEHUS!, NCMOb3YEMbIM B MEANLIMHCKUX
U3nenusx, a Takke NPOU3BOACTBEHHLIM MPOLLECCaM, MOXET NPUBECTU K SIOKHOMY UCTO/IKOBAHUIO [OCTOBEp-
HOCTV ONy6MKOBAHHbLIX A@HHBIX, YTO HEOGXOAVMMO YUNThIBATb.

5.3 Bupycsbl

MN3roToBuTENb AOMKEH MPOAEMOHCTPMPOBaTL, AaeT N1 0630p NnTepaTypbl ykasaHue, Kakue CTyneHu
[e3aKTuBauumn UMam YHUUTOXEHUSA MOTYT 6biTb 30EeKTUBHBIMY C HanbosbLLed BeposTHOCTbI0. O630p NuTe-
paTypbl ABNSieTCA npejBapuTesibHbIM TpeboBaHWeM ANns NpoBeAEeHNs UCCe0BaHUs BUPYCHOW Ae3aKTuBa-
Lyn. B MCKIOUMTENbHBIX CyYasXx, ecnvu U3roToBuTeNb pellaeT He NPOBOAUTL UCCefoBaHue, 3TO pelleHne
Z[0/MKHO 6bITb 060CHOBAHO U OTPaXXEHO JOKYMEHTA/IbHO.

Ecnu cyuwecTBytolLas nHopmaums He NoAAEPXUBAET YHUUTOXEHNSA W.-WM Ae3aKT1BaLMn BUPYCOB, He-
06X04UMO BHEAPUTb a/ibTEPHATUBHYIK CUCTEMY KOHTpONSA pucka (cM. NCO 22442-1).

5.4 AreHTbl TSE

O630p NnUTepaTypbl AO/HKEH PACCMOTPETb, Kakue W3 Ony6/IMKOBAHHbIX METOAOB YHUUTOXEHUs u/nau
fe3akTuBaumu areHToB TSE MoryT 6biTb NOAXOAALMMY NS paccMaTprBaemMoro MeauLuuHcKoro usgenus. B
4aCTHOCTW, MaTepuasbl XXMBOTHOMO MPOUCXOXAEHUSI U MPOU3BOACTBEHHbIE NPOLLECCHI, YNIOMUHAEMbIE B NNTe-
paTtype. A0/KHbI GbITb COMOCTaBUMbI C UCMO/b3yeMbIMU 1S PAcCMATPMBAEMOro MeANLMHCKOTO U3aenus
(c™. npunoxexue A). Heo6XoAMMO NPOBECTU YTBEPXAEHHOE UcCNeoBaHne Ae3akTMBaLum, eciu Henb3s Ha-
rMSAHO MoKasaTb COMOCTaBMMOCTL MaTepnasioB WM MPOLECCOB WM B Cllydae, Korga U3roToBuUTesb genaet
ocobble 3asB/ieHUsl KacaTesibHO fe3akTuBauuu areHtoB TSE (cMm. pasgen 6).
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Ecnu cywecTsylowas nHdopmManus He noAaepxusaeT YHUUTOXEHUSA U/Unn ge3akTnsauum areHTos TSE,
Heo6Xx04MMO BHEAPUTb a/lbTEPHATUBHYI0 CUCTEMY KOHTponsa pucka (cM. WCO 22442-1). Ocobble NoioXxeHUs
017 NPON3BOACTBA OTAE/bHbIX XMBOTHLIX MaTepuanos npuseneHsl B ICO 22442-1, npunoxeHue C.

6 ViccnepnoBaHue yHUUTOXeHNA WUnu gesaktmsauun BUPYycoB U areHToB TSE

6.1 O6wan yacTb

Ecnu BbifiBNeHa HEO6X0AMMOCTb UCCIef0BaHNA YHUUTOXEHNUA n/unu gesaktnsaunu (cMm. 5.3 n5.4). oHn
[OMKHbI 6bITb MPOBeAEeHbl Tak, YTo6bl 6Gbl1a 060CHOBaHa AENCTBEHHOCTb KOHKPETHbIX CTyneHeil npou3Bo-
[CTBa NPOTUB KOHKPETHbIX areHToB (CM. npunoxenus B u C).

Ecnu n3rotosnTeNnb NCNOMb3YeT NPOLLECChl CTEPUIM3aLMK, yTBEPXKAEHHbIE A5 6akTepuid, NIeCHEBbIX 1
APOXOKEBbIX TPMO0B, TaKoBble MPOLLECChI TakKe A0/MKHbI 6bITb OCHOBaHbI HA COOTBETCTBYIOLLMX MOATBEPXAAK0-
LLMX AaHHBIX N0 YHUYTOXEHWIO W/unn gesakTusauum BUpycoB 1 areHToB TSE.

6.2 lMpoTokon

MpoTokon nccnegoBaHus, HarlaAHO NOKa3bIBAKOLLEro YHUUTOXEHNE U/Mnu fe3akTuBaLlmio BUPYCOB U
areHToB TSE BO Bpemsi Mpoun3BOACTBA, AO/DKEH COAepXaTh cneaytole nogpobHOCTH, BKIOYAA MO NPUMEHN-
MOCTW YMC/IEHHbIE 3HAYEHUS U KpUTEepUK JOMYCTUMOCTHU:

a) U3BECTHble hakTopbl puUCcKa, CBA3aHHbIE C KOHKPETHOI TkaHbio (cM. CO 22442-1);

b) ycTaHOB/IEHVE 3HAUYMMbIX areHTOB:

C) ocHOBaHuVe AN Bbibopa onpeseneHHbIX KOMGUHaLWI MOAeNbHbIX areHTOB: MOAENN A1 uccnefoBa-
HUS YHUUTOXEHVS n/unn fesakTuBauum Ao/MKHbI 6biTb BbiOpaHbl M3rotoButenieM; 06ocHoBaHme Bbibopa Moge-
nei [oMKHO ObITb OTPaXKEHO AOKYMEHTA/BbHO.

MpumevyaHne 1— MogenbHble BUpychl BkatovaoT B ceba PHK. IHK (06epHyTble, Heo6epHyTbIe). (CM. Takke
Tabnuuy B.1) n mogenbHble areHTbl TSE.

MpnmeyvaHne 2 — B pamkax uccrefoBaHns BO3MOXHO UCMO/b30BaTh 6MONPo6LI areHToB TSE (Mbiwy vm
XOMSIKM B KauyecTBe Mogeneii) ANa yTBepxAeHVUsa fe3akTuBauMu areHToB nyTem npoiecca npovw3BoAcTBa MeAULMHCKOTo
V34enns UM KOMMNOHEHTOB. Takue nccnefoBaHns CUMTaOTCA NpeAckasbiBaloWwnumMmn aheKkTMBHOCTb Ae3aKTuBaLMmn areH-
ToB TSE. kOTOpble MOTYT Bbi3BaTb 3a60/1€BaHNA, HaNnpuMep ryoyatyio aHuedanonaTuio KPynHOro poraToro ckota, noyecy-
Xy un 6onesHb Kpeiitudensara-Akoba;

d) ycTtaHoBneHve n onpegeneHve NpPoOW3BOACTBEHHbIX CTaAWi, M3OPaHHbIX ANA YHUUTOXEHUA uuvnmn
[e3aKkTueauun 3HaunMblX BUPYCcoB 1 areHToB TSE;

e) fJoKymeHTauumsa noboro ymeHblleHns maclutaba, Bkiovas 4eMOHCTpauuio fOCTOBEPHOCTU YMEHb-
LUEHHO BepcMmn Npon3BOACTBEHHOIO Npotiecca.

MpumeuyaHue 3— PekoMeHZaLun No yMEHbLEHWIO MacluTaba npuseseHbl B Npunoxenuun D.

MpunmeyaHne 4— HeobGXoAUMO yuuTbiBaTb NOTEHLMANbHbIA HEraTUBHBIA 3DEKT OAHOW cTaaumn 06paboTku
Ha [e3aKTUBaLMOHHYKNYHUUTOXAKLWYI0 3(EKTUBHOCTb nocneayowmnx ctaguii o0bpaboTku. Mcnonb3osarnne nHgopma-
uuu B nuTepatype no ahpekTMBHOCTU OTAENbHON CTaAMM 06paBOTKN MOXET He GbiTb Len1ecoobpasHbIM, eC/n CyLLECTBY-
owas vHpopmaymsa He OTHOCWUTCA K TOW >Xe nocneAoBaTesibHOCTW MPOLECCOB, MIaHUPYEMOW K WCMO/b30BaHWIO
n3rotoBuTenem.

MpumMeyaHne 5— ManoBeposATHO, YTO OBLLMIA KOIPHULMEHT coKpalleHna GyaeT paBeH cyMMe Koaduum-
€HTOB COKpaLlleHns oTAe NbHbIX CTaauii 06paboTku, NCNONb3YIOLNX CXOXMNE hru3nYeckne, xummniyeckne, hepmeHTaTuBHbIE
UN TEpMUYECKUE MEXaHWU3Mbl AeliCTBUSI NN peareHTbl A1 CHUXKEHWA Harpy3ku BUpycoB unu areHToB TSE. MNpu nocneay-
lolemM npYMeHeHun Toli e cTaann o6paboTkn BO3MOXHA NOTeps AeiiCTBEHHOCTH;

f) meToAbl BbluMCNEHNS KOI(PULMEHTOB COKpaLLEHUS;

) MeTo[ OUuEeHKN KMHEeTUKN COKpaLLeHWUs, ec/in NPUMEHNMO (CM. NMpUIoxeHus E n F).

MpumeuvyaHne 6— Heobxogmmo obpaTuUTb AO/HKHOE BHUMaHUE Ha cTaTUCTUYeckMe n hnusnyeckne orpaHuye-
HWSi BbIGOPOUHBIX UCCe0BaHWIi 1 Npefesbl YyBCTBUTENIbLHOCTN MeTOA0B 06HapyxeHus (cm. B.3.5 n npunoxenus C. Eun F).

6.3 lNMpoBeaeHVe nccnenoBaHus

VMccneposaHue cnefyeT NnpoBOAWTL B COOTBETCTBMMN C MPOTOKO/IOM.

6.4 NHTepnpeTtauns faHHbIX

Heobxogumo onpegennTb koaduumeHT cokpaweHus (cMm. B.3.5 n npunoxenusa C, E u F). HyxHo oue-
HUTb 3(PPEKTUBHOCTL YCTAHOB/IEHHbIX NPON3BOACTBEHHBIX CTyNEeHel ANA YHUUTOXEHUS W/WNn fe3akTusaLmm
BUpycoB v areHToB TSE.

4
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Heo6x0AMMOo 3aTpOHYThL YMeHbLUeHWEe MacluTaba 1 Apyrme nepeMeHHble, KOTopble MOryT MOBAUATL Ha
pesynbTathl.

NMpumeyaHune — KoathdhMLMEHTbI COKPALLEHNSI 06bIYHO BLIYUCASIOT A5 KAXAO0MW CTYNEHN B pamMmkax KOHTpOou-
PYeMOoro nccnegoBaHus.

7 3ak1oumnTesibHbln OTUeT

Heob6xoAnMOo coCTaBUTb 3aK/I0YUTE/TbHBIN OTYET, COAepXKaLLnii:

- 0630p nuTepatypbl (CM. pasgen 5 v npunoxexve A) nivam

- KPUTUYECKYIO OLLEHKY AaHHbIX, NOyYEeHHbIX BO BPEMS KaKOro-/iM60 YHUUTOXEHUS, U/1in

- NpoBefeHHOe uccrefoBaHue fe3aktuBauuu (cMm. pasgen 6);

- obLiee 3akyeHne;

- CCbIJIKM Ha HacToALWNIA cTaHaapT.

OTueT foMKEH onpeAenvTb NPON3BOACTBEHHbIE NapaMeTpbl, KPUTUYHbIE AN 3EKTUBHOCTY NpoLec-
Ca fe3aKktneaunun Uan yHUYTOXeHUA. H806X0,D,I/IMO YCTaHOBUTb U YKa3aTb AONyCTUMbIE nNpeaesibl TakKnx napa-
METPOB.

Heob6xoanMo BK/IKOYNTL 0630p, AEMOHCTPUPYHOLLMIA BCE 3HAUYMMbIE CTyneHn 06paboTkn ¢ 3asBieHneM
(pakTOpOB COKpalleHnsi areHToB (cMm. B.3.5 u npunoxexune C).

MpumeyaHune — ITo MOXET 6biTb NPUBEAEHO B hOopMe Auarpammsl

OTueT Ao/mkeH 6blTb NOANMUCAH ULAMMW, HA3HAYEHHBLIMW OTBETCTBEHHLIMU 3a €ro MoAroTOBKY, nepe-
CMOTp ¥ yTBEpPXAEeHWe. OTHeT A0/MKeH GbITb COXPAHEH 1 BKITIOYEH B [JOKYMEHTALMI0 KOHTPOS pucka (4ns ne-
peyTBepxaeHuit cMm. pasgen 8).

8 lNepecmMOTp 3aK/IHOUNTESNILHOIO OTHeTa

Heo6xoanMo 0TpasuTb AOKYMEHTaIbHO NpoLeAypbl 47151 TEPecMoTpa 3ak/THUMTENIbHOTO OTYeTa.

MepecMoTp 3aK/UUTENIBHOMO OTYeTa JO/IKEH BGbiTb MPOBEAEH NPU 3HAUUTESIbHBIX U3MEHEHUAX NPOU3-
BO/ZICTBEHHOrO Mnpoliecca WUau NpoLeccoB W/Wau Npy NOCTYNIEHUM 3HAYMMON MH(OPMALIMK, He YUTEHHOI pa-
Hee B 3aKIlOYUTE/IBHOM OTYeTe, HanpuMep [AOCTOBEPHbIX HAYYHbIX [AAHHbIX, HAy4HOW NUTepaTypbl W
aBTOPUTETHBIX Ny6MKaLuid. Mo He06X0AMMOCTY criefyeT NPeAnpUHSATL U BKIHOUYNTL B OTYET KOPPEKTUPOBKM
uvnu SONoNHUTENbHbIE NCCNEf0BaHUA A5 NBPEYTBEPXAeHNsi NPOM3BOACTBEHHOTO npouecca.

Heo6x0ArMo cOoXpaHsATb MH(OPMALMIO O /II060M NEPECMOTPE 3aK/THUNTENIbHOTO 0TYeTa.

9 PerynspHoe Hab/IloAeHNE N KOHTPOSIb KPUTUYECKNX NapamMeTpoB rnpoLecca

M3roToBuTE b AOMIXKEH NPEAOCTaBUTL rapaHTUIO TOr0, YTO BCE KPUTMYECKUE napamMeTpbl, onpesesieHHble
B 3aK/1I04YNTE/IbHOM OT4HETE, Ha6f|l0,£l,a}OTC9-| N KOHTPOJ/IMPYKTCA BO BpeEMA Npoun3BoACTBa.
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MpunoxeHune A
(cnpaBouHoe)

TpeboBaHus, cBA3aHHble C 0630pOM NUTEpaTypbI

A.1 O6uwasn yacTb

NCO 14155 copepxmnT COOTBETCTBYIOLLYIO MHOPMaLMIO Mo 0630py NuTepaTtypsbl. JanbHelilne nepecMoTpbl 3TOr0
[OKyMeHTa 6yfyT OTC/IeXMBaTbLCA.

0630p nuTepaTypbl A0/KEH yCTaHOBUTb MCCNeA0BaHNA BO3MOXHOCTEW NpOoM3BOACTBEHHOrO npouecca B naaHe
YHUUTOXEHUSA n/unun fesaktusauun Bupycos n areHToB TSE. O630p nuTepaTypbl AO/XKEH 6bITb NPOBEAEH Muamu, gon-
XHbIM 06pa3oM KBanMMULMPOBaHHLIMW B COOTBETCTBYHOL el 061acTh, 3HaKOMbIMU C COBPEMEHHbLIM YPOBHEM U CMOCOOHbI-
MU NPOSABUTL 06 LEKTUBHOCTb.

A.1.1 Metopgonorus

A.1.1.1 O6uwas yacTb

Heo6xoAMMO TOYHO onpefennTb BONpoCkl, TpebytLline oTBeTa. ITO AO/DKHO BK/OYATb, MO MeHbLUEl mMepe:

- yCTaHOB/IEHNE 3HAYVMbIX BUPYCOB U areHToB TSE, KoTOpble nocayxaT 0CHOBOI noucky (cM. npunoxexus B n C);

-ycTaHoBMeHWe CTyneHel Npou3BOACTBa, CNOCOGHBIX Ae3aKTUBMPOBATb W/WAN YHUUTOXWUTbL 3HAYMMble BUPYChl U
areHTol TSE.

- yCTaHOB/IEHWNE BAVSHUA NPeALecTBYOLWNX NPOU3BOACTBEHHbIX CTYNeHell Ha felicTBEHHOCTb npouecca;

-yCTaHOBMEeHNe 3Ha4YMMbIX NapamMeTpoB MPOM3BOACTBEHHbIX CTyNeHelk:

-0630p NoTeHuManbHOW AeliCTBEHHOCTM NpoLecca YHUUTOXEHNA n/unu gesaktmealmm BUpycoB u areHTos TSE;

- OLleHKY adhdhekTa XMBOTHOW TKaHW WK ee NPOM3BO/HbIX Ha AeliCTBEHHOCTL npouecca.

Jlo/xeH 6bITb COCTaB/IeEH NPOTOKO/ YCTaHOBEHUS, BbIGOpa M 0630pa yMECTHbIX OTYETOB, KOTOPbIV NpeanoYTUTe b-
HO flo/KeH 6biTb OCHOBaH Ha O6LLEeNPUHATON NpakTuke cucTtematuyeckoro o63opa nuTeparypsl.

A.1.1.2 3apava

3apava 0630pa nuTepaTypbl 40/MKHA ObITb YETKO onpegeneHa. Heo6xoAnMMo 0603HaYUTbL TUMbI OTYETOB, UMEtOLLNE
OTHOLWEeHMe K Lenun o63opa nutepaTypsbl.

A.1.1.3 YcTaHOB/IeHWNE faHHbIX

[laHHble [0MKHbI 6bITb NONYYEHbI U3 HAYYHbIX Ny6AMKaLWi, HanpuMep A0CTOBEPHbIX HaYUYHbIX A@HHbIX, HAYYHOW nn-
TepaTypbl 1 aBTOPUTETHbIX Ny6ankaumnii. Heo6xoA4MMO NPOBECTU CUCTEMATUYECKUIA NOUCK NUTepaTypbl AN YMeHbLIeHNs
pvcka npeaB3sATOCTU. Takke He06X04MMO MPUHATL BO BHUMaHWe Heonyb6/MkoBaHHbIe AaHHble.

0O630p NNTepaTtypbl AO/KEH YCTAHOBUTD:

- UICTOYHUKM [laHHbIX 1 MaclTabbl noucka B 6asax AaHHbIX AN APYTUX UCTOYHUKOB MHopmaLmn.

- OCHOBaHue A1a Bbibopa/aHauYMMoCcTb ONy6/IMKOBAHHON NUTepaTtypbl;

- OCHOBaHuWe A5 3aK/I0YEHUSA O TOM. YTO BCE 3HAYMMbIE WCTOYHWUKMN, KaK NOSIOXUTESbHbIE, Tak U oTpuLaTesbHble,
6bINN YCTAHOB/EHbI;

- KpUTEepUii NCKTIYEHUST KOHKPETHbIX UCTOYHUKOB BMeCTe C 060CHOBaHNEeM TakOBOrO UCK/IOUYEHNS.

MprnmMmeyaHne — BO3MOXHBIMU NCTOYHMKAMM f@HHbIX AN CMCTeMaThyeckoro o63opa nntepartypbl SBAAOTCSA,
Hanpumep:

- MeANUMHCKe N napaMeuuUuHcKue 6asbl JaHHbIX:

- TEXHUYECKUE JOKYMEHTbI OT COOTBETCTBYHOLMX TEXHNUYECKUX KOMUTETOB;

- NInTepaTtypa Ha MHOCTPAHHbIX A3bIKax;

- «cepasi nuTepartypa* (guccepraunun, BHYTPEHHUE OTUYETHI, HEpedepaTUBHbIE XypHasbl. VIHTEPHET, NPOMbILWNEH-
Hble apxumBbl):

- CCbI/JIKW, NPVBE/IEHHbIE B OCHOBHbIX UCTOYHUKAX;

- Apyrve Heony6nnkoBaHHbIE UCTOYHWKU, U3BECTHblE 3KCMepTam B AaHHON o6nacTu (MosyvyeHHble MyTeM JIMYHOTO
KOHTaKTa);

- Heo6paboTaHHble faHHble OMYy6NKOBAHHbBIX UCMbITAHWUIA (MO/TyYEHHbIe MYyTEM JIMYHOTO KOHTaKTa).

A.1.1.4 TIPUMEHUMOCTb AAaHHbIX

0O630p NMUTEpaTypbl 4O/MKEH YETKO YCTAHOBUTL, HACKO/IbKO INTEpaTypa KacaeTcs KOHKPETHbIX XapakTepucTukn oco-
6EHHOCTeli. CBA3aHHbIX C NPOVN3BOACTBEHHbIM NPOLLECCOM PACCMaTPMBAEMOro U3LENUs.

Ecnun BkntoueHHble B 0630p ony61KoBaHHbIE OTHETbl HEMOCPEACTBEHHO He YNOMUHAKT NPOU3BOACTBEHHbIA Npo-
Liecc paccmaTpuBaemMoro n3genus, To Heo6Xxo4UMMOo NPUMEHNTb CresyioLLee.

M3roToBuTENb [OMKEH HArNAAHO NOKa3aTh 3KBUBASIEHTHOCTL NPOU3BOACTBEHHOIO Npouecca, SABAALWErocs npea-
METOM OMy6/IMKOBAHHbIX OTYETOB, NPOLECCY, NPUMEHSAEMOMY A1 PACCMATPUBAEMOr0 M34eNusi. STO BK/IOYAET AEMOH-
cTpauuio cneaytouiero:

- aHaNorMyHas TKaHb;



FOCT P NCO 22442-3—2011

- aHaNIOTUYHbIE TeOMETPUYECKINE XapaKTepPUCTUKK;

- 3KBMBANIEHTHOE Ka4yecTBO MaTepuana;

- 3KBUBANEHTHbIE YCNOBUSI npolecca (Hanpumep, Bpemsi, TeMNepaTypa, KOHLEHTpaLns, YpoBeHb pH. faBneHue,
LKana, pacTBopuTenu), eCNu HeNMb3s 060CHOBATL Pa3NINYMS.

A.1.1.5 OueHka

O630p NMTepaTypbl JO/MKEH MNOAYEPKHYTH 3HAUEHWE, NPULABAEMOE KOHKPETHbIM WCTOYHUKAM, OCHOBbLIBAsICb Ha
page dakTopos. TakoBble BKIOYAIOT.

- 3HAQUMMOCTb OMbITa ¥ KOMMNETEHTHOCTW aBTOPA MO OTHOLLEHUIO K KOHKPETHOMY paccMaTpUBaEMOMY U3LENNI0 UMK
Npon3BOACTBEHHOMY NpoLeccy;

- 060CHOBaHbI N BbIBOABI aBTOpPa CYLLEeCTBYOLWUMIN AaHHbIMY;

- OTpaXaeT v NUuTepaTypa CyLecTBYOWMNE METOAbI Y TEXHOMOTMU 06LLENPU3HAHHOTO COBPEMEHHOIO YPOBHS.

NMpumeyaHune — MpeawecTsyiolne UCCELOBAHNSA, HE OTpaXatoLNe COBPEMEHHbI YPOBeHb, UHOTAA cofep-
XaT 3HAYMMY0 UHOPMaLMIO:

- BbININ NN UCTOYHWKM B3SITbl U3 NPU3HAHHBIX HAYYHbIX NyGAUKALUiA,

- GblNY K OTYETbl OMy6/IMKOBaHbI B peheprpyemMbixX XypHanax:

- B KaKoW CTENeHu ony6/MKoBaHHas nuTepaTtypa siBAseTcs pesynbTatoM UCCNef0BaHNUs WM UCCEf0BaHUM, KOTO-
pble crefoBann Hay4HbIM MPUHLMNAM KacaTesibHO MAaHUPOBaHUs, Hanpumep, Ha/IMunst HarnsiAHbIX N COOTBETCTBYIOLLMX
KOHEUHbIX TOUEK M YCTAHOB/IEHUS HAAJ/1eXaLLero CTaTUCTMYECKOro niaHa aHannsa.

Ecnu oueHka BkouaeT B ceba «cepylo nuTepaTtypy» Wam HeonybnmkoBaHHble AaHHble, NPy coCTaBNeHnn o63opa
nuTepaTtypbl HEO6X04MMO B3BECWTbL 3HAYeHMe, NpugaBaemMoe Kaxgomy otyeTy. MNpu NCnonb30BaHMM Takol NHgopmalm
Heo6X04MMO BK/OYUTL AOCTATOYHbIE HAayYHblE faHHble KOHTPOMPYeMbIX UCCneaoBaHnii (MOXHO B CyMMapHoii dopme),
KOTOpble AenatT Hay4YHOoe pacCMOTPeHne BO3MOXHbIM.

[lokasaTenbCTBO He Al0/IKHO COCTOATb U3.

a) oT4eTOB, He BK/KOYAIOLNX NOAPOBHOCTU, OCTATOUHbIE 41 HAYHYHO OLLeHKN (BK/tOYas OTCYTCTBUE MPUHATOTO U
YTBEPX/AEHHOr0 CTAaTUCTUYECKOrO NaHa, ecn 3TO NPUMEHMMO K M1aHy Ha3HaYeHHOro NccnefoBaHuns);

b) HEO6OCHOBAHHbIX MHEHWIA.

A.1.2 KpuTnyeckas oueHka

0O630p NNTEPaTypbI/MCTOYHNKOB AOJ/DKEH BK/IIOYaTb B CE6S1 KPUTUYECKYIO OLLEeHKY NnTepaTypbl/MCTOYHMKOB. TakoBas
KpuTMYeckas oueHKa Aos/IKHa.

- 6bITb HanNucaHa naMuamu, JoMKHbIM 06pa3oM kBaMULMPOBaHHLIMI B COOTBETCTBYIOLLE 061aCTH, 3HAKOMbIMUW C
COBPEMEHHbIM YPOBHEM HayKW 1 CMOCO6GHbIMU NPOSIBUTL 06 bEKTUBHOCTD;

- cofepxartb KpaTkoe onnmcaHne MeULWHCKOro U3genus:

- coAepxaTb aHann3 BCeX PacCMOTPEHHbIX CYLECTBYIOLWNX AaHHbIX KaK 61aronpusaTHbIX, Tak 1 He6naronpusaTHbIX;

- YCTaHOBWTb, HACKO/IbKO IMTepaTypa COOTBETCTBYET KOHKPETHbIM XapakTepucTukaM 1 0CO6EHHOCTAM paccmaTpu-
BaeMoii TkaHu, obpatllas 4O/KHOe BHUMaHVe Ha CTeneHb CXOACTBA TKaHel, YyNOMSHYTbIX B nTepatype 1 B OLeHMBaeMoM
n3genun.

- MpoaHann3nMpoBaTh W3BECTHYI ONACHOCTb, COMPSXKEHHbI PUCK 1 Haanexallylo 6e30nacHOCTb;

- cofepxaTb onucaHne MeTof0B CpaBHEHWA pasHbiX Ny6ankaLuii; BO nsdexaHune npugaHnus N3nLHeR 3HauMmocTu
Heo6Xo4MMO yAensaTb 0c060e BHUMAHUE B Clyvasix NOBTOPHbIX NyGAMKaLuii TeX e aBTOPOB;

- cofiepXatb CNMCOoK Ny6aukauuii ¢ HagnexatyMmm nepekpecTHbIMU CCbIIKAMN B OLLEHKE,

- cofiepxaTb 3asB/€HME 0 TOM. YTO 6blsia HarNsAHO NokasaHa paBHOLEHHOCTb BCEX 3HAUYNMbBIX XapakTepucTuk, ecnu
[laHHble OTHOCATCSI K 9KBUBAJIEHTHOMY U3Ae/Nnio.

KpuTnyeckas oueHka fomkHa 6biTb NognucaHa u gatuposaHa aBTOPOM.

A.2 BbIBOADI

B pe3synbTaTe 0630pa nuTepaTtypbl M3roTOBUTE b J0/KEH ObiTb B COCTOSIHUM OTBETUTL Ha CeAyioline BONpocChI.

- AABNAOTCA N 3aABNEHHbIE BbIBOAb! J,OCTOBEPHBIMUN?

- SIBNAOTCSA NN faHHble [OCTAaTOYHbIMU AN JEeMOHCTPaL MM COOTBETCTBUSA C HafNexal MMy OCHOBHbIMK TpeboBa-
HUAMN?

A.3 Ortuert

Pe3ynbTartbl 0630pa nuTepaTypbl A0/MKHbI O6bITb 06beANHEHbI B 0TYeTe. OH JO/DKEH BKAOYATb KPUTUYECKYHO OLLeHKY
nvTepaTypbl, BbIBOALI 1 BCIO YMECTHYI MH(OPMAaLMIO COrTacHO TpeboBaHUAM AAaHHOTO NMPUIOXeHUs (CM. pasgen 7).

MpumMeyaHue— HegocTtaTouHoe CoAepXaHne UM KayecTBo 1060r0 U3 BbllleykasaHHbIX 3TanoB AN Hanu-
yne 3HauMMoii HOBOW MHOPMALMK IOTUYECKN NMPUBOAUT K MEPEOLIEHKE MHCDOPMALUM W. N0 HEO6XOAMMOCTM, BO3BPATY K
COOTBeTCTBYWOLLE 6onee paHHell cTaanu, BHOCA Heo6XoAMMble NONpPaBku 1 NOBTOPSA npoLecc.
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Mpunoxexne B
(cnpaBouHoe)

PekomeHpaunun no nccnefoBaHuUio YHUUTOXEHUA U/Mnu gesakTmBaLum BUpycoB

B.1 O6wasn yacTb

MpepnonaraeTcs, YTO YHUUTOXEHWE U/MNK fe3akTuBauua Bupycos 6yayT cnefoBaTb BEPOSTHOCTHOW KOHLeNuuu, u,
cnefoBaTtefibHO, HEBO3MOXHO rapaHTUpOBaTh NO/HOE OTCYTCTBME KOHTAMUHALMUW B U3JENUSIX.

Bce ucnbiTaHna cTpagatoT OT NpucyLieil orpaHNyeHHOCTY KOTIMYeCTBEHHbIX BUPYCHbIX NPO6, KOrga cnoco6HOCTb Bbl-
ABUTb HWU3KME KOHL,EHTpaLmn BUPYCOB 3aBUCUT NO CTATUCTUYECKAM NPMYMHAM OT pa3mepoB obpasua (cMm. npunoxexue G).

YcTaHoB/eHWe OTCYTCTBUSA 3HAYMMbIX BUPYCOB B/UAW Ha TKaHM AO/MKHO GblTb OCHOBAHO HE TO/IbKO Ha pe3yfbTarax
nNpsIMOro TecTa Ha UX Hannyne, Ho Takke Ha AeMOHCTpaL M TOro, YTO NPOM3BOACTBEHHbIE CTYNEHN CNOCOOHbI UX Ae3aKTu-
BMpOBaTb WIN YAAUTb.

B.2 Bbi6bop Bupycos

B.2.1 Bbi6op BUPYCOB, NCMNOMb3YeMbIX A1 UCCIeA0BAHUA YHUUTOXEHUS WWIn aesakTueauuu, ABNseTcs Kputnye-
CK/M MOMEHTOM.

Mo BO3MOXHOCTU HEO06X0AMMO BblGpaTb 3Ha4YMMbI/ BUpYC. ECnnM MCnonb3oBaHWe 3HAYMMbIX BUPYCOB HE AEMOH-
CTPVpYyeT LIMPOKNIA AnanasoH CBOWCTB, rae TpebyeTcs, To NOATBEPXAEHNE [O/KHO 6biTb MPOBEAEHO C MOAEbHLIMN BUPY-
camu.

8.2.2 BupycHble MOAenn A5 UCCNefoBaHWUii YHUUTOXEHUA u/unu AesakTusauun A0/MKHbI GbiTb BblGpaHbl Takum
o6pasom, uTo6bl NpeAcTaBUTb, HACKO/IbKO BO3MOXHO, TOYHO COOTBETCTBYIOLME BMPYCbl, KOTOPble MOTYT UH(MLMPOBaTbL
nsgenve, n NnpeAcTaBnTb, HACKO/IbKO BO3MOXHO, WUMPOKWIA AnanasoH U3nKo-XnuM1U4ecknx CBOWCTB AN UCMbITAHUS CMo-
CO6HOCTM Npouecca Ae3akTuBMpoBaTb BUPYCbl. Ha BbIGOP MOAeNbHbIX BUPYCOB TaKke [0/DKHbI B/IMSATL KAYECTBO U CBOWA-
CTBa UCXOAHOr0 Matepuasna U Npon3BOACTBEHHbI npoLecc.

B.2.3 ECnn He 060CHOBaHO MHaue, NPU HaN4YnM ABYX BO3MOXHbIX BUPYCOB A1 NCCNEA0BAHNA YHUUYTOXEHNSA n/unm
Je3aKkTuBaLyn KOHKPETHOM CTyneHn 60 No NMPUYMHE NX PaBHOTO CXOACTBA C BO3MOXHbBIMU KOHTAMWHAHTaMMN WN CXOA-
HbIX PM3NKO-XMMUYECKNX CBOCTB HEO6XOAMMO BblGpaTh 60see CTOMKMIA.

MpumeyvyaHne — XOT UCXOAHbINi MaTepuan He 0653aTefIbHO ABMAETCA HOCUTENIEM KOHKPETHbLIX MOLENbHbIX
BMPYCOB, NOKa3aTeIn COKpaLLeHUs, Nony4yeHHble AN Takux BUPYCOB, NPefoCTaBAA0T Noe3Hyo NHopmaLumio 06 obLeit
CNOCOGHOCTV NPOM3BOACTBEHHOMO NPOLLECCa YHUUTOXATb WK [e3aKTUBMPOBAThL BUPYChI.

B.2.4 Heob6xogMMo yunTblBaTb NPOAO/KAIOLLYIOCS BOCCTAHAB/IMBAEMOCTb MOE/IbHOrO BMpyca B TeYeHue nccne-
[lOBaHNA Ae3akTuBauuu.

B.2.5 o BO3MOXHOCTU BbI6GOP BUPYCOB AO/MKEH ObITb TAKMM, YTO6bI BUPYCbl MOF/IN 6bITh BbipaLlieHbl A0 BbICOKOrO
™mTpa.

B.2.6 Heob6xoanmo Hanuuve adhPeKTUBHON, YYBCTBUTENBLHOW N HAAEXHON NPo6bl ANA 06HaPYXEHNA N36PaHHbIX
BMPYCOB [0 U NOC/Ie NPOXOXAEHUS NPOU3BOACTBEHHOI CTyMNeHu.

B.2.7 Heo6xoAMMO yuuTbiBaTb OMacHOCTb A5 3[40POBbS COTPYAHUKOB, BbIMOMHALWMNX UCCNef0BaHus NOATBEP-
XAEHNS. KOTOPYI0 MOTYT NpefcTaBNAaTb OnpejAesieHHbie BUPYChI, a Takke UCMO0/Ib30BaHNe YMECTHbIX Mep 3aliuTbl.

B.2.8 TMpumepbl MOAeNbHbIX BUPYCOB, UCMOb30BAHHbIX UM PEKOMEH0BaHHbIX /151 UCNONb30BaHNA B UCCef0Ba-
HUSAX NOATBEPXAEHNs fe3akTuBaunmn, npusefeHsl B Tabnuue B.1.

B.3 PaspaboTka W BO3MOXHble MOCNEACTBUA UCCNEeA0BaHNIA YHUUTOXEHUS U/Mnu gesaktneaunmn

B.3.1 O6uwasn 4yacTb

MccnefoBaHus YHUUTOXEHNA W/unn fe3akTuBaunm COCTOSIT B NpeAHamMepeHHOM BBeAeHUM (cneuyuanbHom fobas-
NIeHUN) N3BECTHOTO BUPYCHOTO TUTPa B pa3/iniHble NPOM3BOACTBEHHbIE CTAAUN N U3MEPEeHNN CTENEHN Ae3akTneaLlmm B Te-
yeHue nocnegywoueli oTAeNbHONW NPOW3BOACTBEHHON cTaguuM wnuM  cTaguii. YTBepxXAeHue Kaxzaoi oTaenbHoin
nNpou3BOACTBEHHON CTaAnn NPOU3BOACTBEHHOIO npouecca He ABNAETCS Heo6XO0ANMbIM. TOMbKO Te NMPOM3BOACTBEHHbIE
cTafuu, KOTOpble BEPOATHO UM MOTEHLMANbHO MOTYT CMOCO6GCTBOBATL YHUUTOXEHUIO /W fe3akTuBaLum BUpycoB, f0J1-
XHbl IBNATLCS NPEAMETOM U3YUYeHUS YHUUTOXEHNUA u/unu gesaktneauuu. B cnyyasx, korga npouecc BkaoyaeT a ceba He-
CKO/IbKO NPOU3BO/ACTBEHHbIX CTyNeHel C HU3KUM Ko3(h(ULMEHTOM COKpalleHWUss B KaxAolh, MoXeT 6biTb HEOOXOANMbIM
yTBEpX/eHune npouecca B Lesom (cm. B.3.5).

Heo6xoAnMO T aTeNbHO paccMOTpeTb TOYHOE onpejesieHne oTAebHOW NPOVN3BOACTBEHHON cTagun.

Heo6xoanMo nsberaTb HAMEPEHHOTO BHECEHMS /0600 BMpyCa Ha NMPOM3BOACTBEHHbIV 06bEKT. [MoATBEPXKAEHME
[O/MKHO 6bITb NPOBEAEHO B OTAE/bHOW nabopatopun, 060pyA0BaHHON ANA Takux Lenei, 06bIYHO Ha YMeHbLUEHHON Bep-
CUW NPOU3BO/CTBEHHOrO NpoLecca, U BbINO/THEHO COOTBETCTBEHHO KOMMNETEHTHLIMMW U OMbITHBIMU COTPYAHMKamMK. [insa pe-
KOMeHAauuii No yMeHbLUEeHNI0 CM. npuioxexue D.
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B.3.2 Pa3pa6oTka uccneposaHus

B.3.2.1 WccneposaHune JO/MKHO BbiTh pa3paboTaHo TakuMm 06pa3om, YTo6bl HanyMe BUPYCOB ONpeensinoch KOu-
YeCTBEHHbIM METOAO0M C y4eTOM npeaesioB YyBCTBUTENIbHOCTH NPo6 (CM. npunoxeHue G).

B.3.2.2 [lelficTBEHHOCTb [e3aKTuBaLUn/yHNUYTOXEeHNA BUPYCOB ByfeT 3aBUCETb OT CTPYKTYpbl, pasmepoB 1 hopmbl
martepuana u oT ux pacnpejeneHus B Hem. VccneposaHne J0MKHO ObiTb pa3paboTaHo C yueTom 3TOro.

B.3.2.3 KonuyecTtso Bupyca, 406aBNEHHOr0 B UCXOAHBI MaTtepuan Ans usyyaemoi CTyneHu NnpoussoAcTBa, A0/-
XHO 6bITb MaKCMasibHO BbICOKAM B LieNAX af,eKBaTHOro onpejeseHns BO3MOXHOCTEW NPon3BOACTBEHHOWR CTyneHun. Tem
He MeHee, 06bem ,06aBNEHHOI B3BECK, coAepKalliell BUpYC, He fo/xeH npesbiwaTs 10 % obLlero npoaykra, nogseprae-
MOro crneuuanbHoMy f06aBneHNto, Tak YTo uccnegyemsblii obpasel, octaeTcs KOMNO3ULMOHHO CXOAHBIM C MPON3BOACTBEH-
HbIM MaTepuanoM BbluncneHHble KO3 MLMEHTbI COKpaLLEeHNS [O0MKHbI OblITb OCHOBaHbI Ha BUpYyCe, 06HapyXX1usaemMom B
MCXOAHOM MaTepuasne co cneunanbHbiM gobaBrneHneMm, a He Ha kKonnyecTse A06aBEHHOr0 BMUpyca.

B.3.2.4 Ecnu BO3MOXHO, BUPYC B 06pasuax 13 MofesibHbIX 3KCNepUMeHTOB A0/HKEH 6blTb TUTPOBaH 6e3 fanbHell-
LUMX MaHUNYNAUNIA, Taknx KakK yibTpaueHTpudgyruposaHve, guanns unm xpasenue. B cnyuyasx, korga fgansHeiiwas obpa-
60Tka HeusbexHa, Hanpumep ANA yAaneHUs UNU HelTpanusauunm WHIMOGUTOPOB WU TOKCUYHBLIX BelecTB, WA ANs
XPpaHeHWs Ha onpeAeneHHbli nepyog ANs Toro, YTobbl BCe 06pasLbl 6bl/IM TUTPOBaHLI BMECTe, HE06X04MMO BblbpaTh CO-
OTBETCTBYIOLLME KOHTPO/bHbIE 06pasLbl ANnA onpefenerus apdekTa npoueayp Ha pesynbTaTe UccnefoBaHns, Hanpumep
ahbpekTa pasbasneHns. BnusHue obpasua Ha cuctemy obHapyXeHus, BKYas Tokcuueckre adpekTbl, HE06X04MMO 3a-
perncTpupoBaThb, Tak Kak OHO BAUSET Ha npefesibl 06HapyXeHns. XpaHeHne BMPYCOB 1 06pa3LoB ¢ Ao6GaBNEHHbIM BUpPY-
COM cnefyeT NPoBOAUTL NMPW 3aAB/IEHHbIX YCOBUAX.

B.3.2.5 Korpa 310 BO3MOXHO, HEO6XOANMO MONYYNTb KWHETUKY Ae3aKTMBaL M1 BUPYCOB A1 U3MEPEHNUS Yrna Hak/o-
Ha KpMBOIi 1 onpejeneHns TeopeTMyeckoro BpeMeHu, Heo6xoANMOro Ansa AesakTueauuv Bceli Nonynauun BUpycoB.

WccnepoBaHua gesaktuauyumn cnefyeTt naaHMposaTb TakuM o6pa3om, YTo6bl Npobbl 3abupannck B pasHoe Bpems,
no3Bo/As NOCTPOUTL rpadhmk fe3akTuBauum. Yacto Ae3akTuauyms Bupyca nmeeT 6bICTPYo HavanbHyto asy, 3a KoTopoii
cnepyet 6onee megneHHas dasa. V3yyeHne BTOpoli hasbl 0CO6EHHO BaXHO A1 onpefeneHuns xapakTepucTuk npowecca
fesaktusauun (cm. B.4.1).

B.3.2.6 B cnyvae YHUUTOXEHWS, T.e. CHWXEHUA UHAULMPOBAHHOCTU BMpyca MyTeM pasfefieHns Ha npeuunurarbl
VUK ypaneHus onpegeneHHbix pakunii, yaaneHHblii o6pasel, Takke Ao/KeH 6biTb n3yyeH. Heob6xoAnmo coctaBuTb Ga-
naHc pacnpejefieHns Bupyca B pas/inuHbiX hpakuymsax, Korga ato BO3MOXHO.

B.3.2.7 Metof npobbl KOMMYECTBEHHOW MH(ULNPOBAHHOCTN BMPYCOB [JO/DKEH UMeTb afeKBaTHYl UYyBCTBUTE lb-
HOCTb M BOCNPOM3BOAMMOCTb U 6biTb MPOBEAEH C AOCTATOUYHBIMU PENIMKAMUN 1 KOHTPO/IbHbIMK 06pasuamu Aas rapaHtTum
afleKBaTHOW CTaTUCTMYECKOW TOYHOCTM pe3dynbTaTta (CM. npunoxeHue E).

B.3.2.8 [locToBEPHOCTb JOCTUTHYTOrO COKpaLLeHns norapudma Ao/mkHa 6biTb yCTaHOBMEHA UccnegoBaHnem adpdek-
Ta kone6aHua B KPUTUYECKUX NapameTpax npouecca, 1Cnosb30BaHHbIX A8 YCTaHOBNEHWUSA NpeaenoB BHYTPU npolecca.

B.3.3 BblpalwnBaHne BUPYCHbIX Mogeneit

Mogenu BnpycoB, ncnosib3yemble 415 YTBEPXAEHNA npoLiecca Ae3akTuBalumn, npeanoyTuTesIbHO 0/DKHbI ObITh CO-
3aHbl B KNETOYHbIX Ky/bTypax, Korga TakoBble AOCTYMNHbI. Bbi6paHHas cuctemMa KIeTOYHON KynbTypbl He [O/KHA U3Mme-
HATb CBOICTBA MOAENBLHOIO BUpYycCa.

B.3.4 MpoBeaeHve UccnenoBaHunil B KNETOUYHbIX Ky/ibTypax

B.3.4.1 Mogenu BMpycoB, UCMO/b3yeMble ANA NOATBEPXAEHNS NPOLLECCoB Ae3akTuBaLun, NpeanoyTuTenbHo Aon-
XHbl GbITb UCMbITAHbI B KTETOYHbIX Ky/bTypax. Heo6xoAMMO NCNosib30BaTh MoAe b NEPMUCCUBHO KNEeTKN AN UCTbITaHNS
noTeHunana kK gesakTuBauuy pasnnyHblX NPON3BOACTBEHHbIX CTyMNEHeN.

[l0 oLEeHKN BUPYCHbIX TUTPOB NOC/e Ae3akTueaLuun cHavyana Heo6Xo4MMO OLLEHUTbL Hannyne Kakoli-nmbo TOKCUUHOC-
TN fe3aKTUBALMOHHbIX areHTOB MNK NPo6 npoLecca Ha cMcTemMe KNeTOUYHON KynbTypbl, UCNOb3yeMoii AN BblpaliuBaHus
Bupyca. O6bI4HO 06pa3sLbl fO/KHbI 6bITb HETPann3oBaHbl NN pa3BefeHbl 4O HETOKCUYHOW A03bl AN aHanusa B cucTe-
Max KfeToUHbIX KynbTyp.

B.3.4.2 BHyTpuKneTOYHble BUPYCbl 0BbIYHO CMOXHEE Ae3aKTUBMPOBaTb, YEM BHEKIEeTOuYHble. [1oaxoa ¢ MCnonb30-
BaHMeM NepMWUCCUBHON KNeTKN NO3BONSET NPOBECTU UCMblTaHNe AeiCTBEHHOCTN napamMmeTpoB 06paboTkun Npu ge3akTuea-
LMK KaK BHYTPUKNETOUHbIX, TaK U BHEK/IETOUHbIX BUPYCOB

B.3.4.3 VcnbiTaHne cnepyeT npofoskaTb A0 NMpeKpalieHus U3B/IEYEHUS BUPY/IEHTHbIX BUPYCOB U3 KMETOYHbIX
KyNbTYp, MHPMLMPOBAHHbIX N36PaHHBIMU MOAENbHBIMKU BUpycamu. Mo BO3MOXHOCTN HEOBXOAMMO B OnpefesieHHol cTe-
neHy NpoBecTy NPOo6bl aHTUTEN UKW MHOTO (hakTopa MHTepdepeHLY B NPUPOAHOM areHTe Ha obpasLax, Bce areHTbl KoTo-
pbIX 6bIIM NPEANON0XUTENBHO YAaNeHbl AN Ae3aKTUBUPOBaHbI. B HEKOTOPbIX Cayyasx HEBO3MOXHO OTAeNuT» addhekT
AesaktTuBauum ot acpdekTa nHTepdepeHLnn.

B.3.5 KoadhuumeHTbl cokpal,eHuns

B.3.S.1 3apauyeil uccnepoBaHusa SABNSETCA yCTaHOB/IEHUE CTyneHel, addekTUBHbIX AN Ae3akTuBauuu wu/vam
YHUUTOXEHUSI BUPYCOB U A5t M3MepeHus obLieil cnoco6HOCTM NPOM3BOACTBEHHOrO NpoLecca K ux gesaktusauuulygane-
Huto. O6LWMiA KO3 ULMEHT COKpaLLeHNs 06bI4YHO BbipaXatoT kak CyMMY VHAMBKAYabHbIX hakTopoB. TeM He MeHee, Npo-
CTOe CyMMMpPOBaHue OTAE/bHbIX KO3 (ULMEHTOB COKPALLEHUS MOXET HE SIBIATLCA 060CHOBAHHbLIM, OCOGEHHO B Cyyasx
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BMPYCOB, CBOICTBA CONPOTMBAAEMOCTN KOTOPbIX HE U3yYeHbl NOTHOCTbI0. CoKpalleHusi B BAPYCHOM TUTpe B Te4eHue cra-
AV npouecca nopsjka MeHee YeM OHOro florapuma CYNTalTCAa He3HaUNTENbHLIMU U A0/MKHbI 6bITb MPOUTHOPUPOBAHbI.
M3roToBUTENN AOMKHBI OT/IMYATL leiCTBEHHbIe CTaAnmM OT cTaauii npolecca, KOTopble MOryT cnoco6CTBOBaTL yaneHuio,
HO KOTOpblE HE HACTO/IbKO HafeXHbl. Takke He06XxoaMMo paccMoTpeTb, ByAyT M BUPYChI, YUeneslune nocne o4HON cTa-
AWK, yCTOlYMBBIMY B Nocneaytolein ctaguv, méo 6onee ysa3srMbiMn. Kak npaBuio, oTAebHas CTafusi Co 3HAUNTE/TbHbIM
ahheKTOM AaeT Nyullylo rapaHTUIo CHUXEHNUA pucka, YeM HeCKOoNbKo CTafunil ¢ TeM xe o6Lwmm adhdekToMm.

B.3.5.2 [inA BCex BMPYCOB M3roTOBUTENN A0/KHbI 060CHOBATbL MPUEMIEMOCTb NOMyYeHHbIX KO3 MULMEHTOB CO-
KpatieHusi. Heo6xoaMMO NPUHATL BO BHUMaHWe, rae NpYMeHMMo, obliee UcnbiTaHve NPonM3BOACTBEHHOrO npouecca Ans
060CHOBaHMUSA 06Leli cCNOCO6HOCTH NpoLecca Mo OTHOLIEHWIO K Ae3aKkTuBaLun U/Man YHUUYTOXEHNI0 BUPYCOB (UCNbiTaHne
n3genusi nocne nporoHa npouecca, cneays 3a go6aBneHnemM K UCXOAHOMY MaTepuany fo3bl C MakCUMasnbHO KOHTaMuUHa-
uuen).

B.4 OrpaHuyeHusa uccnefoBaHNs YHUUTOXEHUA U/unun gesaktnsaynu

B.4.1 WccnefoBaHusi YHUUTOXEHWA WM AesakTuBauuy cnocobCTBYIOT NPUMEHEHNIO KOHTPOS pucka ans obec-
neyeHUs NPMemMsIeMoro ypoBHsa 6e30nacHoOCT MeANLMHCKOTo n3genus. Fem He MeHee, psf hakTopoB B pa3paboTke 1 Bbl-
NOMIHEHUN UCCNef0BaHNA YHUUTOXEHWA u/unn ge3akTuBauuy MOXET MNPUBECTW K HEeBEepHOW oOLeHke Ccnoco6HOCTM
npouecca yHu4ToXaTb U/unu fe3akTuBMpoBaTh BUPYCbl. ATV hakTopbl BKIKYAKT cregyoulee:

a) PasHble nabopaTopHble WTaMMbl BUpyca MOFyT UMeTb pPa3/iMyHylo YyBCTBUTEbHOCTb K TOW e o6paboTke.

b) Korpa BupycHble npenapatbl, UCMOMb3yeMble 419 YyTBEPXKAEHNSA CTYMEeHN YHUUTOXEHUA W/unn AesakTueauuu, co-
34al0TCA B TKAHEBOW KynbType, NOBefeHne BUpYyca, NOSyYEeHHOro U3 TKaHEBOM Ky/NbTypbl, B UCCNIEL0BAHUN YHUUTOXEHUSA
n/unn gesakTmBaunm MOXeT OTIMYaTbCA OT NOBEAEHUA NPUPOLHOro BUpyca (Hanpumep, ecnun NPpUPOAHbI 1 BblpalleHHbI
BMPYCbI Pa3/inyaloTcs Mo YUCTOTE WM CTENEHU HaKan/MBaHus).

c) Cnoco6HOCTb BCEro npouecca K COKpalleHnio MHULMPOBAHHOCTI YacTo BblpaXaeTcs Kak cymma norapugma
COKpalLLleHUA Kaxaoi ctagnn. ITo ABAAETCA YA06HbIM CNOCO60M BblUMCNEHMS 061 ero kKoaduuneHTa cokpalleHus, XoTs
CYLLLeCTBYIOT OnpefesnieHHble CUTyauun, rae npuéasneHve norapuMMYecknx cokpaweHuii MoxeT He 6biTb AelicTBUTE N b-
HbIM (Hanpumep, rae cokpalieHue 3aBUCUT OT agcopbuun Bupyca maTpuuei).

<) fle3akTnBaLna BUPY/IEHTHOCTM BUpYyCa YacTo cnefyeT 3a AByxda3Holi KpMBOM, MPU KOTOPOI 3a ObICTPOI Havab-
Hoit chasoil cnegyet 6onee MefneHHas. BO3MOXHO, 4TO BUPYChI, yLieneBLUMe nocsie KOHKPETHON cTagumn gesaktusauuu,
MOryT 6bITb 60/1€€ CTOVKMMK B NOCNeAyoLWnX cTagmax. Kak cnegcteme, o6wmnii koapuumneHT cokpalleHns He o6a3artenb-
HO ABNSETCA CyMMOI KO3(D(PULNEHTOB COKpaLLEHUs, BbIYUC/IEHHbIX 418 KaKAO0W OTAeNbHOW CTafumn ¢ NCNoNb30BaHNeEM
KaXAblii pa3 CBeXero MHOKynsiTa Bupyca.

e) Hanpumep, ecnu ctoiikaa gpakuymsi npuHuMaeT popMy BUPYCHbIX HaKOMIEHWU, BUPY/IEHTHOCTb MOXET 6biTb
yCTOUMBOI K psifly pa3nnyHblix 06paboTok, Takmx Kak oukcauma u ctepuamsauums.

f) Ecnu kpuBas ge3akTmBauun HETUNUYHA MO CPABHEHWIO C CYLLEeCTBYOLUMU AaHHBIMU, HEOH6X04MMO paccMoTpeTb
3T0 0CO6EHHO 1 06BACHUTB.

A) BblpaxeHue ko3 PULMEHTOB COKpaLleHUs Kak orapudMmuecknx cokpalieHuii B TuTpe nogpasymeaerT, uTo.
XOTSl OCTaTO4YHAas MH(ULMPOBAHHOCTL BUPYCa MOXET GbiTb 3HAUYMTE/IbHO COKpalleHa, OHa HUKorAa He 6yaeT paBHSTCS
Hy /0.

B.4.2 CyulecTByeT BepOATHOCTb, YTO 06paboTka B yMeHbllEHHOM MacliTabe b6yAeT oTAMyatbca OT MosHOMac-
LWTabHOW 06paboTKN, HECMOTPS HAa YCWU/INS, HAaNpaB/IeHHbIE HA CO3JaHKe npouecca B yMeHbLEHHOM MacluTabe (CM. npu-
noxexwve O).

8.4.3 Tlpu onpepeneHHbIX 06CTOATENLCTBAX B MaTepuase MOryT HaxoAUTbLCS aHTUTeNa Wiu Apyrue Mosiekysibl,
npoTMBO/B3aumMofeiicTBytolMe C BUPYCHOU Mofenbio. OTO MOXeT NOBAMATbL Ha pasfefieHne BUPYCHOW Moaenu wnu ee
nofBepXeHHOCTb [e3akTuBaLn, HO Takke MOXeT YC/IOXHUTb NfaH uccnefoBaHusa HeliTpanusaueii BupyneHTHocTn. Mo-
XeT 6bITb C/TIOXKHO OLLEHUTb NPUTOAHOCTL M1aHa UccieoBaHns. YPoBeHb aHTUTEN B HAJIMUMM MOXET GblTb PACCMOTPEH Kak
3HauynTenbHas nepemMeHHas npotecca.

Mo NpYMEeHMMOCTU crieyeT NPOBECTU KaKylo-TO CTeneHb Npo6bl aHTUTEN UK APYrOro MOJIEKYISPHOTO NPOTHBO/B3a-
UMoAeiCcTBUS C MOAe/bHbIM BUPYCOM Ha o6pasuiax, rAe 0XuAaeTcs, 4To Bce MOAe bHbIE BUPYChl 6blN yaaneHbl unu ages-
aKTUBMPOBaHbI.

B HeKoTopbIX Cry4Yasix HeBO3MOXHO OTAeNuUTb 3hPeKT fe3akTuBaunm ot adekta NpoTnBo/B3anMoaeiicTBuS.

B.4.4 Hebonblune pasnnyuna B NpoM3BOACTBEHHbIX NapameTpax, Takux kak 6enkosoe cogepxaHune uan temneparty-
pa. MOryT NMpUBECTU K GOMbLUMM OTAIMUUSIM B COKPALLEHUN BUPYNEHTHOCTW BMpyca KakuM-IM60 MEXaHW3MOM.
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Mpunoxexne C
(cnpaBouHoe)

PekomeHgaLun no nccnefoBaHno YHUUTOXEHUA n/unun gesaktuBauuny areHtos TSE

C.1 O6uwas yacTb

BanvpauunoHHble nccnefoBaHnsa npoueayp yganeHva/gesaktnsauuy areHToB ABASIOTCA CNOXHbIMK ANA pa3paboT-
K/ ¥ BbINOJIHEHNSA, & UX pe3ysibTaTbl C/I0XHO UCTONKOBATbL. HE06X04MMO NPUHMMAaTL BO BHUMAaHWE CYLHOCTb MaTepuana
CO crneymanbHbiM Jo6aB/IeHNEM 1 ero COOTHOLLIEHNe C eCTECTBEHHOI cuTyaumeid, nnaH nccnegoBaHnsa (Bkavas yMeHb-
weHne MacwTaboB NpoLeccoB) U MeToZ 06HapyxeHus areHTa (npoba uj vitro nnu in vivo). Mpo6bl In vitro MoryT 6bITb NpuU-
rofHbIMV B 9KCNEpUMeHTax co cneuunasnbHbiM fo6aBneHnem 4 nccaefoBaHns Npon3BoACTBEHHbIX NPOLLECCOB, HO BaXHa
KOppenauna Takux pesyibTaTos C pe3y/ibTatamu, NosyvyeHHbIMK nocsie Npo6 BUPYNEHTHOCTH, Kak yxe coobLianoch B ny6-
nvKauusax B aHHo o6nactn. Heobxoaumel AanbHelilune nccnefoBaHusa AnA pacluMpeHus NoHuMaHusa Hanbonee noaxo-
AAuwero «npenapata ¢ go6aBneHnem» AN BaNMAALMOHHbIX UccnefoBaHuii. CnepgoBartefibHO, B HACTOSILLMIA MOMEHT
Ba/MjaLnoHHbIe NCCnefoBaHns, kak Npasuao, He TpebyloTcs.

B flononiHeHne K UCNOMb30BaHNI0 NPUEeMIEMbIX UCTOYHUKOB U3roToBUTENEl NPU3bIBAIOT K MPOAO/IKEHUIO uccneno-
BaHuWii N0 MeTofam yjaneHua u gesakTueauun gns yCTaHOB/IEHWUA CTyneHeli/Iponeccos. KOTOpble MOryT UMeTb NpenmMy-
LeCTBO MPU rapaHTMn yaaneHusa unu gesaktueauum areHtos TSE. B no60oM cnydvae, No BO3MOXHOCTU, He06XoANMO
BblpaboTaTb NPOMN3BOACTBEHHbIN NPOLECC C y4eTOM CyLLeCcTBYOL el MHhopMaL M 0 MeTofax, CYMTaKLWMUXCS CNOCO6HbLIMY
Ae3aKkTuBMpoBaTb UK yaanutb areHtol TSE.

Ana Hagnexawmx BannjaunoHHbIX nccnegoBaHuii M3rotToBuTe b AO/MKEH OpraHn3oBaTb KOHKPeTHOe uccnegoBsa-
HVe ge3akTvBauum UMM YHUYTOXEHNA Ha Hay4yHOW OCHOBE C HEOOXOAVMMbIM y4eTOM CleAyioLLero:

- yCTaHOB/IEHME OMAacHOCTU (eil), CBA3AHHOW (blX) C TKAHbIO;

- yCTaHOB/IEHNE 3HAYUMbIX MOJE/bHbIX areHToB.

- OCHOBaHWe A1a BbiGOpa onpefAesieHHo KOMBMHaLUN MOfeNbHbIX areHToB:

- yCTaHOB/IEHME CTaaun, N36PaHHON AN YHUUTOXEHUSA U/MNN Ae3akTuBauumn nepearoLmxca areHTos;

- BblUMC/IeHNEe KO3 MDULNEHTOB peayKLun.

3aknunTenbHbIN OTYET AO/MKEH YCTAHOBUTbL MPOM3BOACTBEHHbIE MapameTpbl U Npejesbl, KpUutuyeckne ans ad-
hekTUBHOCTM Npouecca Ae3akTuBauny Ui YHUUTOXEHUS.

[lo/KHBI 6bITh UCNOMIb30BaHbI COOTBETCTBYIOLLME AOKYMEHTVPOBAHHbIE NpoLeAypbl A1A rapaHTUmM TOro, YTo B Teve-
H/e 06bI4YHOro NPOM3BOACTBA NPUMEHSINCE YTBEPXAEHHbIE napaMeTpbl 06paboTKu.

Mpumepamn MogenbHbIX areHToB TSE. Cnofib30BaHHbIX WM PEKOMEH0BAaHHbIX /19 UCNOMIb30BaHNA a nccneno-
BaHWAX NOATBEPXAEHUA Ae3akTuBauuu, ABAAITCA WTaMMbl noyecyxu 263K. 139A. 22C. ME7. 87A n wrtamm BSE 301V,
naccMpoBaHHbI Ha MblLLaXx.

B KOHTPONMPYEMOM UCCNeAoBaHUN C MOAeNbHbIMM TSE MCNbITAHUS Ha XWBOTHBLIX NPUAAIOT ONpefesieHHy cTe-
NneHb BbIABIAEMOCTU.

C.2 AreHTbl TSE. BbifepxuBatouive ctagun gesaktmsayum

Takxe Heobxo4MMo 06paTUTb BHUMaHWe, 6yayT nn areHTobl TSE, yuenesLlune nocse 04HON cTagun, ycTonumBbIMU B
nocnegywlei ctagum nnéo 6onee yassumbiMu. Hanpumep, 661710 Aoka3aHo, YTo hopmanbiernjHas o6paboTka areHToB
TSE noBbIWaeT VX XapoCcToNKkocTb Kak npaBuio, oTaenbHas cTaAnsa co 3HauMTeNbHbIM 3theKToM gaeT Nyullyio rapaH-
TUIO CHUXEHUSA pUcKa, YHeM HEeCKO/IbKO CTafuii ¢ Tem xe 06Lwum 3 ekToMm.

CokpalleHns B Tutpe TSE BO Bpemsa cTaguu npouecca MeHee Yyem OAHOro siorapudma cumTalTca HesHauum-
TesNbHbIMU.
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MpunoxeHne O
(cnpaBo4HOE)

PekomeHaaumm no ymeHblWeHNo Macwtaba

Tak kak BHECeHNe MHMEKUNOHHbIX areHTOB B NPOM3BOACTBEHHbIE 30Hbl ABMSETCS ONACHbIM, UCCNefoBaHe Mnoj-
TBEPXAEHUS YHUUTOXEHUS WUNW Ae3akTuBauum AO/HKHO 6biTb NPOBEAEHO B OTAENbLHOW Nnabopatopun, 060pysoBaHHOMN
[ONA BUPYCOSIOTMYECKON AeATe/TbHOCTH, U BbINOSIHEHO COTPYAHMKAMM C COOTBETCTBEHHbLIM OMbITOM. B NnpakTnyecknx uensx
MOXET 6bITb HEOGXOAUMbBIM MCNOJIL30BaTh NPOLECC B YMEHbLLIEHHOM MacwiTabe. Cnefylwmii cCnMcok npefHa3HayeH a ka-
yecTBe pekoMeHJaLuii Npu NCnob30BaHMN NPOLLECCOB YMEHbLUEHHOro mMaclitaba:

a) MoAesNb a yMeHbLIEHHOM MaclwTabe f0MmKHA UMUTUMPOBATb NPOM3BOACTBEHHbIN NPOLECC, HACKO/IbKO NpakTuyec-
KM BO3MOXHO, M [O/MKHa 6biTb pa3paboTaHa COBMECTHO C NPOM3BOACTBEHHLIM NEPCOHAIOM, OTBETCTBEHHbLIM 3@ MOJIHO-
MaclTabHbIi npouecc:

b) [OCTOBEPHOCTb KaXA0l COOTBETCTBYIOLLEN CTyNneHn npoLecca yMeHbLIEHHOro MacluTaba Ao/kHa ObiTb OTpaxe-
Ha AOKYMeHTasIbHO N0 CPaBHEHWIO C NapameTpamu npouecca, TakuMi Kak ypoBeHb pH. KOHLEHTpaLus, 06bem, TemnepaTy-
pa. obopynoBaHue, apemsi peakLuu, cocTas.

C) npouecc yMeHbLIeHHOro MacwTaba fo/HKeH ObiTh BblpaboTaH Takum 06pa3oM, YTo6bl NpeacTaBAaTb YCN0BUSA
HauxyALero cryyas KkacaTteslbHO CNOCOGHOCTM NPOU3BOACTBEHHOIO MpoLiecca K YHUUTOXEHUIO Wnnu aesakTusauny Bupy-
coB u areHtoB TSE.

MpumeuyaHune — Heobxoanmo o6paTnTb 0cO60e BHMMAHUE Ha YCMOBUS Hauxygliero caydyasi. B atom moryT
NoMOYb OLleHKa NUTEPaTYpbl UWN 3KCNEePUMEHTbI Ha 3KCMyaTaLMOHHbIX Npejenax npouecca;

d) OTKIOHEHMS OT NOJIHOTO NPOM3BOACTBEHHOrO NPoLecca, KOTOPbIX HeMb3si n3bexartb, AO/MKHbI ObITb 060CHOBaHbI
C y4eTOM WX NOTEHLMAaNbHOro BANAHUA Ha pe3yNbTaThbl:

€) OCHOBaHuWe, NPOTOKO/ UCCNef0BaHUS Y KPUTEPUIA NPpUeMNemMocTu AN npoLecca yMeHbLUIEeHHOro Mmaclutaba He-
06X0MMO 0TPasnTb [OKYMeHTasbHO.
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Mpunoxenne E
(cnpaBouHoe)

CTaTucTuyeckas oLeHka TUTPOB BUPYCOB U KO (PULUEHTOB COKPALLEHUS U OLEHKa
nx poctoBepHocTUl

TuTpauun BMPYCOB MOABEPXEHblI Npo6nemamM kKone6GaHus, CBONCTBEHHbIM BCEM cUCTeMam 6UMONOTMYecKUX Npo6.
Takum o6pasom, Ans onpegeneHns HaAeXHoCT NCCneAoBaHNa HeobxoArMa OLeHKa TOYHOCTU BUPYCHbIX TUTPaLUii 1 Bbl-
Be/leHHbIX 3 HUX KO3 (PULMEHTOB COKpaLLeHNs, a Takke A0CTOBEPHOCTU NPo6. Lienbio cTaTucTnyeckoll oLeHkn aBnsieTcs
ycTaHOBMEHMe Toro hakTa, YTo nccrnefoBaHne 6bl/10 NPOBEAEHO HA NPUEMIEMOM YPOBHE BMPYCOOTMYECKOW KOMNeTeH-
THOCTW.

1) MeTtoabl Npo6 MOryT 6bITb NMMB0 ANCKPETHLIMU, NGO KONNYECTBEHHBIMU. [INCKPEeTHbIe MeToAbl BKOYalT B cebs
npo6bl MHPULMPOBAHHOCTH B XMBOTHbIX NN NPOGLI [03bl, UHMLMPYLOL el KynbTypy TkaHu (TOHD), B KOTOPbIX XWBOTHOE
VAN KNETOYHYIO KyNbTypy OLLeHUBAIOT Kak MH(ULMPOBaHHOE UK HeT. TUTPbI BUPYNIEHTHOCTY 3aTEM U3MEepPAI0T, UCNOMb3YS
NPONoOpPLMI0 MHPNLNPOBAHHbIX XUBOTHbLIX NN KyNbTyp. Mpn KONMYECTBEHHbIX MeTofax usMepsiemast BUPYJI€HTHOCTb No-
CTOSIHHO MeHsieTCA B 3aBUCUMMOCTU OT BBOoJa Bupyca. KonnyecTBeHHble MeTO/bl BKOYalOT B cebsi Npobbl 6nsLwek, rae
Kaxgas 615wKa COOTBETCTBYET OfHO WH(DEKLUNOHHON eanHuLe. Kak AUCKPEeTHbIe, Tak U KOIMYeCTBEHHbIE NPo6bI noaja-
10TCA CTATUCTUYECKON OLeHKe.

2) KonebaHus MoryT NoSBUTLCA BHYTPY NPo6bl B pe3ysibTaTe oWnO0K Npyu pasBefeHmnm, ctaTtucTnyecknx aphekTos
1 pasnununii BHyTpu cucteMbl Npo6, koTopble MM60 HEN3BECTHbI, MMG0 TPYAHOKOHTPOAUPYeMbl. DT 3dhdekTbl ¢ 6obLUeit
BEPOATHOCTLIO ByAyT 60/1ee 3HaUMTeNbHbIMU NPW CPAaBHEHUN Pa3HbIX NPOroHOB NpPo6 (Mexnpo6Hoe KonebaHne), 4em npu
CpaBHeHUW pe3y/bTaToB BHYTPU OAHOr0 NporoHa (BHyTpunpobHoe KonebaHue).

3) Mpegensbl 95 % [OCTOBEPHOCTM 415 BHYTPMNPOBGHOro KonebaHns v Ans MexnpobHOro konebaHns 06bIYHO A0/1-
XHbl 6bITb nopsAgka r 0.5 tog,Dunun nydwe. Mexnpo6Hoe KosiebaHne MOXeT KOHTPO/IMPOBaTbLCA NyTeM BbI6Opa 3Ta/lOHHOr0
npenaparta BHyTpu1abopaTopHOro NCNob30BaHNA, OLLeHKa KPenocTn KOTOpPoro Ao/mkHa 6biTh B NnpeAenax npuénnmsnTens-
Ho 0.5 logn cpefHeli oueHk NnpuemnemMocTy Npo6bl, ycTaHOBNEHHON B nabopaTtopun. BHyTpunpo6Hoe KonebGaHue MoxeT
6bITb OLEHEHO CTaHAapTHbIMW MeToAaMu, NpUBeAeHHbIMU B NOCO6UAX. B 1060M KOHKPETHOM 3KCNepuMeHTe, ecin Tou-
HOCTb TUTPaLWKN ABAAETCA HUXKE AAHHBIX KOHTPOJIbHbIX 3HAYEHWIA, UCCNefoBaHNe MOXeT GblTb NpYemMaeMbiM Npu 060CHO-
BaHUN.

4) CokpalleHvne BUPYCHOI Harpysku cnefyeT BblYMCAATL C MOMOLLbIO BUPYCHbIX TUTPOB, ONpeae/ieHHbIX akcnepu-
MEeHTasIbHbIM MyTeM.

Mpegenst 95 % AOCTOBEPHOCTU KOIMPULMEHTOB COKPALLEHNS AO/DKHBI ObITb MOMYYEHbI, KOTAa 3TO BO3MOXHO. OHU
MOTyT 6bITb MPUBGAMKEHHO BbIPaXeHbl Kak + (S* ¢ a2), rae i s ABnseTca npegenom 95 % [OCTOBEPHOCTU ANS BUPYCHbIX
npo6 NcxoAHOro Matepuana, ar B — npegenom 95 % A0CTOBEPHOCTU /18 BUPYCHON Npobbl Matepuana nocne cTyneHu.

Ecnv nocne ctynenun gesaktusauun/yfaneHns HA oguH obpasel, He nokasbiBaeT NMPU3HaKoB BUPYNEHTHOCTU, KO3(-
hVLMEHT COKpaLLEeHNS HEBO3MOXHO OLLEHUTL CTaTUCTUYECKUM nyTeM. [na noflydeHns pacyeta MUHUMaNbHOTo koaddu-
UMeHTa cokpalleHUs TUTP A0/KEH ObiTb BblpaXeH Kak MeHbLUWA 160 paBHbIli OfHON MHMEKLWOHHON efuHuLe B 06beme
Hanbonee BbICOKOW UCMbITYEMON KOHLEHTpaLunu.

MOXHO oXnaaTb, 4TO HW OfMH Oo6paseL, He NMoKaxeT NPU3HAKOB BUPY/TIEHTHOCTW, OCOBEHHO MOC/1e MOLLHbIX NpoLec-
COB Ae3akTvBauum [ias TOro 4to6bl yBEMUNTb OLEHOYHbI MUHUMasbHbIA KO3 (ULMEHT cokpalieHnsa aheKkTUBHOrO
npouecca fie3aktmsaLmm, HaCKo/IbKO BO3MOXHO, He06X04nMo onpobosaTb Hanbosblee BO3MOXHOE KO/IM4ecTso 06pabo-
TaHHOTO HepasBe/leHHOro matepuana.

HeobxoanMo yyecTb flaHHble pekoMeHAaLmmn 4o/MKHbIM 06pa3oM ana areHTos TSE.

[laHHOEe NPUIOXEeHNe COAEPXUT TEKCT, KOTOpbIi NnepBoHavyasbHO OTHOcwscst kK Bupycam (CPMP/BWP 268/95,
14 chespansa 1996 r.).
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Mpunoxenne F
(cnpaBo4HOE)

BbluncneHune koapurLUMEeHTOB CoKpalleHuns
KoadhpmumeHT cokpaleHnss R ons oTAesbHOM CTYNeHn ae3akTuBauun uav yganeHus noayyvaetcs BblpaXeHnem

N=wpn *1. D

rae V, — o6bem UCXOAHOro matepuana;
I, — KOHLEeHTpauus MoAeNbHOro BUpyca uan MogensHoro areHta TSE B UCXOAHOM MaTepuarne;
Vj — o0bbem maTepuana nocse cTyneHu.
[2— KOHLUEHTpauua MoAebHOro BMpyca UM mMogenibHoro areHta TSE nocne cTyneHu.
[laHHas chopmyna yumTbiBaeT Kak TUTP, Tak 1 06bEeM MaTepuana Ao 1 nocsie CTyneHu.
KoahhuLMeHTbI COKpaLLeHUsi 06bIYHO BbIpaXaloT Ha slorapudMMUYecKoil wkane, 4To nogpasyMmeBaeT, UTO. XOTs
ocTaTo4yHasi BUPY/IEHTHOCTb MOAENbHOTO BUPYCa NN MOAESbHOTO areHTa TSE MoXeT 6biTb 3HaUMTE/IbHO COKpaLleHa, oHa
HUKOTAA He ByAeT paBHa Hyso.
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MpunoxeHne G
(cnpaBouHoe)

BeposTHOCTb 0GHaPYXEHUSA areHTOB NPU HU3KNX KOHLEHTPaLUAX

G.1 [pu HU3KNX KOHLLEHTpaUmMAX areHTa (Hanpumep, a gnanasoHe oT 10 4o 1000 MHEKLUNOHHbIX YacTuL, Ha INTP)
BEPOATHOCTb P. 4TO Npo6a HeCKOMbKNX MUINNTPOB HE COAEPXUT NH(DEKLMOHHbIX areHToB, cocTaBnseT

pP= (G.1)

rae V— obwunii 06bem MCnbiTyemMoro Matepumana, BblpaXeHHbI B iuTpax.
V— 06bem npobbl, BbIpaXeHHbI B INTpax;
n — abCoMTHOE KONMNYECTBO MHADEKLMOHHbIX YacTull, CTaTUCTUYECKN pacnpefesieHHblX B obwem obbeme.
G.2 Mpun V» xpaHHOe ypaBHeHWe NpubnunxaeTcs k pacnpegenexHunto MyaccoHa

Pu (G.2)

rfae ¢ — KOHLEeHTpauus VHMEKLUNOHHbIX YacTuL, Ha AnTp;
y — 06bem npobbl, BbIPAXEHHbIA B UTpax.
G.3 BeposATHOCTb P nNpu KOHLEHTpaLuuy areHTa ¢ B guanasoHe oT 10 40 1000 MHEKLMOHHbIX YacTuL, AN TecTupye-
MOro o6bema npobsbl B 1 M1 npuBegeHa B Tabnuue G.1.

Tab6nuya G.1 — BepoATHOCTb NPV KOHLEHTPAaLMKN areHTa

p C
0.99 10
0.90 100
0.37 1000

MpumeuvaHune — 370 0603Ha4YaeT BEPOSATHOCTb TOrO, YTO NpPY KOHUeHTpauun B 1000 areHToB Ha nnTp B 37 %
npo6 1 mn He 6yfeT cofepxaTtb YacTuLbl areHTa.
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Mpunoxexne A
(cnpaBo4HOE)

CBeeHNS 0 COOTBETCTBUMU CChIZTOYHBIX MEXAYHAPOHbIX CTAaHAAPTOB
HauMoHanbHbLIM CTaHaapTam Poccuiickoii ®epepauum

Ta6nuuya [OAL

603HaYEHNE CCbINIOYHOKD
0603 Crenetb O603Ha4eH1e N HaMMEHOBaHME COOTBETCTBYIOLLErO HALMOHA/ILHOTO CTaHaapTa
MeXAyHapoaHOro cTaHaapTa COOTBETCTBYS

NCO 22442-1:2007 oT FOCT P NCO 22441-1—2011 W3penua meguuuHcKue, ucnonbaylouimne
TKaHW Y NX MPON3BOAHbIE XUBOTHOIO NponcxoxaeHus. Yacts 1. Menepg-
XMEHT pucka

NCO 22442-2.2007 oT FOCT P NCO 22441-2—2011 W3penua meaunuMHCKe, UCNOb3yoLwmne
TKAHW U MX NPOU3BOAHbIE XXMBOTHOrO NpoucxoxaeHnsa. Yactb 2. KOoHT-

ponb oT6opa.c6opa 1 06paboTkn

MpumeuyaHue — BTabnuue NCnonbL30BaHo cregyiollee ycoBHoe 0603HayYeHe CTeneH COOTBeTCTBUS CTaH-
L,apToB:
- IDT — uAeHTUYHbIE CTaHAAPTbI.
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Bunénuorpadgus

NCO 11135 Ctepwunusauua MeguLMHCKUX nsgenuin. Okeung atuneHa. Yactb 1. Tpe6oBaHus k paspaboTke, Banmga-
LMK 1 TekyLemMy KOHTPO/IO npouecca cTepunnsaymn MeanLuHCKUX n3genni

NCO 11137 (Bce yactu) CTepunusauus MefuuUMHCKOW npoAaykumun. TpeboBaHus K BaimpaLlnm u TekyLemy KOHTpo-
no. PagnaunoHHan ctepunusayus

NCO/TS 11139:2006 CTtepunusauuns cCaHMTapHO-rurmeHnyecknx usgenunin. Cnoeapb

NCO 11737-1 CTepunusauus MeguunHCKux nsgenunii. Mukpobrnonornyeckne metodbl. Yacte 1. OueHka nonynsauyum
MUKPOOPraHn3MoB Ha MpoAyKTax

MCO 13408-1 AcenTtuuyeckas obpaboTka MeguUUHCKUX usgenuii. Yactb 1.06wume Tpe6oBaHums

MNCO 13408-2 AcenTtuyeckass o6paboTka MeanLMHCKNX n3gennii. Yactb 2. dunbtpayms

MNCO 13408-3 AcenTtuyeckasi 06paboTka MeANLMHCKUX u3genunii. YacTtb 3.JInocunusanms

NCO 13408-4 Acentuyeckass 06paboTka MeguLUHCKUX n3genuii. Yactb 4. MeTOAMKM OYNCTKU Ha MecTe

MNCO 13408-5 AcenTtuuyeckas o6paboTka MeAULMHCKUX n3genunin. YacTteb 5. CTepununsauus Ha mecte

MNCO 13408-6 Acentuyeckass 06paboTka MeguLUHCKMX n3genuii. Yactb 6. Cuctembl M30/19TOPOB

MNCO 13485 N3genna meanumHckme. CucTeMbl MeHeXMeHTa KayecTsa. TpeboBaHWsa K peryimpoBaHunio

MNCO 141SS-1 VcnbiTaHWa KIMHWYECKMe MeAULMHCKUX n3genvii aona nogei. YacTte 1. O6wune Tpe6oBaHus

NCO 14155-2 VcnbITaHWa KAVHUYECKMe MefULUHCKUX n3genuii gna nogei. Yactbe 2. CxeMbl KTMHUYECKUX UcnbiTa-
HWiA

NCO 14160 CTtepunusauus of4HOPa3oBbIX MEANLMHCKAX U3LENNIA, COAepXaLLnuX MaTepuanbl XXMBOTHOTO NPONCXOX-
fAeHnsa. Banugaumsa v TekyLwniti KOHTPOIb CTEPUNN3ALIUN XUAKUMU CTEPUINSYIOLLMMU BeLLecTBamMu

NCO 14937 Crepwamsauva MeanLMHCKOR npogykunn. Obwme TpeboBaHna ANA onpefenieHns XxapakTepucTuk cTe-
punusyloLero BelecTsa u Ana paspaboTki, Bannjaummn 1 TekyLero KOHTPOAA NPoLEeccoB cTepuamsannm MeguLmH-
CKMX n3genwuii

NCO 17665-1 CTepunmsauns MeauLUHCKOW npoayKuun. BnaxHolii xap. YacTts 1. Tpe6oBaHusa k pa3paboTke, Basm-
Jauuy 1 TekylieMy KOHTPO/IIO npolecca cTepunnsayum meguunHCKuX npuéopos
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contribution and interpretation of studies validating the Inactivation and removal of viruses
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Agents Via Human and Veterinary Medicinal Products

Notification No. 177 of the Ministry of Health, Labour and Welfare on the standard for biological Ingredients.
31 March 2005 on Standards  for Raw Materials Originating from Living Organisms
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