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Mpeaucnosune

Lienu v npuHumnel cTaHgapTm3auum B Poccuiickoin egepaunm ycTaHoBneHbl defepanbHbiM 3aKOHOM OT
27 neka6bpsa 2002 r. Ne 184-d3 «O TexXHMUYECKOM perynvpoBaHnmn», a npasuia NPUMEHEHUss HauMoHabHbIX
cTtaHgapToB Poccuiickoin ®epepaummn — FOCT P 1.0—2004 «CtaHaapTu3auusa B Poccuiickoin @epepaumu.
OCHOBHbIE NOIOXEHUSA»

CBefgeHus 0 cTaHaapTe

1 NOArOTOBJ/IEH ABTOHOMHOW HEKOMMepYecKoi opraHusauunein «<MHCTUTYT MeguKo-61onornyecknx
nccnegosaHuii n textonoruit» (AHO «MMBUNT»)

2 BHECEH TexHuyeckum kKoMUTETOM MO cTaHaapTusauum TK 422 «OueHka 61M0n10rnyeckoro aeicTeus
MeAVLUHCKUX U3aennin»

3 YTBEPXJEH W BBEAEH B JEWCTBMUE MMpukasom ®efepansHOro areHTcTsa No TeXHUYECKoMy
perynupoBaHuio u MeTposiorum ot 2 aekabps 2009 r. Ne 541-cT

4 HacToswunii cTaHAapT naeHTUYeH MexayHapogHomy ctaHgapTy U C 010993-5:1999 «OueHka 6uono-
TMYecKoro AencTBna MeauumMHCKnX usgenunin. Yactb 5. ViccnegoBaHnsa Ha LMTOTOKCUYHOCTb: MeToAbl in vitro»
(ISO 10993-5:1999 «Biological evaluation of medical devices — Part 5: Tests forin vitro cytotoxicity»).

Mpu NpUMeHeHNN HacTosLLero cTaHAapTa pekoMeHAyeTCs UCNO/b30BaTb BMECTO CCbIIOYHbIX MeXAyHa-
POAHbIX CTaHAapPTOB COOTBETCTBYHOLLME UM HaLMOHabHbIE CTaHAapPTLl Poccuiickoil dPepepaunm, ceefeHmns o
KOTOpPbIX NPUBEAEHbI B ONOTHUTENIbHOM NPUIOXKEeHUN A

5 B3AMEH IOCT P CO 10993.5—99

WNHdhopmaLuma 06 U3MEHeHUsIX K HacTosAlWeMy cTaHgapTy nybnvkyeTca B eXerofgHo usgaBaemMom
MHOpMaLMOHHOM YKka3aTene «HaunoHanbHble CTaHAapThi», 8 TEKCT WU3MEHEHW N NONpaBOK — B eXe-
MEeCSYHO N3gaBaeMbiX MH(OPMaLMOHHbIXyKa3aTenax «HaunoHanbHble cTaHAap Tbi». B cnyyas nepecmoT-
pa (3aMeHbl) WM OTMEHbl HACTOALWEro cTaHjapTa COOTBeTCTBYyWLee YyBeAoMeHne 6yaeT
0ony6/IMKOBAHO B €XXEMECAYHO 13jaBaeMoM MHOPMAaLUVOHHOM yKa3zaTene «HaunoHanbHble cCTaHaapThi».
CooTBeTCTBYylOWas uHhopmauns, yBefoMaeHne n TeKCTbl pasMellalnTCcsa Takke B MHPOPMaLMOHHO
cucTeme 06LLero nosib3oBaHMA — Ha ohuLnanbHOM cainTe defepasibHOro areH TCTBa N0 TEXHUYECKOMY
peryimpoBaHuio ¥ MeTPOSIOrMn B ceTu VIHTepHeT

© CraHgaptuHdopMm. 2010

HacTosiuii cTaHAapT He MOXeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MpocTpaHeH B kayecTBe ohuLmanbHOro usganus 6es paspellenus degepanbHOro areHTCTBa No TEXHUYECKo-
My perynupoBaHuio 1 MeTposiorum
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BeBegeHve

CobnofeHne nonoxeHuin ctaHgapToB cepun MCO 10993 «OueHKka 6GUON0rMYecKoro AeincTens megu-
LIMHCKMX 13aenvit» no3BoanUT ob6ecneynTb CUCTEMHbIN NOAXOA K uccnefoBaHuio 6MonormMyeckoro gencrens
MeaULNHCKNX 3aenuii.

Llenblo aTux cTaHAapToB He ABMsieTcA 6e3yC/I0BHOE 3aKkpensieHne eiMHo06pasHbIX MeTOL0B UCCeo-
BaHW M NCNbITaHW 3a rpynnamv 04HOPOAHBIX MeANLMHCKNUX U3fennii B COOTBETCTBUM C NPUHATON knaccudu-
Kauwveii nxno Buay MANUTENbHOCTM KOHTaKTa CopraHn3MoM Yenoseka. Mo3aToMy niaHnpoBaHve vnpoBeseHve
nccnefoBaHuii MNCNbITAHWIA OMKHBI OCYLLLECTBAATHL CNELManunucTbl, MMelLL e COOTBETCTBYIOLLYH NOArOTOBKY
M onbIT B 06NacT CaHWTapPHO-XMMUYECKOWN, TOKCUKO/IOrMYECKOn M GUOMOrMYeckon OLEeHOK MefuLMHCKUX
n3aenuia.

CraHgapTbl cepun CO 10993 ABNAOTCA PYKOBOAALLMMMN JOKYMEHTaMM A1 MPOrHO3MPOBaHWSA U Uccre-
[0BaHus 6MONOrMYeckoro AeicTBna MeaULNHCKUX U3AENNIA HA CTaauK Bbibopa MaTepmasos, NpefHa3HauYeH-
HbIX 4719 UX M3rOTOB/IEHWSA, a Takke ANS nccnefoBaHuii roToBbIX N3AENNA.

B cepuio NCO 10993 BXOAAT creAylolmne yacTu nog o6wmm HasaHueM «OueHka 61010rMyeckoro
[eliCcTBMA MeANLMHCKNX N3AeNunii»:

YacTb 1— OueHka u nuccnegoBaHus;

YacTb 2 — TpeboBaHWsA K 06paLLeHMNIO CXUBOTHLIMU;

YacTtb 3 — MccnepoBaHusl reHOTOKCUYHOCTU. KaHLEPOreHHOCTU M TOKCMYeCKOro AeliCTBMSA Ha penpo-
OYKTUBHYIO (OYHKUNIO;

YacTb 4 — VccnepoBaHune n3genwii, B3aMMogenCcTBYHOLLNX C KPOBbHO:

YacTb 5— WccnefosaHus Ha LMTOTOKCUYHOCTb METOAbI in Vitro;

YacTb 6 — MccnegoBaHne MeCTHOTO AeiCTBNA Nocne nMnaaHTaumy;

YacTb 7 — OcTaTtoyHOe cofepXaHune aTunenokcmaa nocne crepunmsagmnm;

YacTb 9 —OCHOBHbIE MPUHLMMbLI MAEHTUdUKALUMN N KOSIMYECTBEHHOIO onpeenieHnsa NoTeHLanbHbIX
NpoAyKTOB Aerpajaymu,

YacTb 10 — WccnepoBaHve pasgpaxatolwero v CEHCUBUIN3NPYOLLEro AECTBUS;

YacTb 11 — WccnepnoBaHue 06LLETOKCMYECKOTO eNCTBIUS;

Yactb 12 — lMpuroTtoBneHune npob v ctaHgapTHble 06pasLibl:

YacTtb 13 — NaeHTndwmkauus n KonmyecTBEHHOE onpejesieHre NpoAyKToB Aerpajgauum noanMmepHbIX
MeAVNLMHCKUX U3[enuii;

YacTb 14 — MgeHTudmkauma n KoNn4ecTBeHHoe onpefesneHe npoAykToB Aerpagauun nsgennin us
KepamuKu:

YacTb 15 — MgeHTudmkauma n KoNnyecTBeHHoe onpefeneHve nNpoAykToB Aerpagauun msgenvin us
MeTasfI0B ¥ CNNaBoB;

YacTb 16 — MogenuposaHue 1 uccrefoBaHue TOKCUKOKUMHETUKM MPOAYKTOB Aerpajauun u BbiMbl-
BaHus;

YacTb 17 — YcTaHOB/IEHWE NOPOroBbIX 3HAYEHWIi 4151 BbIMbIBAEMbIX BELLECTB;

YacTb 18 — WccnepoBaHme XMMUYECKUX CBOCTB MaTepuasos:

Yactb 19 — VccnepoBaHue U3NKO-XUMUYECKUX, MOPOIOTMYECKUX U Tonorpadnyeckmx CBOICTB
marepuanos;

Yactb 20 — MpuHUMNBI 1 MeToAbl WCCNeAO0BaHWA WMMYHOTOKCUYECKOro [eNCTBUS MefULMHCKMX
n3aenvi.

Mo NpuYnHe LWMPOKOTo NPUMEHEHNSA UCCNEA0BaHUIA LUTOTOKCUYHOCTH iN Vitro v pacnpocTpaHeHHOCTH Ux
MCMNONb30BaHWA NP OLeHKe LLIMPOKOro Kpyra MeAnLMHCKNX 34U 1 MaTepranos, Liesibio HaCTOSALLEero cTaH-
napta 1 C 010993 siBnseTca He 0603HaYeHNe 04HOr0 UCCNea0BaHus, a. CKopee, onpeaesieHne CXembl UcnbiTa-
HWIA, koTOpas TpebyeT NPUHATUSA peLleHnin NocpeACcTBOM Cepun LwaroB. Takoi Noaxon A0/HKEH NPUBECTH K
BbI6OPY Hanbosiee NOAXOAALLErO UCCIef0BaHMSA.

MprBOAATCA TPM KATErOPUM NCCeA0BAHUIA: SKCTPAKLMOHHBIA METOA, METO/ NPAMOro KOHTakTa u MeToz,
ornocpefioBaHHOIO KOHTaKTa.

BbI60p 04HOM TN HECKOTBKNX U3 3TUX KATeropuii 3aBUCUT OT XapakTepa oueHnsaemMoro obpasua, NnoTeH-
LiMasibHOro MecTa UCMnosib30BaHusa U Xapakrepa Ucrnosib30BaHus.

3artem 3TOT BbI6GOp OnpedenseT feTann NPUroToB/EHNS UCTbITYeMbIX 06pasLoB, NPUroTOB/IEHNE Kile-
TOYHBIX Ky/IbTYp, & Takke cnoco6, npy NOMOLLM KOTOPOTo KNeTKM NoABepralnTcs BO34eiCTBII0 06pasL 0B nam nx
3KCTPaKTOB.

B koHUe nepvoga BO3AeNCTBMA NPOBOAUTCA OLEHKA Ha/muus n cteneHn addpekta LUTOTOKCUYHOCTY.
HacTtoswuii ctaHaapt MCO 10993 HamepeHHO npegocTaBnsieT cBob6oay npu BbiGope Tvna oueHkW. Takas

[\
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cTpaTervs genaeT OCTYMNHbIMM Lefblid PSS NCMbITAHUIA, YTO OTpaXkaeT NoAX04 MHOTMX rpynn, NoAAepXuBato-
LMX 6ronornyeckme ncnbitaHus in vitro.

MHOro4YncneHHble CNOb3yeMble METOAbI Y KOHEYHbIE TOUYKM, N3MEepSeMble NPU onpeaeneHny LUTOTOK-
CUYHOCTUW. MOTYT 6bITb 06 BEAVHEHBI B KATETOPUW MO TUMY OLEHKK:

a) oueHKa NoBpeXAeHWs KNeToK Mopcho10rMyeckMM cnoco6om;

b) OLeHKa NoBPeXAEeHWS KNeTok;

C) OLEeHKa pocTa KNeTok;

d) oueHka cneundmyeckx acnekToB KEeTOYHOro MmeTabonusma.

CnepoBartesibHO, CYLLECTBYET HECKO/IbKO a/lbTEPHATUBHbIX CNIOCOGOB MOJTyYEHUS Pe3y/IbTaTOB B KaX,0i
13 3TUX YeTblipex kaTeropuii. Viccneposartesib 4O/MKEH GbiTb OCBEAOM/IEH O KATeropusx UCMbITaHWI, a Takke
3HaTb, K KaKoli U3 HUX OTHOCUTCS onpeAeneHHas MeToavka, A5 Toro, 4UToObl MPOBOAMTL CPABHEHWS C APYTMMM
pesynbTataMu Ha CXOXWUX MEeAULUHCKUX U3AEeNnax Uan matepuanax u ons npoBefeHns MexiabopaTopHbIX
NCNbITAHWUIA.

Mpu NnaHMpoBaHMU UCMbITAHWIT HEOBXOAMMO YUMUTbIBATb NPUPOAY UCMLITYyEMOro mMatepuana. MHorue
(haKTopbl 0Ka3blBAKT 3HAUNTE/ILHOE BINSTHUE HA TECT-CUCTEMY, UTO MOXET NPUBECTU KJTIOXKHbIM pe3y/ibTaTtam.
Hanpumep, M3BECTHO, YTO HaTypasibHbI NaTeKkc MOXeT CTUMY/IMPOBaTh HE6G1aronpuATHY0 6UMOI0rMYecKyto
peakuuio B K/1eTKax MIEKONUTAKLLMX N3-3a COAEPXaHNUA NPUPOAHbIX PACTUTENbHbIX MPOTEUNHOB, YTO HE UCK/TIO-
YyaeT ero NpUMeHeHNs B MeAULNHCKNX N34e/IMAX NpY YCI0BUN OTCYTCTBUS pa3fpaxaroLlero u ceHcubunnmsmnpy-
toLLero felicTeus.
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

N3LENNA MEAULMHCKUE
OLIEHKA BWNOMNOTMYECKOrO AENCTBUA MEAULMHCKUX USAENNN

YacTtb 5
MiccnegoBaHus Ha UMTOTOKCMYHOCTb: MeToAbl in vitro

Medical devices. Biological evaluation Olmedical devices.
Part 5. Tests for in vitro cytotoxicity

fata BBegeHna — 2010—09—01

1 O6nacTb NpUMeHeHUS

HacTosiwuiictaHaapT ycTaHaBNnBaeT MeToAbl MCCNef0BaHNA LUTOTOKCUYHOCTU MeANLMHCKUX N3aenunii
in vitro.

[JaHHble MeToAbl NpefycMaTpuBatloT NPoBeAeHNE WHKyGaL MM KNeTOYHON KyNbTypbl HENOCPEACTBEHHO
nnéo nytem anddysnu:

a) CaKcTpakTamu u3 usgenuns u (unm)

b) BKOHTaKTe C usgenvem.

[JaHHble meToAbl pa3paboTaHbl 4718 onpegeneHmns in vitro 61oa10rMyeckon peakuy KNeTok MaekonuTar-
LLMX No onpegesieHHbIM 61oornYecknm napaMmeTpam.

2 HopmaTtuBHbIE CCbIIKU

B HacTosiLLeM CTaHAapTe UCMOMb30BaHbl HOPMATUBHbIE CChIIKM Ha Cnefylolie cTaHaapTbl, coaepxa-
LMe NONOXeHWs, KOTopble MOryT paccMaTpuBaTbCs Kak pas3fesibl HacToALero ctaHgapra.

NCO 10993-1 OueHka 6UMONOrMYECKOro AeCTBUA MeAULUHCKMX n3genmnii. YacTtb 1. OueHka nnccnego-
BaHUsA

NCO 10993-12:1996 OueHka 61M00rMYEeCcKoro AecTBUA MeguLNHCKUX ngennii. Yacts 12. MpuroTos-
neHne npob 1 cTaHgapTHble 06pasLbl

3 TepMuHbI 1 onpeaeneHns

B HacToAWweM cTaHfapTe NpMMeHeHbl TepMUHbI No MCO 10993-1. a Takxke cnegyowme TepMUHbI C COOT-
BETCTBYHOLLMMY ONpeaeneHUsaMu:

3.1 oTpuuaTesnbHbIi KOHTPONbLHbIV 06pa3eu: Martepuan, KOTOpbIA, NoABepPrascb NccaefoBaHNo B
COOTBETCTBMU C HACTOALWMM CTAHAAPTOM, He NPOSABASET LUTOTOKCUYHOCTH.

MpumeuyaHune — HasHauyeHWe OTPMULATENILHOTO KOHTPOJSILHOTO 06pasua — MPOAEMOHCTPUPOBaThL (POHOBYIO
peakuuto K/IeToK, Hanpumep, B KA4eCTBE OTPMLATENIbHOrO KOHTPO/IbHOTO 06pasua UCNob30BaINCh MOJIMATUIEH BbICOKOM

NAOTHOCTN — AN1A CUHTETUYECKNX NOSIMMEPOB, CTEPXHN N30KUCKN aTlOMUHUA N KEPpaMUKN — A1 CTOMaTo/10In4ecknx ma-
Tepuanos.

'’ TIONN3TUMIEH BLICOKOW NJIOTHOCTU MOXeT 6bITb NpuoGpeTeH B ®apmakonee CLUA (Rockville, Maryland. USA) n
FDA. ViccnepoBatenbckoMm NHcTuTyTe XataHo (Ochlal 729-5. Hadanoshi, Kanagawa 257-Japan). 3Ta nHdopmauunsa npu-

BeAeHa ANns yAo6CTBa NOMb30BaTesIss HACTOAWMUM CTaHAAPTOM U He SIBASIETCS PEKNaMoii 3TOW MPOAYKUMMN CO CTOPOHbI
nco.

N3paHne odbunynansHoe
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3.2 NMOMOXUTeNbHbI KOHTPO/bHbIV o6pasel: MaTepuarn, KOTopblii, NofBeprasicb UCCEL0BAHNIO B
COOTBETCTBMU C HACTOSILLMM CTaHAAPTOM, NPOSIB/ISET LUTOTOKCUYHOCTb, NPY 3TOM pe3y/ibTaTbl BOCNPOU3BO-
OUMBbI.

MpumeyaHune — HaszHayeHMe MNOSIOKUTENIBHOTO KOHTPONbLHOTO o6pasua — NPoAEMOHCTPMpOBaTh COOTBE-
TCTBYIOLLYIO peakuunto TecT-CUCTeMbl. Hanpumep, CTabuIM3NPOBaHHbIN OI0BOOPraHMYeckuii nonv(BvHuUAXnopua)il uc-
Nnosb3yloT B KA4eCTBE MOJIOXNTE/TbHOTO KOHTPO/IbHOTO 06pasLia A5 TBepAbIX MaTepuasnoB 1 3KCTPaKTOB, pasBefeHuns de-
HOMa — BKayecTBE MOIOXKUTENIbHOTO KOHTPO/IbHOTO 06pa3La AN 3KCTPAKTOB.

3.3 KOHTpOsb peakTnBa: MogenbHas cpega 6e3 uccrefyeMoro Matepuana, kotopas nogsepraercs
BO3eliCTBUIO YCNOBUIA 1 NpoLeayp NCCNe0BaHNs.

MpumevyaHne — [ina ueneii HacTosAWero craHgapTa 3TO oOnpejefieHne 3aMeHseT MpuBeAeHHOe B
MCO 10993-12. nyHKT 3.1.

3.4 nocypapansa kynbTypbl: Mocyaa, npuemiemas Ans Ky/bTypbl KNETOK, BK/KOYAA CTEK/ISHHbIE YallKu
MeTpu, N1acTMacCcoBble YalKu A5 Ky/IbTypbl, N1aCTMacCoBble (h1akoHbl A1 KyAbTYpbl UMW NaCTMAcCoBble
nAaHWeTbl U MUKPOTUTPOBAJIbHbIE M/IACTUHBI.

MpumMmeyaHue — VCNonb3yloT NOCyAy, COOTBETCTBYIOLLYIO TPe60BaHMAM Knacca TKaHu U MOAXOASLLYIO ANS UC-
No/Ib30BaHNA C K/IeTKaMV MIEKOMUTaoWMX.

3.5 cyB6KoH(Yy3HTHOCTbL: lMpumepHo 80 % KOHYIHTHOCTUW. T.e. 3aBeplieHne norapndMmyeckoi
hasbl pocTa.

4 TloaroTtoBKa 06pa3LoB

4.1 OCHOBHbI€e MNOSIOXEHUA

WccneposaHne NnpoBogAT:

a) HaaKcTpakTe U3 matepuana v (Uam)

b) Hacamom maTtepuasne.

MaTepwvan Ao/mkeH npeAcTasisaTb COO0M KOHEUHbI NPOAYKT UK YacTb KOHEYHOro NPoAyKTa, npegHas-
Ha4YeHHOro A1 NpuMeHeHus. MNoaroToBka 06pasLoB A0/HKHA 6bITb B cooTBETCTBUMU ¢ CO 10993-12.

4.2 TlpuUroTosJieHNe 3KCTPaKTOB U3 MaTepuana

4.2.1 TIPUHUUMBI 3KCTPaKLNK

Ycnosus NpUroToB/IEHUSA 3KCTPAKTOB AO/HKHbI NPUBANXKATLCA K YC/TOBUSAM KIIMHUYECKOTO MPUMEHEHHUS,
HO ObITb 60/1€€ XEeCTKUMU, YTOObI ONpeAeNnTb NOTEHLMATbHYIO TOKCMYECKY0 ONacHOCTb, He Bbi3biBas 3HaYU-
TeNbHbIX U3MEHEHWIA B UCCNeyeMoM MaTepuane, Takux kak crniasnieHve, nnasneHne uam pacTBoOpeHmne Kycou-
KOB MaTepuana, uan nu3meHeHne XMMU4ecKon CTPYKTYpbl.

MpumeyaHue — KoHUeHTpauusi N060ro 3HAOreHHOIO UM AKCTPAreHHOro BelecTBa B 3KCTpakTe, a. c/efoBa-
TENbHO. YMC/0 MOABEPraloWMXCs BO3AENCTBUIO NCCeAyEMbIX K/IETOK 3aBUCUT OT NJIOWaAM KOHTakTa, 06'beMa MoaebHoOM
cpefbl. pH. XMM1YecKoi pacTBOPUMOCTH, CKOPOCTY AN Y31K, OCMOMOSAIBHOCTH, BCTPSIXMBAHWSA, TEMNEpPaTypbl, BpeMe-
HU U ApYyTrrX pakTopos.

4.2.2 MopenbHasa cpepa

LnanccnepoBaHnsa Npo6 Ha KneTkax MIeKoNMUTalLWLMx He06X0AMMO NCNO/b30BaTh Cleayolme Moae b-
Hble cpefpbl:

a) KynbTypasibHYt cpesy C CbIBOPOTKOIA;

b) KynbTypanbHyto cpeay 6e3 CbIBOPOTKY;

c) hM3noNI0rMYeckuin conesBoi pacTeop;

d) Apyryto noaxoAsLlyo MoAenbHYo cpeay.

MpumeyaHune — MogenbHble cpedbl NpeAcTaB/ieHbl MO Mepe y6blBaHUS CTeneHn NpeanovTUTeNbHOCTH. Bbl-
60p pacTBOPUTENA AO/DKEH OTpaxaTb Lieslb IKCTPaKLum, npuyemMm Heo6xXo4MMO pacCMOTPeTb UCMO/Ib30BaHNE U NOJISPHOrO,
M HenonsipHoro pactesopuTeneii. K gpyruMm noaxogsawnm MogesfbHbIM cpefiaM OTHOCSAT OYMLLEHHYIO BOAY, pacTuTesibHoe
macno n gumetuncynbcokena (AMCO). AMCO un3BecTeH Kak LMTOTOKCUYHbLIV B onpefenieHHbIX TeCT-cucTemax npu KoH-
LeHTpauuu. npesbiwatoweii 0.5 % ob6lero o6bvema.

11 OnoBoopraHNYecknii NOAN(BUHUIXIOPUA) B Ka4eCTBE MOJSTOXUTE/IbHOITO KOHTPO/IbHOIo o6pasua MOXHO Npuo6-
pectn B SIMS Portex Ltd. Hythe. Kent. CT21 6JL. UK. (npoaykT Ne 499-300-000). MonnypetaHbl ZDEC nZDBC AoCTyMHbI
oT FDA. UccnepoBaTenbckoro MHctutyTa XaTtaHo (Ochiai 729-5. HadanosW. Kanagawa 257 — Japan). 3ta nHdopmayms
npusejeHa ANna yao6cTBa Nosib3oBaTe1si HACTOALWMUM CTaHAapTOM U He AB/ISETCA peksiamoli 3To NPoAyKLMN CO CTOPOHBI
nco.
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4.2.3 YcnoBusA NPUroTOB/IEHUA 3KCTPaKTa

4.2.3.1 TlpuroToBneHNe 3KCTPAKTOB cnefyeT NPOBOAUTb B CTEPUNBHbBIX, XUMUYECKN UHEPTHBIX 3aKpbl-
ThIX KOHTEliHepax c co61t0AeHeM NpaBua acenTuky B cooTBeTcTBMM ¢ ICO 10993-12.

4.2.3.2 PexomeHAyeMbIMU YC/TOBUAMW IKCTPaKLUW ABMAIOTCA:

a) He meHee 244 npu (371 2)eC;

b) (72*2)4 npu (50+2) °C;

c) (24+x2)unpn (7012)°C;

d) (110,2)unpu(121 £2)°C.

PekomeHayemble yCnoBus NPUMEHSIOT B COOTBETCTBUM C XapakTepucTukaMmm nsgenns u KOHKPeTHbIMU
YCNOBUSIMN UCMOMb30BaHUA. MeTofbl 3KCTpaKLun € UCNONb30BaHNEM Ky/bTypasbHOW Cpefbl C CbIBOPOTKONA
MOTYT NPUMEHATLCA TObKO NPKW YCI0BUAX, NPUBEAEHHbIX B 4.2.3.2. nepeyncieHme a).

4.2.3.3 Ecnuv aKCTpakT (nepes KOHTaKTOM C K/ieTkamu) unbTpyroT, LeHTpUdyrnpyoT unn obpabartbiBa-
0T KaKUM-N160 APYriM CnocoboMm, 3TO He0OX04MMO BHECTU B OKOHYATE IbHbIV OTYET B COOTBETCTBUY C pasfje-
nom 9. NMoabop pH akcTpakTa TakkKe 3aHOCAT B OTYeT. MaHUNyNALMU C SKCTPAKTOM, Hanpumep nogéop pH,
MOTYT NOB/IMATL Ha pe3y/bTarT.

4.3  TlpuroTtosrsieHne matepuana gasa nccnefoBaHna METOAO0M NPSMOro KOHTakTa

4.3.1 Martepunasbl pas/inyHbix hOpPM, pasMepoB Uan PU3NYeCKNX COCTOAHNIA (HanpymMep, XUaKoe nm
TBEPAOE) B UCCNEA0BAHNAX HA LUTOTOKCUYHOCTb U3y4aroT 6€3 U3MEHEHUIA.

XenaTenbHo, 4TO6bI XOTA 6bl 0AHA U3 CTOPOH TBEPAOro ob6pasuia bbina NNockoi. Jpyrue hopmbl U hUsn-
Yeckne CoCTOSAHNA TPebyT BHECEHNS U3MeHeHN B o6pasel,.

4.3.2 Cnepyert yuntbiBaTb CTEPUNBLHOCTbL 06pasua.

4.3.2.1 C uccnepyeMbiMy MaTepvanaMu CTepuIM3oBaHHbIX U3Aenunii obpaliaTcsa ¢ cobngeHnem
ycnoBwuii acenTukn B TeYEHME BCEro npoLecca uccnefoBaHus.

4.3.2.2 Vccnepyembie matepuasnbl U3genuii, KOTopble BbIMYCKalOT HECTEPU/IbHBIMU, HO NOABeprawT
cTepunusauum nepes npUMeHeHneM, CTEPUIN3YIOT METOA0M, PEKOMEHA0BaHHbLIM U3rOTOBUTENEM, U NpUMe-
HAIOT C CO6NI0AeHEeM YC/I0BUIA acenTUKM B TEYEHMO BCETO NpoLiecca NccieoBaHuns.

BospelicTBMe METOA0B CTEPUIN3ALUN Y CTEPUIINIYIOLLMX aTEHTOB Ha U3 enne NPUHYMAIOT BO BHAMaHWe
npu BbiIGOpe npoLeaypbl NPUroTOBIEHUSA UCCeAyeMOoro martepmana 4o ero Ucnosib30BaHns B TECT-CUCTEME.

4.3.2.3 Vccnepyemble matepuasbl U3Lenunid, KOTopble MOTYT NPUMEHATLCA HECTEPUIbHBIMU, UCMONb3Y-
10T B TAKOM BUfl€, B KAKOM OHW BbINYCKalOTCA, MPOL,ECC NPUroTOBNIEHNSA 3KCTPAKTOB NPOBOAAT C CO6/I04eHNEM
yCNOBWIA acenTrkn B TE4EHME BCETO npoLecca ncciefoBaHus.

4.3.3 XugkocTtu uccnepyor:

a) NpAMbIM OCaXAeHnem unu

b) ocaxaeHueM Ha 6M00rMYeckn NHEPTHYO abcopoupyoLLYy0 MaTpuLly.

NMprvuMeyaHne — [Ns 3TOW Lenn NoaXoAsT hUIbTPOBASIbHbIE AVCKU.

4.3.4 Ecnu Heo6Xx0aMMo, MaTepuassbl, IBAsilOWMecs cynepabcop6eHTaMy BCOOTBETCTBUM C Knaccugu-
Kauueii. norpyxatoT B KyNbTypasibHyt0 cpeay nepes ucciefoBaHneM, YTobbl 3GexaTb copbLumn KynbTypasb-
Holi cpefibl B cocyie, CMO/b3YeMOM /151 UCCMef0BaHus.

5 JIHUN KNEeTOK

5.1 OO6bIYHO NCNONb3YHKT U3BECTHbIE JIMHUWU KNEeTOK U3 N3BECTHbIX MCTOYHMKOBI»

5.2 Ecnu TpebyeTcsa ocobas 4yBCTBUTENBbHOCTb, UCNO/b3YIOT /INLLIb NEPBUYHbIE KTETOUHbIE KyNbTypbl,
NNHNN KNEeTOK N Ky/IbTYPbl OpraHN4YecKoro tmna, nosiy4eHHble HenocpeacTBEeHHO U3 XXUBbIX TKaHeVI, eCc/in MOXHO
NpoAEMOHCTPMPOBaTbL BOCNPOU3BOANMOCTb M TOYHOCTb OTBETHO peakLuu.

5.3 Ecnv martouyHas KynbTypa IMHUW K/IeTOK COXPaHsAeTCs, TO ee cogepxaT npu Temnepartype MuHyc
80 VIC nnn HWXe B COOTBETCTBYHOLLEN KyNbTypanbHOW cpee, cofepxalleii BewwecTso, 3alymiiatoLee oT BO3-
AeNCTBUA HU3KMX TeMnepaTyp (KpMOMpoTeKTop), Hanpumep, ANMeTUNCYIbOKCUA v ruuepon. AnmTtens-
Hoe XpaHeHue (0T HECKO/TbKUX MEeCALLEB 4,0 MHOTUX /1€T) BO3MOXHO TO/IbKO Npu TemnepaType MyuHyc 130 °C nnn
HUXKe.

5.4 [1na nccnefoBaHna UCNOML3YIOT INLLL KIETKU, He codepiKallne Mukoniasmy.

Mepep “cnonb3oBaHMEM MaTOYHblE Ky/IbTypbl UCCNEAYIOT HaAeXHbIM MEeToAoM, YTobbl yoeanTbecsa B
OTCYTCTBUM MUKOMA3MbI.

1) Hanpumep, pekoMeHAyeMbIMU NMHUSAAMU KNeTOoK siBnstoTca Amencan Type Culture Collection CCL 1 (MCTCknoH
929}. CCL 163 (Balb.-3T3 k/1oH A31), CCL 171 (MRC-5) n CCL 75 (W1-38). CCL 81 (Vero) n CCL 10 L|BHK-21 (C-13)] nV-79
379A. 3Ta UHdOpMaLus npuBoaMTCs ANs yA06CTBa NOMb30BaTENs HACTOSAWNUM CTaHAAPTOM U He SiBNsieTCA pekiamoii
37Ol NPOAYKLUMM CO CTOPOHbI CO. BO3MOXHO MCNONb30BaHUe APYTUX IMHWI KNeTOK, eCIN ,0Ka3aHOo, YTO OHW NMPUBOAAT K
TakuM Xe Uan 6osee pesieBaHTHbIM pe3ysibTaTam.
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6 KynbTypasbHasa cpega

6.1 KynbTypanbHas cpefa Ao/HKHA 6bITb CTEPUBHOIA.
6.2 KynbTypanbHas cpefa Cc CbiIBOPOTKOI UK 6e3 Hee A0/MKHA COOTBETCTBOBAThL YC/I0BUAM, TpeboBaHu-
SIM pocTa AN NoAAEPXKAHUS XNIHECNOCOBHOCTUN ONpPeesIEHHOW IMHWUMN KNETOK.

MpumeyaHne — MOXHO BKIOUNTb B COCTaB Cpefibl aHTUGMOTUKM, y6eANBLLNCH, YTO OHU HE OKa3blBaloT Hebna-
ronpuATHOrO BO3AENCTBUS Ha NPOG6LI.

CTabubHOCTb KyNbTypasibHOW cpebl MOXET pasiMyatbCcsi B 3aBUCUMOCTU OT KOMMO3WLUW U YCNOBUIA
XpaHeHus. Cpefly, cofepxallyto CbiIBOPOTKY U rNI0TaMUH, XpaHAT npu Temnepatype o1 2 °C o 8 °C He 6onee
7 cyT. Cpeny 6e3 CbIBOPOTKM, COAEPXALLYIO [TI0TaMWUH, XpaHAT npu Temnepatype ot 2 eC g0 8 °C He 6onee AByX
Hegenb.

6.3 pH KynbTypasbHbIX Cpej NoaAepX1BatoT HA YPOBHAX 7.2 1 7.4.

7 MpuUroToB/ieHNE MaTOYHOW KMETOUHOWN Ky/NbTypbl

7.1 Vcnonb3ysa BbIGPAHHYO JIMHUIO U KyNbTYpasibHYIO Cpefy, roTOBAT 40CTAaTOYHOE YMC0 KNeToK Ans
npoBefeHus uccnepoBaHuns. ECav KNneTkn A0MKHbI 6bITb BbipallleHbl U3 KyNbTyp, B3STbIX U3 XpaHuauLLa, Heob-
XOA4MMO yAanuTb KPUONPOTEKTOP NP ero Hanuuuu. Nepeg ncnonb3oBaHeM KIeTOUHYIO KyNbTypy nepecesa-
0T XOTH 6bl OA4MH pas.

7.2 KneTkn yaansioT v BHOBb NPUBOAAT BO B3BELLEHHOE COCTOAAHME NyTeM (hepMEHTHOR N/unn mexanu-
YyecKoi flesarperayum, UCNonb3ys Hanbosee NOAXOAALLMA MeTo AN KNETOK KaXA0A TMHWUK.

8 MeTtogapbl nccnegosaHuns

8.1 Yucno py6nei

[ns nccnefyembix Npo6 1 KOHTPO/IS HEOHXOAMMO UCNOb30BaTh HE MeHee Tpex Ay6eii.

8.2 McnbITaHMe 3KCTPaKToB

8.2.1 3T0 UcnbiTaHMe NO3BOJISET OLEHUTb LUTOTOKCUYHOCTb KAYECTBEHHO U KOJINYECTBEHHO.

8.2.2 OnpepfeneHHoe KO/IMYEeCTBO NOCTOSIHHO NepPeEMEeLLNBAEMONA KNETOUYHOM CYCNEH3MM KanarT B Kax-
[blIVi N3 JOCTATOYHOTO YKcna CoCyA0B A1 SKCMOHNPOBAHMWSA C 9KCTPaAKTOM. PaBHOMEPHO pacnpeaenstoT KNeTkn
N0 NOBEPXHOCTU KaxAoro cocya ferkum spalleHnem.

8.2.3 KynbTypbl MHKY6MpYOT Npy TemnepaType (37 ¢2) BC B Bo3ayxe B NpucyTcTBum 5% (gons o6bema)
[OBYOKUCK yrnepoaa uiv 6e3 Hee B COOTBETCTBUM C BbIGPaHHON AN KyNbTypasibHOW cpeabl 6ydepHoit cucte-
MOVA.

WccnepoBaHne MOXHO OCYLLECTBNSATL Ha CYGKOH(D/TIOSHTHOM MOHOC/I0€, KNeTK/ KOTOpPOro npukKpenss-
I0TCA K KAKOMY-M60 TBEPAOMY Cy6CTPaTy, UK Ha CBEXECYC/IEHAMPOBAHHbIX KNeTKax.

Mpv oLeHke 06pa3oBaHUs KOJTOHWIA cnefyeT UCMnosib30BaTh COOTBETCTBEHHO HU3KYH NIOTHOCTb K/IETOK.

8.2.4 Tllepef Havanom uccnepoBaHnss CYOKOHQ/TYIHTHOCTb M MOPAIOMOTUID KyNbTyp MPOBEPSIOT C
NOMOLLLbIO MUKpOCKONa.

8.2.5 lMpoBoAAT MccrefoBaHue.

a) HaMCXO4HOM 3KCTpakTe 1

b) cepun pasBefeHWil SKCTPaKTOB, UCNO/Ib3YS Kak pa3baBuTe b KybTypasibHY0 cpesy.

Ecnvn B nccnegoBaHny UCNO/b3YOT MOHOC/IOM, TO KyNbTypasibHYl0 cpeay cneayeT yganuTb n obaButb
KpaTHOe KONMYeCTBO 3KCTpaKTa Uv ero passBefeHuns B Kaxablil U3 cocyaoB.

Ecnu B nccnegoBaHum UCNOb3YHOT CYCNEH3MOHHbIE KETKM, TO 406aBASOT 3KCTPaKT UK ero passeqe-
HMe B Kaxabli U3 y6nmnpyoLMx cocy0B cpasy Xe noc/ie NpuUroToBeHns KNeToUYHON CyCneH3nm.

8.2.6 Korpa ucnonb3yT HE U30TOHUYECKUIA SKCTPAKT, HaNnpUMep BOAy, UCMbITbIBAKT 3KCTPAKT Npy Haun-
60nee hr3M0NOrNYeCKN COBMECTMMOI KOHLEHTPaLMK Noc/ne pa3BefeHns B KyNbTypasbHOl cpese.

MprumeyaHune — PeKOMeHAYETCA MCMNOMb30BaTb KOHLEHTPUPOBAHHYIO Ky/bTypaslbHYHO cpefy, Hanpumep 2X,
5X. A5 pa3BefieHnst BOAHbIX 9KCTPAKTOB.

8.2.7 [lo6aBnsioT onpeAenieHHoe KOJIMYecTBO NyCTOro peakTBa, OTPULATESTIbHOTO U MOMOXUTEIbHOTO
KOHTPO/bHbIX 06pa3L0B B ONO/HUTE IbHbIE AY6AUPYIOLLME COCYAbI.

MpumedaHune — KOHTPO/b CBeXeil KynbTypasibHOM cpeabl NpU HEO6XOAMMOCTH NOoABEPraloT UCCIef0BaHNIO.

8.2.8 Cocyabl MHKYOMpPYHOT, UCNO/b3YS YCNOBKSA, ONUCaHHble B 8.2.3. B TeueHne nepuoga BpemeHMU,
COOTBETCTBYHLLEr0 cneunupuyeckmm ycnoBruaM KOHKPETHO Npoo6bl.
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8.2.9 Mocne nepuoga UHKy6auun, ANUTENBHOCTBIO N0 MeHbLUEN Mepe 24 4. onpefenstoT apdekT uuTo-
TOKCUYHOCTM B COOTBETCTBMUM C 8.5.

8.3 McnbiTaHe MeTOA40OM NPAMOIo KOHTaKTa

8.3.1 370 ucnbiTaHNe NO3BOIAET OCYLLECTBUTbL KAYECTBEHHYIO U KONTMYECTBEHHYIO OLLEHKUN LIUTOTOKCUY-
HoCTMW.

8.3.2 OnpegeneHHoe KONNYECTBO NOCTOSAHHO NepemMeLlVBaeMOoVi KTIeTOYHOW CyCNeH3nn KanatoT B Kax-
[bl N3 [OCTATOYHOrO YMcna Cocyfi0B A8 NPSIMOro BO3AEWCTBUSA Ha nccnenyemolit obpasel,. Knetku paBHo-
MEpHO pacnpefensioT No NOBEPXHOCTM KaxAoro Cocyfa, OCTOPOXHO Bpalias cocyf B rOpU3OHTasIbHOM
MSI0CKOCTH.

8.3.3 KynbTypy MHKyO6UpYT Npu Temnepatype (372 ) eC B Bo3gyxe B npucytcTeumn 5% (fona o6bema)
[BYOKMCU yrnepoga unm 6e3 Hero B COOTBETCTBUM C BbIGpaHHOM AN5 KyNbTypanbHON cpefbl 6ydepHoli cucTe-
MOl [0 TeX Mop. Noka Ky/bTypbl HE BbIPACTYT A0 CYGKOH(Y3IHTHOCTU.

8.3.4 Tepen Havanom wuccnefoBaHUss CYyOKOHMYIHTHOCTb U MOPKOIOrNI0 KyNbTyp MNPOBEPSIOT C
MOMOLLbIO MUKPOCKOMa.

8.3.5 YpansoT KynbTypanbHylo cpefy. 3aTeM B KaxAblii COCyA A0NIMBAKT CBEXYH KyNbTypasibHYH
cpegy.

8.3.6 OCTOPOXHO NOMeLLalT nccnegyemMblie 06pasLbl Ha KNeTOUHbIV C/I0 B LLeHTPe Kaxaoro ay6nmpyo-
Lero cocya v ybexaatTca B TOM. 4TO obpasel, nokpbiBaeT npnbansnTensHo 1/10 noBepXHOCTU KNETOYHOro
cros.

MposBNAIOT OCTOPOXHOCTb AN18 NPeAOoTBPaLLEeHNs HexenaTenbHOro ABMXeHNA o6pasLoB, NOCKO/bKY
OHO MOXeT NMPUBECTU K PU3NYECKOMY NOBPEXAEHUIO KNETOK, HanpuMep UX CMeLLLEHNIO.

NMpurumMmeyaHwune — MNpn HeO6XxOANMOCTUN 0Gpa3eL, Nepes f06aBNEHNEM K/1€TOK MOMELLAIOT B COCYA,.

8.3.7 loToBAT Ay6nMpyloLne cocybl ANA OTpULATENBHOTO U MNOSIOXUTENIbHOTO KOHTPO/IbHLIX 06pas-
LoB.

8.3.8 Cocyabl UHKYGUPYHOT B YCNIOBUAX, ONMCaHHbIX B8.3.3, B TeUeHne Heo6XxoAnMOro nepmoga BpeMeHu
(He MeHee 24 4). COOTBETCTBYHLLETO CMELM{UYECKAM YCTOBUSIM KOHKPETHOW Npo6bI.

8.3.9 HapocafouHyio KynbTypasbHYI0 cpeay CMBatoT v OnpeaensioT LUTOTOKCMYecknin achdekT B cooT-
BeTCTBUM C 8.5.

8.4 McnbiTaHMe MeTOA,0M HEernpsAMOro KOHTakTa

8.4.1 WcnbiTaHue meTogoM Anddpy3um Ha arape

8.4.1.1 370 uccnepfoBaHvie UCMOMNb3YOT 419 KAYECTBEHHON OLEHKN LIUTOTOKCMYHOCTU. VccnegoBanune
HenpuroAHo 119 BbIMbIBAEMbIX BELLLECTB, KOTOPbIe He MOTyT AndpyHAMPOBaTbL Yepes coli arapa uim kotopble
BCTYNaloT B PeakLuio C arapom.

8.4.1.2 [lnA nccnepoBaHusa KanawT onpejesieHHoe KONNMYecTBO NOCTOSAHHO NepemMeLllnBaeMoi kneTou-
HOM CycneH3nu B KaxAaplil U3 4OCTATOYHOrO Yncna Ay6ampyowmnx cocyioB. KneTku paBHOMEPHO pacnpegens-
10T MO MOBEPXHOCTU KaXXJ0ro cocyfa, 0CTOPOXHO Bpallas cCocy/ibl B rOpM30HTa/IbHOM Harpas/ieHuu.

8.4.1.3 KynbTypbl MHKYOMpYIOT npu TemnepaType (37 £2) °C B Bo3gyxe ¢ 5 % (gons o6bema) fByOKUCH
yrnepoga wnv 6e3 Hee B COOTBETCTBUM C BbIGpaHHOI AN KyNbTypanbHO cpefbl 6ydepHoli cuctemoii fo Tex
nop. NoKa Ky/ibTypbl He BbIpacTyT NPUOAN3NTENbHO 4,0 KOH(DTYIHTHOCTU B KOHLE TorapndMmyeckoin hasbl kpu-
BOli pocTa.

8.4.1.4 Tlepepf Haya/lOM MCCNeAOBaHUS CyOKOHMTYIHTHOCTb Y MOPONOrnio KynbTyp MPOBEPSAIOT C
NMOMOLLbIO MUKPOCKONA.

8.4.1.5 YpanaiT U3 cocyaa KynbTypasbHyl cpefy. 3aTeM CMeLLMBaloT CBEXYIO KYNbTypanbHyo cpeay,
coepxallyto CbIBOPOTKY C pacTOMN/IEHHbIM arapoM, YTO6bl OKOHUaTe /IbHasA KOHLEHTpauysa arapa coctasnsna
070.5 %[0 2 %. N BHOCAT COOTBETCTBYHOLLM 06BEM B KaXAblli COCYA,. Icnonb3yoT MCKNUYNTENBHO arap, KoTo-
pbI NOAXOAUT ANS BblpaLLMBaHWA KIETOK MEKONMTAOLWMX B Ky/IbType. CMech KynbTypasbHOW cpefbl ¢ ara-
pPOM [0/IKHA HaXOAWTLCA B XWAKOM COCTOSIHWMM, NMpU TemnepaTtype, COBMECTUMON ¢ TeMnepaTypoii KneTok
M/IEKONUTAIOLLMX.

MpunmeuvaHune — [locTyneH arap ¢ AOCTATOYHbIM AMana3oHOM MOHeKyﬂﬂpHOﬁ MaccCbl U YNCTOTbI.

8.4.1.6 OCTOPOXHO NOMeLL AT HECKO/IbKO NccefyeMbix 06pas3LoB Ha 0TBepAEBLUNI C/I0M arapa B Kax-
Obl cocy . Y6exgatoTcs, 4to obpasel, nokpbiBaeT npuéam3ntensHo 1/10 noBEPXHOCTM KIETOYHOrO Cos.

Bce abcopbupytowme matepumassl 0 NOMeLLeHWs Ha arap criefyeT npefBaputenibHO MOMECTUTb B Ky/lb-
TypanbHyio cpejy Bo nsbexanuve gernaparaumm arapa.

8.4.1.7 ToToBAT Aybnupyowme cocysl ¢ 060MMY npenaparamu OTPULLATESTBHOTO U NOMOXUTE/TbHOIO
KOHTPO/bHbIX 06pa3L0B.

8.4.1.8 Cocyfabl MHKYOMPYIOT B yCNOBUSAX, ONNCaHHbIX B 8.4.1.3. 0T 24 A0 72 u.
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8.4.1.9 OcmatpuBaloT KNeTku 415 onpefeneHns LMTOTOKCUYHOCTY 0 U NOC/1IE OCTOPOXHOIO yaaneHus
06pasLoB C NOBEPXHOCTK arapa. Vicnonb3oBaHne BUTa/IbHOIN OKpacku, Hanpumep HeilTpanbHOro KpacHoro,
MOXeT CNoCco6CTBOBATb OGHAPYXEHWIO LUTOTOKCUYHOCTU. BuTanbHbIi Kpacutenb MOXHO 406aBAATbL 40 UK
nocsie uHkybaumm ¢ obpasuom. Ecnm kpacutens gobasneH nepen HKy6aumeid, To KynbTypbl 3awWjuuiaT oT
BO3JeNCTBUS cBeTa BO u3bexaHne MNOBPeXAEHNS KNeToK BCNeAcTBMe (hOTOAKTMBALUKM BUTa/IbHOIO
Kpacutens.

8.4.2 licnbiTaHne meToAoM Anddy3nmn Ha hunbTpe

8.4.2.1 370 MccnegoBaHne NCNOMb3YIOT ANA KAYECTBEHHON OLEHKN LLUTOTOKCUYHOCTMW.

8.4.2.2 CBO60OZHbIN OT NOBEPXHOCTHO-aKTUBHbIX BELLECTB (PU/IbTP ¢ pazmepoM nop 0,45 MKM nomela-
10T B kaxkablli cocya 1 A06aBNSA0T onpeAesieHHoe KOIMYeCTBO NMOCTOSAHHO NepeMeLLMBaeMoii KNeTouHo cyc-
MeH3UN B KaXAbI N3 0CTAaTOYHOIO Yncna AyonnpytoLmnx CocyAoB 45 ncnbitaHns. OCTOPOXHbIM BpalleHneM
KNeTKN paBHOMEPHO pacnpefenstoT No NOBEPXHOCTU KaXA0ro puabTpa.

8.4.2.3 KynbTypbl MHKY6UpYyOT Npu TemnepaTtype (37 +2) °C B Bo3ayxe B npucyTcTeun 5 % (gonsa obbe-
Ma) ABYOKMCK yrnepoaa nav 6e3 Hee B COOTBETCTBUM C BbIOPAHHOM AN KyNbTypasbHOW cpefbl 6ycepHoli cuc-
TEMO [0 Tex Mnop, noka KynbTypbl He BbIPACTYT NPUOAN3UTENBHO A0 KOHMIYSHTHOCTM B KOHLE
norapugmuyeckoii dpasbl KpMBOI pocTa.

8.4.2.4 Tepepf Hayanom uccnegoBaHus CybKouIyaHTHOCTb M MOPAONOTNI0 KYNbTyp MPOBEPSIOT C
NMOMOLLbIO MUKPOCKOMA.

8A2.5 YpanswT U3 coCyAoB KynbTypasibHyto cpedy. 3ateM hubTp CTOPOHOi, Ha KOTOPOW HaxogATcs
KNeTKW, NOMeLLalT Ha C/1oii 3acTbiBLLero arapa (cm. 8.4.1.6).

8.4 2.6 OCTOpOXHO nomeLlalT fy6aupyoLine nccnegyemole 06pasLibl Ha BEPXHIO (6e3 kneTok) cTo-
poHy chunbTpa. XXugkme aKCTpakTbl U CBEXECMELLIaHHble CMeCcK noMeLLalnT Ha UbTP.

8.4.2.7 ToToBAT Aybnupylowmne GuabTpbl ¢ Npenapartamy oTpuuaTeNIbHOrO U MOMOXUTE/IbHOTO KOH-
TPONbHbIX 06pa3LLoB.

8.4.2.8 Cocyfabl MHKYGUPYIOT B YC/IOBUSAX, ONUCaHHbIX B 8.4.2.3, B TeueHne 24 »10 MUH.

8.4.2.9 OCTOpOXHO yaansaT obpasubl C unbTpa n oTAeNsAT uabTp 0T NOBEPXHOCTH arapa.

8.4.2.10 OnpepnensatoT UUTOTOKCUUYHOCTL, MCNOJIb3YA COOTBETCTBYIOLLYIO METOANKY OKpaLUVBaHUA.

8.5 OnpepgeneHne UMTOTOKCUYHOCTN

8.5.1 OnpeaensoT ULUTOTOKCUYHOCTb METOA0M KaYeCTBEHHOMN NN KOTMYECTBEHHOW OLeHKM.

a) KayecTBeHHas oLeHKa: oCMaTpuBaloT KNeTKn Yyepes MUKPOCKON, MPY XenaHUn NCNosb3ys LUTOXUMU-
4ecKyr OKpacky, 4TOObl OLeHUTb U3MEHEHUs, HanpyMep n3mMeHeHne o6Leil mopdonorny, Bakyonm3aymio,
paclennieHune, M3nc KNeTok 1 LenocTHOCTb MeMbpaH. OTK/IOHEHWE OT HOpMasibHOW Mophoorumn perncTpm-
pyloT BOTUeTE 06 nccnegoBaHnm onvcaTenbHO Ui undgpamu. Btabnuue 1 nprueeaeH yao6HbI cnoco6 oLeHku
UCMbITYeMbIX MaTepuasos.

Ta6bnuuya 1

LLikasia LMTOTOKCUYHOCTN WHTepnpeTaums
0 He UMTOTOKCUYUHBIN
1 JNlerkas LMTOTOKCUYHOCTb
2 CpefHss UMTOTOKCUYHOCTb
3 3HaunTenbHaa LMTOTOKCUYHOCTb

OnucbIBalOT METOZ, OLEHKM B oTUeTe. MeToA v pe3ysibTaTbl OLEHKU 4O/KHbI GbITb BK/KOUYEHBI B OTYET 06
“ccneoBaHuu.

b) KonuuecTBeHHasi oLieHKa: U3MepsItoT YMC/I0 MOTUGLUMX KNeTOoK, 3aMe//IeEHe pocTa KNeTok, nponndge-
paumio KNeTok nanm o6pasoBaHue KOIOHUIA. Y1CNo KNeToK, KOIMYecTBO 6eska, BbICBOGOXAEHNE hepMEHTOB,
BbICBOGOXAEHWE UMM COKPALLEHNE BUTASTLHOW OKpacku Wy ApYroil MaMepumblii napaMeTp MOryT 6bITb KOMU-
4eCTBEHHO OLLeHEHBI C MOMOLLbI0 06 BEKTUBHBIX CPeACTB. O6BbEKTUBHbIE CPeACTBa W pE3Y/bTaT PEFUCTPUPYIOT
B OT4YeTe 06 UccneaoBaHUN.

NMpumMeuyaHune — [0 OTAENbHLIX METOAOB ONPeAeEsIEHNsI MOXET NOTPe6oBaTLCSA Hy1eBoe BpeMsi Uin 6asoBasi
KOHTPO/IbHAsA NINHUS KNTETOYHON KyNbTypbl.

8.5.2 Heo6xoauMo y6eanTbes B TIATENLHOCTY Bbi6Opa METOLO0B UCCNefoBaHusl, Tak kKak pe3ynbTathl
MCCneoBaHUsl MOTYT OKasaTbCsl HELENCTBUTENbHBIMU, €C/IU UCCNeayeMblii 06pasel, BblaenseT BELLecTBa,
co3paiolle NomMexu B TecT-cucTemMe Unu B U3MepeHuu.
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NMpuMeuyaHune — MaTepuanbl, KOTOpPble MOTYT BblAeNsATb hOpMasibAerns, BO3MOXHO JOCTOBEPHO McC/eno-
BaTb TO/IbKO NPV OLEHKEe XN3HEeCNOCOGHOCTY K/1ETOK.

8.5.3 Mpu HanUuMM o4eBUAHbIX Pa3Nnunii B pesysbtaTax uccnefoBaHuii Mexay Ayo6nmpyowmmMm cocy-
[amu ¢ KNeTo4YHOM KyNbTypoil nccnefoBaHvie ciefyeT cunTaTb HenprueMaemMbiM UM HeY4,0BNETBOPUTENbHBIM.

8.5.4 Ecnu oTpuuaTtesnbHblii, NOMOXUTENbHbIA KOHTPO/IbHbIE 06pasLbl UK 060N APYroli KOHTPO/b
(3T@NOHHBI KOHTPOSb, KOHTPO/b CPeAbl, NYCTON, KOHTPO/Ib PeaKTUBa U T. .) HE BbI3bIBAIOT OXXMAAEMOTr0 OTBe-
Ta B TeCT-CUCTEME, TO UCTbITAHUA NOBTOPAIOT.

9 OTtyeT 06 uccnegoBaHNN

B oTueTe 06 uccnegoBaHum AoMKHbI ObITb MPUBEAEHbI Cleaytowmne geTanu:

a) onucaHue obpasua:

b) NMHUM KNETOK N 060CHOBaHUE BbIbOPa;

C) KynbTypanbHasa cpeja:

d) meTop npo6 1 o6ocHOBaHMe:

e) npouegypa aKCcTpakLuy No NPUMEHUMOCTY 1. MO BO3MOXHOCTU, XapakTep 1 KOHLeHTpaLuus BbiMblBae-
MbIX BELLECTB:

0 oTpuuaTtenbHbIi, NONOXNTENbHBIA KOHTPOIbHbIE 06Pa3Lbl I KOHTPONN APYTUX BUAOB:

[l) KNeTouHblli OTBET N ApYrue HabaeHns;

h) nio6ble cooTBETCTBYIOLLME fAaHHbIE, HE06X0AMMbIE /18 OLLeHKN pe3ynbTaToB.

10 OueHka pe3ysibTaTtoB

O6wue pesynbTaTbl UCCeA0BaHUS A0/MKHbI OLEHNBATLCS /IMLAMMW, CNOCOGHBIMU NPUHMMaTb 060CHO-
BaHHble peLleHUs Ha OCHOBE [aHHbIX UccnefoBaHus. Ecnv pesynbTaTbl cpean Ay6/MKaToB He ABNSHTCS
nocnepoBaTenbHbIMW UK HeAelCTBUTE bHbI, UCCNef0BaHNe NOBTOPAIOT.
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MpunoxeHne A
(cnpaBouHOE)

CBefeHNsi 0 COOTBETCTBMM HaLMOHa/IbHbIX CTaHAAPTOB Poccuiickoil ®eaepaunmn
CCbIJIOUYHBIM MeXAYyHapoAHbIM CTaHAapTam

Ta6nunuya Al

O603Ha4eHNe CCbIIOYHOro
0O603Ha4eHVie 1 HaMMEHOBaHWe COOTBETCTBYHOLLENO HaLMOHaUTbHOIO CTaHdapTa
MexAyHapoAHOro cTaHjapTa
NCO 10993-1 FOCT P NCO 10993-1—2009
N3penuna meguunHckue. OueHka 6MONOTMYECKOro [eicTBUA MeAULUHCKUX nsge-
nuid. YacTtb 1. OueHka u nccnegoBaHuns

MNCO 10993-12 FOCT P NCO 10993-12—2009
N3penus meguumHckne. OueHka GUOMOTMYECKOro AeNCTBUS MeAUUMHCKUX n3ge-
nuii. Yactb 12. MpurotoBneHne Npob n KOHTPOsbHble 06pa3ybl
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