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[lpeaucnoBue
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27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUSAY

CBeneHNnAa o ctaHaapTe

1 NMOArOTOBJIEH ABTOHOMHOW HEKOMMepYeCcKon opraHnsaumnen «MHCTUTYT Megnko-OUonornyeckmnx
nccnegosaHun n texHonornny (AHO «<MMBUNT »)

2 BHECEH TexHuyeckum komutetom no ctaHgaptudaumm TK 422 «OueHka bronornyeckoro 4eMcTBug
MeaNUMUHCKUX n3aennmn»

3 YTBEPXXOEH W BBEAEH B JEWNCTBUWE MMpukasom PenepansHOro areHTcTsa o TEXHNYECKOMY
peryrnmpoBaHnto n metponorin ot 2 aekabpst 2009 r. Ne 541-ct

4 HacTtosawmnn ctaHgapT naeHTudeH mexayHapogHomy ctaHaapty MCO 10993-5:1999 «OueHka buono-
rTMYEecKoro oencTeuda megnunMHCKMX ngenunin. Hactb 5. ilccnegoBaHmga Ha UMTOTOKCUYHOCTL: MeToAabl in Vitro»
(1ISO 10993-5:1999 «Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity»).

[Tpy NnpMMeHeHUN HACTOALLEero ctaHaapTa pekoMeHAYyeTCs UCMNONb30BaTh BMECTO CChINTOYHBIX MeXayHa-
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cucmeme obuiez20 rnonb3oesaHuss — Ha ogpuyuanbHoM caume PedepalibHo20 az2eHmemea ro mexHuU4ecKomMy
pezyrnupogaHUuro U Mempornoauu e cemu MIHmepHem
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BBenoeHue

CobntoaeHne nonoxenHun ctangaptoB cepun MCO 10993 «OueHka buonornyeckoro A4encTBmUa Mean-
LAHCKUX N3OeNMA» NO3BOMUT 0DecnevynTb CUCTEMHbBLIN NOoaXod K UcclegoBaHMIO DUOMOrM4YecKkoro AencTBUS
MeaULUMNHCKUX N3aenunn.

Llenbio 3TUX CTaHOAPTOB He ABNsieTcsl 0e3ycnoBHOE 3akpenneHne eanHoobpasHbIX METOA0B UCCNEeano-
BaHUN N UCTIbITAHWUN 3a rpynnaMmn ogHOPOAHbIX MegULUUHCKUX N3aeN B COOTBETCTBUM C MPUHATOW KNaccugpun-
KaLlunenx no snay U anuTenbHOCTU KOHTaKTa C opraHnaMomM venoBeka. [1osTomy nnaHnpoBaHe nnpoBeaeHue
ncecneaoBaHUM MNCNbITAHUN AOMKHBI OCYLLIECTBNATL crneuanucTbl, UMeroLLIME COOTBETCTBYIOLLYIO MOArOTOBKY
M ONbIT B 0Bnactn caHUTapHO-XMMUYECKON, TOKCUKONOTMYecKon U BUONOrnyeckon oueHoK MeguLUHCKUX
n3gennn.

CtaHgapTtbl cepun MCO 10993 aBnsaroTcs pyKoBOAALLMMUN AOKYMEHTaMU AN NPOrHO31UpoBaHUA U UCCTe-
OOBaHUA BLUOIOrMYECcKoro AencTBMA MeauLIMHCKNX U3gennn Ha ctagun Belbopa matepuarnos, npegHasHavyeH-
HbIX A9 UX U3rOTOBNEHUS, a TakKKe Ang nccneaoBaHM roToBbIX U3aenunn.

B cepuio NCO 10993 BxogdaT cneayrowine Yactm noa odwmm HazsaHnem «OueHka BMonornieckoro
NencTBUA MeaUUMHCKX N3ae My

Hactb 1 — OueHka n uccneaoBaHUA;

Uactb 2 — TpeboBaHUsA K 0bpaLlleHnto € XXUBOTHBIMMU;

UacTb 3 — WccneaoBaHMA reHOTOKCUYHOCTU, KAHLEPOreHHOCTU N TOKCUYECKOro AEUCTBUSA Ha penpo-
OYKTUBHYH (OYHKLAIO;

Yactb 4 — WNccneaoBaHue nUsgenun, B3aMMogencTBYIOLWNX C KPOBLIO;

Yactb 5 — ccneaoBaHUa Ha LUTOTOKCUYHOCTL: MeToAabl In Vitro;

Hactb 6 — WccnepgoBaHne mecTHOro 4encTBind nocne MMniaHTaunm;

UHactb 7 — OcTaTo4uHoe coaepXaHue aTuneHoKcuaa nocre ctepuniisanm;

Hactb 9 —OCHOBHbIE NMPUHUUNBI MAEHTUMRUKALUMN U KONMMYECTBEHHOMO onpeaeneHnsd NoTeHUanbHbIX
NPOAYKTOB gerpagaunm;

Uacte 10 — WccnegoBaHume pasapakaroLwero h CeHCMOUNU3npytoLwero AeUCTBUS;

Uactb 11 — NccnepoBaHue obLeToKCUYEeCcKoro 4eMCcTBUSA;

Yactb 12 — lNMpurotoeneHne npod n craHgapTHble obpasubl;

Yactb 13 — MaeHTudpukauma n KonndyecTBeHHoe onpegeneHne NpoaykTos gerpagaunm nonMmMepHbIX
MeaAULUNHCKUX N3aenunn;

YUactb 14 — VaeHTUdpUKauma U KonmiyecTBeHHOe onpeaeneHne NpoaykToB Aerpagauum nsgenum ms
KepaMUKN;

Yacte 15 — WaeHTugukayuma n KonmdectseHHoe onpeaeneHue npoaykToB gerpagauun usgenui ms
MEeTasr10B 1 CNMaBoOB;

Uactb 16 — MoaenupoBaHMe U nccnegoBaHUe TOKCUMKOKMHETUKM MPOoAYKTOB Aerpagauui M BbIMbl-
BaHUA;

Uactb 17 — YcTaHoBNeHWE NoporoBbiX 3Ha4YeHWU A1 BbiMbIBAEMbIX BELLECTB;

Hactb 18 — VccnepgoBaHUe XMMAYECKMX CBOUCTB MaTEPMANOB;

Hactb 19 — NccnegoBaHne QU3UKO-XUMUYECKUX, MOpdonormdecknx 1M tonorpadpuy4ecknx CBOUCTB
MaTepuanosB;

Uactb 20 — lNpuHUMNBl M MeToabl UCCNeaoBaHUS MMMYHOTOKCUYECKOro AencTBUst MeauuMHCKUX
n3gennn.

[10 NpUYnHE LWNPOKOro NPUMEHeHNsa nccneaoBaHUmM UMTOTOKCUYHOCTU [N Vitro N pacnpocTpaHeHHOCTU X
MCNONb30OBAHUA NMPU OLIeHKe LUMPOKOTro Kpyra MmeauunHCKNX nsgenui n Mmatepuanos, LUenbio HAacTOSALWEro CTaH-
napta MCO 10993 aBnsieTca He 0bo3Ha4YeHne ogHOro NccregoBaHus, a, ckopee, onpegeneHune cxembl UCNbITa-
HUW, KoTopasi TpedbyeT NPUHATUSA pPeLleHnn NOCPeaCTBOM CEPUM WAroB. Takou noaxoa A0mKeH NPUBECTU K
BbIDOPY HaMbonee noaxoasiero uccnegoBaHus.

[TpnBOAATCA TPU KATErOPpUKN UccnegoBaHWUA: SKCTPaKLUMNOHHBIA MeTod, MeTod NPpAMOro KoHTakTa M MeTto
onocpeoBaHHOo KOHTaKTa.

Bbli6op 0AHON NN HECKOMBKUX U3 STUX KAaTEropnid 3aBUCUT OT XapakTepa oLueHnBaemMoro obpasiua, NoTeH-
LManbHOro MecTta UCNoNb3oBaHUSA U XapaKTepa NCNoNb30BaHUA.

3aTtemM 3TOT BbIOOp onpeaendeT AeTanun NPUroToBNEHUs1 UCNbITYyeMbIX 0OpasL OB, NPUrOTOBMNEHUE KIe-
TOYHBIX KYNbTYP, a TakKKe crnocod, Npy NOMOLLIM KOTOPOro KNeTKN NOABEPraroTCHA BO3AEUCTBMIO 00pa3LIOB UM X
SKCTPAaKTOB.

B KOHUe nepuoaa BO3AeUCTBUA NPOBOANTCH OLeHKa Hannumsa U cteneHn adpdekta LMTOTOKCUYHOCTH.
Hactodawuni ctaHgapt NCO 10993 HamepeHHO npedocTaBnsieT cBodboay npu Bbldbope TUna oueHKN. Takas
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cTpaTternst Agenaet AOCTYNMHbIMU LeNbIv psig UCNbITAHUIA, YTO OTpa)XaeT Nnoaxoa MHOMMX rpynn, noaaepXmnBao-
LLMX Buonorndeckme ncnoltaHus in vitro.

MHorouMcneHHble NCNoMb3yeMble MeToAbl U KOHEYHbIE TOUKN, U3MepaeMble Npu onpeaeneHnn UMTOTOK-
CUYHOCTU, MOTYT ObITb OOBbEAMHEHbI B KATErOPUN NO TUMY OLLEHKW:

a) oLeHKa noBpeXaeHust KNeTok Mopdoiorm4ecknm cnocobom;

D) oueHKa noBpeXaeHUsa KNeToK;

C) OLeHKa pocTa KNeToK;

d) oueHka cneyndprUUecKnxX acnekToB KNeTo4Horo Mmetabonmama.

CneaoBaTenbHO, CYLLIECTBYET HECKOMBKO anbTepHATUBHLIX CMOCODOB NOMYUEHUSI PEe3yNbTaTOB B KaXa0M
N3 3TUX YeTblpex KaTeropnin. MccnepgoBaTenb AOMKEH ObITb OCBEAOMITEH O KATEropusx UCNbITaHUA, a TakkKe
3HaTb, K KAKOW U3 HUX OTHOCUTCH onpeaeneHHaa Metoaguka, ANg Toro, YTobbl NpOBOAUTL CPaBHEHUS C APYTMMA
pesynbTaTaMm Ha CXOXUX MeANLUMHCKUX N3OENUSX UMM MaTepuanax n ansi npoBeaeHnUsa MexnadopaTopHbIX
MCNbITAHUN.

[Tpn nnaHUpoBaHUN UCMIbITAHUA HEODXOANUMO YUYUTLIBATL NPUPOAY UCNLITyeMoro matepuana. MHorue
hbakTopbl OKa3bIBAOT 3HAYUTENBHOE BNIUAHWE HA TECT-CUCTEMY, UTO MOXKET NMPUBECTU K NMTOXKHBLIM pe3ynbTaTaMm.
Hanpumep, U3BECTHO, YTO HaTyparbHbIA NATEKC MOXET CTUMYNMPOBaTb HEDNAronpUATHYIO DMONOrMYeCcKyo
peaKkLUo B KIeTKax MNeKonnUTaroLL X U3-3a coaepKaHust NpupoaHbIX pacTUTENbHBIX MPOTENHOB, YTO HE UCKITHO-
yaeT ero npuMeHeHusa B MeAULIMHCKMX U3aennax npu yCnoBUU OTCYTCTBUS pasgpakatoLlero u CeHCUb MNU3npy-
lowero 4eCTBUS.
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

U3NEJINA MEOULUMMHCKUE
OLIEHKA BUOJIOMMYECKOI0 QENCTBMUA MEOULUUHCKUX U3OENUIA

YacTb 5
UccnegoBaHUA Ha LUTOTOKCUYHOCTbL: MeTodbl in vitro

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

NaTta BBegeHnsa — 2010—09—01

1 ObnacTtb NpUMeHeHus

Hactoawun ctaHgapT ycTaHaBnMBaeT MeToabl UccnegoBaHUA LMTOTOKCUYHOCTU MeULIMHCKUX N34ennia
in vitro.

LdaHHbIe MeToabl NpeaycMaTpuBaloT NpoBeaeHne NHKybauunm KNeToYHOW KynbTypbl HENOCPEACTBEHHO
nmoéo nytem andodoy3ni;

a) C3KCTpakTaMu U3 nsgenus u (unu)

D) B KOHTaKTe C usgenuem.

LdaHHble MeToabl paspaboTaHbl AN onpeaeneHuns in vitro BMoNornvyeckomn peakum KneTok MekonuTato-
LLIKX NO onpeaeneHHbIM ONOMOrMYeCcKUM napamMeTpam.

2 HopMaTuBHbIE CCbINKN

B HacTosilemM cTaHaapTe UCNoMb3oBaHbl HOPMaTUBHBLIE CChINKU Ha cneaytolme ctaHgapThl, cogepXa-
LLIe MONOXeHUA, KOTopbIe MOTYT paccMaTpUBaTbCA Kak pasaenbl HAcTosALWero ctaHaapTa.

NCO 10993-1 OueHka buonornyeckoro aenctema meamnmumHckmx nzgenmi. Yacto 1. OueHka n nccneao-
BaHUSA

NCO 10993-12:1996 OueHka buonornvyeckoro aerucTeus MeguunHckmx nagenun. Yacts 12. Npurotos-
neHue npob n ctaHgapTHbIe obpasLbl

3 TepMUHbI N onpegeneHus

B HacToawem cTaHgapTe npuMmeHeHbl TepMUHbl o NCO 10993-1, a Takke cneaytowme TepMUHbI C COOT-
BETCTBYHOLWMMU onpegeneHnAMN:

3.1 oTpuuaTenbHbIU KOHTPONbLHLIN Obpa3el: MaTepnan, KOTOPLIN, NOABEPrasdCcb NCCNeaoBaHMIO B
COOTBETCTBUN C HACTOSLLUM CTaHOAaPTOM, HE NPOSBNSAET LUTOTOKCUYHOCTN.

[TpunmeyaHwune—HasHayeHne OTPULATENBHOIO KOHTPONbHOrO obpasua — NpoageMoHCTpUpoBaTb POHOBYIO
peakuuio I(.I;IETOI(, HanNnpuMep, B KAYeCTBE OTPULIATENBHOINO KOHTPONMbHOIO 06pa3sua ncrnonb3oBanUch NMNOINSTUINEH BbICOKOW
NnoTHOCTN ) — O CUHTETUYECKUX MOJTMMEPOB, CTEPXKHU N3 OKUCU antOMUHUA U KEPAMUKU — AOJ15 CTOMATONOrM4eCKUX Ma-

Tepuanos.

") MonnsTunex BLICOKON NIOTHOCT MOXET BbiTh npnobpeteH B Papmakonee CLUA (Rockville, Maryland, USA) n
FDA, NccnepgoeaTtenbckom MHctutyte XataHo (Ochiai 729-5, Hadanoshi, Kanagawa 257-Japan). 3ta nHgopmaums npw-

BeAeHa Ansi yaobcTtBa Nonb3oBaTens HACTOSAWMM CTAaHAAPTOM U HE SIBMSIETCH PeKnamMon 3TOM NPOAyKLUM CO CTOPOHb!
NCO.

U3paHune odbmumanbHoe
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3.2 NONOXUTenbHbLIA KOHTPONbHLIN 006pa3el: MaTepuan, KOTOpPbIK, NOABEPrasiCb UCCNeaoBaHUIo B
COOTBETCTBUU C HACTOALLUM CTaHOapTOM, NPOoABNAEeT UUTOTOKCUYHOCTL, NMPU 3TOM pe3ynbTaThbl BOCNPOU3BO-
OUMBI.

[TpnmeyaHun e —HasHayeHne nonoXUTENbHOrO KOHTPONbHOMO 06pasua — NPoAEeMOHCTPUPOBATb COOTBE-
TCTBYIOLLYIO peakumto TecT-cuctembl. Hanpumep, cTabunmanpoBaHHbIW ONOBOOPTraHNYECKUI nonM(BMHmnxnopM,u,)” NC-
NONb3YyOT B KAYECTBE NONOXUTENBHOIO KOHTPOIBHOIO 0bpasua ansa TBepabiX MaTepmanoB U 3KCTPAKTOB, pa3BeaeHus de-
HOMAa — B KQYECTBE NOMNMOXUTENbHOITO KOHTPOMNbHOIO 0bpasua Ans SKCTPaKTOB.

3.3 KOHTponb peakTuBa: MogenbHas cpeaa 6e3 uccnegyemoro MaTepuana, kKotopas rnoJsepraeTcs
BO3ENCTBUIO YCNOBUA U NpoLLeayp UccreaoBaHus.

[TpumevaHune—na uenenm HaACTOAWEro craHgapra 310 onpeaeneHne 3aMeHsieT MPUBEOEHHOE B
NCO 10993-12, nyHKT 3.1.

3.4 nocyaaana KynbTypbl: [Nocyaa, npuemnemas AnNs KynbTypbl KIETOK, BKNHOYas CTEKIAHHbIE YallKu
[eTpun, NNacTMaccoBbIe YallKn AN KYyNbTYpbl, NNacTMaccoBble hrnakoHbl AN KyNbTypbl UK NNAacTMacCoBbIE
nNaHWeTbl U MUKPOTUTPOBAaNbHbIE NACTUHBI.

[TpwnmeyaHune—Kcnonb3yloT nocyay, COOTBETCTBYIOLWLYIO TPEOOBAHUSAM KNacca TKAHW 1 NOAXOAALLYIC ANS UC-
NONb30BaHUA C KIIETKAMU MITEKOMNMUTAIOLLUX.

3.5 cybkoHdnyaHTHOCTL: [pumepHo 80 % KOHMNY3HTHOCTKU, T.€. 3aBeplUeHne norapnPmMmn4eckomn
dasbl pocTa.

4 ToaroTtoBKa o6pa3uoB

4.1 OcHOBHbIE NONOXeHUs

VIlccnepgoBaHMe NpoBOAMAT:

a) Ha3KCTpakTe U3 matepuana mn (Unu)

b) Ha camom maTepunane.

MaTepuan gomkeH npeactaBnaATb CODOW KOHEYHBIN NPOAYKT UK YacTb KOHEYHOro NpoaykTa, npeaHas-
Ha4YeHHOoro Anga npumeHeHus. NogrotToBka 0dbpasLoB ACMKHA bbIThb B cooTBeTCTBUN ¢ NCO 10993-12.

4.2 lpuroToBrieHUe 3KCTPaAKTOB U3 MaTepuana

4.2.1 lNpuHUUNBI 3KCTPaKLUN

YCNoBUA NPUrOTOBNEHUS SKCTPAKTOB ACITPKHBI NPUBNIMKATLCA K YCNOBUAM KIMUHNYECKOTO NPUMEHEeHNS,
HO ObITb DOJee XeCTKUMMU, YTODLI onpeaennTb NOTEHUMAlNbHYO TOKCUYECKYO ONACHOCTL, HE BhbI3biBast 3HAYUN-
TenbHbIX U3MEeHeHWUN B UccrneagyeMoM MaTepuane, TakMx Kak crnaBneHue, NnasneHne N pacTtBopeHmne Kycou-
KOB MaTepuana, unm MusmeHeH1ue XMMMYeCKOU CTPYKTYPHI.

[TpumeyaHun e— KoHueHTpaums nodoro sHA0reHHOro NN 3KCTPareHHOro BELWEeCTBA B 3KCTPaKTe, a, cneaoBa-
TENbHO, YNCNO NOABEPraloLLMXCH BO3AEUCTBUIO UCCIEAyEMbIX KNETOK 3aBUCUT OT NNOWAaAN KOHTaKTa, 06bema MoaenbHO
cpeabl, pH, Xumnyeckon pacTBOPUMOCTHU, CKOPOCTU ANPPY3NN, OCMOMOIIANIBHOCTU, BCTPAXUBAHWS, TEMNEPATYPLI, BpEME-
HU 1 ApyrmX pakTopoOB.

4.2.2 MopenbHas cpena

dnanccnegoBaHns npob Ha KNeTKax MNnekonuTarLwWnx HeobxoaMmMo NCMoNbL30BaTh cleaytoLlne Mmoaenb-
Hble cpeabl:

a) KynbTypanbHYIO Cpeay C CbIBOPOTKOM;

b) KynbTypanbHyto cpeay 6e3 CbIBOPOTKU;
C) PU3NONOrnN4ecKknin COneBoun pacTBop;
d)

OPYryro NoAXoAsLLyo MOAENbHYI0 cpeay.

[TpunmeyaHwune—MoagenbHble cpeabl NpeacTaBneHbl Mo mepe ybbiBaHUA CTENEHN NPEanoOYTUTENBHOCTU. Bbl-
Bop pacTBOpUTENS AOMKEH OTPpaXaTb Uernb 3KCTPpakyum, NpuyemMm Heobxoammo paccMoTpeTb UCMNONb30BaAHUE U NONSPHOro,
N HEMONSAPHOro pacrteoputenen. K apyrum nogxoasdwmm MogernbHbIM cpegamMm OTHOCAT OYULLEHHYIO BOAY, PaCTUTENBHOE
macno n aumetuncynodokens (AMCO). IMCO n3BecTeH Kak ULMTOTOKCUYHbBIM B ONPeaAeneHHbIX TECT-CUCTEMAX MPU KOH-
LeHTpaumun, npesbiwatowen 0,5 % obuwero obbema.

R OnoBOOPraHN4YeCcKkUn NoNn{BUHNINXNOPUA) B KAYECTBE MNONMOXUTENBHOIO KOHTPONBLHOro obpasya MOXHO npuob-
pectn B SIMS Portex Ltd, Hythe, Kent, CT21 6JL, UK, (npoaykt Ne 499-300-000). lNonuypetanwl ZDEC n ZDBC gocTynHb
oT FDA, Vccnepgoeatenbckoro IHctuTyTa Xatado (Ochiai 729-5, Hadanoshi, Kanagawa 257 — Japan). 3ta nHdopmauus
npuBegeHa ans yaqobcrea nonb3oBaTeNs HACTOSLWMM CTaHA4APTOM U HE SIBNSETCH PEKNaMon 3TOW NPOAYKLUMM CO CTOPOHb

NCO.
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4.2.3 YcnoBuA NpUroToBlieHUA 3KCTPaKTa

4.2.3.1 INpurotoBneHne 3KCTPaKTOB crneayeT NPOBOAUTE B CTEPUNBHBIX, XMMNYECKU MHEPTHLIX 3aKpbl-
ThIX KOHTENHepax ¢ cobnogeHnem npasun acentkn B cooteetctBun ¢ MCO 10993-12.

4.2.3.2 PekoMmeHOYyeMbIMU YCINOBUAMU SIKCTPAKLUN ABNAIOTCA:

a) He MeHee 24 4npu (37 £2)°C;

b) (72+2)unpn(50+2)°C;

c) (24+2)unpn(70+£2)°C;

d) (1£0,2)unpn({121x2)°C.

PekomMmeHayemMble YCINOBUA NMPUMEHSAIOT B COOTBETCTBUNM C XapakTepuctmkamm nsgenna M KOHKPeTHbIMIA
YCNOBUAMU UCNONb3oBaHUA. MeToabl 3KCTpakuunM ¢ UCNONb30BaHUEM KyNnbTypanbHOW cpedbl C ChIBOPOTKOW
MOTYT MPUMEHSATLCHA TONBKO NMPK YCNOBUAX, NPpUBeAEeHHLIX B 4.2.3.2, nepeyncrneHune a).

4.2.3.3 EcnunakcTpakT (nepen KOHTaKTOM € KneTkamun) dunbTpyroT, LEHTPUYIUPYIOT U obpabaTbiBa-
0T KAKUM-NnNBOo Apyrum cnocobom, 3To HeoOX0AUMMO BHECTU B OKOHYAaTENbHbIN OTYET B COOTBETCTBUU C pasae-
nom 9. Noabop pH skcTpakTa Takke 3aHOCAT B oT4eT. MaHUNyNAUUKM C 3KCTPaKTOM, HanpumMmep noadbop pH,
MOTYT NOBMUATb Ha pe3ynbTar.

4.3 lpuroToBneHue matepuana gnda vuccrnegoBaHUa MeTOAOM NPAMOIo KOHTaKTa

4.3.1 MaTepuansl pasnnyHbIX opMm, pasMmepoB U1 PU3NYECKUX COCTOAHUNU (Hanpumep, Xuagkoe Unu
TBEPAOE) B UCCNeaoBaHUAX HA LLUTOTOKCUYHOCTb U3y4atoT 6e3 MUSMEHEHUN.

KenatenbHo, YTobbI XOTA OBl 0AHa N3 CTOPOH TBepAoro obpasua obina nnockon. Apyrne popmel U prUsn-
YyecKkune CoCTOSAHUA TpebyoT BHECEHNS U3MEHEH I B obpa3sel,.

4.3.2 Cneayet yunTbiBaTb CTEPUINBHOCTL 0bpasLa.

4.3.2.1 C nccnegyeMmblMn matepmanamm cTepunnms3oBaHHbIX U3gennn cbpawatotes ¢ cobniogeHnem
YCINOBWUN aCcenNTUKN B TeYeHUe BCero npoLecca nccneaoBaHus.

4.3.2.2 Vicchegyemble maTtepuansl U3genn, KOTopble BbiNyCKaloT HECTEPUNbHBIMU, HO NMogBepratoT
cTepunnusaynm nepeq npMMeHeHneM, CTepunnsyroT MeToaoM, peKkoMeH40BaHHbIM U3roTOBUTENEM, U NPUME-
HAOT ¢ cobnaeHneM yCnoBMUA aCcenTUKN B TEYEHUE BCEro npoLecca nccneaoBaHus.

Bo3genctene MeTogoB cTepunmsali M CTepUnmU3yroLlnxX areHToB Ha usgenne npuHMMaroT BO BHUMaHUe
npu BbIDOPE NpoLeaypbl NPUroTOBNEHUS UCCeayeMOro matepmana 4o ero UCnonb3oBaHUA B TECT-CUCTEME.

4.3.2.3 Vccneayemble maTtepuanesl Usgenii, KOTopble MOryT MPUMeEHATLCA HeCTe PUNbHLIMU, UCTONb3Y-
10T B TAKOM BUAE, B KAKOM OHU BbINYCKAKOTCA, MPOLLecC NPUroTOBNEHNS S3KCTPAKTOB NPOBOASAT ¢ CODNoAeHNEM
YCINOBUW acenTuK1 B Te4eHne BCero npolecca nuccrneaoBaHug.

4.3.3 Xngkoctm nccneayor:

a) NpPaMbIM ocaXkgeHUeM Unu
b) ocaxgeHnem Ha BUONOrMYECKN MHEPTHYIO abcopbunpyoLlyo MmaTpuLy.

[TpumeyvaHune— Inaatonm uenn noaxoadaT dunbTpoBarnbHbIE AUCKM.

4.3.4 EcnnHeobxognmo, matepuansl, asnsatolmecs cynepadbcopdbeHTamm B COOTBETCTBUU C Knaccudou-
KaLKnen, norpyarT B KyNbTyparbHYIO cpeay nepea uccrnegoBaHnem, Utodbl nsdexats copounm KynbTypanb-
HOM cpeabl B cocyae, UCNOMb3yeMoM ANs ccneaoBaHus.

5 JlnHunn KneTok

5.1 OBbIMHO NCNONb3YIOT U3BECTHbLIE NMUHNU KITETOK U3 N3BECTHBIX UICTOYHUNKOB!).

5.2 Ecnun TpebyeTtcsa ocobas YyBCTBUTENbHOCTb, UCMONb3YIOT NMAULLb MEPBUYHLIE KNETOUHBLIE KYNbTYPHI,
NMUHUN KNETOK N KYNbTYPbl OpraHU4eckoro Tuna, nony4vyeHHble HenocpeacTBEHHO U3 XKUBLIX TKAHEW, eCINU MOXKHO
npoaeMoOHCTPUPOBaTb BOCMNPOU3BOANMOCTb M TOMHOCTb OTBETHOM peaKLni.

5.3 Ecnn matodHasa kynbTypa NMUHUAN KNEeTOK COXpaHAeTCd, TO ee cogepXaT npu teMmnepaTtype MUHYC
80 "C nnn HMXKe B COOTBETCTBYIOLWEN KYNbTYpanbHOU cpede, coaepXallen BelecTBo, 3aluularoulee oT BO3-
OEeNCTBUSA HUIKUX TemnepaTyp (KpUONPOTEKTOP), Hanpumep, anmetuncynsdgokeua nnu rnuuepon. nurens-
HOoe XpaHeHue (0T HECKONbKUX MecsALeB A0 MHOMMX N1eT) BOSMOXHO TONLKO Npu TemMmnepartype MmuHyc 130 °C nnu
HUXE.

5.4 [1nauccnegoBaHUsA UCMONb3YIOT NULLL KNETKU, He codepXalle MUKonnasmy.

MNepen ncnonb3oBaHMEM MaTOUHbIE KyNbTypbl UCCNeayoT HaaeXHbIM MeToaoM, YTobbl ybeauTbes B
OTCYTCTBUM MUKOTA3MBl.

R Hanpumep, pekomeHgyembiMmu NMHUAMN Knetok saensdatTca American Type Culture Collection CCL 1 (NCTC knoH
929), CCL 163 (Balb/3T3 knon A31), CCL 171 (MRC-5)un CCL 75 (WI-38), CCL 81 (Vero)n CCL 10 [(BHK-21 (C-13)]n V-79
379A. OT1a nHdopmaunsa npuBoauTcs ans yaobcrea nonb3oBaTensl HACTOSWMM CTaHAAPTOM U HE SABNSAETCH PEKNamMon
aToun npoaykumm co ctopoHbl MCO. Bo3amoXHO ncnonb3oBaHne Apyrmx NIMHUN KNETOK, ECNN A0Ka3aHO, YTO OHU NMPUBOAAT K
TakKuUM e nnu bonee peneBaHTHbIM pe3ynbTaTam.
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6 KynbTypanbHasa cpena

6.1 KynbTypanbHas cpeaa aomkHa ObiTb CTEPUITBHOMN.
6.2 KynbTypanbHasicpena c CbIBOPOTKOW UMM Oe3 Hee A0MKHA COOTBETCTBOBATL YCINOBUAM, TPEOOBaHM-
AM pOCTa UM NoaaepXaHUsA XXU3HeCcnocobHOCTU onpeaeieHHOU NUHNUK KNETOK.

[TpumedaHue— MOXHO BKITIOUMTb B COCTaB cpeabl aHTUOMOTUKK, YOeAUBLUUCH, YTO OHM HE OKa3biBaloT HebNna-
roNPUATHOIO BO3AENCTBUSA HA NPODHI.

CTabunbHOCTb KyNbTypanbHOW cpeabl MOXET pasnnyaTbecsl B 3aBUCUMOCTM OT KOMMO3ULMA N YCIOBUU
XpaHeHus. Cpeay, cogepKallyto CbIBOPOTKY U TMHOTaMUH, XpaHAT npu TemMnepatype o1 2 °C go 8 °C He bonee
7/ cyT.Cpeny 6e3 CbIBOPOTKN, coaepKaLluyo rmoTaMuH, XpaHaT nputemMnepatype o122 °C oo 8 °C He bonee AByX
Heaensb.

6.3 pHKynbTypanbHLIX cpe noaaepXmMearT Ha YPOoBHAX 7,21 7,4,

7 TlpurotoBrneHne MaToO4YHOU KINeTOYHOU KyNbTyphbl

7.1 Wcnonb3ys BeIOpaHHYH NUHWUIC N KYyNbTYpanbHYO cpeay, roTOBAT AOCTaTOYHOE YMCO KNeToK A
NpoBeaeHnst nccneaoBaHust. ECNM KNeTKM A0MKHbI ObITh BbipallleHbl U3 KYIbTYP, B3SIThIX U3 XpaHUnuLla, Heob-
XOAMMO yOannTb KPUOMNPOTEKTOP NpK ero Hanndunn. [Neped NCnonb3oBaHMEM KITeTOYHYIO KYNbTYPY NepeceBa-
0T XOTA Bbl ONH pas.

7.2 KneTtknynansitoT 1 BHOBb NPUBOASIT BO B3BELLEHHOE COCTOSIHNE NMyTEM (PePMEHTHON U/UNIN MeXaHu-
YeCKOW aesarperaumun, UCnonb3ys Hambonee nogxoasimm Mmetoa Ans KNeToK KaXKaom NMMHUN,

8 MeTtoabl uccrneaoBaHUA

8.1 Hucno ayonen

Onsa uccnegyemblx npod 1 KOHTPONA HeobXOoAUMMO UCNONB30BaTh HE MeHee Tpex Aybneun.

8.2 UcnbiTaHne 3KCTPaKTOB

8.2.1 3ToUCNbITaHWUE NO3BONSET OLEHNTL LUTOTOKCUYHOCTb KA4ECTBEHHO N KONUYECTBEHHO.

8.2.2 OnpepneneHHoe KONMMYECTBO MNOCTOAHHO NepemMellnBaeMoun KNeTOYHOW CYCNeH3nn KanatoT B KaX-
OblA N3 AOCTaTOYHOro Yncna cocyaoB AN 3KCMOHUPOBaHUA C 3KCTpaKToM. PaBHOMepHO pacnpeaenstoT KNeTKU
Mo MNOBEPXHOCTU KaXaoro cocyaa nerkum BpalleHueMm.

8.2.3 KynbTypbl UHKYOUPYIOT Npu Temnepatype (37 £2) °C B Bo3ayxe B NpuUcyTcTBMn 5 % (aonst oobema)
OBYOKUCK yrnepoaa nnu 6e3 Hee B COOTBETCTBUU C BbIOpaHHOW AN KyNbTypanbHoW cpeabl OydepHon cucte-
MOMW.

NccnenoBaHUe MOXKHO OCYLLECTBIIATb Ha CYOKOHMMIO3HTHOM MOHOCNOE, KNEeTKU KOTOPOTo NPpUKpens-
FOTCH K KaKOMy-nnbo TBepaomMy cyodcTpaTy, Ui Ha CBEXKECYCNEHANPOBaHHbIX KIETKax.

[Tpn oueHKke 0bpas3oBaHUA KONMOHUA cneayeT UCNONb30BaTh COOTBETCTBEHHO HU3KYHO NITOTHOCTL KNETOK.

8.2.4 llepen Havyanom uccnegoBaHUs CYOKOHMPNYSHTHOCTE M MOPQONOTrnUe KynbTyp MPOBEPSAOT C
MOMOLLbIO MUKPOCKONA.

8.2.5 lpoBoadaT uccnegoBaHue:

a) Ha MCXoOHOM 3KCTpaKkTe U

b) cepun pasBeaeHUN IKCTPAaKTOB, UCNONMb3YS Kak pasbaBuUTeNb KyNbTypanbHyH cpeay.

Ecnun B uccnegoBaHumm UCNOMb3YHOT MOHOCIION, TO KYNbTypalbHYO cpeay cneayet yaanuTtb M A4obaBuTh
KpaTHOE KONMUYECTBO 3KCTpaKTa UM ero passeaeHus B KaXKablA U3 COCYA0B.

Ecnun B uccnegoBaHUM UCNONb3YHOT CYCNEH3NOHHBIE KNETKU, TO A0DaBNAT SKCTPAKT UMK ero paseeae-
HUE B Kaxkabl U3 AYyONMPYIOLLMX COCYQOB Cpasy e Nocne nNpuroToBNEeHNS KNeTo4HOW CyCneH3unn.

8.2.6 Korga ncnonb3yT He U3OTOHUYECKU SKCTPaKT, Harnpumep BoAY, UCMbITLIBAKOT SKCTPAKT NPpU Han-
bonee PN3NONOrM4eCcKn COBMECTUMOMN KOHLIEHTPALIMKX NOCe pa3BeaeHUs B KyNIbTypalnbHOM cpefe.

[TpnmeyaHun e— PekomeHAyeTcs UCMOMNb30BaTh KOHUEHTPUPOBAHHYIO KYNbTypanbHyo cpeay, Hanpumep 2X,
5X, Ans passegeHus BOOAHbIX 9KCTPAaKTOB.

8.2.7 [lobaBnatoT onpeaeneHHoe KONMMYECTBO NyCTOro peakTtuea, oTpuLlaTebHOro 1 NonoXMUTENbHOro
KOHTPOMNbHLIX 0OPAa3UOB B AONONMHUTENbHBIE AYONMPYIOLLIME COCYAbI.

[TpumeyaHmne— KOHTPONb CBEXEN KYINbTYpanbHOW cpeabl NPy He0BXoaAMMOCTH NOABEPraoT UCCNEa0BaHNI0.

8.2.8 Cocyabl MHKYOUPYIOT, UCNOMb3YA YCNOBUS, ONUCaHHbIE B 8.2.3, B TeYeHne nepuoga BpeMeEHH,
COOTBETCTBYHOLLEro cneunpmnyecknm yCrnoBUamM KOHKPETHOM NpooHkl.
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8.2.9 llocne nepuoga MHKybaL K, ANUTENBHOCTLIC NO MeHbLUEW Mepe 24 4, onpeaenstoT adpdekT LUTo-
TOKCUYHOCTU B COOTBETCTBUN C 8.5.

8.3 UcnbiTaHMe MeTOOAOM NPAMOro KOHTaKTa

8.3.1 OTO UcnbiTaHUe NO3BONAET OCYLLECTBUTbL KAYEeCTBEHHYIO N KONMMYECTBEHHYIO OLI€HKU LIUTOTOKCUY-
HOCTW.

8.3.2 OnpeaeneHHoe KONMMYECTBO NMNOCTOAHHO NepemMellnBaeMoUn KNeTOYHOU CYCNeH3NM KanatoT B KaX-
OblA N3 4OCTaTOYHOro Yncna cCocyaoB Anst NpAMoro BO3AeUCcTBUA Ha uccnegyemoin obpasel,. KneTky paBHoO-
MEepHO pacnpeaendoT Mo NOBEPXHOCTU KaXaoro cocyda, OCTOPOXHO Bpallad cocyd B FOpU3OHTalnbHOW
MNNOCKOCTH.

8.3.3 KynbTypy UHKYOUpPYIOT Npun Temnepatype (37 £2) °C B Bo3ayxe B NpuUcyTcTBMn S % (aons covema)
OBYOKUCU yrrepoaa nnm des Hero B COOTBETCTBUU C BbIDpaHHOW ANA KyNbTypanbHOW cpeabl bydpepHon cucte-
MOW A0 TeX Nop, NokKa KynbTypbl HE BLIPACTYT A0 CYOKOH(TY3HTHOCTN.

8.3.4 llepea Havanom uccnegoBaHUA CyOKOH(MY3HTHOCTE M MOPMONOrUI0 KYIbTYP MPOBEPAOT C
MOMOLLIbIHO MUKPOCKONA.

8.3.5 YOandawT KynbTypanbHyo cpedy. 3ateM B KaXxabl cocyd ACNUBAKOT CBEXYIO KYNbTypanbHYHo
cpeay.

8.3.6 OcTopoXXHO noMellatoT uccnegyemble obpasLibl Ha KNEeTOUHbIN CMONU B LLIEHTPE Ka)Xaoro Ayonupyto-
LLlero cocyaa n yoexxgaroTca B TOM, YTO obpasel, nokpbiBaeT npubnusntensHo 1/10 noBepXHOCTU KNEeTOYHOro
cnos.

[1pOosIBNSAIOT OCTOPOXKHOCTL ANS NpeaoTBpalleHnsl HeXXenaTenbHOoro ABMXKeHUs obpasuoB, NOCKOMbKY
OHO MOXEeT NMPUBECTU K PU3NYECKOMY NOBPEXAEHUIO KNEeTOoK, HanpumMep UX CMeLLEHUIO.

[TpunmeyaHune—IllpnHeobxogumocTn obpaseu nepen AobaBneHNeEM KNETOK NOMELLAOT B COCyA.

8.3.7 [oTOBAT Aybonupyowmne cocyabl ANa oTpuLaTeNbHOro U NONOXUTENbHOMO KOHTPOMBHBIX 0bpas-
LLOB.

8.3.8 Cocyabl MHKYOMPYIOT B YCINOBUSIX, ONMUCAHHLIX B 8.3.3, B TedeHne HeobXoanmoro nepmoaa BpemMeHu
(He MeHee 24 1), COOTBETCTBYIOLLEro cneunguiecknm yCrnoBmMaM KOHKPETHOM Npoobbl.

8.3.9 HapocagouHyto KynbTypalbHYo cpeay CnmBarT UonpeaenaoT LUTOTOKCUYECKNN 3P PEKT B COOT-
BETCTBUM C 8.5.

8.4 UcnbiTaHUe MEeTOAOM HENPAMOTIO KOHTaKTa

8.4.1 UcnbiTaHne meTogom Anddy3nm Ha arape

8.4.1.1 OT0 nccneagosaHme UCNONb3YOT ANA KAYeCTBEeHHOW OLUEeHKN UMTOTOKCUYHOCTU. ccneaoBaHue
HernpuroaHo And BbiMblBaeMbIX BELLECTB, KOTOophkIe He MOoryT andpdpyHanpoBaTbYepes crnovarapa unmKkotTophle
BCTYMNaroT B peakLuto C arapom.

8.4.1.2 [1na unccnengoBaHUa KanaroT onpeaeneHHoe KoNMYecTBO NOCTOAHHO NnepemMellMBae MO KNeTou-
HOW CYCNEH3UN B KaXKA bl N3 OOCTATOUHOIMo Yncna ayonupyroLmx cocyaoB. KneTku paBHOMEPHO pacnpeaensi-
0T MO NOBEPXHOCTU KaXXaAoro cocyga, OCTOPOXKHO Bpallasa cocyabl B ropU3oHTaNbHOM HanpasieHUn.

8.4.1.3 KynbTypbl UHKYOUPYIOT Npu TeMmnepaTtype (37 £ 2) °C B Bo3ayxe ¢ 5 % (aona odbbema) ABYOKNCH
yrnepoga unun 6es Hee B COOTBETCTBUN C BbIOpaHHOW ANd KynbTypanbHOW cpeabl bydepHon cUCTEMOU A0 TeX
nop, NoKa KynbTypbl HE BIPACTYT NPUONNU3NTENBHO A0 KOHJNYIHTHOCTU B KOHLE Nnorapnugpmmnyeckon dasbl Kpn-
BOW pocCTa.

8.4.1.4 llepen Havyanom uccnenoBaHUsl CYOKOHRNYIHTHOCTb U MOPMONOrnuio KynbTyp NPOBEPSAIOT C
NOMOLL b MUKPOCKONA.

38.4.1.5 YaandawT 13 cocyaa KynbTypanbHYIO cpeay. 3aTeM CMeLUMBaoT CBEXYI0 KynbTypanbHYIo cpeay,
cofepKallyo CbIBOPOTKY C pacTONMNEHHbIM arapoM, YToObl OKOHYaTelNbHasi KOHLUEHTpaUWUA arapa coctaBnsna
0T 0,5% a0 2 %, NBHOCAT COOTBETCTBYHLLUA 0OBEM B Kaxabl cocya. ICnonbayloT UCKMIOYNTENBHO arap, KoTo-
PbIA NoOXoAMNT ANA BblpallMBaHUA KITETOK MITeKonuTarLWwmnX B KynbType. CMech KyNnbTyparbHOW cpedbl C ara-
POM OOIDKHA HaxoAUTbCHA B XXUOKOM COCTOAHUU, NMPU TemnepaTtype, COBMECTUMON C TeMnepaTypon KeTok
MI1eKONUTaroLL nX.

[ PUMEYAHWE — ﬂ,OCTyI'IEH darap ¢ goCrarovHbIM Anara3oHom MOJ’IEI{yJ'IFIpHOﬁ MaACCbl N YNCTOTbHI.

8.4.1.6 OCTOPOXHO MOMELLAT HECKONbKO UCccneayeMblx 0bpa3LoB Ha OTBEPAEBLLUMA CMOW arapa B Ka)-
Obln cocyn. YoexaatoTca, YTo obpasel nokpbiBaeT npndnuantensHo 1/10 noBepXHOCTM KIMETOYHOMO CoA.

Bce abcopbupyrolme matepuansl 40 NOMELLEHWS Ha arap crneayeTt npeaBapuTenbHO NOMECTUTL B KYb-
TypanbHyto cpealy BO nsbexaHue gernapartauum arapa.

8.4.1.7 lNoToBAT Aybnupytowne cocyabl ¢ 06oMMn npenapatamMn oTpuLaTENbHOIC U NONOXUTENbHOIO
KOHTPOMNbHLIX 06pa3LOB.

8.4.1.8 Cocyabl MHKYOUPYIOT B YCIOBUSIX, ONMMCaHHbIX B 8.4.1.3,0T24 0o 72 u.
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8.4.1.9 OcmartpuBaroT KNeTKX Ans onpegeneHns LMTOTOKCUYHOCTU 40 M NOCNe OCTOPOXKHOIO yaaneHus
obpasLoB ¢ NOBEPXHOCTU arapa. icnonb3oBaHWe BUTarbHOW OKpacKW, Hanpumep HeruTpanbHOro KpacHoro,
MOXEeT CNoCOoDCTBOBATbL OOHAPYKEHUIO LLUTOTOKCUMHOCTU. BUTanNbHBIN KpacuTenb MOXHO A400aBNATbL 40 UNK
nocne uHkydauum ¢ obpasuom. Ecnn kpacutenb gobasneH nepen UHKydaLMEN, TO KyNbTYpbl 3allMLLaleT OT
BO3OENCTBUA CBeTa BO WU3bexaHue noBpexaeHUa KNeTok BcneactBme QoToakTUBaLMUA BUTaNbHOMO
KpacuTtens.

8.4.2 UcnbiTaHue Mmetogom Anddy3um Ha dpunbTpe

8.4.2.1 3To unccneaoBaHne NCNOMb3YIOT ANA KaYeCTBEHHOW OLLEHKN LMTOTOKCUYHOCTMN.

8.4.2.2 CB0OOAHBLIN OT NOBEPXHOCTHO-aKTUBHbIX BelWlecTB pUnbTp ¢ pasmepom nop 0,45 MKkm nomella-
0T B Ka)XAbl cocyq U Ao0aBnAoT onpeaeneHHoe KONMMYeCcTBO NOCTOAHHO nepemMeLlinBaeMomn KNneTouHOW Cyc-
TeH3UN B KaXKA bl U3 AOCTaTOYHOTO YMicna ayonupyrowmnx cocyaoB Ans ucnblTaHnUsa. OCTOPOXKHbIM BpallleHUEM
KNEeTKU paBHOMEPHO pacnpeaenstoT No NoBepXHOCTU Kaxkaoro punbTpa.

8.4.2.3 KynbTypbl MHKYOUPYIOT Npu Temnepatype (37 =+ 2) °C B BO3ayxe B NPUCYTCTBUN S Y% (AoNsa 0O be-
Ma) ABYOKUCK yrnepoaa nnm 6es3 Hee B COOTBETCTBUN C BbIDpaHHOW ANs1 KyNbTypanbHOW cpeabl 0ydepHon cuc-
TEeMOW OO0 TexX MNop, Noka KynbTypbl He BbIPACTYT NPUONU3NTENBbHO A0 KOHMYSHTHOCTU B KOHLE
norapudpmmyeckon gasbl KPUMBOU pocTa.

8.4.2.4 Tlepen Ha4vyanom mccnegoBaHUA CyOKOH(RMYSHTHOCTE U MOPIONOrne KynbTyp NPOBEPSIOT C
MOMOLLIbHO MUKPOCKONA.

8.4.2.5 YganawoT U3 cCoCyaoB KynbTypanbHYIO cpeay. 3ateM PUnbTp CTOPOHOW, HA KOTOPOW HaxXoadaATCS
KIEeTKU, MOMEeLLaroT Ha Crnou 3acThiBLWEro arapa (cMm. 8.4.1.6).

8.4.2.6 OcCTOpOXHO nomeLllaroT gybnupyrowne nccneayemeie obpasLbl Ha BEPXHIOH (6e3 KNeTokK) CTOo-
POHY punbTpa. KUakme 3KCTpaKThbl U CBeXecMellaHHble CMecK NoMeLlareT Ha pUnbTp.

8.4.2.7 TotoBAT ayonupyowme punbTpbl C NpenapartaMmm oTpuuaTenbHOro M nNonoXUTenbHOro KoH-
TPONbHLIX COPAa3LOB.

8.4.2.8 Cocyabl MHKYOUPYIOT B YCINOBUSAX, ONUCaHHBIXB 8.4.2.3 , B TedeHne 24 £ 10 MUH.

8.4.2.9 OcCTopoXHO yaanawT obpasubl ¢ punbTpa U otaensaoT QUnbTP OT NOBEPXHOCTU arapa.

8.4.2.10 OnpeaenaoT UNTOTOKCUYHOCTbL, UCTMOMb3YH COOTBETCTBYIOLLYIO METOAUKY OKpaLlMBaHUS.

8.5 OnpeageneHne LUTOTOKCUYHOCTU

8.5.1 OnpeaensoT UNTOTOKCUYHOCTb METOAOM Ka4eCTBEHHOW U KONMUYECTBEHHOW OLLEHKMN.

a) KayecTBeHHad oUeHKa: oCMaTpUBAaLOT KIEeTKU Yepes MUKPOCKOMN, NpU XKenaHU UCNoNb3ysa LUTOXMMN-
UYECKYH OKpacKy, 4TODbl OLIEHUTb U3MEHEHUS, HaNpUMep U3MeHeHne obLien Mopdponorin, Bakyonusawuuto,
paclienneHune, NM3nc KNeTok 1 LLenocTHOCTe MembpaH. OTKNOHEHUE OT HopManbHOW MOPdCNOrnn PperncTpum-
PYIOT BOTYETE 0D nccnegoBaHuUn onucatensHo Unn ungppamun. B tabnuue 1 npueeaeH yaoodHbIM cnocob OLLEeHKM
NCMbITYEMBIX MaTEPUanoB.

Tadbnwua 1

LLkana uynuToTOKCUHHOCTH MHTepnpeTauus
0 He ULMTOTOKCUYHbIW
1 Jlerkass UM TOTOKCUYHOCTD
2 CpeaHsAs ULUTOTOKCUYHOCTD
3 3Ha4UUTENbHAA LUTOTOKCUYHOCTD

OnuceIBalOT MeTO OUeHKU B oTyeTe. MeToa n pesynbTaThl OUEHKN A0MKHbI ObITh BKITHOYEHBI B 0TYET 00
ncerneaoBaHuun.

b) KonunuecTBeHHAas oLeHKa: U3MEPSIIOT YNCNO NOrMBLLMX KNEeTOK, 3aMeneHne pocTa KneTok, nponude-
paLnio KNeToK U obpasoBaHne KONMoHW. YNCNo KNeTok, KonudyecTBo benka, BbiIcBoboXXaeHne depMeHTOB,
BbICBODOXKAEHNE UMK COKpaLLleHUe BUTAlNbHOW OKPaCKN UK APYron USMEpUMBIA napamMeTp MOryT ObiTb KONKU-
YEeCTBEHHO OLEHEHbI C MOMOLLLIO OO BEKTUBHBLIX cpeacTB. OObeKTUBHbIE CcpeicTBaA N pe3ynbTaT PerucTpupyroT
B oT4YeTe 00 nccnegoBaHun.

[TpwnmeyaHwue— [nsa otaenbHbIX METOAOB ONPeAeneHnsa MOXET NOTPedoBaTLCSH HYNEBOE BpeMs nin ba3oBast
KOHTPONbHAas MMMHUS KITETOYHOW KYNbTYPbI.

8.5.2 Heobxogumo ybeamnTbes B TLLATENTbHOCTU BbIOOpa MeToA0B UCCnedoBaHus, Tak Kak pe3ynbTaThl
ncecnegoBaHMA MOTYT OKasaTbCA HeJeNCcTBUTENbHBIMW, eCnn nccnegyemMolid obpasel, BolaenseT BeLlecTBa,
co3aatoLne noMexm B TecT-cucTemMe U B UsMepeHunu.

6
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[TpunmeyaHun e— Marepmanbl, KOTOpble MOryT BblAensaTb hopmanbgerng, BO3MOXHO AOCTOBEPHO UCCNeao-
BaTb TONBbKO NPW OLEHKE }XU3HECNOCOBHOCTU KINETOK.

8.5.3 lNpn Hann4numn oc4eBUOHLIX pasnnUinii B pesynbTaTax UCCneaoBaHn Mexay ayonmpyroLwmmmy cocy-
O0aMW CKINeTOYHOU KyNbTYpON UCccnegoBaHne cregyeT cunTaTb HenpuemnemMsiM UMM HeYya0BNETBOPUTENBHBIM.

8.5.4 Ecnu oTpuuaTtenbHbIA, NONOXUTENbHBIA KOHTPONbHLIE 0bpasubl UM Nobon Apyron KOHTPOIb
(3TAaNOHHBIN KOHTPONb, KOHTPOb Cpeabl, NYCTOWU, KOHTPOMb peakTuBa U T. 4.) He BbI3LIBAKOT OXKMAaeMoro oTBe-
Ta B TECT-CUCTEME, TO UCMBITAHUSA MOBTOPSAIOT.

9 OT4yeT 006 CCNeagoBaHUN

B oTueTte 06 nccnegoBaHum AomkHbl ObITh NPUBEAEHLI cneayowne getanm:
a) onucaHune obpasua;
D) NUHWUK KNeToK M 0DOCHOBaHUE BLIDOPA;
C) KynbTypanbHasa cpeana;
d) metoa npob n obocHoBaHKUeE;
e) npoueaypa skcTpakuum no NpPUMEeHNUMOCTU U, MO BO3MOXHOCTIU, XapakTep 1N KOHLeHTpaL A BbIMbIBae-
MbIX BELLECTB;
f) oTpuuaTenbHbIW, NOMOXUTENBHLIN KOHTPOMNBHLIE 0bPasLIbl U KOHTPONU APYrMX BUOOB;
g) KNeTouYHbI OTBET 1 ApYyrne HabnwaeHUs;
h) nobble COOTBETCTRYIOLWMNE AaHHbIE, HEObXoanMbIe ANS OLUEHKN pe3ynbTaToB.

10 OueHkKa pe3ynbLTaToB

OOLwne pesynbTaThl UCcneaoBaHNsA A0IKHbI OLLEHMBaTbCA NULaMU, CNocoBHBIMM NPUHUMAaTbL 060CHO-
BaHHbIE pelLleHnsl Ha OCHOBe AaHHbIX uccneaoBaHus. Ecnn pesynbTaTthl cpean AybnnkaTtoB He ABNAOTCS
nocrnegoBaTenbHbIMU U HEAEWUCTBUTENbHbI, UCCNeJoBaHNe NOBTOPSAOT.
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[MpunoxeHune A
(cnpaBo4HoOe€)

CBegeHUA 0 COOTBETCTBMU HaLMOHaNbHLIX cTaHaapToB Poccunckon ®depgepauuu
CCbINMOYHbIM MeXAYHapo4HbIM CTaHOapTam

Tadbnwua A.1

OBo3HAYEeHUE CChITOYHOTO

OB03Ha4YeHNE N HAUMEHOBAHNE COOTBETCTBYOLLENO HAUMOHANBHOrO cTanaapTa
MEXAYHAPOAHOro craHaapra

NCO 10993-1 [OCT P CO 10993-1—2009
Nagenna meanunHckne. OueHKka DMONOrMyYeckoro AencTBus MeanuMHCKUX n3ge-

nmn. Yactb 1. OueHka n nccnegoBaHuS

NCO 10993-12 [OCT P NCO 10993-12—2009
Na3nenna meanunHckne. OueHKa DUONoOrmyYeckoro AencTBus MeanuMHCKUX n3age-

nvn. Yactb 12. MNpurotoBnenne npod n KOHTPONbHbIE 06pa3ybl
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YAK615.46:002:006.354 OKC 11.100.20 P20 OKI194 4000

KntoyeBble crioBa: MeguUnHCKne nsgenusi, LUTOTOKCUYHOCTb, UCcneaoBaHusl, CyOKOHNYSHTHOCTL, UCccneao-
BaHWUE In vitro
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