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BBegeHune

CobntogeHue nonoxeHuin ctaHaapToB cepun 1ISO 10993 «OLeHka 6MoNorMyeckoro AecTens MeauLH-
CKUX N3aenNnit» no3sonuT obecneuyntb CUCTEMHBIA NoAXoa K uccneaoBaHuio 61Uonornyeckoro AeACTBUS Mean-
LMHCKUX N3aenvn.

Llenbto aTux cTaHaapToB He siBNsieTcs 6e3ycrosHoe 3akpensieHMe eaMHoobpasHbix METOAOB Uccneao-
BaHWI N UCNbITaHWUIA 3a rpynnamMmn 0gQHOPOAHBIX MEAULIMHCKAX U3AESTUI B COOTBETCTBUM C MPUHSITON Kitaccudu-
Kauuein X No BUAY U ANUTENbHOCTU KOHTaKTa c opraHM3mMoM YenoBeka. MoaToMy nnaHMpoBaHue U NpoBeaeHue
nccneaoBaHUi M UCNbITaHUA AOMKHbBI OCYLECTBATL CNELMannCTbl, UMeroLLe COOTBE TCTBYIOLLYY 10 NOAroTOBKY
1 onbIT B 06NacT caHNTapHO-XMMUYECKOM, TOKCUKOOrMYeckon 1 6G1onormieckon oLleHoK MeqULIMHCKUX n3ae-
nmn.

CraHgapTbl cepum ISO 10993 aBnsiloTCA pyKoBOAALMMUW AOKYMEHTaMu ANs NpOrHO3npoBaHus n uccne-
[oBaHWA BUONOrMYeckoro AencTBUA MeaUUMHCKUX M3aenuin Ha cTaauu Bbibopa MaTepuarnos, npeAHasHaueH-
HbIX ANA UX U3rOTOBNEHNA, a TalkoKke Ans UccrnefoBaHUi roTOBbIX U3AENUN.

B cepuio ISO 10993 BxogaT cneayowue yactu nog obwmm HaszeaHueM «OueHka Guonorumyeckoro
AeNCTBUA MeQULUHCKUX U3AeNUA»:

Yactb 1 — OueHka n uccnegoBaHus;

Yactb 2 — TpeboBaHust k 06paLleHUto ¢ XKMBOTHLIMU,

Yactb 3 — NccnenoBaHusl reHOTOKCUMHOCTU, KaHLLEPOreHHOCTU U TOKCUYECKOro AeUCTBUSA Ha penpo-
OYKTUBHYIO pyHKUMIO;

YacTb 4 — VccnenoBaHue nsnenuia, B3anMoaencTBYOLLMX C KPOBbLHO;

YacTtb 5 — WccnegoBaHue Ha LUTOTOKCUYHOCTL: MeToabl in Vitro;,

YacTb 6 — WccnegoBaHne MecTHOro AeMCTBUSA Nocne UMNaHTauuu;

Yactb 7 — OcraTouvHoe cogepkaHue aTuneHokcuaa nocne ctepunusaunm;

Yactb 9 — OcCHOBHbIE NPUHLMMBI UAEHTUUKALUU N KONMYECTBEHHOTO onpeaeneHnst NoTeHuManbHbIX
NpoAyKTOB Aerpagaunu;

YacTe 10 — UccnegosaHune pasapaxarowero U CeHCUBUNnsnpyowero AeNcTeus;

YacTtb 11 — WNccnenoBaHne obLLeTOKCUYECKOro AeNCTBUS;

YacTb 12 — MpuroToBneHune Nnpob u ctaHaapTHbIe 06pasLbl;

Yactb 13 — MaeHTudmkaums 1 konuiecTBEHHOE onpeaeneHne NpoaykToB Aerpagauun nosimMmepHbIX
MeaWLMHCKUX N3aenni;

Yactb 14 — NgeHTudukauma n konuiecTBeHHoe onpefeneHue NpoaykToB Aerpajauuy usaenuiai us
KepaMunku;

YacTb 15 — NgeHTudukauma n konuiecTBeHHoe onpeeneHne NpodykToB Aerpajaunv usaenuii us
MeTarfoB 1 CNMaBoB;

Yactb 16 — MogenuposaHue n nccnefoBaHWe TOKCUKOKMHETUKM NPOAYKTOB Aerpagaumy 1 BbiMbiBa-
HUS;

Yactb 17 — YcTaHoBNEHWe NoporoBbIX 3Ha4eHUIN AN BbIMbIBaeMbIX BELLLECTB;

YacTb 18 — UccnenoBaHne XMMUYECKUX CBOUCTB MaTepuarnos;

Yacte 19 — UccneposaHue usnko-xummdecknx, mopdonorndecknux u tonorpacuyeckux CBOWUCTB
MaTepuanos;

YacTte 20 — MpuHUMnBLI U MeToAbI UCCe0BaHUA UMMYHOTOKCUYECKOTO AeNCTBUA MeANLUHCKUX naae-
VA,

Mo nprynHe Wpokoro NpUMeHeHUs UccriefoBaHUA LLUTOTOKCUMHOCTW in Vitro u pacnpocTpaHeHHOCTU UX
UCMOb30BaHWA NPU OLeHKe LUMPOKOTO Kpyra MeqULIMHCKUX U3AeNniA U MaTepuanos, Uenbio HaCTOALLEro CTaH-
Aapta ISO 10993 asnaeTca He 0603Ha4YeHUe OAHOMO UCCINEAOBaHUSA, a, cKopee, onpeaenieHne cxemMbl UcnbiTa-
HUIA, KoTopasa TpebyeT NPUHATUA peLLeHUin NocpeaCTBOM cepumn waros. Takoi NoAXoA AOMKEH NPUBECTU K
BbIOOpY Haubonee NoAXoAALLEero UCCreoBaHus.

MpuBoasTCca Tpu kKaTeropun NccneaoBaHUA: IKCTPAKLMOHHBIA MeTod, MeToA NPAMOro KOHTaKTa U MeToa
onocpeaoBaHHOMO KOHTaKTa.

Bbi60p 04HOM NN HECKOMbKUX U3 3TUX KATErOPUIA 3aBUCUT OT XapakTepa oLeHMBaeMoro obpasua, noTeH-
LuuanbHOro Mecta UCNofb30BaHNSA U XapakTepa UCNoNb30BaHUA.

3aTem aTOT BbIGOP oNpeaensieT AeTany NPUroTOBNEHUA UCNBITYEMbIX 06pa3sLOB, NPUrOTOBIIEHWE Kie-
TOUHBIXKYNbTYP, a TakkKe cnocob, Mpy MOMOLLIM KOTOPOTO KIEeTKX NoABEpraloTca BO3AeMCTBUIO 06pasLoB UMK UX
3KCTPaKTOB.

B koHue nepuoaa BO3AeNCTBUS MPOBOAMTCS OLEHKA HANM4nA 1 cteneHn addpekrta LMTOTOKCUYHOCTM.
HacToawwmi ctanaapT ISO 10993 HamepeHHo npefocTasnseT cso6oay npu BeiGope Tuna oueHkW. Takas cTpa-

v
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Terns genaet AOCTYNHLIMU LEeMblA P4 UCMbITAHUIA, YTO OTpaxaeT NoAxod MHOMUX rpynn, noaaepXnsaroLLix
Buonoruyecke UcnbiTaHus in vitro.

MHorouMcneHHble Ncnonb3yemble MeTOAbI U KOHEYHbIE TOUKU, U3MepsieMble NpU onpeaerieHn LMTOTOK-
CUYHOCTU, MOTYT 6bITb 06beAUHEHBI B KaTeropum no TUMy OLEHKN:

a) oLeHKa NoBpeXaeHus KNneTok Mopdonoruieckum cnocobom;

b) oueHka noBpexaeHUs KNeTok;

C) oueHKa pocTa KINeToK;

d) oueHka cneuundrUyYecKUX acneKkToB KIeTOYHOro MeTabonuama.

CnepoBaTernbHO, CyLLIECTBYET HECKOMBLKO anbTepHaTUBHBIX CNOCOBO0B NONyYeHUs pe3ynbTaToB B KaXkaow
n3 aTUX YeTbipex kateropuii. UccnegoBaTtenb AomkeH GbiTb 0CBEAOMIIEH O KAaTErOpUAX UCMbITAHUA, a TalkoKe
3HaTb, K KAKOW M3 HUX OTHOCUTCS onpeaernieHHasi MeToguka, Ans Toro, YTobbl NPOBOAUTL CPaBHEHUS ¢ ApYTMMIA
pesynbTataMu Ha CXOXUX MeQULMHCKUX U3Aenusax Unn matepuanax u ansa nposeaeH1st MexuiabopaTopHbIX
UcCnbITaHWA.

Mpwn NnaHMpoBaHWN UCMILITAHWIA HEOBXOAUMO YyuuThIBaTL NpUPOAY UCMLITYeMoro MaTtepuna. MHorune
(hakTopbl OKa3bIBaIOT 3HAYUTESILHOE BIIMSAHAE Ha TECT-CUCTEMY, 4TO MOXKET NPUBECTU K NOXHBLIM pe3ynbTatam.
Hanpumep, n3BectHo, YTO HaTyparsbHbIil MaTeKC MOXET CTUMYNMpoBaTb HebnaronpuaTHy0 BUoNorMyeckyo
peakLuIo B KneTkax MeKkonuTalLwux us-3a cogepXaHnsa npupoaHbIX pacTUTeNbHbIX NPOTEUHOB, YTO HE UCKMIO-
YyaeT ero NpUMeHeHUs B MeaULIMHCKUX U3AENUSIX NPU YCIIOBUW OTCYTCTBUSA pasgpaXKatoLlwero U ceHCMbunuanpy-
toLero AencTems.
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M E XTI OGCYOAPT CTHBEUHTHUB # CTAHDIOAPT

n3genmna MEQUUNHCKUE
OLIEHKA BUOJNTIOMMYECKOIO AENCTBUA MEOULIMHCKUX U3OENUA

YacTb5
UccnegoBaHUA Ha LUTOTOKCUYHOCTL: MeToAabl in vitro

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

DaTta BBegeHnss — 2013—01—01

1 O6nacTb NpUMeHeHuns

HacTtoawun ctaHgapT ycTaHasnMBaeT MeToAbl UCCre4oBaHUs LUTOTOKCUYHOCTU MEAULIMHCKAX N3gennia
in vitro.

HaHHble MeToabl NpeaycMaTpuBaloT NpoBeaeHne NHKYOaLMmn KNeTouHON KynbTypbl HENOCPEACTBEHHO
nmbo nytem anddysnu:

a) Ca3KcTpakTamu U3 usgenusa n (unu);

b) B KOHTaKTe Cc n3genunem.

HaHHble MeToAbl pa3paboTaHbl 4N onpegeneHns in vitro Guonormieckon peakunm KNeTok MIekonuTao-
LLMX No onpeaeneHHbIM 6ronornyecknm napameTpam.

2 HopmaTuBHbI€e CCbINKK

B HacTosilwem cTaHAapTe UCNosb30BaHbl HOPMATUBHLIE CChINIKM Ha cneayowme cTaHaapThl, cogepka-
LLIME NOSOXEHWS, KOTOpble MOTYT paccMaTpuBaThCs Kak pasgenbl HacToALLero ctaHgapTa.

ISO 10993-1 Biological evaluation of medical devices — Part 1: Evaluation and testing (OueHka 6uorno-
rMyeckoro 4encTBMsA MeguUMHCKMX n3genuin. Yacts 1. OueHka 1 uccnegoBaHns)

ISO 10993-12:1996 Biological evaluation of medical devices — Part 12: Sample preparation and
reference materials (OueHka buonornyeckoro AeNcTBUS MegUUMHCKUMX u3genuin. Yacte 12. MpurotoBnexue
npob 1 ctaHgapTHLIE 06pasLibl)

3 TepMuHbI M onpeaeneHus

B HacTosileM cTaHaapTe npuMeHeHbl TepMuHbl o ISO 10993-1, a Takke criegytolymne TEPMUHBI CCOOTBE-
TCTBYOWMUMUN onpeaeneHUsIMU:

3.1 oTpuuaTenbHbIA KOHTPONbHLIA 06pasel: MaTtepuan, KOTOpbIA, MOABEPrasicb UCCNeAOBaHNIO B
COOTBETCTBUM C HACTOSILLIUM CTaHAapPTOM, He NPOSBIsSIET UUTOTOKCUYHOCTH.

MpunmeyaHune— HasHayeHne oTpuLATENBHOIO KOHTPOILHOIO 06pa3ua — NpoAeMOHCTPUPOBaTL POHOBYIO
peakuuio KneTok, Hanpumep, B KavecTse OTpuLaTeribHOro KOHTPOIbHOIo 06pa3u,a WUCMNOJIb30Banucb NONU3TUIEH BbICOKON
FIHOTHOCTVI1)— Anst CUHTeTUYeCKNX NOJNIMMepPoB, CTEPXKHU U3 OKUCKU alilOMUHUA U KEPpaMUKU — ANA CTOMaTONorm4eckmnx
martepuarnos.

3.2 nonoxuTtenbHbIA KOHTPONbLHbIA 06pasel: MaTepuan, KOTOpPLIA, MOABEPrasiCb UCCNeAOBaHMUIO B
COOTBETCTBUM C HACTOALLMM CTaHOAPTOM, NPOSBASET UMTOTOKCUYHOCTb, MPU 3TOM pe3ynbTaTbl BOCMIPOU3BO-
OVUMBI.

" Monuatnnen BLICOKON NNOTHOCTM MOXET BbiTh npuobpeteH B ®apmakonee CLUA (Rockville, Maryland, USA) n
FDA, WNccnepoeatensckom nHctutyTe Xartado (Ochiai 729-5, Hadanoshi, Kanagawa 257 — Japan). 3ta uHdopmaums
npueegeHa Ans yao6crea NnoNb3oBarens HACTOSILLMUM CTaHAAPTOM U He SIBMSIETCS PEeKamon 3TOW NPOAYKUMK CO CTOPOHBI
ISO.

Uspaune opnynanbHoe
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MpwuMedaHWe— HasHayeHne NONOXUTENBHOIO KOHTPONMBHOIO 06pasLa — NPoAeMOHCTPUPOBaTL COOTBET-
CTBYIOWLYIC PEaKUMIo TecT-cUcTembl. Hanpumep, cTabunvavpoBaHHbI ONOBOOPraHMYeckwii nonu(euHunxnopua)’)
MCMOMb3y0T B KAYECTBE MNONOXUTEIBHOIO KOHTPONBHOro 06pasua Ansi TBepAbIX MaTepranoB U 3KCTPAKTOB, Pa3BeaeHns
heHona — B kKa4eCTBE NONOXNTENBHOIO KOHTPONBHOro 06pa3ua AnsA 3KCTPaKTOB.

3.3 KoHTponb peakTuBa: MoaensHas cpeaa 6e3 uccregyemoro MaTepuana, Kotopas nojsepraeTrcs
BO3EMCTBUIO YCITOBUIA U NpoLedyp UccrnegoBaHust.

MpumevaHune—[Ona uener HacTosIEero craHgapTa 9T0 oOnNpedeneHue 3ameHsieT MNpuBeAeHHOoe B
ISO 10993-12, nyHkT 3.1.

3.4 nocyaa AnA KynbTypbl: I'Iocyp,a, npuemnemasd ana KynbTypbl KNeTOK, BKNoYaA CTeKNAHHbIE YallkK
neTpI/I, nnacTMacCoBble Yallkh ANA KynbTypbl, NNacTMacCcoBble d)J'IaKOHbI Ona KynbTypbl UMK NNacTMaccoBble
nnaHweTbl K MUKPOTUTPOBalNbHbIE MNACTUHbBI.

MpuMeyaHue— McnonbayoT nocyay, COOTBETCTBYIOLLYI0 TPeBOBaHWSAM KNacca TKaHU W NoAXoasLLyo Ans
UCMONb30BaHWS C KIeTKamy MI1eKONUTAOLLMX.

3.5 cybkoHdbnyaHTHOCTb: MNpumepHO 80 % KOHMMYIHTHOCTK, T. €. 3aBepLUEHNe NorapudmMnYecKoi
chasbl pocTa.

4 ToparotoBka obpasuoB

4.1 OCHOBHbIe NONoOXeHns

Wccneposanune npoBogaT:

a) HasKCTpakTe U3 maTepuarna u (unm)

b) Ha camom maTepuarne.

MaTtepunan gormkeH NpeacTaBnsATb COOON KOHEYHBIA NPOAYKT UMW YacTb KOHEYHOro NpoaykTa, npegHas-
HayeHHOro Ans npuMmeHeHus. NMoarotoBka cbpasLoB AoIPKHA ObITh B cooTBeTCTBUM € ISO 10993-12.

4.2 MpurotoBrieHMe IKCTPAKTOB U3 MaTepuana
4.2.1 MpUHLUNBI 3KCTPaKLUK

Ycnosus NPUroTOBNEHNA SKCTPAKTOB AOJPKHbI I'IpMGJ'M)KaTbCﬂ K yCNnoBUAM KNUHUYeCKoro npuMeHeHu4,
HO BbITb 6oNee XeCcTKUMU, UTOObI onpeaenntb NOTEHUWanNbHyO TOKCUYEeCKYI0o ONacHOCTb, HE Bbi3biBadA 3Ha4YN-
TenbHbIX U3MEHEHNA B nccnegyeMomMm Matepuane, Takux Kak cnnasneHue, nnasreHne Unm pactsopeHue Kycou-
KOB MaTepuana, nav nsmeHeHne XuMn4eckon CTPYKTYpPHI.

MpwumeyaHun e — KoHueHTpaumsi nioboro 3HAOreHHOro MU SKCTPAreHHOro BELLECTBA B IKCTpakTe, a, CreoBa-
TeNbHO, YXCNO NOABEPraloLMXCA BO3AEUCTBUIO UCCNeayeMbIX KNETOK, 3aBUCUT OT NNOLLLAAWN KOHTakTa, o6beMa Moaenb-
HOW cpeabl, pH, XuMn4ecKkon pacTBOPUMOCTH, CKOPOCTH AN dDY3nn, OCMOMOIISINBHOCTU, BCTPSIXMBAHUS, TeMNepaTyphl,
BpeMeEHUN U apyrnx hakTopoe.

4.2.2 MopeneHasa cpena

AnawuccneaosaHua npob Ha KneTkax MNekonUTalLLIMX HeobXxoAMMO UCNOoNb3oBaTh CleayroLmMe Moaeb-
Hble cpeabl:

a) KynbTypanbHyio cpeay C CbIBOPOTKOM;

b) kynbTypanbHyio cpefy 6e3 CbIBOPOTKY;

C) uM3nonorMIeckuin cConesomn pacTeop;

d) apyryio nogxoasiyo MoaienbHyo cpeqy.

Mpumeyanune— MoaenbHble cpeabl NpeAcTaBreHbl N0 Mepe ybbuiBaHMA CTENeHW NpeanoYTUTENbHOCTU.
Bri60p pacTBOpUTENS IOIDKEH OTPaXaThb Lierb 3KCTPaKUmm, Npuyem Heobxoaumo paccMoTpeTb UCMONb30BaHUe 1 Nonsip-
HOrO, U HEMONSAPHOIO pacTBopuTenen. Kapyrum nogxoasiumm MoaenbHbIM cpegam OTHOCAT OHYULLEHHYIO BoAly, pacTUTElb-
Hoe macrio u aumeTturicynbdokeng (AMCO). IMCO mn3BecTeH Kak LMTOTOKCUYHBIN B ONPeAeneHHbIX TeCT-CUCTEMaX Mnpu
KOHUEeHTpauuu, npesbiwatowen 0,5 % obwero o6bema.

R OnoBoopraHnyecknii NONU(BUHUNXIIOPUA) B KAYECTBE NONOXUTENBHOIO KOHTPONBHOrO 06pa3sua MoXHO Npuob-
pectu B SIMS Portex Ltd, Hythe, Kent, CT21 6JL, UK, (npoaykr Ne 499-300-000). MonunypeTtansl ZDEC n ZDBC aocTynHbl
ot FDA, Wccneposatensckoro mHeTuTyTa Xarano (Ochiai 729-5, Hadanoshi, Kanagawa 257 — Japan). 3ta nidopmauus
npuBegeHa ans ygobcrea nonb3oBaTens HACTOSIWMUM CTaHAAPTOM U He ABNSIETCSI PEKINaMOiA 9TON NPOAYKLIMMU CO CTOPOHBI
ISO.
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4.2.3 YcnoBuA NpUroToBneHUN aKCTpakra

4.2.3.1 MNpuroToBneHWe 3KCTPaKTOB crieayeT NPOBOAUTL B CTEPUIMBHLIX, XMMUYECKN UHEPTHBIX 3aKpbl-
TbIX KOHTEWHepax ¢ cobnogeHem npasun acenTuky B cooTeeTcTemu ¢ ISO 10993-12.

4.2.3.2 PexoMeHayeMbIMU YCIOBUAMU IKCTPaKLMN ABNAIOTCA:

a) He meHee 244 npu (37 £2) °C;

b) (72+2)unpu(50+2)°C;

c) (24£2)unpn(70+2)°C;

d) (1+£0,2)unpu(121+£2)°C.

PekomeHayeMble yCNoBUS MPUMEHAIOT B COOTBETCTBUN C XapakTepUcTUKamMmn N3AENUA U KOHKPETHBIMM
yCcrioBunsiMu ncnonb3osaHus. Metoabl 3KCTpakuum ¢ UICNONbL30BaHNEM KyNbTypanbHON cpeabl ¢ ChIBOPOTKON
MOTYT NMPUMEHSTLCSA TOMLKO NPW YCNOBUAX, NPpUBeAeHHbIX B 4.2.3.2, nepeyuncrieHue a).

4.2.3.3 Ecnu akcTpakT (neped KOHTaKToOM ¢ KneTkamu) hunbTpytoT, LeHTpudyrupyioT unuobpabatbisa-
tOT KakuM-nnbo apyrum cnocobom, aTo Heo6xo0ANMO BHECTW B OKOHYATENbHBIA OTYET B COOTBETCTBUM C pasae-
nom 9. MoaBop pH akcTpakTa Takke 3aHOCAT B 0T4eT. MaHUNynauMKM ¢ akcTpakToM, Hanpumep, noadop pH,
MOTYT NMOBMUSATL Ha peaynbTar.

4.3 anFOTOBﬂeH ne Matepumana gna uccrenoBaHnuAa MeToaAoOM NPAMOIro KOHTaKTa

4.3.1 MaTepuansbl pasnu4HbiX hopM, pasmepoB UMM PUINHECKUX COCTOSIHUIN (Hanpumep, XXuakoe unu
TBEpAoe) B CCNeaoBaHUAX Ha LMTOTOKCUYHOCTb M3yYatoT 6e3 M3MeHeHWA.

XKenatenbHo, 4ToObl x0T Obl 04Ha U3 CTOPOH TBepAoro ob6pa3sua bbina nnockoi. AApyrue opmbl  pusu-
yeckune CoCTosiHNA TpebytoT BHECEHUS M3MeHeHWIn B oBpasel,.

4.3.2 Cnepyet yunTbiBaTb CTEPUIIbLHOCTL 0BpasLa.

4.3.2.1 C nccnegyembiMn MaTepuanaMmyi CTepUnn3oBaHHbIX u3genuii obpallatotesa ¢ cobnogeHuem
YCNOBUN acenTUKA B TeYEHWe BCero npolecca uccneaosaHus.

4.3.2.2 VccnegyemMble MaTepuanbl U3OeNIUA, KOTOPbIE BbIMYCKalOT HECTEPUITbHBIMU, HO NoasepralT
cTepunusaunv nepes npUMeHeHeM, CTEPUNU3YIOT METOA0M, peKOMeHA0BaHHbIM U3roTOBUTENEM, 1 NpUMe-
HAOT ¢ coBNogeHNeM YCIOBUIA acenTUKM B TeYeH e BCero npoLecca uccrnegoBaHus.

BoageicTere MeTo40OB CTEPUNN3ALNA N CTEPUNNSYIOLLMX areHTOB Ha Usfenve NpUHUMaloT BO BHUMaHne
npu BbIGope nNpoLeaypbl NPUroTOBNEHNA UCCiedyeMoro MaTepuara 4o ero UCnomnb30BaHnsl B TECT-CUCTEME.

4.3.2.3 Vccnenyemble MaTepuarsl Usgernun, KoTopble MOTYyT MPUMEHSITLCA HECTEPUITbHBIMU, UCMOMbL3Y-
tOT B TaKOM BUAE, B KAKOM OHU BbINYCKAKOTCS, NPOLECC NPUroTOBNEHUsI SKCTPaKTOB NPOBOAAT ¢ cobniogeHuem
YCINOBUIA aceNTUKU B TeUYEeHMe Bcero npoLecca uccneaosaHums.

4.3.3 XugkoctuuccnegyloT:

a) NpsAMbIM OCaXXaeHeMm; unu

b) ocaxaeHnem Ha Buonornuieckn MHepTHyo abcopbupytoLyio MaTpuuy.

MpumedaHune—[InasTon uenu NogxoasaT PUNbTPOBAIbHbLIE ANCKU.

4.3.4 EcnnHeobxoanmo, Matepuansl, asnsiowmecs cynepabcopbeHTamm B COOTBETCTBUM C Knaccudu-
KaLmMel, norpyxatoT B KynbTypasbHy cpedy nepea uccrneaosaHuem, 4tobbl usbexaTs copbumm KynbTyparb-
HOW cpeabl B cocyae, UCMOoNb3yeMoM AN UccrefoBaHus.

5 NvHUM KNeToOK

5.1 OB6bI4HO UCTIOMbA3YIOT M3BECTHBLIE MTMHUM KNETOK 13 U3BECTHBIX UCTOUHMKOB ).

5.2 Ecnu TpebyeTtca ocobas 4yBCTBUTENBHOCTb, UCNOSL3YIOT MULLb NEPBUYHBLIE KNETOYHbIE KYNbTYpbl,
FIMHUK KNEeTOK U KyNbTYpbl OpraHUYecKoro Tuna, NoslydeHHbIe HenocpeACTBEHHO U3 XKUBLIX TKAHEN, €CNU MOXHO
NPOAEMOHCTPUPOBATL BOCNPOU3BOAUMOCTb U TOYHOCTb OTBETHOW peaKkLuu.

5.3 Ecnu MaTouHas KynbTypa NUHUK KNETOK COXPaHAETCA, TO ee coaepXat Npu TemnepaTtype MUHyC
80 °C unun Hnke B COOTBETCTBYIOLEN KyNbTypanbHOW cpeae, coaepkallen BewwecTso, salmaiLlee ot Bo3-
AEeNCTBUA HU3KNX TemnepaTyp (KpUONpoTeKTop), Hanpumep, auMeTuncynbgokcua unu ruuepon. nurens-
Hoe XpaHeHue (0T HECKONbKUX MeCALIEB A0 MHOTUX NET) BO3MOXHO TOMbKO Npy Temnepatype MuHyc 130 °C unu
HUXe.

R Hanpumep, pexomeHgyembimm nuHnamu knetok sensiotcs American Type Culture Collection CCL 1 (NCTC knoH
929), CCL 163 (Balb/3T3 knox A31), CCL 171 (MRC-5)n CCL 75 (WI-38), CCL 81 (Vero)un CCL 10 [(BHK-21 (C-13)]n V-79
379A. O1a nndopmaumns npuesoauTca Ansa yao6CTBa NONb3oBaTeNs HaCTOSILLMM CTaHAAPTOM U He SIBMAETCA peKnamomn
3TOW NPOAYKUMM €O CTOPOHbI ISO. Bo3MOXHO ncnonb3oBaHne Apyrnx NUHUM KNEToK, €CNN A0Ka3aHo, YTO OHN NPUBOAST K
Taknm xe unu 6onee peneBaHTHLIM pesynbTaTam.
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5.4 [nsuccnegosaHus NCNONb3YOT NALLb KNEeTKN, He coepXalle MUKonnasmy.
Mepen nucnonb3oBaHWEM MaToOuHbIE KynbTypbl UCCeayT HaaeXHbIM MeTod0oM, YyTOObI yGE,D,I/ITbCﬂ B
OTCYTCTBUN MUKONTa3Mbl.

6 KynbTypanbHascpepa

6.1 KynbTtypanbHas cpeaa formkHa 6blTb CTEPUNBHON.
6.2 KynbTypanbHas cpefa c CbIBOPOTKON U 6e3 Hee AoKkHa COOTBETCTBOBATL YCIOBUAM, TpeboBaHuU-
SIM pocTa UNn nNoaaepXaHust XXMsHecnocoGHOCTY onpeaeneHHON NMUHNN KNeTOK.

M pumMmedHyaHne — MOXXHO BKMOYUTH B COCTaB cpeabl aHTI/I6I/IOTVIKVI, y66p,I/IBLIJVICb, 4YTO OHU HE OKa3bliBawT
HebnaronpmaTHOro BO3AENCTBUS Ha NPOGbI.

CTabunbHOCTb KyNbTypansHOW cpefbl MOXET pas3nnyatbCcs B 3aBUCUMOCTM OT KOMMO3ULIMN 1 YCITOBUMA
XpaHeHus. Cpeay, cogepskallyro CbIBOPOTKY M IMIOTaMUH, XpaHaT npu Temnepatype oT 2 °C go 8 °C He Gonee
7 cyT. Cpeay 6e3 cblBOPOTKU, cCoAepKaLLyto roTaMuH, XpaHaT npu Temnepatype o7 2 °C go 8 °C He 6onee ABYX
Hepdernb.

6.3 pH kynbTypanbHbIX cpea noaaepKnsatoT Ha YpoBHAX 7,21 7,4,

7 MpuroTtoBrneHne MaTOYHOW KNETOYHOW KYTnbTypbl

7.1 Vcnonb3ys BeIOpaHHYHo NNMHNIO U KyNbTyparbHylo cpeay, roToBAT 4OCTAaTOYHOE YMCIIO KNeTOoK ANs
npoBeaeHns nccneaoBaHus. Ecnv kneTkn 4omKkHbI 6bITh BbipalleHbl U3 KynbTyp, B3ATbIX U3 XpaHunuLla, Heob-
XOAMMO YAanuTb KPUONPOTEKTOP Npu ero Hanuuuu. MNepen UCNonNb3oBaHWEM KIeTOUHYLo KynbTypy nepeceBa-
0T XOTs1 Obl OUH pas.

7.2 KneTkun yganstoT 1 BHOBb NPUBOAAT BO B3BELLEHHOE COCTOsIHWE NyTem hepMEHTHOM WU MexaHu-
YecKow desarperaumu, Ucnonbays Hanbonee NoaxoasiLnin MeTod A5 KNeTOK KaXaon NUHUN.

8 MeTtoabl nccnegoBaHuA

8.1 Yucno gybnen
Ons nccneayemelx npo6 1 KOHTPONS HEOBX0ANUMO UCMOML30BaTbL HE MeHee Tpex Ay6nei.
8.2 UcnbITaHUe IKCTPaKTOB

8.2.1 370 ncnbiTaHue nNo3BonseT OLUEHNUTb LUTOTOKCUMHOCTL KAYEeCTBEHHO U KOMNYECTBEHHO.

8.2.2 OnpepgeneHHoe KONMMYECTBO NOCTOSIHHO MepemMeLllMBaeMon KNeTOYHON CYCNeH3un KanarwT B Kax-
bl N3 40CTaTOYHOrO YMCa cocyA0B A4S SKCMOHNPOBaHNUA C 3KCTPaKToM. PaBHOMepHO pacnpeaensaioT KneTkn
Mo NOBEPXHOCTU KaXKOoro cocyaa ferkum BpaLleHueM.

8.2.3 KynbTypbl nHkybupytot npu (37 + 2) °C B Bo3ayxe B npucytcteumn 5 % (aona obbema) aAsyokucu
yrnepofa nnu 6e3 Hee B COOTBETCTBUM € BbIGpaHHOM ANs KynbTypanbHoi cpeabl 6ydepHoi cuctemoir.

UccnegoBaHe MOXHO OCYLLECTBIIATL Ha CyBKOH(NIO3HTHOM MOHOCNOE, KIEeTKN KOTOPOro Npukpennsa-
toTCA K KakoMy-nnbo TBepaomy cybeTpaTy, niv Ha cBeXeCyCcneHANPOBaHHBIX KieTKax.

Mpu oueHke 06pa3oBaHNs KONMOHWA cneayeT UCNoMNb30BaTb COOTBETCTBEHHO HU3KYHO MAIOTHOCTb KNETOK.

8.2.4 lMepepn HauanoM uvccrnenoBaHUs CyOKOHMNY3HTHOCTL U MOPAOMOTMI0 KynbTyp MPOBEPAT €
MOMOLL b0 MUKPOCKONA.

8.2.5 lposoadar uccnegoBaHue:

a) HauUCXOoOHOM 3KCTpaKkTe U

b) cepuu passeaeHUin IKCTPAKTOB, UCNOMb3Ys Kak pasbaBuTenb KynbTypanbHyto cpeay.

Ecnu B UccnefoBaHum UCrofb3yoT MOHOCTON, TO KynbTyparnbHyo cpedy cneayeT yaanuTb U 4o6aBnTb
KpaTHOE KONMYeCTBO 3KCTpaKTa Unu ero passeeHus B kaXxabli U3 CoCy10B.

Ecnu B uccnegosaHnn UCNomb3yoT CYyCNEeH3NOHHBIE KNeTKK, To 406aBNAIOT 3KCTPAKT Unu ero passeae-
HWe B KaXxabli 13 Ay6nupyoLmMx cocyaoB cpasy Xe nocre NpUroToBEHNS KNETOYHON CYCNEeH3nn.

8.2.6 Korpa ncnonb3ayoT He N30TOHUYECKUI 3KCTPaKT, HanpuMep BoAy, UCMbITLIBAIOT 3KCTPaKT NPU Hau-
6onee hM3nMOIOTMUECKM COBMECTMON KOHLIEHT paLMm nocne pasBefeHus B KynbTypanbHON cpege.

MpuMeyaHu e — PekomeHayeTcs UCNONb30BaTb KOHLEHTPUPOBAHHYIO KyNbTypasbHyIo Cpeay, Hanpumep 2x,
5x, Ans pasBefeHNs BOOHbLIX 9KCTPAaKTOB.

8.2.7 [obGaBnsitoT onpeaeneHHoe KONMMYECTBO MyCTOro peakTuea, OTPULLATENbHOMO U MNONOXNTENBLHOTO
KOHTPOMNbHBIX 06pasLoB B AONOMHUTENbHBIE AYGNMpYIOLLME cocyabl.

4
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[Mpum™meuaH e — KOoHTpONb CBEXeW KyNnbTypanbHOM cpeabl Npy He006X0aMMOCTM NogBEpraoT UCCeA0BaHUIo.

8.2.8 Cocyabl MHKYOUPYIOT, UCMOMb3YS YCMOBKSA, onucaHHble B 8.2.3, B Te4eHWe nepuoga BpeMeHu,
COOTBETCTBYIOLEro cneumdbrnyeckum ycroBusamMm KOHKPETHOM Npoodkl.

8.2.9 lMocne nepuoga nHKybauum, 4NUTENBHOCTLIO MO MEHbLUEN Mepe 24 4, onpeaenstoT addeKT uuto-
TOKCWYHOCTU B COOTBETCTBMUN C 8.5.

8.3 UcnbiTaHue MeTOOOM NPAMOro KOHTaKTa

8.3.1 3710 ucnbITaHne NO3BOMAET OCYLLECTBUTL KaYeCTBEHHYH 1 KONMYECTBEHHYIO OLLEHKM LUTOTOKCHY-
HOCTW.

8.3.2 OnpegeneHHoe KOMMYECTBO NOCTOSIHHO NepeMeLlnBaeMon KNETOUHON CYCNEH3NN KanakT B Kax-
AbliA U3 4OCTAaTOYHOrO YMCna cocyaoB Ans NPSIMOro BO3AeNCTBUS Ha nccreayemblin obpasel,. KneTku pasHo-
MEpHO pacnpefensoT no NoBepXHOCTU KaKAoro cocyfda, OCTOPOXHO Bpallasi cocyd B ropU3cHTasbHOWN
MoCKOCTHN.

8.3.3 KynbTypy uHKy6upytoT npu Temnepatype (37 +2) °C B Bo3ayxe B NpucyTctaumn 5 % (gons obbema)
ABYyokucu yrnepoaa unm 6e3 Hero B COOTBETCTBWM C BbIBpaHHOW AN KynbTypansHoi cpeabl 6ydepHon cnucte-
MOW A0 Tex Nnop, NokKa KynbTypbl HE BbIPACTYT A0 CYyOKOH(NYaHTHOCTU.

8.3.4 Mepen Havanom nccnefoBaHUs CyBKOHMNY3HTHOCTL M MOPGONOrnio KynbTyp MpPOBEPSIOT C
MOMOLLIbHO MUKPOCKONA.

8.3.5 YpganawT KynbTypanbHylo cpeay. 3aTemM B Kaablli COCYA AOMNMBAIOT CBEXYHO KyNbTypanbHYO
cpeay.

8.3.6 OcCTOpOXHO NoOMeELLaoT UccreayemMble 06pasLibl Ha KNeTOYHbI CIO B LIeHTpe Kaxaoro aybnupyto-
LWero cocyaa n ybexaatoTcsi B TOM, UTO obpasel, nokpbisaeT NpubnunsnutensHo 1/10 NoBepXHOCTU KIETOYHOIO
cros.

MposiBNAOT OCTOPOXHOCTL ANIA NPeaoTBPaLleHUst HeXenaTenbHOro ABUXKeHUA o6pasLoB, MOCKONbKY
OHO MOXEeT NPUBECTU K (PU3NIECKOMY MOBPEXKAEHUIO KNETOK, HaNpuMep UX CMELLEHUIO.

MpwumeyaHune— pnHeobxogumocTu o6pasel nepes AoOaBNeHUEM KIETOK NOMELLAIOT B COCyA,.

8.3.7 lNoToBAT Aybnupytowme cocyabl ANs OTPULATENBLHOMO U MNONOXUTENBEHOrO KOHTPOMbHBIX 0bpas-
LoB.

8.3.8 Cocyabl MHKYBMPYHOT B YCNOBUsIX, onncaHHbIX B 8.3.3 B Te4eHUe Heo6XoanMOro nepuoaa BpemeHu
(He MeHee 24 4), cooTBETCTBYIOLLErO cneLndunyieckum yCnoBUAM KOHKPETHOR NPobb.

8.3.9 HapocagouHyto kynbTypanbHyto cpeay CrimBatoT nonpeaensaoT LUTOTOKCUYECKUin 3dhdeKT B COOT-
BeTcTBUM C 8.5.

8.4 UcnbiTaHMe MeTOAOM HEeNPAMOro KOHTaKTa
8.4.1 UcnbiTaHue meToaom audrcpysun Ha arape

8.4.1.1 370 nccnegosaHne NCNONbL3YIOT ANA KAYeCTBEHHON OLIeHKU LMTOTOKCUYHOCTU. UccnefoBaHue
HenpuUrogHo AN BblMblBaeMbIX BeLLECTB, KOTopble He MOryT AuddyHAUpOoBaTL Yepes CNon arapa unn KoTopble
BCTYMaloT B peaKkLio C arapom.

8.4.1.2 [Ansa uccrnenoBaHus kanawT onpeaeneHHoe KONMYeCTBO NOCTOAHHO NepemMeLIMBaeMon KIeTou-
HOW CyCneH3nm1 B KaXkablil U3 4OCTATOUHOrO YMcna ayonupytowmx cocyaos. Knetku paBHoOMepHO pacnpeaens-
tOT MO MOBEPXHOCTU KXKA0ro cocyada, OCTOPOXKHO BpaLLas cocyabl B rOPU3OHTaNbHOM HanpasneHun.

8.4.1.3 KynbTypbl UHKYBUpYtoT npu (37 +2) °C B Bo3ayxe ¢ 5 % (aons o6bvema) AByokUCH yrnepoaa unu
6e3 Hee B COOTBETCTBWM C BbIGpaHHOW ANns KyNbTypanbHou cpeabl 6ycepHon cuctemMomn 4o Tex nop, noka Kynb-
TYpPbl HE BbIPACTYT NPUGNN3NTENLHO A0 KOHGMMYIHTHOCTU B KOHLE NorapudmMuyeckoi dasbl KpMBOW pocTa.

8.4.1.4 Mepen Havyanom nccneaoBaHUs CybKOHMNYIHTHOCTE U MOPONOTNIO KyNbTyp NPOBEpPSIOT C
MOMOLLLIO MUKPOCKOMa.

8.4.1.5 YpansoT n3 cocyaa KynbTyparbHyo cpegy. 3aTem CMeLuuBaloT CBEXYIO KynbTypanbHyIo cpeay,
coaepallyto CbIBOPOTKY C pacTONMEHHbIM arapoM, 4To6bl OkoHYaTeNbHasA KOHUEeHTpaUua arapa cocTaBnsna
07 0,5 % 002 %, UBHOCAT COOTBETCTBYIOWUA 06 beM B KaxabIn cocya. UCnonb3ayoT UCKOYUTENBHO arap, KOTo-
pbI NOAXOAWT ANA BblpalUMBaHNS KIETOK MIIEKONUTaOWMX B KyNbType. CMechb KynbTypanbHou cpefbl ¢ ara-
POM JOMKHA HaXOAUTLCA B KUOKOM COCTOSIHUW, MPW TeMnepaType, COBMECTUMON C TeMnepaTypon KIneTok
MIEKOMUTaIOLLUX.

MpunmevyaHne — D,OCTyI'IeH arap ¢ 4ocratoyHbIM Anana3oHOM MOﬂeKyﬂHpHOVI MaccCbl U HUCTOThI.

8.4.1.6 OCTOpPOXHO NOMeLLaT HECKOBKO Uccregyemblx 0bpasLoB Ha OTBEPAEBLUWIA CIION arapa B KaXx-
Ablii cocya. Y6expaatoTcesi, 4To obpasel, nokpbisaeT npnbnusntensHo 1/10 noBepXHOCTU KNETOUYHOIO CIO0A.
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Bce abcopbupytoLmne maTepuarsbl 40 MOMELLEHUS Ha arap cnedyeT npeaBapuTesibHO NOMECTUTb B KyIlb-
TyparnbHyto cpefy Bo nsbexaHue gerngparauum arapa.

8.4.1.7 ToToBaT Ay6nunpyowmne cocyasl ¢ 06ouMMK Npenapatamvi oTPULATENILHOMO 1 NOMOXUTENBHOTO
KOHTPOMbHbLIX 06pasLOB.

8.4.1.8 Cocyabl NHKYBMPYoT B yCHOBUAX oNucaHHeIx B 8.4.1.3,0724 Ao 72 4.

8.4.1.9 OcmaTpuBatoT KMeTKW Anst onpeaeneHns LUTOTOKCUYHOCTI 40 1 NOCHe OCTOPOXKHOMO yaaneHus
06pasLoB ¢ MOBEPXHOCTH arapa. Micnonb3oBaHue BATaNbHON OKpacku, Hanpumep, HERTPansHOro KpacHoro,
MOXeT cnocobCTBOBaTL OGHAPYKEHUNIO LLUTOTOKCUYHOCTU. BUTanbHEIR KpacuTeb MOXHO 406aBNATL A0 UK
nocrne nHky6auun ¢ obpasuom. Ecnm kpacutens gobasneH nepes nHkybaumnen, To KynbTypbl 3alUMLLa0T OT
BO3OENCTBMA cBeTa BO u3bexaHWe MOBpeXAeHUs KIeTOoK BCMeACTBME (POTOaKTMBALMN BUTANLHOrO
KpacuTens.

8.4.2 UcnbiTaHue meToaom auddysum Ha puneTpe

8.4.2.1 310 nccneaoBaHne NCNONb3YT ANs KaYeCTBEHHOM OLLEHKU LUTOTOKCUYHOCTU.

8.4.2.2 CB0o6GOAHbIN OT NOBEPXHOCTHO-aKTUBHLIX BewecTB (unbTp ¢ paamepom nop 0,45 Mkm nomMeLua-
0T B KaXXabll cocya 1 gobaBnawT onpeaeneHHoe KONMYecTBO NOCTOSIHHO NepemMeLLmMBaeMoNn KIeToOUYHOM cyc-
MEeH3UN B KXl U3 JOCTATOYHOIO Ymcrna gyo6nmpyowmx cocyaos Ans ncnbitaHus. OCTopoXHbIM BpalleHnem
KNeTKn paBHOMEPHO pacnpeaensitoT Mo NOBEPXHOCTU Kaxaoro punbTpa.

8.4.2.3 KynbTypbl UHKYBUpytoT npu (37 + 2) °C B Bo3ayxe B NpUcyTCTBUN 5 % (Qons obbema) AByokncH
yrnepoga unu 6e3 Hee B COOTBETCTBMM C BbIOPaHHON AN KynbTypanbHoi cpeabl bydepHoi cuctemon 4o Tex
nop, noka KynbTypbl He BbIpacTyT Npnbnn3nTenbHo A0 KOHMNYIHTHOCTM B KOHLLE NorapudMuyeckon dasbl Kpu-
BOW pocTa.

8.4.2.4 Tepen Hayanom unccrnegoBaHus cyBKOH(NYaHTHOCTE U MOPMONOTN0 KyNbTyp MPOBEPSIOT C
MOMOLLIbHO MUKPOCKONA.

8.4.2.5 YpansiioT U3 cocyaos KyrbTyparnbHyto cpedy. 3ateM ounbTp CTOPOHOM, Ha KOTOPON HaxoaAaATCs
KNeTKn, NoOMeLLaloT Ha CMol 3acTbiBLLEero arapa (cM. 8.4.1.6).

8.4.2.6 OcTopoxHO noMellatoT aybnupytowune nccnegyemele o6pasubl Ha BepxHiolo (6e3 kneTok) cTo-
poHy dunbTpa. XKugkmne akcTpaKkTbl U CBEXeCMeLLaHHbIE CMecU NomeLlatoT Ha unbTp.

8.4.2.7 TotoBaT ay6nupywowme bunbTpbl ¢ NpenapataMmn oTpULATENbHOMO U MOMOXUTENLHOTO KOH-
TPOMbHbIX 06pasLoB.

8.4.2.8 Cocyabl MHKYBUPYIOT B YCNOBUAX, ONUCaHHBIX B 8.4.2.3, B TeyeHne 24 £ 10 MuH.

8.4.2.9 OcTopoxHo yaanawT 06pasLbl ¢ punbTpa u oTAENAT DUNBLTP OT NOBEPXHOCTU arapa.

8.4.2.10 OnpeaensioT LUTOTOKCUMHOCTb, UCNOSb3YA COOTBETCTBYIOLLYIO METOAUKY OKPaLUINBaHWUA.

8.5 OnpepeneHue LUTOTOKCUYHOCTHU

8.5.1 OnpenenstoT LUTOTOKCUYHOCTb METOAOM KaueCTBEHHON UMU KONMNYECTBEHHON OLEeHKN.

a) KauyecTBeHHasi oLleHKa: OCMaTPUBaloT KNEeTKU Yepes MUKPOCKON, NPUKenaHun, UCNonb3ysa LUTOXUMU-
YecKylo oKpacky, YTODbl OLEHUTb U3MEHEHUs!, HanpUMep, n3MeHeHne obwen Mopdonornm, Bakyonusauuio,
pacuiennieHume, NMM3nc KIeTok 1 LenocTHOCTb MemMbpaH. OTKNOHeHWe OT HopMasnbHOW Mopdonorum pernctpu-
pyloT B 0TYETE 00 MccrneaoBaHUmM onucaTenbHo unu uucdpamu. B Tabnuue npuseaeH yaobHbIN cnocob oueHKn
UCNBITYEMbIX MaTepuarsnos.

Tabnuuya 1

LLikana LMTOTOKCUMHOCTIN UHTepnpeTauus
0 He uMtoToKCUYHbIN
1 Jlerkast UWTOTOKCUYHOCTL
2 CpeaHsan UMTOTOKCUYHOCTb
3 3HaunTeNbHaA LMTOTOKCUYHOCTb

OnuncbiBaoT MeToA OLEeHKU B oTHeTe. MeToa 1 pe3ynbTaTbl OLEeHKN 40SMKHbI BbiTb BKMOYEHbI B 0TYET 06
uccnegoBaHun.

b) KonunuectBeHHas oueHKa: M3MepsItoT YACHO NOrMBLLINX KNETOK, 3aMeAneHune pocTa KneTok, nponude-
paLuio KNeTok Unu obpasoBaHue KonoHuid. Yucno kneTok, konudecteo 6enka, BbicBoboxaeHue hepMeHToB,
BbICBOBOXAEHME UMK COoKpaLLeHNe BUTaNbHON OKpackn Unn Apyroi n3MepuMbli napameTp MoryT 6biTb konu-
YEeCTBEHHO OLleHEHbI C NOMOLLbI0 06 bEKTUBHBIX cpeacTs. ObbeKTUBHbIE CpeACcTBa 1 pe3ynbTaT perucTpupyroT
B oT4YeTe 06 uccneqoBaHuu.

6
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MpumeyaHune—[0Onsa oTaensHbIX METOAOB ONpeAeneHnst MOXeT noTpeboBaTbcsi Hyneeoe Bpems nnu 6a3o-
Basi KOHTPOIbHASA NMHUS KNETOUHOM KyNbTYpbl.

8.5.2 HeobBxoanmo y6eanTbes B TLATENBHOCTN BbIGOpa METOAOB UCCNE0BaHNA, TaK Kak pesynbTaThl
nccnefoBaHUs MOTYT OKasaThCs HeAeMCTBUTENbHBIMU, ecnn Uccneayemblid o6pasel, BblaensieT BelecTBsa,
cosgaroLl e NoMexXun B TECT-CUCTEME UM B U3MEPEHNN.

MpwuwmeyaHne—Marepnansl, KOTOPbE MOTYT BbIAENSATb (hOPManbaeru, BO3MOXHO AOCTOBEPHO uccreno-
BaTb TOMbKO MPY OLEHKE XU3HECNOCOBHOCTU KIETOK.

8.5.3 Mpu HanM4MM 0YEBUAHBIX Pa3MNYNIA B pesynbTaTax uccregoBaHuii Mexay 4y6nmpyowmmm cocy-
OaMU CKNeTOYHOW Ky bTYPOI UcCcreaoBaHue criegyeT cuMTaTh HenpueMnemMbiM Ui HeyA0BNeTBOPUTENbHBIM.

8.5.4 Ecnu oTpuuaTenbHbl, NONOXUTENbHBIA KOHTPOMbHbIe 06pas3ubl UK fobon APYro KOHTPOIb
(3TanoHHbBIA KOHTPOIb, KOHTPOMb Cpeabl, MYCTON, KOHTPOMbL peakTUBa U T. f.) He BbI3bIBAOT OXXUAAEMOro oTee-
Ta B TeCT-CUCTEME, TO UCMbITaHUs NOBTOPAIOT.

9 OTyeT 06 UCcCnepoBaHUMU

B oTueTe 06 UccnegoBaHnM AomkHbl BbiTb MpMBeAEHbI criedyoLye AeTanu:

a) onucaHue obpasLa;

b) nuHun kneTok M obocHoBaHWe BbIBOPA;

C) KynbTypanbHas cpeaa,;

d) meTop npob 1 obocHoBaHue;

e) npoueaypa SKCTPaKLUK MO NPUMEHUMOCTU U, MO BOSMOXHOCTU, XapakTep U KOHL,eHTpaLus BbIMbIBae-
MbIX BELLECTB;

f) oTpuuaTensHbIA, NONOXKUTENbHBIA KOHTPOMbHLIE 06PasLibl U KOHTPONW APYTrMX BUAOB;

g) KIeTouHbIl OTBET U Apyrue HabnoaeHus;

h) nto6ble cooTBETCTBYOLWME AaHHbBIE, HE06X0ANMbIE ATs OLEHKM pe3ybLTaToB.

10 OueHka pe3ynbTaToB

Ob6wme pesynbTaThl UCCNEOBaHUA OOMMKHbI OLEHUBATLCH NiULaMu, CNOCOBHBIMU NPUHUMATL 060CHO-
BaHHblEe pelleHUs Ha OCHOBe AaHHbIX uccrneaoBaHus. Ecnu pesynbTathl cpeau ,ElyGHMKaTOB He ABNATCA
nocnenoBaTenbHbIMU NN HEAENCTBUTEbHbI, UCCNegOBaHMUE NOBTOPSIIOT.
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MpunoxeHne OA

(cnpaBoyvHoOe)

CBefleHMA 0 COOTBETCTBUU MeXrocyaapCTtBeHHbIX CTaHOapTOB

Ta6nuua OAA

CCbINMOYHbBIM MeXAayHapoaHbIM CTaHAapTam

0603Ha4YeHne U HAaMMeHOBaHUe

ka 6uonornyeckas meauumH-
cknx wusgenun. Yactb 12.
MoarotoBka npo6 W 3TanoH-
HbIX MatepuanoB

Bronormyeckoro AencTBUs Me-
OVUMHCKMX uagenuin. Yactb 12.
MpurotoeneHne npo6 u cTaH-
papTHble o6pasLbl

O60o3HavYeHne u HaMMeHOBaHue CteneHb O60o3Ha4eHMe U HaMMeHOBaHue
MeXAYHapoaHOro craHaapTa MEXHYHAPOAHOTO CTaHAApTa APYTOTO | )\ pererays MEXrocyJapCTBEHHOro cTanaapTa
roga nsgaHus

ISO 10993-1:1997 Ouen- ISO 10993-1:2003 OueHka IDT FOCT ISO 10993-1—2011
Ka GMonorM4yeckoro AencTBusl | BUOMOIMYECKOro AENCTBUS Me- M3penus megmnumnHckme. OueHka
MEANLMNHCKNX v3genuin. | auumHckux wmsgenui. Yactb 1. 6uonornyeckoro AencTBUs Me-
YacTtb 1. OueHka n nccnegopa- | OueHka n ucecnegoBaHus OVUUHCKMX wm3pgenun. Yactb 1.
Husl OueHka 1 nccnegoBaHus

ISO 10993-12:1996 Ouen- ISO 10993-12:2007 OueHka IDT FOCT ISO 10993-12—2011

M3penus megnumnHckmne. OueHka
OMOMNoOrMYeckoro AencTBusi Me-
OVUMHCKMX mn3genuin. Yacte 12.
MpurotoBrneHne npo6 u KoOH-
TpornbHble 06pasLbl

BETCTBUA CTaHAAPTOB!

- IDT — naeHTU4YHble CTaHZaPThI.

MpuMeyaHNe— B HacToseM cTaHaapTe UCMONb30BaHO CreayiolLee YCNOBHOE 0603HaUeHNe CTeNeHn CooT-
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KritoueBble croBa: MeauLMHCKNE N3aenust, LUTOTOKCUYHOCTb, MCCNeaoBaHnst, CyOKoHMMYaHTHOCTL, MCcneao-
BaHu4 in vitro
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