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Baenenue

Cob6monenne nonoxeHnii crannapros cepuu F'OCT P UCO 10993 «OueHka 6MONOrHIECKOTO Neid-
CTBUA MEINUIMHCKUX U3JMENHIA» MO3BOJMT O0ECIIEYUTh CUCTEMHBIN MTOIXOM K MCCHAENOBAHUIO GHOIOTHYEC-
KOTO ACHCTBUA MEOULIMHCKUX U3IEIMIA.

Henpio 3TUX CTAHAAPTOB He SABNsAETCA O6€3yCIIOBHOE 3aKpeIUIEHHEe KOHKPETHBIX METONOB MCCHEN0Ba-
HHIii M UCITBITAHM 3a IPYNIIAMUA OXHOPOAHBIX MEAUUMHCKMUX M3/ B COOTBETCTBHH C MPHHSATOM Kiac-
cudUKauMeH Mo BUAY M JUIMTELHOCTH KOHTAaKTa ¢ OPraHU3MOM 4enoBeka. ITosToMy IUTaHMpOBaHUE U
MpoBeAeHHe NCCNIEIOBAHWIA W HCIIBITAHUI JOJDKHBI OCYIIECTBIISTh CHELHAIMCTH, UMEIOIIUeE CIEIUATBHYIO
ITOATOTOBKY M OMBIT B 00/IACTH CAaHUTAPHO-XHMUYECKOU, TOKCUKOJOTHYECKOM U OGHONOrMYecKoil OIEHOK
MEIULIUHCKUX U3ACTINH.

CraHOapTH 3TOI CepuM ABIAIOTCA PYKOBOMSIIMMH JOKYMEHTAMHU JUISI IIPOTHO3HPOBAHUA GHOJIOTH-
YeCKOro NeiCTBMS MENULIMHCKUX U3AENHUil Ha CTaguy BhIOOpa MaTepHUasiOB, NPEXHA3HAYEHHBIX IS WX
M3roTOBJIEHUS, a TakKe AN UCCIeAOBAHUI rOTOBBIX 00pa3LOB.

B craupapte! cepuu TOCT P UCO 10993, umerolune rpymioBoii 3aroioBox «U3nesns MequInHCKIE.
OrneHka GHONMOTHYECKOTO JEHCTBUS MEMULIMHCKUX W3AEAHN», BXOIAT:

- yacTh 1 — OUEHKa U UCCNEeIOBAHU;

- 4acTh 3 — UCCNEAOBaHNE TeHOTOKCUYHOCTH, KaHLIEpOT€HHOCTH M TOKCHYECKOTO AEMCTBUS HA pemn-
POMYKTUBHYIO (PYHKIIMIO;

- 4acTbh 4 — MCCJIEAOBAaHUE U3NENHH, B3aMMONEHCTBYIOIMUX C KPOBbIO;

- 4aCTh 5 — HCCIENOBaHKHE Ha LMTOTOKCMYHOCTb: METOIBI in Vitro;

- 4acCTh 6 — MCCIIeROBaHHE MECTHOTO NeHCTBUSA MOCNE UMIUIAHTaLUH;

- 4acTh 7 — OCTATOYHOE COMEPXaHWE STHICHOKCHAA TMOCJe CTepUIU3aluy;

- YacThb 9 — OCHOBHBIE MPUHLIMITH HIEHTU(DUKALMHA U KOMMYECTBEHHOTO ONpeNeNieHNs MOTEHLIN AN b-
HBIX ITPONYKTOB HECTPYKIIVIN;

- yacth 10 — HccnenoBaHUe pa3Apaxaroiero 1 CCHCUOMIN3HUPYIOLLETO NEHCTBHS;

- yacTh 11 — uccnenoBaHne OOLLIETOKCHYECKOTO NEWCTBHUS;

- 4YacTb 12 — IpurotosieHHe Mpod M CTaHAApTHbIE 0Opa3Lbl;

- yacTh 13 — upeHTHOHUKALUA U KOJTMYECTBEHHOE OTIPEEIEHHE ITPOXYKTOB AECTPYKUMH MOJTHMED-
HBIX MEOULIMHCKUX U3OEINI;

- yacTb 16 — Moe/HpoBaHHe U UCCIeHOBaHNE TOKCMKOKHHETHKY TIPOAYKTOB AECTPYKIIUHU U BHIMBbI-
BaHMS.

B nacTog1eM cTaHgapTe NpUBENEHB METOAB! M3YYEHHs] UTOTOKCHYHOCTH in Vitro: SKCTpaKIMOH-
HBIf, METOI NMPSAMOr0 KOHTAaKTa MU METOI OTIOCPEIOBAHHOIO KOHTAKTa.

BriGop MeTona u3yyeHUs OTIpeAENsieT JETATH MPUTOTOBIEHUsI 00pa3LoB IS WCCIENOBaHUI Ha KJle-
TOYHBIX KYJIBTYpax, a TakKe crocob, Mpy NMOMOIIH KOTOPOTO KJIETKH IMOABEPIaloT BO3AEHCTBHIO 00pa3IoB
UK UX DKCTPAKTOB.

Meronbl MccrnenoBaHMs, TIpUBENEHHbIE B CTAHIAPTE, B3ATHl U3 MEXKIAYHAPOAHBIX, HAIMOHAJNBHBIX
CTaHIApTOB, JUPEKTHUB U HOPMATHBOB.

OnHa ¥3 METOOVK VICCIAEeNOBaHUN Ha TOKCUYHOCTb HAa CYCIIEH3MOHHOH KPaTKOBPEMEHHOM KYJIbTYpe
ITOABMXHBIX KJIETOK, MpUMeHsieMast B PocCHM, mpuBelieHa B NMPUIOXEHUU A.

HomnyckaeTcs NMPUMEHATb APYTHE METONBI, O0ECIeyMBaIOlMe OLIEHKY OUOJIOTMYECKOro NeHCTBHA
MEIULIMHCKHX U3IENHHA B COOTBETCTBUM C TPeOOBAHMSIMH MEXIYHAPOIXHBIX CTAHAAPTOB.
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TOCYZAPCTBEHHBIH CTAHJIAPT POCCHMCKOH ®EJAEPAHNUN

H3nemst METMIMHCKHE
OIIEHKA BMOJIOTMYECKOI'O JEMCTBUSA METHUIITMHCKUX NU3TEIUA

JacTh5s
HMccnenoBanve HA MUTOTOKCHIHOCTh: METOMAMI in vitro

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

Jara seegennn  2002—01—01

1 O6nacTp NpAMeHEHAA

Hacrosuuuit cTraHIapT yCTaHaBIMBAET METONB! MCCAENOBAHUST LIUTOTOKCHYHOCTH MENULIMHCKUX H3-
IeNHHA in vitro: 3KCTPAKIMOHHBIM METOJ MPAMOTO KOHTAKTa, U METOM OMTOCPEAOBAHHOTO KOHTaKTa. BriGop
OIHOTO MK 6oJlee METONOB U3YYEHHSI 3aBICHUT OT MPHUPO/bl 00pasiia, MoMIeXaIUero HCCAeI0BaHUIO, ya-
CTKa TIpeJIIo/IaraéMoro IpMMEHEHMS M XapaKTepa UCIIOJIb30BaHMUS.

JlaHHEBIE METOJBI MPEAYCMATPUBAIOT MPOBENCHUE HHKYOALIMU KIIETOYHOU KyJIBTYpHI JIM60 Hernmocpen-
CTBEHHO, MO0 myreM ANDOY3NH, ¢ BHITSIKKAMU U3 U3ACHMA, U (WIM) B KOHTAKTE C U3JCIUEM.

JaHHBIE MeTOAbI pa3paboTaHbl WIS ONpEAEiCHUs in vitro OMOJOTHYECKOM peakLMH KJIETOK MJIEKO-
MMUTAIOLIUX IO Ofpeie/IeHHBIM GHOIOrMYeCKUM IMapaMeTpaM.

2 HopmaTHnBHBIE CCBLIKH

B HacToA1IEM CTaHAapTe UCTIONB30BaHbl CCHUIKM Ha CIEAYIOLIME CTAaHAAPTHI, COAEpXAlLHUe ITOJIOXe-
HUSI, KOTOPHIE MOTYT PacCMaTPUBATHCSA KaK pas3lelibl HACTOSILIEro CTaHAAPTA.

TF'OCT P UCO 10993.1—99 Usnenusa MeauuuHcKue. OneHka 6Moa0ruyecKoro IeifCTBUA MEOTULIMHC-
KuX usgenuit. OLeHKa U UCCIeA0BaHUs

T'OCT P UCO 10993.12—99 Uznenus meanunHckue, OreHKa GHOMOrMYeCKOro e CTBUST MeTUIIMH-
ckux usaenuit. Ilpurorosnenne npod M cTaHAAPTHBIE 0Opa3ILbl

3 Onpenenenus

B HacTosAmIEM CTaHAAapTe MCIOJB3YIOT TepMHHBI, MpuBeaeHnsle B TOCT P UCO 10993.1 u TOCT P
HMCO 10993.12, a Takxke cieaylouiue onpeaeieHus:

3.1 MaTepHaJ OTPHUATENbHOr0 KOHTPONA: MaTepuan, KOTOpHIil, MOABEPrasCh UCCICAOBAHUIO B COOT-
BETCTBUM C HACTOSILUUM CTaHHAPTOM, HE TMPOSBIAET LUTOTOKCUYHOCTH.

IIpuMeyaHne— Lenb oTpULaTeILHOrO KOHTPOAS — MPOJEMOHCTPUPOBATh (JOHOBYIO PEaKLMIO KICTOK,
HampUMEDP MOJTHUITHIICH BBICOKOM TUIOTHOCTH — IS CHHTETHYECKHX NMOAUMEPOB, a CTCPXXKHH U3 OKHCH AJIIOMUHHUA U
KEpaMUKH — IJIg CTOMATOJOTHYCCKUX MAaTCPHATOB.

3.2 MaTepHan MOJOXKHUTEIBHOT0 KOHTPOAA: MaTtepHan, KOTODHIii, MOABEPrasCh UCCICIOBAHUIO B CO-
OTBETCTBHM C HACTOSILIMM CTAHAAPTOM, MPOSBISAET LIMTOTOKCUYHOCTD, MPH 3TOM Pe3yJETaThl BOCIIPOU3-
BOIUMEI.

IIpumeyaHue— Lenb MONOXUTENBHOIO KOHTPOJISI — MPOAEMOHCTPUPOBATh COOTBETCTBYIOLLYIO PEaKLIHIO
TECT-CUCTEMBI. Hanpnmep, CT&GHJ’IMSMPOB&HHMﬂ OJ'lOBOOpl'aHH‘leCKHﬁ TNMOJUBUHHIIXJIOPHA MCIIOJIbL3YIOT B KaYeCTBE
MTOJIOXHUTENBHOTO KOHTPOJIS A MATCPHANTOB U BLITAXCK, PAa3BEACHNA cbeHona — B Ka4YeCTBE INOMOXHUTCIbHOIO KOHT-
poJist Io1st BBITAXCEK.

H3nanue opuunainaoe

2—1866 1
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3.3 KouTpoae peakruea: MonenbHas cpena Ge3 MCCHeyeMOTO MaTepHalia, KoTopas ITOIBepraeTcs
BO3IEMCTBUIO YCIIOBUIM U MPOLIEAYP MCCIEAOBAHHUSA.

3.4 mocyna ana KyasTypel: Ilocyna, BKIOYas CTeKISHHBIE yaluku IleTpH, IiacTMacCOBBIE YalIKH
IUTSL KyJIBTYpBI, TIJIACTMAcCOBBIe (DJIAKOHBI JUISI KYJABTYPbl MIIK IUIACTMACCOBBIE TIAHILETH 1 MUKPOTUTPO-
BaJIbHBIE TIACTHHBEL.

IIpumeuaHue— Mcnoms3yloT Nocyay, COOTBETCTBYIOLLYIO TPeGOBAHMAM KIIAaCCa TKAHH M MOAXOAALIYIO LI
HCHOIBb30BAHUSA C KIIETKAMM MJIEKOITHTAIOILMX.

4 IIpuroToBienne odpa3na

4.1 OcHOBHbIE OJIOXKEHHS

HccnenoBaHue pOBOJAT Ha BBITSKKE U3 MaTepHayia W (MJIM) Ha caMOM MaTepuajie.

Marepuan 10JIXEH NpeacTaBIsiTh CO00M KOHEYHBI NPOAYKT WIM YacTh KOHEYHOTO MPOAYKTA, Tpel-
Ha3HAYeHHOIo JUISA VCCIEIOBaHH.

4.2 TIpuroroBneHne XUJKMX BHITSKEK U3 MATEPHAIA

4.2.1 O6mume TpeOGoBaHUS

YcnoBust IPUTOTOBNIEHUS BBITSXKEK IOJDKHB NIPUOIMIKXATECS K YCIOBUSIM KIMHUYECKOTO TpUMEHE-
HUS1, HO OBITH B0see XXEeCTKUMHU, YTOOBI OMPEAE/IUTD MOTEHIIMATBLHYI0 TOKCHYECKYIO ONIACHOCTh, HE BBI3BI-
Basl 3HAUMTENBHBIX M3MEHEHUIA (pacIuiaB/ieHHe, WIM PAcTBOPEHUE KYCOYKOB MaTepyaia, Wi N3MEHEHHE
XVUMMYECKOH CTPYKTYpHI).

IlpumMevaHnmns

1 I1pu UHTEpNIPETALMM PE3YJIBTATOB UCCIECAOBAHMM, YCIOBYMS KOTOPHIX OBUIM arpaBHPOBaHEI, HEOOXOAMMO YUH-
THIBaTh, HACKOJIBKO 3TH YCJIOBUSI COOTBETCTBYIOT YCJIOBHSIM PEAILHOTO NMPUMEHEHUS W MOTCHIMANBHON TOKCHYHOCTH
UBIEIHS,

2 KoHueHTpauus Jo60r0 3HIOTEHHOTO WIH 3KCTPAareHHOTO BELIECTBAa B BHITSXKE, a C/ICHOBATEIBHO, KOJIHUC-
CTBO, TMOJBEPTAIOLICECS BO3ACHCTBHIO KJIETOK, 3aBUCHT OT IUIOLIAAM KOHTaKTa, 00beMa BHITSXKH, pH, xumuueckoit
pPacTBOPUMOCTH, OCMOMONSIPHOCTH, BCTPSIXUBAHUS, TEMIIEPATYPhl U APYruX (akTopos.

4.2.2 MonensHas cpena

Ans  uccnemIoBaHMH Ha KIIETKax MJIEKOHMHTAIONIMX MOXHO MCIIONB30BaTh CJenylolide MoAebHbIE
CPeHEI:

- KyIBTYPaJIBHYIO Cpelly C CHBIBOPOTKOIA;

- KYJIBTYPaJIbHYIO Cpefly 6€3 ChIBOPOTKM;

- 9 r/n xynopuaa HaTpus B HEMOHWU3MPOBAHHOI BOJE;

- BOZY;

- EPYTYIO MOIXONAIIYI0O MONENbHYIO Cpemy.

ITpumeuanue— MogensHele cpeAbl NpeCTaBAeHBI MO Mepe YOBIBAHUS CTCITEHH MPEAMOYTHTENbHOCTH. K
JPYTMM MOAXOHSILMM MOAETbHBEIM CpefaM OTHOCSAT pacTUTeNbHOe Macio M muMetwicyabbokenn (IMCO). AMCO
M3BECTEH KaK LIMTOTOKCHYHEI B ONpeNeICHHBIX TECT-CUCTEMAaX NMPH KOHLIEHTPpalMH, nipespiisatoleii 0,5 % (rmo o6be-
MY).

4.2.3 YcnoBust IpUroTOBJIEHUS BBHITSDKKH

4.2.3.1 IlpuroToBieHne BHITSKKU CEAYET MPOBOAUTDh B CTEPMIIBHBIX, XMMHYECKH MHEPTHBIX 3aKPbl-
TBIX KOHTEHHEpax ¢ CODIIOIEHNEM aCeTITUKH.

4.2.3.2 BpeMa M TeMmmepaTypa SKCTpPakKIIMM 3aBUCAT OT XapaKTEpHCTUK Marepuajia U MOACIbHOMI
CpelbI:

a) He MeHee (24 X 2) u nipu (37 + 2) °C;

6) (72 £2) 9 mpu (50 * 2) °C;

B) (24 £2) 4y npm (70 % 2) °C;

r) (1 £0,2) v mpu (121 * 2) °C.

YcII0BHS MPUTOTOBIEHHS BRITSKKH TOJDKHEI IO BO3MOXHOCTH HMUTHPOBATh YCJIOBUSI OOBIYHOIO UC-
mob30BaHus usnenust. HauGosiee npeAnoOYTHTEIBHE YCIOBHUS IPUTOTOBIEHHS BRITSDKKY, U, B YACTHOCTH,
YCJIOBUA TIPUTOTOBJIEHUS BBITSDKKH € HCITIOJIb30BaHUEM KYJIBTYPAJIbHON Cpeasl C CHIBOPOTKOM, NMPUBEAEHBI
B TIEpe4YHCIIEHUH a).
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PeKOMEHIOBAHHBIE YCHOBHSI MOXHO TIDHMEHSITh B COOTBETCTBHMU C XapaKTepMCTUKAMH H3HENUS U
crriennbUYeCKUMH YCAOBUSIMH TIPUMEHEHUS.

4.2.3.3 TIpu HEoOXOAMMOCTH BCTPSIXUBAIOT COCYA C BBITSDKKOI, perMCTPUPYIOT U JAIOT MOSICHEHHS B
oTyeTe.

4.2.3.4 Tlepea npUroTOBJIEHMEM BBITSIXKHM MaTepUa peXyT Ha MaJleHbKHE Kycoyku. JIg monumepos
HCTIOJNIB3YIOT KyCOYKH pa3MepoM 10 x 15 mm. IIloBHBIit MaTepHalT U3 OMJIABJIEHHOTO 3JIACTOMEPA UCCIIEAYIOT
B HEIIOBPEXAECHHOM BUAE.

4.2.3.5 CooTHOILLIEHHE TUIOMIAAY [TOBEPXHOCTH MaTepHajia B KBaAPATHBIX CAHTHUMETpax U o6beMa Mo-
JEeNbHOM Cpefibl B MWIMWINTPaX AOXHO ObITh oT 1,25 mo 6,0. Ilnowans moBepXHOCTH BBIMMCISAIOT Ha
OocHOBE 00LIEero pasMepa o6pa3ua, HeMPaBUIBHOCTD MOBEPXHOCTH M MOPUCTOCTh HE YYHUTHIBAIOT. OIHAKO
peabHBIe XapaKTepUCTUKHU TOBEPXHOCTH YYUTHIBAIOT MPU MHTEPIPETALUU PE3YIBTATOB UCIIBITaHUsl. Ecin
TUIONIaAb MOBEPXHOCTH ONPENEeNIUTh TPYAHO, TO UCIONB3YIOT COOTHOIIEHHE Macchl ofpasiia B rpaMMax 1
obpeMa MOMIENbHOM cpenbl B MIWUTMINTPAX Jiexaiiee B auana3one 0,1—0,2 B cooTBeTcTBUM ¢ Tabnuueii 1
T'OCT P UCO 10993.12.

4.2.3.6 BHITSKKM MO BO3MOXHOCTH CJIEAyeT MCHONB30BaTh CPa3y MOCie MPUTOTOBICHHU.

Ecnu BHITSKKH XpaHAT, TO CTaOMJIBHOCTD BBITSXKEK B YCIIOBUSAX XPaHEHUS CJIEAYeT TIPOBEPUTH COOT-
BETCTBYIOLIMMH METOXAMM.

Ecnu BRITAXKY (Nepell KOHTaKTOM C KJIETKaMM) QDHIBTPYIOT, HeHTPUGYTHPYIOT WIM 006pabaThiBaloOT
KaKUM-JIMOO APYrUM Croco60OM, 3TO HEOOXOAMMO BHECTH B OKOHYATENbHBIH OTYET B COOTBETCTBHU C
pasngenom 9. ToaGop pH BHITAKKU TakoKe 3aHOCAT B 0T4eT. MAHUITYISIIMK C BBITSXKOM, HApUMEp MOAGop
pH, MOTYT NMOBNIUATH HA pe3yJBTAT.

4.3 IlpuroTroBiieHHe MATEPHAJIA LIS HCCJIEIOBAHAA METOXOM HPAMOr0 KOHTAKTA

4.3.1 Matepuasnsl pa3iIMdYHbIX GOPM, pasMepoB WIH HUIMIECCKUX COCTOSHHUI (HAITPUMEP XHUIKOE WK
TBEpOE) B HCCNENOBAHUAX HA LIHTOTOKCUYHOCTh M3yYaloT 6€3 M3MEHEHMIA.

XKenarenbHo, 4YTOGBI X0Tst Ob1 OIHA U3 CTOPOH TBepAOro obpasua OvuIa MmiIockoit. Apyrue dopmbl u
¢dU3nyecKHue COCTOTHUS TpeOyIOT BHECEHUS] U3MEHEHMI B 0Opaselr.

4.3.2 CrepunbHOCTb 06pasiia JOMKHA COOTBETCTBOBATh TpeGoBaHuam 4.3.2.1—4.3.2.3,

Co6nonaroT CTepUJIBHOCTh NMPH MPUTOTOBIEHUH BBITSDKEK H UCCIIEA0OBAaHUSIX MaTEPHAIOB CTEPHIIM30-
BaHHBIX U3IECIIMHA.

4.3.2.1 UccnenyeMbie MaTepriaibl CTEPYITN30BAHHBIX W3ENVi IIOABEPraloT NMPOLieCcCy NPUTOTOBIEHUS
BBITSDKKM U UCCJIEIOBAHUIO C COOJIIOAEHUEM YCIIOBUH aCeNTHKH.

4.3.2.2 UccnenyeMble MaTepUAIBl U3EUM, KOTOPEIE BBIMYCKAIOT HECTEPMILHBIMHM, HO ITOXBEPIaoT
CTEPUNH3ALIUY TEPEN IPUMEHEHHUEM, CTEPUIH3YIOT METOIOM, PEKOMEHIOBAHHBIM U3rotoButeaeM. Ipuro-
TOBJIEHWE BBITSDKKU U HCCHAEAOBAaHUE ITPOBOIST C COOMIOAEHUEM aCEeITHKH.

BosneiicTBre METOLOB CTEPUIM3ALUU U CTEPWIN3YIOIINX aTeHTOB Ha M3[e/ie NPUHUMAIOT BO BHU-
MaHMe NpY BbIOOpE MPOLEAYphI IPUTOTOBICHUS HCCASAYeMOro MaTepHana, pealIecTBYIONIei NCITOIb30~
BaHHUIO 5TOr0 MaTepuajia B TECT-CUCTEME.

4.3.2.3 HUccrnenyeMble MaTepyabl U30EJUI, KOTOPbIE MOTYT IPUMEHSTHCA HECTEPUIIBHBIMM, UCIIOJIb-
3YIOT B TAaKOM BHIE, B KAKOM OHH BBIITYCKAIOTCS, MPOLIECC MPUTOTOBAEHUS BHITSXKU M HMCCIEAOBAHUE
MPOBOJSAT C COBMIOAEHUEM ACENTHKH.

4.3.3 ZKugKOCTH HCCIEOYIOT MPSIMBIM OCaXICHHEM WIM OCaXXIeHHeM Ha OHMONOTMYECKH WHEPTHYIO
abcopOUPYIOLLYI0 MATPULLY.

IMMpumeyvanue— dng 310l UETH MOOXOAIT (UIETPOBAIBHBIE TUCKH,

4.3.4 Ecnu HeoOXouMO, MaTEpUAITbl, KOTOPHIE B COOTBETCTBHU C KJIACCH(MUKAIMEH SIBIAIOTCS CYIIEp-
ajcopbeHTaMU, CMAYMBAIOT Tepel UCCAENOBAHMEM, YTOOBI U30eXaTh COPOLMH KYyTbTYpaJIbHOM Cpensi B
cocyzie, UCIOIB3YEMOM TSI UCCIIEAOBAHUS.

5 Jlunuu KieToxk

5.1 OGBIYHO MCITONB3YIOT U3BECTHBIE JIMHUM KIETOK U3 M3BECTHBIX MCTOYHUKOB.

5.2 Ecnu TpebyeTcs ocobasd YyBCTBUTEIBHOCTD, HCIIOJIB3YIOT JIMLIb MEPBUYHBIEC KIETOYHEIE KYJIBTYDhI
W JIMHUM KJIETOK, IMOJIy4eHHbIE HETIOCPEACTBEHHO M3 XHUBBIX TKaHEH, €CIM MOXHO NMPOAESMOHCTPHPOBATh
BOCIPOU3BOAMMOCTD M TOYHOCTh OTBETHOM pEeaKIIMH.
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5.3 Ecau MaTtoyHast KyJIbTypa IMHUYU KIETOK XPAHUTCS, TO €€ XpaHAT Ipu Temmneparype MuHyc 80 °C
WM HAXKE B COOTBETCTBYIOLLEH KIETOYHOHN cpelie, COAEPXKAILEei BELIECTRO, 3allHILAolIee OT BO3NEHCTBUS
HU3KUX TEMIEPATYp, HATPUMED AUMETUNCYIbGOOKCHI MU DIKLepo. JnuTenbHoe XxpaHeHne (OT HECKOIb-
KHX MECSLIEB 10 MHOTHX JIET) BO3MOXHO TOJIBKO NpH TeMriepatype MuHyc 130 °C wim Huxe.

5.4 [Tys vccnenoBaHus MCIOJIB3YIOT UL KJIETKH, He ColepXallie MUKOIIIa3My.

IMepen ucrionbp3oBaHUEM MATOYHBIE KYJBLTYPBI MCCIENYIOT HaXEXHBIM METOIOM, YTOOB! YOEAUTRECS B
OTCYTCTBMM MUKOIIIA3MBbl.

6 Kyastypansnas cpena

6.1 KynbeTypasibHas cpefa OOJKHA ObITh CTEPUIBHOM.

6.2 KynbrypanbHas cpefia ¢ ChIBOPOTKOM WK Ge3 Hee A0IXHA COOTBETCTBOBATh YCIIOBUSIM, HEOOXO-
JVMBIM JUISL pOCTa MK MOMAEPXAHUST XXU3HECTIOCOOHOCTH OTPEaeIEHHOM JIMHUMU KIIETOK.

MO)KHO BKIIIOYUTL B COCTAaB CpC€Abl aHT]/I6I/IOTI/IKVl, YGCIIP[BI_UI/ICI), 4YTO OHHU HE OKa3blBalOT OTpHLa-
TEJIBHOTO BOS[[CﬁCTBI/I}I Ha UCCIcaOBaHUEC.

CTabUNbHOCTE CPeAbl KyJAbTYphl MOXET Pa3ii4yaThCs B 3aBUCMMOCTM OT KOMIO3UUMM W YCIOBMIA
xpaHeHus. Cpeay, COAEPXAlIyi0 CHIBOPOTKY U [JIIOTAMUH, XpaHAT Npu TeMrepaType oT 2 o 8 °C He Gonee
7 cyt. Cpeny, coiepxXallylo IIIOTAMHUH, XpaHAT Ipu TeMieparype ot 2 xo 8 °C He 6onee 1 Mec.

6.3 pH xynbTypanbHbIX cpel MTOANEPXUBAIOT Ha ypoBHe 7,2—7.4.

7 IIpurorosjicHHe MATOYHOM KJIETOYHOM KYJIbTYPBI

7.1 Hcnonb3yst BLIOpaHHYIO JIMHUIO, TOTOBSIT COOTBETCTBYIOLLIEE KOMMYECTBO KIETOK, YTOOBI MX XBa-
THJIO Ha BCe MCCIexoBaHue. EC/M KIeTKM HOJKHBI OBITH BBIPAlUEHB! U3 KYJABTYD, B3STHIX M3 XpaHWIMLIA,
TOe OHYM XpaHWINCh B MPUCYTCTBMHM areHTa, 3allVUIAIOLIETO OT BO3ACMCTBMSI HU3KUX TEMIIEpATyp, 3TOT
areHT ynaisioT. Ilepex Uconb30BaHUEM KIETKU ITEPECEBAIOT XOTS Obl OMUH pas.

7.2 KiieTKM ynaisiioT ¥ BHOBb IPUBOAST BO B3BELUIEHHOE COCTOsSIHUE MyTeM (hepMEeHTHOI u/uiu Mexa-
HHUYECKO Je3arperalliy, UCMoJIb3ysl Haubonee TOOXONAIIMIA METON VTSI KaXIOH JIMHUM KJIETOK.

8 MeToap! ucciieI0BaHHS

8.1 KonmuectBo aybaeit

st mpo6 ¥ KOHTPOJIST HEOOXOAMMO MCIOIb30BaTh HE MEHEE TpexX Ayoeit.

8.2 HccnenoBanue BHITSKEK

8.2.1 [Ins noCTvKEHUST BO3AEHCTBUS BBITSDKEK KarlaloT ONpeAeSIEHHOe KOJIMYECTBO MOCTOSTHHO Tepe-
MeIIMBaeMOM KJIIETOYHOM CYCIIEH3HH B KaXAblil cocyn. PABHOMEPHO pacrpeleNsiioT KJIeTKU IO MOBEPXHO-
CTH KaXIOTO COCYJa JIETKUM BpalIeHUEM.

8.2.2 BrigepxxuBatoT KyabTypsl 1py (37 £ 2) °C B Bo3ayxe B NpUCYTCTBUHU S % (110 06beMy) ABYOKUCH
yrieposa win 6e3 Hee B COOTBETCTBUU C BHIOPAHHOI AT KyJIbTYpanbHOM cpeasl 6ydhepHOi cucTemMoit.

HccnenoBaHue MOXHO OCYLLECTBISITE HA MOHOCJIOE, KJIETKH KOTOPOTO TPUKPETUISIOTCS K KaKOMYy-
100 TBEpAOMY CYOCTPATY, WX HA CBEXENPUTOTOBIEHHBIX CYCIIEH3MOHHBIX KIeTKaX.

IIpu oLieHKe 0Opa30BaHUS KOJOHMIA CIEOYET MCIOJIB30BATh COOTBETCTBEHHO HU3KYIO TUIOTHOCTH KJie-
TOK.

8.2.3 OcMaTpuBaIOT KYJALTYPHI MIPU MIOMOILM MUKPOCKOTA.

8.2.4 ITpoBonar HccaeqoBaHWE Ha CAMOM BBITSIKKE WM CEPUM PA3BeI€HUI BBITSKKM, UCTIONB3YsT TSI
3TOr0 KyJBTYPAIbHYIO CpEe.y.

Ecnu B viccnenoBaHUY MCITONB3YIOT MOHOCIOM, TO Ky/ABTYPAIbHYIO CPeNy CNeoyeT YAAINTb, OTACINUTh
OT KYJIBTYPBI 1 )IOGaB]/ITb HCOGXO}IMMOC KOJIUYECTBO BBLITAXKKH WU €€ PAa3BECACHUC B Ka)KJ.‘(be/'I n3 COCyaoB.

ECJIPI B UCCJICOHOBAHUU UCITONB3YIOT CYCIIEH3UOHHBIE KJICTKH, TO )IOGaBJIH}OT BBITSAXKKY MK €€ pa3Be-
JEHNE B KaxXIbli M3 nyOnupyoOIINX COCYI0B Cpa3y Xe IMocjie IIPUTrOTOBJIeHUs KJIETOUHOM CyCIIeH3UH.

8.2.5 Hedusunonornyeckyio BBITSKKY, HallpuMep BOAY, U3Y4YaloT NpH Haubonee Gr3MOIOTUUECKH
COBMECTMMOM KOHLEHTpaLMX IIPU pa3BeIeHNUN B KyJIbTYPAIbHON CPElE.

MMpuMeyanne— PekoMeHayeTcs UCIOMB30BaTh KOHLEHTPUPOBAHHYIO KYJIBTYPaJIbHYIO CPEAy, HAIIPUMEp
2%, 5% juia pa3BeAEHHBIX BOIHBIX BBITSXEK.
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8.2.6 106aBIA0T U3BECTHBIE KOJMYECTBA IYCTOTO PEaKTHBA, OTPULATEBHOTO M IMOJIOXHUTEIBHOIO
KOHTPOJIS B JOHOJHUTEbHbIE AYOJIMPYIOLINE COCYIbI.

IMTpumMmeuaHnue— KoHTpodab B BHAE CBEXEH KyJAbTYPalibHOH Cpelbl NPU HEOOXOAMMOCTH ITOXBEPIaioT
UCCIeMOBAHHIO.

8.2.7 NHKyOUpYIOT COCYAbI, UCMO/B3YS YCIOBUA, MpelioxXeHHble B 8.2.1, B TedyeHue nepuoaa Bpe-
MEHHM, COOTBETCTBYIOLLETO CIEM(PUYECKUM YCIOBUSM BEIOPAHHOTO MICCIIEAOBAHMUS.

8.2.8 INocne uHkybauu ot 24 10 72 4 ONpeAeNsoT LHTOTOKCUYHOCT B COOTBETCTBUM € 8.5. Eciu B
MCCIeI0OBAaHUY UCTIONb3YIOT CYCIIEH3HOHHYIO KPaTKOBPEMEHHYIO KyJAbTYypY MNOABMXKHBIX KJIETOK, TO Bbl-
TSKKY TTOMEILAIOT B COCYA Mepef TeM, Kak B Hero AobGaBndioT kierku. [locse storo cpaidy ompegensioT
UMTOTOKCUYHOCTH TipK TeMmnieparype U pH, coBMecTuMBIX ¢ Temnepatypoit 1 pH xneTok Maexonuraioumx.

8.3 NccaenoBanne METONAOM NPAMOro KOHTAKTA

DTO MCClie0OBaHHE MO3BOJIAET OCYIIECTBUTH KAYECTBEHHYIO U KOTMYECTBEHHYIO OLIEHKY LIMTOTOKCHY-
HOCTH.

8.3.1 JLta npsiMoro BO3AEHCTBUS Ha UCCIeAyeMblii 06pa3ell KanaT U3BECTHOE KOJIMYECTBO NOCTOSTH-
HO ITOMELLUMBACMON KJIETOUHOI CYCIIEH3UM B KaXAbIA U3 HYXHOTO KOJIMYeCTBa cocyl. PaBHomMepHO pacripe-
JEJISHOT KIIETKHU 110 MOBEPXHOCTH KaXJOTO PacTBOPA, OCTOPOXHO Bpallasi COCYA B FOPU3OHTAIBLHON IUIOC-
KOCTH.

8.3.2 UuxyOupyioT xynstypy npu temmeparype (3712) °C 8 Bo3nyxe B npucyrctsuu 5 % (o o6ne-
My) AMOKCH/A yIilepoia wiM 6e3 Hee B COOTBETCTBUU C BHIGPAHHOIM WIS KY/IBTYpalIbHO cpenpbl GydepHoi
CUCTEMOI1 O TeX MOp, MOKa KYJAbTypa HE BbIpacTeT MPHOIN3UTENBHO OO CONPUKOCHOBEHHUS KIETOK B
KOHIIe iorapudmMuyeckoit (aspl KprBo#H pocra.

8.3.3 OcMaTpuBalOT KyJIbTypy, UCIIOJIE3YSE MUKPOCKOIT.

8.3.4 Ynansior KynbTypajJbHYIO cpefy. 3aTeM B KaXOblit COCYH HOJHBAIOT CBEXYIO KYJIbTYpPaJbHYIO
cpeny.

8.3.5 OcTOpOXHO NMOMEMIAIOT OTAEbHBIE TIperapaThl UccaeayeMoro o0pasiia Ha KIeTOYHEIH Cioii B
LIEHTpE KAXKAOT0 KYyOIMPYIOWEro cocya 1 yOeXaaloTcs B TOM, 4TO Mpenapar NoKpsIBaeT '/, NoBEepXHOCTH
KJIETOYHOTO obpa3slia.

ITposIBASIIOT OCTOPOXHOCTD, YTOOB! IMTPEAOTBPATUTh HEXEIATEHHOE IBIXKEHUE MPENapaToB, MOCKOMbKY
OHO MOXET MPUBOAUTE K (PU3NUECKOMY MOBPEXICHUIO KIIETOK, KOTOPOE MOXHO HabJoJaTh B BUIE YYacT-
KOB KJIETOK, He HOCTUTIUMX KOHIA jlorapudMUIecKoit (a3bl.

ITpumeuaHne— [Mpy HEOOGXOAMMOCTH TNpenapaTr MOMEILAIOT B COCY Mepes TeM, KaK B HEro Jo6aBigior
KITETKH.

8.3.6 T'oTOBAT AyGAMPYIOLINE COCYAbI ATl MATEPHAIOB OTPULIATEILHOIO M HOJIOXUTENBHOIO KOHTPO-
.

8.3.7 THKYOHpPYIOT cOCya B YCJIOBUSIX, OMMUCAHHBIX B 8.3.2, B Te4eHUE MepHOAa BpeMeHHU (HE MeHee
24 4), COOTBETCTBYIOLIErO CIENU(BUYECKUM YCIOBUAM BHIOPAHHOTO UCCIIEIOBAHUS.

8.3.8 CaMBaIOT BCIUIBIBAIOILYIO Ha MMOBEPXHOCTb KYJIBTYPATbHYIO CPEAY U OMPEAENAOT LHTOTOKCUY-
HOCTb B COOTBETCTBUMU C 8.5.

8.4 Hccaenopanmne myreM HenpsMoro KOHTaKTa

8.4.1 Inddysus arapa

BTO UCCNEeAOBaHUE UCIOIB3YIOT U Ka4eCTBEHHON OLIEHKU LIMTOTOKCHYHOCTH. MccaenoBaHue He-
TIPUTOLHO JUISI BBIMBIBAEMBIX IIPOAYKTOB, KOTOPbLIE He MOryT nuddyHIUpoBaTh Yepes COi arapa.

8.4.1.1 Jns ucciaenoBaHys KamaioT U3BECTHOE KOJIMYECTBO IMOCTOSIHHO MOMEIIHMBAEMOM KIETOYHOI
CYCIIEH3UM B KaX/bI{ U3 HYXXKHOTO KOJMUYECTBa AYOIUPYIOIMX COCYA0B. Pacipenensior KjieTku paBHOMED-
HO MO [TOBEPXHOCTH KaXOro COcyAa, OCTOPOXHO Bpallasi COCyAbl B TOPU3OHTAILHOM HANpPaBA€HUH.

8.4.1.2 Nnxy6upytor kyastypsl npu (37 £ 2) °C B Bo3nyxe ¢ 5 % (1o o6beMy) IBYOKHCH yIiiepoaa
uny Ge3 Hee B COOTBETCTBUM C BBIOPaHHOM ANS KyAbTYpanbHOM cpensl GydepHo# cucteMoil 10 Tex mop,
ITOKa KYJNBTYPEI HE BBIPACTYT NPUOMU3UTENBHO IO COMPUKOCHOBEHUS KIIETOK B KOHLUE JIoTapuMHUUECKOi
(a3pl KpHBOIi pocTa.

8.4.1.3 OcmarpuBalOT KJIE€TKH, UCIOb3Ys MUKPOCKOIL.

8.4.1.4 Ynansior u3 cocyaa KyJbTYPaTBHYIO CpEdy. 3areM TOTOBST CBEXYIO KYJIBTYPaJIBHYIO Cpendy,
CMelIaB ChIBOPOTKY C pacTasBIUMM arapoM, YTOOBI OKOHYaTe/JbHas KOHIIEHTpAUMs arapa COCTaBjsuia OT
0,5 mo 2 r/n, u pacKambIBalOT COOTBETCTBYIOILMI 00BEM B KaXKIBIA cocya. VICITONB3YIOT UCKIIOYUTEBHO
arap, KOTOPbIii MIOAXOIUT IJ1s1 BEIPALIUBAHUS KJIETOK MJIEKOTTATAIOUINX B KyNbType. CMeCh KYNbTypasibHOM
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Cpeabl ¢ arapoM OOJIXKHA NPEACTABIATh o000 XUAKOCTD, TEMIIEpaTypa KOTOPO OJIKHA GBITh COBMECTHMA
C TeMIepaTypoil KJIETOK MJIEKOITUTAIOLIMX.

I PUHMECYAHUEC— B0o3MOXHBI NOCTaBKH arapa ¢ JOCTaTOYHBIM IHATa3OHOM MOJICKYNSAPDHOro Beca U
YHUCTOTHI.

8.4.1.5 OcTOpOXHO MOMELIAIOT HECKOIBKO MPETIapaToB MCCielyeMoi poObl HA OTBEPAEBIUHI CIIOH
arapa B KaXIblil cocyl. Y6eXIaoTes, YTo MpenapaT IMOKpbIBaeT NPUGIU3UTENBHO /| HOBEPXHOCTH Kle-
TOYHOTO CJIOS.

Bce agcopOupyroye MaTepuaibl ¢ KyIbTYPAJIBHOM Cpeloit cleyeT CMauuBaTh ITepel TeM, Kak IMmo-
MECTHTE Ha arap, Bo u3bexXaHue AerHIpaTalliy arapa.

8.4.1.6 TI'oToBAT AY6GMMPYIOLIKE COCYABI C MpEfapaTaMyu OTPULIATESIBHOTO U TOJIOXKHUTEbHOTO KOHT-
pons.

8.4.1.7 HKyGUpYIOT COCYIBI B YCIOBHSIX, NPEACTaBlAeHHBIX B 8.4.1.2, B TeUeHUe IMepHUoLa BPeMEHH!
24—T72 4,

8.4.1.8 OcMaTpUBalOT KIETKH, ONPEAENSIOT IUTOTOKCUYHOCTD [TEPEM U ITOCIIE YAATEHUS MPeraparos
¢ arapa. Mcnonp3oBaHne BUTAJIBHOM OKPACKM, HalpHUMep, HEMTPaTbHOro KpacHOro, CocoGCTBYeT Onpe-
JEeJIEHUIO LIMTOTOKCHYHOCTH. BUTaNBHYIO KPacKy MOXHO H00aBUTh IO WIH TOCKIe HHKYGALMK ¢ Mpernapa-
toM. Eciu Kpacka q06aBieHa nepex MHKyGanuei, 3alMILAioT KYJIETYPhI OT BO3AEUCTBUS CBETAa BO M30exa-
HMe MTOBPEXIEHUS KJIETOK BCAEACTBHE (DOTOAKTHBALIMM BUTANBHOM OKPACKU.

8.4.2 Nuddysua punstpa

DTO UCCIENOBAHNE UCITOMB3YIOT JUISL KAYeCTBEHHOM OLIEHKH LIMTOTOKCHYHOCTH.

8.4.2.1 IoMewarotr cBo6oausIit 0T [TAB dunstp pasmepom nop 0,45 MM B KaXObIi COCY M HOOABS -
IOT U3BECTHOE KOJMYECTBO [TOCTOSTHHO II€PeMeIIMBaeMOil KIETOYHOM CYCITEH3MH B KaXIbIi M3 COOTBET-
CTBYIOLLETO KOJIMYECTBA AyOIMPYIOLIUX COCYAOB U UCTIBITAaHUS. OCTOPOXHBIM BpAlEHUEM PACIIPENEISTIOT
KJIETKM PaBHOMEPHO ITO MTOBEPXHOCTH Kaxaoro GuisTpa.

8.4.2.2 lHky6upytoT KynbTyphl nipu (37 £ 2) °C B Bo3ayxe B npucyTcTBUH 5 % (110 06beMy) IBYOKH-
CH yriepoga Wiu Ge3 Hee B COOTBETCTBUU C OybepHO cUCTeMOit, BHIOpAHHOM JUIST KYJIBTYPAJIbHOM CpeIbl
IO TeX IOp, IMOKa KyJbTypa He BEIPACTET NMPHOIU3UTENBHO IO CONMPUKOCHOBEHMS KJIETOK B KOHIIE JIOTa-
pubmMuyeckoii dassl KpUBOIi pocTa.

8.4.2.3 OcMmaTpuBaloT KYJBTYPhl, UCIIONb3YsE MUKPOCKOII.

8.4.2.4 Yansmoot U3 cocyioB KyNbTypalbHYIO cpelly. 3aTeM (HIBTPhl CTOPOHOIA, Ha KOTOPOI HaXOmAT-
cs KJIETKH, ITOMELNAIOT Ha CJIOM oTBepaeBLIero arapa (cM. 8.4.1.5).

8.4.2.5 OcTopoXHO NMOMEINAIOT AYOIUPYIOIIHE MPenapaThl UCCIeAyeMOro o0pa3iia Ha BEpXHIOIO CTO-
poHy GWIBTPa, HAa KOTOpOW HeT KiIeTOK. JKMAKMEe 3KCTPAaKTHl M CBeXeCMelIaHHble CMeCH TOMELLAIOT B
HHEpPTHBIE KOJIbLIA, HaXoasuecs Ha GbunbTpax.

8.4.2.6 TotoBar ay6aupyroiue GUILTPEL C MpermapaTaMi OTPULIATEILHOIO U MTOJIOXHUTEIBHOIO KOH-
TPOJISL.

8.4.2.7 HKyGUpYIOT COCYAbI, MCITONIB3Ysl YCJIOBHS, onmucaHHble B 8.4.2.2, B TeyeHue 2 4 + 10 MuH.

8.4.2.8 OCTOpOXHO yAAISIOT NMpenapaTsl ¢ GHIBTPa U OTACISIOT GUIBTP OT OBEPXHOCTH arapa.

8.4.2.9 OnpenensioT UMTOTOKCHYHOCTD, UCTIOJNb3Yys aleKBAaTHYI0O METOAMKY OKpAILIMBAHUSI.

8.5 Onpenenienne NUTOTOKCHIHOCTH

8.5.1 OnpeaensioT UUTOTOKCHYHOCTh METOIOM Ka4YeCTBEHHOH WM KOJIMYECTBCHHOM OLICHKH.

KauecTBeHHas OLIEHKA: OCMATPUBAIOT KJIETKM Yepe3 MUKPOCKOIT, YTOObI OLEHUTh M3MEHEHHUS, Ha-
puMep, u3MeHeHue o6uieit MopdhoIoruK, BaKyoIH3alMIo, paclielicHue, JIM3UC KIIeTOK U IEeJIOCTHOCTh
MeMOpaH. OTKJIOHEHHE OT HOPMAJIbHO MOP(hOJOTHH PETUCTPUPYIOT B OTYETE 00 MCCIEIOBAHUH OMHCA-
TENBHO (HarpuMep He 0OHapYXeHO, HeOOoNbIINe U3MEHEHHUS, CPEIHUE W OYCHb 3HAYUTENbHBIE) WIH 1uc-
pamu (Hanpumep 0, 1, 2, 3). OnMUCHIBAIOT METOJ OLIEHKH B OTYETE.

KonnyecTBeHHaa OLIEHKA: U3MEPSIOT KOJMMYECTBO MOTMOIIMX KIETOK, 3aMEMJIEHHE POCTa KIETOK,
nponudepanrio KJIeToK WK obpa3oBaHue KOJMOHUI. YHCNO KIIETOK, KOMUYECTBO OeNKa, BEICBOOOXKIEHUE
(hepMeHTOB, BHICBOOOXACHHE BHTAIBHON OKPACKU, U3MEHEHUE MOABUXHOCTH KJIETOK WIU APYroit u3Me-
PHMBII ITapaMeTp, KOTOPHIA MOXET ObITh KOJMYECTBEHHO OLICHEH INPU IIOMOIUM OGBEKTHBHBIX CPEACTB.
Pe3yasTaTel pErUCTPUPYIOT B OTYETE 00 HCCIIENOBAHUM.

Mpumeuyanwue — g oTAENbHBIX METOAOB ONPEEICHUSI LUTOTOKCHYHOCTH BO3MOXHO NOTpebyeTcst
HyNIeBOE BpeMs Wik 6a30Basi JIMHUSL KIETOYHOH KYJILTYPHI.
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8.5.2 Y6exnaroTcs B TIHATENBHOCTH BIOOpa METONOB MCCIIEAOBAHMS, TaK KaK Pe3yabTaThl MCCIeNno-
BaHUS MOTYT OKa3aThCSl HEYNOBJIETBOPDHUTEIbHBIMHU, €CIIM MCCNEAYEeMBI TIPErapar BHICBOOOXIAET Bellle-
CTBa, KOTOpBIE CO3AAIOT IOMEXH B TECT-CHCTEME WX B U3MEPEHUU.

ITpuMeuaHue — Marepnansl, KOTOpbIE BBIAEJISIOT (GOPMaNbIETHUA, UCCIAEAYIOT, TOJBKO ONpeaesss
XU3HECTIOCOOHOCTE KIIETOK.

8.5.3 Ilpy HamMYUM OYEBMAHBIX PA3IMYMil B pe3y/ibTaTax HCCIEAOBAHUI MEXIY AyONMpYIOLIMMU
cocylaMU ¢ KyJbTYPOH HCCIeN0BaHUE CJIEAYET CYUTATh HEYIOBIETBOPUTEILHBIM.

8.5.4 Ecou oTpULIaTe/IbHBIN, ITONOXHUTENBHBIA WM IPYroil KOHTPOJIb (3TAIOHHBIA KOHTPOJIb, KOHT-
pOJIb CPeAibl, MYyCTOi, KOHTPOJIb PEAKTHBA U T. [.) HE UMEIOT OXHMAAEMOI0 OTKINKA B TECT-CUCTEME, TIOBTO-
PSIOT UCCIICIOBAHUE.

9 OT4eT 00 HCCJIEAOBAHHH

B otuerte 06 Mccien0BaHUM JOJDKHBI OBITH TPUBEIEHBL:
omnucaHue obpasua;
JIMHUU KJIETOK;
KYJIbTYpaJibHas Cpeaa;
METOJ OLEHKH;
XOI 9KCTparupoBaHMS (€CIM HYXHO) M, IO BO3MOXHOCTH, NIPpUpOJa U KOHLIEHTPALMsS BBIMEBIBAE-
MBIX BELIECTB;
- OTPULIATEJIbHBIN, MOJIOXKUTENBHBIA U APYTHE BUIOBI KOHTPOJIA;
- OCMOTPHI;
- 00bIe COOTBETCTBYIOLLME NaHHBIE, HEOOXONMMEBIE IS OLICHKH PE3YJbTaTOB.

10 Ounenka pe3yJbTaToB

PCByJ’[bTaTbI UCCJICAOBAHUA OLICHUBAIOT KOMIICTCHTHBIC I’[Hd)OpMHpOBaHHbIC JT1ua, CIOCOOHbBIE npu-
HUMAaTb PCIUCHUA HAa OCHOBC HAHHBIX UCCICIOBAHUA. Ecnu Ha ocHoBe MOJYYCHHBIX PE3YJIbTAaTOB HEJIb3S
caenatb BbIBOAbBI, UCCICOAOBAHNE ITOBTOPSIOT.
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IMPUJIOXEHHME A
(cripaBo4HOE)

HMccnenoBanme Ha TOKCHYHOCTD HA CyCﬂel-BllOllHOﬂ KPATKOBPEMEHHOM KyJbTYp€ NOABHIKHBIX KJIECTOK

A.1 ITpuroroBiieHne BLITAKEK

A.1.1 TOTOBST BBITSIKKM M3 KOHKPETHBIX U3ACAMIA COrIaCHO HOPMATHBHOM JOKYMEHTALIMM,
A.2 HUccnenoBanue HA TOKCHIHOCTD

A.2.1 O60opygoBaHHE ¥ PEaKTHBBI

st IpoBeileHUA UCCICAOBAHUA MTPUMEHSIIOT:

~ CTeH Wis1 uccaenoBanuit (A.3);

NpoOHPKHM ¢ NpUTepTOi Mpobkoit, 10 wr., obremMoM 1o 2 M,

~ I03aTop MUIeTouHbI o0bemoM 0,2; 0,1 mu;

BEChl aHATUTHYECKHE C MOrpeLTHOCThIO B3BeUInBaHus He Gosee 0,001 r;

[MUHLET aHaTOMUUYECKMl ITHHOMN 250 MM;

cocyn Oeloapa, 2 wrT.

- TEPMOCTAT ¢ MaKCUMaNbHOIM TeMitepatypoit 50 °C;

TAIOKO32, Y.1.3;

- HaTpHU¥ JMMOHHOKUCIBIM Tpex3aMelleHHbli, 4.4.3;

criepma ObiKa (3aMOPOXEHHAs B XXKUAKOM a30Te), UCTIONB3YIOT B KAUECTBE CYCIICH3MOHHOI KpaTKOBPEMEHHOI
KYABTYPHI MTOABIDKHBIX KJTETOK.

A.2.2 B TeueHHe SKCIEPUMEHTA TEMITEPATYpa PacTBOPOB AOJKHa ObiTh (40 £ 1,5) °C.

A.2.3 Jlnst onpeAefieHNs] MHAEKCa TOKCMYHOCTH ONBITHOTNO PacTBOpa €ro CPaBHMBAIOT C OTPHUUATENLHBIM KOHT-
DONBHBIM PACTBOPOM (ajiee -—— KOHTPOJIBHBIM PacTBOpOM). B KauecTB¢ KOHTPOJBHOTO PAacTBOpa BRIGMPAIOT MITIOKO30-
UKWTPaTHYIO cpeay (ToKo3a — 4 r, HUTpaT Hatpusa — | r, mUcTWIMMpoBaHHasa Boga — 100 m).

KOHTpONBHBL pacTBOP OMHOBPEMEHHO ABJAETCA pa3baBUTENEM AN OTTANBAHHMS 3aMOPOXEHHOI CriepMbl. OnbIT-
HBIM PacTBOPOM SIBJISICTCSI BBITSIKKA M3 M3JCNHS, JOBEACHHAS MO M30TOHMM [JIIOKO30M M murpaToM (IToko3a — 4 T,
uurpar Hatpusa — 1 r, Bertsikka — 100 mur). KoHTpobHBIH M ONBITHHI pacTBOpH Mo 0,4 MJI ITOMEINAIOT B MPOGUPKH
C MPUTEPTHEIMM MPOOKAMM M CTaBAT B BOASHYIO OaHIo mpu teMmepatype (40 + 1,5) °C. KOHTponbHbBI M ONMBITHHII
pacTBOPHI MPUTOTABIMBAIOT 3apaHee, 3a | 4 J0 HaYasa SKCICPUMEHTA,

A.2.4 OTTanBalOT 3aMOPOXEeHHY!0 criepMy. Jo3upyloT B npo6upku no 0,3 wiun 0,4 Ma pa3GaBuTeNsS U CTABAT MX
B BOASHYIO 6aHI0o npyu Temmepatype (40 * 1,5) °C. OxtaXxaeHHBIM B0 TEMAEPATYPhl XMAKOTO a30Ta aHATOMHYECKUM
MUHLETOM H3BJIEKAlOT M3 cocyaa Jbioapa rpaHyny cnepMbl M OMYCKAIOT B HarpeThlit pacTBop. He momyckaercs oTran-~
BaTb HECKOJIBKO TpaHysl B ofHO# npobupke!

Cpa3sy rnocne pasMopaXyuBaHUs COACPKUMOE MPOOHPOK CAUBAIOT B OAHY NMPOGHUPKY, TLLATEILHO MEPEMELLMBAIOT
¥ TONYYaloT MAaTOYHBIH PacTBOP CEPMBI.

A.2.5 JIna npurotobieHUs pabounx o6pasiioB B NpOOHPKH ¢ KOHTPOABHBIM U ONMBITHBIM PACTBOPAMH MOMEILAIOT
mo 0,1 Ma MaroyHoro pacTBopa CHepMBl.

A.2.6 Pa6oyme oBpasiibl MEPEHOCAT B KIOBETHI (Kamuuidaphl). KioBeTy ycTaHaBAMBAIOT B KIOBETOAEPXaTeNb (Ka-
PETKY) M MOMELIAIOT B CTeHA A.3.

A.2.7 HakammuBaior 3KCNepHUMeHTaIbHbIC AaHHbIE. [IpH IOCTHXKEHUH HYJIEBBIX 3HAUCHHUIT TOKA3aTe/s MOABUX-
HOCTH BO BCeX KIOBETaX MNpeKpallaloT MPOLEeCcC HAKOINIEHNUS JaHHBIX.

A.2.8 OBpabaTriBaloT SKCMEPUMEHTAIbHBIE JAHHBIE C ITOMOLLbIO KOMIbIOTEPA.

Hns Kaxgoi MpoGbl paCCYNTHIBAIOT CPEAHEB3BELICHHOE BPEMsT TOJABUXHOCTH /,, YCIOBH. ell.

L

Z(mi‘i)

Iep = ]TIM|"—ZT,
i

rae m, — i-¢ 3HaUYeHME IOKA3aTeNs MOABHXHOCTH;
i — TeKyLIMA HOMEDP OLEHKHU ITOKA3aTeNsl MTOABUXHOCTH.
JJts1 KOHTPOJTBHOM M OMBITHOM BEIGOPOK 00pa3LOB BEIYUCIAIOT cpeqHee apudMeTHyeckoe 3HAUEHHE U CpefHEe
KBaJpaTH4YeCKOe OTKIOHEHHE, 10 KOTOPHIM B CBOIO OYepedb PACCUMTHIBAIOT VI KaXAOH BHIOOPKK KO2¢hdHUMEHT
Bapuauuu C, %, no ¢opmyne

C =2 -100,

ijon

rae § — cpegHee KBaJpaTHueCKoe OTKIOHEHHE;
X — cpeaHee apudMeTnIecKoe 3HAYEHHE.
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Ipu nonyyennn 3nadenus KoadduuneHTa Bapuauuy xoTs Gbl A1 OZHOM U3 BLIGOPOK Gonee 15 % sxchepu-
MEHT noBropsatoT. Ecnn xo3hdHUMEHT BapHaLuy A KaxIod U3 BHIGOPOK MeHblle WM paBeH 15 %, pesyabTaThl
CUMTAIOT CTATUCTHYECKM 3HAYMMBIMH.

3aTeM BBIYUCASIOT MHAEGKC TOKCMYHOCTH It mo ¢dopmyne

" : k
rae tcg 14 tcp — CpeaHHue apmbmemqecxne 3HaUCHUA CPEeIHEB3BCUIEHHOTO BPEMEHH MOIABHXXHOCTH COOTBET-

CTBEHHO JUIS1 OTNIBITHOH M KOHTPOJbHON BBIGOPOK 0Opa3iioB.

A.2.9 OueHKa pe3ynbTaToB UCIILITAHUS

Hccnepyemyio napTvio U3l CHMTAOT HETOKCHYHOM, €CIM WHAEKC TOKCMYHOCTH paBeH 70—120 %. Ecnn
UHAEKC TOKCHYHOCTH HE COOTBETCTBYET YKa3aHHOMY Npe/eiTy, MCIBITAHHS ITOBTOPAIOT. ECJIN U B 3TOM CJly4yae MHIEKC
TOKCHYHOCTH HE COOTBETCTBYCT YKA3aHHEIM IpefesiaM, napTHIO U3NeNHl CUUTAIOT TOKCUYHOM.

A.3 Crenn ans npoBeAeHHs HCCAEAOBANMNE

A.3.1. HasnaueHue creHna A TPOBEACHHS UCCAeNoBaHM (Haee — CTeHAA)

A.3.1.1 CreHg npenHa3HaueH Uil UCCIIEAOBAHUA BHITSXEK.

A.3.2. TexHnuecKHE XapaKTePUCTUKH CTEHIA '

A.3.2.1 InvHa BOJNHBI Na3epHoro uanyyeuus 0,63 Mkm.

A.3.2.2. MomHOCTb N1a3epHOT0 U3NTyuUeHNs He MeHee 1 mMBrT.

A.3.2.3. Bpema oatoro ananusa ot 10 go 300 ¢ ¢ warom 10 c.

A.3.2.4. Bpems nepeMellieHMst Kanwuisipa ¢ 06pa3uoM He Gornee 2 c.

A.3.2.5. Bpems oO6paTHOro Xo4a KapeTKH He Gonee 15 .

A.3.2.6. Temneparypa npo6 u paGounx o6pa3Los B anana3oHe 35—45 °C ¢ marom 1 °C. OTKIOHeHHE TEMIepary-
PBI OT YCTAHOBJIEHHOTO 3HavyeHus +0,5 °C.

A.3.2.7. OcHoBHbIE pa3Mepbl KanWIsipa NPUBEAEHBI Ha pUCyHKe A.1.

A.3.3 Kpatkoe TeXHHYECKOE ONMUCaHHUE CTeHAA

A.3.3.1. GyHkuMoHanpHasa cxeMa CTeHIa M PUBeJCHa Ha PUCYHKe A.2.

KoncTtpykTHBHOE MCTIONHEHWE CTeHIA 0DECTICYNBAET ONHOBPEMEHHYIO 50
OLIEHKY MOJBMXHOCTH CYCMeH3NH paboyero obpasua U BU3yalbHOEe HabJIo-
IeHHUe 3a KIeTKAMH CYCITEeH3HHU.

A.3.3.2. TIposeneHue uccnegOBaHNH .

Bxutroyator creHa. C noMolbio KOMITLIOTEPa 3aAal0T KOHTPOJUIEPY He-
0DXOOUMBIE 3HAUCHMS TEMITEpaTyphl KapeTKH M OJIoKa MOATOTOBKH IIpob,
BpEeMsI ONHOTO aHaJIM3a, KOJMYECTBO MCTIONB3YEMBIX B JAHHOM 3KCIIEPHMEH-
Te Kanwinapos. [Tocie nonydyeHnsa Ha MOHUTOPE MHGOPMAIIMH O JOCTHIXKE-
HUM 32JaHHBIX 3HAYeHW TeMmmepaTypsi ro-
TOBAT paboune 00pasubl B COOTBETCTBHM C
A.2.5. IlepeHocaT paboure o6pasiibl B KAITHI- 9 I I
JISIPBI.

0.2

0
=)

Pucynok A.1 — Kanumnsip

TTomewaloT Kanuuiapsl ¢ paboYUMU 13 14 B 15
o6pa3laMy Ha KapeTKy ¥ yCTaHaBIMBAIOT B

npuBof. C rTOMOLUBIC KOMITBIOTEPA NIPOBOAST ]
MASHTHHDHKALNIO KAaTWUIAPOB U 3aIyCKaloT 8 12 16
TIPOUECC HAKOTUICHHS 3KCMEPUMEHTANBHBIX

i
IaHHbIX. TIpH DOCTMXECHMM HYNEBBIX 3Haue- 10 11
HUMIt TI0Ka3aTeNs MOABMXHOCTH BO BCEX Ka-

MULIAPaX OCTAHABIMBAIOT MPOLECC HAKOITIe- 7 Q; 1

HHSI SKCMEPUMEHTANbHBIX JAHHEIX W MPOBO- I"—I r:.:.:b.u%.:.:_nl_g
AT KX MaTeMaTHUeCcKYIo 00paGoTKy 1o anro- 4 3
pUTMaM, NMpUBEeIeHHLIM B A.2.8. Pe3ynbTaThl
pacyeToB pacleyaThiBaloT Ha IPUHTEPE U 3a-

MUCBIBAIOT B 6asy maHHbIX. IIpn HeobGxomm- qu'—'lI]
MOCTH NpoUCXoAsIlee B Kanwiisapax ¢ pado-

yuMH obpasuaMy HaOMIoAAI0T BU3YanbHO Ha I — xanuansap; 2 — xaperka; 3 — npuBox; 4 — GNOK TEPMOCTAaTUPOBAHU;
akpaHe. [TomnepxaHue HeoBXOOUMOIt TeMne- 5 — Jasep; 6 — CBETOfeNMTeNbHas IUIacTHHA, 7 — MUKpOOGBEKTHB;
paTypbl KapeTKM M Ha GJIOKE MOATOTOBKH 8 — ceTozenNTENbHAA NNACTUHA, 9 — 3KpaH; 10 — Macka; [1 — doTonvon;
npo6, a TakoKe MepeMelieHne KapeTkn ocy- 12 — ycwmarens; 13 — KoHTponnep; 14 — KommeloTep; /S5 — TIpHUHTED;

16 — 6ok nmogroToBky TMpob U paboynx obpasLoB
LLECTBIIAIOT aBTOMAaTHYECKH C MOMOLUBIO KOH-
TPOJITEPa M KOMIIbIOTEpA. PucyHOK A.2 — MYyHKUMOHANRHAA CXEMA CTEHAA




roCT P ICO 10993.5—99

MMPUJIOXEHUE B
(cripaBOYHOE)

Bubanorpadus

[1] ISO/TR 7405:1984, Biological evaluation of dental materials

[2] NF S 90—702:1988, Materiel medico-chirurgical — Evaluation in vitro de la cytotoxicite des materiaux et
dispositifs medicaux

[3] NF S 91—142:1988, Implants dentaires: Cytocompatibilite — Etude de la prolifetion cellulaire

[4] NF S 91—143:1988, Implants dentaires: Cytocompatibilite — Etude des proteines cellulaires totales

[5] NF S 91—144:1988, Implants dentaires: Evaluation du relargage extra — cellulaire du $'Cr

[6] NF S 91—145:1988, Implants dentaires: Cytocompatibilite — Etude de I' attachement et de [‘etalement des
cellules sur le biomateriau

[7} NF S 91—146:1988, Implants dentaires: Cytocompatibilite — Etude de la multiplication, la migration et
I'adhesion cellulaire

[8] NF S 11—202:1989, Optique et instruments d'optique — Cytocompatibilite des lentilles de contact — Etude
de la prolifiration cellulaire

[91 NF S 11—203:1989, Optique et instruments d'optique — Cytocompatibilite des lentilles de contact —
Evaluation des proteines cellulaires totales

[10] NF S 11—204:1989, Optique et instruments d'optique — Cytocompatibilite des instiles de contact —
Evaluation du relargage extracellulaire du 5'Cr

[11] NF S 11—205:1989, Optique et instruments d'optique — Cytocompatibilite des lentilles de contact — Etude
de l'attachement et de l'etalement des cellules sur le biomateriau

[12] NF S 11—206:1989, Optique et instruments d'optique. — Cytocompatibilite des lentilles de contact — Etude
de la multiplication, la migration et 1'adhesion cellulaire

{13] DIN V 13 930:1990, Biologische Prufungen von Dentalwerkstoffen

[14] BS 5736:1988, Evaluation of medical devices for biological hazards — Part 10; Method of test for toxicity
to cells in culture of extracts from medical devices

[15] BS 5828:1989, Biological assessment of dental materials

[16] ASTM F813—83:1983, Standard practice for direct contact cell culture evaluation of materials for medical
devices

[17] ASTM F 895—84:1984, Standard test method for agar diffusion cell culture screening for cytotoxicity

[18] U. S. Pharmacopeia XXII: Biological reactivity tests in vitro

[19] Guidance document for class III contact lenses, 1989. U. S. Food and Drug Administration

[20] AS 2696:1984, Method of testing catheters for cytotoxicity

[21] PAB Notification N. 489:1989, Approval standard of IOL in Japan

[22] TOCT P 51148—98 Usnenus meauuuHckue. TpeGoBaHUA K o6pasliaM ¥ JOKYMEHTAUHMH, MPEACTABISEMbIM
Ha TOKCUKOJIOTMYECKNE, CAHUTAPHO-XUMHYECKHUE MCMBITAHUS, UCTIHITAHUS Ha CTEPUIBHOCTD U MUPOreHHOCTD

[23] T'OCT P 50855—96 KoHTeitHephi A KpOBY M €€ KOMITOHEHTOB. TpeboBaHUA XMMHUUECKOH 1 Gronoruye-
CKOM 6e30MacHOCTH U METOAbl UCIBITAHUI

10



IroCT P MCO 10993.5—99

VIIK 615.46:002:006.354 OKC 11.020 P20 OKCTY 9403

KotoueBbie cioBa: MEIMUMHCKHE W3IENHS, HUCCIIEA0OBAHUA, ouooruyeckue UCCIICNOBAHUA, BBITSIXKA,
LIMUTOTOKCHUYHOCTD, KYJbTYpa KJIETOK




Penakrop P. C. Pedoposa
Texnuueckuit peaakrop O. H. Baacosa
Koppexrtop C. . Qupcosa
KowMmnsiotepHas Bepctka 3. H. Mapmunosoi

Wsa. muu. Ne 02354 ot 14.07.2000. Caano B HaGop 17.07.2000. Hoanucaxo B neyars 14.08.2000. Ve new. . 1,86. Vu.-u3a. 1. 1,35,
Tupax 186 sk3. C 5622. 3ak. 1866.

WTIIK UspatensctBo craHaapros, 107076, Mocksa, KonogesHsiit nep., 14.
Ha6pano B Kanyxckoi Tunorpaduu craHaaproB Ha [TOBM.
Kanyxckasi Tuniorpa¢ust craaapros, 248021, Kanyra, yn. MockoBekas, 256.
IUJIP Ne 040138


http://files.stroyinf.ru/Index2/1/4294818/4294818464.htm

