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Mpeancnoewne

Uanu, ocHOBHLIE NPWHLMNSL @ NOpAGOK Npoaegesra paboT No MexrocyJapcTR8HHOR CTAHAAPTHIALMM
yveTawoBnede NOCT 1.0—92 «MexrocyJapcTaeHHan CHCTeMa cTaHIapTHaaUMy. OoHOBMHLIE NONOMEHHA» K
M2CT 1.2—=2009 «MexrocyJapcTEEHHAA CHCTEMA CTAHOADRTHIALWA . CTAHOADTh MEXTOCY 1aPCTEEHHLIE, Npa-
BMNG K PEECMEHSALMN N0 MEXrOCYJapCTEEHHCR CTAHgapTHaaumy. Noaewna paspaboTen, NDUHATHA, NpHKMe-
HEHWA, ODHOBNEHHA W OTMEH

CeeOoHHA 0 CTAHOapTE

1 MOAMSTOBRNEH TepepantHeEM rOCy0apcTBEHHEIM YHETADHEM NRPEONpUATAEM «BoeDOCCUACEAR
HAYYHO-MCCNEQoBaTENLCKMIA  MHCTATYT  CTAHZADTHAAUMK 1 CepTUOMEIUMM B MALWWHOCTROEHMM:
(BHMHMALL)

2 BHECEH degopansHiib araHTCTESM MO TEXHAYSCROMY DEMYTHPOBAHKKD ¥ METPONOMK

3 MPHUHAT Mexrocy 0apcTEEHHEIM CORBSTOM MO CTAHOADTAIAUAK, METDONOMMH ¥ CEDTHDMEALMK (Npo-
Towon o7 29 worbpa 2011 1. Me 40)

3a NPUHATHE NPOroNoCoBan«.

KpaTeoe HAMMERDBIHWE CTHAHE Hop crpanu CokpauyeHHDE HAMMEHOBIHHE HALWDHARBHAMD DRrans
mo ME (MCO 31667 00497 no MK [HCO 3188) 004 — &7 I ETAHOA0 THIALHE
Benapycs BY MocoeTangapt FecnyBnukn Benapyck
Ha3axcTaH K Focerangapr PecnyBnuen Kasaxcrad
Eupruasa KRG Keipre 3acTaHgapT
Focoua RU PFococTangapT
TELHAEACTaN Td TansHrcTaHaapT
FafeKMoTaH () WICTEHILANT

4 Mpueazon PeqepansHors areHTCTEA N0 TEXHWHECKOMY DEMYNAPOBAHMIC U MaTponariK ot 13 aexalbps
2011 r. Me 1 308-cT mesrocyoapcTeeHHeR cTadgapt FTOCT IS0 10983-5—2011 preneH B gEACTEME B KaYecTEE
HAUWMGHANBHOrD cTadfapTa Pocclidckol Segepayud ¢ 1 aueapa 2013

5 HacToAwKl CTaHgapT WOEHTHYEH MEeXOyHapogHosy cradfgapTy 150 10993.5:1999 Biclogical
evaluation of medical devices — Part 5: Tests for in vitro cytoloxicity (OyeHka SUONOrHY9eckons JencTama Men-
UMHCEMX H3JenydiA. HacTe 5. MconeaoBaHiA Ha UMTOTORCHHHOC TR METOOR i 1WIird).

CeeaeHa o COOTEATCTEMM MENIOCYOAAPCTREEHHEX CTAHGADTOR CCbINOYHEIM MENOYHADDAH BIM CTAHIAD-
Tam NEUBEOEHE B OOMNONHATENEHO NEHNOHEN: 1M [

CTengis COOTRETCTERR — WoeHTHuManA (IDT).

CTaniapTt noaroToRNeH Ha coHoBe NpuMederqa FTOCT P WCO 10983-5—2009

& BBEOEH BIMNEFPBLIE

HMrpopralus of USMeHEHURY K RaCMoAwenmy crmardapmy MyGnusyemcs @ exasodHom uHopmMaLiomn-
HoM Yradamene « HauuoHaNbHee CMandapmels, & MEKCT UAMEHEHUT L NCNDAa0K — & EMEMECAYHOM UHBoD-
MALWORNOM yiazamene «HaylonaneH0e cmandapmes, B cnydae nepecMompa (JamMenbl) unu omaess
Hacmosweao emandapma coomeemoemayiowee yeedomnenus Oydem onybNuKogaHs @ GWeMECAYHOM
UHDOPMALLOHRONM YKaSaMens sHaLuonansneie cmandapmes. Coomesmemayoan URhopMayun, yee-
FOATEHLE U MEKCTE! DEIMELLERNTICA MEKKE & DN DMaULICHHOO CUCmemMe 0B E20 NToNEI08aRUR — Ha agbu-
YuameHor caldme DedenantHoe0 82aHMemea NS MEeXHUHECKOMY PE2IUDOERHLID U MEMPONOEUL & Cemu
Humephierm

© Crangaptundopm, 2014

B Poccuickol Degepauid HACTOAWWA CTAHZADT He MOKET Dbl Th NONHOSTEKD MK YACTHY HO BOCNPOMIBE-
A&, THPAMWPOEAH ¥ PACNPOCTRAHEH B KAYSCTES OPUUMANSHOro M3nanda Ges paipewanins PedepanisHong
AreHTCTREA N0 TEXHHYBCKOMY DETYIMPORARMK M METDONOTHK
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BeepgeHue

CobmoagHne nonowesi CTaHdapToR cepud |30 10993 « OQuenka BHoNIrM4eckoro GencTBra MEadnUrK-
CHHY H3OENAHD NOIRCAMT 0BECNeYHTe CHETEMHBIA NOOX0A K ACCNEaoBaHMK BUONOMMYECHOrD O8RCTRAS ME M-
LUKHCKHX H3OEMAA.

Llensi aTdx CTAKOAPTOA HE ABNSETCR DAY CNOBHoE SaKPENNeHWe SARHOODDaIHES METOOOR HCCTE0-
BAHHEA W MCMETAHKA 328 TRYNNaMd O0HOPOOHEX MEJHUUUHCKWE H3DEMHA B COOTRETCTEMK C NPHUHATONR KNaccudim-
HALMERA WX N0 BAGY W ANUTENEHOCTA KOHTAKTa C opraHHamMon Yenoseea. NMoatomy NNHaHAPOBaHH 2 K NpOBE 0 Hue
HECMEQOBAHHIA K HCNE TAHWA QOMMHE OCYWECTENATE CNREWMANACTE, HMEKILLWE COOTEETCTBYIOLWYIO TOArOTOBKY
W OMET B OBNACTA CAHMTADHO=-XHMUYECKON, TOKCHEONOTHYECKOR W THONOMYECKON CUEHOK MeJHULMHCKKY Kaae-
NKIA.

Cranaaptel cepui SO 10993 spnAKTeA PYROEOORLMMIA QOEYMEHTAMK GNA NPOTHOIMPOBAHHA W WCCNE-
OCBAHAA DACNOTHYSCKOrD JEACTENA MEOWMUWHCKME M3ZENWA Ha CTagud ExG0pa MaTepranoa, NpedHaiHaqe -
Hialx ANA WX AITOTORNSHAA, & TAKKE ONA HCCNeA0BaHWA FOTOBLIX MagenHi.

B cepwio |32 10993 BXogAT CNegyiowWe 4acTd nod obwdy Haseadder «OueHsa SWonoriHeckons
OSRCTRAA MEMLMHCKAX HIOanmM s

HYacTe 1 — OUgHES 4 HCCNeaoBaHWA,

HacTe 2 — TpebopankA k oOpaLLEHAG CRHBOTHBIMIA;

YacTk 3 — MCoonegosadka FeH0TORCHHHOCTH, KaHUEDOMeHHOCTH B TOKCHYECKOrD QEACTBMA Ha penpo-
OYETHEHY K DY HELMARD

YacTe 4 — Mconegosanie HIJenii, BE3adMoledcTEYIOWHE C KPOR kK,

YacTe 5 — Mocnegosanne Ha UMTOTORCHHHOCTE. METoOn! /i v,

HYacTe G — Moocnegosadke MecTHOrD J8ACTBWA NOCNE WMMINadTaumMiA,

UYacTe 7 — DoTatodHoe CoQepHaHie 3THNEHOKCHOA NOCNE CTERHNHAALIKI;

YacTe 9 — OCHOBHBIE NPMHLMNE MOSHTAGHKALMK B KONHYeCTEEHHOM ONDeeneHia MoTEH LA HBIX
NPEOOYETOR O8rpanaune;

YacTe 10 — Mcocnedopadye paigpakariilero M CeHcd BHMHMaMpysolLero A8 CTRMA,

YacTe 11 — Meocnegopanye obWwWeTOKCHYECKOrD DERCTENA,

YacTe 12 — lMpyrotoenedide npob 1 cTaHdapTHele 0Gpaaw k.

Yacte 13 — MaeuTudmeauqa M KONWYECTEEHHOE ONpeasneqe NpCayRTOs Jerpagamin NondmepHe s

fd & QML HCKLX M3 GEMMA,
YacTe 14 — MoenTudmkauna v EONKMYEcTBEHHOE onNpedenayde NEoaykToe Qerpagaund Hagendd 1a
KEQaMHEM!

HYacTe 15 — MoenTudmkauna v KONKWYECTEEHHOE ONpedenadde NEoaykToR Qerpagaund Hanendd 1a
METANNOE W CRNABSE,

YacTe 16 — MogenwposasiKe W HCCNedoBaHne TORCHECKHHETHRA NPOOgyKTOR Qergadalnd W BEMbIBa-
HHA,

“YacTe 17 — ¥YCTaHoaneHHe Noporossy IHAYeEHKHN ONA Bkl MESaEMeIX BEWECTE,

HYacTe 18 — Mcocnegopadue XMMHYeCckny CESHCTE MaTepHanon;

HacTe 19 — Mcocnegosadie SHaMED-XUMASSeCKEE, MODPONorideckiy W TonorpadrYeckky CaoHcTa
MaTEDHANoR!

HacTe 20 — MNpUHUFNE 1 METOSE HCCNEJ0BIAHKA HMMYHOTORCHYECKOrD 8 ACTRHA MEWUHHCKHE H30e-
nNKIA.

Mo NPHYMHE LWHDOHDTO MRAMEHEHAA HCCASGOBAHHA UHTOTORCHHHOCTH I WIERD ¥ PACNpOCTDAHEHHOCTH KX
HENONEI0BAHAA NEH OUSHKE LWWPOKOTD EPYTa MEdHUAHCKHX MA0ENMA M MATepranos, UenNsi HacToALWEers cTaH-
Aapta S0 10993 senaeTch 4e 06osHaqdeHHe 0OHONS KCCNedoRadKA, 3, CKOpee, ONPeJena ke CXeMbl HCneITa-
HWA, koTopaA TRefyeT NPUHATHA PEWEHHA NOCPERCTROM CEOHK Waros. Takod Nogxon SOMKEH NpHBECTH K
erfopy HanGonee NoGXoAWEr0 HCCNeSO0BaHHA.

MEHBOOATEA TR KEATEMNORMM HCCNEGOBAHKA . JKECTDAKUMOHHEIR METOD, METOO NSAMOTS KOHTAKTS M METON
ONOCEegoRAHHONS KOHTAKTA.

Brbop ogHOR KW HECKONBERE U3 3THXKATEMODHA 3ABMCHT OT XADaKTERa cueHHBaeMOro obpaaya, NoTeH-
UHANLHOM MECTa HCNONBE3I0BAHKA M XapakTepa HCNoNBLICEAHWA.

ZaTtem aToT BeRIBOp ONpEAenNAST ASTANK NPHISTOBNEHMA KCNLITYEMbIX 0EPAILOB, NDUIOTOENEHHWE KNe-
TOHHBIX KyNbTYD, & Takke Cnocod, NpM NoMoWK KOTOROTS KNETEM NOOESPranTcl Bo30edcTEMIo oBDaIuon MM 1s
IKCTRAKTOR.

B koHUe nepsonsd aosfedcTEHA NDCEOOHTEA OUEHES HANWYKA W oTened sdubekTa UM TOTORCHYHOCTIA.
HacToAwMk cTasgapT IS0 10993 namepaHHo npegocTaenAeT cacbony Npx BuSope THNE oueHEM. Takas cTpa-

I
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TEMMA GenaaT JoCTYHEIMA LeNsi pAL MCNLTAKWA, 4TO OTRAMAET NOOX00 MHCTAX TPYIN, NOLAE CHUBA LMY
CHUONONAYECEHE MCNETaMHA i Wiro.

MHOroHMCNEH HEE MCNONEIYEMEIE METOOSE! M KOHEYHEIE TOUKK, HAMEDASMSIE N DK ONPEOeNEHWH LHTOTOHR-
CHYHOCTH, MOMYT Dbl Th COBEOMHEHE B KEATETOPMA N0 THNY CLEHE!

8) CUEHEA NORDEXMASHKA KNETOR MopdoNoraseckim cnocobom;

D) ouBHEa NOEpPEMOEHWSA KNETOR,

C] CUEHKA POCTA KNEToK,

d)] oueHEa cneludYeckdy acnesToR KNEToYHora MeTabonuama.

CneaoeatensHo, CYLWeCTEYET HECKONEKD ANsTEPHATHEHEL CNOCOB0E NONYYEHAA DIy NLTATO B KANMADA
M2 3THX YETRIPEX KATEMOPWA. Meocneaopartens 0onweH BeiTs OCREASMNEH O KATEMOPUAY HCNBITAHWA, 3 TAKME
IHATE, K KAKOH M3 HAX OTHOCHTCA CNPEdene HHaR METOOMKA, ANA TOMS, YTobs! NPOBOOMTE CRABHEHMR C GPYTHMMKA
pEAYNLTATAMK HA CHOMMY MEQUUMHCKME MATENWARX KN MATEDAANAX ¥ ANA NEOEEIeHHA MEXNATopaTopHbIX
MCMBITAMMA.

Mpe NNAHWDORARKMA WCNETAHKA HE0SAXOOUMO YIUTLIBATE NDUPOLY WCNBTYEMOrD MaTepuna. Muorie
faKTOpL CKAZLIBAKT IHAYUTENEHOE BNMAHHE HA TECT-CHCTEMY, YTO MOMET NPUBECTI K NOHKHLIM DEIyNLTATAM.
Hanpumep, MIBECTHD, 4T HATYDENLHSLIA NATEKS MOMET CTUMYNUEOBATE HEANaronpUaTHyio BUONOrid4aeckyio
PEAKLMIO B KNETEAX MNEKONHTAMLKE 13-33 CONEPHAHNA NPHPOOHEX PACTHUTENEHLIX NPOTEMHOR, YTO HE MCKIMK-
HAET 20 NPAMEHEHNA B MESHUMHCKXE HIJENWAK NPW YCNO0BMK OTCYTCTEMA PALD PaMAIOWErD W CaHcuiunmanpy-
LLErs AERCTRMA.
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M E X 0 C ¥ O APUG CTIBTEUHH B H CTAHIOIAPT

W30ENWA MEOWULMHCKUE
OLUEHKA EMONOrMYECKOro OEWCTEWA MEOWLWMHCKWX W3OENWA

YUactes
HecneaoBaHWA HA UWTOTOKCHYHOCETL: MaToAk i vitro

Medical davices. Biotoglcal evaluation of medical devices. Part 5. Tesis forde wiim aylotoxcity

Oara geeneHsn — 2013—01—01

1 OBnacTb npUMeEHEeHWA

HacToAWMA CTAHJART YCTAHABMHMBAET METOOL MCCNEIOBAHHA UHTOTORCHYHOCTH MEOHUHHCKHX MAOenKsi
i vitro,

HaHHee METO4R NEEOYCMATRHMBRMHT NECBEAEHHE KHEYBALUKY KNETOYHOR KyNETY PR HENOCReaCTEEHHD
NAGD Ny Tem audody 3in:

a) COMCTRAKTIAMM M3 M3OEenWa 1M {1unu);

b) BEOHTAKTE C HIgenHe.

HanHee meTogs paspaboTadul NA CNpedenesua in vilia GHONCrMYeckon DeaklHy KNeToK MNEKONATaK-
WKX Mo onpedenaHibmM BAonoriYecd M NapaseTaam,

2 HopmaTHBHLIE CCLINKK

B HAcToALWEM CTAMAAPTE MCNONL3I0DBEAHL HOPMATHEHEIS CORUNEM Ha CNedyWKe CTAHgaDTEH, cogepsa-
WHE NONOHEHWR, KOTODEE MOMYT PACCMaTPVEATRCA KAk Paadens HacToAWEers cTangapTa.

150 109%3-1 Biological evaluation of medical devices — Part 1: Evaluation and testing (OueHka Suvono-
rAY4ECHOND DeACTBEHA MEQHUHHCKMX 430endid. HacTe 1. JuesHka 1 MccnegoaaqH1a)

IS0 10993-12:1986 Biological evaluation of medical devices — Part 12 Sample preparation and
reference matenals [(OueHka BUONOMAYECKIND QEACTBWA MEQWUMHCKKE MADENKA. HacTe 12, MNpuroToBnNeHHe
Npob ¥ CTaHgapTHERE 0Spaiue)

3 TepMHHLI M ONpefeneHnA

B HacToAwWeM CTaHAAPTE NPMMEHEHE TEpsKHE No | S0 1089593-1, a Tarme cnegyinwmie TepMKUHE CoooTEE-
TETEYIILLMMMA ONDE e reHrA Ml

3.1 oTpHWwaTeNbHLIA KOHTPONLHEIA obpasew: MaTepwan. KoTOpsIA, NOJEEprancs KCCNEAoBAHKKD B
COOTERTCTEWW C HACTOALLWM CTAHOA0TOM, HE NPOABNAET WWTOTOKCHUHOCTIA.

I pHMe4aH®e—HazHaYweHHs OTPAUATENEHOIO KOHTRONEHOMD nﬁ-pajua — NPoOEMOHCTRMDOEATS q:-GHDE':,"\'J
DeBEEUND ENETOE, HENPEMED, B KEHECTER OTPUUBTENEHOMO KOHTRON HOMD ol PA3LANCNONSIOBANWCE NONKWATANEH BB COKOR
AAOTHOCTH — ANA CHHTETHYECKWX NoNAMEpOE, CTEREHA B2 DEWCH ANDMAHRA W LaDaMHEY — OnA CTOMATONOrMMaCEEE
MaTepHanoe.

32 NONOMWUTENLHLIA KOHTPONLHLIA obpazey: MaTepuan, KOTOpLIE, NOSBEPraAACEH MCCNEO0BAHMIO B
COOTRATCTEWH C HACTOALMM CTAHOADTOM, NEORRNAST UMTOTOKCHYHOCTE, NP 3TOM DEIYVNETATE BOCNDOKIBN-
Otk

1) = N r - .

! THonNwsTHNEH BRECOKOA NIOTHOCTH MOMeT SwiTe npecbipeTed 8 QapMasones CLWA (Rockville, Maryland, USA) «
FDA, MoonenoBaTenbCHOM WHETHTYTE XaTtaso {Ochial 729-5, Hadanoahl, Kanagawa 257 — Japan). 37a #HpOPMELHA
npwEsdeHa Ana yEohcTEE NONE30BATENA HECTORLMM CTAHGAPTOM W HE ABNASTCR PEKNEMOA 3TOA NPOOYAUMAM CO CTOPOHE
150,

MagaHue I'.'I-¢IH UWaNeHOE
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MpumMmed s e — HITHAYEHAE NONGKMTENEHOID KOHTRONeHOMD ofpasLa — NPoOJEMOHCTRPMPOESTE COOTEET-
CTEYHIWUYH PEAKLHE TECT-CHCTEME. HANPHMEp. cTabenuadposasHeA ONoOBOOPraHUYEskeA  nonuiBsHanxnopag)
MENCGNEI VT B KEHSGTES NONGHHT ENaHIT0 KOHTPONEHOTS oBpasua QNA TESPAEIX METERHANOE 4 SECTPAKTOE, PASEELEHMAA
PEHONE — 8 KAHELTAE NONOHMTENEHOMD KOHTPONEHOM 0BDa3LE AN SKETDAKTOE.

3.3 KoWTpone pearktuea: MogensHan cpena Bes occnenyeMoro MaTepuana, KoTopan NogBepraetca
BOIOEACTEHID YCIOBWA M NPOUeNyD HCCNeaoRa KA.

Mpumevasne — OnA ywened HacTOAWErD CTEHOBQTE ATO ONPegeneHUEe 3IAMEHAET NPUESIEHHOE B
IS0 T08SE-12, nyseT 3.1

34 nocyma AnA KyNLTypii: Nocy0a. nodeMNean Ona Ky NeTy Dkl KTETO, DEM0WEA CTEKN AHHEIR 481k
MeTpW, NNacTMaCCoREIE YA LM ANA Ky NsTY Pkl MNACTMACC0nLIE NaKoHE ANA Ky NsTY Rkl KNA NNECTMaCo00sLe
MMAHWETE H MAKPOTHTROBANEHEIE MNACTHHEL.

M PHMEYABHHWE — HL".'II:IJ'II:B?IEIT NSCYAY, COOTEBESTOTEYHILLY D TFI-E'E-IZIBEHHHH Enacéa TEEHW W NoJXO0QAULYH ana
WENONEI0BEHHA C ENETEAMHA MNSKONAT LM X,

3.5 cybuondnyanTHOCTE: [NpumepHo BD % wordnyadTHoOCTY, T. 2. JapeplieHde Noraprdimadeckoi
PazE pocTa.

4 MoproToeka obpazuoe

4.1 OcHOBHLIE NONOXEHNA

HMeoocnegoeanue NpoBOOAT.

A} Ha IKCTPAKTE M3 MaTEDHaNa | (M)

b} Ha camom matepuane.

Marepyan qonxed NDeacTasnaTe cofol KoHEYHLIH NDCOYKT WK 48C5Te KOHEYHOIS NROAYKTA, NpeaHas-
Ha4eHHoro ang npumesena. NMogrotoska obpasyos gomsHa GuiTe 8 COOTEETCTEMA ¢ IS0 10993-12.

4.2 NpuroToBNeHHe ILCTPAKTOR W MaTapyana
4.2.1 MNprUHUMNB] JKCTPAKWHKA

YENOBKWA NpUIOTOENEHWA IKCTRAKTOR A0M#HE NPWENHHEATLCR K YCNOBKMAM KIMHHKMYSCEOrD NpPHMEHEHHA,
HO BsITE Dones MECTEMMA, STODE ONPeOenHTh NOTEHLHANEMYIO TOKCHYSCKY K ONAcHOCTE, HE BhlILIBAR IHAYH-
TENBEHEIX MAMEHEHWA B HCCNEAYEMOM MaTEDHMaNe, TAKKMX KK CNMNABNEHWE, NNEENE HWE N PACTRODE HHE Ky ooy
KO MATEPWANA, HNA KIMEHEHWE XMMYECHON CTRYKTYDSI.

Mpumedssde— KoHUEHTPAUWA NGOro s#A0r&HEOT0 @M SHCTDAreHHGMD BB ILECTEA B 3KCTPAKTE, 8, CNe0EE-
TENBHT, HHCNO NOABSRTAHILMECA EOIEACTE MO WCCNBOYEMEN KNATOK, 32BACHMT OT NNGILALH K0HTAKTE, 08 BEME MOEN k-
HOM cpegbl, pH. XUMHYECK0@ DECTACPHMOCTH, CHOPOCTH QUMY IHE, 0CMOMONANBHOCTH, BCTRRXWEAHHA, TEMNEPaTYPE,
EDEMEHN @ QpyTHe PaKTODCE

4.2.2 MogensHan cpega

Onauceneqosadua Npoh Ha KNeTEAX MASEONHTA0W WS He0DK0 04 MO MCNONBI0BA TE CIIENYIULIAG MOOE M-
Hulg Coe sl

a) Ky NeTYypansMylk cpany © oaIBopoTEON,

b} KyNETYDansHyD cpegy Bel CuliBopoTrN,

C) SMIAMONOrMHECKWA Coneaoi pacTeop,

dl Apyryio NooEoaA LY MOLENBHYI0 CREaY.

MpuMedasne — MojeneHsie cpagsl NpencTaenedss No Meps yHeBaHEA CTENSHA NPEANOHTHTENEHODGTH.
Brbop pacTEOpPMTENR LOMNMEH OTPAMATE BENL ILCTRAKLW A, Npedan HeoBXooUMO DECCMOTPETE MENONBIDBAHHE @ NONAD-
HOMD, W HENORAPHOMG pACTEORMTENER . K SDyrids NeAX00aLLUHM MOIE N HEIM CPSdam OTHOCAT GWM W EHH YK BoAY, PRCTMTENL-
HOB Macno ¥ SuMeTuncynedorcas (AMCO ) AMED HagecTeH 3K UM TOTORCHY Held B ONPeaaneHHBI: TeoT-CHETaMas npM
KOHUSHTRAUWKW, Npeaswanwed 0.5 % ofwero obwema.

n OnosnopraHd4ackia NoNEERHAAED0PUO) 8 HEHECTEE NONOHATENSH0TE KOHTRONLHOMS GODE3UE MOKHS NpUOS-
pecTi B SIMS Fortex Lid, Hythe, Kent, CT21 6JL, UK, (nponyeT Mo 490-300-000}. Nonuyperads ZDEC » 20DBC gocTynHe
oT FOA, MocnegoBaTenechoro MHETRTYTA XaTaqo (Dohian F29-5, Hadanoshs, Kanagawa 257 — Japan). 3ra usdropmausn
NEMEEGEHE ONA yaoBocTEa NoNEIOEATENA HACTOALLAM CTASJADTOM @ HE ASNAETCA PERNAMOR STOR NPOLYEYHH CO CTOPOHE
5.

2
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4.2.3 YcocnoeuA NpUroToERNeEHMA JKCTPAKTA

4.2.3.1 TMpwroToBNEHWE JKCTRAKTOR CNeayeT NpoBOLMTE B CTEDHNBHLIX, XMMKYECKH MHEDTHEIX 3aKDbl-
Thi® KOHTERREpax C cobNINIeHMEM NEEEWMN SCENTHEN B COOTBETCTEWA © 120 1098312,

4232 PeroMeHIveMbiMH yCNOBHEME IKCTDAKLUWK SENAKTCA!

a) e sMeHes 24 npu (37 L2)°C;

by {(F24Zvanpu (90 L2)°C;

) (244 2)anpu (70 L 2)TC;

d) (1=02)unpa(121L2)°C.

PeromeHayemMee YCNOBMA NEMMEHAKT B CODTEETCTEMM C XADaKTEDHCTHEAMKY WAOEMNHA W KOHKDETHEIMK
YONOBEAMKE MCNONEI0BaHAA. MeToObl IHCTRAKUWA C MCNONEI0BAHHER KyNbTYRANLHONE CRE0E C CHBODOTHOR
MO T NPAMEHATECA TONEED NP YCNOBKAX, NPHBEOeHHBIX B 4.2 3.2, nepedrcneH9se al.

42,373 EcnnakcTpakT (Nepgeq KoHTAKTOM CENeTEaMM ) DunNeTRYIOT, LeHTpudyrupyioT unn obpatatmea-
T KAk A=-N0o Qpyrie cnocobom, 370 HeobX0QMMO BHECTH B OKOHHYATENEHBLIA OTHYET 8 COOTRETCTRHK C paage-
nosa 9. Mogbop pH akcTpakTa Takke 3aH0caT B oTY4eT. MarunynauHKM ¢ JKCTpakToM, Hanpumep, noadop pH.
MOy T NOBNAATE Ha De3yNLTAT.

4.3 MpuroToBNEHKE MaTERWANA ANA MCCNeO0BAHWA METOO0M NPAMOTro HOHTAKTA

4 3.1 Matepuansi painu4usely QOpM, PASMEPOE MNH PUIHYECEWX COCTOAHME (HANDHKMED, MUOKDE MNK
TEEPOOE) B ACCNE0BAHKAX HE UHTOTOKCHHHOCTE M3yHa0T 083 MIMEHEHKEA,

HenatenesHa, 9Tobel xoTa Ok 00HE K3 CTOPOH TEERAoSro 0B paaua Gelina nnockord. Opyrie hoptil M oHan-
HECKHE COCTOAMWA TREBYIOT BHECEHWA HaMeHeHHA B obpasey.

4 3.2 CneoyeT y<4uTelBaTE CTEPHUNEHOCTE 0B paaua.

43,21 C voccnegyeMeisl MaTepuanamy CTepUNMIceanHex nagenuia obpawanTea o cobmogeHves
YCNOBHA SCENTHEH B TEYEHWE BCETND NPOLECCa MCCNEaoRAHKA,

4.3.2.2 McocnegyeMele MaTEpHank HIenWd, KOTOPEIE BRNYCKAKT HECTEDMNBEHBIMKE, HO NOQBESDranT
CTEQHUNHIAUKK NEDED NPHMEHSHHEM, CTEDHUNMAYINT METOOOM, DEKOMEHICEANHEIM MANOTOBHMTENEM, 1 NDHMME-
HRIOT & COBNKAEHUEM YCNOBKA ACENTHEM B TEYEHHE BCEND NPOLECta KCCNEO0RAHKA.

BoagedcTEMe METOO0E CTERMIHIALMK K CTERUNMAYIOLME ANEHTOE Ha W3LENWE MDAHKMAI0T BO BHHAMaHAE
NEW BsIGope NPOUEOY PR NPHIOTCANSHKR MCCNEAYEMOND MATEDHANE A0 870 HCNONEACBAHKA B TECT-CHET BME.

4.3.2.3 HMcocnegyeMele MATEDAANBI HAAEMWA, KOTODBIE MOTYT NDHMEHATECA HECTEDMNEHEBIMK, WCMONEIY-
HOT B TEKOM BALE, B KAKOM OHK BRIMNYCKATCA, NPoUScs NPWIoTOBNSHWA JKCTDAKTOR NPOBSOAT C© coDModaHiam
YENOBRA SCENTHEH B TEYEHWE BCETD NPOLUECCE HCCNSAOBAHKA.

4.3.3 WHOKDCTH WCCnegyioT:

a) NpAMBIM OCRKIEHHEM, MK

b} ocamaeHnem Ha SHUONOrHYecHd MHEDTHYID aGCcophn Dy WL Y0 MATRHLY.

I pAM24HaHAE — p.]'lﬂ FTOW WEnd NOAXOGAT @UNeTROBANEHEIE OQUCKH.

4. 3.4 EcnuHestroiqdmMo, MaTepWank, AENANLWMECA cynepatocapfeHTAMM B COOTRETCTEMM C KNaccHii-
KAUWEH, NOrpyHasT 8 Ky NeTYPansHyIo cpegy Neped MeonedosaHuen, 4Tobsl nabexats copbume KyNsTy pans-
HOW Cpefkl B COCYEE, HENONbAYSMOM ANA WCCNEQOBAHKMA.

9 NNHHHK KNeToK

5.1 OEeYHD HCNONEIYVIOT WIBSCTHEE MAHWK KNETOK M3 HIBECTHEX MCTOYHMEoR! !,

5.2 Ecne TpebyeTca ocoban YyBCTEMTENEHOCTE, MCNONEIVIOT NEWE NEPENHHEBIE KNeTOYHBIE KyMaTY Pk,
TMAHMK KNETOK M Ky N TY Dl OPradYeCckoro THNE, NONYHeHHBE HENCCDEBCTEEHHD M3 MHBLIX TRAHEH, BCIH MOMHD
NPOOEMOHCT PHDCESTE BOCNPOHIE0OMMOCTE H TOMHOCTE OTEETHOH DEAKLMK,

5.3 Ecnd marodHas syNeTypa NHHAK KNETOE COXPaHABTCR, TO 86 COQeDMaT NpH TEMNEQaTYRE MHHYC
80 °C WNH HA¥E B COOTEBETCTEYIOWEH KYMBETYPANEHON COE0e, COOapxallen BELECTED, AW ILAKWEE OT BOI-
OEACTEWA HAIKKE TEMNEPATYR [KDRONPOTEKTOR), HANDMMED, OMMETHNCYNEDoKCKT UK rmvuepon. DndTens-
HOE XPAHEHKE [OT HECKOMLENX MECALEE 00 MHOMWE NeT) BOIMOHHD TONBED NP TeMnepatype MuHyc 130 "C unn
HIME.

o Hanprmep, peLoMaHIYEMEMA NEHRAMSE KNeTor ABENADTCA Amercan Type Cufture Collection CCL 1 (NCTC knox
@20}, CCL 162 (Balb/AT3 wnod A51), CCL 171 (MRC-5)n CCL 75 (WI-38), CCL 81 {Veroiw CCL 10 [[BHK-21 (C-13]]u V-T2
3704, 378 MHOpMEUMA NPHESANTCA ANA yOoBCTEE NONEICEATENA HACTOAWWM CTAHOARTOM W HE ASNABTCA QEKNAMOR
ATOA NPOAYEUNM ©0 cTopoHel 150, BosMOMHE MCNONE30EEHWE GDYTAE NEHMA KNETO, SCW JoLa3aH0, HTO OHW NPHUBOAAT &
TAKHM HE UNK S0Nee PENESEHTHEM BEIYNETATEM.
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5.4 [OnAvconegopadua MCNonbIYIOT NAWE KNETHW, HE COOE PHaLLME MUKDNNaIMY.
Mepag KCHONEIOBAHHEM MATOUHEE KyNbTYDE MCCNEOVIOT HEJEMHEM METOOoM, YTobw yEEOMTECA B
OTCYTCTEHM MAKONIEIMEL.

& KynsTypansHanacpepa

6.1 KyneTypankHas cpeda 0onwHa GhiTe CTERWMEHOE.
6.2 KyNeTypaneHad cpeda CcHBOPOTHOR MNK Bea Hee AonKHa COOTRETCTEORATE YCNOBWAM, TpeDoBa -
AR POCTA WK NOOOEDHAHHE HHIHECTOCODHOCTH ONDEAENEHHON NMHAK KNeToK.

M pPUMEBEY BHWE — MoMHO BENSIYETE 8 COCTEA cpenke BHTHEMOTHEM, }'EIEHHELIJﬁL'h, HTD OHE H2 OHEIRBEHDT
HefnarcnpUATHOMD BO3SeACTEHA HA Npobs.

CTabuNeHOCTE KYNBETYPANEHON CPedkl MOMET Da3NHYaTECA B SABMCHMOCTH OT HOMMOIMLMK K YENOBIA
¥paHeHa. Cpegy, cofap®allys CHESPOTEY ¥ IMIOTaMdH, XpaqHAT npd Ternepatype o 2 °C 0o 8 °C He Bonee
7 cyT. Cpegy Gea chlBOpOTEM, COQSPMALLY I TNETAMWH, XpaHAT NPy Temnepatype ot 2 °C 00 8 °C we bonee gpyx
HEOE Mk,

8.3 pH KyNeTYpanesHeX Cpen NOLOEEHAEAI0T Ha YRPoBRHAX 7.2 u T 4.

7 MpuroToBneHWe MaToO4YHOW KNETOYHOW KYNbTYPbI

7.1 Mcnonk3ydA BbiGpaHHys NUHWKD 4 KYNLTYRAMLHYK CReay,. ToTOBAT JOCTATOYHOE YMEN0 KNETOK BNA
NoOoBEaEHMA MCCNEQOBEAHKA. ECMM KNeThA D0NHHE Dbl Tk BeDa W eHs] M3 KYNbTYD, BIATRIX M3 XPAHUNKWA, Heob-
X¥OOWMO YAAMNKTE KPMONDOTEKTOR NP 260 Hanuyud. Mepen Mcnons3oeaHues KNeTouHyin KyNsTypy Negecena-
KT XOTR Dkl 0OHH paa.

7.2 KneTkw yaansKwT W BHOEL NPUBCSEAT BO BE3BEWEHHOE COCTOAHMKE MNYTEM DepMEHTHOW WMNKM MaxaHu-
YECKOW Jeaarperauki, #enonsayva Harbonee nodxogauKE MeTod QN8 KNEToK KamOG0M NdHHK.

8 Metoabl MCccnenoBaHWA

8.1 Ydeno aydnei
Ona vccnegyesex Npos U EOHTRONS HeoDXoOMMO MCNONEA0EATE HE MEHes Tpex OyDnei.
8.2 MCNbiTAHWE JKCTPAKTOR

B.21 370 MCBITAHKE NCABONAET OUEHWTE LMTOTOKCHYHOCTE KAYBCTREHHD M KON WYECTREEHHD.

8.2.2 OnpegeneaHios KONHYECTED NOCTORMHD NEREMEWMBASMOA KNETOYHOH CYCNeHIiK KanawT B Kam-
OblA W3 QOCTATOYMHOT 0 YHENa COCYA0E ONA IKCNOHHPOBAHKA C IKCTPAKTOM, PaBHOMEDHD pACTPEOenA T KNeTEM
no NOEBRpXHOCTA KEEMO0M0 COCY O NerErs BpaeHHEM.

8.2.3 EyvneTypel HHEYSHPYIOT npiK (37 L 2) °C B 803gyxe B NPUMCYTCTEMK 5 % (aonA obbema)l JRYORHCH
YyINepoaa nnK Bes Hee B COOTEETCTEMK C BHDpanHon gNa KyNeTYEaNnsHoR cpede By DepHon CUCTEMOR,

Mecneqopadse MOMHD OCYWECTRNATE Ha CyBROHGUNEIHTHOM MOHOCNOR, KNETKW KOTCROMD NDUKpEnng-
KITCA K KAkOMYy=-NH00 TEEpOomMy CyDCTRETY, MNK Ha CREMECYCNEHQWDORAHHLIX KITETKaX.

MercueHke 0GpaIcEAHUA KONOHWA CNELYET HCNONBEI0BATE COOTEETCTEEHHO HHAKY IO MNOTHOCTE KNETOK.

8.2.4 Mepen Havdanow HCCNegoBadka CyBkoH@NyIHTHOCTE W MOPONOrHo KyNeTYD NPOBEQAIDT C
MDY MHEROCKONA.

8.2.53 MNpoeoOAT HCCNEZ0BaHME:

4} HA MCKOOHOM JKCTDAKTE K

B} cepuM pasBeeHAR IKCTRAKTOR, HCNOMNEIYA Kak pa3tasuTeNs Ky NaTyPanbHyIo CRedy.

Echiv B MCCNegosanidn MCNonsayiT MOHOCNOR, TO KyNeTYPAaNsHYI0 Cpeqy CnegyeT y4anuTe 4 AobasuTe
HOATHOR KONWHECTED JKCTPAKTA KK B0 PEIDefeHWA B Kakdnii Ha CoCy 06,

EcnM B HCone oBaHiy WCNoNb3yoT CYCNERIHOHHEE KNaTHY, TO AcDaBnanT JKCTDAaKT MMk ero pasesne-
HAE B KadOuld 13 DyOnMpysolky coCyaoB CRaay #e NOCE NPHIroTORNEHHA KNETOYHON CYCIEHIHK.

826 Korga #cnoneayior HE MAOTOHMYECKMA JXCTPAKT, HANDKHMED BOOY, HCNbITEHBAKT IKCTPAKT NP Hak-
Bones QHUIKONOTMYEcK COBMBCTMMOR KOHLEHTRAUMK NOCNE PAIBENeHMA B KyNsTYRANEHON CDeQe.

Mpumedysasne— PesoMeHOYSTCA ACNONE30BATE KOAUEHTPYMPOBAHHYH KyNaTYRaNsHYH CREny, sanpUmMep 2x,
S%, ON# pEIEEAEHHA BOOHE X SHCTRAKTOS.

B.2.7 OoGasnaioT onpegenaH-on KONHYecTEo NyCTor peakTUea, oTPULATENEHOND M NoNoKKUTENEHOND
KOHTPONEHEX 0BPaIL0D B GONONHUTE NEHEIE OYBNMEYIOWKE COCYIE.

4
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M PAMES4HAH®E— HﬂHTFI-I:IJ'Ih CEEHER EYNETYPANEHOR CPEOR NPH HEOBX00MMOCTH NoOES PraxTHCCNeoB3HHARD.

8.2.8 CocyvObl WHEYDUPYIOT, ACMONLIYE YCNOBWA, ONHCaHHbIe B 8.2.3, B TEYEHHE NEpHOLa BREMEHM,
COCTEETCTEYOWEND CNeundmieckmm YCNoBMAM KoOHKDETHON Npohnl.

8.2.9 Mocne nepyroga vHKYyGaurK, DN TENBHOCTEM M0 MeHbLLIEA Mape 24 4, onpenenfsT hiesT uWMTo-
TOKCHYHOCTH B8 COOTEETCTEMHIK C 8.3,

8.3 MoneiTanWe MeToSoM NPAMOrD KOMTAKTA

8.3.1 270 MCHTaHMe NO3BoNAET OCYWUBCTEHTE KAHECTEEHHYID K KONHUYECTBEHHY K OLUEHKM WATOTORCHH-
HOCTH.

8.3.2 OnpageneHHos EONUYecTBO NOCTOAHHS NepesMEllHBasmMol KNeToUHoN CYCNe MK KanaikT B Kaxk-
OblA M3 QOCTATOYHOMND H9HMENa CoCyaos OnA NEAMOTD BOIAGACTEMA Ha HeonedyeMeli obpaley. KNeTi pasHo-
MEDHD PACNPEedenainT no NoOBEPXHOCTH KAMOOMD COCYOa, OCTODOMHO BRAWad COCyd B ropHaIcHTANbHOR
NANOCKOCTHA.

8.3.3 KyneTyDy MHKYSHPYIOT Npd Tesmnepatype (37 £ 2)°C B aoagyxe B npucyToTEMK 5% (0ona obeema)
OBYORMCH yTNEpoaa unK Bes Hers B CoOOTEETCTEMM C BEHOpaHHon ans KyNeTypane ol cpedbt By@epHol cHoTe-
MOA 00 TeX NOE, NOKa KYNeTYPL HE BEPAcTYT A0 CyBRoHNyIHTHOLTH.

834 NMepea Hadanom WccneoBaddA CyBKoHBNyaIHTHOCTE | Mopdonorse KyNeTyp NpoBRSpRoT ©
NOMOLLEK MAKDOCKENA.

8.3.5 YoanawoT gyneTypanedyn cpegy. 3aTeM B Kamdbif COCyO SONWBAKT CREEYH KyNbTYPankHYy o
cpedy.

8.3.6 CCcTopomHO NOMELLAINT HCCNeayeseie 080asU6l Ha KNETOYHEIN CNOA B LeHTRe K000 ayBnnpy -
Wero cocyna | yDemaanTo B ToM, 4To 06palay nokpeeasT NpyubnusnTenesHo 1710 nopepxHocTH KNeTOMHor0
chnosA.

MpoABRNAKT CCTOPOKHOCTE ANA NPELOTEDSLEHHA HEMENATENLHOMD QBMEEHNA 0BPaIUOE, NOCKONERY
OHO MOKET NPHBECTH K QHIMHECKOMY NOBDEKIEHM KNETOK, HanpAMED MX CMELLEH AR,

I PAME24YaH®E — |-||:I:r'| HEGBRODRMOCTI I:I":!IFI-EBELI ﬂEpEﬂﬂDﬁEEI‘-EHHEM ENeTok NoMeWwamT B Cooyd.

8.3.7 MNoToeAT Qybnupyiowme Cocydsl ANS OTPAUATENEHOMD ¥ NONOKMTENEHOND KOHTRONEHEX OGpaa-
uom.

8.3.8 Cocyosl MHEYDUPYIOT B YCNOBMAK, ONHCAHHEX B 8. 3.3 B TedeH e HeoDXoanMors Nepuodd Bpe Me
[He MeHae 24 4), COOTRETCTEYIOLWEND CNeUWDHYECKHMM YCNOBWAM EOHKRPETHOA Npobe.

8.3.9 Hagocanouynyd kyNeTYDaneHYD Coeay CNMBaMKT § onpedenaAnT LHToTokCHYecsHid addierT B cooT-
BETCTEMM C 8.5,

8.4 MeneiTadwe MeTOO0M HENPAMOTO HOHTaKTS
841 HMoneiTande meTogoM anddyadK Ha arape

&4.1.1 3To WCCNEOoRaHAE HCNOMNBEIVIOT ANA KAYSCTEEHMON OUSHKN UMTOTORCHYHOCTH. Mconegoaas e
HENPHUIOOHO ONA BeiM HBAEMEX BEWECTE, KOTOPBE HE MOTYT AndryHOMpOBaTE Hepea CNOA arapa WK KO TOp L4
BETYMAKT B PEAKLMKG Carapom.

8.4.1.2 Ona vcocnefosaH«da KananT onpeieneaHdH ioe KONEHecTRD NOCTOAHHD Ne pEMEWHEAEMOR KNeToq-
HOW CYCNEH3MM B KAKOBIA K3 QOCTATONHORD YMcna AyEmMpyiowmy cocyaos. KneTsd paeHomMepHo pacnpeaens-
T N0 ROBEDXHOCTH KARO0MD COCYGa, CCTOPOMHD BRALLAA COCYOE B MOPMICHTANLHOM HANDABNEHKN.

8.4.1.3 KyneType AekySHpyioT npw (37 £ 2)°C a poaayxe ¢ 5 % (o0nA o0besa) DBYoKRMCH YINEepoaa UK
CEIHEER B COOTRETCTEBWA C BRODaHH0oi ONA £y NeTYPANEH0A Cpefkd By DepHol CUCTEMON 00 TeX Nop, NOES Ky Nk-
TYPhRI HE BeigacTyT NpubnuanTensHo o koHNyaHTHOCTH B KoHUWE Noraprdmudackol dazw Kkpuaod pocta.

6.4.14 Mepan Hadanom WocnefopaddA CyDROHQNYIHTHOCTE M MOPgONOTKID KYNETYR NPOBEPAKT C
MNOMOLWLEID MAKDOCKONS.

5.4.1.5 Y0answT 43 coCyaa Ky NeTYPANEHYIO CPeay. 3aTeM CMEeLWWBEAKNT CREHYIO KyNETYDaNkH YD Coe oy,
COQEDMALLYID ChIBOPOTHY C PACTONNEHHBIM arapom, 4Tobsl OKOHYATENEHAA KOHUEHTRALKWA arapa CocTapnana
o7 (0,5 % 00 2 %, v BHOCAT COOTRETCTEYIOWMA 00 mem B kaMAaLI cocyd,. Monones3vioT MCKNKYMTeNsHo arap, KoTo-
PEA NOOX00MT ANA Bbl PALMBAHKA KNETOK MISKONUTRIOWHY B Ky NeTyYpe. CMEck KyNbTYRANBHONA cpeik & ara-
pOM OON#HE HAXOOWTLECA B MWOKOM COCTOAHKM, NPWM TEMNERaTYPE. COBMECTMMON C TEMNEDATYROW KNETOk
MIEKONATIIOWHE.

I pAME4YaHWeE — ﬂﬂﬂTy NeHarap c AOCTATOYSRIM AHANASOHOM MONSKYNAPHGA MACCH W YHCTOTR.

8.4.1.6 OCTOpO®EHO NOMELLSKDT HECKONEKD KCCNEe Oy el 0DPAIL0E HA OTEE DASBLHIA CNOMA arapa B Kak-
Obid cocya. ¥OewoanToA, 4To obpaiey NoKpHEaET NPUEBNHIMTENEH0 1710 NOREpXHOCTH KNeTOSHOr S CRoA.
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Boe abcopbrpyiowmwe Mateprankl o NOMELWEHWA Ha arag cneayeTt NpeaBapHTENEHO NOMECTHTE B Ky M-
TYpaneHy cpeny 8o Mabexarue GervopaTayqys arapa.

B.41.7 MNoToRAT OyGnupycwme cocyasl © o0ouMe Npenapartam oTPEUATENEROID W NoNOKHUTENEHOND
KOMTRONBH X COpazyos.

£.4.1.8 Cocyak HHEYGHPYIOT B YCNOBWRE oNMcaHHbX B 5. 4.1 3, 0T 24 oo 72 4.

8.4.1.89 OcaaTpHBIOT KNETEW AN\ CNPESEnesna UWTOTORCHYHOCTH G0 W NOCHe QCTORMHONS YaaneHMA
OEpAIUOE C NOBEPRHOCTA arapa. Menonsacsadde BUTANBHOR CKPAcKK, HANPUMED, HEATPANBHOMS KRACHOMD,
MOMET CNoCoDCTEORA T CDHADYKEHHKD UWTOTOKCHYHOCTH. BUTaNEHEIA KRACHTEN: MOXHD A0DaBNATE 00 HITW
nNacne HeeyGaudd c obpaiyomn. EcniK kpackTents aobaened neped MHEyBagred, 70 KyNbTY DB 3AWWWLEH0T OT
BOAOQEACTEMA CBETa B0 WabemaHue nNoBPEXOeHWA KNeToM BoNencTeMe OTOAKTHBAUMK BHTaNBHOMS
KPACHTEMNA.

B.4.2 Meneitanue metogom gudrpyann Ha duneTpe

8421 3T0UCCNEOOEAHKE HCNOMNBIYIOT ONA KAYSCTESHHOE OLUESHKA LWTOTOKCHYHOCTH.

8.4.2.2 CeobodHER OT NOBEPXHOCTHO-AKTMEHLIX BelLecTe une T © paamepon nop 0,45 sk nomewa-
MIT B KOk cooya W AoBaananT onpegensHHoR KoNHHecTRO NOCTOAHHO NEPEMEWHBARKMON KNEToUHON Cyo-
MEHIMK B KL M3 JOCTATONHOMD YWcha Oy DNMpy oKy COCY 0B ONA HCNETaHnA. QCTopossH bk BoaLEHHem
HNETEX DAEHOMEDHD PACNPEOENRIOT NO NOBEDXHOCTA KERO0Mo deneTRa.

8423 EyneTypbl iHyBUpyioT npi (37 = 2) °C B BO30yEe B NPHCYTCTEXK 5 % (nond ofbeMa) OByoRHcH
YIMEPoOa M Bed Hee B COOTEETCTEMK C BeIGPaHHSA ONA KyNeTYDANBHOR CRe QL Gyhe pHOR CHCTEMON J0 TexX
Mag, NOKS Ky NbTYDb! HE BRIDALTYT NEHMANMAKTENEHS 00 KOHENYIHTHOCTH B ROHLE NoTapdaqHeckoi dhases Kp-
BOW pOCTa.

8424 Mepeg HAYAN0M HCCNEA0BAHWA CYOROHDNYIHTHOCTE W MOPONOrAKG KyNsTyD NPOEEPRIOT C
MEMOLLBHY MHKRPOCKONS.

8.4 2.5 Y0anawoT 43 Cocyaos KyNeTYRaneHyD cpedy. 3artes huneTp CTODOHOM, Ha KOTOPOR HAXOLATCA
KNETKK, NOMELWLEKT HA CNOH 3acTeBWwers arapa (cm. 5.4.1.6)

8.4 28 OCToOpOWHO MOMELLEIInT AYENHDYIOWWE WoCNenyakia oDpailkl Ha BEREHII0 (DE3 KNeTOR) CTo-
poHy HNeTEa. HHAKAE IKCTRAKTE M CEEMECMEBLLAHHEE CMECH MOMELWAINT Ha GHUNLTP.

8427 lNomoeaT gybnupywwme UNeTPe © NPEnagaTasy oTPAUATENBEHOND 1 NONCHEHMTENLHOMD KO-
TRONaHLIX OGEaAL0E.

8.4 28 Cocyibl HHEYSHPYIOT B YCNOBUAX, ONHMCaHHBIX B 8.4 2 3, B TeHeHRE 24 = 10 MIKH.

8.4 2.9 CcTopowHo yaanawT obpasiel CUneTRa M oTAENART QUNETP 0T NOBEpXHOCTA arapa.

84210 OnpegenfinT LUTOTORCHYHOCTE, MCNoNeIYE COOTRETCTEYOLW Y METOOHKY OKDALLIWEAHHR .

B.5 OnpegengHye LMTOTOKCHYHOCTH

8.5.1 OnpeoensmT UMTOTORECHYHOCTE METOLOM KEYSCTESHHOR MNK KONWYECTBEHHON OUEHEN.

a) KaqecTaeHHanA OUBHKA: OCMATRPUEANT KNETHM He PEa MUEROCHON, NPW HEMNaHHK, MCNONbIYA UATOXHMH-
HECKYH OKPAcKY, 4TODBlI OUSHUTE MIMEHEHWA, HANDHMED, KIMEHEHKEe 0BWeR MopOnori-, BaKYORKIaL MK,
CECWENMEHWE, MAIWC KNETOK W UENOCTHOCTE Mambpan. OTKNOHeHWe 0T HOpMans ol Mopdhonorik pEricT D=
YT B OT4eTa of HCCNeqosaHMK oNHcaTensLHo Mk urdpama, B Tabnwue npuaeged yoobHbli cnocol ouesH
HMENBITYE MR MATERWANOS.

Tatnwusa 1

Wxana HATOTOKCHYHDETH HHTE‘F‘I‘ID’E‘T{IUHH

i} He unToTokCH-HEIA

1 Mersan UATOTOKCHYMHOCTE

2 L':-I}EIDHFIH GHTOTORCH YHOCTE

3 SHAYMNTENEHAR UXTOTORCHY HOCTE

ONWCHIBAMT MeTod CUEHEM B oTYeTe. MeTod W peaynsTatk CUSHEW J0NHKHE SETE BENIDYEHSL B 0TYeT 00
HCCMEgoBaHHIA.

b} Konu4ecTBeHHAR OUEHKE: MIMEDRINT YACNE NOrMELLKE KNETOK, 3amMedneHEe pocTa KNeToK, Npan9ddie-
DALWK ENeToE MM 05paiosadie KonoHdE. Hacno KneTok, KonddecTes Denka, BeiceoBomIeHWeE PepMeHToR,
BEICEOOOMASHAE MNK CONDALEHKE BATANEHON OKPACKA WNK ADYIOR H3MapUME @A NapasMeTp soryT BeiTh Koni-
HECTBEHHO OUEHEHE C NOMOLW LN 00 BEKTHEHEIX cpeacTE. D0pekTHEHEIE CPEOCTRA M PEIYNETAT DETMCTPHDYIOT
B OTHeTe b MCCne LoBaHHH.

G
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M PAME&4HaH®E— On# 0TaensHLx MaToa08 anpadensHis MoEeT ﬂElTFIE-ﬁI:IEEThGﬂ HyneBoe GpEMA HNA Gazo-
BEA KOHTRON=HAR NHHAA KNSTOWHOM KyNaTyDE .

8.5.2 Hecbxoaumo yoeaMTecA B TWAaTENEHOCTM Beifopa METOA0B HCCNaJ0BaAKKA, TAK KK PEIYNbTATE
HOCNEAOBAHWA MOTYT CHAZATLCH HENSWCTEMTENEHEMKY, BCMIM WCCNEOYEMbIA 08paAIeY BeIAMAST BELLECTES,
COATAMLLAE NOMEXH B TECT-CHCTEME WNH B UIMEDEHIH.

I PAMEYaHAE — MaTte pHane, ROTOPRE MOMYT BelOSNATE POPMAENEAErd0, BOIMOKHE AOCTOBE pHG ACCNE S0
BETh TONEKD NPW OUSHLE BW e CNocobHOCTE KNSTOR,

8.5.3 Mpu HANUYKMK OYEBMOHLIX PATNAYME B pEAYNETATAX MCCNedoRaHMA Mexay OyBNMDY oW MMK COCy-
O2kA CKNETOYHOA Ky NeTYPONR MCCNeq0BaHNE CNeqyeT CHUMTaTE HENDHEME MalM HITH HEY I0BNETEOPUTENMEIM.

8594 Ecnm oTpuUaTeNEHER, NONCEATENEHEIR KOHTRpONEHEE o0pasus win mobol gpyrod KoHTROoNs
[ATANOHH LI KOMTDOES, KOHTEONE CReak, NYCTOH, KOHTRONE DEaKTUEA KU T. 4.} HE Bbl3LEA0T CHHOAEMOTs OTEE-
Ta B TECT-CHCTEME, TO HCNEITAHWA NOBTORAIT.

9 OTtyeT0b MCCNeNOBaHHM

B otuere ob uccnegoaasuy Gon#Hsl GeTe NpMeegaHsl CRE0YHWLME QETan!

a) onucadne obpazya;

b NUHAE KNeToK W 0B0oCcHOBaHKE BeIGopa,

C) kKyNeTYDaNsHaA cpena;

d) saeTog npob M obocHoBaMKE

2] NOOUEeO0yRa IKCTRAKLWA NO NPUAMSHAMOCTH M, N0 BOIMOMHOCTH, XAPAKTED M KOMULEHTRALWA B MiiBaE-
MblX BEWECTE,

fy OTpHUATENBHBIA, NOMOKHTENEHER KOHTRPONbHBE OGPaILE W KOHTRONK OPYTHE BROCE,
g ENETOHHBINA OTEET W DYIHE HAGN e HKE,

h) nioboe CooTEETCTEYIOWHE J3HHEE, HEODXOOMMEIE GNA OUEHKK DE3yNETaTOR.
10 OueHka pe3ynbLTaToB
ClMe pesyNbTaTE MCCNEI0BaHWA OOMKHEl OLUEHHBATLCA MMUEMK, CNOCOGHEIMIA NDMHWMETE 080CHO-

BAHHBIE PEWEHKA HA OCHOBE JAHHBIX WCCNENoBaHvA. Ecnu pesyneTaTe cpegy GyOnukatos He ABNAKTCA
NOoOCNEqoBATENBHEBRK WM HEQEHCTERTENBHE, WCCMBL0BaHHE NOBTORRIOT.
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Npunoxesne 0A

{cnpasovHoe)

CEoOoHHA O COOTEATCTEWH MEXIOCYOAPCTROHHELIX CTAHAAPTOE

Tatnwua QAN

CCLIMOYHLIM MEXOYHAPOOHEIM CTAHOARTAM

OEIIHAEE RS 1 HAAMEHOBAHAE
HEROYHAROAHGT CTAHDAPTE

OHgINAUEHRE 1 HAMMEHOBARKE
MEROPHADAAHANS CTAHAARTA OPYIOrD
IOOE MIAAHAR

Crenens
CODTRETETERR

DBoIHIYEHAE # HAMMBHEBA Hde
WERIOCYIEPC THEHHON CTAHIARTE

IS0 1099311987 Ques- 150 10093-1:2003 Oueska 10T FOCT 150 10993-1—2011
¥3 GUONOTMYECKDND AEACTEMA | BHONOMMYECEOrD QRACTEWA Me- HaLenda MeJHUAHCEHE. DueHKa
L ITETER MIAENUA. | SUyMHCEME nzgenmh. YacTe SUONoraveckere geRcTedA Me-
YacTs 1. JueHka M vccnegoea- | QUEHED # MCCNe0oBaH KA QUUMHCEMX vagenwid, Yacte 1.
HU1A OUeHES W HCCNEA0BaHHA

50 10993-12:19496 Ouen- 150 10093-12:2007 Guesia IGT FOCT IS0 10893-12—2011

#3 BUONOIAYECKAR MEOHLAH-
cEMx  M3gensn.  Hecre 12,
NogroToeka apof @ 3TanoH-
Hhix MATEpHANCE

BHoNOrMYeCcEorn JEACTENMA Me-
OUUWHCEME M3denuA. Yacte 12
MpuroToenesde npob W crad-
LapTHele ofpasusl

Magenda MelsunHCEMe. DyeHEs
BUOnordveciore QEACTERA MEe-
GRAUMHCEMX Magenni. Yacte 12
MNpuroTonedHEe npod @ HOH-
TponeHe e ofpasuk

M PHUMEYAEHME — B HECTOAWEM CTEHAARTE MCNONE30EAHD Cneaymues YyCNoeHDe OBO3HEYSHHAR CTENEHH COOT-

EBTCTEWRA CTEHQAPTOE!

- 10T — WOSHTHHEIE CTAHASPTRI

rOCT [OCT ISO 10993-5-2011
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YOK G615 46:002:006.354 MEC 11.100.20 P20 IoT

Krio4YeBpe CRoBa. MegHULHHCKHE HAOENWA, UMTOTOKCHYHOCTE, HoCNedoaanka, CyBRoHNyYIHTHOC T, Heoneno-
BAHKA i1 witro

10
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