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Mpegucnosne

Llenu, OCHOBHBE NEHHUWNE  # NOPAOCK nNposedeHus  paboT  nNo MEewrocyoapcTBeHHoR
cTaHgapThaauwk yoTanoanerde MoCT 1.0—592 «sMesrccyJapcTBeHHan CHCTEMA CTaHganTHIALKUA. DCHOBH RIS
nonosaduA: W FTOCT  1.2—2009 aMesrocygapcTBeHHas  CWCTEMA  CTaMgapThzaume. CradgapTe
MEMMCCYOAPCTREEHHEIE, NMPARKNEa W DEKOMEHOALWA No MENIOCYJARCTREHHOR CcTadjapTuaauwK. Mpasdna
paIpafoTEW, NEMHATHR, NPUMSHEHWNA, OEHOBNEHMA U CTMEHEI X

CransHua o CTAHAApTS
1 NOOroTORNEH PefgpanksHsi rocyIapCcTEEHHEM YHATADHLIM NRpeanpUATHeM «Boepocchickii
HAYHHO-HCCNE0BATeNsCKMA  MHCTHTYT  CTAHOADTHIALMHA W CepTUdHMEAUMA B MAWWHOCTDOEM KW D

(BEHFIHRALL Y

2 BHECEH ®epepankHbid aredTCTEOM N0 TEXHWYSCKOMY DeTyNEPORaHWKD KW MEeTpOnorkdK
(PoccrangapT)

3 NMPUHAT MesrccylapcTEEHHEIM COBETOM MO CTAHAAPTW3AUMH, METPONSTMA B CERTUEDMEILHK
(npoToron Me 40-2011 o1 29 moabpa 2011 1)

3a NPUHATHE CTAHZADTA NPOroNoCoBani:

Kparuoe HaWMeHoBaH we Kog cTpame: no CORpAWeH HOe HarMeHoBaHKe
CTpaMel Mo ME {MCD 3168) HALMOHANEHOTD Opraua

ME (MO0 3166) 004—87 oo4—a7 No CTAHOARTHIALIM
Benapyce BY MocctangapT Pecnybnvkd Benapyce
KazaxcTtau KZ lMNoccTangapT Pecnybnue Kazaxcrad
KeipreiacTan K& KetprsiacTaugapT

Poccwirckas Tegepauda L Poccradgapr

TamsHrHcTan TJ TagxnecTasaapTt

YabewicTan Uz YacTaugapt

4 Mpueaios SeaepaleHoOrs areHTCTEa MO TEXHHHECKDOMY PEryNUpOBAHKID H METPONOrMA  oT
13 pexabpa 2011 r. Mg 1304-cT MesrocygapcTeeHHei cTangapt MOCT 150 10993-13-2011 ppeged @
OBACTEHE B KA4eCTEE HAUKOHANEHOMo cTandapta Pocoudckoh Tegepauds c 1 aneapa 2013

5 HacToAWWHA CTaHdapT YOeHTHYEH MesdyHapoaHoMy cTadaapty 150 10993-13:1998 Biological
evaluation of medical devices — Part 13: |dentification and quantification of degradation products from
pofymeric medical devices {(Ouedka BOWMoNOMAYEcKOro OEACTBMA MEOWMUMHCKMY  wagenwi. Yacte 13
MoenTidHeania | ECNUHecTEEHHoE ONPegeneHie NPodykToR Oerpagaudd MondMepHex  MEedHULHHCEMX
Wanenmil.

CrengHs COOTBETCTEWA — HaeHTrdHas (IDT).

CradpapT NnogroTosned Ha ocoHope npuseHesua TOCT P MCO 10093132009

CeregedHs 0 COOTRETCTEWMW MERNOCYLapcTBeHHLIX CTAHMOApTOR CChUMOYHbIM  MEMDYHADoIHbIM
CTaHAAPRTAM NPHBEGEHEI B BONOMHATENBHOM NPRNCHEHEH T4

& BEEJEH EMNEPBELIE

Hughopsauus o eeederud & Jdelomaus (Npexpawenuly dedomeus) racmofweso cmandapma
MPONUEVSMCA & YRasamens « HaluaoraneHbie cmandanmbis

Minghopamaues o uameuNesusy & HacmoRwemMy cmasdapmy  apbnukyemcs @  yxaiamene
wHALUOMANEHEIE CMaHdapmkis, & MEKCNT WIMEHERLT — @ UHBODMALLOHRELY YKA2aMenaAy « HauuoMansleie
cmakdapmes. B ciywae nepecMompa win omdens Hacmofweso cmardapma CoomesmomEyiowEn
usghopmayus Sydem onpinuroeala 8 uHibopMaULOHHOM Yazamene «HayuonansHee cmaddapme s

2 CrangapTandgrope, 2013

B Poccuiickol degepaudi HACTOALWWA CTAHAAPT He MOMET CbiTe NONHOCTRID WNA YacTHYHO

BOCNPOWIBEOEH, THRAMWOOEAH W DACNPOCTRAMEH 8 KAYeCTES ChUUMANEMOre kigauks Del palpelueHvs
DenepansMore argHTCTEA NO TEXHUYECKOMY DErYNMDORAHKIN M METRONSIMK
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BeegeHue

CobnwogeHwe nonoxeHud ctaHgapTos cepuM |SO 109593 «Ouedka Buonorudeckoro
OedcTEMA  MEOMUMHCKMXY  W3genyiis nNo3sondt  obecneqddTe CHMCTEMHLIA  nogxon K
MoccrnefoeaHun BUONOrMYecKore JeMcTEMA MEQMUMHCKMY Madenui.

Uenk aTux cTaHaapToe He senaeTcA DeaycnoBHoe 2akpenneqve eguHoobpasHex
METOOO0B MCCNedoBaHWA M MCNBITAHWIA 33 rpynnamMy oQHOPOAHBIX MEQUUMHCKUX M34EeNWA B
COOTBETCTEBMM C MPUHATOA Knaccudukauved Wx no Buay W ONATENLHOCTH KOHTaKTa C
opraHiamMom dJenoeexa. [loaToMy nNNaHWpPOBAHWE W MNpoBedeHWe WCCNedoBaHuA W
WMCNBLITAHMA  O0M#HB  OCYLWEeCTENATE  CNeUWanWcTel, WMelWWe CcOooTBETCTBYHILLYHD
NOAroTOBKY W ONBIT B 0BnacTv  GCaHWTaApHO-XMMWUYECKOW, TOKCHMKONOMMYECKoW W
DMONOTM4ECKOR OLEHOK MEOULNHCKNX M3genui.

CraHgapTsl cepud IS0 10993 senmA0TcR pyKOBOAALUMMW  JOKYyMEHTaMKM  OnNA
NPOrHO3MPOBaHKMA U MCCNEA0BAHMA DUONOIMHECHKOND AeWCTEMA MEOMLUMHCKNY W30enui Ha
cTagyMu Boibopa matepWance, NPefHazHaYeHHsbXx ANA WX W3rOTOBNEHWA, a Tawxe Ons
MCCNenoBaHWUE TOTOBBLIX HAOENWA.

B cepwio 15O 10993 BxodAT cnegywlgme 4acTi nod obuwum HazeaHwem «OueHKa
BHONOTM4ECKOro A2WCTBMA MEOWUMHCKMX W30enmids:

YacTe 1 — OUSHKa W MCCNedoBaHMA;

YacTe 2 — TpeboeaHua kK 0BpaLLEHMIO C MUBOTHBIMK,

Yacte 3 - WMccnenooBaHWA TEHOTOKCHMMHOCTWM, KaHUEpPOreHHOCTM W TOKCWMEeCKoro
OelCTBWA Ha penpodyKTUBHYID DYHELWIO,

YacTe 4 — MccnepoBadue Mafenui, B3auMoaelCTBY WMWY C KPOBBKD,

YacTe 5 — Moccnengoepadke HA UMTOTOKCHYHOCTE: MeToOk! 1 wira,

YacTe B — MconegoBadie MecTHOM OercTEWA NOCHe MMNNaqHTauMm;

Yacte 7 — OcTaTouH0E COdepHaHWe 3THNEHOKCKMOA NoCNE CTEPHNMaLMM,

Yacte 9 — OcHoBHBIE NPUHUKMNBL MOEHTURUKAUKMKM M KONWYECTBEHHOMD onNpegensHua
NoTeHUMankHbIX NPOOYKTOR Aerpafauum;

Yacte 10 — Mccnefosadue pasgpaskalliero 4 ceHCHBUNUInpYIoLWero NedcTeun,;

YacTe 11 — Mcocnepoeadue oBLWUETOKCHYECKOTD QeRCTEBHA,

YacTe 12 — MNpurotoenedue npod 1 cTaHgapTHele obpaiub,;

Hacte 13 — MWpoedTudukauwa W KONWYECTEEHHOE onpejensedHue  npoaykToe

Oerpafauyi NoNMMepHLIX MedUUWHCKHE M3OenuiA;

]
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Yacte 14 — MWpenTudukauwa W KONWYECTBEHHOE OnNpejensHne npoaykToB
ferpafgauvi U3genvid M2 KepaMuku,

Macte 15 - WoedTHdUEALWA W KONWYSCTBEHHOE OnNpejeneHne  npoaykToB
oerpagadyi M20enyi M3 MeTannoe M cnhaeoe;

Yacte 16 — MogenupoBadHve W WCCNenoBaHWE TOKCUKOKMHETHEW NpOoOYKTOB
Oerpanauv U BeiMbIBaHWA]

YacTte 17 — YcraHoBNeHKe NoOporoBsix 3HaYeHW OANA BEIMbIBAEMLIX BELWECTB,

“Yacte 18 - MccnegosadHue XMMHYeCcKWX CBOWCTE MATEDWANoE;

Macte 19 -  Wccnegoeadie  UIMKO-XMMWYECKWX,  MOPQONOrvyeckds  “
Tonorpauyeckuy CBONCTE MATERKWANOE,

Yacte 20 — MNpaHUMNEE U METOALl MCCNEedoBAHWA WMMYHOTOKCHYECKOro AeWCTBHA
MEAWUMHCKNY W30S,

B HacToswem  cradgapre WM3NoMeHsl  NpHUHUMOE MOeHTWdMKauue 1
KONWHYECTEEHHOIO ONpeqengHMa BewecTs, 00pasayWnxca NDK PACILENNEHMK XMMWUYEeCKHX
CBA3EW B peaynsTaTe NpoUEecCOB rMaponKa3a M OKWCNeHWA B MOOeNbHbIX BOAHBIX Cpenax.
PaccMaTpuBeaoTCa AoNONHMTENbHEIEe BHonorvyeckne dakTopel, BNUAKLLME HA CKODOCTE W
XapakTep npouecca ferpagaudu, Takwe kak depmeHTHasn, Denkoeas W KNetouHan
AHKTUBHOCTh.

HeobxoauMmo MNOMHWTE, “TO M3genus W3 MNOAMMEPHLIX MATEPWANCE MOMET
cofepaTe HenpopearipoBaBlWlne BELWECTBA, NPUMECH, BhilLenavYreaeMble COSOWHEHKA,
TAKWE KaKk MOHOMEPLI, ONWMIoMepbi, PpPacTBODWMTENM, KaTanwaatopel, O0DaBkK W
HaNoONHUTEeNK. MNpKW KX HANUYKW OHKW MOTYT MeWwaTe MASHTUMUKALWKY U KONWYEeCTBEHHOMY
aHanway NpodyKToE gerpagaudy wccnegyemMoro igenns.

MpuHLUMNEL  MOSHTUOMKALKMK W KONWYECTBEHHOIO ONPedeneHWs NpoayKToB
nerpagauuy  NoNWMEPHLIX  MEOWUWMHCKWX  K20enuid  aenawTcA  DazoBbimk Ons
DHUONOrM4ecKoW OUEHKW B COOTEETCTEBMM C NONOXEeHWAMK cTaHgapta 150 10993-1, ona
OUEHKW pWcka B cooTeBeTcTBMM c IS0 14538 u, ecnu Heobxogumo, ANA MCCNegoBaHMA

TOKCHKOKUHETHMEY B COOTEBETCTEMK © 1SO 10993-16.
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MEXT IOCYOAPCTBEHH HTEB MW CTAHDOAPT

M3OENWA MEOWUMHCKWUE
OUEHKA BMONOMMYECKOINo AENCTBMA MEQULUMHCKWX W3OENWA
Yacte 13
WoentHdMKaymAa W KONWYECTBEHHOE oNnpegeneHe NPoaYKTOB Aerpagaumnm

NoONUMEPHLIX MeOWUMHCKUX H3Oenuin

Medical devices. Biological evaluation of medical devices.
Part 13. ldentification and quantification of degradation products

from polymeric medical devices

Hara eeegeHna — 2013-01-01

1 ObnacTe NpUMeEHeHUA

HacToawMiA ctaHaapT ycTaHaenneaet obwue TpeboBaHKA K CMCTEME METOOOE ANA
WOEHTHDMEALWA W KOMW4ECTEEHHOTD ONpedeneHda NpoaykTos Aerpajauiid NonMMepHeIx
MEOMUWHCKMX M20enWid (janee — W3genui), roTOBbLIX K KNMHWYECKOMY NPHMEHEHMHID.

B cTaHpapTe ManoeHsl ABa METO4A NONyYeHWs NPOAYKTOBR derpagaumu:

- METD[ YCKOPEHHOIO May4eHWA OerpafnauuK  W3genud, NpUMeHAeMbld  Kak
CKPMHWHTOBEIA METO,

- MeTD[ W3YYEeHWA Aerpafauni W34enuid B peancHOM BReMEHH.

OnA NonUMMepHelXx MaTepwanos, NpegHa3sHaqveHHsX ONA NONUMEepPW3IaLMK in situ,
WCCcnenyT saTeepdeBwyio dopMy Matepwana. MonyyeHHbIE OaHHLIE WCNONL3YIOT 0N
OUEeHKW BUONOrMYeckoro AeRcTBMS NoNKMepa.

HacToswWA cTaHnapT pacnpocTpaHREeTCA TOMbKO HAa Te NPOAYKTHl Jerpagauui,
KOTopble 0DpasylTcA B  pe3ynbTaTte MaMEHEeHWS XMMWMECKMX CBOWCTE TOTOBOMD
NOMNUMEPHOID M3ZEenua,

CTaHgapT He pacnpoCTpaHAETCH Ha Manenws, AerpajauMsa KOTOpbIX Bbl3BaHA

HAMPY3KOH, H3HOCOM W 3NESKTPOMArHWTHEIM H3NYHEHWEeM.

HWapaHue ohMuMansHoe

”
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HacTtoAwWr cTtaHgapT He kacaeTcA GuonorMyeckoro OAeWcTBMA HepacTEOPUMBIX W
pacTBOpPMMbIX NPOOYKTOE Aerpajauuu, HO Takoe WCCNefoBaHWe O0M#HO NpoBOOWTLCA B
COOTBETCTEMM C OCHOBHbIMKW nonoxedHnami 150 10993-1 w ISO 14538,

B ceAan ¢ DoNblWKMM pasHoobpaaven NoNUMepHBIX MATepWanos, UCNONB3YEMLIX B
MEQWUUMHCKMX  M3OEeNWAX, HeT BO3MOKHOCTM  YKazaTe  Kakwe-nubo  KOHKpeTHbiE
aHanuTudeckie MeTodbl MNW OTAaTe WM npeanouTeHwe. HacToAWwMWA CTaHOapT He

YCTAHABNHWESET KOHKPETHBRIX TpEﬁGBEIHHFI- K OJONYCTHMBIM  YDOBHAM  NPOOYETOB

Oerpanacmi.
2 HopMaTHUBHLIE CCbhINKK

B HacToswem craHgapTe WMCNONb3OBaHL! CCBINKW HAa CNedyiolWWe cTadHaapThl,
CodepHalle NONOMEHWA, KOTOPBIE MOrMYT DACCMATPWBATECA KAK pazdens! HACTOALWEro
cTaHgapra:

IS0 3696:1987 Water for analytical laboratory use — Specification and test
methods (Boga gna nabopaTtopHelx AHANW308. XapakTEPUCTHEA W MEeTOALl TECTUROBAHWA )

ISO 10993-1:2003 Biological evaluation of medical devices — Part 1: Evaluation
and testing (OueHka Dvonorvueckoro OedcTeMA MedUUMHCKMX M3genwid. YacTts 1. Ouenka
W MCCNefoBaHue )

ISC 10993-9 Biological evaluation of medical devices - Part 9 Framework for
identification and quantification of potential degradation products {OueHka Buonorvdeckoro
OelcTBME MedWMUMHCKMX Wanenwd. YacTe 9. OCHOBHBIE NMPUHUWMNE WOSHTUWEWKALKMKA W
KONWHYECTBEHHOID ONpefeneHua NoTEeHUMAaNLHLIX NPOaYKTOE Aerpadaumm)

ISO 10993-12:2007 Biological evaluation of medical devices — Part 12: Sample
preparation and reference materials (Ouexka DWMONOrMYECKOro OSWCTEBMA MeQMUMHCKAX
nanenuwi. Yacte 12. MpuroToeneHwe Npob ¥ cTaHgapTHee obpa3sybl)

ISO 10993-16:1997 Biclogical evaluation of medical devices — Part 16:
Toxicokinetic study design for degradation products and leachables (Ouedka
DuonorM«eckoro OencTEMs  MeguuMHckux  wagenwid. Yacts 16, Mopenuwposadue w
McocnenoBaHue TOKCHMKOKMHETHEM NPOOYKTOR Jerpafaui ¥ BeIMsIBAHWA)

ISO 13781:1997 Poly(L-lactide) resins and fabricated forms for surgical implants —
In vitro degradation testing (Monu({L-nakTkaHsie) cMONBl M U3rOTOBNEHWE W3 HUX POPME
ONSA XMPYPrdveckmy MMNNadTaTos. Mayderue gerpanauud in vitro)

IS0 14538 Biological evaluation of medical devices — Establishment of permissible

limits for sterilization and process residues using health-based risk assessment {Ouexka

2
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BUONOMAMECKOrD AeACTEMA MeQUUMHCKWX Ma0enwid. HopMUpoBaHWe SONYCTHMBIX YDOBHER
OCTATOMHBIX KONMYECTE XMMWYECKWMX BEWEecTE nocne cTepunuaauny v obpaboTkm Ha

OCHOBE OUEHKM PUCKa ONA 300pOBLH).
3 TepMHUHbI M ONpegeneHnn

B HacToswem cTaHgapTe npuMeHeHsl TepmuHel no 150 10993-1, IS0 10993-9 w
ISO 13781, a Takke cNegyollne TEPMHHE C COOTEETCTBYIOWMMI ONpeaeneHHaAMM:

3.1 oCTAaTOMHLIA MoOHOMep: HenpopearvpoBaBWME XUMWMYECKWE COBOWMHEHWA,
BXOOALWKWE B COCTAB NONWMMEPHBLIX Uened, OCTAWWecd B KOHEYHOM NONMMEpHOM
Marepuane.

3.2 npoaykT gerpagauMm: XUMUYeCcKoe cOefUHEHWE, NONyYeHHOoE B peaynerare
paspyweHWs  MNONMMMEepHOro  Martepwana, B TOM  4ucne  nwboe  CcoeOMHEHWE,
obpa3lceasleaca NPy NOCNeaYoWKME XMMUHECKUX DEAKUMAX.

3.3 nonMMepHbLIA maTtepuan: MaTepuan, COCTOAWMA W3 ONWHHOUENOYMEYHBIX W
(MNKU)} NONepeyYHs CWMTBIX MOoNekyn, Oo0pa3oBaHHbId W2 3NEeMEHTOR, HAbIBAEMBIX
MOHOMEDAMM.

3.4 rmgponuTHyeckan gerpagauna: Paipeie XMMUYECKUX Lened B nonumMepe nog

OeWcTEMEM BOOBL.

3
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n pHMMedaHHEe — BD,\'J,E MOHET MMETh HEﬁTpEIﬂhHDE.‘. EHCNOE WNW WeNoYHOE IH3YEHWE

F!'H M MOEET COOsDHAaTh AONONHATENBHBE XMMWYECEME COEANMHEHWA MNH WOHBI.

3.5 okMcnUTENLHAA Oerpagauna:; Pazpbie XMMWYeCKUX CBA3EW nog JeWCcTBUEM
OKMCNUTENSA.
3.6 ockonkK: MacTuue  martepwana, obpazopaBwwecns  nNpu gerpagauuu

nonveepHoOro MatTep9dana.

4 MeTtoabl M3Y4YeHUA aerpagauum

4.1 OcHoBHbLIE MeTOObI

4.1.1 3tanbl HCCNenoBaHWA

B cooteercTEMM c ISO 10993-9 ons nonyveHda, WOeHTWMDMKaWWE W (Mnue)
HKONWYECTBEHHOMD ONpeleneHWs NPoOOYKTOEB Aerpagjauud  MCnone3yT cheudansHsle
mMeTodsl. Mpu MaydYeHrW Qerpagalvid ¢ NoMOoLWbL YCKOPEHHOMO MeToda WaeHTUdHKaUua 1
KONWYECTBEHHOR ONpefeneHyWe NpodykToe Jerpagauuy  MoryT [aTe  A0CTATOWHYH
wHhopMaumio AnA adHanwia pucka. Korga Ttakas WHQopMauwa HefocTaTodHa  WMnM

OTCYTCTEYET, NPpOB0OOAT WCCNelOBaHME B DPedalNbHOM MacwTabe EpeMeEHK.

Mpumedanwe — Metog yCKOPEeHHBIX MCNBITAHWA JErpajauni MOXHO WCNONL30BATE B
KEYBCTEE CEPMHWMHIOBOMD TecTa, Ecnv B YOKOPEHHOM pEXWME OErpagjauus  W3genwsa  He

HaBNgaeTen, HET HEOBXDAMMOCTH MAYYATE AECTPYEUMIO B PEANEHOM MacWwTabe Bpemenn.

4.1.2 NogroToeka obpasua

OCHOBHLIE BCnNeKTLl NoAroToBKKW 0Bpaiua QoN#Hbl COOTBETCTBOBATE MONOMEHWAM
S0 10993-12, 338 WCKNHYEHWEM CNY4YaeB, KOM0a WMETCH CChINKKM Ha cneudanbHbe
METOOLI.

4.1.3 XapaKkTepucTHKa MCXOQHOro MaTepuana

AHanuTuYeckMe  MeToabl,  WCNONb3yemble ANA  XapakTepucTUEM  WMCX0OHOro
Marepwana, OO0MKHEl COOTBETCTBOBATE MAY4YaeMOMYy MONWMEPHOMY  MaTepuany.
MpumeHAeMele METOOLI AHANW3a 0DOCHOBEIBAKIT M BHOCAT B OTYET.

B npunoseHun A npeicTaBnedHsbl Nepeyedb aHanuTHYeCckUy METOO0B WM JaHHLIe O
BO3MOMHOCTAX WX NPUMEHEHWA ANA XAPaKTEPUCTUEW NONMUMEPHEIX MaTEpWanoe.

4.1.4 PeakTuebl ¥ obopynoeaHue

4.1.4.1 PacTteopsl ANA NpoeejeHnA UCNLITaHKUA

Bce vcnonbayemsle pacTeopbl Aon#HEl BbITh BHECEHB! B OTHET 00 MccnefoBaHnu, a
vx Beibop obocHoBAH.

4.1.4.1.1 PearedTel 4NA rigponvTHYECKOR Oerpagauin

4
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PekoMmeHOyOTCA cNedylLlue pacTeopbl:

- BOOA aHANKUTHYECKDR CTENEHKW YMCTOTHl KNacca 2 B cooTeeTcTeMu © 1SO 3696,

- bydbepHsId pacTeop, HAaNpMMep, B cooTEeTCTBMKM ¢ IS0 13781,

4.1.4.1.2 PeareHTel 4NA OKMCNMTENEHOW Aerpagaumm

PekoMeHOyOTCA cnedyolWe pacTeopbl:

-BOOa WM Nepexkuce Bogopoaa, Hanpumep 3%-Hbld pacTeBOp NepekucH Bodopoga
CTEMNEHW YUCTOTEl B COOTEETCTEMK ¢ DapMakonesi;

- peakTue PeHToHa [cMeck pa3baBneHHOW Nepekvcu BOOOPOOA W CONEl Henesa
(11}, vanpumep 100 MM Fe™ u 1 mM Hz03].

3T OKWCNAWLWE pPACTBOPE MOMYT DBbiTe HecTADUMbHEIMK NPK NOBbILIEHHBIX
TeMmnepatypax WNW  QNATENbBHOM  XpaHeHud. [lo3ToMy ORMCNAKWYH AaKTUBHOCTE
pPAcTBOPOE cNedyeT NoAdep#WBaTe B TpebyemMomM OManazoHe 3HaYEHMA.

Owanazox cTabuneHoCTM gonkeH BeiTe onpefened, oDOCHOBAH W BHECEH B OTWYeT
of nccnenoeaHMK.

4.1.4.1.3 OJpyrve pacTeopkl 4NA MCNBITAHAA

Ons WccnegoBaHWA chneunUYeckoro nNonUMMepa WNW cnyyYaes cheundryeckoro

NpUMEHEHWA NONKMEDPA MOMYT BbiTh BLIGPaHL! ApYrie pacTeopbl.

Mpumedvanwe — B cnydyae npoBEdEeHMA WMCCNEADBAHWA BHONOrHYSCKOro OERCTBMA
thparMeHTOE  WMNM BbITAMEM W3 M3OBENWA  ©  MCNONB30OB3HMEM  DAKTEPUUMOHBIE  WMOK
NpoTHBOrPMOKOBRIX  QoDABOK, KOTOPRIE BOWFKT HA  Pe3yNbTaTel  AHANWM30E, BOIHWKAET

HEDEIDJ'J,H MOCTE NOOJEPHWEATE CTEDMNEHOCTE CPEOR B TEYEHWE BCErD BDEMEHH HCCNEJCBEIHAA.

4.1.4.2 NabopaTopHas Nnocyda ANA NpoBedeHHA UCNBITaHHUA

B 3aeuvcMMOCTH OT xapakTepa pacTeopa AnNA NpoBedeHWA WCCNedoBaHWA
MCNONb3YIOT MePMETHUHHYIO CTEKNAHHYID NOCYAY XMMUYECKOW YMCTOThl WNK repMeTHYHbIe
nonUTeTpadTOP3TUNEHOBEIE WAKM MNONUNPONUNEHOBLIE EMKOCTW 3aMKHYTOW CHCTEMLI.
Heobxo0MMo MCKNIDYWTE BO3IMOMHOCTE 3arpA3HEHWA OT KOHTeWRHepa. Heobxogwmo BelTe
YEEPEeHHLIM B TOM, YTO MaTepuan nocydk ONA WCNbITAHWA He BNWAST Ha pe3ynbTaThl
aHanuWaa.

4.1.4.3 Bechl

[na onpegeneHWA NoOTEpPK MACCH MCNONL3YINT BECKl, C NOMOLLID KOTOPLIX MOXHO
M3MEpPUTL MCXOOHYH Maccy obpa3zua c HeoBxoauMmoW TouHoCTe). Ecnu npeanonaraetcs,
4TO MATEPWAN NO HA3ZHAYEeHWH OOMKEeH PACCACLIBATECH, OTHOCWTENLHAA NOMPEWHOCTE
non#xHa buiTe B npepenax + 1 %. [Ona marepuancs, YCTOMYMBEIX K OErpafalmu,

OTHOCHMTENEHAA NOFPEWHOCTE AonkHa OeiTe B8 npegenax = 0,1 %. Beckl QOMHHBI
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obecneunBaTe WamepeHus B guanazone 0,1 % obwed mwmaccel npoBel  ana
paccaceigarowxca nonumepos » 0,01 % — ana cTabunbHbiX NONKMMEpDOB.

Tpebyembid OManNasoH W 3HaYeHWe CTaHOAPTHOMO OTHNOHEHWA NPY WAMEPEHWK
NOTEPW MACCH BHOCAT B OTHET 0D WCNBITAHWAX.

4.1.4.4 ObopyaceaHue ONA BeICYLIMEAHWA

Heobxogumo KMcnons3oeaTe obopygoBaHue, kKoTopoe obecneyYyneaeT BeICYLUMBAHKUE
vccnedyemelx obpa3uos 00 NOCTOSHHOW Macce Bea 3arpAIHeHMn 1 NOTEpU NeTyuux
NPoayKToB  JderpafauWy.  XapakrepwcTuer  oBopyaoBaHua  BHOCAT & oT4eT 06
MCCnefosaHnK.

4.1.4.5 VICTOUYHKEK BaKyyMa

MNpurogHLimM CHMTAKT nwboe YCTPOWCTEO, cnocobHoe obecneynTe
cooTBETCTRYOWMA Bakyym (< 500 Ma) s obopyooBaHuv ANA  BLICYLWWBAHWA.
XapaKTepUCTUKM YCTPOWCTEA BHOCAT B OTYET 00 WCCnegoBaHun.

4.1.4.6 ObopynoeaHue OnNa pazgeneHus

Wcnoneayiot  nwboe  obopypoeanue, cnocofhoe oToenats diparmedTh,
obpa3zoeaswMecs B Xxode gerpagaumu obpasua. MoMHO MCNONLI0BATE WHEPTHEIA UNLTR,
UEHTPUGYTY C KOHTPONUPYEMOW TEMNEpaTYDOA WNW WX KOMOWHAUWK. XapakTepucTHEW
oBopya0oBaHWA BHOCAT B OT4eT 00 uccneoBaHuK.

4.1.5 Yucno nccnegyemsix obpazyos

Ans weneiTadua kaxgoro enga otiupaT He medee Tpex obpaauvos. [na kawgoro
obpa3aua WCnonb3yT OTASNLHYH EMKOCTE ANA MCNsITaHWA. [na kasnoro vonbiTadHua

non#ed OblTe CBOW KOHTPOMNb.

Mpumevanue — Ecnw Heobxogwm Sonee HAOBKMHLIA CTATUCTUYECKMIA aHANWE, 4N

KR#O0M0 HCCNeOoaanuAa NpY PasHOM NPoLoNMHUTENEHOCTH YEENWYHBAKDT YACNO DEI-I:IEISLI,EI'E.

4.1.6 Paamep u thopma uccnegyembix obpaszuoe

HeobxooMmo y4uTeIBATE BamHOE 3Ha4YeHwe pazmepa w dopms obpa3yos ans
nony4eHus 0oCTaToMHOMD KONMWYecTea NpoaykTos Aerpafauyuu. Ecnu B kavectee obpasua
MCNONB3IYIOT PAarMeHT roTOBOMO W3OEnWA, cNeqyeT WUCKNKUYUTE WK CBECTHM K MUHUMYMY
nnowans nMNoBEpXHOCTH, KOTOpas B peanbHbiX  YCNOBWMAX HEe  KOHTaKTUpyeT ¢
Bronoru-eckol cpegon.

Pasmepsl, hopMmy W NNowais NosepxHocTH obpazua exibupadT Takum obpazom,
4ToDLI paBHOBECHOE COCTORAHWE MEeNdy pacTBOpOM, B KOTOPOM W3y4aeTcA Aerpadauus, u
NOCTOAHHOW MaccoW, wcnonbayemol AnA onpegeneduws Banadca macc, mormo ObiTh

OOCTHUMHYTO 33 NpUeMnemMos BpemA.
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MpumedaHWnA

1 B onpegenerHbix oBCTOATENLCTBAX MOKET BO3IHMEHYTE HEODXOOWMOCTE MW3FOTOBWMTH
voccnegyemelin obpasel, HCNoNe3ays Te #e MeToAs 00paboTkM ¥ CTEPUNMIALMK, YTO W B Npouecce
HAroTOBNEHWA M3QENUA.

2 B cnyyae NpUMEHEHWA PACCACHIBANWMWXCA NONMMEPOB MOMET ObiTe HE OOCTUTHYTO

PaBHOBECHOE COCTOAHWME MEXKOY NONHUMEDoM W pacTe0pomM.

4.1.7 CooTHOWeHWe Maccalobbem

OTHOWeEHWe Maccel Mccneayemoro obpasua ¥k obkeMy pacTeopa OOMKHO DbiTe He
meHee 1:10. Mpw npoBegeHWM wccnenoeBaHwA obpazubl OONAHbL ObITh NONHOCTBHD
norpy#eHsbl B pacTeop. BelBpaHHoe COOTHOLWEeHWE QOMKHO BbITe 0BOCHOBAHO W EHECEHO B

oT4eT ob McCneaoBaHuK.

Mpumevanwe — CootHowenwe 1:10 Beino Buibpano W3 npakTuyeckux cooBpameHni.
Mcnone3ys 3170 COOTHOWEHWE, CNEAYET YYUTEIBATE, YTO MUIPALWA NPOOYKTOR MOMET NOBNWATE HA

TEYEHWE CAMOW AEMPASALKMK, 3 TAKKE HA CKOPOCTE M PABHOBECHE PEAKLUMK ASTpagauini.

4.1.8 NpepeapuTensHan nogrotoeka obpa3sua

Ons koppekTHoro BeiMMcneHwAa Banavca macc nepen NPoOBefeHWEM WCMBITAHWKA
obpa3ely BLICYWWEBAWT 00 NOCTOAHHOW Macckl. EcnK Wagenve COOSpMMT NeTydue
KOMNOHEHTH!, Heobxoaumo ewbpaTe NpWrogHel  meTod  Beicywweadua. MeTon
BbICYLWWBAHWA W YCNOBWA 000CHOBRIBAKT M BHOCAT B OTYET 00 UCCnenosaHuK.

4.1.9 BogopogHsli NokazaTens pacTBopa ANA MCNLITAHWM

3HaveHwe pH pacTeopa AnA NpoBedeHWA MCCNefoBaHWA cnedyeT Nog0epHuBaTs B
COOTBETCTRYOWEM AuvanazoHe. BuwbpanHoe avadenwe pH gonwHo cooTeeTcTeOoBaTE pH
MECTE NPeanonarasmoro NpUMeHeHUs W3genusa (HanpuMmep, KWCNas cpefa wenyaka).
HeobxoaMMo YYMTLEIBATE M3MeHeHWA pH, Bbi3BaHHbE DUIMONOTMYECKMMK NPUHMHAMMA,
HanpuMep BCAeACTEBWE BOCNANWTENsHOA peakyuu. 3HauveHws pH  obocHoBwIBAKOT,

HM3IMEPAKT KU BHOCAT B OTHET ob HMCCNeJoBaHKM.
MpumedyaHun
1 MNoBblWEeHKWE TEMNEPATYPR MOMET HIMEHUTE 3HaYeHne pH.

2 HeoBxoaumo yYWTeIBATE, Y4TO ECAKM 3HaYeHHe pH He NoJAEpRUBAIDT B COOTBETCTEYHILLEM
Avanaione, 10 obpasywWecs NpoayxTe Oerpagauud MoryT DeiTe T, KoTOpele 0BpasylTch B

pPEANbHBLE YCNOBWAXL ILCNNYETALWN, d MOrYT W OTNAYMaTRCR OT HHAX.

4.1.10 Onpepenexue maccoeoro Banavca
Obpasey yoanawT 13 WHKYDAUWOHHOIO pacTeopa ANA NpoBefeHWA WCCcneqoBaHui
¥ NPOMEIBAKCT COOTEBETCTBYIOLWMM KONWYECTEOM BOALI SHAMNWTUYECKOH CTENEHW YWUCTOTHL.
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MpoMbiEHEle BOABI K Bee dparmeHTs obpa3sua, cogepwalMecs B 3THX BOOAX, SOMHHEI
OeiTe gobaeneHsl K MHKyDauwoHHomy pacTeopy. Obpasey v ero dparMeHThl, NOMYYEHHBIE
npW OTASNEHWKM OT PAcTBOPA, BLICYLWMBAKIT 00 NOCTOAHHOW Maccel. 3arem onpegensawT
BanaHc macc.

1.1.11 XapakTepucTiKa MaTepuana nocne HCNbITAHWA

Ans xapakTepucTUKK MaTepuana nocne UCNLITAHWA NPUMEHAINT Te Xe MeTodbl, 4To
W ans ucxoaHoro obpasuya.

4.2 MeTon yCKOpeHHbIX MCNLITAHWUA gerpagaunmn uaaenum

4.2.1 Temnepartypa

BelibupawT TemnepaTypy B CnNegywlwes guanasode. eoiwe 37 °C W Huwe
TeMnepatypel NNaBANSeHWA WNKW  paaMardeHWa nonuMmepa. [1pW BOAMOMHOCTH  MOMHO
MCcnone3oeaTe Temnepatypy (70 £ 1) °C, ecnu OHa COOTBETCTBYET OAHHBIM YCNOBWAM.
BuibpanHylo TemnepaTypy ©DOCHOBLIBAKOT, W3IMEPAKIT W BHOCAT B oOTver ob

MCCNenoBaHMIA.

n praMeEdarHnwe — Bonee BoicoRWE TEMNEDATYPRl MOMYT MNpPMEDAMTE K noBoYHBIM

PESKUMAM, KOTOPBIE HE NPOTEK3NT Npy GONEE HA3KMX TEMNEPaTYpaX.

4.2.2 NpoponAUTeNLHOCTL UCNLITAHWA

Ecnu Magenue npegHa3zHadveHo ONA NpUMeHeHWA B Tedenwe Gonee 30 cyT, TO
BblDMpacT NPoOgONMUTENLHOCTE MCNBITanwd 2 w 60 cyt. Ecnw wapenwe BOyger
MCNONbL30BATECA B TedeHue MeHee 30 cyT, NpoaonNKUTENEHOCTE MCNBITAHKMA COCTaBNAEeT 2
M CyT.

B 2aBucMMOCTH OT BMOa NONMMEpPa W HA3IHAYeHWA W3OenNWA MoXeT BbiTe
npegnoxeHa W Opyras nNpoOonMWTENLHOCTE  MCcnenoeaHuA.  [poaon¥UTENEHOCTE
nccnenosadHna oB0OCHOBLIBAKIT M BHOCAT B 0T4ET 00 MCcCcnenoBaHum.

4.3 MeToq MCNLITAHMA gerpagauMm M3gennin B peansHOM MacwTabe BpeMeHH

4.3.1 Temnepartypa

Wccneaoeanwe npoeogAT npu Temnepatype (37 £ 1) “C.

4.3.2 NpoponXUTeNEHOCTE MCCNEeAOBAHKUA

Ecnu winende npegHasHadveHo OnA NpuMeHedHWs B Teuwedwe Bonee 30 coyT,
NpoBOART MWCCnNenoBaHWe B Tedenwe 1, 3, 6 w 12 mec. Ecnw npegnonaraemoe
npumeHeHue nagenua medee 30 cyT, LCNONL3YHT YeTbipe ApYTUX BpEMEHHLIX UHTEpBana,
grnioqan 30 cyT. B 3aBMCHMMOCTH OT BUOA NOMUMEDA WM HAIHAYEHWA W3LenuA MoxeT DblTs

npegnoxeHa W Apyras Npogon+KuTensHOCTE MCCNef0BaHKWA.
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MpoOonHUTENBHOCTE  MCCNedoBaHWA 0BOCHOBLIBAKIT WM BHOCAT B oOT4eT 0b

MCCNEnoBaHUA.

Mpumedvanwe — [Ona M3genvid. WIrOTOBNEHHLIX W3 DACCACHIBAWMXCA NONMMEDOER,
3TOT NEPUOO MCCNEOOBAHWA MOMET NPOOONXATLCA OO TEX NOp, NOKE W3NEeNWe HEe YTPaTUT CBOI

UEeNOCTHOCTE (KaK YOTaHOBENEHD OANA 3TOr0 METEDHEHE]I.
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5 Metoakl nccnegoBaHuA

Ha PUCYHEES 1 npegcraenaHa NocnegoBaTenbHOCTE 3TANOB HCCNeqoBaHuA

HEIJ\SI-.'I'EIPHGTHEE HCDANCOT MATApMAaNa

Bwiop MoToga
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Puc YHOK 1 — lMNocnegoeaTeneHOCTE 3TANOE MCCNEed0BAHWA
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Mpumevdarnwe — [OnNA OUBHEW CLWUATEIX  NONAMEDHBIX  METEPWANDE pELEHWE
OTHOCHUTENBHD NEREXOOE K CNESVIOWEMY 3Tany NPUHHWMAKT Ha OCHOBAHWK BhIMWCNEHWA Banadca
Macc 1M M3IMEDEHMA NNOTHOCTHM CWWBOK BMECTD OonpegengHdA MGJ‘IEK‘,’J‘IHPHDH MACCel MW
MONEEYIMA PHO-MACCOBOTND pacnpejeneHnA.

5.1 XapakTepHcTHKa HCXOOHOMo MaTepwana

Oon#Hel DeiTe OXapakTepHaoBaHsl Kak oDbeMHbIe CBOWCTBA NONWMEpa, Tak W He
NpopearipoBaBluMy BelwecTs W goDaBoK, NPUCYTCTBYHOWMKMX B roToBoM uanenud. Ma-aa
CNOMHOCTH  PeTpOCNeKTUBHOro Aadanvia aTy  WHQopmauwi  nerde  nonyyuTe oT
NOCTABIMKA WNKM KMITOTOBMTENA maTtepuana. BamHo NpoBecTH NOMNHbIE XapaskTepUcTHRW
YMCTOTH Nonumepa v NobaBoK, MCNONB3I0BAHHLIX NPY Er0 W3roTOBNEHWUMW.

5.2 MeTog yCKOpEHHLIX MCNBLITAHKA Aerpagauvy H3genvn

5.2.1 UamepeHne HCXOOHOW MACChI

Wccneayemend obpa3sey BeICYWMEAKT A0 NOCTOAHHOW Macckl. OnpegenawT Maccy
oBpa3aua.

5.2.2 Paagenexue obpazua, hparmeHTOE M pacTeopa

5.2.2.1 Paapenedve punsTpauMen

Ao npoeeneHus UNbTpauuy QUNLTD BLICYLWIKWBAWOT B Bakyyme MpW KOMHaTHOW
TeMNepaType 00 NOCTOAHHOW MACCH U ONpenenanT maccy duneTpa. C KCNons30BaHKWEM
atore dwneTpa obpazel ¢ BOIMOMHBIMK OCKONKAMK OTLENAKT OT PACTBOPA, B KOTOPOM
npoeoaunace Aerpafauwa  obpazua. [py  HeobDXOOMMOCTU  MOMHO  WCNOMNB30BATH
thuneTpauwio B BakyyMme WNW Nog gaenedwem. Cogepwumoe unsTpa NPoOMbIEAKT TpK
pa3sa OO0V aHaNWTU4ECKOW CTENeHW YUCTOThL.

5.2.2.2 Paagenedve UeHTpUYIMpoOBaHWEM

OnpeaensiT MAccy CyxXol YMCTOW NpoBupKK AnA ueHTpudyrupoeadua. MNepeHocaT
pacTeop, NoAyYeHHBIA NpW gerpagadun wocnegyemore ofpazua, B USHTPUDYHKHYH
nNpoBKpKy 1M NNOTHO 3akpeiganT ee npobror. Cogepxumoe NpoBupKK UEHTPUgYTHPYIOT 40
thbopmupoeaHua nnoTHoro obpa3zoeaHuAa w3 dparmedTos obpasua Ha gHe npobuprw.
OcTopoXHO OEKaHTHMPYHT CYNepHaTaHT B 4MCTYH nocydy. PecycneHaupyroT TeepOsii
OCTaToOK B BOAE aHaNUTUYEeCKOW CTeneHW YWCTOTel W CHOBa ueHTpudyrupyioT. BHosb
OekaHTURYOT cynepHaTadT v gobaenqawT ero B KoHTeWHep. NoBTOpAKT BCKO Npouenypy
ele Nea pa3a.

5.2.3 AHanu3s

5.2.3.1 OnpepenexHye GanaHca Macc
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DUNETD W UEHTPUMYRHYID NPOBUPKY C KX COOSDMMMBIM BHICYLUMBAIOT B BAKYyMe
npyM KOMHaTHOW Temnepartype 00 NOCTOAHHOW Macchl. WMamepsawT maccy duneTpa vnu
LUEHTPUPYHHOA NpoDUPKK © WX COaepHMMbIM. BeiuncnaT noTepo maccs obpasua.

9.2.32 XapakTepUCTHEa MONerynapHoOW  Maccel W MONEeKyNApHO-MACCOBOro
pacnpefeneHuA obpasua 1 ero pparMeHToR

MonekynapHy Maccy W MONekynapHO-MaccoBoe pacnpeleneHWe onpefensAlT
COOTEETCTEBYHLWWMKA METCOAMK, A TAKKE B COOTBETCTEWM C NPUNOKEHHMEM A,

5.2.4 OueHka pe3ynLTaToB

5.2.41 Cny4ai 1 (HeT — HeT)

HeT uaMeHeHwWA GanaHca macc 1 MoNekynNApHO-MaccoBoro pacnpegeneHua.

Oerpagaunsa He HabmwogaeTca. MiccneaoeaHwe 3ageplueHo; HeT HeoDXogqumMocTh B
WMCCNedosaHy Oerpajauni B peansHom MacluTabe BpemMeHn.

M pPHMEYMEHHKE i B onpegengHHblX OOCTOATENLC TR MOHET BOIHHEHY TH
HEODXOAMMOCTE NOATEEPOWMTE PEIYNLTAT © NOMOWEBH WCCNEOOBAHWA B coOTBETCTBMM ¢ IS0
10993-49.

5.2.4.2 Cny4an 2 (HeT — na)

HeT wuameHeHws ©GanaHca macc, HO MONeKynApHo-MaccoBoe pacnpejenseHue
vameHunoce. OnpegenawT NpoaykTel Oerpagaunk obpazua w ero dparmedTos. Mpu
HeoDX0OMMOCTH WCCneqywT decTpykuwo ofpasya e peansHoMm macwrabe spemeHy B
cooTBETCTEMM . 4.1,

5.2.4.3 Cny4yan 3 (ga — HeT)

Mamenunca BanadHc mace, HeT M3MEHEHWA MONEKYNAPHO-MAcCoBOro
pacnpefeneHus.

Monumep He nogeeprca  gerpafauyi, Kuokaa §asza cojepsuT NpodyEThl
BLILWENAYMBAHKMA, HKOTOPEIE WCCNedywT B cooTeetcTemw < IS0 10993-1. Tpwu
HeobxoOQMMOCTU MCCNeayT gecTpykuw obpa3ya B peansHOM BEPEMEHW B COOTBETCTBMK
c4.1.

5.2.4.4 Cny4an 4 {ga — pa)

MameHunca GanadHc Macc ¥ MonekynNApPHO-MAcCOBOE PACNpedengHie.

MpoeoasT WOASHTURWEALMID W KONWYECTBEHHYK OUEeHKY BhlWenavyneasmbix
BelecTE W NPOAYKTOB Jerpajauni NonUMMepoB B MMOK0H dhale v onpedensawnT NpodykTsl
nerpanauwu obpazua u ero dparmeHTos. [Npy HeoBXoAWMOCTH MCCNEdYDT OeCTPYKUMIO B
peansHoOM BpeMEHW B CODTEETCTBMKM ¢ 4.1,

5.3 MeToq MCNbITAHKMIA gerpagauMm M3aenuin B peansHom macwrabe BpeMeHH

5.3.1 UamepeHne MCXOOHOW Macckl obpa3uya
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Mcecneayemelil obpasey BICYLUMBAOT 40 NOCTOAHHOR Maccsl. MaMepsaoT maccy
obpa3sua.

5.1.2 Paspenenne obpasyoe, hparMeHTOB M pacTeopa

5.3.2.1 PaapeneHue ovnsLTpaumrei

PUNLTD BLICYLWMBAKIT B BaKyyMe NpW KOMHaTHOW TeMmnepatype A0 NOCTOAHHOW
wMaccel. MamepawT maccy ouneTpa. Mcnonbays B3seweHHsIn (hunsTp, oTaenawT obpasey
C BOIMOMHEIMK DparMeHTamMK oT MHKyDauwoHHoA cpede. Mpu HeoGXOOWMOCTH MOMHO
vCcnone3oeaTe UNLTPALMID B Bakyyme WnW nod gaenedvesm. Cogepwummos dunsTpa
NPOMLIBAKOT TPK Paza B040W aHaNWTUHECKON CTENEHW YHUCTOTHL.

5.3.2.2 Pasnenedve UeHTPUQYrMpoBaHWEM

MamepAT Maccy Cyx0d U YMCTOR Npobuprn ana ueHTpudyrmpoeanua. NepeHocaT
pacTeop, MNONYYEHHBIA NpM gerpajgauvy wvocnegyemoro ofpasua, B UEHTPUAYKHYK
npoBKpKy U NNOTHO 3aKpeealnT ee npobror. Cogepxumoe NpoBUpKK LEHTPUgIYTHPYIOT 40
thopmupoBaHus NNoTHOMO oBpazoBaqHus (NEnneTkn) Ma ockonkoe (dparmedTos) obpasua
Ha aHe npobupky. OCTOPOXHO AEKAHTUDYHT CYNEPHATAHT B KOHTERHep. PecycnedgupytoT
TEEpOLIA OCTATOK B BOOE AHANWTHYECKDW CTENEeHW YMCTOThl M CHOBa UEHTPUMYTHPYHIT.
BHOoBE AEKAHTWDYIOT CYNEpPHATAHT W OoDaenalT ero 8 KoHTewHep. TMoBTOPAT BCH
npoueaypy ewle Asa paza.

5.3.3 AHanuz

5.3.3.1 Onpepenexdre Banadca macco

PUNLTP UNK LEHTpUdYKHYI0 NPpoBUPKY C UX COOEPHMMbBIM BhICYLLMBAKOT B BAKYYME
NPk KOMHATHOW TemnepaTtype 00 NOCTOAHHOW Macchl. VIaMepawT Maccy @unkTpa wnu
ueHTPUdYHHOA NPoDUPKKA C WX cofepHMmMeln. BeluvcnaT noTepo Maccs obpa3ua.

5.3.32 XapakTepucTHKka MONerynNapHoW  Macchl W MONEeKyNApHO-MACCOBOro
pacnpeneneHus obpasua v ero QparmMeHTos

MonekynapHyo maccy W MONSKynApHO-MaccosBoe pacnpefensHue onpefenaoT
COOTBETCTBYIOWMMHA METOOAMK, A TAKKE COMMNACHO NPUNOXKEHWD A.

5.3.4 OueHKa pe3ynbTaToB

5.3.4.1 Cny4an 1 (HeT — HeT)

HeT uameHeHWs GanaHca Macc ¥ MONeKYNAPHO-MacCcoBOoro pacnpeieneHma.

Jerpapauns He HabnwaaeTea. MCCcNeqoBaHMe 3aBepLUeH0.

MpumedaHue — B onpepenenHnix 0BCTOATENLCTBAX  MOMET  BO3HWKHYTH
HEOBXOOMMOCTE NOATEEPOWMTE PEIYNBTAT C NOMOWEBH MWCCNEOOBAHWA B coOTBETCTBMM c IS0
10993-9.
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5.3.4.2 Cny4ad 2 (HeT — ga)

Het wnameHeHws ©OanaHca macc, HO MONEKynNsApHO-MaccoBoe pacnpejensHuve
MaMEHMWNOCH.

OnpenensioT Npo4yKTe Aerpajaurn obpasya u ero hparMeHTos.

5.3.4.3 Cny4an 3 ({ga — HeT)

MameHuncs BanaHc Mace, HeT HaMEHEHWS MOMeKynaApHO-MaccoBoro
pacnpefeneHuns.

Monumep He nogeeprca  gerpagauyun, Huakaa §asa cojepsuT NpedykThl
EblLUENAYMBAHMA, KOTOPLIE MCCNeayoT B cooTeeTcTeuK ¢ 1ISO 109593-1.

5.3.4.4 Cny4ai 4 {pa — pa)

MameHunca GanaHc Macc ¥ MonekynNApPHO-MacCOBOE PACNpedengHie.

MpoeoasaT WAOSHTUEUKALMIDO W KONWYECTBEHHYK OUEeHKY BbllWenadneasmbix
BELWECTE M NPOOYKTOB Oerpadauyi nonvMepos B xuakon dase. OnpegensnT NpoaykTel

Oerpanauuu ofpasya v ero dparMeHToe.
6 OTyeT 06 MCcCcNegoOBaHMM

OTu4eT gom#eH BHNDYaTs B ceba cneaywowyo wHdopmayuo:

a) onUcaHWe Wccnedyemoro martepuwana, HOMep naptid wnu Howmep obpasua,
pasMepsl U YUCNo UoccnegoBaHHbiX 0bpasuos;

b) pacTeop gonA npoeefeHWA HCCNeA0BaHWA W YCMOBWA 3KCNEPMMEHTA;

c) nogpoBHoe onucaHKWe W oDOCHOBAHWE MeTOAO0B WCCNefoBaHWA, BKNOYAR (ecnu
Heobxoommo) cneundWYHOCTE, YYBCTBMTENLHOCTE W Npeaenst  obHapyweHua K
KOMNMWYeCcTEBEHHOM onpeneneHun;

d) MeTod, MCNONL3CBAHHLIA ONA M3MEPEHUA NOTEPW MAacChl, BrN4as Tpebyemsii
OManasoH ¥ gonycTHMYH NorpelwHocTs,

&) COOTHOWEHWE Macckl W obbema obpaaua,; dopmMy obpasua;

f) npeaeapwTencHye 0DpaboTky obpazua v METOAMKY Ero BhICYLUWBAHMA,

g) ecibpanHoe 3HaveHne pH;

h) Temnepartypa UCCNEA0BAHKUA;

i) NpoACITHMTENBHOCTE UCCNEA0BaAHMS;

|} peaynsTaThl MCCNefoBaAHKA:

1) BanaHc macc,

2) MONEeKYNAPHYID MACCY/MONEekyNAPHO-MaCCOBOe pacnpeieneHue
{NNOTHOCTE NONEPeYHBIX CLUWBOK),

14
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3) peaynbTaThl NPOBEOEHHLIX MCCNenoBaHNIA MHKYDAUWOHHOM cpeabl,
obpa3ua » ero pparMedTos,

4) MAeHTUEWUUWMPOBAHHBIE NPOOYKTH Oerpafaiy,

5) 0DOCHOBaHWE OKOHYATENbHBIX BLIBOOOE,

k) 3axntueHue,
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Mpunoxeune A

(cnpaBo4Hoe)

AHANWUTHYECKHE METOObI MCCNEOOBaAHMA

[Ons oueHKK NONMMEDHOID Martepyana NnpeanarakTcA CNegyowve meToqbl
aHanWaa:

a) BMCKO3WMeTpWA pacTeopa (cpedHAas MoNeKynApHaa Macca, Hanuyue
pa3sseTBNeHWA);

b) cnocoBHocTe k HabyxaHWK (NNOTHOCTE CLUMBKW),

C}] peonorus  (MHTepean TewmnepaTyp NMaenNeHWd, BA3KOCTE  pacnnaea,
TepMoCcTabUNBHOCTL, MONEKYNADHO-MACCOBOE pacnpedengHue);

d) xpomartorpaduyeckne  MeToOm  (Hanpumep, rasceas, B TOM  YMCne
MCNONB30BAHKWEM KaNUNNAQHLLX KONOHOK, BbiCOKOathheKTUBHAR MWOKOCTHARA
¥pomartorpadua, TOHKOCNOWHAR XpoMaTorpadius, XpomMaTo-macc-cNekTpoMeTpus  ana
onpedeneHla  OCTATOMHBIX  MOHOMepoB, O0DaBoKk W NPOOYKTOBR  BbIMLIBAHWA,
BLITECHUTENEHAATENENDOHWKAKWAA XpoMaTtorpadua  anAa  onpefeneHda cpedHux
MONEKYNAPHLIX MACcC W U3MEeHEHWA MONeKyNApHO-MACCoOBOrD pacnpedeneHua);

8] CNekTpocKonuYecKue METOObI (HANpUMep, YiP-CcnekTpoCHonMa, K-
cnektpockonua, AMP, macc-cnekTpockonue, npefHasHadeHHsle ANA WaeHTHUgWKaune,
ONpeneneHWs COCTaBa, pacnpefeneHus; aroMHo-abcopBuMOHHAA CNeKTpOCKONWA Ons
onpefeneHWa co0epXaHWA KaTanuaatopa, TAKeNsLIX MeTannoe),

f} meToOb TEPMUYECKOrD aHanuaa (Hanpumep, AvdpcpepedynanesHan
CKAEHWDYHLWAA KanopuMeTpua ana onpegenedHua obnacTv cTexknoBaHWA, WHTepeana
TeMnNepaTyp NNasneHua UNK TeEMNEPaTYPbl PA3IMArYeHUs, HANUYMe cMmecen).

MoToBOE K NPUMEHEHWH W3denve MOMeT COCTOATb W3 HEeCKONbKUX Mmartepuanos,
NOCTYNALLMXY W3 PAZNWUYHBIX MCTOYHWKOEB. YTODLI CBECTHM K MUHUMYMY SHANWTHUYECKYHD
paboTy, PEeKOMEHOYIOT W3y4WTe NUTEpPaTypy M 3anpocUTs aHaNWTHYECKME OaHHble oT

MNoOCTABLMKOB.
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Mpunoxenue OA

(cnpaBo4Hoe)

CeefeHHA 0 COOTEETCTEMM MEXrocyOapCcTEeHHbLIX CTaHAapPTOB

CEBINOYHBIM MeXOYHAPOOHEIM CTAHOAPTaM

TaBnwua OA 1

DBo3HaAYEHHE M HAMMEHDBAHKWE CreneHe DO03HAYEHWE M HAWMEHOBAHKWE
MEXIyHAPoOAHOMo CTangapTa COOTBETCT- MERIOCYQEpCTEEHHONO CTaHgapTa
BUA

IS0 3696:1987 Bopa  and = .
nabopaTtopHoro aHanwaa.
TexHvieckne TpeboBaHUA M
METObI MCNBITAHWA

IS0 10993-1: 2003 OugHxa DT TOCT 80  10093-1-2011  MWagenus
Buonormueckoro OERCTEWA MEONLMHCKHME. OueHka BUONOrMYEcKoro
MeduuMHcEMx  wigenui. Yacte 1. OERCTEMA MEOQWUWHCEMX wagenmi. Yacts 1.
OueHka W MCCNEfOBaHWA OueHka W MCCNefoBaHWA

IS0 100583-.9-19989  Ouexka DT ToOCT IS0 10003-9-2011  Wagenwn
Buonoruyeckoro OEWCTEWA MEONLMHCKME. Ouexka BUONOrMYECKoro
MEOMUMHCKEME  Wigenuid. Yacte 9. OEWACTEMA MEOWUMHCEME W3nenaid. Yacte 9.
OcHOBHLIE NPUHLKMALI OCHOBHEIE  NPUHUKNLEL  MABHTADMEALMK W
HOEHTUhMKALMI W KOMWYECTBEHHOM OnNpefgeneEHna
KOMW4YECTBEHHOM onpeaenexHns NOTEHUMANEHLIX NPOOYKTOR JerpagauuMu
NOTEHUWANEHBIX NpoaYKTOB
Jerpagaumm

130 10993-12:2007 OQOueHka DT roct SO 10993-12-2011 WMzgenun
Bronoruueckoro OERCTEWA MEOVUMHCKHE. DueHra BUONOrMYECKoro
MEOMUMHCEMX W3genui. Yacte 12. OBEWCTEMA MEDWUWHCKEWX wWigenuin. Yacte 12,
MpwvroToeneHnE npob 1 MpuroToEnerne Npob W KOHTPONEHEIE 0BpasULl
CTaHdapTHEIE DOPa3UbI

IS0 10993-16:1997 OueHxa IDT rOcT IS0 10993-16-2011 Wanenun
BronorMueckoro OEWCTEWA MEONLMHCKME. Ouenka BUONOrMYECKoro

MEQMUMHCEMX Magenuid. Yacre 16.
MogenwpoBasHve W WCCNEOOBEHWE
TOKCHEOKMHET KW NpOayYKTOBE

Jerpanauni @ BEbiMblBEEHMA

FOCT rocTiso 10993-13-2011
JKCNEPT

GostExpert.ru

OEWCTEMA MeduUuWHCKEWX wigenuin. Yacre 16,
MogenwposaHue 1] WCCNEL0BaHNE
TOKCMEOKMHETWEN NPOOYyKTOE JErpajaunn  w

BbIMbIEEHWA
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Oxoxvanue madnuus: 4.1

OBoaHaYeHne 1 HAMMEHOBAHWE CreneHb OD03HaYEHME ¥ HAMMEHOBAHNE
MERQYHAPOAHOID CTaHgapTa COOTBETCT- MERTOCYQAPCTBEHHOMD CTaHdapTa
EMF
IS0 13781:1997 Monu(L- - *
nakTHaHse) CMOMNE! W

HAroToBNeHWe Ma HWX q}DprI AanA
XHpYpraveckHx MMMNMNaHTATOR.

Wayyenue aerpanauua in vitro

IS0 14538:2008  Ouewka — ”
BronorMueckors OBACTEMA
MEQMUMHCKMX M3OENMA,
HopmuposaHwe ADNYCTHMBIX

YPOBHEW  OCTATOMHBIX  KOMWMECTE
KM AN BCRAX BELWBCTE nocne
cTepunuaaumy  w»  obpabotk  Ha

OCHOBE OUESHKW DHCKa ANA 300p0BLHA.

* COOTEETCTEYIOLMA MEMIOCYRAPCTOEHHBI CTaHAAPT oToyTeTEYeT. o ero YTBEpKOEHIAR DEHOMEHYeTEA
WCNONEIOEATE MNEDEeE0D Ha PYCCKMA ALK OaHHOMD MEMOyHapoOHore crTaspapta. [Mepesol gaHHon
MEWOVHADOOHOrD CTaH0ApTa  HAXOOWTCA ©§  CefepaneHOM  WHOPMALWOHHOM OHOE  TEXHWYECKAK
PEFNAaMEHTOS M CTaHgapToR.

NMovmMedaruwe = B HacToAWeM CTaugapTe WCNONLICBAHO CNEegyioles yonomHoe oG0IHaYeHME
CTENEHA COOTRETCTEMA CTAHGapTa:

- |OT = WOeHTHYHEBE CTaHOAP TS
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¥YOK 615.46:002:006.354 MKC 11.020 P20 0T

Knw4yeewle cnoBa: WM3OEnNWA  MeEOWUWHCHKWE, CHMCTEMAE METOOOE WCCNedoBdHMA,

HOMMYECTEBEHHLIA 3HANK3I, NpoOyYETel gerpajalni, KNMHKYeCKoe NpUMEHEHWE, NONMNAUMEDBR
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