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Mpegucnoeune

Ueny, ocvHoBMelE MNQAHLMAOE W ROPASCK NEPOBEOGHHA  paboT No  MesrocyfapcTEeHHOR
cTaHdapThzauxk yoTasoanedst [TOCT 1.0—892 sMesrocygapcTeeHHas cWcTemMa CTaHdapThIauqin.
OCHOBHBIE NONoMEeHHAr W MOCT  1.2—2003 «MesroccygapcTBEHHaR CUCTEME CTAHOAPTAIALMIA

CTaugapTel  MEXTOCYQApCTECHMEE, MNPaDuna W PEKOMEHGALMM N0 MERTOCYIapcToeHHOR
CTaHaapTnaauMu. Npaeuna paspaboT, NPHHATHA, NEUMEHEHWA, CEHOBNEHWA N OTMEHE)

CeegeHWnA o cTaHOapTe

1 NoOroToOBNEH  PeagepansHsmM  rOCYJARCTEEHHBIM  YHHTAPHLIM  NDESNpHATASE
# BCEpOCCHACKHMA  HayHHO-WCCNeqoeaTensCkMd  MHCTHTYT  CcTaHZapTHaaumy W cepTidrsauus B
MELWWHOCTPOEHWH » [BHIMFHMALLY

2 BHECEH MdegepancHbikd AreHTCTROM N0 TEXHWHSECKIMY PEryNEpoBaHise W MEeTpOnordia
{PoccTannapT)

3 MPHHAT MewrocyoapcTEEHHBIM CORSTOM N0 CTAMAAPTHIALWA, METRONOTAH W CEPTHUEHEALIMIA
(npoToeon Me 40-2011 o1 29 #osbpa 2011 1)
38 NPUHATHE CTAHAARTA NPOroNOCOBaAnM!

KpaTtioe HauseHoBaHWE CTRAaHL N Koa crpamL na CopatueHHoe HavhaHosaHKe
MK [ACO 3166) 004—a7 MK (MCO 3166) HALWOHANEHOMND OpramMa
04—57 N0 CTAHOARTHIALMK
Benapyce BY MoccTavgapt Pecnybnyer benapycs
Kazaxcrad KZ Mocctavgapt Pecnybnuer Kazaxcran
KesprslacTan K Kelpreiactasgapt
Poccuickan Tegepauun Ru Pocctadpgapt

4 Tpreaiok DeaepankHore areHTcTBa No TeXHAYECKOMY DerynHpOBaHKIo W METDONOMKE oT
13 peradpa 2011 r. Me 1263-cT MEMrOCyoapcTEeHHsIN cTadnapt [OCT 150 10993-0-2011 ppegeH B
OEACTEME B KAYECTEE HaUMoHaneHoro cTadgapta Pocoritckon Qenepauwn ¢ 1 ansapa 2013 1.

5 HacToAWMA CTaHJapT MOSHTHYEH MEsOyHapoaHory cTadnapty 150 10993-9:1999 Biological
evaluation of medical devices — Part 9 Framework for identificattion and quantification of potential
degradation products (OueHEa GAONOMA4ECKOrD JeRcTEWA MEOWUMHCKWY Magendi. HacTe 9. OcHoBHERE
NEHHUANE  HEEHTAGHEAUAK W KONHYECTEEHHOND  CNPedeneHHh NoTeHUMansHsx  NpodyKToR
oerpagaumuu).

CTadiapT NnogroToaned Ha ocHope npuseHedis FTOCT P MCO 10993-9-2009

CTengHs COOTEETCTEBWA — WOeHTHYHan (IDT).

CEeaeHMs 0 COOTEETCTBMM MEKMOCYJARCTEEHHEY CTAHOANTOR COLINOYHSEIM MEMOYHA DOOHLIM
CTAHOBPTAM NPWBESEHE B SONOMHWTENBHOM NPUIcEe e 04

& BEEJEH BMNEPELIE

Hughopmayua o esedesuy & delomaue (Npexpawenuy delomaus) sacmoswess cmandapma
AYEAUKKEMCR 8 YKazamens «Hayuonanbkibie cmandapmibis.

Hughopmayua of vameMesusx & Hacmoswesy cmawdapmy nybnuskyemes g yxazamene
v Hayuonanenee  cmandapmers, 8 Mekcm  uIMeNeHuld = 8  uNboDMIUUCHWEY  Wk32amenss
v HayuoWanbtese cmaddapmels. B ocnydas nepecMomps Ny OmMMEeHEl HACMOAWD20 cmaddapma
coomeemomeayias unbopmadus  Gydem  onylnukoeada 8 WhopMayuoRHOM  yEadamene
¥ FISUUOHANENBES CIMasdapimbiy

& CTavgapTragope, 2013
B Poccuiickol Dejepaumi HACTOAWMA CTaWdapT He MoMeT DTk NOAHOCTEE MM S3ACTHYHO

BOCNPOMIBEAEH, THPAXMPORAH | PACNPOCTPAHEH B KAYECTEE OdWUMANLHOMD Wgawka Gea paspelleqina
DEnepansHoro areHTCTRa No TEXHHUECKOMY DEMYNWMEOBAHMID M METPONOMNAN
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BeepgeHue

CobniogeHwe nonoxedwd  cTadgaptoe  cepuw IS0 108993 «Ouedka
OUONOTMMECKOro OeUCTBHA MEQWUWHCKMX M3OeNMA» NO3BONWUT oDecne4YmTe CHCTEMHLI
NoOX04 K UCCNeaoBaHu DUONOrHHMeckoro 0eAcTBHA MEOWLUWHCKWX WAOENWA.

Lensky a3Tk¥  CTAHONApPTOE He  ABNAeTCA  OeaycnoBHOe  3aKpenneHwe
eauHo0DpAa3HLIX METOQOBE WCCNEdOBAHWK WM MCNLITAHWK 3a IPynNnaMu ogHOPOgHLIX
MEOWLMHCKMX W3OeNWi B COOTBETCTBMWM C NPWHATOW Knaccudukauver vx no suay W
ONATENLHOCTH KOHTAKTa € Opraduamom  denoeeka. [losTomy nnadHvpoBadHie W
npoBefeHWe WCCNedoBaHMA W WCNLITAHWW O0NAHB OCYLWECTBNATE cheudanucThb,
MMEOLWKWe COOTBETCTEYIOWYK NOAroTOBKY W ONLIT B 0BNACTHW CAHWTAPHO-XUMWYECKON,
TOKCHKONOTMYECKOW W BUONOTHYECKON OLUEHOK MEeOWLMHCKMX U30eNWiA.

CraHnapte cepur 1S5S0 10993 AenAKTCA pYHKOBOOALWMMKM O0KYMEHTAMK [ONA
MPOrHoO3MpoOBaHWA W MCCNeaoBaHUe DUONOrMYecKorno JeWcTBMA MegUUNHCKUX W30eni
Ha cTagwi Bblibopa mMaTepuanoe, NpedHasHadeHHBIX ONA WX WAroTOBNEHWA, 3 Takxe
ONA MCCNeaoBaHun rOTOBRIX MADEMNMM.

B cepuwn 1SO 10993 exogaT cnegyiolwme YacTv nod obwkm Hazeanuenm «OueHka
GHUONOTUHMECKOrD J2ACTEMA MedMUMHCKEME Magendis .

Yacte 1 — OueHka v nccnNefoBaHna;

Yacte 2 — TpeboeaHna K 0DpalleHuio C HUBOTHLIMM,

Yacte 3 — McocnenoeaHWA reHOTOKCHYHOCTM, KAHUEPOreHHOCTH W TOKCHYSCKOrD
OeWCTBMA HA PENPOSYETHMEHY K dyHKLKMK,

Yacte 4 — MccnegoBadie M3agendy, B3auModeicTBYWKWE © KpOBEK,

YacTe 5 — Mocnegopadde Ha UMTOTOHCHYHOCTE. MeTOOb i witro;

YacTe 6 — MococnegoBpade MeCcTHOMO O8WCTABWA NOCNE MMINSHTALMK;

Yacts 7 — OcTatouHoE cofepHaHie 3TUNEHOKCKMOA NocNe CTEpUNM2aLMK;

Yacte 9 — OCHOBHBEIE NPUHUKMNE  WOSHTWOMWKALWMKW W KONWMYeCTBEHHOMD
onpefeneHWa NOTeHUWANbHLIX NPCOYKTOR Aerpagauui,

Yacte 10 — MccneposadHue paigpakaowero 1 CeHCHBMNMIKPpYIOWEaro JencTENA,

Yacte 11 — Mococnegosadue obWETOKCHMECKOrD AeACTENA;

Yacts 12 — MNpurotoenedue npob 1 cTaHaapTHele obpasuw;

Yacte 13 — MWgeHTwdUEaUMA W KONMWYECTBEHHOS ONpefensHye npoaykros

gerpagauyy NonuMepHeX MeguUMHCKUY MAOeNMI;

IV

FOCT 10CTISO 10993-9-2011 Crpanuua: 3/15

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-10993-9-2011
http://GostExpert.ru
http://GostExpert.ru

rocT IS0 10993-9-2011

Yacte 14 — WMogeHTWPOUEAUMA W KONWYECTBEHHOES OnNpedensHue npoaykTos
ferpagauyi Wagenuii U3 KepamMueEn;

Yacte 15 — WoeHTWOUEELUMA W KONWYECTBEHHOS OnNpegdensHue npoayKTos
fgerpagadWi Manenuid M3 MeTannose ¥ cnnasoe;

Yacte 16 — MoaenupoeaHve W WCCNeOBaHWE TOKCUKOKWHETHUKM NpOOYKTOB
derpagauvv ¥ BeIMBIBAHWA,

Yacte 17 — ¥CTaHoRNEHWE NODOrOERIX IHAYEHWW ONA BEIMBIEAEMEIX BELUECTE,

YacTe 18 — MccnenoeaHre XMMHYMECKMY CEBOWCTE MaTepuanoe;

Yacte 19 — MccnepnoBaHue DMANKO-XHMMYECHM X, MODDONOrA4eCEMy 1]
Tonorpadyyecknx CBOWUCTB MATepnance,

Yacts 20 — MNpuHUKNEl 1 METOOR WCCNEAOBAHWA MMMYHOTOKCHYECKOrD OeACTEBMA
MEOWLWHCKMY M3genuiA.

HacToAwwWA  cTadgapT  ycTadHaenveaeT  NpWHUWNBL  WOeHTW@WEauMu W
KONWYEeCTBEHHOMO onpelfensHWA NpOAYKTOR derpajauud MaTepuanos, M3 KOTOpbIX
W3AroTOBNEHbl MEQUUMHCKWE M3genna (NoNMMEDEl, KEPaMUKA, METANNEI W CNAABL! ).

WHopmaumnio, NoNyYeHHY B X00e 3TUX UCCNefoBaHMKA, MCNONL3YDT ONA OUeHKW
GHONOIMHECcKOro QeACTEMA MaTEpHANoE WU M3genui.

CraHgapT onpegenseT HeobxogMMOCTs NpoeegeHMA 1 obbem MoccnegoBaHvid No
WABHTUMUKALMK WM KONWYECTBEHHOMY OnNpegenedHuo NPoOykToB  aerpafauuy B

3ABMCHMMOCTM OT DAAA YCNOBWA,

v
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MEXIOCYOAPCTBEHHBW CTAHOAPT

M3IOENMA MEOWUWHCKME
OUEHKA BMONOMMYECKOINo QENCTEMA MEOWUWMHCKWMX W3OENWUA
YacTb 9

OCHOBHBbI® APWUHUHNBI MASHTUOUKALWMK W KONWYECTBEHHOrO onpeaeneddna

NOTEHUHWANbHbBIX NPOAYETOE AerpadaldHm

Medical devices. Biological evaluation of medical devices. Part 9. Framework for
identification and quantification of potential degradation products

DaTta epegeHun — 2013-01-01

1 ObnacTe NnpuMeHeHWA

HacToswMmi  cTaHgapT  yCTAHSBNWMBAET OCHOBHBIE NPWHUMNLL, HAa  KOTOPLIX
OCHOBaHB  CcneundMyeckie WCCNefoBaHuA No WASHTAGMKAUKMKN W KONWYECTEEHHOW
OUEHKEe NPOOYKTOB Aerpagalii MeqWUMHCKUX M3OenniA.

TpeboBaHKA HACTOAWENO CTAHOARTA ABNAKTCA PEKOMEHOYEMBIMA.

CTaHOapT He pacnpoCcTpaHAETCH Ha:

- NPOAYKTEl BUOMHMEHEDPUH HA OCHOBE HWBOW THAHM,

- M3yYeHWe BOIHMKHOBEHWA NPOAYKTOB Aerpafauli B pe3ynsTaTe MexaHUueckux
npoueccos. MeToQWkW NONyYeHWA NPOOYKTOB ASrpadalWi 3TOr0 TWNa ManoeHb B
CTaHAapTaX Ha KOHKPETHLIE MaTepHankl;

- NPOAYETEl MWIPALMK, KOTOPBIE HE ABNAKTCA NPOAYKTAMA Oerpaial .

B cnyYasx, ecnd CcTaHgapTel Ha W3OenWa KOHKPETHbIX BWOOE cOOepMkaTt
NpHEMNEMBbIE METOAb WAEHTWMKALMKM M KONWYECTBEHHOIO ONPedensHWsd NpoOyKTOs

derpadauii, X MOXHDO DACCMaTPpMBaTe Kak ansTepHaTUEY.

Mapanue ohuuHansHoe

1
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2 HopMmaTHUBHbLIe CCbINKKA

E HacToswem cTaHfapTe MCNONb3cBaHbl CCLINKW HA HOPMATHMBHLIE NOKYMEHTHI,
cofepwalle NONOXEHWA, KOTOPble ABMAKTCA COCTABHOW YacTeH  NONOXKEHWA
HacToAwere craHnapra. B npveefeHHble HOPMATWUBHLIE OOKYMEHThl HENb3A BHOCUTE
nwbble MCnNpaeneHua ¥ OononHedus. OOgHako JonNyCcKaeTes BOIMOMHOCTE MCNONBI0BATE
nocnejHuie WaO0aHWA HOPMAaTHBEHOW NOKYMEHTALUWK, NpHUEedeHHON Hitxe. TpK coeinkax Ha
HOBLIE NOMNOMEHWA NOCNENHWX W30aHWA HOPMATUBHLIX AOKYMEHTOB 3Ta HOPMATUBHAR
OOKYMEHTAUMA OomsHa npunaratecs. Ynedsr MCO 1w M3K nonxHsl NOCTOAHHC cneguTs
33 coXpaHeHHeM KPUIWHeCcKon CUNBl MeXOyHAapoOHLIX CTAHAApPTOB.

150 10993-1:2003 Biological evaluation of medical devices - Part 1: Evaluation and
testing (OueHka BUoNorvyeckoro AeRCTBMA MeduUMHCKKX wagenuid. Yacte 1. OueHka 1
HMCCNenoBaHWA)

IS0 10993-2:2006 Biological evaluation of medical devices - Part 2: Animal welfare
requirements (Ouenka BHONOTHYECcKoro OeWRCTBMA MEdMLMHCENX Magenui.

Yacts 2. TpebosaHua K 0DpaLLEHHD C HUBOTHBIMU )

3 TepMUHBbI U oNpegeneHun

B HacToswem cTaHOapTe MpMMeHeHsl TepMudel no IS0 10993-1, a Tawxe
cneqylme TEPMUHE! C COOTEETCTBYIOWMMIK ONpeeneH samMm:

3.1 perpapnauwa: Paspywexnne martepuana.

3.2 bwogerpapauwA: Pazpywexsve maTepuana B pe3ynsTaTe BO3NEACTEBMA

BUONOrMYECKOoN Cpedbl.

Mpuwmedadwe — BHOSErPASALMID MORHO CMOOENHPOBATE B IKCNEPUMEHTAX In vilro.

3.3 Owopesopbupyemoe MeguumHckoe wuigenwe: MeauuwHckoe wagenue,
pa3pywawueecs WNW paccacelealleeca B Buonornieckol cpege opraHuama.

2.4 npoAyKT BbIMbIBAHWA (BblWeNavyMBaHWA): JKCTPATMDYEMBIR KOMNOHEHT
Marepuana, He ABNAKLWWACA NpoAYKTOM XMMUYECKOR Oerpajaumu.

3.5 Koppo3nAa: [JedcTene XHMMHYECKWX W 3NeKTPOXUMHYECKWX peakudd Ha

MeTanns | Cnnaewl.
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MNMpuwmevarnwe — WHOrOoa TepMuH GROppPO3UHEs ynoTpebnawmT B Dones WHpokoM
CMBICNE ANA 0003HAYEHWA YXYOWEHWS KAYeCTBa OpYyrkx MaTepdancs. B HacToRwem crangapre

OH OTHOCWTLCA K MeETAnNnam 1M Cnnaeam.

3.6 BEWECTBO: XUMWYEBCKMA  3NemMedHT, COoBOMHEHME  WNM KOMMOMEKS
COSQMHEHMIA.

3.7 thparmeHT uagenua: OOHa MNKM HECKONBKO YacTen M3Oennsa.

3.8 npoaykt gerpagaummu: JobaA 4acTiua MNK  XMMWUMECKOe COedMHEHWE,

GEI’.‘IEI3DEE[BI.IJEIFIGH NPy XUMANeCKOM padpylUerd HCXOOHOMD MaTeprana.

4 MNpuUHUMNLI NNaHWPOBaHWA UCCNeaoBaHWA Aerpagauuvm

4.1 ObwKre nonoKeHMA

Mogxog K oueHke OerpafauWy 3aBMcWT OT NpUpodbl MCCneayemoro Martepwana,
MeJWUMHCKOrD W3OenWa, YyCNnoswid NpUMeHeHHMa W NOKanW3auWK KOHKPETHOMO W34envs B
opradHuame. Korga wccnelyoT KOHKpeTHoe MefWuMHCKOoe wijende W ecTe noapobHas
WHDOPMAUWA O XMMWYECKOM COCTaBe cpelbl, B KOTOPOW wafenue ByoeT NpUMEHATLER,
WMCCNefoBaHue NPOBOOAT B YCNOBWAX, MOOSNMPYOLWWX NapamMeTpel aHHOW cpeabl.

Mo BoaMoOXHOCTH NpY NNaHWPOBAHWKW WCCNeoBaHWKW Jerpajauuds WCNonb3yoT
CTaHpgapTel ONA  WASHTUUEAUWMW W KONWYECTBEHHOMC onpefdeneHns  NpogyKToB
Oerpajauny  onpefeneHHslx rpynn  maTepwance, Hanpumep SO 10993-13 gna
nonumepoe, 1SO 10993-14 —ana kepamukn w 1SO 10993-15 — gna meTannoe u
cnnaeoB. [py wccnegoBadHnK M3genui, cocToswux Bonee Yem W3 OBYX pPasnMYHbIX
MATEPUANOE, YYUTLIBAKDT BCE COOTEETCTEYHIWMWE CTAHOAPTHE NO AerpanaLmu.

4.2 MpepsapuTensHoe paccMoTpeHue

HeoTbeMnNemon YacTeH OUEHKW BrUonorveckon Be3onacHoCTH W3AenNWA ABNAETCA
TWATeNsHoe MNPOrHO3MPOBaHKE CNocoBHOCTW mMatepuwana K Jerpagauuud, BrNIK4an
OMMOAEMYID W HENPedBUOEHHYH OeCTRYHUMI.

HavansHeiM  atanom NEPOrHOAUMPOBAHMA  ABMNASTCH  OUEHKA  XMMUYECKMWX
XAPAKTEQMCTHME W M3BECTHLIX  MEXaHWAIMOBR  JerpajaudWi. 3artemM  OUSHWBAHT
Heobx0QMMOCTE 3KCNepvMeHTansHoro wccnegosaHnA BWoderpagauyvd W COCTABNAKT
ero nnad. Ha ocHoee oD3opa NUTepaTypbl W O3HAKOMNEHWA C NPEedbOYLUWMM ONBITOM
KMUHWYECKOro  MPUMEHEHWA  AHANOMMYHBEIX  MAaTepuanoB  MOMET  BO3HWKHYTL
HeoDxooumMocTe OansHedwend DWONOrvM4ecKol OUEHKWM NPOAYKTOE Oerpagauuu. Het

HEGEHG.EI,HMUETI.-L d Takxe He BCelrja CywecrayeT BOIMOMHOCTb NMpoBoAWTbe HMIYYeHHE

3
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ferpagauumn ang ecex uagenud. OBocHOBaAHMA HeoBXOOWUMOCTH W3Iy4eHWH gerpadaumu
npeqcTaeneHsl B npunoxedHdn A OuedHka  HeoDXoOWMOCTH  NpOBELEHWA
SKCNEDUMEHTANEHEIX WCCNeoBaHWA Oerpajauvn gonwHa eknwyate 8 ceba obaop
NATEPaTYPEl ¥ (MNK) 03HAKOMNEHKWEe C OAHHBIMK 00 ONBITE KNUHWUYECKOTD NMPUMEHEHWA.
Takana ousHKa MOMET NDPUBECTH K 3aKMKYEHWI0, 4TO HeT HeobxoOuMmoCcTH NpoBeaeHHA
SKCNEPUMEHTANLHLIX MCCNEefoBaHrA, KOrga nay4aemMoe U3fenve yocnewHo NpUMeHseTen
B MEOWUMHCKEOW MPaKTHKe, a Takke WMETCA HOBLIZ W onybBNUKoBaHHBEE [aHHLIE W
aHanorik ¢ M3BeCTHLIMKW M3OENWAMK, MaTepHanamMy U NPOAYKTaMiK Aerpanauum.

PykoBoOcTeo No oueHke OWONOrMYeckoro OeWCTEMA NPoAyKTOE Oerpagauuu
nonuMepHeIX M30enun (Matepwanoe) npeacTtaenedo g IS0 10993-13.

4.3 MNnaHvpoBaHKe nccnenoBaHKA

MnaH wuccnepoeaHus ponked DbiThb cocTasnedH W odOpMNeEH B COOTEETCTBMM C
nonoxeHwami 4.1. B nnade yKasslBawT MeToObl aHann3a, ¢ NOMOLBH KOTOPLIX May4anT
cneaywlne xapakTepucTUKM NpodyKToR Oerpagauuda:

al EMMUYECKME ¥ DHUIMKD-XMMWYeCKre CBONCTRA,

o) MOpONOrMKD NOBERXHOCTH,

C) DUOXMMWYECKWE CBOWCTEA.

B nnade Tak#e W3InarawT MeTtoib!, WCNoNe3yemble ANA NONyYeHWA NpogyKToe
ferpagauun. B nnade wvccnefoBaHWA W3OEnWA, COCTOALLMX M3 MHOMMX dpparmMeHTos,
YUMTLIBAOT KaMAbA parMedT WNY martepudan, a Takse CUHepriyeckoe BhNWUaHWwe
pasnuYHbLIX (PparMeHToR Ha JecTPYKUKHE.

4.4 XapakTepucTHKa NPOAYKTOE Aerpagauvd MeguUMHCKUX H3aendn

MpodykTel Aerpagaudy, NonyYeHHee B X008 WCCNeoBaHMA, MOryT NPeacTaBNATL
coDoW  4YacTuuel, pACTBOPWMLIE COBdMHEHWA WNKM  WoHel. [na  onpegenedqws
XAPaKTEpUCTHK NPOAVKTOE Oerpadauri MCNons3yoT COOTEBETCTEYIOWWE aHaNWTHYECK e
MeTodsl. 3TM MeTods AoniHe! DbiTe obocHOBaHe W npuBenedsl B oT4eTe 0O
WMCCNeaoBaHnK.

Mpw cocTaeneddy nnaHa WayyvedHwa nerpajauui  cnegyeT yyecTbk BNHAHWE
npouecca gerpajauvi Ha BUonorvyeckie WCcnejoBaHma.

Moaxoasl K MayyeHud Buoderpajauny NpegcTasners B npunoxedHnn B.

MnaH gonxed eknYate 8 cebs cnegylwes:

a) MOEHTUMMKAUKIO W XapakTepucTUKY MWagenua W (MnK) maTtepwana M

npegnonaragmMoe NpaMeHeHKe,

b) WASHTHDMKALUWIO M XAPaKTEPHCTHKY BOIMOXKHOIO MeXaH1amMa Aerpanaumnu;
4
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C) MOBHTHPMKALUMKD W XapPaKTEpUCTHUEY WIBECTHLIX, BEPOATHEIX W NOTEHUWANLHBIX

NpodyKTOoB Aerpagauui,
d} MeTOOLl MCCNEJOBAHKA.

MpumevyaHwunA

1 CreneHs W CKOPOCTE MAMPaULKMK NPOOyKTOE OETpafayqy 3aBUCAT OT Takmx akTopos, Kak
NpoUeccsl NPOM3BOACTEE, KOTOPHE W3MEHSIT COCTEE W CTRYKTYDRY NOBERXHOCTH, MMIPauWs Ha
MOBEPXHOCTE M3 MATEDWANE, XUMWYECKMA COCTAE (hMIMONOrMMECKDA CpEfsl M PacTEOPMMOCTE B
HER W T. O.

2 MconegoBadne  MOMET MPMBECTM K 3AKMIOMEHWID, 4TO0 NOMYYeHD O0CTATOYHOE

RONMAEYecTed JaHHBX W HET HEDE.K'D,CI,HMD'DIH E AaNEHERLWEM H3YYEHMM.

5 OTyeT 06 MCccNnegoBaHMK

B oT4yeT 0b MccnegoBaHui BENKOYAKT cNeqyiowyn WHQopMaLnew:

al ONUCAHWEe MaTepHana W (MNv) Wanenus B8 COOTBETCTEBMM C NyHETOM B.2
npunoxexdwa B, skniyan npegnonaraemMoe npUMeHeHUe M BUO KOHTAKTA C OpraHuamMom;

b) OUEHKY Oerpafauly ¥ BelBogsl NO pe3ynNeTaTamM OUeHKH,

c) MOEHTUDWKAUMIO W KONWYECTBEHHOE OnpedeneHne NPOogyKToOR gerpagaumnu
(Hanpumep, dcopma W COCTOAHWE NPOAYKTOB Oerpafnauuu, wx crabuneHocTs W
WCNONb30BAHHLIA KOHTPONL);

d) onucaHuwe MeTodoB W3yYeHWA OerpafauvM, YCNoBWA WCCNedoBaHWA, TecT—
Marepuankl W METOAWKW MCCNeoBaHKWA, BKNHOYAA BWOLlI KOHTPONA,

e) onucaHvwe MeTO4OB aHanuia, BKMWYaA npefens obHapyxeHWAs W BWabl
KOHTpONS;

f) noKYMEHT O COOTBETCTBMM MCNbITATENEHOW NabopaTopuu CUCTEME YNpaBleHWA

Ka4eCTBOM WMCNeITaTenNbHBX NabopaTopui 1 (Mnun) pykosoacteo SO 25,

g) KpaTkoe M3NOKEeHWe pesynsTaTos;
) WHTEpNpeTaura ¥ obcyxaeHe pe3ynsTaToB.
5
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Mpunoxenwne A
(oBAzaTensHoe)

O6ocHOBaHWe HeoBXOAWMOCTH NPOBEAEHWA MCCNeqOBaHWMA OerpagauMm

HeobxoQWMOCTe NPOBEOEHWA WCCNEN0BAHWA Qerpagalvit PACCMaTPHMBAKT, ECNW:

a) M3Oenue ABNASTCA paccackiBakolmca B Buonorvyeckol cpege;

b) M3genue NpeadHasHa4“eHo ANA UMONaHTaUMK Ha CpoK, NPesklluaruiMin 30
CYT,

c) ecTe WHOpMaUWA O BepOATHOW MWIpauWd TOKCHYHBIX BelecTE nNpW

KOHTAKTe OaHHOro Matepuana c opraHM3IMom.

WMayueHue gerpagaunn HeobazaTensHo, ecnu:

a) KONW4YECTBO BO3MOMHbLIX NPOOYKTOR Aerpajauyi npefckasyemMo U CKoOpocTh
ofpasopaxna NpogyxToe derpajauuy nogobHa TOM, KOTOPaA MABECTHAE W3 MEeOWLUMHCKOM
NpakTUEM KaK BeaonacHan,

b) ecnu pasmepel v Gopma HacTvy nogobHbl Tem, De30NacHOCTbE KOTOPBIX
00Ka3aHa oneIToM NPpUMEHEHWE B MeWUWHCKON NpakTUKe,

c) ecnu y#e CylecTBYIOT JaHHble O AerpajauMi, B TOM YWCne O BelWecTeax 1
npogykrax gerpagauvi npw npegnonaraemon NpuMeHeHnN.

HeobxoouMMmocTe HCCNegoBaHWiA N vivo pACCMATPMBAKT HA OCHOBE Pe3ynNsLTaTos in
vifro.

Mo BO3MOMHOCTH NpW  WAYMEHWW TeopeTHYEeCcKM npedcka3yeMblx nNpoUeccos
Oerpafgauri YYWTLIBAKT 3KCNEepUMEHTEl i vilro, BeinonHAA WMCCNefoBadHWa i vivo,
HeoBXoOWMO NOMHMTE O TpeboBaHWAX K 2aWMTEe WUMBOTHeX (cMm. 1SO 10993-2). Ona
onpegenedns BEpORTHOCTH gerpagaumu U uaeHTudukayuy npegnonaraemsiX NpoayKTos
ferpafauMi ¥ ee cKOpoCTH 0DOCHOBLIBAKT HEODXOAWMOCTL NpoOBEfeHUA WCCnedoBaHWA

i1 Wivo Woin witro.
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MpunoxeHue B

{cnpaBo4Hoe)

HononHuTensHan HHOPMAUKMA K NNaHY M3Y4YeHHUA Aerpagauuu

B.1 OBwmKe nonoxeHHA
HacToAwee NPUNOKEHWE COASDMMT NONOKEHWA, KOTODLIE YYMTLIBAKT NPH OLUEHKE

BepoATHOW fderpagauwmk. B cnykae otcytcTena obwed wHdopmauvi o gerpagauvu
HM3nenw KU maTepwance, a Takxe o BuonorvyeckomM OeWCTEMW BO3IMOMHLIX NPOOYKTOB
DerpanauuWu NpoBodAT COOTBETCTBYHILWME 3KCNepUMEeHTaNbHBIE MCCNedoBaHUA.

B.2 Onucanue MeOWMUMHCKOro M3Oenua v (MnuM) matepuana eknwo4aer B ceba:

a) HaWMeHoBaHWe MedUULMHCKONe W3OenNWA ¥ (MNW) MaTepuana,

b} HaaHa4YeHWe MeJWUWHCKOMD W3denuA;

c)npednonaragmMoe NpUMeHeHWe,

d} npegnonaraemMyo BUONOrMYeCcKy cpeay:

e) cocTae maTepwana,

f) nogroToeky matepuana (obpaboTka, crepunuaayma);

g} COCTOAHWE NOBEPXHOCTH,

h} paamephl;

i) OTAENEHBIA HRarMenT,

J) OTAENBHEIA hParMedT, MCNOoNE3YEeMbIN B KOMBUHAUWK C OPYIAMM,

K} oueHKy KamOoroc martepuana, BXofAWeroc B COCTAR W3Oenwd, COCTOALWEro W3
HECKONbKWUY (hpArMEHTOoR:

i) NPOOONEMTENEHOCTE KOHTAKTA!

mj Opyrye XxapakTeprcTUKA.

B.3 OueHkKa BO3MOMHBLIX U M3BECTHLIX NPOAYKTOB Aerpanaumnm

B.3.1 MameHeHHWe oCHOBHOW Macckl MaTepWana

Oxugaemele W HENDEOBUAEHHLIE MAMEHEHMA OCHOBHOW MAcChl MaTepuana mMoryT
NpUBOOWTE K 0Dpa3oBaHWI0 NpOAYETOR Aerpafaudy B BUOE YacTuL, a Talke BNUWATE HA
cTabMNLHOCTE NOBepxXHoCTH. M3aMeHeHWA OCHOBHOWM MAacce mMarepwana MoryT
NpoVCXoaWTe, HanpUMep:

- B NpoUecce WaroToBNeHWA,

— BO BpEMA CTEDHMNHIa WM
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- npeM nNpoesgeH MMNNaHdHTauklya |1 BO BReMA HpEEHEEHHH HMMNNaHTaTa B

OprasHuame;
- B pe3yneTate buopezopbuumm;
— NPY XpaHEHWK U B CBA3W C HECTAOUNBHOCTLIO,
- NpK MIMeHeHWM (PU3INYECKOro cocTOAHKA (HabyxaHwe, da3zoesld nepexon
MT. 4.

B.3.2 Boixo BelWeCTE C NOBEPXHOCTH

Bhixog eelecTs C NOBEDXHOCTH MOMET NPOUCXOAWTE B CNEdyLUMX CNyYanx:

- XMMHUHECKWME pPeaKLMi,;

- BbiMEIBAHME

- MUrDALIMHD,

- AenonrMepraanmn;

- oTCNaveaHwe, oTWenywWeaHue.

B.3.3 Mapenue, cocTosllee M2 HECKONBKHX KOMNOHEHTOR MNK UCNONL3IyeMoe
BMECTEe C OPYrvMMK M3genuamu

B pononHeHwe K nepevMMCcneHHomMY HEIDEJE[‘F,E[I-"IMU PaCcCMOTDETE ChRedyiwne

ABNEHKMA!
- pa3pylweHue CTPYKTYD,
- paccrnaveaHue;
- MUIDaLWA BELWECTE M3 OOHOIo parMeHTa B Apyrom.
8
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Mpunoxenne OA

(cnpaBo4Hoe)

CeefeHWA O COOTBETCTEMM MEXIOCYQaPCTEBEHHLIX CTAHAAPTOB CChINOYHBIM

MeXOaYyHapodHbBIM CTaHOApPTaM

TaBnuua OA.1

Obo3aHa4eHre 1 HaMMEHOBAHWE CreneHb ObozHaYEHWE M HAMMEHOBAHME
MENIYHAPOAHOTD CTaHdapTa COOTBETCTEMA | MENrocyaapCcTBEHHOro cTaHdapTa
IS0 10983-1:2003 OueHka o7 rocT 150 10993-1-2011
Buonorudeckoro gedcTens WMagenua  meguunHckue.  Ouetxa
MENWUWHCKMY 1W30enyid. YacTe 1. BUONOrMYecKoro NefcTeKUA
CUueHKA W MCcnNeoBaHKMA MequMUMHCKMY  W3genkid. “Yacte 1.

OueHKa U MCccnegoBaHua

SO 10993-2:2006 OueHka — ¥

BUONOrMyecKoro AeAcTBMA

MEdWUWHCEWY W3denwid. MacTe 2.
TpeGoeaHua k obpaweHuo c

FEHMBOTHEIMK

* CoOTEETCTBYLKWA MENMOCYAAPCTEEHHEIA CcTaHaapt otcyteTeyeT. Mo ero yTeepwasHWA
PEKOMEHAYETCH WCNONL3OBATL NEPEBOM HE PYCCKMA A3bIK JAHHOMO MEXOYHaPOOHOrD CTAHAAPTA.
Mepeeon aHHOMD MEXOYHEPOOHOMD CTEHAADTE HEXOOWTCA B PeaspanbHOM WHODMALMOHHDM
hoOHOE TEXHWUBCKMY PETNAMEHTOE M CTAHOADTOR.

Mpumevadie — B HAcTOALWEM CTAHOAQTE WCNONBEIOBAHMO CNEOYHWEE YCNOBHOR OROIHEYSHME

CTEM2HA COOTRETCTEXMA CTavgapTa:

< 0T = WOSHTHYHEE CTAMOAPTE.
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