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Mpeancnoeue

Lenu, ocHOBHLIE NPWHLKNL W NOPAGOK NpoBedadra padoT No MEsncyJapcTBEHHOH CTaHJapTHAaLMHA
yoeTawoeners [OCT 1.0—582 «MexrocygapcTaeHHas cucTema cTaHgapTyiaury. OCHOBHBIE NONOKEHHAD K
MoOCT 1. 2—=2009 «Mexrocy0apCcTEEHHAA CUCTEMAE CTAHAAPTHAALWH . CTAHAARTEl MEXTOCYAAPCTRE HHbIE, Npa-
BANE W PEXCMEHSALKW N0 MEXTOCYJAPCTBEHHOH CTAHGAPTHIaLMK. MNpaBuna paspatoTel, NEHHATHA, NEKME-
HEHWA, CEHORNEHARA 1 OTMEH I

CregeHWA o cTaHOapTe

1 NOOArOTOBNEH feaepanbHbid rocydapcTBEHHEIM YHETADHLIM NPEANPHATHEM «BoepocoHACEMA
HAYYHO-MCCMBO0BATENLCKKA  WHCTWUTYT  CTAHZapTHIAUMA K| CePTUDMEIUMHM B MAWWHOCTROSHKHA R
(BHVHMALL)

2 BHECEH degepansHsis argHTCTREOM 0 TEXHHYSCEIMY DENYNHPOBAHIKKD K MeTponon9

3 NMPUHAT MewrocynapcTEEHMBIK COBETOM N0 CTAHAARTHAALMK, METRONOMMM W CepTHhHEALMK
(NpoToKON oT 29 HoASPA 2011 r. Me 40}

3an PHHATHE NROronoCoaansA.

HPETKL‘IE HEAMEHOESH B CT IAHS “Dq CTHAHE EGI.FIHLU-EHHGE HlHEEHIHIHAE HAUAORENEHDID JpraHa
no ME (ACD 31867 bI4-—87 no MK [ACO 314868} 00487 no STAHGEPTAIELNRA
Benapyck =Ny lMoccTadnapT Pecnyinuen Benapyce
HezaxcTad HE MoccTedaapT Pecnybnuey Ka3ascTan
Krprazua KG Keprel3cTEHAERT
Poccus RU PoccTasaapT
TapsuEucTad Td TagwuECTasAa0RT
Yaleknoras uz YWACTEHOSPT

4 Mpukazom PegepansHoro argHTCTEA N0 TEXHWHECKOMY DEMYNMPOBAHH D W METRoNorMK 0T 13 nekabpa
20111 . Me 1 315-c7 mesrocyoapcTeeHHER cTaxgapT TOCT IS0 1098312011 sEeaeH B QEACTEWE B KAYECTRE
HAUWoHANLHOMD cTaldapTa Pocckiickol Pegepayid © 1 assapa 2013 1.

5 HacToAwWA CTaHgapT dOeHTHYeH MexdyHapogHomy cTamfapTty 150 10993-1:2003 Biclogical
evaluation of medical devices — Part 1: Evaluation and testing ({Ouerka SHONOrAMHEckors JeRCTERS METHLHH-
CEWMY W30endid. HacTe 1. CueHka W MoonegoeaHKa).

CrengHs COOTEETCTEMR — WoedTeHan (10T

CTaHnapTt NnograToBNEH HA OCHOBE NpUMeseHdA TOCT P CO 10883-1—2009

& BEEODEHEBMNEFPBLIE

Hrghopralug 00 UIMENEHLAY K RECMOALEM) cmakdapmy MydnuKyemacs @ 2xa20dHoM DHEoDMaLLoH-
MHOM YN E3amena « Hayuonanssie cmakoa/ms s, § MEeKcm LAMEHaHUD L TONDAGOK — & EMEMECAUNOM UNoD-
MaLUoMHo yrasamens cHaulodansree cmaddapmeis. B cnyyHas nepecMormpd (aasensl] Und omsessi
Hacmosweao cmandapma coomesmemayiowes yesdomnesde Gpdaem onybNUKODEaNa 8 CXOMOCRYHOM
vibopsaluonHonM prasameane sHaluaranshbie cmardapmely. Coomesmoemepiowas uRhopauus, yee-
AOANEHLE U MSKCITE DaIMELLES0MCA Makke @ UHDoDMaLUaRRol cucmemMe cOW 820 ToNEIEaR LR — Ha abu-
Yuansion caiime GedepgansNozn a2enNmemaa 1o MeXMUYECKOMY e TUpOEaHLI0 U MEmpamoauy & Cemu
Humepuam

B CrangapTiHdopm, 2014

B Poccuickol Pagepaury HACTOAWWA CTAHZADT HE MOKET BhiTh NONHOCTER WKW YACTHYHD BOCHPOMIEE-
OEH, THRPAKWPOBRAH W PACNPOCTPaHEH B KaYecTEe obMUMANEHOrD H30auua Gl paspewanns DedepankEHorg
AreHTCTER N0 TEXHHYBCKOMY DEMYNMDOEAHAMY 11 METDONOTHIA
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BeegeHne

CobniogeHue noncsEeHi cTadgapToe capui S0 10993 « Ouanka GUonormueeckors DencTBra Me QML MH-
CHHX WIOEMNHAD NOIBCMAT 0BECN8YHTE CHCTEMHLIA NOOX0D K HCCNeJoBaH W DUONOrMYeCckors AeRcTERA MEdH-
LMHCKHE W3gernui.

Llenss aTvx cTAHO0APTOR HE ABNSETCA DRIycnoRHoe 3akpennesue earHoodpaIney MeTo00B MCCNeno-
BaHHA W MCMBITAaHHA 38 rEyTINamMd 0JHo PO HEK MEZWLHHCKWY H3OENWA B COOTBETCTEMK C MPWHATON KNaccudid-
HALMEA WX Mo BAGY W ANWTENEHOSTA KOHTAKTA C SPraddsmMon 4enoeesa. MoaTomy NNaHdpoBaHHE 4 NPoEeOEHWE
WCCMEdoBaHKE HACTEITIHWA Q0MKHE OCY LW BCTENATE CNEUHANHC T, MKW WE COOTBETCTBYIOW IO NOAroTOBKY
W ONeT B OBN3ACTH CAHMTADHO-XMMAYECKDR, TOKCHEONOMMYEcKon M GUONOMMYEcKol OLBHOE MEJWLMHCKWE
HAZE KA,

Cravnaptel cepui 150 10993 aEnAKToA pYEOBOOA MM QORYMEHTaMKW ZNA NPOTHOIHPOBSHHA W HCCNe-
ACEaHWA BMoNOrM4eckoro QEACTENA MEQMUMHCKWX M3ZENMA Ha CTAGWH BEOCpa MaTepranos, NEeaHaIHaYeH-
Ml ANA WX HATOTOBNEHHA, 8 TAKKE ONA KCCNeAoBaARKMA TOTOBBIX MADenHiA.

HacToRWKMA CTAKOAPRT ABNRETCA GCHOBSNONATADWKM B CcepHi cTaqgapTos [S0 10993, a Taee pyEopo-
OALYAB AOKYMEHTOM N0 BuS0pY METOO0R OUEHEW DUONOMMYECcKars JeACTEHA B COOTEETCTEWN C TPESoBEaHHARMK
B230NaCHOCTA NPUMEHEHWA MEIWLMHCEMX HAAENWA ¥ MaTEDHANCE.

Kpowe TOrg, HaidavesHide HacTOALEND CTaHaapTa — OrpaHWYHTe pamMEr DHoNorHY eckiy MCCNedoBaHnia
Tardm 0Gpa3om, YToBb CHWIWTE 00 MUHKMMYME YWCNT IKCNEPUMEHTANLHBIX HUBOTHEER W WX NOOSEREHHOCTE
BPEGHOMY BOADEACT B,

B cepuio 50 10993 ax0a 8T cneay e 4actd nog obwum HazeaHsren «Hagenqsa meguuuickre. OugHEa
BHONOrMYECKOrD QERCTEHA MEQULMHCKKWE WaOendi.

YacTe 1 — OugHeEa  MCCNedoBaHWA,

HacTe 2 — TpebopankA & oDpalleHdn CEABOTHBIMIA,

YacTe 3 — WoonegoBadka reHoToKCHYHOCTH, KAHLEDOMEHHOCT M TOKCHYECKOND QEACTEWA Ha penpo-
OYETHBHYH Y HELMK,

YacTe 4 — Woconedosadke Wafenii, E3IaMMoDeAcTREYIOWME C KPR LD,

HacTe 5 — Moonegosadike Ha UHTOTORCHYHOC T, METoOe In v,

HacTe 6 — WMconegoeanke MecTHOMND A8ACTEWA NOCHE WMNNaHTaL0 MM,

YacTe 7 — OcTaTodYHos COQepHaHne ITHNEHoKCHOA NoCheE CTaprun3aunK;

YacTe 9 — OCHOBHBIE NPAHUMME KABHTHDHEILHKE W KONHHECTEEHHOM ONpedenaHis NoTaHLHanbHEx
MpOEYETOR Oerpaganmm,

Yacte 11 — Mcococnegorarre obWETOECHSECKM0 QBRCTRIA,

YacTe 12 — MNpyroToaneHdde Npod ¥ cTaHdapTHRE 0SpaaL kL]

YacTe 13 — MaeHTidHKauWA W EONHYECTESHHOE ONpeEgenaqHyde NpoaykTon Jerpagdaskd NondMe pHsx

MEIHLMHCENX MIGE M,
YacTe 14 — MaenTudkaurda W EONMHECTEEHHOR GNPENenaH e NpodykTos QErpadauky nagendd 1ma
FE A 1M

YacTe 15 — MoeHTHPHKALAA W EONAYECTEEHHOS ONPpedeneHdie Npodyiron Qerpadaukd Wanendd Ml
METANNCE M CNNARCE,

YacTe 16 — MogendpoBaske ¥ WCCNEQOBaHKE TOKCHEOKMHETHEW NPOSYVETOR O8Mpagaubn M Bhikibi-
BaHHA,

YacTe 17 — ¥oTakmoaneHdye Noporossy aHade il 0nA BelMsBasiblX BRWESCTE]

YacTe 18 — McocnegoBarve xMMHYECENE CEORCTE MaTepHanos;

Yacte 19 — WMcocnegoparke QHIMES-XMMASECERE, Mopdonori4eckns ¥ TonorpadrYeckns cacicTe
MaTepHanos,

YacTe 20 — [NpHHUANEL W METOOL WCCIEO0EAHMA MMMYHOTOKCHYECKOrS JeRCTBWA MegWuMHCKWK
HMagenKia.

LY
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M E K o c ¥y 0o A PCTUBEUHH bl W C T A HAOAPT

HW3OENWA MEOWLMHCKKWE. OUEHKA EWONOMMYECKOrO OEWCTEKHA
MEOWLUMHCKKMX U3OENUMA

YHacTe 1

CueHKa W MCCNaaoBaHKA

Medical davices. Blﬂlﬂglﬂﬂl evaluation of medical devices. Part 1. Evaluation and teating

OatagesgeHHa — 2013—01—01

1 OBnacTe NpUMeHeHHA

HacToAwKA cTaMgapT YCTaHaBNWeaST CNeqy oLyne NoNoweHHa:
= DCHOBMEIE NPAH LWL OUEHEH BHONOrMYeckorn 0eAcTEMA MeOMUAHCKEHE HA0ENHA (Janee — nagenua);

= onpeaensHee Kararopdd MeSMUMHCKOIO H3JENWA Ha DCHOBE XaparTebd W NoOOoNHHTENEROCTH KOM-
TakTa © OpraHAIMomM Yanoeaea,;

- BeIGOpP CODTRETCTRYIOLWMWX METOA0E HCCNEdoBAHMA.
Mono#eHuA cTaHnapTa He pacnpocTPaHAKTCA Ha MaTEPHANL H MEQULHHCHHE MIGBNWA, HE KOHTAKTHDY-
IOLYME C TENOM NALKEHTa KM HENOCPEACTEEHHD, HH ONOCpeqoBatHo. CTaMOapT TAkse HE yCTaHannueasT Tpa-

GoBaHKA, HANPABNEHHEIE HA NPEOOTEpAWEHWE ONEACHOCTA OANA NALKEHTE, KOTOPan MOEEeT BOIHHEHYTL B
pEAYNLTATE KAKMX-NAE0 OTHa308 MEQMURHCKHE H3OEMWA [MEXaHWYECKH, ANeKTDUHECKIX Wk 40 ).

TpefoBaHUA HACTORWErD CTAMIARTA BENAINTCA PEEKORMEHIYEM bl .

I PAM&YaH® a2 — OoTaneHe e CTa HOa0TE KOMONSKCA OTHOCATCR K ONpe Ol edHE M ACCNS008a5HAM |CM. NOAC-
HEHHA 2 NPHNSHEHAA Al

2 TepMuHEI U onpegeneHnA

B HacTORWEs CTAHIARTE NPHMMEHEHE CNETYIOLME TEDMUHEI C COOTBETCTEYICWMMIA ONPeagieH AR M

2.1 meguuyuHcKoe wagenwne: MNobol nprdop, annapaT, NpAcnocoGnaxike, MaTepran |unk Gpyros iige-
Mg, BEMKHEA Nporpamdios obecnedeH e, NpAMeHAEMOE MICNWDOERHHD HNW B KOMONSKTE, NPEqHAIHAYEH-
HOE HATOTOBHTENEM GNA;

- OHarHocTHkd, NpodHNakTHEW, HaBnode A, NEYeHs Nk oGnerdeHina GonesHi,

< OMArHoCTHEKR, HaBmogeHda, nedesds, oSnerdedda |nd KoOMNeHcaUry NOBPENOEHKA ODrados 1K
PHIMYECKOrD HEQoCTaTEA,

- WCCMNEOoBaHHA, I3MEHb MMM MAMEHEHIAA 3HATOMUH WNK DUIH0NOTMYSCKoro NPoOLEeCcca;

- HOHTPaLENLMH, —

1 KOTOPOE HE ABNASTCA (PAPMAKONOTMYECKM, HMMYHONOMAYECKMM MM METaG0NUYEecKMM CReacTEOM, HO
MOMET Dkl Tl AONOMHEHO TAKUMM CREOCTBAMM.

fTpaMedaH a

1 Waaen#a He AENAKTCA NEKARCTEAMHA W DUSHEA M DAONOFMYECKoro QeAcTana TFIE'E-!.-'E': GPEYrords nogxansa |-||:I:-‘
OONOMHEHHA MELWUARCROND H3JeN i PERMAKONoriYeCcERM CRPEACTEOM, KONWYECTEO 8 48 A0N=HO NPEBRWATE CYTOMHOW
AO3H.

2 |E-|:ll.'h.ﬂ:H AMEIMURHCKGE WiNenues BENYEeT B calif M30eNMA CTOMATONOMMYE CEOND Ha3HBYEH WA,

HM3naHue o ¢IH UuWaneHoe
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2.2 marvepuan: MNobod CHHTETUHYSCKHA UNK NDAROOHBIA DONMMER, METANN, CNNAe, KEDaMKEKE WNH apy-
FOH HEMKMIHECNOCOEHEK MaTEDHAN, BKMOHAA HEMHIHECNOCOOHYH BUCNOTHYECcHYH) THAHE, NPHMEHASMEIA B
KEHECTEE MEIWUHHCESTD WAOENWA KK Mo HacTh.

23 woHeuHsld npoayeT: MeasuvHokns M30ende o ToM COSTORHMA, B KOTODGM B NEAMEHADT B MEDM-
LIMHCKON NDEaKTHEE.

3 OcHOBHbIE NPUHLUMNLI OUEHKH BUONOIrMYecKoro AeWCTEWA
MeOWUHHCKMX M3aenui

3.1 Bwbopu ousHEa MoDoro Marepydana Mni MeguuMHCEDrD MAJenya, Noeg-asHaqdeHioro ans npdme-
HEHMA B METHMLMHCKOA NpakTHie, TReDyioT CUCTEMHOTD NOOXo8a K oUeHEe SMonorueckoro QeAcTenA.

PaapafoTey Wagenua OCYWECTENAKT Ha OCHOBE MMMOPMHDOBAHHOM W OOKYMEHTaNEHD 3JacBnie-
TENLCTEORAMHOTD DEWEHHA, C YY4STOM NPeMMyLLECTE M HEQ0CTATKOR PAINNHHBIX NPMroQHEX MATEDHANoR K
METOOOR MCCneaoeaHnA. 0nA oSecneye A rapadTHE TOro, 4TO HIOENWEe B roToRoM BUae ByaeT dyy HELMOMN pO-
BATE B COOTEETCTEMM C HAIHAUYSHHMEM W 2ro NpuMereHse ByneT Beaonacko ANAYenonexa, B nhade papaboTeM
MAgEenMAa NpegycMaTpUBanT OUe Ky DHonorMYecsoro DeRcTEMA MADENKE.

Mporpameay oueHKy SUMONOrMYeckore JefcTeErMa HADenMA pailpadaTHEaKT, OCYIWWECTENAINT M GOKYMEH-
TansHo oHOpMNIRINT CNeUWanUcTel, CNOCOGHEE NPUHUMaTE PEWEHKE HA OCHOBE WHGQOPMAaLHKY O NPEHMY-
WECTEAX M HEOOCTATKAX PAANUHHE MATEDHANDE M METOO08 HCCNeO0BAHWA.

3.2 NMpk eeibope MaTEpHaNos ONA HArOTORNEHMA HADENKA, B NERBEYIO SHEPEIE HEOSXOQUMO YYMTeIBaTE
WX COOTRETOTRME HAIHMAYSHMWMG HAOEMHA N0 WX XHMAYSCKAM, TOKCHECNOTHYSCKHM, DUINHECKAM, JNekTpU4ac-
KUs, B0DROnNorMYeckimM M MEXaHuYeckis CECRCTERM.

3.3 PacocaaTpHBaKT cnedyli e NapaMeTpe Ha NpeaMeT CooTBETCTENA SHonord4ecsomy edcTem
HMADENMA B UenomM:

a) MCHOOHEE MATE DA,

b} cneguaneHee goGaski, NEUMEeCcH M OCTATOUHEE BELLBCTEA;

C) NPOAYETE Bldhbl BE3HUA,

d} nNpooyETel gerpagagid,

) NPOYHE KEOMNOHEHTE M MY BIAUWMOOERCTENE B KOHSUHOM NPOSVETE,

f] ceoicToa 1 XapakTepUCTUEM KOHBYHOMD NPOOYETa.

NMpumeayuasne— [paHeoliogMMOCTH, OUEHKE GRONOrMHMECHOND JEACTEMR MOMYT NPefWeasTE0BaATe HAEHT K-
KALWA W EOMHMECTESHHOS ONPagene HUE BXO0ALME B fosMaqsHBA NPOOYHT 3KCTRAMHPYSM BE XhMHHECKHE K0MNOHEHTOR B CO-
oTEETCTaMM C 150 10983-9,

3.4 MNpunpopadeHdd HCCNeqoBaHKA | MHTEPNPETAUMK PEIYNLTATOR OUeHKH BUONorYecEors DeEMcTRMA
YVUMTBIBAMT XHMAYSCKAA COCTAR MATEPWANOR, BEMNIOYAA YENOBKHA, 3 TAKHME BAL, CTEMSHE, YACTOTY M NDOO0IMTHM-
TEMNBEHOCTE KOHTAKTA MA0ENKA MW 2r0 YacTeld C Opraduaonm Yenopeka. Crnegyd BllUeckaiaHHoMYy, MEadMUMH-
CHAE WIOENKA ONA Bebopa COOTESTCTEYIIWMY MCCNeaoBaHnA NOOPalgeEnaoT Ha KaTerop|n (oM. pasaen 4).
HacToAWMA cTaHgapT pAcnpocTLaHdeTon Ha KCCNeaosalKA MaTEpHUan0sE WIANK KOHEYHoro NpoayKTa.

OHanasoH BosMosHON SHONOMMYecKoN SNacHoCTH WHPOK W BRNI04aaT B ceba;

- HpaTHOBPEMEHHRIA MPdesT (HAanpMMep: OCTpaA TORCHYHOCTE, PA3dpaneHe KoK, IMas i clH3ncTbix
OGONoUEK, TMNeDYYBCTENTENLHOCTE, MEManka, TpomMSoobpaacaanne);

- oTAANeHHBIR WNA CNelnuYeckibid ToRCHYeckii 2DDekT (Hanpuep: cySxXpoHMYECKIAR KM XDoHWYEc-
KHA TOKCHYECKAR 3PesT, NMNepdyBECTERTENEHOCTE, MNEHOTOKCHYHOCTE, KAHLBPOTEHHOCTE M B03dedcTarE Ha
penpodyETHEHY R MYHKUM, BEMYAR TERaTOr@HHOCTE ).

1.5 [OnA kaxgore MaTepKana W KoHEYHOrs NPoSYETa SHANKIMDYIST B BEOLI BUONorAYechol SnacHoc-
TH. BTOHE 0IHAYAET, UTOAKCIEDHMEHTANLHEE HCCNEA0BAHWA BCEX BMA0E AroNordeckol onacHoC T Heabxo-
Ol KNH BeNONHWME! (G, paagen G).

3.6 Mobele MConedosaHWa in Vitrg Wi in vivo NOoBOOAT, OCHOBLIBAACE Ha NPHMEHEHAM KOHEYHOMD NDo-
OYETa W BeINoNHEHWd NaboparopHiex TpebosasKi, MoK NOCHEO Y WEA WHTEpNPeTaUKK PelyNLTaTOB MCCNeao-
BAHHA KOMNETEHTHEIMK CNeUrandcTamy. Npy BOIMGEKHOCTH, WCCNEedoBaHHA n Wio NgoBoaAT 40 Hadana
HMCCNegoBaH KA i vivo.

JamHele ACCNenoBaHE, AOCTATOYHEE ONA HEIABACHMOrS IAKMNOYEHWA, GOMEHEl COXPAHATECA (CM.
NOACHEHRKE K 3.6 B A2 NpynomeHHa A).

2
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3.7 MNMoeTopHyn DHoNOrHYeckyi0 OUEHKY MaTEDHMANOE WK KOHEYHbIX NDOAYKTOR NOCESOAT NEKE NIoBGLIX
HAMEBHEHWAK!

= WCTOMHMKES MOCTYNNEHWA WA N0G0R XapakTepucTHEd MaTepHano, UCNoNEIYeMsIX B NPOoWIa0OCTEE
WIOeNHA;

= COCTaea, OpadoTK, NEPAXHYHOR YNAKDBKN MMM METOOA CTEDHUNMIALKMA KOHEYHOND NPOOYKTAE,

- CBOWCTE KOMEYHMOro NpeaYETa NDH XPaHe KA,

= MPUMEHEHAA KIOENKA,

8 TAKHE NDM HANWYWA NI0E0r0 NPMaAHaEa Toro, YT0 HAOENMHWE B0 BpeMA NOUMEHEHMA MOXMET OKAZATE HEWE-
MAaTenNsHoe BOAOEACTENE Ha HEMOREKA.

3.8 Mpw ouerke BACNOFMYECKITND QEACTEWA WAJENKA, NPOBEREHHON B COOTRETCTEMK © NONCEEHMAMK
HACTOALErS CTAMOAPTA, YUMTLIBAKT NPUECAY W MODHNEHOCTE WHIPEOMEHTOE MATEDHANOE, MCMNONb3YEMbIX
ONAWIrOTOBNEHMA WIOENMA, 3 TAKE ADYNYIO MHEOPMAaLMIO, B TOM YMCNe DeaynNsTaTkl GOKMTHHAGRCKNAK M KTHHN-
YECEHX MCCNedoBaHHR M QaHHBe 05 MAZENKA NOCNE BRINYCKA WA NPOMIBOOCTRA (CH. NoscHerne K 3.8 B A2 npr-
MOMEHAR &),

4 KnaccupMKauma MeauUMHCKMXY H2IOEeNHiA

4.1 OcHoBHLIE NONOXEHWA

Ha ocHosaHKh 06 LLKE NDHHUANOS, MANSEeHHEX B pa3gens 3, Ma0enya NoooasnenasmT Ha KaTeropru, 4To
ohnerdyaeT exGop METOOOE WCCNEO0BIHMA.

Mporpariy BCCNenoBaHMA KANENHE, HE BXOOALLEMD HA B O0HY GNIACEHEYI0 KATErapUD, paspafaTHeanT o
COOTEETCTBMK C NMONCHEHHAMWM HACTOAWENS CTAHAARTa. B TOM ChyHas, Korga Madende MOoKeT BeiTe 0THECeHD
Gones Yl K OOHONA KATEropWKM, PACCMaTPUBIINT BOTMONHOCTE NPOEEOEHWA KCCHEOORaAHWA, COOTRATCTRYIO-
LMY KM 00 KT DDA

MeguUMHCKHE HAOENAA NoSPAIZENAT HA KATErOPHA B COOTEETCTEMH CBMOSK W ANKTENEHOCTEIO KOHTaK:
Ta COPradHkaMon YenoBeKa, Kak onecano e 4.2 w4 .3,

4.2 KnaccupMKawKa No BHOY KOHTAKTa C OpraHMamMom YenoBexka

4.2.1 Wapgenwa, He HOHTAKTHPYIOLWWE C OPraHMIMomM YenoBekKa

HacToAWWA cTaqdapT He RACNpOCTRAHASTCA HA MANSNHA, HE WMEKWHEe HW HENSCDEACTEEHHOID, HI
ONOCPHENOBAHHOrD KOHTAKTA C OPraqMIMomM Yanoeeaxa.

4.2.2 Wanenua, KONTAKTHPRYHOLWWE C NOBEDXHOCTEID TENA YeNoBEKa

B pasuyee rpynny BXO0AT HAJENKA, KOHTAKTHDYEILKE CO CReayiowE M9 NOBEDxHOCTAMA!

a) ©rkomed. K aassol KaTeropvd OTHOCAT HAOENHA, KOHTAKTARYHILME TENBKO & HENOBEREHOEHHON KOMER,
HANpUMEDR, INEKTRoOL], BHELWHKE NPOTedkl, QHUECHDYIOWHE NEHTRl, KOMNPECCHOHHBIE NOBRAIKA M MOHMTODE
pEANMYHEY THNOE,

bl cOCNAIMCTRIMK 0G0NoYEaME. K DaHH0A EATEr0DHK OTHOCAT MAOENHA, KOHTAKTHRYIOWHE C HENCBDEew-
OEHHEME CAATACTERME COONOYKAMH, HANDHMED, KOHTAKTHEIE NHH3EL, MOYEERHBOOALLME KATETEDE, BHYTDHEAA-
HAMEHBIE W BHYTOHERLWEYHEE HAOENHA (KeNyOoHHEE I0HOE, CHIMO0MO0CKONS], BONOHOCKONEl, TACTROCKOMNE],
IHGOTEAXEANEHBIE 30HTE, GROHXOCKONE., 3YOHEIE NPOTE3R, WAGENKA OMA COTOOOHTHKE W BHYTDHMATOYHEE
HWAOEMNHA,

C) CNOBREMOSHHEME MNA NOOBEDHEHHBIMA ONACHOCTH MOBDEXMOEHWA NOBERXHOCTAMKA. K DaHMHON KaTe-
FOPMH OTHOCAT M30ENWA, KOHTAKTHRYFWHE C ROBDEMAE HHEIMK KNH NOOBE DHEHHEMK CNACHOCTA NOBREN O HHA
MNOBEDXHOCTAMK TENA, HANPHUMER, NOBAIKA HNA Newebible CPeacTREA W OKKMKAROHHEIE NOBAZIKK HA AJBL, SHOTH,
FREEHY MALMOHHYR TEAHD .

4.2.3 Wagenua, npucoegHHAEMBIE HIBHE

K 0anHoi KaTeropws OTHOCAT WAOENWA, KOHTAKTMRYIOWME CO CNegyiowuMi yHacTKamMy Opraduama
YENOBEKa:

a) CCUMCTeMoR KpoRonGpaweHHMA, HENPRMOR KOMTAaKT. Magenna, KOHTIEKTUDYKIWME CCucTemol kpoaoob-
PALEHWMA B OOHOA TOYKE W CNYHALLWE ONS BEXO0a B KPOBSHOCHYID CHCTEMY, HANDHMED, YCTRORCTEBa ONA BEEOE-
HIA DACTECPOE W NEpENKoaHA Kpoan,

Bi ©MATEMME TEIHAMMK, KOCTHEMW TESHAMK, JEHTHHOM. M308NHA ¥ MAaTEPWaNE, KOHTAKTMRYIOWWE C MAr-
KHMMA TESHAMMK, EOCTEM M CHCTEMON aKaHaN — JEHTKHH#, HANPWMED, Nanapockansl, ApTPOCKONS, CHCTEMB Opea-
HWPOBAHKA, LEMEHT GNA CTOMATONSIAN, NNOMORPOBCYH IS MATEDHANE! M KOHHEBIE CROBKH;

C] © YMPEYNHPYIOWEA KPOBEK. MI30enkva, KOHTakTHPYIoOWWe © CHCTEMOR KpoaaobpalleHHa, HanpHmep,
BHYTEWCOCYOMCTRIE KATETEpL, BPEMEHHBIE INeKTPOLE KAPOHOCTUMYNATORA, ORCHIEHATODE M NpHUHagnes-
HOCTH K HA M, QWaNH3aTonul, TPYOKA W NPUHaANERHOCTH ONA JHankaa, remo- W a My HoCopBeH Tk
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4.2.4 MmnnadHTipyemeie Aanen4da

K 0aHHO®R KATEropuK OTHOCAT MIDENWMA, KOHTAKTHDYHIWME CO CNEayIOWKMKE YHACTEAMH ORraMKamMa Yeno-
BEKa!

a) CMAMKMMM M KOCTHEIRMIA TEAHAMA:

1) Wagenwa, B OCHOBHOM KOHTAKTHPYIOWKME © KOCTRIO, HANPWMED. OPTONEOMYSCKME LWNKNBEM, NNac-
THHEW, HCKYCCTRERHHBIS CEAZKH, KOCTHBIE NPOTEIRE, KOCTHEIE LEMEHTE], BHYTRHKOCTHEE NEUCNocobneqna,

2} WMagenua, B OCHOBHOM KOHTAKTHRYIOWIME C MArKMMKA TESHAMN M MEXTEIHEBEOA MUAKOCTEK, HANDH-
MER, KAPOMOCTHMYNATODE, WAOENHA 4NA BEENEHMA NeKApCTEEHHLIX COS0CTE, HEDAHO-MBILEYHLIE BETYMER 1
CTHMYNATOD b, MCKYCCTREHHBLIE CYXOMMMNA, MMNNEHTATE MDY OROA MEN23k, NPOTEILl TOPTaHW (MCKYCCTREMHARA
FOpTaHE), WMMNAHTATL HAOKOCTHHLE M KNHNCH GNA KPOBEHOCHbIN COCY L0,

b} c epoBLi0. M3nenyA, KOHTAKTHPVIOWWE © KPOBLED, HanpUMep, SnNesTEoOsl KapamocTHMyNATopa,
WCKYCCTREMHEIS ADTEPMO- 1M BEHOIHENE MCTYNE, CEDOEYHEIE KNANauk, TEaHCNNaHTaTe CoCYI0R, BHYTDEHHNE
KATETEpL ONA BREOSHNA NEKADCTE B KDOBEHOCHOE PYCI0, CTUMYMATORR WENYO0HES CepaUa.

4.3 KnaccrdhEauMa Hagenid ne npoaonHHTeNbHOCTH KOHTAKTa

Mapenua NnogpasnenamT Ha KEaTErOpHKH B J3BMCHMOCTI OT NPOLONMHUTENeHOCTH ECHTAETA CIenyiwmmM
oSpaicMm;

- kaTeropua A — UINEeNMA KPATHOBDEMEHHOID KOHTAKTA — OOHOKDATHOMD, MHOTOKPATHOMD MK HEnpe-
PRIBHOM ACNONBEI0BAHKA, KOHTAKT KOTODEN B OOWEN COMHOCTH COCTARNART MEHEE 24 4,

- kaTeropka B — Magenua gndTeneHoro KOHTakTa — OOHOKDATHOD, MHSTOEDATHOMS M HEMNPe Db BHD-
M3 HCTIONLEADBAHWA, HKOHTaET KOTOPRIX NpeasiwaeT 24 4, Ho cocTaenaeT He bonee 30 cyT,

- kATeropud C — WMagends NOCTOAHHOND KOHTaKTa — OOHOKPATHOMD, MHOTOKDATHOMD MK HENPED b BHO-
Mo MCNONBICEIHWA, KOHTAKT KOTOPRIX NpeaswaeT 30 cyT.

Ecnv no NpoioreHTeNEHOCTH KOHTAKTa MATEDWan WK Kagende MoryT DelTe OTHECEHE DOMes Yem K
OOHOA EATEMODMK, TO MCCNeqoBa kA NPoROOAT C NOBRILEHHON TReDoBaTENLHOCTE. [TPK OTHECE MUK HAOENHA
MHOMOEDATHOMND NPUMEHEHKEA K ONDe Qe neHHoR KaTeropHi yYUTeIBAI0T NOTEHUMANEHER KyMyNATHaHsE a0 derT
33 BCE BPEMA, B TEYEHNE KOTODOrD NPOTEKAET KOHTaKT.

5 MccnepoBaHKWA

51 OCHOBHLIE NONOMeHMA

Kpome oCHOBHBEIE NPHMHUMNOE, MANoCEEHHBX B palgens 3, Npw ougHke BUonNordYeckoro JeRcTRHE Mae-
NKA pYKOBECTEYHTCA CReOyHWLMMKE NOMOMEHAAMA;
a) MCCNEd0EaHUANM NOJBEPraioT KHoOHEYHBINA NEoOYET HNH DeNpeIeHTaTHEREE 00paiLbl KOHBYHOMD NDo-
OYETa WNK MaTepuancs, o0paloTaHHBIX TAKME, KK W KOHEYHBIE NPOgYET;
b} npWeasbope METOACE KCCNEA0BAHHE YU THEAKT!
1) Big, cTeneHe, NPOSONMHATENLHOCTE, YacTOTY W YCNOBWMA BOIOERCTEMA WAOENWA Ma opraHKim
HENOBEKA MK KOHTAKTa © HAM NPKW HENCNLI0BEaHKA NS HAIHAYEHH,
2} KAMHSSCKYID W DHIMYecky0 NRHMPody KOHEYHOID NpogyKTa,
3} TOKCWHECKWE CEOACTEA XMMMWHECKKMK ANEMEHTOR AN COBOMHEHIKA, MCNONBEIDBAHHEX MPK MATGTOB-
NEHWA KOHBYHOTS NPOOYETA,
4) BOIMIMHOCTE HCHMIOYEHWA HEKOTODEY MCCNeAsEaHWA (HAaNPDHMED, NOEQHAIHAYEHHBIX GNA OUSH-
KW CHCTEMHBIX 20WPERTOR), BCNK JOKA3aH0 OTCYTCTEME BLIMEIBAEMEIX BELWECTE WMNW SCMA KX YROBEHL TOKCKY-
HOCTH MIBECTEH W O0MYCTHM,
5) COOTHOWEHWE NACLWAAM NOBERXHOCTH MAOENKS 1M DAIMEPOR TENA PELUMTMENTA,
G) WHdopMaLHoHMbe JAHMBIE, OCHOBAHHLIE HE HAYHHOW NWTEPATYDE, ONbITE W JOKNHHAHSCKKY
WCCNEedoBaHKaAR,
7} OCHOBHYKD UENk — OXpaqy 300poR6A YeNoeaka, a Takke ofacneYeH e x0pollKs YCNoBWA cogep-
HAHWA HHBOTHBIX 1 CEEASHWE 00 MHHMMYME YHCNE MCNONEIYEMBIX NOACMETHEIX EABOTHEIX ¥ BpEOHOMD BO2-
OSHCTBHA HA MK,
C) TPy MONYySEHRA IECTPAKTOE M3 H3OENMA MCNoNLIYEMEIE PACTBORWTENH W YCNOBEHA IHCTRAKLWK Blib-
paT B COOTEETCTEHKA C BUOOM M HAIHAYEHHEM KOHEYHOTD NDOGYKTS,
d} Npr Heobx0QUMOCTIA MCNONEIYIOT NOTOHATENEHER @ OTPULATENEHEIA EOHTPONE,
€] NOCKOMNBEY PEIYNETATE WCCNELOBAHKEA HE TADARTHPYIOT OTCYTCTRHA NOTEHLMAN BHOM BHonNoraEecko-
Mo PHCKE, MCCNegoBaHkA CoNpoB0HIaI0T TIATENLHLIM HAGNKOEHKEM 33 HEOMMOAHHBIMK HEMENATENLHEIMA
pEakuWAME KW ABNEHHAEMH ¥ YENIBEKA NDW KNWHHYSCKIM NRMMEHEHKA H3ZEnnA.
BWBNHOrpadadeckii nepavets MEIyHapodHeE CTaHIIDTOR W DYKOBOOCTE No WoCNegoaaHiik noTekH-
UMaNEHbIX GHONOMMHECKMX PEAKLKA NPpracied B DuEnHorpadidi.

4
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5.2 NeperYyHan oLEHEKA

5.2.1 OcHOBHLIE NONOMEHWA

DCHOBHBIE METOOE HoCNegoBa WA BelGKUpanT B COOTEETCTEMK ¢ 5.2, 2—5.2.10.

5.2.2 UMTOTOKCHYHOCTE

MeTogel MCCNEZoRanHna C HCNONEICBAHMER KNETOYHEX Ky NETYD CNPEdenAnT NU3Uc KNeToK, JaMeanea-
HIME POCTA KNETOK, 8 TAKKE ADYTHE BRObl BO3I0SACTEKA Ha KNETEW, O0BYCNoBNaHHBIE MEORUAHCEAMA MATENHAME,
MATEPWANAMK W [WNKA] JECTPaKTamMd W3 HWx. MeToge HCCNeaoBaHna UYWTOTOKCHYHOCTH HANoweHL B
IS0 10883-5.

5.2.3 CencnBunuanpyolles AeRCTERE

NauHele WMCcCNeqoBaHMA NEOROAAT Ha COOTEBETCTBYKILWER MOOQEnd CeHCHDWNManpysolwernts JedcTEMA
MEJWLMHCKME H3OENWA, MaTepWanos WdnW IECTPAKTOE W3 HWX NPW HENOCpeICcTESHHOM KoHTakTE, Takde
HCCNegoBaHnA HeoDX0OWMEl, T3K K3K KOHTAKT HNH B03JeRCTEHE J3%E HeDoNBW WK KOMUYecTs NOTEHUWANEHbIX
BEIMEIDASMbIX BELYECTE MOKET BRIZEATE ANNERTHYSCKYID PEaKuMMK. MeTogs MCCNEqoBaHAA CEHCHEHNMINPYI0-
WErD QEAcTEMA onMkcansl B 150 10985310,

5.2.4 Paagpaxariles aeHcTBHE

STH MCCNeaoBaHKMA OUSHWBAKT Pa3gpamamlyio cnocoBHoCTE MEJWLMHCKWE WAGENKA, MATEpHANoE 1
[MITK ] IHCTPAKTOR W3 HWX, MCNONBAYA ANA AMNNEHTALWA ONPegeneHHBE YYacTHK TENa {(KOMa, rMaia MK Crnamc-
Tan ohonoJka) Nogxodawen mogeny. NpoBodHMEs MCCNegoBatus DoMHHE YHUTEIBATE BUD KOMTAKTE C opra-
HHIBOM (KOMa, Ma3a, chkadctas obonokska) W NpogonsKTensHoCTs KOHTAKTa WM BOsOSRCTEWMA Ana
onpefensdi pa30pasanlen CNocoSHoOCTH MA4en WA, MaTERHAN0E K NOTEHUWANEHD BbiMBIBAE MK BELECTE.
MeToge MCcnegosaHHa PA30DaKaWLEns O8RCTEMA Wanoxe e B |30 1098310,

5.2.5 BHYTPHEOMHAA pEaKLMA

S3TH HCCNedoRaHKA SUEHHEIKIT MECTHYID PESKLMK TEAHW Ha IKCTRAKTE M3 MEQWLWHCKWY Wagennia. 3ToT
METOO NPMMEHSNT B COYy4asx, HOrQa onpegensHne paijgpamadwero JeRcTBWA Ha KOWEe WK CRM3IHCTOR
CEONOYKE HENPUMOGHD (HANEWMED, NDH KCCNed0BaHMA W3TENHR, KOHTAKTHPYIOWWE C HENPAMBIM KPOBOTOROM ).
Takue HCCNeqoEaHKA TAKHE WCNONLIYIOTCA, 8CNH IKCTParMpyeMsie BewWecTea rdgpodrobus. MeTods ocne-
OOBAHKA BHYTDHKCHRHON pEaKUWMH HanoxeHe & 150 10993-10.

5.2.6 ObweToKcH4YecKos NEHCTEWE (OCTPAA TOKCHYHOCTE)

NauHsIE ACCNEL0BAHHA CUSHHERKOT NOTEHUKANEHEIR BEEAHEA 3P MERT HA HHEOTHSIE MOLENI NP 0gH0-
KRaTHOM WA MHOTOKPATHOM BO3OSRCTERH HA HAX MAOENHA, MaTepHancs i (MO ) IKCTRarTOR W3 HWY B TEYEHHE
Maes 24 4. ITH MeTodsl NEUMEHAKT B CNy4anx, Kor0a npy KOHTakTE BOIMOKHS atcopiuna TOKCHHHBIX MKMPK-
PYIDLWWMX SMEHTOR W NPOOYETOR QEFPEaaLMH,

TecTel Ha NMPOTEHHOCTE NPAMEHAINT GNA ONPESEnEHEA NADOrEHHLIX DEAKLUWA IKCTDAKTOR M3 Manen4i
Wi MaTepHance. MpKr aTosM MMEaToA B BRAY, 4T0 C NOMOLW LK 0OHOM TECTE HEBOAMOHHD CNPedeNHTE, BeIaBa-
HE M MHPOMEHHOCTE CAMAM IHCTRAKTOM WK 3AMPAIHEHWEM IHAOTORCHHOM, MaTodbl HoCNedoBaHna oG LB Tok-
CHYECKOND OBRCTEHA WanoweHe B SO 10993-11.

HocnedoBaHna HA MMMYHOTOKCHYHOCTE NPAMEHAIOT TONEKD B TEX Cy4aAx, Korga MHopMan9a 1na apy-
FAX MCTOY HAEOE NREANCNarasT dMEyHOTORCHYECKRE DDEkTE JaHKBX Manenyi.

HMecnenopakma oDWETORCHYECKOrD DEACTEMA MOMYT DuiTe BEMIOYEHE B NROTOKOMALl ACCNEg0saHHA
MOOCCTREOR M CyBXPOHHYSCHON TORCHYHOCTH W MPOTOKONL MMIMAHTAUKOHHLIX WCCMEL0BaHKHA.

5.2.7 NopgocTpana M cyBXpoOHWYSCKaA TOKCHYHOCTEL

STHWCCNEJ0BaHWA SnpedenAnT 3PherT 0O HOKDATHOMND MK MHOTOEDaTHOND BO3eACTEMA MK KOHTAKTa
CHAZENKHEM, MATEPHANAMA W (KK} IKCTRAKTAMM M3 HUX B TEHEHWE HE MEHas 24 4, o e Gonee 10 % HHuaHerHo-
I UMENa NOGOoNsTHSMD BHMBSTHONS (Hanprisep o 590 cyT v #pbic). JadHeE HCCNegoBa ke MOoHD HE NPoOBOOMTE
ANA MaTepHancs, Ha KOTORBIE BCTE JaHHLIE MO XPOHHYECHDH TORCHYHOCTH. B oT4YeTe O pelyneTaTax iocnego-
BAHWA YEAILIBIIOT NPWYKHY, M3-13 KOTOPOH HCCNedoBaHWA cyDXpoHWYEcKOR TOKCHYHOCTH He NPpoBogWITH.
MeToge iccnegosana cySEpoHMHSECKON TOKCHYHOCT K BeiDMPaKNT B COOTEETCTEMM C EMOSK ¥ NPOGOIEHTENk-
HOCTEN KOHTaKTa. MeTogk: MConedoeaHqA CyixpoHRYECkoR TORCHHYHOCTH ManomeHes: s S0 1099311,

5.2.8 NEHOTOKCHYHOCTE

MpH 3THE WCCNEgOBaHKEY WCNONEIYVIDT ENET0YHBIE KYyNuTYPE MISKONATAOWAX W JPYIiE HKBOTHLIX, a
TaKEE QPYTHE METOORI MCCNEqOBAHKE MEHHEX My TALUMA, MIMEHEHWA CTEYKTYDEl M YKMCIA KPOMOCIM , DPYTHX Tok-
CHYECKHX BOAOEHCTAMA Ha Oea0kcHpuboHyKnenHoay o kdenoTy ([JHK) wnu reds, obyenoBneHHslx KoHTakTomM C
WAOENHEN, MATEPWANasMK M (MM ) JKCTRaKTamMK 13 Hink. MeToge MCCNeqosaH A MEHoTOKCHYHOCTH MANOHEHE B
IS0 10883-3.

5.2.9 WmnnaWvTauKa

STHMK WCCNEJOBEAHAAMK CNPEdenfAioT MECTHDE NATOMSHHOE DEACTENE HA MUBYIO TEAHS (Ha MaKpOCKonW-
HECKDM i MUKDOCKONHYECKOM yPOBHAK ) NPK MayYeHid obpaiya MaTepiana WK KoHeYHOro NpoayKkTa, MMnnad-

5
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THRYEMOTS RMPYRIMYECKMM MYTEM WM NOMEeWasMmors B ONpegdensHuys THaHe B COOTEETCTEWMM ©
NoegnonarasibiM NEHMEHEHWEN [HAaNPKUMED, HCCNEg0BaHKE CTOMaTONOMMYecEHy MaTepHancs ). BeibpaHHoia
METSOE WCCNELoBaHHA ODEYHD COOTEETCTEYIDT BHAY W NEOJoNHHTENEHOCTH KOHTaKTa. ECnik npd MaydeHMuu
MarepMana Takwe onpeaenAsToA oDWee TOKCHYESCKDE J8ACTBHE, JAHHLIE WCCNedoBaAHWMA IKBMBANSHTHI
WCCNEdoBaHRI0 CYEXDOHMYECHDR TORCHYHOCTH. MeTogw HeoneJ0BadiA MecTHOMS QeRcTBWA NOCNE HMNNaHTa-
LUK BulGHpaKT B cooTRaTeTEAW ¢ 150 108936,

MpoTORCME HMNNAHTALWOHHERE HCCNE8J0B3HWA MOTYT SkiTe PACLUWDEHE! ANA BEMNIDYEHWA KCCNeaoBaHniA
OSWETOKCHUYECKOND JeRCTEHA, NOLOCTROR, CYBXPOHMYECHDN M XDOHMYECKOR TORCHYHOCTH.

5210 NeMoCOBMECTHMOCTL

Oakubleg Kccnedosadds onpedenfnT, HCNoNeayA COOTEETCTEYHWYK MOOENs WNH CHCTEMY, Bo3dek-
CTEHE MEOHUHHCKHE IJENWA HNW MaTEepWanos Ha KpoBk WKW 88 KoMNOHEHTE NPW KOHTAKTE. KOHEDETHEe aHa-
NKdkl HA TEMOCOBMECTUMOCTE MOTYT GeiTE pajpaboTaks © MOOEMHUPOBAHKENM TEOMETDHK WMIOENHA KW
MaTegHana, yenosid KoHTaETa M JHHAMWEH KPOBOTORE NPW KNAHHYSCROM NEHMEHEHHK.

Moonegoeanye réMondia nossonasT onpedentTe CTeneHs NAIKCa IPWTROUMTOR ¥ BLICEOBIWOBHWE
MEMoOrnoSKHa Nod Bo30edcTEHEM MIALENKWA, MATEPHanos ¥ (KN} JECTRaKToR WA HHx i1 witro. MeTodel Mooheno-
BAHMA TEMOCOBMECT MMOCTH MAN0KEHs! 8 |30 108834

5.3 DenonHWTenbHLIS METOALI HCCNenoBaAHWHA

531 OcHOBHLIE NOMONEHWA

PaccuaTprBasise SONONHATENLHLIE METOAL HCCNEAoBaHHR ManoMeHs B 5.3, 2—5. 3.5,

5.3.2 XpoHH4YeCKaA TOKCHYHOCTE

OTH MCCNeOoBaHdA onpegenaioT aduperT 0QHOKPaTHOMNS WK MEOMOEDaTHOMD BO3OSRCTBMA HIOeMWH,
MATEDHANCE W (MNW) JECTPAETOE M3 HWX B TEYSHWE NepHOOa BpeMEHd, COCTARMALWEro He Meses 10 % npogon-
HHTENEHOCTH MHaHW NabopaTopHOrs KHEOTHOMO [Hanpumep, 00 90 cyT v kpeic). MeTole nccnegosaduia gon-
WHE COOTBETCTEOBATL BWZY W NPOOOMMWTENEHOCTA KOHTAKTa WNKW BO3geAcTErA. MeToge wocnenosadidi
KPOHAYECKOR TORCHYHOCTH HanokeHe B S0 1009311,

Moocnegosankda XpOoHHYecKOR TOKCWYHOCTA MOMYT STk BENOYEHEl B NPOTORGNE WCCIeOoBaHWA
NoGoCTRoA M oy 50X POHWHNECKOA TOKCHUYHOCTI W NEOTOROMNE HMNNAHTAUWMOHHER KCCNedoBaHWA.

5.3.3 KanueporaHHOCTE

Oasusle ccnedoBada oNpegensioT KaHUeporeHHsIA MOTEHLWAN MEGHUWHCKKY MAOENWA, MaTepyancs
W (MM ] IECTPaKTOE WA HKK B PEIYNLTaTE 0OHOKPaTHOTO MW MHOTOEDaTHOMNS KOHTAKTa, NKEo BOAgeNCTENA B
TEqeHWE SONBWER YacTH HUAHEHHOND UAKNS HUBOTHOMD. 3TH WCCnegoaanka MoryT GuiTe paapaboTads 00A
OOHOBDEMEHHONT MIYHEHMA XPOHMYECKOR TOKCHYHOCTH M KAHUEDOMEHHOCTI B DaMEAX OOHOMD IKCNEDKMEHTA.
HMocnedoBaHyA KaHUEpoOreHHOCTH NPOBOOAT TONBKD B CNYHae, 8GN JaHHbIE M3 OpYTHE MCTONHKESE Npegnona-
rawT NogoSHYID aKTHEHOCTE. MeTodkl MCCMNEOoBaHWR QONHHL COCTEETCTEOBAT: BHAY W NPOSONHHTENLHOCTH
KOHTAKTE WNK 80308HCTERA. MeToObl HCCNeaoRaMiA KaHUEPOreHHOCTH HANoKeHs B 150 10803-3,

5.3.4 TokcHyeCKOoR BO2O8ACTEHE HA PENPOOYETHEHYH (DYHELUWE W PAIBHTHE

3TH BCCNEAoRAHKA OUEHWBAMKT NOTEHUMANLHOS BOIASACTEHE MEQHLWHCKHE WIGENKA, MaTEDHANORE M
(MMH) IHCTREKTOR W3 HHX Ha PENROOYKTHEHYH DYHELAID, PAIsvTHE JMEDMOHA (TERATOMEHHOCTE), Ha NpaHa-
TankHOE (BHYTPRYTPODHOE | M paHHES NOCTHATANLHOE paIBWTHE. MCCNeaoBaHdnA M AHaN Wk TOKCHYBCKOrD BO3-
O2HACTEMA Ha PENDCAYKTHBHYED GVHELMIO U DA3BWTHE NPOBOASRT TOMNLED B TEX Cy4any, KOrga Magenne MoxeT
MOTEHURANLHO NOBMWATE HA PENDoGYKTHEHYI0 DYHELAKD cybberTa. MprHdMacT Bo sHMMasdie KOHTAKT Hane-
NWA COoNpegensHHbiM ySacTROM opradiama. MeTogs HCCNeaosaHuA TOKCHHECKOND OERCTEWA HA PENPOOYETHE-
HY D yHELMED M paJBHTHE HanoweHsl B 150 10993-3,

5.3.5 Buopgerpagauna

MK BOIMOEHOCTH DACCACKHBAHMA WKW AETRAAALMK COOTREETCTRYMILKE METOOE MCCAST0BaHMA MOoryT
BEIABWTE B WIGENWAX, MATEPHanax ¥ (M4} BuTAKKEX W3 HWXY NpoUgccrl adcopiunK, pacnpocTpadekna, Bro-
TpaHcpopMaU MK 4 BLIBEJEHHA BhiMLIBAEMEIX BELLEBCTE @ NPOOYKTOR Jarpadauqid. Mococnegoeanwa Buogerpa-
OaunK nanoweHs 8 |30 109830,

6 Boibop mMeTOQOB OLEHKM BHONOIMMYECKOro AeNCTEBMA

OugrnTe BMonorkiyeckoe JEACTENE MIGENKA W MATEPWAN0E MOXHD K3K HIYHYEHMEM COOTEETCTRYIOWEND
MpEQs0YILIErD ONBITA, TAK M NPOREIEHHEM IKCNEDUMEHTANBHSIX MCCNBI0BAHMA. TAKAA OUEHKA MOKET NRHUBEC-
TW K 3asmioHeHiio 0f oTCYTCTEMK HEeobX0gUMOCTH IKCNENWMEHTANLHETO HCCNEgoBaHHA MoK HANHYAKH JaHHEX
05 HCMONEICEAHWH MATEDHANA B KAYECTEE, JKBUBANEHTHOM TOMY, B KOTODOM Er0 NNaHARY T NPHMEHRTE.

B Tabnuue 1 yEaszaHs METOOL NepEAYHOR OUBHKH, PEROMEHOYEMBIE INA KAKO0H EaTETOPHK H3en il M
ANUTENEHOCTH.

G

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 10/ 20
CTpaHuua gokymeHTa - https://GostExpert.ru/gost/gost-10993-1-2011



https://gostexpert.ru?utm_source=pdf&utm_medium=42368
https://gostexpert.ru/gost/gost-10993-1-2011?utm_source=pdf&utm_medium=42368&utm_term=page

rMocT IS0 10893-1—2011
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] prMBEY BHAS— labnuua AaeneeTCcA OCHOBOW OnAa F‘.‘EJ-FI-H.EiQTHH NpoarpaMkibl HCNE TEHAA MeaOAUMHCEAY W308-
MUA, Ho =8 ABENAaeTCR OBA3ATENRHOA.

B rabnuue 2 YEAIaHE METOOB AONONHUTENEHON OLEHKW, pERCMEHMTYeMbIE ONA KA I0M KATEro P H30a-
MR K ONATeNsHOCTH,
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fTatneus 2— DononHETENBHEE METOAH OUEHEE BRONOMMHECHOND SE@CTENA MELHMUHWHCEHE HAGENHA

Kararagda HanEnnn B SIEACHMDETA DT BA0E SOHTARTA O GEsHE e D
Hanmenosarde GUoAOrddecEors QEACTEWS
yEnonEKa
Moo s TN T
RO T AR T
A — EpATEOBPEMEHEERA Panpogyr
- Hpanw
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KpDBE
[ X X
B
MArKeae THaAHH. KOCTh ]
WM NN EsTHpYEMBIR L ~ A
A0S mHA A
KpdEk =}
[ X X
fMfpumedadny e — Tabniua RENASTCA OCHOBOR anA FIEJE'EDGT*.H NPDrpEnd M B WCNEITAHUA MEQUUHHCEME Hage-

NwA, HO He AanAeTcA obA3aTEnsHOW.

YUUTRIESR pa3HooDpasue MEegWMUMHCEKY MIGENWH, NDAHKMAKNT BO BHUMAMWE, 4TO HE BCE MEeTOOk,
YEAIAHHLIE ANA ONpefeneHHoR KaTEropid, HeoGxagHMel W NDHMEHHME ONA KAKO0TS KOHEDETHOMD H3JenKa.
NNATECTHDORAHMA BAKHA OUEHES KANO0M0 H3OENHA B COOTEETCTEMM C MPHCYLLMAMIA &MY KAYSCTEAMIA. NPK Heob-
KOOMMOCTH MCNONBIYT QONONHATENBHBIE MCCNE00BAHMA, HE YEaIaHHeE B Tabnwuax.

B oT4eTe o peayneTaTas HCCnedosalkui choCHTBLIBAINT BuIGOD TEX MM HHBIX MEeTOA0R.
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7 OBecneveHwne AOCTOBEPHOCTH W HAOEXHOCTH pEe3ynkTaToBE HEEHEADEHHHFI

7.1 TapaHTHA AOCTOBEPHOCTH W HAOEMHOCTH HEAONLIYEMLIX METOOOB HCCAeA0BAHWA

Hononsayemsie saeTogsl oUeHEKR DWonorvyeckoro 0edcTBrA JOMmeH b ObiTe YYBCTEMTENLHBIMGA, TOSHEIMM
W TWATENLHD BINONHEHHEIMKA. PE3yNETaTs MCCneJoBaHnA A0NHHE GbiTe BOCTIPOMABCOKMEIM K HA Memnabo-
PATGEHOM W BHYTRHNAGOPATODHOM YPOBHAR.

7.2 TapanTHA ANKUTENEHOTO NPHMEHEHHA

MapaHTig TorS, 470 MaTepkan HIHaYansHo NPHUMEHLM ONA KCNONEIOBEAHWA B MEGULWHCKOM WIZEMNAW 1
NEHWEMNERM BNA SONMOCPOYHOTD NONEIOBEAHAA, OOECTIEYHEIINT CUCTEMOA YNDABNEHHA KAYSCTROM [CM. NOACHE-
HHE K 72 8 NpHNoseHdin &)

Mpumedadse—8 1509001 nanokede TRef0BAHRA £ CHCTEMAM YNpaBneHssa kdqectaos. B 153 9004 npeg-
cTaeneHs Gonse nogpodHoe pyROBOACTED Mo paipaBoTHe W NPOWIBOACTEY NPOGYEURAM.
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NpanoaHwe &
(CcmMpaEoYHoe)

MNoAcHeHKWA

A NoAcHEHWA NO CTAHSAPTY B LEN Ok

HECTORLAA CTAHZEPT NOCEAWEH OBECMewE HUW BB I0NACHOCTH MCNONE30B3HMA MELULHHCKEE M3LENHA W MATEpHa-
noa. MNonokeHHs H3cTOAWArs CTAHOAPTE YCTAHABNMERNT TAKOR NOGXOL ¥ OUaHEE BACNOIMYechorD ABRCTEMA MESMELMH-
CHAX WANSNWA, KOTOPLIA DRCCMATPHEIET @8 ®aKk COAIRTEeNsHyW Y4acTs OAWSA oyeHEd BEIONECHOCTA MEedHLUHCLMY
H3IGENHA H MATERWAN0E 4 BEEHEA 3Tan vx paspaloTin. Tax se, €88 @ OCTANEHSIE 3TANK NPOYSCca pa3paBoTEM, OUeHEA
HEUENSHE »a oNpedensHHe BoISSACTENA M3LENHA M METERHAENCE H8 PAINKYHEE TEEHH ORTEHH3MAE S aN0BESES NP NEHME-
HEHMWR MO HEZHAYEHME, 8 M8 B KEKNE-NAED CNe Hh@Heckns yemoBu Ay,

B HaCcTOAWEM STAHAAPTE YOTAHCEREHE KNACCHPHEALMA MEdHUMHCEHY HAGSNHE, B KOTOPOR Bgenaqbl HaWBonee
KOYNHLIS K3TEFOPUM, 8 TEKHE METoAR WCCNBROBAHKA DRONOTHHEeCkero A8 ACTARA ONA KA%O0A KATEropuM.

T &K £ak ANANAz0H BO3MIHHOr BHONGrideckoro pHoka 0BWKMpEH, HENE3R PACCMATRHESTE 338HMOLEACTEHE TEEHH ©
MATEPRANDM HIONMPOBAHHD 0T GBI E A COMCTPYEUM HAGENHA. MenonNsI0BaHRE CAMOrD Ny IWErd © TOHKH ApesUR B33HMO-
ARACTEMA C THEHED METERHENA MOKET NEHEECTH & yAYIWEHHD SYHEUMOHANEHEIE KEYSCTE HAAENRA B yenos. [TpH 5TomM
B3AMMOABRCTEHE C THAHED — NHIUE O5HA U3 XEPEKTSPHATHE MATEPHaNa. Ecny yonosHem NPHMEHEHHA NS HA3#a4eHU D
ASAABTCR KOMTAKT © DPrasM IM0OM HSN0BEEE, TO BNWAHUE PAIMEROE HWAGSNHRA UK 870 YACTER, KOHTAKTHPYH LWKE C CoOTaE-
TCTEYHIL MMM THRAHAMK, ABNASTLA 0BAIETENSHSIM APEOMETOM HCCNedoBaHHA, DERYHE ¥2 B CTAHAAPTAY W DYEOBOACTEAN,
YCTAHABNWAA @Y TPeBoBAHWR K paspedoTde ¥ NDOMZECACTEY H3LENHA, BENHRHHS PAZMEPOE HALENHE KN ero 4acTen,
KOHTAKTHRYHI LUME C THAHA MK OPraH@aME, HE PACCMETPHERETCR.

BMONGIAYMSCHOS QeRACTEME MATERHENA MOKET BhiTh HEXENATENEHEIM NPH 2M0 KCNONE30EIHMH B 0OHOM Ka4ecTae
NEMMEHEHWA M HE BRITE TREOBHM NOW MCNONS3ICEAHAW B LRYIOM K24SCTER,

HECMOTRA HA T, Y4TO H3YYSHHE BHONOMEHSCHOro AERCTEMA MELHUWHCHOTD H3AENHA HNH MATEPHENA ONMPaSTSA Ha
METOA C UCTON EEZ0SEHHEM HEBOTHEX, HECOXOLHUMD YHUTEIBATE, 4T O4HH U TOT XE MATERHAN MOMET OKAIHBATE HE0QUHE-
HOBOE B0308ACTENE HA THEMM HENOEEKA W HHEBOTHOMD, KpomMs Toro, HENUYME ¥ NI0SER WHOWSHEYANEHE X PSAKLHA NS3EQNA-
BT Npeananarare B03MOMHOS BOIHEEHCEEHHAE HEMENATENEHOTS 3PMEETA NPH NPUMEHE HUM VS HWAYHEHHEIX MATEDUANDE
Co CTABHNsHEIMA X3paKTepHCTHEAMA. TToaToMy NG MEREe DE2EMTHA HAYKM M NOHWMEHWA OCHOSHEI X MEXEHWEMOE 08 ACTEHA
HILENKd W METEPHANoR ApesnodTeH:e ByOyT 0THARAT: METOOEM 0 vilFD B T&X CRYYAAX, €008 OHH OBRCNeY“aT PagHOUEH-
HYE MHODORM aUM KD,

MpYMEHEHUE YDE M EPHO HECTHAZ METOO0S  KPHATERMES CLEHKE MOKET NPHBOLRTE MNM £ @3N AWHAM OTRaHAHE H@A M
(3ANPETAM ) BOTHOW BHEH NPUMEHEHUA MILENHA MW MATERHANCE, @ K NOMHOMY NReScTARNSHUD 00 ONACHOCTH X UCNoNE-
IDEEHHA.

Mpu yoTasoanesHd ocoluly TpeGoRaHMA & GE30NACHOCTH NPHMEHEHHA Ma0ALWHCKOrD H3LAMNHA WNW MaTEpHana,
CNEUMENMCTH B ofNacTh HCCneNoBaH W@ MEJRLMHCEHE #308NHA @ MATEPHAN0E MOTYT WCNONB30BATE CNEUWANEHHE METo-
Akl WEPHTEDHH CUSHEW, B TAKOM CAYYAE METOOR WEPETERHHA OUSHEW YOTAHARNHERNT B HOPMATARHOM JOKYMEHTE HA wa0e-
MHE UNA MATERHEN KOHKDETHOMS TN, BHAA.

HECTORLWA CTEHASPT HE ABNASTCA sabopom oBAsaTeneHu s TP2BOBEAHUA W METOSOE, NP2 AHEZHAYSH HEIX ONA RWU,
HE UMERILLAE HA CODTEETCTEYIOWER NOSFOTOEKH, HY ONETE. MoNoMaHHA HACTOAILErND CTEHAAPTE CNedyeT NPUMEHATE C
ORpESenesHol JoNed HHTEPNPSTAGMA W BIBESWEHHOCTH, Ha 3T0 cnocobHE CRey#anscrk, KOTOPRIS WME DT NOZroToEEyY H
ONkIT B OUEHKS BHONOTMUackorD DeACTESA ¥ KOTORRIS ByyT yHUTHEAT: QAKTORE . OTHOCALLMWECR K WAOENUK, MATERHANY H
NEeanonaraesom y HasHEYEeH . 8 Takke BYayT y4MT=IBATe MHQOPKM ALHID, NONYHEHHY 3 NHTEPATYRE, NABCpaTORHOMD H
ENAHHHECKOTD ONETE.

A2 MoAcHEHWA NO pa3genaM CTEHOAPTAE

Hisen PAESIEHL NOACHEHAA K DAIOENam (NOgDA3INenam ) HacTOAWEerd cTAHAAPTA. HYMSPELUWA pa30encE INOgRas-
ABMNCE) COOTESTCTEYET HYMEDAUMH, NPUHATOR B CCHOBHOWA YBCTH CTAHOARTA.

Faagen 1. I{FIDM.E EdPAETEpRCT AR BUONOrHYEcHOns: AR ACTERA METS pRana, CYwecTay=1T 4 Jpyrae BRKHEIE KADAKTE-
PHCTHEM, EOTOpEE HEOBXO0HMO NPMHAMATE B0 BHEMaHWE N P COA0AHHHE HAGENAA.

16 nE'FI EHMHEA OUEHES SUONOrMHecEors JeRcTERA MM URHCKGID HAOSNWA MOKET BENKYATE B caba kak HWIyaHde
ABHHE X NPEQUWESCTEYHIWL BN ONETE, TAE @ JKCNEPHMEHTANEHEIE HCCNE4GEAHRHA . MoogoHHai OUSHKA MOXET NOIBONKTE COS-
NaTh CNEayDW A BelBoO. HET HEeoBXo QWM OCTE NEOELONTE AECNEpHMEHTANEHEHE WCCREQ088HHWA TORda, E0raa BHﬁP\EHHHﬁ
MATEp@RAN YEe ACNONBIYH0T 8 La4eCTEE, BHANOTMYHOM TOMY, 8 KOTOPOM NDeOnNonNaralT ero MCNONB30EATe 8 COZOABESMOM
HInEnHeA.

OB HEE AON=HE YUETEEATE NPEANONATEaMos H B03MOEHOS HEDHEAAHHDS BEZRAMOOSHCTEHE ME=aY METEDHAaNoM 1
TEAHAMHKA QpPraHyiiMa Hencesra.

3.8 L||E'Ilh AasHoro noapazgaens — HAIGEHETE NEpoaeneHEa 3ECNepAMeHTANEHRIX ACCNeJ0BEH WA B TEX CNyHERY, £0r-
A8 FHECOMAUNE O MATERHENES MOEHD NONYSATE W3 WHEX ACTOMH HEOS .

10
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7.2 Boifiop oUsHES MATERHENOE, KOTOPHE ByayT KOHTAKTMPOBEATE © THEHAMM GraH#aIMa Yenosess, TpalyaT Tako-
10 CHOTEMHOGMD NOLXGAE, MDA KOTOROM X3QEETEDHOTUEN BCa X METEPUANOE, BEOSAIIMY B KOHEYHLIR NDOOYET, BRART yHTEHE
npr olLeR CUEHES K348 CTEA PAIRADOTEY H3LENHA,
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MNpunoseHue B
(cnpaEoqHoe)

CxeMa CHETEMHOMND NOAXO00a K OUugHEE SHONOrHYeCKOTs QERCTEWA MEOWLUHMHCEMX HIOenHA
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BrEnuarpadiva

MemayHapooHan opraHviagWa no cTadfgapraiayme (MCO)

(International Organization for Standardization (150)

Denbstry — Freclinical evaluation of blocompatibility of medical devices used In den-
tistry — Test methods for dental matenals

iCTomaTonorka. QokneHrueckan oyeHEs GMocoBMEcTMMOCTH MeanuMHom: npulopoe,
NPMMEHRKLMECA B CTOMATONGrAM. MeToam WCNsITaHHA CTOMBTONOMAYSCKWE MAaTepua-
noE]

Cualty management systems — Fundamenials and vocebular

(CHoTEME MEHEAWMEHTE KEYSCTEA. DCHOBHE B NONGHEHEA W CNOBAPE]

Cualty management eystems — Reguirem ants

(CHCTEME MEHSQXMEHTA cauecTEa. TpeBoeasmn )

Qualty management systems — Guidelines for performance improvements

(CHoTEME MBHEQKMEHTA KEHSCTEA. PEKOMEHIAUMH NO ¥NYULEHY K ARATENEHOCTH]
Bizlogical evaluation of medical devices — Part 3; Tests for genoloxicity. carcinegenicity
and reproductive toxicity

(D HER BACNOrMHeckoro JeAcTEMR MEOUUMHEKME Bagenda. YacTe 3. Moonegosaduyn re-
HOTORCHYHOCTH, KAHWEPOTEHHOCTH M TOKCHYECKoro QeACTENA HE PENPOOYETHEMYH qyHE-
UM}

Blalogical evaluaton of medical devices — Part 4: Salecton of tests for Interactions with
lood

(DgeHka BRonorneckoro AeAcTEMA MEOHYMHCKME n3gensi. YacTe 4. Moccnegoeadue wa-
JEnsid, BIaHMO0ERCTEYIOUWME & EPORRED]

Bizlogical evaluation of medical davices — Part 5: Tests for in vitro eytoloxicity

(D HEe BHonoruyecoro JERCTERA MEAHGWHOKNE nagenni. Yacts 5. MoonegoeaH«e Ha
UMTOTORCHMHOCTE. METOAR N wilro)

Biological evaluation of medical devices — Fart @ Tests for locel effects after implantation
(DyeHka BHONOTWHECHOND OSACTEMA MEJMUWHCKAL W3gennd. YacTe B, WocnegoBaHwe
MECTHOM DeACTEWA NOCNE WM NNaHTELHE]

Bialogical evaluaton of medical devices — Fart 9: Framework for identification and quanti-
fication of potential degradation products

(D HER BUONOTAYECKOTo L8 ACTEMA MedRLMHCKEE wagenia. HacTe 9. OCcHOBHEE NPHHEL K-
Nl BAEHTADURALUME M RONMYECTESHHOID ONEEReneH i NoTEHURANEHEX NROAYETOE qar-
panaLyHsr)

Biological evaluation of medical devices — Parl 10: Tests for irdation and delayed-type
hypersenaimity

(DyeHEs GUONOTWYECKOTD AERCTEMA MEORUWHCEME Wagensid, YacTe 10 Moonegoeadse
PAZOPAMENIWETD @ CEHCHEMAMIMDYIWErD JeACTEWR )

Blglogical evaluation of medical devices — Part 11: Tesis for aysiemlc toxcity

(DigeHEE BUONOTWHECKOTD ARRCTEMA MEOMUWHCEWMY Wagensd. YacTe 11, Moonegoeadwe
b ETORCHH ECHOMD JERCTEMA]

Medical devices — Quality systems — Systern requirements for regulalony purposes
{Hagenka megnuMHciee, CHCTEMBl MeseRsMesTE kayecTaa. TpeboBaHEA K pEryNHpOES-
HHE

Quality systems — Meadical devices — Perlicular requirements for the application of
150 9002

(ChoTems kavecTea. Manenna meanumHckae. JononHuTenssee TPEE08BHNA & NpUMEese-
HWE CTaHgapTa IS0 9002)

General requirements for the competence of testing and calibration laboratories

(Dbue TpeBoBEHWA K KOMNETEHTHOCTH WCNBITATENEHEX W kansEbpoesHsx naGoparto-
P

Opradr3augMa No ILOHOMWYECKOMY COTRYAHHYECTEY W pazauTi (O3CP)
(Organization for Economic Cooperation and Development (DECD)

|158] Guidelnas for the testing of chemicals — Section 4: Health sffects
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