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Mpeancnoewne

1 NOANMSTORNEH defepanskbiid rocy1apcTEEHHBIM BIOOHMETHLIM YHpesdeHren sHaydusid ueHTp
CEpOEYHO-COCY OMCTON XMDYPrHE Wi, A H. Barynesas PAMH (TMEY « HUCCX i, A H. bakynegar PAMH) sa
OCHOBE COOCTBEHHOMD AYTEHTHYHOrO NENABoAa HA PYCCKMIA BIRIK MEXIYHAROOHOD CTAMNAPTA, YEAIAHHOID B
MYHKTE 4

2 BHECEH ¥npaoneHven TeXHHYBCKOro PerynupoEad|a M CTasda pTiaayvd PeqepansHors areHTeTes
Mo TEXHWYSCKOMY DEryNMPOBAHNED 1M METDONOTHI

3 YTBEPHEH ¥ BBEJEH B JEMCTBWE MNpHkaiom PenepanbHora areHTCTEA No TEXHWHECKOMY Pary-
NUPOBaHMIKD W MeTponorau oT 12 mena 2012 1 Ne 181-cr

4 HacToAw®ia cTasQapT HOeRTHYEH MexdyHapogHosy cTangapTy MCO 12881-2:2000 «MaaneueHme »
AHANKI XADYDTHYECHMX MMNNanTatos. YacTe 2. AHANWI WIBNEYEHHEE METANMHYSCKHE XHPYEIMHEcKMX
HMnnadTaToes (150 12891 -2:2000 «Retrieval and analysis of surgical implants — Part 2: Analysis of retrieved
metallic surgical implantss ).

MK NPAMEHEHKA HACTOALLETO CTAHOART A PEKOMEHAY B TSR MCNONbAOEATE BMECTS Cobl NOHHBIX MERLYHA-
POOHEX CTAHOARTOR COOTEETCTAEYIOWME MM HALUWOHAN EHBE CTAHGapTe PocclAcKon Peoepaum9, CESOeHKA O
KOTOPREE NEHBELEHSE! B BONCAHMTENBHOM NRANCEaHKM A

3 BBEJEH BMNEPELIE

Mpasuna NpuMakeHUa Hacmorlweso cmandapma yvomawoaness: & FTOCT P 1.0—2012 (pazden &l
Hughopmayud of UaMeneHLRx ¥ HAcmoAwWeMy cmaxdapmy nyfnukyemcd o eeeoduon (N0 COCMOAKLID Ha
T Aadeaps mekywes2o 2008} URDODMALUGHKROM Vikadamens « HauuoHaneRee cmandapmeis, 8 GUyUENsMHEIL
IMEKC UIMEHEHUD U TON0as0r — & SXSMECAYHON URDODMaUUOHROM ¥Rasamens «HayLoHamnsHee Can-
dapmeis. B coyyae RE0ecMomDa (3aMetbt) UL GMMEH B HECMOAWE2o cmandanma coOmEemomEyioLes YEeE-
dornenue Gydem onyBnukoeanc @ BNUAALHLLIeM aeiMycke EXHEMECAYHOZD UHDODMALLGHHOED yrRAZIMENA
f HayuoHamsMbe cmaddapmes. Coomeaemamayiian widropMayus, yeedomeHUue U MERGITIE DasME L awm-
CR MAakKHE @ UHDODMaUUIoHHO0 chcmeae abes0 NonkI08anua — Ha auyuansHol caimea Dadopane oss
A2EHIMICITES N0 MEXHUSECKOMY BEETUDOSAHIO U MEMPOToaUU & cemu Mumeprem (gast.ru)

& CradgapTardopn, 2014

HBCTORLWWA CTAMAAPT HE MOMET DEiTe NOMHOCTREY MW SaCTHYHO BOCNPOU3BEENEH, THDEKWDOREH W pac-

NPOCTRaHEH B KaYecTee oMUMANLHOMD H30aHWA G23 pajpelleiA DalepansHOre aredTCTEA N0 TEXHNYECHD-
My PEMYNHPOBIHAI W METPONOTIAM

FOCT 0CTPUNCO 12891-2-2012 Crpanuua: 2/12

ERI[dd GostExpert.ru


http://GostExpert.ru/gost/gost-12891-2-2012
http://GostExpert.ru
http://GostExpert.ru

rocT P MCO 12891-2—2012

CopepxaHue

1 CENacTe NPMMEHEHHA. . _ - _ . . . e e
2 HOpMETHEHBIE CCBINMKH _ © _ _ L e e e e e 1
3 TepMuHe B ONPEOENEMMA _ _ . . . . . . . . e e e e
4 Mpousaypil HIBNEYEHHA, OODAEHMR W YNAKoBKH . _ . . . . . . . . . . .. . e
5 AHANKMI KOHTAKTHRYIOWMK NOBSOXHOCTEN e THAHE-MMNNEHTAT» . . . . . . . . . . . . . o i e e 2
G AMANAI MMIMAHTETE. © - . © . L L L ittt i e i e e e e e e 2
B.1 OOWME MONCHEHHA . . _ _ . L e e e 2
B.2 CTamoapTHed QOPMEE - . © - - . . L . L . . e 2
6.3 37tan |. MarpoCKONWYEckHE HCCNEqoBaHHA (HEpAIDYWARLWKWe) . . . . . . . . . . ... ... .. .....2
6.4 3Tan Il MUpoCckonMYeckine HCCNefoBaH A (B OCHOBHOM HEePalpyLLIanWnWe) . . . o o . oo . oo .. . 3
6.5 3tan lll. Matepuanceegyecke MCCNegoBaHKA (B OCHOBHOM DaspyWamwmed . . . . - . - . . . . .. .. 3
B.6 OCcMOTD HMNNAHTATOB CNOKPEITHEM . _ _ . . . . . . . . . . . e e e e e e B3
7 Pabouyre xapakTeprocTHEH MMINaHTATE . _ _ _ _ . . . . . . e e e e e e e e e e e

Meunowesse A (cnpasoyyoe) CTangapTHaa opma Ans NpoBReagHua aqHaniag W3anedeH X MaTannm-
YECHHE XMPYDTHYBCEME MMIMEHTATOE . . . . . . . . . . o v v it i i i e e e e .. 5
MNpunowesde B (cnpasodsos) PedepedTHeIE METO0L OUEHKK METaNNWJIeCcsMy sdaTapq4ance - . - - . . . _ . 7
MNpuncserde QA (cnpapoussos) CREEEHKA O COOTBETCTEMMN CoBINOHHBIX MERTYHADDOHBIX CTAHZAPTOR HALKO-
HAMLHERM CTaHaapTam Poccuickol Pegepad| . . . . . . . . . . . . ... ... . ._......5&8
i

FOCT 0CTPUNCO 12891-2-2012 Crpanuua: 3/12

ERI[dd GostExpert.ru


http://GostExpert.ru/gost/gost-12891-2-2012
http://GostExpert.ru
http://GostExpert.ru

FOCT 0CTPUNCO 12891-2-2012 Crpanuua: 4/12

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-12891-2-2012
http://GostExpert.ru
http://GostExpert.ru

rocCtTPMCO12891-2—2012

HAUWOHANBHBIW CTAHOAPT POCCUMWUCKOW GEONEPALUMMU

M3BNE4YEHKWE W AHANMKM3 XWPYPTMYECKHY MMNNAHTATORB
YacTe?
AHANKI HIBNEYEHHLIX METANNHYECKHX XMPYRIHYeCKAX HMNNAHTATOR

Retrieval and analysis of surgical implants. Part 2. Analysis of refrieved metailic surgical implants

Oara seegeHrA — 2014—01—=01

1 OBnacTe npUMeEHeHWA

B HacTOAWEM CTAMAAPRTE NPUBELEH0 DYKOBOACTEO N0 AHANWAY MIBNEYEHHER METANNWHECKIAN XMpYPrd-
YECEMX MMNNAHTaToR. Manose e TR 3Tana UCCNedoBsaqus, B NocnedceaTenkHOCTH 0T HAMMEHEE PaIDYLLIN-
TENBHE K HAWBONEE DAsPYILMTENERER . TIPUBEOEHG PYKOBOOCTEO No BeIGOpY aTana U BUEa WCCNeqonaHHa,
COOTEETCTRYHILLAX THMY MMMNANTATA W UENAM HOCNegona KA.

NpraMedaH@ae — HACTORWHA CTAHIAPT QONMEH NPHMEHATESA B COOTASTCTEWE C HEUWOHANaH=I MK CTAHBER-
'-EMI-H-IT,‘L‘-El:iDEEHHﬂMH3E={I:IHI:I_.:I,ETEI'IbDTE-E.GT.—I:IEHJ.IHMHE-'Hh-'IIZIFI!-'I.lJ!Z}'I:I"_"Iﬂ-EI.IJEJ-HFlH-&HEJ‘I-:’-J:.I HIBNEYEHHE X MMNNAaHTaATOE
# CBRAZEHHGIX C HAMH D-*‘IZII'I-EII'H‘-EEEHMHMETE‘F‘.‘H&J’.EMH.

2 HopmaTHBHLIE CCLINKA

B HacToAWeM CTaHGapTe HCNONLI0EAHS HODMATHEHSA COBINKA Ha CRedysolL A MEKIyHADOOHIA CTaH=
SapT:

WMCO 128591-1:1998 MaaneveHye W aHania XMpyprddeckdy ivMnnadtTaTon. HacTes 1. MaanedyeHde 1 nopa-
pox obpaweHda (IS0 12891-1:1998, Retrieval and analysis of surgical implants — Part 1: Retrieval and
handling)

3 TepMuHBI M oNpefeneHKA

B HacToRwes cTasdapTe NQUMEHEH CNegyiowyi TegsMUH ¢ COOTESTCTBYHILLMM ONpegencHwem:
31 MeTANNMYECKHA XMPYPriYackdd MMAnanTar: MeguudHckoe aiende (YeTPoRcTen), CocToALLR S
M2 METAMNNWYSCKKY MATEDUANOE, NPSOHAZHAYEHHDE ONA MMNNAHTALMKA B ODIaHAIM XUDYDIHUSCKHM MY TEM.

I pAaMedaHse i — Danes ato H3ZENHE BEINS PACCMATPHEEETCOR KAK # MMOINAHTETS.

I pPpAME24YaH®e 2 — MMNNaHTaT MOMET COCTORTE HA PAINEYHEEL EOMAOHEHTOE H MOXET WMETE NOEPEITHE M3
SMETANNWYECEHE HNW HEMETERNHYESKME MATep@#anoa.

4 Mpoueaypbl W3IBNeYeHWA, 0BPaWEHNA W YNAKOBKK

Mpousdypel WIBNEYEHHR, ODDALEHKA, YNAKOBKM KW 3EWWTE 330ACTROBAHHOTD NEpCoHana AonMHi
COOTREETCTRORATL TRebopaHuam MCO 12891.1.

MpuweudaHae — B KA4eCTEE MED NPEAOCTOPGHHOCTH H3BNSYEHHEE HMNNAHTATE CRedyeT CTECMNNAZ0EAT: C
MOMOLW S COOTEETCTEY LMY CREACTE, K0TOPEIE HE ORA3H BAK T HETETUBHOIG BOZABACTEM A H3 MMINTNEHTAT WK HE NNAHADY-
SMBIEWCENEQOBAH WA RMNNAHTATE. DNHCAHHA COOTRETCTEYHIW MA NPOYSA Y MORHD HaATH B MCOD 128091 -1, npunoseH«ea &,

ManaHue SpHUManbHOE
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5 AHANW3 KOHTAKTUPYOWMX NOBEPXHOCTEN « THAHE — HMNMAHTaT»

IHAYHTENLHYK Y3CTh HHEODMAULKMK, XapakTepHIVIoWER HIBNEYeHHEIR HMNNEHTAT, 3A4acTVI0 XPaHAT
HOMTAKTHRYIOWMKE NOBERKHOCTIA MAgentA. CnegyeT YOendTe BHUMIHKE WaYYeHW YacTry TEEHK K NPOLYKTOoR
Aerpagaudi B TEaHAK, NPANEHALLIAY K MMInadTaTy. CnegyeT NpoBecTi XMMAYECKUE aHanua nobosHBxK NEeay k-
TOB JEMpadauny MMNNanTaTa # OUeHKY KNETOYHON DEakyHH Ha HMNNaqTar.

Mockanbky NApaMETPE HHBOA THAHW MOMYT CYLLECTBEHHS MEHATLCA NPW YIANEHWA OT NOBEDNHOCTH
HBAMMNEHTATA, BAMHD, YTOGL AHANWI COCTORHMA TEAHW BN BRiNOMHEH B EOHTEKCTE C AMINEHTATOM (CM. TaKHE
COOTEETCTEYKLWME Nogpaigent WSO 128811, sanpumep, 4.5].

6 AHanu3ivMmnnadTara

6.1 OBwme nonoxeHKHA

B naudom paijfens onvcadsl pasnudyHbe 3Tans UCCNefoBaMus, KOTODLIE HeODXo0 MO NPOBSCTIA MpM
WCCMEOOBAHKA HABNSYESHHOTD MMINAHTATA. AHANUI MIBNEYEHHOMD WAMMMAWTATA MONKHO PAI0ENKTE HA TRK 3TA-
na, NEKUaToM CTENeHE OUSHKK XAPAKTERUCTHE M CTENEHE PAIDYWEHHE, 0DYCNOBMNEHHOND METoOoM MCCneno-
BaAMKR, BoIpacTasT oT atana | & atany . XapakTepucTHiM dMNNadTaTa MOoryT BEnioYats B Ce6a Makpo- |
MMKPOCKONMHYECKAE HCCNEA0RAMWA, XUMHUYECKWA COCTAE, 3 TAICHE PHINHECKHME H MEXAHWYECEHE CRONCTEA.

HMa-3a cRosHocTH aHantaa MeTannuYeckks MaTeprance v BoneWero YMena Bugos aHanyaa M MohbITa-
HAH, NEUBEOSHHLIX B HACTOALLSM CTAMOADTES, HCCNeACRAHKE NeNWTCA Ha HECKONLED aTance. Bubogp atana
OON#HEH oNEegenAaTeECH NDHYMHAMK MIBNSYEHUA MMNINAHTATA M BOIMOKHEMK OrPaHHYEHUAMK B NROBE0EHNM
HCNETAHWA ¢ paapywennest. JonycTimM sMuHUMansHsR o0sem HCCNegoeanii NoM DYTHHHSM HIBNESYSHM,
ECMKE WMAMNMANTAT HE BLIALBAST SNACEHWA, NONONHHUTENBHBIE HCTLITAMWA WMNAANTATOR TPEDYIDTCA, BCMH BCTE
NOOO3IPSHAA B HAPYLWEeHKY OYHEYHOHKMPOBAHWA, 3 ONA HMNNAHTATOR, YAANeHHEK M3-33 X HEYO0aNeTaopH-
TemEHEY PATOUKE XADAKTEPHCTHE, AUMCHDYHELME UMK HEWCN PABHOCTEH, HE0BXO0HME DACLWHDEHHEIE MCCNEN0-
BAHKA.

MNposoaAT OTOEMEMENA 3HANKD KAWAGMD KOMNOHEHTA MMNNAHTATA, BCNW ATO BOIMOKHO 1 HEGDXOaMMO.
WMenoneayeT apyrve 4acte MCO 128081, ecnd B WMNnadTaTe MPUMCYTCTEVIOT MaTepuans, oTiMYHeIe OT
MEeTaANNoe.

6.2 CTtaHgapTHLIe ropMibl

CranpaptHas @opra © yeasaduen AHhopMaLue, perdcToUPYEMOoN Ha KaMO0M 3TANe MCCNedoBaHIA,
AoHMEEOEHa B NEpKnoseHin A, OTOeNsHSIE YACT 3TOH DOEMEl, HE NEMMEHWUMEIS K 3HANWIWEYEMOMY HMNNAHTA-
Ty, MOMYT Bl Te ONYLLEHE. C ADYIOH CTOPOHRI, (opa MOKET GbiTh PACLUWDEHE M H3MeHEHA.

CTasgapTHan opMa pervcTpauLid HeoDXodWMoF KNHHWYeChoR HHDOPMALWMK W O0N0NHATENEHEIX KNH-
HHYECKMX NaHHsix npreegesa g MO0 128911, npunaxenye B.

6.3 3ran . MakpoCcKoNHWYeCKHe HCCNeaoBaAHHA [HEPAIPYLLA KDL e )

6.3.1 MoerTudrkayua/poTocLeamMKa

CrnegyeT 3anokyMeH THPOBATE MapKMPOBEKY, HAXOOALLYHCA Ha MMINaHTATE, HANPUMED, NOMOTHMEL, S0TH-
KM, HOMER NApTHKA, paMeps U T, 4. (oM. npunosedre Al HeoGxogumo 1a00kyMEHTHROBATE © NOMOLWLEY
HOTOCTEMEM AONONHWTENTRHY R MHEORMALIMK.

6.3.2 BHayanuHbLIA 0CMOTR

OBCcnedyioT NOBEDXHOCTH MMNNAMTATa © NOMOWEN CODTBETCTEVIOWMY MeToQoR 4nA obHapymeHWA
NoBoro BHLE paspylleHHA (OTKa3a), @CnK TAKOBOA NOMCY TCTRYET.

Hie B x0EM CNYHEE HA GOHY W3 NOBERXHOCTEH MMNNAHTATA Ha JaHHOM 3Tane He chnegyeT oueHWRATE C
HENONEIOBAHAEM PaIDYLISRLLAX METODMK.

6.3.3 BHIYanNLHOe MCCNEOOBAHWE C MCNONLIOBAHWEM ONTHYECKHME CPEACTE MANOND YESNHWYSH HA

BeinonuawT obwwe MCCNedoBaHWA C MCNOoNsI0BaHMEM ONTHYECKOID YCTRONCTEA Manorg YBEn MEeHHA.
DRECHPYIOT OUEHEY BARHOCTH NOMYHEHHEIX PEAYNLTATOR COMMACHD NPMMOKEHAD A,

6.3.4 JaneHeHdlWan oueHKa

EcnM cornacHs 3asnioYesHHio atana | Hecbxogusl AansHERWLHE KCCNeQoBaHKa ONA YTOYHEHWA BeiNon-
HEHHEX HADNKOeHKA MK 408 OUEHEKR OPYTHY XapakTepUoTHE MK BMACE OTEA3a MMNNAHTATA, TO MX CNegyeT
NpCBEOOMTE Janes Ha atane ||

2
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6.4 3ranll. MukpockonMYeckMe HCCNegoBEanKA (B OCHOBHOM HEPAZDY WA KW Ma)

6.4.1 OBwMe NoNoHEHHA

B cnyyae HeobxogumocTi oueHEa Ha atane || gonsHa GeiTe NpoReJeHa NOche JapepleHus aTana l. 3ot
aTan, BNepsyio o4epe b, OTHOCHTSA K OLEHKS BMOOE CTHAAA M HIHOCA MMMNNAHTATA NO BOAMOMHOCTH HauGones
HEPAIDYLUADWAR CROCODoM (S, NPANOKeHHE A).

6.4.2 McocnenoBaHve ¢ NOMO LK MAEPOCKONa

MononeayioT CTAMSARTHENE METODE OUSHKN C NOMOLWEID OMTHYECKOND MK ANEETROHHO-0NTHYECEOTD M-
pOCKONa, NOgXoaaWMe ONA KoonedyesMors MaTepana.

6.4.3 DpakTorpaduueckos MCCNeA0BAHWE

Ecnu MMNNauTaT paspylieH, cnegyeT NpoadaniidpoBats NOBERYHOCTE PASPYLLEHWA COOTBETCTEYIOLLA-
MK METOOAMK ONA ONpeaeneHWa XapakTepa paapywedina. B yenom cneayeT uaferate paspywaiolax MeTo Lo
oueHkH. Ecnu npoM3owen Mesasuseckii 0TEas yeTpoRCTES, BAKHD 0C0IHABaTE, 4TO 270 caMo No cale momeT
BliTe KNACCHOMUMPOBAHG KK AOCTATOYHOE AGKATATE NLCTED.

6.5 3tanlll. MatepyanoeegyeckHe HCCNeOOBaAHWA (B OCHOBHOM DaipyilaLHe)

6.5.1 OBuwMe NoONOMeEHHA
Ecnu Heofxogumel dansHedwe Hocnafoeadua ANA OUSHEN CEBONCTE MMNNAKTATA, NPOBOOAT WCNkLTa-
HKA, oBoaHaYaemee kak atan [l 8 npunoxeHsn A,

6.5.2 CocTam marepmana amnnadraTa

CnpegenfoT EHINHECKAA 1 ZHMAYECKHA COCTAE W YCTAHARNKWBAKIT BHL METANNA [CTAHOAPTEl HA MATE-
pHans, NeQeYHMcneHsl B npranoxesdad B, pazgen B.1). Np Heobx00WMOCTH BRNOMHAINT AHANKS COCTABA COOT=
BETCTEYHIULMMKA METOOAMA (HANPUMED, © KCNONLIOBAHKEM INEKTROHHOR OHDDArLWOHBORA peHTreHorpadii
NP CEAHMPOBAHKA MATSDHANA ANSKTRPOMHEM MAKDOCKONGH, PEHTIEHOBCKKA DNYoPecUeHTHEIA aHaMma, aTom-
HO-3BCopDUHOHHAA CNEKTPOCKONAD (AALT), 8 TAKKE HIBSCTHEIE XMMWHECKWE METOOLl aHankaa). MNpKW avanyae
AHMHYECKOND CoCTaRa HeobXoOMMO ONMCaTE MCNONEIYEMbIE METOOL W DE3yNETaTLI.

6.5.3 MuKpocTpyETYpa

6.5.3.1 McnonesyioT cTaHdapTHYK MeTannorparueckyss NoAroTOREY 1M METOOE OUEHEN, NEHMEH MM e
ONA WCCNeayeMmors MaTepsana (oM. npdnoxesse B, paagen B.2).

6.5.3.2 OnpegenfiT COgEKaMHe BIMOYEHMA B COOTBETCTEMKM © ASWCTEYMILWMMK CTaHIapTaMd Ha
MaTeprank.

6.5.3.3 OnpeaenswT pajMepsl I8paH B COOTREETCTRMA C MPHMEHMMEMKE METOOAMH W CTAHOAPTAMMA Ha
MATERHANE.

6.5.34 YiaskBamwT COCTORHWE MaTEQWana, 8cniv 3To BOIMOMHD {MAETKKA WNK pEEPACTANNMI0BaHHEIA, C
NPOCACHKAMM, MOPAYSH KEOBEH, XONOOHOW KOBKK M P, ) W ADYTAE 00oDeHHOCTI.

6.5.3.5 Cnegyer CTMETHTE M 330HUECHPOBATE NPHIHARK KODPOIMK MK PACTRECKMBANKA [CM. NPWNoHE-
HHE A

6.5.4 Mexanwyeckwe cEoMCcTEA

6.54.1 BugHcns TAHKMA, NEOBSOHMOTO Ha 08 HHOM ATANE SHACAHWA XAPAKTE DHUCTHE, S8BACHT OT AMINEaH-
Tata W erd noHMeHeH A, Npegnaraems @ MeToSs MCNLTAHKMA NepEYMcner sl B NpUNnoxe i B nog saronossos
sMexauuyecsre cechcTear (cM. nprnoxedve B, paagen B.3).

2a UCKNKYEHHEM HIMEDCEHHA TRERACCTH, MEXAHHYECHME HCNLITAHWA SENAKNTCR RaIDYLLAKLLL MK
BeiNonHEHHE TAKMXY HCNBTAHWA MOMET DbiTe OrpaHMYeH0 (MKW COKPAWEHO) C YYeTOM DaIMEpos ¥ popMsl
HBMNMAHTATA MK TPEGOBRAHHR 3aK0HCAATENLCTEE.

MpH MaMepeHdd TREDACCTH CReAYET YHUTRIBATE, 4TO PEaYNETATE MOTYT BAPLMPOEATECA B 33BUCHMAMOCTI
oT MeToda, obnacTi, M HAaNPABNEHKA MAMEDEHWA (NOBEPRHOCTHOE, NO LWEeHTPRY, NPoJonEHoE, v T. 4.}

6542 OnpegensioT TEEPACSCTE B 3IARMCUMOCTI OT THNAE MATERMANA C© MCNOMNLICEAHMEM COOTEETCTEYKI-
WHX CTAMOAPTOD HA MATEDHAN (S, NPHUNoONKeHHE B

6.54.3 B cnydae weobxogusocT ONDeOenakT MEXaHHYecsye CEONCTREA Ha pacTAxeHne, uarkhb unm
OPYIAE MEXaHWYECKWE CROACTES B COOTEETCTRMA C OBACTEYIOWWME CTAHOADTAMK HA MATERWAN H SRYIAMK
HCNLITEHWAMA Ha 00paIUax, KOTOPLIE MONHD HArOTORHTE M3 MMNNaHTaTa. MoxeT noTpebosaTecs OTRNOHEHHE
OT PAIMEDOE CTARZARTHONS 0BDa3Ua HENBITAMKWA. 3TO D0NKHD Dbl Th YYTEHD NDH OUEHKE PEIYNLTATOB MCNETa-
HHIA [CH. NpUnokedne B, paanean B.3).

6.6 OCcMOTP MMNAAHTATOR C NOKPLITASM

6.6.1 DCMaTpUBINCT HMNNAHTAT Ha NPeaMeT OTCNOSHWE MaTeprana. B 4acTHOCTH, OTMEYST NOABMNE-
HIAE H3MEHEHHBIX YHACTEOR WMINAKTATA. C OTCNOEHKUARMK, YTRATOR NOKDETHA MW S0YTHMA HIMEHEHAAMA,
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§.6.2 Cnegyer sadwicMpoRate MecTOnonoHeHuwe Noiey MameqeHni, GparieHToR WM YacTuy M
WMCCNEO0BaTE NOGYHD B3aHMOCEAIL C TRAHAMM, BCMH OHM GOCTYHEI.

MpuwMmesasdde —pH OUSHEE HMNNAHTATOE GNA 3AMSHE CYCTABOE YACTHUS OTCNOEMHOMD NOKPLITHA MOTYT
B 38ETE BTOPMYHBIS NOBPEKTEH AR SYHKLWOHaNsHEX paGotng NOBEREHOCTER AMNNEHTATE. TAKME CNyHan GonHHe GeiTe
IEPETMCTPHPOBEHE.

8.6.3 Ecne noKazawo, NpoROOAT CRNELMANEHBIE HCNEITAMWMA GNA CUSHKH CBONCTE NOKPSLITHA KK arg
OCHO BRI,

6.6.4 ECnd noKaiawo, aHandavupyior TEaHb, NDWCOEOWHMBLLYIOCA K MMMNaHTaTy, MM niodeie e par-
MG H Tl MW 4ACTHUEL

n PUMENEHEHHWE — YACTHUE MOMyT NPEGCTAENATE BEWEBLTEE CHHTETHYECKOTD ANW AU ONOrHYECEon NPoHCEOE-
Ae=WR l:l-ﬁ‘:,'CJ'IL'IE]'IE-H HeIS K3K MATEDUAENOM COBCTESHHD MMNNAHTETA, TAK M NOCNEOCTEHAMK 1o ¢ljl.-\.RL|-r'-I:| HUPDBEHARA.

7 PabouMe XapakKTepUCTHKKW MMNNAHTATA

Ona cueHEM hyHELMOHANBHEIX XapaKTEpHCTHE HCCI2 QY EMOTD MMINAHTATA, B 4ACTHOCT W, NDH 8o 0THae
MMM W3 OCE, HE0GX0gUMO YUHTEIBATE NPAEMNEHOCTE NPHMEHEHUA HMNNAHTATA, (PUIKONOTMYECKDE COCTORMIE
NPMENALLMA TRAHEA, KNAHHYECKWE NOKAIaHWA M HArDYaky Ha MMNNaHTaT.
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Mpunoxerne &
(enpagoyvHoe]

ET-BHH.BPI’HEH popMa ONA NpoBeQeHWA AHENKW A
HIBNEYEHHBIX METANNMAYECKHY EAQYRAMTHYECEHE HMANAHTATOB

I PAME24Y3aHAEe — ,ﬂ,EHHEH MOopMa ABNASTCA PYSOBOGCTEOM MO NPOEBSAEHWD WCCNELCEAHMA MMNAEHTATA #
npefcTagnesuns DeliyNeTAToOR MCCNE00BEaHHA. HEHPHMEHHMHE pE3dens HECCNeqoBaHea MOEHO ONYCKATs MK A0MEYRTE
HAEHENpPHMEHHM big_ MOsHD HCNONEICBATE WHO HEMGYANbHE E POpME, OCHOBIHHBIS HE HECTOALWSM SNTORpHTME, ﬂpu Heoh-
EDOMMOCTH, OONYCEIETCA BHOCHTE PEIYNETATH A0N0NHATENEHEX HafnKOesHA 4 AHaNHI0E.

HMoccneJoBaHWE HIBNEYEHHOMD AMNNAHTATE I'Ipnn:w:nn Na

[faranpoTokona

HECTORLWHA OTHET OTHOCHTOR K HOMNOHEHTY Pz MIBCEND KOKMNOHEHTOE.

CocTORHME. HENQE PeXOSH LliManomes ;| TRERWHARAR ; KOpEoaQHMDOEaH I; noe pE2HieH

| sranu ConeqoBAHAA

1 THn MMANAHTATA (AAMTOBATAENS W MOAENS, SCNH OOCTYNHE |
AoesTHpMEaEMOsHE & OTMETEM paEimeps

2 Tein MATEPMANS (HACTONBED TOWHO, HACKONEKD BOZMOMHO NEW ONWCAHWM SAP3RTEPUCTHE MAETEPMANE. CM
MO0 5832, 8oe wacTh, 8 TAKKE GDYIAS CTAHOARTEI HA MATERUANS!, SCOH 3TO NDUMEHKUMD, CM. B1 npunoxesus B,

3 MakpoCHONWYECKHE HECCNeAoBAHMKA (ONncsIEaRT kak ECTE, HET. COMHWTENEBHO. vne HE MPUMEHKMMO
[HM|: ontcaTe Mmoo W noaoobses npd HeodxoqMMocTH)

PacnonoseHue CTENEHE OUSHEH

8) WIHOC AW NONMPOEKS
b) “CcTHpEHKE
C] KOpROsWR
d) wapanyHs
2) PRCTRECHHBEHHE
i nameHesne opk
0) MEXEHH-ECKAE NOBPEXOEHHA
h) makponopk
I} apyroe

llaTan HCcNeooBaHWA

4 Koppodus (ecni ECTh, onpegeniTe W on@lidTE MBCTa PACNONOAEHAA M METOA HECNeL0EAHUA)
A} NONHOCTEE NOLPETEA KOPPOIHE A

O} HOPPOIMA B MAECTAXKOHTRKTOR

o) EOHTAKTHARA KOpPoIsA

4} ran=BaH@YeCckan KOppOana

&) HOpPOINOHHOE HCTUPaHME

{) HODPOSMA NP HANRAREHAH

9} HE yOENOCE WAEHTHERHYHMPOBETE

n} apyroe

5 WaHoec (Ecnu ECTh, onpedsnuTe W onMWETE NoNoHeH e H METOL MGCNRQOEIHEA )
A} AQreIMOHHBIRWIHOC

b} abipaivBsbid HIHOC
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C} WAHOC W KORPO3sa

d) WIHOGC W PEIPYILEHKE

Bl MAHOG W YCTANOCTE

f] MHOTOLOMMOHEHTHE A MAHOC

& MexaHudeckoe nogpesgedne (2cny ECTh, onpeaenume Bsi, YRIKATE NONOHEHHE GTEE33 M MSTO] MAEHTH -
CETT
A1 CTATHMECHAER NEpErpyILa CNNECTHHECKGA A8pOpMAaLHad
by cpes

Ch warnb

di CEpyMMEaHUE

B CHATHE

fl yocTanooTs

g) KOpPPO3HOHHER YCTANOCTE
M) KOPPO3HANPHHSNPAKEHAK

I} COMETAHWE BRILLAHAIBAHHOMD (WABHTUMWURPOBETR)

|b apyroe (yeazate)
k} HEYIaNOCEWIBHTHEHLHPORETE

Il aran MccneqoBaHKA

7 THn MATEPWENSE (YKA3ATe METOS SHENWAE, oM. B.1 npanowedna B)
8) XMMWYBCHEWA COCTES

8 MUEpOCTPYHTYRE [MHUEQOCAONMHECH08 MCCNEQOBAHAE, YEE38Th NONOKEHNE U OPHEHTALM obpasua)
B) paasmepe 3EDEH

bl coOep=aH@e BENYEHEnA

C} BEAKNESHRTOMPAHULAM 3808H

di MMOfeH=OCTe

g)] COCTORHME {PERPUCTANNMIZUAA, XONOOHOSSPOpMARDEEMHEIR, KOEAHLIE M T 1. ]
fl MHEpONOPHETOCTE

0} WHeE ocofBeH=0CTE

9 Mexanwyeckue ceoicTea (HT] = He npUMeHrMo )
B) TEEDAOCTE (¥EAEZATE CNOCOB M nonomeHRe]

b} MCNETEHME HA pECTAXSHKE (paisep ExBopiy, opeeHTayuA, palfiouaa anusa)

Cl Npenen npoYsocT:E

di npenentedyuecTH, 0,2 % nedopMay«Eun

81 yON#HEHHE %]

fl yMEsbWEHRE NNOWEAH (%)
01 MCNETEHWE HE WIrMG

h:l WH B THEB WCN B TREHHA

10 Metannuueckoe MokpeiTEae (HIN = He npasieH@mMo)
B) METEPUEN NOKEEHTHA

bl COCTORHKE NOKp=ITEA

C} OUSHEAYACTHOTOYTCTEYHWED S NOKPLITHR

I:l:l IHaYseHHE NP HECTA HA COBWMM

Bl IHAYMEHWE NpeOena npoYHOCTR
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NMpunomesse B
(enpagoYHOe]

PediepeHTHLIE METOOL! OUEHKM METANMHYECKHX MaTEpPHANOB

B.1 XapasETepHCTHEM THMHYECEOrD AHANKWAE

M pAMEYaAHUE — B neHH=IX CcTaHga PTAX MOHHD TAKKE HEATA ONPEIBRNEHRR MENAHWHELKW X CEBOACTE W METOO0E
W MCNBITAHHA,

B.1.1 MesayHapoaHwIe cTAHAAPTEI

— 153 5832-1, implanis for surgery — Metallic materials — Part 1. Wrought 2taintess steel

— 153 5832-2 Implants for surgery — Metallle materials — Part 2: Unatloyed anium

— 153 5832-3. Implanis for surgery — Metallle matarials — Part 32 W rought ttaniem -aluminium 4 vanadiem alioy

— 150 58324, Implanis for surgery — Metallle meterals — Part4: Cobalt-chromm-malybdenum casting alloy

— 150 5832-5_ Implanis for surgery — Metallie matenala — Part 5 W rought coball-chromiwm-tungsten-nickel alloy

— 150 5832-8, Implants for surgery — Metallic materials — Part 6: Wraught cobali-nickel-chromium-malybdenum
allay

— 150 5832-7. Implants for surgery — Metalllc materals — Part 7. Forgeable and cold formed cobail-
chramumnlckel-molybdenum slloy

— 150 5as:-a, Implants  for  surgery — Metallc malerials — Part & Wrought  cobal-nickel-
CRramLm m oy bde nu m-tun gsten-iren alloy

— 150 5832-9. implanis for surgery — Metallie materials — Part 82 Wrought high nitregen stainless steal

— 150 5832-11. Implanis for surgery — Metallic materials — Part 11 Wroeght ilanium G-aluminium 7-nlcbium alloy

— 180583212, Implants for surgery — dMetallic materiais — Part 12 Wroeght coball-chromium-malybdenum alloy

— 153 13782, Implants for surgery — Metallic materials — Unaltoyed tantalum for surgecal implant applications

B.1.2 Opyrde cTaHaapTel

— ASTME 353, Standard test methods for chemical analysis of stalntess, heat-resisting, maraging., and other similar
chromium-nickel-irom alloys

— ASTM E 35%4, Stendard test methods for chemical anafysis of high-temperalure, electrical. magnebc, and othear
sumilar iran, nickel, and cobalt alkoys

B.2 XapaeETepHcTHEM MHUKPOCTRYETY Db

B.2.1 MexgyHapoaH=e CTAHAAPTHI

— 153 643, Steel — Micrographic determination of the ferritic or austenitic grain size

— 1804967, Bteel — Determinaton of the contents of nonmetallic Inclusions-micragra phic-metnods using standard
diEgrames

B.2.2 Npyrde cTadnapTel

— ASTM E45, Standard test methods for determining the inclusion content of steel

— ASTM E112, Standard test methods for determining the average grain size

B.3 MexaHn4ecHWe CEOACTEA

B.3.1 MexoyHApOAHRIE CTAHAAPThI

— 150 4545 Metallic materials — Hardness test — Knaoop test {far paricular conditions)

— 150 6507, Metallic materials — Hardness eat — Vickers test

— 150 6506, Metallic materials — Harmdness test — Rockwell test (scales A-B-C-D-E-F-G-H-K}

— 153 6892, Metallic materizls — Tensile testing at ambient temperaiure

— 150 438, Metatlic materials — Bend 125t

B.3.2 Npyrve cTadHnapTel

— ASTM F 1044 Standard test method for shear testing of porous metal coalings

— ASTMF 1147, Standard test methad for tension testing of calclum phosphate and metal coatings

B4 DononHATEeNsHER KHopMaLMA

— ASTM E B60, Standard practice for examining and testing items that are or may become Involved in products
labitity litigatan,
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Npunoxesne OA
{cnpaEoYHoe)

CeenoHHA O COOTREETCTEMH CCLIUNMOYHBIX MeXOYHAPOAHLIX CTAHOADTOR HAUMOHANEHBIM CTAHOAPTAM
Poccuicron epgepaumm

Tatnwua QAN

DfoaHauEHAR CORMDYHONS MERDYHAPa0Ha UBaIHaMEHME W HOHMEHSEAHNE CODTRETSTEYHILEra B
i Creanens cooTBE TCTENA
rir CTAMOAPTA WHOH ANEHDN CTAHAART

WCO 12891-1:1858 1o FoOCT P HCO 12891-1—2012 «HagneseHne
W AHANKEI XHEYPrHYECcKAs WMNNasTaToe. YacTe 1.
HIzEMNEweHWE W NoPANGK oBpEWSHWA

MpumedaHse— B HACTORLER TaBNUUe WCNONEIOBEHD CREOYUWEs YENoBHOE ob0IHaYEHHE CTENEHW COGT-
EGTCTEMR CTAHAAPTOS!
- BT — WOSHTHYHEIE CTAHOAPTH

Y¥OK 616-089.743-77:006.354 OKC 11.040.40 P22

Kniodespia CNOBA. aHaANWMS, KIBNEYEHKE, HMNNAHTaTel METANNKUYECKHE KUDYRrMYeckle

Pagagrap 0.4, Crmasndogcras
Texnwuecked pegaktop 8 M. Apycasosa
Happastap M.C. faSawaas
HamnemrepHan sepotea AN Joromepeacd

Coare mHaGap 300062074, Mogrecado B nagate 11082074, dapear 60 « Ed}{. FaprwTypa Apgwan.
Wenoonew. n, T A0 Yaoewag. m 1,000 Tupam 72 awa. Tap. 2081

Wagamo n omnadarane oo YT «CTAHOAPTHH®OP M=, 123995 Mocraa, Mpasatiwis nep., 4
www.gastinfo.rw infofgasinio.ru
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