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MNpeancnoewne

1 NOAMSTORNEH depepansHeiid MOCy IApCTEEHHBIM DIOOHMETHRIM ydDexOeHer «HaydHeld uyeHTD
CEROEYHO-COCYOHCTON XMpypndu v A, H. Bakynesars PAMH (EIBY « HUCCTX na. AH. Bakynesas PAMH) Ha
OCHOBE COBCTEBEMHOMD SYTEHTHYHOID NEREROAA HA PYCCKMA S3BIK MEXIYHAROAHOMD CTAHOAPTE, YEAIAHHOIO B
nyHKTE 4

2 BHECEH TexHdYeCckulM EOMATETORM NO CTAHAARTHIALWA TK 453 alsnnanTaTtsl B XMpypras

3 YTEBEPHIOEH WM BBEOEH B OEWCTBWE NMpuxazom QeqepansHOrs aresTeTEa NO TEXHHYECKOMY
PEMYNAPOEAHAK M METDONOMME oT 12 wiona 2012 r. Ne 185-cT

4 HacToAWMA CTAHJAPT HOSHTHYEH MEexIyHapog oMy cTaHgapTy MCO 12807-4:2000 «MagneweHHe |
AHANAE XAPYPTHHYECKHY KMNNEHTATOS. HacTe 4. AHANAI MIBNEYEHHbIX KEDAMAYECRHX KDY PrAHECKAX MM aH-
TatoBs (IS0 1288142000 «Retrieval and analysis of surgical implants — Part 4: Analysis of retieved ceramic
surgical implantss ).

MNeK NEAUMEHEH MKW HACTOAWEND CTAHAANTA DEKCMEHOYETCA MCNONLI0BATE BMECTS CObINOHHLIX Me®0yHa-
POOHEIX CTAHAARTOR COOTEETCTEYVIOWME MM HALUWOHAN EHEE CTaHgapTe Pocorickon Pegepaynd, ceeaesna o
KOTOPEL NEHBELEHEl B GONCAHMTENEHOM NRANCHEHKHA A

5 BBEJEH BMNEFPELIE

Mpaauma npuMeNeNus Hacmaesweso cmawdapma yemawogneds: & FOCT P 1.0—2012 [(pazdan 8).
Hudbopmauus of usMeseruax & Racmofweny cmardapmy nybnukyemcs & exesodHon (o COCMOANLIN Ha
T AMeaps mexyweso 20da) WWDoDMaLUGHROM Yazameans « HauuoHansieie cmandapmeis. 4 GWhUyLanstsil
MEKCT UIMeHEHUD U TaNpagoy — & SXeMECAYHOM URDODMaLUONKHOM yrasameane «HayuoHamnsHee Ciman-
dapmeis. B cApyae RE0acMomDa {3aMamb) UL SMMEeHE HECMOALESD cmanddanma COMEemomErioLes Yee-
damnonlie Sydem anyfnukoeaHd @ GnUXaiieM aeiMychs eXeMecAYH0as UHODMALUOHNO2D YEaZameans
a HBLUOHATEMLIE CMaHdapmes. COOMEeMoMayolian UHPopMaYLUR, yeedoMIeHue U MBNCML DAIMELLa0m-
CR MAaKWE @ UHPoDMaUUoHRON chcmae obles0 Nans208anua — Ha ahuyuansHoM cadme Dadepane oss
A2EHMCINES N0 MEXHUHECKOMY DEEVTUDOEANUI U MEMPOnoaUl & cemu Mumepwem (gast.ru)

B CradgapThagopm, 2014

HacToRWWA cTAHOAapT HE MO#ET BkiTh NONHOCTEH MNH YACTHHHO BOCNDOHIBEEH, THDAKWDORAH W pac-
NPoOCTRaHaH B KaYecTee ohuUMansHOro Hagauwa Gea paspelwerva DeaepansHong araiToTEA NO TEXHWSECKD-
MYy PEMYNIHPOBIHAIC W METPONOTAM
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HAUWOHANBHBIW CTAHOAPT POCCUMWUCKOW GEONEPALUMMU

M3BNEYEHWME W AHANMK3 XWMPYPITMYECKWX MMNNAHTATOR
YHacTe 4

AHINKI HIBNEYEHHBIX KEPAMHYECKHE XHPYPrAYecHny HMNNaHTaToR

Retrieval and analyels af surgical implants. Fart 4. Analysls af ratrieved ceramic surgical implanis

Oarta spenendn — 2014—01—01

1 OBnacTs NpUMeHEHUA

B paznuysex Yactax MCO 12891 nprBedets PEKSMEHIALKA NO MIBNeYe 0, obpalleH i 1 aHanday
HARYOTHUSCKHE MMNNAHTATOR W CBAIAHHEE C HUMK CORasyoR THAHEeR, HIBNeKAaMEY ¥ NAUMEHTOR B DAMEAX
COBMHORE NPAKTAKM, NPK XWOYDIAYECE0d PEBUIMK, BHONCHI 1NK 2yTonckK. Lensw HacToswens cTavgapra
ABMASTCA NPEAoCTABNEHKE PYKOBSACTER, NOIBONAKUErD NPEACTEPATHTE NOBREXIeHHEe OBPAILOR TRAKMK,
NPUCTABLLIAY & MMINAMTATAM, MOMYLWLEE NOBNMATE HA PEIYNETATE UCCNEA0BAHKA, 3 TAKKE CCYLECTBTE ofap
DaHHEE CCODMDEEHHEM A08KBATHblX BDEMEHHEIX DAMOK M YCNOBHK, 0BacneYMBaIoWMX IAK0HHY K CHTY MCCha-
poeaHuA. MO 12891 -1 OTHOCHTCA K H3IBNEYEHHD ¥ Nopaaky ofpawenna. MO 12891 -2—KC O 125891 -4 oTHO-
CATCA K AHANKIY WMNNAHTATOR M3 ONPEOENEHHLY MATEPWANOE W COASRMAT NDOTORONL OGNS BHECEHKs
Nony4eH s gadHs. 0na oTgensHex Nporpamm MCccnedoaainid sMoryT noTpefoBatec QononHHTEN BH e,
Gones cneldnHHBiE NPOTH0NRL. [DH KCNONBEIOEAHKWA CNEUWANBHEX AHANWTANECKWX METOOME JO0MsHbl DBiTh
onpegeneétsl CoOTEETCTRYIOWME MEaETHEWE 0D0ALLEHHA C XUPYRTHYSCKHMA MMNNAHTATAMA.

B HACTOALLEM CTAHOADTE NPUBSOEHE DYKORBOOCTED MO AHAMKWIY HIBNSYSHHBLIE KEDAMAYECKWY XMDYDrd-
HECKHX MMINanTaToe. Ha npeameT oGWwed nHdgropraurn no kepaskie — caa. Bubnuorpademio. MNpreegeds TRK
aTana MCCNESOoBAHKWA B NOCNEoBaTeNsHO0CTH OT MEHEE DA3PYILMTENEHEY K BONes paipyLuMTeNsHEM MEeTo-
Oan WCCNeNoRAHKA, NDHEEOEHD PYKOBOACTED NO BuGOpY 3TANA W BHOA HCCMNEfOBaAHMA, COOTRETCTEYIOWMY
TIANY WMIMAHTATA 4 LENAM WCCNeLoBaHHA.

HacTOAWMA CTAHOART KACASTCA 4NNOTHOHY, « CTADUNEHOH D KERAMMKK, TAKOH EAK OKCHA 2NIOMAHHA M TET-
parcHan LWApKEoHKA. TeM He MeHse, B NOOXOOALMY CNYYaax, pasnensl HAcTOAWErs CTAHOapTa MOryT Take
MPHUMEHATECA K MeHee CTABUNEHoR KepanMUee, TAKoA BaK rMDpoKCHanaTtiT, Wi SHONpOoOMMULaEMMON BepamMdie,
TakoW Kak Tprkansuyridroctat. B pazgene 8 npueaneH pRO YCNORKA MO ERMONHEHWEG AHANK33 KeDaMIEN TAKHX
TINOA,

HacToAwMA cCTAKOAPT O0NHKEH NPHMEHATECA B COOTEETCTEMM C TPEDOBAHHAMH HAUHOHANEHEX CTAHOAD-
TOB W AAKOHOAATENBCTEA, OTHOCAWMECA K ODRALLE HAK M BHAMNMAY WIBNEYEHHBE HMNNAHTATOR W TEAHENW 4 CEA-
TAMHBIX C HARKA BHRONOMAYECHNY MATEDHANOB.

2 HopmaTHBHLIE CChINKK

B HACTOAWEM CTaHGaPTE HENONBEA0BAHE! HOPMATHEHBIE CCRIEM HA CNEJYIOWHWe CTaHgapTe. Ona 0atk-
POBEH H X CCbIMFOK NPHMEHA KT TONBKD YEAIAHHEE HAgaHAA. N8 HeJaTHDOBAHHE X CCBNOK NDMMEHAKT CAM biE
NOCNELHWE K3OAHKMA [BMNH0YEA NIODEIE MIMEHEHNA M NONPaBEM).

MCO 1289111988 MagneveHHe M aHaniia XMDYRrHYeckdy iMnnanTaTos. HacTe 1. MaaneseH e ¥ nopa-
pok ocbpawedda (IS0 1288111998, Retrieval and analysis of surgical implants — Part 1. Retrieval and
handling)

ManaHue SpHUManbHOE
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3 TepMWHbI U OnpenenedHuna

B HACTOAWEM CTAHAALTE NPMMEHEH CIREOVIIWKA TEPMUH C COOTRETETRYIOWMM ONPELENe HHaR:
3.1 HepaMHYeCKHHA XHPYPIAYSCKHA HMNMAKTAT: XHPYPIHHEcKEA MMINadTaT, COCTORLWWE M1 KeDaku-
YECKHK MATERHaANoR, NPEdHIIHaYeHHBIR SNA KMINAHTALHK B CPTaHAIM XHDYDTHYSCEHM Ny TEM.

Mpumesasne 1 — Janes geage — «WMNNAHTATx.

M PUHMBEY BHHWE 2 — TEpMUH MOHET TIEHE MCNONEI0BETECA ONA KOMNOHEHTE COCTREHOIMD WMINAHTATA.

4 Mpoueaypbl H3BNEYEHWA, 0BPALLEHWA M YNAKOBKK

Mpougoyped MABNEYEHAA, ODPaLEHWA, YNEKoEKA W JaUMTE NEPooHana GonMHe CODTEETCTEOAATE
MCO 128911,

Mpumeyssne — B auscTes Mep NPEGCCTOROMHOCTH WIBNEYEHHEIE HMANBHTETH CNSLYET CTEPANMICBATE C
NOMOWL B CO0TEETCTEYHW W CREGCTE, KOTOREE HE DA ILIBAT HETATHEHOND EC3NSACTEMA H8 UMNNAHTAT HNK HA NNEHW QY-
BMEE ACCNE008aHMA. DNUCEHWA COOTRETOTEYIWKMY NEDUSOYD MORHG HAATH B MCD 12891-1, npanowed e &,

5 AHaNKW3 KOHTAKTHLIX NOBEPXHOCTEW MMNNAHTaTA

51 KoHTakTHaA NOBEPXHOCTE SMMNAAHTAT — THAHLY

JHAYHTENLHYE H3CTE HHOODMALWA 00 HIBNEYEHHOM HMNNAHTATE NONYY20T, AHANKIADYA KOHTAKTHYID
MNOBEEEHOCTE, CNeayeT ObpaTHTE BHAMEHWE HA HAYHEHHE YACTHU W NPOAYKTOR Jerpalal9di B TEaHAX, NEune-
HALMK K AMANaHTaTY. CNegyeT Y4ecTe XHMUYECHHE COCTAR NOBOYHEIX NPOOYKTOR A8MPagaurK HMNNaHTaTa |
HCCMEQOBATE KIETOHH YD DEAKLKID HA MMINAHTAaT,

B cnysanx, orga NeEepxHoCTe MMNNadTaTa chopMdporaHa Takrs cbpasom, 4Tode cnocobcTROBATE
BRACTAHMKD THAHEH, MIYSEHAES KOHTAKTHON NOBEDXHOCTH «HMONARTAT — THKaHL» NPELCTABNAST OCODLIA AHTE-
pEc, W DeYNeTaTel Q0MHHE Dbl T 3a0HKCH POBaH L . BO3MORHD 0GHADYHEHNE MHEPOCKONWHECKNE NEHPOCL MK
OCTATHOR TRAHK HA NOBERXHOCTHOCTAX, [OE HE NDEAYCMATRMBANOCE HAMEDEHHOTO HABMNEYEHIAA THAHK BMECTE C
HBAMMAHTATOM.

Mocsonsky NagaMeTpsl BUOTKAHK MOMYT CYLLECTEEHHS MEHATLCA N0 MERE YOANEHWA OT NOBEEHHOCTH
HBAMMAHTATA, BAMHD, YTOGE AHANKS TEAHK DN NPOBEOEH B KOHTEKCTE CMMINAHTATOM [CM. TAKEE COOTBETOTEY-
KwMe nogpasaents MCO 12891-1, vanpumep, 4.5).

5.2 KoHTanTHaa NOBEPXHOCTE aMMNMAHTAT — MMAN3HTATS

Ecni KepamMHYecke HMINaHTaTEH WMEKNT COSAMHERMA WK KOHTAKTUDYIOT C ADYIMMH KOMNOHEHTaMMA
HBAMNaHTAaTA, OCoDBIR MHTEREC NDEOCTABNAST COCTOAHKME KOHTAKTHRYIOWKWX NOBEPXHOCTER HMNNanTaTa. Mx
HECMEqOBaAHWE QOMEHE GLTENPOBEOEHD & YHETOM BTODOR KOHTAKTHEYHLWEN NOBEDXHOCTH, W MOMET OKa3aTBEA
HEODXOOMMEIM NMPUHATE BO BHMMaHKe Te 4actd WCO 12897, KOTOpwIe OTHOCATCA K BWOY Marepdana
KOMTAKTHRYKILUETD KOMIOHE T,

6 AHanW3s AMNNAaHTaTa

6.1 OBuwMe nonoXeHWA

E QaHHOM paifens Hanomes paauuHee 3Tans OLEHKN XapakTepucTHE, KOTOREE HeoBKoaMmo nomy-
YT NPH WCCNEA0BaHAA WARNEYEHHOMD MMINAHTaTE. AHANWI HIBNEYSHHOTD MMINEHTATE MOWHD PASOSNHTE
Ha TR ATana, NpK 3ToM CTENEHE OUEHEH X3DaKTEPUCTIAR M CTEMEHE PAIDY LM TENLHOCTH METO08 MCCNedoBaHWA
BoapacTaer or atana | karany . OxapakTepWIoBaTs MMINAHTAT MOKHO NYTEM MAKPO- M MHEPOCKONWHECKMK
WCCME00BaH WA, AHANKIA KUMIAYSCKOND COCTARA, 8 TAOHE oUeHEDH GIUAMYECHHE 1 MEXaHWYECKWY COORCTD.

6.2 Cranpgaprean ropma

CTanpaptHans opma C yrEaiaHiem MHGopMauWy, Noanekaled DermcTPaukK Ha Kasgos 3Tane Kocne-
OCBAHAA, NPHBEOEHA B NDHACHEHAH A B KAYECTEE OCHOBL . OTASMNEHLIE YACTH ATOR HOPME, HE NPAMEHHMBIE K
AHANHIWPYEMOMY WMNNAHTATY, MOMYT ObiTh ONYWEHBL. C Opyrol cTopoHel, opma MomeT BeiTe paCIUHMpEHS |
HaMEHEHA.

CTasoapTtHas fopmMa PErHCTRALHH HEOBX0OKMON KNHHKYECKON KHOODMALWA WM OONONHWTENEHEX KNi-
HHYECKHX JaHHsX NpiBggaHa B MCO 12801-1, npunokenke B

2
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MpoeogAT OTASNLHO AHANWMA KAROOND K3 KOMNOHERTOB kMNNadTaTa. CnegyveT NpMMEHATE JDYIMEe YacTH
MCO 12891, ecni Matepyans oTNHYHB OT KEPaMKAKA. M3-33 CNosHOCTH AHANKAA DATAYHLIX KEDaMHYECHHX
MaTEQWANCa, KOTOPIE MOryT GRITE MCNONBACEAHE! B MMINAKTATax, ¥ K3-33 GONLWOTD KONWYECTES NOTEHUW-
ANbHBIX BAGOE AHANKAA ¥ MCNBTAHKA, Npeanaraemox 8 MCO 128591, ncocnegosanke GENWTCR HA PAIHLE 3Ta-
Ned. BeiBop KaxOoro |3 atanck onpefenfAeTcd NEMYHHOR M3BNeYeHWA WMNNEHTATa W BO3IMOHHEIMK
OrEAHHYEHHUAMA NEK WCNBITARKAKX C© GAIPYWEeHAEM. BRINONKHAKT MAHKMANEHEIR 06LeM HCCNedoBaHvd NpK
PYTHHHOM HIBMEYEHMA, BCNH MMINAKTAT HE BRHILIBAST NOOOADEHKWA; NPOBOGAT ACNONHETENEHBIE MCNLITAHKMA
HBMMMAHTATOR, B OTHOWEHAK KOTOPBIX BCTE NOGOIDEHHA B HARYWEHKA BYHELHMOHKDOBAHKE, 8 B OTHOLWEHKK
HRMNMAHTATOR, YOIANSHHBIX WM3-33 WX HeYOOBNeTEODHMTENbHLIX PADOMHX XADAKTEDHCTHE, NOBESEHHE WNK
HEWCNPABHOCTH, BEINONHAKGT PACLHDEHHEE HCCNEQOBaHMA.

6.3 3T1anl|uccnegoeanuA. Makpockonuuyeckne McocnegoBad A (Hepaapywamwwme)

6.3.1 MaenTHipvrkaurAlpoToC LEMES

CrnegyeT 3andcaTe MapKMpORKY. HAXoOALYOCA HA MMNNaHTaTE. HaNpAMED, NOMOTHNL!, ARTHKYN, HOMED
NapTyH, PAIMepe M T. 4. (Ch. NpAanosed[e &) Mps HeobxoauMocTd MOKHO KCNoNBEINRATE DOTOCREMEY.

6.3.2 BuayankeHkid 0CMOTD

HMoocnenyoT NOBEDXHOCTA MMMINAHTATA © NOMOWSRM COOTERETCTEBYIOWME METOOoR Ons OSHapY=EHA
nboro BHAAa PRILYILEHKR, OTEA32 MW NOBREMIEHKE NOBEDKHOCTH, BCNH TAK0BLIE NPHUCYTCTRYIOT.

HW B KoEM CNYHAEe HA 0QHE K3 NOBEDXHOCTER HMONAHTATa HA JaHHOK 3Tane He 40N#HA Dol Te CUEHEHa ©
HENONEA0BAHMEM DA30RYILAKWHY METOAGE KCCNE0BAHKA.

6.3.3 BuayaneHoe MCCNeOoBAHME C HCNONLICBAHHMEM ONTHYECKHUY CPEOCTE MaNoro yEennueHra

BeinonHanT 0fWMe HCCNedoBaHika © MCNONEI0BAHHERM ONTHYECKONDS YCTROHRCTREA Manors yEENHHEHIA.
LenamT OUeHKy BARHOCTH NoNyYHeH X De3yNETATOR COMMACHD NPHNIOME MK A

6.3.4 JaneHedwan oUeHKa

Ecnu cornacHo 3aknsHedino atana | Hecbrodrmsl 4ansHedwve MCenedoBaHna ANA YTOHHEHMA Belnen-
HEHHBIX HAEMKLEHAR 1N GNA OUSHEK D0y XApakTEDHCTHE MK BUO0E OTKA3d MMONaHTaTa, TO MK cneayeT
NpoBOOWTE danee Ha atane Il

6.4 3ranll vcecnegosaHua. MUKPOCEONHYSCKME HECNEO0BAHKWA (B OCHOBHOM, HEPaIPY WAKILLLAE)

6.4.1 OBwme nonoMeHHA

B cnyyae HeobXogMMocTd oUugHka Ha atane || gonwHa SelTe NPpOBEOEHA NOCNE AapepleHAA aTana |
HCCNEACBARWA. JTOT 3Tan WCNEITAHKA, B NepBYI0 O4Yepedls, OTHOCKTCA K CUEHKE BMOOE OTKA3E W M3KOCa
HRMNMNAHTaTa Ne B0IMOKHOCTIA HaKBoNee HEPAIPYLWAIOWMM CNOCOGOM (M. NEHNoHEHRE A).

6.4.2 MccnegoBaHye ¢ NOMO LK MAKPOCKONS

HenoneayioT CTAHA2DTHEIE METOOL OWEHKA C NOMOW LI ONTASECKOTD MW ANEKTDOHHO-ONTHHYSCROTD MIAK-
POCKSME, NOgXOAAWME BNA KCCNE0yEMOore MaTepHana.

MpH HCNONE30BAHKK INEKTROHHOTS CKAHHPYIOWEND MHKDOCKONa MOTYT NoTRpefoRaTeCA CheunanbHeme
METOOKKM NOOIOTOBKA MCCNEYeMislX MATEpHanos,

6.4.3 PpakTorpapHYeCcKos HCCNEA0BAHKE

EcnuwvmnnadTaT paspyweHd, cnegyeT NocaHanknavpoeaTe NOBEDXHOCT: PAIRYILEHHE C HCNONLITBAHHEM
NOAXOORLLIAY METOOOBR ONA oNpeqeneHUA BHaa paipywenina. B uenow, cneayeT Waderars paspyllarkeid
CUEHKK. ECNM OTEAS HACTYOMN MEXQHAHESCKHM NYTEM, BAKHO OCOIHABATE, HTO ITO YHE MOMET CHWTATLCA OCTa-
TOYHBIM OCKAZATENBCTEOM.

6.4.4 COCTOAHKE NOBEPXHOCTH

B cnyyae, koraa ccofelil MHTEPEC NPeJcTaBnNaAkT HIHOWEHHLIE W HEWIHOWERHBIE A0HE! NOBERKHOCTH
HABNEYEHHOTD KEPAMUHECKOND HMNNaHTaTa, MoryT DblTe NPOBEASHE WCNETAHAA N0 OUESHKES WeDoXoBaTOCTH
NOBEPXHOCTH K&K QONONHEHKE KMOopPonor4eckol ouenie (CM. NRHNoHEHAe A, NyHETE 3 nd, nnprnokesse B,
paagen B.2).

6.5 3tanlll vccnegopanua. HococnegoBadKa MaTepyana (B 0CHOBHOM, Pa3pyLUaWMe)

6.5.1 OBuwMe NONOMEHHA

Ecnuueoixogume 0ansHeAwmne MccNe oBaH-a ONA OUeHKM CBOACTE WMNNaHTaTa, TO NPoasgATCH MCNkl-
TaAHWA, OTHOCAWMECA KaTany [ npunoseHda A, 2cnd 3TO CHMTaeTeA HeoBxoaMM eI ONA DaneHSAWard onuca-
HIWA XADAKTERWCTIAK MMNNAHMTATE W 80 MCTORMHIA.

CyLacTBYILWME METOOL HCNEITAHKA NeEpEYHCEHEl 8 NprnoxeHun B.

6.5.2 Cocrae matepyana

6.5.2.1 OnA MCcNeaoBalua QECNNaHTaTa MOMET SKAIATECR NOCTATONHBIM YAGCTOREPHTLER NPOCTEIMK
CNocobamk B BUOE KEpaMUYecsoro MaTepHana, yEalaHHoro WaroToertTenes. Ecnn weobxogkma bonee nog-
pofHaA HHDODMaLKA WK NPUPOLE KERRMUHECKOrD MATEDMaNna HenaBecTHa, ONA Onpegene A HeobxoauMesx
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DHINHECERE M KHMHYECKAX CEBORCTE CNedyeT MCNoNbICoEaTe COOTRETCTBY DLW ME METOOE . ECNK HIBRCTHE CTAH-
OAQTel, NOOXCOALME O2HHOMY BAOY KEDAMMHECKDrD MaTepHana |HMNNaHTaTa, To Npd onpedenasiid Braa
MaTEpHana MMNNaKTaTa Ha HixK CNeayeT CoCNaTeECA (CM. NpUNoxeHne B).

6.5.2.2 Mpy onpeggnaqil SHMAYECKOND COCTaRa KEPaMUHEcEry WMNNAHTATOR CNegyeT HCNoNe3aneaTe
MNEAIHAMHEIE AHANKTHYECKHE METOOs!. FPH 3TOM CREOYET NOHMMATE DAINHYKE MENOY CKPHUHWHMOBEIMK METO-
OAKK, TAKKMME E3K PEHTIEHOCTRYRTYPHBIN NyopecUueHTHBIA ananii i EDX adanna, ¥ 8sIicOK0ToYHBIME 4 Cne-
UK DHYHBRA BMETOOAMA, TAKKMKE KaK aToMHO-a0CcopOUMOHHan CNeKTPOCKONKA M CNekT pomOTOMETRHYECKIAA
AHANKI.

5.5.2.3 MNpy HeoBX0QWMOCTIH, CTEMEHE KPMCTANNHWAALWA W ATOMHAA CTRYETYRA MOMYT BT ONQeaeneHwl
METOLOM DEHTIEHSGWDDaKLHH.

6.5.3 MurpoCcTpyETYpa

8.5.3.1 Mpy HeoSXoOUMOCTA CUBHWEAIOT MUEDOCTRYETYDHLIE OCODEHHOCTH NyTEeM WCNoNBEI0BEAHMA
CTAHOAPTHO M MOOroTOBKA KEDAMKKM # BelBODa METOOa HCCNeR0BaHKA, OTREYAIOLWEND HCCNEDYEMOMY MaTEDH-
any. MeTogQel © MCNONEI0OBAHWE M ONTHYECKOND W 3NESKTPOHHOMD MAKDOCKONOE MO¥HD CHATATE NPHTOOH LIMA,

§.5.3.2 OnpegenflioT pasMepsl I8peH, HCNoNeEaya COOTRETCTREYIOWWE METOOk .

6.5.3.3 MNpoBepawT MaTEpUan Ha HANHYKe BENIOYSHEE, MYCTOT KW NOTEHUHANEHLIX OeeKTOR | TReLLMH
WT. ) AnA onpegeneHdA BETIOYEHUE MOKeT DblTe MCNONLIOBEAH ANEKTROHHO-ONTHYECKKE MAKDOaHANKA
(Hanpumep, ECX ananua B cCKaHHpyoWwEs aNekTRoHHOM MAKDOCKRONE ).

6.5.3.4 MNpy MCCnedoBpaH K NOPHCTOND KEPaMKUHECKOrD MaTepyana cnegyeT onpeden T CReaHHR pas-
MED Nop.

6.5.3.5 PacnonoweHde cOnacTd WM HacTd KCCNeOyemMoro HMNNaHTaTa QomaHo DulTe WOe HTUMUMpo-
BAHO N0 OTHOWEHWED KO BCEMY MMITAHTaTY K 3adiHKCH COB3HO BMECTE C pedyNbTaTamMy vocnagoeanma. MeTton
aHANKaa AoNHeH BeiTe YETHD ONPaLEneH.

6.5.4 Mexauwdyeckwe cBORCTRA

6.5.4.1 BuaMCheTaqAA, NEOB0OKMOTD Ha JaHHOM 3TANE MCCNeOoBaHWA, I2BHCHT OT THNA MMILNaHTaTa M
0ENacTH ero NprMedeHra. NMpegnaracMse HCNBITAHWA NePEYUCNeHk B NoUMNoMeHHH &, cnvcor B (cM. npruno-
weHHe B Ha npeaMeT Belibopa METOO08 HCNLITAKKMA K COOTEETCTEYIOWETD CTangapTal.

6.5.4 2 OnpegenfnT NNOTHOCTE W TEEPOOCTE B COOTESTCTEMA C CYWECTEYIOWKMH CTaHdapTamMy Ha
mMatepHan (CM. npunokedve B Ha npegMeT npeanonaragmss MeTogoe). Fa-1a ascokod TEEQZ0CTH NNGTHDRA,
CTAGUNLHOR HEPEMARA, MCNONLIYEMOA B MMINAHTATAX, DEKOMERIYETCA METOD ONDEJeneHMA TEEQOOCTI No
Huyny (Knoop).

6.5.4.3 B cnydae HeobxodWMoCTH, ONgeansinT CEOHCTES Ha pacTAMe e, Markh, CxaThe W T. O B CooT-
BETCTEMM ©O CNEUAGIMKALWARMIA Ha MATEDWAaN, BCNK TAKOBEE QOCTYIHE, W OPYTHMA WCNETAHHAME, NDUro0Hk-
MK ANA WCNBITATENLHEXY 0BpaIL0E, KOTOPBIE BOWHO HAMOTORATE W3 wWuMnnadTaTa. MoryT safniogatsca
OTKNOHEHKA OT PAIMEDOR CTAHIAPTHEIX 0Opaayos, CDYCNOBNEHHLIE PAIMEDAMHA HCCNEOYEMOTD MMIAHTATA.
STO QOTHHD BblTh YYTEHO NPH CUEHKE DEIYNLTATOR MCNBITAHKWEA [CM. Nprnowkerse B, paagen B.3).

6.6 WmnnauTtarel c obpadoTanHON NOBEPEXHOCTE MK C HAHBCEHHEIM NOKPLITHEM

6.6.1 B cny4anx, kirga NoBepxHocTeE HMNNaHTaTos 0fpatoTaHa Wi WMeeT NOEDLITHE, HeoDxoo Mo
PACCMOTPETE CNEOYIOWHE B0 MCNETAHWA.

6.6.2 McocneaywoTvsnnaKdtaT Ha NpeasMeT ULeNoCTHOCTH 8ro CTRYETYPE. B YacTHOCTH OTMEYaInT noaane-
HA2 HIMEHEHHLIX YHACTKOD NOBEDXHOCTH WMNNAKTaTa, YYacTHOR C PAcchOeHraEs, NoOTEDAMK NOKDLITHA WK
AREYTHME MaMEHEHMAMK NOKDLITHA.

8.6.3 OuecupyioT pacnonoxedre Nobsix GpaniesToR MMONEHTATA UMK 80 YACTIL M MCCNeayeT motye
BIAHMOCEAL L C NEHNENALWMME THAHAMN,

6.6.4 MMpoRogAT CNEUManEHEE KCNLITAHWA JN8 OUEHEH CEBORCTE NOKPLITHS MW CCHOBR (ONDeaenamkT
KAMMSECHHE, MAKDOCTRVETYPHBIE 1 MEXAHHUYECKAE XaDakTERHCTHER).

5.6.5 AHAMWAIKPYIOT TEAHE, MPACTABWYIO K MMNNaHTaTy, NKoee e GparMedTs Wik YacTHu .

6.7 Buogerpagupyemiie KEpaMHYECKHE HMINAHTaTE

6.7.1 Bconydae, ecnd MMNNaHTar HIaroToOBRNEH M3 KEPaMKEA, CHMTARLLEACH pACCACKIBAIOWERCA (Bruoder-
AQHDYEMOR ], MOMHS NPOBOLHTE MCNETAHKA, CNHCAHHEIE 8 HACTOALLEM CTAHOADTE, OAHAKD DE3YNBETATEl CNe-
OYeT WHTEPNPETHROBATE C YY4ETOM QHAMHMECKME W XMMAYECKMX WIMEHEHWH, JABMCAWLKME 0T BPEAEHNA
GroferpagaumK, CHNOGASMONT 4NA KEPaMWEE QaHHors BEraa.

6.7.2 HMeocnegyioT MMNNAHTAT HA NDEAMET UENOCTHOCTH @ro CTRYETYDEL. B YacTHOCTH OTMEYaI0T NOABNE-

HAS AIMEHEHHL X YYaCTROB NOB2LXHOCTH MMNNaKdTaTa, Yy4aCcToR C DaCCnNoeHMEM, NOTEDAMKH NOKDETHA, TRELW K-
HaMA A DY TR HIMEHEHHBR M.
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6.7.3 DukckrpyioT pacnonoxedue Nooex doarMeHdTos MMIMadTaTa Uik eroYacTil M nccnegyIioT nobyio
BIANMOCERSE C MPUITEHALLMI THIHBMK.
6.7.4 AHanMINDYKT THAHE, NDHCTABWYHY K MMINaHTaTy, Niobole 28 rparseHTil Wi 43cTHUbI.

7 KnuHu4ueckwe ceegeHAnA o qI'fHI{LI,HﬂHHFH}BHHHH HMnOnNnaHTaTa
OnA ouesHEd HNAHHYECEMX XapakTepyucTHE KCCNeayeMors AMNNaKTaTa, B YACTHOCTH, B CIYYae paipyLua-

HWA UK YXYOWEHKA CRORCTE, HEOGXOOUMD NPMHUMATE BO BHAMEHKE HAIHAYEHWE HMNNaHTaTa, GUInonor-
YECEME YCNOBWA &ro @yHELHOHMDOBARWA, PRIYNETATE KIMHWYECKHE HABMIOOEHWA M HATPY3KY HA MMNNaHTaT.
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MpHnoxeHWea &
[cnpagoyvHoe)

CranpapTHaa GopMa onA NpoBLaeHHA AHANWAA WIBNEYEHHLIX KEPaMHYECKMX
AMPYPrAYeciH HMNNAHTATOR

NpoTtokan Me

faranpoTtokona

MccneAoBAHHE HIBNEYEHHOID HMNNAHTATE

3TOT GTHET OTHOCHTGA & KOM MOHEH Ty he W3 ECaend BEOMOSHEHTOE.

CocToAxse:  He nospexaes [ cnomas [l B TpewH=ax [ noepexged [ apyroe ]

M PHMBY BHWE — NasHan MOpsa ASNRETCA DYSOBOACTEOM NO SPraHEIALMKA ACCNed0BAHMA UWMONAHTATA W
nEpenCTaENeH#K SIYNETATIE HCDNEd 0B HER . Hen pEMEHEMEE PEEOAaNE MOMHD YOANATE MM NOMaYATE KAK Halp ke H#-
Mbee. MowsEo CcOZ0REETH Apyrde MoDMel, CCHOBAHHLIS HE 3TOM SNTOQHTME. Flpﬂ HECAXOLWMOCTH, MOKHE BHOCHTE pEsyb-
TETE LONONHRTENsHBX a8 Naesui.

ATan | MCCNesoBaHWA [HEPAIPYWAKLWEas)

1 THN WMANEHTATE {MATOTOEKMTERR @ M O08 Mk )

MoeHTUEWKAUMOHABIS OTMETHH paIimepk

2 Tun MATERPHMANE (HACTONLED TOMHD, HECHONE KD BO3IMOMHG )

3 MaEpoCKONMWYHECHHE ACCNEROBAHMA, BHIYANEHEE M C UCNONE30EAHHEM ONTHK © MANEIM YERNW-HEHHEM |DLSHRBET
kak ECTh, HET, COMHMTENEHO wne HE MPMMEHHMMO — onpegennTe nogpoiines, ecnu TpedyaTton |
Facnonosesue (SITE=ETE: ]

81 MIHOC (0N MWHTE NPOABNEHUA]

bl HaMeseHdE LWEETA

C] Nepesoc MATEpMana

I:l:l yapannHe WK TOHeYHaA E0DR03MA

B pajgeneHye Ha - acTy

fl KPYNHBE TRELIMEE

0) KPYNHEE W MENCHE TREWRHE #E NOBSPXHOCTH

hi ockongn

I} 3poIdA NOREREHOCTH

|} MExaHWMECKHe NOBDSKIEHWRA

Kl MaponopMocTocTe

I} CoBORHERHS C THAHER

M) QOYIMe THIE PA3pyLWaHy A

G
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SramlluccneaocBaHwA (B CCHOBHOM HED B3P VWA LEe)

l|'..|,-H.I'I BHEALLAR CUEHKA NOBAPXHGCTHA M B0AMOHHBIX A8 dekTos npu B0 L Ok YEENAYSHAY [C WCNONBA08AHWEM ONTHYECKOND
W AN ATPOHEOMD MUEDOCKONE )

4 WaHoC 4 WCTH paHWe |[afnn ECTh, onpegendTe  ONHLLETE PACRONOKesWe ¥ MeToO HCCNed0EaHuRA)

&) aArSInoHEA BIHOC

b} afipaseBEmbid HIH0C

o) NEPEHOC MATEPHANE

d} WIHOC * DEIDYIWEHWE

&) WIHOos * YoTANOCTh

) MHOTOKOMNOHEHTHER W3HOC

g} pECTpECEMEaMUWE/ NOBEDXHOCTHOE PACTPECKHBEHHE

N} MCTHPEHHME, PACTEOPEHHE (ONMWKATE NogPofiHo)

5 MexaHa4eckHMiA oTHAS lecnK ECTh. ORpEnenETe BWA A DACNONOEEHWE OTEI 38 W METO0 AEAHTHEMEA UMW)

a) craTH4eckanneperpyka

o) cpes

) narng

d} nepespy-HEEHHE

&) CTONEHOESHWE

1) yoTanocTe

g} yoTanocTe, koMBnsnpoBaHHER C

n} pAcTpeCEMAAHWE NO0 HANPAKSHHEM

§) MCTUP3HHE + PACTPECHUBAHEE

) COMETAHWE BRELUEHAIEAHHOTD (MABHTHROMYMPOBATE]

K) apyrog (ysazaTs)

Il HEBOAMOKHO MAEHTHPHUMPOEA T

Fran llMccnNefOoBAHWA (PRIPY LA KL ES)
6 Tun MBTEpWANA [YK338Th METO AHANMEA, CM. NpHNGKEHWE B)

a) TWMHYECEMA COCTEE

7T MurpocTpyeTypa ¥ JedenTel [MUEPOCEONHYECEDE WOCAEQOBAHWE. yHa3aTe PACNONOMEHAS, OPMEHTALWG W METO]
noAMToOE KM OBpRSLA)

&) pAEsMEeDk IBpEH

D} BENDYeHAR
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C} BENKYMEHWRN0 MPaHWLEM 38pEH

dl roMoreHHocThE

&) PaIn@qHBE {836

f1 MAEpoONoOpACTOCTE (%)

g} apyrue JemesTs

1] BHYTpEHHE PACTPECKWBAHWE

2] BORHAYMHAA TRBW WEE

3] MHOHBCTEEHHBIE TREWHHE]

4] NpoACKSHOEHWE TPSWKHH

:5] TPelWHE= MO NPAHWLS 3eDeH

h) opyrue ocodeHHOCTR

B DueHKEa MexaHw4eckMx cBoRcTE (HITT = He npUMeH Lo

E:I TRERADCTh (YEAXATE MaTOM W NONOKEHWE )

bl nROTHOETE

Cl OTEP=ITAA NOPUCTOCTE

d] 3aEpETaR NOPHCTOCTE

8] MCNETEHHE HE PAIDEE {YEIHATE PAIMSp W OpEeHTAY@ oBpasLa, padoqyn OneHy)

fl npegen NpoMHOCTY NpW darwbe

g1 NpoYHGCTE HA CHETHE

R NpOYHOCTE HE Harkb

I} WHEIE THEMNE W CNE TAH®A

9 MokpeiTHE

B8] Marepdan NoLpsiTHA

tl:l COCTORHKE NOKDBITHR

C} CUSHEAY3CTH OTCYTCTRBYHWEr D NOKDEITHR

d) NpouHOCTE HA COEUT

g NPOYMHOETS HA PA3PEIE
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Npunomesse B
(enpagoYHoe]

MeToakl OUEHKH KepPAMHYECKHX MATEPHANOE (NePeYeHE MEXOYHAPOAHLIX CTAHAAPTOR)

B.1 XUMHYeCHHE CROACTEE

Cranpapre HECO

ONA EumMA-EcEors BHand3a oAcH BNNAMHHYA QOCTYNHE PE3NAYMHEE CTaSJapTw WMED!

— 150 6474, Implants for suegery — Ceramic materials based on high purity alumina.

— 153 13356, Implants for surgary — Ceramic malerala based on ytiria-stabilized tetragonal zircania (Y —T2ZF).

Opyrde cTAHAARTEE

— ASTH C 560, Standard Test Methods for Chemical Analyas of Graphite

— MWF & 94-065, Materiats for surgecel imptants — Determination of arsenic, mercury, cadium and lead on coatngs
mased on phosphate of cakcium.

— MWF 5 84-068, Malerigls for surglcalimplante — Quantilative delemmination of the CalP ratio of calclem phosphate.

— MWF 5 24-087, Materials for surgical implants — Qualltative and guantitatve determination of the forelgn phases
presentin calcium phosphate based powders, deposits and ceramics.

B.2 PHIKNECKWE CEORCTEBA

CrangaprTe MCO

— 150 5017, Dense shaped refractory producis — Determination of bulk density. apparent porosity and trus porosity.

— 150 468, Surface rocughness — Perameters. their values and general rules far specifying requirements.

Opyrue cTaHQARTEL

— ASTHM E 112, Standard Test Mathods for Determining Average Grain Size.

— MF 5 94-068, Matenals for surgical implants — Determinaton of the crystallinily and apparent slze of the apatite
crystallites of hydroxyapatite based powders, deposits and ceramice

— JCFDE, Sheets 4-077, 3-16%, 9432 X-ray diffraction atandard s forcalcium cxide, tri-calcium onhophoaphaie, and
nydroxyapalile, respectively.

— JFCAECH-001, Testing method for parosity and specific weightof bloceramecs (1984

— JFCAEC4-002, Testng method for grain size of ploceramica {1894}

— JFCAECH-003, Testng methad of poresim etry for bioceramecs [18594).

— JFCAECH-004, Testng method of surface for bloceramics (1994].

— JFCAECA-008, Testing method for crystal structure analysis of bloceramics (19894).

— JFCAECH-001, Testing method of solubility for bioceramecs [ 189594,

B.3 MexaHMYeCHHE CEOACTRAE

CrangapTe MCO

— Flexural strangth {no suitable stendard currently availabla).

— Elastic modulus (no suilabke standard currently availabie ).

— Fracture toughness {no sulteble stendard currently available).

— 150 93485, Glass and glass-ceramess — Knoop hardness test,

— 150 4545, Metallic materials — Hardness test — Knoop lest.

— 150 6507-1, Metallic materials — Yickers hardnesas test — Parl 1 Tast method.

— 150 6508-1, Metallc materials — Rackwell hardness test — Part 12 Test method {scales AL B, C.0,E,F, G H, K.

Opyrde cTAHLAPRTEL

— ASTH F 1044, Standard Test Methad for Shear Testing of Forous Meial Coabings.

— ASTHM F 1147, Standard Test Method for Tension Testing of Calcium Phosphate and Metal Coatings.
— JFCAEC4-005, Testng method for Vickers hardness of hioceramecs.

— JI% R 1610, Testing method for Vickers hardness of high performance ceramics (1981},

— JFCAEC4-007, Testng method for flexvral strength of bloceramics (1994).

— JI% R 1601, Testing method for flexural strengin of nigh performance ceram:cs,

— JFCAECY-004, Testng method for compressve sfrength of bloceramics {1994},

— JI% R 1608, Testing method for com pressive strength of high pedformance ceramics (1990).
— JFCAECA&-00%, Testing methad for 2lastic modulus of beoceramecs (1984

— JI5 R 1602, Testing method for elastic modulus of high performance ceramics {1986}

— JFCAEC4-0M0, Testing method for frecture towghness of bioceramics (1904)

— JI% R 1607, Testing method for fracture toughness of nigh performance ceramics (1990

B4 Owas mHbpopmauma

— ASTHM E 860, Btandard Practice for Exarmining and Testing Ilems that are or may become nvelved in Products
Liability Litigation.
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Npunoxesne 0A

{cnpasovHoe)

CEeAeHHA O COOTBETCTEBHMH CCLINOYHLIX MEXAYHAPOOHLIX CTAHOAPTOR
HAUWOHANLHEIM CTAHOapTaM PoccHdckon Pegepalus

Tatnwua QAN

Ofaraussme CoengHOra
MENFHA POAHGNT CTangapTa

Cranare
COaTEETCTaME

DEoIHIEHAE B HAMMEHOED HHE COOTAESTCTOYKI BETE HALUMAOHANEHDID
CTAnGapTa

MCO 12891-1:1908

icT

M3CT B WSO 12B81-1—2012 «MaanNeyeHde 4 BHENKI SHPYR-
THYECKEN HMINEHTATOE. HacTe 1. MagneveHse » nopaaok obpawe-
HHA#

BEETCTEWAR CTAHGARTOR!

M PHMEYIHAE — B HacToAwed Tabnuue HCNONE308AHD cneysues yoRoaHOe oBozHaAMEHWE CTENEHA COOT-

- DT — WOSHTUHEIE CTAHOAP Thi.
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