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Mpepucnoeue

1 MOOroTOBNEH PegepansHuiy rocydapcTBeHHbiM GIOMMETHLIM YHpemOeHien «HaysHeid ueHTp
CEpO0EYHO-COCYOMCTOR XMpYRnK ue. A H. Bakyneesas PAMH [(©IEY « HUCCHK . AH. Bakynesa: PAMH) Ha
OCHOBE CORCTREMHOMD AYTEHTHYHOMD NEPEBoaa Ha PYCCKAA A3BIK MEXIYHAPOOHOID CTAKAAPTA, YEAIAHHOrD B
MyHKTE 4

2 BHECEH TexHHYECkHM KOMWTETOM No CTaHZapTHIANWA TK 453 «Msnnanratel B SHpYDTAns

i YTBEP¥OEH W BBEOEH B AEMCTBWE Mpuxazom $egepansHoro areHTCTEA N0 TEXHWHECKOMY
PETYNUPOBRAHMK M MeTponordk oT 12 siona 2012 r. Mg 185-cT

4 HacToAwKR CTaHJapT HASHTH4YEH MExdyHapogHosy cTadgapTy MCO 12891-4:2000 «MaaneweHue M
AHANMI XHDYDIAYECKME MMNNaHTATOs. HacTe 4. AHANKI MIBNEYEHHbIX KEDEMAYECEMX XHADY PrAYecki MMNnaH-
Tatoes (150 12891-4:2000 « Retrieval and analysis of surgical implants — Part 4: Analysizs of retrieved ceramic
surgical implantss ).

MK NPAMEHEH WA HACTOALLEN CTAHOapTa PEKOMEHOYETCA MCNONLIOEATE BMECTO CORINOUH LN MEx Oy HA-
poOOHEIX CTAHOAPRTOE COOTEETCTEYIOWWE MM HALUWMOHANBHBE CTaHgapTel Pocckickol Pegepayvd, CEEOeHA o
KOTODEX NPHBEAEHE B JONONHATENEHOM NEunosennd 0A

3 BBEOEH BNEPBHIE

Mpasuma NOUMENEHUR HacMmofweso cmakdapma yYomakoanesds: & FOCT P 1.0—2012 [pazden 8).
Huchopmauud off UaMeReRuAx & HacmofweMy cmandapmy NybNUsyemes & exesod oM (Mo COCMOANLIIN Ha
T anaaps maxyileso 20da) uribopaluaxloM yrazameone «Hayuonaneyee cmandapmers, 4 abuyLaTsNal
MEKCM UaMenesud U NONpasoy — 8 SXOMECAYHOM UHOpMALUOHHOM VKaZaMans « HauUoHANEMEIS CIMaH-
dapmeis. B cayyas nepeciompad (3aMakst) LWL OMkEH sl HACIOALLE S0 cMakdapinta COMMaameme oL o8 Yao-
daornenue Gydem onyBnukoaaHo & BRUXANWEM SLINYCKe EREMECRYN0ES UNDODMALLGHNOSD YRasamens
w HayuoHambhibie cmaddapmes. Coomeamomayiowas ungopMayun, yeedomMneHLe U IMmencms Dasmewaonm-
CA Makme @ UHPCDMaYLoHHON CUCTaMe ablles0 NaNeI0eatuA — Ha GPuyLuansHIM cadme Pedepanbioss
A2HMCINAa N0 MEXKUYECKOMY DESVTUDOSIHLIO U Mempanoai e cemu Mumeapkem (gost.ru)

B CradgapTeHdopm, 2014

HacToAWwMA CTAaHOAPT HE MOMET BTk NOMNHOCTED MMM Y3CTHYHO BOCNDOWIBE0EH, TMDAMWDOEAH K pac-
NPoOCTREHEH B KAYECTES PULMANEHOMD H30aHKWA G243 paspelledna PeepansHors aradTcTaa N0 TeXHMYECKD-
Ky PEMYTIHPOBAEHHI0 M METRONOMM
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HAUWOHANbBHBIW CTAHOAPT POCCHMWACKOW SEOEPALMUM

HM3IBNEYEHWE U AHANMKUI XWPY¥PTMYECKMX MMNNAHTATOE
YUacTe 4

AHANKWI HIBNEYSHHLIX KEDAMHYECHHE XUPYPrAYeCHRY HMNNaHTaTos

Retrizval and analysls of surgical implants. Far 4. Analysis of retrieved ceramic surgecal implants

Oare spegeqHsn — 2014—01—01

1 OBnacTe NpUMeEHEHWA

B paznuunex dactax MCO 12891 npreeners DEKSMERAALWA NO HIBNEYEHKK, OBPaLLEHHID 1K aHANKaY
KADYOTHUBCKAY MMINAKTATOR W CHASAHHE C HARMK 0B0as008 THAHeR, MIENeKaeMBE ¥ NALMEHTOR B DaMEaX
OOBbINHOR NPaKTUKH,. NPKW XWDYPrWYEckDd pEBWIMK, BMONCHMK MnW ayTonchi. Llensk HacToRWEND cTavfgapTta
ABMAETCA NPEaDCTABNEHWE DYKOROACTEA, NOABONAKLLErD NPEOoTERATHTE NOBDEXOEHHE 0BPAIL0E TEAHM,
MPEUCTABLLIWK K MMONAHTATAM, MOMYLIEE OBNWATE Ha PEIYNETATH MCCNEa0BaHMA, 3 TAKKE OCYLECTENTE CHOp
AaHHBX C COGNoOeH el 30EKBAT HislX BEMEH M DAMOK K YCMoBMEA, obecnaYMBaio My 3anoHy 0 GANTY MCCne-
popadnA. MCO 12891 -1 oTHOCWTCA K M3BNEYSHnN 4 NopAOKY obpawenna. MCO 12891-2—WMCO 12891 -4 oTHO-
CATCA K AHANKIY WMANSHTATOR M3 ONPELeneHHBX MaTepHuanos W CoOepEaT NQOoTORONE oGN8 BHeceHus
NONY4EHHBIX OadHex. 0NA OTOENEHEX NPOTEaMM KCCNea08a k. MoryT NoTpefoRaTECA OONONHUTENEHES,
Gones cnegkduYHBlE NPOTOKONEL. TToH KCNONLACEIHUK CNaUMANBHEX AHANMKUTAYECKUY METOOME O0MMHbL BTy
CNpenenets COOTEETCTRYIIWMWE METOTHEA 00Da L EHHA © XMPYDTHYECEHMA MMINMaHTaTaMmu.

B HacToAweM CTaHganTe NPHBSOeHs PYKOBOOCTED N0 SHANKIY HIBNSYSHHBIY KEPAMHYECKEMY XHDYPrd-
YECKMX MMNNanTaToa. Ha npeameT oSweld MudropMauri no kepasuke — o Brbnuorpaduo. NpueeneHes TpW
aTana UCCNefoBaHiA B NOCNefoBarteneEH0CTH OT MEHEE PAIPYIUMTENEHEY K BONes pajpyLunTeNbHLIM METO-
dan MCconedoRaHMA, NDHEEOEHD PYKOBOOCTED NO BnIGopy 2Tana ¥ BXOA WCCNefoBanna, CoOOTEETCTEY IOLIMX
TIMNY MMMAAHTATa | UENAM MCCNed0BaHH A,

HacTOAWMKA CTAKAADT KACAETCA «NNOTHOA D, 4 CTADHNLHORD KEPAMMKI, TAKOH KAK OKCHI AN IOMHUHHA N TET-
parcHan LHpKoHda. Ten He Meres, B NOOXOOALWK CNyYanx, Da3dens HACTOALWETS CTaHaapTa MOryT TakHe
MPUMEHATLECA K MEHEE CTAGMNEHON KERAMKMEE, TAKOA KAk TADDOKCHANATHT, WK GHONPOHHUUREMON KEDaMKEE,
TaKoW Kak TpukaneUMadocdar. B pasgens & NpHBEIAEH DRED YCNOBWA N0 BRINMONHEHMM aHANHIA KSDAMARA TARMX
THNOA,

HacToAWKA CTAKOAPRT ACNKEH NPAMEHATECA B COOTEETCTEWH C TPEGOBAHMAMMK HALHOHANEHEX CTaHAaD-
TOB W 33KOHOLATENBECTES, OTHOCAWMYCA K ODPALISHAMN H 2HAMWAY WIEN2YEHHED HMNMAHTATOR M TEAKEH 4 CBA-
TAHHBIX C HARMA DAONOMAYECKAY MaTEDHaN 0.

2 HopmaTHBHbLIE CChINKW

B HacToAWeM cTalgapTe HENONbI0BAHE! HOPMaTWEHbIE CCBUNEW HA CNegyiowHe CTaHgapTe. Ona Jati-
POBEHHLI X COLINOK NPAMEHA DT TONBKD YEAIAHHBIE W3gaHWA. [Na HENaTHPOBAHHEX CCBNOK NPHMERRKT CaM B
NOoOCRESHAE K3JIAHMA [BKM0YEA MOOLIE NAMEHEHWA W NONPaBKU).

MO 1289111988 MasnedesHde HaHanna XDy prdveckdx MMnnantator. Hacte 1. MaaneseHdye 1 nopa-
pok obpawedna (IS0 12891-1:1093, Retrieval and analysis of surgical implants — Part 1: Retrieval and
handling)

MamaHue SPHUHANBHOR

e
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3 TepMWuHbI M onpeneneHHn

B HacToAwer cTaHaapTe NEKMEREH CREOYIOILKMA TEPMKEH C COOTEETCTEYIOWMM CHPEOENeHUaM.
31 HepaMUYecEMHA XHPYPRIHMYeCKHA HMNNAHTAT: XUPYRITAHECKHNA MMONAKTAT, COCTORWME A3 e Damu1-
HECKWK MaTEpWance, NPedHaIHaYeHHIR GNA MMIA3HTaUHK B OpraddIm XHpyDrideckii nyTem,

NMpuwmesanune 1 — Janes aeige — «MMNNAHTATE.

M PHMBY BHWB 2 — !H‘F-MHH MIHEeT TS HLNONEe30BETECA ONA KOMNOHEHTA COCTEAHOMD HMNRAHTATA.

4 Mpoueaypbl H3BNEYeHWA, 0BPaLLEHWA W YNAKOBKK

MpoUeaype WIBNeYeHWA, obpallesua, YNakoaky | 2allTe NEpooHana AonMHe CooTBETCTBORATE
MCO12891-1.

MpumMeussne—BHKIuscTEe MEP NPESCCTORORHOCTH UIBNEYEHHEIE HMANBHTATE CNegyaT CTEPHAKI0ESTE C
NOMOWEK COOTAETCTEYIOW MY CRE0CTE, KOTOREE HA 0X8 3bi3 83T HETA THAHOMD BO3OSeACTANA #A WMNNAHTAT WD HA NNEMpY-
BMEE WCCNE00SEHMA. DNWCAHWA COOTAETOTEYH W HE NEOWa YD MORHG HAATH B MED 128911, npanowedmws &,

5 AHanWi KOHTAKTHbIX NOBEPXHOCTEW MMNMAHTaTa

51 KoWTakTHaA NOBEPXHOCTE s HMNNAWTAT — THAHbY

FHAYMTENLHYHE HACTE HHDODMALWA 00 HIBNEYEHHOM KMNINAHTATE NOMNYYE0T, AHANKIWDYA KOHTAKTHYI
MoBEpMHOCTE, CneaysT oBpaTHTh BHYMaEHKWE HE WIYHEHHE HYaCcTHU W NPOOYKTODB JeTpafalMi B THAHAX, Npune-
WALLAX K AMNNaHTaTy. CNegyeT y4ecTk KMMHYSCcEHE COCTaR NOS0YHEX NPOGYETOR JerpadauHid HMNNaHTaTa |
WCCNEO0BSTE KNETOYHYE PEAKLMI0 HA MMINaKraT,

B cny4asx, korga NoREpXHOCTE MMANaHTaTa chopmipopaHa Takks obpasomn, 4Tobe cnocobcTeoRaTE
BPACTAHKKD TEAHER, MAYSEHAE KOHTAKTHOW NOBEDXHOCTH «WMMNAHTAT — THaHb » NPEICTABNAST 0CoBuiE WHTE-
pac, i pEIYNETATE JONHHE BLTE 3achHECHPOBaHLL, Bo3MOEHE 0GHADYHEHWE MUEPOCKOMHYSCKMY NpH poCLLMK
OCTATEOE THAHH Ha NOBBPXHOCTHOCTAX, FAE He NPy CMaTPHBAR0CE HAMEPEHHOTO HIBNSYEHWMA THAHK BMECTE ©
WBANMAAHTATOM.

Mockoneky NagaMeTpe BAOTHaHKW MOMYT CYLWECTEEHHD MEHATECA NO MEDS YOANSHWA 0T NOBEEXHICTH
WMNMaHTaTa, BaMHD, 4TOD R AHANKS THAHW BB NPOEEOEH B KOMTEKCTE CMMINaHTaTOM (CM. TAKKE COOTRETCTEY-
KiUWe nogpasaents KOO 128911, Hanpumep, 4.5},

5.2 KOWTaKTHaA NOBEPXHOCTE EMMANAHTAT — MMANAHTAT»

Ecni KepamMHYEckHe MMONEHTATHE WMEKT COEBOMHEHAA MW KOHTAETHDYIOT C ODYIHMA EOMIOHEHTIMM
WMANAAHTaTS, ool MHTEREC NPEOCTARNACST COCTOAHWE KOHTIETHRYIOLIMY NOBEpXHOCTEN HMnaanTaTa. Mx
vccrnegosadue onsHo GblTh NPOBEAEHO C YA TOM BTODOR KOHTAKTHRYIOLIEA NOBEDXHOCTH, M MOMET OKa3aTkCA
HEODXKOOKMMEIM NPHUHATE BO BHUMaHKe Te 4actd WMCOD 12891, koTopee OTHOCATCA K BHOY MaTepdana
KOHTAKTHDYKILETD KOMMNOHEHTA.

B AHanWs MMNNadTaTa

6.1 OGwEe nonoKeHKA

B panHOomM painene Hanosekel paanMUHBEE 3Tans OUEHEM XapaKTepucTIE, KOTopEE HEaDXDaMMo Nomny-
KT NPA MCCNEZ0BAHAKN KIBMEHYEHHOTD WMONAHTATE. AHANWE HIBNEYEHHOTD MMNNEHTATA MOEHO DAROENMTE
HA TEH 2TaNA, NP 3TOM CTENEHE OLEHEH X33 KTEPHUCTUR M CTENeHE PaipyWHTENEHOCTH METoEEa MCCRe00BaHMA
BoapacTaeT of aTana | K atany i OxapakTepMI0BaTE WMITEHTAT MOMHD MTYTEM MAKDO- 1M MEKPOCKOMAYECKAK
WCCNEOOBaHHA, AaHANK3a XMMKXHECKOr0 COCTARA, 8 TAKE OLEHEDH DIMIMYECKRY ¥ MEXAHNYECKHE CEORCTE.

6.2 CrangapTHan opmMa

CTangapTan ropma C ykazadwen KedopMalmMs, NogNneMaled perMcTpag K Ha Kaxgom 3Tane Koone-
OOESHWA, NPUBELEHE B NDHACKEHHK A B KA4YBCTEE DCHOBB. OTAENBHBIE YACTH 3TON POPME!, HE NPMMERKMMBIE K
AHANAIMPYEMOMY MMNNAHTATY, MOryT OkiTe ONYLWEHE. T OpYron cTopoHbl, HOpMa MOMET BbiTe PACLUKDEHE W
HIMEHEHA.

CraknaptHan fopua pericTpaydd HeobxoauMol KMHHKYeCKoR HHDOPMaLHA W DoNONHUTENEHEBIX K-
HHYECRHX JaHHbIX Npreeaeqa s MCD 12891-1, npunoxerne B

2
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MpoEogAaT OTASNLHO BHANKA KAROOND W3 KOMAOHEHTOR HMNNauTaTa. CnegyeT NPHMEeEHATE ADYIHEe YacTH
MCO 12891, ecnid Ma3TepHans OTNWYHB OT KEpaMUKA. [A3-33 CNoMHOCTH aHankuag pasnuYHbix KEDaMHEYECEMy
MATEPWUAN0E, KOTOPRIE MOMYT BETE MCNONEIOBAHE! B MMMNINTATAX, W 1M3-33 GONLWOTD KONHYBCTES NOTEHLN-
ANuHbIX BAL0E AHANKAA H UCNETAKKWA, Npeanaraese 8 MCO 12881, ncocnegooanke JENUTCR Ha PAIHBE ATa-
Net, Bebop kaspooro 43 arance CNPeOenseTcA NQHYHHONR M3ENeYaHia MMMIAAHTATE W BO0IMOMHEIRK
OrpaMHYeHUAMA NP NCNBITAHKAY ¢ PaapyILeHUEeM. BeIiNonHAKT MAHUMANEHLA 06LeM MCCneaosanii npu
PYTHHHOM HIBNEUEHUM, BCNW MMONAHTAT HE BR3EBAAT NOOOIPEHIA; NPOBOGAT ONONHKTENbMBIE HCNLITAHMA
HMMNNAKTATOE, B OTHOWEHHWH KEOTOPBIX BCTE NOGOIDEHMA B HADYLIEHKA QYHELWMOHKDOBAHKA, 3 B OTHOLWEH MK
HMNOAHTATOR, YOANSHHBIX M3-33 WX HEYOOBNETERODWUTENbHBIX PAD0YHMX XADAKTEPHCTHE, NOBESEHWA WNK
HEWCNPABHOCTH, BRINOMHAKGT PACLMDEHHES WCCNenoRanKa.

6.3 3van |l nccnegosanua. MakpockonMyeckMe HooneqoBaHMA (Hepaipywawwme)

6.3.1 WaeHTripHEaUHnADOTOCLEMED

CneayeT 3andcaTe MAPKHPORKY, HAXOGAWYIOCA HE WMNNaHTATE, HANPHMED, NOrOTHNE, ARTHKYT, HOMEP
NapTHi, PAIMEPEL W T. 4. {cM. NpunoseHda &) Mps HeoSxoar MOCTH MOKHD MCNONBLICBEATE DOTOCHEMEY.

6.3.2 BuayansHeid ocmMoTp

HMocnedyT NOBEpXHOCTY WMMMEHTaTa © MOMOWLK COOTEETCTEYVIOWME MEeTOgoe OnA obHapyweHWA
nBonT BWOa paIpyWeHka, O0TE333 WKW NOBpE#GeHKA NOBEREHOCTH, BCNH TAK0BLIE NPWCYTCTEYIOT.

Hi B KoBM CRYYEE MK 00HE W3 NOBERXHOCTER MMINAHTATA HA JaHH0M 3Tane He JoneHa OsiTe oUeHera C
HCNOMNBLICBAMWEM PAIPYILAKLWLIWE METOA0E MCCNEI0BI KA,

6.3.3 BuayanLHo® ACCNeA0BAHWE C MCNONLIOBAHWEM ONTHYSCKAX CPAOCTE MANOTS YEENHYaHKA

BuinonHanT oflwWe HCcnedoBadia C MCNonNbIoBaHAeN CNTHHECKOrD YCTPORCTES Manors yEENHHaHKuA.
OenasmT OUeHKY BaHOCTH MONyYeHHLIX De3YNeTATOR COMMACHT NPHNoHEHAK &,

6.3.4 JansHedlan oueHKa

Ecnu cornacHo 3aknsoyedio aTana | Heolbxodumel 43nsHeAkue MCCNedoRaHnA ANA YTOYHER KA BaINCA-
HEHHBLIX HABMKDOEHAR KM ANA OUEHKA O0YTHE XapakTepdcTHi WK BUL0E OTHa3E MMAnaHTaTa, To MK CneayeT
NpoBOOWTE Janee Ha atane il

6.4 3ranll vccnegosanua. MuKpocKoNHYECKWE HCCNEAO0BAHWA (B OCHOBHOM, HEDAIPYLWAKILLWE )

6.4.1 O6WwMe NONoHEHHA

B cnyyae HeobxodWMMOoCTA oUeHEka Ha 2Tane || gonwHa BelTe NpoBeOeHa NOCNE 33EeplieHHA aTana |
MCCNENoRaAHMA. JTOT 3Tan WCNLITAMMA, B NEpBYI0 OUEpedk, OTHOCKTCA K OLEHKE BMO0B OTEA13 W MIHMOCA
HMNNAKTATA NC BOIMOKHOCTA HAKWBoNEa HEPAADYLLAIOWMKM COCCOGOM (M. NDHMAOHKEHHE A).

6.4.2 WecenegoBaHue € NOMOLWELH MHEROCHONa

MenonesayioT CTAHOAPTHENE METOOL! OLEHKM C NOMOLL LK SNTAYECKOND WK INEKTDOHHO-0NTHYSCKOrD MAK-
pPOCKONa, NOGXOOALWLME ONA MCCNeyesMors MaTepMana.

Mpy MCAONBIOBAHKIA INEKTOOMHOND CKAMMPYIOLWEND MMKDOCKONa MOTYT NOTPefoRaATECA CNELLWENEHBIE
METOOKKK NOLMOTORKA MCCIeOY ey MATEDHANCE.

6.4.3 @pakTorpagpuyeclos HECNeAoBAHKWE

EcnuvMNnaHdTaT paapylied, cnegyeT NpoaHanavponaTe ROBEDXHOCTE DAIDYLUEH KA C MCNONLAOBAHMEM
NoAX0GALLAY METOO0B ONA ONpefensHUA BUga paipywedna. B uenos, cneyeT Maberate paspylLamuwled
OUEHKW. ECNK 0TKAZ HACTYMAN MEXAHMYSCKMM NYTEM, BAMKO 0COIHABATE, YTO ITO YME MOXET CHMTATECA BOCTA-
TOUYHBIM ACKAIATENECTBOM.

6.4.4 CocToAHWE NOBEPXHOCTH

B cnyyae, korna ocobeld MHTEpeC NPENCcTaBNAnT MIHOWEHHBIE H HEWAHOWeHHBIE 30HE NOBERKHOCTH
MIBNEYEHHOID KEPAMUHECKOrg HMIMaHTaTa, MoryT DulTe NPOBEOEHE MCTIETAHMA N0 OUSHEE LWISDOX0RaTOCTIH
NOBEQXHOCTA Kak JONONHEHKE KMopdonorii4sckoi oLeHke {CM. NpMNoxeHne A, MyHETe 3 W4, nnpunosedise B,
paanen B.2).

6.5 Jranlll vccnegoeanua. Moccnegoeadna MaTepuana (B OCHOBHOM, PA3PYLLALLLHE)

6.5.1 OBwmre NnonoMeHKHA

Ecni HecbxodiMbl DansHefne HoCnegoBarda ONA OUeH KK CEBORCTE KMNNAHTATa, TO NPORCGATCR HENkbI-
TAHWA, OTHOCAWMECA K3Tany |l nprUnoke KA A, @ChH 3To CHMTAeTeA HeChXoOWMbIM ONA DankHEAWE RS onnca-
HIKA XADAKTEPUCTAE HMINAHTATAE W BM0 MCTOPRMA.

CYLLBCTEYHILWE METOOL! HCTTLITAHWA NEPEYMCNeHE B NpHNoKEHHIA B.

6.5.2 Cocrtap matepwana

B.5.2.1 OnA MccnegobaHia JECNMTaHTaTa MOMET CHAATLCR ASCTaTONHBIM YAOCTOBEDHTECHA NPOCTHIMMA
CNocofaMi B BUOE KEpaMMYecsors MaTepuana, YealadMoro warctoexTenas. Ecnv wecbxoauma Donee nog-
pobHan HHDopMaLKHA KNKNPMPOOEa KePaMWHECKOTD MaTEpHaNa HeWIBacTHA, ANA ONPEQEMaHAA HEDDXOOHME X

3
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DHINHECKMR W KHMHYECHH X CEOHCTE CNeayeT MCNoNbICEaTe COOTBETCTEYIOWWE MaTogk. ECNH H3BECTHE CTaH-
AApTel, TOAXOOALME O3HHOMY BHOY KEDaMHYECKOND MaTepHana WMNNaHTaTa, To NpH onpedensHii Bxvga
MaETEDHATNE WMNNAHTATA K3 HWX CNegyeT COCNaTECA (CM. NPUNoKeHUe B).

8.5.2.2 MNpd onNpedgnenkin XMMHYEcEDNs COCTARa KEPaMHAHECKH MMNNaARTATOR CNEQYET KCNOoNLICEATE
MpWIHAHH LIE AHANUTIYECKHE MaTogul. [pW 3ToM CNEgyeT NOHKMaTE PaINWYHR MERTY CKPYHAHIOBLIMKA METo-
AaMK, TAKMMMY K2K PEHTIEHOCTPYRTYPHBIA nyopecueHTHbIA anands i ECK adanua, W ebIcoKoToYHEIMK W CNe-
LUHHHHEIMA METOZaMK, TIKHMK K3K aToMHO-30CcopBUMOHHAA CTIBKTPOCKONKMA W CNEKTpoDOTOMET DMHECKHRA
AHANAI.

6.5 2.3 TMpu Heobx0QuMocTi, CTENEHD KPHCTANMMIALNA W aTOMHAA CTPYKTYRE MOTYT BelTs ONpeae neH bl
METOO0M PEHTIEHOTMgPaKLMH.

6.5.3 MukpocTpykTypa

§.5.3.1 Mpd HEoSXCIWMOCTA CUBHHEAT MUEDOCTRYETYRHLIE OCoDeHHOCT NYTEM WMCNONEIDEAHHA
CTAHOAPTHOW NOAroTOBEY KEDaMKKK K BeIDOpa MeTona HCCNegoeaHnka, OTEEHANWErs MCCNegyeMonMy MaTepu-
any. MeTogel ¢ MCNONEI0BEAHAEM OOTHYECKOD 1 3NEKTROHHOID MAKDOCKONGE MOMHD CHMTATE NPAToOH LKA,

§.5.3.2 Onpegenfor pasMepel I8PeH, MCNoNs3YA COOTBETOTAYIOWWE METONkE.

§.5.3.3 MpoBepAKnT MaTepran Ha HanwYKe BENKYEHRE, NYCTOT M NOTEHUKANLHLIX J8desToR {TREWMH
T, n.). AnA cnpegensHyA BRNIoYEHE MOKeT DbiTe WCNONLIDEAH ANSRTROHHO-ONTHYECKHIA MHEDDadanda
(Hanpumep, EDX aHanus 8 CKaHHpyRoLLIEM INEKTROHHOM MHEDOCKONE |,

8534 MNpy MccnedosaH i NOPHCTOND KePaMWYeckoro MaTepuana cnegyeT onpeaeniTe CoeaHuE pas-
Mep nop.

6.5.3.5 PacnonokeHne obnacTi MNK 4acTy MCCNedyemors MMNNaHTata QomsHS Dol Te MOeHTudMuyMpo-
BAHO MO OTHOWEHWED KO BCEMY MMNAAHTaTY K 3athMKCHPOBaHD BMECTE C PEIYNETATAMK WoCcnedoeania. MeTton
aHanyaa AonweH GeTh YeTED CNpegenaeH.

6.5.4 MexaHW4yeckWs CEOWCTEA

£.5.4.1 BraWCNeTaqHHA, NPOS0LMMOro Ha JaHHOM 3TANE MCCNEA0EaHMA, IABHCHT OT TKNa WMINaHTaTa M
OGMAcTH 8ro NpuMaHEHda. Npegnaragsisie KCNsITAHWA NEPEYUCNEHE! B NDWNAOMEHWW A, CNWcor B (CM. npkna-
weHre B ua npegreT Beliiopa METCA0E KCNEITAHKWI M COOTRETCTRYIWETD cTaHgapTa).

6.54.2 OnpedenfioT NNOTHOCTE M TEEPOOCTE B COOTEETCTEMM © CYLUECTAEVKWMMKY CTaHOapTaMy Ha
MaTepHan (cM. npunokedre B Ha npegmMeT npeanonaragmei: MeToqoe). Ma-1a asicokod TEEpGOCTH NACTHON,
CTROUNEHOR KEPAMAKM, MCNONLIYEMON B MMINAHTATAX, PEKOMEHAYETCA METOL ONDEAENEHUA TEEROO0CTIA No
Kuyny (Knoop).

6.5.4.3 Bcocnydae HeobroQuMoCTH, ONgEaanakT CEORCTES Ha PACTAMEHHE, MarWb, CHaTHE W T. 4 B COOT-
BETCTAWA CO CNEUMPUKILWAMA Ha MATERHAN, 8CNK TAKOBENE QOCTYNHE, W OAPYTHMA WCNBTaHHAMK, NEAMODHE-
MK ANA WCNBITATENbHBX GOpaIL0s, KOTOPBIE MOMHO HITOTOBATE WA WMNnaHTaTa. MoryT HabmodaTech
OTEMOHEHWA OT PIMEDCE CTAHAAPTHLIX obpaiyos, obyCNoBNEHHBIE DEIMEDAMA MCCNEOYEMOrS MMNNaHTaTa.
D70 AOMEHHO GbiTh YHTEHO NP OLEHKE eIy NETATOD MCNBITAMWA [CM. NpMNokeH9e B, paanan B.3).

6.6 MmnnawTtarsl c 08padoTaHHONR NOBERXHOCTEID MK C HAHECEHHIM NOKDLITHERK

&.6.1 B cnyyaax, korga NoBSpXHOcTE HMNNAHTATOR 0BpaioTana Wik WMEST NoEpkITHE, HeobxoauMo
PACCMOTPETE CISOYIIWHE BALE MCMTAHHA.

6.6.2 MooneayioT iMNNadTaT Ha NpedsMeT UenNaCTHOCTH 8ro CTRYETY i, B YacTHOCTH OTMEYAI0T ROABNE-
HAE HIMEHEHHBIX YHACTKOE NOBEDXHOCTH WMMNAKMTATE, YYaCcTHOB © PACCMOSHWEM, NOTEDAMA NOKPLITHA WK
AFYTHIME MIMEHEHAAM A NOEDBITA.

.63 PUKCHDYIOT pacnonoieHne NIoBbx GRanieHToe AMNIaHTATa WM BN YacTIL M KCCNEayrT Moy
BIAMMOCEAIL C NDHAEHIWHME THAHABMIA.

6.6.4 [MpoBoOAT CNeUManeHEe HCNBITAHWA GNA OUSHEH CRORCTE NOKPLITHR WK CCHOBR {ONDedensoT
XMMWSBECKHE, MUEDOCTPYETYPHBIE M MEXAHWYECKME XapakTepHCTHER).

§.6.53 AHANWAKPYIOT TRAHL, NPUCTABLWYID K AMNNaHTaTy, Nt @8 parMerTs ik 93acTiu .

6.7 Buoperpagupyemiie KEpaMHYecke MMANaHTaTR

6.7.1 Bonydae, Bcid dMNnadTaT HIroTORNEH A3 KEPaMUEK, CHMTINWEACA paccack Baowedca (Guoaer-
PAgUDYEMORA], MOWHD NPOB0OWTE MCNBTAHKA, CNHCAHHEIE B HACTORLLEM CTAHOADTE, OAHAKD PE3YNeTATel CNe-
OYET WHTEPNPETHPORATE C YYBTOM DHIMYECKHE W XHMWYECKWX HIMEHEHWH, 33BMCALLWK 0T BREMEHA
BrolsrpagagHi, oHHOIeMors ANA KEpaMUEK JaHHOe BHaa.

6.7.2 MconeayioT MMNNaKdTaT Ha NpeaMET LeNOCTHOCTH 8T CTRYETYPEL B YACTHOCTH OTMEY3I0T NoRRNE-
HIME MIMEHEHHBIX YYACTHOE NOBEPXHOCTIA MMNNAKTATA, YYACTHOR C DACCNOBHWER, NOTEDAMM NOKRETAA, TRELLW-
HAMH HNH ADYTHMA MIMEHEHHEMK,

4
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6.7.3 ©ukcHpyIoT pacnonoseHie Nobex QpareHToR KMINaHTATS MNKEroYacTHy 4 ocnegyioT by
BAANMOCERIE C MPMMEHAULAMKA TEIHS MM,
6.7.4 AHANKIWPYIOT TE3HE, NDHCTABWYH K MMNAAHTaTY, NobbIe 2 QparseHThl HNd 43cTHL I

7 KnuHuYeckue cBegeH\uA o I:IJ]FHI{I.I,HDHHP{}BHHHH HMNNaHTaTa
[NA oUEHKNA KNTWHWYECKMX XapaKTePWCTHE HCCNeAYEMOro MMNNaKTATa, B YACTHOCTH, B CNYYae paipylwe-

HMA MMM YAy OweHKa ceoicTe, He0fxXooumo NPMHUMATE BO BHUMAHKE HEIHAYEHUE MMNNaHTaTa, dranonor-
YECKUE YCIOBEMA 870 Dy HEUMOHUDODAKWA, DEAYNLTATE KNMHUYECHAE HABNIOOBHWA 1 HETPYIKY HA MMINaHTaT.
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MNpanodaHws &
(EMpasoYHoe)

CranpaprHan hopMma ANA NPOBSASHHWA AHANKIA MIBNEYCHHLIN KEPAMHYECKHX
XAPYPrveckiy HMNNAHTaToR

MpoTokon ke

Oata npoTokang

HMoccnegosaHHMe A3BENSYEHHOMO MMNNAHTATS

3TOT GTHET OTHOCHTCA € KOMNOHEH Ty b 3 ECand EOMNOHERTOE,

CocToad#e. Henospexdes [ crcmas Ll 8 TpewMHax [ noaga#ged apyroe [

n PHMBYBHNAER — faxHas Hopsa ARNRETCR PYHOEOOCTEOM MO OPraHAIaBGHNA HCCledoBBHWA WMNNAHTATa U
NeEeoTapNeHEK PE3YNETATOE WCCNELGEAHMA. Hen PHEMEHMMEBE DEIOENE MOEHD FOANATE HNE NOME YATE KAK HENPpAKME H-
Meig. Mox=0 cO30888TE Oy @ OoDMbl, CCHOBAHHBIS HE ATOM SATOQHTHE. r||:lH HECEXOAWMOCTH, MOMHE BHOCHTE pe3yib-
TATH AGNONHATE N HBIE #afinaaesun.

Aran | MCCNeqoBaHWA [HEPEa 3Py am Wwee)

1 THN MMNNAHTATA {MAFOTOBUTENE @ M O08ns)

HoeHTHEWEAUHOHSELIS OTMETEH pPaEMelk

2 Twn MATEPHANA (HACTONESD TOMHO, HACKONE KD BO3IMOMHT |

3 MerpoCKONWYECHHE HCCNEAOBAHMA, EHIYANEHEE W C HCNONEI0SAHWEM DNTHEA © MBNEIM YESNWHSHHER (DUSHABEDT
KEKECTh, HET, COMHMTENRHD vnw HE NFHMMEHAWMMO — cnpegenvte nonooti Hee, ecnn TpebyeTon)

FPacnonosesue CHEHKS

8] WIHOC (ONMWWTE NPOABNEH W]

b) HEMesAHWE LEETA

C] Nepexoc MAaTepMana

d] UAPEMNAHE WNA TOMaY HEA K0Dp03WA

g) paigenadHye =8 - acTu

fl KpynHeE TRe W HE R

0) KEYNHEE W MENEHS TREW MH B 28 NOBEPXHGCTR

h} ackongmn

I} apoaHA NoOSEDEHOCTH

|} MexasdyMecKde NOBPSHOEH R

K] MakponopHeTocTe

I} CoBQWHERMSC TEAHRED

M) DoYrHe THNE pPaIpyWaHy A
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Sran il WccNeAcBaHHA (B OCHOBHOM HEPA3P YLWAKDY Wee]

,ﬂ.an BHERLWAR CUEHEA NOBESPEHCCTH 4 803M O HEIX AR Qe KTOR MPH B0 B oM YEENHEYSHAW [CHUCNONEZ0EaHWEM ONTHYRCKOTD
WM FNesTPOHHO NS MU EpDCEOna )

4 Manoc W wcTHpadue [ecnn ECTh, onpeagenidTe W oNHWETE DACNONOKEHWE ¥ METOO MCCNeAnBaHUA)

&) aOreIvaHs N AIHOC

b} abpasesbid MIs0e

C) NEpEHOC MAaTEpRAns

d} WaH0s + DAIDYWEHUE

&) WIH0d * YWeTanacTe

f) MHOTOKOMNOHEHTHEIR W3HOC

G} pEcTpecEMBaHUe/ NOBEDXHOCTHOE PACTPECKHEAHHE

R} WCTHpaHHE, PECTEOPEHHE (DNAWHATE nogpoSHa)

5 MexaHH4eCKMA GTHAS lecnK ECTh. ONpenendTe BUA 0 PACNONOReHWEe OTEA33 W METOA HERHTHEMHEA UAMA)

a) CTaTHseckarneparpyaka

o} cpes

o) narnb

d} nepepyqHEEHHE

&) CTONKHOBSHKME

fy yoranocte

g} YoTAnooTe, KOMBAHMpOBAHHAR C

N} pECTPECEKMBAHMENOO HANPAKSHAEM

11 MCTHPAHWE + PACTPECKHMEAHWE

j COMETAHWE BEILISHAZEAHMOM (MAAHTHOHLMPOBATE)

K) Apyros (yeEE3aTe)

[] HEBOAMOMHO WABHTADHUKWPOEA T

SranlliMccnegoBEaHWA (PEIPYL A LS )
6 Twn METEpHANA [YHI38TE MaTO] AHANWEA, CM. IpAROHEHne B)

) EMMHAYECHENE COLTAE

7 MUKpOCTDYETYPE W AediBEEThl [MUEPOCKONWYEC K08 UCCABGOEAHMA. YEA3ETe DACNONONEHHE, ODHEHTALWE W MaTo]
nogroToEkk obpasua)

3} pASMEDL IEpEH

o} BEAHMYERRG
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C} BEAHSEHURA N0 FPAHALEM 380 &H

d] roMOrEHHOCTR

&) pasnHYsbe @ai

fl MHEpONOpHCTOCTE (Y]

g) ApYrue gedesTe

1) BHYTRPEHHE PACTPECHMEBAHEE

2] B0HHAYMHAA THaW H=a

3] MHOMACTESHHLIS TREWHHL

4) NpOMCRoKOEHHE TPELLMH

:5-] TpelUMHE O NDEHWYE 3BDEH

h) OpyrisocobeHHOCTS

B OuUeHHI MeXaHHYechME CEORCTE (HIT1 = He npuMaHnsia]

8) TESPAOCTh (YEEHMTE MaTOl H NONOKEHUE)

b} RAOTHOCTR

ch OTEP=ITEA NOPHCTOCTE

d) 33aKPETEA NOPACTOCTR

8] HCNETEHWME HE D0EIPHE (YEEHATE DAIMSD W OpHEHTAURKD ofpasua, padodyis gnsHy)

fl Ngegen npouHOCTH NpW daribe

g) NPOYMHOCTE HA CHETHE

h] MpOYHOCTE HE Harkb

I} WHE B TEME WCNsITAHEA

9 MokpeiTHe

)] MAETERHEN NOKpEITHR

b) COCTORHRE NOKDRITHA

C} CUSHKAYACTH OTCYTCTRYHIWEraNoKDBITHR

d) MPOYHOCTE HA CABMT

8] NEOYMHOCTS HA PREPEIE

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 12 /16
CTpaHuua OoKkyMeHTa - https: tExpert.r t t-12891-4-2012


https://gostexpert.ru?utm_source=pdf&utm_medium=48229
https://gostexpert.ru/gost/gost-12891-4-2012?utm_source=pdf&utm_medium=48229&utm_term=page

MocT P UCO 12891-4—2012

Npunoxedne B
(CRpagoYHoE]

MeToAkl OUEHKH KEPaMHYECKMX MATEDHANOE (NepevYeHE MEXOYHAPOAHLIX CTAHOAPTOR)

B.1 XdMHYHECHHE CEOACTER

CraHgapte HCO

ANA SMMAHECKONG BHANA2E OKMCH BNNEMAHWA JOCTYIHE PE3NHAYHEE CTARLE TR WED!

— 150 6474, Implants for surgery — Ceramec materiats based on high purity aluming.

— 150 13356, Implants forsurgery — Ceramic materals cased on ytiria-stabilized tetragonal zirconia [Y—TZR).

Opyrde cTaHyapTh

— ASTM C 560, Standard Tesl Methods for Chemical Analysis of Graphibe.

— MWF 5 94-065, Materials for surgecal implants — Determination of arsenc, mercury, cadium and lead on coatings
based on phosphate of catcium .

— NF 584-066. Malerials forsurgicalimplants — Quantitative delenmination of the CalP ratio of calcium phosphate.

— NF 3 94-067, Materials for sungleal implants — CQualitabve and guastitative determination of the foreign phases
presantin calciem phosphate based powders, deposits and ceramics.

B.2 DUIHMECKME CEORCTEA

CraHaapTe MCO

— 1505017, Dense shaped refraciorny products — Determination of culk density. apparent porosity and true porosity,

— 150 468, Surfsce roughness — Perameters, thels values and genersl ruies for specifying requireameants.

Opyrve cTaHgapTes

— ASTM E 112, Standard Test Methods for Determining Average Grain Size.

— NF 5 04-068, Materals for surgical implants — Determinaton of the cryetallinily and apparant slze of the apatite
crystallites of hydroxyapatite based powders. deposits and ceramics.

— JCPDS, Sheete 4-07 7, 3-16%, 9432 ¥-ray diffraction standard s for calcium oxide, tri-calcium orthophosphate, and
hydroxyapatibe, respectively.

— JFCAEC4-001, Testng methad for parosity and specific weight of bloceramics (1994).

— JFCAEC4-002, Testng method for grain elze of slocaramics {1994),

— JFCAEC4-003,. Testing method of poresimetry for bsoceramecs [ 1094 ).

— JFCAEC4-004, Testng method of suface for bioceramics (1984,

— JFCAEC4-006, Testing method for crystal structure analysis of bloceramics (1994,

— JFCAEC4-0H1, Testing method of solubility for bioceramecs {1854 ).

B.3 MerXaHWYECHWE CEOACTEA

CraHgaptel HCO

— Flexural strength {no suitable standard currently avalable)

— Elastec modulus (no suilabie standard currenily availabie).

— Fracture toughnass {no suitalrle stendard currently avaiiabla).

— 150 9385, Glass and glass-ceramecs — Knoop hardness test,

— 150 4545, Metallic materials — Hardness test — Hnoop 1esh

— 150 6507-1, Metallic materials — Vickers herdness test — Parl 1: Test methad.

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

Opyrue cTaHgapTes

— ASTH F 1044, Standard TestMethod for Shear Testing of Porous Metal Coatngs.

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

— JI5 R 1610, Testing methad for Vickers hardness of high performance ceramics (19891},

— JFCAEC4-00F, Testng method for flexcral strength of blcceramics (1994).

— JI5 R 1601, Testing method for flexural strengih of high performance ceram:cs.

— JFCAECH-008, Testng method for compresswe strengih of bioceramics {1994 ),

— JI5 R 1608, Testing method for compressive strength of high perdormance ceramics (1990
— JFCAEC4-0H0%, Testing method for elastic modulus of brioceramics (19%4).

— JI5 R 1602, Testing method for elastic modulus of high performance caramics {1986).

— JFCAEC4-010, Testing method for freciure toughness of bioceramics (1994,

— JI5 R 1607, Testing method for fracturs toughness of nigh performance ceramica (19%0).

B.4 Ofwan wagopmadma

— ASTH E 860, Btandard Practice for Examining and Testing Ilems that are or may become involved in Products
Liabllidy Litigation.
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Npunoxesune OA
{cnpasoYHoe)

CBeAfHWA O COOTEETCTEHA CCLINOYHLIX MEROYHAPOOHLIX CTAHOAPTOR
HALWOHANLHLIM CTaHgapTaMm PoccHAcKoR Penepaums

lTatnweua a1

OBAIHAqE e CCRNGUHOrg
ME#AFHAPOAHONS CTANLARTA

Crenares
COaTEETCTHMA

DHoIHIYEHEE 1 HAMMEHDBIHHE CAaTEETCT O KHAETD HALMOHENEHELTD
STAHgEPTA

NCO 12891-1:1908

0T

M3CT F MCO 12831-1—2012 «MaaneqedHde 4 BHENWI AMpyR-
FHYSCHAL WMANEHTATOE. YacTe 1. Masneded«se » nopaaok obpawe-
HHA #

EBTCTEMA CTAHGAPTOE!

llpumMmesaH e — O HACTOAWSA Tabmuuye

- 10T — WOeHTHHEIE CTAHOSP Th.

HCONE308an0 CRadysluas YyonoaHoe olosHAMEHWE CTENEHWA COOT-
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Sons, 1064

[4]  Tudor. AB., etal: The analysis of biomedical hydroxyapatite powders and hydroxyapatite coatings an metatlic
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YOK 616-089.743-T7.006.354 OKC 11.040.40 Fz2
Kniyease cNOBa: AHANWS, HIBNEYEHME, WMMNaAHTATE K& LaMWYECEHE KDY PTHYECEHE
Pogasran LA Cmanspecran
Taxrpysckd pegaktop 8 M. fApycacoas
Koppestap &M, Bapgesgoos
KownsmrTepran septtea M4 Haneokarog
Chano @ wafop 0707 2014, Mognecana o peyares 13082014, Topemt G0« 34‘;{. MapiaTypa Apdan.
Yen, nég, n. 1,88 YWy -mag. no 1,14 Tvipa# TI ama Sak. 3118,
Azpame n omavatano ao DY «CTAHOAPTHMHSOPM s, 123995 Mocwsa, Mpakamiwh nep., 4
warw gostinds.ru infoid gostinto.ru
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