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Mpeaucnosue

1 NOAMOTOBNEH O6WEeCcTBOM C OFPaHUYEHHON OTBETCTBEHHOCTLIO «LIMTONpoekT» (OO0 «LJUTO-
NMPOEKT») Ha OCHOBE COBCTBEHHOIO NEPeBoAa Ha PYCCKUMN A3bIK aHIMOSA3bIMHON BEPCUU CTaHAAPTA, YKa3aHHOTO
B MyHKTE 4

2 BHECEH TexHu4eckum KOMMTETOM No cTaHgaptusaumn TK 453 «MnnaHTatbl B XUpyprum»

3 YTBEPXOEH W BBEJEH B JENCTBME Mpukasom desepansHOro areHTcTBa No TEXHUYECKOMY pe-
rynupoBaHuto u Mmetponorum ot 22 ¢pespans 2017 r. Ne 59-cr

4 HacroslwmMin cTaHaapT UAEHTUYEH MexayHapodHomy crangapty MCO 13179-1:2014 «MmnnaHTta-
Thbl ANA XUpyprun. MoKpeITUS N3 HENErMPOBAHHOMO TUTAHA, HAHOCMMbIE NNA3MEHHbIM PACNbINIEHUEM HA Me-
TannuMyeckue Xxupyprudeckne umnnadtatel. Yacte 1. OBwme TpeboBaHusa» (ISO 13179-1:2014 «Iimplants
for surgery — Plasma sprayed unalloyed titanium coatings on metallic surgical implants — Part 1: General
requirementsy», IDT).

Mpu NpUMEHEHUN HaCTOSALLEro cTaHjapra peKoMeHAYeTCs UCNOMb30BaTh BMECTO CCbINOYHbLIX MeXAay-
HapOAHbIX CTaHAAPTOB COOTBETCTBYIOLLME UM HALIMOHASbHbIE CTAHAAPTHI, CBEAEHUSA O KOTOPbIX NPUBEAEHDLI B
AONOMHUTENBHOM MpUNoXxeHun JA

5 BBEJEH BrNEPBbIE

lpasuna npumeHeHuUs Hacmosuweeo cmarH0apma ycmaHosneHb! 8 cmamee 26 ®edepanbHo20 3aKoHa
om 29 uwoHa 2015 . Ne 162-03 «O cmaHOapmu3ayuu e Pocculickoli ®edepayuu». NHpopmayus o6
UBMEHEHUSX K Hacmosauiemy cmarndapmy rnybnuxkyemcs 8 exxe200HOM (110 COCMOSIHUIO Ha 1 aHeaps meKyuiezo
200a) uHhopMayUoOHHOM yKkazamene «HayuoHanbHble cmaHlapmbly, a oguyuanbHbill MmeKkem UMeHeHUll
U 110MpasoK — 8 €KeMeCsHHOM UHOPMaUUOHHOM ykasamerne «HauyuoHanbHblie cmaHOapmbi». B cnydae
nepecmompa (3ameHbl) unu OMMeHbl Hacmosuweeo cmaHdapma coomeememeyioujee yeedomieHue bydem
onybiuKkoeaHo 6 brnuxalilueM 6bilyCKe EXEeMEeCAYHO20 UHPOPMaUUOHHO20 ykasamens «HauuoHarbHbie
cmaHOapmbly. Coomeememeyiowjan UHopmayus, yeedoMeHue U Mmekcmbl pasMelyaromces makke 6
UHhOPMaUUOHHOU cucmeme obuweeo nonb3osaHus — Ha ouyuanbHoM calime ®edepanbHo20 azeHmemea
10 MEXHUYECKOMY peaynuposaHuio u Memposoeauu e cemu YiumepHem (www.gost.ru)

© CrangaptuHdgopm, 2017

Hacrosipmi cranaapt He MOXET ObiTb NOMHOCTBLIO UITM YACTUYHO BOCTIPOM3BEAEH, TUPAXUPOBAH U pac-
NPOCTPaHEH B Ka4ecTBe 0huLManbLHOro usnanus 6es paspeluenns degepanbHOro areHTCTBa N0 TEXHUYECKO-
My PerynmpoBaHUIO 1 METPOTIOTMN
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BsBepneHue

B HacToOsILLEM CTaHOApTe YCTAHOBMEHO, YTO HWU OAMH U3 MU3BECTHLIX UMMIAHTALMOHHBLIX MaTepuanos,
UCMONb3YEMbIX B XUPYPriM, HE MOXET FrapaHTUPOBAaTL MOSMHOMO OTCYTCTBUSI HEXeNaTerbHbIX PeakUuii B opra-
HU3ME YernoBeka. TemM He MeHee ANUTENbHLIN KIIMHUYECKUHA ONbIT NPUMEHEHNS MaTepuana, ynoMMuHaeMoro B
HaCTOSAILLEM CTaHAAapTe, NOKa3arl, YTo NPW HAASEXALLEM UCMOMNL30BAHUN 3TOF0 MaTepuana MOXKHO OXMAATb
npUemMneMbiii ypoBeHb GMONOrMYeckoro oTeeTa.
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HALUMWOHANbHBLIWN CTAHAOAPT POCCUMUCKONW ®EONEPALUMN

MMnnaHTaTbl 4NA XMpPyprum

NOKPbITUA U3 HENIETMPOBAHHOIO TUTAHA, HAHOCUMbIE NNA3MEHHbIM PACNBbINIEHVUEM
HA METANNUMYECKUE XUPYPITMYECKUE UMITJIAHTATDI

Hactb 1
O6wue TpeGoBaHusA

Implants for surgery. Plasma sprayed unalloyed titanium coatings on metallic surgical implants. Part 1. General
requirements

Hara BBegeHua — 2018—01—01

1 Obnactb npuMeHeHus

HacToswwmii ctaHaapT yctaHasnueaeTt obme TpeGoBaHUA K MOKPLITUAIM U3 HENErMPOBAHHOTO TUTaHA,
HAHOCUMbIM MIIA3MEHHBIM HambIIEHUEM Ha METaNNMYeCcKne XUpypruieckue UMMIaHTaThbl.

HacTosimii cTaHgapT kacaeTcs NnasMeHHOro HanbifeHUsi B BO3AyXE U B BaKyyMe.

HacTosiumii ctTaHaapT He KacaeTcsl NOKPbITUIA, BbINMOMHEHHbIX U3 APYIMX Marepuaros, KpOMe Henerupo-
BAHHOTO TUTaHA, a TaKkXKe MOKPLITUIA, Peanu30BaHHbIX C MOMOLLLIO APYrUX TEXHOMNOTMUIA, KPOME MIIa3MEHHOTO
HanbIIeHUs!.

MpumMmevyaHue 71— MoxeT ObITb NonesHa cucTema ynpaBneHns Ka4ecTBOM, B YaCTHOCTU, onucaHHasa B MICO
13485. TpeboBaHWA K KOMNETEHTHOCTM UCNbITaTENbHBIX NabopaTopuid npegcTasneHsl B UCO/M3K 17025.

2 HopmatuBHbIe CCbINIKU

B HacTosiLem cTaHgapTe ucnonb30BaHbl HOPMATUBHbBIE CCbIMIKU HA crieaylolme craHaaptel. B cnyyae
CChINTOK Ha AOKYMEHTHI, Y KOTOPbIX yKa3aHa gara yTBepXaeHus, Heo6xoaumo nonb30BaThCA TOMbKO yKa3aH-
HOW pedakuymen. B cniyyae, korga gata yTBep)XaeHusi He NpuBeAeHa, cneayeT nonb30BarTbCsa NOCneaHeln pe-
JaKuuen CCbINOYHbIX AOKYMEHTOB, BKIOYAs MoObIe MONPaBKM U U3MEHEHUS K HUM:

ISO 4287 Geometrical Product Specifications (GPS) — Surface texture: Profile method — Terms, defi-
nitions and surface texture parameters (l'eomerpuyeckune xapakrepuctuku usgenuin (GPS). Ctpyktypa no-
BEPXHOCTU: MpounbHbIM MeTOA. YCNoBUs, onpeaeneHns u napaMeTpbl CTPYKTYPbl MOBEPXHOCTM)

ISO 5832-2 Implants for surgery — Metallic materials — Part 2: Unalloyed titanium (MUmnnaHtatbl Anga
xupypruu. Metannuyeckue marepuansl. Yactb 2. HenermpoBaHHbIN TUTaH)

ISO 10993-1 Biological evaluation of medical devices — Part 1. Evaluation and testing within a risk
management process (buonoruyeckas oueHka MmeauumuHckux nsgenuin. Yacte 1. OueHka u UCnbITaHus B pam-
Kax npouecca ynpasneHusi puckamm)

ISO 14971 Medical devices — Application of risk management to medical devices (MeauuuHckue uns-
aenus. NpyMeHeHne CUCTEMbI YyNPaBneHns pUuckamm Ans MeAULMHCKUX N3O ENUR)

ASTM F1044 Standard Test Method for Shear Testing of Calcium Phosphate Coatings and Metallic
Coatings (CtaHgapTHble METOAbLI UCMbITAHUA Ha CABMUT NOKPbLITUI M3 dhocdhaTa Kanbuusa u meTanna)

ASTM F1147 Standard Test Method for Tension Testing of Calcium Phosphate and Metallic Coatings
(CtaHgapTHble METOAbI UCMILITAHMA Ha PacCTsXKeHUe NOKPLITUI U3 hocdara Kanbumus u MetTanna)

ASTM F1160 Standard Test Method for Shear and Bending Fatigue Testing of Calcium Phosphate and
Metallic Medical and Composite Calcium Phosphate/Metallic Coatings (CtaHaapTHble METOAbl UCMbITAHUS
Ha CABWT M Ha YCTanNoCTb NPU N3rube MeanuMHCKUX 1 KOMMNO3WUTHBIX MOKPLITUI U3 pocdaTa kanbLua u MeTanna)

UzpaHue opuymnanbHoe
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ASTM F1580 Standard specification for Titanium and Titanium-6 Aluminium-4 alloy powders for
coatings of surgical implants (CtangaptHaa cneuudukaumsa Ha TUTaH U NEerMpoBaHHbIE MOPOLUKM TUTaHa-6
anioMUHUA-4 Ans NOKPbITUA XUPYPTUYECKUX UMNMAHTaTOB)

ASTM F1854 Standard Test Method for Stereological Evaluation of Porous Coatings on Medical Im-
plants (CtaHgapTHbIe METOAbLI UCTLITAHUA ANA CTEPEONIOrM4ecKon OLEHKWU NOPUCTLIX NOKPLITUI HA MEeaULIMH-
CKMX UMNNaHTaTax)

ASTM F1978 Standard Test Method for measuring abrasion resistance of metallic thermal spray
coatings by using the Taber Abraser (CtaHaapTHble METOAbI UCNLITAHWA ANA U3MEPEeHUsl YCTOMYMBOCTU K
abpasmBHOMY M3HOCY TEPMUYECKN HaMbINSIEMbIX MOKPLITUIA C MOMOLLBI0 abpasumerpa Tabepa)

ASTM E2371 Test Method for analysis of Titanium and Titanium Alloy by Atomic Emission Plasma
Spectrometry (Metoabl UCMbITaHUA ANA aHanu3a TUTaHa M TUTAHOBLIX CMMAaBOB C MOMOLLLIO MMa3MeHHOW
aTOMHO-9MUCCUOHHOIN CNEKTPOMETPUM)

3 TepMUHbI 1 onpeaeneHus

B HacTosiLLeM cTaHaapTe NPUMEHEHbI TEPMUHBLI C COOTBETCTBYIOLUMMU ONpPeaeneHnsiM1, NPUBEAEHHbI-
Mu B cepumn ctaHgaptos NCO.

3.1 nnasMmeHHoe HanbineHue: MeTog TEPMUYECKOrO HanbINEeHUA ANA HAHECEHUA NOKPLITUN C MOMO-
LLbIO NNa3MeHHON CTPyW.

3.2 NOKPBLITUA, HAHOCUMbIE NNa3MeHHbIM HanbINeHUeM HenerupoBaHHOro TUTaHa: TuTaH, HaHe-
CEHHbIi Ha NOBEPXHOCTb OCHOBLI NOCPEACTBOM NNA3MEHHOMO HanbINeHUs.

4 O6wwme TpeboBaHuA

4.1 Mopowok AnA NNasMeHHOro HanbIfIEHUNA

MopoLLOoK, NPUMEHAEMbIN 4515 MSIa3MEHHOI0 HanbINEHUA, A0MKeH cooTeeTcTBoBaTb ACTM ©1580.

4.2 XMMUYeCKui aHanus
4.2.1 XuMMYecKun coctas

il pumMmevyaHne — Xota HaCTOFllJ.WIVI CTaHAapT pacCMaTpUBAET NOKPbLITUA, HAHECEHHbIEe KakK aTMOCCbeprIM, TakK
M BaKyyMHbIM NMnasMeHHbIM HanbieHneMm, nokasaren XMMM4eCcKoro coctaBa noKpbiTUA, NONyYEHHOTo BakyyMHbIM nNnas-
MEeHHbLIM HanbineHneMm, BepoATHO, 6y,[|,yT HUXe, YeM NpegHasHa4eHHble AnA aTMOCdJepHOFO nnasMeHHOro HanblNeHuA.

XumMHUyeckuit CoCTaB NOKPLITHIA, HAHOCUMBIX MMA3MEHHLIM HaMbINEHUEM HENErMPOBAHHOIO TUTAHA, AON-
YKEH COOTBETCTBOBATbL AAHHBLIM, NPUBEAEHHBLIM B Tabnuue 1.

Tabnuya 1— Xumudeckuid coctas

OnemeHT MaccoBas gons, %
Yrnepog C <0,10
Boaopoa H <0,20
XKeneso Fe <£0,60
A30T N <5,00
Kucnopog O <10,00
TutaH Ti OcrTanbHasg yacTb
Ob6Lyee coaepxaHne a3oTa, KUCNOpoAa, BOAOPOAA, YITiepoAa U Xernesa He JomkHo npesbiwarb 10 % MaccoBoii
aonu.
MpumevyaHune — Ecnu cobniogeHbl MEXaHUYECKME XapaKTEPUCTUKK, yKasaHHble B 4.4, N He BbISBNEHO He-
6naronpusiTHoe BO3aeiCcTBUE Ha BUOCOBMECTUMOCTD, TO AOMNYCTUMbI Bornee BLICOKUE 3Ha4YeHUs pefenoB coaepXaHus
BOAOPOAA U a30Ta, YeM yKasaHHbIe BhiLle.

2
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[na onpeaeneHns 351EMEHTOB, HE YNOMSAHYTbIX B Tabnuue 1 u ¢ 60nbLIOK BEPOATHOCTBIO UMEIOLLMX
maccosylo aonio 6onee 0,5 %, nomkeH OGbITb NPOBEIEH aHANM3 PUCKOB NMPOLIECCa NNAa3MEHHOTO HaNbINEHUA.
HdomkHa ObITb OnNpeaeneHa TOYHas MaccoBas AONS, U MPOU3BOAUTENbL MOKPLITUSA AOMKEH yKasaTb npeaern
coaepxaHus. BnuaHue atux npumecernt Ha OMOCOBMECTUMOCTb JOIDKHO ObiTb OLEHEHO B COOTBETCTBUU C
MCO 10993-1.

4.2.2 OT60p o6GpasuoB

[nsa npoBeaeHUs XMMUYECKOTO0 aHann3a MoKpbITUSA CrneayeT UCNoNnb30BaTh NOKPLITUE BECOM HE MEHee
5 I, HaHeceHHOoe Ha NPOOHbIN 0Opa3eL] TUTAHOBOW OCHOBBI, U3rOTOBIIEHHbIA B COOTBETCTBUM C TPEBOBaHUAMM
MCO 5832-2. Ecnu npumeHEeHUe NOKPbLITUA JaHHLIM BECOM HEBO3MOXHO UK Heuenecoobpa3sHo, Bec oGpa3ua
MOXHO YMEHbLUMTbL NPU YCITOBUK, YUTO STO HE NOBAUSIET HA pe3ynbTaTbl XMMUYECKOr0 aHanu3a. TexHu4eckue
npuemsbl, UCNOMb3yemble ANsl CHATUS NOKPLITUS, HE AOMKHbI BbI3bIBATb €ro 3arpAsHeHue. Ecnu ouncrka Bbl-
NONHANACL NOCNe HaHECEHUs MOKPLITUSI HA UMNJIAHTAT, cneayeT Takum e 06pa3om ouncTuThb obGpasey nepea
npoBeAEHMEM aHanu3a.

4.2.3 lMNpoueaypa XMMUYECKOro aHanusa

CoaepxxaHue xenesa cneayert onpeaensitb ¢ NOMOLLBIO aTOMHO-9MUCCUOHHOW CNEKTPOMETPUU C UHAYK-
TUBHO CBSI3aHHOW nnasmou (ASC-UCI) B cootBetcTBumn ¢ ACTM E2371.

CoaepxxaHue asora, KUCNopoaa u BOAOPOAA CrefyeT OnpeaensTb NyTeM CXUraHus ¢ NOMOLLbIO o6Le-
NPUHATOrO NPOBEPEHHOro METoAa.

ToyHOCTb aHanu3a C ypoBHEM A0CTOBEPHOCTU 95 % cneayeT yuuTbiBaTh NpU YTBEPXKAEHUU COOTBET-
CTBUSI XMMUYECKOT0 aHanM3a 3Ha4eHUsIM MacCOBOW A0NM, YKa3aHHbIM B Tabnuue 1.

lNMpumep — Ecnu nozpewHocms u3mMepeHus1 codep)xaHusi Kucnopoda cocmaensiem 1 % c ypoeHem docmo-
eepHocmu 95 %, coomeemcmeue criiedyem 0603Hayumb Kak < 9 % 051 U3MepeHHbIX 3HavYeHull.

4.3 Mopdonorua

C uenblo BanuaaumMuM AOMiHbI ObiTh BLIMOMHEHbI MOPGONOrMYeckue TeCTbl Ha rOTOBOM YCTPOMCTBE,
ecnu Bo3moxHo. Ecnu mopdonornyeckne TeCTbl Ha rOTOBOM YCTPOMCTBE HE BbIMOMHANUCH MO TOW NPUUUHE,
YTO reOMETPUS YCTPOICTBA HE NO3BONAET MPUMEHSTL COOTBETCTBYIOLLME CTAaHAAPTbI, TO MOTYT GbiTb UCMONb-
30BaHbl NPo6HbIe 06pa3ubl, a X penpe3eHTaTMBHOCTb ANS FOTOBOFO YCTPOWCTBA AOMKHA ObITb 0DOCHOBaHA.

CpenHio TOMWMHY C AONYCTUMBIMU OTKIOHEHUAMU, U3MEPAEMYIO B MUKPOMETpAX, cneayeT onpeae-
naTe B cootBercTBun ¢ ACTM $1854.

LLlepoxoBatocTe Ra unu Rt, MKM, cneayeT Oonpeaensite B COOTBETCTBUKM C TpebGoBaHuamu UCO 4287.
Pa3amep 30Hbl OLEHKM AOJKEH ObITh HE MEHee 8 MM.

[ns NOKPbITWIA CO cpeaHen TonwmHown = 300 MKM, cpeaHee 00beMHOe CoaepXKaHue nNycToT, onpeaense-
MOE€ B NPOLEHTaX, U CPEAHSASA ANMHA NEPECEYEHUs NYCTOT, /MNu CPeaHAS NOPUCTOCTL U CPEAHANA ANWHA nepe-
CEYEHUA Ha Pa3NMYHBIX YPOBHAX B TOLLE NOKPLITUA (KMETOA ONpeaeneHus rpagueHTa Ha rpaHuue pasgena
C TKaHbIOY) crieayer TeCTMPOBaTh B COOTBETCTBUM C TpeGoBaHuamm ACTM $1854.,

4.4 MexaHM4YeCKue XxapaktepucTUKA NOKPbITUA

4.41 O6wue csegeHunn

[ns TeCcToB, NepeYncrneHHbix B 4.4.2—4.4 .4, [OMKHbI MCMONb30BaTh HE MEHEE MATU TECTOBbIX 0Opas-
LIOB, U3rOTOBMEHHbIX U3 TOTO Xe cybcTpaTta, YTo U rOTOBbLIA MMMNAaHTaT. TeCToBbie 06pasLbl U FOTOBbIA UM-
nnaHTaT cneayer noaseprate 04MHAKOBLIM Npoueaypam npeasaputenbHoi 06paboTku (Hanpumep, 04ncTka,
neckoCcTpyinHas obpaboTka) n nocneayiowlein 06paboTku (HanpuMep, O4YMCTKa, CTEPUNU3aLNS).

4.4.2 CtaTuyeckas NPOYHOCTb Ha COBUI

Mpu TectupoBaHum B cootBeTcTBuM ¢ TpeboBaHuaMu ACTM 1044 cpeaHas crtatuyeckasi NPOMHOCTb
NOKPLITUA Ha CABUT fommkHA GbiTh Gonee 20 MMMa.

4.4.3 YcTanocTtHas NpoOYHOCTb Ha cABUT

Mpu TectupoBaHun B cooTBeTcTBUM ¢ TpebosaHusaMm ACTM 1160 ¢ MakcMmManbHON YCTanoCTHON Ae-
dopmMaument capura He MeHee 10 MIMa nokpbITUE AOMKHO BbIAEPKUBATL MO KparHen mepe 107 uuknos 6e3
paspyLLUeHUN.

4.4.4 CtaTuyecKasa NPOYHOCTb Ha pa3pbIB

MNpu TecTuposaHnu B cooTBeTcTBUM C TpeboBaHnamu ACTM P1147 cpedHsa cTtaTudeckas npodHOCTb
MOKPbITUSA MOBEPXHOCTU HA paspbiB AOrMkHA ObITk 6onee 22 MIMa.
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4.4.5 YCTOMYMBOCTL K aGpasMBHOMY U3HOCY

Mpu TectuposBaHuu B cooTBeTCTBUM C TpeboBaHmaAMun ACTM ©1978 abpasnBHbIe NOTEPU NOKPLITUS NO-
BEPXHOCTMU NOCHE NPOBEAEHUA UCNLITAHUA ANUTENLHOCTLIO He MeHee 100 UMKNOB He A0MKHbI NPEBbLILLIATL
65 mr.

4.5 KoHTpOnbHbIN ayauT

Xumuueckuii coctas, MOPGONOrMI0O U NPOYHOCTL MOKPLITUSI HA Pa3pbiB CReayeT NepuoOANYEcKU KOH-
TPONMUPOBATbL; MHTEPBAnbI NPOBEPKN YCTAHOBMNEHbLI NPWU aHaNU3e PUCKOB B COOTBETCTBUM C TpeBOBaHMAMU
NCO 14971.

Mpu npoBeAeHUM NNAHOBbLIX KOHTPOSLHLIX NPOBEPOK MOKPLITUS CNEAYET YKa3biBaTb BUI U BPEMEHHON
MHTEPBAI KaX40ro KOHTPOSILHOTO TECTA.

4.6 BaxHOCTb KOSIMYECTBEHHbIX NpeAesibHbIX 3HAYeHUN

[ins onpegeneHna COOTBETCTBMS BCEM YKa3aHHbIM NpeAenbHbIM 3HaYEeHUsAIM Npu N0ObIX YCIOBUSAX BCE
BbIMUCMEHHbIE UK HabnioaaeMble npeferibHbIE 3Ha4YEeHUS crieayeT OKPYIsiTh 40 Gnmxanlumx AByX 3HaYaLLmx
undchp nocne 3ansTou.

MpumedvyaHune — OkpyrneHue Yncen npuseaeHo B npunoxeHun b NCO 80000-1:2009.

5 OTtueTt 00 ucnbITaHuUM

OtyeT 06 UCNbITaHUM AOSHKEH BKIIOYATb, KAK MUHUMYM, CreayIoLLyto MHhopMaLumio:
a) uaeHTudukayma TectoBoro 0bpasua, BKNIOHaa UCTOYHUK, aaty 3abopa, dopmy;
b) KONM4YeCcTBO TECTOBLIX 06PA3LIOB, UCNOMb3YEMbIX ANA KAXKAO0r0 UCMbLITAHMUS;

C) CCbifika Ha MCNONb3yeMblii METO/ TECTUPOBAHUS;

d) OTKNOHEHUA OT UCNONb3YEMOT0 METOAA TECTUPOBAHMA B COOTBETCTBYIOLLEM Cryyae;
€) HeoObI4HbIE CBOMCTBA, HAabnoaaemble BO BPEMSA UCMLITAHWUIA,

f) oGocHOBaHUe yaaneHus us JOKyMeHTaUun onpeaeneHHbIX PesynsraTos;

g) pesynbTaTbl XMMUYECKOro aHanu3sa (cm. 4.2);

h) pesynerarbl MOpdonornyeckoro aHanusa (cMm. 4.3);

i) cpeaHana cratudeckasa NPOYHOCTb Ha CcABUN (CM. 4.4.2);

j) ycTanocTtHasi NPOYHOCTb Ha caBur (CM. 4.4.3);

k) cpenHaa cratmyeckas NpoOYHOCTb Ha paspbiB (CM. 4.4.4);

I) abpasuBHeie notepu (CM. 4.4.5);

m) Aatbl NPOBEAEHUS UCMNbITAHWIA;

n) naeHtTudukaumsa naboparopum, NPOBOAMBLLENR UCTILITAHUS;

0) NoAnNuCL 3aeeaytoulero naboparopuei n oneparopa.
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Mpunoxexue JA
(cnpaBouHoe)

CBeaeHUA 0 COOTBETCTBUU CCBITOYHbIX MEXAYHAPOAHbIX CTAHOAPTOB HALMOHarNbHbLIM CTaHOAPTaM

Tabnuuya OA1

O6o3HayeHWe cChlfovHoro CTeneHb
0O603HaYeHNe N HaMMeHOBaHWe COOTBETCTBYIOLLEro HaLMoHansHoro cTaHpapTa
MeXAyHapo4Horo ctaHaapTa COOTBETCTBUA

ISO 4287 IDT FOCT P UCO 4287—2014 «eoMeTpUYECKNE XapaKTEPUCTUKN U3Lenuii
(GPS). CtpykTypa noBepxHocTu. [podunbHbiin MeToa. TepMuHel, onpege-
TNEHUS U NapaMeTpbl CTPYKTYPLI MOBEPXHOCTU»

ISO 5832-2 IDT MOCT P UCO 5832-2—2014 «MMnnaHTaThl Ans xupyprun. Metannude-
ckue Martepuansl. HenurupoBaHHbIin TUTaH»

ISO 109931 IDT rOCT P UCO 10993-1—2011«M3genua meguuuHckue. OueHka buonoru-
Yeckoro AeicTBua MeguUMHCKkX usgenuin. Yacte 1. OueHka u nccnepo-
BaHUA»

ISO 14971 IDT FOCT P UCO 14971—2009 «M3penua MeauumHckue. NMpuMeHeHne me-
He>KMEeHTa pucka K MeAULUHCKUM U3 enusam»

ASTM F1044 — *

ASTM F1147 — *

ASTM F1160 — *

ASTM F1580 — *

ASTM F1854 — *

ASTM F1978 — *

ASTM E2371 — *

OTBETCTBUA CTaHAaPTOB!

- IDT — ngeHTUYHLbIe cTaHgapThbl.

* COOTBETCTBYIOLWMIA HAUMOHanNbHbLIA CTaHAapT oTcyTeTByeT. [lo ero NpUHATUS pekoMEeHAYETCA MCMonb3oBarh
nepeBoA Ha PYCCKUIA A3bIK [aHHbIX CTaHA4apToB.

MpumMmevyaHne — B HacToAWel Tabnuue Ucnons3oBaHo cregyloliee yeroBHoe o603HaueHe cTeneHn co-
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(1]
(2]
(3]

(4]
(3]
(6]
(7]

(8]

(0]

BuGnuorpadus

ISO 5961, Water quality — Determination of cadmium by atomic absorption spectrometry
SO 13485, Medical devices — Quality management systems — Requirements for regulatory purposes

ISO 16429, Implants for surgery — Measurements of open-circuit potential to assess corrosion behaviour of metallic
implantable materials and medical devices over extended time periods

ISO/IEC 17025, General requirements for the competence of testing and calibration laboratories
ISO 80000-1, Quantities and units — Part 1: General
ASTM F67, Standard Specification for Unalloyed Titanium for Surgical Implant Applications

ASTM E1409, Standard Test Method for Determination of Oxygen and Nitrogen in Titanium and Titanium Alloys by
the Inert Gas Fusion Technique

ASTM E1447, Standard Test Method for Determination of Hydrogen in Titanium and Titanium Alloys by Inert Gas
Fusion Thermal Conductivity/Infrared Detection Method

ASTM E1941, Standard Test Method for Determination of Carbon in Refractory and Reactive Metals and Their Alloys
by Combustion Analysis
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