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MpeaucnoBue

1 NOArOTOBJIEH O6wecTtBOM C OrpaHMYeHHOM OTBETCTBEHHOCTbIO «UWUTOnNpoekt» (OO0
«LINTOnpoekT») Ha ocHoBe COBCTBEHHOrO ayTEHTUYHOrO NEpeBoa CTaHAapTa, YKa3aHHOrO B NyHKTE 4

2 BHECEH TexHu4ecKuM KOMUTETOM no ctaHgapTusauum TK453 «MmnnaHTaTbl B XMpyprum»

3 YTBEP)XOEH W BBEJEH B OEWCTBUE Mpukasom deaepansHOro areHTCTBa No TEXHUYECKOMY
perynupoBaHuto n metponorum ot 7 mas 2013 r. Ne 86-ct

4 Hacroswmii cTaHaapT UAEHTUYEH MexayHapogHomy ctaHaapty MCO 21535:2007 «HeakTuBHble
Xupypruyeckue wumnnaHtatbl. MMnnaHtatel Ans 3ameHbl cyctaBoB. CneuuanbHble TpeboBaHus K
UMnnaHTaTam Ans npoTe3upoBaHus Ta3obeapeHHoro cycraea» (1ISO 21535:2007 «Non-active surgical
implants — Joint replacement implants — Specific requirements for hip-joint replacement implants»).

Mpu nNpUMEHEHUM HACTOALLEro CTaHAapTa pPEeKOMEHAYETCA WCMOSb30BaTb BMECTO CCbINOYHbIX
MeXOYyHapoaAHbIX CTaHAapTOB COOTBETCTBYIOLUME UM HaUMOHamnbHble cTaHgapTel Poccuiickon deaepaumu,
CBEAEHUSA O KOTOPbIX NPUBEAEHBI B JONONMHUTENBHOM NpUnoxeHun OA.

5 BBEJJEH BMNEPBbIE

lpasuna npumeHeHus Hacmosawezo cmaHdapma ycmarosneHs! ¢ FOCT P 1.0—2012 (pasden 8). MiHchopmayus
00 UBMEHEHUSX K HacmosujeMy cmaHOapmy nybnuxkyemcs & exeeo0HoM (110 cocmosaHuio Ha 1 aHeapa mekyujezo 2oda)
UHGbOpMaUUOHHOM yKasamene «HauuoHanbHble cmaHO0apmbly, a opuyuanbHbIl mekcm u3MeHeHul u nonpasok — &
eXeMecayHoM hopMayloHHOM yKkazamene «HayuoHanbHbie cmaHOapmbl». B cnydae nepecmompa (3aMeHbl) unu
ommeHb! Hacmosaweao cmaHdapma coomeemcemeyrowjee yesedomneHue 6ydem onybnukogaHo & bnuxaliluem ebiycke
eXemMecayHo20 UHOPMaUUOHHO20 yKasamensa «HauuoHanbHble cmaHOapmbiy. Coomeemcmeyioujas uHghopmayus,
ysedoMeHUe U MmMeKCmbl pasmMewalomes makxe € UHgopmalyuoHHold cucmeme obwe2o onb308aHUs — Ha
ogpuyuansHom catime @elepanbHO20 ageHMCmea o MEexXHUYEeCcKoMy pesynupoeaHulo u Memponoauu 8 cemu
UimepHem (gost.ru)

© CrangaptuHdopm, 2014

Hacrosiwmii ctaHgapt He MOXeT ObITb MOMHOCTBIO UMM YaCTUYHO BOCMPOW3BEAEH, TUPAKUPOBAH M
pacnpocTpaHeH B KayecTBe OUUMAnbHOro u3gaHus Ges paspelieHus DeaepanbHOro areHTcrsa no
TEXHUYECKOMY PEFYNUPOBAHMIO U METPOMOIMM
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BBeageHue

CyLLECTBYIOT TPU YPOBHSA MEXAYHAPOAHbIX CTAHAAPTOB, B KOTOPbIX paccMaTpuBaloTca TpeboBaHus K
HEaKTUBHBLIM XUPYPrudeckum uMnnaHtaram. OHW nepeyncneHbl Huke (YpoBeHb 1 BNSETCA HAUBLICLLMM):

— ypoBeHb 1: o6Lme TpeGoBaHUA K HEAKTUBHbLIM XUPYPrUYECKUM UMMNIAHTATaM WU MHCTPYMEHTapUIO,
UCMOMNb3yeMOMY ANt UX YCTAHOBKMU;

— YPOBEHb 2: YacCTHble TpeboBaHMA K CEMENCTBAM HEAKTUBHbIX XUPYPIUYECKUX UMIMIAHTaTOB;

— ypoBeHb 3: cneuuanbHble TpeOOBaHUS K OTAENbHbIM TUMAM HEAaKTUBHBIX XUPYPIUYECKUX
UMMMaHTaToB.

Hacroawuii MexxayHapoaHbIli CTaHZapT SBMSETCS CTaHAAapTOM YPOBHS 3 M coaepxuT TpeboBaHus,
NPUMEHUMbIE KOHKPETHO K NnpoTe3am Ta3o0epeHHoro cycrasa.

MexayHapoaHbin craHgapt MCO 14630 ypoBHA 1 coaepxuT TpebOBaHUA KO BCEM HEAKTUBHbIM
XUPYPrU4eckuM umnnantaram. lNpu aTom gononHuteneHsle TpeboBanusa OyayT YyCTAHOBMNEHLI B CTaHAapTax
ypoBHen 2 n 3. CtaHgapTbl YPOBHA 2 NpuMeHMMbl K Bonee orpaHuyeHHsiM Habopam unu cememncresam
UMMNMAHTaToOB, HanpuMep, K WMMNMaHTaraMm, npeaHasHa4YeHHbIM Ans NPUMEHEHMA B OCTEOCUHTE3e,
cepAeyHo-CcoCyaAUCTON XUPYprum unu NPOTe3MpoBaHUN CyCTaBoB.

Ona Toro 4ytobbl OXBaTUTL BCE TpPebOOBaHWUA, PEKOMEHAYETCHA HayaTb PacCMOTPEHMEe CO cTaHgapTa
Hanbonee HU3KOro YPOBHS.
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HAUMWOHANbHBLIAN CTAHOAPT POCCUMNCKOWN ®EQEPALUMN

UMMNNAHTATLI XUPYPTMYECKUE HEAKTUBHBIE
UMIJIAHTATbBI ANA SAMEHbI CYCTABOB
CNEUMANBHLIE TPEBOBAHUA K UMMNAHTATAM ANA NPOTE3UPOBAHUA

TASOBEIPEHHOIO CYCTABA

Non-active surgical implants. Joint replacement implants. Specific requirements for hip-joint replacement implants

Dara BBepenus — 2014—11—01

1 Obnactb pencreus

Hacroawmin craHgapT ycraHaBnuBaeT crneuuanbHole TpeboBaHusi K  MMNnaHTatam  Ans
nporesupoBaHus Tas3obeapeHHOro cycrasa. B oTHOWeEHMM Ge30macHOCTU HaCTOAWMW  cTaHaapt
ycTaHaBnmeaeT TpebOBaHMSI K MNOKasaTesisiM HasHayeHWsl, OCOBGEHHOCTSIM KOHCTPYKLMW, martepuanam,
OLEHKE KOHCTPYKUMW, NPOM3BOACTBY, CTEPUNMU3ALMK, YNAKOBKE W MHOpMaLUM, MOCTaBMSIEMON
M3rOTOBUTENEM, A TAKKE K METOAAM UCTIbITAHWIA.

2 HopmaTuBHbI€ CCbUIKU

B HacToAIWEeM cTaHAapTe MCNOMb30BaHbl HOPMATUBHBIE CCbINIKKU Ha chneaylowme craHaapThl:

NCO 7206-1 MmnnaHTaTthbl AN XMPYprum. YacrtuuHbie u nosHble NpoTesbl Ta306eApEeHHbIX CyCTaBoB.
Yactb 1. Knaccudmkaums n 0603HaueHue pasmepos

NUCO 7206-2: 1996 UmnnaHuTaTbl Anst xupypruM. YacTuyHblie W MOfHbIe NPOTe3sbl Ta3o6eapeHHbIX
cyctaBoB. Yactb 2. CyCTaBHble MNOBEPXHOCTM M3 METAINIMUECKUX, KepamMuyeckux W NNacTMaccoBbiX
marepuanos

NCO 7206-4 UmnnaHTaTbl AN xupyprum. YactmuHble U nonHble NpoTe3bl Ta306eApEHHbIX CYCTaBOB.
YacTb 4. OnpeaeneHue xapakTepucTuk AONrOBEYHOCTU CTEPXKHEBBLIX 6e4PEHHbIX NIEMEHTOB

NCO 7206-6:1992 WMmnnaHTaTbl ANs Xupypruu. YacTudHble U NOMHbIE MpOTE3bl Ta300eapeHHbIX
cyctaBoB. Yactb 6. OnpeageneHme xapakTepPUCTUK OOSITOBEYHOCTU B 30HE TOJSIOBKU U LUEWKU CTEPXKHEBbIX
GeapeHHBIX 3NEeMEHTOB

NCO 7206-10 MmnnaHTaThl ANS XUPYpPruu. YacTuyHble M NOSHbIe NPOTE3bl Ta306eapeHHbIX CYCTABOB.
Yactb 10. OnpeaeneHne CTOMKOCTM K CTAaTUYECKO Harpy3ke MoAaynbHbIX CYCTaBHbIX 6€4pEHHbIX FONT0BOK

NCO 14630 NmnnaHTaTbl XMpypruyeckne HeakTueHble. O6Lme TpeboBaHus

MCO 21534 : 2007 HeakTuBHble XUpyprudeckue umnnantatel. MMnnaHTatbl Ans 3aMeHbl CyCTaBOB.
YacTHble TpeboBaHus

3 TepMuHBbI U onpeaeneHus

B HacTosiLLleM AOKYMEHTe npuMeHeHsbl TepMuHbl no NCO 21534 u NCO 7206-1, a Takke crneayolme ¢
COOTBETCTBYIOLLMMU ONpPeaeneHNAMU:

3.1 BepTnyXHbliA KOMIMOHEHT

MMnnaHTaTt, npeaHasHauyeHHblli AnsS UKCaUMW B MNOATOTOBIEHHOW OMONOrMYECKOW BEPTNYXKHOM
BnaguHe

[l pumMevyaHune — 3TOT KOMMOHEHT MOXET UMETb MOHO6J‘IOL|HyI-0 Unn MoAynbHYH KOHCTRYKLUIO.

3.2 bunonspHas rosoBka

KomMnoHeHT npoTe3a Ta3obeapeHHOro CycraBa, WMEIOLWMI BOTHYTYK (BHYTPEHHION) MOBEPXHOCTb,
npeaHasHa4YeHHYI0 ANA COYNEeHEeHUs1 cO cdpepuyeckor ronoBkON OeapeHHOro KOMMOHEHTAa, W BbIMYKNyH0
(BHELLHI00) chepryeckyio NOBEPXHOCTb, NPEAHA3HAYEHHYIO 1S COMNEHEHNs ¢ BUONOrMYEcKoii BEPTY>KHOA
BNaguHoOn

3.3 BeApeHHbIN KOMNOHEHT

OMEeMEHT TOTanbHOrO0 UMM YaCTUYHOTO MpoTe3a Ta3obeApeHHOro CycTaBa, KOTOPbI NpeAHa3HayeH
Ans npukpenneHus kK 6eapeHHol KOCTK

U3panue opuumanbHoe
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3.4 NMpoTesnpoBaHue Ta306eapPEHHOro cycraBa
ApTponnacTuka Ta3o6eapeHHOoro cycrasa

MMnnaHTaTt, MCnonb3yemMbin AN NPOTE3UPOBAHMA OAHOW UMM 06eux CyCTaBHbIX MNOBEPXHOCTEMN
TasobeapeHHOro cycrasa.

3.5 MoaynbHbI KOMNOHEHT

BeapeHHbIN unu BEpTAYXHbIA KOMNOHEHT, KOTOPbIN coOOUpaeTca NonbL3oBaTeneM u3 psaa getanen.

3.6 MOHOGNOYHBIN KOMNOHEHT

BeapeHHbIN Unu BEPTYXHbIA KOMMOHEHT, KOTOPbLIN NOCTABNAETCA KaK €ANHAA KOHCTPYKLMS.

3.7 YacTuyHoe npoTe3upoBaHue Ta3o6eAPeHHOro cycraBa

FemuaptponnacrTuka Ta3o6eapeHHOro cycraea

MmnnaHTaTt, cocrosilymii U3 6GeapeHHOro KOMNOHEHTa, NPEAHA3HA4YEeHHOro AN NnpoTe3MpoBaHUA
GeapeHHON CyCTaBHOW NOBEPXHOCTU Ta300eApEeHHOro CycTaBa.

n punMmedvyaHue 1 — UmMnnaHTaThl ANA YaCcTU4YHOro NpoTesnpoBaHnUAa 'ra306e,qpeHHoro CyctaBa MOryT UMeTb
KakK 6MI'IOJ'I$|pHyl0, TakK U MOHOMONAPHYO roNoBKY.

MpuMevyaHue 2 — STOT KOMNOHEHT MOXET UMETb MOHOBNOYHYIO UNU MOAYNBHYIO KOHCTPYKLWIO.

3.8 ToTanbHoOe nNpoTe3upoBaHue Ta306eaAPEHHOro cycTaBa.

ToTanbHaa apTponnacTuka Ta3o6eapeHHOro cycraBa

MMmnnaHTaTt, cocTosilmii u3 6eapeHHOro U BEPTNY)KHOrO KOMMOHEHTOB, NpPeAHa3HaYeHHbIX AnA
nNpoTe3upoBaHNsA 00EnX CyCTaBHbIX MOBEPXHOCTEN TazobeapeHHOro cycrasa.

MpuMevyaHue — 3STOT KOMNOHEHT MOXET UMETE MOHOGIOYHYIO MM MOAYNBHYIO KOHCTPYKLUIO.

3.9 MoHononsipHas ronoska
lFonoeka 6eApeHHOro KOMNOHEHTA, NpeaHa3Ha4YeHHanA ANs COUNEHEHUs G BUONOrMYecKkon BEPTYXHON
BNaaUHON.

4 MNMoka3sarenu Ha3HaYeHus

TpeboBaHua nyHkta 4 craHgapta MCO 21534 npuMeHSsIlOTCA COBMECTHO C YKa3aHHbIMU HUXe
TpebGoBaHMsAMMU,

[nanasoH YrroBbIX ABWXEHWA Mexay GeApeHHbIM U BEpTNYXHbIM KOMMOHEHTAMU [AOSDKEH WMETb
crnegyolwme MUHUMarnbHbIe 3HaYeHUs:

- 100° npu cruGanun/pasrubaHum;

— 60° npu oTBEAEHUM/NPUBEAEHUN;

— 90° npu poTauumn BHYTPb/KHAPYKN

MpuMmeyvyaHue — MeTog, C MOMOLLLIO KOTOPOrO MOXHO NMPOBECTU STO U3MEpPeHUe, onucaH B Mpunoxerun A.

5 OCO6EHHOCTU KOHCTPYKLMUN

5.1 O6wume TpedboBaHMA

TpeboBaHna nyHkTa 5 crangapta MCO 21534 npuMeHSIOTCA COBMECTHO C YKa3aHHbIMU HUWXKe
TpeboBaHWAMU, YCTAHOBNEHHbLIMW B NYHKTax 5.2 n 5.3.

5.2 Pasmepbl U [ONYCKKN

MpumeyvyaHue — OTHoCUTENbLHO TpeBOBaHWU K CycTaBHbIM MOBEPXHOCTAM TUMa «MeTanmn-no-meTanny» u
«KepaMWKa-no-kepamunke» nMnoka elle He nNoNydeHO A[OCTaTOYMHOro KonudecTtBa I/IHdDOpMaLWII/I O LepoxoBaTocTun
NOBEPXHOCTU U AoOMyckaxX Ha AuaMeTp W padMepbl, 4ToObl NPeAocTaBUTb creluduKkaumio ANA STUX NapameTpoB B
AaHHOM U3[aHuKN HacToALWero ctaHgapTa.

5.2.1 lonycku n pasMepbl KOHYCHbIX COeAUHEHUHN

CneagyeT yaenutb ocoboe BHWMaHWe, Kak MUHMMYM, CreayioluMm acnektam: auameTpy, yrny
KOHYCHOCTW, MNPSIMOMMHENHOCTWN, OKPYrNOCTM, MMWKPOCKOMUYECKON M  MaKpPOCKOMUYECKOW CTPYyKType
NMOBEPXHOCTMU.

B KOHCTpyKUUSIX, rAe NCnonb3ylTC MOAYNbHbIE OepeHHblIe KOMMOHEHTLI, CreAyeT y4uThiBaTh PUCK
06pa3oBaHMs YacTUL U3HOCA U Pa3BUTUS KOPPO3UM HA NOBEPXHOCTAX MOAYNLHOIO KOMMOHEHTA.

5.2.2 [lonycku Ha guameTp CyCTaBHbIX NOBEPXHOCTEN

Jonycku Ha AuaMeTp CyCTaBHbIX MOBEPXHOCTEW METaNNMYeCKUX WU Kepamuyeckmx OeapeHHbIX
KOMMNOHEHTOB, NpPeAHasHayYeHHbIX AN UCNOMb30BaHUS C  BEPTAYXHbIMM  KOMMOHEHTamMu U3
CBEpPXBbICOKOMONEKYnspHoro nonuatuneHa (CBMIM3), nomkHbl COOTBETCTBOBATL CcTaHaapty NCO 7206-2,

2
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NyHKTbl 4.1.3 1 4.2.3 COOTBETCTBEHHO.
NMpumeyvyaHune — TpeboBaHUs K chepUHOCTM U LIEpOXOBATOCTU AN usgenuii n3 CBMIO, koHTakTMpyoLwmx
€ MeTanmnoMm Unm kepamukon, usnoxetsl B UCO 7206-2.

5.3 Tonwuna CBMI3 B BepTrnyXHbIX KOMAOHEHTAX U GUNONAPHLIX FOFIOBKAX

5.3.1 BepTnyXHble KOMMOHEHTbI

Ona BepTNyXHbIX KOMMOHEHTOB C BHEWHUM AuameTpom 42 MM U Oonblue KOMMOHEHT,
narotasnueaemMblii u3 CBMI3, AomkeH MMETb CREAyIOWYI0 MWUHUMANbHYIO TONLWMHY Harpy>aemoro
cekTopa:

a)5 MM — 4ng KOMMOHEHTOB C METaNNNYECKON UNU UHON NOANOXKKON;

6)6 MM — Ana KOMNOHEHTOB 0€e3 NOANOXKM.

5.3.2 bunonsipHbie rosioBK1

Ana 6uNoNApHbIX rofIOBOK C BHEWHUM AumeTpoM (W) 44 MM MUHUMANbHAsA TOSLLMHA BLICTUIKW U3
CBMIM3 pomkHa cocTtaBnsATb 5 MMm.

MpuMmevyaHune - B Tex cnyyasix, korga pasmepbl KOCTei B MONynAauuu, Ans KOTOPOA NpefHasHa4yeHbl 3TK
uwMnnNaHTaThl, TpeﬁyPOT, yTOGbI AnameTp BEPTNYXHOro KOMNOHEeHTa COCTaBnAn MeHee 42 MM, a AnameTp 6MHOJ'IF|pHOI'O
KOMMNOHEHTA - MeHee 44 MM, MOXET I'IOTPESOBaTbCFI ncnonb3oBaTh 3Ha4YEHUA TONIWWHBI MEHbLLE YKa3aHHbIX.

6 Marepuanbl

TpeGoBaHua nyHkta 6 craHpapta NCO 21534 nNpuUMEHAIOTCA COBMECTHO C YKa3aHHbIMU HUXE
TpeboBaHuaAMMU.

HenerMpoBaHHbIi TUTAH U TUTaAHOBbIE CNNaBbl HE Cneayet UCNoNb30BaTb ANA CYCTaBHbIX
MOBEPXHOCTEN TOTamNbHbLIX MPOTE30B Ta300eApeHHOro cycraBa, Kpome CryyaeB, korga nposeaeHa
Hagnexaiwans obpaboTka MOBEPXHOCTU W NOATBEpXAEHA €€ NPUroAHOCTb AN UCNONb30BaHUS B
KITMHUYECKOW NpaKTuKe.

7 OueHKa KOHCTPYKUUMN

7.1 Obwume TpeGoOBaHUA

TpeboBaHus nyHkra 7 craHgapta MCO 21534 npuMEHAIOTCA COBMECTHO C YKA3aHHbIMU HUXe
TpeboBaHMAMU. BO3MOXHbI CUTyauMmu, KOraa OAHO UIU HECKOMbKO UCMbITAHWUN, NPEAYCMOTPEHHbIX MYHKTOM
7.2 NCO 21534, He TpebyioTcs:

Q) AN KaXaoro KOMNOHEHTA Cpean NUHENKU KOMNOHEHTOB (B CEMENCTBE NPOAYKTOB);

0)B Tex Crnyyasx, korga yxe MMeloTCa pesynbTaTbl HEOOXOAWMOrO UCNLITAHWUA, NOMyYEHHbIE ANs
aHarnorm4yHoro Uy NOXoXero KOMMOHEHTA.

B aTux cny4asx Heo6xoaAUMO AOKYMEHTaNbHO 3adMkcupoBaTb 0OOCHOBAHUE HEBbLINONMHEHUST MOOOro
KOHKPETHOrO UCMbITAHWUA B OTHOLLUEHUM NMIOBOro KOHKPETHOrO KOMNOHEHTA.

7.2 JOKNUHUYECKaA OLEeHKa

7.2.1 UcnbiTaHue GeapeHHbIX KOMMOHEHTOB HA NPOYHOCTbL

NcnbiTaHne  GefpeHHbIX  KOMMOHEHTOB  WMMNMAHTATOB,  WUCMOMb3yeMmblX ANsl  TOTasbHOrO
npoTesmpoBaHusi Ta3o6epEeHHOro CycTaBa, OCyLUEeCTBNAETCA B cooTBeTcTBUM ¢ NCO 7206-4. PesynbTathl
UCNbITaHUS crieayeT 3adMKCUpOBaTb.

MpumMmevyaHue - B HacTosiee Bpems naet paboTa No co3gaHuio nepecMoTpeHHol Bepcun MCO 72064,
BKItOYatoLleit Habop WcnbITaHuWiA, NpefycMOTpeHHLIX cTaHgapTom UCO 7206-8, U onucbiBalolleil KOHTponupyemble
napameTpbl A LAKNMYECKUX UCTIbITaHWA, NpefHa3Ha4eHHbIX ANSA OLUEHKN NPOYHOCTN 6eApeHHbIX KOMMOHEHTOB C TPEMS
pasnuyHeIMKU Jnana3oHaMn ANMUHbBI HOXKK.

7.2.2 [IPOYHOCTb B 30HE rONIOBKM U WEeWKN 6eaApPeHHbIX KOMNOHEHTOB C HOXKOW

McnbiTaHue B 30HE rONOBKU U LLEWHKN 6epeHHbIX KOMNOHEHTOB C HOXKOW NPOBOAUTCH B COOTBETCTBUM
¢ nyHktom 7.2 CO 7206-6.

7.2.3 NapameTpbl (hMKcaLUmn rosioBKu

MpumensioTca TpeboBaHusa cooTBeTCTBYIOWMX NyHKTOB MCO 7206-10.

7.2.4 VicnbiTaHue TOTANbHbIX NPOTE30B Ta300eAPEHHOro cyctaBa Ha U3HOC

MapameTpbl M3HOCA TOTamnbHbIX NPOTE30B Ta306eApPEeHHOr0 CycTaBa, COCTOALMX U3 GeapeHHOro
KOMMNOHEHTA C WHTErpanbHOW MMM  MOAYMbHOM [ONOBKOW, COYNEHAIOWEWCA C  METanIMyeckumM,
KepamMuyeCkuM WM U3roToBneHHbiM U3 CBMIM3 BepTAYXHbIM KOMMNOHEHTOM, OLEHMBAIOTCA C MOMOLLbIO
KOHTPOMUPYEMOW BanuMAUPOBAHHOW npoueaypbl C  AOKYMEHTanbHOW  perucrpaumen  MnomnyyYeHHbIX
pe3ynbTaToB.
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7.2.5 MMHUMarbHbIe U MAaKCUMAarSibHbIE YITbl

OnpegeneHne npeaycMOTPEHHbIX MUHMMASbHbIX U MakCMMAarbHbIX YINIOB MEXAY 4acTAMM CKeneTa,
ynoMuHaeMsbIx B NyHKTe 4a) ctaHgapta MCO 21534, cneayeT OCyLLECTBNATL B COOTBETCTBUM C NpoLeaypon,
onucaHHou B MNpunoxxeHun A.

8 NpousBoacTeBoO

TpeboBanua nyHkta 8 crangapta MCO 21534 npumeHsIOTCA COBMECTHO C YKA3aHHbIMWU HUXKe
TpebGoBaHUAMU:

— UMNNaHTaTbl, NPOU3BOAUMbIE U3 NUTENHBLIX KODANbTO-XPOMOBBLIX CMNAaBOB, NPU HEOBXO0AUMOCTU
OOIKHbI NoaBepraTbcst 06paboTke Ha TBEPALIN PacTBOp;

— noByo NpoBeAEHHYO TEPMUYECKY0 06paboTKy HE06X0AMMO AOKYMEHTANbHO 3a(PUKCUPOBAaTb.

MpumevyaHue — OanH ceaHc ygoBneTBopstoLein TpeboBaHNAM TepMmudeckoin obpaboTku ¢ obpasoBaHuem
TBEPAOro pacTBopa Mo3BONSET YAepKMBaTb NIUTYIO 3aroTOBKY Ha NpoTsKeHuu 4 yacos npu Temnepatype 1200 °C.

9 Ctepunusauus

MpumensitoTca TpeboBaHust nyHkTa 9 ctangapta MCO 14630.

10 YnakoBkKa

MpumeHsioTes TpeboBanus nyHkTa 10 craHgapta MCO 14630.

11 Undopmaumsn, npegoctaBnsaemas nponsBoguTerniem

11.1 O6wume TpedGoBaHuA

TpeboBanua nyHkta 11 craHgapta NCO 14630 u nyHkta 11 ctaHgapra MCO 21534 npumensaoTca
COBMECTHO C YKa3aHHbIMU Huxe TpeboBaHUsaMU.

11.2 Pasmepbl

Ha aTukeTke, nucTKe-BKNaAbILLEe C UHCTPYKLUUEN UNU B PYKOBOACTBE MO UCMOMNb30BAHWIO AOMKHA ObITh
ykasaHa cneayiowas uHdopmaums:

a) Tun usgenus;

6) HOMUHarmbHbLIA gnameTp ronoeku (cm. MCO 7206-1) ana MOHOBNOYHOro 6egpeHHOro KOMMNOHEHTa
npotesa Ta3obeApeHHOro cycTaBa MK Ans MOAYIbHOMO NpoTe3a ronoBku 6eapeHHON KOCTKU (Ha 3TUKETKe, B
JNINCTKE-BKNAAbILLE C MHCTPYKUMEN W/unn B PyKOBOACTBE NO UCMOSIb30BaHUIO);

B) HOMUHanbHbIN gnameTtp (cm. NICO 7206-1) cycTaBHON NOBEPXHOCTU BEPTMY>KHOIO KOMMOHEHTA (Ha
9TUKETKE, B NUCTKE-BKNAAbILLE C UHCTPYKLMERn n/munu B PyKOBOACTBE NO UCNOSIb30BAHUIO);

) CUMBOfbI, NO KOTOPbIM CneayeT OPUEHTUPOBATLCA NPU COEAUHEHUN TOMOBKU U LUEHKU MOAYNBHOrO
uMnnaHTaTa (B NUCTKe-BKNaabile C UHCTPYKUMER n/mnu B PykOBOACTBE MO UCMOSMb30BAHUIO).

11.3 CTpyKkTYypHasa u PyHKUNOHANIbHAasA COBMECTUMOCTb KOMIMOHEHTOB

11.3.1 Ona ©OeapeHHbIX KOMMOHEHTOB WM MOAYIbHbIX MPOTE30B rOMNOBKM OegpeHHON KOCTH,
npeaHasHaJYeHHbIX Ans  CTPYKTYPHOW U (PYHKUMOHANLHOW  COBMECTUMOCTWM  UCKIIOYUTENBHO €
onpefeneHHbIMU BEPTNYXKHbIMWA Yallamu, Ha I3TUKETKe, B IUCTKe-BKNaAbllle C WMHCTPYKUMER unn B
PykoBoACTBE MO UCMONL30BAHUIO AOIMKHA ObITh Yka3aHa MHopMaLms 0 COBMECTUMbIX BEPTIYXHbIX YaLuax.

11.3.2 Onsa BEPTAY>XHbIX KOMMOHEHTOB, NpPeAHa3Ha4YeHHbIX ANA CTPYKTYPHOW M (PYHKLMOHArNbLHOWN
COBMECTUMOCTU UCKIMIOYUTENBHO C ONpeAeneHHbIMU BepeHHbIMW KOMIMOHEHTaMK, Ha 3TUKETKE, B NUCTKe-
BKNagbllle C MHCTPYKUUEN unm B PykoBOACTBE MO UCMOMb30OBAHMIO AOMKHA ObiTh yKkazaHa uHdopmauus o
COBMECTUMBIX BepEHHbIX KOMMOHEHTaX.

11.3.3 [Ona «kaxgoro 6eJpeHHOro KOMMOHEHTAa W NpoTe3a T[ONOBKU, MMEIOLWEro MOAYIbHYIO
KOHCTPYKUMIO, Ha 9TUKETKE, B NMCTKE-BKNaAbllle C WHCTPYKUMEN unm B PykoBOACTBE MO MCNOSIb30BaHUIO
AOMmKHa ObITb ykasaHa uHAOpMauMs O COOTBETCTBYIOLLEM KOMMOHEHTE, C KOTOPbIM OHU CTPYKTYPHO U
YHKUMOHANBHO COBMECTUMBI.

M punmedyaHune — B GonblunMHcTBE cllyq4aeB KOMMNOHEHThI, Npou3BeeHHbIe O,EIHOI7I KOMI'IaHI/IeVI, MOryT ObITb
HeCOBMeCTUMbIMU C KOMMNOHEHTaMK, nponsseeHHBIMU Apyr0|7| KoMnaHuen. 3To OTHOCUTCA, B HYaCTHOCTU, K MOAYNBHEIM
KOMMNOHEeHTaM, KOTOpble NMEOT KOHYCHble COeJUHEHNA TUNa BHELUHEro («nana») U BHYTpEeHHero («Mama») KOHycCa.

11.4 MapkupoBka
11.4.1 Ha moHOGno4yHoM OeapeHHOM KOMMOHEHTe AOfKHA WMMETbCS MapKUMpPOBKA C yKasaHMeMm
HOMMWHAanNbLHOro AnameTpa 6eapeHHON roNoBKU.

4
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11.4.2 MapkupoBka (Mn1M MapkMpoBKM), pa3mellaemasl Ha MOAYSMbHOM MpoTe3e ronoBku GeapeHHON
KOCTW, AOSMKHA YKa3blBaTb €€ HOMMHAlbHbLIM BHELUHWIA AuaMeTp W napaMeTpbl COEAUHEHUS KOHyca M
PaCTOYEHHOTO OTBEPCTUA. STU MAPKUPOBKU JOIDKHbI NErk0 YMTaTbCA CNEeUManucToM C HOpMarbHbIM WU
KOPPUrMPOBAHHBLIM A0 HOPMArbHOr0 3pEHNUEM.

11.4.3 Ha crep)xHeBOM 4acTM MOAYNbHOro 6eApEeHHOr0 KOMMNOHEHTA UMNNAHTaTa, NpegHa3HaYeHHOro
AN NPOTe3MpoBaHMA Ta300eAPEHHOro CycTaBa M UMEIOLLEro BHELLHEee/BHYTPEHHee KOHYCHOE COefuUHEeHUue
ANA MOAYNbHOro NPOTe3a rofoBKK, A0MKHA UMETLCA MapKMPOBKa C ykazaHUeM KaTeropum coeauHeHus (npu
YCIMOBUU, YTO ITO HE HApyLUaeT nNpeayCMOTPEHHYIO (PyHKUMIO KOMNOHeHTA). MapkupoBka B 06nacTu LIenku
6epeHHOro KOMNOHEeHTA UMMNAHTaTa, NPeAHAa3HAYEHHOTo ANs NPOoTe3npoBaHus TazobeapeHHOro CycTaea,
HaHOCUTCA ANs ero uaeHTUdUKaLUMU MU B UHbLIX UENAX, HO TOSMbKO B TOM Cnyvae, €Cnu CyLLeCTBYIOT
JokaszaTenbCTBa TOr0, YTO OHA HE CHWXKaeT npeaen NpPoYHOCTM. OAnA UMNNAHTATOB C MOAYNbHbLIMU
ronoBKkaMn MapKUPOBKY CrneayeT pa3meLatb Ha NNOCKOM y4acTke MNPOKCUMAMNbHOTO KOHLA KOHWUYECKOW
obnactu, K KOTOpPOW MOArOHAETCA TrOnoBKa. 3Ta OTMETKa JOMKHA Nerko 4YuTatbCa NpU  OCMOTpeE
HEBOOPY>XEHHbIM IMAa30M MINU C NOMOLLLIO NPUCNOCOBNEHNI AN YNYy4YLWEHUA OCTPOThbI 3pEHUS.

11.4.4 BepTnyXHblii KOMMNOHEHT, KOTOPbIA WMEET CYCTaBHY0 MOBEPXHOCTb, Y4YacTBYIOWYIO B
¢popMupOBaHMM TOTaANbLHOrO NpoTe3a Ta3obeapeHHOro CycTaea, AOSMKEH UMETb OTMETKY, YKa3blBaloLylO Ha
HOMUHAnNbHBLIA AMAMETP CYCTaBHOW MOBEPXHOCTU. 3Ta OTMETKA AOJDKHA NErko YuTaTbCa CNeuuanucToM ¢
HOPMAaribHbIM U KOPPUTUPOBAHHBLIM 10 HOPMASILHOTO 3PEHUEM.

11.5 Undbopmauua ana naumeHTa

MpousBoguTenb AODKEH BKIIOYMTb B NUCTOK-BKNAAbIll C MHCTPyKuuMen wnu B PykoBoACTBO nO
MCMOSb30BaHUIO, KaK MUHMMYM, CrieayloLlee NonoXKeHne (Mnu SKBUBAreHTHYI0 WHopmaLmio):

«MaumeHToB, KOTOpPbLIM YCTAHaBAMBAIOTCA 3HAONMPOTE3bl Ta3obeapeHHOro cycraea, cneayer
npeaynpexaaTb, YTO CPOK Cry>XObl UMNIAHTATA MOXKET 3aBUCETb OT UX BECA U YPOBHS aKTUBHOCTUY.
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MpunoxeHue A
(cnpaBo4HOe)

OueHka OTHOCUTENbHOro yrnoBoro aBmxeHus1 KOMNOHEHTOB

A.1 3aKkpennsioT BepPTNY>KHbIA KOMMOHEHT B COOTBETCTBYIOLLEM 3aXWMe urn ApyroMm ukcupyioLem
npucnocodneHun.

A.2 3akpennsior 6e4peHHbIi KOMMOHEHT, KOTOPbI MOXET MMETb MHTEerpanbHyl0 nubo MOAYJSbHYIO
KOHCTPYKLMIO, HA UCMBLITATENBHOM CTEHAE, TakK YTOOblI CyCTaBHbIE MOBEPXHOCTU BEAPEHHOrO U BEPTAY)XXHOIO
KOMMNOHEHTOB COMnpuKacanucb ApYyr C APYroM U BpawanuCb BOKPYr OCEl, MPOXOASLIMX 4yepe3 UeHTp
CYCTaBHOW MOBEPXHOCTU BEPTNY>KHOW BNaauHbl. MICNonb3ya COOTBETCTBYIOLLMIA FTOHMOMETP unu npubop ans
M3MEPEHUa YInoB, NnepeMeLlaloT 6eapPEeHHbIN KOMMOHEHT PYKOW B NITOCKOCTU €70 HOXKMW U LUEKU A0 TeX nop,
noka Lueiika O6eApeHHOro KOMMOHEHTA COMNPUKOCHETCA C BEPTAYXHOW BNaguHOW NO €e MeananbHOW
MOBEPXHOCTU, a 3aTEM — MO naTepanbHOi NOBEPXHOCTU. N3mepsaioT yron (€) mexay ABYMS NONMOXEHUAMU C
TOYHOCTLIO * 1°, kak nokasaHo Ha pucyHke A.1 a). 3T1oT yron (£) npeacrasnsetr cobon yron
oTBeAeHusA/NpUBEAEHUS.

A.3 [MoBTOPSAIOT ABWXEHUE, ONUCAHHOE B MYHKTE A.2, B NAIOCKOCTU, NPOX0AALLEN Yepe3 LEeHTP rofnoBKu
nepneHanKynApHO MIIOCKOCTU CTEPXKHSA U LUEWKU, KaK NokasaHo Ha pucyHke A.1 6), u usmepsiotr yron (5)
Mexay ABYMSI KpaWHUMKU NOMNOXKEHUSIMU, 300paXKEHHbLIMU HA pUCYHKe. 3TOoT yron (0) npeacraensieT coboi
yron crubanusi/pasrubanumsi.

A.4 NcxoaHO NOMECTUB BEPTNYXHbIM KOMMNOHEHT B NONOXeHue, u3obpaxeHHoe Ha pucyHkax A.1 6) u
A.1 B), BpawatoT 6epeHHblIii KOMMNOHEHT BOKPYr ocu AA cHavana B OfJHOM, a 3aTeM B [|pyrOM HanpaBIeHUm,
W BbINOSMHAT M3MepeHue yrna (y), COOTBETCTBYIOLIEro Aunanas3oHy CBOOOAHOrO ABWKEHUSA OT OAHOrO ynopa
K apyromy. Yron (y) npeacrasnsieT cobom yron potauuu BHYTPb/KHAPYXU.

A.5 Take BO3MOXHO NPOBEAEHUE OLIEHKM C MOMOLLbLIO nporpaMmmHoro otecneyvenus CAD. Ha
yepTexe AOMKHbI ObITb yKka3aHbl Yrnbl U MAESHTU(DUKALMOHHLIE CBEAEHUS O KOMIMOHEHTax (pasmep, AnuHa
LLENKN).
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a) MpoTe3 Ta3o6eApeHHOro cycTaBa - 0TBeAeHue/npuseaeHme

6) [poTte3 TaszobegpeHHOro  cycrasa B) MpoTe3 TasobegpeHHOro cycrtasa -
crnbaHue/pasrnbaHve poTauus BHYTPb/KHaPYXWu

YcnoBHble 0603HaYeHNs

y - Yron potauuy BHYTPb/KHAPYXW;
e - yron oTBefeHusA/nprBeeHus;
6 - yron crubanus/pasrnbaHus;

a yCTaHOBUTE BEPT/YXHbIi KOMMOHEHT nog yraom 45° avM6o nofg  Yr/ioM, KoTopblii  3ajaH
Npou3BOAUTENEM.

PucyHok A.1 — OTHOCUKTE/IbHbIE YIN0Bble ABMXEHUA KOMMOHEHTOB
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Buonuorpadua
[1] NCO 7206-8 MmnnaHTatbl AN XMpyprun. YactuyHble U TOTanbHbIE NPOTE3bl OEAPEeHHOro
cycraBa. Yactb 8. MeToabl onpeaeneHns Npo4HOCTM 6eapeHHbIX KOMITOHEHTOB C HOXKO.
[2] MCO/TR 9325 NmnnaHTatbl Ana Xmpyprun. YactuyHble n ToTanbHble NPOTE3bl 6eAPEHHOrO

cycraBa. PekoMmeHaauuu Ana yCTPOWCTB  MMWUTAUMM, NPEAHA3HAYEHHbIX ANA  OLEHKU MpoTe30B
TaszobeapeHHOro cycrasa.

[3] MCO/TR 9326 NmnnaHTatbl Ana Xupyprun. YactuyHblie n ToTanbHble NPOTE3bl 6eAPEHHOr0
cycraBa. PykoBoacTBO no nabopaTtopHOi OLEHKE U3MEHEHNI (POPMbI ONOPHLIX NOBEPXHOCTEN.
[4] NCO 14242-1 Umnnautatbl Ansa xupyprum. M3HOC TOTanbHbIX NPOTE30B Ta30b6eapeHHOro

cycraBa. Yactb 1. MNapameTpbl Harpy>XeHuss U CMeLeHus Ans annapaToB ANsl UCMbITAHUS HA W3HOC U
COOTBETCTBYIOLLME YCIIOBUSA OKPY>XKAIOLLEN Cpeabl ANs UCMbITAHWUN.

[5] NCO 14242-2 Umnnautatbl Ansa xupyprium. M3HOC TOTanbHbIX NpOTE30B Ta30beapeHHOro
cycraBa. Yactb 2. MeToabl M3amepeHus.
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Mpunoxenune A

CBeneHMsa 0 COOTBETCTBUM HaLMOHaNbHbLIX CTaHaapToB Poccuitickon depgepauumn
CCbINTIOYHbIM MEXAYHAPOAHbIM CTaHAapTaM

Ta6bnuya JAA1

O603Ha4eHne
CCbINIOYHOTO Crenexsb OBo3Ha4yeHne U HauMeHOBaHWe COOTBETCTBYIOLLEO
MEXIYyHapOAHOro COOTBETCTBUA HauMOoHanbHOro cTaHgapTa
cTaHaapTa
NCO 7206-1:1995 IDT FOCT P WCO 7206-1-2005 «WMmnnaHtatel Aana

xupyprun.  SHgonpoTtesbl  Ta3o6eapeHHOro  cycrasa
yacTuyHble U ToTanbHble. Yacte 1. Knaccudpukauus u
0603Ha4YeHne pasMepoB»

NCO 7206-2:1996 IDT FTOCT P WNCO 7206-2-2005 «WMmnnaHTatel Ansa
xupyprun.  dngonpotesbl  Ta30beapeHHOro  cycTtaea
yacTudHble K TOoTanbHble. Yactb 2. CycraBHble
NOBEPXHOCTU,  W3rOTOBMEHHbIE U3  METANNIMYECKUX,
KepPaMnU4eCKuX U NONMMEPHLIX MaTepuanoBy

NCO 7206-4:2010 IDT rOCT P WUCO 7206-4-2012 «Wmnnantatel ANS
Xupyprun.  Ongonpotesbl  Ta3ob6eapeHHOro  cycraBsa
yacTu4Hble UM TOoTanbHble. Yactb 4. OnpeaeneHue
NPOYHOCTU M IKCMIyaTAUMOHHBIX KavyecTB OeapeHHbIX
KOMMNOHEHTOB C HOXKOMN»

NCO 7206-6:1992 IDT rOCT P WUCO 7206-6-2012 «Wmnnantatel AnA
Xupyprun.  OngonpoTe3sbl  Ta3obeApeHHOro  cycrasa
YacTuuHble U ToTanbHble. Yactb 6. OnpeaeneHue
MPOYHOCTHLIX CBOMCTB» 00MacTu LWEWKU W TFONOBKK
0eapeHHbIX KOMNOHEHTOB

MCO 7206-10:2003 IDT OCT P NCO 7206-10 — 2005 «MmnnaHTatel Ans
Xupyprun.  JHAonpoTesbl  Tas3obeApeHHOro  cycraea
yacTuyHble W TOTanbHble. Yactb 10. OnpepeneHue
COMPOTMBIIEHUA CTaTUCTUYECKON Harpyske MOAyJIbHbIX
6epeHHbIX TONOBOK»

NCO 14630:2008 IDT TOCT P WCO 14630 - 2011 «WmnnaHTatbl
XUpypruveckue HeaktueHble. O6mne TpeboBaHnA»
NCO 21534:2007 IDT FOCTP NMCo 21534 - 2013 «MmnnaHTatbl

XUPYpPruvecknue HeaktTuBHble. MMnnaHtatbl ANsi 3aMeHbl
cycTaBoB. YacTHble TpeGoBaHus

MpumevaHune — B HacToAwen Tabnuye WCNonb3oBaHO creaymollee ycrnoBHoe o6o3Ha4veHue cTerneHu
COOTBETCTBUSA CTaHAApPTOB:

- IDT — uaeHTUYHbLIe cTaHaapThl.
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KnioyeBble CrnoBa: HEaKTUBHbIE XMPYPrMYECKME WMMNMAHTaTbl, MPOTe3upoBaHUe Taszo6eapeHHOro
cyctaBa, cneumanbHble TpeGoBaHus
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