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Mpegncnosue

Llenv n npuHuMnbl cTaHpaapTusaumm B Poccuiickoli  ®eaepauun
ycTaHoBNeHbl ®PefepanbHbiM 3aKOHOM OT 27 fekabpsa 2(X)2 roga X° 184-®3 «O
TEXHWYECKOM  PEerynupoBaHuMM», a npaBwWia MNPUMEHEHUs  HaLMOHaNbHbIX
cTaHgapToB Poccuitickoin depepaunn - TOCT P 1.0-2004 «CTraHpapTu3auma B

Poccuiickoii ®epaepauuy. OCHOBHbIE MOMOXKEHNS»

CsefieHVa 0 cTaHfapTe

1 NOArOTOBJIEH O6LecTBOM C OrpaHUYEHHON OTBETCTBEHHOCTLIO
«UNTOnNpoekT» (OO0 «LNTONpoeKkT») Ha OCHOBE COGCTBEHHOIO ayTEHTUYHOTO

rnepesoda CTaHAapTa, YKa3aHHOro B MyHKTe 4

2 BHECEH TexHMYyeckum KOMUTETOM MO CTaHgapTtusauum TK453

«/IMNNaHTaThbl B XUPYprum»

3 YTBEPXAEH W BBEAEH B JENCTBUE Mpukasom
defepanbHOro areHTCTBa Mo TEXHUYECKOMY PErynnpoBaHMIO ¥ METPOOrM

oT 7 Mast 2013 r. X®86-cT

4 HacTosAwmi cTaHfapT WAEHTUYEH MeXAyHapo4HOMY CTaHAapTy

NCO 21535:2007 «HeakTuBHbIE XMpypruyeckue umnnaHtarsl. VimnnaHtarsl Ans

3aMeHbl  cycTaBoB.  CneuuanbHble  TpeboBaHWA K MMMNaHTatam  Ans

npoTtesupoBaHusa TasobegpeHHoro cyctaBa» (ISO 21535:2007 «Non-active

surgical implants — Joint replacement implants — Specific requirements for hip-
joint replacement implants»).

Mpy NpUMEHeHWM HACTOAWEro CTaHfapTa PeKOMeHAYeTCs WCMob30BaTb

BMECTO CCbIJIOYHbIX  MeXAYHapOAHbIX CTaHAapTOB COOTBETCTBYHOLLINE UM
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HalMOHanbHble CTaHAApTbl Poccuiickoii depepauun, CBEAEHUS O KOTOPbIX

MpuBeAeHbI B JONONHUTENLHOM MPUIOXeHUN JA.

5 BBEAEH BIEPBbIE

WHdopmaums 06 U3MEHEHMSX K HACTOsILLIEMY CTaHAapTy MyGNMKyeTCs B EXKErofHO
130aBaeMoM MH(hOPMaLMOHHOM yKasaTene «HauuoHabHble CTaHAAPTbI», @ TEKCT W3MEHeHWIA
1 TIONPABOK - B EXKEMECSYHO U3[aBaeMblX WH(IOPMALMOHHBLIX yKazaTensx «HaunoHanbHble
CTaHgapTbi». B cnyyae nepecMoTpa (3amMeHbl) WM OTMeHbl HACTOSLEro cTaHaapTa
COOTBETCTBYlOlEe YBeAOMNeHne 6yfeT Ony6/AMKOBAHO B  EXKEMECSYHO  W3[aBaeMOM
WHOPMALIMOHHOM  yKasaTene  «HaunWoHaibHble — CcTaHgapThi».  COOTBETCTBYOLLANA
WHChopMaLs, YBEAOMNEHNE U TEKCTbI pasMellaloTcs Takke B MHPOPMaLMOHHOK cucTemMe
06LLEero nonb3oBaHKs - Ha oduuManbHOM caiiTe ®efepanbHOMO areHTCTBA MO0 TEXHUYECKOMY

PEryn1poBaHuio 1 METPONOTUM B CETU VIHTepHeT

© CraHgapTuHpopm. 2014

HacToAwuii cTaHAapT He MOXET GbiTb MOHOCTbLI0 UM YaCTUUYHO BOCMPON3BEAEH,
TUPAXWpPOBAH W PacCMOTPEH B KadecTBe O(MMLMANLHOrO M3faHus Ge3 paspelleHuns

deflepanbHOro areHTCTBa N0 TEXHUYECKOMY PETYNMPOBAHUIO U METPOJIOrumn
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BBefeHue

CyLecTBYIOT TpW YPOBHA MeXAYHapoAHbIX CTaHAapToOB, B KOTOPbIX
paccmaTpuBaloTCAd TpebOBaHWA K HEAKTMBHBIM XUPYPruyeckuM UMMIaHTaTaMm.
OHK nepeumncneHbl HUXe (YpoBeHb 1ABNAETCA HaMBbICLLIUM):

- ypoBeHb 1. o6wmue TpeboBaHWA K HEaKTUBHbIM XUPYPruyecKmm
MMnnaHTaTaM n UHCTPYMEHTapUIO, UCMO/Ib3yeMOMY A1 UX YCTaHOBKMW;

- YPOBEHb 2. 4aCTHble TpeboBaHMA K CEMEeACTBaM HEeaKTUBHbIX
XUPYPrnu4ecKUX MMMIaHTaToB.;

- YypoOBeHb 3. chneumanbHble TpeboBaHMA K OTAe/IbHbIM  TUMam
HEeaKTUBHbIX XUPYPrUYeCcKNX UMMIaHTaTOoB.

HacToawmin MexayHapoaHblii CTaHAapT ABASETCA CTaHAAapTOM YPOBHA 3 U
COLEepPXUT TpeboBaHWA, MPUMEHVMble KOHKPETHO K npoTe3aM Ta300eApeHHOro
cycTasa.

MexayHapoaHblin ctaHaapT NCO 14630 ypoBHA 1 cofepXuT TpeboBaHMs
KO BCEM HEaKTVBHbIM XUPYPru4ecKuUM MmMnnaHtTatam. Mpy 3TOM JOMNONHUTENbHbIE
TpeboBaHUs OyAyT YCTAHOBMEHbI B CTaHAapTax YpoBHei 2 n 3. CTaHAapTbl YPOBHS
2 NPUMEHUMbI K 60n1ee orpaHUYeHHbIM Habopam WM CeMeicTBaM WMMIAHTATOB,
HanpumMep, K UMMNaHTatam, npegHasHavyeHHbIM A1 NPUMEHEHUS B OCTEOCUHTESE,
CepAeYHO-COCYANCTON XMPYPrumn UaM NpPoTe3MpoBaHUMN CyCTaBOB.

Ana Toro u4tobbl 0OXBaTUTb BCe TpebOBaHWA, PEKOMEHAYETCS Hayatb

paccMOTPeHMe CO CTaHaapTa Hanbo/ee HU3KOTO YPOBHS.
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HALUWNOHANBbHBLIA CTAHOAPT POCCUNCKOW ®EAEPALINU

MMIMJTAHTATbI XNPYPITMYECKWE HEAKTVBHBLIE
MMMNAHTATbBI A1 3SAMEHbI CYCTABOB
CMNMEUNANTbHBIE TPEBOBAHUA K UMTMJTAHTATAM 414

MPOTE3NPOBAHNA TASOBEAPEHHOIO CYCTABA

Non-active surgical implants — Joint replacement implants — Specific

requirements for hip-joint replacement implants

Jata BBegeHna - 2014-11-01

1 O6nacTb AencTBuUsS

HacTosawwmii cTaHgapT ycTaHaBnMBaeT CreuuanbHble TpeboBaHMs K
MMMNaHTaTaM Ans MnpoTe3npoBaHMs Ta306eApeHHOro cycTaBa. B OTHOLIEHWU
6€30MacHOCTM HacTOSLWMIA CTaHAAPT YCTaHaBMBAET TPpeboBaHMSA K NokasaTensm
Ha3HaueHusi, 0COGEHHOCTAM KOHCTPYKL MK, MaTepuanam, OLEeHKe KOHCTPYKLUK,
Npou3BOACTBY, CTEPUNM3ALUM, YNAKOBKE W MH(opMauun, MocTaBAseMol

N3roTOBUTENIEM, a TaKXXe K METOAAM UCMbITaHWUA.

2 HopmMaTuBHbIe CCbI/IKK

B HacTosLemM cTaHAapTe UCMosb30BaHbl HOPMATUBHbIE CCbINIKN Ha
cnefytoline ctaHaapThbl:

NCO 7206-1 WVimnnaHTatbl [Ansa XuUpypruu. YacTuyHble W MOMHble
npoTesbl Ta306epeHHbIX cycTaBoB. YacTb 1 Knaccuukaums m 0603HayeHune

pa3MepoB

M3gaHue ouunansHoe
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NCO 7206-2 : 1996 NmnnaHTaTbl A4na XMpypruun. YactuuyHble U MOJHbIE
npoTesbl Ta300eApeHHbIX cycTaBoB. YacTb 2. CycTaBHble MOBEPXHOCTUM U3

METa/IN4YeCKnX, KepaMnUYeECKNUX N M1aCTMaCCOBbIX MaTepunaaos

NCO 7206-4 NmnnaHTaTbl ANA XUPYpPruum. YacTuyHble U NOSIHbIE MPOTEsbl
TasobefpeHHbIX  cycTaBoB. Yactb 4. OnpefeneHve  XapakTepucTuK

[ONTOBEYHOCTU CTEPXKHEBbIX 6e,qpeHHb|x 3/1IeMEeHTOB

NCO 7206-6:1992 MmnnaHTatbl gnd XuUpypruun. YacTuuHble M NOJHbIE
npoTesbl Ta3o6eApeHHbIX cycTaBoB. YacTb 6. OnpejeneHue xapakTepucTuk

[ONITOBEYHOCTW B 30HE FOJ/IOBKN U LLEeKN CTEPXHEBbLIX Geﬂ,peHHbIX 3N1EMEHTOB

NCO 7206-10 WMmnnaHTatbl A0S XUPYPrun. YacTuyHble W MOJHbIE
npoTesbl Ta3obeApeHHbIX cycTaBoB. YacTb 10. OnpeaeneHne CTOMKOCTU K

CTaTMYECKOl Harpys3ke Moay/ibHbIX CYyCTaBHbIX 6ep.p6HHbIX ron10BOK

MCO 14630 WmnnaHTaTbl XMPyprudeckue HeakTuBHble. OO6LWMe

Tpe6oBaHMs

MCO  21534:2007 HeaKTWBHble  XUPYpPruyeckme  MMNaHTaThl.

MMnnaHTaTbl 415 3aMeHbl CyCcTaBOB. YacTHble TpeboBaHuS

3 TepMUHbI ¥ onpeaeneHns

B HacToAweM LOKYMeHTe npumeHeHbl TepmuHbl no NCO 21534 n CO

7206-1, a TakxKe cnegytoLine ¢ COOTBETCTBYHOLWMMWN ONpeae/eHNAMMN:

3.1 BepTny>XHbIl KOMMAOHEHT
VMnnaHTaT, npefHasHayeHHbI AN (uKcaumm B MOALrOTOBNEHHOW
OMO0NOrNYECKOV BEPT/YXXHOW BnafuHe

MpumeyaHne — ITOT KOMMOHEHT MOXET WMETb MOHOﬁﬂOHHy}O nnn- MoayJnbHYyH

KOHCTPYKLMIO.
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3.2 bunongapHaa ronoska
KOMNOHeHT npoTe3a Ta300eJpEHHOr0 cycTaBa, MMEKLUUA BOFHYTYIO
(BHYTPEHHIOO)  MOBEPXHOCTb, MNPeAHa3Ha4YeHHY AN COYNEHEHUs  CO
Chepnyeckoil rofoBko 6GeapeHHOro KOMMOHEHTA, WU BbIMNYKAYH (BHELUHIO)
chepnyecKyto  MOBEPXHOCTb, MNpeAHa3HaYeHHYH  AN19  COYNleHeHus ¢

OM0N0rNYeCcKO BEPTNYXXHOW BNagnHOIA

3.3 befpeHHbIi KOMMOHEHT

AnemeHT TOTaNbHOr0 WM YacTUYHOIO NpoTe3a Ta306eApeHHOro CycTaBa,

KOTOpbI/ NpefHa3HauyeH Ans NPUKPeneHns K 6efipeHHON KocTu

3.4 MNpoTe3npoBaHne Taz0bepeHHOro cycTaBa

JNlpTponnac rmka Ta3o6eApeHHOro cyctaBa

MmnnaHTar, I/ICI'IOJ'Ib3yeMbII\/II ana npoTesnpoBaHUA O,EI,HOI7I nnm o06enx

CYyCTaBHbIX NMOBEPXHOCTeW Ta306e4PEHHOrN0 CycTaBa.

3.5 MoaynbHbIA KOMMNOHEHT

BeapeHHbI WA BEPTAYXXHbIA  KOMMOHEHT, KOTOPbIA  cobupaeTcs
nosib3oBaTeneM u3 paga feTanei.

3.6 MOHO6/10YHbIA KOMIMOHEHT

BE,U'peHHbIIZ nnn BeprIy)KHbIVI KOMMOHEHT, KOTOprVI NOCTaB/IAETCA KakK

efMHasi KOHCTPYKLMS.
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3.7 YacTuuyHoe NpoTe3MpoBaHue Ta3obepeHHOro cycTaBa

MeMnapTpoOHIacTUKa Ta3obeApeHHOro cycTaBa

MmMnnaHTaT, cocTosLuiA U3 6eJpeHHOr0 KOMMOHEHTa, NpeAHa3HaueHHOro
ONs MpoTe3npoBaHMs GefpeHHOl CycTaBHOW MOBEPXHOCTY Ta3o6eApeHHOro
cycTaBa.

MpumevyaHne 1 — VMnnaHTaTbl A1 4aCTUYHOrO NPOTE3MPOBAHMA Ta300eAapeHHOro
CyCTaBa MOTYT MMeTb Kak GUNONSAPHYHO, TaK ¥ MOHOMONSPHYO FO/IOBKY.
MpumeyaHne 2 — ITOT KOMMOHEHT MOXET WUMETb MOHOGAOYHYH WAM MOAYNbHYHO

KOHCTPYKLMIO.

3.8 ToTanbHOe NpoTe3npoBaHMe Ta306epeHHOro cycTasa.

ToTanbHaa apTponsacTvka Ta3obepeHHOro cycrasa

VMnnaHTaT, cocToAawmnii 13 6efpeHHOro 1 BepPT/Y>XHOTO0 KOMMOHEHTOB,
npefHasHayeHHbIX AN19 NPOTe3npPoBaHUSA 06enX CyCTaBHbIX MOBEPXHOCTeN
Ta3obepeHHOro cycrasa.

MpuMeyaHme —  ITOT KOMMOHEHT MOXET MMETb MOHOGMOYHYIO WU MOAY/bHYHO

KOHCTPYKLMIO.

3.9 MoHonongapHaa ronoBka
onoBka 6eApeHHOr0 KOMMOHeHTa, NpefHasHayeHHas 4719 COYleHeHusa ¢

610N10rNYECKOn BEPTNYXXHOIN BNagNHON.

4 T[loKa3aTe/im Ha3HadeHusa

TpeboBaHus nyHKTa 4 ctaHgapTa NCO 21534 npuMeHSAOTCS COBMECTHO C
yKa3aHHbIMUN HVKe TpeboBaHNAMM.

[nanasoH YrnoebiX [ABVKEHUA MexAay OeApeHHbIM W BEPTAYXXHbIM
KOMMOHeHTaMy LO/KeH VMETb CleflytoLine MUHUMATbHbIE 3HAYEHUS:

- 100° npu crubaHuun/pasrubaHuu;

- 60° npu oTBeAeHUN/NPUBEAEHWN;
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- 90° npu poTauumn BHYTPb/KHAPYXMK
I_lpI/IMG'-IaHI/Ie —_— METO,q, C NOMOLLbKD KOTOPOro MOXXHO MPOBECTN 3TO WN3MEpPEHue,

onucaH B MpunoxeHun A,

5 OC06eHHOCTM KOHCTPYKLMHN

5.1 O6wme TpeboBaHUA
TpeboBaHua nyHkTa 5 cTaHgapTa MCO 21534 NpuUMEHSATCA COBMECTHO C

YKa3aHHbIMU HWKe Tpeb0oBaHUSIMU, YCTaHOBMEHHbIMW B NYHKTax 5.2 n 5.3.

5.2 Pa3mepbl 1 jonyckun

MpumeyaHne — OTHOCUTENLHO TpE6OBaHVIl7I K CyCTaBHbIM TMOBEPXHOCTAM TuUMNa

«METanN-no-MeTaily» U «KepaMUKa-rno-kepamMuke» TMOKa elle He MoMy4YeHo [OCTaTo4YHOro
KONM4ecTBa MHAOPMaLMK O LLIePOX0BaTOCTW MOBEPXHOCTU U AOMNYCKaxX Ha AMaMeTp 1 pasmepbl, YTOObI

NPeAoCcTaBUTh CNELMMUKALMIO A1 3TUX NapaMeTpoB B JaHHOM M3JaHWW HACTOSLLEro cTaHaapTa.

5.2.1 flonycku 1 pa3Mepbl KOHYCHbIX COeAUHEHWN

CnepyeT yaenuTb 0C060e BHUMaHWE, Kak MWHUMYM, CliefyroLum
acnekTam: AuameTpy, Yr/ay KOHYCHOCTW, MpPAMO/IMHERHOCTU, OKPYI/I0CTH,
MUKPOCKOMUYECKOW N MaKPOCKOMMUYECKON CTPYKTYpe NOBEPXHOCTMU.

B KOHCTpyKUMAX, rAe  UCMOMb3ylTCA  MOAY/bHble  GeApeHHble
KOMMOHEHTbI, CnefyeT YyuuTbiBaTb PUCK 06pasoBaHWA 4acTul, M3HOca U

pa3BuTUA KOpPpPOo3nh Ha NOBEPXHOCTAX MOAY/TIbHOI0O KOMMOHEHTA.

5.2.2 [lonyCKN Ha AnamMeTp CyCTaBHbIX NMOBEPXHOCTEN

Jonycku Ha pguameTp CyCTaBHbIX I'IOBerHOCTeVI METATNMNYECKUX WU

KepaMmnuyeckux  GefpeHHbIX  KOMMOHEHTOB. npefHa3HauYeHHbIX  A/1s
1CNO/b30BaHUS c BEPTNYXXHbIMM KOMMOHEHTaMW "3
CBEPXBbICOKOMO/EKYNSPHOTO nonuaTuneHa (CBMTMD), LOMKHbI

cooTeeTcTBOBaTb CTaHgapty WCO  7206-2, nyHKTel 413 wun 423

5
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COOTBETCTBEHHO.

MpumeyaHue — Tpe6oBaHUS K CHEPUYHOCTU W LUEPOXOBATOCTW AS1 U3AENMA U3

CBMI3, KOHTaKTVPYIOLMX C META/IIOM MU KEPaMUKOIA, U3noxeHbl B ICO 7206-2.

5.3 TonwmHa CBMI3 B BePTNYXXHbIX KOMMOHEHTaX H GUNONAPHBbIX

rosioBKax

5.3.1 BepTnyXHble KOMMOHEHTHI

[ns BePTNY>XHbIX KOMMOHEHTOB C BHELUHUM AnameTpom 42 MM 1 60/ibLue
KOMMOHEHT, wu3rotaBnuBaemblin 13 CBMID, [OMKEH WMETb CleAyHLWwyo
MWUHUMa/IbHYHO TONLWMHY Harpy>aeMoro cektopa:

a) 5 MM- Ans KOMNOHEHTOB C METANNYECKOW WM MHOW NOANOXKKOW;

6) 6 MM- 4N KOMMOHEHTOB 6e3 NOAM0XKM.

5.3.2 bunongapHble rosioBKu
[ns  OMNONApPHbLIX TOMOBOK C  BHewHuM gumetpom (W) 44 wmm

MUHMMa/IbHas TONLWMHA BbICTUNKN 13 CBMI13O fo/KHa COCTaBNATb 5 MM.

MpumeyaHue - B Tex cnyuyasx, Korga pasmepbl KOCTei B momnynsuuu, s KOTOPOi
npefHasHayeHbl 3TU WMMNNAHTaThI, TPEBYIOT, UTOBLI AMAMETP BEPT/YXKHOTO KOMMOHEHTA COCTaB/AN
MeHee 42 MM. a [AMamMeTp OGMMONSIPHOTO KOMMOHEHTA - MeHee 44 MM. MOXeT MNoTpeGoBaThbCs

Mcnonb3oBaTb 3Ha4eHUA TONLLWHbLI MeHbLLE YKa3aHHbIX.

6 MaTtepuanbl

TpeboBaHua nNyHKTa 6 cTaHgapTa MCO 21534 NpuUMeHSAIOTCS COBMECTHO C
yKa3aHHbIMUN HVKe TpeboBaHMAMM.

HenernpoBaHHbIA TUTaH M TUTaHOBbLIE CM/aBbl He CNeAyeT UCMONb30BaTh
AN CyCTaBHbIX MOBEPXHOCTEN TOTa/bHbIX NPOTE30B Ta300eApeHHOro CycTaBa,
Kpome CnyvaeB, Korja npoBefeHa Hag/nexawas o6paboTka MOBEPXHOCTU U

noATBEPXAEHa €€ NPUTroAHOCTbL A/1Id NCMOJIb30BaHUA B K/IMHUYECKOW MPakKTUKe.

6
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7 OueHKa KOHCTPYKLMHK

7.1 Obwme TpeboBaHUA

TpeboBaHus nNyHKTa 7 cTaHgapTa MCO 21534 npuMEHSAOTCS COBMECTHO C
YKa3aHHbIMU HWKe TpeboBaHMAMMW. BO3MOXHbI CuTyauuun, Korga OAHO Wan
HECKO/IbKO WCMbITaHWU/, NPeayCcMOTPeHHbIX MyHKTOM 7.2 WCO 21534, He
TpebytoTcs:

a) ANA  KaKOOro KOMIMOHeHTa Cpegu /MHENWKM KOMMOHEHTOB (B
cemeicTBe NPOAYKTOB);

6) B Tex cny4asax, KOrfa y>xe WMerTCA pe3ynbrarbl Heob6Xxoaumoro
UCMbITaHWA, NMONYYEeHHbIE A1 aHANOTUYHOTO UK NMOXO0XKEro KOMIMOHEHTa.

B atux cnyyadax Heo6XoAMMO  [AOKYMEHTanbHO  3a(iMKCMPOBATb
060CHOBaHME HEBLIMOJIHEHUS /TI0OOr0 KOHKPETHOr0 MCMbITAaHUA B OTHOLUEHUM

Nto60ro KOHKPeTHOro KOMMOHEHTA.

7.2 OKNMHNYecKasa ougHKa

7.2.1 WcnblTaHne 6epeHHbIX KOMMOHEHTOB Ha MPOYHOCTb
VcnbiTaHe 6efpeHHbIX KOMMNOHEHTOB MMMAAHTATOB, UCMO/Ib3YeMbIX A/
TOTa/IbHOTO MNPOTe3MpoBaHMs Ta300e[pEeHHOro Ccycraea, OCYLLECTBNSETCA B

cooTBeTCcTBUM ¢ MICO 7206-4. Pe3ynbTaTbl UCNbITaHUA cneayeTt 3adiMKCUMpoBaThb.

MpumevyaHune - B HacTosLee BpeMs uaeT paboTa no CO3LaHMIO MEPECMOTPEHHON Bepcum
NCO 7206-4. BkNouatoLeil Habop MCNbITaHWiA, NpefycMOTPeHHbIX cTaHfaptom WCO 7206-8. u
ONKMCbIBAIOLLEN KOHTPONMPYEMble MapamMeTpbl Ans LMKANYECKUX UCMbITaHUIA, NpedHasHauYeHHbIX A/1s

OLIEHKM MPOYHOCTY GeapeHHbIX KOMMOHEHTOB C TPEeMS Pas/IMYHbIMM AUanasoHaMy SVHbI HOXKU.

71.2.2 MpPOYHOCTb B 30HE rO/IOBKU U LIENKN BepeHHbIX KOMMNOHEHTOB
C HOXKOM
VcnbiTaHe B 30HE TOMI0OBKM W LWeWKN OGefpeHHbIX KOMMOHEHTOB C

HOXXKOW NPOBOAUTCS B COOTBETCTBUM C NYHKTOM 7.2 NCO 7206-6.
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7.2.3 MNapameTpbl rKcaummn ronoBKu

MpumeHaOTCA TpeboBaHMSA COOTBETCTBYHOLIMX NYHKTOB ICO 7206-10.

7.2.4 VcnbiTaHMe ToTalbHbIX MPOTE30B Ta306e4peHHOro cyctaBa Ha
N3HOC

MapameTpbl M3HOCA TOTa/lbHbIX MPOTE30B Ta300eApeHHOro CcycTaBa,
COCTOALMX M3 OeAPEHHOr0 KOMMOHEHTA C WHTErpasibHOM WAN MOAY/NbHOWA
FONOBKOW,  COYNEHsAKLWeNncs ¢ MeTalIMYeCKUM,  KepamUyecKuM  1am
N3roToBNeHHbIM 13 CBMID BepTAyXHbIM KOMMOHEHTOM, OLIEHMBAOTCS C
MOMOLLIbHO KOHTPOAMPYEMOW BannAMpPOBaHHON MpoLeaypbl C JOKYMEHTanbHOM

perucTpaumeli NoayYeHHbIX Pe3ynbTaTos.

7.2.5 MnHumarsbHble U MakKCUMasbHbIe YT ibl

OnpegeneHune nNpefycMOTPEHHbIX MUHUMa/IbHBIX U MakKCMMasbHbIX YI/0B
MeXAY 4acTsMU cKeneTa, YNOMUHaeMbIX B MyHKTe 4a) ctaHgapta VCO 21534,
cnefyet OCYLWeCTBNATb B COOTBETCTBUM C NpPOLEAYypPOM, OMUCaHHON B

MpunoxeHun A.

8 lMpowussoacTteo

TpeboBaHus nyHkTa 8 ctaHgapTa MCO 21534 NpuUMEHSAOTCS COBMECTHO C
yKa3aHHbIMU HUXe TpeboBaHNAMMN:

- MMNMaHTaTbl, NPOM3BOAUMbIE W3 NINTENHbLIX KO6GabTO-XPOMOBbLIX
CMNaBoB, MpY HEO6XOAMMOCTM AO/MKHbI NOABepraTbcsi 06paboTKe Ha TBep/blii
pacTeop;

- Mo6Yylo  MpoBeAEHHYHD TepMUYecKyro 006paboTKy Heob6xoammo
[OKYMeHTa/lbHO 3a(hMKCUpoBaTh.

MpumedaHne — OOWH ceaHC ya0BNETBOPSIOLLE/ TpeGoBaHMAM TepMUYECKOli 06paGoTKI

¢ 06pasoBaHMeM TBEPAOro pacTBOpa MO3BOMSET YAEPXKMBaTh IUTYIO 3ar0TOBKY Ha MPOTSXKEHWUM 4

yacos npu Temnepartype 1200 IC.
8
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9 Ctepunusauus

MpumeHsatoTca TpeboBaHMa nyHkTa 9 ctaHgapTa MCO 14630.

10 YnakoBKa

MpumeHsatoTcsa TpeboBaHMa NyHKTa 10 ctaHgapTa MCO 14630.

11 NHopmaumsa, npefocTaBnsemMmas NpPoN3BoAUTENEM

11.1 O6wume TpeboBaHUA
Tpeb6oBaHuns nyHkTa 11 ctaHgapta MCO 14630 m nyHkta 11 cTaHgapTa

NCO 21534 NpMMEHSAIOTCA COBMECTHO C YKa3aHHbIMU HMXe TpeboBaHUSAMMN.

11.2 Pa3mepbl

Ha aTukeTKe, NUCTKe-BKNafbllle C MHCTPYKLUUEA UM B PYKOBOACTBE MO
MCMO/b30BaHNIO JO/MKHA ObITh YKa3aHa Creaytowas nHpopmaums:

a)  TWUM n3genus;

6) HOMWHaNbHbIA gmameTp ronosku (cm. WCO  7206-1) pans
MOHO06/104HOr0 6ePEeHHOr0 KOMMOHEHTA MpoTe3a Ta306epPEHHOr0 cycTasa Wm
AN MOLYNbHOro NpoTe3a ronoBkKy 6efpeHHON KOCTW (Ha 3TUKeTKe, B INCTKe-
BK/aAblLLEe C UHCTPYKUMeA n/mnu B PyKOBOACTBE NO UCMONb30BaAHUIO);

B)  HOMWHaNbHbIV gnameTp (cM. NCO 7206-1) cycTaBHOW NOBEPXHOCTYU
BEPT/IY)KHOrO KOMMOHEHTa (Ha 3TUKETKE, B INCTKe-BKNAAbILLIE C WHCTPYKLMEN
n/vnn B PYKOBOACTBE MO MCMO0JIb30BaHMIO);

r)  CWMBO/bI, MO KOTOPbIM CNefyeT OpPMEeHTMPOBATLCA MPY COEANHEHUN
rONOBKM W  LUENKW MOAYNbHOro wuMmnnaHtata (B JIMCTKe-BKNajblwe C

NHCTPYKUWMEl n/ivnn B PyKOBOACTBE MO MCNO/b30BAHUIO).
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11.3 CTpyKTypHasa u hyHKUMOHa/IbHast COBMECTUMOCTb
KOMTOHEHTOB

11.3.1 Ans 6efpeHHbIX KOMMOHEHTOB WM MOAY/bHbIX MPOTE30B O/I0BKM
6eflpeHHO KOCTW, MNpeAHa3HavyeHHbIX ANA CTPYKTYPHON W (PYHKUMOHANbHOM
COBMECTMMOCTW WMCK/HOYUTENbHO C OMNpefesieHHbIMN BEPTIYXXHbIMU Yallamu, Ha
3TUKEeTKe, B JIMCTKE-BKNMajbllle C WHCTPYKUMen wam B PyKOBOACTBE MO
NCMNONb30BaHNIO J0/MKHa OblTb YyKaszaHa WHMoOpMauMs O COBMECTUMbIX
BEPT/IYXHbIX yallax.

11.3.2 [Ona  BepTNYXXHbIX KOMMOHEHTOB, MNpeAHa3HayYeHHbIX  AnA
CTPYKTYPHON ¥ (DYHKLUMOHA/IbHON  COBMECTUMOCTM  UCKIHOUUTENIbHO C
onpefeneHHbIMM  GefjpeHHbIMU  KOMIMOHEeHTaMW, Ha 3TUKETKe, B JINCTKe-
BKMaAbllle C WHCTPYKuMeid unu B PYKOBOACTBE MO MCMNONb30BaHWIO LO/MKHA
ObITb YKa3aHa MH(opMaLuns 0 COBMECTUMbIX GefpeHHbIX KOMMOHEHTaXx.

11.3.3 Ana Kaxaoro 6eApeHHOro KOMMOHEeHTa M NpoTe3a [OMI0BKY,
NMeLLEero MOLY/IbHYHO KOHCTPYKUWMIO, Ha 3TUKETKe, B JINCTKe-BKNafbllle C
WHCTPYKUMe mnam B PYKOBOACTBE MO MCMO/Mb30BaHWIO AO/MKHA ObITb yKaszaHa
NH(OpMaLMA O COOTBETCTBYIOLLEM KOMMOHEHTE, C KOTOPbIM OHU CTPYKTYPHO "
(PYHKLMOHaNbHO COBMECTUMbI.

MpumeyaHne — B GOMAbLIMHCTBE CAy4YaeB KOMTMOHEHTbI, MPOM3BEAEHHbIE OAHOM
KOMMaHWeii, Mory T GbiTb HECOBMECTUMBIMM C KOMMOHEHTaMU, NMPOM3BeAeHHbIMU APYToil KOMNaHUeN.
JTO OTHOCUTCS, B YACTOCTU, K MOAY/bHbIM KOMMOHEHTaM, KOTOPbIE UMEOT KOHYCHbIE COEAUHEHUS

TVNA BHELLHEro («mana») uan BHYTPEHHEr0 <«MaMa»») KOHYCa.

11.4 MapKunpoBKa

1141 Ha MOHO6M104YHOM 6eApeHHOM KOMMOHEHTE AO0/MKHA WMETbCS
MapKMpOoBKa C yKasaHWEM HOMUHAaNbHOIO AnameTpa 6eApeHHOl FON0BKW.

11.4.2 MapkupoBka (MM MapKMPOBKMK), pasMellaemasi Ha MOAYNbHOM
npoTe3e TrOM0BKM OGefpeHHON KOCTW, AO/MKHA YKasblBaTb €€ HOMWHaIbHbIN
BHELIHWIA AMamMeTp W MapameTpbl COEAMHEHUS KOHyca W pPacTOYEHHOro
OTBEPCTUS. OTU MAPKMPOBKM [O/MKHbI JIEFTKO 4YWUTaTbCA CNeunasmcTtoMm ¢

0]
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HOPMa/bHbIM WAW KOPPUTMPOBaHHLIM A0 HOPMaslbHOTO 3PEHMUEM.

11.4.3 Ma CcTepXXHEBO 4acTU MOAYNbHOr0 6GeApPeHHOro KOMMOHeHTa
MMNNaHTaTa, NpeAHasHauYeHHOro 415 NpoTe3MpoBaHnsa Ta3o6eipeHHOro cycTasa
N MMEKLEro BHEWHee/BHYTPEHHEE KOHYCHOE COeAMHEHME AN MOLYNbHOro
npoTe3a rOMIOBKW, [AO/DKHA WMETbCS MapKMpOBKa C YKa3aHWEM KaTeropuwu
coeauHeHnsa (NpW YCNOBWUW, YTO 3TO He HapyLLaeT NPeayCMOTPEHHYIO (YHKLMIO
KOMMOHeHTa). Mapkupoka B 06nacTv LWEWKN OefpeHHOro KOMMOHEHTa
UMnaaHTaTa, MpeAHasHaA4YeHHOro Anf  NpoTe3npoBaHUs  Ta3o6epeHHOro
CyCTaBa, HaHOCUTCS ANA ero MAeHTUUKALUA U B UHBIX LENsiX, HO TOMbKO B
TOM Cnydyae, €CM CYLeCTBYHOT [0Ka3aTeNbCTBA TOr0, YTO OHA He CHMXaeT
npeaen NPoYHOCTW. NS MMMNAHTATOB C MOAY/bHbIMW FONOBKaM MapKUpPOBKY
cnegyeT pasMellatb Ha MAOCKOM y4acTKe MPOKCUMMa/ibHOrO KOHLA KOHWUYECKOM
061acT, K KOTOPO MOAFOHSETCH TONOBKa. OTa OTMETKA [AO/MKHa Nerko
ynTaTbCa MNPU  OCMOTPE HEBOOPYXEHHbIM  [Na3oM WM C  MOMOLGHO
npUcnoco6neHnii 4N yny4dleHns oCTPOTbl 3PEHUS.

11.4.4 BepTAyXHbli  KOMMOHEHT, KOTOpbIi  MMEeT  CYCTaBHYO
MOBEPXHOCTb, Y4aCTBYHOLLYHO B  (POPMMPOBAHMM  TOTaNbHOTO  MpoTesa
Ta300eApeHHOro0 CycTaBa, [AO/MKEH WMETb OTMETKY, YKasblBaloLlyl Ha
HOMMWHa/IbHbIA AMaMeTp CYCTaBHON MOBEPXHOCTU. ITa OTMETKA [LO/HKHA JIerko
ynTaTbCAa  CMELMANNCTOM C  HOpPMalbHbIM WM  KOPPUTMPOBaHHbIM [0

HOPMasibHOIo 3peHNeEM.

11.5 VHdopmMauma onsa naumeHTa

Mpon3BoanTeNb JO/MKEH BK/IOYUTL B JIMCTOK-BKIAAbILW C WHCTPYKLUWMER
unm B PYKOBOACTBO MO WCMO/b30BaHMIO, KaK MUHUMYM, Clefyollee
nonoxeHve (UM 3KBUBANEHTHYO UH(OPMALNIO):

«MauuneHToB, KOTOPbIM YCTaHaB/MBAKOTCA 3HAOMNPOTE3bl Ta306eApeHHOro
cyCTaBa, CnefyeT Mpegynpexpaarb, 4TO CPOK CAyX6bl MMMIaHTaTta MOXET

3aBUCETb OT UX BeCa N YPOBHA aKTUBHOCTU».
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MpunoxeHune A
(cnpaBouHOe)

OLI,EHKa OTHOCUTENBHOIO YrsoBoro ABM>XeHnMa KOMMNOHEHTOB

Al 3akpennatoT BEPTNYXHbIi KOMIMOHEHT B COOTBETCTBYHOLLEM 3aXWNMe
AN LPYyroM (PUKCMPYHOLLEM MPUCNOCOBNEHNN.

A.2 3aKkpennswT OefpeHHbIi KOMMOHEHT, KOTOPbIA MOXET WMETb
WHTErpasibHy0 M60 MOLYNbHYK KOHCTPYKLMIO, Ha WCMNblTaTe/lbHOM CTeHfe,
TaK 4ToObl CyCTaBHble NOBEPXHOCTN GeAPEHHOr0 1 BEPTAY)KHOTO KOMMOHEHTOB
cornpukacanncb Apyr ¢ 4pyroM v Bpawanucb BOKPYr OCel, NMPOXOAAWwmMX Yepes
LEHTP  CYCTaBHON  MOBEPXHOCTM  BEPTNY)KHOW  BRafguHbl.  Mcnonb3ys
COOTBETCTBYIOLWMA  FOHMOMETP WAM  Npubop ANs  WU3MEpeHus  Yr/oB,
nepemeLlaoT 6epeHHbIi KOMMOHEHT PYKO B MNOCKOCTU €ro HOXKW W LUEAKK
[JO Tex nop, noka LwWeiika 6eApeHHOro KOMIMOHEHTa COMNPUKOCHeTCH C
BEPT/NIY)XHOV BMagUHON NO ee MeAWaNbHON MNOBEPXHOCTM, a 3aTeM - Mo
natepasbHOM MOBEPXHOCTU. MI3MepstoT yron (e) Mexnay ABYMS MOMOXEHWSMU
C TOYHOCTBKO + 1° Kak nokasaHo Ha pucyHke Al a). O1oT yron (e)
npeacTaBnseT cobo yron oTBefeHNsA/NMpuBeaeHNs.

A.3 TI0BTOPAIOT [BWKEHWE, ONUCaHHOe B MNyHKTe A.2, B MIOCKOCTH,
MPOXoAALLeil Yepe3 LEHTP FOM0BKU MeprneHANKYNSAPHO MIOCKOCTM CTEPXHSA W
LIEMKKN, KaK MoKasaHOo Ha pucyHke A.l 6), 1 namepstoT yron (6) mexay AByms
KpailHUMWU  MONOXEHUAMU, W300PaKEHHLIMW Ha pucyHke. 3T1oT yron (6)
npeAcTaBnsieT coboit yron crubaHus/pasrnbaHus.

A4 VcxXooHO TMOMECTMB BEPTAYXXHbIA KOMMOHEHT B MO/IOXEHNE,
n306pakeHHoe Ha pucyHkax A.l 6) n AJ1 B), BpawatoT 6e4peHHbI KOMMOHEHT
BOKpYyr ocm AA cHayana B OLHOM, a 3aTeM B APYrom HanpasfieHUun, W
BbIMO/HAIOT M3MepeHue yrnia (y), COOTBETCTBYIOLLEr0 AuanasoHy CBOGOAHOro
ABWXEHUs OT Of4HOro ynopa K gpyromy. Yron (y) npeactaensieT coboii yron

poTaLmny BHYTPb/KHAPYXN.

2
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A.5 Takxe BO3MOXHO MPOBEAEHNE OLEHKM C MOMOLLbI0 NPOrpamMMHOro

obecneveHmss CAD. Ha wuepTexe [O/MKHbl OblTb  YKa3aHbl

yribl 1

NAEHTU(UKALMOHHbIE CBEEHNS O KOMMOHEHTaxX (pasmep, ANVHa LeiKK).

a) MpoTe3 Ta306e4peHHOro CycTaBa - 0TBeeHNe/MpuBeaeHne

6) MpoTe3 Taz06eApeEHHOro0 cycTaBa B) MpoTes
- crnbaHue/pasrnbaHue cycTaBa - poTauus
BHYTPb/KHapYXW

YcnoBHble 0603HaYeHNA
Y - Yron potauum BHYTPb/KHAPYXW;
e - yron oTeefeHua/NpuBeeHns;

6 - yron crubaHusa/pasrnéaHus;

Ta306eapeHHOro

a yCTaHOBWTE BEPTNYXHbIii KOMMOHEHT Mo yrnom 45° nn6o nog yrnom,

KOTOpbIli 3aflaH NPON3BOANTENEM.

Pl/lcyHOK A.1l — OTHOCUTe/IbHbIE yrnoBble ABNXEHNA KOMIOHEHTOB

B3
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Bubnnorpagus

NCO 7206-8 WmnnaHTaTbl Ana Xupypruum. YacTuyHble M TOTasbHble
npoTesbl 6eApeHHOro cycrasa. Yactb 8. MeToAbl onpefeneHns NpoYHOCTH
6elpEHHbIX KOMMOHEHTOB C HOXKOIA.

NCO/TR 9325 WmnnaHTatbl gns xupyprun. YacTuuHble W TOTasIbHble
npoTe3bl 6eApeHHOro cycraBa. PekomeHpauuv A4ns yCTPOMCTB MMUTALMK,
npefHa3Ha4YeHHbIX NS OLEHKN NpoTe30B Ta300epeHHOro CycTasa.
NCO/TR 9326 WmnnaHTatbl And XUpyprun. YacTuyHble M TOTaslbHble
npoTesbl 6eApeHHOro cycrasa. PyKOBOACTBO MO 1a60paTOPHOWA OLEeHKe
M3MeHeHU POPMbI OMOPHbLIX MNOBEPXHOCTEN.

NCO 14242-1 WNmnnaHTaTbl AN XUMPYpPrum. M3HOC TOTasibHbIX NPOTE30B
TazobeapeHHoro cycrasa. Yactb 1 lMapameTpbl Harpy>eHus u CMeLLeHus
ONA annapatoB AN UCMbITAHWUA Ha M3HOC W COOTBETCTBYIOLLME YC/O0BUSA
OKpY>KaloLLel cpefpbl AN UCMbITaHWIA.

NCO 14242-2 mnnaHTaTbl gns XUpypruun. MI3HOC TOTasibHbIX NPOTE30B

TasobefpeHHOro cyctasa. Yactb 2. MeToabl M3MepeHus.
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MpunoxeHve OA

CBefleHMs 0 COOTBETCTBMM HaLMOHaNbHbIX CTaHAAPTOB PoccuiicKoli
degepaLnmn CCbIIOYHbIM MeXAYHapPOoAHbIM cTaHAapTaMm

Tabnunuya OA.L
O603HaveHNe
CCbINOYHOr0
MeXyHapoaHOro
CTaHAapTa
NCO 7206-1:1995

NCO 7206-2:1996

CTteneHb
COOTBETCTBUA

HOoT

HOT

O603HaYeHne n HaMMeHoBaHMe
COOTBETCTBYHOLLEr0 HaLMOHANbHOTO
CTaHgapTa

rocT P nCco 7206-1 -2005
«/MnnaHTaThl ans XMpypruu.
SHponpoTesbl  Ta306epeHHOro  cycTaBa
YyacTU4YHble W TOTanbHble. YacTb 1
Knaccudukauns n 0603HayeHne

pasMepoB»

roCT P nCco 7206-2 - 2005
«MnnaHTaThl ANns XUPYPruu.
SHponpoTe3bl Ta30bedpeHHOro CcycTaBa
yacTUYHbIE U  TOTanbHble. YacTb 2.
CyCTaBHble MOBEPXHOCTU, U3rOTOBNEHHbIE
M3 METAN/INYECKNX, KEepPaMUUYECKUX I

MONMMEPHBIX MaTepranoB»
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MpopgomkeHne Tabnmubl JA.1

0O603HaveHne
CCbINOYHOI0
MeXAYyHapogHOro
cTaHjapTa
NCO 7206-4:2010

NCO 7206-6:1992

CTteneHb
COOTBETCTBUS

IDT

HOoT

O603HaueHMe N HauMeHOBaHe
COOTBETCTBYIOLLEIO HALMOHANILHOIO
cTaHgapTa

rOCT P nco 7206-4-2012
«mnnaHTaThl ans XUpypruu.
SHponpoTe3bl  Ta3obefpeHHOro cycTrasa
YaCTUYHble U  TOTa/lbHble. YacTb 4.
OnpepeneHne NMPOYHOCTH n
3KCNNyaTauMOHHbIX KayecTB 6efpeHHbIX

KOMMOHEHTOB C HOXKOM»

roCT P nCo 7206-6-2012
«/MmnnaHTathb! ans XUPYpPruu.
3HponpoTesbl  Ta300eApeHHOro  cycTaBa
YyaCTU4YHble M TOTanbHble. YacTb 6.
OnpepfeneHne  MPOYHOCTHbIX  CBOMWCTB»
ob6nacTM LWerKN W TONOBKUA 6GefpeHHbIX

KOMMOHEHTOB
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OKoOHYaHHe Tabnuubl JA.1

0O603HaveHne CTteneHb O603HaveHNe 1 HanMeHOoBaHMe
CCbI/IOYHOI0 COOTBETCTBUS COOTBETCTBYHOLLENO HaLMOHANbHOTO
MeXAYyHapoLHOro cTaHjapra

CTaHaapTa
NCO 7206- IDT rOCT P WMCO 7206-10 - 2005
10:2003 «MmnnaHTaThl ans XMUPYPrum.

3HponpoTesbl  Ta300eApeHHOro cycrasa
YyaCcTU4YHble WK TOTasbHble. Yacte 10
OnpepgeneHune COMNPOTUBNEHMS
CTaTUCTUYECKON  Harpyske  MOAY/bHbIX

6epeHHbIX TONI0BOK»

NCO 14630:2008 IDT rMCT P KNCO 14630 - 2011
«/IMnnaHTaThl XMpypruyeckue

HeaKTMBHble. O6LIMe TpeboBaHNA»

NCO 21534:2007 T FOCTP nco 21534 - 2013
«MnnaHTaThbl Xnpypruyeckume
HeaKTUBHblE. VIMMNaHTaTbl ANS  3aMeHbl

CycTaBOB. YacTHble Tpe6oBaHMs

MpumeyaHue - B HaCTOAWEA TaGMAE WCMOML30BAHO CIEAHOLLEE  YCIOBHOE
0603HaUEHVE CTENEHVI COOTBETCTBYS CTaHIANTOB:
- KOT - YIeHTVUHbEE CTaHAPTD.
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