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MpeaucnoBune

1 NOArOTOBMIEH O6wectBOM C OrpaHUYEHHON OTBETCTBEHHOCTbIO «LNTOnNpoekty (OO0
«UNTONpoekT») Ha OCHOBE COOCTBEHHOIO ayTEHTUYHOIO NepeBoZa CTaHAAPTa, YKa3aHHOro B NyHKTE 4

2 BHECEH TexHu4eckum komuTeToM No craHaaptusauum TK453 «MmnnaHTatbl B Xupyprum»

3 YTBEPXOEH W BBEJEH B JEMNCTBME lMpukasom deaepansHOro areHTCTsa MO TEXHUYECKOMY
perynupoBaHuio U METPONOrnn Ne 85-ct oT 7 masa 2013 r.

4 Hacroswmit ctaHaapT uAeHTUYEeH MmexayHapoaHomy craHgapty MCO 21536:2007 «HeakTuBHble
XMpyprudeckue umnnadTatbl. Mmnnantatel Ans  3aMeHbl cycraBoB. CneuuanbHble TpeboBaHus K
uMmnnaHTaTam Ans npotesupoBaHus koneHHoro cycrasa» (ISO 21536:2007 «Non-active surgical implants —
Joint replacement implants — Specific requirements for knee-joint replacement implants»).

Mpu nNpUMEHEeHUW HACTOALLEro CTaHAapTa PEKOMEHAYETCS MCMONb30BaTb BMECTO  CCbINTOYHbLIX
MeXOYHapOoAHbIX CTaHAApPTOB COOTBETCTBYIOLLUME UM HaLMOHanbHble craHaapTbl Poccuiickon deaepauuu,
CBeAEHUs1 O KOTOPbIX NPUBEAEHDbI B J0NONMHUTENBHOM Npunoxexun JA.

5 BBEJIEH BrEPBbIE

lpasuna npumeHeHus Hacmosawezo cmaHdapma ycmaHosneHs! 6 FOCT P 1.0—2012 (pasden 8). Hgpopmayus
00 UBMEHEHUSAX K HacmosujeMy cmaHOapmy nyonuxkyemcs 8 exe200HoM (1o cocmosHuio Ha 1 aHeapsa mekyuweao 2oda)
UHGOPMaUUOHHOM yKasamene «HauuoHanbHble cmaHdapmely, a oghuluansHbili mekcm U3MeHeHUl U nonpasok — &
eXeMecayHoM hopMayUoHHOM yKkazamene «HayuoHanbHbie cmaHOapmbly. B cnydae nepecmompa (3aMeHbl) unu
OomMeHbl Hacmosuwjeao cmaHO0apma coomeemcmaeyioujee yesedomneHue bydem onybnukosaHo & bnuxalilieM 8birycKe
eXeMecayHo2o UHGOpMayUuoHHo20 yKkazamens «HauyuoHaneHble cmaHdapmbl». Coomeemcemeylowas UHgpopmayus,
ysedoMeHUe U MeKCmbl pasMewalomes makxe 6 UHGopMayuoHHol cucmeme obuwje2o onb308aHUs — Ha
oguyuaneHom caiime Q@edepanbHO20 &zeHmcemea 0 MEXHUYECKOMY peaynuposaHuio u Memponozuu 8 cemu
UimepHem (gost.ru)

© CrangaptuHdopm, 2014

Hacrosiwuin ctaHaapT He MOXeT ObiTb MOMHOCTLIO UNKU YaCTUYHO BOCMPOU3BEAEH, TUPAXKUPOBAH U
pacnpocTtpaHeH B KayecTse oduuuancHoro uspanHus 6e3 paspewenus denepanbHOro areHTCTBa no
TEXHUYECKOMY PETYNMPOBAHMUIO U METPOSOTMK
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BBeageHue

CyLLECTBYIOT TPU YPOBHA MEXIYHaPOAHbIX CTaHAAPTOB, B KOTOPbIX paccMmartpuBatoTcs TpeboBaHus K
HEaKTUBHBLIM XUPYPruiyeckum numnnaHtatam. OHu nepevncneHsl Huxe (YpoBEHb 1 ABNSETCS HAUBLICLLUM):

— ypoBeHb 1: o0wue TpeboBaHUS K HEAKTUBHLIM XMPYPTUYECKUM MMMNMAHTAaTaM M MHCTPYMEHTApMUIO,
ncnonb3yemMomy ansa nx yCtaHOBKU,

— YPOBEHb 2: YaCTHbIE TPEOOBAHUS K CEMEICTBAM HEAKTUBHbLIX XMPYPrUYECKUX UMMNNAHTATOB;

— ypoBeHb 3: cneumanbHble TpebOOBAHMA K OTAENbHbIM TUNAM HEAaKTUBHBLIX XUPYPrU4eCckux
MMNNAHTaTOB.

Hacroawmii MexxayHapoaHbIli CTaHAapT SBMSETCS CTaHAapTOM YPOBHS 3 U coaepxuT TpeboBaHus,
NpUMEHMMbIE KOHKPETHO K MpoTe3aMm KONEHHOro cycraea. CtaHgapT ypoBHA 1 cogepxuT TpeboBaHusa KO
BCEM HEAKTMBHbIM XWPYPrU4ECKUM umnnantataM. [pu 9TOM AononHWTEnbHble TpeboBaHuus OyayT
YCTaHOBIEHbI B CTaHAapTax ypoBHEN 2 u 3.

CTaHaapTbl YPOBHA 2 NpMMEHMMbI K 6ornee orpaHu4YeHHbIM Habopam UM ceMencTeam UMNMNaHTaToB.,
HanpuMmep, K UMNaHTaram, NPeaHa3Ha4YeHHbIM ANA NPUMEHEHNUS B OCTEOCUHTE3e, CepAeyHO-COoCYyANCTON
XUPYPrun Unu NnpoTe3mpoBaHUn CyCTaBOB.

Ona Toro, yTobbl OXBaTUTb BCE TpebOBaHUSA, PEKOMEHAYETCSA HadyaTb paCCMOTPEHME CO cTaHaapTa
Hanbonee HU3KOrO YPOBHS.
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HALUMWOHANBHBIN CTAHOAPT POCCUUCKOWN DEQEPALUUMN

MMMNNAHTATbI XUPYPIT'MYECKUE HEAKTUBHbIE
MMMNNAHTATbI ANA 3AMEHbI CYCTABOB
CMNMEUUATIBHBIE TPEBOBAHUA K UMIJNTAHTATAM ANA NPOTE3UPOBAHUA KOJIEHHOIO
CYCTABA

Non-active surgical implants — Joint replacement implants — Specific requirements for knee-joint replacement
implants

Harta BBegeHusa — 2014—11—01
1 O6nacTtb gencrTBus

HacToswmit MexxayHapoaHblii CTaHAapT yCTaHaBNMBAET cneuuanbHble TpeboBaHUA K MMMNaHTaTam
AnA NpoTe3anpoBaHUA KOMEHHOrO cyctaBa. B oTHoweHun GesonacHoCTM Hactosawmi MexxayHapoaHbii
CTaHZapT ycTaHaBnuMBaeT TpeOOBaHMA K MOKAa3aTensMm Ha3HayeHus, OCOOEHHOCTSIM  KOHCTPYKLMM,
marepuanaM, OLeHKe KOHCTPyKUMM, NpOU3BOACTBY, CTepunusauuu, YnakoBke W  uHdopmauuu,
NoCTaBNAEMON U3rOTOBUTENEM, A TAKKE K METOAAM UCTLITAHUN.

2 HopmaTuBHbIE CCbINIKN

B HacTosALWeM cTaHgapTe UCNOMb30BaHbl HOPMATUBHBIE CCbINIKM Ha crneaylowme CTaHaapTbl:

NCO 7207-1 NmnnaHTaTbl Ansa xupyprun. beapeHHble n 6onblebepUOBblE 3NEMEHTbI YaCTUYHBIX U
NMONHbIX NPOTE30B KONEHHbIX CycTaBoB. YacTb 1. Knaccudmkaums, onpegeneHus u 0603Ha4eHne pasmepoB

NCO 14243-2 UmnnaHTaTtkl Ana xupyprun. M3HOC TOoTanbHbIX NPOTE30B KONEHHOrO cycTtasa. Yactb 2.
MeToabl n3amepeHus.

NCO 14243-3 UmnnantaTtbl 4Na xupyprun. M3HOC ToTanbHbIX NPOTE30B KONMEHHOro cycraea. Yacrb 3.
MapameTpbl Harpy>eHus u CMELLEHUSA ANA annapatoe AN UCMbITAHUS HA U3HOC C KOHTPOSEM CMELLEHUs U
COOTBETCTBYIOLLME YCIOBUSA OKPY>KAIOLLEN CPEAbl AN UCMbITAHUS.

MNCO 14630 HeakTusHble xupyprudeckue umnnantatel. Obwme TpeboBaHus.

ISO 14879-1 WMmnnanTatbl ANg Xupypruu. ToTanbHble NPOTE3bl KONEHHOro cycrasa. Yacte 1.
OnpeaeneHve NPOYHOCTU M IKCMNyaTaLMOHHbIX Ka4eCcTB BonbLuebepLoBbIX XenoboB Ans NPoTe3npoBaHus
KOMEeHHOro cycTaBsa.

ISO 21534:2007 HeakTuBHble Xupypruyeckue umnnadtatel. MnnautTatbl ANs 3aMeHbl CyCTaBOB.
YacTHble TpeboBaHus.

3 TepmuHbI 1 onpeaeneHus

B HacToswemM AoKyMeHTe npumMeHeHbl TepMuHbl N0 MCO 21534 u MCO 7207-1, a Takke TepPMUHbI C
COOTBETCTBYIOLLIMMU OMpPeAENeHNAMU:

3.1 BeapeHHbIA KOMMNOHEHT

KOMMOHEHT TOTanbHOrO npoTe3a KOMEHHOro CyCTaBa, MNPEeAHA3HaYeHHbId ANA MNPUKPENNEHUs K
OeapeHHO KOCTHU ANdA NPOTE3MPOBaHUA €€ CYyCTaBHbIX MOBEPXHOCTEN.

I'IpwmeanMe - OTn umMmnnaHTaThl MOryT ObITb W3roTOBMNEHLl B Bunage eguHoro KOMMNOHeHTa unu Ha6opa
KOMMNOHEHTOB, CGOpKy KOTOPOro OoCyLeCTBNAET Nonb3oBaTeb.

3.2 bonblue6epLoBbIi KOMMOHEHT

KOMNOHEHT TOTanbHOrO nNpoTe3a KOMEHHOrO CycTaBa, NpedHasHaveHHbli Ans nNpuKpenneHusa K
6onbLLebepLOBON KOCTW ANA NPOTE3UPOBAHUSI €€ CYCTaBHbIX MOBEPXHOCTEN.

I'IpmmeanMe — OTW uMnnaHTaThl MOryT OblTb W3roTOBMEHbI B Buae efuHoro KOMMOHeHTa unu Ha6opa
KOMMOHEHTOB, c6op|<y KOTOPOro ocyllecTBnAeT nonb3oBaTenb.

3.3 Mnato 6onbwedepLOBOro KOMMNOHEHTA

CocraBHas getanb (CyOKOMMOHEHT), ucnonb3yemas ana obecneyeHusi onopbl U PuUKcaLumn CyCTaBHOro
cyGKOMMNOHEHTa BonbLUEOEepLOBOro KOMMOHEHTa OAHOMBILLENKOBOrO WU TOTanbHOrO NpoTe3a KONMEHHOro
cycrasa.

M3paHue ocdmumnanbHoe
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3.4 HaaKoneHHbIN KOMMNOHEHT

KOMMOHEHT TOTanbHOro unM YacTUYHOrO NPOTEe3a KOMEHHOro CycTaBa, KOTOPbIM MCMOMb3yeTcs Ans
NPOTE3UPOBAHUS CYCTABHOW NOBEPXHOCTU HAAKONEHHMKA

3.5 OnopHoe nNnaTo HaaKoNeHHUKa

CocTaBHasd aetanb (CyGKOMMNOHEHT), ucnosnb3yemas Ana obecneyeHns onopel U rUKkcaLum CyCTaBHOrO
CYOKOMMOHEHTA HAZAKONEHHOTO KOMMOHEHTA.

3.6 OAHOMBILWENKOBbIN NPOTE3 KOJIEHHOro CycTaBa

[poTe3 KONeHHOro cycrasa, NpegHa3Ha4veHHbIn 4ns npotesmpoBaHnsa 6egpeHHon n GonbluebepuoBon
OMOPHBIX NOBEPXHOCTEN B OAHOM OTAENE KONEHHOro cycTaea.

MpumMmeyvaHue — TekeT aganTupoBaH u3 ctaHgapta NCO 7207-1, nyHkT 3.1.2.

3.7 MeHNCKOBBbIN KOMMOHEHT

KOMMNOHEHT HEKOTOPbIX TOTarlbHbIX MPOTE30B KOJIEHHOrO CycTaBa, KOTOPbIA npeAHas3HayYeH Aans
nepeaadn Harpysku B 6onbLuebepuoBo-6e1peHHOM COYNEHEHUN U KOTOPbIA MEePemMeLlaeTcs OTHOCUTESLHO
06oux (6onbwebepuoBoro n 6e4peHHOro) KOMMNOHEHTOB.

4 MNoka3arenu Ha3HaYeHus

TpeboBaHus nyHkta 4 craHgapta MICO 21534 npuMeHATCST COBMECTHO C YKa3aHHbIMU HUXE
TpeboBaHMAMU:

Heobxoanmo onpeaenuTb NpeayCMOTPEHHbIA AMana3oH YrioBbIX ABWXKEHUI MEXIy YacTAMMU CKeneTa,
ynoMuMHaeMsbIx B NyHkTe 4a) ctangapta NCO 21534. B MNMpunoxeHun A npuBeaeH METOA, PEKOMEHAYEMbIN
AN M3MepeHusn ananasoHa ABWXEHUIN NOSTHOCTbIO 3a(PMKCUPOBAHHbLIX NPOTE30B KONIEHHOro cycTaBsa.

5 OcOBEHHOCTU KOHCTPYKLUKN

5.1 O6wme TpeGoBaHUA

TpeboBanusa nyHkta 5 crangapta MCO 21534 npumeHsIOTCA COBMECTHO C YKa3aHHbIMU HWKe
TpeGoBaHUAMU.

5.2 TonuwuHa cBepxXBbICOKOMOJIEKYNAPHOro nonuaturieHa (CBMIMY) B 6onbwebepuoBbix U
MEHUCKOBBbIX KOMMOHEHTax

Ons 6onbwebepuoBbiX U MEHUCKOBbLIX KOMMOHEHTOB, caenaHHbix M3 CBMINO, M3roTOBMEHHLIN U3
CBMIMN3O KOMMNOHEHT UnNu CyOGKOMMNOHEHT AOIMKEH UMETb CreayloLyl0 MUHUMAanbHYIO TOMWWUHY B obnactu
BOCMPUATUSA Harpy3sKku:

a)6 MM - AN KOMMNOHEHTOB, MMEIOLLUX SHAONPOTE3NPOBAHUS;

0) 9 MM - ANA KOMMNOHEHTOB 6€3 3HA0NPOTE3NPOBAHUSA.

5.3 O6paboTka HewapHUPHbIX MOBEPXHOCTEN MeTaJmIMYeCKMX KOMIMOHEHTOB MnpoTesa
KONEHHOro cyctaBa

HewapHupHble MOBEPXHOCTU MeTAamnnMyeckux KOMMOHEHTOB MpOoTe3a KOJNEHHOro cycraea, KoTtopasi
OyaeT KOHTaKTMPOBAaTL C MATKMMMW TKAHAMU, AOIDKHA ObITb rNajako U HeabpasuBHOW.

I puMmedHaHue - yJJ,OBJ'IeTBOPVITerIbeIM CHUTaeTCcA 3Ha4veHue napamMeTpa LepOoXoBaTOCTHN Ra,
cocTasnswowee 1,5 MKM.

6 MaTtepunanbl

TpeboBaHna nyHkta 6 craHgapta MCO 21534 nNpuMEHATCS COBMECTHO C YKa3aHHbIMU HUWXE
TpebGoBaHUAMM.

HenermpoBaHHbIi TUTAH W TUTAHOBbLIE CMNaBbl HE CneayeT WCNOMb30BaTb AnNs  CyCTaBHbIX
NoBepXHOCTEN KOMMNOHEHTOB NPOTE30B KOJIEHHOrO CycTaBa, KpOMe Cry4yaeB, Koraa npoBefieHa Haanexaluasi
06paboTka NOBEPXHOCTU U NOATBEPXAEHA €€ NPUTOAHOCTb ANt UCMOMb30BaHUSI B KITMHUYECKON NpPaKTUKE.

7 OueHKa KOHCTPYKLUUn

7.1 O6wme TpeGoBaHUA

TpeboBaHua nyHkta 7 craHgapta MCO 21534 npuMeHATCS COBMECTHO C YKa3aHHbIMU HUWXE
TpeGoBaHuAMU. BO3MOXHbI CUTyaLMK, KOraa OAHO UIIM HECKOMbKO UCMbITAHWI, MPeAYyCMOTPEHHbBIX MYHKTOM
7.2 ICO 21534, He TpebytoTca:

a) 4Na KaXxgoro KOMMNOHEeHTa cpean NUHENKU KOMMOHEHTOB (B CEMENCTBE NPOAYKTOB);

0)B TeEX cnyyasx, KOraa yxe UMEITCA pe3ynbTarbl HEOOXOAMMOrO WUCMbITAHUSA, MOMYYEHHbIE ANS
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aHanorM4yHOro UMM NOXOXKEro KOMMOHEHTA.

B atux cnyyasix HeoOXoAUMO AOKYMEHTanbHO 3admMkcupoBaTb 0OOCHOBAHWE HEBLINOMHEHUS MOGOro
KOHKPETHOIO UCMbITAHUSI B OTHOLLIEHUM JIIOBOr0 KOHKPETHOIO KOMMOHEHTA.

7.2 JOKNMHNYECKan OLEeHKa

7.21 TlpoyHocTb nmato OonbliebepuoBbIX KOMMNOHEHTOB MPOTE30B KOSIEHHOFO CcycTaBa Ans
LlEMEHTHOW M 6eCLeMEeHTHOW YCTaHOBKM A5 KOMNOHEHTOB MPOTE3a KOMIEHHOIO CycTaBa — LIeMEHTUPYEMbIX
n 6eCLUEMEHTHBIX.

Mnato OonbliebepUoBLIX KOMMOHEHTOB NpPOTE3a KOMIEHHOrO CycTaBa, npeAHa3Ha4YeHHble Ans
MCNONb30BaHUSI C KOCTHbIM LieMeHTOM nubo Ge3 Hero, cniegyeT noaBepratb MCNbLITAHUIO ANS OLEHKN MX
NPOYHOCTM NOA BO3AENCTBUEM LMKIMYECKON Harpy3kM npu COOTBETCTBYIOLUMX NapaMeTpax Harpysku
CcorfacHoO MeToZaM WUCMbLITAHUI, KOTOopble onpeaeneHol craHaaptom UCO 14879-1. Kaxabii M3 natu
oﬁgasuos AOIKeH ObiTb NOABEPrHYT UCMLITAHMIO NPU MakCcMManbHON Harpy3ke 900 H Ha npoTshkeHun 10 x
10° UMKIIOB, M NPU 3TOM HE BLINTU U3 CTPOA (B COOTBETCTBUU C OnpeaesieHnemM, n3noxxeHHoim B UCO 14879-
1). Bce OonbwebepuoBble KOMMOHEHTbl, Ha KOTOPble pacnpocTpaHaloTca TpeboBaHWA AAHHOIO
MexayHapogHOro  craHgapra, [AOIDkHbl  COOTBETCTBOBaTb  9TUM  MUHUMASbHBIM - TEXHWUYECKUM
XapakTepucTukam.

MpuMeuaHue - YcraHoeneHHblii UCO 14879-1 MeTop UchbITaHUA nnato GonblueGepLoBoro KOMNOHEHTa
npeacraBnaeT coboiA ynpOLI.[eHHbIVI METO/] OLIEHKN TeXHUYECKUX NapaMeTpoB U HanpaBJi€eH Ha U3y4eHUue HeKOTOPbIX (HO
He Bcex) TUNOB OTKa3a U3genus B KNUMHUYECKUX YCOBUAX. SHaYeHne MUHUMarbHOro paboyero ypoBHaA Harpysku 900 H
OCHOBa@HO Ha fAaHHbIX JNUTepaTypbl U OMNbiT€ HECKONbKUX UCAbITaTeNbHbIX na60paTopM|71. Henb3a He OTMETUTb, 4TO
nceneposarenM UCNONb3ywoT U ApyrMe MeToabl ANA OUeHKU 6OJ'IbLLIe6epL|,OBbIX KOMMOHEHTOB TOTaNbHbIX NPOTE30B
KOJNieHHOro cyctasa AnA U3y4eHuA aHanorM4HbIX Unn apyrux TMNoB OTKasa usaenua.

7.2.2 AcnbiTaHne TOTarbHbIX MPOTE30B KOSIEHHOro CyCcTaBa Ha U3HOC

MapameTpbl U3HOCA TOTArNbHLIX NPOTE30B KONEHHOr0 CyCTaBa, KOTOPbIE COCTOAT U3 METannu4yeckoro
UM Kepamumyeckoro OeJpeHHOro KOMMOHEHTa, couneHsweroca ¢ 6onble6epLoBbIM KOMNOHEHTOM,
cnegyet oueHuatb B cootBeTcTBUM C UCO 14243-1, -2 1 -3.

8 MpoussoacTBO

TpeGoBaHua nyHkta 8 craHgapta MCO 21534 npuMEHSsIIOTCA COBMECTHO C YKa3aHHbIMU HIDKE
TpeboBaHUAMN.

MMnnaHTatel UM KOMMOHEHTbl WMMNAHTaTOB, NPOW3BOAUMBbIE U3 MNUTEMHbLIX KOGANbTO-XPOMOBLIX
CnnaeoB, npu HeOoBXOAMMOCTU [JOIDKHbI MOABEpPraTbCa TepMuyeckon obpabotke AnA moaudukauuu
TBEPZOro pacrteopa; nobylo NPoBEAEHHYIO TepMuyeckyto 006paboTky ¢ Mmoagudukaumen Tsepaoro pacrasopa
Heo6X0aMMO AOKYMEHTAaNbHO 3aPMKCUPOBATD.

MpumedyaHne - OfWH W3 pexumoB, yaoBneTBopsioWMiA TpebGoBaHWAM Tepmudeckol obpaboTku c
Moaudukaumei TBephoro pacTtBopa, MofjpasyMeBaeT yAepxaHue JIUTOW 3aroTOBKM Ha NPOTAXEHWWM 4 4acoB npu
TemnepaType 1200 °C.

9 Ctrepunusauus
MpumeHstoTca TpeboBaHus nyHkTa 9 cranaapta MCO 14630.

10 YnakoBka

MpumensatoTca TpeboBaHua nyHkTa 10 ctangapta MCO 14630.

11 UHhbopmauua, npegocraBnsemMas NponsBoauUTeriem

11.1 O6wme TpeGoBaHUA

TpeboaHnua nyHkta 11 craHgapta MCO 14630 NpMMEHAOTCA COBMECTHO C TPeBOBaHWUSAMM MYHKTOB
11.2-11.5.

11.2 Unpopmauumsa, cogepawasnca Ha ITUKETKE

JomkHa ObITb yka3aHa crnegytowasa nHopmauus:

a) Tun u3genus;

6) HOMWHarnbHasA WMPUHA W BbICOTa BeapPEeHHOro KOMMOHEHTa MpoTe3a KONEHHOro CycTaBa, a Takke
(ecnu KOHCTPYKUMS UMEET HOXKY) ANIMHA U AuameTp ero Hoxkn (cm. MCO 7207-1) u gpyrme obo3Ha4eHus,
Takue kak «HebOonbLUOW, CPEAHUX Pa3MepoB UM BOMNbLLOWY;
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B) HOMWHanbHasA LUMPUHA M BbicOTa OoNbLLEOEepUOBOro KOMMOHEHTA, a Takke ANWHA M napamMeTpsbl
nornepeYHoro CeveHust ero HOXku (cm. NCO 7207-1) u apyrue oBo3HaYeHUs, Takue Kak «HebBonbLUOMn,
cpeaHnx pasmepoB Unu 6ONbLLOWY;

) HOMUHanNbHLIA AMAMETP HaOKOMEHHOr0 KOMMOHEHTa (ecnuM KOHCTPYKUMEn npeayCMOTPEHO €ero
MCNonb30BaHKe).

11.3 KOHCTPYKUMOHHAA COBMECTUMOCTb KOMNOHEHTOB

OomxkHa BbiTb YKa3aHa cneaytowas uHopmauus:

Ons  6eapeHHbix, 6Gonbleb6epuUoBbIX, MEHUCKOBbLIX WU HAAKOMEHHLIX KOMMOHEHTOB, KOTOpbIE
npeaHasHayeHbl ANA CTPYKTYPHOW W/Unu (PYyHKUMOHArbHOW COBMECTUMOCTU APYr C APYrOM, B MHCTPYKLMM
UMM PYKOBOACTBE NO UCMOSb30BaHMUIO JOMKHO UMETLCA YKa3aHWe Ha TO, KAKWEe UMEHHO ApYyrue KOMMNOHEHTbI
cneayert UCnonb30BaTb BMECTE C HUMM.

MpuMmeyaHne - KOMMNOHEHTHl, MPOU3BeAeHHblE OJHOW KOMMaHWeW, MOoryT OblTb HECOBMECTUMbIMU C
KOMMNOHeHTaMu, npon3seeHHbIMAU ,upyroﬁ KOMMaHunewn.

11.4 udopmauusa ana naumeHTa

MpoussoauTent AOJMDKEH BKIOYUTL B NUCTOK-BKMNAAbIL C WHCTpykuuen unu B PykoBoactBo no
MCNOMNb30BAHUIO, KAK MUHUMYM, CReayoWwmini KOMMEHTapuii (MnM 3KBUBANEHTHYIO MHpOpMAaLUIO):

«MMauueHToB, KOTOPbIM  YCTAHABMMBAKOTCA  SHAONPOTE3bl  KOMEHHOr0  Cycraea, cneayet
npeaynpexaaTb, YTO CPOK CRYXObl UMMIaHTaTa MOXET 3aBUCETb OT UX BECA U YPOBHS aKTUBHOCTMY .

11.5 MapkupoBka

MpumensoTcs TpebosaHua nyHkTa 11 ctangapra MCO 21534,
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MpunoxeHue A
(cnpaBo4HOE)

OueHka Anana3oHa OTHOCUTENbHbIX YrMOBbIX ABWXEHUIA KOMMOHEHTOB NOMHOCTLIO 3apUKCUPOBaHHBIX
MMNNAHTaTOB, NPUMEHSEMbIX AN TOTANbHOIO NPOTE3MPOBAHNA KONEHHOro cycTrasa

A.1 3akpennsaior 6eapeHHbIN KOMNOHEHT cOBpaHHOro NPOTe3a cycTaBa B COOTBETCTBYIOLLEM 3aXKUME
unu Apyrom (UKCUpYIOLLEM NpUucnocobneHnn. YCTaHaBnuBaT COOTBETCTBYIOLUMIA FOHUOMETD WUNU ApYrow
npubop AnA M3MEePEHUA YrnoB Tak, 4ToObl ero 0Cb CoBNagana ¢ 0Cblo NPOTE3a KONEeHHOro CycTasa.

A2 TlepemewaTr 6GonbliebepuoBbIi  KOMNOHEHT B MakCUManNbHOM  JuanasoHe  ero
crmbatenbHoro/pa3armbaTenbHOro  YrioBOr0 ABMWKEHWS W BLINOSMHAIOT M3MEpeHue 3Toro JuanasoHa ¢
TOYHOCTbIO A0 £ 1°.



rOCTP MCO 21536—2013
MpunoxeHue JA

(cnpaBO4YHOE)

CBeaeHusi 0 COOTBETCTBUM HaLMOHArNbHbIX cTaHaapToB Poccuitickon degepauun
CCbINIOYHbIM MeXAyHapOAHbIM CTaHAapTam

Ta6bnuua OA.1

OBo3Ha4eHune
CCbIIOYHOTO CreneHb O603Ha4YeHNe U HaMMEHOBaHWE COOTBETCTBYHOLLIETO
MEXOYHapOAHOro COOTBETCTBUS HauMOHanbHOro craHgapTta
craHgapra
ISO 7207-1:1994 IDT FTOCT P NCO 7207-1-2005 «WMmnnaHTatel Ans Xupypruu.

BeapeHHbIi M GonblueGepUOBbIn KOMMNOHEHTblI YaCTUYHbIX W
TOTanbHbIX 3HAOMPOTE30B KOMEHHOro cycrasa. Yactb 1.
Knaccudukauusa, onpeaeneHuns 1 0603HaYeHne pasMepoB»

ISO 14243-2:2009 IDT FTOCT P NUCO 14243-2-2012 «MmnnaHTaTbl ANA XUPYPruu.
M3HOC TOTanbHbIX MPOTE30B KONEHHOro cycraea. Yactb 2.
MeToabl u3amepeHui»

ISO 14243-3:2004 IDT FOCT P NCO 14243-3-2012 «MmnnaHTaTbl ANA XMpyprum.
M3HOC TOTanbHbIX NPOTE30B KONMEHHOro cycrasa. Yactb 3.
MapameTpebl Harpy>xeHus ] nepeMeLLeHuns ans

UCMbITaTENbHLIX MALUMH C KOHTPONEM MNEpeMeLIEeHns U
OKPY>KaIOLLMX YCIOBUIM NPU UCIILITAHUNY

ISO 14630:2008 IDT TOCT P NUCO 14630-2011 «MMnnaHTatbl Xupyprudveckue

HeakTuBHble. O6Lme TpeGoBaHus»
1ISO 14879-1 _ *

ISO 21534:2007 *

*COOTBETCTBYIOLMIA  HaUWOHanbHbLIA  cTaHgapT oTcyTcTBYeT. [lo ero yTBepXAEHUA peKoMeHayeTcA
“cnonb3oBaTh NEPeBoOf Ha PYCCKUM A3bIK AaHHOrO MeXAyHapoAHoro ctaHjapTa. [epesoa AaHHOrO MeXayHapoAHOro
cTaHaapTa HaxoauTes B GefepanbHoM MHPOPMaLMOHHOM hoHAE TEXHUYECKUX pernaMeHToB U CTaHAapToB.

MpuMedvyaHune — B HacTosWel Tabnuue ncnonb3oBaHo cnegyolee ycnoBHoe ob6o3HayeHne cTeneHu
COOTBETCTBUA CTaHAapTOB:

-IDT — WAEHTUYHbLIE CTaHAapPThI.
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KnioyeBble CrnoBa: HeakTUBHbIE XMPYPrUYECKUe WUMMMAHTaThbl, NPOTE3MPOBAHKE KOMNEHHOro CycTaBa,
cneumarnbsHble TpeboBaHus
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