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MNpeaucnoeune

1 MNOOroToBENEH OOWecTEOM © OrPaHMYeHHOA  oTBeTCTEEHHOCTRI  «UWMTOnpoekts (OO0
s UM TOnpoekT» } Ha ocHOBE cOBCTBEHHOTS ayTEHTUHYHOMD Nepeacaa CTAKOAPTa, YEAIaHHoro B nyHKTe 4

2 BHECEH TexHW4YeCckHM ESMATETOM MO CTAHAAPTHIALMK TE453 «MMINanTaTe B KHpYDIAMs

3 ¥TBEFW,OEH W BEEAEH B OEWCTBME Mpukazom $egepansHOrg areHTcTEA No TEXHHYECKOMY
PEMYNMpOBAHMID WM MeTRonomK o7 7 man 2013 r. Ne BB-cr

4 HacToAWMWA CTaH0apT WOeHTHYEN MesgyHapogHomy cTadgapTy WCO 218352007 aHeasTHEHBIE
XMPYRrAYeckde  WMNNadTaTte.  MMnnawtarst ang  samedsl  cycTapcs. CneyvansHeie TpeboBadwa K
dMnnadTaras gna npoTesuvpoBadks Tasobegpewsoro cycTapas (150 215352007 «MNon-active surgical
imptants — Joint replacement implants — Specific requirements for hip-joint replacemeant implantas).

MpK NpUMEHEHMH  HACTOAWErD CTAHOapTa DeKOMEHOYETCA WCNONLIOBATE BMECTO CCbiMOYMbK
MEHOVHAPOOHBE CTAMAARTOR COOTBATCTRYMHUME WA HALMOMANLHLIE CTAHAapTel Poccuiorol Depepauiu,
CREASHHA O KOTODED NDHBEASHE B GONCNHATENEHOM NPANoHEHNA 06

> BEEAEH BNEPEBLIE

Mpaguna NpUMEHEBRUA HADMORWESD CMEHdapma yomaroansHer & TOCT P 1.0—2012 {paadan ). Huaapaanus
A UEMEHEHUAY & HACMOAWEMY crandamy NyGnukpamcr & axes0040u (0 COCmoaeu Ha 1 AHEaDR mekyweao 2oda)
URThopreauuoHHOM prazamens sHayuorRaneHLIE CIER0ERMBE, 3 GEHULLENEHERD MELEM UAMEHREHLD U NONDIBOK — &
ENEMECAYHOM (ODMSLUOHROM yrazameans sHayuoRansHee cmasdapmers. B onpvas NepescMomps  (3amens)] oy
AMMEHE! HACTOAW B0 Cmandammd coameamomeyies yesdomnesue Spdem omplnurogana @ Snuwalian gempcKe
EMEMECAYROSD UHEODMILUORHDS0 YREIGMENs « HAUUOHIMLHSE omasiapmeny. Colmesmomerowan eribopiaung,
FEEOOMIEHUE U MEKoINL DAIMOWERIMES  MEakMe 8 URDPopRayuonHol  cocmeds oOweso minbIogaqnus — HE
ofyuETEHoM  cadme DedepansHosg SEERMGTES N0 MEXHUYECLOM) DESYMUDOEIHURD O MEMPoiosuy 8 cemy
Hrmeprem [gostw)

£ Crangapruddgropr, 2014

HacToAwWi CTadgapT He MoMeT BeiTe NONHOCTEID WM YACTHYHD BOCNPOMIBEOEH, THRAKHDORIH K
PACMPOCTOAHEH B K3YECTOe oHUWANEHOrD WagadwA Ges pajpewenws OegepansHors aredTcTea no
TEXHHUBCKOMY DEryNMPOBaHKI0 W METDONOrHK
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BeegeHwne

CYLLECTEYVIOT TP YPOBHA MEKOYHADOOHE CTAHJADTOR, B KOTODLX DACCMATPUBAMTEA TpeboRaHKa K
HEAKTHEHLIM XHPYETMHECKHM AMNNaHTaTam. OHA NEREYMCNEHLl HEE [YPOBEH: 1 ABNRETCA HAWBLICLLKM)

- ypoBeHs 1) obwme TpeboRaAHHE K HEAKTHBHEIM XHDYOIAHECKAM HMONAHTATAM W AHCTRYMEHTADHIO,
MCTIONEAYERMOMY NS WX YOTAHOBRA,

YPOREHE 2 YACTHEIE TPEEORAHWA K CEMERACTREAM HEAKTHBHBIX XHPYDTHHYECKAY WMNNAHTATOR;
YypoReHE 3 cneudancHeie  TPeDOBAHMA K OTOSNEHBIM  THNAM  HESETHEHBIX  XHPYETAHSCEMR
HMMNMAHTATOR,

HacToALME MeaRayHapodHbId CTAMOART ABRNASTCA CTAHOADTOM YPOBRHA 3 W COOepwMT Tpebopauus,
NPHMERHMES KOHEDETHO K NpOTelanM TazobeJpeHHoro cycTasa.,

MexayHapogHel ctadgapr WMCO 14830 ypoRda 1 COQepwWWT TpeGOBAKWA KO BCEM HEAKTHBHbIM
XAPYETHYECKMM MMNNaHTaTaM. MNpx 270 GoNCNHHUTENEHBE TPEGOBaAHWA By OyT YeTaHoBNEHs! B CTaHgapTax
yooRHed 2 W 3. CTaudapTel YOOBHA 2 NPUMEHHME & Bomee orpadiseHHzR Ha20opaM WK CemMercToam
HMNNaHTaToOR, HANPAMED, K WAMONAHTATaM, O0e0HAIHEYEHHBIM  ANA NPAMEHEHWA B OCTEOCHHTEIE,
CEPOEYHO-COCY AHMCTOR XUDYDIHM WK NPOTEIMPOBAHKH CYCTABOE.

Ona toro 41obel CXEATHTE BCE TReDOBAHMA, DEKCMERIYVETCA HAYATL PACCMOTDEHWE CO CTaAKOApTa
HANGONEE HWAKOMo YROBHA.
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HAUWMOHANBHBIW CTAHOAPT POCCHMUCKOW ®EJEPALMWM

MMNNAHTATEI XMPYPMTMYECKWE HEAKTUBHGLIE
MMMNAHTATEI ONA 3AMEHE! CYCTABOB
CNEUMANEHLIE TPEEOBAHWA K UMNMNAHTATAM ONA NPOTE3IUMPOBAHWUA

TAIOBEAPEHHOIMD CYCTABA

Mon-active surgical implanis. Joint replacemant implants. Specific requireaments for hip-joint replacemeant implands

Data eeegeHuA — 2014—11—01

1 OBnacTb QEWCTBMA

HacToAwWit  cTaHgapT  yoTasaBnueaeT  cheuWansdse  TpeGoBaduA K wMOnadTatam  anAa
NpoTEIMpoBaAHKA  TasodeapedHora  cycTapa. B oTHOWEHWW  Ge30nacHocTd  HacToAWME - cTadgaprt
yCTaHannueaeT TpeBopadWA K NOKAIaTenAmM HasHaqeHrA, 0CoBEHHOCTAM KOHCTRYKUMKM, MaTepWanam,
CUEHKE  KOHCTRVELMH, NPOMIBOOCTBY, CTERWNKIALWW, YNakoEke W WHEOpMaUWE,  NoCTaBNAEMOR
HArOTOBMTENEM, 3 TAIKE K METOLAM WCT b TAHWA.

2 HopmaTUBHbIE CCLINKX

B HacToAWEM CTAHOADTE MCNONBEICBAHE HODMATHEHLIE SCEIEA HA CRedyKWKWe CTARIaDTR.

HMCO 72068-1 MMmnnadTaTel GNA SADYDTHK. HacTHYHLIE W NONHEE NEOTEIR TazobedpeHHbLiX CycTaBoa.
HacTe 1. Knaccwpukalma ¥ 0Bo3HadseH e paMepos

WSO 72062 01996 MMNNaMTaTel AN8 XWPYErHA. YacThdHBE # NONHEE NRPOTEedk TAaloDegpeHHbiX
cycTapop. YacTe 2. CyoTamMbple MOBEDXHOCTA K3 METANMWHECKKX, KEPAMWHECHME W NNACTMACCOBLIX
MaTEpHanoe

HMCO T208-4 MWnnadTaTel ONA SAPYDIHA. HacTHHHBIE W NONHBE NDOTEAR TAI0DE0pEHHLIX CYCTABOB.
HacTe 4. DnpegenedHe xapaskieprcTHr JONToBeYHOCTH CTEPRHEBELE GEADeHHEIX ANeMeHT 0

WMCO T208-6:1992 MMnnaHTaTe Ans sWpYDrHK. HacTuHHele # NonHbIe NROTEedL TaloDegpeHHbix
cycTapop. HacTe 6. Onpeggnevkre xapakTepWoTHE JONTOBEYHOCTH B 30HE MONOBEM W WEHKK CTERHHEBRbLIX
DeopeHHBLIX JNEMEHTOR

HMCO T206-10 MMnnawTaTe ANA XMpYRrdd. HacTHYHBIE W NONHBE NDOTESL TA300e 0peHMLIX CYCTAR0B.
Hacte 10. Onpegenexdie CTORROCTH K CTATHYECKON HArpyake MOgyNbHEx CYCTagHblx Gegpertblx ronosos

WSO 14630 MMnnadTaTel XMpYPrdYeckke HeakTiBHee. O6WWe TpebosaHMA

WMCO 21534 © 2007 HeakTHBHEIE XMPYRrAYSCKHEe WMMNAHTATE. FIMANauTaTsl ONA 3aMeHsl CyCcTaBos.
HacTHee Tpebopanus

3 TepMmunbl 1 onpegeneHnA

B HacToAWeM JOKYMEHTE NEMMEHEHE TEPMEHE No WCO 21534 w MCO Y208-1, a Tamke cneayswiwe C
COOTRETCTEYKIWAMK CNPeaena kamm

3.1 BepTnysHBIA KOMOOHEHT

Mmnnawtar, npegHazqaYedieid 4na  uecaguv 8 NogroToRNEHHON BUoNOTMYEcKDd  BepTIyYHHOR
BNagHHe

mn AHMEYEHHE — 3TOT KOMTOHEHT MOEET MMETE MDHDE'HDHH'},I'ID AN MOSYNMBEHYED KOHCT PYELARD.

3.2 BANONAPHAA roNoOBEa

KoMnoHeHT npoTeia TaiobedpeHHore cyCTaBa, WMEeWMA BOrHyTYIO (BHYTDEHHI] NOBERXHOCTE,
NEEOHAIHAYEHHYK? GNA COYNeHeHHA oo crepu4ecrol ronoekord GeOpeHHOrs KOMNOHEHTA, W BhINYENYID
[BHELWHIoN ) CRepUYBCKYH NOBEDXHOCTE, NPEAHASHAYSHH YK O0A COYdNeHEHMA © GRONCITMYBCKOR BERTIYHHON
BNagdqHoN

3.3 BeapeHHLI A KOMNOHEHT

SNeMeHT TOTANLHOTD WNM YacTHHYHOro NPoTesa TaiobedpeHHoro cycTasa, KOTODbIR npegqazdavedH
ONA NPUERENNeH s K GeapeHHON KoCTH

Hapanne ohprunansHoe
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3.4 NpoTeanposadne TazobegpeHHOre cyctaea
ApTponnacTuka TazobeapeHHoro cycrasa

MmnnanTtaT, Wcnonkalyemrisil 0nA NpoTesMpoBaHHMA OOHO0R Whv obery CYyCTABHBX NOBEREHOCTER
TazohegpeHHoro CycTaga.

3.5 MoaynieHLIA HOMMNOHEHT

BeapeHHbIA HMA BERTAYEHLN KOMNOHERT, KOTOPEEA CODWDaeTCA NoNLICBATENEM WA A0S OeTaneH.

3.6 MoHOBNoOYHLIA KOMOOHEHT

BeapeHHBIA MK BERTAYEHBIA KOMNGHEHT, KOTORbIR NOCTABNASTCA KAK SQWUHARA KOHCTRYELIKA.

3.7 YacTHuHOS NpoTeIMpoBaAHME Ta100eapeHHOrD CyCcTaEa

MemuapTpoOnNNacTHka TazobeapeHHOro cycTasa

MumnnauwtaT, coCTOAWME W3 BeapeqHore KOMOOHEHTa, NPESHAIHAYEHHOMD ONA NpOTEIMpoBaHWA
DEODEHHON CYCTARHOH NOBERXHOCTIA TAIotenpeHHOrD CycTana.

Mpuwmadadne 1 — Mumnnadtand gns HacTw-HOr NpoTeIdpoRanis Tao0eaaparHorg cycTaga momyT HMETs

KK GUNONARHYHD, THK A MOHODONRDHYH NONosRy.
Mpumadadne 2 — 3T0T KOMNOHEHT MOSET HMETH MOHOBNOYHYID KWW MOOYNEHYH EOHCTRYELHED.

3.8 ToTaneHo® NPpOTEIMPOBAHKE Tal002APEHHOND CYCTaBA.
ToTanuLHan apTRONNACTHEA TA200eAPEHHOrD CYCTaBa
MmMnnaTaT, cOCTOAWMA W3 GegpedHoro | BEeRTIYMHOMD KOMNOHEHTOR, NPpeoHaiHadYeHHb6x  gna

NpoTEIMDOBAHNA OERUK CYCTABHELY NOBERXHOCTEN TaaodeapeaHHoro cycTaea,
MpuumaHaHme — ITOT KOMIOHEHT MOKET HMETE MOHOBMOYHY I KM RMOOYNEHYH KOHCTRYELHED,

3.9 MoHOonONAPHAA roNoBKa
Monopga GegpeHHoro EOMOOHENTE, NESOHAIHAYEHHAA ONA COUNEHEHnA ¢ BHONCIMYECckol BEDTNYAHHOA
BNagHHoN.

4 MNoka3zaTenu Ha3Ha4YeHHA

Tpetopanus nyueTa 4 ctadgapta WCO 21534 NpuseHARTCA COBMECTHO © YHEAIAHHBIMKE HAHE
TpeboBaHuaMM.

Ouanazod yrNoeed OBEMMEHAR MeXOy SelpeHHbIM W BEPTNYHHLIM KOMNOHEHTAMW GOMHEH WMETE
CAEOVIOWME MAHHMANEHEIE AHAYEHHR'

- 1007 np# crvGaHHH/ paarnGaniaC,

— BO° NpM oTEEASHKANDHBEDEHMM,;

— 807 NpM POTALMK BHYTPE KHADPYHA

I PHMEBYHEHWNE — herog, ¢ NoMOoLLERD EOTOROMd pOEHD NPOSECTH 3TD AIMapaHie, OnvcaH B HPHJ'ID}HBHI.-'IH A

5 OcobeHHOCTH KOHCTRYKLHMK

5.1 OBwwMe TpeboBaHnA

Tpebosanua nyHeTa 5 ctamgapta WCO 21534 npuseHATCA COBMECTHO © YHEAIAHHBIMKE  HAME
TREBOBAHEAMA, YCTAHOBNEHHSLIMW B NYHKTax 5.2 1 5.3,

5.2 Pazmepsl ¥ QONYCKM

an MEa4YaHne — OTHOCHTENRHD TFIE'EEIHEIHIHII-TI K CYCTHEHEM NOEEDXHOCTAM THAE CMETINN-NO-METannys |
HEEJEMHAEE-TIO-EepaMHiE® NMOEE BUE HE NOMy<EHD OOCTATONHOID  KOMEYacTEd 11HI:|JD-]:IMEELI,L-'IH Q  Wepoxied TooTH
MOBEPXHOCTA W GONYCKAEX HA ONEMETD B PRaMepsl, 4Tobs NpegocTaedTs cnayudMEanmtn ONA 3THE NEpaMETPoE B
O8HHOM HAGAHAW HACTORLWErD CTaH0apTa.

5.2.1 [lonyceW W pazmepbl KOHYCHBIX CO80NHEHWA

CrnenyeT YOenuTe OCOB0E BHUMAMAE, KIAK MUAHMMYM, CHSOYIOWWMKM  ACNSKTAsM. OUaMeTDyY, Yoy
EOMYCHOCTH,  MPAMONUHEAHOCTA,  OKPYIAOCTH,  MWAKDOCKOTMYECKOR M MAKPOCKONWHECKONR  CTRYETYDE
NOBEPRHOCTIA.

B wosCTPYEUWAK, 08 MCNons3IyioTeA MOGYNsHEE DEApeHHEIE KOMNOHEHTE, CNeOYeT YHUTLIBATE PHUCK
0OpAI0BAHMA YACTHY MIHOCA M PAIBWTHA KOPDOIHIA HA NOBEPXHOCTAX MOAYMNEHOTD KOMNOHEHTA.

5.2.2 [lonyckM Ha AMaAMETP CYCTARHLIX NOBEPXHOCTEN

Doryckd Ha OWAMETD CYCTABHLIX MOBEPXHOCTER METANMWYECKHY WA KePAMW4SCHEXY  DenpeHHsx
EOMMOOHEHTOR, NPEOHAIHAYeHHEX AN WCNONL3ICBAMMA C BERTAYEHLIME - HOMOCHEHTAMK W3
CEEQEDLICOKOMONEKYAPHONS nonuaTinewa (CEMMN3), nonsHe cooTRETCTBORATE cTadgapTy WCO T206-2,

2

FOCT '0CTPUCO 215352013 CTpaHnuua: 6/16

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-21535-2013
http://GostExpert.ru
http://GostExpert.ru

MCT P WCO 215352013

nysETEl 4.1.3 4.2 3 cooTReTCTREHHO.
MpuMedanne — TpehosaHUA K ChepyHHOCTH W WSpOKoBaTooTH 4R magendia ua CEMMNS. soHTakT My oW E
C METANMOM WK BEpEMHE0N, uinomaHs= 8 MCO T206-2.

5.3 Tonwkwa CBMNS3 B epTNyMHBIX KOMOOHEHTAX K BUNONADHLIX MONOBKAX

5.3.1 BepTny®HbLIe KOMNOHEHTLI

Ona  BEPTNYHHB  KOMNOHEHTOE © BHEWHHKM  OdaMeTpon 42 MM W BonblUe  KOMOOHEHT,
WaroTapgnyveaeMeid Wa CBMMD, pomsed WMeTe CNegyiowyd MEHAMansHYI0 TOMNWWHHEY HaNDHaekoro
CEKTOpRa:

a)5 MM = ONA KOMNOHEHTOR C METANMWYECKDR WA WHOE NOONOKEDH,

B5)6 MM = ONA KOMNOHEHTOR G283 NOQNOHKA,

5.3.2 BMnonApHLIe roNoBKA

Ona BUNonNApHLIX TONOBOKE C BHELWHMM OUKMeTpor (W) 44 M MUHUMANEHAA TONWWHA BLICTANKA M3
CEMM2 gonxMa cocTaenATe 5 mMed.

MpuMedanue - B Tex cny4and, £orag pEsmeps soCTed 8 NONYyNAULWH, ONA BOTOROA NPeOHRIHAYEHE 3TH
HEAMAaHTaTs, TPebwoT, 4Tobel QHaMaTp BERTIVHHOID KOMNOHEHTE COCTABNAN MaHee 42 MM, 8 OWameTp GunonApHon
EDMMNOHEHTH - MeHea 44 RARA, BACHET mTFIEBDE‘-EThEFl WCNONE30BATE 3HAYEHAH TONWHMHE! MEaHELS YEa3aHHBIX.

6 MaTtepuansi

TpeGoradiA nyHeTa & cTawpgapta WCO 21534 NDUMEHAIOTCA COBMECTHD C YEAIAHHBIMA @ HHME
TPeBoRaHMAMK.

HenernpoRaHKe  THTaH K THTAHOBRIE CNNaBk HE chedyeT WonoNeloBaTe ANA  CYCTABHLIX
NOBEPXHOCTEN TOTalkHbX NPOTEI0B TazobedpedHHoro cyCcTARa, KPOME CoNyYaesn, kKorga nposeasHa
Haanexawan ofpaboTka NOBEPXHOCTH W NOOQTESePHOEHA &2 M[pWodHocTe ANA  WCNoNbICcRaHKMA B
KMIAHASECHOA NEAKTIAKE.

7 OueHKa KOHCTPYKUMHK

7.1 Obwue TpeboBaHuna

TpeGopadiA nyHkTa 7 cTawgapta WCO 21534 NpUMEHRIOTCA COBMECTHD C YEAIAHHBIMA HANE
TPeEBoBAHHMAMKA. BO3MOMHLl CUTYALMK, KOrOa oOH0 MNH HECKOMBKD WCTBITAHMEA, NPedycMoTRe HHEBIX MyHETOM
7.2 NC0D 21534, He TpebyioTcR:

a) ANA KawOOro EOMIOHEHTS CPEaM NMAHERK KOMNOHEHTOR (B CEMERCTRS NPOOYETOR];

B)r Tex cnydyadax, KOrga yMe MMENTCA peayneTaTel HeobXoOguMoro WCNeTaqua, NonyYeHHse ana
AHANOMAHYHOND WM NOXOMEND KOMIOHEHTA.

B aTvx cnydanx HeobxogMmo JosyMeHTansHo 3adMKCHpoRaTE 0B0CHOBAHME HERBINONHERMA NGO
KOMEPETHOMS MCNBITAHWA B OTHOLWEHWE MIoGoro KOHEPETHOMD EoMN0HENTEa.

7.2 JoKNMHHYECKaA OLeHKA

7.2.1 Heneitanue BeapeHHLIX KOMNOHEHTOR HA NPOYHOCTE

HMeoneitawwe  Defpesubly KOMOOHEHTOE  WMONAHTATOE,  WACNONBIYeRBE  ANA  TOTANLHOMS
NPoTEIMPoOBaHKA Tas0bedpeHHord CyCcTaBa, OCYLWeCTENASTCA B COOTEETCTEMM © MCD 7206-4. PeayneTatk
HCTLITAHKMA CNegyeT 3adnkcnposaTe.

MpumMmedardue - B HaoTORWES spaMA MaeT paboTa no CO30aqHHED NEpecMoTpeHHon saporn MCO T206-4,
BHNEHBHIWER HEBop MoNeETaHMA, NpeaycoTpaddely cTadgaprom VSO TZ06-8, ¥ onMosaoWen KOHTRONHRYEMES
NapanpaTpel OnH UHENA-ECHAxX IBCTIRITEHWA, NpagHAZHE-EHHED ONR QEEHEM NPOYHROCT I EE'P.&FIE'HI-EHI KOMMOHEBHTOR C TPEMA
PEINFHHEMA JHANAZ0HAMW ONHHED HOEEA.

7.2.2 NpoYyHoCTE B 30HE FONOBKH W WeHEW DeApeHHLIX KOMNOHEHTOR & HOMKOW

MoneiTadme B 30He ronoekd | Welkt SeApeHHs KOMMOHEHTOR C HOMKSH NDOBCOMTCA B CODTERTCTEMK
C nyHEToM 7.2 WCO 7206-6.

7.2.3 NapameTphl PHKCALUWA FONOBKH

MprseHAKRTCA TpeboBa KA COOTEETCTEVIOWME MyHEToR WSO T206-10.

7.2.4 MenkiTaHWe TOTANbLHEX NPOTEI0E TAI068APEHHOrD CYCTABA HA HAHOC

MapameTpel WIHOCa TOTANbMEIX NQOTEI0E TAloDEQpPEeHHoro CYcTasa, COCTOALMX W3 DegpesHoro
EOMNOHEHMTa ©  WHTEMDANLHOR WKW MOQYNEHOR  FONoBKoH, COMNeHAKWEACR ©  METANNHYSCcKHM,
HEQAMWYECKAM WK KMAroToBNeHHbK 1ua CEMIME pepTnysHeM KOMOOHEHTOM, OUSHHWBAIOTCA © MOMOLE0
KOWTROMWPYEROR  BANMAWDOBAMHMON  NROUEeaypsl  C DOEYMEHTANLHOR  PErvcTPaUMer  NonpdesHHbx
peayneTaTon.
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7.2.5 MUHAMANLHEIE 1 MAKCHMANLHLIE YL

OnpegeneHWe NpeaycMoTDERHBIX MAHMMANBHEIX K MAKCHMANEHEX YINOE MEeXOy Y9acTAMKA CkeneTa,
YNOMUHAeMEX B NyHETe 4a) ctangagta MCOD 21534 cneayeT ooy WecTENATE B COOTEETCTEMM C NPOLeOypoM,
ONACaMHOR B TPHNOKEe MK A

8 NpownzeopgcTeO

Tpebtopanus nyseTa 8 ctamgapta WCO 21534 NpUsMeHAKTCA COBMECTHO © YEAIAHHBIMKE HAME
TReDoBaHHAMA:
WMBMMAHTATE, NPOHIBOOMMBIE M3 NATEAHEE X0GANLTO-KPOMOBLIE COMABOE, NpH HE00XOOWMMOCTH
OOMMHE NOGBEEpraTecs 0bpaboTee Ha TEepORA PACTROD,
- MioBYI0 NpoREJEHHYKD TEpMUYEcEyD 0BpaBoTiy HeohxoOWmMo QoKyMEHTANEHD 13D MKCHDOBATE.
Mpuwmadadme — Jogud CeaHs yOoEMRTEOPRHOWER TRebosaHuAM Teprmrsacol obpaboTed © obpazoearuen
TEEPODID PECTRORE NOZB0NRET YOSPMMBESTE NHTYED 33MOTORLY HE NPOTAMEHMA 4 qacoe npy Tesnepatype 1200 °C,

9 Crepunuaaumna

MeumedsioTes TpebosadMA NyHETa 9 cTabgapTa MCO 14630,

10 ¥nakoeka

MeumedsioTes TpeGoeaHWA NyHkTa 10 cTavgapra MCO 14630

11 UHtpopmauma, NnpegocTasnNAemMan NPoMIBOANTENEM

11.1 OBuwMe TpedbosaHHA

Tpebopadua nyseTa 11 ctasgapra WMCO 14630 w nyHeTa 11 crasgapta MCO 21534 npumMesHAnTcA
COBMECTHS C YEAIAHHBLIMA Hitse TReBonaHuami.

11.2 Paamepel

Ha atveaTie, NUCTHE-BRNAgBIWE C MHCTRYELMEA WNK B PYROBCOCTRE NO WCNoNLICEAHMKD J0N#Ha GhTe
YEA3AHA Cneayiowan sihopsanma:

a) TN H3OENHA;

Gl HOMWHANEHEA OramMeTp ronoeky (oa. WCO T206-1) gna moncbnoduoro GegpeHHoro KOMNoHEHTA
npoTesa TasobenpeHHoro CyCTana WK ANA MoaYNeMoro NPOTERE MonoBkK GeapeHHoR KOCTH (Ha ITHHETEE, B
NACTEE-BENAOBILE © MHCTRYELHMEA HIANK B PYKOBOOCTEE MO HCNONEI0BAHA O],

B} HOMUHANEHEA guaseTp (cm. MCO Y206-1) cycTagHoi NOBEpXHOCTA BERTAVKHONS KOMNoHEeHTa [Ha
ATHHETEE, B MWCTHE-BENAALILLE ¢ AHCTDYEUAER WHNK B PyR0BodcTee No MenonsIoaasuia);

I} CHMBCALL, N KOTOPBIM CNEOYET OPHEHTARORATECH NpH COSOWHEHMY MON0BEKK W WERKK MOoOYNLHOM
HMMNAWTAaTa (B NWCTES-BENaALIWES © MHCTPYELHMER WiKNKW B PYEOROOCTEE N0 HCNONBI0BAHAIO .

11.3 CTpyeTYpHAA W YHKUMOHANLHAR COBMBCTHMOCTEL KOMNOHEHTOR

11.3.1 [OnA DeopeHHblX HOMMOOHEHTOR MWW MOSYNEHEX NROTEI0E TONOBKK DeODeHHOR  HOCTH,
NEEOHAIHAYEHHBIXY  ONA  CTPYETYRHOR M OyHKUKOHANBHON — COBMBCTAMOCTH  MCKMIOYWTENBHD
ONQEOeNEHHBIME  BEDTMYHHBIMA  HAWAMK, HI JITUKETHEE, B NWACTHE-BRNAOLILE © WHCTRYELWMEW WnKM B
PyKOBOOCTEE MO MCNONEI0BAMHIO D0NHKHE DbiTh YE233HA HHOODMALKA O COBMECTHMBIX BERTNYKHEX Yallax.

11.3.2 [Ona pepTnysHbix KOMNOHEHTOR, MNPEOHAIHAYEHHLIX ONA CTPYETYPHOR WM OYHEUMOHANsHOR
COBMECTHMOCT WCKNIOHUTENEHD © ONPEOenedHEmE GeapeHHEME KOMNOHERTAMK, HA ITHKETKE, B NHCTKE-
BENAALILE © HHCTRYREUKMEA KNW B PYKOBOOCTEE A0 HCNONBI0BAHHD J0N#KHE ObiTe yEa3aHa WHDODMAaLKWA O
COBMECTHMBbIX DEOPEHHBIX KOMMOHEHTAX.

11.3.3 [OnAa kaxgoro OSeopeHHOrS KOMNOCHEHTa W NPOTEla TONoBKKM, WMEKLWErD  MOOyNEHYHD
EOHCTOYEUMEE, HA ITHKETEE, B NUCTHE-BENAOBILE C MHCTRYEUMER une B PysosogcTee Nno donofs3ceadnee
gon#Ha SeiTe vEAzaHa WHBOPMALKA © COOTBETCTEBYRMLEM HKOMMOHEHTE, © KOTOPLIM OHW CTPYETYDHO M
PYHELUADHAN BHO CORMECTHRME

MpumasadHme — B DONBWKMHCTES CNYYASE KOMNOHEHTEL, NPOWIBEOSHHBIE OOHOR KOMDEHMER, MoryT Do
HECOBMETTHMEMA C KOMNOHEHTAME, NPHAZEE0EHHBIME .D.FI-}'FDI.T'I HOMOAHWER, 3TD CTHOCKHTCH, B “aCTHODTH. K MOOYMTbHEIM
HOMMNOHSHTEM, HOTOPLIE MMBEOT HOHYCHBIE COEOMHEHHA TANE BHELWHEM I:HnaI'IEI':I ANk BHY TREHHBETD -['IMEMEH-] KOHYCE.

11.4 MaprwpoBKa
1141 Ha mosolnoduon GedpeHHORM KOMNOHEHTE SON¥HA WMETRCE MAPKMDOBEEA C© YHAJAHHEM
HOMAHANEHOMD GUAMETRA DedpeHHoR ronoeKM.

4
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11.4.2 Mapmapoeka (WKW MApEAPoBKK), PAIMELLAEMAA HA MOOYNLHOM NpoOTEIE FONoBKK DegpaHHoi
KOCTH, OOMMHA YHASBEATE &8 HOMHHANLHLIEA BHEWHKE AWHaMeTp W NapaMeTpel CORQWUHEHKA KoHyCa K
PACTOMEHHOND OTBEPCTHA. IATH MAPKWDOBEW GONHHE NEMKD Y9WMTATeCH CREUMANKHCTOM C HODMANbHBIM WK
KOPPArHDOBAHHGLIM N0 HOPMANLHOMD SPEHIRER.

11.4.3 Ha cTepsHershi 4acTd MoOyNesHoro BegpesHort E0MAOHEHTa MMNNaHTaTa, Npe g aiHaYe i on
ONA NPOTEIMPOBRaHWA TA300eaDeHHOrs CYCTABA M WMEKLWETD BHEWHES BHYTPEHHEE KOHYCHOE COSQWUHEHNE
ANA MOAYNEHGRS NPOTEIR MONOBKK, JOMKHE HMETLCA MaPKMDOBES C YRAIAHWEM KATEMODHA COBQHUHEHKA [NEK
YONOBAK, 4TO 3TO HE HADYLWAET NEPeayCMOTDERHYID DyHKLHK komnosesTa). Mapedpoeka B obnacT WeRkK
CEOLEHHOTO KOMOOHEHTa MMMNAHTaTa, NpegHasHaqeHHons Ana npoTeawposadA Tasobedped oro cycTaea,
HEHOCHTCR ANA erd WOSHTAGHKALMA KN B WHBXE UENAX, HO TONEKD B TOM CRYYae, BCni CyllecTayvioT
O0KAIATENLCTEA TOMD, Y70 OMA HE CHHMaeT npegen npodHocTH. Ons MMNINaHTaToR © MOdyNoHblMK
roNcEKAMH MapEHpoOBKY CNeOyeT PasMelaTs Ha NoCKOM YYacTee NPOKCHMAnsHOTS KOHUE KOHAYECKoN
ofNacTk, & KOTOPOW NOOMOHRETCR TONOBKA. IT4 OTMETEA [OMsHa Nerdo 447aTecs nNod  ocMoTpe
HEBOODYHEHHEIM TNAI0M WK C NOMOLLEID NEHCNOCOBNEHAR ANA YNYHWEHKR OCTROTE I HKE.

11.4.4 BeprnysHblid KOMNOHEHT, KOTOPRIM WMEET CYCTARHYH: MNOBEDXHOCTE, YYACTBYIOWNYID B
(POpMMpOBaAHMA TOTANEHOMD NPOTE3a TAINGSADEHHOMN CYCTABA, NOMKEH HMETE OTMETHY, YRAILIBIIOLWYIG Ha
HOMHHANLHBIR QUAMETD CYCTABHOH NOBERXHOCTH. JTa OTMETER JOMHHA NEerkd YMTaTeCA CNeUHandcTom ©
HOPMANEH BIM WK KOPDHIMPOBAHHBIKM 00 HODMANBHOMD 3 REHAEE

11.5 MuipopMalmMa ANA NaLWeHTa

Mpod3BoadTeNE SOMCKEH BKNHYMTE B NACTON-BKNAGELW © HHCTRYEUMER 1Wnd & PykoeodcTao no
MENCNEI0BAH WD, KEE MAHWBMYM, CNEVIOWES NoNOKEHAE (MO IKEMBANSHTHYID MHEBODPKMAaLWMK |

a[laUKEHTOR, KOTODEIM  YCTAHABNWBAKITCA  IHAONPOTEIRl  TaszobegpedHsoro CycTasa, Chnegyer
NpedynNpexnaT, 9To COOK CNybE MMMNARTATE MOMET IABHCETE OT MX BECA W YDORHA AKTHEHOCTH®,
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NpanosxeHne A
(CnpapoJYHoe)

ﬂueuua OTHOCHUTENBHOMD YyrNnoBoro ABMAHEHWA KOMNOHEHTOB

A1 3aKpennAnT BEPTNYHHER KOMOOHEHT B COOTRETCTEYIOWEM 3AMHME WM Opyron HKCH D yRoLLEM
MEACnoCoBNEHHH.

A2 3akpennAinT DegpeHHsld EDMOOHENT, KOTOPRIA MOMET WMETE HWHTErDaneHyo NAGo MOoOyneEHY
KOHCTRYEUMED, Ha WCNBITATENEHOM CTEHOE, Tak YTo0bl CYCTABHEIE NOBEDXHOCTH SEOPEHHOMD W BEOTNYHHOMND
HOMMOHEHTORE CONPUEACANKCE OpYT C ARYIOM K BRAWANACE BORDYT OCEH, NPOXOOALWMY 4Yepe3 UeHTp
CYCTABHOH NOBERXHOCTA BERTNYHMHOA BNagHHe. FCnonbiyA COOTBETCTEVMIWMEA MOHHOMETE MNK NpWGop ona
HAMEDEHHA YINOE, NEPEMELANT BEQPEHHEIR KOMMIOHEHT PYHOH B NNOCKOCTIA &M HOMKK M WeRKK 0 Tex nog,
MoK WeHKa DeopeHHOrs KOMOOHSHTa CONPUEDOCHETCA C BEDTIYHHOA BNagHHOR o 288 MeddansHo§
NOBERXHOCTH, & 3aTel = N0 NAaTepansHMH NOBEDXHOCTH. MaMepReT yron (£] MEeXay QBYMA NOMOMEHHAMK C
TOMHOCTRKD % 1%, Kak nokazasc Ha pdcyske A1 a) 3ot yron [(£) npegcTasnAer cobol  yron
OTBELEHHA NDHBELEHAA.

A3 TOBTOPAKIT OBMMEHNE, ONACAHHOE B NyHETE A2 B NNOCKOCTH, NPOX0OAWLEA Yepes LeHTD ronoBxK
NepNeROMKYNADKD NNCCKOCTH CTEDMHA K WeREW, Kak Nokazaso Ha puoydke A1 B) » wasepaoT yron (6]
MEMOY OBYMA EPIHHEMA MONOEEHKAKME, HI0GPaAKEHHBIMKE HA DUCYHKE. 3TOT yron (6} npedcrasnseT coboi
yron crvSadnalpasrbanma.

A4 WMoxogHo NoMECTAE BERTIYHHEN EOMNIOHEHT B NONOKEHHWE, 300 awedioe Ha pucyHkax A 1 &) «
A1 B), BpawWawT BeJDeHMER KOMMOOHEHRT BOKPYT OCH AL CHAYANA B OOHOM, 3 3ATEM 8 OPYTOM HAMNPaBNeHA,
W BEMNOMHRIOT MAMEDEHKE YINa (), COOTBETCTEYIGWEND JManaioHy ceofoaHoro QEMMEHHA 0T OOHoro ynopa
K OpYTORY. ¥ron iy) npegcTapnaeT cobol yron poTauiy BHy TDbEHAPYHA.

AL Tawke BOIMONHD MNPOBEIEHWE OUSHEW © NOMOWEK nporpamseaore obecnededds CAD. Ha
YEDTEME Q0MEHL BbiTe YEAAHE YINL W ROEHTHEVEAUMOHHBIE CEBEOEHMA O KOMOOHEHTaX (paiamep, AnvHa

LLIEAKH].
3]
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B) DMpotez TazobeopedHors CycTapa - gy [potes TazobelpeHHOrs CycTa@Ea —
crvbande/paarnGamHne POTALWA BHYTDEKHADYHH

YonopHeia oboIHaye WA

Y - YTON POTALKMA BHY TDEKHADY M,

£ = YyTON OTREQEHAANPHEE JEHMA,

8 = yron crnéadua’paarnbanue,

1 WCTAHOBMTE BERTIYHHBIR  KOMNOHEHT nog yrnod 457 nuGo nog yrmow, KOTORRIA  aagad
NPOXIBCOHTENEM.

PucyHor A1 — OTHOCHTENEHBIE YIMOBRIE JBHHKEHMA KOMNOHEHTOR
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Buwénuorpadgua
[1] MCO T208-8 VMnnauTaTel O0NA XUDYRIAd. HacTudHbie W ToTansHBEE NpoTedsl GenpesHons
cycrapa. HacTe 8. MeTogel onpegenaHia NEpoYHoCTHE DeapeHbx EOMIOHEHTOE C HOMKOH.
[2] MCOUTR 2325 MumnnadtaTel ANA xMpypraK. HYacTu4Hee 4 ToTankeHee NpoTeds GeapesHong

cycTapa., PexomMeHOaudd  On8  YCTRORCTE  WMWTAWKK, NPEOHAIHaYeHHBX  ONA  OUSHKEM  NpoTeion
TaroBegpaHHors cycTana.

[3] MCOUTR 8326 MumnnadtaTel AN8 xMpyprian. HacTu4Hee  ToTankeMee NpoTeds DeapesHons
cycTapa. PykoaogeToo no nabopaTopHoi OLEHES MaMeHEHHRA Dopibl ONODHBIX NOBERXHOCTEN.
[4] MCD 14242-1 MMnnadTaTel ONA XMPYPrAd. Fasos ToTanedsx NpoTeaos TaiohenpeHHOr

cycraga. YacTe 1. MMapaseTpel HarpyHeHda W CMEWEeHMa ONA annapartos Ona ACNeTaHMA HA WIHoC o
COOTRETCTEVIOWIAE YoNOBWA OXDVEAIOWER Cpedsl ONA MCNETaH A,

[2] MCO 14242-2 Mmnnadtatel 4na xkpyprin. Masos ToTanedss nNpoTeaoa TaiodenpeHHons
cycTaea. HacTe 2. MeTtoge! namepenng.
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Mpunoxerne A

CeegeHWA 0 COOTEBETCTEMM HaUMOHaNbHbLIX cTaHaapToe Poccuickon Pegepauum
CCbINOYHbLIM MEXKOYHAPOOHbIM CTAaHOapTaM

TaGnwua NA1
DooaHadaHe

CoENCUHOTD CTENEHL DOBCIHAYEHHE W HAMMEHOBAHME COOTRETCTEYIOLETD
MENOYHADOLHOTD COOTBETCTBMA HALWOHANEHOMD CTaHapTa
cTaHgapTa
HMCO 7206-1.1985 IoT rctT P WCo 72061 - 2005 sMmnnawtats  gna

KADYEMHK,  BHOCNpOTEIL  TasoSedpeHHoro  oycTasa
HACTHYHBIE W TOTaNeHsE. YacTe 1. Knaccu@ueadWa W
ofioasayeHne paIMepoRn

MCO T206-2:1996 DT rMcT P WSO 7206-2 - 2005  «VMnnautaTe  On0A
XMPYPIMKM.  JHOCNpOTE3sl TasoDeapedHoro cycrasa
YACTHHHBIE W ToTanbHbie., YacTe 2. Cycrassie
NOBEPXHOCTH,  WIFOTOBNEHHEIE W3 METANMWMYEeCKIx,
KELAMWUECEME 1 NONHMMEpHLX MATEpMAN0E »

HMCO 7206-4:2010 IOT MCT P WMCD 72064 <= 2012  «Wmnnawtate onA
XMPYPIMKM.  DHOCNpOTEe3sl TaIoDeqpedHoro cycrasa
YACTHHHBEIE W ToTanedee. YHYacte 4. Onpegeneswe
NPOMHOCTIA W JKCINYATALWMOHHEX  KEYecTE  GegpeHk
_ _ _ KOMNOHEHTOB C HOMKOR»

MCO T206-6:19582 IOT rMct P KWMCO 7206-6- 2012 «Mmnnawtate  OnA
XMPYPIMM.  3HOCNpOTEe3sl TaIoDeqpedHoro  cycrasa
YACTHHMBIE W ToTankdee. YHacTe 6. Onpegenedve
NPOYHOCTHEX  CBOWCTE: ODMAcTH  WEeRKK W [onoBed
DenpeHHEX KOMNOHEHTOR

HMCO F206-10:2003 IODT rMCT P WCO T208-10 = 2005 «MsmnnawtaTe: gnA
XHPYPIMM. DHOONpOTEIsl TazobeqpedHoro  cycTasa
YACTHYHBIE W ToTansHele, “YacTe 10, Onpegenedwe
CONPOTHBNEHMA CTATHCTHYECKON HAMPYIKE  MOSYNEHED
SanpeHHslx ToNoBoKs

WCO 146302005 DT TocT P WMCD 14630 - 2011 sWimnnadtatel
- _ HADYPIHYECKNE HEAKTHUBHENE. Dhwue TpebosaHMan
MCO 25342007 IODT rocTP MCO 21534 -~ 2013 aMnnaKTaTw

XADYOMAYECKHME HEaKTHEHEE. VIMNNaHTaTe ONA 33MesHb
cycTapoe, HacTHele Tpebosanna

ﬁ PUMEYAEHHE — E- HElI.TI'UHLLI,HI:'!- TEI.E-.HIr'ILI.B HCNOMLI0BE3HO CRanyups YoRosHoe ofazHaYEHE CTEREHW
COOTEETCTEWAE CTEHAEPTOR!

- 10T — MEBEHTHYHBIE CTAHSADTSE.
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YK 616-085.543:006.354 OKC 11.040.40 DK 93 9300

Kniougekie CNOBA. HEAKTHUEHLIE XWPYPRIWYECKHE WMNNAMTATe, NPOTeaMpoRaMue TaiobedpeHHoro
cycTaga, cnedsansHsie Tpebosadna
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