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Mpeaucnoewne

Llenu, ocHoBMEE NPHHLKNEL 4 NTOPALOK NpoBEaeHrs paboT No MexrocyJapcTREHHOR CTaHIARTHIALNA
yveTauoenere NOCT 1.0—82 «MexwrocygapcraesHan cucTema cTasgapTraausy. OcHORMHLIE NoNOMEHNA? K
MoCT 1.2—2009 aMexrocygapcTEEHHAA CHCTEMA CTAHAADRTHAALWA . CTAHOADTh MEXTOCY AAPCTEEHHLIE, NDE-

BUNEG 1 PEXOCMEHIALMA N0 MESrocy apcTEEHHOR CTandapTraayun. Npaewna paspatoTer, NpUHATHA, NEPHME-
HEHWA, OOHOBNEHWA W OTMEHbI %

CreneHHA o cTaHgapTe

1 MOAMSTORNEH SegepaneHbiM rOCYy1apCTEEHHLIM YHUTADHLIM NEEONPHATASKM «BoopoCCUnCEAA
HAYYHO-MCCNEOOBATENLCKHIA  HHCTATYT  CTAHZADTHIAUKK 1 CepTHOHEALUMM B MALWKHOCTROEHKN:
(BHHMIAHMALL)

2 BHECEH degepansHols aréHTCTEOM MO TEXHHUYSCKOMY DeryNADoRaHWE W METRONCMMA [PoccTax-
Aapr)

3 NMPHHAT MewrocydapCTEEHHBIM COBETOM NO CTAHJAPTHAIALKWA, METRONOIMA W CeRTHEOHEALNK
NpoTokon oT 24 mMas 2012 1. Ne 41)

3a NpUHATHE NPOroNocoBand.

KPHTHL‘!E FAMMEHOEIHHE CT IAHE T:l'.'l,ﬂ. CTRLHE E—DHDHI.I.;EHHDE HANMEHDOEAHHE HELADELNEHOrS DRErads

no MK {ACT 1166 ) 004—497 na ME (MCO 5166) 004 —87 M CTAH A0 THIALHE

Aaephangkan AZ ACTERIERT

Eenapyck BY MoccTangapT Pecnyinuen banapyes

KHprusna LA ] K preiacTannapT

Mongoaa Mo Mongoea-CTaHgapT

Focous RU FoccraHaapt

Tan=HEMCTaH Tl TansuicTaRHABRT

YWaleRneTER Uz YaCTAHGEpT

4 Mpukazom PegepansHoro areHTCTES N TEXHHYECKOMY DEMYIIMDOBRAHMIO W MeTpoNorikik oT 1 Hosbpa
2012 r. Me 677 -cT mexrocygapcTeeHHei cTangapT MOCT 31616—2012 pregeH B DEACTEME B KAY2CTEE HALMD-
HaneHore cTangapra Poccrickol deaepaumn ¢ 1 Aneapa 201457,

5 HacToAwmkiA cTasnapT COOTEETCTEYET MEeROyHapogHomMy cTangapTy 130 146302008 MNon-aclive
surgical implants — General requirements (HeakTHEHEIE XMPYRPTHUYSCEHE MMNNARTaTel. OSWme TpedopaHua ).

CTengHs COOTEETCTEMA — HEeIKadBanenTHan (NEQ).

CTanaapT nogroToRNEH HA CCHOBE NpkMederna TOCT P 53458720008,

& BBEOEH BNEPERIE

Mughapdalua off UIMeNSHUAKX K Hacmoaieamy cmandapmy myGnukyemcs @ exezodno uadaeaemon
UHDODMALILIHRONM YREIAMENS s HauyuoHamnsMeie CiMandapme ¥, 8 MEKCHT LAMEHSHUT U RONPSEoK — 8 GHeMe-
CAYHO LUA0aeasiiar UMPODMALLONKOM FraZamane « HayuonambHele cmandapmeiy, B ciydas nepecMompa
{3amans] WIU omMENE HacmoRwezo cmandapma coomaesmomayiowee yeodomnayuve Sydem onyinukoaano
8 EHEMECAYHD UIdaaaemon UHDODMELUCHHOM YEadameane « Hauuonansisie cmandapmes. Coomaameoimay-
MHUAA UWGhapMAaLUA, yeedoMnaHua 4 Mekcimbl DaIMELEITICA Makse 8 UMPopMa L UoHNGL CUCmare obieas
MaNE308anua — Ha cuguansHon calime PedepansHoen a2eHMCITER Mo MaXHUYSCKOMY DEEyITUDOSaNL U
Mempondsud & cemu Hamepnem

© Crangaptendopm, 2014

B Poccuickol Qegepauvd HAcTOAWMA CTAHZADT HE MOKET Dbl Th NONHOCTEKD MK 43CTHYH0 BOCIPOMIBE-

OEH, THRAMWPOBAH M PACNPOCTRAHEH D KAYSCTEE OPMUMANEHOrD WIQaHKA Gea paspewerna DedepanksHong
AreHTCTEA N0 TeXHHYECKOMY DEryNMpODaHMID 1 METRONOTHM
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M E X 0O C ¥ O APG CTIBTETUHH bl H C TAHOAPT

NMPOTE3kI &¢MEPO3HBIX KONEL ONA AHHYNONMNACTHKKA
TexHH4YeckHe TPeBOBAHHA W METOOL HCMEITAHMA

Annuloplasty ringsa. Mechnizal re quirements and tesi methods

OataBeegeHuA — 2015—01—01

1 OBnacTb NPUMEHEHWA

HacToAWMA CTAHOAPT NDUMEHRM K HAOENHAM, NpEaHAIHaYHHEM ONA NPOTEIposaHua ErEpoasbix
Konewy cepaua Yenceara.
HacToAWKMi cTaHaapT HE DacNpoCTRAHARTCA HA NPOTEIE KONEL, MMNAaHTHDY2MEIE MHTPaBacky NARHD.

2 HopmaTHBHLIE CChINKK

B HACTOAWEM CTAHGAETE HENONLAOBAHE HOPMATHEHbIE CCRIMH HA CNEOyIoWHe MEKTOCY JapcTEEHHEE
CTAHOADTEL:

M2CT 150 10993-1—=2011 HMagends MegdyrHckre. OueHka BHonori4eckoro JeAcTBMA MEedHUHHCKMX
Hagenyi. HacTe 1. DUeHES W MCCNegoaanns

M2CT MCO 14620—2002" HeakTHEHEE XWDYVDTHYSCKHE WMNNadTaTel. Obwwe TexHddeckMe Tpebo-
BaHWA

MCT 3181812012 MpoTesk KNanados cepaua. HacTe 1. O6WMe TexiMdeckie TpebonaHus 1 MeTo-
Okl ACNBITAHMA

M FAMS8HaH®e— F‘Ipw MONe3ICBE3HAW HACTORLW MM CTAHOAPTOM IJE']'I-E'I'."IZIEH‘."‘-F:EBHD nposepuTs OEACTEHNE CCORINOM-
X CTAHGAPTOR B MHMOPMEUWOHHOA CHCTEME oBWErs NoNL3I0EEHWA — HE OPHUMENEHOM CRATE DeqepaneHoro
AresTCTaa No TEXHHEYSCKOMY PErYNUDOEAHHD W METDONOrMA 8 CETH MIHTEPHET UKW N0 @MerCaHOMY WHPODMELHOHHOMY
YEAIATEND « HEUWOHENbHLIS CTEHOBETE », KOTO PIA I:II'I:-'EHH{I:IHEﬁ No COCTOAHW HE 1 AHEAPA TEKYWEro Fo0&, W N0 BRINYC-
L8 M e¥SMECRYHEONS MH POPMAUMOHHOTD yEa3aTENA sHaUWoOHaNbHEE CTAHGAEP Thl v 33 TEKYVILKA roa. Ecnmn coslNouHbIR CTaH-
OapT zaMeHeH [HaMeHeH]. TO NPH NONEXDEEHHH HBCTORUMM CTEHIAARTOM CRelyYeT PYHEOBOOCTEOBAETECH 33 M erAELLHM
(HIMEHEHHEIM ) CTAHAAPTOM. ECNK Gobi NodH bid CTAHOAPTOTMEHEH GeszamMes, TG NONOHEHHE, B EOTOpOM O3HA CCRINEA HE
e MPUMEHASTOR B HBCTH, HE 3ATPAMMBEUEA 3TY CCriNKY

3 TepMHHBI W onpeaeneHua

B HacToAweM CTaHAApRTE NPMMEHEHE! CNESYIOWME TEPMUHEI C COOTEETCTEYIIWMMK ONpedeneHinamMiA

3.1 npovea pHBPOIHOro KONbLLUA OANA AHHYNONNACTAKA (ONOpHOSe KONBUO, KONLUD KapnadTibe,
MNEeK): MNpoTeados YyCTRORCTED, QONCNHAKLLEE SCTECTESHHLIA KNanad i GWECHpYIoWes HapysHo Duipoawos
KoL,

3.2 kaprac NPK: Toproobpadyiow Mia ANeManT, 3302 WA NPOCTPAHCTEEHH Y opiy T

3.3 obwKexa NEK: Markas obonodsa MOk,

* B Pococrickon Pagepagui gefctayet MOCT P MCO 14630—2011 aMnnadTaTsl XMRYRTAMECKHE HESKTHRHEIS.
Ofwune TpefoeaHHA:,

MapgaHuwe I'.'IdJHLI.H-ﬂIIhHL'IE'
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Mpume«san e — Dbwueka NEE osMHE BRINONHEHE K1 TEKCTANLHEE METEDUAN0E, NONETETRRPTORITRNEHRA
MM KCeHOMETepRranos. DOWHeKa MOKaT BENK0HATE BopTeK, roprd pyow Al MaH=BeTy. KoNbU0 MOMAT COCTOATE TONsKG 13
ooHOR obw@Exn.

3.4 nocagodHbid KoHTYp NOK: BuyTpeHHdi KoMTyp NOK, no 0TopoMy NROBOOAT NOLWKBEMHE 1 k-
CALA 0 PHEp0aHorD KonsUa.

3.5 samMiHYTLIA M@K NCK, foptupyow i 3ameHy TR KOHTyR.

3.6 pazomrHyTeiA MEK: MOK, fopmupyiowyi paaomeHyTER KOHTYE.

3.7 nocagouMibid pazmep MNOK: Xapasrepuei pazvep NOK, cooTBETCTBVIOWAA DACCTOAMMID MEsOy
HOMWCCYPAMM KNanada.

3.8 wecTHHd NPK: MPK, ko pysolid NpocTpaHcTEEHHYI0 oDty DHEpOIHoro KonsUa.

1.8 nnactvuneld NEK: MecTiwid NOK, gonycraowwid npoBegedre nNactuHeckod JedopMauyMy Ha
HarKih GO HMONAHTALMHA KNH KHTR30NSDALMOHHG,

310 markwi NEK: MK, drkcHpyowmi ToNsED ZNrHy neprmeTpa ubposHoro Konsua.

Mpume-ssne— MK iMeDWKWE YNREYIAE KAPEECcH, NpRGA0WKE NP K 0oNoNHATENEHYS: HECTHOOTE HE AW,
HOHE HECHP Y WK E chopmy (TR, OTHOCATORA & MATHER TR,

4 TexHuveckwe TpeboBaHKWA

4.1 NEK aonwHe BuiTe MIFCTORNEHE B COSTESTCTEMA C TRE0OBAHMAMK HACTOALWETD CTAHOAPTA W HOpE-
MATHEHBIX JOKYMEHTOE Ha [TDK KOHKDETHOND BIROE, YTEEDHOEHHEX B YCTAHOBNEHHOM NODALKE.

4.2 MaroTouTens QON#eH yoTadoauTe TpebopaHwA K rabapuTHes paamepam MNPK. HazwaveHHwie
MOrPEWUHOCTH JOMEHb BeiTe He Bonesa 1 MM,

4.3 NoK gonsHe Bel0epEHEaTE HCNEITAHWE HA MEXAHMYBCKYI0 NPoYHOCTE obGwuerk. MaroToarTene
OCNHEH YETAHOBWTE TOEE0BAHKMA U METOOE HENbITAHWE GNA CUEHKK MEXSHHYECKOA NROYHOCTH B 3aBHCHMOCTH
OT METOOHKKW NOJWKBAHKA KONbUa. B cnyYae, ecni Meroguxa NogunBaHHA NoeaycMaTpHeasT NRoKON M npo-
MYCHAHME KMPYPIAYECKON HATH Y8 paa MaHMETY, CNedyeT HenNonNbE208aTe NEHHUAT KCNsITAHWA, YETAHOBNEHHbIA
MoCT 3168181, nogpaanen 5.4,

4.4 MnactuuHelie MOK gonsHe BEOeEENBATE MCNETAHME H3 YCTONYMBOCTE K Neperddy B COoTRETCTBMM
CMETOO0M, YCTAHORMEHHEIM MAroTOBMTEMEM.

4.5 NEK gonsse NOCTABNATECA B CTEQUNBHOM BHOE,

4.6 MK aonsHs GeiTe YCTORYHBRIMK K B0I08ACTEHID BUONOrWYechol cpagbl Opraduisa, BHOCOBMECTH-
MEIKH M HETOKCHYHEIMWA B COOTRETCTEMK C TpebSomamuamy MOCT 150 1009931,

4.7 WaroToauTens JoNHeH ONpegenTes cpok Ny wbel MOK 1noaTeepauTe 8ro MeTodoM GoNrocpoYHons
KITHHAHECKONS HaB MK LEHHA.

5 KoMnnNekTHOCTb, YNakOoBKd, MapKMpPOBKa, HHCTPYKUHMA MO NPHMEHEHH KD

51 KomMnnekTHOCTR

2.1.1 B KOMNNEET Wagenida QoresHel BxoduTe NEK, MECTRYMEHTE W NPAHAONEMHOCTH, HEODXoOMMEIE
OnA obpaweHidn C NMEK, FHCTRPYELHMA Mo NpdreHesd 0 NOE, ikoerTiddkauydodHan KapTa naudedTa. MNepedete
MHCTDYMEHTOR W NDWHEONEKHOCTEA, BXOOALME 8 KOMMMekT W308nnA, DonHed GblTe YEA3EH B TeXHHYacKKK
yenosrAx Ha NOK koHkpeTHe: Mogenai.

51.2 HoeHTudHMkaMoOHHAR KapTa

MoeHTHDUEELMOMHEA KADTa O0NKHA COQERHMATE, MO MEHELER MEDE, CIEnyY W Y0 MHpopMaUmMo:

a} faMunun, HHULWanNs NauweHTa;

O} HOMED HCTOPRWH BoneaHK,

B) HAWMMEHOBIHWME K A0PEC NeYebHoro vy pEHIEHH S,

1 chaMAnKo, HHALKENE XHPYDTa, BRINOMHABLIETS MMMNAHTAL MK,

O) 0aTy MMNNaHTALMK;

) MOAALKEKD HMNNaHTaLHH,

) MOQENs W NCCAA0dHBIR pazmep MK

M} CEpWRHLIA HoMeD MTDE;

K] HAMMEHOBAHWE NPeaNpHATHA-HAroTOEMTENA.

OnA yooGoTea 3JancnHe ya K KapTe sMoryT ObiTe NpUNo#eHsl CAMOKNeALWMEcA CTHEEDE © HHDOpMalmen
M NEPEYACEHRAM ¥ )—kK].

2
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5.2 Ynakoeka

MNP gonwHe BolTe YNAKOBAHEI B NOTReSMTENECEY IO TADY, COCTOAWYIO M3 MHOKBWOYANEHOMND KOHTEAHEpa
M Hapy#HoW ynakoeed. JonwHe BeiTe Benonseds Tpeboranma FTOCT MCO 14630,

5.3 MaprEupoBKa

NonwHel Gl Te BEMONHEHE Tpedopadna FOCT MCO 14630,

5.3.1 MapkupoBka HAPYHHOHR YNaKOB KA

MapkrpoBRa HADYRHOH YNAKOBKA JOMTEHA CO08 DMATL, MO MEHBLUEHA MaDE, CNeayIoWyY K KHODMaLMD:

a) MOEHTHEOWED LW COQeDmHMong,

6] HaumMeHonanae MO,

B) 0So3HaYEHHE MODENK, MOCAGOYHER pasmep NOK, B MANNuMeTpax,

I} HAKMEHOBAHHE M 30060 HAroToORHTENR,

O) CepHiHbIA HOMER;

@) VESIAHWE CTEDHNLHOCTH B METOLA CTEDWNHIALMK MAOENKA,

*) YHAIAHWE OAMORAICROTD NDHMEHEHHA KAOENH A,

W) ykasaumwe cpoxa rogHocTH («Menoneaoeate oo, »);

K} TpeDOBaHWA K XPaHEHHKD,

n) NpeaynoesoeHe o HegonyCcTUMOCTH UCNONEI0BAHWA HALENKHA NPW BCEDLITOM WK NOBREXRIEHHOM
HHOMEKOYANEHOM KOHTERHEDE,

M} YESIAHWE O HECOKOOMMOCTH OAHAKOMINEHHMA © KHCTRYELWER MO NDKMEHEHAI.

5.3.2 MapkvpoBEa MHOWBHAYANLHOrD KOHTEHHEPA

MapkMpoBEd HHOWEMJYANEHOMD KOHTERHEDE QOMEHa COOemMaTe WHOpMaUMio, yEasaHHyo B 5.3.1,
nepequcnedna 8, 8), 4)—n).

5.4 MHCTPYEUWA NO NPEMEHSHA K

B HHCTRYELMM NO NPAMEHEHN O0M#HBl DblTh NEHBEOEHE CNEYIOWHE CREOSHIA:

a) HHPOPMAULKA, YE33aHHaA 8 5.3, 1, 38 MCKMOYEHHEM NepeYrucneHiii ) M K),

6 passeps MK, BkMoYan ophy NOCAO0YHOMND KOHTYDE, NOCaf0YHeR DAIMED W ralapuTHbIe Da3ME Pkl
MK,

B} NOK33IAHKWA K NEAMEHEHHIO A NPOTHECNOKAIAHMA,

ri Mepb NPEICCTOPOMHOCTIA N 0Spawe i C NMEK MK ero AMnNaHTammn-,

Aa) nogpofsas medopMauda o Mepax NpelocTopOMHOCTI, KOTopRE cnedyet cofnugars, awnowan
CONYTETBYIOLWME NPOUSOYDbl M OOHOBREMEHHDE HCNONBI0OBAHKE QPYIHE HIOENHIE

@) HHpOpMaLKEA O COBMEBCTHMOCTH MNOK ¢ NnpousaypaMi MArHWTHO-DE30HAKCHOR ToMorpadgmn. 31a
HHDOPMALWA A0MMHA ONUCEBATE PEIYNETATE AHANKIA BIAMMO0EACTENA TTKC © MarduTHLIM Nonem (B T. 4.
BOAMOMHBIE APTEdEKTE WHMK HAMEER) C YEAIAHWEM CHNEl MATHUTHOMD NONA, NPH KOTCROA GRNG BblNCMHEHD
HCCNeqoBaHe,

¥ pacCMOTpeHME MeToZoRMHCTRYEUME no obpawedms o MK » No ero vaannadrayuy, BmoYas
HHCTPYELWA ONA NpaBMNeHoro BEbopa padmepa NOK C yHeToM CTENeHH HECMEIKSHAA CTRODOK H NDUMEHABLLE-
rocA MeToaa NpWWreaHna NaE;

W) Nepe4YeHs NOTEHUHANEHBIX OCNOEHEHME, CRAIANHBE C HMNNaHTHPoBAMHEM TTIDE;

K} onWcaHye TpelyemMbx NPUHALNERHOCTER U AHCTRYELMA NG MK NDAMEHEH WK,

n) pexkomMeHIaUsE no xpadeHrss Mk,

M) BCIIA NEHMEHMMO, HHCTEYELMA NO CTERHNHAALHIA WK NOBTOPHOR CTERWUNMIALMWA, BENKYAA NapameT-
Ph DEXAMA CTEPUNAIALNA U MAKCHMANEHD JONYCTUMOR YHCND LWENDOE NOBTOPHOR CTEDMNMIAUMK, 3 TaKe
HHEOPMALWA O NDHMEHHMBIX KOHTEAHEDAX W YNAK0RKE GNA CTE DKM MIAL MK,

H) WHOPMALME U HHCTRYELKA, NPEOHAIHAYeHHEE ONA NaUMeHTa;

M) HAKMEHOBAHHE WATCTOBWTENA, 80 APEc i HoMEpD TenedoHa.
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