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Mpeaucnoeue

Llenu, ocHOBHBIE NPWHLKNL W NOPAGOK NpoBedeHrs pabor No MEsncyJapcTEEHHDA CTaHJaRTHAaLMMA
yoeTawoeners [OCT 1.0—52 «MexrocygapcraesHas cucTema cTaHgapTyiauri. OCHOBHLIE NONOMEHHAD
MoCT 1. 2—=2009 aMexrocyaapcTEEHHAA CUCTEMAE CTAHIAPTHAALMK. CTAHAADTEI MEXTOCYAAPCTRE HHBIE, Npa-

BMMNE 1 PENOMEHZELMN N0 MEXIOCY 0apcTBEHHOR cTaHgapTHaauwy. Mpaeuna paspaboTyd, NDKHATHA, NpHME-
HEHKXA, CEHOBNEHUA 1 OTMEH Bl

CReaaeHMA O cTaHOapTe

1 NOArSTOBNEH $enepantsHeiM rOCydapcTBEHHEIM YHRTADHBIM MPeanpHATHEM «BoepoCCHACKMA
HAYYHO-MCCMNEBO0BATENLCKMA  MHCTHUTYT  CTAHZADTHIAUMKY 1 CePTUDMEALMHM B MAWHHOCTROSHKMA
(BHWIHMALL)

2 BHECEH MegepansHbis areMTCTEOM N0 TEXHMYECKOMY DeryMHpOBEaHW W METRONOMKMA (POCCTaK-
aapT)

3 NMPHUHAT MewrocyaapcTREEHHMBIM COBETOM N0 CTAHAARTHAALMK, METRONOrMM W CepTHHEALMM
(npoTokon oT 24 Mas 2012 . N2 41)

3an PHHATHE NROronsooRanH:

HDHTKL‘IE HAMMEHOELH B CT [AME T:U\,ﬂ, CTRAHE EDHD:I:LL;EHHDE' HAMMEHDBAHHES HILADEINBHON DRMEaHE

o ME{ACS 3166 04 —57 ma ME (MC0 31668 004 —B7 B ETAH Q80 THIHL MR

AaepBannmas AZ AICTEHARRT

Benapyih BY MoccTaHgapt Pecny@nusn benspycs

Kupruana K Ke praliscTaHgapT

fManaoea MG Monaoea-CTEHAEDT

Paceus RU PocoraHaapT

Tan=WEUCTEH Td TansWEcTEHAERET

Yalbeknoras uz YECTARHGSPT

4 Mpyazon PegepansHors areHTCTES MO TEXHWYSCKOMY DEMYNHDOEIHWID W METRONOMMK oT 1 HoRGDA
2012 1. Me &7 7-cT MmexrocyaapcTeeHHei cTangapt MNOCT 31616—201 2 eReneH B DEACTENE B KAYECTEE HALWO-
HaneHors cTasgapta Poccricrod Seaepaumi ¢ 1 aueapa 2015r.

5 HacToAwuwh CTasnapT CcOOTRETCTEYET MEexOyHapooHomMy cTadbapTy [SC 14830:2008 Mon-active
surgical implants — General requirements (HeakTHEHEE XWDYDIHYECEHE WMNNaHTaTel. OSWKe TpeGoBaHWA).

CTengHs COOTBETCTENA — HEeakBHBananTHan (NEQ).

CTanpapt NoaraoToRMNEH HA OCHOBE NpHMereHA TOCT P 534097-2000.

& BEEODEH BNEFPBHIE

MrgopMauus of UaMeNaHUAX K Hacmoawemy cmaddapmy nydnukyemcs a exescdng uadaeaemon
LUHDOpMALUOHNONM PRASAMENS « HayUoRaMEMEIE CTAR0apmbl s, 8 MEKCHT UIMEHERUT U RONDSE0K — 8 BHEME-
CAYHO UIDaeaeMon UMb oDMAlUOMHOM ykazamene « HayuonansHee cmaddapmeis. B cnyyae nepacMompa
{IaManbl) LU CMMEHE HACMoRLIWe20 emakdapma coomesmaomayiowies yesdosmnenue Sydem omyinukoaano
& EHEMECHYHD UIFEIEMOM URIDODMALUCHROM PRadameane « Haulonanbbbie cmandapmsds. Coomasmoigy-
OLUAT URPOLMALUA, FEedoMISHUE U MEKSME! DEIMELLSKNITICA MAKKE & uMBopMayUoREGE cCucmere obieso

ACNEIEAHUA — M3 ohuuuaNEHOM Calime DedepansH020 S2eMMCITEa N0 MEXHUHSCKOM Y DESILDOSaNLIN U
Memponaaul & cemu Huamephaem

B CrangapTrHdopm, 2014

B Poccuickol Pegepauny HACTOAWWA CTAHZADT HE MOKET Bl Te MONHOCTEED WNK Y3CTHYHD BOCNPOMIEE-

O8H, THPAKMPOBAH W PACNPOCTPAHEH B KAYECTEE OPUUMANEHOrD M3aaudA Ges paspellenns DeaepanksHonm
areHTCTEA NO TEXHHYBCKOMY DETYNUPOBAHMK W METRONOrHK
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M E XK T oc Y O APCTUBEUHH b H C T A HIAOAPT

NPOTE3bI SMEPO3HELX KONEL ONA AHHYNOMNAACTHEKN
TexHHYyeckHe TpeboBAHHA W METOOLI HCNLITAHWA

Annuloplasly rings. Technecal requirements and tes1 methads

DaTa geegendas — 2005—01—01

1 OBnacTb NpUMeEHEHWA

HacToAwWd CTaHJAPT NPMMEHKM K KIOEMHAM, NESAHAIHAYEHHEM ONA NPOTEIMPOSAHKMA DUEPoaHbIX
Konely cepiua Hendeaka.
HacToAWWKE CTaHOapT HE DAcNPOCTEAHASTCA HA NPOTEIR KONEU, MMINaHTHDY MBS HHTDaBACKY NADHG.

2 HopmaTHBHLIE CCLINKH

B HacToAWeM CTaHgapTe MCNoNsLI0eaHk HOPMaTUEHLIE CCRUKH Ha CNegyiolMe MERrocy JapcTEeHHBIg
CTAHOADTE.

MICT 150 10993-1—2011 WMagenua megvursckne. OusHka BHoNorieeckornd GedcTBMA MedulMHCEHE
Hanenyi. Hacte 1. CueHka W MccnegoaanKa

MCT WCO 14830—2002° HearkTHRHBE XMpyprHYeckse AMnnadTaTe. Obwwe TexHudyecsre Tpebo-
BAHKA

MCT 31618.1—2012 MpoTesk: knanadoe cepoua. YacTe 1. CHWwWMe TexHnseckue TDeBoBaHKa 1 MET0-
Ol HCNBITAHKA

I FPAMBEYIHME— nFIH NONS3I0E3AHAK HACTORLEHM CTAHAAPTOM UENSCoODpaIHO NPO8ERETE OSHCTEME CORNO4-
HhiX CTAHGAPTOR B MHPOPMIEULMOHHOA CHCTEME ofWeErs NoNe30EaHWA — HA oPHEUMANEHOM CAWTE DafepanbsHord
BredTCTEE N0 TEXHAYSCKOMY PEryNUDOEIHMID W METDONOrMA 8 CETH MHTEPHET WAKW N0 SHaercaHoMY WHPOSDMELWOHHOMY
YEAZATENKW « HAUWOHAENBH LIS CTEHOEDTH ¢, KOTOPRIF I:II'I'_l'ﬁI'IH!{I:IH HE NG COCTOAHMID HE 1 AHEAPA TEKYWEro rods, ¥ N0 Benyc-
KM EHEMBORYHOTS HHPCPMAUMOHHEMD yradarena s HAUMOHaNbHEE CTAHGEP This 38 TERYLW AR rod. EcnM coaiNoYHiR CTaH-
O3pT 2aMeHEH [WAMBHEH ). TO NPM NoNBEROEBEHWK HACTORLLHWM CTEHAARTOM CReAYeT PYEOBOOCTEDAAETECA 33M A HARILEHM
THIMEHEHHBIM ) CTAHAAPTOM. ECnH coblNoYHBA CTaHaa pPTOTMEHRaH Geszamesk, TG NONOHEHHE, B KOTO por Q3HA CCENEKR HE
HETD. MPUMEHASTLR B HBCTH, HE IATRPEMMEEDWEN 3TY CCRINKY

3 TepmuHEl M onpegeneHyA

B HacToAWE&M CTaHAADTE NPMMEHEHE CNEQYVIOWHE TEPMAHL CCOOTEETCTBYROLLIAMKA ONPEOEneH WAMA

3.1 npores pUBpoIHOro KONbLUA ANA AHHYNONNACTAKK (ONOPpHoOE KONbLUO, KonbLUo KapnanTee,
MNP K): MpoTeaHos YCTRORCTRED, SONCMHAKWES SCTECTESHHEIA KNanad i GUECHDYIOLWEes HapyEHo Qubpoanoe
KOMEsLLO.

3.2 kapkac NEK: DoprooGpay oW aNeMEHT, 38 4a WA NPOCTRaHCTEEHHYR doopy TIEH

3.3 obwwneka NMNPK: Markas obonoq=a N

* B Pocomdckon Pegepaydn gerctayet MOCT P WCO 14630—2011 o MMnnadTaTal XHPYRTAYSCEHE HESKTHEHSIS.
DEure TReboEaHHRY.

ManaHue odMUuHansHoe

e
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NMovwmeysanne— Dbwreka NK ofoiHe BRINONHEHE U TEKCTHNLHEX MATEQHANOE, NONWETETREpTODSTHNEHA
MW ECEHOMATEpRAN0R. OBWHBKE MOKET BENKHAT: BOpPTek, DOPMUPYIOWL WA MAHMETY. KONBLD MOMAT COCTOATE TONB KD M3
oaHOW ohweesn.

3.4 nocagouHbid KOHTYP NOK: BHyTpeHHA A KoHTyYp NESE, no KOTopoMy NROBOOAT NOSWHEIHHE W qoHE-
causio frbpoIHoro konsua.

3.5 aamiHyTeA MR K: MK, doprupyiowi 3ameHyTEIR K0Ty,

1.6 pazomMHyTeiA MEK: NMOK, GopmMupyiolwH i paIoMEHYTER KOHTYP.

3.7 nocapodHbid pazmep NEK: Xapakteprei passep NOE, coOTEETCTEBYIOWHA PACCTOAHMID MEMXIY
KOMWCCYPAMA KNanaqa.

3.8 wecTHWA MPK: NMEK, dhvkcupyeoliii npocTpadcTea iy o fopMy QUEpoasor KaNeua.

1.9 nnacTHuHeId NOK: HecTowid NOK, gonyckaowsid NpoBededue NNacT4eckod JediopMaly Ha
WMarkh oo MMNNAHTALKKA KK KHTRA0NE PALMOHHD.

310 markwi MOK: MEE, frEcHpysouinE TONLED SNHHY nepdmeTpa dubposkoro konsua.

NpumMedssne—MPK iwenwye ynpyrae kKapgace, npradowne NP K QononHATENEH YD HECTHOCTE HE Warii,
HO HE G ARCHD YW Me dhophiy [TOR, o THOCATEA & MATKKM M.

4 TexHu4eckKue TpeboBaHWA

4.1 NEK ogonwHe GbiTe KATOTOBNEHE B COOTEETCTEMA C TReO0BAHWAMK HACTOALWEND CTAHAAPTA ¥ HOP-
MATHEH BX DOKYMEHTOB HA MK KOHEDETHOMD BIAA, yTESPHGEHHEE B YCTAHOBNEHHOM NOPALKE.

4.2 MaroToeqTene QONMEH YCTAHOBMTE TReboBaHHA & rafapuTHel pazmepam NOK. HaiuadeuHuie
MOrPELHOCTA BOMEH bl BeiTe He Bonee 1 MM,

4.3 NEeK gonsHs BeldeprnBaTe HCNbITAHWE HI MEXAHWHECKYID NPOYHOCTE OSWWBEK. MaroToBrTENk
OCMKEH YCTAHOBWTE TRE00BaHNA W METOOE HCTIEITAHWA GNA OUSHEK MEXaSHHYECKIH NPOYHOCTH B 3ABHCHIMOCTH
OT METOQMKN NOAWKESHKA KONsUa. B cnydas, ecnu MeToguea NogumMBaH9Ye NpegycMaTpuBasT NPoyon M Npo-
MyCKAHME KHPYPIMHSCHDA HATH Y42 PE3 MaHHMETY, CNeqyeT HCNoNbI0BATE NPHHLAN HENBITAHKA, YCTAHOBNEHHDIR
MoCT 3168181, nogpaagen 5.4,

4.4 NMnactrysHebe MNEK gonsHe: BHOEFHHBATE MCNBETAHAE HA YCTOAYHBOCTE K Neperddy B CooTEaTCTBHM
CMETOLOM, YCTAHDENEHHBIM MATOTOBUTENERM.

4.5 NMEK gonsss NOCTAENATECA 8 CTEDHNLHOM BHOE.

4.6 MNEKaonkHe DeiTe YCTOAYHBRMH £ BO30EACTEN IO DUONOrMYeCcKOR Cpedel Oprasnasa, BHOCOBMECTH-
MR A HETOKCHYHEBIMKA B COOTBETCTEHK © Tpebosamdame TOCT IS0 10093-1.

4.7 WaroToarTens JONKEH ONpegeniuTes cpok Cnywbe NOK nnoaTeepauTe 8r0 MeToOoM QoNrocpoYHong
KITMHAYECKOrD HAbNKOeHHA.

5 KOMNNeKTHOCTE, YNakoBKa, MapKHpPOBEKd, MHCTPYKUHA MO NPpHMEeHEH MO

51 KomMnnekTHOCTR

511 B roMnnesT Hagenua GomneHel Bxo0uTe MOK, MecTpysedTel M NPHHaONERHOCTIH, HEoDKoaMMsle
AnA obpawerya c MK, nHcTpykuda no ngrresedso NEK, nkoestudukaudcrHan kapra nausedTa. MNepeders
WHCTRYMEHTOR ¥ NDMHBANEKHOCTER, BXOJALLMK B KOMINEKT WIOEnNUA, Jonsed GulTh YEA38aH B TEXHAYSCKNX
YCNOBWAX Ha [DK KOHKpETHBX MOgENERA.

51.2 MoenTudHKauMoHHAR KapTa

MoeHTubrEayMoHHan KAapTa JonNKHAE CO0EPHMaTE, N MEHELWEE MEDE, CRE0Y WL YI0 MHDopMaLMIo:

a) pamMunK, HHMUKaNe! NaUWeHTAa,

G} HOMED HCTOPRMH Doneasu,

B] HAWMEHOBAHKE Hadpec NeYebHOrD yHpEHZeHHA,

Il dpamunuio, MHAUKANE SHPYETE, BeINONHASLIETD MMNNEHTAL MK,

81 03Ty HMNOaHTaLK;

) MOANLKK MMNNEHTALMH,

W) MOOEMNs M NoCaa0dHbIA pasmep MNEK;

M} cepURHBIR HoMeD [TDK;

K] HAWMEHOBAHWE NPEINpHUATHA-HIMOTORUTENA.

OnA yooGcTea JancnHe WA K HapTe MoryT GeiTe NPUNoKe el CAMOKNEALLWECA CTHEEPE C HHpOpMalnai
Mo NEPEYACTEHHAM ¥)—kK).

2
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5.2 ¥Ynarkomka

MPK gonkHe GbiTe YRAKOBAH b B NOTPEGHTENLCEYI0 TADY, COCTOAWYIO W3 WHOMBWOYaNEHOr0 KOHTEAHERS
M HApyHHOK YRakoBkd. JonwHe BelTe BenonHeHsl Tpeboramqa NOCT WO 14630,

5.3 MapuvpoBKa

onwHe GelTe BRNONEEHL Tpebopanna FOCT WMCO 14630,

5.3.1 MapkupoBka HAPY#HOW YNAKOBKK

Mapkipoaka HapYEHOR YHaK0EKA GOMHHA COAERMETD, MO MEHLLUER MEDs, CNedyiowyio MHDODMa LMK

a) WOEHTHOWEDLHID COOeDMrMOng,

G) HawmeHoBaHke NS,

B) 0ODO3HAYEHHE MOOENH, NOCAZo4HEIR pasmep NMEK, B munnumeTpax;

F} HAWMERDBAMKE W 0080 KITOTORMTENR;

O] CepHiHbIA HoMep;

@) YEAIaHHE CTEPMALHOCTHA W METOa CTEDWNHIALWK Hagen1a;

] YEAIAHME OOHOPAICROI0 NDHMEHSHHA MAOENH A,

M) YEa3aHHe cpoka rogHocT («Mononeaceate 0o.. . »);

K} TpeboBaHKa K XpaHEHuK,

nj npeaynpesiedde O HegonyCcTHMOCTH WCNONbI0BAHAA MIOENWR NP BCEPRITOM MMM NOBDEMOE HHOM
HHOKBEWAYANEHOM KOHTERHEDE,

K] YEAIZHWE O HECDXKOOHMOCTH OIHAKCMMEHWA C HHCTRYHLWER NO NDHMEHEHHI.

5.3.2 MapkvMpoBKa WHOAWBMAYANEHOTD KOHTERHEpa

Maprupoaka WHIWBAOYANLHOID KOMTERHEDS JOMEHE COQEDWETE WHOPMaUMID, yeasaHHyn 8 5.3.1,
nepe4ucneHua 6}, 8), a)—u).

5.4 MHCTPYELWA NO NpAMEHEHMID

B MHCTRYELMA NO NPEMEHEHAK A0MEHE DbiTh NEHBEIEHE CNEQYIOLWE CEEOEHWA:

a) WHopMauKa, vEaaadHan 8 5.3, 7, 28 MCKNOYEHHEM NepEYrcnaHiin gl n M),

B) pasMeps MK, pnodan opiy NOCAO0CYHOMN KOHTYDA, NOCAG04HLIA DasMeD W raGapUTHIE DaIME Pkl
MTK;

B} NOKAIAHNA K NPUMEHEHKIO M NPOTHBONOKAIAHMA,

r} MEpki NPEOCCTOPOMHOCTA NpW 0Epawe sk © TTEE MK ro KMnnaHTaun-,

a) nogpobuas vedopMauna o Mepax NpefocTopOMHOCTH, KOTopRE cnegyeT cobnogars, BKnioHan
CONYTCTEYIOWWE NPOUEaYDEl H OOHOBDEMEHHOE HCNONE308aHKE QRYTIAX MAOENHi;

@) whdopsauka o coRMecTHMocT MK © npoueaypasmi MarHMTHO-PEIOHARCHON ToOMorpadmy. 31a
HHDORMALWA OOMNEHA ONHCLIBATE Pe3YNETATE aHaNHIA BianMogeAcTerA NKC © MarduTHeim nonem (B T. 4.
BOIMOMHLIE APTEPaNT WHMK HANPEs) C YEAIEHWEM CHME MATHWTHOD NONA, NPW KOTOR0A GLNG BRINCMHEHO
HCCNeqoEaHnE

*] PACCMOTREHME METOQOBMHCTRYEUXE no obpawedms c MOK o No ero MMNNadTayun, BRMCYaR
HWHCTRYELMA ONA NpaEunsHors esbopa paszmepa MO ¢ yaeToM CTENE MK HECMEBIKAHWA CTBODOK M NEWMEHABLLIE=
rocA METOOA NEHAWKEaHMA [TDK;

M) NepeveHs NOTEHUHANEHLIX SCNOEHEHWA, CRAIARHEX C UMNNAHTHMPOEAHHEIM TTDK;

K} ondcasHde TpebyeMbis NPHUHA0NERHOCTER M HHCTRYELMA NG WX NPUAMEHE I,

N} pekoMeHIAULRK N0 Xpade e T,

M) BCMA NPHMEHKMO, AHCTEYELKA N0 CTEDMTHIALKK WK NOBTOPHOW CTEPWNMAALKK, BEMOYaR NapamMaT-
Phi PE#HMA CTEPMNMIALMKA W MAKCUMAaNkHo JONYCTHMOS YMCIo YWENOB NOBETOPHOH CTEDMNWIAUHK, a Take
WHPOPMALWA O NPWMEHKMBIX KOHTERHERAX W YNAK0AKE GNA CTERMNWIALMK,

H) HHPOPMAUHMA W HHCTRYELWA, NPEAHaaHaYeHHEIE ONA NaUWeRTa;

M} HAMMEHOBAHKE MATCTOBKMTENA, 8r0 agpec ¥ Homep TenadoHa.
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