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Npeancnosue

Llenn, ocHOBHbIE NPUHLMNBI 1 NOPAAOK NpoBeAeHUst paboT No MeXrocyaapCcTBEHHON cTaHgapTuaauum
yctaHoBneHsl FOCT 1.0—92 «MexrocygapctBeHHasa cuctema craHaapTusaunm. OCHOBHbIE MONOXEHUsA» Y
FOCT 1.2—2009 «MexrocygapcTBeHHas cuctema ctaHgapTusaunm. CtaHaapTbl MEXrocy4apcTBeHHbIe, npa-
BUIIa U pekoMeHaaLmMmn No MexXrocyaapcTBeHHoON ctaHgapTusaumn. Mpasuna paspaboTku, NPUHATUSA, NpuMe-
HeHWs, 0OBHOBNEHUSA U OTMEHbI»

CBepeHusi o cTaHpapTe

1 NMOArOTOBNEH ®egepanbHbiM rocyfapCTBEHHBIM YHUTapHBIM NpeanpusaTuemM «Bcepoccuitckuin
Hay4yHO-MCCreaoBaTeNlbCKUA  MHCTUTYT  cTaHgapTusaumm U cepTuduKauMm B MaLIMHOCTPOEHUU»
(BHUMHMALLI)

2 BHECEH ®epepanbHblM areHTCTBOM MO TEXHUYECKOMY perynupoBaHuio n metposnorun (Pocctan-
AapT)

3 MPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHgapTusauuu, MeTpornorMn u cepTudukaumm
(npoTtokon ot 24 Mas 2012 . Ne 41)

3a NpUHATUE Nporonocosann:

KpaTkoe HaumeHoBaHWe CTpaHbl Kop ctpatbi CoKpalLeHHOe HAMMEHOBAHWE HAaLMOHANBHOTO opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no cTaHgapTu3aumum
AzepbangxaH AZ AsctaHgapt
Bbenapycs BY [occtanpapT Pecnybnukvn benapycb
Kuprusus KG Kbipreisctangapt
Monpoea MD Monposa-Crangapt
Poccus RU Poccrangapr
TamxukncTaH TJ TapxmkcTanpgapT
Y3bekncTaH uz Y3craHpapt

4 lMpukaszom PeaepanbHOro areHTCTBa No TEXHUYECKOMY perysiMpoBaHuio U MeTposiorim ot 1 Hosibpst
2012r.Ne 877-cT MexrocygapcTBeHHbI cTaHaapT FTOCT 31616—2012 BBeaeH B AeCTBME B Ka4€CTBE HaLMO-
HanbHoro ctaHgapTta Poccunckon ®epepaunn ¢ 1 aHeaps 2015r.

5 Hactoswwuin ctangapT cooTBeTCTBYeT MexayHapodHoMy cTaHdapTty 1SO 14630:2008 Non-active
surgical implants — General requirements (HeakTusHble xupypriudeckie nmnnaHtatbl. O6lwme TpeboBaHns).

CreneHb cooTBeTCTBUSI — HeakBuBaneHTHas (NEQ).

CTaHaapT noaroToBreH Ha ocHose nNpuMeHeHns TOCT P 53497-2009.

6 BBEOEH BMNEPBLIE

UHgpopmayusa 06 usmeHeHUsIX K Hacmoswemy cmaHOapmy nybrnukyemcsi 8 exea2o0HO u3dasaemMom
UHGhopMayUoHHOM ykazamerne «HauuoHansHble cmaH0apmbly», @ MeKCM U3MeHeHUU U nonpasok — 8 exeme-
CAYHO U3dasaeMoM UHGOpMaUUOHHOM ykasamerne «HauuoHaneHbie cmaHlapmel». B criyyae nepecMompa
(3aMeHbI) unu ommMeHb! Hacmosiuje2o cmaHOapma coomsemcemeyroujee yeedomieHue 6ydem onybrukosaHo
8 eXxeMecsIYHOo usdasaeMoM UHhOpMayUOHHOM ykasamerne «HauyuoHabHsble cmaHdapmel». Coomeememey-
rowast uHgbopmauus, yeedoMieHUe U MeKCmbl pa3mMellaromcsi makxe 8 UHgopmMaluoHHoU cucmeme obuezo
r1onb308aHuUs — Ha ogbuyuansHom catime @edepaibHO20 ageHmemaea o MexXHUYeCKoOMy peaynuposaHuio U
mempornoauu e cemu UimepHem

© CraHgapTuHogopm, 2014

B Poccwiickoi deaepaunn HacTosILLMIA cTaHAapT He MOXET BbITb MOMHOCTBLIO UMM YaCcTUYHO BOCNPOU3Be-
AeH, TupaxvupoBsaH 1 pacnpocTpaHeH B kayecTse oduumnanbHOro usgaHuns 6es paspewexHus ®egepanbHoro
areHTCTBa No TEXHUYECKOMY perynnpoBaHuio U MeTposiorun
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M E XTToOCVYAOAPC CTUBETHTHUB H CTAHDAOAPT

NPOTE3bl ®UBPO3HbIX KONEL ANA AHHYJOMNACTUKU

TexHu4yeckue Tpe6oBaHUA U METOAbI UCNBITAHUN

Annuloplasty rings. Technical requirements and test methods

DaTta BBegeHna — 2015—01—01

1 O6nactTb NpUMeHeHuA

HacToAawunin ctaHaapT NpUMeHUM K Usgenuam, npeaHasHavyeHHbIM Ans npoTtesnposaHua hubposHbix
KoneL, cepaLa Yenoseka.
HacToswumii ctTaHaapT He pacnpocTpaHsaeTCa Ha NpoTesbl kofew, UMNNaHTUpYeMble MHTPaBacKynsipHo.

2 HopmaTuBHbIe CCbISKN

B HacTosiLem cTaHAapTe NCNoNb30BaHbl HOPMAaTUBHbBIE CChISIKU Ha cneaytowme MexXrocyapcTBeHHble
cTaHgapThl:

FOCT I1SO 10993-1—2011 WspenuameanumHckue. OLeHka OUonornieckoro AeUCTemnst MEAULIMHCKUX
nsgennin. Yactb 1. OueHka U uccneaoBaHua

FOCT NUCO 14630—2002* HeakTuBHble xupyprudeckne umnnaHtatel. Obwme TexHnyeckne Tpebo-
BaHUA

FOCT 31618.1—2012 Mpotesbl knanaHoB cepaua. YacTb 1. Obwme TexHudeckue TpeboBaHUsA U MeTO-
Abl ucnblTaHnin

Mpwu™eyanune— lNpn NnonbL3oBaHUM HACTOAWMM CTAHAAPTOM LienecoobpasHo NpoBEpPUTL AeNCTBUE CCbINOY-
HbIX CTaHA4APTOB B MH(OpPMaLUOHHOM cucTeme O6Wero nonb3oBaHus — Ha odwmumnanbHoOM cante PegepanbHOro
areHTCTBa NO TEXHUYECKOMY PEryNIMpoBaHuIo U METPONOMMU B ceTn NHTEpHET unu no exerogHomy MHOPMaLMOHHOMY
ykasatenio « HaunmoHanbHble cTaHgapThi», KOTOPbIK ONyGrMKOBaH Mo COCTOSIHWIO Ha 1 SHBaps TEKyLWEero roaa, v no Bbinyc-
Kam exeMeCcsHHOro MHopmMaLMOHHOIO ykasarens « HaunoHanbHble cTaHaapTh» 3a TEKYLWMN ro4. Ecnu cCbinoYHbIN CTaH-
AapT 3aMeHeH (M3MeHeH), TO MpU MONb30BAHUM HACTOSILLMM CTAHAAPTOM cnegyeT pyKOBOACTBOBATLCS 3aMEHSIOLMUM
(M3mMeHeHHbIM) cTaHgapToM. Ecnin cebinoyHbIi cTanaapT oTMEHEH 6e3 3aMeHbl, TO NONOXEHWE, B KOTOPOM AaHa CChIIKa Ha
Hero, NPUMEHSIETCs1 B YacTu, HE 3aTparvBaloLWEein 3Ty CCbISIKY.

3 TepMuHbI M onpegeneHns

B HacTosiLem cTaHaapTe MPUMEHEHbI cneaylowue TEPMUHBI C COOTBETCTBYIOLNUMI ONpeaeneHNsMU:

3.1 npoTte3 puUGpoO3HOro KoNbLa ANA aHHYNoONNacTUkU (onopHoe KonbLo, konbuo KapnaHutbe,
N®K): MpoTesHoe yCTPONCTBO, ACNOMNHAKLLEE ECTECTBEHHbIN KNanaH U ukcupyrowlee HapyxxHo onbposHoe
KOMbLO.

3.2 kapkac NPK: DopmMoobpasyronii aneMeHT, 3agaroLmin NpocTpaHCcTBeHHYo hopmy MOK.

3.3 o6wuBka NPK: Markas o6onoyka MNPK.

* B Poccuiickon Pepgepaumm pencteyet FTOCT P UCO 14630—2011 «mnnaHTaThl XMpyprudeckue HeakTUBHbIE.
O6wue TpeboBaHus».

UzpaHne ocpmumansHoe
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Mpunmeyanune—O6wueka NPK 06bIYHO BLINONHEHA M3 TEKCTUNBHBIX MaTepuanos, nonurerpadTopaTuneHa
nnu kceHomartepuanos. OGLWMBKA MOXET BKNoYaTb 60pTUK, hopMmpyiowmin MarxeTy. KonbLio MOXeT COCTOSITb TOMNBbKO U3
OHOW OOLIMBKM.

3.4 nocapouHbin KOHTYP MN®K: BHyTpeHHUI KoHTYp MPK, No koTopoMy NPOBOAAT NoALLUMBAHUE U DUK-
caumio pmbpo3sHoro konbLa.

3.5 3amkHyTbIN MMOK: MK, bopMupyownin 3aMKHYTBIA KOHTYP.

3.6 pasomkHyTbIN NOK: NMOK, hopmupyrowwnin pasoMKHYTbINA KOHTYP.

3.7 nocapgouHbin pasmep MPK: XapaktepHbii pasmep MNPK, cooTBETCTBYIOLNIA PACCTOAHUIO MeXAaY
KoMuUccypamu krnanaHa.

3.8 xectkun NAPK: MPK, bukcupyowmin npocTpaHcTBeHHY hopmMy hrMbposHoro konbLa.

3.9 nnactuunbin NOK: XKecTuin NOK, gonyckaowmin nposeaeHne nnactudeckon gedopmauuym Ha
n3rmb 4o UMNAaHTauuM N MHTpaonepaLuoHHO.

3.10 markuin N®K: NOK, bukcupytowmit Tonbko AnuHy nepumMeTpa bposHoro konbLa.

MpumeyaHnune—TNK, nmerowme ynpyme kapkacsl, npugaowme NeOK gononHMTenbHyio )XeCTKoCTb Ha n3rmb,
HO He dmkcupyrowme dopmy MNAK, otHocaTes k markum MOK.

4 TexHuyeckue TpebGoBaHuA

4.1 MK gomwkHbl 6bITh U3rOTOBMEHbI B COOTBETCTBUU € TpeGOBaHMAMK HAcTosLWEero ctaHgapTa 1 Hop-
MaTUBHbIX A0KYMeHTOB Ha NPK koHkpeTHOro Buaa, yTBepXaeHHbIX B YCTaHOBIIEHHOM NopAAKe.

4.2 NaroToBUTENb AOIDKEH yCTaHOBUTb TpeboBaHus Kk rabaputHbiM pasmepam MOK. HaszHaveHHble
NOrpeLHOCTN OOMKHEI ObITh He 6onee 1 MM.

4.3 MN®K gomkHbl BbIAEPXKNBATL UCNbITAHWE HA MEXaHUYEeCcKylo NpovHOCTL o6wmnekn. M3rotoButenb
OOIMKEH YCTaHOBUTL TPeBOBaHUSA U MeToA bl UCNBITAHUIA NSl OLLEHKN MEXaHUYECKOW NPOYHOCTU B 3aBUCUMOCTU
OT MeTOAMKM NoALlmMBaHus konbLa. B cnyyae, ecnu metoaunka noalIvMBaHus npegycMaTtpusaeT Npokon v Npo-
MycKaHve XMpypruyeckon HATU Yepes MaHxeTy, criegyeT UCNoMb30BaTh NPUHLIMM UCTIbITAHUA, yCTaHOBNEHHEIA
FOCT 31618.1, noapasgen5.4.

4.4 MnactuyHble MK AoMKHEI BbIASPXKNBATL NCNBITAHWE Ha YCTOWYMBOCTL K Neperuby B COOTBETCTBUM
C MeTOA0M, YCTAHOBIEHHbLIM U3rOTOBUTENEM.

4.5 MN®K gomkHbl NOCTaBAATLCA B CTEPUITBHOM BUAE.

4.6 MK gomkHbl 6bITh YCTONYMBEIMUM K BO3AENCTBMIO 61MONOrnM4ecKkol cpeabl opraHnama, buocoBMecTu-
MbIMU 1 HETOKCUYHBIMUK B cooTBeTCTBUM ¢ TpeboaHuamu TOCT ISO 10993-1.

4.7 NaroToBUTENb AOIMKEH oNpeaennTb cpok cnyx6bl MPK n noaTBepanTs ero MeTo40oM ACNTOCPOYHOro
KIMHNYeCKoro HabrogeHUs.

5 KoMnnekTHOCTb, ynakoBKa, MapKUpPOBKa, UHCTPYKLUUA NO NPUMEHEHUIO

5.1 KomnnekTHOCTbL

5.1.1 B komnnekT usgenua AomkHbl BXoAuTb MOK, MHCTPYMEHTBI U NpUHaANEXHOCTU, HeoBXoaAUMble
Ans obpatyerus ¢ MPK, nHcTpykums no npumeHennto NOK, naeHTudunkaumoHHas kapta naumeHTa. MepedeHb
MHCTPYMEHTOB U NPUHaAMEXHOCTEeN, BXOAALWMX B KOMNIEKT U3enns, OMKeH OblTb ykasaH B TeXHUYECKUX
ycnosuax Ha MPK KoHKpeTHBIX Modenei.

5.1.2 UpgeHTUdMKaLNOHHas KapTa

WaeHTuprKaLmMoHHan kapTa AOMKHa cofepxaTb, Mo MeHbLUen Mepe, cneayoLulyto MHdopmaumo:

a) amunuio, UHULManNbLI NaLmeHTa;

6) Homep uctopum 6onesHu;

B) HaumeHoBaHWe 1 agpec ne4yebHOro yupexaeHus;

r) dbamunuio, nHnumanel Xmpypra, BeliNMOMHUBLLETO UMMMIAHTaLMUIO;

) AaTy umnnaHTaumm;

€) No3numIo UMNNaHTauum;

X) Mogenb unocadoyHbli pasmep MOK;

n) cepuninHelii Homep MNOK;

K) HauMmeHoBaHuWe NpeanpUATUN-M3roTOBUTENS.

[nsa yaobcTBa 3anofiHeHns K kapTe MOryT 6blTb MPUNoXKeHbl CaMOKEALLMECS CTUKePbI ¢ MHgopMaLmei
Mo NepeyvncreHmsaM x)—x).
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5.2 YnakoBka

M®K pomkHbl 6bITh YNakoBaHbl B IOTPeBUTENbCKYO Tapy, COCTOALLYIO U3 MHAMBUAYaSbHOMO KOHTENHepa
1 HapyXXHOW ynakoBKu. [lonmkHbl 6bITb BbiNonHeHbl Tpe6oaHna FOCT MCO 14630.

5.3 MapkupoBka

LomxkHbl 6bITh BbiMonHeHbl TpebosaHusa FTOCT MCO 14630.

5.3.1 MapkupoBka Hapy)XHON YNaKoBKM1

MapKk1poBKa Hapy>KHOW yrakoBKW AOMKHA cogepaTtb, N0 MeHbLUe Mepe, creayoLyto nHdopmauuo:

a) naeHTUdUKaLNIo COAePXKUMOro;

6) HaumeHoBaHue MOK;

B) obo3HayeHne Mmogenu, nocagoyHelin pasmep MNOK, B MunnumeTpax;

r) HaumeHoBaHWe N agpec U3roTOBUTENS;

4) CepunHbIN HoMep;

€) ykasaHue CTepUNbLHOCTU U METOAa CTePUNN3aLIMN U3aenus;

X) yKkasaHue o4HOPa3oBOro NPUMEHEHNUs N3genus;

1) ykasaHue cpoka rogHocTu («Mcnone3oBaThb 40...»);

K) TpeboBaHWsA KXpaHeHuto;

n) npeaynpexaeHue o HeoMnyCTUMOCTM NCMONb30BaAHWA U3AENUA NPU BCKPLITOM UNU NOBPEXAEHHOM
NHAVBMAOYaNbHOM KOHTENHEepe;

M) yKasaHue 0 Heob6XoANMOCTWN 03HAKOMITEHNUA C UHCTPYKLUMEN NO NPUMEHEHUIO.

5.3.2 MapkupoBka MHAUBUAYaNbHOrO KOHTeWHepa

Mapk1mpoBka MHAMBUAYaNbHOrO KOHTEWHepa A0SkHa codepxaTb WHdopMauumio, ykasaHHyw B 5.3.1,
nepeyvvcnexus 6), ), A)—n).

5.4 WHCTPYKLUA NO NPUMEHEHUIO

B MHCTPYKLMM Mo NpUMeHeHUIo AOSMKHBI BbITb NPUBEAEHbLI CrieaytolmMe CBeAEHUS:

a) WHdbopmaums, ykazaHHas B 5.3.1, 3a UCKnioYeHNeM NepeydmncrieHin a) u n);

6) pasmepbl MPK, Bktovas hopmy nocagovHoOro KoOHTypa, nocaaouHbIA pasmep U rabapuTHbIe pasmepbl
MNoK;

B) NOKasaHWsA K NPUMEHEHNIO U NPOTUBOMOKa3aHuUs;

r) Mepbl NpeaoCTOPOKHOCTU Npu obpalueHun ¢ MPK unu ero uMnnaHTauuuy;

4) noapobHas uHgopMaumsa o Mepax NPeaoCTOPOXHOCTU, KoTopble cnedyeT cobniogaTb, BKMoYas
COMyTCTBYIOLME NpoLieaypbl U OAHOBPEMEHHOE UCNOMb30BaHNe APYruX U3aenuii;

e) uHdopmauusa o coeMectumocTu MNPK ¢ npoueaypamn marHUTHO-pesoHaHCHON ToMorpadun. 3Ta
nHdopMaLmMa AOMDKHA ONUCbIBaTb pe3ynbTaThl aHanusa B3aumogeincteus MKC ¢ MarHUTHLIM nonem (B T. 4.
BO3MOXHbIE apTedakTbl U/Un1 Harpes) € ykazaHUeM CUMbl MarHUTHOTO MONSA, NPU KOTOPOW BbINO BbINONMHEHO
nccnenoBaHue;

X) paccMOTpeHuMe MeTOAOB/MHCTPYKUMA no obpalweHuto ¢ NPK u no ero umnnaHtauun, Bknoyas
WUHCTPYKLIMU NS NpaBunbHoro Beibopa pasmepa NPK c yuetom creneHn HecMbIkaHUA CTBOPOK U NPUMEHABLLE-
roca Mmetoaa npuiumeanus NeK;

1) nepeyeHb NoTeHUManbHbIX OCNOXHEHUN, CBSI3AHHBIX C UMMITaHTUPOBaHHbIM MNOK;

K) onucaHue TpebyeMbix NpUHAANEXHOCTEA U UHCTPYKLMM MO UX MPUMEHEHUIO;

n) pekoMeHaauum no xpaHeHuio MNeOK;

M) ecnu NPUMEHUMO, UHCTPYKLIMA MO CTEPUNM3aLMA UMW NOBTOPHOW CTEpUnun3aLmu, BKoyasa napameT-
pbl peXuma cTepunMsalmm U MakcMMasnbHO A0NYCTUMOE YMCHO LIMKIIOB MOBTOPHOW CTepunnsauun, a Takke
nHopmaLnsi 0 NPUMEHUMBIX KOHTEMHEpaX U YNaKoBKe A1 CTepUIv3aLiiv;

H) wvHdOPMaLMSA U UHCTPYKLUK, NPeAHa3HauYeHHbIe ANns NauneHTa;

n) HaMMeHOBaHWe U3roTOBUTENSA, ero agpec u Homep TenedoHa.
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