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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 PASPABOTAH YupexageHnem PAMH HaydHeim LeHTpomMm cepae4vyHO-CoOCyanCTON XUPYPrin
nm. A.H. bakynesa PAMH (HLCCX um. A.H. bakynesa PAMH)

2 BHECEH TexHun4yeckum komuteToM no ctaHgapTusaumm TK 453 «MMmnnaHTaTel B XUPYRrm»

3 YTBEP>XOEH 1 BBEQEH B JEVCTBWE Mpukaszom ®defepanbHOro areHTcTea no TEXHUYECKOMY pe-
rynupoBaHuo n metponorim ot 11 gekadps 2009 r. Ne 712-cT

4 HacTtoawmmn ctaHgapT paspaboTaH ¢ y4eTOM OCHOBHbBIX HOPMAaTUBHBLIX NOMOXEHNA MeXOYyHapOoaAHOro
ctaHgapta WCO 14630:2008 «HeakTuBHble XUpyprundeckme wumnnaHtatel. OOWWe TpeboBaHUSA»
(ISO 14630:2008 «Non-active surgical implants — General requirements»)

5 BBEOEH BI'NEPBbIE

VIHpopmMayust 0b UIMEHEHUSAX K HacmosaweMy cmaHoapmy rnybrukyemcsi 8 eXxe200H0 u3dasaeMoM UH-
bopMallUoOHHOM yKazamerne «HaluuoHaneHbIe cmaHoapmkei», @ mekcm U3MeHeHUU U rorpasoKk — 8 eXeMe-
CAYHO U30asaeMbix UHQOpMaUUOHHbIX YKalamernsax «HayuoHanbHbie cmaHOapmbi». B criydae rnepecmompa
(3aMeHbl) Ui OMMeEHbLI Hacmosuwje20 cmaHoapma coomseemcemeyrouiee yeseoomMmrieHue byoem ornybriukoeaHo
8 eXkeMeCsI4YHO U30asaeMoM UHpopMallUOHHOM yKa3zamerne «HayuoHaneHbeie cmaHOapmebi». Coomeemecmay-
roujast UHopmMauus, yeeoOoMIIeHUE U meKcmbl pasMelaromcs makxe 8 UHopMayUuoHHOU cucmeme obuiez2o
rof1b308aHUsT — Ha ouyuansHOM caume PedepallbHO20 azeHmemaea rno mexHU4YeCKoMy peaynupogaHuro U
Mempornozauu 8 cemu MIHmepHem

© CTtaHgapTuHdgopm, 2010

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

MPOTE3bl ®PUBPO3HbIX KOJIEL AJ1A AHRHYITOMJIACTUKHA

TexHn4eckue TpeboBaHMA U MeTOAbl UCNBLITAHUN

Annuloplastic rings.
Technical requirements and test methods

[lata BBeaeHna — 2011—01—01

1 O6nacTtb NpUMeHeHus

HacTtoawui ctaHgapT NpUMEHUM K U3genusam, npeaHasHavyeHHbIM And npoTtesnpoBaHnsg prudposHbIX KO-
new, cepaua verioBeka.

HacTtoswuni ctangapT He pacnpocTpaHAeTCsa Ha NpoTesbl Konel, MMNNaHTUpyemMble MHTpaBacKynsipHO.

2 HopMaTuBHbIE CCbINKN

B HacTosLem CTaHOdapTe UCMOJ1Ib30BadHbl HOPMaTUBHDBIE CCbIJ1IKW Ha CllieAyrowne CTanAadpThl.

[OCT P NCO 10993-1—2009 Uzaenua meaunumnHckmne. OueHka BMoNnormdeckoro 4encTesms MmeamnumnH-
cknx nsgenun. Hactbe 1. OueHka n uccnegoBaHus

[OCT P NCO 14630—99 HeakTuBHbIE XMUpyprudeckne nmnnaHtatbl. O0LWKMe TexHu4eckne TpeboBa-
HUASE

[OCT P 52999.1—2008 TllpoTesbl knanaHoB cepaua. Hactb 1. Obwne TexHundeckme TpeboBaHUA U
MeToAabl NCMbITAHUIA

[TpumedyaHwue—Illpn NoNb3OBaAHUN HACTOALWMM CTAHOAAPTOM LEenecoobpasHo NPOBEPUTb AENCTBUE CCbIMNMOM-
HbIX CTaHOAApPTOB B WHMPOPMALMOHHOW cucTeme oDWero nonb3oBaHus — Ha odwumumanbHOM cante dPeaepanbHOro
areHTCTBa rno TEXHNYECKOMY PeryrnmpoBaHnio u MeTponormm B cetn VIHTepHeT nnmn no exerogHo ndgaBaemMomy MHpopmMa-
LMOHHOMY yKa3aTento « HaymoHarnbHble CTaHAAPTLI», KOTOPbLIM ONYyONMKOBAH NO COCTOAHUIO HA 1 SSHBAPSA TEKYLWEro roga, u
NO COOTBETCTBYIOWMM EXEMECAYHO N3JABAEMbIM MHMPOPMALMNOHHBIM yKa3aTensm, onybnmkoBaHHbIM B TEKYLLEM roay.
Ecnun cCbiNOYHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONb30BAHMN HACTOAWMM CTAHOAPTOM CreayeT PyKOBOACTBO-
BaTbCH 3aMEHSIIOLWMM (M3MEHEHHBIM) CTaHAAPTOM. ECnK CCbINOYHBIM CTAaHAAPT OTMEHEH BE3 3aMEHbI, TO NONMOXEHNE, B KO-
TOPOM JaHa CCbINIKa HA HEro, NPUMEHSIETCS B YacTW, HE 3aTparvBatoLlEN 3TY CChISIKY.

3 TepMUHbI N onpegeneHus

B HacTodlweM cTaHgapTe NpuMeHeHbl cregyolme TepMUHbl C COOTBETCTBYIOLWLMMK onpeaeneHnsaMu:

3.1 npoTte3 hMbpPO3HOro KonbLa ANd aHHYNONNMAcTUKMU (ONOPHOe KOonbLo, Konbuo KapnaHTbe,
MPK): NpoTesHoe yCTPOUCTBO, AOMONHAOLLEE eCTEeCTBEHHBIN KnanaH U pukcupytowee HapyxHo gurdposHoe
KOMbLO.

3.2 Kapkac lNPK: dopmoobpasyolmia anNemMeHT, 3aaarom npocTpaHcTBeHHY dropmy MNMEOK.

3.3 obwuBka MNPK: Markasa obonouka MNOPK.

[MTpunmeyanwmnme—ObwmBka NPK 0O6bIMHO BbINONHEHA N3 TEKCTUNBHbLIX MaTepUanoB, NONUTETPadTOPITUNEHA
nMnn kceHomatepunanon. OBLWIMBKA MOXET BKINtovaTb BOPTUK, DOPMUPYIOLLMA MaHXeTY. KONbLO MOXET COCTOATb TONTbKO U3
OOHOW ODLWWBKM.

U3pgaHne odbvumanbHoe
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3.4 nocago4vHbiN KOHTYp N®PK: BHyTpeHHUN KOHTYpP [1PK, No KOTOpOMY NPOBOAAT NoallBaHne U oUK-
cauuo pnbpos3Horo KonbsLa.

3.5 3aMKHyTbIu [NOK: [1OK, hpopmMUpyoLLIMA 3aMKHYTBIA KOHTYD.

3.6 pasoMKHyTbIN [NOK: [NOK, popMUPYIOLLMA PA3OMKHYTBIN KOHTYP.

3.7 nocago4vHbin pa3mep [NPK: XapaktepHbi pasmep INPK, cCOOTBETCTBYIOLWUN PACCTOAHUIO MeXay
KOMWCCYpaMKM KnanaHa.

3.8 xecTkuun NOK: MNOK, pukcnpyown NpocTpaHCTBEHHY popMy PHUOPO3HOro KonbLa.

3.9 nnacTtudHbin NOK: XecTtkmnn NPK, gonyckarowmm nposegeHne nnactmdeckon geopmanim Ha 13-
b 0o MMmnnaHTauum nnnm NHTpaonepaLnoHHo.

3.10 markum NOK: MNOK, pukcnpyowmm ToNbKo AnvHy nepumetpa pudpo3HOro KonbLa.

[MTpumedvanune—ITIOK nmerowme ynpyrme kapkacsl, nppgarowme NPK gononHNTENBHYIO XECTKOCTb HA M3rmo,
HO He pukenpytowme popmy [NMPK, oTHoOCATCH K MATKUM [1PK.

4 TexHn4yeckue TpedboBaHUA

4.1 TPOK gornmxHbl ObITb M3roTOBMEHBLI B COOTBETCTBUN C TPEDOBAHUAMN HACTOALLEro ctaHgapTa 1 HOP-
MaTUBHBLIX AOKYMEHTOB Ha [1PK KOHKpeTHOro Buga, yTBepXXaeHHbIX B YCTAHOBNEHHOM nopsaake.

4.2 NN3rotoBUTENb OOMMKEH YCTAHOBUTL TpeboBaHUA K rabapuTHbIM pasmepam INPK. HazHa4veHHble no-
rPEeLHOCTN OOITPKHBbI ObITb HE Bonee 1 MM.

4.3 TOK O0TKHBLI BblAEPXKMBATL UCMbITAHUE Ha MeXaHWYecKyro MPOYHOCTbL OOWNBKA. U3roToBUTENb
OOIMKEH YCTAHOBUTbL TpeboBaHUA M MeToAbl UCNBITAHUA ANSA OLEHKN MeXaHWUYeCKOoM NPOYHOCTU B 3aBUCUMOCTU
OT MeToAMKU nodlunBaHua Konbla. B cnyvae, ecnu metogmka noaLwMBaHUA npegycMmaTtpuBaeT NPOoKOos U NPo-

MycKkaHUue XMpyprmieckomn HUTU Yepes MaHXeTy, cneagyeT UCNoNb3oBaTh MNPUHLKMNA UCNBITAHUA, YCTAaHOBNEHHbIN
[OCT P 52999.1, nogpasgen 5.4.

4.4 TlnactudHsble MNOK AoMKHBI BbIAEPKMBATL UCMbITAHUE HA YCTOUYUBOCTL K Neperndy B COOTBETCTBUN
C METOA0M, YCTaHOBNEHHbIM U3rOTOBUTENEM.

4.5 T1PK gomkHbl NoCcTaBNATL B CTEPUIIBHOM BUAE.

4.6 MNOK gomkHbl ObITb YCTONMUUBLIMU K BO3AEUCTBUIO DUONOrM4eckon cpeabl opraHuma, OMoCoOBMECTU-
MbIMW U HETOKCUYHBIMWU B cooTBeTCTBUM ¢ TpeboBaHusamn FOCT P MCO 10993-1.

4.7 W3rotoBMUTENb AOMKEH onpeaennuTb cpok cnykobl NPK 1 noaTBEepANTL €ro METOACM AONTOCPOUHOro
KIMUHNYEeCcKoro HabnwaeHus.

5 KOMNNeKTHOCTb, YNaKOBKa, MAPKUPOBKA, MHCTPYKLUUA NO NPUMEHEHUIOo

5.1 KoMnnekTHOCTbL

5.1.1 B koMmnnekTt uzgenus AomkHbl BXxoanTtb MNPK, NHCTPYMEHTBI 1 NPpUHAANEXHOCTU, HEODXOAUMBIE
ans oobpawenuns c NOK, nHetpykumsa no npumeHeHuo NOK, naeHtudpmnkaumoHHas kapta nauuneHTa. [NepedeHs

MHCTPYMEHTOB U NPUHAANIEXHOCTEN, BXOOAALLMX B KOMNMEKT U34enusl, A0MKeH ObiTb yKaszaH B TEXHUYECKUX
ycnoBUAX Ha [MPK KOHKpeTHbIX Moaeneun.

5.1.2 WpeHTUdUKaLuMOHHAaA KapTa

NoeHTndukauMoHHaa Kapta OofPKHa cogepKaThb, MO MeHbLUen Mepe, cneayrowyo MHQopMaLnLo:
a) damMunuio, MHUUKManbl NaunueHTa;

0) HOMep UCTopun BONE3HN;

B) HAUMEHOBaHWE N agapec NevebHoro yupexgeHus;

r) dpamunuio, MHUUManbl XMpypra, BeINONMHMUBLLUETOC UMNMaHTaLUIO;
0) aaTty MMnnaHTauum;

e) No3nUue UMNNaHTauuu;

X) Moaenb U nocagodHbin pasmep INoOK;

n) cepunHei Homep NPK;

K) HauMMeHoBaHWe npednpusTUs-mMaroToBUTENS.

[ns ynobcTBa 3anonHeHUs K KapTe MOryT ObITb NPUNOXKEHBI CaMOKNerLWMecs CTUKepbl C MHopMaLnen
Mo NepevYncneHnam K)—K).

5.2 YnakoBKa

[TOK gornkHbl ObITh yNakoBaHbl B MOTPEOUTENLCKYHO Tapy, COCTOSILLYHO N3 MHOWBUAYANBHOIO KOHTEUHepa
N HapPY>XHON ynakoBKkU. JoMmKHbl ObITh BeINoNHeHbl TpeboaHus FTOCT P NCO 14630.
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5.3 MapkupoBkKka

LdormkHbl ObITh BeINONHeHbl TpeboaHna FOCT P MCO 14630.
5.3.1 MapkupoBKa Hapy>XHOU yNnaKkoBKH
MapkunpoBka Hapy>XHOW ynakoBKM AOMMKHA cogepXaTb, N0 MeHbLUen Mepe, crneayoLwyo MHopMaLuuio:
a) naeHTUdUKauuo coaepXumoro;
0) HanmeHoBaHue MNOK;
B) 0603HaueHne moaenu, nocagodHbln pasmep MNOK, B MunnumeTtpax;
[) HaMMeHOBaHue U agpec U3roTOBUTEN4;
0) CepUnHbIN HOMEP;
e) yKasaHue CcTepuUnbHOCTM U MeToda cTepunusaunm nsgenus;
X) yKasaHue ogHOopa30oBOro NpUMeHeHus1 Usgenusg;
n) ykasaHue cpoka rogHoctu («McnonbsoBaTtb 40...»);
K) TpeboBaHUSA K XpaHEHWIO;
n) npegynpexiaeHue 0 HeOONMYCTUMOCTU UCNONb3OBAHUA U3Oenna Npn BCKPLITOM U NMOBPEXJeHHOM
MHAnBMAOyarnbHOM KOHTEUHepe;
M) yKasaHue o0 HeobXoaMMOCTU O3HAKOMIMEHUSI C MHCTPYKUMEW NO MPUMEHEHNIO.
5.3.2 MapkupoBKa MHOUBUAYaNbHOIo KOHTEeMHepa
MapknpoBka MHAMBUAYaANLHOIO KOHTEUHepa A0MKHA cogepXaTb MHpopMaL WMo, yKkasaHHyYIo B ©.3.1, ne-
peuncreHuns 0), B), 4)—MWn).

5.4 UHCTPYKLUMA NO NPUMEHEHUIo

B MHCTpYKUUX NO NPUMEHEHUIO ACIMKHLI ObITh NpUBeAEeHbI crneaytolme cBeAeHUS:

a) MHopMauus, ykaszaHHad B 5.3.1, 3a UCKMoUeHUeM nepevynucneHnn a) n n);

0) pasmepsl NPK, BkIovasa dopmMy NocagovuHOro KoOHTypa, nocaaoyHblii pasmep U rabapuTHble pasmMe-
pbl [MOK;

B) MokasaHUsa K NpUMEeHEHUIo U NPOTUBONOKa3aHUS;

r) Mepbl NPeaocCTOPOXKHOCTU Npu obpaweHun ¢ NOK nnn ero umnnaHTauum;

0) noapodbHaa nHpopmaumnsa o Mmepax NpeaoCTOPOXKHOCTU, KOTOpble crneayeT cobnogaTh, BKoYas Co-
NyTCTBYIOLWME npoLeaypbl U 0AHOBpPeMeHHOe UCMOoNb3oBaHWe apYyrux U3genuu;

e) nHgopmauumsa o coemectumocTu INPK ¢ npoueaypamm MarHUTHO-pe30HaHCHOW TOMOrpadun. 3T1a UH-
dopmauma gomkHa onmucelBaTh pe3ynbTaThl aHanusa ssanmogenctens NKC ¢ MarHUTHBIM Nonem (B T. Y. BO3-
MOXHble apTedakTbl W/UNWU HarpeB) C yKazaHUEM CUNbl MAarHUTHOrO NOMA, NMPU KOTOPOW ObING BLINOMTHEHO
nccneagoBaHue,

X) paccMoTpeHue MeToaoB/MHCTPYKUMK no obpaweHuto ¢ MNOK 1 no ero mmnnaHTauum, BKNOYas
MHCTPYKUMK AN NpaBunbLHOro Belbopa pasmepa NPK ¢ yd4eToM CTENEHU HECMBIKAHUSI CTBOPOK U NPUMEHSIBLLIE-
rocs Mmetoga npuwmsaHusa [NNeK;

n) nepedeHb NoTeHUManbHbIX OCNOXHEHUIN, CBA3AHHbLIX C UMNNAaHTUPOBaHHLIM [TOK;

K) onucaHue TpedbyeMbiX NPUHAANEXHOCTEN N MHCTPYKUMIN MO NX NPUMEHEHUIO;

n) pekomMmeHgauun no XxpaHeHuwo MNeK;

M) ecnu NpUMeHUMO, MHCTRPYKLMA No cTepunmnsauim Unm noBTOPHOWU CTepUnMsaLnn, BKNoYas napamMeT-
Pbl peXxXuma cTepunmsam n MakCMManbHO A0NYCTUMOE YUCTIO LUMKITOB MOBTOPHOU CTepuUnusanunm, a Takke UH-
dopmayma o NPUMEHUMbIX KOHTEUHEepax U ynakoBke ANgd cTepunumsaunu;

H) UMHpOpMaUMa U MHCTPYKUKMK, NpegHasHaYvyeHHble 4n4a NnauneHTa;
1) HaUMeHOBaHWe N3rOTOBUTENM, ero aapec U HomMep TenedoHa.
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