=<3 ©__00 ovgw

SENEPA/IBHOE ATEHTCTBO
MO TEXHNYECKOMY PEIY/IMPOBAHUIO 1 METPONOT NI

HALULWOHANbHBLIN FTOCTP
CTAHOAPT 529993_

POCCUMCKOMN
GEOLEPALWNMK 2009

NMPOTE3bI K/TAMAHOB CEPAUA

YacTb 3

PYKOBOACTBO NO NPOBEAEHUNI KJAUHUYECKOTO
nmccinengoeaHms

N3paHue oguumansHoe

MockBa
CTaHpgapTuHgopm
2010


https://meganorm.ru/Index2/1/4293755/4293755810.htm

FOCT P 52999.3—2009
Mpegucnosune

Llenu v npuHumnbl ctaHgapTnsauun B Poccuiickoin ®eaepauuu ycTaHoBNEeHbl ®efepanbHbIM 3aKOHOM
0T 27 pekabps 2002 r. No 184-93 «O TeXHMYECKOM perynvpoBaHum», a npasuia NpUMMeHeHUss HaunoHaIbHbIX
cTtaHgapToB Poccuiickoin ®epepauun — FOCT P 1.0—2004 «CTtaHaapTusauus B Poccuiickoli ®epepayuu.
OCHOBHbIE NONOXEHUSA»

CBejeHusi o ctaHgapTte

1 PABPABOTAH YupexgeHuem PAMH HayuHbiM LleHTpOM cepAeYHO-COCYAUCTON XMpypruu
um. A.H. Bakynesa PAMH (HLICCX um. A.H. Bakynesa PAMH)

2 BHECEH TexHnuyeckum KOMUTETOM Mo cTaHdaptu3aumm TK 453 «/MnnaHTtaTel B XMpypruns»

3 YTBEPX/EH VI BBEJEH B JENCTBVE [puka3om ®eaepanbHOr0 areHTcTBa Mo TEXHUYECKOMY
perynnpoBaHunto n metponorum ot 11 geka6psa 2009 r. Nv 711-ct

4 HacToswwnii cTaHAapT paspaboTaH C y4eTOM OCHOBHbIX HOPMAaTUBHbIX MOSIOXEHNA MeXAYyHapOoA4HOro
ctaHgapTta NCO 5840:2005 «CepaeyHo-cocyancTble nMmnaaHTathl. MpoTessbl knanaHoB cepgua» (5840:2005
«Cardiovascular implants — Cardiac valve prostheses»)

5 BBEJEH BIEPBbIE

MHdopmauns 06 M3MeHeHnsax K HacTosieMy cTaHgapTy nybnvkyeTcs B eXerogHo nsgasaemom
UH(oOpMaLoHHOM ykazaTene ((HaunoHanbHble CTaHAapThl», a TEKCT U3MEHEHUI 1 NONPABOK — B eXe-
MEeCcsAYHO M3faBaeMblX UH(OpPMAaLUOHHbIX yKkasaTenax «HauuoHanbHble cTaHgapThi». B cnyvae nepe-
cMOTpa (3ameHbl) WM OTMEHbl HAcTOAWEro craHjapTa COOTBeTCTBYWLee yBefjoMeHne OyaeT
0ony6/IMKOBAHO B €XXEMECAYHO 13jaBaeMoM MHOPMaLUNOHHOM yKa3zaTene «HauuoHanbHble cCTaHaapThi».
CooTBeTCTBYylOWas uHhopmauns, ysefoMaeHne n TeKCTbl pasMellalnTCsa Takke B MHOPMAaLMOHHO
cucTeme o6Lero nonb3oBaHnsa — Ha ohuLmnanbHOM cainTe defepasibHOro areH TCTBa N0 TeXHUYECKOMY
peryimpoBaHuio 1 MeTponoru B ceTu VIHTepHeT

© CraHpapTuHpopm. 2010

HacTosiuii cTaHAapT He MOXEeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLmanbHOro nsganus 6e3 paspelleHus ®efepasbHOrO areHTCTBa No TEXHUYECKO-
My perysimpoBaHuio 1 MeTposorim



A W N R

CopepxaHune
OOBMACTD MPUIMEHEHIS ....c.eeitiiietieieeiee ettt sttt e e e se e se ettt e s e seesr et eeeee b e et e e ese e sae e bt er e e st s e e neenmen e e et ebeeneenennenes 1
HOPMEATUBHBIE COBITTKM ..ttt ittt e ettt ettt e ettt o4ttt e ek et e e e e e et e e et e e e e as e e e e e easbebe e e s esnnnee e e s nnneneas 1
TEPMUHBI N OMPEIECITEHUIS ..titiee ettt ettt e ettt e e e ettt e e et et a4 e b et e e e e s st et e e a s b bt e e e ek bttt e e e aatbeee e e s ensbneeeesnbnnneeeans 1
MopsfoK NPOBEAEHNS KNMHUUYECKOTO MCCIEAOBAHMUS . ...oiviiitieeiiiriieiteeteeetee sttt sttt sre et ste et nbeesteesaeenenesieens 2
4.1 LleNib KNMNHUYECKOTO NCCITELAOBAHMS .ceiiiiieii ittt ee e et eeeeeeee et aae s s es bbb e e be et e eeeaeeeeeeesnessannnnnsnnannrnne 2
4.2 OOBEM KITMHNUYECKOTO NCCITEIOBAHMS .. uueeuieeiieeeiteeaeteeestaeeeteeassbeeestseeateeeasbeeeseeeaseeeaseeeessseesesessnneesaneeas 3
4.3 TIpoJO0/MKUTENBHOCTb KITMHUYECKOTO HABO IO LEHM S ..ciiiiiiiiiiiiiieiiie ettt ettt eie e see e e nnn e nees 3
4.4 TPeb0BaHUA K KIIMHUUECKUMM JAHHDBIM ..ccviiiiiiieiiiiitietee ettt sttt ettt st sttt etn e se ettt e e e e e senees 3
AHanu3 u nHTepnpeTauns pesysibTaToB KTMHUYECKOTO NCCIEA0BAHMS . .....ccueirreerieenteerriesteenteesteeseeesneesreeseeenns 4
5.1 OTYET MO KANHUYECKOMY NCCITEIOBAHMIEID ...eeeuiieeiiieesieeeitee e sttt e ettt et e st et e s e e sbe e s e e e s neeenreeeenneeennneas 4
5.2 Kputepuu AN oueHKU pe3ynbTaToB KNUHUYECKOTO UCCAEAOBAHMUS . ...ccouiiieeieiieeeeeeeie e e s e 5

FOCT P 52999.3—2009






FOCT P 52999.3— 2009

HALUVWOHA/NbHBLIN CTAHOAPT POCCUMNCKOMN OPELEPALMUMN

MPOTE3bl KNAMAHOB CEPALA
YacTtb 3
PykoBOACTBO MO NpPoOBeAEHNIO KNIMHNYECKOrO uUccnienoBaHns

Cardiac valve prostheses. Part 3. Guidance on clinical investigation

farta eBegeHns — 2011—01—01

1 O6nactb NpUMeHeHUs

HacToswuit cTaHgapT NpUMEHUM KO BCEM WU3AeNUaAM, NpefHas3HaueHHbIM 415 UMNIaHTaumn B cepale
yesioBeka B KayecTBe npoTesa knanaHa cepaua (MKC).

HacTosiwuit cTaHgapT onpegensieT OCHOBHble Tpe6oBaHUA K NMPOBEAEHUI0 KIMHWYECKOTo ucc/efoBa-
HUa MKC. fonyLeHHbIX K MPUMEHEHUIO B KNIMHWYECKO NpakTWke B yCTaHOB/IEHHOM nopsigke. CTaHAapT He
yCTaHaB/MBaeT TPe6oBaHWs K KIIMHUYECKUM UcnbiTaHusM MKC.

HacToswuit cTaHAapT He pacnpocTpaHsaeTcs Ha 3aMeHnTeNn knanaHa cepaua, paspaboTaHHble cneyu-
afibHO ANA UMMNNAHTaLMU B UCKYCCTBEHHbIE CepaLa v B U3LeNusi, accUcTupyloline cepauy.

2 HopmaTuBHbIE CCbIIKMK

B HacTosfiem cTaHAapTe MCnosib30BaHbl HOPMaTUBHbIE CCbISIKM Ha cleaylolne cTaHAapTbl:

FOCT P MCO 14155-1—2008 PykoBOACTBO MO MPOBEAEHUID KITMHUYECKUX UCMbITAHWUI MeLULMHCKNX
n3genuin. Yactb 1. O6wue TpeboBaHusa

FOCT P UCO 14155-2—2008 PyKoBOACTBO MO NPOBEAEHUI0 KMMHUYECKUX UCTbITAHUA MeAULMHCKNX
nsgenwuii. Yactb 2. MnaHvpoBaHue KIUHUYECKUX UCTbITaHWi

FOCT P 52999.1—2008 [MpoTe3bl knanaHosB cepgua. Yactb 1. O6uwme TexHnyeckne TpeboBaHus 1
MeTOAbl UCMbITAHWIA

NMpumevyaHue — MNpy NONb30BAHUN HACTOALWMM CTAHAAPTOM LENeco06pasHo NPoBepUThL AECTBUE CCbISIOY-
HbIX CTaHAAPTOB B MHOPMATUBHOM cUCTEME 06LLEero nosb3oBaHus — Ha ouLManLHOM calite defiepasnbHOTo areHTCTea
M0 TEXHUYECKOMY PETY/IMPOBAHNI0 U METPOJIONN B CeT VHTEPHET WM Mo eXerogHo 1sfaBaemMomy MH(OPMAaLOHHOMY
ykasaTesnio «HauuoHanbHble cTaHAapTbl», KOTOPbIA ONy6AMKOBAH MO COCTOSIHMIO HAa 1 siHBapsi TeKyLlero roga, v no cooT-
BETCTBYIOLMM €XEMECAYHO N3AABAEMbIM UH(IOPMALMOHHBLIM yKasaTesisiM, ony6/IMKOBaHHbIM B Tekyliem rogy. Ecnv ccbi-
NOYHbIA CTAHAAPT 3aMeHeH (U3MEeHeH), TO NPU NoMb30BaHUM HACTOSLLMM CTaHAapPTOM cfiefyeT PyKOBOACTBOBATLCSA 3aMe-
HAOLWMM (MV3MEHEHHbIM) CTaHAAPTOM. EC/U CCbINOYHBIN CTaHAAPT OTMEHEH 6e3 3aMeHbl, TO MOMI0XEHNE, B KOTOPOM faHa
CCblfIKa Ha Hero, NPUHUMAETCA B YacTyW, He 3aTparuBatoLeli 3Ty CCblky.

3 TepMuHbl 1M onpepeneHns

B HacTofwem cTtaHfapTe npumeHeHbl TepMuHbl no FTOCT P NCO 14155-1. TOCT P NCO 14155-2.
FOCT P 52999.1. a Takxe crefyrlolmne TepMUHbl C COOTBETCTBYOLWMMY OnpefeneHnsMu:
3.1 akTyapHbIi: CTaTUCTUMYECKNI MeTOoZ NOCTPOEHNSA KPUBLIX BbDKMBAEMOCTU GO/bHbIX.

MpumeuyaHue — Mpumepom siBnseTca meTos KannaHa — Meitepa.

N3paHne ouynanbHoe
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3.2 6e3onacHocTb: CBOGOAA OT HACTYM/IEHVSI HEMPUEM/IEMOTO prCKa.

3.3 KpoBOTeuYeHue, BbI3BAHHOE MPUEMOM aHTUKOAry/IsSIHTOB: BHyTpeHHee Win BHeWHee KpoBoTe-
ueHue, NpPUBOASALLEE K CMEPTN UMK UHCY/ILTY, Tpebytolee NnepenmBaHns KpOBY, XMPYPTYeckoro BMeLLaTe/ib-
CTBa WY rocnUTanu3aLuu.

n punmedaHne — HacToswee onpegeneHne NnpMMeHNMO K naumeHTam, nosyyarwwmnm cpencrea aHTUKoarynsaH-
THOW nnn aHTI/IaI'peFaHTHOIZ Tepanuu.

3.4 HecTpykTypHasa ancdyHkumsa MNKC: Hapywenune dyHkuun MKC. camo no cebe He npucyLyee kna-
naHy, HO crnocobHoe NpuBecTV K 06pa3oBaHUI0 NPenaTCTBUA KPOBOTOKY, K yBe/NMYeHunto o6bema obpaTtHoro
nepeToka.

NMpumeyvyaHn e — AUCHYHKLMS AAHHOTO BMAA Bbi3bIBAETCS, Npexae BCEro, TPOMGO30M kfanaHa, CUCTEMHOM
ambonuneit nnn nHdekurnein npotesa, CNOCO6CTBYOLWMMU TPOMGO3Y, YCTAHOB/IEHHbLIMW BO BPEMSA MOBTOPHO onepauuu, na-
TO/I0r0AHATOMMYECKOTO UCCNELO0BAHNS UMK in ViVO UCCNefoBaHus. MNpuMepaMmn Takke MOTyT CYXWUTb «Hanon3aHe» naH-
Hyca BHYTpb NpoTe3a, 3axBaT LWOBHOr0 mMatepuana ABMXYLWMMUCA 3eMeHTaMu NpoTesa, OKOJIoK1anaHHas yTeuka, Heco-
OTBETCTBME pasmMepoB NpoTesa U YUGPO3HOro KoMbLa, 3HaYMMas reMonnThYeckas aHeMus.

3.5 onepaunoHHas netasbHOCTb: CMepTb MO NO60OK NpUYMHE, HacTynMBLLAs BO BpeMs onepauuv
unu B TeveHne 30 gHeli nocne onepauuu.

3.6 okonoknanaHHas yTeuka: KnuvHuyeckn wnn remofumHaMmuyeckm o6HapyxuBaeMblli fedexTt
(otBepcTne) mexay MKC 1 hrnbpo3HbIM KOMbLOM KlanaHa naumeHTa.

3.7 nmaHHyc: [laTonornyeckoe paspactaHue CoefVHUTeNbHON TkaHu B 06nacTtn maHxeTbl MKC, koTo-
poe MOXeT NPMBECTY K HapYLLIEeHN0 (hyHKL MM 3anvparoLLero afieMeHTa nporesa.

3.8 MpoTe3Hblii aHAOKapANT: VHdEKLMOHHBIN npouecc, 3aTpoHyBLnii MKC.

MpumeyaHne — [inarHo3 0OCHOBbLIBAETCA Ha U3BECTHLIX KNIMHUYECKUX KPUTEPUAX OLLEHKU HaNn4musa VIH(’*)GKLI,VIM.

3.9 cTpykTypHasa aucdyHkums MNKC: M3meHeHne dyHkumoHupoBaHus MKC, cBA3aHHOE WCK/I4U-
TeNIbHO C BO3HUKHOBEHMEM MPUCYLLEr0 KOHCTPYKLMM NpoTe3a kianaHa HapyLlleHus, Cnoco6HOro NpuBoOCTY K
o6pa3oBaHno NMpenaTCTBUA KpOBOTOKY Yepes MKC nnu Kk yBenvyeHmtio o6bema obpaTHOro nepertoka.

MpumeuyaHune — Hacrosilee onpegenieHne NCKOYaeT Takue NPUYUHbLI HAPYLLIEHNI, Kak HaMune NHeKLum,
o6pasoBaHue naHHyca, TPoM603 NpoTesa knanaHa, 4To JO/MKHO GbITb NOATBEPXAEHO NPU MOBTOPHOI Onepawumn, NaTtonioro-
aHaTOMMYeCKOM UCCMefoBaHUU UK 10 Vivo uccnegoBaHun 6onsbHoro. OnpegesneHve npegnonaraet BO3HUKHOBEHUE Hapy-
LWEHW DYHKLMOHUPOBAHWS, NMPUCYLLMX UMEHHO KOHCTPYKLMM U MaTepuanam npoTesa, Bbi3BaHHbIX W3HOCOM MaTepuana,
NpeBbIWEHNEM JONYCTUMbIX A4/ KOHCTPYKLUU TKC MexaHWU4Yeckux HanpskeHwii, pa3BuTUEM YCTaNIOCTHbIX paspyLleHui,
BbINAZEHNEM 3anuparoLLnx 3/IEMEHTOB, Ka/IbLMHO30M GUOTKAHW, HAAPbIBaAMU KPOMKM CTBOPKU, KAaBUTALMOHHON 3po3ueii
matepuana u T.n.

3.10 cuctemHasn amb6onusa: O6pasoBaHue Ha noBepxHocTH MKC nnun B HenocpeacTBEHHOW 6/11M30CTH
OT Hero CrycTKoB KpOBW, NepPeHOCUMbIX NMOTOKOM B fipyrue opraHbl U CUCTEMbl GOMBHOTO.

MpumeuaHue — IT0oNpegeneHne He BKIOUAET B cebsi 06pa3oBaHne CrycTKoB, BbI3BAHHOE NPOTE3HbIM 3HAO0-
KapLuTOM.

3.11 Tpom603 KnanaHa: ®opmMupoBaHMe HE3aBUCUMOTO OT MHAIEKLUN CryCTKa KPOBMU, BbI3biBAKOLLETO
HECTPYKTYpHYI0 aucdyHkumo MKC: yxyaleHne kuHemaTukuy 3anupatrowmx anemeHTos MKC. yMeHblueHune
ahheKkTMBHONM NAoLWaan NPOXoAHOro 0TBEPCTUA U/MNK yBenmyeHne obbema 06paTHoOro nepeToka.

MpumeyaHune — InarHo3 MOXET ObiTb NOATBEPXKAEH MyTEM MOBTOPHOIO OMEPATMBHOIO BMELLATE/LCTBA,
BCKPbITUS WM KIMHUYECKUM UccnefoBaHvneM (3xokapauorpadueii, aHrnorpacdmeidt uam MarHuTo-pe3oHaHCHoi Tomorpa-
dhuein (MPT)].

3.12 06bekTUBHbIe kpuTepuun paboTbl (OKP) MKC: [donycTuMbie 3HaYeHWs NMHEeap1M30BaHHOM Yac-
TOTbl OC/IOXHEHWI NMPW AONTOCPOYHOM NOC/eonepauioHHOM HabAEHNN.

4 T[lopApoK NpoBefeHNsa KAMHMYECKOro nccnegosaHns

4.1 Uenb KAMHWYECKOro uccregoBaHus

Llenb knuHnueckoro nccnegosanusa NMKC — nonyyeHne gaHHbIX No 6e3onacHoOCTU u adhhekTBHOCTH
L0TOCPOYHOro (hyHkunoHnposaHusa MKC B opraHnsme nayuneHTa.

2
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4.2 O6bEM KIMHUYECKOro uccnenoBaHns

4.2.1 4Yuncno KIVHUK

KnuHuuyeckoe nccnefosaHve cnegyet NPoBOANTbL, MO MEHbLUEN Mepe, B BOCbMU YUPEXAEHUSAX U NNaHu-
poBaTb TakvM 06pa3oM, YTOObI B KaXKAOM U3 yupexaeHuii 6b1710 MMNIaHTUPOBaHO He MeHee 15 MKC kaxaoro
TMna.

MpumeuvaHuns
1 KnuHnyeckoe nccnepoBaHne pekoMeHAyeTCa HayuHaTb, N0 MeHbluell mepe, B Tpex KIMHuKax.
2 Mog «Tunom* MKC nogpasymesBaeTcsa nosvuusa nmnnaHtauuun NKC (Hanpumep, aoptanbHas WM MATpasibHas).

4.2.2 Yncno nauyneHToB

Mpy AONTOCPOYHOM KIUHWUYECKOM MUCCNefoBaHUV pekoMeHyeTcs NPOBECTU OLEeHKY, MO MeHbluei
mepe, 150 nauneHToB, KOTOpbIM Bbl1 UMNaHTUPOBaH aopTasnbHbl MNKC, 1, No meHblueli mepe. 150 nauneH-
TOB, KOTOPbIM 6blN1 UMNNAHTUPOBaH MUTPanbHbIl MKC. Ecnu MKC npefHasHaveH 418 umnaaHTauum Tonbko B
OAHOW No3nLMK, To. N0 MeHbLULeid mepe, 150 MKC cnegyeT oLeHUTb B 3TOW NO3uLUMK. 3TO YMC/IO BK/IKOYAET, NO
MeHbLUel Mepe, no 15 knanaHoB ANA KaXAoro pasmepa kaxoro tuna (Hanpumep, aopTasibHOro Uan MuT-
panbHOro). NcknoyeHns: Heo6Xo04MMO OLEHUTL 8 aopTasibHbIX KlanaHoB ¢ NOCaA04YHbIM AnameTpom 19 nam
MeHblle: 8 aopTasibHbIX KlanaHoB C NOCafo4YHbIM AnameTpoM 29 uam 6onblue; 8 MUTPasbHbIX K1anaHos ¢
nocafioyHbIM AraMeTpoM 23 UIN MeHbLUE; 8 MUTPasIbHbIX K/1anaHoB ¢ NocafovHbIM guameTpom 33 unu 60/1b-
Lwe.

Kputepun oT6opa nauueHToB A0MKHbI GbITb YETKO YCTAHOB/EHbI Y NMPUBEAEHbI B NaHe KNHUYECKOro
nccnenoBaHus.

4.3 MpoAo/HKUTENIBHOCTL K/IMHMYECKOro Hab/toAeHs

MpPoAO/IXUTENBHOCTL HAGMO4EHUS 3aBUCUT OT OLEHKM PUCKA KMHUYECKOro NPUMEHeHUs HOBOIA
KOHCTPYKUMK NpoTe3a u/uam ero Moandukauum. PekomeHayeTcs, utobbl Ans MexaHuueckux MKC nocneone-
paunoHHoe HabMoAeHue KaxAoro nauuMeHTa npofgos/iKasioch, Mo MeHblueil Mepe, B TeueHue Tpex fieT
MOMeHTa UMNaHTauum; ana 6monormdecknx NMKC — B TeueHne, Kak MUHUMYM, NATY N1eT C MOMEHTa UMMNIaH-
Tayum.

4.4 TpeboBaHMA K KIMHNYECKUM AaHHbIM

4.4.1 NpeHTUdrKauMoHHbIEe AaHHble

Cnepyet cobpaTtb cnegyolme gaHHble:

a) non nauyveHTa uaaty poXAeHUs:

6) ®MO nnua, 0OTBETCTBEHHOTO 3a NpoBefeHve HabAeHNI;

B) HaMMeHOBaHue yupexpaeHus, NpoBoasLLero Habnwoaexue.

4.4.2 [loonepaunoHHbIe faHHble

Cnepyet cobpaTtb cnegyouune goonepaloHHble gaHHble:

a) AvarHos (Hanpvmep, BWA KnanaHHOW NaTtonoruu, ee aTMONOrMsA) U CoNyTCTBYIOLLNE CePLEYHO-COCY-
AncTble 3aboneBaHnsa (cepaeyHas He0CTaTOYHOCTb, KapAuomuonaTus, 601e3Hn nepudepnyecknx Cocyos,
npeawecTBYOWNA MHAPKT MUOKapaa, rmnepToHmyeckas 601e3Hb, MHPEKLMOHHbIA 3HAOKApANUT U T.N.);

6) byHKUMOHanNbHbIA knacc no knaccudmkauum NYHA: paHee BbINOSIHEHHblE OMepaTUBHblE BMe-
lwaTenbcTea (aopTO-KOPOHAPHOE LWYHTUPOBaHWe, BaslbBY/IONNAacTVKa, NpejlwecTsyolee nNpoTesnpoBaHne
KnanaHa cepgua v T.n.);

B) Mpouue ConyTCTBYIOLLME NATONOrMYECKMe COCTOAHNS (Hanpumep, 60/1e3HM NeYeHn, NoYeK N Nerkux,
ynotpebneHne HapkOTUKOB UK ankorons, TabakokypeHue, anaber);

r) pesynbtatbl IKI. axoKIl. R-rpacuu;

) pesynbTaTbl aHanun3a KpoBu, koarynorpamm [Bknoyas AYTB. TpombonnactnHoBoe Bpems n Mexay-
HapogHoe Hopmanu3oBaHHoe OTHoweHune (MHO)];

€) maccy, pocT 1 niowaib NOBEPXHOCTU Tena nauueHTa.

4.4.3 VHTpaonepaunoHHble faHHble

Cnepyet cobpaTb c/iefyolme JaHHble:

a) AnarHos;

6) Xupypruyeckue npoueaypbl, BKAOYas 06y conyTCTBYHOLWYO onepauyoHHyo npoueaypy(bl);

B) AaTy NpoBefeHus onepauuu:
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r) Tun. MoAesib, MOCaA0UHbIM pasMep npoTesa M CepuiiHblil HOMep NpoTesa knanaHa cepaua,;

A) anameTp MOBPO3HOro Kosnblia NaumeHTa;

B) MeToA NpunBaHus npoTtesa (MaHxeTbl);

X) COXpaHeHMe BCeX Wn YacTu nofknanaHHbIX CTPYKTYP eCTEeCTBEHHOrO KnanaHxa,

1) NO3VLMI0 UMNNaHTauMn (Hanpumep, aoptasbHas UM MUTpasnbHas), NOMIOXKEeHNe npoTesa knanaHa
cepAua no OTHOLIEHMIO K (hMBPO3HOMY KOJbLY (CynpaaHHyNspHOE. UHTPaaHHY/ISpHOE. MHTpacyipaaHHynsap-
Hoe);

K) opveHTaLuio A1cKa/CTBOPOK NpoTesa knanaHa cepaua;

1) OCNOXHeHUs, nocnegyloLme onepauvoHHble nNpoueaypbl;

M) reMoAMHaMWUYeCKylo OLeHKY (DYHKLMOHMPOBaHUSA NpoTe3a C NMOMOLLbI0 3axokapauorpadun, npose-
[leHHoli B TeyeHne nepsbix 30 AHel nocne onepauuu;

H) onepauuoHHYI0 NeTanbHOCTb.

4.4.4 TlocneonepaynoHHble faHHble

[JlaHHble nocneonepauroHHOro HabnwgeHnsa fomMkHbl 6biTb cobpaHbl B TedeHne nepsbix 30 gHel, Mex-
ay 3-mM 1 6-m Mecsauamu nocne umnaaHTaumm, nocne O4HOro rofa n 3atemM exerogHo f,0 3aBepLleHuns ncene-
[oBaHuA. Ixokapavorpadmio cnegyeT BbINOMHATL HAa BCeX aTanax.

CnepyeT cobpaTb cnefyiowne gaHHble:

a) gaty v MeTog nocsieonepaymoHHOro HablAeHUs;

6) dhyHKUMOHaNbHbIA knacc no knaccudmkaunm NYHA;

B) pe3ynbTaTbl IKT;

r) pesynbTaTbl reMOAMHAMWYECKON OLLEHKM C MOMOLLbIO AONNIEPOBCKOM axokapauorpadgmu;

) pesynbTaTbl aHanu3a KpoBuW, KoarynorpaMmbl, BKIOYas AaHHbIE MO reMoan3y, KoNM4ecTBO apuTpo-
LMTOB. /IeKOLNTOB, reMaToKpUT. reMorIo6uH, NakTaT gerngporeHasbl CbIBOPOTKMU, ranTorfno6uH n KonnyecT-
BO PETUKYNOLUNTOB;

€) cTeneHb aHTUKOAryNAHTHON U/MNn aHTUTPOMGOLUTAPHO Tepanun NpU KaXaoM NocelleHnn meayy-
pexaeHus naumeHToMm:

X) OCNOXHEHUs, BKNOYas TpoM603amMb01un0, TPOM6O03, KPOBOTEUEHNS, Bbl3BaHHbIE aHTUKOAryIAHTHO
Tepanwueii, NpoTe3Hblil IHAOKAPAUT, AUCPYHKLMIO MNKC. HEKOHCTPYKTUBHO 06YCNOBNEHHYIO ANCHYHKLMIO NPO-
Tes3a. OKOJIoKNanaHHy yTeuky, reMovM3 U NoBTOPHYIO onepauuio:

N) AaHHble 3M1eKTpoKapAnorpamMmm, PEHTTEHOBCKAX CHUMKOB FPYAHON KNeTkn W kaTepusauun cepaua,
[aHHble MarHMTO-pe30HaHCHON ANArHoCTUKM, eCNN TakoBas BbINOJHANACH:!

K) 3ak/loyeHve no poonepauvn (MTOBTOPHOI onepayun);

n) ananus yganenHoro MKC (npu ero Hanuumu); yHKUMOHaNbHbIE, PEHTTEHOBCKUE, TMCTONAaToMorm-
Yyeckue 1 npoune nccrnefoBaHnsa yaaneHHoro B pesynstate peonepauumm MNKC. MpoTokon nccnefosaxHns fon-
XeH BkIwuyaTb B cebsa nofapobHble WHCTpyKumMn Bo3Bpata [MKC M3roToBWTENO WAM  HE3aBUCUMOI
naboparopumn gna nocneayroLwein aKCnepTHON OLeHKN.

M) 4aTy U NPUYUHY CMEPTH;

H) NPOTOKO/ BCKPbITUA, €C/IM TAaKOBOE BbINOHAMNOCD.

5 AHanu3 n UHTepnpeTauns pe3ynbTaToOB K/JIMHUYECKOTO UCCNef0BaHNS

5.1 OT4eT NO KNNHUYECKOMY UccnefoBaHUo

5.1.1 O6uwwue TpeboBaHMA

OTYeT Mo KIMHUYECKOMY UCC/Iefl0BaHUI0 AO/DKEH cofepxaTb B TabnuyHoli hopme cnepywouime aaH-
Hble;

a) hamMmuimm u vHUUManbl Nul, OTBETCTBEHHbIX 3a NMPOBeAEeHWe WCcCnefoBaHuii U HavMeHOBaHWSA
yupexaeHuis;

6) aHanus rpynn nauveHToB no Bo3pacTy v nosny;

B) CpaBHeHWe AoonepauMoHHOro 1 nocseonepayMoHHOro YHKLMOHAa bHbIX K1accoB No kiaccugmka-
umn NYHA;

r) [[oonepauuoHHbIN AMarHo3 KanaHHOW U CoOCyANCTOM NaToaornm 1 ConyTCTBYHOLLMX 6oe3He, one-
paLWOoHHble AMarHo3bl. onepaunoHHble NpoLeaypbl, BKAOYas MeTos NpuUnBaHns, NoSoXeHne npotesa kia-
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naHa cepgua no OTHOWEHWI K (OUOPO3HOMY KOMbLy, OPUEHTaLMI0 [AMCKA/CTBOPKW. OMepaunoHHble
OC/IOXHEHNS 1 nocneayloline onepawlyoHHble npoleaypbl:

) Mo3nuMio UMNAaHTaummn, Tn. MoAe b, NOCafo4HbIN pa3Mep NpoTesa knanaHa, gmameTtp hrbpo3Ho-
ro Ko/bLa KnanaHa v nauueHTa v 3dpekTUBHYH nowanb 0TBEPCTUS NpoTesa kianaHa cepaua;

€) uMCNo MecAuUeB, NPOLIeAWMX C MOMEHTA UMNIaHTaLMK, MeTOA, Noc/1eonepayuoHHOro HabnaeHns.

X) pesynbTaTbl reMOAVHAMUYECKOW OLLeHKM MpoTes3a;

1) pesynbTaTbl aHaan3a KpoBWU M aHTUKOArynsHTHOW Tepanuu,

K) aHasin3 OCNOXHEHWIA;

n) oTuyeThbl MO peonepauuun, pesynbTaTbl UCC/eA0BaHNS NPOTe3a, yAasleHHOro nNpy NOBTOPHOI onepa-
LMW, NPUYMHY, AaTy CMEepPTU U NPOTOKOJIbl BCKPbITUS.

M) CBOJHble AaHHble M0 aopTasibHOM U MUTPasbHOW NO3NLMAM, NpeacTaB/eHHble ANS BCel rpynnbl B
LenioM 1 OTAE/IbHO MO NO3ULMAM UMMAaHTauuy 1 pasmepamM UMNIaHTUPOBaHHbIX NPOTE30B.

5.1.2 AHann3 oCNoXHeHwn

OTyeT No K/IMHNYECKOMY UCCNEef0BaHUI0 AO/IKEH COepXaTh aHaMn3 NPUYUH CMEPTU U OCIOXHEHUIA C
NPYMEHEHNEM COOTBETCTBYHOLLNX CTATUCTUUYECKMX METOLOB!

a) nokasatesiv paHHMX MNOC/e0onepaLMoHHbIX OC/MIOXHEHUA (NPOM3OoLWeAWnX B TeyeHue nepBbixX
30 AHe) 1 0CNOXHEHU NepBOro roga crefyeT BblpaXaTb Kak UAC/10 NALNEHTOB C OC/TOXXHEHNAMMN B NMPOLLEH-
Tax;

6) NMHeapr3oBaHHas YacToTa OC/IOXKHEHUIA A0/MKHA 6bITb UCNONb30BaHa A/151 OLLEHKN MO34HUX OC/0X-
HEeHWIA:

B) aHasv3 nokasaTtesieil BbDKMBAEMOCTM 1 NnokasaTtenein oTCyTCTBUS OCMOXHEHUIA criegyeT NpoBOANTb
C MCNOMb30BaHMEM akTyapHoro meTtoga (Hanpumep. KannaHa — Meliepa) n/wnn aktyansHoro metoga (kymy-
NATMBHAA YactoTa CoObITHIA).

MpumeyaHune — 3HaYeHNe CTaHAAPTHO OWNGKM OLEHUBAIOT Mo anroputmy Greenwood:

r) cneuwasnbHble pasfenbl oTYeTa [O/MKHbI COAepXaTb cnefyloLline fjaHHble:

1) o6yt OLEHKY BbDKMBAEMOCTH,

2) 4MCNO BbDKMBLUMX GOJIbHLIX 6€3 0CNOXHEHUIA, 0OYCNIOBAEHHbIX KanaHoM;

3) OTCYTCTBME CMeLUgUUECKUX OC/OXHEHWI, BKOYas, NO MeHbLUEn Mepe, cnydyanm Tpombosa [MKC,
CMCTEMHOW 3M60/IMKN, KDOBOTEUEHWI, CBA3AHHbIX C aHTUKOAry/IAHTHOI Tepanueli, NPOTe3HOro aHJoKapAnTa,
ancayHkumm MKC, cnyyan HeKOHCTPYKTMBHO 06YCOBAEHHON ancdyHKumm MKC. oKonoknanaHHOM yTeuku,
reMonn3a 1 NoBTOPHbIX Onepauuii;

A) cneunduyeckne KnanaH-3aBUCKMMbIE OC/TOXHEHUA U NeTalibHble UCXOAbl cnegyeT npeacraBuTb B
cnepytoleil nocnefoBaTeNbHOCTH:

1) Bce cryyam OCMOXHEHUI No no3uuum n pasmepy MKC;

2) anun3oabl TPOM603MO0IMN MO HA3HAYEHNAM Kypca aHTUKoaryIaHTHOM Tepanuu u cepaedyHomy puTMmy;

3) cnyyaun HeKOHCTPYKTUBHO 06yC/I0BNEHHON ANCHYHKLUUN Y KOHCTPYKTUBHO 06YC/T0BNIEHHON ANCYHK-
uun MKC no npuumHe passutusa gUCyHKLMK.

MosTopHasn onepauus, akcnnaHtaunsa MKC n nwoboe ocnoxHeHue, CBA3aHHOE C KlanaHoMm, A0/DKHbI
OblTb NPOAHaNN31MPOBaHbI MO /IeTalbHOMY W HeneTanbHOMY UCXO4aM.

[aHHble cnefyeT Takxe npoaHanM3npoBaTh A/15 BbISIBNIEHWA /110601 CBA3W 3HAYEHNS MOCaf04HOro pas-
Mepa MNKC ¢ nokasaTensimm 0CM0XHEHWA.

5.1.3 Kputepuun KIMHNYECKOro uccreoBaHuns

MKC fomxeH nMeTb NokasaTenu He HWXKe ykasaHHbIX B Tabnuue 1.

5.2 KpuTepun Ana oueHKn pe3ynbTaTtoB KJIMHWUYECKOTo UccnenoBaHns

B Tabnuue 1 npuBeneHsbl 3Ha4eHUA 06 BEKTUBHbBIX KpuTepues paboTbl (OKP) 4ns XecTkux n rubkux npo-
Te30B KnanaHos cepaua MKC. Kputepun oyHKLMOHNPOBAHUS HOBbIX WA MOAN(MNLMPOBaHHBIX CTapbiX Moge-
neii MKC pomkHbl cooTBeTCTBOBATL 3HaveHuam OKP. npusegeHHbIM B Tabnvue 1. uam npesbiwatb WX.

n punmeyvyaHne — ¢opmaanb||7| cTaTucTMyeckuii KpMTepMVI COCTOMT B TOM. YTO NOJly4YeHHble a pe3dynbTate Uc-
CnefoBaHNA 3HaAYeHNA JO/MKHbI OblTb CYLEeCTBEHHO MeHblue Y[ABOEHHbIX 3HauyeHuii OKP. Ana 3HauyeHuit OKP nopsagka

1.2 %. ecnv Nony4yeHHoe B K/IMHUYECKOM UCC/efoBaHNN 3HavyeHne paBHo OKP. a 06bemM ucnbiTaHmnii coctasnset 800 kna-
NaHo-NeT. To hopMasibHbI CTaTUCTUYECKUIA KpUTEpPWIA yOAOBNETBOPSETCS C BEPOATHOCTbIO Npubam3nTensHo 80 %. B cny-
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yae, ec/iM NosTlyYeHHOoe B KTIMHNYECKOM MccnefoBaHny 3HadyeHne coctaBut 2/3 ot OKP. To o6bem a 400 knanaHo-eT Takke
pacT 80 % BepOATHOCTU BbINOJIHEHUS POPMaIbHOTO KpUTEPUS.

Tab6nuya 1— O6bLEKTUBHbIE KpUTEPUU PaboThbl

MpepensHoe 3HaveHne /1A knanaHos  pefesnibHoe 3HayYeHne A1 KnanaHos

Bua ocnoxHeHus C XECTKMMM 3anpatoLLymMm C MBKIMU 3anvpatoLLmMm
anemeHTamun. %rog aneveHTamu, %/rog,
Tpom60oambonus 3.0 25
Tpom603 knanaHa 0.8 0.2
KpoBoTeueHus (Bce cnyyau) 35 14
3HaunTeIbHblIe KPOBOTEYEHUA 15 0.9
OkofloknanaHHble yTeuku (Bce cnydam) 1.2 1.2
3HaunTesibHble OKOJI0KNanaHHble YTeukn 0.6 0.6
MpoTe3Hblil aHAOKapAUT 12 1.2
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