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HAUUWOHANBbHBIN CTAHOAPT POCCUUCKOMWN PEOEPALNMN

MPOTE3bl KITAMAHOB CEPOLUA
YacTtb 3

PykoBoacTBO NO nNpoBeeHUID KITMHUYeCKOro uccneaoBaHuA

Cardiac valve prostheses. Part 3. Guidance on clinical investigation

Ilata BBegeHna — 2011—01—01

1 Obnactb NpMeHeHUA

HacTtoawmn ctaHgapT NPUMMEHUM KO BCeM U3genusam, npeaHasHadyeHHbIM Ang uMmnnadTauum B cepale
YyesioBeka B KadecTBe npoTtesa kKnanaHa cepgua (I'KC).

Hactoawunn ctaHgapT onpeaenseT OCHOBHbIE TpeboBaHUA K NMpoBeAeHUIO KNMMHUYECKOro nccneaoBa-
HMUA TKC, gonyweHHbIX K TPUMEHEHUIO B KITUMHUYECKOW NpakTUKe B YCTaHOBNeHHOM nopsgke. CtaHaapT He
ycTaHaBnuBaeT TpeboBaHUA K KNUMHUYecKUM nucnbiTaHmnam MNKC.

HacTodwmnn ctaHaapT He pacnpoCTpaHAeTCs Ha 3aMeHUTENN KnanaHa cepaua, paspaboTaHHble crneLu-
anbHO ANA MMNNaHTauum B UCKYCCTBEHHbIE cepaLa Unn B n3genud, accuctupyrowine cepauy.

2 HopmaTuBHbIe CCbINKN

B HacTodlleM cTaHgapTe UMCNONb30BaHbl HOPMATUBHBLIE CChINKW Ha creaylolme cTaHaapThl:

[OCT P NCO 14155-1—2008 PykoBoACTBO NO NpoBedeHUo KNMUMHUYECKMX UCNbITaHUA MeaULUUHCKUX
nagennun. Yacto 1. Obwne TpedboBaHUSA

[OCT P NCO 14155-2—2008 PykoBoACTBO Mo NpoBeAeHU0 KNMUMHUYECKUX UCTbITaHUA MeaULUHCKMNX
nsanenuin. Hactb 2. [NnaHnpoBaHne KNMMHUYECKUX UCMbITaHUW

[OCT P 52999.1—2008 [llpoTesbl knanaHoB cepaua. Hacte 1. Obwine TexHndeckme TpedboBaHUA Y
MeToabl UCNbITAHWUN

[TpumedvaHwne—Ilpn NnoNb3oBaHMM HACTOSALWMM CTAHOAPTOM LENecoodpasHo NpoBEPUTb AENCTBUE CCbINMOM-
HbIX CTAQHAAPTOB B MHCPOPMAaTUBHOW cUCcTEME ODLLEro nonb3oBaHnAa — Ha ohunumanbHoOM cante PegepanbHOro areHTCTBa
NO TEXHNYECKOMY PEryrIMPOBaHUIO U METPONONMM B ceTU VIHTEepHET nnm no exerogHo n3gaBaemMomy MHPOPMaLNOHHOMY
yKasaTtento « HaunmoHanbHble cTaHAapPThl», KOTOPLIX ONYyBrNMKOBaH No COCTOSAHUIO HA 1 AHBAPA TEKYLLEro roga, v rno coot-
BETCTBYIOLLMM EXEMECAYHO M3gaBaemMblM MHOOPMALMOHHbBIM yKasaTensm, onybrnmkoBaHHbIM B TEKYLLEM roay. Ecnu ccbi-
NOYHbIWM CTAHOAAPT 3aMeHEH (M3BMEHEH), TO NPU NONMb30BAHMM HACTOALWLMM CTAaHOAPTOM CreayeT PYKOBOACTBOBATLCSH 3aMe-
HAKOWWM (M3MEHEHHbLIM) CTaHAAPTOM. ECnun CcCbINoYHbIN CTaHAAPT OTMEHEH BE3 3aMeHbl, TO NONOXeHWe, B KOTOPOM AaHa
CCbIJTIKa Ha HEro, NPUHNMAETCH B YaCTU, HE 3aTparmBatoLLEN 3TY CCITKY.

3 TepMUHbI N onpegeneHus

B HacTosiwem ctaHgapTte npuMeHeHbl TepMuHbl o FTOCT P UCO 14155-1, TOCT P MCO 14155-2,
[OCT P 52999.1, a Takke cnegyrowine TepMUHBI C COOTBETCTBYIOLLMMM onpedeneHUaMu:

3.1 akTyapHbIn: CTaTUCTUYECKUA MEeTo ] NOCTPOEHUS KPUBLIX BbKMBAEMOCTU BOMbHBLIX.

[MTpumeyvaHune—Illpumepom siBnsietcda metoq KannaHa — Mewnepa.

U3paHune odbmumnanbHoe
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3.2 6e3onacHocTb: CBoboAa OT HACTYNNeHNa HeENPMeMIIEMOro puUcKa.

3.3 KpoBoOTeUYeHUue, BbI3BaHHOE NPUEeMOM aHTUKOArynsiHToB: BHyTpeHHee 1nm BHellHee KpoBoTe-
YyeHune, NPUBoAsILLIEE K CMEPTN UITN NHCYINbTY, Tpebytollee nepenuBaHnst KpOBKU, XMPYPrMyeckoro BMeLlaTe b-
cTBa UM rocnuTannsaumn.

[1TpumedaHune— Hactosiwee onpegeneHmne NpUMEHUMO K NayneHTam, nornydvaowmm cpeactsa aHTUKoaryrnsH-
THOW UMW aHTUAarperaHTHoOWN Tepanum.

3.4 HecTpykTypHaa aucdcdyHkuua NKC: HapyweHne pyHkumm NKC, camo no cebe He npucyllee kna-
1aHy, HO CrnocobHoe NPMBECTM K 0DpasoBaHUIO NMPENATCTBUSI KPOBOTOKY, K YBeNMYEeHUo obbema obpaTHOro
epeToka.

[TpumeyaHwue—uchyHKumMa 4aHHOIO BMAA BbI3bIBAETCSH, NMpexge BCero, TPomMO030M KnanaHa, CUCTEMHOM
ambonuen nnn nHpekumen npotesa, CNnocobCTBYIOWUMU TPOMDO3Y, YCTAHOBMNEHHBIMU BO BPEMS NOBTOPHON onepauunu, na-
TOSIOr0aHaTOMMYECKOro nccnegoBaHus nnu in vivo nccnegoBanus. [pyumepamm takke MOryT Cry>XUTb «Harnons3aHue » naH-
Hyca BHYTPb NpoTe3a, 3axBar LWOBHOIO Mmarepuana gsvxXyLwnMncs anemMeHTaMmy nNpoTtesa, OKoNMoKnanaHHas yTedka, Heco-
OTBETCTBUE Pa3mMepoB NpoTesa nu pmdpo3HOro KonbLa, 3Ha4MmMmasi reMonMTUYeCcKkas aHeMus.

3.5 onepauyuoHHana netanbHocTb: CMepTh NO NObON NpUUnNHE, HACTyNMBLUAs BO BPEMS Onepalmm
nnn B TedeHne 30 gHen nocne onepauunn.

3.6 oKonoknanaHHaa yTeJdka: KnuMHMYeckn WnNM remoanHamMuieckn obHapyxmpaembld pedpekT
(oTBepcTmne) mexay NKC n pndposHbIM KONbLOM KnanaHa nauueHTa.

3.7 naHHyc: [laTonornvyeckoe paspacrtaHue coeguHUTenbHoOM TkaH B obnactn maHXeThl [NKC, KoTo-
poe MOXET NMPUBECTU K HapyLUeHUIo PYHKLUMN 3anmparoLllero arieMeHTa npoTesa.

3.8 npoTe3Hbin aHAoKapauT: UHdekUuMoHHBLIM NpoLecc, 3aTpoHyBWUn [NKC.

[ PUMEYAHWE — ﬂ,HarHO3 OCHOBbLIBAETCH HAa U3BECTHbLIX KITMHUYECKUX KPUTEPUNAX OUEHKWN HAlINYUNHA MHd)EKLI,HM.

3.9 cTtpykTtypHaa gucdyHkuma lNKC: MasmeHeHne dpyHkumoHupoBaHua INKC, cBazaHHOe WUCKNOYN-
TeNbHO C BOSHUKHOBEHNEM NPUCYLLErO KOHCTPYKLUMK NpoTes3a KnanaHa HapyleHns, cnocobHOro NpnuBecTun K
0bpa3oBaHMio NPenaATCTBUSA KpoBOTOKY Yepes NKC unu K ysennveHuo odbbema obpaTHOro nepeTtoka.

[TpnmedaHune—Hacrosuwee onpegeneHmne NCKIoYaeT Takne NpUYnHbl HApPYLWeHWW, Kak Hanndme nHdekumm,
0bpal3oBaHue naHHyca, TPomMO03 NPoTE3a KrnanaHa, YTo OMKHO DbITb NOATBEPXKAEHO MPU NOBTOPHOW onepaumnm, NaTtonoro-
aHaTOMUYECKOM UCCNeaoBaHnm Unu in vivo nccnegosannm bonsHoro. OnpegeneHue npegnonaraetr BO3HMKHOBEHNE HAPY-
lWEeHNN PYHKUMOHNPOBAHUS, MPUCYLLNX MMEHHO KOHCTPYKUMM N MaTepuanam npoTesa, BbI3BaHHbIX U3HOCOM Marepuarna,
NPeBbIWEHNEM OOMNMYCTUMbIX ANnA KOHCTPYKumn [MKC mexaHn4eckux HanpsXeHnn, pasBuTUEM YCTalnoOCTHbIX paspyLeHnn,
BbiNaZgeHUeM 3anuparLwmx sarnemMeHToB, KanbUnHO30M BUOTKaHU, HAJQpPbIBAMU KPOMKU CTBOPKU, KABUTALUOHHON 3PO3NEN
Marepuana m T.n.

3.10 cucremHasa amoéonua: ObpasoBaHue Ha noBepxHocTU NKC 1nn B HenocpeACTBEHHOW BTN30CTA
OT HEro CrycTKOB KpPOBW, NEePEHOCUMBIX MOTOKOM B Apyrie opraHbl U cucTemMbl OOMBHOTO.

[TpwnmeyaHune— 3710 onpegeneHne He BKIoYaeT B cebsl obpaszoBaHne CryCTkoB, BbI3aBaHHOE MPOTE3HbIM 3HA0-
KapanTOM.

3.11 TpoMb6o03 KnanaHa: PopMMpPOBaHME HE3ABUCUMOrO OT MHEKLUMN CrYCTKa KPOBW, Bbi3bIBAIOLWLErO
HECTPYKTYPHYIO ancpyHkuuMo TKC: yxyauweHne kmHemMaTtuku sanuparowmnx anemeHToB [NKC, ymeHblleHne
adbpeKTUBHOW Nnowagn nNpoxXoaHoOro 0TBEPCTUS U/NNn yeenniyeHne obbema obpaTHOro nepeToka.

[TpumeyvaHue—/[narHo3 MOXET ObiTb NOATBEPXAEH NyTEM MNOBTOPHONO ONEPATUBHOIO BMELLATENLCTBA,
BCKPbITUSA UMW KITMHUYECKUM UccrneaoBaHmnem [axokapaunorpaduen, anrmorpadmnen nnm mMarHmto-pe3oHaHCHOW TOMOrpa-

duen (MPT)].

3.12 obbekTuBHbIe Kputepuu padbotbl (OKP) NKC: HonycTumblie 3Ha4YeHUA nNMHeapu3oBaHHOW Yac-
TOTbl OCIMOXHEHWN NMPU AOTOCPOYHOM nocneonepaunoHHoOM HabnogeHUN.

4 lNMopAaaokK npoBeaeHUA KNMMHUYECKOro nccriegoBaHus

4.1 Llenb KNMHU4yeckoro uccriegoBaHun

Llenb knuHundeckoro nccneaoBanus NKC — nony4veHmne gaHHbIX No 6e30nacHOCTU U 3P PEKTUBHOCTU
OonrocpoYvHoro pyHkunoHunposaHua NKC B opraHusme naymeHTa.

2
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4.2 O6beM KNMMHUYeCKoro nccrnegoBaHus

4.2.1 HYucno KNUHUK

KnnHuyeckoe nccneagoBaHne cneayeT NpoBOANTb, MO MeHbLUEeN Mepe, B BOCbMU yupeXXaeHUAX U NiaHu-
POBaTb TaKUM 0OpPa3oM, UTODLI B KaXXAOM 13 yupeaeHnn obino nmnnantupoBaHo He MmeHee 15 INKC kaxgoro
TUNa.

[TpumevyaHwmns

1 KnnHn4yeckoe nccnegoBaHne pekoMeHayeTcs HavunHaTh, N0 MEHbLUEN Mepe, B TPEX KINMHUKAX.
2 MNoa «tunomy» MNKC nogpasymeBaeTcs no3anmums umnnantaumm NKC (Hanpumep, aoptanbHas nunm mmtpanbHas).

4.2.2 Yucno naLueHToB

[lo AONTroCpPOYHOM KIMMHUYECKOM UccnedoBaHUM pekoMeHayeTcd NPOBEeCTU OLEeHKY, No MeHbluen
Mepe, 150 naumMeHToB, KOTOPLIM ObINT UMNNaHTUpoBaH aopTanbHbid MKC, 1, no MmeHbLen mepe, 150 nauneH-
TOB, KOTOPbIM ObIT UMNaHTUpoBaH MutpanbHbin NKC. Ecnu MNKC npegHasHaveH Ansg umnnaHTaumm ToNbKO B
OAHOMN No3nuunKn, To, No MeHblen Mepe, 150 NKC cnegyeT oLEeHUTbL B 3TOW NO3MLUMA. OTO YACIIO BKIOYaeT, No
MeHbLUlen Mepe, No 15 KnanaHoB ANA Ka)XXAoro pasmepa Kaxgoro tuna (Hanpumep, aopTtalbHOro Ui MUT-
panbHoro). ckno4veHus: HeobxoamMmo oUEeHUTb 8 aopTanbHbIX KNanaHoB ¢ NocagoyHbiM anameTtpom 19 nnu
MeHbLle; 8 aopTaribHbIX KNanaHoB ¢ NMNocago4vHbiM gnameTpom 29 nnm donblue; 8 MUTpanbHbIX KNanaHoB C
nocagovHbIM AnamMeTpoMm 23 NN MeHblLLe; 8 MUTPanbHLIX KNanaHoB ¢ Nocago4vHbIM AnamMeTpoM 33 Ui 60Mb-
Lie.

Kputepun otbopa nauneHToB AOIMKHBI ObITb YETKO YCTAHOBIMEHEI U NpUBeAeHbl B NNaHe KIMMHUYeCKoro
nccnegoBaHuA.

4.3 MpoaonXxXntenbHOCTb KNMUHUYECKOTo HabnwaeHus

[MpoaomKUTENbHOCTL HADNAEHUS 3aBUCUT OT OLEHKU pUCKa KIMMHUYECKOro NpUMeHeHUs HOBOW
KOHCTPYKLUK NpoTesa u/unun ero moandgpukaunn. PekomeHayetcs, 4Tobbl AN mexaHundeckux NKC nocneone-
paLnoHHOEe HabnwaeHue Kaaoro nauueHTa npogaosnkanochb, No MeHblen Mepe, B TedeHue Tpex neT ¢
MOMEHTa nMmnnaHTauun; ansa buonorudecknx NKC — B TeyeHne, Kak MUHUMYM, NSATU NTET C MOMEHTA UMM JaH-
Tauuu.

4.4 TpeboBaHUA K KMTUHNYECKUM OaHHbLIM

4.4.1 UpeHTUdUKauuoHHbIe gaHHble

Cnegyet cobpaTthb crneayrowme gaHHbIe:

a) non nauueHTa v gaTty poXxaeHus;

0) ®NO nuua, OTBETCTBEHHOrO 3a NpoBegeHne HabnoaeHUn;

B) HaMMeHOBaHMe yupeXaeHus, NpoBoadLlero HabnwoaeHue.

4.4.2 NoonepaLlNOHHbIe AaHHble

Cnegyet cobpaTtb crieayowme aoonepaLnoHHble AaHHbIe:

a) gunarHos (Hanpumep, B4 KnanaHHOW NaTonornm, ee aTuonorus) U conyTcTByoWne cepaeyvYHO-COoCY-
ancTble 3aboneBaHund (cepaevHasa HegoCTaTOUHOCTb, KapanomumonaTtug, 6onesHmn nepmndepnHecknx cocyaos,
npealecTBYOWMA MHPaPKT MUoKapaa, runeptoHndyeckas 6onesHb, MHPEKUMOHHLIW 3HAoKapaAnUT U T.M.);

0) dyHKUMOHaNbHBIA Knacc no knaccudpukaumm NYHA; paHee BLINOMHEHHbIE OMepaTUBHbLIE BMe-
LaTenbCTBa (A0pPTO-KOPOHapHoe WYHTUPOBAaHWE, BalbBYonnacTuka, nNpedllecTByollee NpoTe3npoBaHne
KnanaHa cepgua v T.n.);

B) Npo4Me COnyTCTBYIOLWME NATONOrnMYeckme cCocToaHna (Hanpumep, 6one3Hn neveHu, NoYek 1 Nerkunx,
ynoTpebneHne HapKOTUKOB UMK ankoronsa, tTabakokypeHue, anader);

r) pesynbTaTthl IKI, 3xoKl, R-rpaduu;

) pesynbTaThl aHanus3a KpoBu, koarynorpamm [Bknovaa AHTB, TpombonnactuHoBoe Bpems n Mexxay-
HapoaHoe HopmanusoBaHHoe OTHoweHne (MHO)];

e) Maccy, poCcT U nnowadb NOBEPXHOCTU Tena nauneHTa.

4.4.3 UHTpaonepauyUoOHHbIe AaHHbIe

Cnepgyet cobpaTthb crneayroLwme gaHHbIe:

a) AnarHos;

D) Xupyprudeckune npoueaypbl, BKoYas nodyro CONyTCTBYIOLWYIO onepaunoHHyo npoueaypy(bl);

B) AaTy npoBedeHuUs onepauuu;
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r) Tun, Moaenb, NocaaovHbIM pasmep npoTes3a N cepunHbIM HOMep NpoTesa KnanaHa cepaua;

0) anametp puUdpo3HOro Konbla naunueHTa;
e) MeToa NpUIMBaHUS npoTesa (MaHXeThbl);
) cOXpaHeHUe BCeX UM YacTu nogknanaHHbIX CTPYKTYP eCTEeCTBEHHOro KnanaHa;

M) NMO3NLUUIO MMNaHTauun (Hanpumep, aopTtanbHaga Unm MmutpansHas), nooXKeHne npoTtesa KnanaHa
cepaLa no OTHOLWEHUIO K PUBPO3HOMY KONbLY (CynpaaHHYNsaApHOe, MHTpaaHHYNApPHOEe, MHTpacynpaaHHynsip-
HOEe);

K) OpUeHTaLuo AnUcKa/CTBOPOK NpoTesa KnanaHa cepaua;

) OCnoXHeHWud, nocneayrolue onepaunoHHble Npoueaypsl;

M) remMogunHamuyeckyro oLeHKY pyHKLMOHUPOBaHUA NpoTe3a ¢ NOMOLbIO axoKapauorpagun, npoBe-
OeHHOoW B TedeHue nepsBbiX 30 AgHen nocne onepaunu;

H) onepaunoHHYIO NeTanbHOCTb.

4.4.4 llocneonepalMOHHbIe AaHHbIle

[laHHbIe nocneonepaunoHHOro HabnwaeHU ACIMKHBI ObITb CODpaHbl B TedeHne nepbix 30 AHEeN, MeX-
ay 3-M 1 6-M MecduamMun nocne UMnnaHTauum, nocne oAHOro roga U 3atemM exXxerogHo 4o saseplieHna uccre-
OOBaHUA. IXoKapauorpadguio cnegyeT BbINOMHATE HA BCeX 3Tanax.

Cnegyet cobpaTh cneayolme gaHHbIe:

a) aaty n Metoa nocneonepaunoHHOro HabnaeHUs;

0) dyHKUMOHaNbHbLIK KNacc no knaccugpukaumnm NYHA;

B) pesynbTaTthl IOKI;

r) pesynbTaTbl reMoaUMHaMUYEeCKON OLUEHKN C MOMOLLLIO AOMNMNIEePOBCKOU 3XoKapanorpagum;

) pe3ynbTaTbl aHanMs3a KpoBW, Koarynorpammebl, BKNoYas AaHHble No reMofin3y, KONUYecTBO 3pUTPO-
LMTOB, NEUKOLUNTOB, reMaToOKpUT, reMornobuH, nakraT gernaporeHasbl CbIBOPOTKA, ranTornodbuH 1 Konnm4ecT-
BO PETUKYITOLUNTOB;

e) cTeneHb aHTUKoarynaHTHoOW U/Unn aHTUTPOMBOOLIUTAPHOW Tepannm Npu KaXkaom rnoceleHnm meayy-
pexXaeHus naLneHToOM;

XK) OCMNOXHEHUS, BKNovas TpoMO0oamMbonuio, TpoM003, KpOBOTEYEHUS, BbI3BAHHbIE aHTUKOArynsiHTHOW
Tepanuen, NpoTesHbIn 3HaokapanT, ancdyHKUUo NKC, HeKOHCTPYKTUBHO 00YCNOBNEHHYIO ANCAYHKLNIC NPO-
Te3a, OKONoKMnanaHHy yTedky, reMoins U NOBTOPHYIO onepauuio;

n) gaHHbIe 3neKTpokapguorpamMmm, PeHTreHOBCKUX CHUMKOB rpyaHOW KNeTKU U KaTepusauun cepgua,
OaHHble MarHUTO-pPe30HaHCHOW AMarHOCTUKA, €CNiA TaKoBas BbIMONHSANACH;

K) 3aknio4veHue no peonepaynm (NOBTOPHOU onepalumn);

n) aHanus yganeHHoro NKC (npu ero Hanuyun); yHKUUOHaNbHbIE, PEHTreHOBCKUE, TMCTONAaToNIoMM-
Yyeckune 1 npodne uccnegoBaHusa yganeHHoro B pesynbetate peonepauun INKC. NpoTokon nccnegosaHnga aon-
XeH BKMw4vatb B cedbs nogpobHble MHCTpyKumKM Bo3BpaTta [MKC usrotoButento WM HE3aBUCUMOW
nabopartopun ansa nocneayroLwen sKCnepTHOW OLLEHKN;

M) AdaTy U NPpUYUHY CMEpPTK;

H) NPOTOKOMN BCKPLITUA, €Cln TaKoBOE BbINONHANOCH.

5 AHanun3 n nHTepnpeTauus pe3ynbTaToOB KNMHNYECKOro uccrengoBaHus

5.1 OTYeT NO KNMHUYECKOMY UCCNea0BaHUIO

5.1.1 O6bwune TpeboBaHuA

OT4YeT MO KNMHMYECKOMY UCCNEAOBaHMIO AOIMKEH cogepaTb B TabnmyHon dpopme cneayrowne gaH-
Hble:

a) paMmunnuM 1M MHUUManNbl NAl, OTBETCTBEHHbLIX 3a npoBedeHUe uccneaoBaHMA M HaMMeHOBaHUS
yupexxgeHuu;

6) aHanusa rpynn NnauneHToB No BO3PacTy U NONy;

B) CpaBHeHUe goonepalnoHHOro 1 nocneonepaunoHHOro PyHKUMOHaNbHLIX KNaccoB Mo Knaccudgunka-
LM NYHA;

ry goonepauuoHHbIA AnarHo3 KnanaHHoOU M cCOCyanuCcTON NaTonorn U CoONyTCTBYOLWMX BoNne3Hen, one-
paLUMOHHBIE ANarHo3bl, onepaunoHHbIe Npoueaypbl, BKIoYas MeTod NpullinBaHugd, NonoXeHue npoTesa Kna-
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naHa cepaua Mo OTHOWEeHU K pUOPO3HOMY KOMbLy, OpUeHTauuio AUcKa/CTBOPKU, ornepalunoHHble
OCNOXHEeHNs 1 nocrneayoLwme onepaLluoHHbIe NpoLeaypsbi;

) NO3ULUUIo UMNNaHTauuu, TUn, Moaenb, NocagoyvHbIn pasMep npoTesa Knanada, gunameTp Prudpo3Ho-
ro Konbua knanaHa n naymeHTa U apdpeKTUBHYIO Nnowagb OTBEPCTUA NpoTesa KnanaHa cepaua;

€) 4YMCno MecsLEeB, Npolealnx ¢ MOMeHTa UMNNaHTauun; MmetToa nocneonepauUnoHHOro HabnaeHUs;
X) pesynbTaThl reMognHaMmuyeckon oLUeHKM NpoTesa;

n) pe3ynbTaTbl aHanM3a KPOBU M aHTUKOArynsaHTHOW Tepanuu;

K) aHanm3 oCnoXHeHUMN;

f) oT4yeThbl N0 peonepaLnn, pesynbTaThl UCCIeAoBaHUA NpoTesa, yaaneHHoro npn NoBTOPHOW onepa-
LMK, MPUYUHY, AaTy CMEPTU N NPOTOKOMbI BCKPLITUS;

M) CBOAHble AaHHbLIe Mo aopTalnbHOU U MUTPANBLHOM NO3ULUUAM, NpeacTaBneHHbIe Anga BCceu rpynnel B
LernoM 1M oTAeNbHO Mo No3nLMaM MMNaHTaunMm 1 pasmepam MMNIaHTUPOBaHHBLIX MPOTE30B.

5.1.2 AHanuns ocrnoXxHeHUN

OT4YeT No KNUMHNYECKOMY UCCNeaoBaHMIO OOIMKEH codepKaTb aHanns NpUdnMH CMepTu U OCINOXKHEHUIN C
npUMeHeHUeM COOTBETCTBYIOLWNX CTATUCTUYECKNX METOAOB:

a) nokasaTenn paHHUX nocrneonepaunoHHbIX OCIIOXHEHUN (Npou3owelnx B TedyeHue nepBbIX
30 gHeln) 1 OCNOXHEeHUI NEePBOro roga cneayeT BblpaXKkaTb Kak YACO NaLNEHTOB C OCNOXHEHUAMMN B MPOLLeH-
Tax:

©) NuHeapunsoBaHHas YacToTa OCMOXHEeHWNM AoKHa ObITb NCNOMb30BaHa AS1 OLEHKU MO3OHUX OCIIOX-
HEHWN:

B) aHanus nokasaTtelien BbKMBAeMOCTU U NoKa3aTeNien OTCYTCTBUA OCNOXHEHUN cneayeT NpoBoAUTL
C MICNONb30BaHMEM akTyapHoro metoda (Hanpumep, KannaHa — Menepa) u/unn aktyanbHoro metoaa (Kymy-
NATUBHAsA YacTtoTa codbITUN).

[TpunmedyaHwune— 3Ha4veHne cTaHAapPTHOW OWKNBKN oueHUBAOT No anroputmy Greenwood,;

[) cneuuanbHble pasgenbl oT4YeTa AOMMKHBI cogepaTh cneayrowne daHHbIe!
1) oBLYyIo OUEHKY BEIKMBAEMOCTU;
2) 4YNCNO BbBKUBLUMX DONMBbHBIX De3 O0CNOXHEHNN, 0OYCNOBMNEHHbIX KNanaHoM:;

3) OTCYyTCTBUE crneunduieckmnx OCrnoXHeHW, BKOYada, No MeHbllen mepe, cnydam Tpombosa NKC,
CUCTEMHOWN 3MDONNN, KPOBOTEYEHWNIN, CBA3AHHBIX C aHTUKOArynsiHTHOM TepannMein, NpoTe3HOro sHaoKapauTa,
ancdyrkumm MNKC, cnyyvam HeKOHCTPYKTUBHO obycnoBneHHon ancdyHkuun MNKC, okonoknanaHHOW yTeuku,
reMornnisa 1M NoBTOPHLIX onepaunn;

0) cneuudgpuyeckme kKnanaH-zaBUCUMbIe OCMOXHEHUS U neTanbHble NCXoabl crneayeT npeacTtaBUTh B
cneayrolwen nocneaoBaTeIbHOCTHA:

1) BCe cny4van oCnoXHeHU no nosnumn u pasmepy MNKC;

2) 3nnsogbl TPOMOO3IMOONNK NO HA3HAYEHUAM Kypca aHTUKOarynaHTHON Tepanii U cepaevyHomMy pUTmy;

3) cnyvam HEKOHCTPYKTUBHO 0OYCNOBNEHHOW ANCPYHKLNN U KOHCTPYKTUBHO ODYCNOBNEHHON ANCHYHK-
Lnn NMKC no npudnHe pasBUTUAa gUCPyHKLUN.

[MoBTOpHasa onepauud, akcnnaHTaumsa NMKC n noboe ocnoxHeHWe, cBA3aHHOE C KnanaHoM, AOJTKHbI
ObITb NpOaHanuU3npoBaHbl N0 NeTanbHOMY 1 HeneTarbHOMY MCXOOaM.

[aHHbIe cneayeT TakKe npoaHannM3npoBaTh AN BeIABNEHUSA NMobon CBA3N 3HAYEHUS NOCaa0YHOro pas-
Mepa NKC ¢ nokasaTtenamum oCrnoXXHeHUN.

5.1.3 Kputepumn KnuHU4YecKoro uccnegoBaHus

[TKC gomkeH uMeThb NoKasaTenu He HMXKe yKasaHHbIX B Tabnuue 1.

5.2 Kputepum gna oueHKU pe3ynbTaToOB KNMIMHUYECKOro uccriegoBaHuUA

B Tabnuue 1 npuBeaeHbl 3Ha4YeHUA 00 bEKTUBHLIX KpuTepuer padoTel (OKP) aAns XXecTknx 1 rubKkmnx npo-
Te30B knanaHoB cepaua NKC. Kputepun oyHKUMOHUPOBAHUSA HOBLIX UM MOANPULIMPOBAHHBIX CTapbIX MoAe-
nen NKC gomxHbl cooTBeTCcTBOBATL 3Ha4YeHUsIM OKP, npuBeaeHHbIM B Tabnuue 1, nnm npesbillaTh UX.

[TpnmedaHune— PopmanbHbIN CTATUCTUHECKUN KPUTEPUN COCTOUT B TOM, HYTO MONYHYEHHbIE B pe3ynbrare Uc-
CrneaoBaHUA 3HAYEHUS OOMXKHbI ObITh CYWECTBEHHO MeHble yaBOeHHbIX 3HaveHnn OKP. ns 3Havennn OKP nopsaka
1,2 %, €Cnn Nony4YeHHoe B KINMMHUYECKOM nccrnegoBanum 3anadeHue pasHo OKP, a 06bem ncnoitaHum coctaenset 800 kna-
naHo-neT, To hopmMarbHbI CTATUCTUHECKUN KPUTEPUWN YOOBINETBOPAETCH C BEPOATHOCTLIC NpudnnantensHo 80 %. B cny-
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yae, ecrnn Nony4YeHHoe B KNMHNYECKOM nccnegosaHmnm aHadveHne coctasut 2/3 ot OK

aact 80 % BepoATHOCTU BbINOMHEHUS HOPManbHOIO KPUTEPUS.

Tabnwuya 1 — ObbekTuBHbIE KpUTEPUN PabOThI

P 10 06bemM B 400 kKnanaHo-neT TakkKe

[lpenensHOe 3HavYeHne ana knanadoe | [lpegenbHoe 3HavYeHne Ans KnanaHoBs
BH,El OCNOXHEeHWUHA C KEeCTKMMU 3annparcLmnmMmy C TMOKUMU 3annpakLnMmmn
anemMmeHTamu, %/ron anemeHTamu, %/ron
Tpomboambonus 3.0 2.5
Tpombo3 Knanana 0.8 0,2
KpoBoTe4eHus (Bce cryvan) 3,5 1,4
3Ha4YUTElNbHbIE KPOBOTEYEHUSA 1,5 0,9
OKOnoKnanaHHble yTeYKn (BCe criyvam) 1,2 1,2
3HaYUTEINbHbIE OKOMOKNanaHHble YTEYKU 0,6 0,6
[1lpoTe3HbIN 3HOOKAPAUT 1,2 1,2
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