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Mpeaucnoeue

Leny, ocHOBHEI2 MPHHLMNE 1 NODALOK NpoBeaeHHs padoT No MekrocyaapcTREHHON CTaHgapTHIaLIM
yvoTaHoanersl MOCT 1.0—02 sMexrocyiapcTBeHHaA CHETEME CTAHZARTHUAAUKWM, DCHOBHBIE NONOHEEHHSN K
FOCT 1.2—2009 «MewrocygapcTEEHHaEA CUCTEMA CTAHIAPTHIaUMK. CTaH0apTel MEXIoCYOapcTBaHHBIE, Npa-
BUNA ¥ PEKOMEHIAUNK N0 MEXTOCYOAPCTESHHOR CTAKMOAPTHIAUMY. Mpasuna paapaboTiie, NPHHATHA, NPHMe-
HEHWA, OBHOBNEHMA M OTMEHLI D

CeaaeHus o cTaHQapTe

1 NMNOQroTORNEH feaepantHsiy rocydapcTBEHHbIM YHETADHEM NPEanpHaThEM «BoepoccricEMi Ha-
Y HO-HOCNE N0BEATENECKHUA MHCTHTYT CTAHOARTHAALMK W CepTURHKALMK B MaWrHoCcTRoeHARy (BHMMHMALL

2 BHECEH TegepancHiein areHTCTEOM N0 TEXHWMHECKOMY PEryHpOBEIHKKN W MeTponoraw (PoccTau-
napT)

3 MPHUHAT MesrocynapcTeeHHBIM COBETOM N0 CTAHASPTHIALWK, METDOMOMAM W CERTHMEALMMA [NPOTo-
Ko oT 24 man 2012 1 Me 21)

33 NMpHHATHE NPONSNOCoOBaNK.

HF‘ETEUE HAAMZHOEIHAE CTROHR F:L'!,I:I CTRaHEE CDEPELLiEHHDE' HANMEHDOESIHHE HALMDHEANEHONG: Oprada
no MK (MO 3166 DOd-—97 o ME (ACD 3166 004—97 N CTAHAATTHIA LM

Aaeplangwas al ACTAMAADT

Benapyck BY MocetaHoapT Pecaybneke Benapyoe

KazaxcTaH KZ MocereHpepT Pecnyinerky Kazaxctas

HHErHzng LA REprsl 3CTaHAERT

Monooea M Mongoaa-Ctangapr

Faoccuna RU FoceraspapT

Yapansa ua M#HIKCHIM DA 3B MTHA YEparHEl

4 [Mpugazom DegepansHoro areHTCTES NO TEXHWHECKOMY PEryNUPoBIHMKD | METPONCrvE oT 1 KoRGpa
20112 . N2 676-cT MexrocynapcTBeHHEIR cTargapt NOCT 31618, 32012 epeges B AGHRCTEHE B KA4ECTREE HALK-
OHAMBEHOM cTasaapTa Poccrickol $efepaund ¢ 1 Aneaps 2015

5 HacToswmi cTaddapT cOOTEETCTaYET MewayHapoawomy cTadgapty 150 5840:2005 Cardiovascular
implants — Cardiac valve prosthezses (CepaedHo-CooyIMCTRE MMINaHTaTEl. NpoTeIl KNAnaHos Cepaua).

Mepeeoa C AHENWACKOTD A3LIKS (&),

CTengHe COOTEETCTEWR — HEIRBHBANEHTHaA (NEQ).

CTangapT NogroToemeH Ha OCHOBE NpUMeHeHHA TOCT P 52999 32009

& BEEOEH BMNEPBLIE

Mirghopadalua of UaMeREHUAY K HAoMORLLEMY cimandapmy nybnukyencs @ exesodWoM kg oDaMalLioH-
Mo VrRasamens sHayuonansseie cmakdapmsis, 8 IMERCT WIMENEHLD U ToRpasoK — 8 BMEMECAYNOM UMGhop-
MayLoHHOM yiazamans sHauuosansksie cmandapmeis. B coyYae mepecMompd (AamMers] LTy oimidckibl
HACMaAWes0 cmaddapma commasmemeyiiue e vesdomMnenve Brdam onyinukocaqo 8 CREMECAYHOM UMon-
MaLLORHOM YRaZamene « HayuoHanktisie cmardapmeiy, Coomeamomayoiyan URihopiaur, yeedonenue u
MEKRCTIE! PEIMELLAIDMCE Makse 8 UWHopMALUOHHOL CUCMeme 0fLEEs MONB20EIHUA — Ha oY LaNEHOM
cadime TedepabHoso dSeHMCMGa Mo MEXHEYECKOMY DEEVILDCEINLI U MEMPAToSUU & camu Humepsam

& CrangapTdsdropne, 2014

B Poccuicxoi Penepayii HACTOALWWA CTAHOADT HE MOMET GbiTh MONHOCTEID WNH YaCTHYHO BOCIDOHaIBE-
O2H, THPaWHMPoBRaAH W PACNPOCTRAMEH B KaYecThe OMUUMANLHOMD HITAHWA Ge3 pajpewedds DeaepansHorg
AreHTCTEA N0 TEXHMYSCKOMY DErYNADOEAHMEY K METDOIOMAM
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M E X I OcCY 0o APC CTUBTEUHUHB H C T A HDIOAPT

NPOTE3bI KNAMNAHOE CEPOLA

YHacTte 3

PykoBogcTeo No NpoBegeHMio KNHHWYECHO Mo HCCNeaoBaHWeA

Cardiac valve prostheses. Part 3. Guldance on chinleal investigation

Oata egegedsns — 2015—01—01

1 OBnacTs npUMeHEHWA

HacToAWKME CTAHOAPT NPAMEHAM K0 BCEM HIDENMAM, NPEAHAIHAYEHHEM ONA WMINAHTALKWA B Cepaue
YENOBEKD B KA4YBCTRE NpOTEE KNanasa cepaua (MKC).

HacToRwpih cCTaHgapT onpenenseT ooHOBHbIE TReDoBaHMa K NPOBEOeH MK KNHHHRYBCKOrD Hoonanonasua
MKC, Donywe b K NPYMEHaHKI0 8 KNWHEYSCK0d NpakTke B YyCTAHo0RNEHHOM NopAake. CTannapT He yora-
HABNKEIET TPeOOBAHKA K KNMHHYSCEHM WCNsTaHHAM MEC.

HacToswmi cTasgapT He pacnpocTpaHAETCA HA 3aMEHUTENM KNanaqa cepaua, pazpaboTaHHee cneun-
ANEHD ANA WMMNAHTALMKM B HCKYCCTEEHHEIE CEROLE MNK B WAJENKWA, ACCHCTHRYIOWWE CepaLy.

2 HopMmaTHUBEHLIE CCLINKK

B HacToAw{EM CTAHOaDTE MCNONEAOBAH HODMATWEHAA SCeINKA HA CReayIouMi cTaqnapT:
MCT 3161812012 lMpoTeaw knanados cepgua. Hacte 1. Odwre Texuidecive ToeDoBaHHA 1 MeTo=
Okl MCMBITAHMA

i pAMEYEH®WES— MK NenNeIcBasMH HACTHRLLHEM CTAHOapTOM LIE‘]'IEEl}Clﬁ-FIE-E:-tEI NEOSSpRTE GEACTEME CoRROM-
HEE CTAHGAPTOE B WHMODMELUOHHOA cueTesme oBWero none3088HHWA — HE OPHEUMANEHOM C3ATE Deaspank=ora arawswT-
CTEE NO TEXHHYECKOMY DErYNHROBEHME W METPOAOSMA B CATH VIHTEpHAET WNKM N BXETOOHOMY WHEOODMALMOHHOM ¢ YHAIaTS-
Nz *HauWoHaNe Hele CTEHOAPTR S, KOTOpRIR GI'I'g,"EI.I'IHH-EIE-i.H Mo COCTORAHMK HE 1 AHBAPA TEKYILErD roga, i Mo BxldyCKam exe-
MECAYHOTO WAOPMAYAGHHOND YEa3aTens sHAUMOHANEHRIS CTEHAARTRIN 36 TEEYWHAA rag. Ecnw cobnoMsRG CTEHOapT
ZAMEHEH [HAIMEHEH], TO NPW NOABIDEAHAN HACTOAW WM CTARAADTOM CNELYET PYKOBOOCTECEATECH IBMEHASLWM | I MEHEH -
ARt} CTAHAAPTOM. ECNE CoRINOUHEIA CTAHJAAPT OTMEHEH Ge3 3AMERE. TO NONoHEHEE, B EOTOROM OAHA CChINEA HA HEero,
NpEMEHASTCA B S23CTH, HE JATRATHEASUEA STY Conlnay.

3 TepmHHBI W ONpeaenedHnn

B HacToAwes cTaHdapTe NpAMesHeH TepikEsl o POCT 316181 v HaUMOoHaNsHLIM CTAKAAPTAM MOCy-
OApCTE, YIOMAHYTEX B MPEOUMCIORMA, KAK NPOrofocona LMY 38 NPMHATHE HACTORLLEND MERTOCYIAPCTREHHMOMD
CTaKMaapTa®, a Takke CNedyiowWe TepMikke C COOTBETCTBYIILKMA ONPegerne iAW

3.1 aKkTyapHuIA: CTATUCTHHECKKA METOD NOCTROEHHA KPMBEX BuIKHMBIEMOCTH DONbHEIX.

i pPAMBYHAEHA2— r1§.‘-HMEFI£IM AERASTCA MeTol Kannada— MEH-E'FIE.

* B PoccH#ckon Degepaund SercTEYERT CTEHOapT FOCT P MCO 141585-1—2008 « PyroBodcTE0 NO DpoRSa&HWD
ENMHHHECHAE MCNEITAHAA ME0ALMECEEE H3gen«A. 4acTs 1. Obwne Tpedoeandae n FTOCT P MCO 14155-2— 2008 « PyroBo-
OCTEC NG NPOBESEHUE KNEHAHSCHMY HENBTEHAA MEJWUAHCENE Wagenui. HacTe 2. MNaHApoBaHAE KNHHHYECHAN WCNLITE-
HARAG.

Hanaxnse opruMansHoe

e
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1.2 BelonacHocTk: CEobONa OT HACTYTINEHHWA HENDUEMNEMOrD pHCKa.

13 KpoOBOTEYEHME, BLIADAHHOS MPMEMOM AHTHUEOAMYNAHRTOR: BHyTREMHEE MMM BHELUHES KDOBOTEDE -
HHE, NOMBOOALLIES K CMERTI KN MHCYNETY, TPeGAYoWwee NepanBaHiiA KRoBK, XUDYRrMYeckorn BMeiuaTensCTea
MMM FOCTMTANAIALMM.

Nopumesasw e — HecToAwes onpelengHue NPHEMEHMKMO K NAUMEHTEM , NOMYas WKW CPENCTES AHTAKORNyNAH-
THOIA WNE BHTAATRETASTHOR TERAM M.

3.4 HectpyTypHana aucdhyHruma NKC: HapyweHde dysHigmun NMEC, camo no cebe He Nnpyoyes Kna-
naHy, HE cnocobHoe NPUEECTH K 0Dpas0EaHNKD NPENATCTEMA KPOBOTOKY, K YBENMYSHHE 0bsema obpaTHor ne-
paToxa.

NMpumesanmne — HHE‘.'I:FI}'H ELHA OBHHOMD BAOA SH3SIBASTCA, Npesile BC2MD. TP{IME{IE{IH ENanadHa, cCHCTEMHOA
AMBON Hed KN WHpSEYWEed NDOTEZA, EﬂDEﬂﬁGTEb‘HZII.IJHM-M TPoM tif_'u]:". YCTAHOBAEHHEI MKW B0 BpaME NOATODHOR ON8DALHE, NE-
TONOMaHATOMAYSCEONS WCCNedas8aH AR WM 0 W] HCCnanoEaHWA. nﬂHMEFIa-MH TaK¥EE MIrYT CNYEKHTE aHanonIad e NaH-
HYCA BHYTPpR NDOTEZE, JAXEAT WOBHOMD MAETEpHANE OBEWMEYVIHAMWOE 3NeMedHTami nNpoTeida, OEONDENBNBEHHAA yTeuxa,
HECCOTEETCTAMRE DE3IMEep0E MpoTa3a @ q:lln'lﬁﬂll:l IHOMD KOMNEUA. AHEYAMAA MEeMONATAYSCEEA BHEMAR.

1.5 onepauHoHHAA NETANLHOCTE: CRMEnTs No Do NPHYKHE, HACTYTIMBLWAA BO BREMA ONEDaLiiHd 1M
B TeYeHKne 30 gHew nocne cnepaLmsn.

1.6 oKONOKNANAHHAA yTe4Ka: KNMHWHECKA Wik remoguHamkdecid obHapyrBasmetii QedenT (oTeep-
cTieE) meway MEC W dudpoakeiM KONBLOM KNaNaKa NayKueHTa.

3.7 nawuyc: MNartonord4eckos DaigacTadke COeqMHMTENLHOR TEaHK B oSnacTd MaHseTsl NMKC, koTopos
MOMET NOHBECTH K HAPYWEHKIO DYHELHA 3AMADAKLLETs ANeMERTA NPOTEIA.

3.8 npoTeaHbiA aHagokapadT: FiHderykosHsii npousce, satposyewmn NEC.

NMpuMmesawe— JQUArHOY OCHOBLIESSTCA HE WIRBCTHREY KNHHHYSCKAY EPUTEPHAY OUEHEHS HAMUYAR WH-
e kg

3.9 crpyurypHan aucdy i MEC: Mamexerdne dyMeUnoHdpoeadina MNMEC, cafaaMuoe HosnioqHTenk-
HO ¢ BOIHAKHOBEHHEM NPHUCYLUETD KOHCTDYELHA NPOTE3a KNANaKa HADYLWEeHHA, CnocoBHore npuascTtia Kk obpa-
A0BEAHAID NPENATCTEMA KpoBoToky Yepea NKC vy & yeenknseri obbema obpaTHoro neparoka,

n PHUMENERNWE— HacToRWES anpenengHne BCENsDYaeT TREAS NRAYUHE Hagy WEHAA, 3K HAaNnn4«ea i-‘.HlIh SELHN,
nﬁpamaauwe MaHHY TS, TﬂlZlMﬁ-l:lﬂ NpoaTeda KNanada, 4To Gon=HoO BRTE N3OTESpHIEHT NEA NOBTORHOW anepaygdA, NaTcnoaro-
AHATOMAYS KM HECNE0083HEE WK 1IN Wivie WCLNedodaH g Sone=0ro. |:II'I|:|-B_J:B!'IEHHE npenononaraeT B3I MEHCESHWE HApY-
WwieHuA ¢':|'HH"4H'DHHEII:IEEH HA, NPHCYLEE HMEHHD EOHCTPYEYWW W MaTepdanad NRoTe3a. BeligdHHBE A3IH000M MaTe pdana,
NgeaWaHWeEM QUNYCTAMEBN GMNS EOHCTEYELPAY MEC MexaH@Hechg H&I‘Ipﬂh:EHHh CAIBEUMTHEM VWCTANOCTHBEIX FIEEF}‘,'ELIEHHH.
BRiflaQSHHEM IANWPANLWHAE INaMEHTOE, KENELHROZ0M GBHOTEIHW, HBSGPEEAMW EPIMEN CTBODKA, KABUTAYWGHHOW E!FICI!-hEFI
MATEQWENE W T. 0.

3.10 cucTemuan ambonua: Dopasoeanrne Ha nosepxHocTd NKC MnK 8 kenocpegcTRe R0 GNMaocTii oT
HETO CrYCTHOE EDOEM, NEQEHOCH MBI NOTOKOM B ODYTHE ODTEHb] B CHOTEME BonsHoro.

Npumesasde—3ro onpegeneHWeE He aENDYa3eT B cedn ﬂﬁp&ﬂﬂEEHHE CryCTEOE, BRIZBEARHOE NPOTEIHEM 3HOO-
REPLETIM.

311 Tpomboa knanaHa DoOpMUPOBRAHHE HEIABWCHMOMS OT MHQEKUWA CrycTEa ¥DOBH, BRIARIBAKWETD
HECTRYHTYDH YIS DdcdyyHiuHo TTEC: yoydweHite kHeMaTii sanupanwvy anamanTos NKC, yMedeWwanme 3d-
HEKTHEHON NIOWALK NPOXoOHOMD OTEEDCTAA WMNK YBenMYHKMe ofbema oBpaTHor NepeToKa.

Mpume«sanne— fearHos mokeT BuTe NOOTESpEAEH NYTEM MOATOPHOMRD ONSDATHEHOMN: EMEWATENLCTEA,
BCEPBITHA @A KNUHEHECKUM WOCNSA0EaHAEM [3N0KEpRHOrpafWel, SHIKOTPAHER HNH MATHHETO-DE30HAHCHOA TOMOTEa-
i e [BMPT)).

3.12 ob0uerkTHEHLIE KpHTepHK padotel (OKP) NMKC: DonycTrmeie 3HEHEHKA NAHEIDHA0BAHHOR 4aCTO-
Thil QCNCHHEHWA NPH QOAMOCPOYHOM NOCNE0NEDALUMOHHOM HaGMOIEHHM.

4 I'Inpn,qux npoeefeHWA KNHHAYeCRON HocneoBaHKUA

4.1 Uenk KNHHHWYSCKOTD HCCNEO0BaHMA

Uenes knuHuseckore vnocnenoaands NMKC — nony4esde gaddbix no SeaonacHocTd ¥ 3P OesTHRHOGCTH
AONrocpodHors yHisoHApoaanka NMEKC B opradkame nagweHTa.

2
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4.2 O6LeM ENHHAYECKOro HCCNegoBaHMA

4.2.1 Yacno KNHUHKK

KnH9Yeckoe MConeaoeanwe CNeayeT NpoBoOKuTE, N0 MEHBWEA MEDE, B BOCEMK yYPERIEHMAX M NITAHM-
COBATE TAKMM 0Epa30mM, HTODE B KaI0M M3 YSPesgeHd OHNo HMNNaHTHpoEaHo He medes 15 NMEC kaxgoro
ThNa.

Mprimwedasua
1 KNUHWHSCHOR BCCNEL0BAHWE PEKOMEHIYETCA HEHHHATE, N0 MEHBWEHE MEDS, B TREN KNHHRESE.
2 Moo stenoMs NMKC noapazyMERSETCA NOSMUWA WMnnasTauke MKC (HENpuMep, A00TANEHERA wiH MUTRANBHAA].

4.2.2 Yucno nayveHTos

Mpw ACAMOCEOHNHOM KNMHAYSECKOM MCCNEA0EAHWM DPEKOMEHOVETCA NPORRCTA OLEHKY, M0 MEHBLLEH Mape,
150 NAUHEHTOR, KOTORGLIM GhiN HMNNAHTAROBAH A0pTansHsA NKC M, No Mexswed mepe, 150 naudeHToR, KOTo=
Pt B MMNINaHTHROBaH MU TRaNEHER NKC. Ecnd MNMEC npegHaisaqed Gna AMNNadTaLKe ToNeES B 0OH0E No-
IHLAM, TS, NO MeHbleR Mepe, 150 NMKC cnegyet OUEHKTE 8 3TOR NOIMUHK. ITO HHCNS BRIIOYAET, N0 MEHBLLER
mape, o 15 KNanaHos ANS KaXOoro PaiMepa Kawporo THna (HanpyaMep, aopTanesHoro Wi MATPanNsHOm).
Mokniodedina HeoiXoqumMo OUeHKTE 8 a0pTansHelX KNANAHOE ¢ NOCAdOoYHEM DHAMETPOM 19 WK MEeHBLLIE,
8 acpTansMedx KNANaHoE ¢ NoCano4sHEmM OHaMaTpoM 29 1unK Bonbwe; 8 MUTPaNEHLIX KNANasoe C NOCa0oHHsIM
OHAMETROM 23 KNH MEHBWE, B METDANBHBIX KNANAHOE C NOCAT0YHEM QUAMETDOM 33 MNK SOMsLE.

Kpurepri othopa NAUMEHTOR JONHHE SLiTh YETHD YCTAMOBMEHL W NPUBEIEHE B MNAHE KITMHAHEcKon
HCCTELOBaHMA.

4.3 MpogonkHTeNLHOCTE KNWHWYeCKaro Habnuoae WA

NpononsHTENEHOCTE HABNKOEHKA ISBACHT OT OLSHEN DHCKA KNWHEYECKOTS NPAMEHEHAR HOBDR KO-
HCTDYHUME NPOTEaa wiinu ero Mogupugagmn. PekoMedayeTcs, 410w ana mexanndecksy NKC nocneocnepa-
LUWOHHDE HABNKOEHWE KaMO0TS NALKEHTA NPoIoN#Anocs, MO MEHLLIEW MEDE, B TEHEHWE TREX NET ¢ MOMEHTa
HMNNaHTawMK; ona Suonorsdeckidy NMKC — B TedeHAe, KK MEHUMYM, NATH NET © MOMEHTa HMNNANTALMH.

4.4 TpeGoBaHMA K KNHHAYECKMM OaHHEIM

4.4.1 MoeHTHDHKAUMOHHEIE DaHHELIE

Cnenyer cobpaTe CNefyiowmne JaHHBIE!

a) NoanauyvedTa | 0aTy DoNOeHHS;

B) TAO nWua, OTEETCTEEHHON 33 NPoOBSOeHHE HaGnoDeHud,

B) HAaWMEHIBAHWE YHOEHISHWA, NDOEOORLErD HABN0IEH1Ee.

4.4.2 NoonepauMoHHe DaHH LI

Cnegyer cobpaTe CNeyoWWe JooNepalnoHHEE aHHBE.

a) OMarHoa (HanpdmMep, By KNanaqiol NaTonoriy, 8e ATHONSrKMA) i CONYTOTEYIOWWE CRpOEYHD=-COTyY-
OWCTEE 3a00NSBAHKA (CEPOEYHAA HEOOCTATONHOCTE, KAROMOMUONATAA, Doneasw NepudepHYackky COCYO0R,
MEPEIWECTEY O WHE WHEPET MEOKAE0A TMNERTOHMYecKkan BoneiHt, HHEEeKUHOHHEIN IHAOKAROMT ¥ T. n.);

) dwHELMOHaNEHBIA KNace no knaccydmkadyy NYHA, pales BeiNONHEHHBE ONEQaTHEHES BAMELIA-
TENLCTEA [A0PTO-KOPOHADHOE WYHTHPOBAMKE, BANLEYITONNACTAHED, NpeOWeCcTEYIOLES NPOTEIAMDOBAHKME KNa-
naMa CEpaua | T. n.);

B} NpoYKe CONYyTCTEYIOWHE NATONOrHYECcKHe COCTORMMA (Hanpumep. Boneasn NeYaHi, MoYes 1 NErkx,
YNoTpefneHue HapKoTHEOE MNW ankorond, Tadakokypedne, guaber),

ri peayneTatel 3KF, axokl, R-rpadmm;

A) peaynsTaTkl aHANH3Ia KPOBK, Koarynorpamm [Brneqan AHTE, TpomBonnacTiHoeoe epema W Mewoy-
Hapoawee HopManuaoeadHoe OTHoweHue [MHO T

@) Macoy, pOCT W NNoWalk NoOBSLXHOCTH TENA NALHeHTa.

4.4.3 MHTpaonepauMoHHLIe JaHHLIg

Cnenyer cobpaTe CNeqynwmne JamHHsle;

a) AWarHoa;

G XMpYDTHYECEME NPOUEIYDsl, BEMOYas Mobys ConyTCTEYIOWYIO ONepaUMoHHYIo NpouesyDyisl];

B} JaTy NpOSsOeHiA Onepaly,

r} TEN, MOQENL, NOCASOYHEIR Da3seD NPOTEIA W CEPHMAHBIR HOMED NPOTEIA KNanada cepoua;

A) auameTp GUSposHON KonbLa NaukeHTa;

@) METOD NOWWHBSHKA NPOTEIA (MAMKETE),
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W) COXpaHEHMWE BCEX WNK YACTH NOOKNANaHHEX CTOYETYD eCTECTEEHHOID KNana«a,

M) NOJHLKKD HMNOAAHTALKA (HANDUMED, A0DTANEHAR WK MUTPANEHAAR), NONCKEHHE NPOTE3E Knanaqa
CEOOUA MO OTHOWEHKKD K SMOpoIHoMY KONeLY (CYNPaIHHYNADHOE, HHTRAAHHYIADHDOE, MHTDACYNPaaHHYNAp-
Mo,

K} OpMEeHTaLWe OMCKa/CTBRODOE NOOTEIA KNanaqa cepoua;

n) OCNoMHEHA, NOCNEOYOLWHEe ONepanuoHHEe NpoUenyDb;

M) TEMOOMHAMWYECKYID OUEHKY EYHELMOHAPOBIMAA NPOTE3E C NOMOWEK IXOKapguorpadive, npose-
OBHHOW B TRYEHME NepRbix 30 gHER NocNE onepaumH;

H) ONEpaLWOHIYI0 NETANBHOCTE.

4.4.4 MocneonepaydoHHsIE JaHHBIE

JanHeie NOCHEoN2palMoHHore HAGNINASHHS AoMEH B DEiTe COBpaHE B TEYEHHE NEpRX 30 aHeR, semny
3eM 1 G-t MECRLAMA FOCAE WMNOAHTALMK, NOCTE COHOM o038 4 33TEM eXeroaMce 10 Ja8eDlUeHna Hoocnenoea-
HIA. JXOKADOMOrpadii0 CNeayeT BeINCNHATE HA BCex 3Tanax.

Cnegyer cobpaTk CNEQVIOWWE ZaHHEIE!

a) 0aty W MeToq NocneonepannoHHere HabnoaeHKa;

B DyHELAoHANEHBIA KNAce No Knaccudukauyia MY HA,

B} peayneTate 3K

r) peaynkTaTel FEMOIMHAMIMSECKOR OLEHKM ¢ NOMOLWLEID ASNNNERoBCKON IX0KADANOTRadi;

O] peIyNeTaTe aHANKAA KPORK, KOarynorpamMmMel, BKNOHIA AaHHEN NG TEMONKAY, KONMWMUYECTEO0 JPUTDOLM-
TOR, NERKOUMTOR, FeMATORDMT, FEMOTIONMK, NAKTAT QeMaporeHatel ChIBODOTEA, FANTOrMOGMH ¥ KONWYECT RO Pi-
THKYNOLMTOR;

@) CTenEHE aHTUKOANYNAHTHON MWNK AHTUTROMBOUMTAPHON TEPaNUK NDM KA E0M NOCEWEHKI METyY-
pEROeHHA NALWEHTOM,

H] OCNOEHEHHA, BEMOHaA TpoMOoamEonnee, TpomBos, KDoBOTEYEHWA, BEIZBAHHEE AHTHKOAMYNAHTHGH
TEpanyen, NpoTesHesN aH0oKapauT, grcdyuiunio NKC, HeERKOHCTDYRTUBHO OBYCNOBNEHHYID OUCIyHKLME Npo-
TE3A, OKONCKNANAHHYVIO YTEYKY, MEMOMHAI 1 NOETODHYID ONepauMo,

M) DAHHEE INEETOOKADOHOTDAMM, DEHTIEHOBCKMX CHMMECE IPYOHOW KNETEW U KaTepdsaudqt cepgua,
OAHHEE MarHUTO-PEI0HAHCHON OWarHOCTHEM, BCAM TAKORAA BhiNONHANACE,

K} Zaknicdedne No peonepauka (NOsToOpHOR onepaien),

n) awanya yganexdHoro NMEC (Nps @no Hannsnn); gy HELHOHANEHLS, DERTIEHOBCKHE, THCTONaTONoMMHac-
KIHE W NpOYMe MCCNBfoBasKA YOaNeMHOrD B peaynsTate peonepalyd MNEKC. MpoTokon MocnedoRaHKe Oomes
BAMKI4ETE B CebR nogpobHeIe HHCTRYRLWE BoaspaTta MEC $aroToRMTENKD Mk HeaaBucHmMol nabopaTopys gna
NOCNBOYIOWEA JECHEPTHOR OUEHEA,

M) DATY W NPHYAHY CHMEpTH,

H) NpOTOXO BOKPRTHA, BCNKW TAKOBOE BhiNONHANGCE.

5 AHanua M HHTEPNPETAUMA Pe3ynNbTaToB KNWHHUYECKONd HCCnegoBaHKWA

5.1 OT4eT No KNHHAYECEOMY WCCNeaoBaHMuIo

5.1.1 Obwre TpebopaHKA

OITHET NO KMWHWYE CHOMY WCCNBnoaaH Hio JoNweH CogepmaTe B TaAnuYHoR hopmMe CNeny o me 0a Mg

a) amMUnMK ¥ MHHLMAaNe MWL, OTEETCTREHMELY 33 NDOPE0EHHE MCCNEN0Ea HKA 4 HAUMEHOBAHME YADEN-
OEHKIA,

G auanya rpynn NaguesTon No BOIpacTy W nony;

B} CpaBHEHNME ACOMNEDALMOHEGIT W NOCHeoNEDaURoHHOND Y HKUMOHANEHBX KNACCOE MO knaccuduka-
Ui MY HA;

r OAconepadMoHHsR OHardoa KNanadson i CoCYOUCTOR NaTanorMd W COnyTCTEYIOWW: SoneaHed, onepa-
LHMOHHEE OWarHodel, oNepalMoHHEE NEPOUEOYDS, BENHAA METOO NPHWMBIHKA, NONOHEHWE NPOTELA KNnanaqa
CEpOUa NO OTHOWEHKID K BUOpoaHoMy KOMsLY, CPHUEHTILWK QWMCKA/CTRODKK, CNEPALMOHHEIE OCICHKHEHAA K
MOCNE0YWHE ONepauMoHHbe NPOLENYPsI,

O) NOIMUAK HMANAMTALMKE, THN, MOJENE, TOCAN0YHENE PAIMED NPOTEIA KNanava, AkameTp fubpoasora
KOMBUA KNANAMA K NAUMEHTa U adqekTERYD NNoWans OTBEOCTMA NPOTEIA KNanaqa cepiua;

&) 4MCno MECRLUEE, NPOWAOLINK C MOMEHTA WMINAHTALWK. METOO NOCNEMIERALMOHHON HaBmooeHus;

W) pEIYNLTATE FeMORMHAMUHECKON OLEHKK NpOTeIa;

M) peayNsTaTH AHANKIA KDORK 1M AHTHEOAEMYRHTHOW TEDanKA,
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K] aHand3 OCRosHe KA,

n) OTYETEI NO DESNSPALUMK, DEIYNETATE MCCNEN0EAHMA NDOTEIA, VASNEHHOrD NP NOBTODHON ONe ALK,
OAYHHY, OaTY CMERTH M NDOTORONE BOKDLITHA,

M) COOOMER ORHHLIE N0 A0PTANEMON 4 MUTDENEHOE NOIMLWAM, NPEOCTARNEHHEE OMA BORA FDY NN B Le-
MOM M OTGEMNBEHD MO MOIALMAM HMANAHTALMK 1M D3IMEDAM MMNTAHTUDOBAHHELE NDOTEI0a .

5.1.2 Ananui ocnoxHeHRnA

OTHET NO KNWHWHECKOMY WCCNEN0BaHHID GOMKEH COepMaTE aHania NpHYHE CMEDTH W OCNOMHEHHA C
NgMMEHEHAEM COOTEETCTEYIILLWE CTATMCTMYECKHN METOLOB!

a} NoKaAaTenNd PaHHHK NOCNEonepatuoHHBIXY OCICHHEHKERA (NPOHIoWEOWAL B TEYEHME NepBeiy 30 QHER)
M CCNOEHEHWA NepEorS roga cNeayeT | BePaMaTs k3K YHCND NALMEHTOE ¢ OCNOMHEHMAMKA B NDOUBHTAX,

£} NUHeapUaInBAHHAA YACTOTA DCNOHMHEHHA JOoM4HA BbiTe MCNONB30EAHE GNA OLEHKH MOIOHNX OCIow-
HEHHIA,

B] AHANWI NOKAZATENEA BEDKMBAEMOCTH ¥ NOKAIETENSH OTCYTCTEMA OCNOKHEHME CNeqyeT NpoR0OMTE C
MCNONBEI0BAHMEM SETYADHOMO MeToga (Hanpusep, Kannada — Medep) Wimng akTyansHoro MeToda (Kymyna-
THEHASR YacToTa cobBITHEA).

l pPpAMMEYE3H®HES— ZHAYSHME CTAHARDTHOA OWWEKH CUSHHEAKT No an TORMTEY Greanwood,

r} chedqansHLe pasgents! STYETa QonNwHbl COOepsaTs CNedyWwWe JaHHbIE,

1) o0y CLUEHKY BEDKWBASMOCTI;

2} YHCND BelEHBLNAY GOoNbHEEE DB OCNOMHEHWHA, OBYyCNoRNeHHLIX KNanaHoM,

3} OTCYTCTBWE CNEUMEHMYECKMY OCNOKHEHWA, BEMOMYAA, o MEHbLUen mepe, cnydan Tpomboaa MNMEKC, cuc-
TEMHOA IMBOMNKK, KPOBOTEHEHHA, CEAJAHHEN C aHTHRCANYNAHTHOR TEpankel, NpoTEaHoro AHEoKapauTa, axc-
cvrruEd TIKC, cnydad HekoHCTRyeTHBHO obyonopnedHod adcdyriumn MNMEC, okonoknanaHHor YTEYEW,
reMonyH3a W NOBTOPHBIX OMNepaywi,

O} CNeyWhHYEckre KNanaH-1aadciMBEe OCNOHHEHHA W NeTankHbIe WCXoOL CNedyeT NpeacTasvTs B
CReayHileR NocNelosaTENEHOCTH:

1} BCE CNYyYAW OCNOMHEHARE MO NO3MLMK W pasmepy TTKC,

2} anuaogk TposBoaMSonyu N0 HATHAYEHMAM KYPCa aHTHROBMNYNAHTHON TEPAMNMA M CEROEYHOMY DUTHMY,

3} chyYaW HEKOHCTPYETHMBHO OBYCNOBNEHHCHR OHOoEyHELMK ¥ EOHCTDYKTHRHO 0ByCNoBNEeHHoR guodyH-
rUs# TKC No npr4nEe DasarTva oDy HELHA,

MoeTopHaa onepayua, akcnnadTadqA NKC 4 nogoe ocnomHeHye, CRAIAHHOE C KNanaHomM, JOnHHE
GhITh NPOAHANWIMDOBAHE! MO NETANBHOMY H HENETANBHOMY HCXOOaM.

OaHHbIE CNEgYET TAkKe NPoaHanHIdpoBaTe 4NA BeIABTeHAA MobDoA CBR3W HAYeHHA NocagoHHone pas-
smepa MNKC © noKasarenami OCNoMHEHHR.

51.3 Kpurepun KNHHMYECEKOTO MCCNEQoBAHMA

MEC aomses MMeTs NOX3IATENW HE HKEE YEaladHex B Tagneue 1.

5.2 KpMTepuu ANA OUEHHH Pa3yNLTATOR KNWHWYECHOTD MCCNegoRaHMA

B rabnuue 1 npuagners sHaqe A 00wekTHEREX KpUTEpUEs patoTel {OKP) onA MeCcTEMx 1 raSkus npo-
Teaos knanadoe capgua NKC. KpuTepid GyHELHOHAPOBaHWA HOBLIX KK MOOWEHLHEOBIHHEBIK CTAPBIXK MOOE-
nen FIKC gonwHe cooTEETCTEOBATE 3HaYeHnamM OKP npueagetHeiM B Tabndue 1. MMk NpebiWaTs Wx.

MpruMBEdaH®e — DOPMANEHBE CTATUCTHHECKAA KPHTEpAE COCTOMT B TOM, 4TO NONYYEHHEE 8 pEIyNETATS HL-
CNENOBAHHAR IHAYEHWA LOMHHS DelTh CYWECTESHHD MEHBWE yIBOEHHEX aHEYeHRA OKFE Qna asauenni OKF nopaara
1.2 %, BCnA NONYHEHHDE B S NEM-ECH0M NCCNeOoBaHEH SHaseHHe paBHo DEP a8 ofsem MoNeITaHWA cocTaenreT 800 kna-
Naso-NeT, 70 QOPMENEHHA CTETHCTHHECHAA KPHTERAR YUOENETEQDRETCA G BEPOATHOCTEH RprinnaTensso B0 %. B coy-
HEES, BCNW NONYMEHHOE 8 KNPHAYSCHOM WCCNSA0BAHAM JHAYSHAE COCTABNT 23 o7 OKR 1o oftem B 400 KNanaHo-NeT Taoks
SaECT A0 % BEPORTHOCTW ERNONHEHRA hOpMANEHOM KpMTEEHA.

fTaGnuya 71— DERSKTHEHRS KPUTEDWK paloTel

F.PE,qHI'IbI-:-E AHSEYEHAS ONA Enanadoe © E'DE',QE!'Ith‘rE JHASEHHE ONH ANAnN3AFGE o
EHJ:I_ donDEEEHHEA HECTEIMHE SANHEPIOWHEE ZREMEETIMA, ruEanus JAMMREEILU FE W SNERMERTIA,
Salrog Ti'rog
TopowboambBonua 1.0 2.5
TpowmGos knanas=a 0.6 02
=
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Oanvadue mabnued T

|-|"J IASNLHDE IHAYEHHNE ONA Kranssto o I-lr.lt,'.l,!I':.I'Il:h'." THAYSHAE AnND KENEnitssn o
'_-IHLI CCAOEHAEHAR MEUTEHMEH 1ANASSHWAMEH INaMEHTIMA IHEHHMH SHMAE DWW M INEMEHTAMH,
Sirag i
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JHAMHTENSHBIE KROBOTENEH WA 1.3 0.4
IO RN BN EH Hial &y TE Wi 1.2 |2
|BCE CRY4aH)
AHAMMTENEHBIE OEONOKNANAHHEE 06 06
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