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MNpeaucnoeune

Llend, ocHOBHEIE NEAHUNLL W NODALOK NPOBEAEHKS paboT No MERrOCYOaRCTREHHON CTAHOADTHIALMM
yvoTadoaneds MOCT 1.0—592 «MedwrocydapcTEeHHaA CHCTEMa CTAHZADTUIALWK. OCHOBHLIE NONOESHKS W
MOCT 1.2—=2009 «MexrocyoapcTEeHHAA CHCTEMA CTaH0aARTHIALWA. CTaH0apTe MENRIOCYIapCTEEHHBIE, NEdE-
BANA W PEXOMEHOALUWK N0 MEXIOCYIADCTEEHHOR CTaAMAaRTHIaUMK, Mpapuna papatoThK, NDHHATHA, NEKME-
HEHHR, OEHOBMEHHA W OTMEHLID

CeonoHWA O CTaHOapTe

1 NOOAMOTOBRNEH TepepancHbiy rOCYIapcTBEHHEIM YHETADHEIM NPSANDHATHEM « BoepoCCHRCEME Ha-
YHHO-HOCNEd0EATENLCKUA HHCTHTYT CTAHAAPTHaALKK W CepTUdiMKauWy B mawrrocTpoeHds (BHFIMERMALLY

2 BHECEH TwpepancHbid SreédTCcTEOM Mo TEXHWYECKOMY DEryNWpOoRa D W MeTponorid [PoccTau-
napt)

3 NMPHHAT MesrocynapcTeaHHbIM CORETOM N0 CTAHISDTHAA LKA, METDONOTAE W CEPTUMEALMH (NpOTo-
Ko oT 24 mas 2012 1 Me 41)

3a NpHHATHE NPOroNOCoBany.

F;DETHE'E FAAMIHOEEZHEE CTHRIHR F:I.'ﬂ,q CTRSHE E—DHDELL.EHHL‘FE' FEHMEHOEIHHE HAGBDEINEHOND: OpraHs
no MK (WCO 31464) DO4—97 e ME (MCOD 3166) 004—07 Mt CTAHAATTHIAWHH

Aaephannsan Al AACTaRAANT

Eenapyck BY MoccTeHAART Fecnybnekd Banapyce

KazaxcTax KZ MoccTeroepT Fecnybneky Kazaxcras

Kupruzua KiG K Eip sl 3CTRHAERT

Monooea MO Monaoaa-CTangapT

Poccun RuU FoceTasaanT

Wepausa LA FAMHBKCHOMPE I8 MTHA ¥Epa#HE

4 Mpueaiaowm SegepansHore areHTCTEA Ne TEXHWHECKOMY DENYNHDOEAHMK W MeTpanoriy ot 1 Hoabpa
2012 1. M2 676-CT MexrocylapcTEeHHRIA cTangapt MNOCT 31618.3—2012 eeeaeq B JEACTEME B KAYECTEE HALM-

oManeHoro ctadgapta Pocowiickol $egepaumn ¢ 1 aneaps 2015

5 Hacroswwia cTangapT cooTReTcTayeT MewayHapoasoMy ctadgapty 150 58402005 Cardiovascular
implants — Cardiac valve prostheses (CepoedHo-cocyQMCTRIE MMINAHTATE. NpoTeds KNanaqos Cepiua).

MNepesog c aHIMUWACKOND A3LKS (2n).

CTengHe COOTRETCTEWA — HEakBKBanauTHan (NEQ).

CTanaapT NogroToeneH Ha OCHOBE NpuMederyda MOCT P 52999 32009

& BBEINEH BEMNEPBEIE

HMirbopMauus of UaMerReHuay K racmosweny cmardapmy nyBnuskyemcs @ emeacdrom widhopmayLion-
HOM YRATAMENS e HaYUOHANLMLIE CMAaHAa0MEIR, 8 MEKCH UIMEHENUT U TONDAE0K — 8 EMEMECAYHOM UHghop-
MALYLOHHOM YRaZaMens sHauyuoMansMee cmaddapmels. B COyYae Mepecuqompd (JamMeHsl] Ly omisasl
MACMOAWE20 cmandapma coomagmemepiowiee yesdomienua Bydam onyBNukoeano @ exeMecayHoM uHgon-
MALLOHHOM Yrazameane « HayuoHansssie cmandapmbsiy, CoomasmMomayiolUyan UHibapaus, peadoimenue U
MEKCMes! DaIMSILAOMCA MAoke & UAhapMayuonHol cucmens o8Weso NoNE20EIHUA — H3 COULYLANEHOM
cadme Cedepansqo20 a2eHmcEa Mo MexHUYSCKoMy DESFAURSEAHLII0 U MEMDMTo2UY 8 comu Mumeorem

& Craugaptaudropm, 2014

B Poccuidckol Degepayii HacTOAWKMA CTAMOSPT He MOMET GblTe NOMHOSTEK HITH YACTHYHO BOCTIDONIBE-
OeH, THRAMWPOEAH W PACNPOCTRAMEH B KAYECTES ODUUKMANLHOTS HIOAHWA De1 paspewends PeiepansHong
AreHTCTEA N0 TEXHUYECKOMY DEryNHDORARMID H METDOMOMH
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M E M o C ¥y 0o APCTUBTEMHHB H C T AHOAPT

NPOTE3bLI KNANAHOE CEPOLA

YHacte 3

PyrkoBoncTec No NPOBEOeHMI0 KNHHWYECKOrD HCCNeaoBaHHA

Cardiac valve prostheses. Fart 3. Guldance on chnical investigation

Oata eeegeHsn — 2015—01—01

1 OBnacTs NnpUMeEHeHWRA

HacToAwMiA CTaHGapT NPUMEHKM KD BOEM WIOENWAR, NPSOHAIHAYeHHBM ANA KMNNaHTAYWn B cepaue
YENOEEKA B KE4eCTEE NPpoTela Knanaka cepaua (MNKC).

HacToAawmi cTangapT onpeaenseT oCHOBHLIE TReDoBaHMA K NPOReeH KD KNTMHWYSCKOrs MCCnedoRa ma
MKC, aonyweHHbx K NPHMEHEHRI0 B KNHHHYecKoi NPakTHKE B YyCTaH0RNEHNHOM NoOpASKe. CTaHgapT He yoTa-
HABNKWEART TPEEOBAHKA K KNHHWYSCEHM WCNmaniAm MNMEC.

HacToAWMA cTakgapT He pacnpocTpaHaeTcA Ha 3aMeHNTENK KNanaMa cepgua, paipaboTadHee cneln-
AnNEHO ANA MMMNAHTALMM B HCEYCCTEEHHEIR CEPOLE MKW B MAOENKA, acCHCTURVIOWME Cepauy.

2 HopmaTUBHBI® CChINKK

B HacToAWweEM CTAHZADTE MCNONL30BAHA HOPMATWEHAA CCLINKA HA CNEayIoWHi CTaHLapT:
MCT 31618 1—2012 lNpoTeawl KNanados cepoua. HacTe 1. O6Wue TexHrdecke TpebosaqHA M MeTo-

Okl MCMBITAHKIA

i pHMEYaH®E— MpH NONEICBASWA HACTORLLMEM CTEHO BRTOM LIE']'IE'DI}CIﬁP&BHD NEpOES0WMTE GQEACTEBME CobRNOMN-
HbiX CTAHZAPTOE B WHMODMEBLUOHHOA CHCTEME ofiers NoNB3083HAA — HE OPHUMENEHOM C3ATE PelepaneH0ro ara«T-
CTEE NO TEXHWYECKOMY DETYNHROBEH D U METROMOMA B CETH VIHTEPHET MNK N0 @ESTOQHOMY MHEODMALHOHHOMY YEBIEaTS-
Net vHAUMOHANEHE CTEHOAPTR S, KOTOPRIA l'.'-l'l'g.'ﬁ.I'IHHDEEH NG COCTORHMIKD HE T AHBAPA TEKYLWErD rodd, v N0 BaiyokaM exe-
MECAYHOD WHOPMAUHGHHOND YEAZATENR sHAUMOHANEHBIE CTEHOEPRTRID 38 TEEYLLHHA Tog. EcnW coRnNOqHRGE CT3HOapT
ZAMEHEH [HAMEHEH), TO NPH NOALIDEAHEW HACTOAW WM CTARAABDTOM CNEdYeT pYROBOOCTEOEATLCA JEMEHARLLWM [WIMEHEH-
Hbild ) CTAHLAPTOM. Ecne cobinauHs i CTAHAAPT OTKMEHEH GE3 3aMERE. TO NONOHKEHEE, B EOTOROM QAaHa Cohinka HA Hero,
NpHMEHASTCA B YACTH, HS IATRArHEAMLWER 3Ty CCuINY.

3 TepMHUHBLI M onpenenedHnAa

B nacToAwes cTaHiapTe npumMesens TepmiHel no MNOCT 316181 v HaumoHanNsHsIM CTAKOAPTaM Mocy-
LAPCTE, YNOMAHYTEX B NDEOUCNCBMA, KAK NPOronNocoBaBlMy 33 NPUHATHE HACTORLLEND MEsToCy1apCTREHHOMD
CTAMOARTA®, 8 TAaKKE CNE0YHWKE TEPMWAHEL © COOTRETCTEYHLLMMK ONPEOSTEHIAAMIA:

3.1 akTyapHeIi: CTAaTMCTHYECKKMA METOO NOCTROEHMA KPWMBELE BRINMBISMOCTH DonbHbIX.

I pPAMEBEYAHAS — n;’.‘:HMEFI{IM REMASTCA MeTod Kannada—MMedepa.

* B PocoHRoRod Pegepaund QencTeysaT cTeHAERTR FOCT P MCO 14155-1—2008 «PyropoicTE0 NO NpoBSAesHED
EMMAMHECERL MCNEITaHWA ME0AUHHCKRE HAgen«A. HacTs 1. Ofwne Tpeboeadvas i FTOCT P UCO 14155-2— 2008 o PykoBa-
OOETEG N0 NPOBESEHUK ENEHHHECHUYE HONBITEHAR MEJWURHCEWE #agennd. HacTe 2. MINaHAPoBSHHE KNHHEMYECHRE UCNBITA-
HHAD,

HznaH#e ofMUHaNnBHoe
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3.2 BeaonacHocTe: Ceobona OT HACTYNNEHWA HENPUEMNTEMOIT BHCRE.

1.3 HpOBOTEYEHME, BRIIBAHHOE NPHEMOM AHTHEOATYNAHTOR: BHYTREHHEE WINKM BHELIHEES KDOBOTEYE-
HAE, NOHBEOOALLEE K CMEDRTH MNWM MHCYNLTY, TPEBYIOWEE NepanyBEaHA KPORK, XMDYRMMYECKOrD BMELATENECTED
AT TOCTIMTANM A LHM.

Mpumeswas e — HacToRwes anpefanasde NPEMEHHMO K NAUHeHTaM, NOMNY- a8l WM CReOcTEE AHTHEOAMNyNAH-
THOA UMW AHTHATRErasT HOA TEREn AW,

3.4 HecTpyKTypHana gucdyriuma MNKC: Hapywende dysigian NKC, camo no cebe e npdcyLles Kna-
MaMy, Ho CNOCoOBHeE NPUBECTH K 0DpascBadvn NPENATCTBMA KPOBOTOKY, K YBEMMHEHH obbema obpaTHor ne-
peTora.

NMpumesanne— l|:Ili|::¢l:"HI!Ll,l-'lil O8HHOD BAOE B8Rl 3=IBEAETCA, Npesie BCerd, TP{IMECIE{IM KNanaHa, cHcTEMHON
srlfonHen Hnu WHpSKLWER NpoTEZE, CﬂDCGEGTEj‘H:II.IJHM?'I TPOM EGB}'. YCTEHOBMNEMHEIMH BD BpeMA NOBTORHOW ONepayuu, na-
TONOMOAHATOMANSCEOND RCCNedod8H AR UMW N W0 ACCNBnTES HWAA. I"I:muepauu TAEHE MOryT CNYEWTE aHanonlIaHHE NaH-
HYCA SHYTPs NPOTEZE, IAXEAT WOBHOMD MATEpHANE OEWEYIWHMUWCAE 3NeMeHTaAMW NpOTE33, OKONOXNAanBHHAA yTauw«a,
HECOCOTEATCTAHE DAIMEDOR MpoTE3a @ ¢IH'E¢IIZIZ1HDIT_‘I KEOMeUd. IHEHHMEA TeMONMTHYSCERA GHEMKWRAE.

3.5 onepauHoHHaA NeTANLHOCTL: TMapTe No NoG0A NEMYKHE, HACTYNWBLWAA BO BEREMA ONE0aLLHHA KK
B TedeHue 30 g el nocne onepawMia.

3.6 OKONOKMANAHHAR YTEYKA: KNHHWHECKK N eMogWHaAMKSecEd 00Ha Dy HHB3EMEA DederT (OTRER-
cTiae) mexdy NMIC 4 PripoaneiM KONBLOM KNanada NaLKMeHTa.

3.7 nauvmWyc: MNatonorddeckos pajgacTadue coaqWHUTENLEHOH TEaHKW B 0GNacTyd Mad#eTsl NEKC, koTopoa
MOHET NPHBECTA K HAPYLWEHKID SYHELMW 3aNMPaKWens aneMenTa npoTesa.

3.8 nporeansId anaokapauT: Fudekymorse@ npousce, satposyswian MK,

Mpumewasne— [JHArHo3 OCHOBLIBASTCA HE WU3BECTHRX KMHHWYECKAY PUTERMAY OQUEHKR HANUYME WH-
o & KLy

3.9 crpykTypHaa aucdwHiEwWa MEKC: Mamedasne @yHiuuoHdpoearna NKC, camaamios MoEnioHHTEnNk-
HO © BOAHHEHOBEHHEM NPUCYLLEND KOHCTRYELMHA NPOTEIE KNANAKA HADYLWEeHAA, CNOCoBHore NpUascTi Kk obpa-
I0BAHAID MPENATCTEWA KpoRoToky depea NKC Wnv K yeenneerig obbera obpaTHoro NepetoKa.

NMpumewasn e — HacToRwes ONPEOSNS8HAe BCHNMDYAET TEHWE NP@YdHEl HADYILEHWA, KAK HANKYEE @HPSEL RN,
|:|I:'-|:: 820B3HHE NAaHHYCE, TRomB03 NpOTE3E KNENEHE, 4T QoNEHD BRTE NG TESPHASHD MW NDETORHOW ONEpEYM K., NETENoro-
AHATOM@YESKOM HECN2O0BAHRH KA 1A Wiv0 WCCNEanaaH i Bone=H0ra, |:II'I|:I-B,|1E'I'I EHME NpeOnonaraet adiHHEHIBSHUE HApY-
WEHHA PYHEGUOBMDOBEHHA, NEPACYLLHY HMEHHD EOHOTRPYEUMK W METEPHANaM NDOTE1E, BelIBAHHEX @3IHOLOM MaTEpUENA,
NZegkWaHWEM QONYCTHME S QNA KCHCTREYELAY MEC MexaHi4echdy HENEAREHWA, PEZEMTHEM YOTANOCTHLIX PASEYILEHKMA,
BeiftageHHEM JANHPA0WKAE INeMEHTOE, HENELHHO30M BHOTKAHHA, HELPHEAME EPOMEN CTBOPRKM, KABMTAUMGHHOW 3QO3MER
MaTepnana v . n.

3.10 cucremHan smMbonuAa: OSpazopaHie Ha NoBepxXHOCTA [KC MW B HenocpeqcTBe HHOA DNAI0CTH oT
HETO CrYCTEOE KDOBK, NEPEHOCHMEIX NOTOKOM B OPYTHE OpraHbl ¥ CHETEME GOnbHOMD.

Mpumeasasne— 3To onpedeneHis He BENHOY3eT B ceafia -DE-FI&!EEEHHE‘ CIYCTHEOR, BRIEAHHDE NPOTEIHRIM 3HOO-
KEEGHETIM.

3.11 Tpomboz knanaHa: POpPMUPOBRAHME HE3ABWCHUMOND OT MHGEKUMA CrYCTEA KDOEW, BhldkIBRKIWEns
HECTRYRTYDHYID ascayHELHD MK yyawende KMHeMaTiKE 3annpaiowivy anemedTos NEC, yMeHeweHue 3dp-
DEETHEHON NROWALK NEOKoOHOND OTEEDCTHA WHMW YBENHYHWE obbera obpaTHor NepeToka.

Mpumesas e — Qeardoz MomeT BuTe NOOTESQHAEH NYTEM NOSTORHOMD ONEDATWEHOMND BMEWATENLCTEA,
BCKPLITHR WM KNMHEYSCEWM HOCNSA0BaHHE M [3XoKEpaROrpadeen, aHriorpadiied MNH MErHATO-DROHBHGHOR TOMOfpa-
e [MPT)).

312 0DLEKTHEHEIE KPHTEPHH padoTel (OKP) NKC: JonveTiMbie IHaHeHna NAHE DAI0BAHHOH 4acTo-
Thl GCNOHHEHHA NP QOArOCROYHOM NOCAS0NERALHOHHOM HABMOOEHHM,

4 Mopagok NnpoeegeHnA KNUHHUYECKOro nccnenosadmua

4.1 Uene KNHHHAYSCHOTD WCCNeaoBaHHA

Uene knuuueeckore nocnegosadua NMEC — nonyyedwe gaskes no feaonacHocTh ¥ 3 OesTHBEHOCTH
OONroCpoHMHOND EyHLMoHHpoBanna NMKC B oprad[ane naykeHTa.

2
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4.2 O8LeMm ENUHNYECKDOrD MCCNeaoBaHKA

4.2.1 Yucno KnHHKK

KNWHHYECKOE MCCNeaoBaHKe CNeayeT NECBoOKTE, NO MEHLLLEHA MEDE, B BOCEMA YUY PEWOEHHAK M NIEHH-
pOBaTE TAKMM 000a3omM, YToO B KAXO0M M3 yUpesgeHuih Denoe umnnandTapoealo He menee 15 NKC kaxooro
THME.

MprrMesasMa
1 KNWHAYECHDE WCCNEQO0ES HUE PEKOMEHIYETCA HEYRHETE, N0 MEHBIWEA MSpS, B TREX KNEHHESX.
2 Mog stanom: MEC nogpasyMeR2ETCA NOSMUHAA WmnnasTauks NKC (Henpumen, S0DTENEHEA WIH MUTRAENEHER ).

4.2.2 Yucno nauymeHToB

MpK ASrOCROHHOM KNTHHMYECHOM MCCNedoBaaHk PEKOMEHIYETCA NPOBECTA OUSHKY, N0 MEHBLIERN MEDE,
150 nayMeHToR, KOTOPBLIM GRN KMONAHTAROBAH AopTansHER MKC 1, no medswed mepa, 150 naymedToR, KOTO-
plit B MMNNaHTHRORaH MuTRans e NMEC. Ecnu MEC npegrazqadYes Gna MMnnaq Tagme ToNsEHS B 0OHoE no-
IWLMH, TO, NO MeHbLUEA Mepe, 150 NMKC cnegyeT OUSHKTE B 3TOH NOIMUHK. ITO YACNO BENIOHAET, N0 MEHBLER
Mape, No 15 KNanadop AnS KaMaors pasMepsa Hamooro THRES (HANDHMMED, S0DTANBHOM UK MATDAaNsHOM).
MekniveHna: HeolodMmMo oUeHTE 8§ A0pTankHbiX KNANAHOS & NOCAOOYHBR OUAMETPOM 13 UNKM MEHBLLE;
B acpTansHex KNanaqoa ¢ NocagoyHeEm JuameTpomd 29 1nd Bonewe; § MUTpaneHelx KNanaqos ¢ NocanoqdHsism
OWARMETRORM 23 HMNH MEHBLWE, B MUTPaN:HBIX KNANadoe C NocagoqHHEM QHAMETROM 33 WMNK GOoNksLLE.

KpuTepud otBopa NAUWEHTOR DONMHE GEHTE HETED YCTAHOBNEME W NPHBEOEHE B MNAHE ENRHHHeCKonD
HCCNEOOBAHKWA.

4.3 MNpoOonMHTENLHOCTE KNHHWYeCKoro HabnwooeHKMa

Mpoacn4MTENEHOCTE HABMKIABHKWA JAEMCHT OT OLEHKM [HCEA KNMHWIECKOND NPUMEHEHHA HOBCA KO-
HCTDYELHK NpoTEsa wiink ero Moguprsauki. Perkomenayetcs, 4Tobw ana mexadnsecksx NEC nocneonepa-
LWoHHoE HAEMKOeHWE KaXOo0T0 NALMEHTA NPOOoNMANOCE, NO MEHLLIEW Mepa, B TEHEHWE TPEX NeT C MOMaHTa
HENMaHTawKe; onA Suonordyeckix NMKC — B Te4eHHe, KaK MAHAMYM, NATA NET C MOMEHTa HMANAHTALMH,

4.4 TpeGomaHWMA K ENMHHHYECKMM QAHHLIM

4.4.1 MoeHTUDHEALHOHHEE DAHHLIS

Cnegyer cofpaTe CNEgyoWUeE QaHHbIE:

aj) non NauvesTa kv 0aTy DoOMOeHHs;

G MO nHua, OTEETCTEEHHON 33 NPpoESaeHHE HAaGnogeHHi,

B] HAWMEHOBAHWE YHOEHIEHWA, NDOBCOALLETS HABNHTZEHHE.

4.4.2 JoonepauydoHH e JanH kLie

Cnegyer cobpaTe CNeqyoWKWe 4o0nNepaunoHHEe AaHHIE!

a) JWarHoa (HanpusMeg, Bud KanadHol Natonorid, eg ITHONCrkKAa) M CONYTCTEYIOWWE CepmeqHo-Cooy-
OWCTEIE 3300NeBaHKA (CEpOeYHan HEQOCTATONHOCTE, KAROHMOMHMONaTHA, Doneank nepwfepHHeckny Cocyoos,
NpeJWecTEYIOWHA MHQapKT MEOKaDIa rMNepToHHYeckan Soneads, HEeKUHOHHEIR 2HO0KAROMT ¥ T. 1.},

6] yHEUMOHAMNLHBIA KNace no knaccddikadydin NYHA, pades BeiNONHeHHsE ONepaTHRHEE BMELLIS-
TENLCTAA (A0PTO-HOPOHADHDE WYHTHREOBAKWE, BANLEYNONNACTHED, NEElWEeCTEYIOWEES NPOTEIVMDOBAHKE KNa-
nada cepoua u T. n.);

B} NpOYMe CONyTCTEYVIOWHE NATONOIHHYEckHe COCTORHMA (HAanpUMep, DONEIHK NEYEHK, NOYEE M NErkKHx,
YNOTPEGNeHnE HAPKOTHEDE MK ankorona, Tadakorypeure, quabaer),

r} peaynetatel 3K, axokl, R-rpadeus;

O) peayneTaTel aHanyaa KpoeW, koarynorpamm [Bkmodan AH4TE, tpomBonnactuHosoe epema v Mewoy-
HapodHoe HopuanuaosadHoe OTHoweHWe (MHO]:

@) Maccy, pOCT W NNOWads NOBEPXHOCTH TENA NAUWEeHTa.

4.4.3 MHTpaonepayWoHHbIe QAHHLIE

Cnegyer cobparte Cneqyowne gaHHse;

a) auarHoa;

G XHMpPYPrHYSCcEHEe NPpoUedyDel, BEMOYAR Mobysd CONyTCTRYIOWYID ONepauMoHHyIo NpouesyDy bl

B) OaTy NPOSEOeHKA OnepalHm,

I} THN, MOOEeNL, NOCASOYHER passMep NpoTeIa K CepMiHBIA HOMED NPATEIE KNanada cepaua;

4 graseTp GUGposHON Konbla NaukeHTa;

@) METOD NPWWHEBSH WA NPOTEIa | MaHKETE),
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) COXpaHeHHE BCEX MK YaCcTH MOORNanaHHes CTRYKTYD SCTECTEEHHOID KNanaMa;

W) NOAALKKD HKMNOAaHTALKMK (HAaNDHMED, 300TANLHEA WNKW MATDANBHAR), NONCKEHWE NPOTEZa KhanaHa
CEROUAa No OTHOWEHKK K PUEDCIH0MY KONsUY (CYNPaaHHYNADHOE, HHTPaaHHYNADHOES, AHTRaCYNDEaHHyNAR-
HOE),

K} OpUEHTALMK OMCKaCTBOPOE NDOTEIE Knanaqa cepaua;

N OCNOEHEHKS, NOCAENYIWKE ONepayHoHHEES NPOUESYEGI,

M) MEMOOMHAMWXSECKYHD OUEHEY SYHELHOHWMPOBIHKMA NPOTE3a © NOMOWRK JXokapguorpadimm, npose-
OEHHOH B TEYeHME NepBblix 30 gHER NocNa onNepauMu;

H) OnepauuoHHYE: NETANbLHOC T,

4.4.4 NocneonepauHoHHLe JAHHLIE

JauHsie NocneEonepagoH Hore HAagnIaeHHa 1omeH b BeTe COBpaHs B TEHEHHE NEpBLIX 30 AHER, Mesay
3-p 1 B-m MECALAMK NOCAE HMNNAHTALMM, NOCTE COHOMD TO0E M 38TeM SHerodHo 00 Ja8epWUeH A KCCcnefona-
HKA. JxoKapaMorpadidio CNeagyeT BeINONHATE Ha BCEX 3Tanax.

CnegyveT cobpaTe CNeqyiowjue qaHHsIe:

a) 0aTy W MeTod NoCneonepanMoH o HabnogeHKA

) PYHEUHOHANEHBIR KNAct No knaccydskkansin NY HA,

B} peayneTaThl KT,

r) pe3ayneTaTel FEMOOMHAMMSECESH OUESHKH C NOMOWED JONNNERoBCKol axX0xapguarpadiia,

A pEIYNETATE AHANKIA KDORK, KOAryNorpamMmbl, BEAOHEA JAHHEE N0 MEMONMAY, KOMHYECTED JDHTPOLM-
TOR, NERKOUMTOR, FEMATORDHT, TeMarnolnH, NakTaT QerndaporeHatel ColB0ROTEY, TANTOMMOGHH W KONWYECTRS piE-
THEYOUMTOR,

@) CTenSHE AHTHEOANNAHTHOR WHNH AHTATLOMGOUMTARHON TERANMH NPH Ka%G0M NOCEWEHRK MEOYY-
pEROEHWA NaUNEHTOM,

W) OCNONHEHWS, BEMCHIA TPOMBOIMEONME, TPoME0a, KDOBOTEYEHWA, BhIZBAHHEE AHTHEOAMNYRHTHOGH
TEpanved, NpoTesHsiA aHgokapanT, ancdyukgag NEKC, HeKoscToyRTHEHD 0ByCNoRNEHHYID QRCdyHELWD Npo-
TE3A, OKONOKNANAHKYIO YTEYKY, NEMONAI W NOBTORHYIO ONeDauHio;

W) OaHHBE 3NETROKARAWMOTPAMM, DEHTIEHOBCKAX CHUMECE TPYAOHOR KNaTHM W EaTepH3aUqK cepgua,
OAHHEIE MArHUTO-PEIOHAHCHON OWarHOCTHEN, BCMW TAKOBAA BbiNOMHANICES,

K} ZAKNCHEHWE NS PEONEDaUHE (NOBTOPHOE ONepaLKin);

n} auands yganedsoro MNMEC (N9 @ HAanMYEK ), EyYHELHOHANERBIS, DERTIEHOBCKRE, THCTONATONOMYEC-
KHE W NPOHHe MCCNBRoBaHHA YOANEHHOTD B peayneTaTe peonepauud NMKC. NpoTokon HeCneaosaHis QomsesH
BEMO4aTE B ceba noapobHee MHCTRYHELMA soaepaTa MKC narcToRdTeno nnu HesasncHumoik nadboparopuw onA
NOCAEayIoWER IKCIERTHOA OUEHER,

M) GATY W NDHYAHY CMEDTH!

H) NPOTORDN BCKPETAA, 800K TAKODE0E BolNONHRNICE.

5 AHanuz un HHTEpPNPpETAUWMA Pe3ynbTaToB KNHHHYEeCKOro nccneqosaHHA

51 OTyeT No KNUHHUYECKDMY WCCNeqoBaH D

5.1.1 OBwHe TpeboBaHKA

OTHET NS KNAHAYECROMY MCCNBa0aaH |0 OOMHEH COQePKaTE B TAANUHHOH dhopae Cneaysellie DaHHBe:

a) GaMUnKKe ¥ AHHLAANE MAL, OTBETCTEEHHbIX 33 NDOEE0EHHE HCCNETBAHHA H HAKMEHOBAHWE YHDEH-
OBHHA,

£ aHanus rpynn nagresdTos No BoIpacTy W nony;

B} CRAaBHEHWE OCONepaLMOHHOND W NOCHeoneDaunoHHOrD Gy HELHMOHANbHBIX KNACC0E No KnaccrudMEa-
LMK MWNYHA;

) Oo0nEpalHoHHLR OHarH03 KNanadiol ¥ cocygUeTol NaTonorvy W ConyTCTeYIOW My Goneaqad, anapa-
LHOHH S QHArHo3El, ONePaUHoHHEIE NPOUEYDEl, BEMEHAA METO NDAWUWBEAHKA, NONOHERKE NDOTEIA KNanaHa
CEpOUa No OTHOWEHKKD K GUBDoIHoMY KOMNbUY, CPUMEHTALWMKD QWMCKE/CTRODKH, ONepauHoHHBIE OCNOHHEHAA M
NOCHEaYIOWHE ONEpauMoHHBE NPOUEDYDEI,

A NOIMUME HMANAHTALHY, TAN, MOGENsL, OCAN04YHEIR paMep NPOTERE KNanaqa, AkanmeTp dubpoaHoro
KOMBUA KNanaHda v NagHerTa v 20gekTHER Y MNoWads OTEBEPCTHA NPOTESa KNanada cepaua,

&) YHCNO MECRLUEE, NPOWEGWNME C MOMEHTS HMONAHTALWY, METOD NOCNEERaUHMOHHOM HAaDNIOEHHR,

) peaYNETATE FEMOOMHAMAYECKON CUEBHKW NpOTE3a!

W) pEaYNETaTEH AHANKIA KDORK W AHTHEOEMYIIRRTHOA TEDEmAM,
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K} aHan3 OciomHeH i,

M) OTYETH N0 PECNEpaLKK, DE3YNLTaTE HCCNEAOBAHWA NDOTEAA, YAANSEHHOTO NPW NOBTODHOA ONepaLHH,
NEAYHHY, 0aTY CMERTH W NDOTORONE BCKDBITHA,

M) CEOOHEE DaHHLIE MO AGETANBMOA # MUTRPANEHOR NOIMLKAM, NDEOCTARNEHHEE ONA BOER MEYNNs B Ue-
NOM K OTGENsHO Mo MOIMUAAM AMINAHTALAH K P33Mepar AMMNaHTMPCEAHHELY NPoTaI0a,

5.1.2 AHanu3 cCcnomHEHWA

OT4YET NO KNMHWHECKOMY WCCNBRoBaHAD SONMEH COOBMMETE SHANKMA NPHYHH CMEDRTH W OCNOKHEHKE ©
NEMMEHEHAENM COOTEETCTEYIOWMWY CTATWCTYECKMN METOO0E!

a) NoKaIATENH PaHHHE NOCNeonepaluoHHBIX OCNCKHEHHA (NPOMISWEeSWNWY B TEYEHNE Nepeex 30 QHel)
W OCNO#HEHWA NEPROTS Ma0a CNEayeT K BeIPaMaTh k3K YHCNO NaUMEHTOD © DCNOMHEHMAMK B NpOUEHTAX,

G} NHHEApAIoBAHHAA YACTOTa OCNOMHEHKR BON4Ha BbiTe KCNONEBIOBAHA GNA OUEHKA MOIDHHX OCMom-
HEHMIA;

B) AHAMNAZ NOKAIATENEHA BuHHBAEMOCTH W NOKAATENEN OTCYTCTENA OCNOHHEHHE CNegyeT NPoaoaHTE C
MCNONL3I0BaHHENM aETYapHOrD MeToga (Hanpusep, Kannada — Medep) /ing akTyansHons Metcaa (KyMyna-
THEHAR YaCTOTAa CODRITHA).

I PHMEYEHHE— IHEYSHHEE CTAHABDTHORA OWHEKH OUSHABAKT MO 2N PETAY Greanwood;

r} cnedqantHele pajgents OTHETa QOMFHL COLEpHaTh CNeqyne DaHHbIE,

1) oWy oUeHKY BhiMUBaEsI0CT I,

2} HACTO BERMBLME GOMNBEHRE 523 OCnoMHEHHA, oByCNOBNEHHE KNanaHdoM;

3} OTCYTCTBWE CNeUWMDHYECKHY OCMOMHEHHH, BENMYaA, N0 MEHsLLEA Mepe, cnydan Tpomboaa MNKC, cue-
TEMHON IME0NKKH, KPOBOTEYEHHA, CEAIAHKEY C aHTHECANYNARTHOA TEDanKen, NpoTEaHoro JHG0KapaKTa, OHc-
dvHEUbE TIKC, chyYad HeKOoHCTRPYETHEHO obyonoBnedHod adcdyHigda NEKC, okonoknanaqHord YTeYKM,
FEMONALE |1 NOBTOPHLIX OREauMi;

&) cnegddYeckie ENanaH-338MciMbie OCNOMHEHAA K NeTaNLHbIE KCXOOsl CNEOYET NPeacTasuTe B
cnedysiled NocneaoBaTeNbHOCTH!

1) Bo@ crnyyaK oCcNoMHEHHE o NoanUKe ¥ pazmepy NMKC,

2} andacakbl TROMBCAME0NHK NO HAIHAYEHWAM KYPCa AHTHROAMNYIRHTHOH TERANMH M CEROGYHOMY DHTHY

3} chyYad HEESHCTRYETHEHD OBYCNOBNEHHOHR QUCEYHELKMKM # KOHCTDYKTHEHO obYCNOoBNeHHOR QHodyH-
ruM# MEC No NpUYKHE DAIBRTAA QRCEYHELNA.

MoeTopHan onepauws, skcnnadtaddn NEC 4 nooe oCNOMHEHWE, CBAIAHHOE C KNanaHomM, Qon#HE
GblTe NPOAHANKWAWDOBAHE N0 NETANBHOMY H HENETANLHOMY KCXOOaM.

Oasuble cregyeT Takke NpoaqHany3aipoBaTe 4NA BslABNSHnA NoBoR CBR3M aHAYeHWA NoOCago-HoMD paa-
miepa MNMEC ¢ noKasarenamie OCnNoMHEHHR.

51.3 KpuTepud KNAHWMYECKDMO WCCNenoBaHWA

MKC aomsed HMEeT NOoKAIATENN HE HIDKE YEazaHMbix 8 Tabnuye 1.

5.2 KpMTepyu ANA OUSsHKEH peayNeTaToR KNWHHYECKOrND HCCnaosaHKA

B rafnuue 1 npUesieHs SHEMEHHA 00LERTHEHEIX KpUTEgHER patoTel {OKP) oNA MecTEHX W rMGKME Npo-
Teaos knanaxoe cepgua NEC. KpuTeput dyHELMOHADOBAHWA HOBLIX KW 8MO00MHUMPOBAHKEIX CTADBIX MOde-
ned MEC gonwHe CoOTEETCTEORATE IHaYeHnam OKP, npreegerHsIM B Tabndue 1, “nv NpeBsIWAaTs Hx.

MpAMEYEHREe — DOPMANksER CTATUCTHHECKUA KPATER A COCTONT B TOM, YTO NONYYEHHEE B P23YNETATE Ho-
CNEQOBEaH®A 3HAYEHUA A0NKHs Os1Th CYWSCTEEHHD MEHELLE yIBOEHHEIR aHa4YeHA OHERE Ona ssauennit OKF nopaaka
1.2 %, BCNA NONYHSHHOE B £NWHWSECE0M HCCNS00BAHRN 3HaseHne pasHo DER a8 offisem HoneTaHwA cocTagnreT B8040 kna-
nasn-NeT, To PopMENEHEIA CTETHCTAMECHEA KpATERNRA YOORNETEODASTCA C BEPOATHOCTER AprinvauTensso B0 %. B cny-
HEE, BCNW NONYHEHHOE 8 KNEHAYSCKOM WCCNSA0BEHMM A5a42Hne cocTagnT 203 o1 OEF To ofikem B 400 kNANAHO-NET TaKe
SacT 30 % BEPOATHOCTH BERINONHEHAA (OPMANEHOMD KRRTERHA,

FTabnuwyga 1— OfLeETHEHBIS KpHTERHA palaTw

F.pc,q:nbl-:: AHSEYEHAS ONA ENanadon o rDE',C.l!'ﬂthH.' AHESEHEE ONH NAanidHian o
EHA OO EEHEA WECTEAMHE JENMAPAKWHEEA 2NEMEETIMN, rEEnun AANWEE KW W 3NEMEATINA,
Slfog Teilrog
Tpombozmbonna 3.0 2.5
TpombGoz knane«=a 0.6 0,2
]
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Owonvanue mabnuae T

MpepsnoHoe 3HAYMEHBE ARA KNanasen | MpeatruHoe IHAYSHAE ANE KNANERDD ©
Bua pCaoknenas FOECTRMMM 3 AR N0 ARG 0TS M S TAMA TAGEMMI SEIMDADULIAMA NS TAM N,
iran Sairan
KpoeoTeuaHUA I:EiE' CRyaMnj 3.9 1.4
JHAMHTENEHBIE KROS0TEYEH WA 1.9 uH
(THOMOENENEHHRIS YTEWH 1.2 1.2
|BC® cny-an)
AHAUMTENEHEIE OE0NOKNENAHHE & 0.6 (1K1
YTEEN

IpaTesHe SHEOKAPOAT 1.2 1.2
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