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PUCKUN AN KOMNAHUU MPU NOAAEPXKE IIT B CAYHAE, ECAU OHO MNMPUOBPETET
MHTEPBEHLLUOHHbIA XAPAKTEP U BYAET PACLLEHEHO, KAK KAMHUYECKOE UCCAEAOBAHME,
PETYAUPUEMOE 61 ¥3

IOpuanveckoe 3akKAlo4YeHue

« Puck npmBae4YeHMI KOMIMAHUKM K OTBETCTBEHHOCTHU 3A MPOBEAEHUNE MCCAEAOBAHMA Be3
paspelleHns MMH3APOBA PP, C HOLLEW TOYKU 3PEHUS, ABAIETCH MMHUMOABHBIM. DTO

CBS130HO KOK € OTCYTCTBUEM B A€MCTBYIOLLLEM 3AKOHOAATEeAbCTBE Poccumnckon Peasepaumm
AAMMHUCTPATUBHBIX CAHKLMUM 30 OTCYTCTBME PA3PELLEHMA HO MPOBEAEHNE KAMHMYECKOTO
MCCAEAOBAHMS, TOK U C TEM, YTO KOMMNAHUSA HU POPMAABHO, HU PAKTUHECKHU He ByaeT

+ BOBAEYEHO B npouecc UCCAeAOBAHUA HU KOK CMOHCOP, HM KaK UcCcAeAOBATEAD

- B cAyvae, ecan UccaepoBaHne OByAeT KBAAUCOULLMPOBAHO B KOYECTBE KAMHUYECKOrO,
UccAeAOBAHUE AOAXKHO OyaAeT ObiTb NPEeKpALLEHO NO NpeAnUucaHuio Poc3sapaBHaA3opaq,

BbIAGHHOMY YHUBEPCUTETY* KAK AULLY MHULIMMPOOBABLLIEMY, OPTAHM3OBABLLEMY U MPOOBOAIALLLEMY
NcCcAeAOBAOHME

« B cAyvyoe ecan Takoe MpeAnmCaHme He DYAET BbIMOAHEHO, YHMBEPCUTET MOXET ObITb MPOMBAEYEH K
OTBETCTBEHHOCTM B BMAE LUTPADA, MOKCUMMOAAbHbBIM PA3MeEP KOTOporo coctasageT 50 000 pybaemn

* MoA YHUBEPCUTETOM MMEAOCH B BUAY KOHKPETHOE AlY, BbICTYMNABLLEE B KAYECTBE MHULMATOPA M CMTIOHCOPA MCCAEAOBAHMS
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PUCKU AA KOMINMAHUU MPU NOAAEPXKE IIT B CAYHAE, ECAU OHO NPUOBPETET
MHTEPBEHLLUOHHbIA XAPAKTEP U BYAET PACLLEHEHO, KAK KAMHUYECKOE UCCAEAOBAHME,

PETYAUPUEMOE 61 93 (2)
[Tpon YCAOBMMU, YTO:
1) UccaeaoBaHUE chAKTUHECKU ByAeT NPOBOAUTLCSH YHUBEPCUTETOM; U

2) B COOTBETCTBMU C AOFTOBOPOM, KOTOPbLIM DYAET 3OKAIOHEH MEXAY KOMMNAHUEN U YHUBEPCUTETOM,
KOMMNAHUA OOPMAABHO He ByAeT BbINOAHATb PYHKLLMM CNOHCOPa UcCAeAOBAHMUS, 1 YCAOBMUS
UccAaeAoBaHUSA BYAYT onpeAeAaTbCS YHUBEPCUTETOM, Mbl POCCMATPUMBAEM PUCK NPUBAEYEHMUS
KOMMOHUU K OTBETCTBEHHOCTU KOK MUHMMAAbHBIU. [TOCKOABbKY KOMMNAHMA HU OOPMOABHO, HU
doaKTH4eCKM HE BYAET OCYLLLECTBAATE AEITEABHOCTb MO MPOBEAEHMIO KAMHUYECKMX MCCAEAOBAHMM
AEKAPCTBEHHbIX NPENAPATOB AAT MEAULIMHCKOrO NPUMEHEHMS.

COOTBETCTBEHHO, AQXe eCAU UccaepoBaHUE ByAeT NPU3HAHO KAMHUYECKUM, A €ro NpoBeAeHue
OCyLLeCcTBASEMbIM 6e3 paspewleHus MUH3APABA PP, OCHOBHbIM CYOBEKTOM OTBETCTBEHHOCTHU NO
AAQHHOMY HapyLleHuio dyAeT YHUBEPCHUTET.

YyuntbeiBQd, 4TO MCCAEAOBAHME Cb(]KTl/I‘-IeCKl/I OCYLLLECTBAAETCA yHMBepCVITeTON\, M KOMMNAHUA HE MOXEeT
HenocpeACTBeHHO BAUATD HA NpeKkpdaLllLeHune 3Toro UccAeAOBAHUSA, TO npeanMcaHume, AOAXHO 6YAeT
BbIAGHO B aApecC yHMBepCMTeTCI, a He KOMMNAHUMN.

3aKOHOAQTEAbCTBO Poccumckon Pepsepaumm He NPEeAyYCMATPUBAET CNELUAABHOIO COCTABA
AAMUHUCTPATUBHOMN OTBETCTBEHHOCTM 3Q NPOBEAEHUE KAUHUYECKUX UCCAAOBOHUN 6e3 paspeLueHus
MuH3ApaBa PP.
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Russian Familial Hypercholesterolemia Registry (RuFH)

ClinicalTrials.gov Identifier: NCT02208569

The safety and scientific validity of this study is the responsibility of the study sponsor and investigators. Listing a study does not
A mean it has been evaluated by the U.S. Federal Government. Know the risks and potential benefits of clinical studies and talk to
your health care provider before participating. Read our disclaimer for details.

Recruitment Status @ : Recruiting
Fi August 5, 2014
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Wiew this study on Beta ClinicalTrials.gov

Sponsor:
Russian Cardiology Research

and Production Center Ha pasHbIX 3TANAX UCCA€AOBAHME ObIAO

Fmzer

Amgen NOAAEPXAHO 3 KOMMNAHUAMMU

AstraZeneca

Information provided by (Responsible Party):
Marat Vladislavovich Ezhov (MV Ezhov, MD, PhD, DMSc), Russian Cardiology Research and Production Center

Study Details Tabular View  No Results Posted Disclaimer How to Read a Study Record

Study Description Goto

Brief Summary:
True prevalence of FH in the Russian Federation is unknown which leads to low percentage of diagnosed and treated cases. Research is needed to determine the prevalence of FH, specific diagnostic algorithms and optimal treatment strategies. The main aim of the present study is to evaluate the extent to
which FH is underdiagnosed and undertreated in the Russian Federation for reduction of cardiovascular risk related to atherosclerosis in the country.

As a first step, total cholesterol (TC) and low-density lipoprotein (LDL-C) levels will be determined in a random sample from Moscow population (n=18000). It is expected that TC = 7.5 mmol/L will be detected in 10% of cohort. During 2014, approximately 500 patients will pass through non-invasive clinical
examination at the Russian Cardiology Research and Production Center, including patient demographics, past medical history, family history of hypercholesterolemia, physical findings, current lipid-lowering therapies, blood tests, genetic analysis, echocardiography, carotid duplex ultrasound and exercise SPECT +




PETMCTP CEMEMHOW TMNEPXOAECTEPUHEMUM

OCHOBHOM LLeAbIO UCCAEAOBAHUSA ABASACCDH

. OuUEeHUTb PACNPOCTPAHEHHOCTM CEMEMHOM TnnepxoaectepmHemmn (CIXC) B Poccum
BTopu4Hble LLeAU:

. OUEHUTb PACNPOCTPAHEHHOCTU TOMO3MUTOTHOM U retepo3nrotHomn CIXC B Poccmm

. OUEHUTL CPEAHUE YPOBHM MNOKA3ATEAEN AUMMAHOTO criekTpa (OXC, XC AHI, An(a))

. CPABHUTb KAMHUYECKYIO U AMATHOCTUYECKYIO 3HAYMMOCTb KPUTEPUEB CETU TOAAAHACKMX AUTMAHBIX
KamHWK (Dutch Lipid Clinic Network criteriq)

M OPUTAHCKMX Kputepmer CammoHa bpyma (Simon Broome criteria) aag ckpuHmHra CIHXC B Poccum

nT.A
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PETMUCTP CEMEMHOW TMNEPXOAECTEPUHEMUM -

N\okaAbHOe
oAOGpeHue
(koHULenuun co
CMETOMU, NPOTOKOAA U
APYrMX AOKYMEHTOB
UCCAEAOBAHMUA)

HesaBucumbin 3anpoc

3AKpbITUE UCCAEAOBAHMUSA
B CUCTEMAX
U c 6yxraaTepuen

3aBepLluieHue
MCCAEAOBOHMS, MOAFOTOBKA
oT4YeTa, NPEeAOCTABAEHUE
3AKPbIBAIOLLUX AOKYMEHTOB

NpoBeAeHUue
UCCAEAOBAHUSA

NMPOLUECC

3awmTa npoekTa
nepeaA rho6aAbHOU
KOMOHAOM

BbliaeAeHne AeHer

O6cyxaAeHue AOrosopaq,
CMEeTbl U 3aKPbIBAIOLLLUX
AOKYMEHTOB C IOPpUCTAMMU
U ByxrarTepuen

MoaAnucaHue pAorosopa
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PETUCTP CEMEMHOW TMNEPXOAECTEPUHEMUMW: NEPBLIE PE3YABTATDI

1027 60AbHbIX (355 (34,5%) My>XimH, 672 (65,5%) XEHLLIMH, CpeAHMM BO3PACT 53 road)

ypoBeHb OXC = 7,5 MMOAB/A ONpPEAEAS

- repeaosancrann ||l

COrAQCHO OLLEHKE C MCMOAb3OBAOHMEM ~vork
criteria) 1/1C6p1C4:ToHCKMX Kputepues Cais Pe3zynbmambi Pocculickol Hay4Ho- 1bIM
anaros CIX uccnegoBamesibckoli Npo2pamMMbl
COrAQCHO KAMHUYECKUM KPUTEPUAM Al Nno gudcHoCmMukKke u Jie41eHur O0J1IbHbIX
romosurotHon CTXC —y 6 (0,6%) cemeliHOU 2unepxoniecmepuHemued.
PacyeTtHoe 4cA0 60AbHbIX CITXC B CTPC BbicoKag pachpocmpaHeHHOCMDb, T
OKA3ATLCA BHILLE HU3Kaga uHopMUpPOBaAHHOCMb, NJ1oXas
CpeAHMe YOOBHM MOKA3ATEAEN AUTUAH nPUBep)KEHHocmb ’ -
+

3 7_44M r/A' M. B.Exos!, 1. B. Ceprucnko’, A. B. Ayniasikos?, O. E. AGanmna®, M. A. Kaukosckuii®, M. M. 1Tlanonmxmg?,

B.B. Teunkeas!, B.C, Typesuw®, C.A. Vpasruabacesa’, A.B. Tperybos’, T.B. Komnopasosa’,
MCHOAb39BOHMe KpVITepMGB CETUTOAAD M.B. Mysaacsckas®, M.M. Boesopaa®, C.C. DBawan®, K.B. Maxapenkosa®, O.B. Tumomienko®, r
60/\bL|JeM k'|YBCTBl/lTe/\bH OCTbIO U CﬂeLLMd HO. M. Paruno®, M. A. Vpsannesa’, K.I'. Komxoxaps’, A.A. Cokoaos®, O.H. boesa’, E.B. Boaorosa',

10.B. Kynmapésa', T.IO. Kysmerosa'?, B.A. Kopmesa?, A.TO. Boraamos”, E.T. Ymdnma",
AULLb HETBEPTb 60/\be|)( HAOXOAMANCDb HC B.M. Coaosres'®, O.T". Cmoaenckan'’, A.C. Taassira'’, M. C. Cadpaposa', A. B. ITorosa', B. B. Maaaxos', 4,2%
KOMBUMHALMS CTATMHOB C 33ETUMMOOM. v cradsririiusace S 1L Hosaase, AL, Covcnonal T, A Poscona B 10, Cosospea, ILD, Foowiwora o LIMSIX

MCMNOAb30OBAAM ATOPBACTATMH M PO3YBACTATHH. [1pU 3TOM, COMM BOAbHbBIE, KOK MPABUAO, HE CTABMAM Nepea cobon
30AQ4Y AOCTMXKEHMS LLeAEBBIX YPOBHEM XC AHI 1 HE ObIAM OCBEAOMAEHBLI O BO3IMOXKXHOCTM TUTPOBAHUS AO3bl CTATUHOB

EXXoB M., 1 Ap. ATEPOCKAEPO3 U AMCAMNMAEeMms, 2017;2(27):5-15
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BbIBOAbl OTHOCUTEABHO RWE UCCAEAOBAHUA, UHUWUNPOBAHHOTO UCCAEAOBATEAEM

MoAOXUTEAbHbIE ACNEeKTbl

- He Hy>XHO NOAQBATL AOKYMEHTLI B MMH3APOB AAF MOAYYEHUS PA3PELLEHMM, TOK KAK
MCCAEAOBAOHME HODAIOAQTEABHOE, YTO BOXKHO, TOK KOK HE BCE MCCAEAOBATEAU
YMEIOT 3TO AEAQTHb M HE BO BCEX KOMMAHMAX pA3peLleHO JOUHAHCHMPOBATL
npmeAaeyeHme CRO

- HeunHtepBeHUMOHHbIE |IT Aerie 0AODPATCA TOAOBHBIM OOUMCOM, HEM
MHTEPBEHLLMOHHbIE

- B onmcaHHOM Kemce BObIA KOYECTBEHHO HAMMCAH MPOTOKOA, YTO PEAKO ObIBOET
npu T

OTpMLI.GTeAbeIe acnekThbl

- CAOXHO KOHTPOAMPOBATH KAK MPOOXOAUT MCCAEAOBAHUE, MOATOTOBKA CSR U
NYOAMKALMOHHbIM MPOLECC

- CAOXHbIM NPOLECC COFAQCOBAHMA AOTOBOPOB U 30KPbIBAKOLLIMX AOKYMEHTOB AAS
OyXraATepmm
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