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CIHOCOBBI JIEYEHU A, CHUXKEHUA YACTOTBI W/WJIN TIPOPUITAKTUKHN
UIIEMHWYECKHUX COBBITHI

OITMCAHHUE

CchbLIKA HA POACTBEHHDBIE 3a9BKH

Jra 3as1BKa MpeacTaBsieT co0oii 3aBKy B yacTHUHOE mpoosnkenue 3assku CIIIA ¢
cepuitneiv Ne 13/792056, nomanHoit 9 mapra 2013 roga, xoTopast mpeacrasisieT CoOOH
3asiBKy B yactTuuHoe mpojonkeHne 3assku CIIA c cepuitabiv Ne 12/943717, nonannoit 10
HOs1Opst 2010 roza, MO KOTOPOW MCHPAIINBAETCS NPUOPHUTET IO NPEABAPUTEIBHON 3asBKE
CIIA c cepuitaeiv Ne 61/260361, mogannoii 11 HosiO6pst 2009 roxa. [To sToii 3asBKe TaKKe
WCMpAIIUBAETCS MPUOpUTET No npeapapurtensHoi 3asske CIIA ¢ cepuitaeiv Ne 61/815735,
noganHoi 25 anpenst 2013 roga. Kaxkaast u3 3TUX 3asBOK BKJIIOUEHBI B HACTOSIIINI TOKYMEHT

B KaUYECTBC CCBLIKH.

00,1aCTH TEXHHKH

Hacrosiiee uzoOpereHre OTHOCHUTCS K CIOCOOAM JICUEHWS, CHUIKEHHS YaCTOTHI
/v TpOoQUIAKTHKA HINEMHYSCKOTO COOBITHS y TAIMEHTa, MOABEPraeMoro YPECKOKHOU
kopoHapHoit anrvoractuke (PCI), BKIIOUAIOIIMM BBEJEHUE MALUEHTY (hapMaleBTHUIECKOU
KOMITO3UIIHMHU, coaepxaineii kaurpenop. CrocoObl TOMOTHUTENRHO MOTYT BK/IFOUATh BBEICHUE
MAIUEHTY JOMOJHUTEIPHOTO TEPaeBTUYECKOr0 CPENCTBA, TAKOro KakK APYroi MHTHOUTOP
P2Y,. Hacrosmuee mzoOpereHue Takke OTHOCUTCS K (apMameBTHUECKUM KOMITOZUIIVSIM,
MPUTOIHBIM ISl JIEUEHUS, CHIDKEHUS 4YacTOThl H/WIM MNPO(UIAKTUKA HIIEMHYECKOTO
coObiTusi y manmenta, moasepraemoro PCI. dapmaiieBTHUECKHE KOMITO3UIMH COASPIKAT
kaHrpenaop. Hacrosimiee m3o0pereHHe MOMOJHUTEIBHO OTHOCHUTCS K CIOCO0aM MOy YeHUs!
(apmManeBTHYECKONH KOMMO3MLUU UTsl JISUSHUs], CHIDKEHHUsS YaCTOThl W/WIH TMPO(PHIAKTHKI
UIIeMHYUECKOr0 cOOBITHSI Y manueHta, moasepraemoro PCI, BKIOYAIOIMM CMEIIHBAHHE
KaHrpeiaopa ¢ OAHUM WU HECKOJbKUMU (l)apMaI_[eBTI/I‘—IeCKI/I MMPUEMJIEMBIMU SKCIIUIINEHTAMU.
Hmemuueckoe coObiTHE MOXKET BKIOYATh TpomOO3 CcTeHTa, WHQPAPKT MHOKapAa,

o0y cnoBieHHy 10 uiemueit pesackyaspuzanuio (IDR) u cMepTenbHbIi HCXo,

YpoBeHL TEXHHKH

PCI mpencrasnsier co0oit mpoueaypy, MOCPEACTBOM KOTOPOil OTKPBIBAKOT Cy KEHHBIE

apTepuH, KOTOPbIE NOCTABJSIIOT KpoBb K cepiaeuHoil Meimne. PCIl ¢ ummiantanuei cTeHTa



LIUPOKO MCHONB3YIOT ISl CHIKEHHUSI PUCKA CMEPTEIbHOr0 UCXO0a HiIH HH(pApKTa MHOKAPAA Y
MAIMEHTOB C OCTPBIM KOPOHAPHBIM CHHIPOMOM H TSl YMEHBIIECHHUS TSLDKECTH CTEHOKAPIUH U
yJIyUIIeHNs] KAuecTBA JKU3HM Y TMAMEHTOB CO CTaOMIbHON cTeHokapaueil. OHaKO OCHOBHOM
mpodIeMoil SIBIISIOTCS TpoMOOTHUECKHE OCI0KHEHHS! BO Bpemst u mocie PCI, ocoGeHHO ecnu
mpoueaypa BKIOYAST WUMIUIAHTALMIO CTEHTA, KOTOPBIH MOXKET HWHIYyLHPOBATH aIAresulo,
AKTUBAIMIO TPOMOOIMTOB U (popMupoBaHue TpoMOa HA CTEHTE WK BOIM3M CTeHTa. Takum
obpa3om, BaxHBIM goroaHeHHeM K PCI sSBISIOTCS aHTHTPpOMOOLMTAPHBIE TEPANeBTHUSCKUE
CpeacTBa.

[Mokazano, uro  (QapMmakoTepameBTHUECKOE  HHIHOMPOBaHWE  pelenTopa
aneHosuHaupochara (AAP) tpombormros P2Y,, y mnammentoB, mnoasepraembix PCI,
yIIydIiaer CEpAEUHO-COCY AUCTBIE  IOCJIEICTBHUSL. Taxue AHTUTPOMOOIMTApHEIE
TepaneBTHYECKNE CPEACTBA CHIDKAIOT PUCK HIIEMHYECKHX COOBITHH, B 4aCTHOCTH TpomOo3a
creHta. OOHAKO B OTHOLIGHWH WCIOJNB30BAHUS TEPOPATPHO BBOIMMBIX HHIHOHTOPOB
peuentopos  P2Y; cymecrsyroT orpanuueHust. Hanpumep, ©npu  BBEISHUU 3THX
JIEKAPCTBEHHBIX CPEICTB CYLIECTBYeT 3aJep:Kka Hauaua AeiCTBUS AaXe IpPH BBEISHUU
yIApHOM [03bI, UYTO OCOOEHHO MPOOIEMATHYHO ISl TMAIMEHTOB, KOTOPBIM HEOOXOIMMO
CpPOYHOE WIM NepunpoueaypHoe jeueHne. Kpome Toro, y mammeHToB B OCTpod (asze
CepIeUHO-COCY AUCTOr0 3a00JIeBaHMsI MOTYT IIPUCY TCTBOBATh TAKKME COCTOSIHUSL, KaK TOLTHOTA,
CHIDKEHHOE BCACHIBAHUE WJIM CHIDKEHHBI KpPOBOTOK, KOTOPbIE MOIYT JMMUTHPOBATH
OHOJOCTYITHOCTh JIEKAPCTBEHHOTO CPEACTBA; Y TAKUX MALMEHTOB AHTHTPOMOOLUTAPHOrO
JeHCTBUSI TepOPabHBIX AHTHTPOMOOLIUTAPHBIX CPENCTB, TAKHX KAaK KIOMUAOTPET, MOXET
ObITh HemocrarouHo. Kpome Toro, B Hacrosiee BpeMsi BO MHOMKECTBE HCCIEAOBaHUI
MPOJEMOHCTPHPOBAHO, 4YTO (hapMakokmHeTHueckoe u  (apMaKoOIMHAMHUECKOE JAeHCTBHE
KJIOMUAOTpea, KOTOPBIA MpeacTaBisieT coOOi IMUPOKO MCHONb3yeMblii HHruourop P2Y s,
SIBIISIETCSI BBICOKOBApHAOeIbHBIM M Ha HEr0 MOTYT BIHUSITH F€HeTHUeCKUuil momuMopdusm, uTo
npeoOpazyercss B pasauuHble (PapMaKOIMHAMHUYECKHH W TeparneBTHUECKHH OTBETHI, UTO
MPUBOAUT K MOHATHIO "c1abo/He oTBevaromux" Ha Kionuaorpen. Kpome Toro, MHOTHE Bpaun
BO3JEP)KUBAIOTCS OT BBENSHHS KIOMHAOrPENTa A0 AaHTUOTPadUUECKOro OmpeleieHus
AHATOMUH KOPOHAPHBIX apTepHi, TaK KaK 3TOT HEOoOpaTUMbIA HHIHOMTOpP TPOMOOLMTOB
ACCOLIMMPOBAH C IOBBIIEHHBIM pPHCKOM MEPUONEPAMOHHOIO KPOBOTEUEHHS, €CITH
HEOOXOIMMO a0pTO-KOPOHAPHOE LIYHTUPOBAHWE, a4 HE YPECKOXKHAS PeBaCKYJISIPU3ALIHSL
INporectupoBansl 0ojiee CHIbHBIE MepopaibHbie OnokaTtopel AJ[®, u BBISIBIEHO, YTO OHH
CHIDKAIOT HMIIEMHUYECKHEe MOCIEACTBUSl Aaxke B OONbIIeH CTeneHW, HO C YBEIWYCHHBIMH

CTCIICHSIMU KPOBOTCUCHMUSI.



Takum o06pa3oMm, HECMOTPsST Ha JNOCTHKEHHs JOTOJHHTENBbHOH (apMakoTepanu,
OIIACHOCTh MIIEMHYECKHX COOBITHI y maumeHTta, noasepraemoro PCI, He ycrpanena. Takum
obpa3oM, HpOJOKAET OCTAaBaThCs HEOOXOAMMOCTh B CHJIBHOM, OBICTPOAEHCTBYIOLIEM,
HEOOpaTHMOM aHTUTPOMOOLIUTAPHOM CpeicTBe, KOTOpoe 3S((PEKTHBHO JEUUT, CHIKAET
YacTOTY W/WIW TPEAOTBpAINAET HIIeMHUYecKre coObITHsl Oe3 M30BITOUHOrO —pPHCKA

KPOBOTCUCHHUS.

CymuocTs H3o0perenus

Hacrosimee m3zo0pereHne neMOHCTPUPYET, KaK KaHTPeIop MOXKHO HCHOJIb30BAThH B
JIEUEHHUH, CHIKEHUH YaCTOTHI M/WIH NMPOPHIAKTHKE HIIeMUIecKkoro coOrtus.. Mmemmueckoe
cOOBITHE MOXKET BKIKOUATh TpoMO03 cTeHTa, nHpapkT Muokapaa, IDR u cMepTenbHbBIN HCXO.
Himemuueckoe coObITHE MOXKET HACTYHATh A0, npu win nocie PCL

B ogHOM W3 acmekToB HacTosIee H300peTeHHe OTHOCHTCS K CHOCOOy JIeUeHHsl,
CHIKEHHS. 4YacTOThl W/WIW NPOPHUIAKTHKHA HIIEMHYECKOro COOBITHSI y TAlHEHTa,
nonsepraemoro PCI.  Cmoco6 BiIOYaeT BBeAeHHE MAUMEHTy (apMaleBTHUECKOU
KOMITO3UIINY, coAepikaileil xanrpenop. dapManeBTHUSCKyI0 KOMITO3MLHUS MOXKHO BBOJHTB
no, mpu wwm mnocne PCI w pazmmuseiMa  Mapoipytamu  BBexeHus. Hampumep,
(hapManeBTHUYECKYI0 KOMIIO3UIMIO MOXKHO BBOAWTH BHYTPHBEHHO, BKJIIOUas OOIIOCHOE
BBEJEHME W/WiH BiuBanue. Kpome Toro, dpapManeBTHIeCKyr0 KOMIO3UIHIO MOKHO BBOJIHUTH
nanueHty, noasepraemomy PCI, Bmouast ummianramnuo creHra. CriocoOoM Mo HACTOSIIEMY
H300pPETeHHI0 MOXKHO JICUWTh, CHIDKATh YACTOTY W/WIH TNPEeJOTBPAINATh HIIEMHYECKOe
coOsitre mpu wim nocne PCI. B HekoTopsIX ciydasx criocod He COMPOBOXKIACTCS] 3HAUUMBIM
YBEITHUCHHEM TSDKEIOr0 KPOBOTEUESHHSI W HeOOXOANMOCTBIO B IEPETHBAHUN KPOBH.

B omnpeneneHHBIX BapHaHTaxX OCYINECTBICHHUSI CHOCOO MOXKET JOMOTHUTEIBHO
BKIIIOYATh  BBEACHHE IALUWEHTY  JONOJHHUTEIBHOIO  TEPaleBTUYEeCKOro  CpeaCTBa.
JononHuTeIbHOE  TEPAleBTUYECKOE  CPEACTBO  MOKHO  BBOJUTH  OTIEIBHO  OT
(bapmaneBTHUECKOH KOMITO3MIMH, COAEpKaIlell KaHrpeiaop, MOCAeJOBATENbHO  WIH
OIHOBPEMEHHO. AJBTEPHATUBHO, JAOMOJHHUTENBHOE TEpaneBTHUYECKOe CPEACTBO MOXKHO
BBOJHTH B TOW Xe (papMmaneBTHUecKOil KOMIO3WIUM, YTO W KaHrpenop. B ompeneneHHBIX
BAPUAHTAX OCYIIECTBICHHUS JOMOJHUTEIBHOE TEPaleBTHUECKOE CPEACTBO  COJNEPKHUT
uaruouTop P2Y |, Takol Kak KJIOMUIOrPeN, Ipacyrpei Wik TUKArpeaop. B ajpTepHaTHBHBIX
BAPHAHTAX OCYLIECTBICHHUS] JOMOJHUTENBHOE TEPANEBTUUSCKOS CPENCTBO  COJEPIKUT

OuBaATUPY TUH WK TeMAPHH.



OmuH W3 acmekToB H300peTeHHsi OTHOCUTCS K CcrnocoOy mepeBoia NalueHTa,
noasepraemoro PCI, ot BBeaenus: kanrpenopa npu PCl x mpoBeAeHUIO ATUTEIBHOTO WIH
MONAEPKUBAIOIIETO JIEUeHHs] MHrHOUTOpoM P2Y),, TakuM Kak MepOpaibHBIA HHIHOHTOD
petenrtopos P2Y,, mampumep, tukarpesiop. Crmoco6 moxker Brmwouats (1) mposeneHue
BHYTPHBEHHOI'O BJIMBaHHS (HapMaleBTUUECKOH KOMIIO3WMLMH, COJEpKalleil KaHrpesop,
koropoe HaunHaT 10 PCI, rie BHyTpUBEHHOE BIMBAHUE BKIIOUAET OOMIOCHOE BBeaeHHUE 30
MKT KaHT'PENOPA/KT ¢ MOCTIeNYIOIIMM HEMPEPBIBHBIM BIMBAHHEM 4 MKT KaHTPeIopa/Kr/MUH, U
e HelpephIBHOE BIMBAHHE KaHTPeIopa MPoA0KaeTCs B TeUSHHe eproa Oonbiero (a) mo
MeHblIel Mepe nByx yacoB win (b) mmurensHoctu PCI; u (2) BBeneHue nepopanbHOi 10361
(apMaLeBTUYECKOH KOMITO3UIIMH, COJAEpXKAIell THUKAarpeaop, B TEUYSHHE HEMPEepPhIBHOTO
BJIMBAHHUSI KAHTPENIopa, TAe nepopaibHas 103a coaepkuT 180 Mr yaapHOW 1036l THKarpesaopa.
dapMaleBTHUECKYI0 KOMITO3UIIUIO, COAEPKAIIYI0 THKArpeiIop, MOXKHO BBOIWTH IIPH
MPOBEJISHUN BHYTPUBEHHOTO BIHMBAHWs KaHrpeiaopa. Hampumep, ¢apmaneBTHISCKYIO
KOMITO3ULIMIO, COAEPIKALLYH THKArpesIop, MOXXHO BBOJUTH B mpejenax nepuoia 1,25 uwacos
uiu B npeaenax nepuoda 0,5 4acoB, OT Hauajla BHYTPUMBEHHOI'O BJIMBAHUS KaHIPEIOpa.
Crioco® MOKeT IOMONHUTEIBHO BKIIOYATH BBEIEHHE MOCTE YIAPHOW JO3bI OIHOW MU
HECKOJIBKHX TEPOPATBHBIX 103 (hapMaleBTUUSCKOW KOMITO3UINH, COASPIKAIIEH THKATPENop.
OgHa WIM HECKOJBKO TMOCIEAYIOIMMX MEPOPaIbHBIX J03 MOIYT cojep:xkars 90 wr
THKarpenopa, 4 HUX MOXKHO HPOAOKATh BBOJUTH IOCIE BHYTPUBEHHOI'O BIIMBAHMSI
KaHrpesuopa.

B onpezeneHHBIX BapuaHTaX OCYIIECTBISHHSI CIOcOO mepeBoJa MAIMEHTa,
noasepraemoro PCIL, ot BBenenus kanrpenopa npu PCl k mpoBeneHWIo TIUTEIBHOTO WA
MONAEPKUBAIOIIETO JIeUeHHs] MHrHOUTOpoM P2Y),, TakuM Kak NepOpabHBIA HHIHOHTOD
peuentopos P2Y,,, Hampumep, THKarpemop, Moxer Bimovate (1) mpoBexcHue
BHYTPHUBEHHOT'0 BJIMBAHUS (hapMALEBTUYECKONH KOMIIO3MIIUHK, COJSpXKAIell KaHTpeaop,
koropoe HaunHaT 10 PCI, rie BHyTpUBEHHOE BIMBAHUE BKIIOUAET OOMIOCHOE BBeaeHHE 30
MKT KaHT'PENOPA/KT ¢ MOCTeNYIOLIMM HeMPEPhIBHBIM BIMBAHHEM 4 MKT KaHTPeIopa/Kr/MHUH, U
e HelpepbIBHOE BIMBAHHE KaHTPeIopa MPpoA0KaeTCs B TeUeHHe epruoa 0onbiero (a) mo
MeHblIel Mepe nByx yacoB win (b) mmurensHoctu PCI; u (2) BBeneHue nepopanbHOi 10361
(hapManeBTHIECKON KOMITO3UINH, COACPIKAIEeH THKATPEIOp MOC/Ie HEMPEPLIBHOTO BIUBAHUS
KaHrpesopa, Ie nepopanbHas 103a coaepxkur 180 mr ymapHoit qo3s! THKarpeaopa. Crocod
MOXKET AONOJIHUTCIBPHO BKJIKYATH BBCACHUC ITOCIIC y,Z[ﬂpHOﬁ J03bI OI[HOﬁ NI HECKOJBbKHUX
MEPOPATBHBIX 103 (papMaLeBTHUECKONH KOMITO3MLUY, coaepxameld tukarpenop. OaHa win

HECKOJIBKO TOCIIe Iy FOIUX ITePOPATBHBIX 03 MOTYT Coepkarh 90 Mr THKarpenopa.



B nmpyrom acmekte Hacrosiiee H300peTeHHEe OTHOCHTCS K (apManeBTHIEeCKOU
KOMITO3UIINK, NPUTOAHONW sl JICUEHHs, CHIDKEHHsI 4YacTOThl W/HWIHW NpOoQHIaKTUKA
HIIEMHYECKOT0 COOBITHS ¥ maiienTa, noasepraemoro PCI. dapmManeBTHuecKkas KOMITO3HLIUS
CONEPKUT KaHTPeaop W JOMOTHUTEIBHO MOXKET CoAepkarb OJWH WIH HECKOJIbKO
(dapManeBTHUECK TNpPHEeMJIeMBbIX OJKCUWNMeHToB. Kpome Toro, ¢apmaueBTuuecKkas
KOMITO3UIMSI MOXKET OBITh TBEPAOH, JKUAKOW WM TPEACTaBIsATE COOOH CyCIEH3UIO.
dapmaneBTHUecKass KOMIO3UIMS 110 HACTOSIIEMY M300PETeHHIO MOXKET OBITh MPHUIOAHA IS
JICUCHHSI, CHIDKCHHSI 4YaCTOThI I/I/I/I.]'II/I HpOd)I/IJ'Ia.KTI/IKI/I HIIEeMHIYCSCKOr o CO6I>ITI/I$I, KOTOpOE
npoucxoaut npu wim nociae PCIL. B HekoToprix ciyuasx, ¢papManeBTHUecKass KOMITO3ULHUS
IIPpH BBEIEHHMU MalueHTy, noasepraemMoMy PCI, He mpHBOAMT K 3HAYMMOMY YBETHUEHHIO
TSDKEJIOr0 KPOBOTEUEHHMS HJTH HEOOXOJMMOCTH TIePETNBAHNS KPOBH.

B 10moHUTENBHOM acCHeKTe HACTOosiee M300peTeHre OTHOCUTCS K CIocoOy
MOJTY UCHU q)apMaHeBTHHeCKOﬁ KOMITO3HMIIUKW JId JICUCHHS, CHIKCHHSI YaCTOThI I/I/I/I.]'II/I
MpOoQUIAKTHKHE HIIEMUYECKOro coObITHs y mamueHTa, noasepraemoro PCI, Birouaromemy
CMEIIMBaHUE  KaHrpenopa ¢  (apManeBTUYECKH  HPUEMIEMBIM  OKCIHUIHEHTOM.
dapMarieBTHUECKH TPUEMIIEMBIH SKCIUIUEHT MokeT Biiarouats NaCl, mekcTposy, MaHHUT
WM UX COUETaHUe.

OmnpeneneHHble aCEeKTHl HACTOSIIEr0 M300pETEHUs] OTHOCSTCS K Crocoly mepeBosa
nanueHTa ot BeeneHus: kanrpenopa npu PCI x BBexeHHIo kaHrpesnopa Nnpu HOJATOTOBKE K
XUPYPIUYECKOMY  BMEIIATEIbCTBY, WIH K crnocody  TMOAAEp)KaHHsI  CHHKSHHOU
TpoMOOLUTAPHON AKTHBHOCTH Yy MALIMEHTa, KOTOPOTrO MEPEBOAMT OT BBEASHHS KaHTperaopa
npu PCI k BBeeHHUIO KaHrpenopa Mpyu NOATOTOBKE K XUPYPrudeckOoMy BMEIIATENIbCTBY, WIN
K cnoco0y moanepkaHusi uHrubupoBanus P2Yp, vy mammeHTta, KOTOPOTO MEPEBOIST OT
BBeAeHus KaHrpenopa npu PCI k BBeIeHHIO KaHTpeaopa MPH MOATOTOBKE K XUPY PrUUECKOMY
BMEIIATEeNBCTBY. JTH CIOCOOBI MOTYT BKJIIOUATH (1) MpoBeAeHne pekuMa TO3MPOBAHMSI MPU
PCI, rae pexum nosuposanust npu PCI Bxirouaer BHy TpuBeHHOE O0m0cHOE BBeAeHHE 30 MKT
kaHrpenopa/kr 1o Hadaga PCl, m mpoBeaeHHe HENMpPEpBIBHOIO BHYTPUBEHHOTO BIMBAHHMS
KaHrpeaopa MpH CKOPOCTH BIMBAHUS 4 MKI/KI/MHH MOC/IE TPOBEAEHUS] OOFOCHOTO BBEAESHUSI,
(2) mpexpamenue nposeaeHus pexuma xosuposanus npu PCI u (3) BBexeHHe nepexoaHoOro
PEKUM JO3MPOBAHUS, TIJ€ MEpPEeXOAHBIM pPEKUM JO3MPOBAHUS BKIKOYACT MPOBEICHHE
HEMPEPLIBHOIO BHYTPUBEHHOI'O BJIMBAHUS KaHTpenopa IpH CKOPOCTH BiauBaHus 0,75
MKT/KT/MHH.

ACHEKTBI HACTOSIIEro N300peTeHUsT JOIOTHUTEIBHO OTHOCSITCS K Crocody mepeBoaa

nagueHTa OT BBEACHUSI KaHI'PEIopa NpU NOATrOTOBKE K XUPYPruyeCKOMY BMEIIATCIBCTBY K



BBeAeHuI0 kaHurpenopa npu PCI, win k cnoco0y moaaepkaHust CHIMKEHHOU TPOMOOIUTAPHOU
AKTUBHOCTHU Yy TALMEHTa, KOTOPOrO MEepPEBOAIT OT BBEASHHUS KAHTPENIopa MpH MOATOTOBKE K
XHPYPrUdecKOMy BMEINATeIbCTBY K BBeJeHHI0 KaHrpernopa mpu PCI, wmm x cmocoOy
noaaepxkanusi WHruOupoBanue P2Y ), y manmeHTa, KOTOPOrO IMEPEBOAIT OT BBEAECHUS
KaHrpeaopa MpHu MOJATOTOBKE K XMPYPrMUECKOMY BMEIIATeNbCTBY K BBEICHUIO KaHIpenopa
mpu PCI. Ot cmocobel MoryT BKIO4aThk (1) MpoBedeHHWE NEPEXOAHOTO pPEeKHMa
JO3UPOBAHMS, TAe MEePEXOIHBI PEKUM JO3UPOBAHUS BKIIOYAET MPOBEACHUE HEMPEPHIBHOTO
BHYTPHBEHHOT'O BJIMBAaHUSI KaHTpejaopa mpH ckopoctH siauBanus 0,75 Mxr/kr/muH; (2)
MpeKpalleHrne MpoBeIeH s IEPEXOTHOr0 PeXUMa JO3UPOBAHUS, U (3) MpOBEIEHUE PEeRUMA
gosuposanus npu PCl, rae pexum nposmposanusi mpu PCI Bkimowyaer BHYTPHBEHHOE
6omocHoe BBenenne 30 Mkr kaHrpenopa/kr no Hadana PCI, u mpoBeneHHe HeMpepBIBHOTO
BHYTPHBEHHOT'O BJIMBAHWS KAHTPEIOpa MPH CKOPOCTU BIMBaHHS 4 MKI/Kr/MHH. B npyrom
BapHAHTE OCYLIECTBICHUS CIOCO0 MOXkeT BKmMouaTh (1) mpoBeJeHUe MEPEXOTHOrO PeKUMa
JO3UPOBAHMS, TJI€ MePEXOIHBIM PEKUM TO3UPOBAHUS BKIKOYAET MPOBEACHUE HEMPEPHIBHOTO
BHYTPHBEHHOT'O BJIMBAHUS KaHTpejaopa mpH ckopoctH BauBanus 0,75 Mkr/kr/muH; (2)
MpeKpalleHre MpoBeIcHHe MEPEXOIHOr0 PeXINMa JO3UPOBAHUS, U (3) MPOBENEHUE PeKMMA
nosuposanust npu PCI, rae pexum posupoBanus npu PCl Bkmowaer mposeneHue
HENPEpbIBHOTO BHYTPUBEHHOI'O BJIMBAHMS KaHTpENopa INpPH CKOPOCTH BIUBaHUS 4

MKI/KI/MHH.

KDaTKOC ONMCAHHE YepTemen

[IpuBeaeHHOe HIke MOAPOOHOE OMMCAHWE, MPUBEACHHOE B KAUeCTBE MPHUMEPA, HO
He MpeiHa3sHaYeHHOe IS OTpaHWYEHHs] H300peTeHHs] HCKIIOUUTEIbHO KOHKPETHBIMA
OMUCAHHBIMH BapuaHTaMH OCYINCCTBJICHHS, MOXHO Jy4YlI€ IIOHATHL B COUCTAHUU C
COIPOBOXKAAIOIIMNMH YePTEKaMU, I'Ie:

Ha ¢urype 1 mpeacraeneHa aumarpamMma CXeMbl HCHBITAHUS IJIs1 MCCIIENOBAHMSL,
OIMCAHHOIO B mpuMepe 1;

Ha ¢urype 2 mpencrasieHa auarpaMma NEepBHYHOIO aHATH3A MOAU(DHLIMPOBAHHON
TPYMIIBI HAUABIIUX IOIYYaTh JSUSHUE B HCCISTOBAHNUH, OIMCAHHOM B puMep 1;

@uryper 3A, 3B u 3C neMOHCTPUPYIOT TIpaHWuUHBIA aHann3 kpusBbix Kammana-
Meiiepa a1st ocHOBHOTO Kputepus ¢ dexrusHoctd (purypa 3A), Tpombo3a crenta (purypa
3B), u cmeptHOCTH uepe3 48 uacoB u 30 cytok (purypa 3C), B iccaeJOBAHUN, ONIUCAHHOM B

npumep 1;



Ha ¢urype 4 mnpencraeieHa auarpaMva CKOPOCTEH mMepemuBaHUSI Ui BCEX
MAIMEHTOB (BKJIIOYAs a0PTO-KOPOHAPHOE IIYHTHPOBAHUE) B MOATPYIIAX C BEICOKMM PHCKOM
KPOBOTEUEHHUS B UCCAEA0BAHNH, OIUCAHHBIX B TpUMepe 1;

Ha ¢urype 5 mpeacraBneHa muarpamMma CXeMbl HCHBITAHUS IJIS1 HCCIETOBAHMUSL,
OMHUCAHHOIO B MpUMEPE 2;

durypsr 6A u 6B nemoHCcTpUpYIOT maHHBIE OTHOUIeHus maHcoB (OR) ocHoBHOrO
KpUTEPUs AJIs KIIOUEBBIX MOATPY I B HCCAEA0BAHUN, OMMUCAHHOM B IIpUMEpE 2;

Ha ¢urype 7 mpeacraBieHa muarpamMma CXeMbl HCHBITAHUS /ISl HCCIIEJOBAHMUSL,
OIMHUCAHHOIO B MpUMEpE 3;

Ha ¢urype 8 mpeacrasreHa auarpamMMa MOIU(DUUMPOBAHHOW TPYIIIBI HAYABIIHX
MIOJTy4aTh JEUEHUE B UCCIEA0BAHNH, ONIUCAHHOM B IpuMepe 3;

@Ouryper 9A u 9B neMOHCTpUpPYIOT rpaHWYHBIN aHanu3 KpuBbIx Karmmana-Metiepa
Ui OCHOBHOrO Kputepusi (purypa 9A) M KIIOYEBOr0 BCIIOMOTATEIBHOTO KPHUTEPHUS
3¢ pexrtuBHOCTH TpOMOO3a creHTa (purypa 9B) B nccnenoBanum, ONMCAHHOM B IpUMepe 3;

Ha ¢urype 10 npeacraBiieHbl JUarpaMMbl OTHOIIEHHSI IIAHCOB B aHATU3€ MOATPY I
OCHOBHOTO KpuTepus 3(p(HeKTHBHOCTU B HCCIEOBAHNH, ONMCAHHOM B IpUMeEpe 3;

Ha ¢urype 11 mpencrasieHa auarpamMma B aHIM3€ MOATPYII TSDKEIOTO HIIH
YMEPEHHOTO KPOBOTEUEHHS! B COOTBETCTBUH C OOLIMM HCIIOIB30BAHUEM CTPATErHi s
OKKJTIOJMPOBAHHBIX KOPOHAPHBIX apTepuii ¢ BoccraHoBieHHbIM mpocseToM (GUSTO) B
WCCIIeIOBAHNH, OITMCAHHOM B IpuMepe 3;

Ha ¢urype 12 mnpencraBieHa koHeuHas arperamust tpomOouutos (LTA),
uHAYnHpoBaHHbIX 20 MKM ageHo3uHaudocdarom (AJD) y manueHToB, KOTOPEIM BBOAWIA
180 mr Tukarpemopa B TeueHue (Ha 0,5 wac wiam 1,25 yac) WIM HOCAE€ BHYTPUBEHHOIO
BJIMBAHUSI KAHT'PEIopa,

Ha ¢urype 13 npencrabnen LTA, unaymmpoanHeix 5 u 20 mMxM AJI® u
PeaKurOHHOCHOCOOHOCTh  TPOMOOLIMTOB, H3MeEpsieMble TOCpeACcTBOM aHamm3a P2Y12
VerifyNow® y mauueHTOB, KOTOphIM BBOIUTH 180 Mr tukarpenopa B teuenue (Ha 0,5 yac
wia 1,25 gac);

Ha ¢urype 14 mpeacrasnmena mozens PD orseroB PRU B 3aBucmmocté ot
KOHLIEHTpAIlMM KaHrpenopa y MalueHToB, Ha pexume posupoBanus npu PCl m ams
MAIMEHTOB Ha IIepeX0JHOM PEKUME JO3UPOBAHMUSI,

Ha ¢urype 15 mnpencraBieH cmonenupoBaHHBIH auama3oH oteera PRU s
MAIMEeHTOB-MyKuiH, 62 roga u 90 xr c¢ B/B OomocHOW ymapHoit mozoit mpu PCIL,

MEPEBOANMBIX C MEPEXOJHOr0 pekUMa MO3UPOBAaHUS Ha pekuM posuposanust mpu PCI



(3amTpuxoBaHHBIE 00IACTY MPEACTABISIIOT COO0H JOBEpUTENbHBIE HHTEPBAIBI OTHOCHUTETBHO
JUHAN, a WyHKTHpPHAs JHHUS MpejacTaBisier cobol rpannuHoe 3HaueHne PRU 208,
ACCOLMMPOBAHHBIX BBICOKOH UyBCTBUTEIBHOCTH M CHEMU(DUUHOCTH TPH HATHIAA
unaruouposanust P2Y1,);

Ha ¢urype 16 mnpencraBieH cMojenupoBaHHbI auama3oH otsera PRU s
MAILMEHTOB-MYKUMH, 62 roga u 90 Kr ¢ oTcyTCTBHEM B/B OOIIOCHOM yapHO#t 103el ipu PCl,
MEPEeBOJUMBIX C IEPEXOTHOTO pPEeKHUMa NO03UPOBaHUSI HA pexuM posuposaHust npu PCI
(3amTpuxoBaHHBIE 00IACTH NMPEACTABISIOT COOOH JOBEpUTENbHbBIE HHTEPBAIBI OTHOCUTETBHO
JUHAN, a WyHKTHpPHAs JHHUS MpejcTaBisier coOoi rpanmuHoe 3Hauenne PRU 208,
ACCOLIMMPOBAHHBIX BBICOKOH UYBCTBHTENBHOCTH M CHELU(PUUHOCTH TMPH  HATHYUH
uHrubuposanus P2Y,);

Ha ¢urype 17 mnpencraBieH cMonenupoBaHHbIH auama3oH oteera PRU s
MAIUEHTOB-)KEHIMH, 66 roga u 60 kr ¢ B/B OodrocHON ymapHoit mozoii mpu PCI,
MEePEeBOANMBIX C MEPEXOJHOr0 pekHMa MO3UPOBAaHUS Ha pexuM posuposanust npu PCI
(3amTprxoBaHHbBIE 00MIACTH MPEICTABIISIOT COOOI TOBEPUTENbHBIE HHTEPBATIBI OTHOCHUTEIEHO
JUHAN, a WyHKTHpHAs JUHAS TMpejacTaBisieT coOoil rpannuHoe 3HaueHne PRU 208,
ACCOLIMMPOBAHHBIX BBICOKOH UYBCTBHTEIBHOCTH M CHEUU(PHUYHOCTH TMpPH  HATUYAU
uHrHONpoBaHus P2Y1,);

Ha ¢urype 18 mnpencraBieH cMmojenupoBaHHbIH auama3oH oteera PRU s
MALMEHTOB-KEHIIH, 66 roaa u 60 Kr ¢ OTCYTCTBUEM B/B OOMIOCHO# ynapHo#t 103wl mpu PCI,
MepeBOUMBIX C MEPEeXOJHOr0 pekuMa MO3UPOBAaHUS Ha pekuM posuposanust npu PCI
(zamTpuxoBaHHbIE 001ACTH MPEACTABISIIOT COOOH JOBEpUTENbHEIE HHTEPBAIBI OTHOCUTEIBHO
JUHUM, a NYHKTHPHAS JHHHS MpeacTaBiser coboii rpanuuHoe 3Hauenue PRU 208,
ACCOLIMMPOBAHHBIX  BBICOKOH UYBCTBHTENIBHOCTH M CHEUU(PUYHOCTH TpPH  HATHYUAU
uHruOupoBanust P2Y1,);

Ha ¢urype 19 mnpencrasien cmoienupoBaHHbIN auanazoHoB oteera PRU mis
MAIUEHTOB-MYy K4MH, 62 roga u 90 Kr, mepeBoauMBIX ¢ peskuma posuposanus npu PCI ma
MEePEeXOAHBI PEeXUM TO3MPOBAHUS (3ALITPUXOBAHHBIE OONACTH MPEACTABISIIOT CcoOOU
JOBEPUTEIbHBIE HHTEPBAIEI OTHOCUTENBHO JIMHUI, a Ty HKTHPHASI TTHUSL TPEACTABISIET cOO0U
rpannuHoe 3HaueHue PRU 208, accouuupoBaHHBIX BBICOKOM UYBCTBUTEIBHOCTU H
creru(pUIHOCTH NPH HATHYUK HHruOupoBauus P2Y 1),

Ha ¢urype 20 mpencraBieH cmoienupoBaHHbIN auama3oHoB oteera PRU mis
MaUKMEeHTOB-KEHIIUH, 66 jeT u 60 Kr, mepeBoAuMbIXx ¢ pekuma poszuposanusi npu PCI Ha

NEPeXOHBI PEKUM  TO3UPOBAHUS (3AIITPHXOBAHHBIE OOJACTH NPEACTABISIIOT COOOU



JAOBCPUTECIIbHBIC UHTCPBAIBI OTHOCUTEIIBHO HPIHI/II>'I, a IMYHKTUPHAs JIUHUA NPEACTABIIACT coboii
rpannuHoe 3HaueHue PRU 208, accouuupoBaHHBIX BBICOKOM UYBCTBUTEIBHOCTU H

CHeUU(pUIHOCTH TTPH HATTMYMK UHTUOUpoBanus P2Y ).

IoapooHoe onHcaAnNE H300pETEHHA

Hacrosimee n3o0pereHne 0CHOBaHO HA OTKPBITHH TOTO, YTO KaHTPenop, 0OpaTUMBbIi,
OBICTPOAENCTBY IOIINM, TPEACTABISIONN cO00N aHaIor aaeHO3UHTpHdOChara UHIHOUTOP
peuenropa AJI® P2Y),, oddexktuBeH s JI€UeHUs, CHWKEHUS UYaCTOThI HW/HIH
npodUIaKTUKH HIIeMHUeckoro cobbirus. Takum obpa3om, Hacrosimee u3oOpereHHe
OTHOCHUTCSI K CHOCOOY JIEUEHHS], CHIKEHHS YacTOThl M/WIH HPOPHUIAKTUKY HIIEMHYECKOTO
cobbrmst  y mammeHTta, mnoasepraemoro PCl, BkiIouaromeMmy BBEACHHE MAlHEHTY
(apMareBTHUEeCKON KOMITO3ULIUY, coaepkaieii kanrpenop. Hacrosimee nzobpereHue raike
OTHOCHUTCS K (l)apMa]_[eBTI/I‘IeCKOI\/'I KOMITIO3HUIINH, HpHFO,E[HOﬁ JJIs1 JICUCHUSI, CHUKCHHSA YaCTOTEI
/Wi NpOQUIAKTHKHA HIIEeMHYEeCKOro coOblTHsl y manueHTta, moasepraemoro PCL, rae
(bapmaneBTHUECKasT KOMITO3HLHS COAEPKUT KAHTPENIOp U JOMOJHUTEIFHO MOXKET COAepKaTh
OAUH HWJIHN HECKOJIBbKO (bapMaueBTquCKn MPUEMJICMBIX 3KCHUIIMCHTOB. KpOMe TOrO,
HacTosiee n300peTeHne OTHOCUTCS K criocody momydeHus! papManeBTHISCKONH KOMITOZUIINN
JUISL JISUSHMsl, CHIDKEHHMSI YacTOThl W/HIM NPOPHUIAKTHKH HIIEMUYECKOr0 COOBITHS Y
nanueHTa, noxsepraemoro PCI, BxmouamomieMy cMeNIMBaHHE KaHIPENopa C OJHUM WX
HECKOJIBKUMH q)apMaL[eBTI/ILIeCKI/I MMPUEeMJIEMBIMU SKCLUITUCHTAMMU.

Kanrpenop

Kanrpenop MPEACTaBJISIET coboif HETUEHOINPUIUHOBBINA aHajior
ameHo3uHTpU(OchaTa, KOTOPLI 00paTHMO CBs3bIBaeT W HHrUOUpyer peuentop AJd P2Y ;.
KaHrpenop SIBJISICTCS O6paTI/IMbIM U CCJICKTUBHBIM IpferiaparoM npsamMoro ﬂeﬁCTBHH n OH
oOnagaer KOPOTKMM BpeMeHeM mouyku3Hu. OH IperepreBaeT MeTraboiIu3M MO MyTH
JgedochopunupoBanysl ¥ €ro NepHoJ IOJYBBIBEJSHUS M3 ILIA3Mbl COCTABISIECT 3—5 MHUHYT;
()YHKLHOHUPOBaHUE TPOMOOLIMTOB BO3BpaIaeTcsl K HOpMe B mpezeiax 30—60 MUHYT mocie
MpeKpalleHrsl BBeJSHHs JIEKaPCTBEHHOTO cpenctsa. [Ipu BBeieHMH B BHAE OOMIOCHOTO
BBEJICHUS U BIUBAHUS, OH OBICTPO M CTAaOMIBHO B BBICOKOH CTENeHW HHTHOUPYET
TPpOMOOLIUTEI ¢ HOpMaTu3anuer (QyHKIUOHUPOBAHUS TPOMOOIMTOB BCKOpE TOCHIE
npekpamennss BBedeHus. ®aza 2 wucneltaHMil vy manumeHtoB, moasepraeMbix  PCI,
MPOAEMOHCTPHPOBATA 3aBHCUMOE OT J03bl HHTHOMpOBaHHE TPOMOOLUTOB, MOJOOHOE

I/IHFI/I6I/IpOBaHI/IIO, moJIyqyacMoMy Ipyu NPUMEHCHUU 3,6L[I/IKCI/IMa6a, C MCHBIIHUM YBCIHYCHUEM
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BpeMeHH KpoBoTeueHHsI 1 Oonee ObICTPBIM BO3BPATOM K ()YHKIIMOHUPOBAHUIO TPOMOOLIUTOB.

Xumuueckasl CTpyKTy pa KaHrpenopa npejacrasieHa Gopmyoi L.
o 9o 0 o Lo
F NH
DfP ,P\ wP-,,h N NP
HQC\JKCI OH OH v T

Oopmynal

B kakxaoM H3 BapHaHTOB OCYLIECTBICHHSI HACTOSINEr0 H300peTeHUs] TepMHH
"KaHrpesaop" BKIOUAET coenuHeHune GopMynl I, a Takke ero TayToMepHbIE, SHAHTHOMEPHBIE
U JHacTepeon3oMepHble (OpMBI M W3 pameMHuecKkue cMecn H - (hapManeBTHYEeCKU
MIpHEeMJIEMbIE COIH 3TUX COEAMHEHHUH, BIIIIOUAsl TETPAHATPUEBYIO COMb. DTU ANbTEPHATUBHBIE
(bopMBI 1 comu, criocoOBI UX MOMYYSHHsI U coAeprKalye UX (papMaleBTHISCKHe KOMIOZHUIINN
XOPOIIO U3BECTHEI B TAHHOW 00JIaCTH U NMpHUBeeHbl, HarpuMep, B mateHTe CIIIA Ne 5721219.
JlononHUTENbHOE OIHMCAHWE, OTHOCSIIeecs K TIOMYUEHHI0 W INPUMEHEHHIO KaHTpenopa,
MOxxHO HaWTh B mareHTax CIIIA NeNe 5955447, 6130208 u 6114313, a Taxxke B myOuKanuu
sasBku CIITA Ne 2006/0270607.

Nimemuueckne co0LITHH

Hacrosimee n3zo0pereHne 1eMOHCTPUPYET BOZMOXKHOCTH NPHUMEHEHHSI KAaHTPEIopa B
JICYSHUH, CHI)KEHUH YaCTOTHI W/WIH MPO(UIAKTHKE UIIEMUIEeCKOro coOpitust. Mmmemmueckoe
cOOBITHE MOXKET BKIIOUATh TpoMOO03 cTeHTa, nHpapkT Muokapaa, IDR u cMepTenbHbBIN HCXO.
Himemuueckoe coObITHE MOJKET MIPOUCXOINUTE 10, TpH win mocie PCL

Tpombos cmenma

B onpeneneHHBIX BapuaHTax OCYIIECTBICHHS HACTOsIIEee H300pETeHHe OTHOCUTCS K
JISUSHHIO, CHIJKEHWIO YacTOThl W/WIH mpoduiakTuke Tpombo3a CTEHTa y MAlMeHTa,
noxsepraemoro PCI. Tpom0o03 cTeHTa MOXKET NPOUCXOTUTH B Pe3yJbTare NPUMEHEHUs
TMOOBIX CPEACTB, CBSI3aHHBIX C UMIUIAHTALMEH, MPUCYTCTBHEM WM MOANEpKaHHEM CTEHTa B
cocymucTod cucremMe mnauueHta. Hampumep, TpoMm003 cTEHTa MOXKET HHIYLHPOBAThH
UMIUTAHTAIMs CTEHTA TALMEHTy, WIM OH MOXKeT pPa3BUBAThCsl C TEUEHHEM BpPEMEHH B
pesyibTare MOpPUCYTCTBHSI CTEHTA, TAaKOro Kak CTeHTa W3 YHCTOrO MeTalla, CTEHTa,

BBICBOOOKJAIOIErO JIEKAPCTBEHHOE CPEJCTBO, MM CTEHTA APYroro TUma. B ompeneaeHHbIX
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BAPHAHTAX OCYILIECTBICHUS] TPOMOO3 CTEHTa ONpEeAeseH B COOTBETCTBHH C ONpeAeieHHeM
TpoM003a CTEHTa KOHCOPLMyMa IO AKaAEMHYECKHMM HCCISIOBAHUSIM WU SIBISIETCS €ro
NPOW3BOIHBEIM. B ompeneneHHBIX BapHaHTaxX HACTOSIIEro H300peTeHms TPoMOO3 CTEeHTa
MOKET TPEACTABISATH COOOW HHTpAmpOLEenypaTbHBIH TPOMOO3 CTEHTa, OCTpBIH TpomOo3
creHTa (<24 4YacoB mOCIe MMIUTAHTAUWHN), TOZOCTPBI Tpombo3 creHTra (>24 wacoB m <30
CYTOK MOCJ€ MMIUIAHTAUNHN), NO3OHUH TpoMb03 creHTra (>30 cyTok m <12 Mecsues mocie
HMMIUTAHTAIIMN) WK OYEHb [TO3JHHM TpoMO03 cTeHTa (>12 MeCsIIEB MOCIE UMILTAHTALINHN).

Hnghapxm muorapoa

B onpezneneHHBIX BapHaHTaX OCYIIECTBISHHS HACTOsIIIEee H300peTeHne OTHOCUTCS K
JIEUSHHIO, CHI)KEHHI0 YacTOThl W/WiK NpoduIakThKe HH(papKTa MHOKapaa y MafeHTa,
nonsepraemoro PCI. MHpapkT Muokapaa MOKET MpeACTaBisTe CO00# OCTphIii MHpApPKT
muokapaa 6e3 mogpema ST (NSTEMI) mnm octpelii nHpapkT mMuokapaa ¢ mogbemMoM ST
(STEMI). B ompeneneHHbIX BapHaHTaX OCYIIECTBIECHUSI WH(pAPKT MHOKApAA ONMpEAeaeH B
COOTBETCTBHH C OOIIMM omnpeaerneHneM HHPAPKT MUOKAPAA HIIH SIBJISIETCS €70 POU3BOIHBIM.

Hudapkr muokapaa moxer npoucxoauTs npu PCI wimu MoxeT ObITH WHIYHUPOBAH
mo aroboMy MeXaHW3My, BKIIOYAs HUMIUIAHTALMIO CTeHTa nauueHty. MHdapkr Muokxapiaa
TaKXKe MOXeT ObITb BEI3BaH TPOMOO30M CTEHTA WIIN OKKITIO3UEH KOPOHAPHOU apTepHHL.

Oobycnosnennasn uwemueil pesackynapusayus (IDR)

B ompeneneHHBIX BapHaHTaX OCYIIECTBIEHHS HACTOSIIEE N300peTeHne OTHOCHTCS K
JISUSHHIO, CHIDKEHUIO 4acToThl W/ mpodmnakruke IDR y naumenra, moasepraemoro PCL
IDR otHOcuTcst k mwobomy Tumy wuHTepBeHuuH nocie PCIL, mpu xoropoll HeEoOX0auMoO
YBEJIMUUBATh WIK BOCCTAHAB/IUBATE KPOBOTOK uepe3 cocynd. Ilpumepsr IDR B kauectse
HEOrPAaHWUMBAIOLINX IPUMEPOB BKIOYAOT, gononHuTensHylo PCl mnam xupypruueckoe
BMeEIIaTeIbCTBO.

B onpezneneHHBIX BapHaHTaX OCYIIECTBISHHS HACTOsIIEE H300peTeHne OTHOCUTCS K
CHIDKEHHIO 4YacTOThl W/WIM NPEIOTBPAIIEHHIO CMEPTENbHBIX KCXOIOB Y MAIHEHTOB,
nmoaeepraemeix PCL. B ompeneneHHBIX BapwaHTax OCYINECTBJIIEHHS CMEPTEIBHBIA HCXO.
MOXeT OBbITb aCCOLMHUPOBAaH C JAPYTHMMH HIIeMHYecKUMH coObitusivu.  Hampumep,
CMEpTebHBI MCXOJ MOTYT BBI3BIBATH TPOMOO3 CTEHTA, OKKJIIO3USI KOPOHAPHOH apTepuu
W/nunu uHPAPKT MUOKapIa.

Cnoco0bl_jieYeHHsl, CHUKEHHS] YACTOTHI H/HJIH NPO(PHIAKTHKH HIIEMAYECKOT0

COOLITHSH
OnpeneneHHbI aCMIEKT HACTOSIIEr0 W300pPETeHUs MPEACTaBIsIET COOOH CrOCOOBI

JICUCHHSI, CHUKCHHUA Y9aCTOThI W/WIN HpO(I)I/I.]'IaKTI/IKI/I HIIEMHYECKOTO COOBITHS Y HNAUCHTA,
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noaBepraemoro PCI, Birodaroiiie BBEASHUE MAMEHTY (apMaIleBTHUSCKOW KOMITO3UIIHIH,
COJEpIKAIEe KaHTPestop.

PCI wmoxer Bimouare, 0e3 oOrpaHuueHui, OAJVIOHHYK  aHTHOIUIACTHKY,
MMIUTAHTAI[MIO CTEHTA, POTALMOHHY IO MJIM JIA3EPHYI0 aTePIKTOMUIO W/Hiu Opaxutepanuio. B
CITyJasix, KOTJa UMILTAHTHPYIOT CTEHT, CTEHT MOXKET MPeICTaBISTh Co00M, Oe3 orpaHuyYeHuUH,
CTEHT W3 YHCTOr0 METa/l1a, CTEHT, BHICBOOOKIAMIIUN JIEKAPCTBEHHOE CPEICTBO,
paccachIBAOIIUKCS CTEHT U T.J., KAK U3BECTHO B JaHHOM 00,1aCTH.

Bpemennvie  xapaxmepucmuxy, — OJUMENbHOCMb U MAPUWPYIbL  66E0EHU
apmayeemuyeckoti KOMNOIUYUY

Cnoco6 mo HacrosimeMy H300pEeTeHHIO BKIIOYAeT BBEAEHHE (papmaueBTHUSCKO
KOMIO3UIMHU 10, npu u/win nocie PCI. BeexeHre MOXKHO POIOKATE B TE€UEHHE KOPOTKOTO
nepuona BpEMEHHU, TaKOr0 Kak MCHEC YUeM HpI/I6.]'[I/ISI/ITe.]'II:HO gac, Wi MOXHO IPOAOJ/IKATH
OJVH WIN HECKOIBKO 4acoB. B ompeneaeHHBIX BapUaHTaX OCYILECTBICHHUS BBEICHUE MOXKHO
NpoAoKaTe Mo MeHblied mepe npu PCL. B apyrux BapwaHTax OCYINECTBIEHHUS BBEICHHE
MOJKHO TPpOAOIDKaTh mocie 3apepiieHust PCL. B ompeneneHHBIX BapuaHTaxX OCYIECTBISHUS
BBCACHUE MOXXHO IMPOAOJDKATH B TCUCHUE IIO MEHBIIIEN MEpe HpI/I6.]'[I/ISI/ITe.]'II:HO ABYX 4HacCOB
wiu npu npouenype PCL, B 3aBUCHMOCTH OT TOTO, UTO JO0JIbIIE. B OMOJHUTEILHOM BapHUaHTE
OCYLLUECTBJICHHUS! BBEICHUE MOXHO MPOAOKATH B TEUCHHE MEPUOAA IUTEIbHOCTHIO
MpUOTU3UTETBHO J0 YeThIPpeX YacoB, WM B TEUYEHHe MepHoAa MpUONU3UTETBHO YeThIpex
4yacoB uiu OoJiee.

Croco0 MOKET BKJIFOUATh MHOTOPA30BOE BBEACHUE (hapMaIIEBTHUESCKON KOMITO3ZUIUH
o, npu w/wnn nocie PCI. Hampumep, BBeneHue (papManeBTHUSCKOW KOMITO3ULIUH MOXKHO
MPOBOANTH 3a KOpoTkwii epuoxa Bpemenu 10 PCI, a 3arem cHoBa mocie Hagarta PCIL.

B omnpeneneHHBIX BapHaHTaX OCYLIECTBIEHHUSI CIOCOO MOXET BKIIOYATh
MEPUONUECKOe BBEACHUE (DapMalleBTHUECKOW KOMIO3uIMK mociae 3asepineHust PCIL
Hampumep, ¢apmManeBTHIECKyI0 KOMITOZUIIMI) MOKHO BBOJUTH OJHOKPATHO, TBAXKIBI,
TPWXKABI WK Ooliee pa3 CYTKH, OJHOKPATHO KaXJAble ABOE CYTOK, ONUH pa3 KaxAble TPoOe
CYTOK W T.Jl. U B TEUEHUE HECKOIIBKUX HENIEeTb, MeCsIeB win naxe et nocie PCI B wactHoCTH
ecau PCI, BKIIOYAIa UMILIAHTALIMIO CTEHTA.

B momonHHATETRHBIX BapUaHTAaX OCYIIECTBISHHS CIIOCO0 MOXKET BKJIFOUATH BBEICHHE
(hapMaleBTHIEeCKON KOMITO3UIIUH TIOCE BBISIBJIEHUS HJIH TUArHO3a WIIEMUIECKOr0 COOBITHS,
NN npu HACTYIUICHUHN CHUMIITOMOB HINIEMHYECCKOIo CO6I>ITI/I$I. Ha_an/IMep,
(hapMaleBTUYECKYI0 KOMIO3HMIUK MOXKHO BBOIUTh, €CIH HAOMIOJAIOT CHUMITOMBI Of

uHpapkra Muokapaa. PdapManeBTHUECKYI0 KOMIOZHIMIO MOKHO BBOAWUTH B IIpejenax
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KOPOTKOTO TIepHOA BpPEMEHH OT HACTYIUIEHHS CHMITOMOB HIIEMHYECKOrO COOBITHSL
Juana3oH KOPOTKOTO MEPHOAA BPEMEHHU MOXKET COCTABIISITH NMPUONIU3UTENBHO OT OAHOW MU
JBYX MHHYT O MPUOIU3UTEIBHO OJHOTO WU JBYX YACOB.

B ompeneneHHBIX BapHaHTaX OCYINECTBIEHHUS! COCOO MOYKET BKIIOYATH BBEICHHE
(dapManeBTHUEeCKOH KOMIIO3UIIMA B KAueCTBe MNPOQIIAKTHKH IPOTHB HIIEMHYECKOTO
cOOBITHSI, Takoro Kkak wuHQapkT Muokapja. [lamueHTh, mDOAXOASIIKME ISl TaKOH
npoUIaKTHKY, BKIIOYAIOT JI0O0T0 MamuMeHTa ¢ MOJO3PEHHEeM Ha HAIN4Yhe pPaHHUX
CHMIITOMOB HIIEMHUYECKOTO COOBITHSI WM C COCTOSHHEM, KOTOPO€ MOXET MPUBOIUTH K
HIIEMHYECKOMY COOBITHIO, IPOTHUB KOTOPOr'0 MOTYT ObITh 3(EeKTHBHEI dapMaleBTHUSCKHE
KOMITO3ULIMY 10 n300perennio. GapmManeBTHUeCKy 0 KOMIIO3ULUI0 MOKHO BBOAUTH MAIUEHTY
B IpeJenax KOPOTKOTO NMEPHOAa BPEMEHH OT MOMEHT BBISBICHHS PAaHHUX WIN HAYANBHBIX
CHMIITOMOB HIIEMHYECKOTO COOBITHSL

Hacrosimee  u3zo0pereHne — JOMOMHHUTENBHO  MOXET  BKIIOUYATh  BBEACHHE
(bapManeBTHIECKOH KOMIIO3UIIMK OJHOBPEMEHHO HJIM ITOCIEA0BATENbHO (IO MM IOCIE) T10
MEHBIIEH Mepe C OJHUM JOMOJHUTENBHBIM TEPANEBTUYECKUM CPEICTBOM. JIONOTHUTEIBHOE
TepaneBTHYECKOE CPEACTBO MOXKET MPEACTABIISATE COOOM, HAIPUMED, HHTUOUTOP PELEnTOPOB
P2Y ), Takol Kak mepopaitbHbIf HHIHOUTOp penentopoB P2Y |, HHrHOUTOP IIIMKONPOTEHHA
1Tb/I11a nu acupwuH.

Beenenue mnruburopa peuentopoB P2Y),, Takoro kak MepopaibHBIN HHTHOUTOP
petentopoe  P2Y;, OJHOBPEMEHHO WM TOCIENOBATEIbHO ¢  (hapmaneBTHUYECKOi
KOMITO3UIIMENH MOXKET MPHUBOIUTHh K (4) CHMKEHHMK) YaCTOThI MIIEMHYECKOTrO coObiTus; (b)
WHrUOMPOBAHMIO arperanud TpoMOOUUTOB; (C) MHIMOMPOBAHHMIO PEAKLHMOHHOCHOCOOHOCTH
TpomOouuToB, (d) mpekpaiieHHO OCTabJeHHs] YBEIUYEHHS PEeaKIHOHHOCIIOCOOHOCTH
TpoMOOLMTOB TOCTe BBEASHUS (HapMALEBTHUECKOW KOMITO3MLMH, WMWK (€) MPeKpaIleHHIO
ocialneHus] yBEJIMYEHHsI arperauuyd TPOMOOLMTOB TMOCie BBEIACHHUS (apMaleBTHUECKOH
KOMIIO3HIIHH.

Kpome Toro, BBeaeHune MHruOuTOpa peuentopoB P2Y,, Takoro kak mepopanbHbIA
uHrubuTop peuentopos P2Y ,, OMHOBPEMEHHO HJIHM MOCIENOBATENBHO C (hapMaleBTHISCKON
KoMmnosunuel mnanuenty, noasepraeMomy PClL, Takke MOMXKET NepeBOIUTh NalMeHTa K
JUTHTETEHOMY WJIH TIOAeP KABAONIEMY JICUSHHIO HHIHOUTOPOM perenTopos P2Y .

B BapuaHTax OCYyIIECTBJEHUS, B KOTOPBIX MHTHOUTOp perientopoB P2Y, BBOIST
OIHOBPEMEHHO C BBEACHHEM (PapMAIEeBTHUYECKOW KOMIIOZULIMH, WHTHOUTOpP PEeLEnTOpOB
P2Y)», MOXHO BBOIUTH NpPH NPOBEISHWH OONIOCHOIO BBEICHHs KaHTpelopa WIM MNpU

MPOBENSHUM BIWBAHUS KaHTpeaopa. B  onpeneneHHBIX BapHaHTaX  OCYINECTBIEHUS
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uHrHOUTOP penentopoB P2Y), BBOAST B mpeaenax MEpBOrO uaca BAMBAHHS KAHTPEIOpa,
Hanpumep, depe3 30 mmHyT (T.€., 0,5 waca) mocne Hauyana BiauBaHusl. B ompeneneHHBIX
BapPHAHTAX OCYIIECTBJESHUSI MHTUOUTOP penentopoB P2Y 1, BBOJIT B MpeAeax BTOPOro yaca
BJIMBaHUE KaHTpenopa, Hanpumep, 75 MUHYT (T.e., 1,25 vaca) mocne Havaia BIUBaHMUSL.

B onpeneneHHBIX BapuaHTaX OCYLISCTBACHHSI HHIHOUTOP peuentopoB P2Y |, Takoii
KaK MepopanbHblii HHrubuTop peuentopos P2Y,, MOXXHO BBOJOWTEH B BUJE YIAPHOH AO3BL, C
MOCTIEeAYIOUIMMH OJHOW WIM HECKONBbKMMHU NMOCHeAYIOMMMH A03aMy. OJHA WM HECKOJIBKO
MOCIeNYIOLIUX 03 MOTYT COAEpKaTh OOJbIlIee, MEHBIIEe IITH TO kKe KOTNIeCTBO HHIMOUTOpa
peuentopos P2Y », uro u yaapHast no3a.

HWuaruburop peuenropos P2Y;» Moxker mpexacraBisitb cobOod kiommporpen. B
MPEANOUTUTEIbHBIX BAPHAHTAX OCYILIECTBICHHUS! KIONUAOTpen BBOAIT B BHAe 600 wmr
yIapHOI 103l HEMOCPEeICTBEHHO TOCTe MpeKpalleHus BBeAeHHs (papMareBTUIeCKOM
KOMIO3ULIMH, COASPKAIIEe KaHTpenop.

Huaruburop penenropos P2Y» Takke MOXeT mpeiacrasiste cobol Tukarpenop. B
NPEANOUYTUTENBHBIX BAPHAHTAX OCYIIECTBJICHUS TUKArpeaop BBOIT B Buae 180 Mr yaapHoit
J03bI 50058 B TCUCHHUC NN HEMOCPEIACTBCHHO Iociae MPEKpaInCHus BBCIACHUSI
(dapmaneBTHUeCKOd KOMIO3UINH, cojepkamield kanrpemop. [locne ymapHOH KO3BI MOKHO
BBOJUTH OJHY WM HECKOJBKO MOCIEAYONMX 103. OHA WM HECKOJIBKO MOCIEAY FOIIUX JO3bI
MOTYT COAEpKaTh NPHOTH3UTENEHO 90 MI THKarpeiopa.

Kpome toro, uaruburop peuentopoB P2Y ), MokeT nmpeacTaBisitb coO0l mpacyrpen.
B npexnouTtuTenbHBIX BapuaHTaxX OCYIECTBISHHS MpacyTpes BBOAST B Buae 60 Mr yaapHOH
JO3bI HEMOCPENCTBEHHO IIOCHIE NMpEKpaleH:us BBeASHHs (papManeBTHUSCKOH KOMIIO3HIIHH,
coJeprKallei KaHTpeop.

B ompeneneHHBIX BapHaHTax OCYINECTBICHHS IEpOpPATbHOE TepareBTHIECKOe
cpeacteo mast P2Y), MOXHO BBOAWUTH 1O BBEASHUS (hapMaLEBTHUECKONH KOMITO3ULIWH,
cojepKamel kanrpenop. Takoe BBeAeHHE HE MOXKET OCaabsITh nelicTBre KaHTpeaopa. JTo
MEPOPATLHOE TepaneBTHUeCkoe cpeactBo mis P2Y;, MOXKHO BBIOMpaTh W3 TPYIIIBL
cocrosieii u3 KIONUAOTPeNa, TUKarpeiIopa u mpacyrpena.

MapipyTsl BBEeZeHHsT B CIOco0ax IO HACTOSIIEMY H300PETeHHIO BKIIOYAIOT,
HampuMep, MepopanbHoe, CyOIMHIBAIPHOE, MHTPAHA3AIBHOE, BHYTPHUITIA3HOE, PEKTAIBHOE,
TPaHCAEPMAIBHOE BBEJEHHUE, BBEAEHHUE B CIU3UCTHIE, MECTHOE WIH MapEeHTEPAIbHOE
BBCACHUC. HapeHTepa.anble CHOCO6I)I BBCJACHUS B KAQUCCTBE HCOIPAaHUYIUBAIOMIUX ITPUMEPOB
BKIIIOYAIOT HMHTPAZEpMAIbHOE, MOAKOXHOE (I/K), BHYTPUMBILIEUHOE (B/M), BHYTPHBEHHOE

(8/B), HWHTPaIepUTOHEATLHOE (u/m), BHY TPUAPTEPUATILHOE, HHTpaMeay JUISIPHOE,
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BHYTpHCEPICUHOE, BHYTPHUCYCTaBHOE (B CyCTaB), HWHTpacHHOBHAIbHOE (B obOnactb
CHHOBHAJIBHON JKUAKOCTH), BHYTPHUEPENHOE, WHTPACIHMHAIBLHOE H HHTpaTeKalbHOe (B
1epeOPOCHHUHATIBHY 0 JKUIAKOCTE). B crmocobax IMo HACTOSIIEMY H300PETEHHI0 MOXKHO
UCTONb30BaTh JIF0o00e M3BECTHOE YCTPOMCTBO, MPUTOAHOE /ISl MAPEHTEPATEHON HHBEKLUN
WIA BJIMBAHUS JIEKAPCTBEHHBIX COCTABOB. B yKa3aHHBIX acmeKTax ¢ BapHaHTax
OCYIECTBJICHUSl  HACTOSINEr0  HM300pEeTeHMs:  BBEACGHHE  IPOBOIST  MOCPEICTBOM
[ApEHTEPATHPHOTO  BBEASHMSI,  IPEINOYTHUTENTBHO  BHYTPUBEHHOTO  BBEJICHMS, WU
MEPOPATEHOTO BBEACHHE.

[Ipr BHYTPUBEHHOM BBEICHHH (HAPMAIEBTUUYECKYI0 KOMIIOZUIIHIO, COASPI ALY IO
KAaHTPeIop, MOKHO BBOJMTE B BHJE OONIOCHOTO BBEIEHHUS, B BUAE HENPEPBHIBHOI'O BIMUBAHUS
WK B BHJE OOMIOCHOTO BBEIEHMsI C MOCIEIyIOIINM HeNpepblBHBIM BiIuBaHueM. Hampumep,
(hapMaeBTHIECKYI0 KOMIIO3ULHMI0 MOXKHO BBOANUTE 10 PCI B BHAe OOTIOCHOTO BBEIESHHUS, a
MoOxHO BBOAUTE npu PCI B BUe HENMpeprIBHOTO BINBAHMSL

Koraa dapManeBTHuecKky0 KOMIIOZUIHMIO, COASP/KAINYI0 KAHTPENop, BBOIST B BUAE
OOIIOCHOTO BBEJCHUSI, € BBOAST B Ipejerax KOPOTKOro MepHoaa BPEeMEHH, TaKOro Kak JBe
MHHY ThI HJTH MEHee WM OJUH MUHYTA UK MEHEe.

Jo3bl KaHrpenopa B ¢apMameBTHUECKOW KOMITO3ULIMH, BBOIUMOH B crmocobax 1o
HacTosimeMy H300peTeHHI0, MOTYT BapbHpOBATH B 3aBHCUMOCTH OT YKA3aHHBIX 33124
croco0oB (JieyeHHe, CHIDKEHNE YacTOThl U/WIN MPOPIIAKTHKA), PUIUUECKIX XapaKTEPUCTHK
MAIMEHTa, 3HAYUMOCTH HINEeMHYECKOTO COOBITHSI, HATWYHUSI CBS3aHHBIX HIH HECBSI3aHHBIX
MATONOTHIA, KOMIO3WIMM COCTaBa U  CHOCOOOB, HCMONB3YEMBIX Ui BBEJCHUS
JIEKapCTBEHHOT'O CPEJCTBA NAlMEHTy. B onpeaeneHHbIX BaprHaHTax OCYLIECTBICHHUS A03Y VIS
KOHKPETHOTO NAIIMEeHTa MOKET Y CTAHABJIMBATh Bpad HA CBOE Y CMOTPEHHE.

[Ipu BBeaeHun B BUAe OOMIOCHOTO BBEIESHHUSI BBOAST N03y MPHOTU3UTETBHO OT 5 10
npubnuzurensHo 100 MKr KaHrpemopa/kr, Hampumep, npubamsurensHo ot 20 10
npubnuzurenaso 40 MKr KaHrpenopa/kr win npubnusutensHo 30 MKr kanrpenopa/kr. Ipu
BBEJSHUHM B BHJE HENPEPHIBHOIO BIMBAHMS KAHI'PENIOpP MOXKHO BBOAUTH B 03¢
npubau3uTeasHo oT 0,1 10 mpubnuzureabHo 30 MKI/KI/MUH, HapUMeEp, TPUOTUZUTENBHO OT
1 o npubmuzutensHo 10 MKI/KI/MHH, WM NPHOIU3UTEeIbHO 4 MKI/KI/MUH. B onpeneneHHbIX
BapuaHTax ocyumectsieHus 1o3a B nepuoaax a0 PCL mpu PCI u mocie PCI moxer
OTJIMYATHCSL.

B ompeneneHHbIX BapUaHTaX OCYIIECTBJIEHHS CITOCOO MO HACTOSIIEMY M300PETEHUIO
BKJIIOYAET NpoBeAeHHe OOMOCHOrO BBEASHHs! MpHOMM3UTENbHO 30 MKI KaHTPeIopa/Kr ¢

MOCIIEAY FOLIIM MTPOBEISHUEM BIMBAHHS TPUOIU3UTETBHO 4 MKT KAHTPEI0Pa/KI/MHH.
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Korma dapmMareBTHUECKy0 KOMITO3UIUIO BBOAST TEPOPANBHO, BBOISIT JO3Y
npubausutensHo ot 0,5 10 npubnusurensHo 100 MI/Kr KaHTpenopa Wid IpuOIU3UTENBHO OT
5 no mpubnuzurensHo 30 MI/Kr KaHrpenopa B CyTku. [lepopaibHOe BBEAeHHE MOKHO
IpoOBOAUTE Pa3 B CYTKHU WJIN HECKOJIBKO Pas B CYTKH.

B OIMPEACICHHBIX BapHAHTAX HACTOALIETO H306peTeHI/I$I B JAOIIOJIHCHHE K
(dbapManeBTHUECKOH KOMITO3UIIMHK, COJepKalled KaHrpeaop, BBOIST JOIOJTHUTEIBLHOE
TepaneBTHYeckoe cpeacTBo. Korjga momomHUTENbHOE TEPaNeBTUYECKOE CPEACTBO COASPKUT
KJIOMUIOTPEN, Er0 MOYKHO BBOJWUTE NMEPOPATBLHO C J030H KIOMUAOrpea NpUOIU3UTENLHO OT
75 mr no npubausurensHo 600 Mr.

Hayuenmot

Kak ucmonp3yroT B HACTOSIIEM MOKYMEHTE, 'MaueHT" ISl KOTOPOrO MOXKHO
MPaKTHYEeCKH OCYIIECTBISATh CIOCOOBI MO HACTOSINEMY H300PETeHHI0, OTHOCHTCS K
JKUBOTHOMY, MNPECANOYTUTCIIBHO YCIOBEKY. VY  Takmx MNalUEeHTOB MOXKET IMPOUCXOIUTH
HIIeMHuecKoe coOBbITHE, Takoe Kak Tpom0o3 creHtra, uH(papkr wMuokapaa, IDR wnun
CMEPTENbHBIN UCXOA.

BBI/IZ[y TOro (1)aKTa, YTO HUCXOAHOE COCTOSIHHUE 3O0POBbs IMALMEHTOB, IS KOTOPBIX
MPAKTUYECKH OCYIIECTBISIFOT OMNpeAeNeHHbIe CIocoObl MO HACTOSIIEMY H300PETEHHIO,
TakoBo, uto Tpedyer PCI, cneunanuct B gaHHOH 06gacTu MOHMET, YTO Y HALMEHTOB MOTYT
CYINECTBOBATh JPYIHe AOMOJHHUTEIbHbIE (PH3UISCKHE XapAKTEPHCTHKH, CBSI3aHHBIE C TaKUM
HUCXOOHBIM COCTOSIHUEM 3OO0POBBSL. Haan/IMep, B KaXKIOM H3 BAPHAHTOB OCYIICCTBJICHUSL
HACTOSIILEro MU300peTeHrsl y MalMeHTa MOXeT ObITh COCTOSIHHE, BBIOpaHHOE M3 TPYIIIEBL
cocrosieii u3 STEMI, NSTEMI, crabunbsHasi creHOKapausl, HeCTaOUIbHASL CTEHOKApIMs U
OCTPBI KOPOHAPHBIM cHUHApPOM. [lanMeHT MOKeT MPEACTaBiIsITh COOOM mHalMeHTa JHO00ro
BO3pAacTa, MOJa WM Macchl [lallmeHT MOXET Mojydark APYTHE TEpareBTHUECKUe CPEeICTBa,
Takue KaK Nepurnponeny paibHbiii uHruoutop rauxonporensa [Ib/Ila, nepunpoueny panbHbIH
HedpakuumonuposanHeiii remapua  (UFH), mnepumnponenypaibHbIH HH3KOMOIEKYJISPHBINA
renapud  (LMWH), mnepumnponenypaibHblii OWBATHPYAWH WIH NEPUIPOLEAY PATLHBIN
KJIOTTH 10T PElL.

JU1s1 TOTIOTHUTENBHON XapaKTePUCTHKU HALMEHTHI, TSI KOTOPBIX MOKHO MPUMEHSITh
CrocoObl O HACTOSALIEMY H300pPETeHHIO, CAENyeT OTMETHTh, UYTO MAIMEHT MOMKET OBITh
MOpKEH WHCYJBTOM WJIH CaxapHbIM Jual0eroM, THIIEPTEH3Hel, THIEPIUITHIEMUeH,
uHPAPKTOM MHOKapaa WIA MOXKET HMeTh uIlleMudeckyio Oonesnb cepaua (CAD) B
cemeiiHOM aHamue3e. [lalMeHT MOXeT MNPOXOAUTh YPECKOXKHYIO TPAHCIIOMHUHATBHY O

kopoHapuyto anruomnactuky (PTCA), PCI win aopro-xoponaproe myuTtupoBanne (CABG).
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VYV mnanueHTa MOXET MPUCYTCTBOBATH 3aCTONHAS CEpJASYHAs HEIOCTATOYHOCTh, OOJIe3HBb
nepudepuueckux aprepuii (PAD) wnmm Tpomb03 cTeHTa 60j1ee yeM B OIHOH apTepuu WiIu
BeHe. Kpome TOro, mamueHT MOKEeT HaXOAWTHCS HA MEePUIPOIeIy PATHHBIX JIEKAPCTBEHHBIX
CpelcTBaxX, TaKMX Kak KIOMUAOTpet, OWBAIMPYIWH, He(paKIMOHHPOBAHHEBIN TemapuH,
HU3KOMOJIEKYJISIPHBIN renaprH, (poHAanapuHy KC HIH ACTAPHH.

Pesynvmamet cnoco6os

Kaxapiii 3 cnocoOOB, yKa3aHHBIM B HACTOSIIEM H300PETEHHH, MOXKET BKIIOUYAThH
JOTIOJTHUTENBHBIN  dTam  ompenedeHuss 3((EeKTHBHOCTH BBeAeHHS (hapMaleBTHUECKOU
KOMITO3WIIMK,  COJAEpXKamlell  KaHrpenmop,  BKIKOYAs  BPEMEHHBIE  XapaKTEPUCTHUKH,
JUTHTETBHOCTD M MAPIIPYT BBEIACHUS (papMaeBTHUSCKON KOMITOZUINK. OnpeaeieHne MOXKeT
BKIIOYATh  ompedeieHue  S(QQEKTHBHOCTH  BBEIEHUS  JIO0OOTO  JOMOJHHTETBLHOTO
TCPAnCBTUYECKOr0 CpeaAcCTBa. B OAJHOM U3 NPUMEPOM 3TOT Z[OHOHHHTGHLHBIﬁ 9Tan MOXKHO
MPOBOJUTEL B HMHTepBane npubmuzurensHo ot 0.5 mo mpubamsurensHo 24 yacoB mocie
3aBepIIeHHs] BBEASHUS. XapaKTepUCTHKW, penpe3eHTaruBHble 11 S dexruBHOCTH,
BKJTIOYAIOT, HApHUMep, TOBBIIIEHHE TUaMETPa MPOCBETA CTEHTA, CHYDKEHHE pazMepa Tpomba
CTEHTA U CHUKEHHE YaCTOThI MH(APKTA MUOKAPIA.

IlepeBoxy ¢ pexnma aosuposanusa npu PCI x  nepexogHOMY pPeKHMY

J03HMPOBAHHA H € NEPEXOTHOI0 PEKHMA J03HPOBAHHAS K pe:kuMy no3upopanus npu PCI

OHMM M3 aCIIEKTOB HACTOSIIEro N300peTeH s SIBIISIETCs cocod nepeBoa mannueHTa
or BBejeHust kadrpenopa mnpu PCl k BBegeHMI0O KaHrpenopa IpH MOATOTOBKE K
XUPYPrUYeCKOMY BMELIATeIbCTBY, WIH Cocod mepeBoaa nanueHTa OT BBEJSHUs KaHTpeaopa
IPU MOATOTOBKE K XUPYPru4ecKkOMy BMENIATeNbCTBY K BBeAeHHIO KaHrpenopa mpu PCL
Hpyroii acmekt u3o0pereHHs mpexcrasiasier coboi crmocod moxaepKaHusl MOHIKEHHOMH
TPOMOOLIUTAPHOM AKTUBHOCTU Yy MAIMEHTA, KOTOPOTO MEPEBOMST OT BBEJACHHUS KaHTPEIopa
nipu PCI k BBeAeHUIO KaHrpeaopa IpHu MOATOTOBKE K XHUPYPruieckoMy BMEIIATeNbCTBY, UIIH,
KOTOPOTO TEPEBOAAT OT BBEICHUS KaHTPEIopa MNpH MOATOTOBKE K XUPYPrauecKoMy
BMEIIATeIsCTBY K BBeAeHMI0 kaHrpesnopa npu PCIl. Eme oaWH XONOTHHUTENBHBIN acmekT
n300peTeHust mpeacTaBisieT coboii cnocod moaaepkanusi HHruOnpoBanus P2Y |, y mauueHra,
KOTOpPOTO NEPEeBOAST OT BBeAeHus kanrpenopa npu PCI k BBeaeHHIo kaHrpenopa mnpu
MOArOTOBKE K XHUPYPrU4ecKOMy BMEMIATENbCTBY HINM KOTOPOrO MEpPEeBOAST OT BBEACHUS
KaHrpesopa MpH MOATOTOBKE K XHPYPrHUECKOMY BMEIIATEIBCTBY K BBEIACHUIO KaHTpEIopa
mipu PCL

[MprumHEL, 1O KOTOPBIM NAUUEHT MOeT ObITh HeoOXOJUMO NepeBOJAUTH OT

BBeAeHUs KaHrpeaopa npu PCI k BBeAeHUIO KaHTpeaopa MpH MOATOTOBKE K XUPY PrUUECKOMY



18

BMEIIATENBCTBY WIH HA00OPOT, MOTYT BapbHpOBarh. Hampumep, KOraa ManyeHTy BBOJST
kanrpenop npu PCI, MOKHO ompeaenuTs, 4T0 HEOOXOAUMO XUPYPrUUECKOe BMELIaTeNIbCTRO,
HaMpUMep, BCIAeICTBHE HOBOI nH(popManuu, kotopyio noayumtn npu PCI, wiu ocnoxxHeHuit
KOTOpBIE BO3HUKIN B Xome camoi mpouenypbl PCI. C apyroil CTOpoHBI, A TMAIMEHTa,
KOTOPOMY BBOJMJIM KaHTPEIOp MPHU MOATOTOBKE K XUPYPrudeckoMy BMENIaTenbCTBY, MOXKET
6b1Th HE0OXx0auMo nposectu PCI, HampruMep, KOraa BHISBISIIOT, UTO Y MALMEHTA CyLIECTBY €T
HEOTJIOKHAsI He0OXO0AMMOCTh B aHTHOILIACTHKE WJIH UMILUTAHTALMN CTeHTA. B Kaxk10M U3 3THX
CIIyuaeB y TNalWeHTa HeoOXOAWMO CMEHHTh OAWH PEKUM JO3UPOBAHUS KaHTpelopa Ha
JpYyTOH pekuM AO3UPOBAHMUSL.

ITepexox ot BBemeHust kanrpenopa mpu PCl k BBemeHHI0 KkaHrpemopa IpH
MOATOTOBKE K XHUPYPrHU4eCKOMY BMEIIATENIbCTBY MOJKHO MPOBOAWUTH MOCPEICTBOM
npoBeneHne pexkuma gosuposaHuss npu  PClL  mpekpamieHme TpOBENEHHS] peKAMa
nosuposanust npu PCl u mpoBeneHus mepexogHOro pekuma ao3uposaHus. llepexon ot
BBEACHUSI KaHrpenopa MpH MOATOTOBKE K XHPYPrHUECKOMY BMEIIATENbCTBY K BBEACHUIO
kanrpenopa npu PCl MOXXHO MpOBOIUTH MOCPEACTBOM IPOBEACHHSI MEPEXOMHOIO PEeKuMa
JO3WPOBAHMS, ITPEKPAIIeHIe MPOBEeASHIe epPeX0JHOr0 PeKUMA TO3UPOBAHAS W TIPOBEICHUS
pexxuma noszuposanuss npu PCIL. "Pexum nmosupoBanusi npu PCI" orHOCHTCS K mo3am
KaHrpenaopa, KOTOpble manueHT nosaydaeT npu npoxosxkaeHun PCIL. "[lepexonssni pexxum
JO3UPOBAHUS" OTHOCHUTCS K 103aM KaHTPeIopa, KOTOpPhIE MalUeHT IMOoTyJaeT B "mepexo HoM"
MepUoe MpH MPUOTIDKEHHH K XHPYPrHYECKOMY BMEIIATENbCTBY, T.€., B MEPHOJE BPEMEHU
MEXIy MpeKpalleHneM BBeASHHsI NepOpaIbHBIX HHIHOMTOPOB P2Y), W XUpPYpPrudeckum
BMEIIaTEeIbCTBOM.

Pexum  gosupoBamms mnpum  PCl  BxIrouaer mpoBefeHHE — HENpPEepBIBHOTO
BHYTPHBEHHOT'O BIHBAHHS KAHTPeIOpa TNpPH CKOPOCTH MNPUOMU3UTENBHO OT 3 10
npubnuzurensHo 10 MKr/Kr/mMuH win npubnu3utensHo 4 MKr/kr/muH.  HempeprisHoe
BIMBAHHE MOXHO CONPOBOXKJATh IPOBEISHWEM BHYTPHUBEHHOIO OOJNIOCHOTO BBEISHHUSL
BomocHoe BBeAeHEe MOXKET conepkars nNpubau3urensHo ot 10 1o npubausurensao 100 Mkr
KaHrpeaopa/kr, Hampumep, npubmmsureapHo ot 20 u  npubmusutrensHo 40 MK
KaHTpeaopa/kr, win npubmuzutenbHo 30 MKr kaHrpenopa/kr. BoarocHoe BBeAeHHE MOXKHO
BBOJWUTH OBICTPO, HAIpHMEP, MEHee 4eM NMPHONU3UTENBHO 32 JBE MUHYTHI MM MEHee 4eM
MPUOTUBUTETBHO 3a OTHY MUHYTY. [IpeAnouTUTEI HO, TPOBEIEHHE HEMPEPLIBHOTO BIUBAHUS

HAaYUHAKT HENOCPEACTBEHHO IMOCIE MPOBEACHU S OOJIFOCHOTO BBCACHUSI.
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INepexonubiii pekUM  JO3UPOBAHHUSI BKJIIOUAST MPOBEIACHUE HEIPEPBIBHOTO
BHYTPHUBEHHOT'0 BJIMBAHHUS KaHTpeaopa MpH Ckopoctd mnpubmusurensHo ot 0,1 mo
MPUOTU3UTETBHO 2 MKI/KI/MUH WK TPUOIU3UTENbHO 0,75 MKI/KT/MUH.

Kaurpenop MOkHO BBOAUTH B (hapMaleBTHUECKONH KOMIO3UIud. PapmaiieBTuieckast
KOMITO3MIMST MOXKeT coaepkare 200 Mir/mn kanrpenopa. Takke ¢apMareBTHUSCKast
KOMITO3UIIMSI MOJKET COASPKaTh XJIOpHUA HATpus Aast uHbekimi 0,9% USP nim 5% nexcrposy
s uabeximii, USP.

B ompeneneHHpIXx BapHaHTaxX OCYIIECTBJICHHS, B KOTOPHIX MAIMEHTA MEPEBOIAT OT
BBeAeHus KaHrpenaopa npu PCI k BBeIeHHIO KaHTpeaopa MPH MOATOTOBKE K XUPY pPrUUeCKOMY
BMEILATEILCTBY, MpEKpallleHue MpoBeAeHUst pexuma go3upoBanus npu PCI  moxer
MPOUCXOJNTL B JI0OOEe BpeMs B TeueHWe HempepwbiBHOro BiamBanus npu PCI. TlpoeeneHue
MEPEXOTHOT0 PEKUMA JO3UPOBAHUSI MOXKET MPOUCXOIUTh TaK OBICTPO, KAK TOJIBKO BO3MOKHO
IOoCiIe TpeKpalleHust npoBelaeHus pekmma no3upoBanuss npu PCL. B ompeneneHHBIX
BapUaHTaX OCYIIECTBJEHUS NpEKpalleHue NpoBedeHusl pe:xkuma aosupoBanus mnpu PCI u
MPOBEACHUE IIEPEXOHOI0 PEKUMA TO3ZHPOBAHUS MOKHO COBEPIIATH OAHOBPEMEHHO, CHIKASI
CKOpocTh HempepweiBHOro BiauBaHus npu PCl 10 CckOpoCcTH HENMpephIBHOIO BIMBAHUS
nepexoaHoro pexxuma. [IposeneHne nepexo HOro pexuma J03UPOBAHUSI MOKHO MPEKPAIATh
10 MEHbIIEH Mepe MPUOIU3UTEIRHO 32 OJUH Yac 10 BBEACHHUS aHECTE3UH ISl IPOBEACHUS
XUPYpPruueckoro BMemareascTBa. Kpome TOro, mnpoBeJeHHE NEpPEXOIHOr0 pexuMa
JO3UPOBaHHST MOXKHO Tpekpaumate He Oojee ueM MpUOMU3UTENBHO depe3 7 CyTOK Tocie
HaJana.

B ompezneneHHBIX BapuaHTaX OCYILECTBICHHUS, B KOTOPBIX MALUEHTa OT BBEACHUS
KaHrpenopa Impu HOATOTOBKE K XUPYPrHUYECKOMY BMEIIATENbCTBY NEPEBOJST K BBEACHUIO
kanrpenopa npu PCI, npexpaiienue mpoBeaeHus Mepexo Horo peKuMa 103U POBAHMS MOKHO
COBepIIaTh B JII000€ BpeMs IPH MEePEXOTHOM HEMPEePLIBHOM BIHBAaHHUU. [IpoBeeHHE peKuMa
posupoBanust mpu PCI mMoxeTr mpoucxoauth Tak OBICTPO, KAaK TOMBKO BO3MOMKHO ITOCIE
NPEKPAaIleHHs] TPOBEAEHUS IEPEXOAHOTO PEKUMA JO3UPOBAaHUSL. B oNpeaeneHHbIX BapuaHTax
OCYILIECTBJIEHUsI IIpEKpallleHHe TMPOBEACHUSI MEPEXOJHOTO peKUMa JO3UPOBAHUSI U
nposeaeHne pexuma ao3uposanus npu PCI MokHO coBeplIaTe OAHOBPEMEHHO YBEIUUIHUBAS
CKOPOCTb IIPHU HEPEXOIHOM HENPEPBIBHOM BJIMBAHUS 10 CKOPOCTH HENPEPBIBHOI'O BIMBAHUS
mpu PCI. Eciau peskum mosuposanust pu PCI Bxiarouaer npoeneHue OOMOCHOTO BBEISHHUSI,
Torga 6OMIOCHOE BBEJGHHE MOXKHO MPOBOAUTH HEMOCPEACTBEHHO A0 WM MOCTE YBETHUSHUS
ckopoctu HempepeiBHOro siauBanusi npu PCIL TlpoBeneHue HEmpeprIBHOIO BIWBAHUS

KaHrpenaopa B pexuMe posupoBanus npu PCl MOXHO mpomomkare B TEUYEHHE CPOKA
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Oospinero (a) mo MeHsbinel Mepe AByX uacoB wiu (b) amurensHoctu PCI. HempepriBHOE
BJIMBAHUE MOKHO MPOJOJIKATE C OOLIEH UTNTETbHOCTBIO MPHOITU3UTEIBHO YETHIPE Uaca.

(I)anmaueBanecKaﬂ KOMIOO3HIIHH, NPHIroAHasA AJd JICUCHHH, CHHKCHHA

YACTOThI H/AJIH NPOGHIAKTHKH HIIEMHYECKHX COOBITHI

B omHOM W3 acmekToB HaCTOsLee M300peTeHHe OTHOCHTCS K (apMaleBTUIECKOU
KOMITO3UIIMY, TIPUTOJHONM JJIsl JIEUeHHs, CHIDKEHHS YacTOThl W/WUIMH  TPOQHIaKTHKA
HIIEMHYECKOT0 COOBITHS ¥ maiienTa, noasepraemoro PCI. dapmManeBTudeckas KOMITO3HLIUS
COJEp)KUT KAHTPETOp M JOMOJHHUTENBHO MOXKET COAEpXKaTb ONUH WIH HECKOJIBKO
q)apMa].[eBTI/I‘IeCKI/I MPUEMJIEMBIX SKCIUITUEHTOB. (I)apMaLIeBTI/I'-IeCKyIO KOMITO3HUIIUIO MOZKHO
BBOJIUTH JTIOOBIM U3 CIIOCOOOB MO HACTOSIIEMY H300PETEHHIO, OMMUCAHHBIX BBIIIIE,

Dapmayesmuuecky npuemiemsle IKCYUNUEHMbL

Sy (l)apMaLIeBTI/ILIeCKI/Ie KOMITO3UIMU MOIyT COIACPXKATb OJAUH HIW HECKOJBKO
q)apMa].[eBTI/I‘IeCKI/I MNPUEMJIEMBIX JSKCHUITMEHTOB, BK/IIOYAA B KAUCCTBE HCOTrPAHNYMBAIOMIUX
MPUMEPOB, HOCHTENHU, pa3baBuTENH, CTAOWIH3ATOPBI, COTIOOMIN3ATOPBI, NOBEPXHOCTHO-
aKTHBHBIE BEIECTBA, Oy(epbl, AHTHOKCHUAAHTH, KOHCEPBAHTHI, CPEACTBA MpPUIAHUS
TOHUYHOCTH, HAIOJHUTECIIU, CMa3Ku, OMYJbraropbl, CYCICHIUPYIOWIUE HWIX BsDKYIIUC
CPeICTBA, HAMOIHHUTENHN, AE3HMHTErPUPYIOIINE CPEACTBA, CBS3BIBAIOIIME CPEICTBA, CPEACTBA
JUTS CMa4YuMBaHUS, CMa3KH, MPOTHBOOAKTEpHATbHBIE CPEICTBA, XeIaTUPYIOIIHUE CPEICTBa,
MOJCIACTUTENH, APOMATU3UPYIOIIUE CPEACTBA, MPHUIAIONINE BKYC CPEACTBA, KPACHUTENH,
CroCOOCTBYIOIME BBEIEHHIO CPEeACTBA W HX coueraHusi. KOHKpeTHbIE SKCIUMHEHTHI B
KauecTBE HEOTPAHHUMBAIOIINX MPUMEPOB BKIIOUAIOT KYKYPY3HBIM Kpaxmall WM JKETaTHH,
JIAKTO3y, Caxapo3y, IAEKCTPO3y, MHKPOKPHUCTALIMYECKYIO LEUIII03Y, KAOIWH, MAaHHUT,
copbur, audochar Kamblms, XJIOPUA HATPHS, ATBIHHOBYIO KHCIOTY, KpPOCKApMELIO3y
HATPHSL, KPaXMAITIUKOIST HATPHsl, TJIMLEPUH, STAHOJ, MPOMIWIEHIIHKOIb, moaucopdar 80
(Tween-80™), momu(a>tuneH)rmukone 300 u 400 (PEG 300 u 400), meruimpoBaHHOE
KacTopoBoe mMacio (Hampumep, kpemodop EL), momoxcamep 407 u 188, UKIOAEKCTPUH WA
pou3BOAHbIE HuKIoaekcTpuHa (Bkaouas HPCD ((2-ruapOKCHIIPOIUI)IUKIOAEKCTPUH) U
(2-THAPOKCUITUI)LIMKIOAEKCTPHH), THAPOQHIbHBIE W THAPOPOOHBIE HOCUTENHM U WX
coueranust. ['uapodoOHbIE HOCUTEH BKIIOUAIOT, HATPUMED, KUPOBBIE dMYJIBCHUH, JIUTHIBL,
METUIUPOBAHHbIE (OCHOTUITUABL, MONMUMEPHBIE MATPHKCHI, OMOCOBMECTHMEIE TMOJHUMEDHI,
Junocdeprl, BE3UKYJIbI, YaCTULBI U TUTOCOMBL B ONpeneneHHbIX BapUAHTaX OCYILECTBIEHUS
(hapMarieBTHUIECKHE KOMITO3HIIMKA MOTYT COIEPIKaTh MOJHMONBI, TaKWe Kak COpPOHT, TaKTO3a,

caxaposa, HHO3UTOJ WIH Tperaiosa.
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dapMareBTUYECKHe  KOMIO3UIIMM TI0  HACTOSIIEMY  H300PETEHHIO  MOXKHO
(dhopMyTHpOBaATh IS MApIIPyTa, KOTOPBIM HX BBOJST MAIMEHTaM, YTO BKIIIOYAET TBEPIBIE
BEIIeCTBA, JKUIAKOCTH M CycneH3ud. Hampumep, eciau (papMaleBTHUECKYI0 KOMITO3HIIUIO
dbopMyTUPYIOT ISl B/B BBeAeHHSs, (hapMaleBTUUYecKas KOMIIO3MIMS MOXKET COAEPKATh
JKUAKOCTE I BHYTPUBCHHOI'O BBCACHHSA, KOTOpPAasd B Ka4YeCTBC HEOIPAHUYMBAKOMINX
nmpuMepoB BKJo4aer, Boay mist uabekuuit (WFI), dusnomornueckuii pactsop, 0,9% NaCl,
dbocharuo-conesoit Oydbep, 5% aexkcrposy B Boae u 0,002% nonucopdar 80 B BOAe HMIH
pactBop Punrepa. TakiWe KOMIIO3HUIIMM MOTYT COIEP/KATh KAHTPEIOP B KOJHUECTBE
npubausurensHo 200 Mkr/miu. Ecau dapMarieBTHUECKYH KOMIO3HUIMID (DOPMYIHPYIOT st
BHY TPHMBIIIIEYHOT'O BBEAEHHUSI, (papMarieBTHUECKast KOMITOZUIIUSI MOXKET COJIEPIKATh HKHUIKOCTh
IUIS BHYTPHBEHHOTO BBEAEHMS, KOTOpAas B KAueCTBe HEOTPAHMUYMBAIONIMX MPHMEPOB
Biurouaer, WFI, ¢pusunonornyeckuii pacreop, 0,9% NaCl, docdarno-conesoit Oydep u 5%
JEKCTPO3y B BO/E.

Eciu  (apManeBTHUECKYI0 KOMIO3HMIUIO  (HOPMYJTHUPYIOT /i MEPOPATBEHOTO
BBeJeHUs, (papMaleBTUUeCKass KOMITO3UMLUSI MOMKET COJEPKATh SKCUUMHEHTHI, KOTOPhIE B
KaueCcTBE HEOrPAHUYMBAIONIMX MPUMEPOB BKIIOUAIOT pasbaButenu (Hampumep, kapOoHAT
Hatpust M Kamblus, Qocdar HaTpusi W KaTbLUsS W JAKTO3Y), CBSI3BIBAIOIINE CPEICTBA
(mampuMmep, ryMmuapaOMK, Kpaxmaj, JKeJaThH, caxapo3y, MOJHUBHHUITHPPOIUAIOH
(mOBHIOH), COPOHMT, TparakaHT, METHILELII03Y, KapOOKCHMETHILEION03Y HATPHSI,
THAPOKCUTIPOMTMIMETHILIENTIONO03Y W ITUILEUTIONO03Y ), HamoaHuTe I (Hanpumep, docdar
KaJIbIIMsl, TJIHUIWH, JIAKTO3y, KYKYPY3HBIM Kpaxman, COpOMT WM caxaposdy), CPeAcTBa s
CMauMBaHUs, CMa3kd (HampuMep, cTeaparbl METAIOB, CTEAPUHOBYIO  KHCJIOTY,
MOJIMATHIEHIIUKONb, BOCKA, MAacia, TUOKCUA KPEMHHS M KOJUIOWIHBIA IMOKCHI KPEMHUS,
KPEMHUHCOAEPKAIMYI0 JKUAKOCTb WINA TAIBK), AS3HHTEIPUPYIOLINE CpencTBa (HampuMep,
kaprodenbHbIi KpaxMan, KyKypy3HbIi KpaxMai U albIHHOBYIO KHCJIOTY), TIPHIAOIINE BKYC
cpeacrBa (HampuMep, MEPEUYHYIO MSTy, MacjiO BEYHO3ENEHBIX pacTeHuil, (PpPyKTOBEII
apoMaTH3aTop, KEeBATETbHYIO PE3WHKY WM T.I.) U KPACHTENH. DKCUUIHUEHTHI TaKKE MOTYT
BKITFOYATH TOKPBITHS, TaKMe KaK TIIHAIEPUIMOHOCTEApar WIH TIHIEPHIANCTeapar, IS
3a/epyKKi BCACBIBAHHUS B JKENYJOUHO-KUIIEYHOM Tpakre. JIIs MepopajbHOr0 MPUMEHEHUS
(hapManeBTHIECKY 0 KOMITO3ULMIO MOXKHO MOy Yarsk B popMe TabIeTKH, KaICyIbl, Cy CIICH3UH
WUJTH JKUJKOTO CHPOIA WK SJIMKCHPA, JIEHeIeK U T.11.

Honyuenue apmayesmuyueckux KOMNOUYUil

dapmarieBTUIeCKUe KOMITO3UIIHHU 110 HACTOSIIEMY M300PETEHHI0 MOYKHO IOJTYYarh,

CMEIIMBasl KaHrpejaop ¢ OAHHM MW HECKOJIBKUMU (I)apMaLleBTI/I‘{eCKI/I IPpUEMJICMBIMHA
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OKCHUIMHUCHTAMMU. CHOCO6I:I CMCIHINBAHUA U yCTpOﬁCTBa, NPpUTrOAHBIC JIsI CMCEHINBAHUS,
HM3BECTHBI B TAHHOM 00JIaCTH.

B ompeneneHHBIX BapHaHTax OCYIIECTBIEHHS KAHTPETOP W OMUH WIH HECKOJIBKO
(l)apMaL[eBTI/I‘IECKI/I NPpUEMIIEMBIX OKCHUIIMCHTOB PACTBOPSIOT, a 3areM CMCIINBAKOT.
[MonmyueHHyr0 CMeCb MOXHO CYIOUTh, HampuMep, IOCPEACTBOM JHOQDIIH3ALUH, C
MOJIyYeHHEM TBepaoil (papMameBTHUECKOW KOMIIO3WIIUN, WM TOJYUYEHHYH CMECh MOXKHO
OCTaBjIsITb B (POpME pacTBOpa B KAueCTBE KUAKOW (papMalleBTHUECKOM KOMITO3UIHH. B
OMpEAEISHHBIX BapHAHTAaX OCYIIECTBIEHUS! TBEPAYIO (apMAIEBTHUECKYH KOMITO3UITHIO
nepea BBEACHUEM MOKHO PACTBOPATH B JKUAKOCTU UISI BHY TDUBEHHOI'O BBCACHUS, HAIIPUMED,
B BHJ€e OOMIOCHOTO BBENESHUS UJTH BIMBAHHSL.

B ompeaencHHBIX BapHaHTaX OCYIIECTBACHHS (HapMallEBTHUECKYI0 KOMIIO3HIIMIO
moJIy4JarOT NIOCPEACTBOM PACTBOPCHUSI W CMCIOMBAaHHUSI KaHI'pejaopa, MAaHHHUTA, COp6I/ITa u
HeoOs3aTeNbHO THAPOKCHIA HATPHs, a 3aTeM Jauoduausaiuu cmecu. [lepen BBeneHHEM,
JTUODUIUZHPOBAHHY IO CMECH PACTBOPSIIOT B KUAKOCTH ISl BHY TPUBEHHOTO BBEISHUSI, TAKOH
kak WFI win pusronornueckuii pacTeop.

HNanee Hacrosiiiiee uzo0pereHue OyaeT IOMOJHHUTEIBHO OMHUCAHO TMOCPEICTBOM
MPUBOJUMBIX ~ HIDKE  HEOTPAHHYMBAIONIUX  MPUMEPOB,  KOTOPbIE  JOMOJHHUTETBHO
WUTIOCTPUPYIOT HACTOSIIEee W300peTeHne; »TH NpUMEphl HE TMpeIHA3HAYEeHBl IS
orpaHuyeHust 001aCTH HACTOSIIEr0 M300PEeTEHUsI U X HE CIeAyeT HHTEPIPETHPOBATh Kak

OTpaHUYHBAIOLINE 00IAaCTh HACTOSIIETO N300PETEHHUS.

IHNPUMEPBI

Ilpavep 1: BayrpuBennass 0/0Kaga TPOMOONHTOB KAHIPEJIOPOM HpH
YPECKOKHON KOPOHAPHOH AHTHOMJIACTHKE B CPABHEHHH ¢ MJIanedo

B oarom mnpumepe wucciaemoBaiu S(PHEKTHBHOCTb KAHTPEIOpa TNPH BBEISHUH
MaIlMeHTaM IIPH YPeCcKOXKHOM kopoHapHoit anruomtactuke (PCI) B cpapaeHnu ¢ mianebo.

[ManmenToB Brrouanu B 218 uentpax B 18 crpanax ¢ oktsiopst 2006 mo maii 2009,
IManueHTOB paHIOMH3MPOBAIH MO CXEME€ C JBOWHBIM CJEMbIM BBIOOPOM, C KOHTPOJIEM
mianedo, ¢ aByMs miaredo 1ist nposeAeHus (i) OOTIOCHOTO BBEISHUS U BIMBAHUS TUTalebo
wtn (i1) 6omrocHOTO BBeAeHUs 30 MKI/KT W BJIMBAaHHUS 4 MKI KaHTPEIOpa/KI/MHUH Ha BCEM
npotspkernn PCI ¢ MUHAMAIBHOW IUIATETFHOCTRIO BIUBAHUS 2 Yaca U MAaKCHMyMOM 4 daca.
[ManyenTsl B rpymme mianebo B HCHBITAHUM B KOHLE Hpoueaypsl momydamun 600 wmr
KJIOMUAOTPENIA, TOTAA KaK MAIMEHTHI B TPYIIE KaHrpeaopa moayuand 600 Mr KIomuaorpena

IIPY 3aBEpIICHUN BIMBaHUs KaHrpenopa (¢ur. 1).
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Kpurepuu BKIOUEHUS] B HUCHBITAHUE SIBISUIACH CIASAYIOIIMMH: BO3pacT >18 et
BBISIBJICHHE TTOCPEACTBOM JUArHOCTHYECKON KOPOHAPOAHTHOrpa(uu aTepoCcKIepOTHUECKOTO
noBpexkaenusi(it), nmoamaromierocs PCI ¢ wminiaHraiueil creHra wid 0€3;, M CHMIITOMBI
uHdpapkra wMmuokapaa ©Oe3 mnoabema cermeHTa ST wWiMm HecTaOWIBHOH CTEHOKApIHH.
CTa6I/IJ'[I:Ha,$I CTCHOKApAWs B Hadal€ nepruoaa UCHOBITAHUA A0 IMONPABKHU K IPOTOKOIY 61>ma
WUCXOAHO jaomycTuma. st amarHOCTHKM wmH(papkTa Muokapaa 6e3 moasema cermenta ST
HeoOX0AuMO MoBbIMeHne TpornoHuHA | win T BbIIIe BEpPXHEro mpeaena HOPMbI B Ipeaenax
24 yacoB OT paHAOMH3alHKM (WX €CId PE3yJbTaThl AJISI TPOIIOHMHA B 3TO BpeMsi ObLIH
HEJOCTYIHBI, U30()ePMEHT KPEaTMHKMHA3BI, XapaKTEPHBbIH st cepaeunoi Meimisl [CK-MB]
BBILIE BEpPXHEro mpexena HOpMBI). [l JIMarHOCTUKM HecTaOWIbHOW —CTEHOKApIUU
TpeOOBATIOCH HATHUYME HIIEMHUYECKOro AUCKOM(OopTa B IpyIHOH KJIETKe, BO3HHKAIOIIErO B
COCTOSIHUM MOKOsI U Ajsmierocss >10 muHyT B mpepenax 24 4yacoB O paHAOMHU3ALAM H
JUHAMHYECKUX 3JIeKTpoKapauorpapuueckux M3MEHEHHH; Takke TpeOOBAIUCH BO3PACT >65
JIET W/WIM HAIMYue caxapHoro nuabera.

Kputepun wnckaodeHHs BKIOUAIN ClIeAyIoliee. MPeAllecTBYIOIee NPHMEHEHNe
THEHONMUPUINHOB B TMOCIeTHUE 7 CyTOK, IUTaHWpyemas mpouexypa mHorodramHo PCI, raoe
BTOpOIl 3Tam MoXeT NpoucxoauTe < ueM uepes 30 cyrtok mociae mnepsoit PCIL,
rocrmuTanu3anusl, wianupyemas B teuenne < 12 wacos mociae PCI, mndapkr mmokapaa ¢
mogeeMoM cermeHta ST B mpenmemax 48 wacoB OT paHIOMH3ALWH, H3BECTHAs WIH
npeamnonaraemasi 0epeMeHHOCTD, JKeHIIUHEI C JaKTalueH, YBEIUUeHHBIH PUCK KPOBOTEUESHHS
(umeMuyeckuii HMHCYJIBT B IpeAenax IOcieJHero Troja Wid 0ol  mpexasiay it
reMOpparnuecKuii HMHCYJIbT), BHYTPHUEpENHasl OIyXOJb, BPOXKJIEHHBIH LepeOpanbHbIi
apTepUOBEHO3HBII MOPOK, BHy TPHUEpeITHasl aHeBPHU3Ma, HexaBHss (<1 mecsima) TpaBMa WIIN
OOILIMPHOE OMNMEPATHBHOE BMEMIATEILCTBO (BKIIOUASI AOPTO-KOPOHAPHOE IIyHTHPOBAHHE),
TeKyllee NMpUMEHeHne Bap(aprHa, aKTHBHOE KPOBOTEUEHHE, W3BECTHBIM MEXTyHAapOIHBIN
kodpduimenT Hopmanmmzammu > 1.5, HapyIIeHHs] CBEPTHIBAEMOCTH B MPOLLIOM WIX
HACTOSIIEM, KOMHuecTBO TpomOoimToB <100000/MKJI, TsKenast THIIEPTEH3Hs (CHCTOINYECKOE
aprepuaibHoOe AaBieHue > 180 MM pT.CT. WK JUACTONMYECKOe apTepuaibHoe aasiaenue >110
MM PT.CT), QUOPHHOMHTHYECKAS! Tepanusi WIA NMPUMEHeHHe WHTUOMTOPOB TIIHMKOIPOTEHHA
IIb/I1a 3a 12 yacoB A0 paHIOMHU3AINH,

OcHoBHOM  kpuTepuil  SPPEKTUBHOCTH  MPEACTABISLUT  cOOOM  KOMOHMHALIUIO
CMEPTENbHBIX  HCXOMOB, UH(papKkTa MHOKapAa WM  OOYCIOBJIEHHOW  uiemwueit
peBackyJsipuzamu uepes 48 wacoB. [lepBuuHbIN aHATU3 TPOBOIWINA HA MOIU(DUITUPOBAHHOMN

rpynmne Ha4yaBIOUX IMOJYYaTh JICYCHHEC. HOI[TBep)KI[aIOH.II/Ie AHAJIM3bI MPOBOAUWIN Ha Ipynie
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HAYaBIIMX MOJAyYarb JedeHHe. BcmomorarenbHble KpPUTEPUH BKIIOYATM JIOII0 rubenu
WHAMBUAYYMOB, WH(pApKT MHOKapaa, HOBBI uHpapkT Muokapaa c¢ 3yb0mom Q,
00y CITOBJIEHHYIO MIIeMHUel peBacKyJ ISIPU3ALI0, BHE3AMHOE 3aKPBITHE COCYa WM HHCYJBT
uepes 48 wacos. Tawke peructpupoBaan cMepTHOCTH depes 30 cytok u 1 roa. Komurer mo
KITUHAYECKAM HCCISIOBAHMUSM MPU3HAT HHPAPKT MHOKapaa, HHPAPKT MHOKapaa ¢ 3yOmom Q,
00y CIIOBIICHHY 0 MIIEMHEH PEBACKYJISIPU3ALMIO, TPOMOO3BI CTEHTA U UHCYJIbT (MIIEeMUIESCKUH
win  remopparnueckui). OmpeneneHume TpomOO3a CTEHTA CXOJHO C  ONpenereHHeM
BBIPKEHHOTO TpoMOO03a CTeHTa KOHCOpLHMyMa MO aKaJeMUUYeCKUM HccienoBaHusM. [locie
PaccMOTpEeHUs! IPeBAPUTENBHO YKA3aHHBIX aHAIN30B, U3YUald J[BA UCCIASTY EMBIX KPUTEPHSL,
MEHee 3aBHCHMBIE OT OIpeleleHHs] NEepUIpoLenypalbHbIX OnomapkepoB. Hccienyembie
KPUTEPUH, KOTOPBIE COCTOSUIH M3 NMPEABAPUTENBHO YKA3aHHBIX W MPU3HAHHBIX KPUTEPUEB,
MmpeacTaBisuii coboif KOMOWHALMIO CMEpPTHOCTH, WH(papkTra MHOoKapaa ¢ 3youom Q win
00yCIIOBIEHHON wHIeMueil peBacKy sIpH3audyd M KOMOWHAIIMIO CMEPTHOCTH, HH(apkTa
Muokapa ¢ 3yomom Q mwiu tpom6o3a crenta. CpaBHHBaIN KpoBOTeueHHe u adverse events B
TedyeHue 48 4acos.

Cmamucmuueckue aHanu3vl

Bce anamm3el 3¢QeKTHBHOCTH NPOBOIWIM HAa MOXUPHUUUPOBAHHOW TpyIIe
HAYaBIIMX MOAy4YaTh JI€UEHHE, ONpPENETIeHHOM Kak BCEe PAaHJOMU3HPOBAHHBIE NALMEHTEI,
KOTOpBIE NOAy4YalId IO MEHbIOIEW Mepe OAHy J03y H3Yy4aeMoro B HCCIEIOBAHHU
JIEKAPCTBEHHOTO CpPeACTBA M KOTOpeIM mpoBoxuimm uHAekcuposaHHylo PCIL.  Bce
OTHOCsIIKECs] K Oe30MACHOCTH aHATU3bI MPOBOJUIN HA TPYNIe TSl OLeHKH Oe30MacHOCTH,
KOTOpasi BKJIIOYATA BCEX MAIMEHTOB, KOTOpBIE MOJYYATH MO MEHbIIEH Mepe OJHy H03y
HA3HAUEHHOT0 M3y4YaeMOro B HCCIEJOBAHWUHU JIEKAPCTBEHHOIO CpeAcTBa. llamueHtoB B
aHaau3ax Oe30MacHOCTH ONpeleNsuid B TPYHIy JIeYeHHs] Ha OCHOBe (pakTHUecKu
MOJIy4aeMOoro JISUeHHSsI, a He KaK PaHJOMU3MPOBAHHBIE. AHANN3BI HAUABIINX MOJIY YaTh TAKKe
MPEICTABISUIN /ISl TIOJIHOT'O OIHMCAHHUsI pe3yjsTaroB. Bce crarucrudeckue TeCThl ObuIn
JBYXCTOPOHHHMH € ypoBHeM 3HauuMocTH 0,05. CpaBHEHHE OCHOBHBIX KPUTEPHEB B IPYIIIAX
KaHrpemopa W mianedo MpOBOIWIM TOCPEACTBOM pacuera oTHomeHus: maHcoB (OR) ¢
compoBoxaarommMu  95%  mosepurensHeiMH  mHTepBaiamu  (CI) ¢ ucmons3oBaHHEM
JIOTUCTHUYECKOW perpeccud. JIOTHCTHUECKYIO PErpecCHIo TAKKE HCIOAB30BATH ISl aHAIN3A
OOJBIIMHCTBA OCTABIIMXCSI BCIIOMOTATENbHBIX KpuTepues. Mcxoast U3 9acToThl COOBITHH B
rpynne mianedo 7,7% ¢ npoekTupyemoii BenuunHou BeiOOpKU 6400 MAIEHTOB MOIHOCTh

UCTIBITAHUS 715 AeTeKIun 25% CHIDKEHUSI OCHOBHOTO KpUTEpUs cocTapsuia 85%.
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Bcero B rpynmny HauaBIIMX MOJIy4Yarb JIEUSHHE BKIIOUWINA 5362 MalMeHTOB; U3 HUX
5301 cocraBWiaM NEPBHYHYH MOAMDUIMPOBAHHYIO AHATM3UPYEMYIO TPYIILy HAYABIIMX
nonyuare seuenne (dur. 2). He Briroueno 61 mnammeHT, Tak Kak OHH HE IIOJIYYaId
WCIOIB3yeMOe B HCCIENOBAHNH JeKapCcTBeHHOe cpeacTBo mwin He npoxoamtu PCIL. OcHoBHbIe
XapaKTEePUCTUKH B ABYX Ipynmax ObUTH X0powro moxoOpansl (tabmuna 1).

Ta6auna 1: OcHoBHble Xapakrepuctuku Ais rpynm ITT, MITT u rpynns! oneHku

0e30IMacHOCTH.

ITT MITT BezonmacuocTn

Kanrpeaop | Knomugorpen | Kanrpenop | Knonunorpen | Kanrpenop | Kinomuaorpesn
(N=2693) (N=2669) (N=2656) (N=2645) (N=2662) (N=2650)

63,0 (54,0, 63,0 (54,0, 63,0 (54,0, 63,0 (54,0, 63,0 (54,0, 63,0 (54,0,
Bospacr, ner

71,0) 71,0) 71,0) 71,0) 71,0) 71,0)
TTou, xom-Bo (%)
My KCKOH 1938 (72,0) 1877 (70,3) 1909 (71,9) 1863 (70.4) 1915 (71,9) 1866 (70.4)
Keuckuit 755 (28,0) 792 (29,7) 747 (28,1) 782 (29,6) 747 (28,1) 784 (29,6)
Pacosas
TIPHHAIJIC)KHOCTB,
K0J1-B0 (%0)
EBponeon s 2039 (76,0) | 2024 (76,0) | 2015 (76,1) | 2006 (76,0) | 2017 (76,0) [ 2009 (76,0)
MOHTOI0HIBI 482 (18,0) 476 (17,9) 475 (17,9) 473 (17,9) 477 (18,0) 474 (17,9)
Herponabt 80 (3,0) 73 (2,7) 75 (2,8) 72 (2,7) 76 (2,9) 73 (2,8)
Hcnanckoro
N — 75 (2,8) 85(3.,2) 74 (2,8) 84 (3,2) 75 (2,8) 84 (3,2)
Hpyrue 8 (0,3) 5(0,2) 8 (0,3) 5(0,2) 8(0,3) 5(0,2)
Macca. kr 80,0 (70,0, 80,0 (70,0, 80,0 (70,0, 80,0 (70,0, 80,0 (70,0, 80,0 (70,0,
i 92.0) 92.0) 92,0) 92,0) 92,0) 92,0)
170,0 170,0 (163,0, 170,0 170,0 (163,0, 170,0 170,0 (163,0,
Pocr, cMm (163,0, 176.0) (163,0, 176.0) (163,0, 176.0)
176,0) i 176,0) i 176,0) i
CrabummHas
CTeHOKapams, Koi-Bo | 145(54) 142 (5,3) 139 (5,2) 140 (5,3) 138 (5,2) 141 (5,3)
(%)
Hecrabumshas

CTEHOKApAMA, KOM-Bo | 949 (352) | 918(34.4) | 939(354) | 909 (34.4) | 940(353) | 911 (34.4)
(%)

NSTEMLI, kor-Bo (%) | 1599 (59.4) | 1609 (60.3) | 1578 (539.4) | 1596 (60,3) | 1584 (59.5) | 1598 (60,3)

Hcropus 6ose3HH

(aHaMHe3), K01-BO (%0)

CaxapHbtit AnadeT 828 (30.8) | 868 (32.6) | 812(30.6) | 862 (32.6) | 815(30.6) | 862 (32.6)
Kypuibmuk B

S 850 31.8) | 806 (304) | 842(3L9) | 799 (30.4) | 845319 | 799 (30.3)
THICpTCH3NA 1994 (743) | 1979 (74.5) | 1972 (74.5) | 1962 (74.5) | 1974 (74.4) | 1966 (74.5)
T HICpHIHACMHA 1342 (53,5) | 1347 (54.0) | 1324 (53.6) | 1332 (53.9) | 1325 (53.5) | 1335 (53.9)
Vncy 1/ TIA 162 (6.0) 160 (6.0) 159 (6.0 158 (6.0) 160 (6.0) 158 (6.0)
CAD B cemeiiHoM | o10 364y | 901 360) | 902(362) | 890(35.9) | 907364y | 891 (35.9)
AHAMHC3C

MI 645 24.1) | 683(257) | 640(24.2) | 679 (25.8) | 641(24.2) | 680 (25.7)
PTCA/PCI 381 (14.2) | 411(155) | 374 (14.1) | 409 (155 | 377(14.2) | 409 (15.5)
CABG 203 (7.5) 223 (8.4) 199 (7.5) 221 (8.4) 200 (7.5) 221 (8.3)
3acroitnas HF 210 (7.8) 192 (7.2) 206 (7.8) 191 (7.2) 208 (7.8) 191 (7.2)

PAD 126 (4,8) 143 (5,5) 122 (4,7) 142 (5,5) 124 (4.8) 142 (5.5)
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ITT MITT be3omacHocTn

Kaunrpesop
(N=2693)

Kaonugorpes
(N=2669)

Kanrpesop
(N=2656)

Kuaonmporpen
(N=2645)

Kanrpesop
(N=2662)

Knonugorpesna
(N=2650)

ITepumpoueay paipHbie
JIEKAPCTBCHHBIE
cpeactsa, Kor-Bo (%)

Busammpyun

565 (21,0)

561 (21,0)

559 (21,0)

555 (21,0)

561 (21,1)

556 (21,0)

UFH

1714 (63,7)

1709 (64,1)

1699 (64,0

1695 (64,1)

1701 (63.9)

1699 (64,1)

LMWH

487 (18,1)

501 (18.8)

481 (18.1)

197 (18.8)

184 (18.2)

197 (18.8)

GP IIb/IIIa

245 (9,1)

247 (9,3)

241 9,1)

244 9,2)

242 (9,1)

244 (9,2)

JleueHne B pamkax
MCCIICTOBAHHA

Koin-Bo COCyI0B-
MHIICHEH, K0JI-BO (%0)

1

2231 (83,7)

2211 (83,3)

2218 (83,6)

2201 (83.3)

2217 (83,6)

2202 (833)

2

414 (15,5)

412 (15.5)

414 (15,6)

412 (15,6)

414 (15,6)

412 (15,6)

3

19 (0,7)

29 (1,1)

19 (0.7)

29 (L,1)

19 (0,7

29 (1,1)

CreHr,
BBICBOOOKIAFOLIHIT
JICKAPCTBCHHOE
CpeacTBo, K0JI-BO (%)

1037 (38.9)

1023 (38.6)

1033 (38,9)

1021 (38.6)

1032 (38.9)

1022 (38,7)

CreHr, HE
BBICBOOOKTAFOTIHIA
JIEKAPCTBCHHOE
CpeacTBo, KOI-BO (%)

1514 (56,8)

1515 (57,1)

1509 (56.9)

1510 (57,1)

1509 (56,9)

1510 (57,1)

Anruorpaduueckue
OCIIOYKHEHHS
(ONHCAHHBIH YYACTOK)

Bo3smoxxHOE
BHE3AMMHOE 3aKPBITHE

10 (0,4)

9 (0,3)

10 (0.4)

9(0,3)

10 (0,4)

9 (0,3)

Heynaunas
npoueaypa

84 (3,1)

97 (3,7)

81 (3,1)

95 (3,6)

81(3.,1)

95 (3,6)

BueszamHoe 3akpeiThe
cocyaa

13 (0.5)

16 (0.,6)

13 (0,5)

16 (0,6)

13 (0,5)

16 (0.6)

Hospiii  TpoMO mam
0’KHIAEMBIH TPOMO

14 (0,5)

15 (0,6)

14 (0,5)

15 (0,6)

14 (0,5)

15 (0,6)

OcTpsIit TpoMOO3
CTEHTA

1(0,0)

5(0,2)

1 (0,0)

5(0,2)

1(0,0)

5(0,2)

HeobxoanmocTs B
cpoudom CABG

5(0,2)

4 (0,2)

5(0,2)

3(0,1)

5(0,2)

3(0,1)

Baoaumoe B/B
HCTIOTB3Y €MOE B
HCCICIOBAHUHT
JIEKAPCTBECHHOE
CpeaCTBO, KOJI-BO (%o)

2663 (98.9)

2649 (99,3)

2656
(100,0)

2645 (100,0)

2662
(100,0)

2650 (100,0)

TIpoBeneHue
0O0JIFOCHOTO BBCACHHA,
K0J-B0 (%0)

2663 (98,9)

2649 (99,3)

2656
(100,0)

2645 (100,0)

2662
(100,0)

2650 (100,0)

TIpoBogumoe
BIMBaHHE, KOJI-BO (%0)

2659 (98,7)

2649 (99,3)

2654 (99,9)

2645 (100,0)

2658 (99,8)

2650 (100,0)

JMUTEeTbHOCTD
BJIMBAHUA, 4AC

2,120,
2,3)

2,1(2.0.2.3)

2,1(2,0,
2,3)

2,1 (2,0, 2,3)

2,1 (2,0,
2.3)

2,1(2,0,23)

TlepopanpHoe
BBCICHHC
HCIIOJIB3YEMOTO B
HCCIICTOBAHUH
JIEKAPCTBEHHOTO
cpencrtaa, kKor-Bo (%)

2630 (97.7)

2626 (98,4)

2629 (99,0)

2625 (99,2)

2629 (98.8)

2627 (99,1)
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Ecmi He yka3aHO HHA4e, MEPEMEHHBIC NMPEACTABICHBI KAK MEAHAHA (25-1 MPOLEHTHIb, 75-1 IMPOLCHTUIB).
CABG o3HauaeT aopro-kopoHapHoe myHTHpoBaHue, CAD, wumemmdeckyro Ooxesns cepama;, GP,
rmukonporenH; HF, cepaeunyro Henocrarounocts; ITT, HagaBIMe MOTy4aTh JCYCHHE, B/B, BHYTPHBEHHOE,
LMWH, =mkoMonekywipubiii remapuH; MI, mHpapkr mmokapma;, MITT, momudumpoBaHHas Trpymma
HAYaBIIMX Toy4ath JedeHne, NSTEMI, undapkr muokapaa 6e3 noasema cermenra ST; PAD, 3aboneBanne
nepuepuyeckuii  aprepuii; PCI, 4peckokHas KopoHapHad amruomnactuka, PTCA, 4peckoxnagat
TPAHCIFOMHHATLHAA KOPOHApHAsA aHruomiactuka, TIA, TpaHsuTopHas HmeMudeckas araka, UFH,
He(pPaKIHOHHPOBAHHBIH TeIAPHH.

BONBITUHCTBO MAIMEHTOB BKIIOUEHO ¢ HH(PAPKTOM MHOKapaa Oe3 Mo peMa CerMenTa
ST (59,8%). Ilpu PCI maubonee 4acTo HMCIOIB3YEMBIM AHTUTPOMOHHOM (63,9%) SIBIISICS
HepPaKUMOHHUPOBAHHBIN  TemapuH W OMH30JWYECKH  HCHOJB30BATH  MHTHOHTOPHI
rukonpoTenHa IIb/Illa (9,2%). CteHThI, BBICBOOOKIAOINNE JIEKAPCTBEHHBIE CPEACTBA
WCIOJIB30BAIA MEHEE YacTO, YeM CTE€HThI M3 umctoro meramia (38,7% mo cpaBHEHHIO C
56,9%). Bpems ot mMomenrta rocnuranuzanuu 10 PCI Obuto xopotkum (Meguana 7,9 uaca
[3.3, 24.1]). OcHoBHO#1 kpuTepuii HabmoAaM Y 7,0% MalMEHTOB, MOJIY YarOIUX KaHTPeIop,
ny 8,0% manuentos, noxydarmux mianedo (OR 0,87, 95% CI 0,71-1,07; P=0,17) (Tabnua
2, ur. 3A).

Ta6mama 2: Kpurepum uepes 48 wacoB mis rpymn MITT, ITT u omenku

0e30MmacHOCTH.
MITT
Kanrpesop Kunonnzorpes o 3HayeHnue
(N=2656) (N=2645) OR (95% CD) P
IIpusHaHHBIC KPUTEPUH
CMCpTHO(iT];/MI/IDR (ocHOBHOIT 185 (7.0) 210 (8.0 0,867 (0,706, 0.1746
KpUTepHii) 1,065)
MI 177 (6,7) 191 (7,2) 0’91171(303;)742’ 0,4207
0,786 (0,430,
IDR 19 (0,7) 24 (0,9) 1.439) 0,4354
CMepTHOCTD H3-3a JH0O0H MPHIHHBI 6(0,2) 18 (0,7) 0’33(5)08(303: )1 31, 0,0190
1,394 (0,442,
HWHCY TBT 7(0,3) 5(0,2) 1398) 0,5708
0,310 (0,113,
Tpom603 cTeHTa 5(0,2) 16 (0,6) 0.847) 0,0223
MI ¢ 3y6uom Q 4(0,2) 8(0,3) 0,497 (0,149, 0,2538
1,652)
Hccaenyemsble Kpurepun
CwmeptHOCcTH/MI € 3y61mom Q/IDR 23 (0,9) 41 (1,6) 0’5%49(206,?32, 0,0243
CumeprHOCTH/MI c 3y01OM 0,377 (0,199,
Q/Tpombo3 cTeHTa 13(0.5) 34(1.3) 0,717) 0,0029
ITT
Kanrpesop Knomzorpen o 3na4genne
(N=2693) (N=2669) OR (95% CD) P
IIpusHAHHBIE KPUTEPUI
CmeprHocTs/MI/IDR 187 (6,9) 213 (8,0) 0’85'190(504’;01’ 0,1456
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0,906 (0,734,

MI 177 (6,6) 192 (7,2) 1.120) 0,3632
0,721 (0,398,

IDR 19 (0,7) 26 (1,0) 1.307) 0,2814

CMepTHOCTD H3-3a JHOOO0H MPHIIHBI 8(0,3) 19 (0,7) 0.4 })59(506)1 81, 0,0374
1,155 (0,388,

HHcymbT 7(0,3) 6(0,2) 3.442) 0,7954
0,308 (0,113,

TpomG03 cTeHTa 5(0,2) 16 (0.,6) 0.84) 0,0218
0,439 (0,135,

MI ¢ 3y6uom Q 4 (0,1) 9(0,3) 1.428) 0,1713

Hccaenyemsble Kpurepun

CwmeptHOCcTH/MI € 3y61mom Q/IDR 25 (0,9) 44 (1,7) 0’5%89(10 5’?“’ 0,0207

CmeptHOCTH/MI c 3yOmoM 0,409 (0,224,

Q/Tpomb03 CTeHTA 15(0.6) 36 (1.4) 0,749) 0,0038

Besonacuocte
Kanrpesop Knomxorpen o 3nagenne
(N=2662) (N=2650) OR (95% CI) P

IIpusHaHHBIC KPUTEPUI

CmeprHocTs/MI/IDR 185 (7,0) 212 (8,0) 0’85180(503’?9’ 0,1436

MI 176 (6,6) 193 (7,3) 0’90111(105)729’ 0,3322
0,754 (0,414,

IDR 19 (0,7) 25 (0,9) 1379 0,3561

CMepTHOCTD H3-3a 000 MPHIHHEI 7(0,3) 18 (0,7) 0’3%59(204’)1 61, 0,0326
1,394 (0,442,

WHCY TBT 7(0,3) 5(0,2) 4396) 0,5712
0,310 (0,113,

TpomG03 cTenTa 5(0,2) 16 (0,6) 0.846) 0,0223

MI ¢ 3y6uom Q 4(0,2) 9(0,3) 0’41114%05’)136’ 0,1738

Hccaenyembie Kpurepun

CumeprHOCTH/MI € 3y6mom Q/IDR 24 (0,9) 42 (1,6) 0’5%49(305’;’)41’ 0,0263

CmeprHOCTH/MI c 3y01OM 0,395 (0,212,

Q/TpomMO03 CTCHTA 140.5) 35 (1.3) 0,735) 0,0034

Ecmm me ykasano mHave, mepeMeHHbIC NpeAcTaBieHbl B Buae KommiecTa (%). Cl o3HauaeT JOBEPHTEIbHBIH
untepBan, IDR, oOycioBreHHYI0 HieMHel pesackymipusammo; [TT, HauaBmmMX nojyudarhs JnedeHue, MI,
uHpapkr muokapma; MITT, MoaH(pHIMPOBAHHYIO TPYNIy HAYABIIMX NOJNy4arh jedeHue, OR, OTHOIIEHHE

IIaHCOB.

3HaUNMBIX OTIMYHK B 00IeM uH(papkTe MuoKapaa, uHpapkTe MuOKapaa ¢ 3y Orom

Q umu 00y ClIoBIeHHOM HIilleMueil peBacky isipuszanuu He HaOmoxamm (taduia 2). CremneHu

TpomOO3a CTEHTA C MCIOJIb30BAHHEM KaHrpeaop Obuiu 3Haunmo Hike (0,2% B CpaBHEHHH C

0,6% |[OR 0,31, 95% CI 0,11-0,85; P=0,022]) (¢pur. 3B). CreneHp cMepTHOCTH uepe3 48

4yacoB B rpynme kanrpenopa 6euia sHaunmo Hwke (0,2% B cpaBHeHuu ¢ 0,7% [OR 0,33, 95%

CI 0,13-0,83; P=0,019]), xotss Ha 30 CcyTOK, 3TO pazauuue OOJbIIe He OLUIO 3HAYMMELIM

(rabmuua 3, ¢ur. 3C).
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Ta6muna 3: Kpurepuu st I[TT, MITT u rpynn st onenku GezonacHocTd uepes 30

CYTOK.
ITT
Kanrpesop Knomazorpen o 3navenne
(N=2693) (N=2669) OR (95% CD) P
IIpusHAHHBIC KPUTEPUN
CwmeptHOCTH/MI/IDR 230 (8,6) 254 (9,6) 0’8%50(607’)734’ 0,1999
MI 190 (7,1) 202 (7,6) 0’92141(305{52’ 0,4515
0,743 (0,483,
IDR 37 (1,4) 49 (1,8) 1.142) 0,1752
CMepTHOCTD H3-3a 000N MPHYNHBI 36 (1,3) 47 (1,8) 0,75141(60’;)‘87, 0,2048
Tpomb6o3 cTeHTa 15 (0,6) 29 (D) 0’5%89(50572’ 0,0340
MI ¢ 3y6uom Q 8(0,3) 15 (0,6) 0,526 (0,222, 0,1425
1,242)
HMccaenyemsble Kpurepun
CwmeptHOCcTH/MI ¢ 3y61mom Q/IDR 69 (2,6) 94 (3,5) 0.7 1)89(52524’ 0,0396
CumeprHOCTH/MI c 3y01OM 0,648 (0,453,
Q/Tpomb03 cTeHTa >1(19) 7729 0,927) 0,0174
MITT
Kanrpesop Knomuaorpen o 3na4yenne
(N=2656) (N=2645) OR (95% CD) P
IIpusHAHHBIE KPUTEPUI
CwmeptHOCTH/MI/IDR 226 (8,5) 249 (9,5) 0’89120(7()é)739’ 0,2365
0,929 (0,756,
MI 189 (7,1) 201 (7,6) 1.142) 0,4831
0,796 (0,515,
IDR 37 (1,4) 46 (1,7) 1.231) 0,3054
CMEpTHOCTH H3-32 IFOOO0H MPHYHHBI 33 (L1,2) 45 (1,7 0’72151(:)6;‘61’ 0,1635
Tpomb603 cTeHTa 15 (0,6) 28 (1,1) 0’5%)99(90582’ 0,0477
MI ¢ 3y6umom Q 8(0,3) 14 (0,5) 0’56163(502’%37’ 0,2003
Hccaenyemble Kpurepun
CmeprHOCcTE/MI ¢ 3y6mom Q/IDR 66 (2,5) 89 (3.4) 0’73100((%?28’ 0,0560
CmeprHOCTH/MI [¢ 3yOmoM 0,647 (0,447,
Q/Tpomb03 cTeHTa 48 (LY 7328 0,935) 0,0203
Bejonacuocte
Kanrpesop Kunonnzorpes o 3HayeHnue
(N=2662) (N=2650) OR (95% CD) P
IIpusHAHHBIE KPUTEPUH
CwmeptHOCTH/MI/IDR 226 (8,5) 251 (9,5) 0’88140(607’;32’ 0,1999
0,913 (0,743,
MI 188 (7,1) 203 (7,7) 1122 0,3887
0,779 (0,504,
IDR 37 (14) 47 (1,8) 1.202) 0,2584
CMepTHOCTD H3-3a JH0O0H MPHIHHBI 34 (1,3) 45 (1,7) 0.747 (0,477, 0,2024

1,170)
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Tpombo3 crenra 15 (0,6) 28 (L,1) 0’5%)99(903?82’ 0,0475

MI ¢ 3y6uom Q 8(0,3) 15 (0,6) 0,528 (0,224, 0,1455
1,248)

HMcceaenyemble Kpurepun

CwmeptHOCcTH/MI € 3y61mom Q/IDR 67 (2,5) 90 (3,4) 0’73120(10 0? L, 0,0572

CmeprHOCTH/MI c 3y01OM 0,651 (0,452,

Q/TpomMb03 CTeHTa 49 (1.8) 7428 0,938) 0,0212

Ecom me yxasano mHave, mepeMeHHbIC NpeAcTaBicHbl B BuAe KommiecTBa (%). Cl o3HauaeT JOBEPHUTETHHBIN
untepBan, IDR, oOycnoBreHHyro nmemmueli peBackymipmsammo; ITT, HauaBmme nony4ars jdedeHme; MI,
uHbpapkr muokapaa, MITT, moau(HUMPOBAHHYIO TPYNIy HAYABINMX MOJy4arh JeueHue, OR, oTHOmEHHE
IIAHCOB.

B moxarpymme wu3 1659 BKIIOYSHHBIX NHaUUeHTOB Oe3 MoAbeMa TPOIOHHHA OT
HCXOIHOTO YPOBHSI, OCHOBHOH KpUTepHii 3(pPEeKTUBHOCTH MpHU MPUMEHEHHUH KaHTpeaopa ObuT
camwken ¢ 7,2% 10 4,6% (OR 0,62, 95% CI 041, 0,95; P=0,0266). Taxkum o0Opazom,
HCCIIEA0BATENbCKAE AHATH3BI NPOBOAWIM B OOWENd HWCCIeAyeMOl Tpymme, HCCIenyst
ClIeAyIoIUe IBa KIMHUYECKUX KPUTEPHS: CMEPTHOCTh, HH(pApKT MUOKapaa ¢ 3yornom Q mmu
TpoMOO3 CTEHTAa W CMEPTHOCTh, MH(papKT Muokapaa ¢ 3yOmom Q wmu oOyCaoBIeHHAS
UIIeMuel peBacKyIspu3anusl. ITH KpUTepruu ObLT 3HAYMMO CHIDKEHBI B TIOJIB3Y KaHTPeIopa.

CreneHy 3HAUUTENBHOTO U HE3HAYUTEIHHOIO TPOMOOH3a NMpH HH(pAPKTE MUOKapaa
(TIMI) Wi TSDKENOro WiIM YMEPEHHOTO KPOBOTEUESHHSI MO KPUTEPUSIM OOIEMHUPOBOTO
MPUMEHEHUS!  CTPENTOKWMHA3bl W TKAHEBOTO  aKTUBATOpa  IUIA3MHUHOTEHA IS
OKKIIONUPOBAHHEIX KkopoHapHbIX aprepuii (GUSTO) B IByX rpymmax 3HAuAMO HeE
pasIuyaiInCb, XOTs CTCICHU 3HAUUTCIBHOTO W HEZHAYUTCIBHOI'O KpPOBOTCUCHHUS II0
KPUTEPUSIM CTPATETHH HEOTIOKHOM KATETEPU3AMU U CPOUHOTO BMEIIATEIBECTBA B IPUEMHOM
ornenenun (ACUITY) u ymepennoe xposoreueare mo GUSTO ObLiu 3HAYNTETBHO BBIIIE
MpY IPUMEHEHNHU KaHrpeiopa (tabnuua 4).

Ta6nuna 4: CoObiTust KpoBOTEUeHHs uepe3 48 dYacoB B TIpymme IUisl OLEHKH

0e30MacHOCTH.
Cob " Kanrpesop ILanedo OTHOH“(E;;IOC/ 3uavenne
00BLITHA KPOBOTECYCHUS (N=2662) (N=2650) maucgli) o P

Kposoreuenune B y4acTKe JOCTyIIa, 0,796 (0314
Tpedyromee PaguoIOTHYECKOTO HIH 8(0,3) 10 (0,4) ’ 201 9’) ’ 0,6307
XHPYPrU4eCKOrO BMEIIATECIbCTBA ’

1,640 (1,214,
TI'emaToma >5 cM B yHacTke mpoKoJIa 115 4,3) 71 (2,7) 2216) 0,0013
BHyTpH4YepenHOe KPOBOTCHECHHE 2 0,D) 1 (0,0) 1’929 12 53’81)80’ 0,5738
BHyTpuriassoe 0(0,0) 0 (0,0)
TToBropHas onepams BCJICICTBHE 0,995 (0,062,
KPOBOTCUCHHA 1.0 10.0) 15,924) 0,9975
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Kanrpesop namedo Ornomenne 3uadenne
0
Co0bITHSA KPOBOTEYCHUSA (N=2662) (N=2650) I]Ichgl;) 95% P
1,992 (0,180,
3a0promuHHOe 20, 1 (0,0) 21.978) 0,5738
TToaxoxHOE KPOBOM3IUAHHE 95 (3,6) 57 (2,2) 1’6243(;9’?07’ 0,0022
HocoBoe kpoBoTeueHne 6(0,2) 12 (0,5) 0’49173(205’; 86, 0,1622
T'emaToma <5 cM B y4acTKe POKOJIA 150 (5,6) 119 (4,5) 1’27106(206,?92’ 0,0577
Jupdys3Hoe KpPOBOTEHECHHE B yHACTKE 125 (4.7) 91 (3.4) 1,385 (1,052, 0.0204
TPOKOJIA 1,825)
TpomGomuToNIeHIS 20, 3(0,1) 0’6239(70:;; 1, 0,6532
TI'emoguHaMudeckue HapyIIECHUA 7(0,3) 5(0,2) 1’335 4(5)6§42’ 0,5704
Jroboe mepenmnBaHne KPOBH 26 (1,0) 16 (0,6) 1’62340204;?69’ 0,1285
JIro6oe nepenrnBaHue TPOMOOLMTOB 4(0,2) 20,D 1’919 g é(é,%65, 0,4263
Jroboe mepeTMBaHNE SPHUTPOIMTOB 25(0,9) 15 (0,6) 1’6251(606’;}76’ 0,1197
TTaneHne reMOTIOOMHA H/HIH TEMAaTOKPHTA 33(1,2) 35 (1,3) 0’93185(10 381’ 0,7927
Kpurepun oueHkn KpoBoTedeHns
Kpurepun ACUITY
HesnawmreapHoe KpOBOTEHCHHE 320 (12,0) 246 (9,3) 1’33155(912’; 20, 0,0013
3HAaYNTEMbHOE KPOBOTCUCHHE 147 (5,5) 93 (3,5) 1’60270(916%32’ 0,0005
Kpurepun GUSTO
Cnaboe kKpoBOTEHECHHE 427 (16,0) 310 (1L,7) 1’44126(815532’ <.0001
‘YMeEpEeHHOE KPOBOTCUCHHE 20 (0,8) 13 (0,5) 1’5260(9033262’ 0,2300
Tsorenoe/omacHoe A1 KU3HH KPOBOTCUCHHUE 9(0,3) 6(0,2) 1’4352(5)5’§3 L 0,4462
Kpurepuu TIMI
HesnaumireapHoe KPOBOTEYCHHE 22 (0,8) 16 (0,6) 1’37226(10 é;w’ 0,3376
3HaYNTE IPHOE KPOBOTCUCHHE 4(0,2) 9(0,3) 0’4412 4(306’; 36, 0,1742

Ecom He ykazaHo mHaue, MEepeMEHHBIC NPEIACTABICHBI B BHOe KommdecTBa (%). BapmaHTel KpOBOTCUCHHSA B
KOKIOM KPUTCPHH HE ABAIOTCA B3AHMOHCKIIIOYANOIIHMH. HaanMep, HNAIMUCHT MOXKCT HMCTh KIHHHYCCKH
3HAYMIMOE KPOBOTCHYCHHE H HE3HAYHTEIBHOC KpOBOTeHeHHE HA oCHOBE kputepueB ACUITY, ecin Ha0moOJaoT
6osiee 1 kpoBoTeueHIA. KaKI0T0 MALMEHTA YYUTBHIBATH TOJLKO OJMH Pa3 MM KAKIOTO YPOBHA KPHTCPHA BHE
3aBHCHMOCTH OT KOJMYECTBA KPOBOTCHCHHH, HICHTHQHIMPOBAHHBIX IO KAKIOMYy H3 KPHTEPHEB.
TlepeuncaeHHbIe B HACTOAIIEM pa3/ieiie KpOBOTEUEHU BI04 cBa3aHHoe ¢ CABG kpoBoTeueHHe.

Paznuuust B 3HaumtensHOM KpoBoreueHnn mo ACUITY wHaOmogaau BCIencTBHE
M30BITOK TMAaxXOBBIX TeMaroM, HO He Oonee cepbe3HbIx (opM KpoBoTeueHust. Jlomu
MepPeTUBAHUS SPUTPOLIUTOB 3HAUUMO He oTmuyanuchk (0,9% npu nmpuMeHEeHUH KaHTPEnopa B
cpaBaennu ¢ 0,6% mnpu ucnonp3oBanuu mianedo, P=0,12). BaxHo, uT0 y manmueHTOB C

BBICOKUM PHUCKOM KPOBOTCUCHHSI, TaKHX KAaK BO3PACTHBIC NAUCHTBEI HJIM NaOUCHTEI C
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MPeIIECTBY IOIUM HHCYJIBTOM WJIH TPAaH3UTOPHON HINeMHYecKoil arakoil, Oojiee BBICOKHX
JIOJISH MepeTuBaHus IpH MPUMEHEHHH KaHrpenop He Habmroaamu (Gur. 4). Pazmuunii B 70X
aputMud He HaOmoganu (2,3% B cpaBHenuu ¢ 2.4%; P=0,7664) u npu npuMeHEHUH
KaHrpesopa yactora oabliku Obuta Beiie (1,4% [37] B cpaBuenuu ¢ 0,5% [14]; P=0,0019).
PesynbraThl IEMOHCTPHUPYIOT, UTO KAHTPEIOp 3HAUYUMO CHIKAT  BAXKHBIE

MPEABAPUTETBHO YKA3aHHBIE KPUTEPUH, BKIIOUAS TPOMOO3 CTEHTa M CMEPTHOCTb.

Ilpamep 2: UnarnéupoBanne TpPOMOOLHTOB NPH NPHMEHEHHH KAHrpeiopa y
NAIHEHTOB € OCTPbIMH KOPOHAPHLIMH CHHAPOMAMH, NOJBEPraeMbIX 4YpeCcKOKHOH
KOPOHAPHOH AHIHOILIACTHKE

B stom mpumepe wuccienoBamu 3(QEKTHBHOCTh KaHTPEIOpa B CPaBHEHUH C
KJIOMMAOTPENIOM TIPA BBEJSHHWH NAIMEeHTaM X0 YPecKO)KHOM KOPOHAPHOHN AaHTHOILTACTHKH
(PCD.

[MamueHTsl TMOAXOAWIN IS BKIIOUEHHUS, €CITH Y HHUX HAONIOAaIM CTaOWIBHY O
CTEHOKapaui0, HecTaOWIbHY0 creHokapauio uid MI Oe3 moapema cermenta ST (NSTE) ¢
00CTPYKTUBHOW HIIEMUYECKON OoJie3HbI0 cepana, u oHu oxuganu nposeaenus: PCL. Takxke
noaxomawnu gononHuteasHeie 1000 nammentoB ¢ STEMI, mist KOro riaHupOBAIH MEPBUYHY FO
PCI. Tlompaska k mportokoy, ormybaukosanHas B Mae 2007 tpeboBana, 4ToObI y MAMEHTOB
HaOIIOQMM YeTKWe TPHU3HAKH OCTPOro KkopoHapHoro cuuapoMa (mmum STEMI ¢
poxokaeHueM 1aHoBoi nepsuuHoi PCl mam octpeii xopoHapHbii cuHapoMm ¢ NSTE ¢
MOJIOKUTENBHBIME  CepleuHbIMH  Onomapkepamu  wium Oomb B rpyad ¢
3JEKTPOKAPANOTPAPUUSCKUMI W3MEHEHHSIMH B JUHAMHKE Yy MAIWEHTOB >65 JeT Wim ¢
muaberom). TlanueHTHl He JOMKHBI OBUTM MPOXOAUTH (HUOPUHONMM3 WIH MOJYYarhb
uHruburopsl rmkonporenHa IIb/llla B mpexplaymue 12 wacoB wiam kiomuaorpen >75
MI/CYTKH B IPEAbIAYIIHAE 5 CYTOK.

[MarmenToB pangoMuzuposaty 1:1 ABOHHBIM cienbiM criocoboM ¢ AByMsl Iiaedo ¢
rcnoas3oBanueM cuctembl IVRS B rpymmer kanrpenopa uin kronuaorpena. Bee manueHTsI
MPOBOJVIN BHYTPUBEHHOE OOMOCHOe BBeieHHe 30 MKI KaHTpelaopa/Kr WiH Imianebo ¢
MOCIEAYIOIIMM BHYTPUBEHHBIM BiuBaHUeM 4 MKr/kr/muH (¢ur. 5). BauBaHue HauMHamA B
npeaenax 30 muHyT 10 PCI u npoxomkany B TedeHHEe MO MEHbBIIEH Mepe 2 4acoB WM J0
3aBEpUISHUs] YKa3aHHON MPOLERYPhI, B 3aBUCUMOCTH OT TOTO, UTO OBLIO MPONOJIKUTETBHEE.
I'lo pemenuto nedarero Bpaua BIMBAHUE MOIUIM MPOJODKATE B TeueHue 4 yacos. [lammeHTsr
B TEUEHHE BIMBAHUS MOy 4atd 600 Mr HHKAIICY TMPOBAHHOTO Kionuaorpena (uersipe 150 mr

karcynel) win mranebo. [ns obecrneueHrst mepeBoja OT BHYTPUBEHHOTO KaHTpeaopa K
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nepopaIbHOMY KIONMUAOTPETY, MAOUCHTBI MPU MPEKPAICHUUN BJIMBAHUSA HUCHOJIB3YCMOI'O B
WCCNEeJOBAHNUN JIEKAPCTBEHHOTO CPEACTBA NMPUHUMAIU JOMOJHUTENBHBIE YETHIPE KaICyJbl
(xmommporpen ATl MAMEHTOB, NPUHUMAIONIMX KaHTpenaop, mianedo I HanueHToB,
MPUHUMAIONINX KIOMUAOrpeT). JTUTeTbHOCTh BBEAEHUS! CYTOUHOI'O KIOMUAOTpena Mocie
MpPOLIEAYPBl OCTABSUIM HA YCMOTpPEHHE Jedallero Bpad, XOTs MpHeM JONOJTHUTETBHOTO
KIOMUAIOTPeNa BHE MPEANHCAHHOIO HCMIOIbB3YEeMOro B HCCASAOBAHUM JIEKAPCTBEHHOIO
CPEICTBA BILIOTH J0 CYTOK, CAeAYIOIINX 3a YKA3aHHOU MpOoLeAy POH, He MO3BOISUIN.

Bce nanuenTts! nonyuainn 75-325 Mr acnupuH 10 MECTHBIM CTaHaapTaM. BeeneHue
JOIOJTHUATEIBHBIX AHTHKOAryJIsSIHTOB (HedpakuMOHUPOBAHHBII rernapys,
HU3KOMOJIEKYJISIDHBI renapuH, OHBATUPYIUH HWIH (DOHAAMAPHHYKC) M IPOLEAYPHOE
mpuMeHeHne HHruouTopos rrkonporenna I1b/111a onpenensit nevamuii Bpad.

OCHOBHBIM KpuTepueM 3(p(PeKTUBHOCTH SIBJISUIACE KOMOWHALMS CMEPTHOCTH H3-32
moboit nmpuunabl, MI mim 00yclIoBiIeHHON Hiemueil peBacKy sipu3anuy uepe3 48 vacos.
[NpenBapuTenbHO yKa3aHHBIE BCIIOMOTATENbHBIE KpUTEpHUH S((EKTHBHOCTH BKIHOUAIN
KoMOWHaAUU0 cMepTHOCTH Wi MI uepe3 48 vacoB u 30 cyTOK; KOMOWHAIMIO CMEPTHOCTH,
MI wnu oOycnOBIEeHHOW HIIeMHel peBacKyasipu3aundd 4epe3 30 CYTOK, KOMIIOHEHTHI
COCTaBHBIX Kpurepues uepes 48 wacoB u 30 CyTOK, MHCYJBT uepe3 48 4acoB, BHE3AIHOE
3aKpBITHE, BO3ZMOXKHOE BHE3AIMHOE 3aKPHITHE, HEOOXOIMMOCTb B CPOYHOM a0PTO-KOPOHAPHOM
IIyHTHPOBAHHUHU WK HeyAauHas mpouenypa npu ykazanHoit PCI; octperit (24 yaco) TpoM603
creHTa U TpombO03 cTeHTa yepe3 48 wacoB; M CMEPTHOCTb H3-32 JIIOOOH MPHUYHHBEI dyepe3 6
Mecsies 1 1 ron.

OuenuBamu noaun MI m oOycioBieHHOH wumiemueil pepackymspuzanuu uepes 30
CYTOK TOCTAe YKa3aHHOW mporenypbl. OOyCIOBICHHYIO HWIIEMHEH pPeBaCKyJISPU3ALUI0
OTIpeNeNIsUId B BUAE CHMIITOMOB HIIEMUH MUOKapAa, IPHBOISIIUX K CPOUHOIt (B mpenenax 24
YacoB OT MOCJIEIHEro 3MHU30/a UIIeMUH) PEBACKYISIPU3ALNN, KOTOPAst JOKHA MPOMCXOIUTh
[OCJIe 3aBEepIICHHUs] YKA3aHHOW Mpoueaypsl (T.e., yAaIeHHs] IPOBOJIOYHOTO HAIMPABUTEIS).
Taxke CBHIETETHCTBA MIIEMHUH MOTIJIM IPEICTABISTH HOBBIE dJIeKTpokapauorpaduueckue
HU3MCHCHU S, OCprIﬁ OTEK JICTKHX, JKCIyJO4YKOBBIE AapUTMHUU WINW TeMOAUHAMHNYECCKAA
HECTaOUIBHOCTb.

MI ompenensttu mo HoBoMy 3yOumy Q (mmmremeHOCTERO > 0,03 CekyHI) B IBX
CMEXKHBIX 3JIEKTPOKApANOrpahUIECKHX OTBEACHHSIX WM MOJbEMy YPOBHS KPEaTHHKHUHA3bI
(CK) u CK-MB, Bxirouas nogbem CK-MB > 3 pa3 B JIOKaTbHOTO BEPXHErO IMpenena Hiu
HOpMy U, mogbeM buomapkepos 10 PCI, Ha nononxuTensHeie S0% BBIIE HCXOJHOTO YPOBHSL

Jns marmenTtos, npoxonsmmx cpounyio PCI, TpeboBatocs 0qHO ompeaeneHre TPOIIOHHHA Ha
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ncxogaoMm yposHe. Mamepenust CK-MB nposoanmu uepes 2, 10, 17 u 24 gaca nocne PCIL
TpomO03 creHTa oOmIpenesuId C HCHOJIB30BAHHEM KPUTEPHEB KOHCOpPLHyMa IO
akagemuueckum ucciaenopanusim (Cutlip D.E. et al., Circulation 115:2344-51 (2007)).

KpoBoreuenue ounenHuBain 10 48 YacoB ¢ HCHOJB30BAHHEM KIMHUYECKHX U
na0opaTopHBIX  u3MepeHuil. [l  TOJHOrO  OMMCAHUST  PUCKOB  KPOBOTEUEHHS,
ACCOLIMMPOBAHHBIX MPU NPHUMEHEHUH KaHTpeaopa HCIOJIb30BATH HECKOJIBKO OIpeaeTeHUi
kpoBoTeueHus:: (1) kputepun OOIEMHUPOBOTO MPHUMEHEHHUS! CTPENTOKHHA3BI M TKAHEBOTO
aKTHUBATOPA IUTA3MHUHOTEHA /il OKKIIIUpOBaHHBIX KopoHapHbix apTepuii (GUSTO) (The
GUSTO Investigators. N. Engl. J. Med. 329:673-82 (1993), He3HauUTENLHOE, YMEPEHHOE
WIH TSDKENOE/OmacHoe sl JKU3HH HA OCHOBE HCIOJB30BAHHUSl MEPENHMBAHUS U
MPUCY TCTBUSL/OTCY TCTBHSI T€MOJUHAMIYECKUX HapyIeHui); (2) Kputepun TpoMOOIM3a mpu
unpapkre wmuokapaa (TIMI) (Chesebro JH. et al., Circulation 76:142-54 (1987);
HE3HAUMTEIbHOE WIN 3HAUYMTEIBHOE KPOBOTEUCHUE HA OCHOBE KIMHIYECKHUX H JTa00PaTOPHBIX
uccnenopanuii), (3) KpUTepHUHM CTPATErWyd HEOTIOKHON KareTepu3allid W CPOUYHOTO
BMerareascTea B mpueMHoMm otaenenud (ACUITY) (Stone G.W. et al,, N. Engl. J. Med.
355:2203-16 (2006); ¢ HCHONB30BAHHEM MOAPOOHON KIMHUYECKOUW OLEHKH, H3MEHEHUI
VPOBHSI TeMorjoOuHa, remMaroM > 5 CM U HEeoOXOAUMOCTH B TEPETUBAHUH KPOBH).
Hccnenoparenu perucrpupoBand HEONArompusiTHBIE W CEPbE3HbIE HEOIArONpHsITHHIC
COOBITHSI B COOTBETCTBHHM C MEXKIYHAPOTHON KOH(pepeHUHeH MO YHUPHULUPOBAHHOMY
pykoBoactsy (International Conference on Harmonization (ICH) Guidance Documents. Be6-
caiit ynpasienus: CIIIA mo KOHTPOJIO 32 MPOAYKTaMH M JIEKAPCTBEHHBIMH CPEACTBAMHU.
(moctymubiit 8 okTsa0ps 2009 roma Ha BeO-calite FDA, HaumHas ¢ "wWww". U 3aKaHUMBAas
"fda.gov/Regulatory Information/Guidances/ucm122049 htm")).

HezaBucuMblii KOMUTET MO KIWHHUYSCKAM HCCASTOBAHMSIM PACCMOTPEN U MpPUBHAT
npeanonaraemsiii MI, oOycClOBIEHHYIO WIIEeMHed peBaCKYJSpU3ALNi0, TPOMOO3 CTeHTa U
HHCYJBT HEe JaroumMmu uHpopMauuu 00 HCHONb3yEMOM B HCCICAOBAHHU JIEKAPCTBEHHOM
cpencree (Mahaffey K. W. et al., Am. Heart J. 143:242-8 (2002)).

Koraa y GoipIiHCTBA MAMEHTOB HAOIIO AN MOBBIMIEHHBIN YPOBEHb OHOMApKEPOB
U TIpU OZHOM 00paslie HCXOJHOTO YPOBHSL, B ONPEAETIeHUH NePUITpoueny paTbHOro MI MoKHO
coMHeBarbcs. [locne 3aBepiieHMs] W pacCMOTPEHMs] HAYATBHBIX AHAIM30B, AJISl JyUIIEro
MOHUMAHHUSI BO3MOXKHOTO JEHCTBHUSI JEKapCTBEHHOI'O CPEACTBA Ha MEPUIPOLEAY PATbHBIE
HCXOJBI, MEHEE 3aBHCUMBIE OT OHOMapKepOB (HAMPUMED, CMEPTHOCTB, TpoMO03 creHTa u MI

C 3}/6I_IOM Q) 110 MOJIYYCHHBIM JAHHBIM NPOBOANUIN JAOMOJHUTE/IEHBIC KOM6I/IHaJ_[I/II/I.
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Pazmep BEIOOpKH OCHOBBIBAICS HA MIPEAINOIAraeMOil COCTABHON YaCTOTe CMEPTHOCTH
n3-3a 1000 nprunabl, MI 1 00y CI0BIEHHON HIIEeMHel peBacKysipu3anuy depes 48 Jacos.
Tak kak He OBUIO TpeBapUTENbHOW HH(pOpMAnUKd 00 WCIOIB30BAHMH KaHTpeaopa B
ycaosusax STEMI u mepsuunoit PCl m yumTeIBasl CIOKHOCTH H3MEPEHHsS] MOBTOPHOTO
uHdapkra B pannue nocie STEMI, ocHOBHOW kpurepuil 3p(HEeKTHBHOCTH HCKIIOYAT STHX
MAIMEHTOB W3 aHAIN3a, XOTS HX BKIOYATA B aHATN3Bl 0e30MacHOCTH. B KOHTPOIBHOM
rpynme KIONMUAorpena KOMOWHAMOHHYIO YacTOTy CoObITHH ompenemsiin  kKak  7%.
UcneiTanust pa3paboTaHsl B KauecTBE HCIBITAHUS 1O JOKA3aTeNbCTBY OoOJiee BBICOKOH
3¢ hekTUBHOCTH T AEMOHCTpAIMK MPEUMYIIECTBA KaHTpeaopa Haa 600 Mr KIomuaorpea.
INpennonarass cHwkeHne pucka Ha 22%, pasmep BbIOOpkH 8000 mAUMEHTOB MOXKET
00ecreunTs MOIIMHOCTh MpuOau3uTenbHO 82% ¢ ypoHem amb(a 0,05. Ilian coctosi BO
BkmoueHun no 1000 mammentoB ¢ STEMI ¢ yBemnueHwem pasmepa BbiOopku m0 9000
MAIMEHTOB.

Heobxomumo Obu1o  ompezenuTs nepBUUHBIE  aHamM3 S((EKTUBHOCTH B
MOJIU(PUIUPOBAHHON TPYIIe HAYaBMIKMX monyuarhk jeuenne (mITT), onpeneneHHol kak Bce
paHIOMHU3UpOBaHHbIE ManueHThl (uckmovas rpymmy STEMI), monyuaBmme mo MeHbLuei
Mepe OJHy [J03y HCIIOIB3YEMOr0 B HCCISIOBAHWHM JIGKAPCTBEHHOTO CpeiacTBa U
noxsepraemele ykazaHHoH PCIl. I'pynma amst oumeHkH O€30IMacHOCTH COCTOSUIa M3 BCEX
PaHIOMU3UPOBAHHBIX MAIMEHTOB, KOTOPBIE IOy YaIHd JII000e UCIIOIb3y eMOe B HCCISAOBAHUA
JIeKapCTBeHHOe CpeAcTBO. [launeHTOB B aHaiu3ax 0e30MacHOCTH Ha3HAYAId B TPYIIY
JIEUeHUs] Ha OCHOBE IOy UEHHOT'O JIeUeHMs, a He paHIoOMU3HpoBaHo. IIpenocrasieH oTueT mo
anamm3y ITT ¢ rpynmoit STEMI u 6e3 Hee.

Bce craructuueckne TecTbl OBLTM JBYXCTOPOHHHMH C HCIIOJB30BAHHEM Y POBHS
sHaunmocti 0,05. CpaBHeHHEe OCHOBHBIX KPUTEpPHEB B TpyINax KaHTpenopa u rmianebo
MPOBOAMIN MOCPEACTBOM pacuera ortHomeHus: mancoB (OR) ¢ composoxaatommmu 95%
posepurenbHbiMH  wHTepBaiaMu  (Cl) ¢ WCMOMB30BAaHWEM JIOTHCTHYECKOH pEerpecCcHd.
JIOTHCTHYUECKYIO PErpecCHio HCIONb30BAIM JIsl AHATH3A OOJBIIMHCTBA OCTABIIMXCS
BCIIOMOTATebHBIX KpuTepueB. Mcxoas u3 wactoTel coOblTuii B rpymme mianebo 7,7% c
MPOSKTUPY EMOU BETUUMHOM BBIOOPKH 6400 MaleHTOB MOUTHOCTE UCITBITAHMSI TSI AETEKIUU
25% CHIDKEHHSI OCHOBHOTO Kpurepusi cocraeistia 85%. HemnpepbiBHbIE NepeMEHHbIE
OXapaKTepU30BaHbl MEIWAHAMH W HHTEPKBAPTHIBHBIMHA JUamna3OHaMu. JIMCKpETHBIE
IepeMeHHble OXapaKTepu30BaHbl YACTOTAMH W TIPOLIEHTAMH. BO BTOPHUHBIX aHAIHM3ax
3¢ (HEeKTHBHOCTH MOIBITOK MONPABUTL 3HAYCHHUSI P HA MHOXKECTBEHHBIN Pe3yJIbTaT He Jeaii.

OTH aHAJTU3BI CUATATH HUCCIEI0BATETLCKIME W THIIOTE3000p a3y FOIIUMH.
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B koHIie uccnenoBanus B 268 nentpax u3 14 crpan Obutu BTtoueHb 98% (n=8877)
n3 oxugaemeix 9000 nanuenTos. s kputepues 1uist CpokoB 48 uacos U 30 CyTOK MpoBepKa
JKU3HEHHOTO cTaryca Oblia 3aBepiiena Ha 99,7% u 98,6%, COOTBETCTBEHHO.

Hcxonmuele nemorpaduieckue nannbie mis rpymmel [TT mpusenensr B Tabmuue S.
Hcxonnbie nemorpaduueckue nannsle it rpynn MITT u rpymmsl mist oneHKH 0e301macHOCTH
MpuBeAeHBI B Tabaumax 6 u 7.

Ta6auna S: Mcxoxnsie xapakrepuctuku 11t rpymmst [TT,

ITT ITT 6e3 STEMI ITT ¢ STEMI
Hcxoaubie Kanrpegop | Kinomuaorpes | Kanrpenop | Knonugorpen | Kaurpesop | Kinommmorpen
XAPAKTEPHCTHKH (N=4433) | (N=4444) | (N=3946) | (N=3935) (N=487) (N=509)
Bospact, e 62,0 (540, | 62.0 (34,0, | 63.0(55.0, | 62,0(540, | 58.0(5L0, | 61,0 (520,
: 70,0 71,0 71,0) 71,0) 67.0) 70,0)
TTou, xom-Bo (%)
MyKCKoit 3275 (73,9) | 3209 (72,2) | 2891 (73.3) | 2831(719) | 384 (78,9) | 378 (74.3)
Wenckuit 1158 (26,1) | 1235 (27.8) | 1055(26,7) | 1104 (28,1) | 103 2L | 131(25,7)
Pacosas
TIPHHAIIEKHOCTD,
K0J1-B0 (%0)
EBPONCOHIb! 3658 (82,6) | 3626 (81,7) | 3229 (81,9) | 3184 (81,0) | 429 (88.1) | 442 (87.0)
MOHTOIOH/Ib! 311 (7,0) 313 (7,1) 294 (7.5) 300 (7,6) 17 (3.5) 13 (2.6
Herponast 215 (4,9) 239 (5.4) 190 (4.8) 208 (5.3) 25 (5,1) 31 (6,1)
Hcnanckoro
. 209 (4,7) 218 (4,9) 197 (5,0) 204 (5,2) 12 2.5) 14 2.8)
Tpyrie 35 (0.8) 42 (1,0) 31 (0.8) 34 (0.9) 1(0,8) 8 (L,6)
84.0 (73,0, | 84.0 (73,0, | 84.0 (73,0, | 84.0(73.0, | 83(72.0. | 82,0 (720,
Macca, kr
97.0) 97.0) 97.0) 98,0) 95.0) 95.,0)
172,0 172,0 173.0
Pocr, e (165,0, 172i(;§106)5 O 1 (1650, 172i9/§106)5 O 1 (67, 172%106)5 0,
178.0) ’ 178.,0) ’ 178.0) ’
CrabummHas
cTeHokapmua, Kom-Bo | 668 (15,1) | 665(150) | 668 (16,9) | 665 (16,9) 0 (0,0) 0 (0,0)
(%)
Hecrabumshas
cTeHoxapmus, Kom-Bo | 1097 (24,7) | 1088 (24,5) | 1097 (27.8) | 1088 (27.6) 0 (0,0) 0 (0,0)
%)
Heotnoxubiit
NSTEML ron-so (%% | 639 (144 | 640 (144) | 639(162) | 640(16.3) 0 (0,0) 0 (0,0)
NSTEML ko1-80 (%) | 1542 (34.8) | 1542 34.7) | 1542 (39.1) | 1542 (39.2) 0 (0,0) 0 (0,0)
STEMI, ko-80 (%) 487 (11,0) | 509 (11,5) 0 (0,0) 0 (0,0) 487 (100,0) | 509 (100,0)
Hcropus 6ose3Hn
(aHaMHe3), K01-BO (%0)
CaxapHetit AnadeT 1350 (30,5) | 1352 (30,5) | 1248 (3L.6) | 1263 (32.1) | 102(20,9) | 89 (17.5)
Kypums ik Bl 1247 285) | 1283 (29.1) | 103526,6) | 1076 27.6) | 21243.7) | 207 (41,2)
HACTOAIICM
THIEpTCH3AS 3181 (72,1) | 3139 (71,0) | 2900 (73.8) | 2839 (72.4) | 281 (38,1) | 300 (60,0)
T HICPAHITHACMAL 2825 (66.6) | 2777 (65.5) | 2590 (68.4) | 2536 (67.4) | 235(5L5) | 241 (50.8)
Vncy w1/ TIA 223 (5,1) 227 (5.1) 208 (5.3) 205 (5.2) 15 (3,1) 22 (4.4)
CAD B cemelHOM | 1o/ 45 0) | 1873 (46.5) | 1656 (46.1) | 1686 (47.1) | 187(43.7) | 187 (41.6)
AHAMHE3C
MI 1075 (24.6) | 1089 (24.8) | 1003 (25,9) | 1007 (26,0) | 72 (14.9) 82 (16.2)
PTCA/PCI 1266 (28,6) | 1261 (28,5) | 1193 (30,3) | 1198 (30,6) | 73 (15,0 63 (12.4)
CABG 557 (12,6) | 552 (124) | 541 (13.7) | 532 (13.5) 16 (3.3) 20 (3,9)
3actoitnas HF 333 (7.6) 338 (7.7) 319 (8.2) 322 (8.3) 14 (2,9) 16 (3.2)




37

ITT

ITT 6e3 STEMI

ITT ¢ STEMI

Hcxoannie
XAPAKTEPUCTUKHA

Kaunrpesop
(N=4433)

Knomugorpes
(N=4444)

Kanrpesop
(N=3946)

Kuaonmporpen
(N=3935)

Kanrpesop
(N=487)

Knonugorpesna
(N=509)

PAD

323 (7.4)

315 (7,2)

294 (7,6)

290 (7,5)

29 (6,0)

25 (5,0)

TTepunpoueay pabHbie
JICKAPCTBCHHBIC
cpeacrtsa, kor-Bo (%)

Busamipy mun

1313 (29.6)

1337 (30,1)

1244 (31,5)

1250 (31.8)

69 (14,2)

87 (17.1)

UFH

2437 (55,0)

2452 (55,3)

2154 (54.,6)

2155 (54.8)

283 (58.2)

297 (58.5)

LMWH

368 (8,3)

340 (7,7)

322 (8,2)

298 (7,6)

46 (9,5)

42 (8,3)

GP IIb/IIIa

1163 (26,3)

1183 (26.,7)

909 (23,0

927 (23,6)

254 (52.3)

256 (50.4)

Jleuenne B pamkax
HCCIICTOBAHMA

Kon-Bo COCYIOB-
MHIIEHEH, K0JI-BO (%0)

1

3836 (88,0)

3796 87.4)

3406 (87,3)

3360 (86,5)

430 (94,1)

436 (95,2)

2

484 (11,1)

509 (11,7)

457 (11,7)

488 (12,6)

27(5,9

21 4,6)

3

38 (0,9)

36 (0,8)

38 (1,0)

35 (0.,9)

0(0,0)

1(0,2)

CreHT,
BBICBOOOKIATOLIHIT
JIEKAPCTBECHHOE
CpEICTBO, K0JI-BO (%0)

2581 (59,2)

2560 (59,0)

2422 (62,1)

2383 (61,4)

159 (34.8)

177 (38,6)

CreHT, HE
BBICBOOOKIATOLIHIT
JEKAPCTBCHHOE
CpeacTro, K0J1-Bo (%)

1640 (37.6)

1635 (37,7)

1367 (35,0)

1380 (35,5)

273 (59.,7)

255 (55,7)

Anrnorpadaeckne
OCJIO’KHEHHA
(OIHCAHHBIH Y4ACTOK)

Bo3moskHOE
BHE3AITHOE 3aKPHITHE

13 (0.3)

12 (0,3)

9(0,2)

10 (0,3)

4 (0,9

204

Heynaunas
npoucaypa

90 (2,1)

103 (2,4)

81 (2,1)

92 (2.4)

9 (2,0)

1124

BuesanmHoe 3akpeiTHe
cocyaa

24 (0,6)

22(0.,5)

20 (0,5)

19 (0,5)

4 (0,9)

3(0,7)

Hoseni 1poMO6 wmmm
0KHIACMBIH TPOMO

17 0.4)

23 (0,5)

16 (0.4)

16 (0.4)

1(0,2)

7(L,5)

OcTpsIit TpoMOO3
CTEHTA

2 (0,0)

5(0,1)

2(0,1)

5(0,1)

0 (0,0)

0 (0,0)

HeobxoanmocTs B
cpounom CABG

10 (0,2)

7(0,2)

8(0,2)

70,2)

204

0 (0,0)

Broanmoe B/B
HCHOIb3yEMOE B
HCCACIOBAHIH
JIEKApCTBEHHOE
CpeacTBO, KOI-BO (%)

4367 (98,5)

4355 (98,0)

3904 (99,0)

3883 (98,7)

463 (95,1)

472 (92,7)

TIposeneHne
0O0JIFOCHOTO BBCACHHA,
K0J1-B0 (%0)

4367 (98,5)

4354 (98,0)

3904 (99,0)

3883 (98,7)

463 (95,1)

471 (92,5)

IIposoaumoe
BJIMBAHHE, KOT-BO (%)

4364 (98.5)

4353 (98,0)

3901 (98,9)

3882 (98.7)

463 (95,1)

471 (92,5)

JMUTEeTbHOCTD
BJIMBAHNA, 4AC

2,1 (2,0,
22)

2,1(2,0,2,2)

2,1 (2,0,
2,2)

2,12,0,22)

2,0 (2,0,
22)

2,1(2,0,2,2)

TlepopansHoe
BBCICHHC

HCTIOJIb3y EMOTO B
HCCICAOBAHUI
JIEKAPCTBEHHOTO
cpencrtaa, kor-Bo (%)

4351 (98,2)

4345 (97,8)

3896 (98,8)

3882 (98,7)

455 (93,4)

463 (91,0)
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Ecmi He yka3aHO HHA4e, MEPEMEHHBIC NMPEACTABICHBI KAK MEAHAHA (25-1 MPOLEHTHIb, 75-1 IMPOLCHTUIIB).
CABG o3HauaeT aopro-kopoHapHoe myHTHpoBaHue, CAD, wumemmdeckyro Ooxesns cepama;, GP,
rmukonporenH; HF, cepaeunyro Heaocrarounocts; ITT, Ha4aBIIMX NMOMy4yaTh JEYCHHE, B/B, BHYTPHBEHHOE,
LMWH, Hu3komoneky sipHbI remapu; MI, napapkr muokapaa, NSTEMI, undapkr muokapma 6e3 moasema
cermenta ST; PAD, 3aboneBanne nepudepmaeckuii aprepuii; PCI, 4peckokHYI0 KOPOHAPHYIO AHTHOIDTACTHKY
PTCA, 4pecko’kHYI0 TPAaHCIIOMHHATBHYIO KOPOHAPHYH aHruomnactuky; STEMI, uHpapkr MHOkapma ¢
nogsemoM cermenta ST; TIA, Tpan3uTopHyto nmemuyeckyro ataky; UFH, He(h)paKiMOHHPOBAHHBII TETIAPHH.

Ta6muna 6: rpynns! MITT u MITT NSTEMIL

MITT MITT NSTEMI
Kanrpeso Kaomagorpen Kanrpeso Kaomagorpen

Hcexoanbie XapaKTepucTuku (N=f3 47)p (N= 43201; (N=??897)p m=387ll;
Bospacr, ner 62’;)0E3‘)"0’ 62,0 (54,0, 71,0) 63’30(’?5 0.1 62,0 (54.0.71,0)
TTou, xom-Bo (%)
My’ KCKOii 3212 (73,9) 3124 (72,3) 2854 (73,2) 2786 (72,0)
Kenckuit 1135 (26,1) 1196 (27,7) 1043 (26,8) 1085 (28,0)
Pacosas mpuHamiexHoCTh, K0JI-BO (%0)
EBPONCOHTbI 3589 (82,7) 3516 (81,5) 3193 (82.,0) 3127 (80,9)
MOHTOIOHIEI 306 (7,0) 312 (7,2) 289 (7,4) 299 (7,7)
Herpomnmpi 208 (4.8) 230 (5,3) 185 (4.8) 205 (5,3)
VIcnaHCKOro MpOUCXOXKACHUA 205 (4,7) 214 (5,0) 194 (5,0) 201 (5,2)
Jpyrue 34 (0,8) 42 (1,0) 31 (0,3) 34 (0,9)
Macca, kr 84’87(;)‘;”0’ 84,0 (73,0, 97,0) 84’37(,(73’0’ 84,0 (73,0, 97,0)
Pocr. o 172,0 (1650, | 172,0 (165,0, | 172,0 (165,0, | 172,0 (165,0,

> 178,0) 178,0) 178,0) 178,0)
CraGHIbHAS CTCHOKAPIHS, K01-B0 (%o) 659 (15,2) 645 (14,9) 659 (16,9) 645 (16,7)
g/‘z;”aﬁ“mw CTCHOKADIUHA,  KOIBO | 088 (25.0) 1071 (24.,8) 1088 (27,9) 1071 (27,7)
Heornoxusiii NSTEMI, ko-8o (%) 627 (14,4) 632 (14,6) 627 (16,1) 632 (16,3)
NSTEMI, xo1-80 (%) 1523 (35,0) 1523 (35,3) 1523 (39,1) 1523 (39,3)
STEMI, ko-Bo (%) 450 (10,4) 449 (10,4) 0 (0,0) 0 (0,0)
Hcrtopus Oone3Hn (aHaMHE3), KOJI-BO
(%)
CaxapHbiii 1Haber 1327 (30,5) 1313 (30,4) 1233 (31,7) 1238 (32,0)
KypHIBIHK B HACTOSIIEM 1229 (28.6) 1245 (29,0) 1025 (26,6) 1057 (27,5)
THIePTEH3HA 3122 (72,2) 3045 (70,9) 2865 (73,8) 2788 (72,3)
T unepaumaaeMus 2771 (66,6) 2705 (65,7) 2555 (68,3) 2491 (67,3)
Wncy st/ TIA 220 (5,1) 218 (5,1) 206 (5,3) 201 (5,2)
CAD B ceMeHOM aHAMHE3e 1809 (45,9) 1825 (46,6) 1637 (46,1) 1656 (47,1)
MI 1059 (24,7) 1054 (24,7) 991 (25,9) 983 (25.,8)
PTCA/PCI 1247 (28.8) 1229 (28.6) 1181 (30,4) 1172 (30,4)
CABG 546 (12,6) 537 (12.,4) 533 (13,7) 521 (13,5)
3acroitnas HF 325(7.5) 326 (7,6) 314 (8,1) 311 (8,1)
PAD 320 (7,5) 304 (7,2) 292 (7.,6) 282 (7.4)
Tlepumporue iy pasbHble JICKAPCTBEHHBIC
cpeacTBa, koJ-Bo (%)
busamupy an 1298 (29,9) 1316 (30,5) 1232 (31,6) 1232 (31,8)
UFH 2399 (55,2) 2404 (55,7) 2134 (54,8) 2132 (55,1)
LMWH 364 (8,4) 334 (7,7) 319 (8,2) 297 (7,7)
GP IIb/Ila 1148 (26,4) 1160 (26,9) 903 (23,2) 921 (23,8)
JleueHne B paMKaxX HCCIETOBAHUA
Kon-Bo cocynoB-mumene, ko-80 (%)
1 3818 (88,0) 3772 (87.4) 3395 (87,3) 3345 (86,5)
2 482 (11,1) 506 (11,7) 455 (11,7) 485 (12,5)
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MITT MITT NSTEMI

KanrpeJio Knomugorpen Kanrpeao Kaonugorpe
Hcexoanbie XapaKTepucTuKa (N=4:)3 47)]) (N=43 ZOI; (N=3p89 7)p (N=387 ll;
3 38 (0,9) 36 (0,8) 38 (1,0) 35(0,9)
Crenr, BLICBOOOMMAOMIAH | ) 577 (59 3 2547 (59,0 2415 (62,1) 2375 (61.4)
JICKAPCTBEHHOE CPEeICTBO, KOJI-BO (%)
Cremr,  me  BLICBOOOWMAOWMIL | (55 (37 ¢) 1628 (37,7) 1362 (35.0) 1375 (35.6)
JICKAPCTBEHHOE CPEACTBO, K0JI-BO (%0)
Anruorpaduueckue OCIIOKHCHHA
(ONMHMCAHHBIN YHACTOK)
B03M0KHOE BHE3AIIHOE 3AKPHITHE 13 (0,3) 12 (0,3) 9(0,2) 10 (0,3)
Hey naunas mponeaypa 90 (2,1) 103 (2.4) 81 (2,1) 92 (2.,4)
BHesamHoe 3akphITHE COCYaa 24 (0,6) 22 (0,5) 20 (0,5) 19 (0,5)
Hoslii TpoMO HH 0XKHAaEMBIH TPOMO 17 (0,4) 22 (0,5) 16 (0.4) 16 (0.4)
OcCTpslit TPOMOO3 CTEHTA 2 (0,0) 5(0,1) 2 (0,1) 5(0,1)
Heo6xomumocts B cpounom CABG 8(0,2) 6 (0,1) 7(0,2) 6(0,2)
BBomuMoe B/B umCmoib3yemMoe B
HCCIICIOBAHHH MexapcTBeHHoE | 4345 (100,0) 4317 (99,9) 3895 (99,9) 3868 (99,9)
CPeaCTBO, KOJI-BO (%)
TIpoBeaeHHe OGOMIOCHOTO  BBEICHHSA,
K01-50 (%) 4345 (100,0) 4316 (99,9) 3895 (99,9) 3868 (99,9)
TIpoBoanMoe BiuBaHue, KOJI-BO (%0) 4344 (99.,9) 4317 (99,9) 3894 (99,9) 3868 (99,9)
JUTHTETbHOCTD BJIMBAHMSA, HAC 2,1(20,22) 2,1(2,0,22) 2,1(2,0,22) 2,1(2,0,22)
TlepopaibHOE BBEICHHE HCIIOIb3YEMOTO
B HCCICAOBAHHH  JEKAPCTBEHHOTO | 4329 (99,6) 4305 (99,7) 3884 (99,7) 3863 (99,8)
cpenctsa, kKor-Bo (%)

Ecmi He yka3aHO HHAve, MEPEMEHHBIC
CABG 03Ha4aeT aopTO-KOPOHAPHOE

IIYHTHPOBAHHUE;

CAD,

NPEACTABACHBI KaK MeAuaHa (25-1 MpOLEHTWIb, 75-1 NMPOLECHTHIbL).
HIIEMHYECKYI0  00JIC3HB

cepmua; GP,

riukonporenH; HF, cepmedHyo HeT0CTaTO4YHOCTH, B/B, BHYTpHBeHH; LMWH, HH3KOMOJIEKYIAPHBIH TeapHH,
MI, undapkr muokapaa; MITT, moaupuumpoBaHHAA TPy Ia HAYABIINX MOay4ath geucHue;, NSTEMI, napapkr
muokapaa Ge3 moawema cermenta ST; PAD, 3abonesanue mepudepudeckuii aprepuii, PCI, upeckoxnyio
KOPOHAPHYIO aHTHOILIACTHKY ; PTCA, 4pecKoKHYIO TPAHCTIOMHHATIBHYIO KOPOHAPHYIO AHTHOILTACTHKY; STEMI,

uHpapkr mmokapaa ¢ momsemMoM cermenta ST; TIA, TpansuropHylo wHmemu4eckyro araky; UFH,
He()PAKIMOHHPOBAHHBIH TeTIAPHH.

Taéauna 7: ['pynma ajst oueHKkH 6€30MacHOCTH.
HMcexoaHbie XapaKTepUCTHKHA I((aN}er;%p Kﬂ&rl:v:‘[;(;gl;eﬂ

Bo3spacr, aer

62,0 (54,0, 70,0)

62,0 (54,0, 71,0)

Tlon, xom-Bo (%)

My KCKOH 3229 (73.8) 3149 (72,1)
Kenckmit 1145 (26,2) 1216 (27,9)
Pacosas nmpuHAIICKHOCTD, KOJI-BO (%0)

EBpOICOn b 3610 (82,6) 3558 (81,6)
MoHroI011B1 309 (7,1) 312 (7,2)
Herpounap 208 (4.8) 233 (5.3)
VIcnanCcKOro mpouCXoKACHHA 206 (4,7) 215 4.9)
Jipyrue 36 (0,8) 41 (1,0)
Macca, kr 84,0 (73.0, 97,0) 84,0 (73,0, 97,0)
Pocr, cm 172i(;§’1()6)5’0’ 172,0 (165,0, 178,0)
CrabuibHas cTeHoKapaus, Koa-Bo (%o) 661 (15,1) 654 (15,0)
Hecrabumsnas cteHokapans, kKoa-Bo (%) 1091 (24,9) 1074 (24,6)
Heortnosxusiii NSTEMI, ko1-B0 (%) 629 (14,4) 634 (14,5)
NSTEMI, xon-Bo (%) 1529 (35,0) 1529 (35,0
STEMI, ko-Bo (%) 463 (10,6) 475 (10,9)
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Hcxoanbie XapaKTepuCTHKA Kaurpesop Kaomunorpea
(N=4374) (N=4365)
HcTopus Gosie3nn (aHaMHE3), K01-BO (%o)
Caxapusiii naber 1337 (30,6) 1325 (30,4)
Kypuwibluk B HaCTOAIIEM 1233 (28,5) 1257 (29,0)
T'uneprensus 3143 (72.,2) 3083 (71,0)
T unepiumuaeMus 2787 (66,6) 2728 (65,6)
WnucyaeT/TIA 220 (5,1) 221 (5,1)
CAD B ceMCHHOM aHAMHE3E 1818 (45,8) 1838 (46,5)
MI 1064 (24,7) 1067 (24,8)
PTCA/PCI 1253 (28.,7) 1237 (28,4)
CABG 550 (12,6) 540 (12,4)
3acroitnag HF 328 (7,6) 332 (7,7)
PAD 321 (7,5) 309 (7,2)
TlepumpoieaypaibHble JeKAPCTBEHHbIE CPEACTBA, KOJI-BO (%0)
busamipy inn 1299 (29,7) 1320 (30,2)
UFH 2413 (55,2) 2424 (55,5)
LMWH 365 (8,4) 340 (7.8)
GP IIb/111a 1154 (26,4) 1170 (26,8)
JIeueHHE B paMKaX HCCICTOBAHUA
Koa-Bo cocyaoB-mumeHeit, k0-8o (%o)
1 3819 (88,0) 3771 (87.,4)
2 482 (11,1) 506 (11,7)
3 38 (0,9) 36 (0,8)
CteHT, BHICBOOOKIAIOIIII TeKapPCTBEHHOE CPEACTBO, KOJI-BO (%0) 2572 (59.,3) 2547 (59,0)
CTEHT, He BHICBOOOKIAIOIMINI TEKAPCTBEHHOE CPEACTBO, KOJI-BO (Yo) 1633 (37,6) 1627 (37,7)
AHTHOTpahICCKHE OCTOKHECHIA (OMACAHHBIA YYACTOK)
B03MO0)KHOE BHE3AITHOE 3aKPhITHE 13 (0,3) 12 (0,3)
Hey naunas npoueaypa 90 (2,1) 103 (2.4)
BHe3amHoe 3akphITHE COCYaa 24 (0,6) 22 (0.5)
HoBblif TpOMO HTH 0KHIAEMBIH TPOMO 17 (0,4) 22 (0,5)
OcTpslii TPOMOO3 CTEHTA 2 (0,0) 5(0,1)
HeobxoaumocTs B cpounoM CABG 8 (0,2) 6 (0,1)
Beogumoe B/B H((:)HOJILSyeMOG B HCCICIOBAHHH JEKAPCTBEHHOE 4368 (99.9) 4354 (99.7)
CpEICTBO, K0JI-BO (%o)
TIpoBeaeHmEe GOMFOCHOTO BBEACHMA, KOJI-BO (%0) 4368 (99,9) 4353 (99,7)
TIpoBogumoe BiHBaH#E, KOJI-BO (%0) 4365 (99.,8) 4352 (99,7)
JUTUTEIbHOCTh BJIMBAHMSA, 4AC 2,1(2,0,22) 2,1 (2,0,2.2)
TlepopambHOe  BBEACHHE  HMCHOAB3YEMOTO B HCCICIOBAHMH 4352 (99.5) 4344 (99.5)
JICKAPCTBEHHOTO CPpeacTBa, K01-Bo (%)

Ecmi He yka3aHO HHA4e, NMEPEMEHHBIC NMPEACTABICHBI KAK MEAHAHA (25-1 MPOLEHTHIb, 75-1 IMPOLCHTUIIB).
CABG o3HauaeT aopro-kopoHapHoe myHTHpoBaHume, CAD, wumemmdeckyro Oonesns cepama;, GP,
rimkonporens; HF, cepaeunyio HEIOCTATOYHOCTh, B/B, BHyTpHBCHH,; LMWH, HI3KOMOJCKYSIPHBIH TeNAPHH;
MI, undapkr mmoxapma; NSTEMI, undapkr mmokapma Oe3 momwema cermenta ST; PAD, 3aboneBanue
nepudepudeckuii  aprepuii; PCI, 4peckoxkHyl0 KOpPOHApHYr aHTHOIIACTHKY; PTCA, 4peckoxHyIO
TPAHCTIOMHHATBHYI0 KOPOHAPHYI0 aHTHOIIACTHKY, STEMI, mHdapkT MuHOKapga ¢ mogbseMoM cermeHra ST,
TIA, Tpan3uTopHYI0 HeMuueckyio ataky; UFH, HeppakmoHHPOBAHHEIH TeapHH.

3HAUUMBIX OTJIWYMI 10 CPAaBHCHHID C HUCXOJHBIMH XapaKTEPUCTUKAMH HE
HabOTroAamM. BrToueHHbIe TALMEHTRI MPeICTaBIsUTH OO0l THIHYHY O rpymnny Bospacta PCI,
SIBJISIIC B OCHOBHOM MYJKUHMHAMH C MeuaHoi Bo3pacta 62 roma (54,0, 71,0). Huaber
ormeueH y 30,5%, Toraa kak TUMEPTEH3US WIM THIEPIUMUAEMUS MPUCYTCTBOBAIA Y

GonpmmHCTBAa manueHToB. [Ipeapiaynwe xapauaineHbie coObiTus Brmoyann MIy 24.7% u
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pesackysipuzauuio y 41,1% (28,6% PCI, 12,5% mynruposanue). [Toutn y nonoBuHs! (49%)
BIUIIOUEHHBIX TanueHToB perucrpupoBamd NSTEMI Ha HCXOZHOM YPOBHE, TOrAa Kak
cTa0uIbHAs CTEHOKAPAUS ¥ HECTAOU/IbHASI CTEHOKAPAUS SBJISUTUCH HCXOAHBIMU THATHO3aMH Y
15,0% u 24,6%, cootBercrenno. I'pynna STEMI Bxirouana 996 (11,2%) naiueHToB.

B Teuenne ykazaHHO# mpouenypsl OOJIBIIMHCTBY mamueHToB (55,1%) BBOAMIH
He(paKIMOHUPOBaHHBIN TemapuH, a 29,9% BBoawtm OuBamupyaud. HHruOutopsl
rmukonpotenHa IIb/Illa ucnons3oBamu B 26,5%, rae OOJBIIMHCTBY BBOIMIN SOTH(HUOATHT
(75,0%). Tlout Bcem (98%) mamuenram B rpymme ITT BBOAMIM HCHONB3yeMOE B
WCCIIEeIOBAHNN JIeKapCTBEHHOE CpenacTBo. LleHTprl uHCTpykTHpoBanu HaumHare PCI B
npegenax 30 MUHYT OT BBEACHHSI KaICyJ1 KIOMUAOTPEa.

[Momeitky nposectu PCI nposoamin y Bcex, HO 161 manuent (1,8%), 65 B rpymnme
kanrpemnopa (1,5%) u 96 B rpymme kmomuporpena (2,2%). Meanana amurensHoctH PCI
cocrapsuia 0.4 gaca (0,2, 0,6) u Meauana nepuona ot rocouranusamuu 10 PCI cocrasisiia
6,3 dgaca (2,6, 23,7). BoapmmuCcTBO Tpouenyp Bimodamn PCI omgHOTO cocyaa wiM JBYX
cocynoB (87,7% u 11,4%, coorBercTBeHHO). B 0OJBIIMHCTBE oOmepaluii HCIOIB30BATH
CTEHTBI, BBICBOOOKIAIOIIHE JEKAPCTBEHHBIE CpeAcTBa HCMHOjb3oBamu (59,1%), CTeHTHl U3
YUCTOrO METAaJUIa UCIIOIb30BAIH B 37,6%.

Kanrpenop 6pu1 sxBuBaieHTeH 600 Mr KIOMUAOTPENa B OCHOBHOH KOMOWHAITMH
CMEPTHOCTH u3-3a 060l npruuHel, MI wiu 00y ClIOBIEHHOW HIIeMUel peBacKy ISIpH3aLun
uepes 48 uacos (7,5% B cpasuenuu ¢ 7,1%; OR 1,05, 95% CI 0,88, 1,24; P=0,59) (rabnuua
8).

Tab6auna 8: Kpurepun uepes 48 anas rpynnet MITT 6e3 STEMIL

MITT 6e3 STEMI
Kanrpesiop Kaomigorpen OR (95% | 3nauenne
(N=3897) (N=3871) CDh P

IIpu3HAHHBIC KPUTEPUN
CMepTHOCuTI;/MI/IDR (ocHOBHOIT 290 (7.5) 276 (7.1) 1,05 (0,88, 0.59
KpUTepHii) 1,24)

1,09 (0,91,
MI 278 (7,1) 256 (6,6) 1.29) 0,36
IDR 13 (0,3) 23 (0,6) 0’516 i?’)zg’ 0,10
CMepTHOCTS H3-3a JH00O0H MPHUHHBI 8(0,2) 50,1 1’53 s(;(;,)SZ, 0,42
TpombGo3 cTeHTa 7(0,2) 11 (0,3) 0’65 ég’)zi 0,34

0,85 (0,29,
Hncynst 6 (0,2) 7(0,2) 2.54) 0,77
MI ¢ 3ybumom Q 4(0,1) 10 (0,3) 0’4? é(;’)lz’ 0,12
HMccaenyemsble Kpurepun
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MITT 6e3 STEMI
Kanrpesop Kaomagorpen OR (95% | 3nauenne
(N=3897) (N=3871) (8 )] P
0,67 (0,39,
CwmeptHOCcTH/MI € 3y61mom Q/IDR 23 (0,6) 34 (0,9) 1.14) 0,14
CmeptHOCTH/MI c 3y6mom 0,78 (0,42,
Q/Tpomb03 cTeHTa 18(0.5) 23(0.6) 1,44) 0,42

OcHoBHast koMOWHanusi Aas uccnenoBanus dpdexkTuBHOCTH depe3 30 CYTOK He

ormyaiack (tabmuna 9). Ha ¢urypax 6A u 6B mpoaemoncrpupoBan nanHeile OR st

OCHOBHOI'O KpUTCPHUs NJI1 KITKOUYEBBIX ITOATPY ITIT.

Ta6auna 9: Kpurepuu uepes 30 cytok mst rpynn [TT, MITT u rpynne! a1s oLieHKH

0e30MacHOCTH.
ITT
Kanrpesop Kaonumorpe o 3unavenue
(N=4433) (N=4444) OR (95% CT) P
CmeptHOCTH/MI/IDR 381 (8,7) 373 (8,5) 1’02161(905;84’ 0,7332
1,095 (0,929,
MI 318 (7.,3) 293 (6,7) 1201 0,2799
0,899 (0,637,
IDR 62 (1.4) 69 (1,6) 1.271) 0,5475
CMepTHOCTD H3-3a 000N MPHYNHBI 40 (0,9) 47 (1,1 0’85123(001?58’ 0,4583
TpombG0o3 cTeHTa 27 (0,6) 30 (0,7) 0’90125(10 9’?5’ 0,6973
MI ¢ 3y6uom Q 9(0,2) 15 (0,3) 0’60113(701;?63’ 0,2273
CwmeptHOocT/MI ¢ 3y61om Q/IDR 102 (2,3) 119 (2,7) 0’85161(10 5;?55’ 0,2550
CmeprHOCTH/MI c 3yomom 0,829 (0,599,
Q/Tpomb03 cTeHTa 68 (1.6) 82 (1.9) 1,146) 0,2560
ITT 6e3 STEMI
Kanrpenop Kaonmumorpen o 3uavenne
(N=3946) (N=3935) OR (95% CT) P
CmeprHocTs/MI/IDR 345 (8,8) 332 (8,6) 1’03172(105’3586’ 0,6481
1,081 (0,912,
MI 298 (7,6) 276 (7,1) 1.281) 0,3718
0,846 (0,569,
IDR 46 (1,2) 54 (1,4) 1257) 0,4072
CMepTHOCTD H3-3a OO0 MPHIHHEI 32(0,8) 31 (0,8) 1’02176(57’?26’ 0,9148
TpomG03 cTeHTA 20 (0,5) 20 (0,5) 0’99158(505 35, 0,9877
MI ¢ 3y6uom Q 7(0,2) 15 (0,4) 0’46131(30é)189’ 0,0933
CumeprHOCTH/MI € 3y6mom Q/IDR 79 (2,0) 88 (2,3) 0’89112(10 1’§56’ 0,4620
CumeprHOCTH/MI c 3y01OM 0,959 (0,658,
Q/Tpomb03 CTeHTA (A 26 (1.4) 1,397) 0,8276
ITT ¢ STEMI
Kanrpesop Kaonumorpe o 3Hayenue
(N=487) (N=509) OR (95% CD) P
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CwmeprHOCcTE/MI/IDR 36 (7,6) 41 (8,2) 0’92194(;0?82’ 0,7553
1,263 (0,653,
MI 20 (4,2) 17 (3.4) 2.441) 0,4882
1,139 (0,557,
IDR 16 (3.4) 15 (3,0) 2331) 0,7210
CMEepTHOCTh H3-3a JIFO00H MPHYHHBI 8(1,7) 16 (3,2) 0’52142(305’)222’ 0,1397
TpomG03 cTeHTa 7(1,5) 10 (2,0) 0’74119(60580’ 0,5460
MI c 3y6mom Q 2(0,4) 0 (0,0)
Cmepraocts/MI ¢ 3y6uom Q/IDR 23 (4,9) 31 (6,2) 0’77183(505’;‘47’ 0,3760
CmeprHOCTH/MI c 3yomom 0,560 (0,289,
Q/Tpomb03 cTeHTa 14G.0) 26 5.2) 1,085) 0,0859
MITT
Kanrpesop Kaonmumorpen o 3uavenne
(N=4347) (N=4320) OR (95% CT) P
CmeprHOCTH/MI/IDR 376 (8,7) 360 (8,4) 1’04122(101’?95 : 0,5979
1,078 (0,914,
MI 315 (7,3) 292 (6,8) 1.271) 0,3747
0,902 (0,634,
IDR 60 (1,4) 66 (1,5) 1283) 0,5660
CMepTHOCTD H3-3a JHOO0H MPHIINHBI 40 (0,9) 38 (0,9) 1’0166(305’?0’ 0,8419
Tpom603 CTeHTa 27 (0,6) 30 (0,7) 0’89145((;)5 30, 0,6728
MI ¢ 3yduom Q 9(0,2) 15 0,4) 0’59153(602’560’ 0,2194
CwmeptHOCcTH/MI € 3y61mom Q/IDR 100 (2,3) 107 (2,5) 0’92172(202’)703’ 0,5904
CmeptHOCTH/MI c 3yOmoM 0,924 (0,663,
Q/TpoMb03 cTeHTa 68 (1.6) 737 1,290) 0,6439
MITT 6e3 STEMI
Kanrpesop Knomxorpen o 3nagenne
(N=3897) (N=3871) OR (95% CI) P
CmeprHOCcTE/MI/IDR 342 (8,9) 326 (8,5) 1’04142(20391’ 0,5950
1,072 (0,905,
MI 297 (7,7) 276 (7,2) 1.272) 0,4208
0,837 (0,559,
IDR 44 (1,1) 52 (1,4) 1.254) 0,3882
CMepPTHOCTS H3-3a JH000H MPHYUHBI 32 (0,8) 27 (0,7) 1717179(607))704, 0,5355
TpomG03 cTeHTa 20 (0,5) 20 (0,5) 0’9%183)6; 33, 0,9783
MI ¢ 3y6uom Q 7(0,2) 15(0,4) 0’46121(304’)1 88, 0,0917
CumeprHocts/MI ¢ 3y6uom Q/IDR 77 (2,0) 82 (2,1) 0’93102(7()3’§79’ 0,6489
CumeprHOCTH/MI c 3y01OM 1,030 (0,702,
Q/Tpomb03 cTeHTa (14 2 (1.4) 1,511) 0.8799
MITT ¢ STEMI
Kanrpesop Kaomuzorpen o 3na4yenne
(N=450) (N=449) OR (95% C1) P
CumeprHocTE/MI/IDR 34 (7,8) 34 (7,7) 1,01156(605,?9, 0,9534
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1,146 (0,577,
MI 18 (4,1) 16 (3,6) 2.278) 0,6965
1,165 (0,561,
IDR 16 (3,7) 14 (3,2) 2.416) 0,6825
CMepTHOCTD H3-3a JHOOO0H MPHIIHBI 8(1,8) 11 2.5 0’73128(305592’ 0,5072
TpomG0o3 cTeHTa 7(1,6) 10 2,3) 0’70158(609’)266’ 0,4821
MI ¢ 3ybuom Q 2 (0,5) 0 (0,0) -—- ---
CwmeptHOCcTH/MI ¢ 3y61mom Q/IDR 23 (5,3) 25 (5,6) 0,92196(603)?9, 0,8039
CmeprHOCTH/MI c 3y01OM 0,665 (0,334,
Q/Tpomb03 cTeHTa 14G.2) 2L@7 1,325) 0,2464
besonacHocTh
Kanrpesop Knomuaorpen o 3na4genne
(N=4374) (N=4365) OR (95% CI) P
CwmeptHOCTH/MI/IDR 379 (8,8) 365 (8,5) 1’04102((?9’§;95’ 0,6074
1,090 (0,925,
MI 318 (7,4) 293 (6,8) 1.285) 0,3039
0,893 (0,628,
IDR 60 (1,4) 67 (1,6) 1.268) 0,5257
CMepTHOCTS H3-3a H0OO0H MPHUHHBI 40 (0,9) 41 (0,9) 0’97145(00529’ 0,9053
Tpomb603 cTeHTa 27 (0,6) 30 (0,7) 0’89185(103’?3’ 0,6858
MI ¢ 3ybuom Q 9(0,2) 15 (0,3) 0’59183(6()é)262’ 0,2236
CumeprHocTs/MI ¢ 3y6mom Q/IDR 100 (2,3) 111 (2,6) 0’89171(709’?2’ 0,4364
CmeprHOCTH/MI c 3yomom 0,892 (0,641,
Q/Tpomb03 cTeHTa 68 (1.6) 76(1.8) 1,240) 0.4954

Ecmi He yka3aHO MHaue, MEPEMEHHBIC NpPEICTaBIeHH B BHAE koummdectBa (%). CI o3HauaeT mOBEpHTEIbHBIH
unTepBan, IDR, oOycnoBreHHyro wmemmeil peBackymipmsammio; ITT, HauaBmme mnony4arh jgeueHme; MI,
uHpapkr muoxapaa;, MITT, moaupuuupoBaHHAd IPyNNAa HAYABIIHX NOJay4arh jedeHue; OR, oTHoueHHE
maHcoB; STEMI, unapkr Muokapaa ¢ moaseMoM cermenra ST.

B Ttabmuue 10 mpuBeneHbl COOBITHS KPOBOTEUEHHsS Yepe3 COPOK BOCEMb YacOB,
HAOMIOJaeMbIe B TPYMIE AJsi OLIEHKH Oe30macHOCTH (BKIHOYas WHauBHAYyMoB ¢ STEMI).
3aperuCcTpupOBAHHLIE B IPYIIIaX HEOIArompHsITHLIE COOBITHS ObLTH CpaBHUMBIMH (26,4% amist
KaHrpeaopa, 25,7% sl KIOMUIOTpPEIa) U MPEKpallSHHE BBEASHHSI HCIIOIB3YEMOIO B
HCCIIEIOBAHUHN JIEKAPCTBEHHOTO CPEACTBA BCIEICTBHE HEOMarompHsITHONO COOBITHSI st
oboux rpymn Obi10 HeTunmuuHbIM (0,5% B 00enx). Cepbe3Hble HeOMArompusTHBIE COOBITHS
OBLTH HEYACTBIMU U CXOJHBIMHE B rpymmax (2,7% B obenx). Onpinky perucrpuposainy 1,0%
MAIMEHTOB, KOTOPBIM BBOJWJIM KaHTpeiaop, o cpaBHeHHIO ¢ 0,4% mammeHToB, KOTOPBIM

BBOMHM Kiomuaorpen (P=0,001).
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Ta6nmuma 10: CoObiTust KpoBOTeueHHs! uepe3 48 4WacoB B Tpymme ISl OLEHKH

0e30MmacHOCTH.
Kanrpesop Kaomgorpen OR 3nauenue
Co0bITHA KPOBOTECUCHHUA (N=4374) (N=4365) (95% CI) P
Ananusupyembii Y4aCTOK KPOBOTEYECHHA, 0,60
TpeOyrommuit PagHOTOTHHECKOTO W 6 (0,1) 10 (0,2) 0,22, 0,32
XHPYPrHYECKOTO BMEIIATEIbCTBA 1,65)
1,12
T'emaToma >5 cM B y4acTke MPOKOJIA 85(1,9) 76 (1,7) (0,82, 0,48
1,53)
BHyTpuuepenHoe KpOBOTCHCHHE 1 (0,0) 0 (0,0)
BHyTpuriassoe 2 (0,0) 0 (0,0)
1,00
IToBropHas onepauysa BCACACTBHEC KPOBOTCHCHHA 1 (0,0) 1(0,0) (0,00, 1,00
15,96)
1,50
3a0prommuHHOe 15(0,3) 10 (0,2) 0,67, 0,32
3,34)
1,23
TToakoskHOE KPOBOM3IHAHUE 284 (6,5) 234 (5,4) (1,03, 0,03
1,47)
0,41
Hocosoe xpoBoTeueHue 9(0,2) 22 (0,5) (0,19, 0,02
0.89)
1,14
T'emaToma <5 cM B y4acTKe MpOKOJIA 251 (5,7) 222 (5,1) (0,94, 0,18
1,37)
1,28
Juddys3Hoe KPOBOTEUCHHE B YHACTKE TMPOKOIA 400 (9,1) 319 (7,3) (1,10, 0,002
1,49)
0,86
TpomGommTOTICHI 6 (0,1) 7(0,2) (0,29, 0,78
2,55)
0,82
T'emognHaMHUYECKHE HAPYIICHUA 9(0,2) 11 (0,3) (0,34, 0,65
1,97)
1,09
JIroGoe mepenuBaHue KPOBU 46 (1,1) 42 (1,0) (0,72, 0,68
1,67)
1,20
JIro6oe nepennBaHue TPOMOOLMTOB 6 (0,D) 50,1 (0,37, 0,77
3,93)
1,45
TTanenne reMorn00MHA H/HIH TEMAaTOKPHTA 91 2,1) 63 (14) (1,05, 0,02
2,01)
Kpurepnu oneHKH KpoBoTedeHHS
Kpurepun ACUITY
1,19
HesnawmreapHoe KpOBOTEHCHHE 768 (17,6) 663 (15,2) (1,06, 0,003
1,33)
1,26
3HauNTE TPHOE KPOBOTCUCHHUE 158 (3,6) 126 (2,9) (0,99, 0,06
1,60)
Kpurepun GUSTO
1,20
Craboe KpOBOTECHCHHE 858 (19,6) 739 (16,9) (1,07, 0,001

1,34)
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1,21
(0,76, 0,42
1,90)

‘YMEpEHHOE KPOBOTCYCHHE 41 (0,9) 34 (0,8)

0,91
(0,39, 0,82
2,14)

Tspkenoe/omacHoe A1 KU3HH KPOBOTCUCHHE 10 (0,2) 11 (0,3)

Kpurepun TIMI

1,39
(0,84, 0,21
2.30)

HesnammreapHOE KPOBOTEYCHHE 36 (0,8) 26 (0,6)

1,36
(0,68, 0,39
2.71)

3Ha4YNTeIbHOE KPOBOTCUCHHE 19 (0,4) 14 (0,3)

Ecmn He yka3aHO HHaue, IEpeMEHHBIE NPEACTaBIeHBl B BHAE kourdecTsa (%). BapuaHTel KpOBOTEUYCHHA B
KOKIOM KPUTEPHH HE ABIOTCA B3AHMOHCKIIIOYAIOIIHMH. HaanMep, MAHCHT MOJKCT HMCTh KIHHHYCCKH
3HAYMUMOE KPOBOTCHYCHHE H HE3HAYHTEIBHOC KpOBOTeHeHHE HA oCHOBE kputepueB ACUITY, ecnn Ha0mMoOJaoT
6oee 1 kpoBoTeueHNA. KaKa0ro mamueHTa YYUTHIBAIH TOJbKO OJHH Pa3 AIA KAKIOTO YPOBHA KPHTEPHS BHE
3aBHCHMOCTH OT KOJHYECTBA KPOBOTECUEHMI, HACHTH()HIIMPOBAHHBIX MO KAKIOMY U3 KPHTEPHEB.

B rtabmume 11 npuBeaeHBl KIIOUEBBIE BCIOMOTATENBbHBIE U COCTABHBIC

HCCIIEA0BATENbCKHUE (IO TIOTY UEHHBIM Pe3yJIbTaTaM) KPUTEPHH.

Ta6muma 11: Kpurepun uepes 48 uacoB B rpymmnax ITT, MITT u rpynme mis

OLIEHKU 0E€30MaCHOCTH.

MITT 6e3 STEMI

Kanrpemop
(N=3897)

Knomagorpen
(N=3871)

OR (95%
€D

3nagenue
P

CwmeptHOoCcTH/MI/IDR (IlpegBapureabHO
YKa3aHHBIH OCHOBHOH KPHTEPHI)

290 (7,5)

276 (7,1)

1,048
(0,883,
1,243)

0,5929

MI

278 (7,1)

256 (6,6)

1,085
(0,910,
1,294)

0,3616

IDR

13 (0,3)

23 (0,6)

0,560
(0,283,
1,108)

0,0957

CMEpTHOCTH U3-3a H000H MPHYHHBI

8(0,2)

50,1

1,591
(0,520,
4.869)

0,4155

Tpom0bo3 crenra

7(0,2)

11 (0,3)

0,632
(0,245,
1,631)

0,3427

50: 10 %15

6 (0,2)

7(0,2)

0,852
(0,286,
2,536)

0,7730

MI ¢ 3y6umom Q

4 (0,1)

10 (0,3)

0,397
(0,124,
1,267)

0,1186

CumeprHOCTH/MI € 3y6mom Q/IDR

23 (0,6)

34 (0,9)

0,670
(0,394,
1,140)

0,1399

CmeprHOCTH/MI
CTEHTA

¢ 3y6uom Q/TpombGo3

18 (0,5)

23 (0,6)

0,777
(0,419,
1,442)

0,4233
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ITT

Kanrpeiop
(N=4433)

Knomagorpen
(N=4444)

OR (95%
€D

3uauenue
P

CwmeprHOCcTE/MI/IDR

312 (7,1)

297 (6,7)

1,058
(0,898,
1,248)

0,4990

MI

294 (6,7)

265 (6.0)

1,122
(0,945,
1,331)

0,1899

IDR

21(0.5)

31(0,7)

0,678
(0,389,
1,182)

0,1710

CMEPTHOCTD H3-3a OO0H MPUYHHBI

9(0,2)

11 (0,2)

0,821
(0,340,
1,983)

0,6607

Tpomb603 cTeHTa

11 (0,2)

15 (0,3)

0,735
(0,337,
1,603)

0,4393

Hucyapr

6 (0,1)

8(0,2)

0,752
(0,261,
2,170)

0,5986

MI ¢ 3y6mom Q

4 (0,1)

10 (0,2)

0,401
(0,126,
1,279)

0,1226

CmeprHOCTE/MI ¢ 3y6mom Q/IDR

32 (0.7)

48 (1,1)

0,667
(0,425,
1,045)

0,0770

CsmeprHocTB/MI ¢ 3y0mom  Q/Tpombo3
CTEHTa

23 (0.3)

33 (0,7)

0,698
(0,409,
1,191)

0,1869

ITT 6e3 STEMI

Kanrpesiop
(N=3946)

Kunomuaorpen
(N=3935)

OR (95%
(8]

3uauenne
P

CmeprHocTs/MI/IDR

292 (74)

277 (7,.1)

1,056
(0,890,
1,252)

0,5323

MI

278 (7.1)

256 (6.,5)

1,090
(0,914,
1,299)

0,3378

IDR

150,49

23 (0,6)

0,649
(0,338,
1,246)

0,1943

CMepTHOCTB H3-3a JIHO00H MPHYHHBI

8(0,2)

6 (0,2)

1,331
(0,461,
3,839)

0,5969

TpombGo3 cTeHTa

7(0,2)

11 (0,3)

0,634
(0,246,
1,638)

0,3469

Hncynst

6(0,2)

7(0,2)

0,855
(0,287,
2,546)

0,7784

MI ¢ 3yduom Q

4 (0,1)

10 (0,3)

0,398
(0,125,
1,272)

0,1202

CwmeprHocTs/MI ¢ 3y61mom Q/IDR

25 (0,6)

35 (0,9)

0,711
(0,425,
1,190)

0,1941
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CwmeptHOCcTH/MI €
CTEHTa

3y6uom Q/TpombGo3

18 (0,5)

24 (0,6)

0,747
(0,405,
1,379)

0,3511

ITT ¢ STEM

1

Kanrpesop
(N=487)

Kuomagorpen
(N=509)

OR (95%
(8]

3navenne
P

CmeprHocTs/MI/IDR

20 (4,1)

20 (3,9)

1,054
(0,560,
1,985)

0,8703

MI

16 (3,3)

9 (1,8)

1,900
(0,831,
4341)

0,1280

IDR

6(1,2)

8(1,6)

0,786
(0,271,
2,283)

0,6584

CMEepTHOCTH H3-3a JIFO00H MPHYHHBI

10,2)

5(1,0)

0,209
(0,024,
1,793)

0,1534

Tpomb03 cTeHTa

4 (0,8)

4 (0,8)

1,052
(0,262,
4321)

0,9428

HucyabT

0 (0,0)

1(0,2)

MI ¢ 3ybuom Q

0(0,0)

0 (0,0)

CwmepraOocTH/MI ¢ 3y6mom Q/IDR

7(L,5)

13 (2,6)

0,560
(0,222,
1,416)

0,2204

CumeprHocT/MI ¢ 3yOmom  Q/Tpombo3
CTCHTA

5(1,0)

9(1,8)

0,580
(0,193,
1,743)

0,3320

MITT

Kanrpemop
(N=4347)

Knomagorpen
(N=4320)

OR (95%
€D

3nagenue
P

CmeprHOCcTE/MI/IDR

308 (7,1)

293 (6.8)

1,049
(0,889,
1,238)

0,5709

MI

292 (6,7)

264 (6,1)

1,107
(0,932,
1315)

0,2451

IDR

19 (0.4)

30 (0,7)

0,628
(0,353,
1,118)

0,1140

CMEpTHOCTH U3-3a H000H MPHYHHBI

9(0,2)

9(0,2)

0,995
(0,394,
2,508)

0,9910

TpombGo3 cTeHTa

11 (0,3)

15 (0,3)

0,729
(0,334,
1,588)

0,4261

50: 10 %15

6 (0,1)

7(0,2)

0,852
(0,286,
2,538)

0,7742

MI ¢ 3y6umom Q

4 (0,1)

10 (0,2)

0,397
(0,125,
1,268)

0,1190

CumeprHOCTH/MI € 3y6mom Q/IDR

30 (0,7)

45 (1,0)

0,661
(0,416,
1,051)

0,0801

CmeprHOCTH/MI
CTEHTA

¢ 3ybomom Q/Tpombo3

23 (0,5)

31(0,7)

0,737
(0,429,
1,265)

0,2681
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MITT ¢ STEMI

Kanrpesop
(N=450)

Kunomuporpen
(N=449)

OR (95%
€D

3navenne
P

CmeprHocTs/MI/IDR

18 (4,0)

17 3,8)

1,064
(0,541,
2,092)

0,8578

MI

14 3,1)

8 (1,8)

1,778
(0,739,
4,282)

0,1991

IDR

6 (1,3)

7 (1,6)

0,857
(0,286,
2,571)

0,7833

CMepTHOCTH H3-3a JIH000H MPHYHHBI

1(0,2)

4 (0,9)

0,249
(0,028,
2,235)

0,2143

TpombGo3 cTeHTa

4 (0,9)

4 (0,9)

1,002
(0,249,
4,033)

0,9975

HucyasT

0(0,0)

0 (0,0)

MI ¢ 3y6umom Q

0 (0,0)

0 (0,0)

CwumeprHocT/MI ¢ 3y61om Q/IDR

7 (1,6)

11 (2,5)

0,632
(0,243,
1,645)

0,3473

CumeprHocT/MI ¢ 3y0mom  Q/Tpombo3
CTCHTA

5(1,D

8(1,8)

0,622
(0,202,
1,917)

0,4084

bejonacHoCTh

Kanrpemop
(N=4374)

Knomagorpen
(N=4365)

OR (95%
€D

3uauenue
P

CwmeprHOCcTE/MI/IDR

310 (7,1)

294 (6,7)

1,058
(0,896,
1,248)

0,5073

MI

294 (6,7)

265 (6,1)

1,116
(0,940,
1,325)

0,2091

IDR

19 (0,4)

30 (0,7)

0,631
(0,355,
1,123)

0,1175

CMEePTHOCTH H3-3a 000 IPHYHHBI

9(0,2)

9(0,2)

0,999
(0,396,
2,519)

0,9984

Tpomb603 cTeHTa

11 (0,3)

15 (0.3)

0,732
(0,336,
1,595)

0,4326

Hucyabt

6 (0,1)

7(0,2)

0,856
(0,288,
2,550)

0,7803

MI ¢ 3y6mom Q

4 (0,1)

10 (0,2)

0,399
(0,125,
1,273)

0,1207

CmeprHOCTE/MI ¢ 3y6mom Q/IDR

30 (0.7)

45 (1,0)

0,664
(0,417,
1,056)

0,0834

CwmeptHOCTH/MI €
CTEHTa

3yomom  Q/Tpombo3

23 (0,5)

31(0,7)

0,740
(0,431,
1,271)

0,2751

Ecmm He yka3ano mHave, mepeMeHHbIC NpeAcTaBieHbl B BuAe KommiecTBa (%). Cl o3HauaeT JOBEpHTEIbHBIH
unrepBan, IDR, oOycioBreHHyro wumeMuelf pepackymipuszammo; ITT, HauaBmme nody4aTs JdedeHue, MI,
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uHpapkr muoxapaa;, MITT, moaupuuupoBaHHAs TPyNNAa HAYABIIHX NOay4aTh jedeHue; OR, oTHoIEHHE
maHcoB; STEMI, unapkr MuoKapaa ¢ moaseMoM cermenra ST.

B 15 nenrpax mpoBOAMIM MOAUCCIEIOBAHUE ISl OLEHKH (PyHKIHUH TPOMOOLMUTOB
[IpU BIIMBAHUH U JUIS1 OLIEHKH TOT'0, UMEET JIU ITPOBEISHUE BIMBAHUS KAHTPEI0Opa IO BBEACHUS
600 Mr wiIomHaorpena BIAWSHAE HA WHTHOMPOBAHHE TPOMOOLMTOB KIOMHIOTPEIOM.
TpeGoBanock, 4YroObl MAlMEHTHI B MOJUCCIENOBAHWM HE MOABEPrajiuCh ASHCTBUIO
KJIOMUAOrpeaa W He MOMIM MOay4yarb WHrHOMTOpoB rimkomporenHa IIb/Illa B TeueHue
npoueaypel. [Tapamerpsr QyHKIUM TPOMOOLUUTOB OMPEESUTH C HCIOIL30BAHMEM AHAIN3A
VerifyNow® P2Y12 (Accumetrics, San Diego, CA). OO0pasubl moayuyajd IO BBEICHHS
WCMONB3yEMOT0 B MCCIEIOBAHUN JIEKAPCTBEHHOTO CPeNCTBa, MPUOIH3UTENLHO Yepe3 2 yaca
(nipu BIMBaHUU KaHTpenopa/mianedo), 10 4acoB WU Ha CIIEAY IOIIHE TOCIE PAHIOMHU3AIHH.

Mennana MCXOAHOTO 3HaAueHWs peakuuoHHbIX eaumuull P2Y12 (PRU) anammsa
VerifyNow® P2Y12 cocrasisuia 335 B rpynmne kanrpenopa (264, 384; n=97) u 329 B rpynme
knomugorpena (285,5, 376,5; n=100). Ilpu BIMBaHMM HCIONB3YEMOTO B HCCIEIOBAHHUU
nexkapcTBeHHOro cpexacrsa meanana PRU B rpymnme kanrpenopa (93,5; 40,0, 173.5; n=64) co
CPaBHEHUIO C TpyImna KIONHIOTPeNna B TeUeHHue Toro ke mepuoaa (277; 206,0, 355,0; n=74)
Obu1a 3HAUNMO HIKe. Yepes 12-24 vaca mocie mpeKkpalieHne BIHBAaHAe KaHTPENopa MEAHaHA
PRU cocrasiasiia 228 B rpymme kadrpemopa (156,0, 298,0; n=87) u 206 B rpymme
kinormugorpena (135,0, 274,0; n=87).

IMpoueHT HHAUBUAYYMOB, Y KOTOPBIX AocTUraiu usMeHeHus PRU Mexay ncxoaHsiM
ypoBHeM u niepuogom 6os1ee 10 wacos nocie PCI menee 20% npu nmpuMeHEHNH KaHTpeaopa +
kinomugorpen (32/84, 38,1%) no cpasueHuo ¢ mianedo + kmonugorpen (21/83, 25,3%) Obin
BBIIIIE, HO OTO He OBLIO crarucTUyecku 3HauuMbiM (paznuume. 12.79%, 95% CI. -1,18%,

26,77%; p = 0,076).

Ilpumep 3: CpaBHeHHe KaHrpeJIopa CO CTAHAAPTHOMH Tepanueil KJI0NMHI0IPeIoM
Y HAHEHTOB, KOTOPHIM HE00X0JHMA YPECKOKHAA KOPOHAPHAA AHTHOIJIACTHKA

HccnenoBamn >¢ddexruBHOCTF M 0e30HaCHOCTH KaHTpelopa B CPaBHEHHH CO
CTaHJAPTHOU Tepanuell KJIOMUIOTPENOM Y MALUEHTOB ¢ aTepOCKIepo3oM, noasepraemeix PCI
B ABOWHOM CJIENIOM, HCCIETOBAHMUH ITOJ KOHTPOJIEM Iutanedo ¢ ABOWHBIM IL1anedo.

Bcero panzomusanuu noasepranu 11145 nanuentos B 153 uenrpax B 12 crpanax B
nepuoy ¢ 30 cenrsiopst 2010 roga mo 3 oxtsiOpst 2012 roxa. PanzomMu3anuio mpoBOAWIA 10
PCI ¢ ucnonp3oBaHuEM MHTEPAKTUBHOIO PEUEBOr0 OTBETA WM CHCTEMBI OTBETA IO CETH CO

crparuuKanyeil Mo LUEHTPY, UCXOIHOMY COCTOSHHIO (HOPMATBbHOE WM aHOMAIBHOE, Kak
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OTIpeIeIISIIOT IIOCPEACTBOM KOMOMHALUH ypoBHeit OGroMapKepoB,
3JEKTPOKApANOTrpapUUECKX W3MEHEHHH W CHMITOMOB), M HA3HAUEHHOW VIApHOW JO3BI
kinomuaorpena (600 mr wru 300 mr). [TocpeacTBoM paHIOMU3ALNHN MALMEHTOB Pa3AENsiii Ha
JBe TPYIIILL TPyMIa KaHrpenopa w rpymma kimomugorpena. [lammenram, ompeneaeHHBIM B
IPYNIly KaHrpenopa, Beoamin: (i) kamcysl mianebo (1o wiam HenocpexacrseHHo nocie PCI
JUISL COOTBETCTBUSI KamCyJaM KIONHIOrPeNa, BBOAMMBIM B TIpymne kiomuaorpena); (ii)
OosrocHoe BBeneHHe kaurpenopa (30 mir/kr)/iauBanue (4 MKr/kr/mMuH), u (ill) KamcyJsl,
cogepxkame 600 Mr KIonuaorpesa, BBOAMMOIO B KoHLeE BiauBaHus. [lammeHTtam,
OTpEASISHHBIM B TPYINy KIONUAOTpena, BBoIn: (i) kamcyJasl kionuaorpena (300 mr win
600 mr o wiu HenocpeactseHHo mocie PCI, ¢ 1030if U BpeMEHHBIMU XapaKTEPUCTUKAMU
BBEIEHHS, ONpEIEICHHBIMH II0 PEIIeHHUI0 HCcaeaoBarens Ienrpa), (1) OoJrocHoe
BBeAeHHe/BIuBaHuEe 1ianedo (st  COOTBETCTBUSI OOMIOCHOMY — BBEIESHUIO/BIIMBAHUIO
KaHrpeaopa, MPOBOAUMOMY B Tpymme KaHrpenopa) u (iii) xamcyssl mianedo, BBOJUMBIE B
KOHIIE BIUBaHUSI (IUIsI COOTBETCTBHS Karcyjam, coxepxkammMm 600 Mr kiomugorpena,
BBOAMMBIM B KOHIIE BJIMBAHUS B TPYIIIe KaHTpenopa). BivBaHue kaHrpenopa wid muianeto
MIPOBOAWJIN B TE€UEHHE IO MeHbIel Mmepe 2 4acoB wid AnuTensHocTH mnpouenyper PCL, B
3aBUCHMOCTH OT TOro, 4r0 ObLIO 0Ojiee JmuTenbHbIM. Kparkoe W3I0KEHHE CXEMBI
WCCIIeIOBAHUSI IPUBENEHO Ha urype 7.

IIpoTokos mpeanuchiBal BBEAEHUE BCEM maimMeHTam acnupusa (oT 75 10 325 mr).
INporokon Takke MPEANUCHIBAT BBEASHUE MOAMSPKUBAIOIIEH 10361 Kionugorpena (75 mr) B
TeUueHHe NEepBhIX 48 YacoB MOCHE PaHAOMH3ALMU, 3aT€M IO PEIICHUIO HCCIeI0BATENS
CIeIOBAJI0 BBOMUTH KJIOMUAOTpeN wWim Apyrod wHruburop P2Yi; B COOTBETCTBHH C
MECTHBIMH PYKOBOJCTBaMH. BbIOOp mepumpoueny paTbHOTO aHTUKOAryJ/IsiHTa (OMBavpy JVH,
He(paKIMOHUPOBAHHBIN TrenapuH, HU3KOMOJIEKY/ISPHBIM remapuH Wid (pOHIATAPHHYKC)
TaKKe TMPOBOIWIN MO pemeHuto ucciaeaosarens. Murubutoper rimkomportemna IIb/Illa
MO3BOJISUIM TOJBKO B BuAe Tepanuu crnacenust npu PCI pis neueHuss HOBOro WM CTOMKOTO
(hopmupoBaHusl TPoMOA, MEIJIEHHOTO WM OTCY TCTBYIOIIErO OOPATHOTO MPHUTOKA, HAPY IEHUS!
OOKOBBIX BETBEW, pPACCIOSHUsI WU MUCTaabHOM SmOoaum3aruu. [Iporokon oOparieHust ¢
apTepuaTbHBIM KaTeTepoM OINPeAesiT HCCASA0BATEND B IISHTPE.

Kputrepun BrmtOUEHHUS] ISl WCOBITAHHUSI TPEACTABISLIH  COOOM MYXXKUMH WIH
HeOepeMeHHBIX JKEHIMUH B Bo3pacte 18 jer wim Oojnee ¢ aTepoCKiIepo30M KOPOHAPHBIX
aprepuii, koropeim Obuta HeoOxoauma PCI BeaeacTeue craOuabHON CTEHOKAPUH, C OCTPBIM

KOpPOHAapHBIM CHHAPOMOM Oe3 noabpeMa CErMeHTa ST unu I/IH(I)apKTOM MHOKapJa ¢ MOABEMOM
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cermenta ST (STEMI). TIlammentam Tpe6GoBanOCh NPENOCTABUTH  MHUCHBMEHHOE
HH(POPMUPOBAHHOE COTJIACHE.

OCHOBHBIMH KPHUTEPUSIMH HCKIIOUEHHs SIBISUTMCH npueM uHruouropa P2Y i, wmn
abuukcumalda B 11000€e BpeMs B TeueHHe 7 CyTOK A0 PaHIOMH3ALMK U TpueM snrududaruna
win Tupodubana wim mposeneHue (pUOPHHOIMTUUESCKOW Tepamus B TedeHue 12 4acoB 10
PaHIOMM3ALIHH.

OCHOBHBIM KpuTepreM 3P QPeKTHBHOCTH SIBIsLIach KOMOWUHALIUSI A0 CMEPTH U3-32
moboit npuunHel, HHpapkra Muokapaa, IDR wim tpomGo3a creHta B TeueHue 48 1acoB mocie
paHIOMH3aLMKd B MOAW(ULIMPOBAHHOW TIpyNIe HAYABIIMX IMONY4YaTh JieueHHe (KOoTopas
BKJIIOYATa MANMEHTOB, KOTOpbIM (axruuecku mposenu PCI m BBOmWIM HCIOIB3yeMoOe B
KCCIIeNOBAHNN JIEKAPCTBEHHOE CpeacTBo). IIpoTokon ompernensti, yuro ecad Oonee 15%
MAIUEHTOB MOAYYany yaapHyo 103y 300 mr kionugorpena (Mo cpaBHeHHIO ¢ 1030i 600 mr)
HAa MOMEHT DPaHIOMH3ALMH, MEPBUYHBIH aHAIW3 B JONOJHEHHE K HUCXOJHOMY COCTOSIHUIO
HeoOxoquMo  OBUTO  aAanTHUpPOBATh  OTHOCHUTEIBHO  yaapHoi  m0o3el.  Kimrouesoi
BCIIOMOTATeIbHBIH KpuTepuit 3¢ hexTHBHOCTH mpeacTaBisi1 codoi 4acToTy TpomMO03a CTeHTa
yepe3 48 yacoB. DTOT KPUTEPHUIl BKIIOUAT BBIPAKEHHBIN TPoMOO3 CTEHTA, ONpeASTIeHHBIH 10
KpUTEPHSIM KOHCOPLMYMa MO aKaIeMUYECKUM HMCCIECIOBAHUSM, WM MHTPANPOLETY PATbHBIN
TpoM0O3 CTEHTa, KOTOPBI OLIEHMBAIM, C TPYNIIOW CKPBITBIX CBsI3eH, B LEHTPATbHOU
anruorpaduueckoi  jgaboparopuu  (MCCIEAOBATEIbCKHHM  (DOHI  CepAEUHO-COCY AUCTBIX
3abonesanuit). MHTpanpoueay paabHblii TPOMOO3 CTEHTa OMPEeNsUIh KaK JTI000M HOBBIM WU
yXYAIIeHHBIH TpOMO, CBSI3aHHBIM C MPOLEAYpPOil CTEHTHPOBAHHUS, KOTOPBIA MOITBEP:KAATH
anruorpadpuueckn. CobsiTne cmeptu, nHpapkT Muokapaa, IDR u Tpom603 creHTa, KOTOpBIE
IIPOMCXOANIN B Te€UeHHe NepBhIX 30 CyTOK IOC/Ie PaHAOMM3ALUs MPU3HAHEI KOMHTETOM II0
knuanyeckuM uccrnenosanussMm B Duke Clinical Research Institute. Kputepumn, kotopeie
KOMHUTET M0 KIMHUYECKHM WCCIEIOBAHMSIM HCIONIB30BAT Ul ompeneieHus: uH(papkra
MHOKapaa, mpegocrasieHsl B Tabmunax 12A u 12B. B uccnexoBaHum npuiaep:KuBaIKACH
VHHUBEPCATBHOMY OIIpEAeNeHHI0 HH(papKTa MHoKapiaa i HHpapKTa MHOKapaa, He
ceszanHoro ¢ PCI, HO pacmmpsiin ero Ha ompeneneHue ceszanHoro ¢ PCI mHbapkTa

MHOKapAa.
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Taoauna 12A: OueHka UCX0IHOT0 COCTOSIHUS U JIOTUKA BKIIOUEHUS. *

CuMITOMBI HIIEMHH
Cepneunsie MapKepbl
HcxoaHoe (IpEAMOYTUTENICH TPOTIOHUH; €CITH (cTenoxaps o
TP ™ ’ ECG! (12 otBeneHmit) | sxBHBaICHTHBIC
COCTOSHHE HEJOCTYIHO, HCHOJIB30BATH
CHUMIITOMBI B COCTOSAHHH
CKMB)
TOKO)
Hcxoanoe
HOPMAJIbHOE

(OrcyrerBue MI Ha
HCXO0JHOM YPOBHE)

Bce oOpasup! B mpeaeaax 6 4acoB
JO OLEHKH 00pa3snoB ABIATHCH

H: OTCYTCTBHC CHMIITOMOB

CrabumpHas HODMATEHBIMI (1 obpasua HU: OTCYTCTBHE | TCKYIICH ACS HH
CTEHOKapAUs / aogmamow(). oBpasibL ﬂf Oeum TPE IO IaracMBbIX CHMITOMOB B mpenenax 6
HEeo03aTeIbHO - C it nl; . Za/zom <y 5 | HOBBIX HM3MCHCHUI JaCOB 0 OLICHKH
waco 6))/ P 00pasLoB B LICHTPE
) HopMambHMX  obpasma  c W oTCyTCTBHE CUMIITOMOB
P P 158 OTCYTCTBHE | TCKYLICH ACS WIH
HHTEPBAJIOM > 6 4acoB (o6pasey 2
NSTE-ACS DeOCmaBISem coboii | TPEATIONATAEMBIX CHMITTOMOB B Tpefenax 6
op enusaemsiii o6pasey) HOBBIX H3MCHCHHH 4JacoB oo OLECHKU
" pazey 00pasLoB B IICHTPE
Hexonnoe
anmomMambHoe  (MI
Ha HCXOHOM
YPOBHE)
2 obpasma ¢ wmHTEpBATOM > 6|
CHIDKCHHE i | wacos c 60.1B IHHCTEOM H: OTCYTCTBHE | MI: OTCYTCTBHE HEIABHHX
€I0JIATAEMBIX CHMITOMBI B Tpeienax 6
BO3BpAlCHHE K | ocraBmmxcs OLIEHUBAEMBIX Tpex . Tpe
HOpMe 06p33u0B BO3BPALEHHBIX K HOBBIX H3MCHCHHH | HACOB A0 OLCHKH
HOpMe ’ QKT 00pasLoB B LICHTPE
2 o0pa3upl C HHTEpBATOM > 6|
CHIDKCHHE o | wacos c 60 TbIIHHCTEOM H: OTCYTCTBHE | MI: OTCYTCTBHE HEIABHHX
ocTaeTca OCTABLINXCA OLICHUBAEMBIX TPCATOMATACMBIX CHMITOMOB B MpeAenax 6
HOBBIX H3MCHEHHH | 4acoB b (o) OLICHKH
AHOMAJILHBIM 00pasoB, CO CHIDKCHHEM IO
MeHbluel Mepe 20% KT 0Gpa3u0B B 1EHTPE
WIIH: WIIH: HEJABHHE
Henocrarouusie JIAHHBIX €TI0 IaracMble CHMITOMBI B Tpefenax 6
Bo3spacranue OHOMApKEPOB A BCEX OCTATBHBIX P Tpex
xaTeropui HOBBIC  HM3MCHCHMA, | 4acCoOB 10 OLICHKH
prunodas STEMI 00pasLoB B LICHTPE

Hicxonuelii  ypOBEHB
HECH3BECTCH

OT1CyTCTBHE JOCTYIHBIX 00pa3LOB
niepe PCI

*CKMB o3HauaeT H30()epMEHT KPECATHHKHMHA3BL, XapakTepHbli ama cepaeynoi Mpimnmel, OKIT o3HagaeT
anekTpokapauorpadmo, Ml o3naqaer uHpapkr muokapaa, NSTE-ACS o3Ha4aeT oCTphIi KOPOHAPHBINH CHHAPOM
6e3 noxbsema cermenta ST u STEMI o3HavaeT mH(papkT MHOKapaa ¢ mogbseMoM cermeHra ST.

' Msmenenus DKT: moxsem/camkenne cermenta ST > 0,1 MB (>1 MM) mo MeHblmeit Mepe B 2 CMEXKHBIX
oTBeaeHuAX; HOBbIi LBBB; HoBeIi 3yOen Q (Gonee uem 0,03 cekyuapl). ITomyuenne OKIT mocme PCIL: B
npeaenax 1 gaca mocae PCI; mo rocmuramm3anun.

HmeMuyeckne CHMIITOMBI:

CTCHOKApAUA HIN JKBHBAJICHTHBIC CHMIITOMBI,

KOTOPBIC HYXKTAIOTCA B

MEIULUMHCKOM JCUCHUH WK Jyinmecs > 20 MuH. MIneMH4eCKie CHMIITOMBI ONIPEACIAEMBIC JICHAIHM BPA4YOM B
KAa4yeCTBE HEOTPAHHYMBAIOIINX IIPUMEPOB BKIIOYAIOT CIA00CTh, OMABINKY, XPHIBL, YCTAJOCTh, CIa0OCTb,
TIOTJMBOCTH, TOLITHOTY/PBOTY, OOJb B )KHBOTE, 0OJIb B MO3BOHOYHHKE, O0Tb B HETIOCTH, TPEMCTAHHE, YHALICHHOE
cepaucOueHne, HCMOTb30BAHNE JICKAPCTBECHHBIX CPEACTB OT OOMM B TPyIH (HUTPOTIHUCpPHH, MOp¢QHH, OeTa-

Omoxarop u T.14.).
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Taéauna 12B: Onpeaencuue ceszannoro ¢ PCI undapkra muokapaa. *

buomapkeprer  mocie
Omnpenenenne | Cocroanne MI Ha wucxognoMm | Ceugerennecrea umemmn 6e3 | PCI (macca CKMB! B
KpUTECpHA YPOBHE HCIO/Ib30BAHUA OIOMAPKEPOB | LUCHTPAIbHOM
71a00paToOpHH)
CrabumpHas  CTEHOKapAMA C
MI HCXOJHBIM HopMansHbM | He TpeGyercs ams ouenku MI yeenmueHne > 3x ULN
yposaeM / NSTE-ACS
Hcxomgnoe CHIDKCHHE H
BO3BPAILCHHE K HOpME
(OTCYyTCTBHE mpoMexyTouHbIX | He Tpebyercsa mna onenkn MI yBeanueHue > 3x ULN
coOprTHift  or  obpasma C
noBbieHHEM 10 PCI)
TToBTOpHBI HcxomHoe cHmwkenne u octaercd | (1 w3 3): Anrmorpadmueckue U ToBTODH
HHpapKT AHOMAJTbHBIM (oTcyTCTBHE ocnoxueHns WJIM cummromsr | PHOC
N 3 yBemmieane CKMB >
TIPOMEKYTOYHBIX ~ COOBITHH  OT | HIIEMHH Win HOBBIC | 2 131 N > 50%
4 ) e (1)
o0pasua ¢ nossiueHneM 10 PCI) | mamenenns OKT
Hcxomnoe aHOMAJTbHOE u|(2 u3 2). Aurmorpaduieckoe | U: TToBTOpHOE
VBEIMYCHHE  WIM  HCXOAHBIN | OCIOKHECHHE 14 HOBBIE | yBemmuenne CKMB >
YPOBEHb HEHU3BECTCH uzMeHeHna OKT 3x ULN u > 50%

* MI osHausaer wHpapkr muokapga, CKMB o3HauaeT H30()epMEHT KPEATHHKHHA3BL, XapaKTEpHBIA It
cepaeuHoii Mpiuel, NSTE-ACS o3Hauaer ocTpslii KOpoHapHbIH cuHApoMm Oe3 mogbeMa cermeHra ST, ULN
o3HauaeT BepxHHH npeaen HopMbl, 1 PCI 03HauaeT YpecKOKHYI0 KOPOHAPHYIO AHTHOTLIACTHKY .

' Coop CKMB mocae PCI: 6 wuacoBoif cGop B TeucHHe 24 4HACOB (HCOOXOMMMO MHHHMYM 3 06pasia).
TIpuopuTET HMEIOT JAHHBIE LEHTPAILHON JaOOPATOPHH; €CIM LEHTPAIbHAA Ja00paTOpHsA HEJOCTYIHA, MOXKHO
HCTIOIb30BaTh rocnuTaabHble Tadoparopun (CKMB B npHopHTETE, HO MOYKHO HCIIOJIb30BATH TPOIIOHHH).

? Aurmorpadirdeckne CBIIETEILCTBA OCJIOKHEHHsT (OUCHHBACMOTO B LEHTPATbHOH aHrHorpadmyeckoi
71a00PaTOpHN):

Bo3HHKHOBEHHE HOBOTO 3aKpBITHA COCYJa WIM HAPYIICHHWA, ONpEaeieMoro kak Kkposorok 0/1 mo
xraccapukamun TIMI mocme uexoaHoro KpoBoToka 2/3 mo kmaccugukarmm TIMI (Taxke Ha3pIBAEMOTO OCTpPOE
3aKPBITHE HJIH OTCYTCTBHE OOPAaTHOTO ITPUTOKA); HITH
* KpOBOTOK 2 mo kiaccupukaumn TIMI mocme HCXOOHOTO KpoBOoTOKa 3 mo kmaccupukammu TIMI (taxcke
HA3BIBAEMOTO MEIJICHHBIH OOPATHBIH IPHTOK); HIH
- JImiTe TbHASA AUCTATbHAA SMOOTH3ALAS, WITH
- JlmrenbHOE 3aKphiTHE OOKOBBIX BETBEH COCYAa AHAMETPOM > 2 MM ; WIH
BHYTpHIpouieAypHOe TpomOoTHieckoe coObitie (IPTE): (opMHpOBaHHE HOBOTO MM YXYIMAKIIETOCA TpoMOa
B M000H MOMEHT B TeueHme mpoucaypbl. Hammme IPTE mMoxkeT OBITH OCTOKHCHHEM, CBA3AHHBIM CO CTCHTOM
WIH HE CBA3AHHBIM CO CTEHTOM, WIM BHYTPHIIPOLEIYpHBIM TpomOo3oMm creHta (IPST) HOBBIM Han
YXYALIAIOMMUMCS TPOMOOM, CBS3aHHBIM CO CTEHTOM MJIH BHE3AIMHBIM 3aKpHITHEM BCIEACTBHE TpoMOo3a.
BHesanHoe 3aKpBITHE BCACACTBHE HETPOMOOTHHECKHX NMPHYHMH, BKIOYAA KPYIHBIE PACCAOCHHA, mepdopamnn
WIH JpyrHe 3THojaoryu, He cuutarT IPST. Ecim HeTpoMOOTHYECKYIO MPHYMHY BHE3AITHOTO 3AKPHITUA CTEHTA
HEJIb3 ONPECTINTh OJHO3HAYHO, MPU4YHHY He paccMmarpuBaroT Kak IPST. IPST moskeT mpUCYTCTBOBaTh B BHAC
OCTPOTO TPOMOOTHYECKOTO 3aKPBHITHA CTEHTA NMOCNTE HMIUIAHTAI[HH CTEHTA MALHEHTY C IPOXOJUMBIM J0 3TOTO
COCYJIOM HIIM HOBOTO TPOMOOTHHECKOTO (hOPMHPOBAHMSA B CTEHTE HWIH PAIOM C HUM B COCYAE, B KOTOPOM TPOMO
HE NMPHCYTCTBOBAJ HJIH €T0 YMECHBIININ HIH YCTPAHWIN 10 HMIUIAHTALNH CTCHTA.

* MmeMudecKkne CHMITOMBI: CTCHOKAPIHS WH SKBHBANCHTHBIC CHMITOMEI, KOTOPHIC HEOOXOTHMO JTEHHTH
JICKAPCTBCHHBIMH CPEACTBAMH WIH ATAIIHECA > 20 muH. MimemMuyeckue CHMIITOMBI, ONIPECACTACMBIC JICHATINM
BpauOM, B KAYECTBE HECOTPAHMHYUBAIIINX NPHMEPOB BKMIOYAT CIA00CTh, YKOPOUCHHE IBIXAHHA, XPHIIBI,
YTOMIAEMOCTb, TOJOBOKPY’KEHHE, NMOTEHHE, TOIIHOTA/pBOTA, OONL B JKHBOTE, OOJb B NMO3BOHOYHUKE, 00TH B
YEIIOCTH, TPENETAHHE, YYAICHHOE cepaleOHeHne, NCIOIb30BaHHE JEKAPCTBEHHBIX CPEICTB OT 00OMH B Ipyau
(HuTpOrIHMIEpHH, MOp(HH, 6eTa-0I0KATOPHI U T.1.).

* Msmenenna KT mogpem/cHmkenne cermenta ST > 0,1 MB (>1 MM) mo MeHbIueit Mepe B 2 CMEKHBIX
otBeacHUAX; HoBasA LBBB; Hoswlif 3yden Q (6onee wem 0,03 cexyun). ITonyuenne IKI™ mocme PCIL: B mpeaenax
1 vaca nocne PCI; 10 rocmuTaM3aiiy.

OcHOBHO# KpuTepuii 6€30MaCHOCTH MPEACTABISLIT COO0H TSLKET0e KPOBOTEUSHHE, HEe

CBSI3AaHHOE C aO0PTO-KOPOHAPHBIM INIYHTHPOBAHWUEM B COOTBETCTBHH C KPUTEPHSIMH OOILIETO
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WCIONB30BAHMSI  CTpaTeruii s OKKIIOJUPOBAHHBIX ~ KOPOHApHBIX  apTepuit ¢
BoccraHoByieHHbIM mpocBeToM (GUSTO), uepes 48 wacos. Taxke TPUMEHSUTH HECKOJIBKO
JPYTHX OIpeeTeHnil KPOBOTEUESHHUSI.

Ha ocHOBe mnpenplaymux WCCISNOBAHMK IMOJAraid, dYTO JO0JSI OCHOBHOTO
KOMOWHAITMOHHOTO KPUTEPHSI MOXKET COCTaBisITh 5,1% B rpymme knomuaorpena u 3,9% B
TpyIne KaHrpenopa, uro mnpeacrasisieT 24,5% yMeHbIIeHHe OTHOIIGHHUS [IAHCOB IpHU
IIpUMEHEeHUH KaHrpenopa. OmnpeneneHo, uTo Al JeTeKUUH STOr0 Y MEHBIICHHUS C MOIITHOCTBIO
85% B uccneaoBaHne HEOOXOAMMO BKIOUUTh mpubnuzurensio 10900 nmaruentos. st Bcex
AHATM30B UCMONB30BATH JIBYXCTOPOHHHUI 00muii ypoBeHb amba 0,05. D10 uccneaoBaHue
MMEN0 AaJanTHBHYK CX€My C YCIOBHBIM pacueToM MOINHOCTH M MOTEHIHWAIOM s
MEepPEeoleHKH pa3Mepa BBIOOPKH, €CIH HEeoOXOAMMO, MOCIe HPOMEKYTOYHOTO AaHATU3a,
KOTOPBIN OBLTO 3aIJIAHUPOBAHO MPOBECTU MOCie BKItoueHust 70% MalueHToB.

KonuuectBa M mpoOLEHTHBIE OOJM MALUEHTOB B KAXKAONH aHATIA3MPYEMOU rpymnmne
(MozuduMpoBaHHAS T'PyNIa HAYABIIMX IONYYaTh JICUCHHE, TPyNIa HAYABIIMX MOJYYaTh
JedeHue W rpymmna Juis 6e30MacHOCTH) CYMMHPOBATH B COOTBETCTBHH C I'PYIIIOH JICUSHUSL
[MepBuunbli aHanmu3 3(pEKTHBHOCTA JOTH KOMOWHALIMOHHOTO KPUTEPHSI CMEPTH OT 000U
npuunHel, uHpapkTa muokapaa, IDR wmiam tpombo3a creHra (rae Bce COOBITHSI NMPH3HAHBI
KOMHTETOM IO KIMHHYECKHM HCCIENOBAHUSIM) B mpenenax 48 uacoB MOCIE PaHIOMH3ALNN
IPOBOMMIN B MOAW(HUIIMPOBAHHOW TpyNINe HAYaBIIMX IOJIydYaTh JedeHue. |lepBHuHBIN
aHan3 0e30MacHOCTH MPOBOJUIN B TPYIIIe IJIsl OLIEHKH Oe30MacHOCTH, KOTOpasl CoaepKaa
BCEX MALMEHTOB, KOTOpbIE MPOLLIH PAHAOMM3AIMIO U IMOJYUMUIN 1O MEHbIIell Mmepe OaHy
O3y  HCHONB3yeMOTO B  HCCIENOBAHMM  JIEKAPCTBEHHOIO  CPEJCTBA;,  IAlUEHTOB
k1accupunupoBan 1Mo (pakTHUECKH IMpPOBEJEHHOMY JIedeHHI0. Bce pacuersl n
CTaTHCTUYECKHUE aHAIM3bI MPOBOJIIN C HCIIONIB30BAHUEM MPOrPaMMHOT0 obecreueHust SAS,
Bepcun 9.2.

N3 11145 nmammenrtos, mpomenmux pasgomusanuto, 203 He genamu PCI unu =He
BBOJMIM HCIIOIB3YyE€MOr0 B HCCIEJOBAHWM JIEKAPCTBEHHOTO CpPEACTBA;, TakuM oOpa3om,
Moau(pUIUPOBaHHAS IPY A HAYABIIKX MOy YaTh JieueHne conepkana 10942 nanuenta (¢ur.
8). UcxomHble XapakTepUCTUKH OBLTH XOPOMIO COATaHCHPOBAHBI MEXKAY ABYMs TPYIIIaMH.

XapakTepuCTHKH NAUEHTOB U IPOLEAy pa MpeAcTaBiIeHsl B Tabnunax 13 u 14.
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Taoauma 13:

HcxonHble XapakTEPUCTUKU MALMEHTOB

U XapaKTepHCTHUKU

MPOLEAY Pl B MOTU(PUIIMPOBAHHON TpyNIe HAYABIIUX MOIYYATh JICUSHHE B COOTBETCTBHHU C

TPYIION TeyeHus. *

Kanrpeso N =|Kgomamorpex (N =
Xapaxkrepucruxka 5 472)p p( 5470) ™ (
Bo3spacrt - 1et
Memuana 64,0 64,0
VIHTe pKBAPTHILHBIA JHATA30H 56-72 5672
JKenckuit mox - k01-Bo (%) 1558 (28,5) 1493 (27,3)

EBponeons! - K0J-Bo/BCero KoI-BO (%0)T

5132/5469 (93.8)

5120/5463 (93,7)

Macca - kr

Menuana 84,0 84,0
VIHTepKBAPTHIbHBINA AHATA30H 73-95 74-96
JMarHo3 IpH IIEPBHYHOM OCMOTpE - K0I-BO (%)

CrabuwibHas CTCHOKAPIUs 3121 (57,0) 3019 (55,2)
NSTE-ACS 1389 (25.4) 1421 (26,0)
STEMI 962 (17,6) 1030 (18,8)
PeruoH - xoy-8o (%)

CoeauaeHnasie I1ItaTs 2048 (37.4) 2049 (37.5)
Jpyrue cTpanbl 3424 (62,6) 3421 (62,5)

COCTOAHHE CEpPACHHBIX OHOMAPKEPOB - KOJ-BO/BCETO KOJI-BO

(o)f

Hopma 3520/5467 (64.4) 3432/5466 (62,8)
AHOMATBHO 1947/5467 (35.,6) 2034/5466 (37.2)
HcTopus Gosie3Hn (aHaMHE3) - KOJI-BO/Bcero no (%)

Caxapubiii 1uaber 1519/5464 (27.8) 1536/5463 (28,1)
Kypuismyk B HaCTOAIEM 1504/5339 (28,2) 1549/5339 (29,0)
T'unepreH3ns 4374/5459 (80,1) 4332/5454 (79.4)
T HICP THIHACMES 3363/4851 (69,3) 3338/4836 (69,0)

TIpe muecTByromue HHCY AT W TIA

271/5455 (5.0)

244/5452 (4,5)

TIpe mmecTByrommi HHGAPKT MHOKApIa

1092/5441 (20,1)

1175/5431 (21,6)

PTCA uma PCI

1268/5462 (23,2)

1333/5461 (24.4)

CABG

578/5466 (10,6)

500/5464 (9.2)

3acToitHad cepacyHas HEAOCTATOYHOCTh

552/5460 (10,1)

584/5456 (10,7)

3aboseBanne nepuQpepHIeCcKUX apTepuit

147/5407 (8.3)

385/5419 (7,1)

TepumpoueJypaibHble  JTCKAPCTBCHHBIC KOJI-

BO/BCETO KOJ-BO (%)

cpeacTea -

Kromugorpen, 300 mr ygapras mo3a

1405/5472 (25,7)

1401/5470 (25.,6)

Kromugorpen, 600 mr ygapHas m1o3a 4067/5472 (74,3) 4069/5470 (74.4)
busamipy min 1252/5472 (22,9) 1269/5468 (23,2)
He¢pakunonnpoBaHHbIi renapuy 4272/5472 (78,1) 4276/5469 (78.2)

Hu3koMOneKy IApHBIN renapus

732/5472 (13 4)

753/5468 (13,8)

DOHIANAPHHYKC 156/5471 (2,9) 135/5470 (2.5)
AcnupuH 5164/5469 (94.4) 5148/5465 (94.2)
JmurensHocts PCI - MuH
Meanana 18 17
VIHTEpKBAPTHILHBIN JHANA30H 10-30 10-30
(Co/Tc)aHT, BBICBOOOKTAIOINMI JTEKAPCTBEHHOE CPEACTBO - KOJI-BO 3061 (55.9) 3020 (55.2)

0
CTEHT M3 YHCTOTO METANA - KOJI-BO (%0) 2308 (42.,2) 2344 (42.9)
BanxnoHHas aHTHOIIACTHKA - KOJI-BO (%0) 292 (5,3) 273 (5,0)

*HCHOMI/IHaTop];I UCKJIYATH TAIHCHTOB, yV KOTOPBIX COCTOAHHC OXAPAKTCPH3O0OBAHO HCCICAOBATCIBCKUM
LCHTPOM KAaK HCH3BCCTHOC. 3HAYAMBIX OTTHYHI MCXOY TpynmaMu HE HaOmomam 3a HCKIOYCHHEM aopTo-

kxoponaproro myHtuposanui (CABG) B ucropun 6ore3nu (P = 0,01), npemmecTByromemM HHbapKTe MHOKApIa

(P = 0,04) u 3aGoneBanuax nepupepmaeckux aprepuii (P = 0,02). NSTE-ACS o3Ha4aeT oCTpbIH KOPOHAPHBIH
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cuaapoMm Oe3 mogbema cermeHta ST, PCI upeckokHYI0 KOPOHApHYI0 aHruomracTuky, PTCA 4dpecKoskHyIo
TPAHCTIOMHHATbHYI0 KOPOHAPHYIO aHruomnacTuky, STEMI mHbapkr Muokapaa ¢ moabemoM cermeHra ST u
TIA TPaH3HTOPHYIO HIIEMHYECKYIO aTaKy.

‘+ PacoBas MPHHAIIEKHOCTD YKA3BIBAIACH CAMHM HALMECHTOM.

1 CocrosHme cepaeyHbIX OHOMAPKEPOB CUHTATH AHOMATBHBIM, €CIIH IO MEHBIIEH Mepe OJHH H3 HCXOTHBIX
ypoBHeH TponoHuHa | win T, moay4yeHHBIX B IpeAcaax 72 4acoB MOCIE PAHIOMH3ALUN WIH A0 PAHIOMH3ALHUY,
HO TEPe] HAYAJIOM BBEICHHA HCIOMB3YEMOTO B HCCICAOBAHHM JICKAPCTBEHHOTO CPEACTBA, HAXOTWICA BBHIIIE
BEPXHETO NpPEAeaa HOPMAILHOTO JMANA30HA, KAK ONPEACICHO B MECTHOH naGoparopun. Eciam HMCXOTHBIH
YPOBEHb TPOIIOHHHA HE OBUI JOCTYIICH, HCIOIb30BAMH (hpakuuio MB KpeaTHHKHHA3BL

Taémuna 14: JlomonHUTETBEHBIE WCXOAHBIE W TMPOLEAYPHBIE XapaKTePUCTUKA B

MOIU(UIIUPOBAHHON TPyIIe HAYaBIIMX MOIy4YaTh JIeUueHHEe B COOTBETCTBUU C TPYIIOH

neueHus. ¥
Xapaxrepenica Kamrperop (N~ | Knomuzorpex (N
Bo3spact
>65 JeT 2645/5472 (48,3) 2615/5470 (47,8)
>75 nmer 1022/5472 (18,7) 988/5470 (18,1)
TTo, xom-Bo (%)
My’ KCKOii 3914/5472 (71,5) 3977/5470 (72,7)
YKenckuit 1558/5472 (28,5) 1493/5470 (27,3)
PacoBas mpuHAIICKHOCTH, KOI-BO (%0)
EBPOICOHIbI 5132/5469 (93.8) 5120/5463 (93,7)
MOHTOJIOHTBI 171/5469 (3,1) 175/5463 (3,2)
Herponzbl 149/5469 (2,7) 146/5463 (2,7)
Jipyroe 17/5469 (0,3) 22/5463 (0.4)
I;I()c?;gcxoro TIPOHCXOIKACHHA HIH JATHROAMEPHKAHIEL KO- | 1 o3 /c 7 3.5) 196/5470 (3.6)
Pocr, cM 172,0 (165, 178) 172,0 (165, 178)
Tun qradeta, K0a-Bo (%)
IDDM 459/5464 (8.4) 404/5463 (74)
He IDDM 1020/5464 (18,7) 1108/5463 (20,3)
HeusBecTHbI THII 40/5464 (0,7) 23/5463 (0.4)
CAD B ceMelfHOM aHaMHe3e, K01-B0 (%) 2088/5120 (40.8) 2079/5115 (40,6)
V4acTok BBeICHUA KareTepa, Koa-Bo (%o)
Beapennsrit 4053/5472 (74,1) 4011/5470 (73,3)
JlyueBoii 1410/5472 (25,8) 1445/5470 (26,4)
TLneueBoit 9/5472 (0,2) 14/5470 (0,3)
KommuecTBo 00padaTeiBacMbIX COCYA0B, Yka3anHbIi PCI, k01-Bo (%)

49/5472 (0,9) 49/5470 (0,9)
1 4545/5472 (83,1) 4604/5470 (84,2)
2 768/5472 (14,0) 723/5470 (13,2)
3 103/5472 (1,9) 89/5470 (1,6)
4 7/5472 (0,1) 5/5470 (0,1)

* JIeHOMHHATOPH! HCKTIOYAIH MALHEHTOB, Y KOTOPBIX COCTOAHHE 0XAPAKTEPH30BAHO LIEHTPOM KaK HEH3BECTHOE.
3HAYMMBIX OTJIMYHI MEKAY TPyHIIAMH He HA0MOAANH 3a HCKmodyeHHeM THma guradera (p<0,05). CAD o3nauaet
HIIeMH4YeCKy10 OonesHb cepaia, IDDM o3HagaeT MHCYJIMHO3ABHCHMBIN caxapHbiii quader m MITT ozHauaer
MOJH(HIMPOBAHHY IO TPy Iy HAUABIIHX MOIY4ATh JCUCHHUE.

Pesynbratel aHaTH30B KpuTepres d((PEKTUBHOCTH M 0e30macHOCTH uepes 48 uacos

MOCIIE PaHIOMU3AINS MPEAOCTABICHBI B Ta0numax 15, 16 u 17.
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Honst OCHOBHOro cocraBHOro kpurepusi 3(dexkruBHoCcTH CcMepTH OT MH000I
npuunHel, nHpapkra mumokapaa, IDR mimm tpombo3a creHra uepe3 48 uacoB B rpymme
KaHrpejaopa Oblia 3HAYMMO HIDKE, YeM B rpymme kionugorpena (4,7% B cpaBHenuu ¢ 5,9%;
otHomenue mancos 0,78; 95% nosepurensubii uatepsan [CI] ot 0,66 mo 0,93; P = 0,005),
HA OCHOBE paHee YKA3aHHOT'O aHAIN3a JIOTUCTHUECKOM perpeccuu, KOTOPBIH KOPPEKTHPOBAIU
Ha UCXOJHOE COCTOSIHHE (HOPMAJIbHOE B MPOTHUBOMOJIOKHOCTE K AHOMATBHOMY) U Y AAPHYIO
no3y kmommporpena (600 Mr B mpoTuBOmoIoxkHOCTH K 300 mr) (tabmuma 15). Pesyiasrar
MPeaBaApPUTEIBHOIO aHaau3a ObL1 cxoaHbIM (oTHOMmEHHE mancoB 0,79; 95% CI ot 0,67 no
0,93; P = 0,006). Ha ¢urype 9A mpexacrasnen ounenka no Kamnan-Meliep pacnpezneneHust
BpPEMEH 10 HACTYILIEHHs COOBITHSI TSI OCHOBHOTO KpuTepus. KomndecTBO HyKAAIOUIMXCS B
JISUSHUU ¢ MPUMEHEHHeM KaHTpenopa AJisl TPeJOTBPAILEHHs OJJHOTO U3 COOBITHII OCHOBHOTO
kpurepus cocrasisiet 84 (95% CI ot 49 no 285).

Jonst KIIUYeBoro BcmoMmorarensHoro kpurepust 3¢ dexrusHocTn Tpombo3a cTeHTa
uepes 48 "acoB Takke ObUTa HIKE B TPYIINE KAHTPeIopa, yeM B rpymme kiomugorpena (0,8%
mo cpasHenuto ¢ 1,4%; ormomenue mancoe 0,62; 95% CI or 0,43 mo 0,90; P = 0,01)
(trabmuua 15). Ha ¢urype 9B mpeacrasnena ouenka mo Kamian-Meiiep pacmpenenenuit
BpPEMEH A0 HACTYIUIEHHUS COOBITHSI ISl KIIOYEBOTO BCIOMOTATEIBHOIO  KPUTEPUS
3¢ PexTuBHOCTH.

Jlonss OCHOBHOTO KpuTepusl Oe30MacHOCTH, TSDKEJIOro KPOBOTEUEHHS IO
onpexneneanto GUSTO, cocrasmsiia 0,16% B rpynme xanrpenopa mo cpasHernio ¢ 0,11% B
rpynmne kiomugorpena (orHomrenue mancoB 1,50; 95% CI ot 0,53 mo 4,22; P = 0,44)
(rabmuma 15). Take aHAIM3UPOBATH COOBITHS KPOBOTEUEHHS B COOTBETCTBHH C
HECKOJBKMMHU JPYTHMHU OIpeneieHusMu KpoBoreueHue (tabmuua 17). Ilpu BTOpuUHOM
aHamM3e OCHOBHOW KpuTepuit 3(PPeKTUBHOCTH ¥ OCHOBHOH Kpurepuii 0e30macHOCTH
KOMOWHHMPOBAIN C TMOIYYEHHEM COCTABHOTO KPUTEPHUS PE3yJIBTHPYIOMEro Kod(pduimeHTa
HeOMaronpUsSTHRIX KITUHHYECKAX COOBITHH, KOTOPBIE cocTaBisuta 4,8% B rpymmne KaHrpenopa
o cpaBHeHHIO ¢ 6,0% B rpyrme kionugorpena (orHorrenue mancos 0,80; 95% CI ot 0,68 1o

0,94; P =0,008) (tabmumna 15).
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Ta6nmuna 15: Kpurepuu >ddexruHocTn n 6e3onmacHocTH uepe3 48 yacoB mocie

paHIoOMH3aLHH. *

OtHomenne E .
Kputepmii Kanrpenop | Knomagorpea | mancos (95% P
Ch
Konuuecmeo/obuiee konuvecmeo (npovenm)
P PeKTHBHOCTH
Kon-Bo mammeHToB B MOAMGHUIHPOBAHHOMN 5472 5470
TPYTIE HAYABIINX IOy YATh JICUCHHE
OCHOBHOW KpuTepHil: CcMepTh OT J00OH
W4HHBI, HHpApKT MHOKapma, oOycnosneHHas | 257/5470
P P P Y 322/5469 (5,9) | 0,78 (0,66-0,93) | 0,005
HIIEMHEH PpeBACKY/LIpH3alMA MIH  TPoMOO3 4,7 ’ ’ ? ’ >
creHTaf
Kmouesoii BCIOMOTATEIbHBIH Kputepuii | 46/5470 74/5469 (1.4) | 0.62 (0.43-0,90) 0.01
3(h(HekTHBHOCTH: TPOMOO3 CTEHTA (0,8) ’ ’ i i ’
207/5470
Wudapkr Muokapaa (3.8) 255/5469 (4,7) | 0,80 (0,67-0,97) 0,02
11/5470
Hudapxr Mmuokapaa c 3youom Q 0.2) 18/5469 (0,3) | 0,61 (0,29-1,29) 0,19
. 28/5470
O0ycnoBIeHHAsA HIIeMHeH peBacKy TApH3aIst (0.5) 38/5469 (0,7) | 0,74 (0,45-1,20) 0,22
CMmepTh 0T MO00H MPHYHHEBI 1%5;‘)70 18/5469 (0,3) | 1,00 (0,52-1,92) >0,999
. 18/5470
CMepTh OT CEPACHHO-COCY AUCTHIX HAPYIICHUIT 0.3) 18/5469 (0,3) | 1,00 (0,52-1,92) >0,999
Cmepthb w TpoMOO3 CTeHTa 59(/151‘)70 87/5469 (1,6) | 0,67(0,48-0,94) 0,02
CMmepts, HHpApKT MHOKapAa ¢ 3yomoMm Q wmt 49/5470 64/5469 (12) | 076 (0.53-1.11) 0.16
00YCIOBICHHAS HIIEMHEH PEBACKY IAPU3ALI (0,9) ’ > ’ > ’
Besonacnocts: we cBmsanHoe ¢ -CABG
KPOBOTeUeHne
Kon-Bo mampeHTOB B Ipymme If OLCHKH 5529 5527
0e30MaCHOCTH
Onpenencaroe no GUSTO kpoBoTeUCHNHE
OCHOBHOH KpuTEpHii O€30MACHOCTH: TDKEIOE 915529 (0.2) | 6/5527 0.1y | 1.50 0.53-4.22) 0.44
WJTH OTIACHOE JUTA YKH3HH KPOBOTCUCHHE
‘YMEpEHHOE KPOBOTCHCHHE 22(653)2 ? 13/5527 (0,2) | 1,69 (0,85-3,37) 0,13
31/5529
Tsoxen0e W YMEPEHHOE KPOBOTCUCHHE 0.6) 19/5527 (0,3) | 1,63 (0,92-2,90) 0,09
Omnpeaenennoe mo TIMI kpoBoTedeHHE
3HAYNTETPHOE KPOBOTCUCHHE 5/5529 (0,1) | 5/5527(0,1) | 1,00 (0,29)-3,45) [ >0,999
HesnaumreapHoe KpOBOTEYCHHE 9/5529 (0,2) | 3/5527 (0,1) 3’0101 (10 65);1_ 0,08
3HAYHTETLHOE HWIH HE3HAYUTEITBHOE 14/5529
— 0.3) 8/5527 (0,3) | 1,75 (0,73-4,18) 0,20
25/5529
JIro6oe nepenrnBaHHe KPOBU 0.5) 16/5527 (0,3) | 1,56 (0,83-2,93) 0,16
P PexTUBHOCTH u 0€30MACHOCTD:
pe3yJabTHPYIOIuE HeOIArONIPUATHLIE
KJIMHITYECKHE COObITHHA]
Cmepts, HH(}papkT MHOKapaa, oOyCIOBICHHAS
HMIIEMHEH peBAcKyIApH3auMa, TpomOo3 cTeHTa | 264/5470 )
wi  omnpeaeneHHoe mno GUSTO Tmxemoe 4,8) 327/5469 (6,0) | 0.80 (0.68-0,94) 0,008

KPOBOTCUCHHE

*GUSTO o3HayaeT oOlIee HCIOIL30BAHHE CTPATETHH I OKKIIOJAHPOBAHHBIX KOPOHAPHBIX apTepuii C
BOCCTAHOBJICHHBIM ITPOCBETOM, 4 TIMI 03Ha4aeT TpoMOOIM3 IPH HH(APKTE MHOKAPIA.




tPaHee yka3aHHBIT aHATH3 JJOTHCTHYECKOH PETPECCHH KOPPEKTHPOBAIM HA HCXOTHOE COCTOSHHE (HOPMATbHOE B
MPOTHBOMOJIOKHOCTh K AHOMAIBHOMY) H YAAPHYIO A03y Kiromuaorpena (600 Mr B mpoTHBONOJIOKHOCTL K 300

MT).

}OcHoBHOIi kpuTepuii 3 (HEeKTHBHOCTH H OCHOBHOH KpHTEPHH 0€30IAaCHOCTHS KOMOMHHPOBAIM C HOJy4YeHHEM
COCTAaBHOTO KPHTEPHA PE3YIbTHPYIOMHX HEeONATONPHATHBIX KIMHHYECKHX COOBITHH B MOAH(HIHPOBAHHOMN

TPYIIIC HAYABIIUX MOTY4YaTh JICHCHHUE.

Taéauna 16: [onosjaurenbubie Kputepud 3((GeKTHBHOCTH uepe3 48 yacoB mocie

paHIOMHU3aLHS A1l MOTU(DULIMPOBAHHOM TPy IIIBI HAYABIIHNX MOy Yarh JeueHue. *

. Kanrpesop Kaomzorpen o 3na4genne
Kpurepmnii (N=5472) (N=5470) OR (95% CI) p
Cmepts/MI 220/5470 (4,0) 272/5469 (5,0) 0’88 (52’)67’ 0,02
Cumepts/MI/ST 249/5470 (4,6) 312/5469 (5,7) 0’73 ;2’)66’ 0,006
Cmepts/MI/IDR 230/5470 (4,2) 286/5469 (5,2) 0’8(()) 52’)67’ 0,01
Cmepts/MI/IDR/BEIpaKEeHHBII 230/5470 (4.2) 286/5469 (5.2) 0,80 (0,67, 0.01
ST 0,95)
Cmeprts/MI/BripakeHHbii ST 222/5470 (4,1) 276/5469 (5,0) 0’88 ;2’)66’ 0,01
Bripaskennsiit ST 12/5470 (0,2) 22/5469 (0.4) 0’5;‘ 53327’ 0,09

*MI o3Hayaer mH(papkr Muokapaa, ST o3HauaeT TpomO03 cteHta U IDR o3HauaeT o0yCIOBICHHYIO HIIEMHEH

PEBACKY IIPH3ALHIO.

Tab6nuna 17: JononHuTensHble KpuTeprd 3 (HEeKTHBHOCTH U OE30MaCHOCTH depe3

48 yacoB mocie paHIoMu3anus. ¥

Havapmine moyvaars jgedenne (ITT)

HNmemun Kanrpeiop | Kaomugorpea | OR (95% | 3nauenne
(N=5581) (N=5564) (93)) P
Cmepts/MI/IDR/ST 26(01;575)73 325/5561(5,8) (. 60’;,709,93) 0,005
Tpom0bo3 crenra 46/5573 (0,8) | 74/5561 (1,3) (0,403”602’89) 0,01
MI 2023/;575)73 255/5561 (4,6) (. 60’;?00,97) 0,02
MI ¢ 3y6uom Q 11/5573 (0,2) | 18/5561 (0,3) (0,209”611,29) 0,19
IDR 29/5573 (0,5) | 38/5561 (0,7) (0’40,;:716,23) 0,27
Cmepth 20/5573 (0,4) | 21/5561 (0,4) (0,501”915,75) 0,87
Cwmeprts BeneacTeue CV-coOwITnit 20/5573 (0,4) | 21/5561 (0,4) (. 501”915,7 5) 0,87
Cmepts/ST 61/5573 (1,1) | 90/5561 (1,6) (0’409”607’93) 0,02
Cmepts/MI 22(24(;505)73 275/5561 (5,0) (©. 60’/"?00,9 6) 0,01
Cmepts/MI/ST 255;555)73 315/5561 (5,7) (. 606709,93) 0,005
Cmepts/MI/IDR 233,525)73 289/5561 (5,2) (. 60’;?0(39 5) 0,01
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Havapmine nmojayaars jedenne (ITT)
HNmemun Kanrpenop | Kaomuporpea | OR (95% | 3nauenne
(N=5581) (N=5564) CD P
Cmepts/MI ¢ 3y6mom Q/IDR 52/5573 (0,9) | 67/5561 (1,2) © 504717 1 0,16
Cmepts/MI/IDR/ST/Tsxen0e KpoBOTEHEHHE IIO 267/5573 0.80
GUSTO (pe3ympTHpyIOIIHE HEOIATONMPHATHBIC 330/5561 (5,9) ¢ 0,007
4,8 (0,68,0,94)
xmHndeckue coositna, NACE)
Bejomacuocry
He cesm3annoe ¢ CABG kpoBoTetenne Kanrpenop | Kmomugorpea | OR (95% | 3uauenne
(N=5529) (N=5527) CD) P
Kpurepun ACUITY
235/5529 1,72 (1,39,
3HAYNTEIbHOE KPOBOTCUCHHE (4.3) 139/5527 (2,5) 2.13) <0,001
1,62 (0,99,
3HaunTE IbHOE 063 TeMATOMBI > 5 CM 42/5529 (0,8) | 26/5527 (0,5) 2.64) 0,05
HesnaunrensHoe KpOBOTECHCHHUE 653/5529 475/5527 (8,6) 1,42 (126, <0,001
(11,8) 1,61)
Kpurepun BARC*
Tumn 3 22/5529 (04) | 13/5527(0,2) 1’639 52’)85’ 0,13
Tumn 3a 11/5529 (0,2) 4/5527 (0,1) 2’73 é(;,)gg, 0,07
Tum 3b 9/5529 (0,2) 8/5527 (0,1) 1’122 53343’ 0,81
2,00 (0,18,
Tum 3¢ 2/5529 (0,0) 1/5527 (0,0) 22.06) 0,56

*MI o3Hadaer mHpapkr mMuokapaa, ST o3zHauzaeT TpomO03 cTeHTa, H IDR 03HauaeT 00YyCIOBJICHHYIO HIIeMHUEH
peBackypusamo, CV o3Havaer cepaeuHo-cocyaucTeii, GUSTO o3HauaeT 001mee HCMOMb30BAHUE CTPATCTHI
JUTS OKKJTIOMAPOBAHHBIX KOPOHAPHBIX apTepHii ¢ BocCTaHOBICHHBIM mpocBeToM, ACUITY o3Hauaer crparermo
HEOTJIO’KHOH KaTeTepu3aliH M CPOYHOTO BMEIIATENbCTBA B mpHeMHOM otaencHnn, . BARC o3Hauaer
KOHCOPLUYM IO AKAACMHYCCKHUM HCCIICA0OBAHUAM KPOBOTCHCHHUA.

Jonst uHTpanpoueay paTbHOr0 TpoMO03a CTEHTA B TPYIINE KaHrpenopa Oblia HUKE,
yeMm B rpymne kronuporpena (0,6% B cpaBHeHnu ¢ 1,0%; orHomenne mancos 0,65; 95% CI
ot 0,42 10 0,99; P = 0,04). Ucnosp30oBaHue Tepanuy ClIaCeHUSI MHIHOUTOPOM TITHKOTPOTEHHA
IIb/Illa cocraBnsio 2,3% mnpu TpPUMEHEHWH KaHTpeiaopa Ho cpaBHeHWW ¢ 3,5% mnpu
npuMeHeHuH knonugorpena (otHomienue mancoe 0,65; 95% CI or 0,52 mo 0,82; P<0,001).
Jonst mpoleaypHBIX OCIOXKHEHHI Npu MPUMEHEHHH KaHrpejaopa ObLia HUXKE, uYeM MpH
npuMeHeHun kronuaorpena (3,4% B cpaBHenuu ¢ 4,5%; orHomenue mancos 0,74; 95% CI
ot 0,61 10 0,90; P =0,002).

Uepes 30 cyTok I0JisI COCTABHOrO KpuTepus 3((EKTUBHOCTH B IPyIIE KaHrpeaopa
ocraBajachk 3HAUMMO HIKe, YeM B rpymme kmomugorpena (6,0% B cpaBuenun ¢ 7,0%;
otHomenue mancoB 0,85; 95% CI or 0,73 xo 099; P = 0,03); Takke HaOII0gATH

OTHOCHTENBHOE CHIKeHHe TpomOo3a crenta (1,3% B cpaBHeHuu ¢ 1,9%; OTHOIIEHHE IIIAHCOB

0,68; 95% CI ot 0,50 10 0,92; P = 0,01) (tabuma 18).
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Taéauna 18: Pesysabrarel uccienoBanuii d(pdextuBHOCTH uepes 30 CyTOK mocie

paHIOMU3ALIMSL.
OTtHomenne BHateHIe
Kputepmm Kanrpenop | Kmomagorpena | mancos (95% p
CD

number/ecezo number (npouenm)

Kosn-B0o mamueHToB B MOIH(HUMPOBAHHOM
TPYIIC HAYABIINX IIOJIYYaTh JICUCHHE

5472 5470

CMmepts OT mo00OH NHpH4MHBL, HH(DAPKT 326/5462
MHOKap/a, 00yCIoBICHHAA HIIeMHEH 6.0) 380/5457 (7,0) | 0,85 (0,73-0,99) 0,03
PEBACKY IPH3AMKS WM TPOMOO3 CTeHTa T g

Tpomb6o3 cTeHTa 71(/15;‘)62 104/5457 (1,9) | 0,68 (0,50-0,92) 0,01

UHpapKT MHOKApIA 22(5 f{")& 272/5457 (5.0) | 0,82 (0,68-0,98) 0,03
14/5462

Hudapxr muokapaa ¢ 3yomom Q 0.3) 22/5457 (0,4) | 0,63 (0,32-1,24) 0,18
. 56/5462

OO0y CIOBICHHAA HIICMHCH PEBACKY TAPH3ALAL (1.0) 66/5457 (1,2) | 0,85 (0,59-1,21) 0,36

CMepTb OT MOBGOi TIPHHHHEL 6(2/15 ‘l‘gjz 55/5457 (1,0) | 1,09 (0,76-1,58) 0,64
. 48/5462

CMepTh OT CepaeTHO-COCY IHCTHIX HAPYIICHHUIT (0.9) 46/5457 (0,8) | 1,04 (0,69-1,57) 0,84

+ IIpeaBapuUTEIbHO YKA3aHHBIH aHAMH3 JOTHCTHMECKOH PETPECCHH KOPPEKTHPOBAIHM HA MCXOJHOE COCTOSHHE
OroMapkepoB (HOPMAIbHOE B IPOTHBOIOIOKHOCTh K AHOMAILHOMY ) H Y IAPHYIO 403y Kromiaorpena (600 mr B
TPOTHBOTIOIOKHOCTH K 300 Mr).

JTos1st HEOMArOMPHSITHRIX COOBITHIA, CBSI3AHHBIX C JIEUEHHEM, B IPYTIIAaxX KaHTpeaopa u
kinonuaorpena Ovuta cxoxuoit (20,2% u 19,1%, coorBerctBenno; P = 0,13); 0,5% wu3 stux
HeOIarompUITHBIX COOBITHIA B rpymme kanrpenopa u 0,4% w3 HUX B IPyMIe KIOMHIOTPEna
MPUBOAMIM K TPEKPAIISHUIO TMpHEMA WCIOAB3YyEeMOr0 B HCCIEIOBAHUU JIEKAPCTBEHHOTO
cpeactBa (P = 0,21). Ilpu npumeHeHuw KaHrpenopa HaOIOJAIHd 3HAYMMO OOJbIIEE
KOJIMYECTBO CIyUaeB TPAH3UTOPHOM OMBIIIKH, YeM MpH TpuMenennn kiomuxorpena (1,2% mo
cpasraenuto ¢ 0,3%, P<0,001) (tabnuma 19).

Ta6nuna 19: CTaTUCTHUECKH 3HAYMMBIE BLI3BAHHBIE JIeUeHHEM HeOIaronpusTHhIE

coObITHSI Yepe3 48 yacoB Mmocie paHIoOMHU3aIiH (TpyTa sl OLEHKH Oe30MacHOCTH).

TouHbIii

IIpeanournrensHbii Tepmun A1 | Kanrpeaop Kaomporpen XH-KBa/Jpar, KpHTepHit
KJIACCOB CHCTEMBI OPraHoOB (N=5529) (N=5527) 3Ha4eHne P Dumepa,

3Ha4eHne P
TIcuxudeckue pacCTporCTBa
Bosbyxaenne 11/5529 (0,2) 3/5527 (0,1) 0,03 0,06
JKEJIY JOYHO-KHIICYHBIC HAPYIICHHA
Juappes 15/5529 (0,3) 6/5527 (0,1) 0,05 0,08
Obume paccrpoiicTsa "
TIATOJIOTHYECKHE COCTOSAHHA
Y4aCTKa BBEACHHU
Bbous B rpyau 55/5529 (1,0) 93/5527 (1,7) 0,002 0,002
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TouHbIii

IIpeanournrensHbii Tepmun A1 | Kanrpeaop Kaomporpen XH-KBa/Jpar, KpHTepHit
KJIACCOB CHCTEMBI OPraHoOB (N=5529) (N=5527) 3Ha4eHne P Dumepa,

sHagenne P
PecnuparopHeie, TOpakaabHBIC H
MEIHACTHHAIBHBIC PACCTPONCTBA
Oppimka 64/5529 (1,2) 18/5527 (0,3) < 0,001 <0,001
TpaBmbl, OTpPABICHHA H
TIPOLECTYPHBIE OCIOKHEHHS
Boas npu mpoueaype 4/5529 (0,1) 12/5527 (0,2) 0,05 0,05

3HAYCHHA P He KOPPEKTHPOBATH HA MHOJKECTBEHHBIE CDABHCHHA.

CHIKeHEe OCHOBHOTO KpuTEpHsl 3(PPEeKTHBHOCTH TpPH MPUMEHEHHH KaHTPenopa
6LIJ'IO COrj1aCoOBaHHBIM B HECKOJIBKHUX moArpy nmax C OTCYTCTBHUEM SHAYHUMBIX
BSaHMOﬂeﬁCTBHﬁ MEXKAY HNCXOAHBIMU TNEPEMCHHBIMU 34 HCKIHOUYCHUEM COCTOSHUA B
oTHoueHun 3aboneBaHusl nepudepruuecKnx apTepuii B ucropuu Oose3nu. [Ipemmymiectso
MpU MPUMEHEHHUH KaHTpenopa Obu1o cXoAHbM y marueHToB ¢ STEMI, manueHToB ¢ OCTpBIM
KOpPOHApHBIM cHHApOoMOM 0Oe3 moawema cermeHta ST H mamueHTOB cO  cTaOMIBHOU
creHokapaueii. OTCyTCTBOBaTa TETEPOreHHOCTh NEHCTBUSI JIeUEHHs] Y MAIHUEHTOB B
Coenunaennsix [rarax Amepuku 1 nmanyeHToB B Apyrux crpadax (P = 0,26) (¢ur. 10).

B cooTBeTcTBUU C IPOTOKOJIOM MAIMEHTHI MOy YaId yIApHY0 03y KIOMHIOrpena
WM mianedo Mocie YCTAHOBISHWS! OUEPTAHMW AaHATOMHHU WX KOPOHAPHBIX apTepHid.
BoJBIIMHCTBO MANMEHTOB MONydYaau yaapHyio mo3y ao Hauaina PCI (63,4%). OcranbHbie
MAIMEHTHl MONYyYaTH YAApHYIO 103y B Jaboparopuu Karerepusauuu a0 3aBepiienus PCI
(6,4%), B mpenenax 1 wac mocme 3aeepiienust PCI (30,1%) wim Gomee 1 uaca mocie
saepinenuss PCI (0,1%). 3HaumMbIX OTIMYMN B JEMCTBUM KaHTpeIopa Ha OCHOBHOM
KpUTEpUH MEXIy MAlMEHTAMH, MOJYUYUBIIMMH YIAPHYIO A03y HemocpeactBeHHO a0 PCI
(ornomenwne mancos 0,80; 95% CI ot 0,64 xo 0,98), 1 nanMeHTaMu, TOJY YUBIIHMHA Y AAPHY IO
o3y mpu wim nocie PCI (otHomenue mancor 0,79; 95% CI ot 0,59 g0 1,06), He Habmoganu
(P = 0,99 nnst B3aumoeticteust). [1omo0HbIM 00pa3oM, He HAOIIOJATN 3HAYMMBIX OTIHYMM B
JEHCTBUH KAHTPEIOpa Ha OCHOBHOM KPUTEPHA MEXy MAIMEHTAMH, TIOTY YUBIIUMH Y AAPHY O
o3y kinonuporpena 600 mr (74,4% nony siiyuu), W HAUMEHTAMH, ITOJYUYHBIIUMH Y JApHYIO
no3y kaomugorpena 300 mr (25,6% momyssiMK). OTHOLIEHHE IIAHCOB IS OCHOBHOI'O
KpUTepHs TpU HpUMeHeHHn KaHrpenopa coctasisuio 0,77 (95% CI ot 0,63 mo 0,94) mpu
yaapaoit xoze 600 mr u 0,84 (95% CI ot 0,62 g0 1,14) npu yzaproit noze 300 mr (P = 0,62
st B3ammogelicteusi). [lporoxon tpeboBan MmO MeHbIIEH Mepe 2 4YacoB BIIMBAHHUS
WCHOJB3YEeMOr0 B HCCASNOBAHUM JIGKAPCTBEHHOTO CPEICTBA, MeAWaHa UINTEIbHOCTH

BJIMBAHUS B TPyIIIe KaHTpenopa cocrapisiia 129 MuHYT (MHTepKBAPTUILHBINEIA AWANa30H OT
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120 mo 146), IIUTENBHOCTH BIMBAHHUS B CpymIe Kiomuaorpena (B KOTOPOH mamueHTam
MPOBOAWIN BjIMBaHWE Iuranebo) ObUta CXOTHOW. AHATW3 MOATPYIH TPOASMOHCTPHPOBAT
CXOJHOE AeHCTBHE KaHrpeaopa y MalueHTOB, KOTOPBIM MPOBOJAWIN BJIUBaHUE B TeueHue 129
MuHyT uiu Menee (otHornenue madcoB 0,85; 95% CI or 0,68 mo 1,07), U mauueHTOB,
KOTOPBIM MPOBOIUIN BIUBaHHE B TeueHune Oonee yeM 129 munyT (oTHOmEHue maHcoB 0,72;
95% Cl ot 0,56 10 0,92) (P = 0,31 mist B3ammoaeticTaust) (pur. 10).

Tak kak m0JsI OCHOBHOrO KpuUTepHs Oe3omacHOCTH, ompexnenenHoro no GUSTO
TSDKEJIOTO KPOBOTCUCHMSI, 6]:1.]'[21 OYCHb HI/ISKOI>'I, KPpUTEPUHU TSDKEJIOr0 KPOBOTEUCHUE II0
GUSTO xoMOMHUpOBaIM C YMEPEHHBIM KpOBOTEUEeHHEM il obecrmedeHus: OoJbIIero
KOIW4YecTBa COOBITMH Ui aHanu3a NOTEHUMATBHBIX  B3AaMMOJASHCTBUI  MOATPYIIL
Bsaumogeiicteuii He Habmoganu (dur. 11).

ITo cpaBHEHHIO ¢ KIOMUAOTPENIOM, BBOIUMBIM HemocpencTseHHo 10 wiu nocie PCI,
BHYTPHBEHHOE MpoBeaeHHe Omokazasl peuentopoB AI® mpu NpUMEHEHWH KaHTPenopa
3HAYMUMO CHIDKAJIO JOJIO0 TIEPUIPOLeTY palbHBIX ociaoxHennid PCI, Bxarouas Tpom0603 cTeHTa.
HauGonpmmero npeuMyImecTsa  JOOWINCH JUTSI CHIDKEHHUE 071 OCTPOro
nepunporueay parbHoro wunpapkra. I[llaHchl HIIEeMHUYeCKOro COOBITHS MPH MPUMEHEHUU
KaHrpenopa ObuH Ha 22% HIDKE, YeM MPU NPUMEHEHHH KIOMUAOTPeNa, U 3TO MPEUMy IIEeCTBO
HE COMPOBOKIATOCH 3HAUMMBIM YBEIHUCHUEM TSLKENOro KPOBOTEUSHHUS HTH HEOOXO0JMMOCTH
nepenuaHuid. KpoMe Toro, maHcel TpoM003a CTeHTa P MPUMEHEHHH KaHrpenopa ObLin Ha
38% HmKe, ueM Ipu MpUMEHeHHH KIonuaorpena. Mcnonp3oBanne KaHrpenopa IpuBOAUIO K
CHIDKEHHIO HIMIEeMHYECKUX OCJIOXKHEHHH II0 BCEMY CIIEKTPY NAIUEHTOB, OJHOBPEMEHHO
noasepraemeix PCI ¢ cornacyromumcst MpeuMy eCTBOM B OCHOBHBIX IOATPYIIAX.

IMTpumep 1 u mpumep 2 MO3BOAWIM MPEANONONKHUTH KIMHUYECKOE MPEUMYIIECTBO
KaHrpeiaopa,  BKIOYAs  3HAYMTENBHOE  CHIDKEHHE  BCIOMOTATeNBHOrO0  KpUTEpHs
s pextuBaOCTH TpoMbO3a creHTra. OZHAKO IOl OCHOBHOTO KPHTEPUS B MPEIbLAYIIUX
mpuMepax CHWXKeHa He Obula, BEpOsSTHO  BBHAY  TOrO, 4YTO  ONpeJesicHHe
MEPUTIPOLIEY PATBHOTO HH(pAPKTA MHOKAPIA B ITHX HUCCIEIOBAHUSIX HE MO3BOISIIO OTIIHYUTE
MOBTOPHBIN MH(APKT y MalMEHTOB, KOTOPBIM BCKOpeE moc/e noctymienus npeanucana PCI, ¢
MOJIOKUTENBHEIM TI0 OHOMapKepaM OCTPBIM KOPOHApPHBIM CHHApPOMOM. B mccienoBanuy,
ONMCAaHHOM B HpuUMepe 3, OmIpeaeNeHHe IepUIpOLeaypATbHOro HH(papKTa MHOKapaa
TpeOOBATO TOYHON OLIEHKH COCTOSIHMI OMOMapKepoB MAIMEHTOB HAa MCXOJHOM VPOBHE.
Kpome Toro, ucmonb30BaHue HEHTPAIbHONU aHruorpaduueckoit madoparopust 00ecrneunBaio

OOBEKTUBHOE OMNpPENCSICHUE HMHTPANPOLESIY PATbHBIX  OCIOKHeHu#dt. B tabmume 20
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MEPEUNCIIeHBl Pa3Iniusl MEXKIYy HCCISTOBAHUSMY, ONMHCAHHBIMU B mpumepe l/mpumepe 2 u

UCCIIeJOBAaHUEM, OTIMCAHHBIM B IIpuMepe 3.

Taémuna 20: Pazanaus Mexay UCCIeTOBAHHEM B IMPUMeEpe 3 U HCCISIOBAHUSIMA B

mpumepax 1 u 2%

T'pynma
TAIHEHTOB

IIpumepsr 1 u 2 IIpumep 3
* 70% moBbimeHne TponmonuHa (Tn) | + gomyckaer 35% Tn, MOBBILCHHBIH HA HCXOJHOM
HA HCXOJHOM yPOBHE YPOBHE

*  TOAJCPIKAHUE
(ronsko PCI)

* PCI TpeGoBana caeayomero:
STEMI: Tompko ©e30macHOCTh
(PCI)

NSTEMI: noesimenne Tn
Hecrabnmbsnas CTCHOKAPIMA:
mmveHeans OKIT uw OGom ®
BO3pact/auabder
CrabumsHas
orpanmueHo (15%)

KJIOMHAOTpEa

CTCHOKApaHs:

* HE IPHHAMATH HHTHONTOPOB P2Y ),
+ HeoOxommma PCI (craGmiapHag CTCHOKAapAMi,
NSTE-ACS, STEMI)

TIpemapar
CpaBHEHHA

600 Mr xIonugorpeaa

300 mr wm 600 Mr (mo cTaHAapTy JCHUCHHA
00 TbHHUIIBI)

Kpnrepnit

OcuosHolt: Cmepts/MI/IDR 4epe3
48 yacoB

Ocnosnoit: Cmepts/MI/IDR/ST uepe3 48 1acos
Kmrouesoii Bcmomorarembhblii; ST uepes 48 wacos

OnpeneneHue
nHpapkra
MHOKapza

* He UDMI: pacuer B
onpeneneaun PCI MI Tomsko Ha
cepAeyHbIE MAPKEPHI

o 1 ucxomHbIi 00pasen

0 HopmanbHbie HA HCXOJHOM
YPOBHE OGHOMAapKepBHI: Mi,
ompenencHupli kak CKMB > 3x
ULN mnocne PCI

o IloBelmeHHBIE HA HCXOOIHOM
YPOBHE OHOMApKEPHI: TOBBIIICHHE
CKMB > 3x ULN u 50%
TOBBIICHAE OT HCXOTHOTO 00pa3ua
win m3MeHeHHA DK

« [Tpumensror UDMI: pacuet B onpenenernu PCI MI
Ha CepACYHbIC MapKepsl M JIPYTHE CBHACTEILCTBA
HIIEMHH

0 U1 MOATBEPKACHUA paspemeHus MI Ha HCXOTHOM
ypoBHe y mamueHtoB NSTE-ACS neobxommmer 2
HCXOAHBIX 00pa3la No MEHbIIEH Mepe 3a 6 1acoB

o JlamueHTH, B HOPME HA HCXOOHOM YpPOBHE: MI
onpeneneH kak CKMB >3x ULN moce PCI

(8] HaI.II/IeHTLI C aHOMaTHAMH HA HCXOOHOM YPOBHC
KIACCHOUUMPOBATM HA  YCHIMBAOIIMHCA  HIH
CHIDKAIOIHICA HA HCXOAHOM YpoBHE MI:

0 YcuwmmBaromuiica: moBTopHbi moaseM CKMB
mocie PCI (>3xULN u 50% yBemmueHme oOT
HCXOTHOTO YPOBHS) + JOTOTHUTEIbHBIE
cBHAeTebCTBA Hinemud (2 w3 2): mvenenns KT U
aHTHOTpa(pMHCeCKAE CBUICTEIBCTBA

o Crmwxkaromuiicsa: mopropHsli noaseM CKMB mocie
PCI (>3x ULN u 50% yBemM4eHHE OT HCXOTHOTO
YPOBHA) + JONIOTHUTEIbHBIC CBHACTEICTBA HIIEMHA
(1 u3 3); MIIeMHYECKHE CHMIITOMBI, H3MeHeHus OKI
WM aHTHOTpaHUECKHE CBHACTETbCTBA

OmpenencHue
TpoMb03a CTeHTa

HecranmaptHoe onpenencHue y
TALHECHTHI c IDR, HO
nmoareepkacHue mocpeactsom CEC
c HCHOIb30BAHUEM
aHruorpapuHecKux HCXOIHBIX
JAHHBIX

Ompenenerne ARC  y  mammentoB  IPST
(BHYTpUIIpOLIETYPHBIIT TPOMOO3 CTeHTa) = moOOOH
HOBBIHM WIH YXyAIIAIOMMHCA B T€YCHUE MPOLETYPHI
TpoMO, CBA3AHHBIH CO CTEHTOM, HA OCHOBE
aHTHOTpapMHECKHUX CBHCTEILCTB

CrarucTHKA

YacTora cobwiThit maanebo: 7,7%;
Benmunna a¢dexra: 22,5-25%

Ipunmmarom Yactora codwrruii mianebo: 5,1%;
Ipunumarom Bemnmmna a¢dexra: 24,5%

*PCI 03Ha4YaeT YPecKOKHYH0 KOPOHApHYI0 aHruomnactuky, STEMI o3HauaeT wH(papKT MHOKAapAa C IMOIBEMOM
cermenta ST, NSTEMI o3nauaet unpapkr muokapaa 6e3 mogsema ST, OKI' o3HadaeT anekrpokapauorpadmo,
NSTE-ACS o3Hauaer ocTpblii KOpOHAapHBIH cHHIpoM Oe3 moasema cermeHTa ST, MI osHauaer mHpapkr
Muokapaa, IDR o3Hauaer o0yCIOBICHHYIO HIIeMHEH peBackyripusamo, ST o3HagaeT TpomOo3 crenra, UDMI
03HAa4aeT YHHBEpCcaabHOE ompenencHue MHpapkra muokapaa, CKMB o3HauaeT n30(epMEHT KPEaTHHKHHA3HI,
XapPaKTEPHbIH A1 cepacyHon Mpimmbl, H ULN 03Ha4aeT BEpXHHI NPEIET HOPMBI.
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IIpumep 4: PapmakoAuHAMHYECKOE JeHCTBHE NPH NEPeBoAe ¢ KAHIpejaopa Ha
THKATPeJIOpP H ¢ THKArPeJIopa HA KAHTPeJiop

3amadeii 3TOro MCCISNOBAHMSI SIBISUIOCH OIpeeIeHNne BO3ZMOKHOCTH TOANeP KaHUS
(apMaKoIMHAMIYECKOT0 AEHCTBUSI KAHTPENopa, eCU MPH BIMBAHWH KAHTPEIOpa BBOIIIN
TUKarpeaop M BO3MOXHOCTH HM3MEHEeHHs (apMakoIMHAMHUYECKOTO NeWCTBHsI KaHTpeaopa
MpeANIeCTBY IOIIHAM JIEUEHHEM THKarpeIopOM.

Cnocobwi

B ucciaenoBanue BKIOUEHO 12 ManveHToB, Y AOBISTBOPSIIOIINX KPUTEPHUSIM BO3pacTa
18-75 nmer, Hammums wmemmuyeckor Oomesnm  cepaua  (CAD), IOKyMEHTaIBHO
NOATBEPKASHHOW mpeapiaymuM MI wim kopoHapHH peBacKy/sipu3auued, U eXeJHEBHOTO
npuema 81 mr acnupuna. Kputepuu HCKIIOUEHUs! BKIIOYAIN OCTPbIA KOPOHAPHBINA CHHAPOM
B TMpeJenax MoCASAHUX 12 MecsieB, JISUeHne aHTUKOATYJISITHTOM WK aHTUTPOMOOIUTAPHBIM
CPEeICTBOM, OTAMYHBIM OT AacCINUPHHA, HAIW4YHe TeMOpPPAarHuecKkoro auare3a, AaHeMHH
(rematokput <35%), TSDKEIOM MOUSUHOM HEAOCTATOYHOCTH (KJIMPEHC KPEaTHHHHA MEHEE YEM
30 MJI/MUH), U YMEPEHHOH WIH TSDKETOH MeYeHOYHON HeJOCTATOYHOCTH B HCTOPHH OOJE3HU.
3anpeleHHbIe COMy TCTBY IOLIUE JTIEKAPCTBEHHBIE CPEICTBA BKIIOUYAIN CUIBHOASHCTBY I0IINE U
3¢ pextusable nHrHOUTOPEI CYP3 A, cuMBacTaTvH ¥ JOBACTAaTHH B 103ax Ooiee 40 MI/cyTKH,
OMENpa3oa WM 330Mempasonl HW gurokcuH.  HMcmone3oBaHnme  HECTEPOHIHBIX
NMPOTUBOBOCHAIMTEIBHBIX CPEACTB B TCUCHUE YUACTHUS B UCCIICAOBAHUN HE IMOOLIPSUINA, HO U
HE 3ampemanm.

Kaxaomy narmmeHty mnpoBoamwian OomrocHOe BBeAeHHe 30 MKT KaHTPETopa/Kr ¢
MOC/IeAY FOIIAM HeMeUIEHHBIM BIMBAHUEM B TE€USHHE 2 4acoB IPU CKOPOCTH 4,0 MKT/KI/MHH.
Uepes 0,5 waca wiu 1,25 yaca BBOAWIM yaapHyo no3y Tukarpenopa (180 mr) (n=6 s
kaxzaoro). Kpop 1ms QapMakoIMHAMHUYECKOTO HCCIEAOBaHHS (QYHKUMH TPOMOOLIUTOB
3abupanu uepe3 0,5 wim 1,25 gaca (COOTBETCTBEHHO BPEMEHH BBEISHHS THKArpeaopa, n=6
IUTSL KUKI0T0), a 3areM uepes 1,75, 2, 2,25, 2.5, 2,75, 3, 4 u 5,25 yaca. [TauuenToB ciy4aitHo
pacnpenensuid LSl BBegeHus1 6 (n=6) win 7 (n=6) 103 TUKarpenopa ¢ MpueMoM Kakabie 12
JacoB IOCIe NMpeKpaleHusl BIuBaHWs KaHrpenopa. Ha cyTku uccnemoBanus S5, KaKIOMY
MAIMEHTy MpoBoauad OomocHoe BBedeHHE 30 MKI KaHTPEIopa/Kr € MOCIeLy LM

HEMEIJIECHHBIM BJIMBAaHHWEM B TeueHue 2 vac npu ckopoctd 4,0 mkr/kr/mMud. Kposws ams
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(dapmaxoagHaMUUYEeCKol OleHKU 3abupanu uepes 1 u 2 yac. HeOmarompusitHble COOBITHS
OTIpeNeNsuidi Ha BCEM MPOTSDKEHWH YYaCTHSI B HCCICJOBAHWH, KOTOPOE OKAHUMBAIH
MIOCPEACTBOM TeIe(POHHOM Oeceapl, MPOBOIUMOI Ha CYTKH HcciaenoBanus 10-12.

dapmakoauHamMUUecKass ~OLIEHKAa  BKIOYada  CBETOBYID  TPAHCMHCCHOHHYIO
arperomerpuro  (LTA), anmammz P2Y12 VerifyNow®, WHAEKC CTUMYJIHPYEMOTO
Bazommistaropamu pochonporenna (VASP) m aktuBanuioo TpoMOOLUTOB, HU3MEPIEMYIO C
UCHoNb30BaHueM mpoTtouHol wuromerpud. Ouenky LTA, VerifyNow® wu aktuBanmu
TPOMOOLIUTOB C HCIOIB30BAHHEM MPOTOYHOU LIMTOMETPUH MPOBOTWIN B Mpejenax meproaa
30 muHyT OT 3ab0pa kpoBu. B ciyuae mporouHoii muroMerpun obpasusl oOpadarbBaIH C
¢dukcauueii, a 3arem rpynnuposatyd s aHanuza. st VASP unzaexcupoaHHbIE 0Opa3mbl
IPyIIHAPOBATH B 00padaThBAIN 10 PEKOMEHIALMSIM NIPOU3BOIUTENS B IIpeAenax nepuoaa 2
4yacoB OT 3a00pa KPoBHU. DTOT MOAXOJ OrpaHHYMBajI Bpems oT (ukcanuu uaaexca VASP 1o
MPOTOYHOrO aHATH3A 10 IepHoaa MeHee 1 yaca.

LTA, wunaymupoBanayro 5 MM u 20 MxM azeHosunHzudocpara (AD)
KOJIMYECTBEHHO OMpeNe/siid ex Vivo (T.e. B HECKOPPEKTHpOoBaHOU Ooraroit TpomOomuTamu
mwia3me). beanyro TpomOouuTtamu miazMy paccMarpuBanu kak 100% arperauuio, u
MaKCUMAaNbHYH0 (MUK) U KOHEUHYO (depe3 300 cek) arperaiuio U3MEPsUTH ¢ UCIOIb30BAHUEM
arperomerpa PAP4 (BioData, Horsham, PA). Aranus P2Y 12 VerifyNow® (Accumetrics Inc,
San Diego, California), KOTOpOM HU3MEPSIIOT AEHCTBUE JIEKAPCTBEHHBIX CPEACTB HA PELIEHTOP
P2Y,; mocpenctBom akTuBamu TpomMOOImMTOB npocrarnananaom El1 B nomonnenue k AJID,
HCIOJIb30BAIN o UHCTPYKLHSIM, NPEIOCTABISIEMBIM MPOU3BOUTENEM.
PeakimoHHOCIOCOGHOCTE TPOMOOLIMTOB BBIPAKATN B BHJAE PEAKIMOHHBIX eauHunm P2Y12
(PRU). AxrtuBamuo TpoMOOLMTOB WAEHTHU(UIMPOBATA C HCHOJB30BAHHEM MPOTOYHOMN
LUTOMETPHH, KaK OTMIHCAHO paHee.

W nns onpenenenust naaekca VASP nenonb3oBanyn KoMMepUYeCKd JOCTYTHBIH Habop
(Diagnostica Stago, Inc, Parsippany NJ).

Pe3ynomamei

B Tabnune 21 nprBeneHbl KIMHHYECKHE XapAKTEPUCTUKY MALUESHTOB.

Ta6auna 21: Knuandeckue XapakTepu CTHKH.

/N (%)

Bcee mamentsl (N=12)
Bospact 66,4+57
Myxuun 12 (100)
CaxapHblif frader 2 (16,7)
Kypmipmuk B HACTOSIIEM B pefenax nocaeauux 30 cyTok 1(8.3)
I'uneprensus 10 (83,3)
T'unepaumuaeMus 12 (100,0)
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LlepebpoBacky aapHOE COOBITHE 0
CeMeliHBIN aHAMHE3 HIIEMHYECKOH O0IE3HH cepana 4(3,3)
IIpemuectByromuii MI 541,7)
TIpemmectpyromas PCI 9 (75,0)
TIpemmecteyromee CABG 5417
CepaeyHas HEAOCTATOUHOCTD 0
3aboneBanne nepudepuueckuii aprepuii 0
JleueHue

Bera-6nokaropamu 11 (91,7)
ACEI/ARB 8 (66,7)
Broxaropom Ca xaHanos 3 (25)
Hutpar 0
Cratna 12 (100)

ACEI = nHruOHTOp aHTHOTCH3HHIpeBpamaomero ¢pepmenta; ARB = 610kaTop penenTtopa aurnoteHsuna; Ca =
xampiuii; CABG = aopro-kopoHapHoe myHTHpoBaHme, MI = wuneapkr mmoxapga; PCI = upeckoskHait
KOPOHAPHAT AHTHOILTACTHKA,

Koneunyto arperamuio (uepes S5 muH) u3mepsieMy LTA WHTEHCHBHO M MOCTOSHHO
WHTUOMPOBAIM MPH BIMBAHWH KAHTPENIOpa, Kak MmpeacraBieHo Ha ¢urype 12. Ocrarounas
PeaKuuOHHOCIIOCOOHOCTL TPOMOOLIMTOB cocTaBisuia <4%, W CTeneHb WHrUOWPOBAHUS TPU
BJIMBAHUM KaHTpeaopa cocraBisuia >95%. [lpenmecTyromee JeUEeHUE THKATPEIOPOM HeE
M3MEHSUI0O MHTHOHMpYIOoIee AefCTBHEe KaHrpernopa, W ObUIO OYEBHIHBIM COIJIACYIOIIeecs
(dapMakoIHaAMUUECKOoe JelficTBHE C KaKIOW M3 BCIOMOTaTelbHBIX Mep (YHKUUH
TpoMOOLIMTOB, KaK MpeacTaBieHo B Tabmuile 22 u Ha Qurype 13.

Tabnuna 22: GapMakoIUHAMUYIECKOE NEHCTBUE KAHTPeIopa.

CyTku ucejenosanns 1 CyTKH nceJrenoBanns 5
20 MkM AJI®, LTA (?;‘/‘f’;‘; wac | 175 Hac | 2,0 uac 1,0 gac | 2,0 uac

- PR |17 + 1,7 98|22+ 14|23 +22 _ 1515|1316
Bee (n=12) IPA |2 o7£2  |o7+3 |Bee(=12) 98+2 [98+2
Tuxarpenop  wuepes | PR 13+20098(2 + 1,8({12+19 fm( i % 5216|1215
1,25 uaca (n=6) IPA |+3 97+3  |98+3 (n:gp P 98+2 |98+1
Tuxarpenop uepe3 0,5 |PR |2+ 1,597 £[23+1,0(35+19 Zm( S 31 5+1,5(1L,5+1,9
uaca (n=6) IPA |2 97+2  |95+2 (n:*g;p P 98+2 | 983
5 MKkM AZI®, LTA

~ PR |36 + 18 93 |34+22 |41 + 2 ~ 21+1,7|22422
Bee (n=12) IPA |+3 x5 |92x3 |Bee®=12) 96+3 |96+4
Tukarpeiop  uepes |[PR |3+ 14 93 +(27+18[33 = 2 fm( A T3 1 5+1,6|1,5+1,5
1,25 waca(n=6) IPA |2 936 |93+3 (nzgp P 96+4 |97+3
Tuxarpenop uepes 0,5 | PR |42 + 21 92 [42+24 4819 030 7416(28+27
waca (n=6) IPA |+4 92+5 |91+3 g‘fgpempa 96+3 |95+5
VerifyNow®

~ PRU |73 + 93 97 |38+26 |64 +75 _ 33 £ 2|45464
Bee (n=12) IPR |+3 99+1 |ogx3 |Bee®=12) 99+1 |98+3
Tuxarpetop  uepes |PRU |58 + 7.3 98 3.7+ 2859+ 99 fHK A AO3198+1,9(24+19
1,25 waca(n=6) IPR |+3 99+1 |98+4 (n:gp mop 991 [99+1
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Tukarpesop uepe3 0,5 | PRU |88+ 12974 (38+ 2669+ 4.9 an - 31394021 ]6,5+88
waca (1=6) PR |4 99+1 [97+2 (n:gp P 98+1 [97+3
HNupexc VASP
Bee (n=12) VI 18+ 10 13£9 |15+9 |Bee =12 16£11 |17+5
Tuxarpeno uepes 6 H1o3

rpenop. Pe3 | vr 19+8 1344 |19+7 | Tuxarpetopa 19414 2043
1,25 yaca(n=6) _

(n=6)

Tuxarpenop uepe3 0,5 7 Ao3

TPENIOp HEPEs U |y 18+ 13 13+£9 |11+7 | Tukarpenopa 12+7 |14+6
yaca (n=6) _

(n=6)
IIporounas
ITATOMECTpUS
- PR |28 + 12 94|25 + 1|38 +45 _ 41+2,7|28+13

Bee (n=12) IPR |4 o1+5 |8o+30 |Be=1) 92+4 |95+3
Tuxarpetop  wuepes | PR 15+059|3 + 11]53+63]° A3 351142712
1,25 waca(n=6) IPR |+3 92+7 |83+28 g‘;‘gpempa 91+3 [93£3
Tuxarpesop uepe3 0,5 PR |3+ 1794 £[2 + 0623 08 an A 314 743,6]2,8+1,5
waca (n=6) IPR |5 96+2  |96+2 (n:gp 7op 93+£5 |96+2
IPA/R = UHrHOMpOBAaHHME arperanui TPOMOOIMTOB/PEAKIHOHHOCTIOCOOHOCTh; LTA = xoHeunas (5

MHH)CBETOBYK) TPAaHCMHCCHOHHYIO arperomerpmro; PR = peakummoHHOCTIOCOOHOCTH TpoMmOomuros, PRU =
peaxuuonHbie exuHuIpl P2Y12; VASP = cruMymupyemslii BasogmmaTaTopaMu (pocqompoTenH; il MPOTOYHOH
OUTOMETPHH NpeacTaBicHa 3kcmpeccmsi P-cenektmHa B otBeT HA 1 MKkM AJI®, ceaseiBanme PAC-1 (me

TOKA3aHO) OBIIO CPABHHMBIM

Tabnmna 23: GapMakoTTHAMIYECKOE el CTBHE THKArpeaopa.

20 MkM AJI®, LTA ?;‘;“;’:c 2254ac  |2,549ac | 2,754ac |3 wac 4 1ac
Bee (=12) PR 43495+ |12£1183|19 £ 16|10 = 92[7.1 = 63|46 * 3.6
IPA |4 + 14 72+26 |86+15 |90+9 94+ 4
TuKarpenop 4epes 1,25 | PR 22+£2797|11£1284|21 + 17|78 = 72|45 = 34|25 = 1.9
aca(n=6) IPA |+4 +17 65+30 |87+15 9347 96 + 4
Tuxarpeop uepes 0,5 | PR S8+3192|13 + 93|16 + I5|12£1184[10 = 7.6|6,7 + 37
waca (1=6) IPA |+4 82+13 |78+21 |+15 87+10 |91+4
5 MkM AJI®, LTA
Bee (=12) PR 3.1+28 0904|7587 £|10£779|58+386(55 + 52|55 + 33
IPA  |+5 8 +15 +11 86+17 |88+9
TuKarpenop 4epes 1,25 | PR 2+2397+|53 + 36|11+976|48 + 08|3+1587|3,7+189
yaca(n=6) IPA |4 89+ 5 +18 8515 |+21 +£12
Tuxarpenop uepes 0,5 | PR 42+£292+|77 £ 59|10 £ 57167 £ 41|8+£6585|73 £ 3,9
waca (1=6) IPA |6 84+10 |82+13 |[87+7 +15 87+5
VerifyNow®
Bee (=12) PRU |95+9796|28=2889|76 + 79|44+5083|31 + 46|10 £ 10
IPR |+4 +11 7031 |21 88+19 |96+4
THKarpeaop 4epes 1,25 |PRU |11 + 7 96 | 28+3289 |93 + 94 |44+6282(28 + 53|14 + 14
yaca(n=6) PR |4 +14 62+£37 |27 88+23 |95+5
Trxarpenop 4epes 0,5 | PRU | 7,7 =53 97 [28+2790 |60 + 64 |44+4084 |35 + 42|73 + 4.4
waca (1=6) PR |+2 +10 78+24 | +15 87+16 |97+2
VASP Index
Bee (1=12) VI 12+ 12 35+ 10 |48+49 |22+16 |25+19 |17+14
Tuxarpesop wepes 1,25 | 1415 32411 |54+£32 [22+£20 [26+20 |19+16
yaca(n=6)
Twxarpenop wepes 0.5 |y 1110 37+8 41425 |21+13  [24+19 |l6+14
yaca (n=6)
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IIporounasn

IATOMETpUs

Bee (n1=12) PR 5£3,691+|78 £ 37|14 £ 86|88 £ 56(65 £ 41|75 + 6,2
IPR 6 84 +8 67+ 29 80+ 17 86+ 13 84+ 15

Tuxarpenop 4epe3 1,25 | PR 45+£2901+£|18+£4983|19 + 85183 £ 69]6,2 £ 53(9,5 £ 8,2

yaca(n=6) IPR 7 +9 53+ 34 79 +£22 86 + 16 78 + 20

Tuxarpenop uepes 0,5 | PR 55£390901 (75 £ 24192 £ 59(193 £ 4768 £ 29|55 + 24

yaca (n=6) IPR +4 86+ 8 81+ 17 82+13 87+ 10 90+ 4

IPA/R = uHrHOHpPOBAHHE ArPETAlMH/PEAKIHOHHOCIOCOOHOCTh TpoMOOUHTOB, LTA = mocnemuas (5 MuH)

CBETOBAY TPAHCMHCCHOHHAs arperomerpusa, PR = peaximonHocmocoOHOCTs TpomOoumToB, PRU =

peaxuuonHble eauHUIB P2Y12; VASP = cruMymupyemsli BazoauaTaTopaMu (ocGonmpoTenH; 111 IPOTOYHOH
LUTOMETPHU MpeJCcTaBieHa 3kcmpeccua P-cenekrmHa B oTBeT HA 1 MKkM AJI®, ceaseiBanme PAC-1 (He
MOKA3aHO) OBUIO CPABHHMBIM

Halniomanu yMmepeHHOEe YBEIWUYEHHE PEaKIUOHHOCIOCOOHOCTH TPOMOOILIMTOB B
TEUYEeHHe MEepPBOro Yaca Mocie IpeKpaleHus BBeaeHus kanrpenopa (cMm. ¢uryper 12 u 13).
Bospacranue 3HaYMMO OT 3TAJIOHHOTO MOMEHTa BpeMmeHH (5,25 4YacoB) HE OTJIMYAIOCKH.
HaGmonanu, uto panHee BBeAeHue tukarpenopa (uepes 0,5 gaca, a He 1,25 yaca) ocrmadsiio
YBEJIUUYEHHE OCTATOYHON PeaKMOHHOCIOCOOHOCTH TPOMOOLMTOB M YBEIUUMUBAJIO CTEMEHb
UHTHOUpOBaHUS UTO OBLIO O4YeBHAHO. OCTaTOUYHAS PEeaKHUOHHOCHOCOOHOCTE TPOMOOITUTOB,
HabmomaeMast yepes 2,5 yaca npu BBEAeHUH THKarpeaopa uepes 0,5 gaca (16 = 15%), Obuta
CpaBHMMAa C OCTATOYHON PEAKIIMOHHOCIOCOOHOCTBIO TPOMOOLUTOB, HAOMIOgaeMOi uepe3 12
YaCcoOB MOCNE MOCTeIHeN A03bI THKArpeaopa, uaMepsieMoii Ha cyTku ucciaeaoBanust 5 (12 +
9%).

B o0meli koMOMHUPOBAHHOW TpyIle OCTATOYHAS PEAKIIMOHHOCIOCOOHOCTh ObLIa
MaKkCHUMAabHOH Ha ypoBHE 19% uepe3 0,5 yaca mocie mpeKkpamieHus BBEISHIS KaHTPenopa, a
3aTeM CHOBA CHUXKaIach 10 <5% B KOHIle mepuoaa HabmwoaeHus (5,25 yac). MajgoBeposITHO,
YTO 3TO BOCCTAaHOBJIEHHE (YHKIMM HMeeT KIMHHYEeCKHe NpOsiBIeHHs Tak Kak 3(dexr
SIBISIETCS  HeOONBINUM, MPOXOMAINMM, a Ha BCeM NPOTSDKEHWH Tepuoaa IepeBoa
MOAJEPKUBAETCSL  OUEHb HH3Kas PEaKIMOHHOCIIOCOOHOCTH TpoMOouutoB. CreneHb
PEAKIIUOHHOCTIOCOOHOCTH ~ TPOMOOIMTOB HAa  BCEM  TNPOTSDKEHHH CpoKa  MEpeBoaa
COTJIaCOBBIBATACH ¢ HATMUHEeM UHruOuposanust P2Y |5, ¥ HAXOAWIACk B TOCTATOYHOMN CTEMEHU
HUJKE TIOPOTOB, U3BECTHBIX, KaK aCCOLMUPOBAHHBIE C TOBBIIIEHHBIM PUCKOM TPOMOOTHUECKHX
COOBITHIA.

Has  mepeBoma OT THKarpeaopa K KaHTPeIopy Ha CYTKH S, BHUIUMBIX
B3aMMOJEHCTBUN MEXAy JeKapCTBEHHBIMH CPeICTBa He HAOIIOJATH BHE 3aBUCHMOCTH OT
TOro TpeKpallaid JU BBEACSHHE THKarpeiaopa 3a 12 wiaum 24 yaca A0 Hauvajla BJIMBaHUS

KaHrpesnopa.
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Cepbe3HBIX HEOIarOMPUSITHBIX COOBITHI (WINEMHUS UM KPOBOTEUSHHE) B TEUCHHE
ucneITaHus He Habmonanu. [pyrue sebnaronpusitasie coOpiTust 00001eHE! B Tabnuie 24.
Tab6auna 24: JIpyrie HeOIaronpusTHbIE COOBITHSL.

[Topor 4acToTkI, BBILIE KOTOPOTO COOOLIAIOT O APYTUX HeOIarONPHUSITHBIX COOBITHSIX:

0%
Kanrpenop + Tuxarpenop | Kanrpeaop + Tukarpenop
90 mr (6 103) 90 mr (7 103)
Obmee KOJ-BO MOPAKEHHBIX/HMEIOIIHX PHCK 1/6 (16.67%) 1/6 (16.67%)
YYACTHHKOB
OObume HapyeHusA
Tlepudepuueckuii otex
Kon-so MOPA’KEHHBIX/HMEIOIIHX pHCK
YYACTHUKOB 0/6 (0%) 1/6 (16,67%)
Kou-Bo coOprThit 0 1
Pecrmuparopusie, TOPAKATbHBIC H
MCIUACTHHATBHBIC HAPY IICHUA
Oppimka
Kox-so MOPAsKEHHBIX/HMEIOLIHX pHCK
YYACTHHKOB 1/6 (16,67%) 0/6 (0%)
Kon-Bo cobbiTnii 1 0

dapmakoauHaMUUecKass ~ OLEHKa  MPOAEMOHCTPHpPOBATA,  4YTO  OCTATOYHAS
PEeaKuHOHHOCOCOOHOCTh TPOMOOLUTOB NPH BIMBAHWM KaHrpenopa Oblia OrpaHuveHa BHE
3aBHCHUMOCTH OT TOTO BBOJHJIM JIM THKArpeiIop IpPU BIMBAHUU WIW TUKArPeIop BBOIMIH JO
BiauBaHus. KoHeuHast arperaunusi TpombouutoB B oTBeT Ha 20 MM AJI®, ocrarouHas
PeaKuuOHHOCMIOCOOHOCTE TPOMOOIIMTOB, COCTaBIsUIa MeHee 5% W cTelneHb WHrHOWpOBAHUS
TMIPH JISUSHUH KaHTPeIopoM cocrasisiia 6oree 95%.

[Ipu mepeBoje ¢ KaHrpeaopa Ha TUKArpenop, Habmoaaau HeOOIbIIoe, HE3HAUNMOE
YBEITMUCHHE PEaKIMOHHOCIIOCOOHOCTH TPOMOOLMTOB B TEUSHHE IEepBOrO daca IOCie
MpeKpalleHnst BBeAeHNs KaHrpenopa. boiee paHHee BBeneHHWE THKArpenopa MO-BHIMMOMY
ocnabsieT yBENUIeHHe PeakiinOHHOCIOCOOHOCTH TPOMOOLIUTOB.

CpaBHeHHE pe3yJbTaTOB, NONYUYEHHBIX IIOCIE 3KBHBAJISHTHOI'O HHTEPBAIA,
MTOBBIIIAET BO3MOKHOCTh Y MEPEHHOT0 B3aUMOSHCTBHSL. Y MAIlUEHTOB, KOTOPLIM THKArperop
BBOAMIH 4epe3 1,25 yaca (uto mpencrasiser coboit 0,75 yaca mepex 3aBepLISHHEM BBEISHUS
KaHTpeaopa), OCTaTOYHAs  PEaKIMOHHOCIOCOOHOCTH W CTEeMeHb  MHTUOMPOBAHUS
TpomOouuTOB, Habmogaembele uepes 1,75 waca mociae yaapHou mo3bl (uepes 3,0 uaca)
cocraBsuia 4,5 + 3,4% u 93 £ 7%. Y nmanmeHToB, KOTOPBIM BBOIWIN THKarpeaop depes 0,5
yaca, pe3yJbrarel Ha 1,75 yaca (uepe3 2,25 uaca) cocrasiasuin 13 £ 9,3% u 82 + 13%.

B 3AKIIIOUYCHUEC, TUKArpeiop, BBOI[PIMI:Iﬁ A0 WM BO BPEMs BJIIMBAHHUS KaHI'PEIOpa, HE

ocmabsin (bapMaxoAMHAMHUUECKOTO JeHcTBUS KaHTpesopa. Kpome TOTO,
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(dapMakoIMHAMUYECKOE NEHCTBUE THKArpenopa COXPAaHSUIOCh, KOTAA THKATPEIOp BBOIIIN
IIPY BIMBAHWUM KaHTpenopa. B coorBercTBuu ¢ 0OpaTUMBIM CBSI3BIBAHMEM THKArPEnopa, STOT
nepopaibHbld aHTAaroHUucT P2Y); MOXHO BBOAWUTH O, B TEUEHUE WIM IOCIE JEYSHHS C
NIPUMEHEHUEM KaHrpenopa. B COOTBETCTBHH c ero (apMaKOKHHETUKOH,

(hapMakoIHAMUYECKOE AeHCTBUE MOBBIIIASTCS IpH OojIee paHHEM BBEASHUH THKArpeiopa.

IIpumep S: I'pynnoBas papMakoaAHHAMHYECKAS OLEHKA KAHIPeIopa

3aoaua

3agaueil STOH OLEHKH SIBISUIACH Pa3paboTKa TPyHImoBoH (apMakoIUHAMUYECKOU
MOJENH Ul ONHCAHUSI 3aBUCUMOCTH 3(dexTa KOHIEHTpAllMH MEXAy BO3IACHCTBHEM
KaHrpejaopa U MapKepoM arperamydd TPOMOOLIMTOB, & HMEHHO PEaKIHOHHBIX eauHul P2Y 12
(PRU), wuamepsiembix mocpenctsom VerifyNow®, Accumetrics, B 4YacTHOCTH, s TOrO,
yTOOBI ONIPEASIUTE HAWIY UIIHi IEPEBOA OT MEPEXOTHON 103kl K 103e npu PCI u HaoGopoT.

Jlannvie u cosoanue 6a3vt OaHHbIX

Baza mauubIX, co3maHHAas IS 3TOM OIEHKH, BCero Bimrouana 1102 mabmoneHunii
PRU, mnonyuenHerx y 220 mnanuentoB Ha mnepexognoit u PCI nmozax. OOoOmenHas
uHpopMarsl 0 JAeMorpapuueckux XapakTepUCTHKAX MpeaocTaBjieHa B Tabmuie 25. Otu
MAIUEHTHI B OCHOBHOM OBLTH 00J1e€ BO3PACTHBIMH H TSDKETBIMHU, UM BOJIOHTEPHL.

Ta6nuna 25: O600mennas wHopManus 0 JeMorpaduueckux XapaKTEPUCTHKAX

DAl CHTOB, BKIIIOUCHHBIX B HCCIICIOBAHUEC.

Hesasucuvast nepevennast Cpennee | Mexuanaa | SD Maxkc Mun

(e TUHUIIBI)

Bospact (1e1) 63 62 11 92 36

Macca (xr) 86,8 85,4 16 154 52

BMI (xr/m°) 29,5 29,1 5,07 50,1 19,4

IToa My:KCKoii Kenckmii

Kommiecrso 161 59
IMoaucciienoBanue

HccaenoBanue Tpomboruros CHAMPION | Ilepexox
PCI/Platform (PCI)

Kommiecrso 104 116

Tun namenTos PCI ACS Crenr

KOJIHYCCTBO 54 69 97
PCl/noauccienosanue, Tpymma 1:|Ipynma 1: | Tpynma  2:
oomocHoe BBegenue 30

I'pynna jeuenns 0,5 0,75 0,75
MKI/Kr + BJjuBanue 4

MKTI/KI/MHH | MKT/KTr/MIH | MKI/KT/MHAH

MEKI/KI/MHIH

Koamiecrso 104 5 6 105

ACS o3nauaet ocTpsiii kKopoHapHBI cHHApoM. PCI 03HauaeT 4peCKOKHYH0 KOPOHAPHYIO AHTHOTLIACTHKY .

Hmumayuonnvle oyenku
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st pemieHust papMaKOAMHAMHYESCKHX 33434 U JASMOHCTPALMU TOrO, KaK JIydlle
MPOU3BECTH MEPEBO C OTHOM A03bI HA APYTYIO 103y (T.€., ¢ mepexoanoii Ha PCI), mposoaumu
croxacruueckyto cumyisiiuio B NONMEM. B kauectse mopora Aj1st OeHKH 3P (PEeKTHBHOCTH
BapbUPYIOIIMX 103 KaHIpejaopa Yy MalUeHTOB pPAa3iWYHBIX THUIIOB BO BCEM HCIBITAHUU
BoiOpaHo 3Hauenne PRU 208. Pesynpratel  oneHuBamu rpaduueckum, noiaydas 95%
JOBEPUTEIBHBIE HHTEPBAIBI U CYMMHUPYSI MPOLIEHTHI HAIUEHTOB, Y KOTOPBIX OXHUAAKOT
pocrwkenust 3HaueHus PRU 208 wnm menee. [Ing Kaxkaoro CLEHapUsi HMHUTALMA
umuTuposan 1000 mauueHToB ¢ UCHOJIb30BAHUEM HE3aBUCUMBIX MEPEMEHHBIX, MOJTY YEHHBIX
W3 UCXOJHOTO paclpencieHNs] 3HAUCHUH HEe3aBUCUMBIX IEPEMEHHBIX. TOYHOCTE MapaMeTPOB
JUTSL 3TUX UMHUTALKUH B pacueT He MPUHUMAIIH.

[Monyyanu BBIOOPKY MAMEHTOB W3 MOATPYNIBI HA MEPEXOIHOM BBeAcHHU. B
paszauyHOe BpeMsl ITOC/Ie Hauala BBEACHUS IIEPEXOIHON A03bI TUII MALEHTa NePEeKIIoUali Ha
tunn PCI (ot oTpaskeHWs] CHH)KEHHOW YYBCTBUTEIBHOCTH K KAHTPEIopy) U 03y
yBenuuuBamu 10 A03el npu PCIL. TlpoueHT WHIMBUAYYMOB, JOCTHIABIIMX JKETASMBbIH
pesyabtar PRU 208 win MeHee, 3aHoCHIM B Tabauiyy. J1sl MOJHOTBI TaKiKe€ MMUTHPOBAIH
oOparnelii nepeson (ot PCI k nmepexoaHoW) U pe3yIbTaThl 3aHOCHIH B TaOHLL.

Onucanue paparxoounamuyeckoti mooeau PRU

dapmakommHammueckass Moaens PRU  mpexacraemstia  co0od  CHTMOBHIHYIO
WHTAOUTOPHYIO MpPSIMOTO MAEHCTBHS C MOKA3aTeIsIMU, OMUCBHIBAIOIIUMH BapHabeTbHOCTh
MEXJIy WHAWBUIYYMamH, BKJIIOUEHHYIO B MapaMeTp ACUCTBHUSI JIEKAPCTBEHHOI'O CPEICTBA
(Emvaxe) ¥ MCXOTHBIN ypoBeHb. Hcmombp3oBanmm q00aBOYHYIO OCTATOUHYHO ommbOky. Mozens
BKJIIOUAJIA MENJECHHO MOBBIIAIIIUNACI UCXOJHBIA YPOBEHb y MNALMEHTOB C IMEPEXOIHBIM
BBeJIeHHEM (CBS3aHHBI CO CHUJKEHHWEM JeHCTBUSI MPEANIECTBYIONIEr0 JO3UPOBAHUS
KJIOMUIOTPENa) W MEIJIEHHO CHIDKAIOIIMICS HCXOAHBIM ypoBeHb y maruentoB ¢ PCI
(BcmeacTBre TPOMOOTHYECKHX CTHUMYJIOB CTeHTHpoBaHus/PCIl, MOCTENEHHO CHHMKAOIIMXCS
[ocjae NPOLEAYpPhl BMECTe C HAuaIoOM JAEHCTBHS JAPYroro MOCTIIPOLEIYpPHOTO JISUCHHSI).
Mogenpb Takke BKIOUAIa HE3aBUCUMYIO NMEPEMEHHYO ISl TUIA MAMEHTOB MO ASUCTBHEM
JIEKAPCTBEHHOIO CPEJACTBA W BJMSHMSI BO3pacTa M MOjJa HAa UCXOAHBIA ypoBeHb. Hipke
MPeACTaB/ICHBI Y PABHEHUS ISl KOHEYHOH (papmakomuHammueckoit moaenn PRU.

go3pacm

g ¥
PRU Ha ucxodHom yposHe = B+ (1 — non = 8y4) w{ ET ) * exp(ns)

Hedcme. = 85 = {1 — mun nauuesma = B, ) » exp(nd)
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y =g
ecnu{Mccnedosanue = T)cHuxenue = 8,5 uHaye 8y,

. ’ Neiicms. « Cp¥

[elicmesue nex.cp-sa = W
PRU = PRU na ucx. yposHe - [lelicmeaue fiex.cp-8a - CHUXeHUe " speMA({Yac)

IMapamerpsl onpeaensuia ¢ XOpOLeld TOYHOCTBIO 3a UCKJIIOUEHUEM BIMSHUS BO3pacTa

Ha I/ICXO,Z[HLIﬁ BPOBCHE. Bce Apyrue AJUarHoCTHYCCKHUE u MOAOCIBHBIC OLCHKH

CBUACTCILCTBOBAIM, YTO XapPaKTCPUCTHUKU MOACIHN SIBJISUIMCH ITPUCMIICMBIMHA. HapaMeT PBI

MOJIENH MPeIOCTABISHEI B Ta0uUIE 26.

Tabnuna 26: OueHkH mapaMerpoB HA OCHOBAHMH (hapMaKkOIMHAMHYECKOW MOJETH

PRU.

I'pynmosoe SE BapunalemLHOCTE MEKTY SE
Hapaverp (Emummms1) cpeaHee (CV%) HHIABHY YMAMH (CV%)
VIcXOaHBIH YPOBEHB 215 7 23,22 15
CHmxenne PCI (1/h) -3,15 13,7
CHikeHne NEPEXOTHOTO
(1/h) 0,838 73
Bauanue Bo3pacra 0,228 39,7
Bansane nona -0,162 25,3
JIeHCTBHE  JIEKAPCTBCHHOIO 148 6.2 19.21 317
CpeacTBa
Heiictene PCI Ha mammenTa -0,624 17
1Cso 0,0717 35,4 H.P. H.p.
Tamma 1,71 21 H.p. H.D.
JHobGasounas 0CTAaTOYHAA 62.6 27
omuOKa

H.p. — HC PaCCYHTBIBATIH.

B »TOoM ucHneITaHUA I/I,E[eHTI/Iq)I/IL[I/IpOBa.]'II/I HECKOJIBKO HE3aBUCHUMBIX TICPEMCHHBIX.
Habmoxanu Baustaue noia Ha ucxoauasie PRU, rae y skeHmmH Habmroaamm ucxoaasie PRU,
Ha 16% Oomnee BBICOKHE, UeM Yy MyKUMH. Taioke BBIIBIEHO, UTO TSl 3HAUEHHS MCXOJHBIX
PRU Baken Bo3pact. Biusiaue Bo3pacra npuseeHo B Tadnuie 27.

Tabnuna 27: Bnusiaue Bo3pacra Ha ucxoansie PRU.

Bospacr (J;1eT) Hcexopnsie PRU IIponeHT ISl CpPABHEHUA
30 215 100
40 230 107
50 242 112
60 252 117
70 261 121
80 269 125
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B BozpactHOM amanazone ot 30 mo 80 ner, oxuzaroT, uro ucxoaneie PRU Oyxyt
6onpme Ha 25%. CymectBoBajgo Oonbllee BIUSHHE THINA ManueHTa (T.€., MalUeHTa C
pesxxkumoM 15t PCI B mpoTHBONONOKHOCTS NALMEHTY € NEpex0JHbIM PEeXKUMOM) Ha JelcTBHe
JIEKAPCTBEHHOTO CPEACTBA, KOTOpPOe TMpeacTaBieHo Ha ¢urype 14, D10 BiausHHE
npeacrasisier coOoit Ha 62% cHmkeHHoe nedicteue y pexmma s PCI orHOCHTEnBHO
MIEPEXOJHOr0 PEeXUMA U AEMOHCTPHUPYET, IOYeMy MPOLEHThl UMUTHPYEMBIX MAIMEHTOB Ha
pexume mist PCI, mocruraromux moporoBoro orBera 208, HECKOTBKO HIKE, YeM
HabII0AaeMble Y TIALMEHTOB Ha MePEX0THOM PEKUME.

Pesynomamer umumayuu: Oyenxa 6eposimuocmy OOCMUNICEHUS JCETAEMO20 NOpoa
PRU

B tabmuiie 28 npenocrasieHa BEPOSITHOCTb TOrO, UTO MaIMeHThl Ha pexkume st PCI
U MEePEXOIHOM PeXHMME TOCTUTHYT JKenaeMoro noporosoro 3Hauenuss PRU 208 amst obmero
IIOKa3aHu 4.

Ta6auna 28: BeposTHoCTh JocTIKeHUs kemaemoro pesynstara PRU mo tumy

MAIHEHTOB — OOIIKE Pa3y.IbTaThL.

Hccnenosanne THI nanueHToB Hosa Bepoaraocts
1 PCI OomocHOe BBeACHHE 30 MKI/KT C 4 MKT/KT/MHH 0,827462
2 TTepexoanbiit 0,75 MKr/xr/MHH 0,961949

Kak MoxHO BHAeTh, HECMOTpsi Ha Oonee HHU3KYH 103y, HCIOIB3YEMYI IUIs
MAIMEHTOB HA NEPEXOIHOM PEKUM, BEPOSITHOCTh JOCTHKEHMS MOPOra y ITHX MAlHEHTOB
BBINIE, yeM y manueHtoB Ha pexume s PCI rak kak y manmenToB Ha pexume s PCI
cyniecTBy eT OoJiee BHICOKHI HEMEJIEHHBI TPOMOOTHUECKHN CTUMY L.

[MonobubM 06pa3om, BepositHOCTs mnoanep:kaHusi PRU Hmke mopora mocie
crparupuKaMM MANWEHTOB II0 Macce B JAuamna3oHe Macc B 0Oaze JaHHBIX He
MPOAEMOHCTpUpOBaIa OOImMX HampaeieHuil (tabmauma 29), 4TO MO3BONSIET IOJarark, 4YTO
KOHIIEHTpAIWs JIEKAPCTBEHHOTO CPEACTBA IPU HWCIOJB30BAHUM IIPEIIoiIaraeMoil 1036l
SIBJISIETCSI TOCTATOUHOM I1st oDecrieueHus HpI/I6.]'II/ISI/ITeJ'II>HO 80% Ha mopore WM HUXKE IS
nanueHtoB Ha pexume s PCI u Oonee 90% Ha mopore winm HWXKe Ui MALMEHTOB HA

NEPEXOTHOM PEKUME.




76

Taéauna 29: BepostHOCT JocTikeHus keinaemoro pesyisrara PRU mo tumy u
MaccCe MalruCHTOB.
Hccaeposanue Tum Hoza Juanason - mace BeposarHocts
TAIHCHTOB (k1)

1 PCI OomocHoe BBeAcHHe 30 MKI/KT 4 (50.80) 0.839885
MKT/KI/MHH

1 PCI OGomocHoe BBemeHHe 30 MKT/KT 4 (80.90) 0795222
MKT/KT/MHH

1 PCI OGomocHoe BBeAcHHE 30 MKI/KT 4 (90,100) 0.7975
MKT/KI/MHH

1 PCI OomocHoe BBeacHHE 30 MKI/KT 4 (100,120) 087275
MKT/KT/MHH

1 PCI OomocHoe BBeaeHme 30 MKT/KT 4 (120,160) 0.856
MKT/KT/MHH

2 Tlepexomupiii | 0,75 Mxr/kr/MuH (50,80) 0,95797

2 Tlepexomubiii | 0,75 Mxr/Kr/MuH (80,90) 0,98004

2 Tepexomusrii | 0,75 Mxr/kr/mMuH (90,100) 0,952081

2 Tlepexomupiii | 0,75 MKr/Kr/MuH (100,120) 0,957313

2 Tlepexomubiii | 0,75 Mxr/Kr/MuH (120,160) 0,9915

B]:Ipa.)KeHHOFO TPoHAA 3aBUCUMOCTH BEPOITHOCTU JOCTHKCHHS MALIMCHTAMU I1OPOra

oT Bo3pacra He Habmogamu (tabmuna 30).

Tabnuna 30: BeposiTHOCTL AocTHKeHMS skemaemoro pesyastara PRU mo tumy u

BO3pACTy MALIEHTOB.

Tun Bos3pacTtHn auanaszon

Hccnenosanue HAEHTOB Hosza (ner) BeposaTHocTh

1 PCI OomocHoe BBeaeHHE 30 MKI/KT ¢ 4 (30.50) 0.896722
MKTI/KT/MHH

1 PCI GomocHoe BBeaeHue 30 MKI/Kr ¢ 4 (50.60) 0.806719
MKT/KI/MHH

1 PCI OomocHoe BBeaeHHe 30 MKI/KT ¢ 4 (60.70) 0.836735
MKTI/KT/MHH

1 PCI O6omocHoe BBeacHHE 30 MKI/KT ¢ 4 (70.80) 0.778786
MKI/KT/MHH

1 PCI OomocHoe BBeaeHue 30 MKI/KT ¢ 4 (80,100) 0791333
MKTI/KI/MHH

2 TlepexoaHpii 0,75 MKT/KT/™MHH (30,50) 0,994444

2 Tlepexoanbnii 0,75 MKr/Kr/MuH (50,60) 0,98919

2 Tlepexoanblit 0,75 MKI/Kr/MUH (60,70) 0,984217

2 TlepexoaHpii 0,75 MKT/KT/™MHH (70,80) 0,93135

2 Tlepexoanbni 0,75 MKr/Kr/MuH (80,100) 0,869444

BI:Ipa)KeHHOFO TpoHAAa 3aBUCUMOCTH BEPOITHOCTH TOCTHIKCHUSI MATUCHTAMH IMOpora

OT 1oJ1a He HaOmoaanu (tadmmma 31).
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Ta6auna 31: BepostHOCTB JqocTikeHus xeinaemoro pesyisrara PRU mo tumy u

IIOJIYy MalkuEHTOB.

Hcecnenosanne | Tunm mamuentos | losza ITon BEPOATHOCTH
1 PCI 6omocHoe BeneHHe 30 MKI/KT ¢ 4 MKr/kr/MuH | Myskckoii | 0,866044
1 PCI 6omocHOe BBeacHHE 30 MKI/KT ¢ 4 MKr/kr/muH | Kenckmii | 0,754583
2 TTepexomusrit 0,75 MKr/Kr/MEH Myskckoit | 0,982444
2 TTepexomusrit 0,75 Mxr/kr/MuIH Kenckmit | 0,901222

OTH pe3yJabTaThl MONIEPKUBAIOT BLIOOp OoJiee BBICOKOH MO3BI TSl MALMEHTOB HA
pexume mis PCIIO, wem i DamueHToB HA MEPEXOTHOM PEXHUME W TO3BOJISIOT
MPEANOI0KUTE, UTO A03Y I/ Ha BO3PACT WU MOJ KOPPEKTUPOBATE HE HYKHO.

Pesynomamer umumayuu: Ilepesoo ¢ nepexoonoco pedicuma k pescumy 01a PCI

PesynbraTsl HMHTHPY EMOTO MEPEBOAA C MEPEXOaHbIX yemoBuit (0,75 MKI/KI/MHH) K
yeaoBusiMm PCI (4 MKr/kr/muH) ¢ BBeJeHHEM B/B OOJOCHOU yaapHOM m03el ais PCI (30
MKTI/KT) 1 03 HEro ISl 3TAJTOHHOTO MAIlMeHTa My KCKOT0 Toia MpeaocTaBieHsb! Ha Gurype 15
u Qurype 16, coorBercTBenHo. Kak MOXHO BUIETh C UCHOIB30BAHHEM OIEHKH BEPOSITHOCTU
JOCTHIKCHHSI TIOPOroBOIro OTBETA PRU, BO BCEX YCJIOBHMSIX BEPOSITHOCTE B OCHOBHOM HHKE IJIsI
naienta Ha pexume 1 PCI, uem mist mamueHta Ha mepexoaHoMm pexxume. [lomoOHbie
CIIEHAPUHN UMUTHPOBAIN Y STATOHHOTO MAIIMEHTA JKEHCKOTO MOJIa C BBEJCHUEM B/B OOTFOCHOM
no3bl 1 Oe3 Hero (durypa 17 u durypa 18, coorBercteeHHo). [TpeumymiecTBo q00aBIeHuUs
OOJIFOCHOM 103BI MPH MEPEBOAE ¢ MEPEXOAHOr0 peskuma Ha peskuMm ajast PCI B onpeaenenHoit
CTEIEHU OrPAHUYEHO, HO BEPOATHOCTb mnojaepxkanust 3HaueHuss PRU mHwmwxke 208 npu
PEKOMEHIOBAHHOM Y AapHOIT 103€ BhIlIe, ueM Oe3 Takoii B/B 60mrocHO# 10361 10 PCIL

Pesynomamer umumayuu: Ilepeeoo ¢ pescuma ons PCI na nepexoonulii pesicum

Pesynbrarel CcroxacTHUeCKMx HMHTanuii mepeBoga ¢ yciosuii PCI (OomtocHoe
BBeAeHue 30 MKr/kr ¢ 4 MKI/Kr/MHH) K mepexoaHbiM ycmoBusiM (0,75 MKI/Kr/MuH)
NPEIOCTABJACHBl IJI1 TE€X K€ BUPTYAIBHBIX MALMEHTOB MYKCKOTO M JKEHCKOro IoJia Ha
durype 19 u ¢urypa 20, COOTBETCTBEHHO. B 3THX HMMHUTALUSX, TALMEHTAM BBOIIIN
pexomengoBanHy0 it PCI no3y B TeueHwme 2 9acoB, 3aTeM HeMEIJIeHHO MEpPeBOAWIN Ha
PEKOMEHIOBAHHY IO MIEPEXOHY 0 103y Ha 8 uacoB. OOpasubl PRU Gpanu exxeuacno. OaHako
TaK KaK UMHUTALHAIO 3TUX BUPTY AJBHBIX TMAIMEHTOB MPOBOAMIH TSI OTPAKEHUS MAI[MEHTa HA
pexxume aist PCI (u kotopoMy, TakuM 00pa3oM, He BBOIWIH BBICOKYIO 03y KaHTpenopa 10

PCI), sddext cHmkeHus, HabMIOZaeMbIi Al UCCIEIOBAHHUS TMEPEXOIHOTO pEKUMa He
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Habmogamu. OgHako CmOCOOHOCTh MHIAMBHAYYMA OTBEYATh HA KAHTPETIOp IMOCIe Hadana
MEPEXOAHOr0 JO3UPOBAHUS H3MEHSIACH.

XoTst 3TH GUrypel MO3BOJSIIOT TPEINOIarark CyIIECTBEHHBIE PAa3THUMs MEXIy
MYXYUHAMH W KCHIIUHAMHU, OINPEACICHHASA BEPOSITHOCTE AOCTHKCHUSL PRU umxe nopora
208 6b1a cxomHoi. TakuMm 00pa3oM, 3TH (QUIYpPBI OTPAKAIOT BHYTPEHHIOK H3MEHUYHBOCTH
ananuza PRU Gosee, yem 1r00ble OTIHYHS XapaKTEPHOTO OTBETA HA JISUSHHUE.

PesynpTaTel CTOXACTHMUECKMX HMHTAIMH MO3BOJSIOT IIPeAroiarartb, 4YTO IpU
mepeBoae C NepexoaHbiX yciaoBuii Ha ycmoBusi PClI wim HAoOOpPOT HE CyIIECTBYET
HeoOXomMuMOCTH MOAM(UIMPOBATE O3y KaHrpemopa (HampuMep, TUTPOBAHUSI NO3BI) IO
CPaBHEHHIO C TOM, KOTOPYIO OOBIMHO MCHOJB3YIOT ISl ATHX MokazaHuil. [lammeHToB Ha
pexxkume s PCI, KOTOpBIX MepeBOIIT HA PEKHM JUISI XUPYPrUUecKoil omepanuu, MOXKHO
MEPEBOIUTD C 4 MKI KAHTPENIOpa/KI/MUH HEMOCpeACTBEHHO Ha 0,75 MKT KaHTrpeaopa/Kr/MHH.
INoasepraeMbIx Xupy pruueckoMy BMeENIaTelnbCTBY MAlUeHTOB, nepeBoaumbIx Ha PCI, MoxHO
MepeKIiouaTh  HemocpeacTBeHHO ¢ 0,75 MKr  KaHrpenopa/xkr/MuH Ha 4 MKr
KaHrpeaopa/Kr/MuH, ¢ 00I0CHOM 1030 KaHrpeaopa 30 MKI/Kr win Oe3 Hee.

sesksk

Takum oOpazom, wuMess NOAPOOHO ONKMCAHHBIE BaPUAHTHI OCYILECTBICHHUS
HACTOSILIEr0 HM300peTeHusi, ClIexyer IOHWMAarb, 4YTO H300pEeTeHHe, ONpeaeTeHHOe
NPUBEJSHHBIMH BbINIe a03amaMu He ClIeAyeT OrpAaHWYMBATh KOHKPETHBIMH YKAa3aHHBIMHA
HO,Z[pOGHOCTS[MI/I B TNPUBCIACHHOM BBIIIC OINHNCAHUHU, TaK KaK BO3MOXHO MHOXECTBO €ro

BApPUAHTOB 0e3 OTK/IOHEHHSI OT CYIIHOCTHU WU o0BeMa HaACTOsSIICTO I/1306peTeHI/I$I.
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POPMYJIA U3OBPETEHUA

1. Cnocob mepeBoja mamMeHTa C BBEISHMS KaHTPEIOpa HpPH YPECKOKHOU
kopoHapuoii anruoriactuke (PCI) Ha BBeneHHe THKarpenopa Ajs [UIMTEILHOTO JIEUEHHE,
BKJTIOUAIOIIHHN;

(1) mpoBeneHne BHYTPHUBEHHOro OOMIOCHOro BBeAeHHs 30 MKI KaHTPeIopa/Kr 10
nauana PCI;

(2) mpoBeaeHNe BHY TPUBEHHOTO HEMPEPLIBHOTO BIUBAHHS 4 MK KAHTPETOpa/Kr/MUH
mocJjie npoBeaeHust OOJIOCHOTO BBEICHUSI,

(3) mpomoukeHHE NPOBENSHUSI HENPEPHIBHOIO BIMBAHUSI B TeueHHe Oonee
JUTMTENIBHOTO cpoka u3 (a) mo MeHsiieii mepe aByx uacos wid (b) mmurensuocru PCI; u

(4) BBeneHuE MepOpPaATLHOU J03BI THKArpenopa (a) mpu nNpoBeIeHUH HENPEepPhIBHOTO
BnuBanust wiu (b) mocme mpekpaiieHuss TPOBEASHUS HEMPEPLIBHOTO BIUBAHHS, T€
nepopanbHas 1o3a coaep;kut 180 mr y1apHOU 1036l THKArpeaopa.

2. Cnoco0 mo 1. 1, mprueM manueHTy 10 BBEASHUS KAHTPeIopa BBOAST MEPOPATbHOE
JIieKapcTBeHHOe cpeacTo st P2Y 1, Oe3 ocnabieHust qeiiCTBUs KaHTPEnopa.

3. Cmoco6 mo m. 2, mpuyeM MepopaTbHOE JEKAPCTBEHHOE CPencTBo mist P2Y i,
BBIOpPAHO M3 TPy NI, COCTOSIIEH U3 KIOMUAOrPeNa, Ipacyrpena U TUKarpenopa.

4. Crmocod mo m. 1, mpuyeM KaHTPeaop COIAEPKUTCS B (hapMaleBTHUECKOU
KOMITO3UIMH, cofepkaiieii 200 MKr/MJ1 KaHTPenopa.

5. Cnoco® mo m. 4, mpuuem (apmareBTHUecKkass KOMIIO3HLHUS JOTOJTHUTEIBHO
coaepxut 0,9% XJa0pua HATPUS A1 UHBEKUUN Wik 5% JeKCTpOo3y ISl UHBEKLHH.

6. Criocob mo m. 1, mpuuemM OOMIOCHHOE BBEAEHHUSI IMPOBOIST B TEUEHHE IMEPHUOAA
MEHee OJTHONH MHUHYThI.

7. Ciocob no n. 1, mpuueM HenpeprIBHOE BIWBAHHE MPOJOKAIOT B TEUSHHE BCErO
CPOKa JUTUTEIbHOCTH MPUOIU3UTENBHO A0 YEThIPEX YacoB.

8. Cmoco® mo m. 1, mpuueM cnoco0 ITOMONHUTENBHO BKJIIOUAST BBEAEHHE MOCIE
yAapHOH J03bI OHON WM HECKOJIBKUX MEePOPATbHBIX 03 TUKarpeaopa.

9. Cnoco6 mo m. §, mpu4eM OJHA WM HECKOJBKO MOCIEAYIOMNX NepOpaIbHBIX 03
cozepxkar 90 Mr TUKarpeaopa.

10. Crmoco6 mo m. 1, mpuueM MPOBEIEHHE HEMPEPLIBHOIO BIHBAHHUS HAYHHAIOT
HEMOCPEACTBEHHO MOCTIe MPOBeIeHUsI OOMIOCHOTO BBEASHMSL

11. Cmoco6 mo m 1, mpuuem cmocod mepex WM BO BpeMsl IPOBEICHUS

HENPEPBLIBHOI'O BJIMBAHUS JOIMMOJHUTEIBHO BKIIOYACT BBEACHUC aClIMPHUHA.
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12. Cnoco® mepeBoja mManWeHTa C BBENCHHS KAaHTPENOpa IPU YPECKOKHOU
kopoHapHoii anruormiactuke (PCI) Ha BBeneHuWe THKarpeaopa s JUTHTEILHOTO JICUSHHS,
BKJTFOYARO IV

(1) npoBeneHue BHYTPUBEHHOr'O OOJIOCHOrO BBeAeHUst 30 MKI KaHTPEIopa/Kr 10
Hauana PCI,

(2) mnposeneHWe TOCIE NPOBEACHUS OONIOCHOTO BBEJCHHUS BHYTPHUBEHHOTO
HEMPEPLIBHOTO BJIMBAHUS 4 MKI/KI/MUH KaHTPEIOPa;

(3) mpomoynKeHHE MPOBEIESHUS] HENMPEPHIBHOIO BIMBAHHS KAHTPEIOpa B TEUSHUE
6oee IUTETFHOTO CPOKa u3 (a) Mo MeHbItel Mepe aByX yacos wnu (b) amurensuoctu PCI; u

(4) BBeIEHME MEPOPATBHON O3Bl THUKArpeiopa MpPH MPOBEASHWUH HEMPEPLIBHOTO
BJIMBAHUSI, PUUEM MepopaibHas 103a COACPKUT Y IaApHY 0 J03y THKarpeaopa 180 mr.

13. Cmoco6 mo m. 12, mpuuyeM DAUWEHTY OO BBEAEHHUS KAHTPETOpa BBOZIST
MEepOpaTBEHOE IEKAPCTBEHHOE cpeAcTBO A1s P2Y 1, 6e3 ocnabieHus AeiicTBUSI KaHT'penopa.

14. Crmoco6 mo m. 13, mpuuem mepopaapHOe JIEKApPCTBEHHOE CpeAcTBO Aast P2Y
BBEIOPAHO W3 TPy, COCTOSIIEN U3 KIOMUAOrpea, mpacyrpena U THKarpenopa.

15. Cmoco6 mo m. 12, mpuueM KaHTPENOp COAEPKUTCS B (hapMaleBTHUECKOM
KOMITO3UIMH, coaepxkaiieii 200 MKr KaHTpenopa/miL.

16. Croco6 mo m. 15, mpuuem (papmameBTHUECKAs] KOMITOZUIIUS TOTOTHUATEIBHO
comepxkut 0,9% XJI0pua HATPHUS AT UHBEKITHH Wi 5% OeKcTpo3y TSl HHBEKITHAH.

17. Criocod mo m. 12, mpuueM OONMIOCHHOE BBEAEHUS MPOBOMIT B TEUEHHE MEPHOIA
MEHEee OJHOU MUHYTHIL

18. Cnocob mo m. 12, mpudyeM HenmpepblBHOE BIMBAHHE NPOAOIIKAIOT B TEUSHHE
BCEr0 CPOKAa JIUTETLHOCTH MPUOTU3UTENBHO 10 4 1acoB.

19. Cnoco6 no m. 12, mpuueM crocod AOMOTHHUTENLHO BKJIIOYAET BBEICHHE TMOCTE
yIapHOH J03bI OJTHOM WJIN HECKOJIBKUX MEePOPATBHBIX 103 THUKArpenopa.

20. Cnoco6 mo 1. 19, mpruueM oaHa WA HECKOJIBKO MOCIEAYONMNX IEPOPATBHBIX 103
coaepxkar 90 Mr TUKarpeaopa.

21. Cmocob mo m. 19, mpuueM BBeneHHE OTHOUW HMIH HECKOJBKUX MOCIENYFOIIUX
MepOPATBHBIX 03 MPOJOIKAIOT MOCIE MPEKPAILleHHUs TPOBEACHUS HETIPEPHIBHOTO BIMBAHUSL.

22. Cnoco® mepeBoja mWaNHMEHTa C BBEASHHS KaHTPEIOpa MPH UYPECKOKHOM
kopoHapuoii anruormiacruke (PCI) Ha BBemeHHe THKarpeaopa AJs UIUTEILHOTO JIEUSHHSI,
BKJTIOUAIOIIHHN:

(1) mpoBeneHue BHYTPUBEHHOT'O OOJMIOCHOTO BBeAEeHUs 30 MKI KaHTPEIopa/Kr 10

Hauvana PCI,
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(2) mpoBeaeHHe BHY TPUBEHHOTO HEMPEPLIBHOTO BIUBAHHS 4 MK KAHTPEIOPa/Kr/MUH
1ocJjie NpoBeaeHust OOJIOCHOTO BBEICHUSI,

(3) mpomoKkeHHWE NPOBEASHHWSI HENPEpHIBHOTO BIMBAHUS B TeUeHHE Oosee
JUTMTENBHOTO Cpoka u3 (a) mo MeHbIieil mepe aByx uacos wiu (b) mmurensuocru PCI; u

(4) BBezeHHMe mepOPATBHOW JO3BI THKArpenopa Mocie MpeKpalleHHsl MPOBEISHUs
HENPEPBIBHOTO BJIMBAHMSL, MPUUYEM IMepopanbHast no3a coaep:kur 180 Mr ymapHOH X03bI
THKarpenopa.

23. Cmoco6 mo m. 22, mpuyeM NAUWEHTY 10 BBEACHHUS KaHTpPEIopa BBOZIST
MePOpaTBEHOE IEKAPCTBEHHOE cpeacTBo A1s P2Y 12 6e3 ocnabieHus AeiicTBUSI KaHTpenopa.

24, Cnocob mo m. 23, mpuueM mepopaabHOe JIEKAPCTBEHHOE CPeAcTBO Aast P2Y
BBIOPAHO W3 TPYIIIBI, COCTOSIIEH U3 KJIOMHIOTPena, Mpacyrpeia i THKarpeaopa.

25. Crnocob6 mo m. 22, mpuyeM KaHTPENop COAEPIKUTCS B (hapMaleBTHUECKOM
KOMIO3UIMH, coAepxkaiieii 200 MKr KaHTpenopa/mi1.

26. Cnoco® mo m. 25, mpuueMm (papMameBTHUECKas] KOMITOZHUIIUS TOTOHUATETBHO
coaepxkut 0,9% XJI0pUI HATPHUS AT UHBEKITHH WK 5% IeKcTpo3y TSl HHBEKITAHA.

27. Criocod 1o m. 22, mpuueM OOMIOCHHOE BBEAEHUS MPOBOIAT B TEUEHHE MEPHOIA
MEHEee OJHOU MUHYTHIL

28. Cnocob mo m. 22, mpudeM HeNmpepblBHOE BIMBAHKME NPOAOIDKAIOT B TEUSHHE
BCEro CPOKa JUTUTENBHOCTH MPUOIU3UTEIBHO 10 4 JacoB.

29. Cnoco6 mo m. 22, mpuueM crocod AOMOTHHUTENEHO BKIIOUYAET BBEICHHE TOCTE
yJapHOW 036l OJHOH MM HECKOIBKUX NepOpaATbHBIX 103 THKArpenopa.

30. Crioco® o m. 29, mpudeM 0JHA WK HECKOIBKO MOCIEAYIOIINX IePOPANBHBIX 103

conepsxar 90 Mr TUKarpenopa.
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dwur. 1

WHAKWBUAYYMbI, HyXRAalolWWecA B PCI
{co cTeHTOM Unu 6e3)
ncnodas STEMI
T

WMuauenayyme:

Pargomusauuna 1:1 Ha gBe rpynnbt NedYyeHus
[BoiiHoe cnenoe ¢ KoHTponeM nnaueto

L 4 ¥
WMcnonbayembie B UGCNeaoBaHnm Kanrpenop MnayeGo

BoncHoe BB8ASHUE U
BontocHoe BeegeHue (30 MKrikry n
eKapCcTBeHHEIe cpeacTBa BAUBAHIS (4 MKHKHMIH BNUBaHWE
(AnA coBnageHun)

h J l

YkaszaHHas npoueaypa UHauBnayymbl, Hyxpatowmecs s PCI
BrnveaHue WCNonk3yeMoro B UICCNed0BaHUK CpeacTBa: B TeYeHWe no
MeHbLISH Mepe 2 YacoB WK ANWTENBHOCTH NpoLeaYpsl, B
3AaBUCUMOCTW OT TOFO, MTO ANUTENEHEES

Cpaa3y nocne
v npoleaypbl

Kancynel nnauebo Kancynkl knonugorpena
{ANnA cOOTBETCTBKA) (600 mr)

Cpaay nocne

BRAWBaHWA
Kancynbl knonugorpena Kancynbt nnaueto
{600 Mr)

(ONa COOTBETCTEUA)

v v

HNeveHue nocne BNUBaHKA

Homepxusaiomaﬂ A03a acnipyiHa U Knonugorpena
B CODTBETCTBUW C MECTHON I'IpaI(TI/IKOﬁ

:

MNpoeepka 42 yacoB nocne paHOoMKU3aLMK
OCHOBHOWN ¥pUTepuil 3¢pPEKTUBHOCTU: COCTABHASA YACTOTa CMEPHOCTW U3-3a Nbor npuauHbl, Ml v IDR

LononHuTenbHblA KpUTepriA 3hheKTMBHOCTI. YACcTOTa MHAMBUAYANbHbLEX KOMIOHEHTOB, MHCYMNLT U BHE3aMNHoe 3aKphiThe cocyaa
Kputepun 6e30nacHOCTU: KPOBOTEYEHUE U NEPENUBAHME

* BesonacHocTk: AE/SAE
* CMepTb U3-3a Nboi npuurHet, Ml IDR Jyepes 30 cyTok

+ [ononHUTENbHLIA KpUTEpHH 3 EKTUBHOCTH. YACTOTa KOMNOHEHTOR Yepes 30 CyToK
+ CmMepb U3-3a Niboi NPUYKUHLI Yepes 6 MecaueBs (yeTaHoBneHHasn Jepes 1 rog) u 1 rog

DanbHekwne
WUCCNEegOBaHUA

SAMEHAIOWAA CTPAHNLIA
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Dur. 2

AWATPAMMA COOTBETCTBUA PALTFORM CHAMPION

BknioveHHble naumeHTsl ¢ SA/UA/NSTEMI ¢ nokazaHuamu ana PCI
(N=5364)

!

Pangomuszayma 1:1

OTo38anM cornacie Ha UCNonkb308aHMe AaHHbIX (N=2) __|

L 4 k2
ITT KAHTPENOP ITT KNOMWAOIPEN
(N=2693) (N=2669)
Bea PCI (N=7) —| | Bea PCI (=4}

He nenydanu ucnene3syemoe B HCCNeLcBaHUM nek. op-so (N=13)—] —He nonyyanu nenonsayemoe 8 MCCneqosaHu
nek. ¢p-so (N=10)

—GBea PCi/Bea ncnonbsyemora B MCCnenoeaHiin
nex. cp-pa (N=10)

Bes PCl/bea ncnoneayemsro B uccnefosaHun nex. cp-sa (N=173—

MITT KAHTPENOP
(N=2656)

PCI

MITT KNOMUOOrPEN
(N=2645)

PCI
f()roaaanu cornacue Ha NCNoMb3oBaHe AaHHeIX (N=4)

Mposepka Yepes 48 vacos
(N=2641)

OTo3Banu cornacue Ha Ucnonb3oBaHne AaHHbIx (N=2)

Mposepka Yepea 48 Yacos
(N=2654)

MoTtepsHo go nposepky (N=7) loTepsaHo Ao nposepkd (N=12)

Mposepka vepes 30 cyToK
(N=2647)

MpoBepka 4epes 30 cyToKk

(N=2629)

SAMEHAIOWAA CTPAHNLIA
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10.0%

®dwur. 3A

9.0% 4

8.0% -

7.0%

6.0%

5.0% -

Hons coGbiTuin

4.0%

3.0%

2.0% |

1.0%

0.0%
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p— [penapat cpaBHeHus

3HaveHue P =025

_'___'_'_,_,— Kadrpenop

Kanrpenop 2656
Mpenapar cpagHeHua 2645

2642
2617

;

10

2636
2608

15 20
CyTKU uccnenoBaHus
2631 2630
2603 2601

25

2628
2599

3 35
2504 569
7574 566
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0.7%

0.61%
0.6%_ l#
0.5% -

0.46%
< [Mpenapat cpaBHeHuA
= ....

5 0.4% | 3HaveHne P = 0,02 0.38%
© Kaurpenop
w 8
Z x
m 5 0.3% |
5 I
g
> 0.2% | 0.19% 3nayenue P = 0,65
@)
_|
E 0.1% -|
T
=
5
OvO%_ LM TS A AL SR T A r e U NN SN L N NN S M S (LR B A F S FARE AL SO N K SR VAN TR O SO I S S |
0 12 24 36 48 5 10 15 20 25 30 35
Yacol CyTkun uccnegosaHua
—— Kanrpenop 2656 2648 2646 2645 2644 2634 2624 2619 2617 2616 2582 569

= [Ipenapat cpaBHeHus 2645 2624 2618 2617 2614 2603 2589 2581 2579 2577 2551 559

oclv
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—— Kaurpenop
= [lpenapart cpaBHeHua 2645 2635 2629 2627 2623 2617 2604 2599 2596 2595 2586 1667

®dwur. 3C

1.2%

1.10% INpenapat cpasHeHUA

1.10% Kaurpenop
1.0%

0.8% 4

0.68%

0.6% -

[ons cobriTui

0.4%

3HaueHue P = 0,02 3Havenne P = 0,97

0.23%
0.2%

0 12 24 36 48 5 10 15 20 25 30 35
Hacel CyTKN vccnenoBaHnus

2656 2652 2651 2649 2648 2642 2634 2629 2627 2626 2614 1685

9¢/s
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n Cangrelor  Comparator OR [95%: (1) Pvalue

Bcero 5312 - T8 {685 1.624 [0.869, 3.034) 0.1285

Bospact <75 4460 u f1.8% {134 2442(1.011,5.899) 0.0473

Bospact 2 75 852 ] 215 215 0.967 (138, 2.46) 0.9438

M&Lﬁ:ﬁ;ﬁﬁ%f;"ﬁéﬁ;gﬁf oL 4976 4 1.0% 063  1671(0879,3177) 01174

eALIecTBYOLNE . £

uHcynbTITIA B MCTng Bonaatiii 318 « ] PG5 {1.6% (L.987 (0.061,15.925) 09929

My#UUHbI 3781 L] {1.5% (4% 1.394 (0153, 3.67) 0.5012

L HKeHLMHbI 1531 L 21% 1.7 1.885 (0.828, 4.292) 0.1311
<

g Macca < 60 kr 489 = 2.5% 20%  1.283(0.386,4261)  0.684

3 Macca z 60 kr 4873 S B S— {1854 0.504 1805 (0.863,3.774) 0.1169
E

):E Ucxoaubiit GFR < 50 565 B— 4% 0.4% £.585 (0.805,53.872)  0.0788

C_3| WexonHsin GFR = 50 4545 —— {1.8% (6% 1.286 (0,638, 2.592) 0.4814
3
>

TlMepunpoueaypanbHbld GP lib/llla 486 | 1.2% 1.2% 1.008 {0,202, 5.046) 0.9919

%3 nepunpoueaypansHoro GP lIb/lila 4820 -— 105 {1.5% 1.766 (0,893, 3495) 0.1023

MepunpoueaypanbHbid renapus 3941 i {195 0.5% 1.209 (0.78,3.741) 0.1802

Bes nepunpoueaypaneHoro renapuHa 1370 l 1.3% 0.9% 1476 (0,522, 4.168) 0.4626

MepuvnpouenypanbHbiit Gusanupyaud 1117 - 1.2% 0.7% 1.744:(0:508, 5.99) 0.3772

Bes nepunpoueaypanbHoro GusanupyanHa 4194 —— .95 0.6% 1.583 {0.766,3.268) 0.2148

01 1 10
Kanrpenop [penapaTt cpasHeHus
nyywe nyquwe

92/9
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Wnpusupyymsbi MauumenTthl, Hyxaawwmecs 8 PCI

dur. 5

(co crenToM unu H6e3)

Pangomuzayus 1:1 Ha2 OCHOBHbBIE MPYNILENEYEHVA
Leoiitoe cnenoe, gsoitHoe nnaueto

!

v v

Kaneynst
nnayeto
(015 COOTBETCTBUSA)

BontocHas ukbekuwa (30 mir/kr) Kancynsi BonocHas MHbeKUMA
+ 1 BNvBaHWe (4 MKr/kr/MuH) Krienuaerpena + |u nHdpyaus nnayebo
Kaurpenopa (800 mar) (A1 CODTBETCTBKA)

Ykaszannas npouenypa

v v

Mupusinayymel, kotopeiv Tpebyetca PCI
BrieaHue UCTIoNb3yemoro B UCCNIefoBaHuu cpeacTea:
B Te4eHVe No MeHbLIE Mepe 2 4acos Ui ANUTENsHOCTH NpoLenyps,
B 3@BUCKMOCTI OT TOTO YTO ANUTenkHes

4 l

Kancynbi Kancynet
knonugorpena nnaueto
(600 mr) {Ona cooTBETCTBUA)

v v

[Noapepxanne xnonuporpena
(no pellexHnio Bpaya)

I

KoHeuHbie KpuTEpuy

Mpoeepka

Yepes 48 yacos nocne paHaoMusaLmy -
QcHosHONM KpuTepuid 3 erTMBHOCTI: COCTaBHAas YacToTa cMepTi n3-3a mobol npuduHel, MI n IDR
LononHuTenkHblA KpUTEPUA 3(MEKTUBHOCTU: HACTOTa MHAVBIAYANBHLIX KOMIIOHEHTOB MHCYbT 1 BHE3aNHOEe 3aKpbiTME COCYA08
Kputepun Be3onacHOCTY: KPOBOTEHEHINE U NEpenvBaHie
BesonacHocTb: AE/SAE

Cmepth 13-3a rmoboit npudmtbl, Ml u IDR
CmepTh ua-3a rmoboi NpuunHblL Yepes 6 MecAUes (yeTadoBneHHas Yyepes-1.rog) u 1 rog
LononHuTensHbii KpuTepulit 3chhekTUBHOCTI: YacToTa UHANBUAYANBHLIX KOMNOHEHTOR
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dur. 6A

CrabunbHas creHokapaus

HectabuneHas creHokapaus/
NSTEMI

STEMI

0.1

Kaurpenop
nyJwe

Knonungorpen
nyJiie

10

0.864 (0.559, 1.336)

1.086 (0.901, 1.308)

1.064 (0.54, 2.092)
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VIMUHVYd1D BVYITIOIBKHINVYE

dnabet B uctopun GonesHu
Ha

Het

MpepaHgomMuzaums knonuaorpena
Ha
Het

MonoxuTensHbie Mapkepsl
Ha UCXOAHOM YpPOBHE*

la

Het

BusanupyauH npu npouenype
[a

Hert

MepunpouepypansHsiin GP lib/lila

Ha
Het

0.1

dur. 6B

.

+ |

—B—

KaHrpernop

==
1

Knonupgorpen

nyJie

* Wepapxus goctynHeix gadbix: Tn 1/T, CK-MB, CK

10

1.032 (0.838,1.271)
1.080 (0.799, 1.458)

1.107 (0.896, 1.369)
0.944 (0.706, 1.262)

0.909 (0.684, 1.207)
1.181(0.945, 1.475)

0.961 (0.777,1.189)
1.233(0.923, 1.647)

1.052 (0.857,1.293)
1.048 (0.769, 1.428)
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VIMUHVYd1D BVYITIOIBKHINVYE

dwur.7

Cxema ncneposaHnga CHAMPION PHOENIX

# PangomusnposaHHoe, ABOWHOE crenoe, ¢ ABoNHLIM nnauebo, npenMyLecTso

+  OcHoBHoON KpuTepuin acbdektusHocTu: CmepTu/MI/IDR/ST yepes 48 yacos

y
i
;

1
:
:
%

% OR % Mnaue60o® opanbHo (H&%ﬂOCpEL&CTBéiHHO nepen PCl unu cpasy nocne,

TI0 PELUEHUIO BpaYa

- |
H%%/%M%’% %/’

i %,%%%/%%//%% ggg r!l\;df f?égiganbt-lo

% [Mnaue6o opansHo

% OR %Knnnwnorpen:% (600 mr vrun 300 mr Oé)aanO, o peLlueHuo Bpaya)

i 1 o1 2 1o 4 yacos

1Pangcmwaauwm npoeoannA Nocne nogTeep¥asHuA uenecoobpasdocti PCI nocpencTeom adruorpadiny unu guarsoza STEMI
Mocne pangoMu3aLmi Kak MOXHO BeIcTpee ABOMHLIM CrienbiM cnocoboM BBOANNU UCTIONB3YEMOE B UCCMEAOBAHNUY NEK. CP-BO

2Whcpyamo VCNONE3YEMOro B MCNeAoBaHy Nex. cp-Ba (KaHrpenop unu cooTeeTcTeyollee nnauebo) npopormkany 2-4 yaca no pellieHnio neyailyerc spava. B xonue snvsanua

nauueHTam BBOAWNY Hary30uRyio O3y KNONUAorpena wnu cosnaaaiLlero nnauebo n nposoguny TpaHcyswio 4N NOAASPXAHUSA TEPANUM KNonuAorpenom
3Harpy3souHyio 403y KNONWAOrpena (Mnu COOTBETCTBYIOLLEro nnaueb0) BBOAVNN KaK yKaaaHo uccregosatenem. [pi paHoMU3aLiy NaLMeHTos
MCNEaoBaTenNs yKaspiBan Harpyaodunyio gosy 600 mrunw 300 mr

IDR = o@ycnoeneHHas Wilemuell pesackynsapusauus; Ml = undapkt muokapga; MITT = MognduvpoBaHHas rpynna HavyaeLuux nony4ars neveHue;
NSTE-ACS = ocTpbii KOpOHAPHLIA cuHApoM Bes noabemMa cermenTa ST, PCl = upeckokHas KopoHapHaa aHrMonnactuka; SA = ctabunsHas cTeHoKkapaus;
ST = Tpombos cTedTa; STEMI = Ml ¢ noabemom ST.

9¢/0L
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dur. 8

BrnioueHHbie naumenTsl co cTaburbHoi creHokapanei/NSTE-ACS/STEMI ¢ nokazanunamu ansi PCl
(N=11 145)

|

Panpgomusaiius 1:1

i . w

ITT KAHTPESIOP ITT KNOMWAOMPEN
(N=6681) (N=5564)

|- Bea PCI (N=63)

| He fionyuanu venonssyemoe B Mccnenosanim
niex..op-8o (N=37)

—= Bea PCIBS3 NCNONb3YEMOro B VCCnenoBanim
nek. cp-pa (N=04)

Bes PCI(N=31) —
He nonydanu ucnorbayemoe B MCCNefoBaHi nex: op-ao (N=62)—]

Bes PCI/Bes WcrnoHbayeMors B nccrienosarmi nek. cp-sa (N=109) —1

MITT KAHIPENCP MITT KNOMMAOrPEN
(N=6472) (N=6470)
Pt BCt

TMoTepsHo no nposepkid (N=2) OTosaany:cofnacie (N=1)

MNposepka Yepes 48 vacos
(N=5470)

Mposapka vepes 48 Hacos
(N=5469)

“ToTepaHo 5o nposepku (N=g)

Mlorepao a0 nposspr# (N=8) Orossanu cornacue (N=3)

Mposepka yepes 30 CyTOK
(N=5462)

MNposepxa yepes 30 oyToK
(M=545T)

SAMEHAOWASA CTPAHMLA
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VIMUHVYd1D BVYITIOIBKHINVYE

3HaueHue P gna
Moarpynna Egi;.oemog KaHrpenop Knonugorpen OTHolweHue waHcoe (95% Cl) B3aV|M0,ue|7|c$Bms|
Kon-Bo cobbiTnit/oblee kon-so (%)

Bcero 10,935 257]5470 {47y 32275969 (3.9) —l—i .73 067 -0.93)

Bospact ! 0.5%
<75 net AL 551021 5.4y THRET [P 4 —a— 0.71 [0.50-1.0F)
>/="75 net EEENN 202/444% [4.5) 24974482 [5.6) - 081 {0.67-0.38)

Mon ! 023
My>XumHbl FEED 18373913 (4.7 21973978 (5.5) —=-L D% [0e5-1.03)

KeHWwwHbl 3030 7471557 (4.8) 10371493 [6.3) —a—| 067 [0.50-0.92)

Paca ! .72

EBponeoungpi 14, 745 FA3/5130 (477 3005119 (3.4 ! BED {067 -0.585)
BEO 147337 {42} 207343 {5.8) ——— 0.70 [0.35-1.41)

PervioH ! 026
CLIA 4057 332048 (4.5 13172043 jb4) —— Q.70 [B.53-0.92)

Opyrvie cTpaHbl £R47 1643422 (4.8} 19573420 {536) —- 085 [0A9-1.08)

[narHos npu nocTynneHnm ! 0.58
CrabunbHas cTeHoKapams &138 1B1/3120 {3.8) 2223018 [74) —-—! .78 [0.63-0.95)

NSTE-ACS 2E10 497138% (3.5 G271421 (4.4) —— D80 [B.35-1.17)
STEMI 15591 3761 [2.8) B ICI0 (3T —a 0.75 [B46-1.35)

Macca ! 0.B9
>/= 60 Kr 10,358 23975155 (4.6 30275201 {3.8) - 0.79 [0.66~0.34)
<60 Kkr 583 187315 {5.7) Z0f26E 7.5} —_—e— 0.75 0351 .45)

CocTosiHne buoMapkepos ! .35
OTpuuaTtenbHoe 3980 €3/1346 (3.3 7371034 {3.6) —a— 050 (0.64-1.27)
MonoxuTenbHoe E550 1343519 [3.5) 24973431 [7.3) —-—! 0.75 [0.61-0.51)

Avaber ! 0.6
Het TEIO IBI/3943 (4.6) 24073927 {B.1) —— | 0.74 [0.61-~0.50]

Ja 3054 7E/15159 {45} 8271535 [5.3) —a— 097 (0.67-1.27)

WHcynuH-3aBMCcMbIN fuabet ! 082
fa 63 237459 (3.0) 7404 (6.7} —a— 0.7 [042-1.31)

Het 14,061 23375003 4.7y 235) 5053 [5.8) —-—| 0.79 [0.68~0.34)

MpegwecTByOWMN NHPAPKT MUOKapaa | 0.30
Ja 2367 S2/1082 (4.8}  BLIIVS (6.9 —a—! 068 [0.47-0.597)

Het BEG2 20374347 (47 23574255 [5.5) —a 0.2 [0.69-1.02)

Mpegwectsytowme TIA unu nHcynbt ' 057
Ja 515 147271 3.3} 16/244 65} " 078 [0.37-1.63)

HeT 10,389 2435182 4.7y 3055307 [5.5) ! .79 (B 6E-0.94)
o T T I T T T T 7113
R 02 1. 50

ey
-

KaHrpenop nyuuwe

-
-

Knonmp,orpen nyduwe

S1444"



OUr. 10 (MPOAONMKEHWE)

3Hauenue P mma

VIMUHVYd1D BVYITIOIBKHINVYE

Hoz[rpyrma ]r?gljc[;IgHTOB KaHrpeJIop KJ‘IOHI/IZ[OI"II)GJ‘I OTHOIIEHHE IIAHCOB (95% Cl) B3aHMOJACHCTBHA
Kon-Bo cobprtuii/obniee xo1-Bo (%o)
PAO B uctopun 3abonesaHus | O 0%
fa 832 Hj447 [4.3) 447385 {11.4) —_— i 0.36 [0.21-0.53)
Her 291 23F/4958 (47 A7RJRC3L [3.5) —- 086 [0.72-1.03)
CHF B nctopuu 3abonesaHus ] 0,74
fa 1138 297553 (3.3} 41/584 7.0} —I—;— 0.73 [0.45-1.200
Het Q77 2IBA50E (4.6 ITI/4ETL (5.7) —-—! 0.0 (067 -0.95)
[No3sa knonugorpena ! 067
300 mr 2E0E BL/1405 (5.8 95/1401 [6.4) —a— 84 [Ded-1.14)
600 mr 133 17674065 (4.37 2274068 [5.6) —I—: Q.77 (063094
MNMepunpoueaypanbHbI aHTUKOATYNAHT 1 0.51
Tonbko 6usanupyanH 2059 4571014 (4.7} FOIL045 (6.7) —I—E- 065 [047-1.01)
TonbKo renapuH F56% IB3/3R00 (4.8} 224/3766 (3.9) ——! 080 [0.65—0L98)
Joctyn B apTepuio ! 2R3
BeapeHHas Bo4 19374053 (4.8) 23974011 (10 ——! 0.79 [0.65-0.96)
Nyuesas 2R53 £2/1402 4.4y Bijla44 37 —a—L .76 [0.34-1.06)
Konuuecteo cocygos ! G351
1 914 19074543 (4.0, 239/4603 [3.2) —-— L8 [0.66-0.97)
>2 1695 17873 {8.9) FURIT 157 —a— 0.70 [0.45-0.99)
Tun cTeHTa : .79
BbICBOGOXAAIOWMI NeK. CP-BO e080  146/3061 (4.8) 17773019 (5.9) —a—l 0.80 [0.64-1.01)
M3 YMCTOro MeTanna 4855 11172405 (48] 14572450 [3.9) —a— 0LFF [060-0.95)
No3za acnupuHa ! .49
</=100 mr 5387 4172709 (5.2 1V3E67E [B.5) —a— 0,80 [0.63-1.00)
> 100 mr 4205 JIIEORZ 37y 11172137 [3.3) —a—| 070 [0.533-0.94)
XpoHoMorMa Harpy3ouHo fo3bl KNonuaorpena ! a.55
Mepeg PCI &502 16673460 (4.8 205/3442 [ —a— .80 [0.54-0.98)
Mocne PCI 357s Bef1980 (4.3 10E/19%96 (3.4) —a—L 0,79 (0,539~ 1.08)
LnnTenbHOCTb BAVBAHUA UCMONb3YEMOro B UCCIeA0BaHMNN NeK. Cp-Ba ! 031
</= 120 MuH 3397 I45/2818 5.1y 1eg/Z779 (BN —a .85 [0.68-1.07)
> 120 MUH 5331 11272647 (427 158/26E84 [5.8) : | e |_|.T : : éZl;.,?E I[{.%?él—il}:}?jl
o0 il 1.0 50
KaHrpeop JIyHme Knonuzorpen syume
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Our. 11

rPYMNA
Bcero

Bospact >/=75
Bospact <75

My>KunHbl

KeHwWwmnHbI

Paca: esponeonabl
Paca: HeeBponeounabl

ClIA
[Opyrve cTpaHbl

CrabunbHas cTeHOKapgus
NSTE-ACS
STEMI

Bec >/= 60
Bec , 60

MonoxwuTenbHble No 6roMapKkepam
OTpuuatenbHble Mo 6riomMapkepam

Lvabet: Het
Ounabet: [la

WHcynnHo3aBUcUMbIN grnabeT; Ja

Obuwee Kon-so
nauveHToB

e

i
4124

8173
2813

T8

WHcynnHosaBucmbli guabet: Het

Mpegwecteyrowmnin MI
OtcyTcTBre NpepwecTsytowero MI

Kanrpenop myumre

Knonugorpen mywme
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b e Lk
e
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12720820083
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OUI. 11 (npoagonxeHune)

TPYMMNA

OO0mee Ko1-BO
MMAUCHTOB

Mpepwectsytowme TIA/ nHcynbT
OtcyTcTBre npeawecteytownx TIA/mHcynbTa

PAD B ucropun 6onesHn
OtcyTcTBre PAD B nctopuu 6onesHu

CHF B uctopuun 6onesHu

1

837
10102

Otcytcreue CHF B uctopuu 6onesHu

Knonugorpen 300 mr
Knonugorpen 600 mr

- 2078

Tonbko 6buBanupyavH
TonbKo renapuH

BeapeHHas apTepus

ey

» 2850

Nyuesas apTepus

Kon-Bo cocypos - 1

I N So— g4g
= 8s

Kon-Bo cocypos >/=2

BbicBo6OXKZalOW N NeK, Cp-Ba CTEHT
CTeHT 13 UMCcToro MeTanna

AcnnpuH </= 100 mr
AcnivpuH > 100 mr

BeefeHve knonugorpenom go Havana PCI
BeegeHuve knonvgorpenom nocne Havana PCI

JnuTenbHOCTb BMBaHWA UCMOMb3yeMOro B MCC/iefoBaHUN
nek. cp-ga </= 120 MuH

JnuTenbHOCTb BAMBaHWA NCMOMb3yeMOro B MCC/ieloBaHUN
nek. cp-ga > 120 MvH

= 4978

- 5415

) sz

- e

= ik

Kanrpenop

2275(0.7)

Eddniny

&IEETILT
il i

ie4 s

5 W21 {05)
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1) 50

.

Kanrpenop myure

Knomunorpen myye
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1588103
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A2 04
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SEITAY
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& 190703

12BN 4)
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OR [95% Cl]

$72i08 353
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L., 10

179008, 337
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gstine 28
1E3 (001, 388

188 {000, 311
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181 (084, 2.40)
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et LTA S MekM AJI®, Tukarpenop yepes 0,5 waca afy= LTA 20 MM -AJID, turarpenop uepes 0.5 yaca

dur. 13

JHBAHHUE KaHIpelopa

100+ -400

907 350

80-

60 PRU240 250
| _PRU208

CIIOCOOHOCTH WU

50 200

VerifyNow PRU

40 1150
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% peakIMOHHO
CTeTleHb HHTHOMPOBAHKS TPOMOOTIUTOR

20-
| 50

10-

Bpewms (uac)

5.... PRU, Turarpenop uepes (0,5 uaca
—#— LTA 5 MxM AJID, tuxarpenop uepes 1,25 waca -~ LTA 20 MM AJID, Tukarpenop uepes 1,25 waca .. - PRU, THKarpenop wepes 1.25 uaca

9c/6l
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