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COTTACOBAHO

HHCTPYKIUSA

110 MEJIMITUHCKOMY IIPUMEHEHU IO JICKapCTBEHHOTI'O IIpernapara

YOOUEHT®
Perucrpannonnsiii nomep: JII-000675
Toprosoe nanmenosanne: ddpduent”
Mezaynaponoe nenaTeHTOBAHHOE HAUMEHOBAHME: PACYTPE.T
JlexaperBennas dopma: TabaeTKH, NOKPBLITHIE IIEHOYHOH 060/104K0i
Cocras:

Jlo3upoBka 5 Mr: ka1as TabieTka, HOKpHITAas INICHOYHO# 060J109KOi, COJICPIKHUT:

deticmeyloujee 6euyecmeo: Tpacyrpena THAPOXIOPHA 5,49 wr, COOTBETCTBYET IIpacyrpeiy
(ocHoBanu0) 5,00 Mmr;

écnomozamenvhuvie 6eujecmea: MaHHuTON 50,36 Mr, runpomeriosa 3,775 Mr, KpockapMeriosa
Harpus 8,00 Mr, MHKpOKpHCTaIIMYecKas 1eJIT0103a 56,25 MI, Maruus creapar 1,13 mr;
obonoura: onanpait I kEnTeiii (1akTo3er Monoruapar 2,71 mr, runpomeruiosa 1,75 mr, Turana
auokeun 0,98 mr, tpuanernn 0,50 Mr, KpacHTeIb Kelie3a OKCHT KENTHIH 0.3 1 Mr) 6,25 MT, TaJIbK
710 0,001 mr.

JosupoBka 10 mr: kaxaas TabneTka, IIOKPBITas! TNICHOYHOH 000IOUKOH, COJIePXKHUT:

Oeticmeyloujee 6ewjecmeo. Tpacyrpena ruapoxaopun 10,98 wr, COOTBETCTBYET Ipacyrpeiy
(ocnosanmio) 10,00 mr;

écnomocamenohbie 6eujecmea: MaHHuToN 67,21 mr, runpomennosa 5,285 Mr, kpockapMmeIuiosa
Hatpus 11,00 Mr, MukpokpucTamyeckas nesnonosa 78,75 MTI, Mmaruus creapar 1,58 mr;
obonoyka: onaapaii Il GexeBblii (1akto361 Monoruapar 2,10 wmr, runpomesuiosa 3,85 Mr, Tutana
anokena 1,58 mr, tpuanetun 0,70 mr, KpacHTesb jKeje3a OKCHJI JKEThIIl 0,46 mr, xpacuteis
Kese3a okeua kpacuelii 0,06 mr) 8,75 mr, tansk 10 0,001 mr.

Onucanne

5 M [pojoiroBathie TabIeTKH, IOKPHITHIE IJICHOYHOH OOOIOYKOH JKENTOro IBETa, C
rpaBUpOBKO# «4760» na oanol cropone u «5 MGy Ha Apyroii.

10 mr: mpononrosarbie TaGneTKH, NOKPBITHIE TICHOYHOH O0GOJIOYKOH OEKEBOrO IBETA, C

rpaBUPOBKOH «4759» na o1Ho# cropone u «10 MG» Ha pyroii.

®apmakoTepaneBTHYECKAs IPynna
AHTHArperaHTHOE Cpe/ICTBO

Koa ATX: BO1AC22




PDapMaKoJI0rHYecKHe CBOMCTBA

Dapmaxkoounamuxa

Mexanusm oeiicmeus

AHTHarperaHTHOE CpPeJICTBO MPACyrpes SBISETCS aHTArOHHCTOM penenropoB kiacca P2Y12 k
aieHosuH-mpochary (AJ1P) u MHrHOHPYeT AKTHBALHMIO H arPeralHio TPOMOOLIHTOB. [Tockonbky
TPOMOOLIMTEI Y4aCTBYIOT B Pa3BHTHH aTe€pPOCKIEPOTHYECKHX OCIOKHEHHIA, HHTHOUpOBaHHE HX
(yHKUMH C1IOCOOCTBYET YMEHBIICHHIO YaCTOTHI CEPACTHO-COCYIUCTBIX OCI0KHEHHI (TakMX Kak
CMEPTH OT CEP/IEYHO-COCYIUCTOM NPUYHHBI, HHPAPKT MHOKAp/1a MJIH HHCYJIBT).

Y 89% 310poBBIX 100POBOJIBIIEB H MAIMEHTOB C aTepPOCKIICPOTHYECKUM NOPAKEHUEM apTepHii
uepes 1 gac nocse mpuema 60 Mr Harpy304HOM 10361 Ipacyrpesia A0CTUrAaeTCs He MeHee deM 50%
MHIHOMpoBaHWe arperaiuu  TpoMGonmtoB. Ilocne 3-5 jmeit IpHeMa rpacyrpeia B
nojuiepxuBatonier 103e 10 Mr B cyTkH (mocjie mpeimecTByIOmero npueMa Harpy304Hoil 10361
JICKQpCTBCHHOIO  IIpernapara), TO €CcTh B CPEJHEM PABHOBECHOM COCTOSHHH, I10/aBJICHHE
arperaiu TpoMOOIUTOB cocTaBlisgeT 0Kosio 70%.

Arperaius TpOMOOLMTOB MOCjie OKOHYAHHUS TEPAITMU IPACYTPEIIOM MOCTENEHHO BO3BpAIIACTCs K
0a30BBIM 3HaUEHUAM: B TedyeHue 7-9 ameif 1mocie 0AHOKPATHOrO IpUeMa Harpy304HoO# J103bl
npacyrpena 60 Mr 1 B Teuenue 5 JiHeil mocsie NpeKpamieHus pueMa MoUIepKHBAIONIEH 10351 B

PaBHOBECHOM COCTOSIHUH.

Hannvie o nepexooe ¢ 00nozo npenapama na opyeoii

I1pu nepesoze Ha npacyrpen nocie jeyeHus KJIOMHAOIPEIOM B CYTOUYHOM J103¢ 75 M B TeUeHHe
10 aneit nabmoaaercs cxoaHoe M GoJiee BHICOKOE MHIHOMpOBaHHeE arperaiuu TpoMoonnToB. B
MCCIICI0BAHHUH Y MTALMEHTOB € OCTPBIM KOPOHAPHBIM cHHAPOoMOM (OKC), KOTOPHIM BBINOIHSIOCH
UPECKOXkHOE KopoHapHoe BMemarenbeTBo (YKB), nepeson ¢ HawanbHON Harpy304HOi 1036l
600 Mr knonuaorpena wiM Iuane6o, NPHHEMAEMbIX nepea Koponaporpadueit, na 60 wmr
HArpy304HOH J103bl mpacyrpena, npunumaeMoro Bo Bpems UKB, mpuBomut CXO/IHOMY

MOBBIICHHIO HHTMOMPOBAHHUS arperaiui TpPOMOOIIMTOB B TeueHHe 72 4acos.

Dppexmusrnocmo u Gezonacnocme

B knmumyeckom ncenenopanmu ¢ yyactuem nanuentos ¢ OKC ¢ puckom pa3sBUTHS HeCTaOUIIbHOM
crenokapuu (HC)/ uadapkra muokapaa Ge3 noavema cermenta ST (MM BIT ST) u nanuenton
¢ nHpapKTOM MHOKap/a ¢ noxbema cermenta ST (MM CII ST). kotopeiM nipoBounocs YKB,
CPAaBHHUBAJIMCH 1IpACyrpesl W KIONUAOIPENl, NMPUHUMAEMblE € aleTHICATUITHIOBON KHUCIOTOM

(ACK) n apyrumu JiekapcTBEHHBIMH TIpenapaTaMH, COrIacHo CTaH/lapTaMm JICUYCHHSI.




I1pu stom, nmanmentsl, npunuMaromme npacyrpen (60 Mr Harpy3odHas j103a, ¢ IOCTETYIOMIeH
CYTOUHO# 10301 10 Mr) rim kinonmtorpen (300 Mr Harpy3ouHasi /103a, ¢ MOCTIEIYIOIEl CyTOYHOM
710301 75 M), IPOXO/IMIIM JIeYeHHe B cpeiHeM 14,5 MecsueB ¢ MOCIeaYIOMIM HabIOIeHHEM
MHUHUMYM B TeyeHne 6 mecsiues. [launents moxygams ACK (ot 75 10 325 Mr pas B cyTKH).
Kpurepunit sppexrusrocTs - Bpems /10 nepsoro ciyuas nedaransHoro nudapkra, HedaTaapbHOTO
HHCYJIbTA WIIK CMEPTH OT CEPAEYHO-COCYAUCTON MIPUUHHBI.

AHalM3 KOMOMHHMPOBAHHOH KOHEYHOH TOYKHM BO Beelf momymsmud mnanuentos ¢ OKC
(o6betuuennas nonyssiust ¢ HC/UM BIT ST u UM CIT ST) ocHoBbIBacs Ha JIEMOHCTpPALIHH
CTaTHCTHUYECKOrO MPEBOCXOJCTBA TIpacyrpelia B CPaBHEHMH C KIONMHIOIPEJIOM B TpyIIIe
namuentos ¢ HC/UM BIT ST (p <0,05). Ddduent” nokassisaer Gosee BHICOKYIO y}pdexTuBHOCTH
10 CpaBHEHHIO C KIOMHMJIOIPEIIOM B CHHXKEHHM YaCTOThl HACTYIUIEHHs II€PBHYHOI
KOMOMHHPOBaHHOH KOHEYHOH TOYKH TaK )K€, KaK M YaCTOThl BTOPHYHBIX KOHEUHBIX TOUEK,
BKJIIOYas TpoMO03 crenta. [IpenmymectBo npacyrperia HabJIHO1aeTes B TeUEHHE NIEPBBIX 3 Heil
H COXpaHseTCs 10 KOHIA HccienoBanus. [IpeBocxonsmas >(GekTHBHOCTL COMpOBOXKIACTCS
YBEJIMYEHUEM YACTOThI «DONBIIMX» KpoBOTeueHHH (cM. pazaensl «C OCTOPOKHOCTBIO» M
«ITobounoe neitcTBHe»). DPPeKTUBHOCTE Mpacyrpesia He 3aBUCHT OT BO3pacTa, I0Jia, Macchl
TeJa, TeorpapuuecKOro peruona, CoNyTCTBYIONIEH Tepanuu, BKIOYas rernapuH, OMBaTUPYIMH,
BHYTpuBeHHbIe HHrHOUTOPHI GPIIb/IIIa, runommnuaeMuyeckue npenaparsr, Oera-OrmokaTopsl U
MHTHOMTOPBI aHTHOTEeH3HHIpeBpaiaomero pepmenta (AITD), nosupoBkun ACK (ot 75 1o
325 Mr pa3 B CyTKH).

[IpenmyIecTBa NPOSBISIOTCS B OCHOBHOM B 3HAYHTEIBHOM CHHKEHHH YAaCTOTHI HedaraabHOro
HH(apKTa MHOKapJa. Y MAlHEHTOB ¢ AMAGETOM OTMEYAETCS TAKIKE 3HAYHTEIBHOE CHUIKCHHE
HacTOThl NIEPBUYHOH M BCEX BTOPHYHBIX KOMOMHMPOBAHHBIX KOHEUHBIX TOUEK (He(aTaibHbIii
HH(apKT MUOKap/ia, HedaTabHbIA MHCYIBT HIIH CMEPTh OT CEPJICYHO-COCYAUCTOM IPUUKHHEI).
Habmoiaemble npenmyIectsa npacyrpena MeHee BBIDAJKEHBI y MAIMEHTOB 75 JIET U cTapile,
UCM y NIALUEHTOB MoJIoXke 75 sieT (eM. paszensl «PapmakokuHeTHKay, «CHocod mpuMeHeHns u
036D, «C octopoxkHOCTEION U «IloG0uHOE aewictBuer). Jlng manuenTtos ¢ quaberom, UM CI1
ST, NOBBILEHHBIM PHCKOM TPOMOO3a CTEHTA WM C PELHAMBAMH 3a00J€BAHMA, BXOISIIAX B
IPpYIITY IALMEHTOB 75 JIET U CTaplie, IPEUMYILECTBO pacyrpena 6ojee BHIPaKEHO.

Bo Beeii nomynsiin narmentos ¢ OKC ananus no kaxoii BTOPMYHON KOHEUYHOH TOUKE IOKa3al
SHAYMTE/ILHOC IPCUMYINECTBO Npacyrpesia B CPAaBHEHMH ¢ KJIOMHIOIPEJIOM T10 YacTOTe Pa3BUTHSI
TaKHX COOBITHH, KaK BBISBICHHBIH WM BO3MOXKHBIH TPOMGO3 CTEHTA HA KOHEIl MCCIIeIOBAHMIS,
CMEPTH OT CEPJIYHO-COCYAUCTOM NPHUYUHBI, HeaTanbHEIH HHOAPKT MUOKap/ia, HedaTaabHbII
MHCYJIBT, SKCTPCHHAS PEBACKYJISIPU3ALIHS LEJIEBOrO cocysia B Tedenue 30 JHeil WM noBTopHas

rocnuraimsanus 1o puyuHe KOPOHapHO-HIIIEMHUYECKUX COOBITHI J10 OKOHYaHH s UCCJICJOBAHUSI.




AHaJIU3 4aCTOTBI CIIy4aeB CMEPTH 110 BCEM NPUIHHAM He I0Ka3al HUKAKOH 3HAYMMON PasHHIIbI
MEXY IPacyrpesioM H KJIOIM/IOTPEeIOM B MOIMYJISAIKU BeexX nanuenToB ¢ OKC.

IIpumenenne npacyrpena acconunpoBatocs ¢ 50% cHukenHeM TpoMb03a CTeHTa B Teuenue 15-
MECAYHOTO IIEpHo/ia IOCICAYIOMEro HaOMIOACHUS, KaK JUIs HEMOKPHITBIX METaUIMYECKUX
CTEHTOB, TaK H JUISl CTEHTOB C JIEKAPCTBEHHBIM IIOKPHITHEM.

Hecmorpst Ha poct wumcna xpoBoTeueHuii Ha (oHe Tepanmmm IpacyrpeioM, aHaiu3
KOMOMHHPOBAHHOH KOHEYHOH TOYKM B BHJC CMEPTH [0 06O mNpuumHe, HeaTaIbHOIO
uHpapkTa MHOKapaa, HedaTaJbHOrO MHCYJIbTa M HE CBA3aHHOIO C A0PTOKOPOHAPHBIM
mynTupoBanueM (AKII) «bonpmoro» kpoBoteyenus 1o kiaaccupukamun TIMI moxassiBaet
NMPEHMYIIECTBO JIEKapCTBEHHOTO Tpenapara Iduent” B cpaBHEHUH ¢ KIIOIHIOTPEIOM.
Dapmakokunemuxa

IIpacyrpen sBnsercs mponmexapeTBOM M GBICTPO MeTaGONM3MPYETCs in VIVo 10 aKTHBHBIX M
HEaKTHBHBIX MeTabOJIMTOB. Benuuuua niomaam moji KpuBoi «koHueHTpaims — Bpems» (AUC)
XapakTepU3yeTcs Cpe/HeH M HHU3KOW BapHabeNbHOCTBIO BHYTpH momyssimud (27%) u y
OT/eNbHOTO  manuenta (19%). dapmakoKMHETHYECKHE IapameTphl Mpacyrpeiia CXOKH Y
3/10POBBIX  JIOOPOBOJIBLEB, MAIMEHTOB CO CTaOWIIBHBIM TEUEHHEM aTepPOCKIEPOTHYECKOTO

Iporecca U MalueHTOB, IEPEHECIITNX YPECKOIKHOE KOPOHAPHOE BMEHIATEILCTBO.

Abcopoyus

[Tpu npueme BHYTph npacyrpen GEICTPO BeachlBaeTest U MeTaGoMM3UpyeTes. Bpems 1ocTuskenus
MaKCHUMalbHOH KOHUEHTPAUMH (Tmax) aKTHBHOrO MeTaboIMTa B CLIBOPOTKE KPOBH JOCTUIAETCS
npubimsuTensHo yepes 0,5 gaca mocse npuema. AUC akTHBHOrO MeTaGoiuTa yBEJIMYMBACTCS
TPSMO NPONOPIUOHAIBLHO TepaneBTHYECKOM /103€ Mpernapara.

Y 310pOBBIX 100POBOIIBILEB KUPHAS U BHICOKOKAIOPUIHAS MHIa He BiauseT Ha AUC akTHBHOIO
MeTaboJIMTa, HO MaKCHMasbHas KOHUeHTpalus (Cmax) YMEHbLIAETCS Ha 49%, a Bpems
AOCTUHKEHHS Cmax (Tmax) yBenuuusaercs ot 0,5 waca 10 1,5 yacos. [Ipuem Harpy3o4Ho# 10351
JIeKapCTBeHHOTO npenapara Ddduent® HaTomak MOXeT obecrneunBaTh 6oee ObICTpOE HAYaJIO

AeicTBys (M. paszien «Crnocob npuMeHEHHUs U J10351»).

Pacnpeodenenue
CBsi3bIBaHME aKTUBHOTO METabOJIUTA NIPACYTPENIa ¢ CHIBOPOTOUHBIM aJIbOYMHUHOM 4YeJIoBeKa

cocTtaBiisieT 98%.



Memabonusm

Ilpacyrpen ue onpesienseres B masme nocie npuema BHyTpb. Ipacyrpen OBICTPO T'HAPOJIH3YETCS
B KHIICYHUKE B THOJIAKTOH, KOTOPBIA 3aTeM IpeBpalaeTcss B aKTUBHBIM MeTabOJIMT B OCHOBHOM
usopepmentamu uToxpoma P450, takumu kak CYP3A4 u CYP2B6, u B MeHbIIei CTeeHH
uzopepmentamun CYP2C9 u CYP2C19. AKTHBHBIH MeTaGOIUT NPEBPAIIAETCA B /IBA HEAKTHBHBIX
MeTabosInTa IyTeM S-MeTHIMPOBAHUS MM KOHBIOTAIIHHU C [IACTEHHOM.

Y 3710poBBIX J0OPOBOJIBIEB, NAIMEHTOB CO CTAOMIBLHBIM TeueHHEM aTePOCKJIEPOTHYECKOTO
npouecca ¥ nauueHTos, nepenectux YKB, npunumasmmx Dpduent®, He BHIABICHO BAMSHUS
reHeTHYecKnX Bapuanuii usodepmentor CYP2B6, CYP2C9, CYP2C19 wiu CYP3AS Ha

(hapmaKoKHHETHYECKHE TapaMeTphl [pacyrpelia Wil MOJaBICHHE arperauu TPOMOOIUTOB.

Buiseoenue

IIpumepro 68% npacyrpena BoiBoasTCS ¢ MOUOI M 0KOJIO 27% C KAlOM B BHJE HEaKTHBHBIX
MetabonntoB. Ilepuos momyBbIBe/leHHsT aKTHBHOTO METaGOIMTa COCTABIIAET OKOJIO 7,4 yacoB
(uaTepBai ot 2 110 15 yacos).

Ocobbie 2pynnvl nayuenmos

Hoowcunvie nayuenmer. TIpoBeneHnOe HCCIeI0BAHHE TOKA3BIBAET, YTO Y 3JI0POBBIX JI0OPOBOJIBIEB
B Bospacte ot 20 0 80 ser papmMakoKMHETHKA Hpacyrpenia MM MHIHOHPOBAHHE arperamuu
TPOMOOLMTOB He 3aBUCHT OT Bo3pacTa naiuentoB. AUC akTHBHOTO MeTaGouTa Ha 19% Bbilie y
OY€Hb IOXKHUIIBIX MAKMEHTOB (75 JIeT U cTaplie) [0 CPaBHEHHUIO ¢ MAHEHTAMH MOJIOXKE 75 JieT.
IIpacyrpen cneayer MCnosnb30BaTh ¢ OCTOPOKHOCTBIO y NalMEeHTOB 75 JIET W cTaplie u3-3a
[IOTCHIHATIEHOTO PUCKA KPOBOTEUCHHS B 9TOM MOIYJIsAKHM (cM. pa3aensl «Criocod npuMeHeHns 1
n03b1» M «C OCTOPOKXHOCTBIO®). B HcciesoBaHMM ¢ yyacTHeM NANMEHTOB CO CTAGHIIbHBIM
Te4eHHEM aTepockiepoTuyeckoro mporecca AUC akTtMBHOro MeraGoiura B HOMYJISIHH
NAMEHTOB 75 JIET W CTapiie MpH IPHEME 5 MI' Ipacyrpelia IPHMEPHO BABOE MEHBIIE, YeM y
NAIHEHTOB B BO3pacTe MONOXKe 65 jieT, npunuMaBuX 10 Mr mpacyrpena, pH 5TOM TOJBKO Y
MAIHCHTOB, IPUHUMABLIMX 5 MI' CHU)KAETCs aHTHAIPEraHTHOE JIeHCTBHE Mpacyrpea.

Macca mena. AUC aktuBHOTO Metabonmnrta mpacyrpena npumepro Ha 30 - 40% Gonblie y
3/10POBBIX JI00POBOJIBIIEB U TIAIMEHTOB ¢ MAcCOl Tena Menee 60 KI 110 CPABHEHHIO ¢ MMEIOIIUMH
Maccy Tena paBHyto 60 kr winm 6onee.

ITon. 'V 310poBbIX 106POBOJIBLEE M NMAMEHTOB NTAPAMETPbI (apMaKOKMHETHKH Tpacyrpena He
OTJIMYAKOTCS Y MY>KUYUH M JKEHIIHH.

Omuuveckas npunanexcnocms. B KinHUUeCKHX (dapmakonoruveckux uccaegoBanusix AUC
AKTUBHOTO MeTabosuTa (C y4eToM Macchl Tesia) npuMepHO Ha 19% Bbiie y JIHMIl KHTaHCKOM,

ANOHCKOH U KOPEHCKOH HAIMOHAIBHOCTH MO CPABHEHHIO C NIPEJICTABUTENISIMA €BPOTICOUTHOM



pacel. Pasiinauii Mex 1y TMIaMu KUTaHCKO, SIOHCKON M KOpeHCKOi HAIMOHATLHOCTH BBISBICHO
He ObUI0. V mpe/icTaBuTeNel HErPOHIHOM PACKI U JIMIL JIATHHOAMEPHKAHCKOTO IPOHCXOMKICHHS
OKCIO3UIHSL COTIOCTABMMA C TaKOBOHW y JIMIl €BPONEOMIHON packl. Koppekimu 10351 ¢ yyeTom
STHUYECKOU NMPHHAJUICKHOCTH HE TpedyeTcs.

Houeunasn nedocmamounocmy. )i NAMEHTOB ¢ TMOYEYHONH HEIOCTATOUHOCTBIO. BKIIOYAS
NalHCHTOB C TEPMHHAIBHOH MO4YeuHOH wHexocrtaroynocteio (TITH), koppekimu 10361 He
TpeOyercs. PapMakoKHHETHKA IIpacyrpelia M €ro MHIHOMpyIollee AeiCTBHE Ha arperaruio
TPOMOOLIMTOB CXO/IHBI Y MAIMEHTOB ¢ YMEPEHHOH MOYEYHOH HeI0CTaTOUHOCTHIO (CKOpOCTH
Ki1y0oukoBoi punbTpamu 30 - 49 Ma/mun/1,73M% wiomaau noBepXHOCTH Tena) u Y 3/I0POBBIX
7100poBoIbIEB. MHrHOMpoBaHyue arperaiuy TPOMOOLHTOB, BBI3BAHHOE IpacyrpesioM, TakKkKe
Obuto comnocraBumo y mnamuentos ¢ TITH, Hyxpaommxcs B MPOBEJICHUH TEMOJANAIIN3A, H Y
3/I0POBBIX JI00POBOJIBIEB, HECMOTPsI HA TO, 4TO y NAUeHTOB ¢ TITH Cmax # AUC aKTHBHOTO
MeTaboIMTa yMeHbIAMUCh Ha 51% u 42% cOOTBETCTBEHHO.

lleyenounas neoocmamounocme. J11s MalHEHTOB C JIETKOH 1 YMEPEHHOMU CTENEHBIO MTeYeHOYHOU
HejocTatouHocTH (kmace A u B no mkane Yaiimn-ITbi0) KOppekIuu 10361 He TpedyeTcs.
dapmMakOKHHETHKA Tpacyrpenia i ero HHrHOHpyIolIee JeiicTBre Ha arperamuio TpOMOOIUTORB y
MIAIMEHTOB C JIETKOH M YMEPEHHOW CTENeHBIO IEUEHOYHOH HEeJI0CTATOUHOCTH H 3/I0pPOBBIX
106poBoJIbLER conocTaBUMBL. DapMaKOKUHETHKA H (hapMaKoMHAMHUKA npacyrpesa y rnaiueHToB
C TAXEJIOH CTENEHBIO MEeYeHOUHOH Hepoctatounoctd (kmace C 1o mIkase Yaitna-I1e0) ne
usyqamuch.  llpuem  mpacyrpena TakMM  HaUMeHTaM  TIPOTHBONOKA3aH — (CM. pazzaen
«IIpotuBonokaszanusy).

Hemu u noopocmrku 6 6o3pacme do 18 rem. GapMakoKuHeTHKA U (apmakoanHaMuka npacyrpena

y JeTeH U INOJAPOCTKOB HE U3yYalacCh.

Iloxasanusi kK npumMenennio
 Ilpacyrpen mnasnHauyaercs Ui NpeaynpexaeHHs TPOMOOTHUECKHX —OCIIOKHEHHIA y
TAIMEHTOB € OCTPLIM KOPOHAPHBIM CHH/JPOMOM, KOTOPBIM IPOBOJMTCS UYPECKOKHOE
KOPOHApHOE BMEIIATEILCTBO:
- lAUMeHTaM ¢ HecTabWIbHOH CTeHOKapiMeil win MH(pApKTOM MHOKapaa 6e3
noabema cermenta ST, KOTOPBIM NpPOBOJIMTCS YPECKOKHOE KOPOHAPHOE
BMEUIATEIbCTRO;
- NalMeHTaM ¢ MH(pApKTOM MHOKapia ¢ noabemoM cermenta ST, KOTOpbIM
MIPOBOJIUTCS.  NEPBUYHOE MM OTJIOXKEHHOE  YPECKOKHOE  KOPOHApHOE

BMCIIATEIIBCTBO.



o Hpacyrpen HasHa4aeTCsa Uil NpEeaylpeKACHUs Tp0M603a CTEHTa IpHU OCTpPOM

KOPOHAapHOM CHHIIPOME.

IIporuBonoka3zanus

* YcTaHOB/ICHHAS MOBBIIEHHAS YyBCTBHTEIBHOCTD K IPACYTPENY MITH K JTIOGOMY
KOMIIOHEHTY, BXOJIAIEMY B COCTAB Ipernapara.

+  CocTosiHuSA ¢ NOBBIIEHHBIM PHCKOM KPOBOTEUEHHS (I1aTOJIOTHYECKHE KPOBOTCUCHHUS B
aKTUBHO# (paze, HAIIPHUMep, NPHU MENTHYECKOH A3Be).

» Tpausuropnas nmemunyeckas araka (TMA) umm uHCY/IBT B aHAMHE3e.

+ Tsokenas neyenounas neoctarognocts (knace C mo mkane Yaiina-ITsi0).

s JleduuuT naxKTasel, HENEPEHOCHMOCTB JIAKTO3BI, TIIFOKO30-TAIAKTO3HAs MATbabcopOLHL.

» Bospacr no 18 ner.

» llepuon rpynoro BekapmmuBanus (M. pasen «lIpuMenenue npu 6epeMeHHOCTH | B
MIEPUOJI TPYAHOIO BCKApMIIUBAHUS ).

» Ilnanupyemoe cpounoe AKIII B cBSI3M ¢ TeM, YTO 9TO CBSA3aHO ¢ 6OJIEE BHICOKHM pUCKOM
nocjeonepanionHoro  kposorevyenus.  Ilpu  mpoBenenum  mmanosoro  AKIII
PCKOMEH/I0BaHA IpEe/IIIeCTBYOmas (3a 7 JHEH J0 MJIaHUpyeMOH orepanuy) OTMeHa

npacyrpera.

C 0cTOpPOXKHOCTBIO

Puck kposomeuenus:

[Ipacyrpesn ciaemyer ¢ 0CTOPOKHOCTBIO HA3HAYATD TTAIIHEHTAM:

B BO3pacTe 75 JIeT U cTapiie;

C Maccoi Tesa menee 60 Kr;

C HNPEApACIONIOKEHHOCTHIO K KPOBOTEUCHHIO (HAllpuMep, BCIICACTBHE HEJaBHEH TpaBMEL,
HEJIABHEH XHPYPrHYeCKOH ONepalny, HeJaBHEro MM MOBTOPHOTO JKEJTyI0YHO-KHIIEYHOTO
KPOBOTEYCHHS, A3BbI XKEJIy/IKa UM /IBEHA/IIATHIIEPCTHOH KHIIKH B (ha3e 06ocTpenus);

C YMEPEHHOM NEYEHOYHOH HEJ0CTATOYHOCTBIO MM TIOYSYHOM HEIOCTATOYHOCTHIO (BKIIIOYAs
TIIH);

OZIHOBPEMEHHO NPUHHUMAIOIIMM Ipenaparhl, KOTOPbIE MOTYT YBEJIUYUTh PUCK KDOBOTCUEHHUSI,
BKJIIOYasi HETpsiIMbIe AHTHKOAryJISIHTBI H aHTHarperaHThl, HECTEPOHU/IHbIE
npotuBoBOCHIanuTe bHbIC penapatsl (HIIBIT) u ¢pubpunonuruku;

CCJIM IAIMEHTY Ha3HA4YCHA IUIAHOBAsS OlepalMs M aHTHArPEeraHTHbIN S deKT HexenaTeeH,

HEOOXO/IMMO IIPEKPaTHTh IIPUEM IIpacyrpelia He MeHee, ueM 3a 7 JiHeil 10 onepariim.



Ilpacyrpen crnemyer ¢ OCTOPOXKHOCTBIO TPUMEHSITH y [AIMEHTOB C TPOMOOTHYECKOM
TPOMOOLIMTONIEHHIECKOH MTypIIypoii B anamuese (cM. pazzen «Ocobbie YKa3aHus»).

[pacyrpen cnemyer ¢ 0coGoif OCTOPOKHOCTBIO M TONBKO IO MEAMIMHCKUM HAOIIOICHHEM
PMHAMATh IAIMCHTaM, HMCIOIIMM B aHAMHE3€ AaHTHOHEBPOTHYECKHH OTeK, 1ubo apyrue
PCaKINH THIIEPUYBCTBHTEIBHOCTH, CBA3aHHBIE C IPHEMOM THEHOTIUPHUIHHOB.

[Tpacyrpen ciesryeT ¢ 0CTOPOKHOCTBIO PUMEHATH BO BpeMsi GepPeMEHHOCTH H3-3a OTCYTCTBHUS
KIMHAYECKAX JaHHBIX (CM. pasien «lIpumenenue npu GepeMeHHOCTH M B MEPHOJ IPYIHOTO

BCKapMJIMBAHUS ).

Ipumenenne npu GepeMenHOCTH 1 B IIEPHO/ IPYHOTO0 BCKAPMJIHBAHMS

Knunuyeckne wccnenoBanus ¢ ywacTHeM GepeMEHHBIX WM KOPMSIIMX SKEHIIUH He
NPOBOAMIHMCH. HEH3BECTHO, BBIIENSETCS 1M Hpacyrpeil ¢ IPYJHBIM MOJOKOM y HeoBeKa.
McerneoBanns Ha MBOTHBIX 1I0Ka3alM BBIBEJICHHE W3 OpPraHM3Ma npacyrpesia ¢ rpyJaHbiM
MOJIOKOM. B 1eproz1 rpyiHOro BecKapM/IHBaHHs IPUMEHEHHE TIPenapaTa He peKOMeH10BaHo.
HccnenoBanust Ha JKMBOTHBIX HE BBISBHJIM NpPSMOTO HETaTHBHONO BIMSHHS HAa TeueHHe
OepeMEeHHOCTH, SMOPHOHANIBHOE PA3BUTHE HIM IHOCIEPOIOBOE pazButhe. Ilpacyrpen moxer
HA3HAYATBCS BO BPEeMs OCPEMEHHOCTH, TOJBKO €CIH MOTeHLHMANbHAs TOJb3a JUIS MATepH
OIPAB/IbIBACT MOTEHIMAIBHBIN PUCK JIUIS I1J10/1a.

Depmunvrocme

[Ipacyrpen He okasblBaeT HHKAKOrO BIMSHHS Ha (EpPTHILHOCTH CAMIIOB H CAMOK KpBIC TIPH
NICPOPAIILHOM  [IPUMCHEHHH B J103MpoBKe, B 240 pa3 mpeBBbIAIOICH PEKOMEH0BAHHYIO

CYTOUHYIO NOUIEPKUBAIOLLYIO /103y Ul YejloBeKa (B epecyete Ha Mr/m>).

Crniocod npumenenus u 103l

IIpuHumaercs BHYTph, HE3aBUCHMO OT NpHeMa MHILIA. Henonyctumo nomats tabietky nepen
IIPUEMOM.

[lpuem npacyrpena HauMHAIOT ¢ OAHOKPATHOTO MpHEMA Harpy3o4noi 103el 60 mr. Jlanee
NPHHAMAIOT €XKE/IHEBHO IO0/UIEPKUBAIOLILYIO 103y 10 Mr.

[Mammenter ¢ HC/MM BII ST, koTopeIM mpoBomuTCs KOpoHapHasi aHruorpadgusi B Te4yeHHe
48 4acoB mocje rocnUTAIM3aUMH, 0KHBI IPUHAMATE Harpy304HyI0 /103y TOJBKO BO BpeMs
TTPOBE/ICHUS YPECKOKHOr0 KOPOHAPHOTO BMeIIATe IbCTBA. [lalHeHThI, IpHHIMAIOLIHE TpacyTpell,
TaKxke 0/DKHBI exeiHeBHO npuauMarh ACK (75 - 325 mr B cyTkn).

Y mauuentos ¢ OKC, KOTOpbIM 6BUIO TIPOBEIEHO YPECKOKHOE KOPOHAPHOE BMENIATENHLCTBO,
TMIPCAICBPEMCHHOC  [IPEKpAILCHHE Tepanuu JIIOOBIM aHTHArperantoM, Bkmouas duent®,

MOET IpUBECTH K IIOBBILIEHHOMY PHCKY Tpom003a, WMH(AapKTa MHOKapaa HIM CMEpTH



BCJIC/ICTBHE OCHOBHOTO 3a00JIeBanusl. PekoMeH TyeTcst Ipo/10/kaTh eyenne 10 12 Mecsnes, ec/m
HE BO3HUKHYT ITOKa3aHHs [UI1 OTMEHBI npenapara Dpduent”.

layuenmer ¢ maccoi mena menee 60 xeo: IIpuem mnpacyrpena HauMHAIOT ¢ OJHOKPATHOIN
Harpy304HoH no3er 60 mr. Jlanee NpHHAMAIOT €XeHEBHYIO MOJUIEPIKUBAIOLLYIO 7103y S M.
[omepxkusatomas 103a 10 Mr He pekoMeHIyeTCs. DTO CBA3AHO ¢ MOBBIICHHO IKCIIO3UITHEH
AKTUBHOTO METabOJIATA IIpacyrpesia B KPOBH U TOBBIIIEHHBIM PHCKOM Pa3BUTHs KPOBOTCYCHHS
TAIIHEHTOB ¢ Maccoi Tesia MeHee 60 K [0 CpaBHEHHIO ¢ AHEHTaMHK ¢ Maccoii Tesa 60 Kr 1 GoJtee.
Hayuenmer 6 eospacme 75 nem wiu cmapue: IIpumenenue nexapcTBeHHOro mnpenapara
Ddduent® y narmentos B BO3pacTe 75 JIeT M CTaplie, KaK IPaBUiIO, He peKoMeHyercs. Ecim
TocIIe TIIATEMbHOM HHIMBH/IyalbHON OLEHKH JICYAlMM BPauoM COOTHOIIEHHS MOJIB3bI pHcka
JICICHHUE CUMTACTCS HEOOXO/MMBIM, B BO3PACTHOM TpyIIle MaIUeHToB 75 neT u cTapiue, rnpuem
TIpacyrpeiia HAUMHAIOT € O/IHOKPATHOM HArPy304HOM /10361 60 MT, J1a/lee Ha3HAYAESTCS €XKe(HEBHAS
nojuiepxkuBaromas no3a 5 mr. Ilammenter B Bospacte 75 W crapuie JeT umeroT O0IBIITYIO
CKJIOHHOCTB K KPOBOTEYEHHIO M 00JI€€ BHICOKYIO IKCIIO3UITHIO AKTHBHOIO MEeTab0 THTA npacyrpesna
(em.  pasgemst  «Ocobble  ykaszanus», «Ilo6ounoe neuctuey, «®DapmMakoMHAMUKAY,
«DapMaKOKHHETHKAY).

Tayuenmer ¢ noweunotr nedocmamounocmoio: JIJisi NANMEHTOB ¢ OYCUHOI HEJIOCTATOYHOCTHIO,
BKiIfo4as nauuenTtos ¢ TITH, koppekunn 10361 He Tpebyercs. Onpir IIPUMEHEHHMs IIpacyrperna y
TTAIIUEHTOB € NOYECYHOH HE0CTATOYHOCTHIO OTPaHHYEH.

Hayuenmo! ¢ neuenounoii nedocmamounocmvio: JIis MAUMEHTOB ¢ JerKod YMEpPEHHOM
CTCIIEHBIO IICYCHOYHOM HEZ0CTATOUYHOCTH (Kiace A u B no mkasne Yaiing-ITet0) koppekmu 10351
He TpeOyeTcs. ViMeeTcst orpaHHYEeHHBIN ONBIT IPHMEHEHHS 1pacyrpesa y naiueHTOB ¢ JIErKoi |
YMEPEHHOH CTCNECHBIO HApYIICHHH (QYHKIMH TeueHH (CM. pazgen «C OCTOPOKHOCTHION).
Ddduent™ npoTMBoOMOKa3aH NaUMeHTAM C TKEIOHN CTCIICHbIO HApYIICHUs ()YHKIHU IE€YEHH
(kmace C no Yaiina-ITsto) (eM. pazzaen «IIporuBonokaszanusy).

Hemu u noopocmku ¢ éospacme do 18 nem: IIpumenenne npacyrpeina He pekomMenIyeTcs aeTsim
M TIOZPOCTKAM, Tak KaK aHHbIe 00 9pGeKTUBHOCTH 1 6E3011aCHOCTH IPUMEHEHHST Y HTOM IpyIIIIbI

NALMEHTOB HEI0CTATO4HBI (CM. pasaen «IIpotuBonokazanus»).

Ilo6ounoe neiicrene
[ToGounbie sddexThl, BoIIBIEHHBIE B XO/Ie KIMHUYECKUX HCC/ICI0BAHMIL (IIpu JIEYEHHH OCTPOrO
KOPOHapHOI'0 CHH/APOMA).

Kposomeuenus, ne cessannvie ¢ AKIII

HacToTa 0C/I0XKHEHHUH U KPOBOTEUCHHMIT?, He cBsi3aHHbIX ¢ AKILI (% manueHTos):



HexenareabHbie peakuuu Mpacyrpea+ACK® | Kaonmzorpea+
(N=6741) ACK
(N=6716)
e «bonbmme» KpoBOTEYEHHS 110 2.2 1,7
kinaccuukaruu TIMI®
o Yrpoxaromime Xu3Hu, Bce': 1.3 0,8
B Tom unce:
o daranpHble 0,3 0,1
» BYK" ¢ HanmMynem KIMHHYECKUX TIPOSBIEHHH 0,3 0,3
» TpebOyromue HHOTPOIHBIX MpeNapaToB 0,3 0.1
e TpeOyroume XUPYpruyeckoro BMeIaTe IbcTBa 0,3 0.3
» Tpebyromue nepenuBanus kposu (> 4 0,7 0,5
€/IMHULIBI)
» «Maubie» kpoBoTeyenus o TIMI® 2.4 1.9

“3adukcupoBanHble cllydan, onpe/ieieHHbIE 10 KPUTEPHSM kraccupukarpu TIMI.

® Tlpu HeoGXoaMMOCTH NPUMEHSUIACh  JIpyras CTaHJapTHas Tepanus. B KIMHHYecKux
MCCIIeIOBAHHSX 3 (ha3bl BCe NAIMEHTHI B COOTBETCTBHH € IIPOTOKOJIOM Takske mprainmani ACK.
* JlioGoe BHyTpHYepenHOe KpOBOM3JIMAHME HIIM KPOBOTEUYECHHE ¢ HAJIMYMEM KIMHHYCCKHX
NPOSIBIICHUH, CONPOBOXK/IAIONIEECS CHUKEHUEM I'eMOrIo0uHa Ha > 5 /1.

" Yrposkatoniue Ku3HH - OArpynmna 60IbIMX KPOBOTCUCHHI 110 knaccudukarun TIMI, kotopas
B TOM HHCIIC BKJIFOYAET BU/IbI KPOBOTCUCHHMH, NIPE/ICTaBICHHbIC HIDKe. [lalenTsl MOryT OBITh
NPHYKCIICHBI O0Jiee YeM K OJIHO# rpyre.

" Buytpuuepennoe kposoreuenue (BUK).

¢ KpoBoTeuenne ¢ HanuuueM KIMHMYECKHX IIPOSBIICHHIL, COIIPOBOXK/AIOLIEECS CHH)KEHHEM

remorio0uHa Ha > 3 /1, Ho < 5 r/m.

Kinnnueckue ucciiejoBanus MOKa3bIBAIOT, YTO IpU TpHEMEe Mpacyrpeja B CYTOYHOM
NOJUIepKUBalOLIEii 103e 10 MI WM npHeMe KJIONUI0rpesa B CyTOYHOM IO/IEP/KUBAIOLIEH /103€
75 mr nanuentamu ¢ OKC, kotopeiv nposouiace YKB, naimenTsl ¢ Maccoii Tesa Menee 60 Kr

MMEIOT OOJIbIIMI PUCK Pa3BUTHS KPOBOTEUEHMI, YeM MalHeHThI ¢ Maccoil Tena 60 Kr i Goee.

Macca Tesna ITpacyrpen Knonupnorpen
<60 xr [10,1% (darampubix 0%)[6,5% (paranbubix 0,3%)
> 60 kr  4,2% (paranbubix 0,3%)(3,3% (paranbubix 0,1%)

[1pu npreme npacyrpena B cyTouHoi noaepxkuBarommeii 103e 10 Mr wim npueme KJIONU10Tpesia
B CYTO4HOH moayiepxkuBatomeit j03e 75 mr nauuentamu ¢ OKC, kotopeiM npoBogmiocs UKB,
4acToTa OOJIBLIMX M ManbIX kKpoBoTeueHuii no TIMI, ue ces3anubix ¢ AKIIL, B JIBYX BO3pPacTHBIX

rpynmnax Obuia cieayromas:
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Bospact ITpacyrpen 10 mr

Knonunorpen 75 mr

> 75 ner* |9,0% (paranbubix 1,0%)

6,9% (dparansubix 0,1%)

<75 ner* |3,8% (paransubix 0,2%)

2.9% (daranpubix 0,1%)

<75 net**2,0% (dpatanbubix 0,1%)%1,3% (paransusix 0,1%)

[Ipacyrpen 5 mr

Knomuporpen 75 mr

> 75 net**|2,6% (dparanpubix 0,3%)

3,0% (dparansubix 0,5%)

*ayuenmor ¢ OKC, xomopuim nposoounocs YKB

**ayuenmol ¢ OKC, komopwim He nposoounocy UKB

@ 10 m2 npacyepena; 5 m2 npacyzpena npu éece <60 k2

Y natunentos ¢ UM BI1 ST, npunumasiux Harpy3ounyio 103y npacyrpena 30 mMr B Cpe/IHeM 3a

4 4aca mepest KopoHapHoii anruorpadueii u 30 Mr Bo Bpems mocieayromero YKB, Bo BpeMms

NpOLEIyphl OTMevalicsi Oosiee BBICOKMH PHCK KpoBoTeueHuil, He cBsizaHHBIX ¢ AKII, wu

OTCYTCTBOBAJIN JOIIOJIHUTEJILHBIE IIPEUMYIIECTBA 110 CPABHCHHIO C ITallUCHTAMHU, [IPUHUMAaBIIUMH

Harpy3o04Hyo 103y 60 mMr Bo Bpemst poseenus YKB.

Yacrora GosibMX ¥ ManbIX KpoBOTeUYeHHUii 1o kiaccudukamun TIMI, ne ceszannsx ¢ AKIII, y

NAllMeHTOB B Te€UeHMe 7 JiHel Obua cieayromas:

HexenaTeabuple peakuuu

IIpacyrpen nepen
KOPOHAPHOM
anruorpadmueii? (%)

IIpacyrpen Bo Bpems
YPECKOKHOI0
KOPOHAPHOI0

BMemaTeabcerBa (%)

o «bonpmmey KpPOBOTECYCHHUSI

TIMI*

a

1 0,5
1o kinaccupukamun TIMIO 3
e Yrpoxarouiue xu3HH, Bce® 0,8 0,2
B Tom unce:
o ®dataibHBIE 0,1 0,0
« BUK"
C HAJIMYHEM ) 0.0 0.0
KJIMHUYECKHUX ITPOSIBIICHHM
e Tped
pedyromue HHOTPOITHBIX 0.3 02
IpenapaToB
) o Tpebyrommue
XUPYPrUYECKOro 0,4 0.1
1 BMeIlIATeJILCTBA
| o Tpebyromme nepenupanus
‘ 0,3 0.1
‘ KPOBH (= 4 eTHHHULIBI)
’ e «Maible» KpoBOTEUEHHS 110 17 0.6
\

IIpn  HeoGxomumocTn mpuMmensuiack apyras CcTaHgapTHas Tepanus. B KJIHHHYECKHX

\

:

| MCCJIC/IOBAHUAX BCE NALMCHTHI B COOTBETCTBUM C IIPOTOKOJIOM Takxke rnpunumany ACK.
\

& JIroboe BHYTPUYEPEITHOE KPOBOM3JIIUSIHHUE WJIU KPOBOTCYCHHE C HAJIMYUEM KIIMHUYECKHUX

NPOSIBJICHUH, COIIPOBOKAIOIIEECS] CHHYKEHUEM reMOIrIO0MHA Ha > 5 /1.
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* Yrposkaromue X13HH - NOArpyIna GoabIuX KpOBOTEUYEHH I 110 kinaccudukaruu TIMI,
KOTOpas B TOM YHCJIE BKIIOYACT BU/IbI KPOBOTCUECHHUH, NIPE/ICTaB/ICHHbIE HIDKe. [lanuenTs Moryt
OBITh IIpHYHCIIEHBI 60JICe YeM K OJIHOM IpyIIIe.

" BUK.

" KpoBoTeuenue ¢ Hai4ueM KIMHUYECKUX MPOSIBIICHHIA, COIIPOBOKAAIONIECECS CHHKEHHEM

reMoriao6uHa Ha > 3 r/u1, Ho < 5 /.

[amuenTer ¢ OKC, xotopeiM He npoBomnacs YKB, NPHHUMAIIH [1Pacyrpesl WK KIOMUIOIpes B
couetanuu ¢ ACK.

Y mnauuentoB crapmie 75 sieT ¢ maccoii Tema MeHee 60 Kr, NPUHUMABIIMX TIpacyrpes B
MOJUICPXKUBAIOMIEH 103 5 MI' B CYTKH B Cpe/IHeM B TedeHHe 15 mecsien (Makcumym 30 mecsues),
4acToTa OOJIBUINX U MANbIX KPOBOTeUYeHHii 110 kiaccupukamuu TIMI, He cszannbx ¢ AKII B

JABYX BECOBBIX KaTETrOpHAX Obu1a CJICAYyroIas:

Macca Tena IIpacyrpen Kionuporpen
<60 kr  [1,4% (paransubix 0,1%)%R2,2% (paranpubix 0,3%)"
> 60 kr  [2,2% (baramsubix 0,2%)%1,6% (paransupx 0,2%)"

* IlojutepkuBarommas 103a 5 Mr
% [oepxuparommas 1o03a 10 MI'] y NAIMEHTOB cTapiie 75 JeT NoIepKUBAKoIas 103a 5 Mr

* IloaneprxuBaromnas 103a 75 mMr

Yacrora GONBIIMX U MAIBIX KPOBOTEUECHHHT 110 knaccudukamun TIMI, ne ceazannbix ¢ AKIIL, B

JIBYX BO3PACTHBIX rpynmnax Obuia cJieaylommas:

Bospacr IIpacyrpen Kaonuaorpen
= 75 net2,6% (baranbubix 0,3%)%3,0% ((paranbHbix 0,5%)"
<75 ne12,0% (dparanbusix 0,1%)%1,3% (paranbubix 0,1%)"

* TloaiepkuBaromas 103a 5 Mr

® [Moanepskuparowmas g03a 10 MI y NAIHEHTOB ¢ Maccoi Tena menee 60 Kr noyiepkuBaromnias
J103a 5 mMr

* IlouiepxkuBaromas 103a 75 mr

Kposomeuenus, cesazannvie ¢ AKIII

B KImHHYecKHX HCCe10BaHUsX YaCTOTA GOJIBITNX WM MaJIbIX KPOBOTEYEHHH 110 KI1acCHhUKaIuu
TIMLI, cBsizannbix ¢ AKIIL, cocrasuna 14,1% y naimentos, NPUHUMABIIKX TIpacyrpe, u 4,5% y

ITAIHEHTOB, TIPUHUMABIIUX KJIOIMU 10T peJI. Bricokuii PHCK KpPOBOTECYCHHsS Yy IIAllUEHTOB,
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NPUHAMABLIMX Ipacyrpelsl, COXpaHsjics J0 7 JHEH ¢ MOMEHTa IpHeMa IOCIACAHEH J03bI
MCCIIElyeMOT0 IIpernapara.

KomuecTso ciy4aes ocnoxnenuit u kpoporeuennit®, caszannbix ¢ AKII (% mammeHToB):

IIpacyrpen K.nommorpen]
14,1 4,5
«bonbume» niam «Masbie» KpoBoTedeHus 1o kiaccupukarmu TIMI
«bonbme» xpoBoTeuenus 1o kiaccudurarun TIMI 11,3 3,6 |
®daranpHble 0,9 0
IToBropHas oneparus 3.8 0,5
IlepenuBanue > 5 eunuI KPOBH 6,6 2,2
Kporousnusiaue B Mo3r 0 0
«Maribie» kpoBoTedeHust 110 knaccupukanuu TIMI 2.8 0,9

* IloxTBepKaeHHbIE Clyyan, ONpe/ielieHHbIE 10 KpUuTepusm Kinaccudukarmn TIMI.
Hike KkpaTko H3710%eHbI MOGOYHBIE PEAKIMH I'eMOPParuyeckoro M HEreMOPPArHdecKoro

XapaKTepa U UX 4acToTa, 3aperucTpupOBaHHBIE BO BpEMsI KIIMHUYECKUX HUCCIICIOBAaHUH.

Heoicenamenvnvle peakyuu zemoppazuyeckozo xapakmepa:

Hapymenus co CTOPOHELI OpraHa 3pe€HUus

Heuacmo (= 0,1% u < 1%): BHyTpHI/Ia3HOE KPOBOM3IIHSIHHE

Hapyienus co CTOPOHEI COCYJI0B

Yacmo (= 1% u < 10%): remaToma

Hapyienus co CTOPOHBI JIbIXaTeJIbHON CHCTEMEL, OpraHoB I'PY/IHOM KJIETKH H CPEAOCTCHUS

HYacmo (= 1% n < 10%): HOCOBOE KpOBOTEYEHHE
Heuacmo (= 0,1% u < 1%): kpoBoXapkaHbe

Hapymenus co CTOPOHBI KEJIYIOYHO-KHIIIEYHOr0 TpaKTa

Yacmo (= 1% n < 10%): 3Ke1y JOYHO-KHMIIEYHOE KPOBOTECUCHHE
Heuacmo (= 0,1% u < 1%): peKTaibHOE KPOBOTEYEHHE, KPOBOTEUEHHE U3 JIECEH, KPOBSIHUCTBIH
CTyI (remaroxesus), 3a0pIOIIHHHOE KPOBOTEUEHHE

Hapymenus co CTOPOHBI KOKH U IOJKOXKHBIX TKaHEH

Yacmo (> 1% u < 10%): 5KXUMO3BI

Hapyinenus co CTOPOHBI NOYEK U MOYEBBIBOSIIIMX NIYTEH

Yacmo (> 1% u < 10%): remarypus

OO1mue paccTpoiicTBA U HADYIICHHS B MECTE BBEJICHHUS

Hacmo (= 1% n < 10%): reMaToMa B MecTe MyHKIHH COCY/IA, KPOBOTEUCHHE B MECTE IYHKIIHH
T'paBMbl, MHTOKCHKAIIMH U OCIIOKHEHUS] MAHUITYJISIHI

Yacmo (> 1% n < 10%): ymu6
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Heuacmo (= 0,1% u < 1%): mokoxHasi reMaToMa, KpOBOTEUEHHE TIOCITE POBEICHHS
IPOLEYpBI
ITobounsie peakyuu nezemoppazuueckozo xapakmepa:

Hapymenus co CTOPOHEI KPOBU U HHM(haTH‘ICCKOﬁ CUCTEMBI

Yacmo (> 1% u < 10%): anemus
Peoko (= 0,01% u < 0,1%): TpomMGonMTONEHMS
(conepxkanue TpomOboOIHTOB < 50 % 10/1)

Hapymenus co CTOPOHBI KOXKH U ITOJIKOXKHBIX TKaHEH

Yacmo (= 1% u < 10%): cbib
B KInHHYECKHX HCCIe0BAHMSX MIPOAEMOHCTPUPOBAHO, YTO HPH HCIIOIB30BAHUH CTaHIAPTHBIX
PEIKHUMOB JI03UPOBAHMA IIpacyrpesa NalMeHThl, IIepeHecIIne paiee HHCYIbT win THA, umeror

OoJIbIIHIA PUCK pa3BUTHS HHCYIbTA Wi TUA, yeM namuenTsl 6e3 5Tux 3a60/1eBanuii B aHAMHE3e:

TUA nin uncyabT B anamuese|  Ilpacyrpen Kuonugorpen
Ja 6,5% (2,3% BUK)| 1,2% (0% BUYK)
Her 0,9% (0,2% BUYK)|1,0% (0,3% BUK)

HexenareabHnie PC€AKIIHH, BLISIBJICHHbLIC METOJI0M 060[)3 CIIOHTAHHBIX cooﬁmeuuﬁ

Peakuuu  runepuyBCTBUTENBHOCTH, — BKIIOYAs — AHTHMOHEBPOTHYECKHH  OTek (penko).

Tpomboruueckas TpomboLHTONICHIYECKas TypITypa (OUEHD PEIKO).

Ilepeno3suposka

B ciydae nepenosupoBkn mpacyrpena BO3MOKHO yBENHUEHHE BPEMEHH KpOBOTCUEHHS M
CBA3AHHBIC C OTUM OCl0KHeHus. MiHpopmaimu 06 obpatumoctr dapmakosoruueckoro sddexra
Tpacyrpeiia HeT, OJIHAKO, €CIIK TPeOyeTcs CPOYHOE CHHKCHHE BPEMEHHM KPOBOTEUEHHS, MOXKET

OBITH IIPOBE/ICHO NepeMBaHie TPOMOOUMTAPHOH MACCHI H/HITH APYTHX IpenapaToB KPOBH.

B3anmopeiicTBue ¢ ApyraMu JIeKapeTBeHHBIMH CPEACTBAMHU

Bapgapun.

B cBsi3M ¢ BO3MOKHOCTBIO yBETMYEHHs pHCKA KPOBOTEUEHHS, OAHOBPEMEHHOE IIPUMEHEHHE
Bap(apuHa u npacyrpesna J0JKHO HPOBOAUTBCS ¢ 0C060H 0CTOPOKHOCTHIO.

Hecmepouonwie npomusosocnanumensuvre npenapamer (HITBII).

IIpuem mpacyrpena ma Qoue nocrosmuoii teparmuu HIIBII He uccnemopancs. B crszu c

BO3MOXXHOCTBIO  yBEJIMUCHHMS pHCKAa KPOBOTEYEHHMS, NPUMEHEHHe Ipacyrpeia Ha (oHe
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nocrosinHon Tepanuu HIIBIT (Bkmovas uaruburopsr 110I'-2) 10/0KkHO TIpOBOAKTECS ¢ 0000
OCTOPOIKHOCTBIO.

Jlexapcmeennvie cpeocmea, memabonrusupyiowuecs: usogepmenmom CYP2B6.

[Ipacyrpen - cnabpiit uuruéuTop m3opepmenra CYP2B6. ¥V 310poBbIX cyOBEKTOB TIpacyrpesn Ha
23% cHKaIl SKCHO3MIMIO THAPOKCHOYIIPONHOHa - MeTaboauTa GyIponHoHa, 06pa3oBaHHOIO
usopepmentoM CYP2B6. Takoit ekt MOKET GBITH KIMHUUECKH BHIPAXKEHHBIM TOJIBKO KOTJIA
fpacyrpei NIpUMEHsIeTCsl COBMECTHO € IpenapaTaMy, UMEIOIIUMH Y3KO€ TepPareBTUYECKOe OKHO
M MeTabONM3UPYIONIMMHUCS — HCKMOuHTeabHO — u3opepmentom  CYP2B6  (mampumep,
nukinodochamun uim spaBupens).

Jlpy2ue 6uobl covemannoeo npumMeHenus npenapamos.

[Ipacyrpes MOKHO OJHOBPEMEHHO NMPHMEHSTH C IPENapaTaMH, KOTOPble METabOoMH3HpYIOTCS
usopepmentamu 1uroxpoma P450, BKiOuYas CTATMHBI, WIM C Hpenaparamy, SBISIONMMHUCS
HHYKTOpaMHU MM HHTHOMTOpaMH H30(hepMeHTOB 1uToxpoma P450.

Ipacyrpenr Ttakxe moxHO ojHOBpemenHO npumensth ¢ ACK, remapuHoMm, IUTOKCHHOM H
penapaTaMy, HOBBIIAIOIMMA pH KeayJ0uHOro coka, BKIIOYAas HHTHOMTOPHI MPOTOHHOM
IOMITBI ¥ Os10KaTtopaMu Ha-rucTaMHHOBBIX pelenTopos.

Ayemuncanuyunosas kucroma.

Ddduent” cieayer NPUHAMATH COBMECTHO ¢ AleTHJICATMIMIOBON KHCIOTON. XOTS pu
(apmakonunamuueckom  Bzaumoneiicteun ¢ ACK  BO3MOMEH — TOBBIIICHHBI pHCK
KpoBOTeUeHHs, S(P(EKTUBHOCTL M Ge30macHOCTh Ipacyrpena MpoAEeMOHCTPHPOBAHA Y
NAIMEHTOB, IPUHUMABIIKX IIpacyrpel coBMecTHO ¢ ACK.

[enapun.

OnHoKpaTHOE BHYTpUBEHHOE BBE/ICHHE GONIOCHOM /103b1 He(PAKIIMOHHPOBAHHOIO renapuHa
(100 EJl/kr) cymecTBeHHO He H3MEHSET Mpacyrpeni-ornocpeI0BaHHOIO UHTHOUPOBAHUS
arperaiuu TpoMGOLMTOB. TOUHO Tak ke MPAacyrpes CyIIECTBEHHO HE H3MEHSET BIIMSHUE
renapuna Ha KoaryJsiuio. Takum oO6pa3om, 00a JIeKapCTBEHHBIX CPEICTBA MOKHO NPHMEHSTH
coBMeCTHO. [IOBBIICHHBIH PUCK PA3BUTHs KPOBOTCUEHHS BO3MOMKEH MPH OIHOBPEMEHHOM

NPUMEHCHUH JIEKapCTBEHHOTO npenapara Ddpduent® ¢ renapunom.

Oco0ble ykazanus

Tpombomuyeckas mpomboyumonenuveckas nypnypa.

Tpomboruueckas rpombormronennyeckas mypnypa (TTIT) moxer BO3HUKHYTh MEHEE YeM uepes
2 Heztenn mocnie Hayana npuema npenapara. TTIT - cepwesnoe 3abonesanue, KOTOPOE MOXET

TNIPUBECTH K JICTAJILHOMY HCXOy U Tpedyloliee CpOYHOro JieueH s, BKItodas miasmadepes. TTI]
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XapaKTepu3yeTcsl TPOMOOLMTONEHHEH C reMOPPAarHYecKUM CHHAPOMOM, HEBPOJIOTHYCCKUMH
HapYIICHUSIMH, HapyIIeHHeM (YHKIHH T0YeK U JIMXOPaIKOii.

Xupypeuveckue emewamenscmsa.

[lpy 1n1aHMpOBAHMM XUPYPrHYECKUX BMEMIATE/IBCTB WM HA3HAYEHMEM HOBBIX JIEKapCTBEHHBIX
lIpeIapaToB MalueHTaM ClielyeT coodIuarh Bpayam, B TOM YHCIIE CTOMATOJIOTaM, O TIPHMEHEHHH
npacyrperia.

Ecmi nanpenty HeoOX0IMMO IpOBecHHE IJIAHOBOTO XHPYPIHUECKOrO BMEIIATENbCTBA M
AHTHATPETAHTHBIH  S(Q(eKT HexXenaTeNeH, ClIeyeT NpeKpaTHTh TPHEM JICKAPCTBEHHOTO
npenapara Jpduent® 3a 7 ameii 10 XHPYPIrUYECKOI0 BMEIIATENILCTBA. Y TAlMEHTOB IpH
nposenienun  AKIIL mosker nabmonaThes yBeqmueHHe 4acToThl (B 3 pasa) M TSIKECTH
KPOBOTEYCHHH B T€UeHHE 7 JHEH Mocie OTMEHBI IIpacyrpea.

[Mone3y n puck npacyrpena ciexyer TmatensHo ONEHHBATE IS IAIMEHTOB, Yy KOTOpBIX He Oblia
OIpe/iesieHa KOPOHApHasi aHATOMUS U BO3MOXKHO IpoBeJieHHe HeoTaoxHoro AKIII,

Puck kposomeuenus.

CorylacHo NaHHBIM KIMHHYECKMX MCC/Ie0Banuil y namuentos ¢ UM BII ST, npunumaBmux
HAarpy304HyIo 7103y mpacyrpeia B CpeJHeM 3a 4 yaca mepei JHarHOCTHYECKOH KOpOHapHOIR
aHrHorpauenl yBenMuMBaCA PUCK OONBIIMX M MAlbIX KpPOBOTEUECHHH IO CPaBHEHHIO C
NalMeHTaMH, IPUHAMABLIMMH HAIrpy304HYIO /103y Ipacyrpeia Bo BpeMs nposeaeHus YKB.
[Tarmentos cnenyer mpeaynpeskuath 0 BO3MOKHOM YBelHUEHHH BPEMEHH KPOBOTEYCHHMs Ha
(one nmpuema npacyrpena (B kom6unamuu ¢ ACK) u 0 Heo6X0MMOCTH MH(POPMHUPOBATH Bpaya o
JOOBIX BO3HUKIIHX KPOBOTEUYEHHSIX.

Daxmopet pucka kposomeyenuii cm. 6 pazoene «IIpomusonoxazanusy u «C OCMOPOACHOCMBIO Y.
['unepuyscmeumensnocms, 6xuiouas anzuonespomuyeckuii omex.

Coolmmanock 0 ciydasx TUIepUyBCTBHTEILHOCTH, BKJIIOUAS AQHTHOHEBPOTUYECKHH OTEK, Y
IALMCHTOB, NPUHHMABIIMX IIpacyrpei, B TOM 4YMCIe Yy [AlHEHTOB C  peaKiueil

TFHTIEPYYBCTBHUTEIIBHOCTH K APYI'UM THEHOIIMPHU/IMHAM B aHAMHE3E.

Jlakmosa.
[TaeHnThl ¢  peaKuMM  Hac/IeACTBEHHBIMH npo0jeMaMH  HEeNepeHOCHMMOCTH  TalaKTo3bl,

AeUMIMTOM JIAKTa3bl, IJIFOKO30-TaAKTO3HOM MaibabcopOuueli He cie/yeT NpPUHMMATH
Ddduent®.

Biisiane Ha €noco6HOCTH yNPaB/IsTL TPAHCIIOPTHHIME CPEACTBAMH, MEXaHH3MAMH
Bimsinue npacyrpena Ha ciocoGHOCTS YNpaBIATh TPAHCIIOPTHHIMA CPEIICTBAMHU M MEXaHU3MaMH

HE€ YCTaHOBJICHO.

16



Cpoxk roanocru
2 roza.

He ucnone3osats no HCTCYCHUHU CPOKA 'OJHOCTH.

YciaoBusi xpanenus
[Ipu Temneparype ne Boime 30 °C.

XpaHUTh B MeCTaX, HeIOCTYIHBIX JUIS JIeTeil.

®opma BeInycka

Tabnerku, nHoKpeITHIE MIIEHOYHOI 000s10uK0i, 5 Mr, 10 Mmr.

[Io 14 Tabnerok B 6mcrep u3 Gonbru aTrOMUHHEBO JTAMUHUPOBaHHOM nosmactepom/ITBX
i 6ymaroi/TIBX.

Io 2 Gmucrepa ¢ HHCTPYKIHEH 10 IPUMEHEHHIO TOMEIIAIOT B HauKy KapTOHHYIO.

YeaoBust ornycka

Otmyckarot 1o penenry.

IlponsBoaurens

[Ipousseneno:

Omu JTumm sun Komnanu, CIIA

JInnmm texnonomku Cenre, Wuauananosnuc, wrar Unanana 46221, CIIA

Eli Lilly and Company, Lilly Technology Center, Indianapolis, Indiana 46221, USA
Pacacosano/Vnakosano/Beiiyckarommii KOHTPOIIb KayecTa:

JIwmu C.A., Ucnanus

Asja nie 11 Munycrpus 30, 28108 Ankobennac, Manpun, Ucnanus

Lilly S.A., Avda de la Industria 30, 28108 Alcobendas, Madrid, Spain

Perucrpannonnoe ypocrosepenne oizano AQ «CepBbe», Pocens

1o 6cem sonpocam obpawamocs ¢ AO «Cepsver, Poccus:
115054, r. Mocksa, [TaBenenxas ., 1.2, cTp.3

Ten. (495) 937 0700

Dakc (495) 937 0701
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Ha UHCMPYKYUAX, BJIOIHCEHHBLX 6 navky, QONOIHUMENbHO MOIHCEM YKA3bIBAMbCA 1020MUN

komnanuu «/labopamopuu Cepeve ».

Crapmmii cnenmajner no perucrpanun

JICKAPCTBEHHBIX CPEACTB
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