COOTBETCTBYET 3KCMNEPTHOMY OTUYETY
5 N= 18244
OBIAS XAPAKTEPUCTUKA JIEKAPCYBEHHOIO IIRETLAPATA (1007)

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Onrududbatua, 0,75 Mr/mi, pacTBOp 711 BHYTPUBEHHOTO BBEICHHS.

Ontududatun, 2 Mr/mi, pacTBOp sl BHRyTPUBEHHOTO BBEICHUSI.

2. KAUYECTBEHHBIN 1 KOJTMYECTBEHHBII COCTAB
JleiicTByro1iee BeecTBo: ANTUHUOATHI.

Dnrududarun, 0,75 Mr/Mit, pacTBOD Ul BHYTPUBEHHOI'O BBEJICHUS

Kaxnprit Mt pactBopa comepsxut 0,75 mr sntududaruna.

Onrududarra, 2 Mr/mMil, pacTBOP ULl BHYTPUBEHHOIO BBEICHUS

Kax b1t M1 pactBopa cogepxut 2,0 Mr sntududaruia.
BceromorarenbHble BeliecTBa, HAIMYME KOTOPHIX HAJO0 YUYHUTHIBATh B COCTAaBE JIEKAPCTBEHHOTO
npenapara: HaTpuii (cM. pazaen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEUIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PacTBop A1 BHYTPUBEHHOTO BBEICHHUS.

[Ipo3paunblii, OECIIBETHBIN pacTBOP.

4. KIMHUYECKUE JAHHBIE

4.1. IloxkazaHus K NPUMEHEHHUIO

[Tpenapar DnTudubaTna npeaHa3HAuYCH JUIsl IPUMEHEHHS Y B3POCIIBIX MAIllMeHTOB (B Bo3pacte 18
JIET ¥ CTapIie) JJIs:

* paHHe# MpoPUIAKTHKN UH(APKTa MHOKAp/Aa y MAIUEHTOB C HECTAOMILHON CTEHOKap el Wi
uH(papKkTOM MUOKapza 6e3 3y0ra Q, OTMeuaBIIKX MOCIEAHNN 00JIEBOM MPUCTYIT B TeUeHHE 24 4.,
¢ u3meHenussmu Ha DK n/nnu noBblIeHHEM aKTUBHOCTH KapAHOoCHen(PUIecKUX (pepMEHTOB;

* IpOGWIAKTUKN BHE3AMHOTO 3aKPbITHS COCYJIa U CONPSKEHHBIX C HUM OCTPBIX MIIEMHYECKHX
OCJIOKHEHUH MPU IIPOBENCHUM UYPECKOKHOW TPAHCIIOMUHAIBHOW KOPOHAPHOM AHTHOIIJIACTUKH
(UTKA).

[Ipenapar Ontududbarun npeaHasHaueH I MPUMEHEHHUS BMECTE C alleTHIICATUITMIOBOM
KHCJIOTON M He()PAKIIMOHUPOBAHHBIM I'€lIaPUHOM.
4.2. Pe:xuM 103MPOBaHUS M CIOCO0 PUMeEHEHHU s

[Ipenapar SnTudubaTHx NpeaHa3HavYeH I UCIIOJIb30BaHUS TOJIBKO B YCIOBHX CTallMOHAPA.
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PactBop A1 BHYTpUBEHHOTO BBeICHUS ¢ KOHLGHTpauueH] 047 5] M| ME (i [Hadys3uii), vl pacTBOp

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JUIs BHYTPUBEHHOTO BBEJICHUS C KOHIIEHTpanuen 2 mMr/mi (i OOJIFOCHOTO BBEJCHUS) JOJIKHBI
HCIIOJIb30BATHCSI COBMECTHO COTJIACHO MHCTPYKIIHH.

Pexomenyercss OJHOBpEMEHHOE NpHUMEHEHHME mpernapara JOnrtudubatuj W remapuHa, 3a
UCKITIOYCHHEM CUTYaIluH, KOT/1a MPUMEHEHHE TelapiHa MPOTUBOIIOKAa3aHO, HAIPUMED, B CITydae
TPOMOOIIMTOIICHHUH, CBS3aHHOMN C PUMEHEHUEM I'ellapuHa, B aHAMHE3E.

[Ipenapar Onrtudubatug Takke MOpeaHa3HAueH Ui OJHOBPEMEHHOTO NPUMEHEHHS C
aHeTHHcaﬂHHHHOBOﬁ KHCHOTOﬁ, TaK KaK alCTUJICAIINIIUIIOBAsI KHUCIJIOTA SABJISACTCA CTaH,Z[apTHBIM
KOMITOHCHTOM JICYCHHS TAI[UCHTOB C OCTPBIM KOPOHAPHBIM CHHAPOMOM, 3a HMCKJIFOYCHHUEM
CITyYaeB, KOT/Ia MPUMECHECHHE alleTUIICATUIIMIIOBOM KHCIOTHI IIPOTHBOIIOKA3aHO.

PexxuM 103upoBaHus

Tayuenmul c ocmpbim KOPOHAPHLIM CUHOPOMOM (RAYUEeHMbL C HeCMAOUNLHOU CIMEHOKapOuell Uiy
ungapxmom muoxapoa 6e3 3y6ya Q)

Pexomenayemas noza snrududaruma mist B3pocibix narueHToB ¢ KK > 50 mu/muH (o dopmye
Kokpodra-T'onra): BHyTpuBeHHO OOMIOCHO B g03¢ 180 MKI/KI Kak MOXHO paHbIIE MOCTe
IIOCTAaHOBKM JIMAarHo3a, 3aTeéM HAuMHAIOT HeNpepbhiBHYI0 HMHQY3ui0 B go3e 2,0 MKI/KI/MHH,
KOTOPYIO IIPOIOJIKAIOT J10 72 4 10 Hayajla Olepaliuy a0pTOKOPOHAPHOTO IIYHTUPOBAHUS UIIH J10
BBINKMCKU U3 CTAllMOHAPA B 3aBUCUMOCTH OT TOTO, YTO IPOUCXOIUT paHbIIIE.

Ecnmu B xone neuenus npoBoautcs UTKA, To uHby3uo npomomkarT eme B TeueHue 20-24 4
nocie YTKA, MakcuManbHas o0111ast IpoI0JDKUTEIBHOCTh BBEACHHSI COCTaBIsIEeT 96 u.
OKcmpenHoe unu «niaHo8oe» Xupyp2uueckoe 6MeuameibCmeo

Ecnn B xozme Tepanuum npemaparoM OnTuduOaTH] NalMEHTY HEoO0XOAMMa SKCTPEHHAs WU
HEOTJIOXKHAs Ollepalys Ha cepAle, HHQY3HIO ClieAyeT HEMEAJIECHHO npeKpaTuTh. Eciiu nanueHTy
HEOOXOJIMMO «IUIaHOBOE» BMEIIATENbCTBO, MH(Y3UIO ClIeAyeT MPEeKpaTUTh, YTOObI 1aTh BpeMs
JUIS BOCCTAHOBJICHUS (DYHKIIMH TPOMOOIIMTOB 10 HOPMAIBHOTO YPOBHS.

Iayuenmol, Komopvim mpebyemcsa nposeoeHue MmpomMOOIUMUYECKOU mepanuu (Hanpumep,
MPAHCMYPATLHBIN UHDAPKIM MUOKAPOaA ¢ HO8bIM namono2udeckum 3yoyom Q na IKT)

OnbIT NPUMEHEHHUs] y JAaHHOM TIpyNIbl MAlMeHTOB OTCYTCTBYET, NMPUMEHEHHUE Ipernapara He
PEKOMEHTyeTCs.

Iayuenmol, KOMOpvIM NPOGOOUMCSL UPECKOJICHOE KOpoHapHoe emeuiamenscmeo (4KB)
Pexomenayemas noza snrududaruna mis B3pocibix narueHToB ¢ KK > 50 mu/mus (o dopmyne
Kokpodra-T'onra): BHyTprBEeHHO 0010CHO B 7103€ 180 MKI/KI HEOCPEACTBEHHO IMEpe]] HaYauIoM
MaHMITYJIAIUH, yepe3 10 MuH mocine neporo 6omoca BBoaAT emie 180 MKI/kr B Buae Oomoca.

OnHOBpEMEHHO C TMEpPBbIM OOJIIOCOM HAYMHAIOT HEMPEPHIBHYIO HH(Y3HIO Npenapara B J103€
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2,0 Mxr/kr/MuH. MHQY31I0 TPOJOIKAIOT 10 BBIIUCKY IFIHACHTE 13 )SrallEoHapa A/l B) TEIeHIE

18-24 1 nocne nmposenennss YKB. MunnmanpHas peKoMeHIyeMas JUIMTeTbHOCTh HHDY3uH - 12 4.

Oco0ble rpyInel NALKMEHTOB

Tayuenmul ¢ HapyuwieHuem GbVHKI/tuu novyex

Tayuenmol ¢ ocmpvim KOPOHAPHBIM CUHOPOMOM (NAYUEHMbL ¢ HeCMAOUTbHOU CMeHOKapouell Uil
unghapxmom muoxapoa 6e3 3yoya Q) u knuperncom kpeamuruna > 30 - <50 ma/mun
Pexomennyemas no3a snrudubatuma s B3pocnsix nanueHToB ¢ KK > 30 - < 50 mu/Mun (1o
dopmyne Kokpodra-I'onra): BHyTpuBEeHHO O0FOCHO B 103€ 180 MKI/KT KaKk MOKHO PaHbIIIE TOCIE
NIOCTAaHOBKH JHMarHo3a, 3aTeM He3aMEUINTEIIbHO HAYMHAIOT HEMPEPBIBHYI HHQY3UIO B 03¢
1,0 MKI/KT/MHH, KOTOPYIO MPOAOKAIOT A0 72 W OO0 Hadajga oOmepaldd aopTOKOPOHAPHOTO
OIYHTUPOBAHUS WM IO BBIMUCKM W3 CTAllMOHApa B 3aBHUCHMOCTH OT TOTO, YTO MPOHWCXOIUT
paHbIIIe.

Ecnmu B xone neuenus npoBoautcs UTKA, To uHby3uo npomomkarT eme B TeueHue 20-24 4
nociie UTKA, makcumanbHasi oOmmiasi mpoJIOJDKUTEIRHOCTh BBEIECHMs cocTaBiisier 96 u. Jlms
pacuera KIMpeHca KpeaTHHUHA B MJI/MUH UCTIONB3YIOT (hopmyry KokpodTa-I'onra ¢ mokazarenem
(axTHUECKOI Macchl Tena:

Myxuunsl: (140 - Bo3pact B rogax) X (akTuueckas Macca Tejia B Kr)

72 X (CBIBOPOTOYHBII KpEaTHHUH B MI/IJ1)

Kenmunuer: (140 - Bo3pact B rogax) x ((paxkruueckast macca tena B kr) X (0,85)

72 X (CBIBOPOTOYHBIN KPEaTHHHUH B MI/JT)

[MTarmenTam ¢ maccoit Tena cBeimie 121 kr BBoasT 6osee 22,6 Mr mpenapara B BUjae 00Jt0ca U He
Oonee 15 mr/yac (mpu KOHIEHTpalUuW KpeaTWHWHA Hipke 2,0 mr/mn) wiu 7,5 mr/dac (mpu
KOHIIEHTpalnuu kpeatnauHa ot 2,0 10 4,0 Mr/m1) B Buie nHPy3un.

TIayuenmul ¢ knuperncom kpeamununa > 30 - < 50 ma/mun, Komopvim nPOBOOUMCIL UPECKONCHOE
KopoHapHoe emeuamenvcmeo (YKB)

Pexomennyemas no3a sntudubatuma mis B3pocnsix nanueHToB ¢ KK > 30 - < 50 mu/mMun (1o
dbopmyne Kokpodra-I'onTa): BHyTpUBEHHO 00JIFOCHO B J103€¢ 180 MKT/KT HEIOCPEACTBEHHO TIEPET
Ha4yaJIoM MaHHUIYJ 1KY, yepe3 10 MuH mocie mepBoro 6omroca BBoaAT emie 180 MKI/KT B BHjIE
6omtoca. OTHOBPEMEHHO ¢ TIEPBBIM OOJTIOCOM HAYMHAIOT HEMPEPHIBHYIO MHQY3UIO Tperapara B
no3e 1,0 mkr/kr/mMuH. WH(Y3UI0 MPOMOIDKAIOT M0 BBIMUCKH TAIMEHTa W3 CTAllMOHApa WU B
teueHne 18-24 u mocne mpoBenennss UKB. MunumanbHas pekoMeHAyemas JIUTEIbHOCTh

uHpy3un - 12 4.
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layuenmoi ¢ masicenou noveynou nedocmamoukocmuro ([OCNENOBATENEHOCTE 0002)

= RS

[Tpu Tsprenoit moueyHoi HepocrtaTouHocTh (KK < 30 mu/mMuH) 1 HEOOXOIUMOCTH MPOBEICHUS
reMo/ivann3a puMeHeHue npenapara InTududaTu mpoTUBONOKazaHo (cM. pasznen 4.3).

Tayuenmul ¢ HapyuwieHuem GbVHKI/tuu neyenu

[IpoTuBOMOKa3aH ManUeHTaM C KJIMHUYECKH 3HAYMMOW MEUEHOUYHOH HEIOCTAaTOYHOCTHIO (CM.
pasnen 4.3). OnbeIT puMeHeHust ANTHGUOATH A Yy TTAIMEHTOB C MIEYCHOYHOW HEA0CTaTOYHOCTHIO
KpaiiHe orpaHuyeH. [Ipy IEeYEeHOYHOM HEAOCTATOYHOCTH MpemnapaTr CleayeT IPUMEHSTh C
OCTOPOXXHOCTBIO, TaK KaK y TaKUX NAL[MEHTOB IIpenapaT MOKET MOBIMITh Ha CBEPTHIBAEMOCTh
KpoBH (cM. pazaen 4.4).
eTu

JlanHble OTCYTCTBYIOT. besonacHOCTh U 3 PEeKTUBHOCTh MPUMEHEHUS Ipernapara dnTududaTtua
y MalMEHTOB B Bo3pacTe 10 18 JeT He yCTaHOBIEHA, B CBA3M C 3TUM NPUMEHEHHUE y JAHHOU
KAaTeropuy MalyeHTOB HE PEKOMEHI0BAHO.

Croco0 ImpuMeHeHus

J11s1 BHyTpUBEHHOT'O BBEJICHHUS.

Jlnst GorocHOTO BBEIEHUS Mpernapar DnTtududaTua clieayeT HaOpaTh B IIMNpHI] U3 (IIakoHa,

conepskaniero 10 M npenapara ¥ BBECTU BHYTPUBEHHO CTPYHHO, B T€UEHHE 1-2 MUHYT.

Cpasy mocie OOJIOCHOTO BBEICHHUS CIIEAYyeT HayaTh BHYTPUBCHHYIO KaleldbHYIO HH(Y3HIO
npenapara. [Ipn Hanmuuuu Hacoca, MO3BOJISIIONIETO PETYINPOBATH CKOPOCTh MH(Y3UH, TIperapaT
OnTudubdaTi MOKHO BBOJIUTH HETIOCPEACTBEHHO U3 (iakoHa, coaeprkariero 100 mi npenapara,
He pasbaBisaa. Cucrema Ui BBeleHHs mpemnapaTta Ontudubarun u3 ¢riakoHa, coxepKallero
100 M1 mpemapara, T0KHA HMETh BO3[yXOOTBO/I; UTITY JUIS ITOJICOSANHEHNUS CUCTEMBI K (PIIaKOHY

CJIeyeT BBOJIUTH CTPOTO Uepe3 IEeHTP MpoOKu (pirakoHa.

4.3. [IpoTuBONOKA3aAHUS

* ['unepuyBCTBUTENBHOCTh K JEHCTBYIOIIEMY BEIIECTBY WJIM K JIOOOMY M3 BCIIOMOTaTEIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3zeine 6.1.

* JXenynouHsle WM KHIIEUHBbIE KPOBOTEUEHHS, CEPbE3HbIE I'€HUTAIBHBIE U YpPOJIOTHYECKHE
KPOBOTEUCHMsI WMJIM JPyTue BBIPaKEHHBIE MATOJOTMYECKHE KPOBOTEUEHMS (332 HCKIIOUEHHEM
MEHCTPYaJIbHbIX KPOBOTEUEHM) B TeueHHE nocaeaHux 30 nHel.

* Ocrtpoe HapylIEHHE MO3TOBOT0 KpoBoOOpalmieHuss B TeueHHe mnocieanux 30 aHed win
reMopparu4ecKuii HHCYJIbT B aHAMHE3E.

* Hajimune B aHamHe3e BHyTpHYEpeNHOro 3aboseBaHus (HOBOOOpa3oOBaHME, apTEPHOBEHO3HAs
Malib(hopMarusi, aHeBpU3Ma).

* «bonbIoe» XUpypruueckoe BMEIMIATENbCTBO B TEYEHUE MOCIEAHUX 6 HEEIb.
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* ['emopparuyeckuii quare3 B aHaMHeE3e. (MOCNEOOBATENEHOCTE 0002)

* Tpom6oruronenus (< 100 000 kieTox/mm®).

* [IporpomOunoBoe Bpems (IIB) 6onee 1,2 ot IIB KOHTpONBHOI MIa3Mbl WK MEXKIYHAPOIHOE
HOpManu3oBaHHoe otHomeHue (MHO) > 2,0.

* BeipaxkeHHas aptepuanbHas runeptreH3us (cucroamdeckoe AJ[ Bemme 200 MM pT. CT. WK
nuacrosmueckoe A/l Berme 110 MM pT. cT.) Ha (hOHE AHTUTUTNIEPTCH3UBHON TEPATTHH.

* KiinHuvecky 3HaunMasi IeYeHOvHasi HeI0CTaTOYHOCTb.

* OgHOBpEMEHHOE WM 3aIUIaHUPOBAHHOE TPUMEHEHHE JIPYTOro MHIMOUTOPA MNINKOIPOTEUHOBBIX
I1b/I11a pementopos.

* Tspxenast moyevHast HeIOCTaTOYHOCTh (KJIMpeHC KpeaTuHruHa < 30 MJI/MHH).

* HeoOx0a1MMOCTh MPOBEACHUS TE€MOINANIN3A.

4.4. OcoOble ykazaHHusl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Crnemyer coOmofaTh OCTOPOXHOCTh TPH  OJHOBPEMEHHOM NPHUMEHEHHH IIpernapara
OnrudubaTua ¢ APYruMu Ipernaparamu, BIUSIONMMHA HA CHCTEMY TeéMOCTa3a: TPOMOOIUTUKAMH,
MNEpopaIbHBIMU AHTUKOAT'YJISIHTAMU, pPACTBOpAMU ACKCTpaHa, aJACHO3UMHOM, HCCTCPOHUIHLIMU
NPOTHBOBOCTIAJMTEIBHBIMA  TIpErapataMy, BKJIOYas  CyJIb(QUHIHMPA30H, NpernapaTamu,
COJeP KALTIMH MTPOCTANUKITNH, JUITAPHIAMOI, THKJIOTHINH U KIOMUIOTPEIL.

Puck BOZHUKHOBEHHUST KPOBOTEUEHHI TIPU OJTHOBPEMEHHOM Ha3HAUCHHH Iperapara DnTtuduoaTua
" CTPCIITOKHNHA3HI, HCHOHBByeMOﬁ AJig JICYCHHUA OCTPOro I/IH(bapKTa MHOKapaa, YBCINYUBACTCA.
CoBmecTHOE TpHMEHEHHE TMpenapara OnTU(GUOATHA U TelmapuHa PEeKOMEHAYeTcs BO BCeX
cllydasix, TPU OTCYTCTBHUHM TPOTHUBOIOKA3aHU K WCIOJIB30BAHUIO TEMApHWHA, HaIlpHUMeEp,
TPOMOOIIMTOTICHNH, aCCOLIMUPOBAHHON ¢ IPUEMOM TelaprHa, B aHAMHE3e.

B cBa3u c oTCyTCcTBHEM KJIMHHYECKOTO ONbITa MNPUMEHSATh npenapar Ontududatuj
OJTHOBPEMEHHO C HU3KOMOJIEKYJISIPHBIM T€apuHOM HEOOXOJIMMO C OCTOPOKHOCTHIO.

[Mpenapat Dntududatu npexHa3HAYEH IS HCIIOIB30BaHHS TOJIBKO B YCIOBHSAX CTAIlOHAPA.

KpoBoTteuenust

[Ipenapar Dnrududatu ABIIETCS AaHTUTPOMOOTHUECKUM CPEJCTBOM, TIOJIABIISIONINM arperaruio
TPOMOOIIMTOB; IIOATOMY B IPOLIECCE JCUSHHS MTpernapaToM DNTU(UOATHI BCE MATUSHTHI JOIHKHBI
OBITh THIATENLHO OOCJIENOBaHbl [UIsl BBISBICHHS BO3MOXKHBIX KPOBOTEUEHHUH, OCOOCHHO
JKEHIIMWHBI, TallMeHThl MOXKUJIOTO0 BO3pacTa, MAlUEHThl C IOYEUHOM HEeAOCTAaTOYHOCTHIO
yMepeHHOU creneHu (KiupeHc kpeaTuHuHa > 30 - < 50 MuI/MHH), a TakKe MAIlMEeHTHl ¢ HU3KOM
Maccoil Tena, Kak HMeEloImMe HauOompIIMKA pUCK KpoBoTeueHWi (cMm. pazzmen 4.8). Ilpu

BO3HHUKHOBCHHUH CEPHE3HOI'0 KPOBOTCUCHUA, KOTOPOC HE YAACTCA OCTAHOBUTH ITYTCM HAJIOXKCHUSA
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JaBsiiedl TOBSA3KH, CIIENyeT HEMEIJICHHO r[peraTI/I_ﬂij:KHE@QE;;T@M@@TQ;IQ ;;1]1@601"0

COITYTCTBYIOILIETO I'eapyHa.

Puck kpoBoTeueHHst y manueHToB, KOTopbiM mnpoBoautcss UTKA, naubonee Benuk B MecTe
apTepuanbHOro jaoctyna. HeoOXomumo TIIATEIbHO KOHTPOJIMPOBATH MECTa BO3MOXKHOTO
KPOBOTEYCHMsI, HAIPUMEDP, MECTO BBOJA KAaTETEPa, MECTO APTEPUOIYHKIMH, BEHOITYHKIIUU WIN
UTOJIbHOY ITyHKIIMY, MECTO BEHECEKIUH, CIEYyEeT UMETh B BUJly BO3MOKHOCTb KPOBOTECUCHHMSI U3
eIy TOYHO-KUIIEYHOTO TPAaKTa U MOYETIOJIOBBIX IyTeH, 3a0pIOIIMHHBIX KpPOBOTeUeHHH. Takxe
BO3MOYHBI KPOBOTEUEHHUS B IICHTPAIHHON U Nepruepuyeckoil HEpBHOU CHCTEME.

OmnbIT nprMeHeHHs dNTH(GUOaTHIAa y MTALUEHTOB, NOIYYaOMUX TPOMOOIUTHYECKHE MTPENapaThl,
orpaHu4eH. B 3Toii CBS3M mpuUMEHEHue mpenapara y TakuxX HallMEHTOB HE peKOMEHAyeTcs (CM.
paszen 4.5).

B cnyuae mosiBieHUs 0OCTOSTENHCTB, TPEOYIOIUX IMPOBEACHUS TPOMOOIUTHUECKONW Teparu,
9KCTPEHHOTO  AOPTOKOPOHApPHOIO IIYHTUPOBaHMA WJIM BHYTPUAOPTAIbHOW  OalsIOHHOM
KOHTPIyJIbCalluu, HHY3HIO Npenapara OnTuguOaTu cieayeT HeMeUIEHHO TPEKPaTHUTh.

IIpn pa3BuTUM CEPHE3HOIO0 KPOBOTECUEHHUs, KOTOPOE HE YAACTCS OCTAHOBUTH HAJIOKEHUEM
JaBsIIed MOBS3KU, CelyeT HEMEMJICHHO INMPEeKpaTUTh BBEICHUE Ipemnapara Dntudubdarui, a
TaKXKe BBEJECHHUE JII0OOro HEPPAaKLUMOHUPOBAHHOIO TeHNapuHa IpU HUX OJHOBPEMEHHOM
IIPUMECHEHHH.

KoHTposs HAJT 70CTYIIOM K OEIpEHHON apTepuu

[Ipu npumeneHun mnpemnapara OnTUGUOATHA PUCK KPOBOTEUCHHs HaubOoliee BEIUK B MeECTe
BBEICHUsI Karerepa B OeapeHHyio apteputo npu mnposenenun UTKA. Cnemyer cobmomarh
OCTOPOXKHOCTh M yOEIUTHCA B TOM, YTO ITyHKTHPOBAaHA TOJBKO MEPEAHSS CTEHKa OeIpeHHOMH
aptepun. VHTpompiocep u3 OeApeHHON apTepHMH MOXKHO YNAIUTH II0CIE BOCCTAHOBJICHUS
KOaryJsiquOHHONW (DYHKIIMM 0 HOPMBI: aKTMBUPOBAHHOE BpPEeMs CBEPTHIBAHUS KPOBU — MEHEE
180 ¢ (oObruHO yepe3 2-6 yacoB mocie OoTMEHBI remapuna). Ilocie ynaneHus MHTpoIbIOCEpa
CIIe/TyeT OCYIIECTBUTH T'€MOCTa3 C MOCIEAYIOIUM TIIATSIbHBIM HAOIIOACHUEM /10 BBINHUCKU M3
CTaIoHapa.

TDOM6OHI/ITOHGHH}I U HMMMVYHOI'CHHOCTB, CBA3aHHBIC C NPHUMCHCHHCM I/IHFI/IGI/ITODOB IIb/111a

PCLICIITOPOB

[Ipenapar OnTtudubaThg MOAABISET arperamyio TPOMOOIIMTOB, HO HE BIUAET HA WX
JKU3HECTIOCOOHOCTh. YacToTa pa3BUTHSI TPOMOOIMTOIICHUH ObliIa HU3KON U CXOXKEH ¢ TaKOBOU y
ManucHTOB, NOJYYaBIIUX HHaHGGO, qTo HaGHIO,Z[aJIOCB KaK B X01€ KIIMHUYCCKUX HCCHGHOBaHHﬁ,
TaK U B PEAKHX COOOIICHUAX O CIy4asiX pa3BUTHI MMMYHHOM TPOMOOLIMTONICHUH MTPH IIPOBEICHUH
MOCTPETUCTPAIIMOHHBIX HaOmoaeHnid. Hannyme B 1utazmMe mepeHOCHMBIX (DaKTOpoB, KOTOpHIC

MOTYT CBSI3BIBaThCS C anTududaTuaoM u raukornporenHoBsiMu [Ib/I1la penienropamu o3Havaer,

6
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YTO MOJKET Pa3BUTHCS UMMYHHBIN Tp0M60umoneHI/Iqqﬂ<|12H‘/‘;_'qEEpj‘. HIPHCIMEPEOM. TIpHMEHEHN U

uHruouTopoB rmkonporenHoBeix IIb/Illa  pernentopoB wiaM y MHalMEHTOB, IOBTOPHO
HoJyYaromux snTududaTu.

Mexanu3M (MMMYHHBIM W/WIM HE MMMYHHBIA) BIMAHUS OSnTUGUOaTHAa Ha pa3BUTHE
TPOMOOLIMTONIEHUH TOJHOCTBIO HE U3y4yeH. B CBS3U ¢ TeM, 4TO MOBTOPHOE BO3JIEHCTBUE JTHOO0TO
uHruouropa riaukonporenHoBsix 11b/IIla penentopos (abrukcumaba win snTudubaTHIA U AP.)
WIA TIEPBUYHOE BO3ACUCTBHE MHTHOMTOpOB riuukonporenHoBbix IIb/Illa penentopos, moxer
COIIPOBOXKIATHCS TPOMOOLIMTONIEHUYECKUM HMMMYHHOOIIOCPEIOBAHHBIM ~ OTBETOM, CIIEIyeT
IPOSBISATE OCTOPOKHOCTH W KOHTPOJIMPOBATH BO3MOXKHBIE CIy4dal TPOMOOLIMTONECHHH,
CONPOBOXKAAIOIIMECS ~ apTepUANbHONM  TUIOTEH3WEH  W/WIM  JAPYTUMH  CHUMITOMaMu
THIIEPYYBCTBUTEIBHOCTH.

[Ipu moaTBepkKIeHNUH yMEHBIIEHUs KojuuecTBa TpombOomuToB 10 < 100 000/MM* wim ocTpoii
IyOOKOH TpPOMOOIUTONEHUU CIIEAyeT HEMEIJIEHHO pPacCMOTPETh NpeKpalleHHe JeuyeHus
J00BIMU JIEKAPCTBEHHBIMH TIpenapaTtaMu, KOTOpble MOTYT 00JaJaTh TPOMOOLMTONEHUYECKUM
JeiicTBUEM, B TOM 4Hcie AMTU(UOATHIIOM, TeapruHOM U KionuaorpenoM. Heo6xonumo Hayath
NOJICP’KUBAIOLIYIO TEPAIUIO, a TaKXKEe MPOBOAUTH MOHUTOPHHI KOJIUYECTBA TPOMOOLIUTOB IS
KOPpPEKLIMU JIeYeHHUsS M YCTaHOBJIEHUs dTuojoruu. Ecnm TpoMmOouuTomeHuss HE CBs3aHA C
npuMeHeHueM snTudubdatraa, Teparnuss UM MOXET OBITh BO30OOHOBJICHA IMOCJIC HOPMATH3allUN
KOJIMYECTBA TPOMOOITUTOB.

YBenuueHne BpeMEeHI KPOBOTCUCHHUS

Bpewmst kpoBoTeueHus py MpUMEHEHUH M TH(HUOATHAa BHYTPUBEHHO B BUE 000ca U HH(PY3UH
YBEJIMYMUBAETCS 10 5 pa3. DTO yBeIUYEHHUE SBISAETCS OBICTPO OOpAaTHMBIM IOCIIE MPEKPALCHUS
UH(QY3HH, U TIOKa3aTelb BO3BPALIAECTCS K UCXOAHOMY YPOBHIO B TedeHue 2-6 4. [Ipu npumeHeHnu
B BUJC MOHOTEpAnuH SNTH(PHOATHII HE OKa3bIBACT 3HAYMMOIO BIMSHHUS HA MPOTPOMOMHOBOE
Bpems (IIB) u akTuBHpoBaHHOE YacTUUHOE TpoMboriacTuHoBoe BpeMs (AUTB).

ITpuMeHeHne remaprya

CoBMecTHOE TpPHMEHEHHE TMperapara ONTUGUOATHA MW TelmapruHa PEKOMEHAYEeTCS BO BCEX
CIy4asiX, TpHU OTCYTCTBUM TPOTUBOMOKA3aHUI K WCIOIB30BAHUIO TelapuHa, HAIpUMED,
TPOMOOIIUTONICHUH, ACCOLIMUPOBAHHON C MPUEMOM TelapruHa, B aHaAMHE3e.

Iayuenmul ¢ HecmabuvbHOU cmeHokapouetl Uiy uHgapxkmom muoxkapoa oes 3yoya Q

Jlnst manmeHToB ¢ Maccoit Ttena 70 kr m Oojee peKOMEHJ0BaHHAs OOJIIOCHAS /1032 COCTABIISICT
5000 EJI, mocnenytromas mocrostaHas undysust 1000 EJI/4. JIns manueHToB ¢ Maccoil Tena MeHee
70 kr OomtocHast mo3a cocraBiusier 60 EJl/kr, mocnenyromast undysus 12 EJl/kr/u. Crnemyer

MPOBOAUTH MOHUTOPUHT nokazaresnst AUTB mis nogaepxanus 3HaueHuid B auanaszone 50-70 c.
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Kopounapnas aneuonnacmuka

[Ipu nposenenuun UTKA y narnuentoB HeoOxoauMo KoHTponupoBaTh ABC (akTHBUpOBaHHOE
BpEeMsl CBEPTHIBAHMS), €r0 3HaYeHUs TOJDKHBI ObITh B mpeaenax 300-350 c. Ilpu npeBbimieHHH
3HAYEHUS aKTUBUPOBAHHOTO BpeMeHH cBepThiBaHUs KpoBu 300 ¢, mprMeHeHue rernapuHa HyKHO
MIPEKPATUTh U HE BO30OOHOBIIATH /10 CHUKEHUS 3HaueHus meree 300 c.

Hesxempennoe YTKA ¢ unmpaxkoponapHuiM cmeHmuposanuem

J1g manMeHToB, KOTOPBIM HE BBOJAWIICS TENAapUH B TEYEHHE 6 4 Iepes BMEIIATEIbCTBOM,
pPEKOMEHIyeTCsl HauajabHOe 00JIFOCHOE BBeIeHue renapuHa B go3e 60 EJI/kr. [{eneBoii mokazarens
ABC Bo Bpemsa npouenypsl coctaBisger 200-300 c. B xome mpomnemypst UTKA MoxHO
JIOTIOJTHUTEIILHO OOJIIOCHO BBOAMTH TeMapHH Ui mojaepkaHus mokaszarens ABC B srom
JUana3oHe.

ITaredTrl ¢ IEYEHOYHOU HETOCTATOYHOCTRIO

OnbIT mpuMeHeHMs ANTU(GUOATHAA Y MALMEHTOB C MEYEHOYHOM HEeIO0CTaTOYHOCThIO KpaiiHe
orpanuyeH (cM. paszaen 4.3). [Ipu neyeHOYHOI HeIOCTaTOYHOCTH Mpenapar CleayeT MPUMEHSTh
C OCTOPOXKHOCTBIO, TAK KAaK y TAKHUX MAIMEHTOB IpenapaT MOXET MOBJIHATh Ha CBEPTHIBAEMOCTh
KPOBH.

ITanmedTrl ¢ MOYEYHOW HEIOCTATOYHOCTBIO

[Ipu moveunoi HemocTaTOYHOCTH Jierkod crermenn TsokecTd (KK > 50 mur/mun mo ¢opmyse
Kokpodra-T'onta) mpenapatr Onrudubatia MoxkeT 0e30macHO MPUMEHSTHCS B CTaHAAPTHOU
no3upoBke. [lpu mMmodeyHO HEZOCTAaTOYHOCTH, yMepeHHouW wumm Tsokenoit cremenun (KK
< 50 mu/mun o dpopmyne Kokpodra-I'onra) kmupenc sntududatuga CHIKEH TPUOIU3UTEIHHO
Ha 50 %, a paBHOBECHbIE KOHIIEHTPALIMH B IJIa3Me YBEIMYEHbI MPUOIU3UTEILHO B J1Ba paza. Y
MAlHAECHTOB C IIOYEYHOM HENOCTATOYHOCTBIO, YMEPEHHOM WM TSDKEIOW CTENEHH, KOTOPBIM
POBOJATCS 0ObIUYHBIE HH(Y3UHU B 103€ 2 MKI/KI/MHH, TIOBBIIIIEH PUCK KpoBoTeueHH. [loaTomMy y
TaKUX MAlUEHTOB 703y MIPH MPOBEACHNN NHPY3UU CIeTyeT CHU3UTD 0 | MKI/KI/MUH (CM. pa3ien
4.2). KiIMHUYECKUX HCCICIOBAHUI C YyJYacTHEM MAllMEHTOB, HAXOMASAIIMXCS Ha Hajiu3e, He
IIPOBOAMIIOCH.

MonuTopupoBaHue 1a00paTOPHBIX MTOKA3ATENEH

N3menenne nabopaTOpHBIX TMOKa3aTeled B Mpolecce JeUYeHHs INTUGUOATHIOM SBISETCS
CJIEZICTBUEM M3BECTHBIX (DapMaKOJIOTHMUECKMX CBOWCTB Iperapara, HalupuMmep, HWHIHOUpOBAHHS
arperaniui  TpoMOonmToB. Takum o0Opa3oMm, W3MEHEHHUS JIA0OPATOPHBIX MOKA3aTeNe,
XapaKTePU3YIOUINX KPOBOTeUEHUE (HAapUMep, BpEMEHH KPOBOTEUCHHSI), HAOTIOAAOTCS 4acTo U
SBIISIIOTCST OkupaeMbiMu. [Ipu mpumeHeHun snrtudmbatuaa ¥ NpU NMPUMEHEHWH TUianebo He

Ha6J'IIOI[aJ'IOCI) OYCBUIHBIX paznnqnﬁ B TaKHX ITIOKa3aTeiaAaX, KakK FGMOFJ'IO6I/IH, réMaTOKpHT,
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KOJIUYECTBO TPOMOOIIUTOB, MOKa3aTe by RKDAA E [ OFeugad] L H ((RomIgATpanms

acrapTaTaMuHOTpaHc]epasbl, aTaHHHAMUHOTpaHCcepas3bl, OnaupyOunHa, menodHon Gocdarassr)
U QYHKIIUH MTOYEK (KOHIIEHTPALHS CBIBOPOTOYHOTO KPEaTHHHUHA, a30Ta MOYEBHHBI KPOBH).
Ilepen mpoBeaenueM wuH(py3un mpenapara OnTududaTHa pPEeKOMEHAYeTCs MpOBeICHHE
CIEeIYIOMMX JabOpaTOPHBIX HCCIEAOBAHUN [UIsl BBISBICHUS YK€ HMEIOLIUXCS HapylIeHUN
remocrasza: ompeneneHue nporpomoOuHoBoro Bpemenu (IITB) m AYTB, xkoHmeHTpamuu
CBIBOPOTOYHOTO KpEaTHHWHA, YHCIAa TPOMOOIIMTOB, YPOBHS TE€MOTJIOOMHA WM TEMaTOKPHTA.
I'eMorin00MH, reMaTOKPUT U YUCIIO TPOMOOLIUTOB TaK)Ke HEOOXOAMMO KOHTPOJIUPOBATH B TCUCHHUE
6 4yacoB Iocjie Hayaua Teparnuy U He MEHee OJJHOTO pa3a B CYTKH Jajiee BO BpeMs IPOBEICHUS
Tepanuu (vim Ooyiee YacTO MPHU HAIMYUU TPU3HAKOB BBIPAKEHHOTO CHIKEHUS BEIMYUHBI
nokasarensi). Ilpu CHIDKEHMH umclaa TpombomuToB Hmke 100 000/mm®  Tpebyercs
JIOTIOJTHUTEIBLHOE OTIPEIeIEHUE YHCIIa TPOMOOIIUTOB [T UCKITIOYESHHUS IICEBAOTPOMOOIIUTONICHUH.
BBenenue HeppaKIMOHUPOBAHHOTO TIemapuHa CIEAYeT NPeKpaTuTh. Y NAIMEHTOB, KOTOPBIM
3arianupoBano npoBenenre YKB, Takxke onpenensitor ABC.

BcrnoMorarenbHBIE BEIIECTBA

[Ipenapar Ontududatun, 0,75 mr/mia, coxepxkut 161 mr narpus Ha 100 mi. HeobGxoammo
YUUTHIBATh MAallMEHTaM, HAXOIALIMMCS Ha JUETE C OTPaHUYEHUEM TOCTYIICHUSI HATPUS.
[Ipenapar Ontududarun, 2 mr/miu, coaepkut meree 1 Mmons (23 mr) Hatpus Ha 10 M1, TO €CTh,
10 CyTH, HE COJEP>KUT HATPUSI.

eTu
BezonacHocts 1 3¢hhekTHBHOCTH MPUMEHEHHUS Npenapara dnTududaTHa y 1eTeil He yCTaHOBIICHA.
4.5. B3aummopaeiicTBMe ¢ [PYrHMH JIEKAPCTBEHHbIMH MNpenapaTtaMu W JApyrue BHAbI
B3alMOJeliCTBUSA
[Ipenapat DnTrdudATHI HE BRI3BIBACT YBEITUUCHHS PUCKA OOJIBITUX U MAJIBIX KPOBOTEUCHUH TpU
OJTHOBPEMEHHOM IPHUMEHEHUH ¢ Bap(paprHHOM M JUMHUPHAAMOJIOM. Y MAIMEHTOB CO 3HAUYCHUEM
MPOTPOMOMHOBOTO BpeMeHH >14,5 ¢, momydaBmux >nTududaTri 0THOBPEMEHHO C BappapruHOM,
HE OTMEYaJIOCh MOBBIIIEHUS PUCKA PA3BUTHUS KPOBOTEUEHHI.
NmMeroTcs orpaHuyueHHBIC JaHHBIE WCIOJIB30BAHUS AMTH(PUOATHIA Y MAIMEHTOB, MOMYYaOIUX
TPOMOOTUTHUYECKHE TIpenaparhl. He nMeeTcst OMHO3HAYHBIX TAHHBIX, CBUIETEIBCTBYIOMINX O TOM,
YTO 3NTU(PUOATU]] TIOBBIIAET PUCKU PA3BUTHUS OONBIINX U MaJbIX KPOBOTEUEHHI, CBA3aHHBIX C
TKaQHEBBIM aKTHMBATOPOM ILJIa3MHUHOI€HA Kak y manueHtoB, noasepratomuxcs YTKA, tak u y
NAllMeHTOB C OCTPbIM HH(papKTOM MHOKapaa. OAHAKO B KIMHUYECKUX MCCIIEJOBAHUAX
ITU(PUOATH] TTOBBIIIA PUCKH PA3BUTHS KPOBOTCUCHHM NIPHU HA3HAYCHUU CO CTPENTOKUHA30HM Y
MAalMeHTOB ¢ OCTPhIM HMH(papkToM MHOKapaa. B uccnemoBanum y 181 mamueHTa ¢ OCTPBIM

nH(papkToM MuOKapaa snutududaTHa (703a OOMOCHONW HWHBEKIMU gocturaiga 180 MKI/K,
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nocieaywome uHQy3un - 10 2 MKI/KI/MHH g0 72)(H)[|Ha3HAUATCH | loAH0BPeMEHED) co

crpentokuHazon (1,5 mmua EJl 6onee 60 muH). B ciyyae makcuManbHOW CKOPOCTH WHQY3UH
(1,3 w™kr/kr/Mmur u 2,0 MKI/KT/MUH) TpUMEHEHHE OSNTHPUOATHIA aCCOIMUPOBATIOCH C
YBEJIMUYEHUEM YaCTOThl KPOBOTCUEHUH M TOTPEOHOCTH B TpaHCPY3HSIX IO CPABHEHHUIO C
MOHOTEpaINUel CTPENTOKMHA3Z0M.

B kiauHHMYECKOM HCCIeIOBaHUM y MAIMEHTOB C OCTPbIM HMH(APKTOM MHOKapjaa ¢ MOIbEMOM
cermeHTta ST CcOBMECTHOE NpUMEHEHHWE KOMOWHAIIMM CHIDKEHHBIX J103 TEHEKTeIia3bl |
snTH(UOaTHIA PUBOIMUIO K 3HAYMMOMY YBEIMUYEHHUIO PHCKA PA3BUTUS MACCHBHBIX M JIETKHX
KPOBOTEYCHHH (110 CPAaBHEHUIO C IUIane0o0 1 MpuMeHeHneM 3nTtududaTnaa 6€3 TeHEKTEeIIa3bl).
OntududaTHa HE COBMECTHM C PypOCEMHUIOM.

B xnmHMUYecKuX uccnenoBaHuax 95 % marueHToB, KOTOPBIM MPOBOIMIOCH HeakcTpeHHoe UKB ¢
WHTPAKOPOHAPHBIM  CTEHTUPOBAHHMEM, HA3HAYaJCs  KIOMUAOTPENT  OJHOBPEMEHHO C
alleTWICAIMIIMIOBOU KHUCIOTOU 00 iin B TeueHue 48 vacos nociie UKB u exxequeBHo mocie YKB.
CrneuuanbHbIX HCCIEAOBAaHMNH 1O U3YYEHHMIO (PapMaKOKMHETUYECKOTO B3aUMOJIEHCTBUS
npenapaTta IntudubaTiI ¢ APYTUMU MpenapaTaMu He MPOBOAMIOCh. OHAKO, TIPU MPOBEACHUN
KIIMHUYECKUX WCCIICJIOBAaHU HE OBUIO BBISIBICHO (PapMaKOKHHETUYECKOTO B3aUMOJCHCTBUS
MeX Ty SN (UOaTHIOM U TAKUMH YaCTO HCIIOIb3yEMbIMH Y MALIUEHTOB C CEPAEUHO-COCY IUCTHIMU
3a00JIeBaHUsMHU TIpernapaTamMy, Kak aMJIOJUINH, aT€HOJION, aTPONUH, KanTONpuil, 1eda3oivH,
nuasernaMm, JAWTOKCUH, JAWTHa3eM, AUQEeHTuIpaMuH, HHananpwi, (entanwi, QypoceMus,
rermapuH, JUJ0KAUH, JTU3UHONPUII, METOIPOJION, MUIA30JIaM, MOP(MUH, HUTPATHI, HUDETUTHH,

BapdapuH.

4.6. ®epTHIBLHOCTH, 0EPEMEHHOCTD U JJAKTALUS

bepeMeHHOCTB

KnuHudecknx wccneoBaHUN MO NMpUMEHEHWIo snTududatiaa y OepeMEHHBIX JKEHIIMH He
npoBoArSIOCh. OJTHAKO UCCIIEAOBAHUS BIUSHUS HA PEMPOAYKTUBHYIO (DYHKIIMIO MPOBOIMIINCH HA
KpbICax M KPOJHUKAX C MCIOIb30BAaHUEM 103, COOTBETCTBEHHO B 8 U 4 paza MpeBbIIAIONINX J03Y,
IpelHa3HAYeHHYI0 JUIs 4YeloBeka. B MaHHBIX HccaeloBaHUSX HE HAOII0Jaloch MPU3HAKOB
HapymieHuss (epTUIbHON (YHKIIUM WIH OTPHUIATEIHLHOTO BO3ICHCTBHS HA IUJIOJ, CBS3aHHOTO C
npuMeHeHneM osntudubaruna. Tak Kak HCCIEAOBaHUS HA JKUBOTHBIX HE CUHUTAIOTCS
JIOCTaTOYHBIMHU JIJISl TPOrHO3a BO3MOKHBIX peakuil y ueaoBeka, npenapar dnTududatus cieayer
NPUMEHSTH B MEPHOJ OEPEMEHHOCTH TOJIBKO B CIIydasiX, KOTJa IoJib3a JJIsi MaTepH MPEBbIIIaeT

HOTGHHH&HBHBIﬁ PUCK IJIid IJ1044.

JlakTanus
JlaHHBIX O MPOHUKHOBEHUH AMNITH(PHOATHIa B TPYJHOE MOJIOKO HET. PEKOMEHIyeTCsl MPEeKPaTUTh

IpyIHOE BCKapMJIMBaHKUE IPU MPUMEHEHUH penapaTa DnTududaTu.
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4.7. Biusinde Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHLIMIL] CPeACEBapu I PadoraTs

MeXaHHu3MaMH
HccnenoBanuii, NOCBALICHHBIX BIMSHUIO SNTUGUOATHIa HA CHOCOOHOCTH  YIPABIATH
TPAHCIIOPTHBIMU cpeacrBaMmu 501050 paGOTaTB C MCXaHMU3MaMU, HEC MMpOBOAUIIOCH.
®dapmMaKoIOrHYecKue CBOMCTBA AMTU(GUOATHIA CBUAECTEILCTBYIOT 00 OTCYTCTBHH KaKOTO-THOO
HETaTUBHOTO BIUSHHS Ha JAEATENBHOCTh Takoro pozga. OueHuBas CHOCOOHOCTH BBITIOJTHSTH
neicTBus, TpeOyromme OBICTPOTO TMPUHATUS PEIICHUN, CIEeNHUATbHBIX JBUTATEIBHBIX H
KOTHHUTHUBHBIX HAaBbIKOB, H606XOI[I/IMO YUUTBIBATH 061_1166 COCTOSAHUEC ITallUCHTa H HpO(bI/IJ'H:

HEeXENNaTeJbHBIX peakIuil anTududaTuA.

4.8. HexkennaTeibHbIe peakuuu

Pesrome mpoduiist 0e3onacHOCTH

BonpmmHCTBO HEXKeNaTeNbHBIX PEaKIui Py MPUMEHEHUH dSNTHGUOATH A CBSA3AHBI C PA3BUTHEM
KpPOBOTEUEHHMH WJIM BOSHUKHOBEHHEM HapyIIEHU CO CTOPOHBI CEPALIA WIIN CEPAECUYHO-COCYJUCTON
CUCTEMBI, YTO YaCTO HAOIIOIAETCs B TAHHOW MOMYJISIIUH MAIIUeHTOB.

Knunuueckue oannvie

YacroTa HexenaTeabHbIX SIBICHUM, TPEICTaBICHHBIX HIKE, Obula chopMHUpOBaHa HA OCHOBAHUU
nByx knuHudeckux uccnenosanuii 111 ¢paszer (PURSUIT u ESPRIT).

PURSUIT — nBoitHoe ciernoe paHAOMU3UPOBAHHOE HCCIeAOBaHHE APPEKTUBHOCTH U
0e30macHOCTH MPUMEHEHMsI ANTU(HOATHIa B CPAaBHEHHUH C TIIAIEe00 ISl CHUYKEHUS CMEPTHOCTH
U YHClia CJIy4aeB MOBTOPHOTO MHGapKTa MHOKapAa y MAalMEeHTOB ¢ HECTaOUIbHOM CcTeHOKapanuen
WM HHpapKTOM MHOKapaa 6e3 3yoma Q.

ESPRIT — nBoitHoe crenoe, MHOTOLIEHTPOBOE, PAHIOMH3UPOBAHHOE, TIAIIE00-KOHTPOIUPYEMOE
UCCIIEIOBaHNE B MapajUleNIbHbIX TpYyINax O H3ydyeHUio Oe3omacHOCTH U 3(PeKkTUBHOCTU
NpUMEHEHUs SNTHGUOaTHIa Y MAIMEHTOB ¢ 3alUIaHMPOBAaHHBIM MPOBEJCHUEM HEIKCTPEHHOTO
YpecKOKHOro KopoHapHoro BMmemiarenscTBa (UKB) ¢ mHTpakOpOHapHBIM CTEHTHPOBAHHEM.
JlanHble O HEXeNaTeNbHBIX SIBICHUSIX, BKJIOYas KpoBoTeueHwus, B uccienoBanun PURSUIT
MOJIy4aJIM C MOMEHTA BBIIIMCKH U3 CTallMOHapa 10 Bu3nuTa Ha 30 aeHb. SIBIeHNS KPOBOTEUEHHUS B
uccnenoBannu ESPRIT peructpupoBanu B TeueHue 48 4yacoB, a SIBICHHS, HE CBSI3aHHBIE C
KPOBOTEUYECHHEM, PeTUCTpUpoBaiu B TeueHue 30 queit. s kinaccudukauy 4acTOTHI MACCUBHBIX
u serkux kposoteueHuit B uccienoBanusix PURSUIT u ESPRIT Obuiu ucriosib30BaHbl KPUTEPHH
kpoBoTeueHus TIMI (knaccudukarus mo KputepusM [ pynmnsl o U3yYSHHIO TPOMOOIU3HCa TIPU
nHpapkTe muokapnaa). Jlanusie uccnenoanuss PURSUIT cobupanuce B Teuenue 30 gHEH, B TO
BpeMsl KaK JaHHbIe, MoTy4deHHbIe B uccinenoBanuu ESPRIT, Obutn orpaHiyueHbI SBICHUSMU,
KOTOpPbI€ BO3HUKJIM B TeueHUEe 48 4 WK 70 BBIIUCKHU, B 3aBUCUMOCTU OT TOTO, YTO IPOU30ILIO0

paHbIIe.
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IIpy nmpuMeHeHMHM B PEKOMEHIYEMBIX TepaneBTUYECKHAX(J03aX ) ROTOPFIE HICIOL30BM B

uccienoBannn PURSUIT (¢ ygactuem okonmo 11 000 mamweHTOB), KPOBOTEUYCHHE SIBISIIOCH
HauboJee pPacIpOCTPAaHCHHBIM OCJIOXKHEHHEeM Tepanuu sntudubatunomM. VHBa3uBHBIC
npolenypsl Ha cepiie (a0pTOKOPOHApHOE UIYHTHPOBAHWE WM TPH JOCTyNe K OeapeHHOU
apTepun) HanboJiee YaCTO COMPOBOKIATNCH KPOBOTCUCHUSIMH.

B wuccnegoBanun PURSUIT, 1nerkoe KpoBOTEUEHHE ONPEAETsIA KaK CIHOHTAHHYIO
MaKporeMaTypHIO, CIIOHTAaHHBIH TeMaTeMe3UC, KPOBOTEUCHHE CO CHU)KEHHUEM KOHLEHTPAIHH
remMoryioonHa 0oJjiee 4YeM Ha 3 T/AJ WIM CHUKCHHE KOHIICGHTPAIMHM reMorioOnHa Ooyiee 4em Ha
4 r/nn B OTCYTCTBHM BUAMMOIO MCTOYHMKA KpoBOTeueHHUs. Jlerkoe kpoBoTeueHHE ObUIO OYEHb
YacThIM OCJIOXHEHHEeM MpuMeHeHus sntududbaruga (> 1/10, wiu 13,1 % npu npumeHeHUu
sntudubaruga B cpaBHeHHH ¢ 7,6 % mpu npuMmeHeHuu Iuiane6o). KpoBoTeueHus ormedanuch
yamie y MalUeHTOB, OJHOBPEMEHHO IMOJydalolMx remapud npu nposeneHun YKB, korma
akTHBUpOBaHHOEe Bpemsi cBepThiBaHus KpoBu (ABC) mpeBwsmmano 350 c (cm. pazgen 4.4,
nonpaszen «lIpumenenune renapruna).

B wuccnenoBanuu PURSUIT maccuBHOE KpOBOTEUEHHE OIPEACIsIA KAaK BHYTpPHUUEPEITHOE
KPOBOTEUCHHE WJIM CHMKCHHE KOHIICHTPALMU reMorioduHa Oonee yeMm Ha 5 r/u1. MaccuBHBIE
KPOBOTEUEHHMsI MPU MpUMEHEHUH >MTudubdaTuaa B TaHHOM HCCIEI0BaHUU HAOIIOJANNCh OUYEHb
gactro (> 1/10 wimm 10,8 % npu npumenenuu sntudubaruna B cpaBHeHuu c¢ 9,3 % mnpu
OPUMEHEHUH TIUianebo), HWCKIoYas MofaBisonee OONBIIMHCTBO MAMEHTOB, KOTOPBIM
AOPTOKOPOHAPHOE IIYHTUPOBAHUE HE NMPOBOAMIIOCH B TeueHHe 30 THEH mociie BKIIOYECHHUS B
UCCIIEIOBaHUEe, Y KOTOPBIX JAHHOE SIBICHHE HAONIONAIOCh HEYacTo. Y MAalUEHTOB, KOTOPHIM
MPOBOAWIIN AOPTOKOPOHApPHOE IIYHTHUPOBAHUE, YAacTOTa KPOBOTEUYEHUH NpU NPUMEHEHUU
snTudubaTuIa 1Mo CPaBHEHUIO C MAlMEHTaMU, MOJIy4aBIIMMU IUIanebo, He yBelIWyuBaiach. B
HOATPYINE MalMeHTOB, KOTopsiM mpoBoawin YKB, oOmmpHble KpoBOTeueHHs! HaOIIOAAIHCh
qacto: y 9,7 % manueHToB py NpUMEHEHUH 3N TUPUOATHIA TT0 CpaBHEHUIO ¢ 4,6 % y NMAIEHTOB,
nojsydyaBmux Iutane6o. YacTtora BO3HUKHOBEHHUS TSDKEIBIX WM YIPOXKAIOIIUX KU3HU
KPOBOTEUEHHH Mpu NnpuMeHeHuH sntududatuaa coctasmsa 1,9 % B cpaBuenuu ¢ 1,1 % npu
npuMeHeHnu mane6o. [pu npumenennu sntududaTHIa yMEPEHHO MOBBIIIANACH TIOTPEOHOCTD B
remoTpancdysusx (11,8 % - snrudubarun, 9,3 % - mnanedo).

Pe3roMe HexxenaTenbHbIX PEAKIINN

HesxenaTelbHBIC SIBIICHUS, PEACTABIICHHBIC HIKE, IIEPEYHCIICHBI B COOTBETCTBHH C TIOPAXKCHUEM
OpPraHOB U CHUCTEM OPraHOB M YaCTOTOM BCTpedaeMOCTH. YacToTa BCTPEUaeMOCTH OMPEACsIeTCs
clenyrommM oopazoM: oueHb 9acto (> 1/10), wacto (> 1/100, Ho < 1/10), mewacto (> 1/1 000, HO
< 1/100), peaxo (> 1/10 000, o < 1/1 000), ouens peako (< 1/10 000), vacrora Hen3BecTHA (HA

OCHOBaHWHM WMEIONIUXCS JIaHHBIX OIEHUTh HEBO3MOJXKHO). YKa3zaHa aOCOJIOTHAas 4YacToTa
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COOTBETCTEBYET JKCNEPTHOMY OTYETY
oT 22.07 2025 Nz 18244

coo01eHuii 63 yueTa 4acTOThI TpH NpuMeHeHuy manedp] HIpA BanmEnd BEaHHHEIX 00 0TI BHBIM

HeXenatelbHbIM sBIeHUsAM U3 nByX ucciemaoBanuii (PURSUIT u ESPRIT), mist onpenenenus
YaCTOTHI HEXKENIATEIBHBIX SBIICHUN ObLIa UCIIOJIb30BaHa HAMOOIbINAs yKa3aHHAS YacTOTa.
CrnemyeT OTMETHTh, YTO CBsI3b C NMPUMEHEHHEM MpernapaTra Oblla yCTaHOBIEHA HE HJS BCEX
HE)KeJaTeJIbHbBIX SBJICHUH.

YacroTa cepbe3HbIX HEXeNaTeIbHbIX SIBICHUHN, HE CBS3aHHBIX C KPOBOTEUEHUEM (apTepHalIbHAS
TUTIOTEH3HS H JIP. ), IPU IPUMEHEHUH MTU()UOATHIa HE OTIIHYAETCS OT TAKOBOW MPU MPUMEHEHHUH
iane0o.

Hapywenus co cmoponvl kposu u aumgamuyeckoui cucmemul

OdeHb YacTo: KPOBOTEUEHHE (MACCUBHBIE U JIETKHME KPOBOTEUECHMS, BKJIIOYasi KPOBOTEUCHHUSI IPU
AOPTOKOPOHAPHOM IIYHTUPOBAHWU M JOCTyNe dYepe3 OCAPEHHYI0 apTepuio, KETyT0YHO-
KHIIIEYHBIE KPOBOTECUCHUS, MOYETOJIOBbIE KPOBOTCUCHHs, 3a0PIOIIMHHBIE U BHYTPUYEPEITHBIC
KPOBOTEUEHHMsSI, TeMaTeMe3UC, TIeMaTypHuio, BHYTPUPOTOBBIE/POTOTJIOTOUYHBIE KPOBOTEUEHUS,
KPOBOTEUCHHSI, CHUYKAIOIINE FeMaTOKPUT/TEMOTIIOONH U IPyTHE).

Hewacrto: TpoMOoLIuTOCHHUS.

Hapywenus co cmoponul HepéHoii cucmemvl

HeuacTo: nepeGpaibHas UIIeMusI.

Hapywenus co cmoponvwl cepoya

Yacro: octaHOBKa cepaua, GUOPMILIALUS KeIyA0UKOB, KEITyJOUKOBask TaXUKapaus, 3aCTOMHAs
cepAeyHast HeAOCTAaTOYHOCTh, ATPHOBEHTPUKYJISIpHAs OJ10Kaia, GUOPHUILIALUS IpeICepIii.
Hapywenus co cmoponwvl cocyoos

Yacro: kKapIMOT€HHBIH 10K, apTepuanbHasi THIOTEH3UsI, (hIeOuT.

OcraHoBKa cepja, 3acToiiHas cepleyHas HEAOCTaTOYHOCTh, (DHOPMIUIAIMSA Tpeacepani,
apTepuajbHas THUIOTEH3US W KapAWOTEHHBIM IIOK, KOTOpPbIE YacTO PETUCTPUPOBAINCH B
uccinenopannu PURSUIT, npencrasisiiu co0o0ii SIBJICHMS, CBI3aHHBIE C OCHOBHBIM 3200JICBAaHUEM.

JlaHHBIE DOCTPErUCTPALIMOHHBIX HAOIIOACHUI

Hapywenus co cmoponuvl kposu u tumgamuyeckou cucmemsl

OdeHb pellko: KPOBOTEUEHHUS C JIETAILHBIM UCX0A0M (B OCHOBHOM 3aTparuBarolliye [eHTPAIbHYIO
U nepudepuyeckyro HEpBHYIO CHUCTEMY: IeMOPPard4yecKHil HHCYJIbT WM BHYTpUUEpEIHbIC
KPOBOTEUCHHSI), JIETOYHOE KpPOBOTEUEHHUE, OCTpas TIIIyOOKas TPOMOOLMTOIEHHs, TeMaToMa.
Hapywenus co cmopoHvl uMMYHHOU cucmembl

Ouenb peako: aHaQUIAKTUIECKUE PEeaKILIUH.

Hapywenus co cmoponvl Kodtcu u nOOKONCHBIX MKAHeLl

OueHb PCAKO: ChIllb, HCKECIATCIBbHBIC SIBJICHUA B MCCTC BBCACHUA (HaanMep, KpaHI/IBHI/H_[a).
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 22.07.2025 N2 182

Coo01IeHne 0 IMOI03PEeBaCMbIX HEXKEIATEIbHBIX! peakumaR| O CNENCEATENEHOC T 00021

1.4 4

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeaKIUsAX I[OoClie PETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ [elibl0 00eCIeyeHNs HePEPhIBHOIO MOHUTOPUHTA COOTHOILICHHS
«TI0JIb3a—PUCK» JIEKaPCTBEHHOIO Tpenapata. MeIuIuMHCKUM pabOTHUKAM PEKOMEHIyeTCs
coo01aTe 0 JIIOOBIX MOJ03pPEBAEMbIX HEXKeNaTeIbHBIX PEeaKIUsAX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHaJIbHbIE CUCTEMBI COOOLIEHHS 0 HEKENaTeNIbHbIX PEeaklUiX rocy1apcTB — YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI3a.

Poccniickas @enepanvs

Anpec: 109012, r. MockBa, CriaBsiHCKasl TUIOIIaab, 1. 4, cTp. 1

denepanpHas cnyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)

Tenedon: +7 800 550-99-03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiir B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEepHET:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

WNndopmanus o nepeno3upoBke >MTU(HUOATHAOM Yy YeTOBEKa OYeHb orpaHuueHa. [Ipu3HakoB
CEpbE3HBIX HEXKeNATEeNbHbIX SBJICHHM, CBI3aHHBIX CO CIy4YalWHBIM MpPHUMEHEHHEM OOJIBLINX /103
npu OOJIOCHOM BBEJCHHH, OBICTPHIM HWH(PY3HOHHBIM BBEIACHHUEM, 4YTO COOOMIATOCh Kak
Nepeo3upOBKa, WM MPEBBILICHUEM KyMYJISTHUBHBIX 103, He HaOmomanock. Coolmianoch o
9 manueHTax, KOTOpble B paMkax kinHudeckoro uccienosanus PURSUIT nomyunnu 6om1rocHyto
7103y W/HiIu UH(QY3UOHHYIO 7103y, Oojiee 4yeM B 2 pa3a MPEBBICUBIIYIO YKa3aHHYIO B IPOTOKOJIE,
WJIM KOTOPbIE OBbUTH UIEHTU(UIIMPOBAHBI HCCIIEA0BATENEM KakK IMOTYYUBIINE Tepe103upoBKy. [Ipu
3TOM He Ha0II0AaI0Ch MACCUBHBIX KPOBOTEUEHUN HU Y OAHOTO U3 MAIIMEHTOB; OJHOMY MalUEHTY
OBUIO IIPOBEICHO A0PTOKOPOHAPHOE IIYHTUPOBAHUE, M Y HEro HaOII0AaI0Ch TOJIBKO YMEPEHHOE
KpoBoTeueHHne. Hu y o1HOro naruenTa He HabJIoAaa0ch BHY TPUUEPEITHBIX KPOBOTCUCHHIA.
[ToreHunanbHO mepeno3upoBkKa 3NTH(GHUOATHAA MOXKET BBI3BaTh KpOBOTeUeHHE. B cBs3u ¢
KOPOTKUM TI€pUOJIOM TOJYBBIBEIEHHUS M OBICTPBHIM KIHMPEHCOM, aKTHMBHOCTh Ipenapara
OnTudubdaTi MOXKHO OBICTPO CHU3UTH IyTeM Npekpatienus uadpysuu. [Ipenapar dntupudarus
MOXET TaKXe BBIBOJUTHCS IIyTeM TreMoauanu3a. B HEKOTOpBIX ciydasx [Uis JICYCHHS

Nepe03uPOBKU MOXKET IMOHAI00UTHCS ITepesIuBaHNe KPOBH.

5. DPAPMAKOJIOTUYECKUE CBOVMCTBA
5.1. ®apmakoauHaMHYeCKHe CBOHCTBA
dapmakoTepaneBTHUYECKas TPYIIa: aHTUTPOMOOTHYECKHE CPENICTBA, aHTHArPETaHThI, KpOMe

rernapHuHa.
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 22.07.2025 N2 182

Koxn ATX: BO1AC16 (MOCNEOOBATENEHOCTL 0002

1.4 4

MexaHu3M IeHCTBUS

Ontugubatu — OSTO CHUHTCTUYECKMH IUKIMYECKHH TremnTanentui, cojepxamuii 6
AMHHOKHUCJIOTHBIX OCTaTKOB, BKJIIOYas OJUH LIMCTEMHAMUJ W OJUH MEpPKANTONPOIHNOHUIOBBIN
OCTaTOK — J1€3aMHUHOLUCTEHHHIIL.

OnrududaTHa ABISICTCS HHTHOUTOPOM arperaiuy TpPOMOOIIMTOB U OTHOCUTCS K KJIacCy aprMHHH-
[IIAIAH-aCTIapTaT-MUMETUKOB. DNTU(UOATHT 00paTUMO MHTHOUPYET arperayio TpOMOOIIUTOB,
npefoTBpamias CBsi3biBaHHe (uOpuHOTreHa, ¢akropa BuiuieOpanma u Apyrux ajare3MBHBIK
aurasaoB ¢ raukonporenHoBbivu IIb/11la penenrropamu TpOMOOIMTOB.

dapmakognaamMuyeckue P PeKTel

OntudubaTia BBIBBIBACT 3aBUCHMOE OT JIO3BI W KOHIIGHTPAIlMM TIOJABJICHHE arperamuu
TPOMOOIIMTOB, YTO OBUIO IPOAEMOHCTPUPOBAHO eX Vivo C UCTIOIB30BaHUEM aicHO3UHIupochaTa
(AI®) wm gpyrux aroHUCTOB, WHIYIHUPYIOIIMX arperanui TpomOouuToB. JleicTBue
sntudubdaTuia HaOIIOJACTCS HEMEUICHHO MMOCe BHYTPUBEHHOTO OOJIFOCHOTO BBEIICHUS B J03€
180 MKr/KT. Pesxum ¢ mocieayonm npoBeIcHIEeM HEePepbIBHON BHYTPUBEHHOM HH(Y3UH B 7103€
2,0 Mkr/kr/MUH oOecrieunBaeT Oonee ueM 80% WHTrHOMpOBaHUE arperaiuu TpPOMOOITUTOB ex Vivo,
uHaynupoBaHHod AJI®, npu PU3MOIOTHYECKUX KOHIEGHTpAIUAX Kaiblus, y Oonee yem 80%
MAIMEHTOB.

WurubupoBaHue arperaiui TpOMOOLIUTOB SBJSIETCS 0OpaTUMBIM; uepe3 4 4 1ociie MpeKpaieHus
HenpepeiBHOW WHQY3uHu B o3¢ 2,0 MKI/Kr/mMuH ¢GyHKIUsS TpoMmOomutoB Ooinee yemM Ha 50%
BOCCTAHABJIMBAETCS 10 UCXOIHOT0 ypoBHs. [Ipu npoBenennn usmepennii A JI®-nHynupoBaHHON
arperaiiid  TpoMOOIIMTOB ex Vivo TpH  (U3HOJIOTHUYECKHX KOHLEHTPALUAX  KaJlbLus
(aaTHKOArynsHT  D-denwmmananun-L-npommn-L-apruaun  xnopmetuwikeron  (PPACK)) vy
NaIMEeHTOB C HECTA0MIIPHON cTeHOKapAuen u nHpapKkToM MUOKapaa 6e3 3youa Q 6bUT0 BBISIBICHO
3aBHUCMMOE OT KOHIEHTpanuu uHruOupoBanne ¢ MKsp (KoHIEHTpauus, HHrHOUpYyIoUas
arperaunio Ha 50%), cocraBmstomieit 557 ur/mu, u UKgo (koHIeHTpamusi, MHrHOUpyromas
arperaunio Ha 80%), cocraBistonieit 1107 ur/mu. Bpems kpoBoTeueHus NMpU NPUMEHEHUU
sntududaTua BHYTPUBEHHO B BUJE O0t0ca 1 MH(y3un 00paTuMo yBETMUUBAETCA 10 5 pas, 3TOT
1oKa3aresb BO3BPALIAETCS K UCXOIHOMY YPOBHIO B TeUeHHUE 2—6 U 1ociie MpeKparieHus nHQy3un.
[Tpu mpumeHeHHH B BUJE MOHOTepamuu SNTHGUOATHII HE OKa3bIBae€T 3HAUMMOIO BIIMSHHS Ha
nporpomOuHOBoe Bpemsa (IIB) m akTuBHpOBaHHOE YacCTUYHOE TPOMOOIUIACTHHOBOE BpEMSs
(AUTB).

Knunndeckas 23 eKTUBHOCTD U 0€30MaCHOCTh

HUccneoosanue PURSUIT

UccnenoBanme PURSUIT mnpencraBnsio cobori 6a30Boe KIMHUYECKOE HWCCIICIOBAHUE TPU
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COOTBETCTBYET 2KC __ EPTHOMY OTUETY

o1 22.07 2025 N= 18244

HectabunbHOU creHokapaun (HC) / mndapkre| Mmuokapia 6e3] Byona Q tag-QViIM) Lm0 Bpu1o

JIBOMHOE CIIENIOE, PaHIOMU3UPOBAHHOE, MJIalle00-KOHTPOJIUPYEMOE UCCIIE0BaHKE, IPOBOAUMOE
B 726 nentpax B 27 crpanax ¢ yuactuem 10 948 naruenToB ¢ HC wim ve-QUM. [arueHTs MOTTTH
OBITH BKJIIOYEHBI B UCCIICIOBAaHUE TOJIBKO B CIy4yae HaJM4Ms UIIEMUH MHOKapjaa B mokoe (> 10
MHUHYT) B TEUE€HHE MPEIIIECTBYIOMMX 24 4acoB, a TAaKXKe MPU HATUYHMH:

. n3MeHeHui cermenta ST: nenpeccus cermedTta ST > 0,5 MM B TeueHue meHee 30 MUHYT
WA CTOMKMIA mogabeM cermeHta ST > 0,5 MM, He TpeOyromuil peneppy3uu WM MPUMEHEHUS
TPOMOOJIMTHUECKUX CPEICTB, MHBepcus 3yona T (> 1 Mmm);

. Wy noBeIeHus ypoBHs ¢pakunn KOK-MB.

[TanieHTHI OB paHIOMU3UPOBAHBI HA MTOTYYEHUE TI1a11e00, 00IFOCHOE BBEICHHE SNITH(HOATH I
B 03¢ 180 Mkr/kr ¢ mocnenyromeil nugysuei B noze 2,0 mxr/kr/mut (180/2,0) nnu 6omocHoe
BBeieHHe anTududaruaa B 1o3e 180 Mkr/kr ¢ mocienyromeil nagysuei B 1o3e 1,3 MKr/Kr/MuH
(180/1,3).

NHdy3uo mnponokaaud A0 BBIIMCKA K3 CTAlMOHapa, A0 IPOBEACHUS aO0PTOKOPOHAPHOTO
myHTupoBanusi (AKII) unm B TeueHWe mepHoia MPOJODKUTENBHOCTBIO 0 72 4acoB, B
3aBHUCUMOCTH OT TOTO, YTO MPOUCXOMWIO panbiie. B ciaydae Bomonnenus UYKB undy3uio
sntudubaTuaa NPONODKAIM B TeueHHEe 24 4acoB MOCIEe MPOLENYpbl, BCIEACTBUE YETO
IPOJOJKUTEIBHOCTh HH(PY3HH MOTJIa COCTABIIATH 10 96 4acoB.

Jlewenne B rpymnme 180/1,3 mpekpamanu mociie TPOBEACHHS MPOMEXKYTOYHOTO aHAIM3a Kak
yKa3aHO B IPOTOKOJE, KOT/Ia B JBYX TpYIIax JICYCHHUS aKTHUBHBIM IIpernaparoM HaOIroaamu
CXOIHYIO YaCTOTYy Pa3BUTHS KPOBOTECUEHUH.

[TanMeHTHI MoTyyasn Je4eHHe B COOTBETCTBUM C OOBIYHBIMU CTaHapTaMH MCCIIE10BATEIbCKOTO
IIEHTpa; MO3TOMY 4acToTta npoBeaeHus anruorpadun, YKB n AKII cymmecTBeHHO oTiMyanach B
3aBHCUMOCTH OT IeHTpa U crpanbl. Cpenu mamuentoB B uccienoBanuun PURSUIT y 13 %
npoBoawin YKB Bo Bpemst un¢y3un snrtupudaruaa, uz Hux npumepHo 50 % ycraHaBiuBanu
BHYTPHCOCYHMCTbIE KOPOHAPHBIE CTEHTHI; 87 % NallMeHTOB MOIy4all MEJUKAMEHTO3HOE JICUCHHE
(6e3 mpoBenenus UKB Bo Bpemst nHby3un sntududaruaa).

[Tomapnstomniee OOMBIMMHCTBO MALMEHTOB MOMYYaIO alEeTUICATUIIMIOBYIO KUCIOTY (75-325 mr
OJIMH Pa3 B CYTKH).

HedpakunonnpoBaHHbIi renapyuH BBOAWIM BHYTPUBEHHO WJIU MTOJIKOXKHO IO YCMOTPEHUIO Bpaya;
yarie BCero BHyTpuBeHHO cTpyitHO B 103¢ 5000 E/] c mocnenyromieit HenpepbIBHOW HH(Y3UEH CO
ckopoctrio 1000 EJl/gac. bein pekomennoBan neneBoii nokazarens AUYTB B nuanazone 50-70
cexyHa. Beero 1250 nanuenTos nepenecan YKB B Teuenune 72 yacoB nocie paHioMu3aluu, Ipu
9TOM UM BBOJWIN HE(PPAKIIMOHUPOBAHHBIN renapuH BHYTPUBEHHO IS MOAJEPKAHUS TIOKA3aTeNs

akTHBUpOoBaHHOTO BpeMeHu cBepThiBaHus (ABC) B nuanazone 300-350 cexyH.
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or 22.07.2025 N= 18244

[lepBruHON KOHEYHOU TOYKOH HccllenoBaHUs ObLI cMepTRIbHBIH HCXOA Tio M0 Tpnanae mim

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HOBBIN ciydail uHdpapkra muokapaa (MM) (cormacHo ciemnoit onieHke KomuTeTom mo oreHke
knuanuecknx siBieHuid (CEC)) B Teuenue 30 mHel mocne pangommsarnuu. MMM mor ObITh
orpenieNieH Kak OecCUMNTOMHBIA NMpU Haauuuu moBbiieHuss ypoBHS KOK-MB wumm HOBOrO
3y6rma Q.

[To cpaBHeHuto ¢ mnanebo >nrudubatun npu BBeaeHUH 1o cxeme 180/2,0 3HAYMMO CHMKAT
YacTOTy Pa3BUTHUS SBJICHUN NMEPBUYHON KOHEUHOW TOUKHM (Tabnuua 1): 310 cocTaBisieT okoo 15

SIBIICHHH, KOTOPBIX yJanoch n3oexars, Ha 1000 manueHToB, MoayyaBIInX JCUCHHE.

Tabmuua 1. Yacrora coyuyaeB cmeptu / UM, onpenenennoro CEC (momysnsiuus, mosyduBIias
JIEYEHUE COTJIACHO PaHJOMU3ALIUN).

Bpewmst [Tnamne60 OnrududaTua 3HaveHue p

30 nueit 743/4697 (15,8 %) 667/4680 (14,3 %) 0,034*
4 - xpuTepuit xu-kBaapar [lupcona as pazHUAIBI MEX Y TIae00 U ANTUHUOATHIOM.

Pe3ynbTaThl mepBUYHOI KOHEYHOI TOYKHM OBIIH, TIIABHBIM 00pa30M, CBA3aHBI C BOSHUKHOBEHHEM
nH(papkTa MHOKap/a.

CHIKEHHE 4YacTOTHl pa3BUTHS SABJICHUI KOHEYHOW TOYKM Yy TAIMEHTOB, ITOJYYaBIINX
sntududaTua, HaOMIONANM Ha paHHHUX dTanax JjeyeHus (B TeueHue NepBbix 72-96 yacoB), U 3TO

CHUIXCHHUC COXPAHATIOCH B TCYHCHHUC 6 MECALICB 0e3 3HaYMMOr0 BIUSHHMS Ha CMCPTHOCTD.

Haubounpmas nonp3a npuMeHeHUs SnTHGUOATHIA 0)KUJACTCS Y MALMEHTOB C BEICOKUM PHUCKOM
pa3BuTHs HH(papKTa MUOKap/ia B TEUEHUE NEPBbIX 3-4 THEH MOocIie MOsSBICHUs CHMITOMOB OCTPOI
CTECHOKApHH.

[To JaHHBIM 3NUEMHUOJIOTMYECKUX HCCIEI0OBAHNM, O0Jiee BBICOKAsl 4YaCTOTa Pa3BUTHUS CEPIACUHO-
COCYJIUCTBIX SIBJIEHUI ObLIa CBsI3aHAa C HEKOTOPBIMHU IIOKA3aTeIsIMU, HAIPUMED:

. BO3pacT;

*  TIOBBIIIEHHUE YACTOTHI CEPJCUYHBIX COKPALLIEHUI WM NOBBILIEHUE apTEPUAIBHOIO AABJICHUS;

* IIOCTOSIHHAs WJIM Nepuouueckas 00Jb B Cep/le MILIEMUUECKOro XapaKkTepa;

* BeIpaxeHHbIC U3MeHeHus: Ha DKI (B yacTHOCTH, OTKJIOHEHHUS cerMeHTa ST OT HOPMBI);

* MOBBIIICHUE YPOBHS Kapauocnenuduyeckux GepMeHToB WiIu MapkepoB (Hanpumep, KOK-
MB, TponoHUHOB);

. cepieuHast HeI0CTATOUYHOCTb.

Uccnenoanne PURSUIT Opu1o mpoBeneHO B TOT MOMEHT, KOTJa CTaHIApT TepamuH OCTPHIX
KOPOHApHbIX CHHIPOMOB OTJIMYAJICA OT COBPEMEHHOI'O C TOYKHM 3pEHUS IPUMEHEHUs
TUCHONUPUINHA U OOBIYHOTO UCIOJIb30BAHUS BHYTPUCOCYAUCTBIX KOPOHAPHBIX CTEHTOB.

Hccneoosanue ESPRIT
ESPRIT (Ycunennoe moxmasienue TtpombonurapHbeix peuentopos b / Illa npu nmposenenuun
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 22.07.2025 N2 18244

Tepanuu SNTHGUOATUIOM) MPEICTaBIAI0 COO0H IBOHHOE| ECHEIEQE] EpdHAOMUBHPUBARHOE,

miaebo-KouTposmpyemoe uccienoBanre (N = 2064) ¢ mposeaenuem miaHoBoro YKB ¢
MHTPAKOPOHAPHBIM CTEHTHUPOBAHUEM.

Bce marueHThl moNydand CTaHAAPTHYIO TEpanuio0 W ObUTM PaHIOMU3HPOBHBI Ha IOTYYCHHE
miane6o wim sntududaruna (6omrocHoe BBeaeHUE 2 103 180 MKI/KT 1 HenpepbIBHAS UHQPY3US 10
BBITIMCKH M3 CTAIlMOHApa UM MaKCUMYyM B TeueHue 18-24 gacos).

BBenenne mnepBoii GOJMIOCHOM J03bI M MH(Y3UIO HAUMHAIM OAHOBPEMEHHO HEMOCPEICTBEHHO
nepexn nponenypoit YKB, BTOpyto 6omocHyro 103y BBOIWIM uepe3 10 MHHYT mocie mepBoil.
Cxopoctb nH(}py3un cocTaBisuia 2,0 MKI/KI/MHUH y MTAIIIEHTOB C KOHIIEHTPAITUEH CHIBOPOTOYHOTO
KkpeatruHuHA < 175 MKMOJIB/1 1u 1,0 MKI/KT/MHH y TAITMEHTOB ¢ KOHIIEHTPAIMEH CHBIBOPOTOYHOTO

KpeatuHuHa 0T > 175 10 350 MKMOJIB/II.

B rpynne sntudubatuaa npakTHUeCKyd Bce MalMeHTHl nonydanu acnupud (99,7 %), u 98,1 %
NAIMEeHTOB MOJTyYaal THCHOMUPUAKH (Kionuaorpen — 95,4 %, u Tuxnonuaud — 2,7 %). B neHp
npoeaenuss UKB, mnepen karerepuszanueid, 53,2 % nDanMeHTOB NOJy4ald TUEHOMUPUIIUH
(xmortuporpen — 52,7 %; tuxnonuaud — 0,5 %) - B o0cHOBHOM B Harpy30uHo# o3¢ (300 mr wiu
6onee). ['pynna mnane6o 6pi1a conoctaBumoit (acnupun — 99,7 %, kmonunorpen — 95,9 %,

tukIonuauH — 2,6 %).

B uccnenoanuu ESPRIT ncnons3oBany ynpoieHHbIH pekuM IPUMEHEHHS TenaprHa BO BpeMst
UKB, koTopblii BKIIt0UAT HAYaIbHOE OOII0CcHOE BBeAeHHE B 103¢ 60 EJI/KT pu 11eieBoM 3HaYCHUN
ABC 200-300 cexyna. [lepBuuHas KOHE4YHasi TOUKa MCCIEIOBAHUS BKJIIOYAIa CMEPTEJIbHBIM
ucxon (C), UM, skctpeHHyto peBackyisipu3aiuio 1eneBoro cocyna (OPLIC) u HeoTnoxkHYIO
TEpaNui0 aHTUTPOMOOTHYECKHM TpenapaTtoM ¢ Tepamueii maruburopom I'TI Ilb / Illa (HT) B
TeueHue 48 4acoB Mocie paH10MU3AIUH.

WM onpenensinu mo ocHOBHOMY JabopaTopHomy kputeputo, KOK-MB. Jlns ycTaHOBICHHS 3TOTO
JIMarHo3a JI0HKHO OBLIIO OBITH OMpEIeNIeHO Kak MUHUMYM J1Ba 3HaueHust KOK-MB > 3 x BepxHeit
TpaHUIBI HOPMBI B TeueHHE 24 4YacoB mociie uHaAeKcHOM mnpomenypsl UKB, Takum o6pazowm,
ouenka CEC ne tpeboBanace. IM Taxske Mor ObITh 3apeructpupoBa nocie oneHku CEC otyera
UCCIIE0BATEIS.

B ananuse mepBHYHOW KOHEYHOW TOYKM [KOMOMHUPOBAHHAS KOHEYHAs TOYKA, BKJIIOYAIOIIAS
YEThIpE KOMIIOHEHTA: cMepTh, UM, sKkcTpeHHast peBackyspuzarus 1emnesoro cocyna (OPLC) u
HeoTsokHast TpomOonuTuyeckas tepanust (HTT) uepes 48 yacos] B rpynmne sntududatuga Obi0
IPOIEMOHCTPUPOBAHO OTHOCHTEIbHOE CHUXeHue Ha 37 % u abcomoTHOe cHMKeHue Ha 3,9 %
(6,6 % siBienwii mo cpaBHeHuto ¢ 10,5 %, p=0,0015). Pe3ynabTaTsl 0o NepBUYHON KOHEYHOU TOUKE
ObLIM, TJIaBHBIM OOpa3oM, CBS3aHbl C yMEHbIIEHHWEM YacToThl pa3BuTuss MM mo ypoBHIO

(GepMEeHTOB,  OMpENCIICHHOMY  Kak  TOSBIICHHE  paHHETO  MOBBINICHUS  YPOBHEH
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kapauocnenupuyeckux pepmentos nociae YKB (80 w3 PZiciymaes HAMEE Epy e m1anedo no

cpaBHeHHUIO ¢ 47 u3 56 cnydaeB UM B rpynme miane6o). Knuandeckas 3HaauMocTh Takoro UM
110 YPOBHIO (DEPMEHTOB MO-TIPEKHEMY OCTAETCS CIIOPHOIA.

AHaJIOTUYHBIE PE3yIbTaThl OBLTH TAKXKE MOTYYCHBI 110 2 BTOPUYHBIM KOHEYHBIM TOYKaM, KOTOPBIC
orieHuBanyu yepe3 30 qHei: KOMOMHUPOBAHHON KOHEYHOU TOYKE, BKIIFOYAIOIICH TpU KOMIIOHEHTA
(cmeprensubiii ucxox, MM u OPLC), m Oonee HamexHOW KOMOMHMpPOBAHHOW TOYKE,
BKJIFOYAIOLIEN CMEPTENbHbIN ncxon u M.

CHMKEHHE 4YacTOThl pPa3BUTHUSL SIBJICHUA KOHEYHOM TOYKM Y TAIMEHTOB, MOJIyYaBIINX
snTudubdaTu, ObUI0O OTMEUEHO Ha PAHHUX 3Tanax Tepanuu. B ganpHeieM Ha NpoTshKeHUU A0 1

roJia yBEJIUYCHHS TOJIOKHUTEIHHOTO 3(dheKkTa OTMEUEHO HE OBLIO.

Veenuuenue epemenu kposomeuenus

[1pu BHYTpHUBEHHOW MH(Y3UU ¥ BHYTPHBECHHOM CTPYHHOM BBEIICHHH AMTU(HUOATHIA TIPOHUCXOTUT
yBEJIMYCHUE BPEMEHU KPOBOTCUCHHSI JIO TISITH pa3. DTO YBEIHUSHHE SIBIISIETCS OBICTPO 0OpaTHMBIM
nocJje mpekpaiieHust HtH}y3uu, moka3aTellb BpeMEeHH KPOBOTEUEHUS BO3BPAIIACTCS K HCXOIHOMY
3HAUEHUI0 B TeuyeHWe mnpumepHo 6 (2-8) uacoB. Ilpum MoHOTepamuu snTuduOATHAOM HE
OTMEUAeTCsl OMpEeIesIeMOro BIUsSHUS Ha nporpoMOuHoBoe Bpems (IITB) wnu akTuBupoBaHHOE

yacTUIHOE TpoMmbormacTuHoBoe Bpems (AUTB).

HUccneoosanue EARLY-ACS

EARLY ACS (Pannee unrubupoBanue perentopoB rimkonporenta Ilb / 1lla npu octpom
KOPOHApHOM CHHApOME 0Oe3 moabeMa cerMeHta ST) MpeacTaBisiio cOOO# HCCIIEIOBAaHHE CO
CpaBHEHHEM pAHHEr0 PYTUHHOIO MPHMEHEHHs snTuubatuaa u mianedo (C OTCPOYCHHBIM
NpeIBapUTEeNbHBIM  MpPUMEHEHHeM dntudubaTuaa B MOMEMICHUHM JJIS  [POBEICHUS
KaTeTepu3aliui) B KOMOMHAIIMY C aHTUTPOMOOTHYECKOM Tepanuel (aleTUICATHIIOBAs KUCIIOTa,
He(paKIIMOHUPOBAHHBIN TeNapuH, OWBATUPYAHMH, (DOHAAMAPUHYKC WIM HU3KOMOJEKYJISPHBIN
remaput) y manueHToB ¢ OKC 6e3 mogpema cermenta ST (OKCOnST) u3 rpymmbl BEICOKOTO
pucka. IlammeHTam AOMKHO OBLUIO OBITH TPOBEACHO HMHBA3WBHOE BMEMIATEIBCTBO TIOCHE
MOJYyYEeHHUSI HUCCIENyeMOro Imnpemnapara B TedyeHwe 12-96 yacoB. [lammeHTHl MOTJIM MOJTy4YaTh
JIEKapCTBEHHYIO TEPAIUIO Mepes] MpoBeAeHUEM aopToKopoHapHoro myHTupoBanus (AKIL) nmm
ypeckoxkHoro kopoHapHoro BmemartensctBa (UKB). Hecmotpst Ha 3apeructpupoBanHusiii B EC
pEXHM JO3UPOBAHUS, B HUCCICJOBAHUM OBLIU BBEACHBI JBE OONIIOCHBIE O3Bl HCCIETYEMOTO

npenapara (¢ uHTepBajgoM B 10 MUHYT) miepes IpoBeieHuEM HHY3HUH.

Pannee pytuHHOE npuMeHeHHe >nTU(uOaTHIa B JAHHOM MOTyYaBIIel ONTHMAJIbHYIO Teparuio
rpynmne naureHToB ¢ OKCOnST, KoTopbIM OBLIO NMPOBEJCHO MHBA3MBHOE BMEIIATENIbLCTBO, HE

IPUBEJI0 K CTAaTHUCTUYECKH 3HAUMMOMY CHUKEHHUIO YacTOThl KOMOMHHMPOBAHHOW IEPBUYHOMN
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KOHEYHOH TOUKM (BKJIIOYABLIEH cMepTenbHbIR ucxon; [N/ PENARBIDYOHYOT HIDEMAIO C

SKCTpeHHOM peBackyspusaieit u HTT B Teuenne 96 4acoB) o CpaBHEHUIO C PEKHUMOM TEPAITHHI
C OTCPOUYEHHBIM NpEeABAPUTEIbHBIM MpUMEHEeHHneM sntudpudaruaa (9,3 % nanueHToB B rpymrne
paHHero npuMeHeHus antududaTuaa no cpapHeHuto ¢ 10,0 % nanueHToB B rpymne OTCPOYCHHOTO
IpeBapUTENbHOTO MPUMEHEeHHs dSnTHubaTraa; oTHoweHue mancos = 0,920; 95 % AN = 0,802-
1,055; p = 0,234). Tsoxenoe / yrposaroiee >KU3HU KpoBOTeYeHHE coriacHo kputepusm GUSTO
pa3BUBAIOCH HEYACTO, YACTOTA €ro Pa3BUTHUS ObLa COMOCTABUMOW B O0EHX Ipymnmax Teparnuu
(0,8 %). YMepeHHOE WM TSDKENOE / yrpoKaroliee KU3HH KPOBOTEYCHUE COTJIACHO KPUTEPUSIM
GUSTO Bo3Hukano 3Ha4nMo 00Jiee 4acTo MPU paHHEM PyTHHHOM MPUMEHEHHH SnTH(udaTHIa
(7,4 % mno cpaBHenuto ¢ 5,0 % B Tpymme OTCPOYEHHOIO MPEABAPUTEIHLHOTO HPUMEHEHUs
sntupubaruga; p < 0,001). Cxonusle pa3nuuusi ObUTM OTMEUYEHBI B OTHOLICHHH OOLIMPHOTO
KpoBoTedeHusi cornmacHo kputepusm TIMI (118 [2,5 %] B rpymnme paHHEro pyTHHHOTO
IpUMEHEHHs 1o cpaBHeHHO ¢ 83 [1,8 %] B rpymnme OTCPOYEHHOTO NPEIBAPUTEIBHOIO
npumenenus; p = 0,016).

CraTrcTHYeCcKH 3HaYMMas 10JIb3a CTPATErny PAaHHET0 PYTHHHOTO PUMEHEHUs snTududaruaa He
ObUIa TPOIEMOHCTPUPOBAHA B TIOATPYIIIE MALMEHTOB, MOTYYaBIINX JEKAPCTBCHHYIO TEpaIHio, a
TaKXe€ MPU MPUMEHEHUH Tperapara BO BpeMs MepUoI0B JekapcTBeHHOW Tepanuu 0 UKB umu
AKIII.

B amocrepmopHoM ananuse naHHbIX wuccienoBanus EARLY ACS BbBog B OTHOUICHUU
COOTHOILIEHUS «II0JIb3a-PUCK» MPH CHIDKEHUH J03bl y MAIMEHTOB C YMEPEHHBIM HapylIeHHEM
(GYHKIMU TOYEK SBISIETCS HEOJHO3HAUYHBIM. YacToTa pa3BUTHUS SBJICHUS MEPBUYHON KOHEUHOU
TOYKH MPH PaHHEM PYTUHHOM NpuMeHeHuu sntudubatuna cocrasmsia 11,9 % y manueHTos,
MOJTy4aBIIUX Mpernapar B MoHWKeHHoH no3e (1 Mxr/kr/muH), u 11,2 % y nanueHToB, MOIy4YaBIINX
mpernapar B craHgaptHo mose (2 mkr/kr/muu) (p = 0,81). YactoTa pa3BUTUS SBICHHUN TpU
OTCPOYEHHOM TIpeBApUTEIBHOM NpuUMeHeHuu sntudubaruma cocramsna 10 % u 11,5 % y
MAIMEHTOB, NOJyYaBUINX MIpenapaT B MOHMKEHHOM /103€, U Y MallMeHTOB, MOJIy4YaBIIUX Mpenapat
B CTaHapTHOM J103€, COOTBETCTBEHHO (p = 0,61). OOmmpHOE KPOBOTEUCHHUE COTIIACHO KPUTEPHUSIM
TIMI Bo3HuKI10 y 2,7 % nmanueHToB, MOTy4YaBIINX Mpenapar B MOHMKEHHOH 103¢€ (1 MKI/KI/MuH),
1o cpaBHEHUIO ¢ 4,2 % MaIMeHToB, MOJIyYaBIIMX MpenapaT B CTaHAAPTHOM 103¢€ (2 MKI/KI/MUH),
MIpU paHHEM PYTHHHOM NpuMeHeHuu sntududaruga (p = 0,36). Yactora pa3BuTHsi OOIIHMPHOTO
KpOBOTEUEHHS coriacHo kputepusM TIMI mpu oTcpodeHHOM TNpeaBapUTEIIBHOM NMPUMEHEHUH
sntupubaruga cocrapnsa 1,4 % u 2,0 % y manueHToB, NOIyYaBIIUX Mpernapar B HOHWKEHHOM
103€, U Y TAIlMeHTOB, MOJYYaBIIUX MPEnapaT B CTAHAAPTHON J03€, COOTBETCTBEHHO (p = 0,54).
3aMeTHbIe pazuyMsl B 4YaCTOTE€ BOSHUKHOBEHHS TSKEIOTO KPOBOTEUEHHS COTVIACHO KPUTEPHUSIM

GUSTO ormeueHs! He OBLIH.
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5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA (MOCNEOOBATENEHOCTE 0002)

= RS

Pacnopenenenune

Crenenp cBs3bIBaHUS SnTHHOAaTHIA C OeNKaMM IIa3Mbl YEIOBEKA COCTABIIET OKOJIO 25 %.
DJIMMUHALMS

B Tolf ke momynsuuM MANUMEHTOB TMEpUOJ TOJYBBIBEACHHS U3 IUIa3Mbl COCTaBIISET
NpUOJIM3UTENBHO 2,5 4, TUIa3MEHHBIM KiIupeHc - 55-80 mu/kr/d, o0beM pacnpenaencHus
npubim3uTenbHo 185-260 MiT/Kr. YV 3710pOBBIX MAIIMEHTOB JI0JIS IOYEYHOH SKCKPEIH OT 00IIero
KIupenca coctanisier okoio 50 %; mpubmau3utensHo 50 % BBHIBOAMMOTO KOJTUYECTBA BEIIECTBA
BBIBOJIUTCS] B HEM3MEHEHHOU hopme.

JIngelHOCTh (HEIMHEHHOCTE)

dapMakoKHHETHUKA dNTH(PHOATH A UMEET JIMHEWHBIN U T0303aBUCUMBIN XapakTep Mpu O0IFOCHOM
BBeZIcHUH B J103€ OT 90 10 250 MKr/Kr u uH(y3uu co ckopoctbio ot 0,5 1o 3,0 Mxr/kr/mus. [Ipu
nH(py3un mpemapara B 03¢ 2,0 MKI/KI/MUH y MAallMEHTOB C HUIIEMHUYECKOW OOJIE3HBIO CepJla
CpeHsisi pABHOBECHAsI KOHIICHTpAIUs SnTr(uOaTHIa B TIa3Me YCTaHABIMBAETCS B ipeaenax 1,5-
2,2 mxr/mit. Takasi KOHIIEHTpAIKs B IJ1a3Me JTOCTUraeTcs ObIcTpee, eciu HH(Y3UH MpeiecTByeT
6omocHoe BBeneHue B 103¢ 180 MKI/KT.

Oco0rIe I'pynIbl TanMEHTOB

YMepeHHoe yBeTuYeHHE Nepuoja IMONyBbIBEACHUS U o0beMa pachpelesieHus HaOIomaeTcs y
MalMeHTOB CTapIIero BO3pacTa, MallMeHTOB CO CHWKEHHOM Maccod Ttenma (< 74 xr) w/mium
CHIKEHHBbIM KiimpeHcoMm KpeatuHuHa (KK). Benmnuuna 103bl ¥ MoOJI ManueHTa HE BIMSIOT HA
(dapmakokuHeTUKY npenapara dntududatua. Ilpu noyeyHol HETOCTaATOYHOCTH JIETKOM CTENEHN
sokectd (KK > 50 mi/mMun o hopmyne Kokpodra-I'onrta) koppekiuu 10361 Tpu OOTIOCHOM HITH
nH(}Y3MOHHOM BBeJieHUHM He TpeOyercs. [Ipu moyeuHoil HETOCTaTOUHOCTH YMEPEHHOM CTENeHU
Tsoxkectd (KK > 30 - <50 mi/mun no dopmyne Kokpodra-I'onta) pexomeHayeTcss KOPPEKIHs
J03bl. Y TMAIUEHTOB C IIOYEYHOM HENOCTATOYHOCTBIO YMEPEHHOM WIIM TSDKEIION CTEICHU
(KK < 50 mn/MuH) HaOII01a€TCSl CHIDKEHHUE KIUpeHca snTududaTuaa npubdausutenbHo Ha 50 %

U yBEJIMYEHHE PAaBHOBECHBIX KOHIICHTPAIH B M1a3Me MPUOIU3UTENBHO B JBa pasa (CM. pa3ieibl

4.4,4.2).

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [Iepeuenb BcnoMorareJibHbIX BellleCTB
JIMMOHHOM KHCIIOTBI MOHOTHIPAT

Hatpus ruapoxcun (st koppekiuu pH)
Bona nis nHnexmin

6.2. HecoBMecTHMOCTD
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Ipenapar OntududaTu HeNb3s BBOIUTH B OAHPH cucTaYiE ¢ DypOceMuaon LH O C TS 00021

JlaHHBII JNE€KapCTBEHHBIM IpemnapaT HE CJleAyeT CMEIIMBaTh C JAPYIMMH JIEKAPCTBEHHBIMU
IpenapaTam, 3a HCKJIIOUEHUEM YIIOMSHYTHIX B paszaene 6.6.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

3 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

B 3amumnienHom ot cBera Mecte, Ipu Temneparype He Bbiie 8 °C.

He 3amopaxuBars.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

Ha nnowaoke ®I'byY « HMHUI] kapouonozuuy Munzopaea Poccuu, Poccusa

Pacmeop onsa enympueennozo geedenus 0,75 me/mn

ITo 100 mn mpenapata Bo (hakoHBI SHTapHOro cTekia (Tum 1), yKynmopeHHble NMpOOKaMH W3
OpoMOYTHIIOBOII pe3uHbl, OOKAaTaHHBIMU AaFOMUHHUEBBIMU KOJbIAMH, BO3MOXKHO Haju4ue
IJTACTUKOBBIX KOMaykoB. Ha kaxapiit uiakoH HAHOCUTCS STUKETKA U3 OymMaru 3TUKETOYHON MK
nUCYe, WIM STUKETKH U3 OyMaru caMOKJIesecs.

[To 1 ¢pmakoHy BMecTe ¢ HHCTPYKIUEH IO METUIIMHCKOMY IIPUMEHEHUIO TOMELIAI0T B KAPTOHHYIO
MayKy.

Pacmeop ona enympusennoeo esedenus 2,0 me/mn

ITo 10 mu mpemnapaTa B aMIyJibl OECIIBETHOTO CTEKJIA 1-TO THAPOIMTHIECKOTO KJIacca ¢ KOJIBIIOM
WIA TOYKOW m3ioma. Ha Kaxayro aMmIrysly HaHOCHUTCS ATHKETKAa M3 OymMard STUKETOYHOH WM
MUCYCH, WM ITHKETKH u3 Oymaru camokiesiieiics. [To 1 ammyne BMecTe ¢ MHCTpyKIMEH IO
MEAUIIMHCKOMY MPHUMEHEHHUIO MOMEIIAIOT B KAPTOHHYIO auKy ¢ KaPTOHHBIM (PUKCATOPOM.

Ha naowaoxke 000 «b-DAPM)», Poccus

Pacmeop onsa enympueennozo geedenus 0,75 me/mn

[To 100 mn mpemapaTa MOMEIIAIOT BO ()IAKOHBI CTEKJISIHHBIE W3 OECIIBETHOrO cTekia 1-ro
TUAPOJIMTHYECKOTO KJIacca, TEPMETHYHO YKYIIOPEHHbIE MPOOKaMH PE3MHOBBIMHU C MOCIIETYIOIIEN
00KaTKOM KoJIMauykaMy aTlOMUHUEBBIMU UM KOMOMHUPOBAHHBIMH.

Ha xaxp1it priakoH HAHOCUTCS STHKETKA U3 OyMaru 3TUKETOYHON MIIM MUCYEH, T STUKETKH U3
OyMaru caMOKJIesIencs.

[To 1 ¢nakoHy BMECTE C MHCTPYKLIMEH MO MEIULIUHCKOMY MIPUMEHEHHUIO IOMEUIA0T B MAUKy U3
KapTOHa.

Pacmeop onsa enympueennozo eeedenus 2,0 me/mn

I[Io 10 mn mpemapaTa MOMENIAIOT B aMIyJbl CTEKJISHHBbIE W3 OECIIBETHOTO CTekna 1-ro

TUAPOJIUTUYCCKOr'O Kjlacca ¢ KOJbIIOM HUJIHU TOYKOM H3JI0MA.
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Ha xaxayro aMITy Ty HAaHOCUTCS 3TUKETKA U3 OyMaru dTHUKSTOYH O [ IHE Tl U T UKETRY 13

Oymaru caMOKJIesIIIEHCSI.

[To 1 ammyne nmomemarT B KOHTYPHYIO SIUEHKOBYIO YNAakoBKY u3 IuieHkH [IBX unu u3 mieHku
[I2TO.

ITo 1 KOHTYpHOI AYEUKOBOM YMaKOBKE BMECTE C MHCTPYKIHUEH MO0 MEAUIIUHCKOMY MPUMEHEHUIO
MOMEIIAIOT B AUKy U3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTHM TNPH  YHUUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIH OTX0J0B, TMOJYYEHHBIX [M0CJe MPUMEeHEHUs
JIEKApPCTBEHHOI'0 Mpenapara, u Apyrue MaHuMyJsiiiU ¢ NpenapaToM

[Ipenapar OnTrdubdaTHI MOKHO BBOJUTH B OJHOM CUCTEME C alITEIJIa30M, aTpONrHa CyJb(aToMm,
I[OGYTaMI/IHOM, TCIIapuHOM, JINJOKAUHOM, NETUAUHOM, MCTOIIPOJIOJIOM, MHaa30J1aMOM,
MOpP(GHUHOM, HUTPOTIULEPHHOM, BEPAIAMHUIIOM.

[Tpenapat OnTrdudatg MOXKHO BBOJIUTH B 01HOI cucteMe ¢ 0,9 % pacTBOpOM HaTpus XJIOpHIa
WJIH eT0 cMechio ¢ 5 % nexctposoi. [Ipu ucnonbp3oBanuu J11000T0 U3 3TUX PaCTBOPUTETIEH pacTBOP
AJid BBCACHUA MOXKET COACPIKATH TAKKC 10O 60 MMOJ'H:/JI KaJd XJjJaopuaa.

HecoBmecTumoct ¢ MarcpuajlaM, HUCHOJB3YCMbIMU [JId HW3TOTOBJICHUSA CHUCTCM  IJId
BHYTPHUBEHHOT'O BBECHMUSI, HE OTMEYAIIOCh.

He pexomeHmoBaHO cMemnBaTh mpemnapar OnTuduOaTul ¢ JEKapCTBEHHBIMH IpernapaTaMu,
COBMECTHMOCTh C KOTOPBIMHU HE YCTaHOBJICHA.

Ilepen BBeaeHHEM pacTBOP CleAyeT NPOBEPUTh HA HAJIMYHUE IIOMYTHEHHsI WM MOCTOPOHHUX
qacTull, HJIU U3SMCHCHUS OKPACKHU; paCTBOP MOKHO BBOAUTH TOJIBKO ITPU UX OTCYTCTBHUHU. Bo BpeMA
BBEJICHUS 3allllTa pacTBOpa OT CBETa He TpeOyeTcs.

Ocrartok npemnapaTa Bo (prrakoHe JalbHEHIeMy HCTIOIb30BaHUIO HE MOJUIEKUT U €r0 He00X0JUMO
YTWIN3UPOBATD.

Het oco06pix TpeOoBaHUil K yTHIN3AIUH.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanys

000 «b-OAPM»

KOpunnueckwnii agpec: 143026, MockoBckast 001acTh, T. 0. OquHIIOBCKHH, p. 1. HOBonBaHOBCKOE,
yi1. ATpPOXUMHKOB, CTp. 2A, KOM. 2.

Ten.: +7 (499) 145-59-99

OnekTponHas noyra: iNbox@b-pharm.ru

7.1. [IpencraBuTeib AepKaTessi periCTPAIMOHHOIO YA0CTOBEPEHUs

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:
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Poccuiickas @enepanus (MOCNEOOBATENEHOCTE 0002)

000 «b-OAPM»

[TouroBsrii aapec: 143026, MockoBckas 001acTh, T. 0. OMMHIIOBCKHIA, p. . HOBoMBaHOBCKOE, YII.
ATpOXUMHKOB, 1. 2, a/s 80/1039.

Ten.: +7 (499) 145-59-99, ren. I'opsiueit muaun: +7 (926) 601-20-45.

DnexTponHas moura: inbox@b-pharm.ru

8. HOMEP PETHCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOJATBEPXJEHHSI PETMCTPAIIUN,
HEPEPEI'MCTPALIUN)

JlaTa niepBoi perucTpanuu:

10. TATA IEPECMOTPA TEKCTA
OOmast  XapakTepUCTHKa JIEKapCTBEHHOro  mpemapara Ontududatua — JOCTyNMHA  Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHUYECKOTO coO03a B HH(POPMALMOHHO-

KOMMYyHHUKaIMoHHOH cetn «aTepuer» https://portal.eaeunion.org.
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