NHCTpyKuma K npenapaTy Pesoneng
) (PeBonapg) Tab. 50mr 14wT.

Y3HaTb UeHy >>>

CocTtaB u popMa BbiNnyckKa

TabneTku, NOKpbITblE NJEHOYHON 0607104KON KOPUYHEBOIO LBETA, KPYrble, ABOSKOBbLINYKJbIE, Ha
oaHow cTopoHe BbirpaBmpoBaHo \W'GS UFUWW" n \\\"50\\\".

1 TabneTka cooepXxuT:

LevicTBywlee BellecTBo: anTpombonar onaMmmHa 63,8 M, 4TO COOTBETCTBYET COAEPKAHUIO
sanTpombonara 50 mr.

BcriomoraTtesibHbie BeljecTBa: MaHHUTOJ - 59.5 MI, uesiitn103a MUKPOKpUcTanamyeckas - 29.8 wmr,
nosmnaoH K30 - 6.4 mr.

IKCTparpaHyJs10Bble KOMIMOHEHTbI: LLeNnso3a MUKpoKpucTassindeckasa - 159.1 mr,
KapbokcnmeTuakpaxman HaTpua (Tun A) - 28 Mr, MarHma cteapart - 3.5 Mr.

CocTaB rnieHo4YHov 060/104ku: onagpan® kopu4vHesbin 03B26716 - 14 mr (runpomennosa - 8.75
MI, TuTaHa anokcup - 3.09 mr, makporon 400 - 0.875 Mr, KpacuTenb Kesie3a OKCUA XesNTbIn -
0.99 Mr, KpacuTenb XKesnesa oKCUa KpacHbir - 0.3 Mr).

dapMakKonornyeckoe AeucTeue

CtumynaTtop remonos3sa. TpoM6OMNO3TUH - 3TO OCHOBHOW LIMTOKMWH, KOTOPbIN NMPUHMMAET y4yacTue B
perynsiunm Mmerakapmonos3a u BbipaboTke TpomMbouunToB. OH ABSETCA SHAOME€HHbLIM JIMFAHA0M
nns peuentopa TpombonosTuHa. dnTpombonar B3anMoaencTByeT ¢ TpaHCcMeMbpaHHbIM JOMEHOM
4yesioBeYeckoro peuenTtopa TpoMboMNo3TUHA U MHULMMPYET Kackag nepegaydun curHana,
HaMoOMMHAOWMNA TaKOBOW A5 SHAOreHHOro TpoMb0oMNo3TUHA, YTO COMPOBOXKAAETCHA MHOYKLUNEN
nponudepaunm n gudpdepeHUNPOBKN MEFAKaPMOLMNTOB N3 KJETOK-NPeaLleCTBEHHNKOB KOCTHOIO
MO3ra.

anTpombonar oTan4aeTcs oT TPOMOOMNOSTUHA C TOYKN 3PEHUS BAINAHUSA Ha arperauunto
TpombounToB. B oTaimyme oT TpombonoaTuHa, Bo3aencTeme antTpombonara Ha TpoMboUNTbI
3[0pOBOIr0 YeSIOBEKA HE YCUJIMBAET arperaunto nog aencrenem ageHosmHgndgocdata (AAP) n He
CTUMYNIMPYET 3Kcnpeccuto P-cenekTrHa. Intpombonar He NpensaTCTBYET arperauumn
TpoMbounToB noa aencremem AO® nnm KonnareHa.

dPapMaKOKMHETHUKa

MNapameTpbl hapMakKOKUHETUKN dnTpoMbonara Nnocne ero BBeAeHNA NauneHTam ¢
nanonaTnyeckonm TpomboumToneHnydeckon nypnypon (UTM) npencrasneHbl B Tabnnue HUxe.

CpenHue reomeTpuydeckmne (ooseputenbHbln MHTepBan (AWN) 95%) 3HavYeHNs Nna3MeHHbIX


https://kazan-y3024.lyx-farm.net/revolade_50

napameTpoB hapMakKoKNHETUKK anTpombonara B paBHOBECHOM COCTOSAHUN Y B3POC/IbIX
nauneHToB ¢ UTTI

C AUC
CxeMa neyeHus snTpombonarom | max (0-t)
(MKr/mn) (MKrxy/mn)
50 mr 1 pas/cyT 8.01 108
(n=34) (6.73; 9.53) | (88; 134)
75 Mr 1 pas/cyT 12.7 168
(n=26) (11; 14.5) (143; 198)

[aHHble 3aBUCUMOCTU KOHUEHTpauum anTpombonara B nia3Me KpOBU OT BPEMEHMU, MNOJIyYEHHbIE Y
590 naumneHTOB C BUpPYCHbIM renaTnToMm C (BI'C), BKAKOYEHHLIX B nccraenoBaHms Il ¢gasbl
TPL103922/ENABLE 1 n TPL108390/ENABLE 2, 66111 06beanHeHbl C AaHHbIMUX Y NaumneHToB ¢ BI'C,
BKJIIOYEHHbIX B nccnegoanue Il dpa3sbl TPL102357, n 300p0BbIX B3POC/bIX A0OPOBOALLEB B Fpynne
018 aHanm3a papMakoOKNHETUKN. Pe3ynbTaTbl U3MepeHui Cmax " AUC(O_t) anTpombonara aong
nauneHToB ¢ BI'C, BKIOYEHHbIX B nccnenosaHus lll ¢asbl, npencraBaeHbl B Tabavue ona Ka>kaomn
nccnepyemonm fo3bl. Hanbonee BbICOKYO 3KCNo3munio anTpombonara Habnwogann y naymeHToB C

BIC npu Ha3HavYaeMsbIx A03ax anTpombonara (CoriacHo Tabauue HuxXxe).

CpenHue reomeTpuyeckue (AN 95%) 3HayeHMsA CTaUMOHAPHbIX NapaMeTpoB 3nTpoMbonara B
rniasmMe KpoBU Y NAaUMEHTOB C XpoHn4yeckmm BI'C

[o3a santpombonara N Cmax AUC(O_t)

(1 pas/cyT) (MKr/mn) (MKrx4/mn)
6.40 118

25 mr 330

(5.97; 6.86) (109, 128)

9.08 166

50 mr 119
(7.96; 10.35) | (143, 192)

75 mr 45 16.71 301
(14.26; 19.58) | (250, 363)
19.19 354

100 mr 96

(16.81; 21.91) | (304, 411)




HdaHHble NpefcTaBieHbl B BUAE cpegHero reomeTpuyeckoro (AN 95%). AUC (0-t) ¥ Cmax
OCHOBaHbl Ha BTOPUYHbIX OLeHKaxX AaHHbIX OJ19 Ka)KA0ro nauneHTa n3 apMakoKMHETNYECKON

rpynnbl B BbICOKOW Ao3e.
BcacekiBaHune

antpombonar BcacblBaeTCs U goCcTuUraeT Cmax yepes 2-6 4 nocsae npuemMa BHyTpPb. COBMECTHbLIN
npuem sanTpombonara ¢ aHTaungamm v NPOYNMU NPOAYKTaAMU, COAEP)KALLUMUN MONMNBANEHTHbIE
KaTWUOHbI (Hanpumep, MOJIOYHbIE MPOAYKTbI U MUHEpPasibHble A06aBKN), 3HAYNTENIbHO CHU)XKaeT
3Kcno3sunuuio anTpombonara.

AbcontoTHas bMoaoCTynNHOCTb 3nTpoMbonara npu npmeMe BHyTPb He Bbla ycTaHoBNEHA. Ha
OCHOBaHUK MoKa3saTeNen No4YeYHOr SKCKpeLnun npenapaTta n aHanmsa MetabonnToBs, BbIBOAUMbIX
yepes KMLWeYHUK, BblJ1I0 MOKa3aHo, YTO pacYeTHble 3HAaYEHUS BCACbIBAHNA NPOM3BOAHbIX
rnpenapaTta nocse BBeAEHNSA ero OAHOKPATHOM A003bl 75 MIr coCcTaBu0, N0 MeHbLUeN Mepe, 52%.

PacnipegesneHune

CBs3biBaHMe ¢ 6enKamMm Naa3mMbl YesIOBEKA BbiCOKOe (>99.9%). nTpombonar saensercsa
cybcTtpaTtom ans BCRP (6enok pe3ancTeHTHOro paka MOJIOYHOW »Kene3bl), HO He ansa P-
ravkonpoTenHa nnm OATP1B1.

MeTaboansm

BcocaBwunncs antpombonar noasepraeTcs akTUBHOMY MeTabonmnimy. Metabonnsnpyertcs
NpenMyLLeCcTBEHHO NMyTeM pacLllensieHns, OKUCNEHUS U KOHbOraunm, C ritoKypOHOBOW KNCIOTON,
rNyTaTUOHOM UAN UNCTENHOM. Mo AaHHbIM KJIMHWYECKOro UccnenoBaHms npenapaTa, Me4yeHoro
paanoaKTMBHLIM U30TOMOM, OBbIJI0 MOKa3aHo, 4TO Ha Ao 3nTpombonara NpMxoanTcsa 0koso 64%
paanoakTMBHOIO U30TOMa yranepona B nna3me. BropocrteneHHble MeTaboNnTbl, Ha A0J1I0 KaXXA0ro
N3 KOTOpPbIX NpuxoanTcsa meHee 10% paAnoaKTUBHOCTW Nia3Mbl, 06pa3yoTcs NyTem
FIOKYPOHMAAUNN 1 OKUCIEHUS.

OCHOBbIBasiCb Ha UCCef0BaHNM MEYEeHOro paAnoakTUBHbIM n30Tonom sntpombonara, 6b110
YCTaHOB/IEHO, 4TO nMpumepHo 20% [O03bl NpenapaTa MeTabonnsnpyeTcs myTeM OKUCIIEHNS.

NccnepoBaHms in vitro mokasanu, 4to CYP1A2 n CYP2C8 aBnsoTCs nsoepMmeHTamu,
OTBEYaLWMMN 3a OKNCAUTENbHBIN MeTabonn3Mm, Torga Kak ypuanH-gmueocago-
rmokypoHnntTpaHchepasbl UGT1AL n UGT1A3 - nsocepmeHTamun, oTBe4aroWMMm 3a
rIOKYPOHM3aLunto. B npouecce paclienneHnsa MoryT NpUHUMaTh yHacTue bakTepum n3 HUXKHUX
oTanenos XKT.

BbiBegeHune

MpenmMyuwecTBeHHbIM NyTEM BbiBeAeHNS dnTpoMbonara SBNsaeTCs BblaesieHne Yepes KNWEeYHUK
(59%); npwn aTomM 31% no3bl 06HapyxmBaeTcsa B Mo4ve B Buage metabonmtos. MicxogHoe BeLLECTBO B
MO4Ye OTCYTCTBYET. B HEM3MEeHHOM BuAe C KaJsioM BbiBOAUTCA 0K010 20% BBEAEHHOrO NpenapaTa.

T1/2 anTpoMmbonara 13 njaa3Mbl COCTaBAAET 0KOMO 21-32 u.

(Da,OMaKOKI/IHE‘TI/IKa B 0COBbIX KJIMHNYECKNX cJiydasax



dapMaKoKMHeTUKa anTpombonara nsy4asacb Nocae Ha3Ha4YeHMs npenapaTa B3POC/bIM
nauneHTaMm C HapyweHuneM pyHKUnin noYek. MNMocne BBeaeHna antpombonara B O4HOKpPaTHON Ao3e
50 Mr nauneHTaM C JIerkuMY HapyLeHUAaMuU PyHKLUN noYek AUC(O-oo)

snTpombonara ymeHbllanack Ha 32% (90% AWN: 63% cHuXeHne n 26% NoBbIlLIEHWE); MaLUneHTaM C
YMepPEHHbIMN HapYyLUEHNSAMN PYHKLMK NoYeK - Ha 36% (90% ON:- 66% cHU>XeHne n 19%
NOBbILLIEHNE); NauNeHTaM C TSHKENbIMU HapyLeHNnsaMu pyHKLUUN novek - Ha 60% (90% OWN: 18%
CHMXeHune, 80% CHUXeHne) No cpaBHEHUO Co 340poBbIMM Ao6poBonbLaMK. Y NaLNEHTOB C
HapyLleHneM PyHKLUUN NOYeK OTMeYanacb TEHOEHUMNA K CHUXXEHUIO SKCNo3nuum antTpombonara B
nna3sme, O4HaAKO NMpu CPaBHEHMN TaKUX NALMEHTOB 1 340p0BbIX A06poBonbLEB BblNa BbisSiBNEHA
cyliecTBeHHas BapmabenbHOCTb NoKasaTesien 3KCNO3nL M.

MNMocne BBeaeHUs BHYTpb anTpoMbonara B 0AHOKpaTHOM Ao3e 50 Mr naymeHTam C LMppo3oMm
nevyeHu (HapyweHmneMm yHKLUN nevyeHun) AUC(O-oo) anTpombonara yesenn4neanacb Ha 41% (90%
ON: 13% cHuM>xeHne n 128% yBennyeHme); naumeHTam € yMepPEHHbIMN HapYyLUEHUSAMN PYHKLNN
rneyeHn - Ha 93% (90% AN: 19% cHMxxeHne n 213% yBennyeHue); nayneHTam C TaKesbiMu
nopa>keHnAaMun PyHKLUKNN rneyveHn - Ha 80% (90% AN: 11% cHMxxeHne n 192% ysennyeHue) no
CpaBHEeHNO Co 340poBbLIMK aobpoBosibuaMu. MNMpn cpaBHEHUN TaKUX MaUWEHTOB N 340P0BbIX ML
Oblna BbiABEHA CyLLeCcTBEHHAs BapnabesbHOCTb MoKasaTenem 3KCno3numn.

BavsiHne HapyleHna QyHKUNK nevyeHn Ha hapMaKOKUHETUKY anTpombonara npu NOBTOPHOM
Ha3Ha4YeHUW npenapaTa OLEeHNBaNI0Cb NOCPEeACTBOM rPynnoBoro aHaam3a GapMakoKMHETUKN Y
28 30p0OBbIX B3POC/bIX A0OPOBOLLEB 1 79 NALUNEHTOB C XPOHNYECKNMU 3ab0N1E€BAHNAMUN MEYEHMN.
CornacHo pe3yfibTaTaM rpyrnnoBOro aHaansa apMakOKUHETUKN, Y NALUUNEHTOB C LIUPPO30M
neyvyeHun (HapyweHmneM pyHKLMN NeYeHn) oTMeYvanmcb 6onee BbICOKNE Na3MeHHbIE NOKa3aTenu
AUC anTpombonara no cpaBHeHWUIO C NOKa3aTenssMn 340P0BbIX 4OOPOBOLLIEB, MNP 3TOM

3Haq(gHt|)/|ﬂ AUC(O-t) BO3pacTajim C NMoBbileHneM 6anoBbIX NOKa3aTesnen no wkane Yanng-feto. Mo
CPpaBHEHUIO CO 340POBbIMM A06POBOIbLLAMWN Y MALMEHTOB C IEFKMMUN HAPYLUEHUSAMN PYHKLNK
rnevyeH” njaasMeHHbIe MokasaTenn AUC(O-t) anTpombonara 6b11n Bbille NpubAnsnTenbHO Ha 87-
110%, a y nayMeHTOB C YMEPEHHbLIMN HapPYLEHNAMN PYHKLUNUN NevYeHn — NpubnnsnTesnbHO Ha

141-240%.

MauveHTam ¢ UTIM v unppo3om nevyeHn (HapyleHneM pyHKUUN NevYeHn) cnengyeT Ha3HavYaTb
anTpombonar ¢ OCTOPOXKHOCTLIO U MPU HAIMYMKN NOCTOAHHOIO HabnaeHWs. Y naumeHToB C
XpoHu4deckon NTIM n nerkummn, yMmepeHHbIMU U TSXXKEeNbIMU HapyLWeHNAMU (PYyHKLUN NevyeHn
Tepanuto anTpombonarom crenyeT Ha4YMHaTb CO CHUXXEHHOW [03bl — 25 M 0QWH pa3 B CYTKMW.

AHaNorn4yHbIN aHanns 6bi1 NPoBeAEH C y4acTuUeM 28 3[10POBbIX B3POC/bIX A06poBONbLEB U 635
naumeHToB ¢ BIC. Y 6onblUMHCTBA NMaLMeHTOB NnokKa3aTesb no wKane Yanna-feto coctaBnsn 5-6
6annos. Mo gaHHLIM PapMaKOKMHETNYECKOro aHasan3a, nauneHTbl ¢ BI'C nmenn 6onee BbicOKne
nokasartenu AUC(o-t) anTpombonara rno cpaBHEHUIO C NOKasaTensaMm 340p0BbIX [O6POBObLLEB,
npv 3TOM 3Ha4YeHns AUC(O_t) BO3pacTan C NoBbileHneM 6annoBbIX NOKasaTesien No Wwkane
Yanng-Meto. Mo cpaBHEHMIO CO 300p0BbIMU f0OpOBOALLAMN Y NauneHToB ¢ BIC nnasMeHHble
rnokasaTtenu AUC(o-t) anTpombonara 6b1n Bbiwe NpnbansnTenbHo Ha 100-144%. Y nauneHTOB C
BI'C Tepanuio anTpombonarom crieayeT HadMHaTb C A403bl 25 Mr 0QunH pa3 B CYTKMU.

Y naymeHToB BOCTOYHO-a31aTCKOM pacbl hapMaKOKNHETUKY anTpoMmbonara oueHnBann npu
noMoLwm aHanm3sa nonysaaunoHHON hapMakKOKUHETUKN y 111 300p0oBbIX B3poCsbIX (31 - BbIXo4Ubl



n3 BocTo4yHom A3un) n 88 nauneHToB ¢ UTM (18 - Bbixoaubl 13 BocTto4yHowm A3nm). Ha ocHoBaHuu
pe3y/ibTaToB (papMaKOKNHETMYECKOro aHasinsa y nauneHTos ¢ NTI BOCTOYHO-a3naTCKOro
MPOUCXoXXAeHns (T.e. ASNOHUbI, KAUTanubl, XUTenu TarBaHS U KOpeWnubl) NoKa3saTenu AUC(O-t)
anTpombonara okasaancb NPUMeEpPHO Ha 87% Bbille, YEM Y NALMEHTOB HE BOCTOYHO-a3MaTCKOro
MPONCXOXXOEHNSA (MPeNMyLLECTBEHHO €BPONEeon4oB); Npu 3TOM KOPPEKLUMSA A03bl N0 Macce Tena
He NpoBoAMach.

N3yyeHne BANAHNUSA 3THUYECKON NPUHAANEXHOCTN K BbixoAuaM 13 BocTo4Hom A3nm Ha
dhapMakKoKnHeTUKy anTpombonara NpoBoAMIN C MOMOLLbIO NOMNYISALUNOHHOIO aHaan3a
PapMakKOKMHETUKMN C ydacTmem 635 naumeHTtoB ¢ BI'C (145 naumeHTOB BOCTOYHOA3MATCKOrro
nponcxoxxaeHmsa n 69 NnauneHToB ro0-BOCTOYHOA3MATCKOro NPONCXoXXaAeHuns). Ha ocHoBaHUK
pe3ysbTaToB MOMYASLMNOHHOIO aHann3a papMakKOKNHETUKN YCTAaHOBJIEHO, YTO Y NaUNeHTOB
BOCTOYHO-a31MaTCKOIro 1 I0ro-BOCTOYHOA3MAaTCKOro NponcxoXxaeHnsa Habntoganacb cxogHas
hapMaKoknHeTunka snTpombonara. B cpegHeM y nauMeHTOB BOCTOYHO-a3UaTCKOIO U KOXKHO-
a3MaTCKOro NPONCXOXOEHNSA 3HAYEHNS AUC(O-t) anTpombonara B naa3sMe KpoBu BblI NMPUMEPHO
Ha 55% BbiLLEe N0 CPAaBHEHMIO C MaUMeHTaMn Apyrux pac (NpemmyL,ecTBEHHO eBponeongHon).

BavsHne nona Ha hapMakoKMHETUKY anTpombonara oueHMBaaM NpM NMOMOLLM aHanM3a
MoNynAauMOHHON hapMaKoKNHETUKMN y 111 300poBbIX A0OpoBOALLEB (M3 HUX 14 - XKEHCKOro nona)
n 88 naumeHToB ¢ UTIT (M3 HKUX 57 - >xeHCKoro nona). Mo gaHHbIM NONYAAUNOHHOIO
PapMaKOKMHETMYECKOro aHasn3a, NJa3MeHHbIN NMoKa3aTe b AUC(O-t) snTpoMmbonara y naumMeHToK
Cc AT oka3ancsa npumMmepHO Ha 50% BblLe N0 CPaBHEHUIO C NaUMEHTaAMN MY>XXCKOIo noJsia; npu
3TOM KOppeKuma 003 No Macce Tesla He MPoBOANNACh.

BnnaHue nona Ha hapMakKoKMHETUKY anTpombonara oueHmMBaan ¢ MOMOLLbIO NOMYNALMNOHHOIO
aHanm3a papMakKoKNHETMKM C y4acTmeM 635 naumeHToB ¢ BI'C (260 xeHwuH). Mo pesynbTaTtam
OLLeHKW C NMOMOLLbIO MOAesIN Y XKeHLUH ¢ BupycoM renatuta C 3HaveHnsa AUC anTpombonara B
nnasme Kposu 6biIn Ha 41% BbIWe NO CPABHEHUIO C MYy>XXYUHAMW.

(0-t)

Bo3pacTHble pa3nnumsa no hapMakoKMHETUKe 3nTpombonara oueHMBaan C MOMOLLbIO
MonynsLUMOHHOI0 aHaM3a hapMaKOKNHETUKKM C ydacTueM 28 340p0BbiX A06poBOnbLEB U 635
naumeHToB ¢ BI'C B Bo3pacTe oT 19 no 74 net. o pe3ynbTaTaM OLEHKN C MOMOLLbIO MOOENN Y
MOXXWUNbIX NaymeHToB (> 60 neT) 3Ha4YeHus AUC(O_t) sanTpombonara B nja3Me KpoBu 6bln Ha 36%
BblLLE MO CpaBHeHUO ¢ bosee MoNoAbIMU NaUMEHTAMMU.

NMoka3aHua npenapaTta PeBoneup

® C UeNblo YMEHbLIEHNS PUCKa KPOBOTEYEHNA NpU Ie4eHn TPOMBOoLNTONEeHNN y NauneHToB C
XPOHNYECKON UMMYHHOW (ngnonatnyeckon) TpomboumToneHnyeckon nypnypon (UTM) npwn
He[OoCTaTO4YHOM 3PPEKTUBHOCTN KOPTUKOCTEPOUAOB, MMMYHOr 106y IMHOB NN
CMAEH3KTOMUUY;

® c yenbto obecnevyeHns BO3IMOXXHOCTN NpoBeAeHNa NN ONTUMM3aL MM NPOBOANMON
NPOTUBOBMPYCHOW Tepanuun, BKAOYaoLWen NHTepdepoH, Npun aevyeHnn TpombounToneHnmn y
MaLMeHTOB C XPOHUYECKNM BUPYCHLIM renatutom C (BI'C).

Pe>XxuMm po3upoBaHUA



Pexxnm 0O03npoBaHNA YCTaHaBJZIMBaeTCA nHANBMNAyaJibHO Ha OCHOBaHMWN KOJ1IN4HeECTBa TpOM60LI,VITOB.

Y 60NbLUNHCTBA NALNEHTOB MOBbLILLIEHNE KOJIMYECTBa TpOM60LI,VITOB nponcxoanT Yyepes 1-2
Heaenn neveHn4.

MpenapaT PeBoneng cnenyeT NpMHUMaTL 3a YeTblpe Yaca 40 WK Yepes YeTblipe Yaca nocsne
nprvemMa aHTaunOoB, MOJIOYHbLIX MPOAYKTOB MU MUHEpPasbHbIX 400aBOK, COAEP KaLLMNX
MosIMBasIEHTHbLIE KAaTUOHLI (HanpuMep, aJlloMUHUIA, KaNbLUWW, XXene3o, MarHum, CeneH u UMHK).

MpenapaT MOXXHO NPUHUMaTbL C MULLLEN, coaepXXallen HebosbLLIoe KONYeCcTBO Kasbumsa (50 mr)
nnbo, 4To NpeanoyYTUTENIbLHO, BOBCE HE Ccodep Kallen KanbLum.

B3pocnbie
lMayneHTbl C XPOHNYECKON MMMYHHOU (MAMoNaTn4eckom) TpomMbounToneHnen

Ons [ocTmxeHna n nogaep>XaHus Konmyectsa TpomboumnToB = 50 000/MKn HeobxoanMo
NCNonb30BaTb MUHMMaNIbHO 3(hHEKTUBHYIO 003y NpenapaTa Pesoneng. NMoabop 003 ocHOBaH Ha
N3MEHEHUN KoNn4yecTBa TPoMOOUMNTOB. B KINMHNYECKMX nCCnenoBaHMAX MOBbILWLEHNE KOINYeCTBa
TpombounToB Habnwganocb B Te4eHne 1-2 Hefdenb Nocse Havyasa Tepanun NnpenapaTom
PeBoneng n cCHM>XXeHne Npoucxoamnno B TeyeHne 1-2 Hegenb Nocsie NpekpalleHns npnema
npenapaTa.

lMepBOHA4YaNbHbLIN PEXNM 003UPOBAHUS
PekoMmeHOoBaHHaA HavYaNbHasa Ao3a NpenapaTa PeBoneng coctasnset 50 mr 1 pas/cyT.

Ona naymeHToB BOCTOYHOA3MATCKOr0 NPOUCXOXAEHUSA (HanpuMep, KUTanLeB, AMNOHLEB, XUTenen
TanBaHsA, Kopenues nan Tanues) Npuem npenapaTta Pesonenp cnepyeTt HauynMHaTb CO CHUXKEHHOM
0o3bl - 25 Mr 1 pas/cyT.

MOHUTOPUHT 1 KOPPEKLUMS [03bl

MNMocne Ha4YanbHOW Tepanuu NpenapaTtoM PeBoneng Heob6XoAMMO KOPPEKTUPOBATL O03Y ANS
noggep>XaHusa Konmnyectea Tpomboumtos =50 000/mMKN, 4TO HeobXo0ANMMO ANS YMEHbLUEHNS PUCKa
KpoBoTe4yeHusd. He cnenyet npesbillaTb 003y 75 Mr/cyT.

Bo Bpemsa Tepanun npenapaToM PeBonenp cnenyeT peryaspHO KOHTPOJIMPOBaTh
reMaTosiorm4yeckme nokasaTennm n nokasaTtenm pyHKumMn nevyenun. oy antpombonara cnenyert
KOPPEeKTUpOBaTb B COOTBETCTBUM C Tabnuuen 1 B 3aBUCUMOCTN OT Kosim4yecTBa TpoMboumnToBs. Bo
Bpems Tepanum antpombonarom exxeHenesibHO He06Xo4MMO NPOBOANTL MOJHLIA aHAIU3 KPOBN
00 Tex nop, noka He byaoeT AOCTUIrHYTO cTabunbHoe cogep>xaHne TpombounToB = 50 000/mkn, No
KpanHen mepe, B TevyeHune 4 Hepenb. MNocne ctabunusaunm cogepxaHmsa TPOMOOLNTOB NOJTHbIN
aHaNn3 KpoBM HeobXxoaMMO NMPOBOANTL €XXEMECAYHO.

CnepyeT ncnosib3oBaTb HAMMEHbLLUYIO 03y NpernapaTa, NO3BOJAILWYIO NnogaepXmesaTbh
copep>XaHune TpOM6OL|,I/ITOB Ha HeobXoAMMOM C KJIMHNYECKOWN TOYKUN 3peHnsa ypoBHe.

Tabnnua 1. Koppekums 1o3sl 3aTpombonara A5 nauneHTos ¢ TP



Conep>xaHue TpomboLmMTOoB | KoppeKuuns 0o3bl an oTBeT

< 50 000/MKN1 B Te4yeHue,
rno KpanHen mepe, 2
HeOesnb Tepanun

YBeNNYNTb CYTOYHYIO 003y Ha 25 Mr 40 MakCUMasibHOW [03bl 75
Mr/CyT.

YMEHbLUNTb CYTOYHYI0 003y 00 25 Mr. CnyCcTda 2 Hepenu OLEeHUTb
3(pheKT HOBOWN 403bl U MPUHATL peLleHne 0 gajbHenLwen
KoppeKkuun 003bl.

= 200 000/mkn, HO < 400
000/mkn

OcTaHoBUTbL Npunem anTpombonara; yBenan4nTb 4acToTy
nccnenoBaHUsa cogep)xaHmsa TpomboumToB Ao 2 pas/Hen. Ecam
conepakHne TpomboumnTtos <150 000/mMkn, To cnenyet
BO30OHOBUTbL Tepanuio B HaMMeHbLLEen CyTO4YHON fo3e.

> 400 000/mMKn

CTaHpapTHas KOppekums [03bl B CTOPOHY CHUXXEHUS UM NOBbILLEHNS A0JIXKHA COCTaBNATb 25
Mr/cyT. OflHAKO Y HEKOTOpPbIX NaLMEHTOB MOXXET NoTpeboBaTbCs KOMOUHALMA Pa3INYHbIX 403 B
pa3Hble OHMW.

Mocne nwobon Koppekumn 003bl NpenapaTa Pesoneng cogep)xaHve TpombounTos cnegyeT
KOHTPOJINPOBaTh, MO MEHbLLLIEN Mepe, eXXeHeAeslbHO B TeyeHne 2-3 Heaenb. CnycTs, Mo MeHbLUEN
Mepe, 2 Hefenm cnenyeT OLEeHUTb coaepXXaHne TPoMOoLUMTOB Y NALUMEHTOB A1 PAaCCMOTPEHUS
HeobXxoaAMMOCTN faNbHENLEeNn KOPPEKUUN 403blI.

Y naumeHToB C LMPPO3OM NeyveHn (HapyweHneM PyHKLUUM neYyeHn) nosbiaTh A03Y cefyeT He
paHee 4yeM 4yepes 3 Hedenu.

OTmMeHa npenapaTa

JledyeHne npenapaTom Pesonenp cnenyeT npekpaTuTb, €Can cogep)xaHue TpoMbounToB He
yBeNn4MBaeTCs A0 3HAYeHUs, 40CTaTOYHOro A1 yMEHbLUEHNS PUCKa KPOBOTEYeHUNn, nocne 4
Hegenb Tepanuu anTpombonarom B no3e 75 Mr/cyT.

MaymneHTbl ¢ XpoHM4eckum BI'C, conpoBoXxaaroLwmmMmcs TpoMbounToneHne

Mpu npneme npenapaTta PeBoneng B codeTaHUM C MPOTUBOBUPYCHOW Tepanunen Heobxoanmo
YYUTbIBaTb NOJIHYIO MHPOPMALINIO O COBMECTHOM MeANLUNHCKOM MPUMEHEHUN 3TUX NpenapaTos.

Ons noaoaep»XaHna 1 OCTMXKEHUS HEOBXO0AMMOro KOJIMYeCcTBa TPOMOOLIMTOB UCMOJb3YIOT
MUHUMaJIbHO 3(hheKTMBHYIO [03Yy NpenapaTa HEO6X0AMMOro AJis Havyasla U oNTUMU3aLLNK
NPOTUBOBUPYCHOM Tepanuun. NMoabop [03 0CHOBaH Ha BOCCTAHOBJIEHUM KOJINYeCTBa TPOMOOLIMTOB.



MpenapaT PeBonenn He NCNOAbL3YIOT OJ1S HOpManiM3auumn KoamyecTea TpombounTos. B
KJIMHNYECKNX NCCNIeJ0BaHMSIX MOBbILEHe KonnyecTBa TpoMbounToB Habnoaanock B TeveHne 1
Heaesnu nocse Havyana Tepanuu NpenapaTom Pesoneng.

MNepBOHaYaNbHbIA PEXUM L03UPOBAHMS

HavanbHasa no3a npenapaTta Pesonenp coctasnseT 25 mr 1 pa3/cyT. He TpebyeTca Koppekumn
003bl oNna naumeHToB ¢ BI'C BOCTOYHO-a3MaTCKOro NponCXoXxaeHns (Hanpumep, KMTanues,
ANOHLEB, XXNTenen TarBaHs, KOPENLEB UIN TaUEB) UKW NALNEHTOB C JIEFrKMM HapyLUeHUEM
PYHKLUN MeYeHn.

MOHUTOPUHI 1 noabop [03bl

[o3y sanTpombonara yBennM4nBaloT Ha 25 MIr Ka)Kable 2 Hegenn 00 AOCTUXKEHUS CoAepXaHns
TpoMbOUNTOB B KPOBM, ONTUMAJIbHOrO AN Havyasa NPOTUBOBMPYCHOW Tepanum 1 B COOTBETCTBUN
¢ Tabnnuyen 2. KOHTpoMpoBaTb KOJMYECTBO TPOMBOLNTOB HEOBX0AMMO KaXkaylo Hegeno B
rnepuopn Hadasla NPOTUBOBUPYCHOM Tepanuu.

Bo BpemMsa NpoTMBOBMPYCHON Tepannn HeobxoamMmMo KOppeKkTMpoBaTb 403y 3nTpoMbonara Takmm
obpa3om, 4Tobbl n3bexxaTb CHUMXKEHNA 03bl NIrMHTepdepoHa. Konnyectso TpomboumnTos
cnefyet MOHUTOPUPOBATb eXeHedenbHO 40 OOCTUXEHNA nX cTabunbHOro yposHs. B
AanbHenweM HeobXxoANMO OCYLLEeCTB/IATb MOHUTOPUHI obLLero aHanansa KpoBu, BKJOYas
nccnenoBaHUs KoimyecTsa TPOMOOLMTOB 1 Ma3ok nepudepnyeckon Kposu. He cneapyet
npesbiwaTb A03y 100 Mr/cyT. UHopMauuno 0 peKoMeHayeMbIX A03axX NIHrMHTepdepoHa anbia 1
pnbaBMprHa NOAYHaOT N3 UHCTPYKLNM MO MPUMEHEHUIO 3TUX NpPenapaToB..

Tabanua 2. Koppekumnsa o3l anTpombonara 418 nayneHToB ¢ BI'C Bo BpeMsi npoTUBOBUPYCHOM
Tepanuu

Konu4yecTtso TpOMGOLI,I/ITOB KOppEKLI,I/Iﬂ A03bl NN OTBET

<50 000/Mkn B TeyeHue,
Mo KpanHen mepe, 2 YBENNYNTb CYTOYHYIO A03Y Ha 25 Mr, HO He Bbiwe 100 Mr/cyT.
Hefenb Tepanuu

YMeHbLUNTb CYTOYHYI0 003y [0 25 Mr. CnycTd 2 Hepenu OLeHUTb
3hheKT HOBOM O03bl N NPUHATL PELUEHNE O AaJIbHENLLEN
KoppeKkuun 003bl.

oT =200 000/mkn mo =400
000/mMKkn

OcTaHoBUTL NpueM anTpombonara; yBesM4nTb 4YacToTy
nccnenoBaHUs cogep>XXaHus Koamyectsa TpomMboumnTos Ao 2
pa3/Hen. Ecnu coaep>xaHne Konnyectsa TpomboumTtoB <150
000/mMKn, BO306HOBUTL TEpanuio B HAaUMMEHbLUEN CYTOYHON f03e*,

>400 000/mMKn




*[Ns NauneHTOB, KOTOpble NpuHMMaKT anTpombonar 25 mr 1 pas/cyT, cneayeT pacCMOTPETb
BOMNpPOC O npueme Ao3bl 12,5 Mr 1 pas/cyT unam 25 Mr yepes AeHb.

OTMeHa npenapaTa

Y nauneHToB ¢ BIC reHoTuna 1/4/6, He3aBNCMMO OT peLleHNs 0 NMPOAOJDKEHUN Tepannmn
NHTEepdepoHamMu, cnegyeTt pacCMOTpPeTb OTMeHY anTpombonara B ciy4ae, ecnm 3hdekT oT
Jle4eHns NPoTUBOBUPYCHBLIMU NMpenapaTaMn He AOCTUMHYT Yyepes3 12 Hepenb. CnepyeT
npekpaTuTb le4eHne npenapaTtom Pesoneng, ecnm nocne 24-HepenbHonm Tepanum byaeTt
obHapy>xeHa PHK BI'C. lMocsie 0oTMEHbI MPOTMBOBUPYCHON Tepanuu cnenyeT NpekpaTuTb
npuMeHeHne npenapaTta Pesoneng.

CnepnyeT npekpaTUTb NPUMeEHeHMe NpenapaTa PeBonens B criy4ae 4Ype3MepHOro noBbILLEHUA
KoJsin4yecTBa TPOMOOLMTOB, Kak ONMCcaHo B Tabauue 2, NN KIMHNYECKM 3HAYNUMbIX OTKJIOHEHUSX
OT HOPMbI (hYHKLMOHaNbHbIX NPO6 nevyeHu.

Hetn
Be3onacHOCTb 1 3PPEKTUBHOCTb NPUMEHEHUSA 3TpoMboMNara y AeTen He YCTaHOBJIEHbI.
lMaumneHTbl MOXWJIOro Bo3pacTta

MimetoTcst orpaHMyeHHble faHHble Mo NMpUMeHeHUto 3nTpombonara y nauMeHToB B Bo3pacTe 65 net
N cTapwe. B xoae KIMHUYECKNX UCCNenoBaHUi 3nTpombanara He 661710 0TMeYEHO KAMHUYECKN
3HA4YMMbIX pa3nnyunii 6esonacHoOCT NpenapaTa y NauneHToB B BO3pacTe 65 seT 1 cTaplie, no
cpaBHeHUIO ¢ bonee MonoabiMy NauneHTamm. OoHaKoO He UCKJIoYEHa MOBbILLIEHHAsA
4YyBCTBUTENLHOCTb K NMpenapaTy Y HEKOTOPbIX NaLMEHTOB NOXUIOro Bo3pacTa.

lMauneHTbl C HapyLeHneM hyHKUNN nevyeHu

Heobxoanmo cobnogaTe OCTOPOXXHOCTL NMPU Ha3HavyeHUn anTpombonara nauneHTam ¢ UTM m
HapyLeHueM pyHKUUN nevyeHn (MHOeKc >5 no wkane Yanng-Meto). Ecnn ncnonb3oBaHue
anTpombonara y nauneHToB ¢ UTI, nmetowmnx HapyLieHne yHKLNK nevyeHn Bce e Heobxoammo,
peKOMeHAYeTCS Ha4YMHaTb nedeHne snTpombonarom B no3e 25 mr 1 pas/cyT.

YBenn4nTb 003y npenapaTta Pesonena naumMeHTam C Ne4eHOYHOW HeAOCTAaTOYHOCTbLIO CieayeT He
paHee 4yeM Yepe3 3 Hef MNocJie HavyaNa Tepanuu.

Y naymeHToB € XpoHnyecknm BI'C n HapyweHmnemM pyHKUWA NneYeHn cnegyeT Ha3HavyaTb npenapat
Pesonenpg B nose 25 mr 1 pa3s/cyT.

Bbixoaubl n3 Bocto4YHovi A3un

Y naumneHToB ¢ AT BOCTOYHO-a3MaTCKOroO NPOMNCXOXKOEHNA N NX NMOTOMKOB (HanpuMmep, KuTanues,
ANOHLEB, XXNTenen TanBaHs, KOPENLUEB N TallLleB) peKoOMeHOyeTCsa Ha3HavYaTb nNpenapaT B
CHUXXEHHOW HaYasibHOM fo3e 25 Mr 1 pa3s/cyT.

MauveHTaM c TpomboumMTONEHNEN U XPOHNYECKM BI'C BOCTOYHO-a3MaTCKOro NPOUCXOXAEHUS
cneayeT HavyuHaTb flevyeHue anTpombonarom B no3e 25 mr 1 pas/cyT.



Heobxoaumo npoaoJIKaTb OCYyLLEeCTBIATbL MOHUTOPUHI codep>XXaHn4d TpOM60LI,I/ITOB Y NauneHTOB.

Y naumneHToB ¢ UTIM nnu BI'C BOCTOYHO-a31aTCKOro MPOUCXOXXAEHNA C HapyLweHneM yHKLUUN
neyvyeHun, cnegyeT HavYnHaTb fleveHne snTpombonarom ¢ fo3bl 25 mMr 1 pas/cyT.

MobouHoOe pencreue

Be3onacHOCTb 1 3hPeKTUBHOCTL 3nTpoMbonara bbisia NokasaHa B Xxo4e 2 ABOWHbIX CNemnbIX
PaHAOMU3NPOBAHHbLIX NNaLebo-KOHTPOIMPYEMbIX NCCIeN0BAaHNIN Y B3POC/bIX MAaLUNEHTOB C
XpoHu4deckon UTT, paHee nony4dasLUnx nevyeHuve.

NccnepoBaHus ENABLE 1 (TPL103922 N=716) n ENABLE 2 (TPL108390 N=805) 6bisn
PaHOOMU3NPOBAHHBLIMUY, ABOWHbLIMU CNENbIMU, NNaLEBO-KOHTPOIMPYEMbIMU, MHOTOLLEHTPOBbLIMU
nccnenoBaHNAMKM O OUEHKN 3hheKTUBHOCTU 1 Be3onacHOCTN NpuMeHeHnsa anTpombonara y
nauneHToB ¢ TpoMbounTONEHMNEN N BUPYCHBLIM renaTtuToM C, KOTOPbIM MNOKa3aHa
MPOTMBOBUPYCHAA Tepanus.

B nccnepnoBaHumnsax nauneHTos ¢ BI'C Bbibopka A1 oueHkn 6e30nacHOCTU CoCTosAa U3 BCeX
paHOOMU3NPOBAHHbLIX NALMEHTOB, KOTOpbIe NoJlyyanu uccregyemolin npernapaT corjacHo
OBOMHOMY C/ienoMy MeToay B YacTu 2 nccnegosaHuii ENABLE 1 (rpynna nedeHunsa antpombonarom
N=449, nnauebo N=232) n ENABLE 2 (rpynna nedeHuns antpombonarom n=506, nnayebo n=252).

MNayneHToB aHaIN3NPOBaJIN B COOTBETCTBMUC Mosy4aemMon Tepanmen antTpombonarom (obuwas
BbibOpKa ans oueHkKn 6e30nacHOCTY COrnacHO ABOMHOMY C/enoMy MeToAay, rpynna JevyeHuns
sanTpombonarom n=955 n nnauebo n=484).

Bo/IbLLUMHCTBO HeXesaTeslbHbIX peaKLu/u7|, CBA3aHHbIX C 3ﬂTpOM6OHaFOM, nMmennm nerkyrw min
yYMepeHHYIO Bblpa>XeHHOCTb, paHHee Ha4aJs0, N B peOKUNX CJiydasax CIy>XUJin I'IpVI‘-II/IHOI?I ans
M3MEHEHNA NNEYEHNA.

OnpepeneHve 4acToTbl MOBOYHBIX peakLni: odeHb YacTo (=1/10), yacto (=1/100 n <1/10),
He4yacTo (=1/1000 n <1/100), peako (=1/10 000 n <1/1000), o4eHb peako (<1/10 000, BkNoYas
oTAesibHble Ciyyan).

HexenaTtesbHble ABAEHNSA Yy NaUNEHTOB C XpoHu4eckon NTT1
NHpekunn n nHBa3nun: 4acTo - PapuHIrnT, UHPEKLNM MOYEBLIBOAALLMX NYTEN.

CO CTOPOHbI NULLEBAPUTEILHON CUCTEMbI: O4€Hb YaCTO - TOLWHOTA, AMapes; 4aCTo - CYXOCTb BO
pTYy, pBOTA.

CoO CTOPOHbI MEYEHUN U XKESTHEBLIBOAALUMNX My TEN: 4aCTo - NOBblWeHNe akTuBHOCTN ACT, AJT.
JlepMaTosiorn4yeckme peakumm: 4acTo - anoneumns, Coimb.

Co CTOPOHbI KOCTHO-MbILLEYHOW CUCTEMBbI: HaCTO - 60sb B CnnHe, 601b B rpyAHON KJIeTKe KOCTHO-
MbILLUEYHOr0 XapakTepa, KOCTHO-MbIWweYyHaa 601b, Mnanrus.

He)xenaTtesibHble ABJIEHUSA Y MNaLUNEHTOB C XPOHNYECKUM BUPYCHbLIM rernatnrta C



Co CTOPOHbI CUCTEMbI KPOBETBOPEHMS: O4EHb YacTO - aHEMUS.

Co CcTOpOHbI 0bMeHa BELLIECTB: 04E€Hb HYAaCTO - MOHMXXEHME anneTuTa.

Co cTopoHsb! LUHC: o4eHb YacTo - beccoHHuUUa, rosioBHas 6ob.

Co CTOPOHbI AbIXaTe/IbHOW CUCTEMbI: O4EHb YacTO - Kallesb.

Co CTOPOHbI NMULLIEBAPUTESILHON CUCTEMbI: O4E€Hb HYacCTO - TOLIHOTA, Auapes.

CO CTOPOHbI MEYEHUN U XKESTHEBLIBOAALUMX MYTEMN: 4aCcTo - rmnepbunnnpybmnHemmns.
epmaTonorniyeckme peakumm: o4eHb 4acTo - 3ya, ajoneyuns.

Co CTOPOHbI KOCTHO-MbILLIEYHOW CUCTEMbI: OYEHb YacTO - MUANTUN.

lpoyme: 04eHb HYacTo - YTOMISEMOCTb, FTMNepTeEPMUS, TNXOpPaaKa, aCTeHMs, nepudepmndeckmni
oTek, rpunnononobHoe 3aboneBaHue.

NMpoTuBONOKa3aHUA K MPUMEHEHUIO

HeT n3BecTHbIX I'IpOTVIBOI'IOKa3aHI/IIZ ona npuMeHeHmA npernapatTa no rnokasaHnsam B
pekoMeHayeMbIX 003aX.

C OCTOPOXHOCTbIO CnefyeT NPMMEHATb NpenapaT Y NauneHTOoB C HapyLleHneM pyHKLMN NOYEK,
rnevyeHu, Npun Hann4um GakTopos pucka Tpomboambonun (Hanpumep, gedpruunTt V dakTopa
NenpeHa, antutpomMbuHa lll, aHTuochonmnnaHeln cnHapom), npmn 6epeMeHHOCTH, B Nepunoa
NlakTauun.

MpenapaT PeBonena He peKoMeHAyeTCsa NPUMEHSATbY NAaLMEHTOB C NEYEHOYHOMN
He[oCTaTOYHOCTbIO =5 6annoB no wkane Yanng-Neto, ecnn oxxnpgaemas nosib3a He NpesblWaeT
puck Tpombo3a BOPOTHOW BeHbl. B cny4vae, ecnu nevyeHune uenecoobpasHo, cnegyeTt NpoaBaATb
OCTOPOXKHOCTb NpY NPUMEHEHUN NpenapaTa PeBonenn y nauneHTOB C Ne4YEHOYHON
He[oCTaTO4YHOCTbIO.

NMpuMmeHeHue nNpm 6epeMeHHOCTU U KOPMJIEHUM TPy A bIo

HaHHbIX 06 3chhekTMBHOCTU N Be3onacHOCTM snTpombonara npyu 6epeMeHHOCTN HE NMeeTCs.

MNpuMeHeHVe npenapaTa npu 6epeMeHHOCTN BO3MOXKHO TOJIbKO B TOM C/ly4yae, Koraa
npegnosiaraemMas nosib3a AJ19 MaTepn NPeBoCXoAMT NOTEHLUMaNbHbIA PUCK AN4 Naoaa.

HenseecTHO, BblaenseTcsa nm antpombonar ¢ rpyaHbIM MOJIOKOM. B nepunopn rpyaHoro
BCKapMJIMBaHMA nevyeHne anTpombonarom He peKkoMeHOyeTCs, 3a NCKJIIDYEHMEM C/ly4aeB, Koraa
oXXMpaemas nonb3a Tepanun A58 MaTepu NpeBbilaeT NOTeHUMa bHbIA PUCK ANA FPYAHOrO
pebeHka.

NMpuMeHeHMe NpU HapyLweHUAX (PYHKLUMN NeYeHHU



C OCTOPOXHOCTbLIO CnefgyeT NPUMEHATb NpenapaT Yy NaLuueHTOB C HapyLlueHneM YHKLWN MeYeHu.

NMpuMeHeHMe NpU HapyLleHUAX (PYHKLUM novyekK

C OCTOPOXHOCTbLIO CnefgyeT NPUMEHATb NpenapaT Yy NaLuueHTOB C HapyLlueHneM (YHKLWN MoYeK.

NMpuMeHeHMue y pgeTen

Be3onacHOCTb N 3hPEKTUBHOCTb NPUMEHEHUSA 31TpoMbonara y AeTel He YCTaHOBJIEHbI.

an/IMeHEHVIe Y NO>XKMUJbIX MaUlUEHTOB

MimetoTcst orpaHuyeHHble AaHHbIe MO NMPUMEHEeHUto 3nTpombonara y NnauMeHToB B Bo3pacTe 65 neT
N cTaplle. B xoae KINMHNYECKUX UccrnenoBaHuii anTpombanara He 6b1J10 0OTMEYEHO KJIMHUYECKN
3HaYUMbIX pas3nnynii 6esonacHoOCTK NpenapaTa y NnauneHToB B Bo3pacTe 65 neT un cTaplie, no
cpaBHeHWUto ¢ 6bonee MonoabiMM NauneHTamm. OQHaKO He UCKJIOYEHa MOBbILLEHHANA
4YYBCTBUTENBHOCTb K NMpenapaTy Y HEKOTOPbIX NAaLMEHTOB NOXWNIOro Bo3pacTa.

OcoOble yKa3zaHuA

AP PeKTUBHOCTbL U 6E30MacHOCTb NpUMeEHeHNs anTpombonara Ans nevyeHns apyrux sabonesaHui
N COCTOAHUN, COMPOBOXKAAOLWMNXCA TPOMOOLIMTONEHMEN, BKJIOYasA TPOMOOLMTONEHUIO Noce
XUMUoTEpPanMn 1 MMenoancnaacTuyeckme CMHAPOMbI, B HACTOSILLLEe BPEMS HE YCTAHOBJIEHbI.

HapylweHusa pyHKUNYN neveHu

Mpu npuMmeHeHUn sanTpombonara BO3MOXXHbI HapyLweHna nabopaTopHbIX NoKasaTenen QyHKLNM
neyeHn. B KNIMHNYECKNX NCCiegoBaHUAX OTMeYeHOo noBblilleHne akTuBHocTm AJIT, ACT n
KOHUEHTpauum HenpsaMoro bunnpybuHa. 3tn asneHna Hocuam no 6onbluen 4acTu nerkum (1-2-n
cTeneHun) n obpaTuMbln xapaktep 6e3 KINHNYECKM 3HAYMMbIX CUMNTOMOB, KOTOpPbIE Obl
CBUAETENIbCTBOBAIM O HapyLLIeHUN PYHKLUMK rnedeHn. Mo gaHHbIM 2 nnauebo-KoHTPonpyeMblx
NCccnenoBaHNM HeXXenaTesbHble ABIEHUS B BUAE MOBbIWLEHNA aKTUBHOCTN AJIT BbiSI OTMEYeHbI Y
5.7% n 4% nauneHToB, NOJy4YaBLWMNX JlevyeHne sntTpombonarom v niauebo COOTBETCTBEHHO.

B 2-X KOHTpONMpPYyeMbIX KIIMHNYECKNX NCCNefoBaHUAX C y4acTUeM naymeHToB C
TpombountoneHunen n BIrC 6binm 3aperncTpupoBaHbl cly4anm =3-KpaTHOrO yBEIMYEHNSA 3HAYEHNSA
BepXHen rpaHuubl HopMbl (BIFH) AJIT nnn ACT B 34% n 38% npu npuneme B rpynne snTpombonara
n B rpynne njaauebo, cooTBeTCTBEHHO. Ha3HavyeHue anTpombonara B KoMbrHaumm c
narnHTepdpepoHomM/pnbasnpmnHOM BbIJI0 KOCBEHHO CBA3aHHO € runepbunnpybuHemmnen. boin
3aperncTpupoBaHsbl cayvam =1.5-kpaTHoro ysennyeHus obuwero bunnpybuHa Bbile 3Ha4YeHUS
BIM'H B 76% 1 50% npwn npueme B rpynne antTpombonara v B rpynne naauebo, COOTBETCTBEHHO.

AKTUBHOCTb AJIT, ACT 1 KOHUEeHTpauunio bunnpybrnHa B CbiIBOPOTKE HEOHX0ANMO OLIEHUTL A0
Hadana neyeHnsa antTpombonarom, 3aTeM KOHTPOJIMPOBATb KaXkable 2 Heaen BO BPEMS

TUTPOBAHMSA O03bl, @ TaKXKE e)XXeMeCA4YHO Nnoce Ha3zHavyeHus ctabunbHom 0o3bl. [ToBTOpHOE
nccnengoBaHme Nocse BbISB/IEHNA HapyLIeHUN PYHKLUMOHaIbHbIX TECTOB MeYeHn NMpPoBOAAT B



TeyeHue 3-5 gHen. Ecnn cbiBOpOTOYHaAA KOHUeHTpauus obwero bunmpybuHa ysenndeHa, cnenyeTt
onpefennTb KOHLUEHTPauMn ero oTaeNbHbIX hpakunin. B cnyvyae noaTBepXAEHNS OTKJIOHEHUS
MOHUTOPUWHI MPOAOJ/IKAOT A0 MOMEHTa cTabunmsaumm nokasaTtenen, 1mbo Bo3BpaLLEeHUS
nokasaTesien K MICXO4HOMY YPOBHIO.

JNleyeHue anTpombonarom nNpekpaLllatoT B C/y4ae yBeNnvyeHns akTMBHocTn AJIT npu =3-KpaTHOM
MoBbILLEHNN 3Ha4YeHUsa BIH y nauneHTOB C HOPMasbHON PYHKLMEN NeYeHN NN =3-KpaTHOM
yBeJINYEHNN OTHOCUTENbHO MCXOOHOIM0 YPOBHSA Y NaLMEeHTOB C NOBbILLUEHHOW aKTUBHOCTbIO AJIT Ao
Ha4vasa fievyeHna n cnenyowmx Npu3HaKoB:

* NporpeccnupoBaHne OTKJIOHEHUS, NTM60o

® COXpaHeHMne OTKIOHEHUA =4 Hepenb, MMbo

® ero coYeTaHMe C MoBbILLIEHNEM KOHLEHTpaLUMN NMpsiMoro bunmnpybuHa, nnbo

® ero coyeTaHue C KJIIMHNYECKMMU CUMIMTOMaMM NMOpPakeHns NevyeHn nnm npusHakamm
AeKoMneHcauum yHKUUN NevYeHn.

Y naumneHToB ¢ ATM n 3aboneBaHnamm nevyeHn antpombonar cnefgyeT HasHavaTb C
OCTOPOXXHOCTbIO. Heob6x0aAMMO MCN0/Ib30BaTbh MMHUMAJIbHYIO HavaslbHY0 003y anTpombonara npu
Ha3Ha4YeHUX NauneHTaM C Ne4YeHOYHOM HELOCTATOYHOCTbIO.

JekomneHcaums pyHKUMN rnevyeHun (MpuMeHeHne ¢ MHTepghepoHamm)

Y nauneHToB € XxpoHu4eckum BI'C n unppo3om nevyeHn npu nevyeHun nHTepdepoHamm anbda
MOXXeT CyLLeCTBOBaTb PUCK AeKOMMNeHCaUnn yHKLMN NeYEHN, B HEKOTOPbIX CyYasx C
JNleTasibHbIM UCXO040M. B ABYX KOHTPO/INPYEMbIX KJIMHUYECKNX UCCNef0BaHNAX C y4acTueMm
nauneHToB ¢ TpoMbounToneHmen n BIrC, B KoTopbix anTpombonar ncnosab3oBasam No mepe
HeobXxoAMMOCTU ANA OOCTUIKEHNSA LesieBoro Koamyectesa Tpombountos, Heobxoanmoro ans
npoBeaeHns NPOTUBOBUPYCHOW Tepanuun, o pesybTaTax No 6e30nNacHOCTU, CBUAETENbCTBYIOLLNX
0 AeKOMNeHcaunm PyHKLMN NevyeHun, Yawe coobann B rpynne antpombonara (13%), 4yem B
rpynne nnauyebo (7%). Y naumeHToB C HU3KUM ypoBHEM anbbyMunHa (<3.5 r/on) nnm 6annom =10
no wkase MELD (moaenb KOHEYHOW CTagum 3aboneBaHUs NeyYyeHn) Ha NCXO4HOM ypoBHeE 6bin
6onee BbICOKNIN PUCK AeKOMMNeHcaunm PyHKLMN nevyeHun. NMauneHToB C TakKuMm
XapaKTepuUCcTUKamm cnenyeT TwaTesnbHO HabnwaaTe Ha Haan4YmMe NPM3HaAKoOB N CUMMTOMOB
AeKoMMeHcaumnm ne4yeHoYHoOM HefoCTaTOYHOCTU. [N Nosly4eHns MHOPMaL N O KpUTepnax
OTMeHbl UCMONb3yeTCAa NHCTPYKLMSA MO NPUMEHEHMIO COOTBETCTBYOLWNX NpenapaTos
nHTepdepoHa. NMpueM npenapaTta Pesoneng cnegyeT npekpaTuTb, €CanM NPOTUBOBUPYCHYIO
Tepanuio 0OTMEHU/IN B CBA3M C Ai€KOMMEHCaLnen Ne4eHOYHON HeJ0CTaTOYHOCTN.

TpomboTUYECKNE U/NN TPOMOBOIMOOINHECKNE OCTIOKHEHUS

Cooep>xaHue TPoMBOLIMTOB Bblllie HOPMbI MPEACTaBASET TEOPETUYECKNIN PUCK TPOMBOTUYECKUNX
n/vunn TpoMb03MBONNYECKUX OCNTOXKHEHUN. B KNMHNYECKNX NccnenoBaHusx anTpombonara y
naymeHToB ¢ UTM Tpomboambonnyeckme ocnoxHeHs Habnogannce Npu HA3KOM 1 HOPMaJibHOM
cogep>xaHunm TpombounToB.



MaymeHTaM C N3BECTHbIMU (haKTopaMmn pUCKa TPOMBOTMYECKNX n/mnm Tpomboambonnyeckmx
OCJIOXKHEHUN (Taknx Kak MyTaunsa V akTopa JlemgeHa, gepuunt aHTuTpombuHa lll,
aHTUdochoNMNUAHLIN CMHAPOM N Ap.) TpebyeTca ocobbii KOHTPOb NPUN HAa3HAYEHUN
snTpombonara.

CnenyeT TUWATENbHO KOHTPOIMPOBAThL ColepKaHne TPoMboLMTOB U PacCMOTPEThL BOMNPOC O
CHUXXEHUN 003kl NN 0OTMeHe 3TpoMbonara, eciin coaep)aHme TpoMboLMTOB NMpeBbILIaeT
LesieBble 3HaYeHus.

Mpu nccnepoBanuax NTM y 17 n3 446 nauneHToB (3.8%) 6611 oTMeyeH 21 TpoMboTnYecknin n/mnn
Tpombosambonnyeckn annsod. Tpomboambonum skntodanu: ambonuto, B T.4. Iero4Hyto asmbonumio,

TpoM603 rnyboKnx BeH, TPaH3UTOPHbIE UWEeMUYEeCKMe aTakn, MHPAPKT MMOKapaa, NeMn4ecknin
WHCYNIbT W 3aN0403PEHHbIN MPOJSIOHIMPOBAHHBLIA 0OPATUMbIA ULLEMNYECKUIA HEBPOIOrNYECKUIA

nepnunT.

B ABYX KOHTPO/MpPYyEMbIX NCCNeA0BaHUAX C y4acTueM naumeHToB ¢ TpoMboumnToneHmen n BIrC,
nosly4aBWNX Tepanuio nHTepdepoHoM, y 31 n3 955 nauneHtoB (3%), nonyvaswmnx antpombonar,
ny 5 un3 484 nauymeHTtos (1%), nonyyaBwmx naauebo oTMmevanncb TpomboTmnyeckmne n/mnm
TpoMmbosambonmyeckmne ocnoxHeHns. Tpomb0o3 BOPOTHOM BeHbl Bbl1 Hanbonee pacnpoCcTpaHEHHbIM
n3 TpoMboTMHECKNX N/Mnm TpomboaMbonnyeckmx ocnoxxHeHnm B obenx rpynnax (y 1%
nayMeHToB, NosyyaBLnx anTpombonar n 1% nauneHToB, Noay4vyaswmnx niauebo). BpemeHHoOM
CBA3M MeXAY Ha4vyasioM JledyeHUs 1 pa3BuTnem TpoMboTnyeckmnx n/nam TpomMbosambonmnyeckmnx
OCJIOXKHEHMN He Habntoganockb. BONbLWWMHCTBO C/ydYaeB TPOMOOTUYECKUX N/Nan
TPpoM603MBONYECKNX OCNIOXKHEHUI HE MPUBESIO K MPEeKPaLLEHNIO MPOTUBOBMPYCHOW Tepanuu.

B KOHTpoOnMpyemMom nccrnefoBaHmm € y4actmeM naymeHToB ¢ TpoMboumToneHmnen un
XPoHMYeckumm 3aboneBaHmnaMn neveHn (n=288), nepeHeCnX 31EKTUBHbIE NHBA3NBHbIE
BMeLlaTesbCTBa, PUCK TpombB03a B CMCTEME BOPOTHOW BeHbI Bbl1 MOBbLILWEH Y NaLMEeHTOB,
nosyyYyaswux anTpombonar B go3e 75 mr 1 pa3s/cyT B TedyeHune 14 gHen. bbisio oTmeyveHo 6
ann3onoB Tpomboambonum (Bce - B CUCTEME BOPOTHOW BEHbI) B Fpynne nauneHToB, NOJy4YaBLUnNX
sanTpombonar, n 2 - B rpynne naauebo (nepsbil - B CUCTEME BOPOTHOW BEHbI, BTOPOW - UHPAPKT
MUoKapnaa).

I'IperlapaT PeBonenpg He cnenyeTt NpnMeHATb Ana evyeHuns TpOM60L|,I/ITOFIeHI/II/I Yy NaumneHToB C
XpOHN4YeCKNM 3aboneBaHneM neyeHu B paMKaXx nNoaroToBKn K UHBa3UBHbLIM Mpouenypam.

KpOBOTe‘-IeHMe riocsie ripekpaLueHmns ie4eHns 3/7TpOM6OI'IaI'OM

MNocne npekpalleHns nevyeHns sntpombonarom y 60/blLINHCTBA NALMEHTOB COAepP)KaHMe
TPOMOOLMTOB B TeYeHMe 2 Helleslb BO3BPALLAETCS K UCXOAHOMY 3HAYEHUI0, YTO MNOBbILLIAET PUCK
Pa3BUTUS KPOBOTEYEHUS, @ B HEKOTOPbLIX C/ly4asix MOXET Bbi3BaTb KpoBoTeyeHue. CogeprkaHue
TpoMOOLIMTOB CrielyeT eXxXeHeaeNbHO KOHTPOJIMPOBaTb Ha NPOTSXXEHUN 4 HeaeNb Nnocsie OTMeHb
anTpombonara.

Obpa3oBaHne PeTUKYJIMHA B KOCTHOM MO3re U pUCK ¢pnbpo3a KOCTHOro Mo3ra

AroHuUcTbl peuenTopa TpoMbonoaTuHa, BKAOYast snTpombonar, MoryT NoBbIWATh PUCK
0bpa3oBaHNs UK paspacTaHns PETUKYJIMHOBLIX BOJIOKOH B KOCTHOM Mo3re. MNepea HavYanom
neyeHus anTpombonarom ciefyeT OLEHUTb Ma3Ku Nepucepnyeckorn KpoBm 45 onpeneneHmns



NCXOAHOr0 YPOBHS MOP(ONOrNY4eCKMX U3MEHEHUI KNeTokK. MNocne oocTnxeHns ctabunbHoOm 003bl
anTpoMbonara exxeMecsa4HO BbIMNOJHAIOT 06NN KIINHUYECKUA aHaIN3 KPOBM C NOACYETOM
nenkounTapHom chopmybl. Mpn BbIIBAEHNN HE3PESbIX NN OUCMIAaCTUYECKUX KNETOK CrieayeTt
NMPoOBeCTU NccaiegoBaHne Ma3ka Nepudepmnyeckon KpoBM Ha NMPeaMeT MoABAEHUS HOBbIX, INOO
yCUNEeHNS CyLeCcTBYOWMX MOPGOSIOrMYeCcKNX NU3MEHEHM (HanpuMep, NOSABAEHNA KanieBUaHbIX 1
AOEPHbIX 3PUTPOLMTOB, HE3PEsbIX NENKOLMUTOB), MO0 BbiIBNEHUS uuToneHnu. Mpu nossneHun y
MauneHTa HOoBbIX, OO YCUNEHNN CYLLECTBYIOLWNX MOPEONOrNYECKUX OTKJIOHEHUN NN
LUTOMEHNN ClieAyeT NPEKPATUTb leyeHne anTpombonaromMm n paccMoTpeTb Bonpoc o buoncum
KOCTHOIo MO3ra, BKJIl04asi OKPACcKy Ma3Ka C Lefiblo BbisBNeHus hurbpo3a.

3/10Ka4eCTBEHHbIE HOBOO6,0a3OBaHI/IFI n riporpeccnpoBaHme 3J10Ka4eCTBeHHbIX HOBOO6pa3OBaHI/IV7

CyuwiecTByeT TeopeTmyeckas BO3SMOXHOCTb TOro, YTO arOHUCTbI peuenTtopa TpoMbonoaTnHa
CNOCOOHbLI CTUMYNIMPOBaTb NPOrpeccupoBaHne CyLLLeCTBYOLWMNX remMaTo1I0rnyecknx
HoBOObOpa3oBaHUN, HaNpMMep, MMeNoaNCNIacTUYEeCKOro CMHAPOMa. B xoae KNIMHNYeCcknx
nccnenoBaHU He BbISI0 MOKAa3aHO PasINyuiA B HacTOTe 3/I0Ka4eCTBEHHbIX HOBOOOpa3oBaHMn nan
3/10Ka4YeCTBEHHbIX HOBOOBpa30oBaHNI KPOBMN MeXXAy NauneHTamu, nosyyaswmnMmm nnauebo, n
naymeHTamm, noay4vyaswmmm antpombonar.

KaTapakTa

B Tokcukonorm4ecknx nccnegoBaHmax 3nTp0M60nara Y F'PbI3YHOB BblIfAABJZ14J1aCb KaTapPaKTa.
KnnHnyeckoe 3Ha4vyeHme 3Tux gaHHbIX Hen3BeCcTHO. PekoMeHayeTCs MJaHOBbIN KOHTPOJIb
nMnauneHToB Ha npeaMeT Pa3BUTUA KaTapPaKThbl.

B KOHTpOAnpyeMbIx nccnegoBaHnax € y4acTMeM naymneHToB ¢ TpomboumnTtoneHuen n BIrc,
KOTOpble MoJly4asnan Jle4eHne Ha oCcHoBe UHTepdepoHoB (n=1439), coobwann o
NporpeccupoBaHnUn KaTapaKTbl, CyLL,EeCTBOBaBLUEN NCXOAHO, UM O NOSBJIEHNN KaTapakTbl y 8% B
rpynne antpombonara u 5% B rpynne nnaue6o.

BansiHne Ha criocCobHOCTb K BOXAEHWIO aBToTpaHcriopTa v yripaBJieHNO MexXaHU3MaMu

VccneposaHus Mo BAUSHUIO 3J'ITpOM60I'Ia



