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PEBOJIEN1®
PErMCTPAIIMOHHBII HOMEP: JICP-010032/09
TOPrOBOE HAUMEHOBAHME: Pepoieiin®
MEK/JIYHAPO/JTHOE HEHATEHTOBAHHOE HAUMEHOBAHHUE: 3II”[‘pOM60rIaI‘
JIEKAPCTBEHHASI ®OPMA: Ta0JIE€TKHU, IOKPHITBIE TIJIECHOYHOH 000I04YKO#
COCTAB:
Kaxas TabieTka COepKHT:
['panynvi
oeticmsylowjee  6ewgecmeo:  SITPOMOONAr OJaMHHA HM3MEJIbYEHHBIH (B mepecuére Ha
snrpombornar) - 31,9/63,8 mr (25/50 mr);
6CnomMozamenvibie eujecmea; MAaHHUTOJI, LeJUTI0J103a MUKPOKpHCTauTHyecKas, moBuaoH K30.
Dkempazpanynogole KOMROHEHMbL: 1eJUTIONI03a MHKPOKpHCTAIIHUECKas],
KapOOKCHMETHIIKpaXMasl HaTpus (TUIl A), MarHus creapar.
[Tnenounas obonouxa: Onanpaﬁ® oenbiit YS-1-7706-G  (runpomesuio3a, THTaHa JIHOKCHI,
makporosi-400, nonucopbdar 80)/ Onanpait® xopuunessiii 03B26716 (runpomesniosa, THTaHa
aMokcHa, Makporona-400, KpacuTenb JKejae3a OKCHJI OKENIThIH, KpacuTeslb JKele3a OKCH]
KpacHbIN).
ONUCAHHE:

Tabremru 003upogkou 25 me

Kpyrible, JBOSKOBBINYK/IbIE TaGJIETKH, MOKPBITBIC IICHOYHOH 000m0uKo# Genoro usera. Ha
0J1HO# cTopoHe TabyieTkH BbIrpaBupoBaHo «GS NX3» u «25».

Tabaremru 0ozuposxou S0 me

Kpyriible, BOSIKOBBITYKIIbIE TaOJIeTKU, MOKPBITHIE IIEHOYHON 000I0YKOH KOPHYHEBOTO 1BETA.
Ha oytHoit ctopone Tabnerku Beirpasuposano «GS UFU» u «50».
DAPMAKOTEPANIEBTHUYECKAS I'PYIIIIA:

CTuMyIsSTOP reMonos3a

Koa ATX: B02BX05

MAPMAKOJIOTMYECKHE CBOMCTBA

Mexanusm oeticmeust

TpomGonostus (TPO) — 3T0 OCHOBHOM HMTOKHH, KOTOPbIH MPUHUMAET y4acTHE B PEryJisiliH
MErakapionos3a H BbIpabOTKEe TPOMOOLMTOB; OH SIBISCTCS OHJOTCHHBIM JIMIAHIOM UL

pertentopa TpombonostiHa (TPO-R). Dirpombomnar B3anMOICHCTBYET € TpaHCMeMOpaHHBIM
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nomMeHoM uesnoBeueckoro perentopa TPO-R u uHUIMHpYyeT KackaJl NEpelavd CHrHaIa,
HATOMMHAIONMIT  TakoBoM Uit  dHporeHHoro TPO, d9ro COMPOBOXKIAETCS —MHIYKIHUEH
nponudepannn U AU(GGEPEHIMPOBKH  METAKAPUOLMTOB M KJICTOK-TIPE/UICCTBEHHUKOB B
KOCTHOM MO3T€.

Dapmakoounamuxa

Darpombonar orianyaercs oT TPO ¢ ToYkM 3peHHs BIMSHMSA HA arperamuio tpomboruros. B
ommure ot TPO BozzaeifcTBHe »arTpombornara Ha TPOMOOIMTEI 3JI0POBOrO 4YeslOBEKa HE
YCUIMBAeT arperanuio mnojx Jeiicreuem aneHosunmudocdara (AJIP) u He CTHMYTHpPYET
JKCIpeccHio  P-ceekTHHa. DiTpoMOoOINar He MpPENsTCTBYET arperaiu TPOMOOLHMTOB MOX
neicreueM AJID wiu KoJuaresa.

Dapmarkoxurnemura

[TapameTph! (hapMaKOKHHETHKH 1TpoMOOIIara mpu MPUMEHEHHH y B3POCIIBIX C HAHONATHYECKOH
tpomGouuronenuert (UTIT) npencrapnensl B Ta0JinIEe HEXKE.

CpeOnue — 2eomempuyeckue — 3HaueHus.  NIA3MEHHWIX — NAPAMEMPOS  (hAPMAKOKUHEMUKU
mpombonaza 6 pagHosecHom cocmosnuu y 63pocavix ¢ UTI1

Cxema sieuennsi | Kosnuectso MakcumasibHast Iromanb nox GpapMaKOKHHETHYECKOH

yarpombonarom | nauuentoB | KoHueHTpauus (Cmay), KPHBOH «KOHIEHTPAIHsA—BpeMs»
MKT/MJI AUC gy (MKIrXu/mJ1)

50 mr oauH paz B | 34 8,01 (6,73;9,53) 108 (88; 134)

CYTKH

75 mMr oauH pa3 B | 26 12,7 (11,0; 14,5) 168 (143; 198)

CYTKH

dapMakOKHHETHUECKHE TapaMeTphl diaTpombonara y NalueHToB ¢ BUPYCHbIM renatutoMm C
(BI'C) ykxa3anbl B TaOJIHIE HHKE.

Cpeonue 2eomempuyeckue 3Hauenus (GapMakoKUHEMuU4eckux napamempog simpomoonaza 6
nnazme Kpoeu 6 pagHo6eCHOM COCMOSHUU Y hayuenmos ¢ xponuyeckum BI'C

Jo3a saTpombonara KoanuecTBo Cmax, mr/ma AUC g-1), (MKIXu/mu1)
(o1HH pa3 B CYTKH) NaNHEeHTOB

25 Mr 330 6,40 (5,97; 6,86) 118 (109, 128)

50 mr 119 9,08 (7,96; 10.,35) 166 (143, 192)

75 Mr 45 16,71 (14,26; 19,58) 301 (250, 363)

100 mr 96 19,19 (16,81; 21,91) 354 (304,411)

3nauerns AUC (0.r) 1 Crmax MO JQHHBIM PETPOCTIEKTHBHOTO MOMYJISALMOHHOTO (hapMaKOKHHETHYECKOro
aHaM3a.

dapMakOKHHETHUYECKUE MapaMeTpel dITpomOonara nocjie npuema npenapara Peponeiin® y 45
MAlMeHTOB ¢ TshKeaoi arutactuueckoit anemuei (TAA), He NpUHUMABHIMX MPOrpaMMHYIO

MMMYHOCYIIPECCHBHYIO TEPAIHIO, YKa3aHbl B TAOJIMIIE HUKE.
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Cpednue 2eomempuyeckue sHauenus NOKasamenel (papMakokuHemuxku 21mpomoonaza 6 niasme
kposu y nayuenmos ¢ TAA, ne nonyuaswux panee NpOPAMMHYIO UMMYHOCYNPECCUBHYIO
mepanuio

Jloza siarpombonara | Koamuecrso MaxkcumagbHast ILnomans nox
(1 pa3 B cyTKH) AIHEHTOB KOHIEHTPANHs $apMaKOKHHETHUECKOH KpPHBOii
(Cimax)s MKI/Ma «xonnenrpanusi—spems» AUC (-
(MKrxa/mu)
150 mr 45 40,1 (44,9%) 772 (47,2%)

JlaHHble MNpeiCTaBieHbl KaK reOMETpPUYECKHe CpeHHe (FeoMeTpUUeckHil cpeaHui K03 ULIMEHT
BapUaLliu)

Bceacwieanue u 6uooocmynHocms

Cmax 271TpomOomiara B IuiasMe KpOBH JIOCTHIAeTCs 4epe3 2—6 4acoB IOCIE NpHEMa BHYTPb.
OnHOBpeMEHHBIN TpUeM 1Tpombonara ¢ aHTaluAaMi U JIPYTHMH IIPOJYKTaMH, COACPKAIIUMH
[OMBATEHTHbIE KATHOHBI (HAIPUMEp, MOJOYHBIE MPOAYKTBI M MHHEpalbHble 100aBKH),
3HAYMTEILHO CHHIKACT HKCIIO3UIHIO dIITpomMbonara.

ABCOMOTHAs GHOLOCTYITHOCTS dITpoMbonara Ipu mpreme BHYTph He Obula ycranosiena. Ha
OCHOBAHMM TOKa3aTejiell BBIBEJCHHS IMOYKAMH M aHAIW3a METabOJIMTOB, BBIBOAMMBIX 4epe3
KHIICUHKK, [0KA3aHO, YTO pAacueTHble 3HAYEHHMs BCACHIBAHHS MPOHM3BOJIHBIX diITpomOonara
[oCJIe MepOPaTBHOTO MPHMEHEHHS! B OJHOKPATHOI 103€ 75 MI' COCTaBUIIO HE MeHee 52%.
Pacnpeoenenue

DarpoMGonar B BHICOKO# CTEIICHU CBA3BIBACTCA ¢ O€JIKaMH IL1a3Mbl KPOBH YEJIOBEKA (> 99,9%).
AnrpomGonar seisercs cyberparom BCRP (Genok pe3sucTeHTHOrO paka MOJIOYHOMU KeJIe3bl), HO
He siBasercs cyoerparoM P-rimkonporenna win OATP1BI.

Memabonuzm

DarpoMGoInar NperuMyIIeCTBEHHO MeTab0IM3UPYETCst HOCPEACTBOM PACILEIICHHS, OKACIICHUS 1
KOHBIOTALMH ¢ TJIIOKYPOHOBOH KHMCJIOTOH, IJIYyTaTHOHOM MM LUCTeMHOM. [I0  JaHHBIM
MCCIIEIOBAHMS ¢ METKOH paJMOAKTHBHBIM H30TOIIOM, HA JIOJII0 dTpoMbomnara B Iia3Me KpoBH

npuxoautes okoso 64% AUC,

a5
BropocreneHHble MeTa0OIUTBI, Ha JIOJIO KaXJIOr0 M3 KOTOPBIX INPUXOUTCS MCHEC 10%
paMOaKTHBHOCTH B IUIa3Me KPOBH, 0Opa3yloTCsi IMyTeM TIIIOKYPOHHJIAIMU W OKHCICHHS. ITo
JAHHBIM MCCIICOBAHUS ¢ MPHMEHEHMEM MEYEHOr0 PaJHOAKTHBHBIM M30TOIOM di1Tpombonara,
YCTaHOBIEHO, 4TO MpuMepHO 20% BBEIECHHOH [103bI META0OIM3UPYETCS MyTEM OKHCICHHS.
Uccnenosauus in vitro nokaszanu, uro CYPIA2 u CYP2C8 smisiorcs n30(hepMeHTaMH,
OTBEYAIOIIUMH 3a OKHMCITUTETbHBIN MeTaboIN3M, Torja KaK
ypuunrpochormoxypornnarpancpepasst - UGTIAL  u UGTIA3 — wu3odepMeHTaMH,
OTBEYAIONIMMH 3a TJIIOKYpOHMAANMio. B mporecce paciieryieHus MOTYT IPUHMMATH y4qacThe

6aKT€pI/[H HUKHUX OTJEJIOB JKEJIYJOYHO-KUIIEYHOT'O TpaKTa.
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Buigeoenue

[Tocie BeachiBaHMS ANTPOMOOIIAT MO/IBEPraeTesi akTHBHOMY METAa00IU3MY.

Jarpombonar BBIBOAMTCS MPEMMYIIECTBEHHO Yepe3 KHMIIeYHHK (59%); mpu 5ToM 31%
oOHapyXkHuBaeTcs B Modye B BHJe MeTaboiuToB. MexoaHoe BEIIECTBO (anTpombonar) B
HEM3MEHEHHOM BHJIE B MOYE OTCYTCTBYET. B HEM3MEHEHHOM BHJIC Uepe3 KMIIEYHHUK BBHIBOAUTCS
okosio 20% ontpombomnara. [leproa MOTyBBIBENCHHS M3 IUIa3Mbl KPOBHM COCTABIISIET OKOJIO
21-32 4.

Ocobble epynnvl nayuenmos

[Tayuenmol ¢ HapyuieHuem GYHKYuU no4ex

[Tocsie mpuMeHeHUs OJTHOKPATHO# 103b1 50 MI penapara y naiieHTOB ¢ HapyIeHHEM (byHKIUU
nouek sierkoii crenen AUCo.» snTpoMbornara CHUxKanach Ha 32%, y Mal[MEHTOB C HAPYLICHUEM
(yHKIMH TIoYeK cpeHeil cTemenH — Ha 36%, y MAIMEHTOB ¢ HApYIICHHeM (YHKIMH TOYeK
TsKeNoi creneHn - Ha 60% MO CPaBHEHHMIO CO 3J0POBBIMU JI0OPOBOJIbIAMU. Y MALUEHTOB C
HapyuieHueM (QYHKIMH TTOYeK OTMeUalach TEH/ICHIUS K CHHXKEHHIO KCIIO3UIUH snTpombonara
B TUIa3Me KPOBM, OJHAKO y MAI[MEHTOB JAHHOH Kareropuu Obuia BBISBICHA CYLIECTBEHHAS
BapHaGeIbHOCTh IKCTIO3UIIMH TI0 CPABHEHHIO ¢ TAKOBOH Y 3710POBBIX 100poBoIbLeB. [TpuMensTh
mpenapar y MalMeHTOB JaHHOM KaTeropud ClieJlyeT ¢ OCTOPOXHOCTBIO IO MOCTOSHHBIM
KOHTPOJIEM.

[layuenmsl ¢ HapyweHuem GYHKYuu neyenu

[Tociie 0JIHOKPATHOrO MPUMEHEHHs mpenapara B 03¢ S0 Mr y MAalMEeHTOB ¢ UPPO30M TICUCHH
(napyurerne dynkiuu nedenn) AUCo« snrpombonara yenuunsanach Ha 41% y mainuenTos ¢
HapymenueM (QyHKIMH TedeHu ciaboit crenenu, Ha 80% - y IAlMEHTOB € HAPYLICHHEM
GyHKIMY TIeYeHH cpeHel cTenenH, U Ha 93% y MalueHToB ¢ HapyLICHHEM (GyHKIUHU TIEYEHH
TAKEION CTENEHH MO CPABHEHHIO CO 3J0POBBIMH JIOOPOBOJIbIAMH. VY MAIMEHTOB JaHHOH
KaTerOpHH BhISIBIIEHA CYIIECTBEHHAs BapHaOeIbHOCTh IKCIO3UIMH 110 CPABHEHHIO C TAaKOBOH y
3JI0POBBIX I00POBOJIBIIEB.

Bimmsiie HapyieHus QyHKIMH MedeHH Ha (apMakOKHHETHKY >1TpoMboriara mpu MOBTOPHOM
IPUMEHEHHH Tpernapara OLEHHBAJIOCh IOCPEICTBOM TPYNNOBOTO  (HapMaKOKHHETHYECKOTO
aHamm3a y 28 3J0pOBBIX B3POCIBIX J00pOBOIBIEB M 79 MAlMEHTOB C XPOHHYCCKUMH
3abosieBanusMu neyend. CorjiacHO pe3yjbTaTaM JIAHHOIO HCCIIC/IOBAaHUS, Yy IMAIMEHTOB C
LMppPO30M  TeyeHH (HapylieHueM (YHKIMH [EYCHH) OTMEYCHO YBCJIHYCHHC AUC -1
snTpoMbornara 10 CPaBHEHHIO C TAKOBOH Yy 3/0pOBBIX J00POBOJIBLEB, MPH ITOM 3HAYCHHC
AUC(0-r) BO3pacTaio ¢ yBeIM4YeHHEM Oa/UIOBBIX IOKa3aTeslel Mo MIKaje Yaia-ITero. Tlo
CPaBHEHHMIO CO 3/I0POBBIMH JI0OPOBOJIBIAMH Y MAIMEHTOB ¢ HapyIICHHEM (QYHKIMH TECUCHH
nerxoii crenenn AUC(o.ry »arpombomnara Obuta npubmusutensHo Ha 87-110% Beime, a vy

MALMEHTOB ¢ HapylleHueM (YHKIMH IEYCHH CpejHel cTeneHn — MPUOINH3UTENIBHO Ha 141-
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240%.

Ipumensts npenapar y nanrentos ¢ MTII u uppo3oM neyenu CiefyeT ¢ 0CTOPOKHOCTEHIO TI0 N
MOCTOSHHBIM KOHTpoJIeM. V namueHToB ¢ Xxponnueckoi UTII 1 HapymeHrneM (GYHKIUHU [TeYeHH
JIeTKOi, CcpeaHell M TSKEJIOH CTENEHH Tepanuio dITpoMOOmaroM CJEAYeT HAYHHATL CO
CHMIKEHHOM 10361 — 25 Mr 1 pa3 B CyTKH.

AHAJIOTHUHbI aHaiu3 ObUI TPOBEJEH C ydacTHeM 28 3J0pOBBIX B3POCIBIX J0OPOBOJIBIEB H
635 naimento ¢ BI'C. Y GOJbIIMHCTBA NalMEHTOB Mokasarenb no mkane Yaina-Ilsio
cocTanisl 5—6 Gamos. [1o aHHbIM (papMAKOKMHETHYECKOro aHaan3a nauentsl ¢ BI'C nvenn
Gonee Buicokoe 3nauerne AUC(o.r) IO CPABHEHHMIO € TAKOBOH Y 3710POBBIX J00POBOJIBIEB, MPH
yrom AUC(0.r) Bo3pacTana ¢ yBeJMueHHeM OaslyIoBBIX MOKa3aTeseH 110 MKaje Yaitna-I1ero. 1o
CPABHEHHIO CO 3/I0POBBIMH JI0OPOBOJIBIIAMHU Y MAIMEHTOB € BI'C AUCo-) anTpombomnara 6buia
Bbite mpuoIM3uTepHo Ha 100-144%. YV manuentos ¢ BI'C tepanuio HITpoMOOTIaroM cieayeT
HA4YMHATh C 7103kl 25 Mr' | pa3 B CYyTKH.

Paca

BiksHue a3uatckoi pachkl Ha (HapMaKOKHHETHKY dJTpomOorara ONEHHBAIA TpH OMOIIH
MOMYJISIMOHHOTO (hapMakOKHHETHIeCKoro aHanmsa y 111 370poBBIX B3pOCIBIX (3 HuUX 31 —
asuarckoil pacel) u 88 maumentoB ¢ WUTII (u3 nux 18 — asmarckoit pacel). [lo naHHBIM
(bapmakokuneTHueckoro ananusa y nanuentos ¢ UTII asnarckoit pacl (T.€. SITOHIIBI, KHTAKIIBI,
Kopeiiitbl, Taitupl, sxuren Taitans), AUC(0-1) anrpombomnara Obuta mpuMepHO Ha 87% BbIIIE,
yeM y MAlMEeHTOB HEe a3HaTCKOM pachl (IpeHMYIIECTBEHHO €BPOTICOU/IOB); TIPU ITOM KOPPEKIUS
JI03BI II0 Macce TeJla He IIPOBOJIMIIACK.

UzyueHue BIMSHAS YTHHYECKOH MPUHAUICKHOCTH K BBIXOJAM H3 CTpaH Bocroynoit A3uu Ha
dapMaKOKHHETHKY antpombonara TIPOBO/IUJIH ¢ TIOMOIIIBIO MOMYJISILIUOHHOTO
(apMaKOKHHETHYECKOrO aHaau3a C ydacTheM 635 MalMeHToB ¢ BI'C (145 nauueHTOB
BOCTOUHOA3MATCKOTO MPOMCXOX/ICHHS U 69 NAIMEHTOB I0KHOA3HATCKOTO POUCXOKICHHS). Ha
OCHOBAHMH Pe3yJIHTATOB MOMYJISLIHOHHOr0 (apMaKOKHHETHUECKOrO aHajiu3a yCTaHOBJICHO, 1TO
y MalMeHTOB BOCTOYHOA3HATCKOTO U K0XKHOA3UATCKOTrO MPOUCXOKIACHHS Ha0JII0/1a71ach CXO/Has
dapmakokuHernka oarpombonara. B cpexHeM |y NAlMEHTOB  BOCTOYHOA3HATCKOrO M
roxknoaszuarckoro npoucxoxknerns AUC o.r) antpombonara Oblia NPUMEPHO Ha 55% BoIIE 11O
CPaBHEHHMIO C MAIMEHTAMU JPYTUX pac (PEHMYIIECTBEHHO €BPOTICOM/THOM).

Ilon

Biumsinue nosa Ha papMakoKHHETHKY 1Tpomboriara OLEHUBAIH IPU MOMOIIH TOMYJIAITHOHHOTO
(apmakokuHeTHUeckoro anammsa y 111 370poBbIX J00POBOJIBIEB (13 HUX 14 — KEHCKOTrO
nona) u 88 mammentos ¢ UTIT (43 HEX 57 — JKEHCKOrO MOJIA). [To JlaHHBIM TOMYJISILIHOHHOTO
dapmaxokunetnyeckoro ananuza AUC(or) saTpoMbonara y MaikeHToK ¢ WTII Obuta mpuMeEpHO
ra 50% BBIIIE MO CPABHEHHIO C TAKOBOH y NAIIMEHTOB MYXKCKOT0 110J1a; IIPH 3TOM KOPPEKIHS 1103
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10 Macce Teja He POBO/INIACh.

Biusinue mosa Ha (papMakOKHHETHKY 3JTpoMOomnara OlEeHUBAIN € MOMOIIBIO TOMYJIAIHOHHOIO
(apMaKOKHHETHIECKOrO aHaIM3a € yJacTheM 635 NManueHToB ¢ BI'C (260 — >KeHCKOTO 10JIa).
[To pe3yabTaTaM OLEHKHU ¢ IOMOIIBIO MOJIEJIHN Y KEHIIMH C BI'C AUCg-t) anrpombornara Oblia
Ha 41% BBILIE 110 CPABHEHUIO C TAKOBOM Y MYKYHH.

ITayuenmol noJCUN020 603pacma

Bospacthble pasiuuds 10 (hapMakoKMHETHKE diTpomOonara OLUEHHBAIA ¢  TOMOIIBIO
MOMYJISIIHOHHOTO (papMaKOKHHETHYECKOTO aHa/M3a ¢ y4acTHeM 28 3/10pOBBIX JI0OPOBOJILIEB U
635 naimentos ¢ BI'C B Bospacte or 19 10 74 net. Ilo pesynbTataM OLEHKH C MOMOIIBIO
MOZIe Yy mokuibIx nanueHtoB (>60 net) AUC(o- snrpombornara Oputa Ha 36% BBINIE MO
CpaBHEHHUIO ¢ D0JIee MOJIO/IbIMHU TTAI[HCHTAMH.

Jlemu cmapwe 1 200a

dapMakoKMHETHKa dTpoMbonara nociie mpueMa BHyTpb OJIMH pa3 B CYTKH U3ydeHa y 168 nereit
B BO3pacTe cTapiue 1 roja.

Kasxymuiicss m1a3MeHHbIH KJIMpeHe siTpombornara rnocjie npueMa BHyTpb y MalMeHToB JTAHHOU
KaTeropiHi BO3PACTAeT C yBEIMYCHHEM MacChl Tea. Y NalMeHTOB a3HaTCKOH pachl KaXKyLIHICs
[JIa3MEHHBIH KJIMpEHC CHWKeH npuMepHo Ha 30%, Kpome TOro, CHHXKCHHUE JTAHHOTO MOKa3aTe/id
Ha 20% OTMEUEHO y MAIMEHTOB >KEHCKOro mojia. MapMakOKMHETHYECKHE TIOKa3aTelH y

[aIMEHTOB JITAHHOU KaTeropuu MmpeaCcTaBJICHbI HHKC.

Cpeonue 2eomempuueckue noxasamenet (GapmakokuHemuxu 2impombonaza 6 pasHOBECHOM

cocmosinuu nocie npumenenus 6 0oze 50 me 1 paz 6 cymku y nayuenmos 6 ospacme 1-17 nem ¢
HTII

Bospacraas rpynna

Cmax, MKT/MJI

AUC(0-1), MK X4/MJ1

12-17 net

6.8 (6,17, 7.5)

103 (91,1, 116)

6-11 ner

10,3 (9,42, 11,2)

153 (137, 170)

1-5 ner

11,6 (10,4, 12,9)

162 (139, 187)

ITOKA3AHUSA K IPUMEHEHHIO

. [penapar Pesoseiin®™ nokasad Juist eueHus MALMEHTOB B BO3pacTe 3 et u crapuie ¢
uMMyHHOM TpomGouuTonennert (UTIT), qismeiics 6 u Oosee MecsleB ¢ MOMEHTA TMOCTaHOBKH
JMarHo3a, y KOTOPBIX OTMeHalcsi HeJOCTAaTOYHBIH OTBET HA IMPEIIIECTBYIOUIYIO TEpPAIHio
(HarpuMep, IIIOKOKOPTHKOCTEPOUIaMH, MMMYHOIIIO0YIMHAMH) € LEIbI0 YMCHBIICHH PHCKA
KPOBOTCUEHHIA.

o [Ipenapar Peposeiin® nokasan [Uist jieueHUs NAUMEHTOB B BO3pacTe cTapuie 18 ner ¢
XPOHHUYECKMM BUPYCHBIM rermatutoM C ¢ Ienbio odecrieyeHns BO3SMOKHOCTH TPOBEACHUS HITH
ONTUMH3AIMN  TPOBOJMMON  NPOTHBOBHPYCHOW — TEpanuu, — BKIIOYAIOIIEH — Mpernaparsl

uHTEephEepoHa.
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° [Ipenapar Peposneiin® mokazaH B COCTAaBE TEpalWM TEPBOM JIMHHUM B KOMOMHALMH €O
CTaH/JapPTHOM HMMYHOCYIIPECCHBHOM Teparnuied y IalUEHTOB C TSDKEJIOW  aryiacTU4eCKOM
anemuei (TAA) B Bo3pacte 3 J€T U CTapIle.

° [Tpenapar Peposeitn® mokasan JUis JICUSHHs MAIMEHTOB B Bo3pacre ctapme 18 jer ¢
TAKEJION arulacTUYeCKoi aHemueil, y KOTOpBIX He OBl JIOCTHTHYT JIOCTATOYHBIA OTBET Ha

MMMYHOCYTIPECCHUBHYIO TEPAITHIO.

ITPOTUBOIIOKA3AHMS

e [loBblIeHHAs YYBCTBHTEJIBHOCTH K 2JITpomOOmary, a TakkKe K BCIHOMOraTejbHbIM
BEIIECTBAM, BXO/ISAIIUM B COCTaB Ipernapara.

e Mue/I0MCIIACTHYECKHH CHHAPOM (B CBA3M C OTCYTCTBHEM JIAHHBIX 110 dQPeKTHBHOCTH
1 Ge30MaCHOCTH y JIAHHOMN KaTerOpHH MAIHEHTOB), CM. pasfient « Ocobble ykasanus.

e BepeMeHHOCTH M TMEpHOJ TPYAHOrO BCKapMiIMBaHMs (cM. pasuen «/Ipumenenue npu
Bepemennocmu u 6 Nepuoo 2pyoH020 6CKAPMAUBAHUSLY).

e JleTckuii Bo3pacT Miajue 3 JieT (JUIst JaHHO# JIeKapcTBEHHON (GOpMEI)

C OCTOPOKHOCTbIO

[Ipenapar cjiejyer MPUMEHSTh ¢ OCTOPOKHOCTBIO Y MAIMEHTOB C HAPYIICHUEM GyHKIMH TTOYEK,
[eYeHH, MAlMEHTOB ¢ (hakTopamu pucka TpomGosMOomuu (Hanpumep, Aepuimt V bakropa
Jleiinena, anturpom6una 111, anTiHdOCHOTUITHIAHBIH CHHIPOM).

Creyer cob0/1aTh OCTOPOKHOCTD TIPH OTHOBPEMEHHOM TIPHMEHCHHH € NPOTHBOBUPYCHBIMA
npenapatamMi IpSAMOrO JICHCTBHSA, Pa3pelICHHBIMU JUlsl JICUECHHS XPOHHYECKOro TeraTHTa C
(uHruGuTOpHl TpoTeassl Bupyca rematuta C, HYKJICO3HMIHBIE UHTHOMTOPBI  TOJMMEpPa3kl,
HEHYKJICO3M/IHbIE MHIHOMTOpPBI monuMmepasbl, NSSA MHTUOUTOPBI), cM. pazaen «Ocobvie
VKA3AHUAN.

[penapar Peoseitn® He pexoMeHIyeTcs MPHUMEHATH Yy MALMECHTOB ¢ HApYIICHUEM byHkIun
neueny >5 OamwioB no wmkane Yaina-ITero, ecim oxumaeMas I0Jib3a HE TPEBBIIACT PHUCK
TpomB03a BOPOTHOH BeHbl. B ciiydae, eciim JiedeHHe LeIeco00pasHo, CIEAYeT MpPOsBIATH
OCTOPOXKHOCTH IIPU NIPUMEHEHHH TIpenapara Peposeitn® y ManmeHToB ¢ HapymeHneM QyHKIHHA

ICYCHH.

ITPUMEHEHUE NPU BEPEMEHHOCTHU U B IEPUO/ I'PYIHOI'O BCKAPMJIMBAHUSA
bepemennocmo
HeT naHHBIX O IPUMEHEHUH Tpernapara BO BpeMs OCpEeMEHHOCTH y 4YeJIOBEKa. B uccienoBanusax

Y KUBOTHBIX OblJIa BBbISIBJIEHA penpoayKTUBHAsE TOKCHYHOCTH IIpu BBEJICHUH 3nTp0M6onara
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GepeMEHHBIM KHBOTHBIM B TIepHOJl opraHoreHesa. [loTeHUMaNbHBIA pPHCK JUIA dejOBeKa
HeM3BecTeH. B cilyuae NpPUMEHEHHs npernapara npd OEpeMEHHOCTH WIIM IPH  Pa3BUTHH
GepeMeHHOCTH Ha (OHE NPUMEHEHHs Ipernapara CieiyeT NMPOMHPOPMUPOBATH MALMEHTKY O
MOTEHIHAIBHOM pHCKe JUld IUiofa. [IpuMeHeHHe mpenapata npu OCpeMEHHOCTH BO3MOXKHO
JIAIIB B TOM CJTy4ae, KOT/Ia OTEHIHANbHBIA PHCK JUIS TLIOJIa ONIPaB/IaH 03KKIaeMOH TOJB30H JUId
marepu. Ilpnmenenne mperapata Pesoneiin® He peKOMEHIyeTcs NpuU OepeMEHHOCTH H Yy
JKEHIIMH C COXPAHEHHBIM PEHPOJYKTHBHBIM IIOTEHIHMAIOM, HE HCIOJIB3YIONHX METO/IbI
KOHTpALENIHUH.

Jlannwvie uccie0o8anul y HCuOmMHuLX

B mccneoBaHusAX SMOpHOPETATLHON TOKCHYHOCTH Y KPBIC H KPOJIMKOB 9JITpOMOOTAr BBOJMIICS
camKam B T1EPHOJI OpraHorenesa. Y CaMoK KpbiC TOKCHYecKas J03a B 60 Mr/kr/cyT (4to B 6 pa3
MPEBBIIIANIO KIMHHYECKOE Bo3/ielicTBHe Ha yenoBeka Ha ocHoannn AUC y mauuentos ¢ UTII B
03¢ 75 MI/CyT M B 3 pasa MpeBBIIAN0 KIMHHYECKOe Bo3eiicTBHe Ha yesoBeka Ha ocHoBe AUC
y ManueHToB ¢ XpoHuueckuM rematutoM C rpu no3e 100 Mr/cyT) npuBo/uiia K CHHXKEHHUIO Beca
T10/1a ¥ HeGOJIBIIOMY YBEIMYEHHIO YaCTOThI PA3BUTHS MEHHBIX pebep. HUKakuX 1oka3aTebeTB
CePBE3HBIX CTPYKTYPHBIX MOPOKOB B MCCIIEI0BAHHE OTMEUEHO He ObL10. Y KpOIHMKOB HE OBLIO
orMeueHo d(GPeKToB IMOPHOPETAILHON TOKCHYHOCTH M TEPaTOreHHOCTH B Jjo3ax a0 150
mr/kr/cyT (B 0,5 pas Gosble KJIMHAYECKOrO BO3JACHCTBHS Ha yenoBeka Ha ocHoBanuu AUC y
narmentoB ¢ UTIT B no3ze 75mr/nens u B 0,3 pasza MpeBbIIAIO KIMHAYECKOE BO3/ICHCTBHE Ha
yenoseka Ha ocHoBaunn AUC y nanuenTtos ¢ xponndeckuM renatutom C B oze 100 mr/eyr).

B HcClIe0BaHMSAX Tpe- M TOCTHATANBHOM TOKCHYHOCTH y OepeMEeHHBIX KpbIc 3inTpombomnar
HasHavaics ¢ 6 JHs recTaniy U BIUIOTH 10 20 aHs nakraiui. Hukakux no6ounbix s¢pdexros Ha
PEIIPOAYKTHBHYIO (DYHKIIMIO MaTepH WJM Ha Pa3sBATHE NMOTOMCTBA MpH 103ax 10 20 mr/kr/cyT
oTMeueHo He ObUIo (B 2 pasa 0oJibllle KIMHMYECKOTO BO3JIEHCTBHS HA YEJIOBEKA HAa OCHOBAHUH
AUC vy nanuentoB ¢ UTIT B 103e 75Mr/jIeHp W aHAJOTMYHO KIMHAYECKOMY BO3/ICHCTBHIO Ha
yenoseka Ha ocHoBanun AUC y manmentos ¢ xporndeckum rematutom C B go3e 100 mr/cyr).
JnrpomGonar Gbi1 06HAPYXKEH B IUIasMe KpoBH motomcTsa. KonuenTpaiws siarpomOonara B
IU1a3Me KPOBH YBEJIMUMBAJIACK C JI030H Moc/ie BBeAeHUs npenapata B $asy passutus FO.

[’ pyonoe eckapmaueanue

HeT J@aHHBIX O TOM, BBIAEISAETCS JIH dATPOMOOar WK ero MeTaboJIUThI C TPY/THBIM MOJIOKOM Y
yeoBeKa, WM O MX BIMSHHM HA IPYAHBIX JETeil M Ha CeKpeluio Moyioka. TeM He MeHee
snrpomGonar GblT 0GHApYKEH y IOTOMCTBA JIAKTHPYIOUMX Kpbic 4epe3 10 jmel mocie
POKJIEHHsI, YTO JaeT OCHOBAHME I10JIaraTh, YTO SJITPOMOONAr MOXKET BBIICIATHCS B IPYAHOE
mostoko. CJielyeT MNPHHATH pElIeHHe O IPEKPAIlEHHH TPYJHOrO BCKapMIIMBaHHUsS HIH O
IIPOJIOJKEHUHM/TIPEKPALIIEHHH  TE€PAIlMK  TIperapaToM Peposeiin® npuHMMas BO BHHMaHHE

[PEHMYIIECTBA IPYIHOTO BCKAPMIIMBAHMSA U 0XKHIaEMYIO T10JTb3Y Tepanuu Juis Matepu. Crenyer
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NPeKpaTHTL TPYAHOE BCKApMIMBAHHE B Cllydae HEOOXOAMMOCTH NPUMEHEHHS Mperapara B
MEPUO/T JTAKTALIUH.

Cnocobs NPUMEHEHUSA U 103b1

PeskuM 103UpOBAHHS MOIOMPAIOT WH/IMBAIYalIbHO Ha OCHOBAHUH KOJIMYECTBA TPOMOOLMTOB.
[Npenapat Peoneitn®™ cieayer npuHAMAarh Mo Kpaiineil mepe 3a 2 4aca 10 WM 4epe3 4 yaca
rocae MpHeMa TAKKX IPOJYKTOB KaK aHTAlM/Ibl, MOJIOYHBIC MPOXYKTBI WM MHHCPAILHBIC
100aBKH, COJepIkKallue IMOJMBAJICHTHbIE KaTHOHBI (HalpUMep, KaTHOHbI aIOMUHHMS, KaJbLHs,
JKeje3a, MarHusi, ceJieHa M IMHKA) (CM. pasjiensl  «Bsaumooeiicmeue ¢ Opyeumu
neKapemeennbIMu npenapamamuy i « Dapmaxono2uieckue coucmeay).

TabieTkn mpenapata MOXHO NPHHUMATh C IHIIEH, cozjepKaliedl HeOOJIBIIoe KOIUYECTBO
KatbIus (<50 MI) MM IPEANOYTHTENIBHO HE COJIEpIKAIeH KaJIbIIHH.

Tayuenmol ¢ XPOHUYECKOU UMMYHHOU MPOMOOYyUmMonenueu

JUIs JOCTHKEHHsT M TO/UlepkaHus KoyjmdectBa TpoMOomuToB >50000/MKI  IIPHMEHSIOT
MHHUMAIBbHYIO 3G (QEKTUBHYIO J103y Iperapara Peoneitn®. TlonGop /03Bl TIPOBOJT,
OCHOBBIBASICH HA M3MEHEHUH KoIMdecTBa TpomGoimTos. IIpenapar Peponeitn® He npeiHastaden
JUIsS HOpMAlIM3allik KOJHYecTBa TPOMOOIMTOB. B KIMHHYECKAX HCCJIEJ0BAHMAX TOBBIIICHHE
KOJIMYECTBA TPOMOOIMTOB HaOJIIOJAI0Ck, KaK MpaBuIIo, B TeueHue 1-2 Hezenb mocie Havana
Teparnuy 1penapaToM, CHIKEHHE TPOUCXOIMIIO B TedeHHe 1-2 Hele/n Moce e¢ MPEKPaIeHU.
[lepsonauanbHblil pescum 003upoBanUs.

Bspocneie u oemu 6 6o3pacme 6-17 nem

PekoMeH 10BaHHAas HayalbHast 103a npenapata Pesoneiin® cocrasisier 50 Mr 1 pa3s B cyTKH.

V B3poCHBIX M JieTedl B Bospacte 6-17 jeT asuarcKod pachl (TaKMX Kak KHTAHIbI, SAMOHIBL,
KOpEHIbl, Talllbl U xkuTenn TaliBans) JieyeHHE MPErnapaToM Peponeiin® cneayer HauMHATH C
JI03bI 25 Mr 1 pa3 B CyTKH.

Jlemu 6 6o3pacme 3-5 nem

HauanpHast 103a npenapara y MalMeHToB JaHHON KaTeropun cocTasiser 25 Mr 1 pa3 B CyTKA. Y
AIMEHTOB a3MaTCKON pachl (TaK¥X KaK, KHTAWIbl, SIMOHIIbI, KOPEWIBI, TaWLbl M JKATEIH
TaiiBassi) B Bo3pacte 3-5 JeT HAUYMHATH TEPAIHIO MPEMapaToM ciieayer ¢ Ao3bl 25 Mr 1 pa3 B
CYTKH.

Monumopune u koppexyust 003bl

Bspocnvie u 0emu cmapwe 3 1em

[locie Hauajga Tepanuu cleayeT KOpPPEeKTHpOBaTh JI03y TMpenapara Juld MOICpKaHHUs
KosimuecTBa TpoMOoIMTOB Ha ypoBHE >50000/MKII /1UIsi YMECHBILICHHS PUCKA KPOBOTCUCHHUS. He
cliejlyeT MPeBbIIATh 103y 75 MI' B CYTKH.

Ha npoTskeHMM BCero Kypcea Tepaluy MPernapaTtoM HEOOXOAMMO PEryJspHO KOHTPOTHPOBATH

KJIMHMYECKHE FeMaTOIOTHUecKHe 110Ka3aTe/Iu | rokasarein QyHKIMH neyend. Jlo3y npenapara
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KOPPEKTHPYIOT B 3aBUCHMOCTH OT KOJIMUECTBA TPOMOOLIMTOB B COOTBETCTBUH C Tabmuueii 1.

Bo Bpemsi Tepanuu Ipenaparom Peosieiin® He0OXOIMMO MPOBOJUTE TOJIHBIA aHAIN3 KPOBH
CIKEHE/IEbHO, BKIIOYAs ONpE/ICICHHE KOJMYECTBA TPOMOOIMTOB M Ma30K MeprpepHiecKoi
KpPOBH, JI0 CTaOMJIM3AlMU KOJIMYECTBA TPOMOOILMTOB Ha YPOBHE >50000/mMK)1 B TEUEHHE IIO
Kpaitie Mepe 4 Hejienb. [locie cTabuIM3aIiy KOJIM4ecTBa TPOMOOIMTOB TIOJTHBIH aHA/IN3 KPOBH,
BKJIIOYAs ONpEJeeHHe KOJMYECTBA TPOMOOLMTOB M Masku MNeprpepuyeckoil  KpoBy,

HEOOXO0IMMO ITPOBOJUTE €KEMECSIHO.

Tabnuya 1. Koppexyus 003el npenapama Pegoneiio® ons nayuenmos ¢ HTI1

Kosmn4decTBo Koppeknust 103b1 HJIH 0TBET

TPOMOOLIMTOB

<50000/mKx B | YBEIMYHTh CYTOYHYIO [03y Ha 25MI J0 MAaKCHMAaJIbHOH JIO3BI

TeyeHHue IO Kpaitneii | 75 Mr/cyTku*.

mepe 2 Hesellb

TEpaNuH

>50000/mx - | TIpolOIKUTL TEpANUIO TPEnapaToM B HAaMMEHBILICH CyTOYHOH 03¢

<150000/mK1 W/MIM  OJIHOBPEMEHHYIO MejuKameHTo3Hyto Ttepanuio  WTIT s
TO/yIep/KaHHs KOJIMYECTBa TPOMOOIIMTOB, MIO3BOJISIFOLIETO
TIPeIOTBPATHTh KPOBOTEUEHHUE MJIH YMEHBIIHUTh €r0 HHTCHCHBHOCT.

>150000/mkn - | YMeHpIMTH CcyTOYHYIO 703y Ha 25 Mr. Yepe3 2 HeIeqH OLCHHUTH

<250000/mx 3eKT OT KOpPEeKIHMH 103l H HNPHHSATH PEUICHHE O JalbHeHIICH
KOPPEKIMH JI03BI**.

>250000/MK1 OTMEHHTH TEPAIUIO IPErapaToM; YBEJIHYHUTH YACTOTY OIPEACTICHHS
KomMuecTBa TpomboumuToB a0 2 pa3 B Hememo. [lpu kommdecrse
tpomborToB <100000/MKI1, BO30GHOBHTH TEpAIHIO B CYTOYHOH /03¢,
YMEHBIIEHHON Ha 25 M.

* J1U1st MAalMEHTOB, MOJIyYaArOLIMX penapar B 03¢ 25 Mr 1 pa3 yepes JieHb, 103y YBEIHUHMBAIOT 110
25 mr 1 pa3 B CYTKH.

** 511 TAIMEHTOB, MOJIYYalONMX Mpenapar B 03¢ 25 Mr 1 pa3 B CyTKH, CJIEyeT pacCMOTPETh
BO3MOKHOCTH ITPUEMa Tpernapara B 03¢ 25 Mr 1 pa3s uepes CyTKH.

Tepanuio MpenapaToM MOXHO codeTaTb ¢ MHBIM MeJuKkameHTo3HbM JseyerneM WTIL Tlpu
MEIUIIMHCKOW HEOOXOAMMOCTH BO BpeMsl TepaluH IpernapaTom Peponeiin® cnenyer
KOPPEKTHPOBATH PEIKMM JO3MPOBAHMS OJHOBPEMEHHO TPUMEHSEMBIX IPEIApaToB, HTOOBI
130eKaTh YpEe3MEPHOTO YBEIHUYECHUS KOJINYECTBA TPOMOOIIUTOB.

Kak 1py MOBBIEHHH, TaK M TPH CHIKEHHH J103b] KOPPEKIIHIO TIPOBOJISAT C «IIarom» 25 MT/CYT.
HeKOTOpBIM TMAllMEHTaM MOKET MOTpeGoBaThes KOMOMHAIMs TabJeTOK Ipernapara ¢ pasHoH
JIO3MPOBKO# B pa3Hble JHH JICUCHHUS WIIH MEHEE YacToe IIPUMEHEHHE.

[Tocste mo6oit KOPPEKIMK J03bI TIperapara KoJIMuecTBO TPOMOOILIMTOB CIIEyeT KOHTPOJIHPOBATH
Mo KpaiiHeil Mepe eKeHeleNbHO Ha NpoTshkeHuH 2-3 Hemenb. CrycTs MO MEHbIICH Mepe
2 Hejle M CleayeT OHeHMTh A(QeKT KOppeKUWH J03bl HA KOJIMYECTBO TPOMOOLHMTOB UIA
IIPUHATHS PELICHUS O HEOOXOMMOCTH JaIbHEHIIEr0 N3MEHEHHUS 03Bl

V NanueHToB ¢ UPPO30M IeueHH (HapylueHneM (yHKIMH [EUCHHU) MOBBIIATE 03y CIIEyeT He
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paHee ueM uyepe3 3 HeJelH 10c/Ie Havasla TeparuH (CM. pasaen «Ocobbie yKazanus ).

Ommena npenapama y 63pocivlx u oemei cmapue 3 iem

JleyeHne mpenapaToM cleayeT MPeKPaTHTh, eCiH KOJMYECTBO TPOMOOIMTOB HE YBETHINBACTCS
10 3HAUEHHs, JIOCTATOYHOTO JUIS YMEHBIICHUS PUCKA KPOBOTEUEHHMH, TI0CiIe 4 HEJIeb Tepaluu
TpernapaToM B J103€ 75 MI' B CYTKH.

CrejlyeT TEPUOJAMYECKH OIEHMBaTh KIMHHYECKOE COCTOSHME TIAlMCHTA. Pemenue o
HEOOXOMMMOCTH TMPOJIOJIKEHHST TEpallMi NPUHAMAET JICYAlMi Bpad B HHIMBHyaTbHOM
nopsjake. Y mandeHToB 0e3 CIVIGHOKTOMHH B aHaMHe3e CJIe/lyeT INpUHMMATh BO BHUMAHHC
BO3MOYKHOCTH IIPOBEJIEHUs JAHHOTO OIEPATHBHOrO BMemaresibeTBa. [locsie oTMEHbI Tepanuy
BO3MOYKHO MOBTOPHOE Pa3BUTHE TPOMOOIUTOIICHUH.

Iayuenmot ¢ xponuyeckum BI'C, conpogoacoaiouumes. mpomboyumonenuei

[lepen mpuMeHeHHMEM  IIpenapara Peoreiin®  OJHOBPEMEHHO ¢  IPOTHBOBUPYCHOM
MEMKAMEHTO3HON Tepamuell HeoOXOIMMO O3HAKOMUTBCSl € TOJHOW HMHCTPYKIHMEH 1o
ME/IMIIHHCKOMY TIPUMEHEHHIO BBIIICYKA3aHHBIX JIEKAPCTBEHHBIX MTPEIapaToB.

[lenbio npuMeHeHMs Tperapara Ha (OHE AHTUBUPYCHOHM Tepamuy SIBJISETCS MNOUICPIKAHUES
KOJIMYECTBa TPOMOOIMTOB, TO3BOJISIONIETO MPEAOTBPATUTL PUCK PA3BUTHUS I'EMOPPAaruveCKux
OCJIOKHEHHH, kak mpaBuio, okosio 50000-75000/mkn. Creayer wu30erarh yBeTHYCHHS
KOJIM4ecTBa TpoMOOITOB >75000/MK1I.

JUts mojuiepKaHus M JIOCTHKEHHs HEOOXOIMMOTO KOJHYECTBA TPOMOOILMTOB MPHMEHSIOT
MUHUMaIbHYIO S((QEKTHBHYIO 703y Npenapara, HEOOXOAMMYIO JUIs Havyala ¥ ONTHMH3ALHUH
MpOTHBOBHpPYCHOI Tepanuu. [10460p 035l OCHOBAH HA M3MEHEHHH KOJIMYECTBA TPOMOOIIUTOB.
[penapar Pesoneiin® He npennasHauen Uis HOpPMAlM3allMM KojuMyecTBa TpomGouurtos. B
KJIMHAYECKUX HCCIIEOBAHUSIX IOBBIIICHHE KOJMYECTBA TPOMOOIMTOB HAOMIONANOCh, Kak
IPaBUIIO, B TeUeHUe | HeleH Nocie Hayalla Teparuy npernapaTrom.

Ilepsonauanvhuvlit pescum 003UpOBaAHUs.

B3pocnvie

HauasibHast 103a npenapata Pesoneiin® cocrasisier 25 Mr 1 pas B CyTKH.

V [amMeHTOB a3MaTCKOH pachl (TAKMX KaK KHUTAMIbl, ATOHIBI, KOPEHIbI, Tkl M JKHTEJH
TaiiBans) jeuenue npernapatom Peoseitn® ciexyer HaduHaTh ¢ 03B 25 Mr 1 pa3 B CYTKH.
Monumopune u koppexyus 003el

Jlosy mpemapata Peposeiin® yBenmuuBaior ¢ «marom» 25 MI/CyT Kaxible 2 HElenH J0
JIOCTHIKEHHUSI KOJIMUECTBA TPOMOOIIMTOB, ONTHMAIBHOTO JUI Hauajla MPOTUBOBHPYCHOH Teparuy
u B cootBercTBMM ¢ Tabumueii 2. Ilepen HayaqoM MPOTHBOBHPYCHOH Tepanmuu HEOOXOIMMO
KOHTPOJIMPOBATH KOJMUYECTBO TPOMOOIIMTOB eXKEHEIEIbHO. B MOMEHT Havalia IpOTHBOBHPYCHOH
TEepanmuk KOJIMYECTBO TPOMOOIIMTOB MOMKET PE3KO YMEHBIIATHCHA, TPH 3TOM CIICIyeT u3berarhb

HEeMEJIJIEHHOW KOPPEKIIMH J03bI IIperapara Pesoseiin®.
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Bo BpeMss NPOTHBOBHPYCHOH Tepanuu HEOOXOIMMO KOPPEKTHpOBAaTh /03y Ipenapara
Peposeitn® Takum oOpa3oM, 4ToOBI HW30EkKarTh CHIDKCHHS JI03bl NOTMHTEphEpOHa B CBSA3M C
BO3MOYKHBIM ~YMEHBIICHHEM KOJIMYECTBA TPOMOONMTOB, HYTO MOXET YBEJIUYMBATH PHCK
kpoBoTedyeHus. KoanuecTBO TPOMOOIMTOB CJEAyeT KOHTPOJIMPOBATH EKEHEACIBHO 0
JOCTIKEHMS CTAOMIM3AIMK MX KoJmuecTBa (kak mpasuiio okoso 50000/mkn — 75000/mki). B
JaJIbHEHIIIEM CJIEIYeT €KEeMECSYHO KOHTPOIMPOBATh MOKa3aTe/ld OOUIECKIMHHIECKOro aHajin3a
KPOBH, BKJIIOYAs ONpE/IeeHHe KOIMYECTBA TPOMOOIMTOB H Ma3oK rnepudepuyeckoil kposu. B
claydae, €CJAM KOJHYECTBO TPOMOOLMTOB IpPEBBIIACT IEJIEBOE, CIEAYET pPaccMOTPEThH
BO3MOYKHOCTb YMEHBIIEHHS CYTOYHOM 103l npenapata Ha 25 mr. OueHuth s ekt 1aHHOH U
mo60#t TocIeIyIoMIeH KOPPEKIIHU JI03BI CIIEAYET Yepe3 2 HEeJIeNH.

He cneayer mpeBpmmath o3y 100 mr/cyr. PexomenjoBaHHas 103a NMOTHHTEp(EpOHA HIM
puOaBUpuHa TpEACTABIeHa B HMHCTPYKIMHM 10 MEIMIMHCKOMY TPUMEHCHHIO YKa3aHHbIX
npernapaTos.

Tabnuya 2. Koppexyus 003vl npenapama Pegoneiio® ona nayuenmos ¢ BI'C 60 epems

NPOMUBOBUPYCHOU mepanuu

Kosmmuecrso Koppeknust 103b1 HJIH 0TBET

TPOMOOUMTOB

<50000/mK1 B | YBEIMUMTH CYTOUHYIO 1103y Ha 25 mr, HO He Bhle 100 Mr B CyTKH.
TEUEHHE 110 KpaiHe

Mmepe 2 HeJelb

Teparnuu

>200000/mk - | YMenpmuTh cytounyio o3y Ha 25 mr. CmycTs 2 HeIeNH OIEHHTH
<400000/mx1 5bdexT OT KOPPEeKIMH J03bl U HPHHATH PEUICHHE O JalbHCHIICH

KOPPEKIHH T03bI*.

>400000/mkn [Ipexparuth mnpueM Ipenapara Peposeiin®™; yBeqMUMTH 4YacTOTY
onpe/IesIeHHs KOJIMYeCTBa TPOMOOLHMTOB JI0 2 pa3 B HEJIEIIIO.

IIpu komugectBe TpomOo1uTOB <150000/MKJI, BO30OHOBUTD TEpPAITHIO B
CHUIKEHHOM CYTOYHOM J103€.

* 11 TAalMEHTOB, MOJIYYalolMX mpenapar B 03¢ 25 Mr 1 pa3 B CyTKH, CJIEyeT pacCMOTPETh
BOIIPOC O MPUMEHEHUH Tpernapara B 103e 25 Mr 1 pa3 yepe3 CyTKH.

Ommena npenapama

VYV naumentoB ¢ BI'C renoruna 1/4/6, He3aBUCHUMO OT peLIEHHS O IPOJO/DKCHUH Teparuu
uHTEephEepOHaMH, CJIEyeT pacCMOTPETh OTMEHY Ipernapara Peponeitn® B ciyudae, ecin sddekT
OT JIeYEeHHs NPOTHBOBHPYCHBIMM IperaparaMu He JOCTUTHYT Ha 12-of Henmene. Ciexyer
OTMEHHTH TEparuio MpernapaToM B Cllydae, eclii 10cje JABYX Heslellb MPUMEHEHUs B CyTOYHOM
no3e 100 Mr He JOCTUTHYTO ILEJIEBOE KOJIMYECTBO TPOMOOLMTOB, HEOOXOMMMOE Ul Havala
IIPOTHBOBUPYCHOM TEpaAITHH.

CrieryeT TpEeKpaTHTh JICYEHHE IIpernapaTom PeBoneitn®, eciu mocne 24-HeJeNbHON Tepanuu

obnapyxena PHK BI'C. Tlocne oTMeHBI NIPOTHBOBHPYCHOW TEpamMu CICAYET MPEKPATUTDH
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npuMeHenue npenapara Peposeitn” mpy OTCYTCTBHH HHBIX MOKa3aHHUI /UL €T0 IPHMCHCHHS.
CuietyeT TnpekpaTuTh NPUMEHEHHE Npernapara Peposeiin® B clyyae Upe3MEPHOTO yBEITHUCHHS
KOJIMYecTBa TPOMOOIMTOB, Kak omucaHo B Tabiuie 2, win 0pH KIMHAYECKH 3HAYMMBIX
OTKJIOHEHHSX (DYHKIIMOHATBHBIX P00 MeUeHH OT HOPMBI (CM. pasjielt « Ocolble yKaanusy).

Ilepeas 1unus mepanuu majicenol aniacmuideckou aHemuu

Tepanmio mpenapatom Peoseiin® ciegyer HasHauaTh OJHOBPEMEHHO €O  CTAHJAPTHOMH
MMMYHOCYIIPECCUBHOM TEpaIuei.

He jionycTmo mpeBbllIeHHe HauyaJIbHOM JI03BI ITperapaTa Pesoseiin®.

[Tepsonauanvhulii pescum 003UpOBaAHUs.

Bspocnvie u oemu cmapuie 12 nem

Pexomentyemasi HayajbHas J103a npenapara Pesoneitn® coctassier 150 mMr 1 pa3 B CyTKH B
TeyeHue 6 MecsILEeB.

Y B3pocibIX M aeTedl B Bospacte 12-17 jeT azuarckoil pachl (TAaKMX Kak KHTAHIlBI, STIOHIIBL,
KOpEHIbI, Tallbl U skuTenn TaliBans) JICUCHHE IMPEnapaTom Peponeiin® cieayer HaYMHATH C
710361 75 Mr 1 pa3 B CyTKH B TeUEHHE 6 MECHIIEB.

Jlemu 6 6o3pacme 6-11 1em

Pexomenayemass HaualbHas 103a Ipenapara PeBoneiin® cocrasnsier 75 mMr 1 pa3 B CyTKH B
TeyeHue 6 MecsI1IeB.

V neteii B Boszpacte 6-11 et a3narckoii pachl (TaKUX KaK KUTAHIIbI, SIMOHIbI, KOPEHIIBL, TaWIbl U
sxutenu TaiiBanst) edenne npenapatom Peponeiin® cienyer HauuHath ¢ 10361 75 Mr 1 pa3s B 2
JIHSIB TE€UEHHE 6 MECSIIEB.

Jemu 6 6o3pacme 3-5 nem

PekoMenayemasi HauallbHas J03a Ipernapara Pesoeiin® coctasnser 2,5 MI/kr 1 pa3 B CyTKH B
Te4YeHUue 6 MecsLEB.

V neteii B Bo3pacTe 3-5 JIeT a3MATCKON pachl (TAKMX KaK KMTAHIIbI, ATIOHIbI, KOPEHIIBI, TAHLBI U
xutenu TaliBaHs) JIe4eHHE NpernapaToM Peposneitn® cneayer HauMnath ¢ 10361 1,25 Mr/kr 1 pa3s
B CYTKHM B Te4eHHe 6 MeCsAIEB B Cilyyae eclii Bec naiuenTta cocrapiser > 20 kr. B ciydae eciu
Bec nanuenTa coctanisgeT oT 10 10 20 kr cieyeT HauuHaTh TEPAIMIO MpernapaToM Peponeiin® ¢
710361 25 Mr 1 pa3 B IBO€ CYTOK B Te4eHHE 6 MeCsILIEB.

Ecin He ymaercst JIOCTUTHYTh KOPPEKTHOM J103bI, TEPANUIO IpernapaTom Peponeiin® cneayer

HAuYMHATH ¢ MUHUMAaJIbHO BO3MOXHOMW JI03bL.
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Tabnuya 3. Koppexyus 003bl CmManOGpmHOl UMMYHOCYNPECCUBHOU mepanuu 6  Cclyuade

coemecmnoii mepanuu ¢ npenapamom Peeonetio™

UmmyHoOCynpeccuBHAas Tepanusi

Koppexuusi 10361

MmmyHOro0yauH

AHTUTHMOLIMTAPHBIH (JIOIIAIMHbIH )

40 wmr/kr/cyt, ucxons u3 (HaKTHYECKOHW Macchl Tena,

BHYTPUBEHHO C 1-T0 110 4-bIif IEHb B TEUCHHE 6 MECSIICB

[lukgocnopun  (TepaneBTHYECKas
J103a B TeyeHue 6 Mecses, ¢ 1 aus
0 6-r0 Mecsia, ¢ MONpaBKON Ha
JIOCTUIKEHHE 1eJIEBOU
tepaneBTudeckoit 10361 200-400

MKT/1%)

Bapocbie u jiety crapiie 12 jer:

3 Mr/kr, ucxojs W3 (GaKTUYECKOH MacChl Tella, BHYTPb
Kaxaple 12 uyacoB (o0mas cyTouHasi J03a COCTaBISET 6

MI/KI/CyT) B TedyeHHe 6 MecsIeB, HauuHas ¢ 1-ro JHs

[TammenTs! crapiie 20 et ¢ unjgekcom mMaceol Teraa (MMT)

>35 wau naredTsl B Bo3pacte 12-20 et ¢ UMT >95-ro

IIPOIICHTHJIA!

3 MI/KT, MCXO/ M3 CKOPPEKTHPOBAaHHOW Macchl Tejna**,
BHYTPb Kaablii 12 4vacoB (oOmas cyToyHas J03a
cocTaBjsieT 6 MI/KI/CyT) B TeueHHe 6 MecsleB, HauuHas ¢

1-ro qus

Jletu B Bo3pacte 3-11 jert:

6 Mr/kr, ucxoas W3 (GaKkTHYECKOM Macchl Teja, BHYTPb
Kaxple 12 vacos (oOmasi cyrovHas jo3a coctasisier 12

MI/KI/CYT) B TeueHHe 6 Mecs1eB, HauuHas ¢ 1-ro JHs

ITammenTtsl ¢ UMT >95 nporeHTHIsE:

6 MI/KI, MCXOJS M3 CKOPPEKTHPOBAHHOM Macchl Tena*,
BHYTPh Kaaplii 12 wvacoB (oOmas cyToyHas Ji03a
coctasiser 12 MI/Kr/cyT) B TeueHHe 6 MecsIeB, HauuHas ¢

1-ro jHd

[{uxsiocriopus  (1oyIep KUBaroLas

J103a, ¢ 6 110 24 MecsIIbl Teparun)

Ju1st marMeHToOB, KOTOPhIE JIOCTUTAIOT T'€MATOJIOTHYECKOTr0

OTBETA B T€YEHHUE O MECSIIEB:

2 MI/KI/CYT Ha3HAYAIOT BHYTPhL B QUKCUPOBAHHOM J103€ HA

JOTOJIHUTENbHBIE 18 MecsIeB.

*  MoskeT noTpeboBaThes KOPPEKLIMS 03bl LIMKJIOCTIOPHHA JUTS IOCTHIKEHHUS LIE/IEBBIX YPOBHEH B Cllydae

NMPUMEHEHUS LHUKJIOCTIOpHHA COBMECTHO C JIPYrUMHU MiperapaTtamMi; peKOMCHIAYCTCH PYKOBOJACTBOBATLCA
COOTBCTCTB}’!OLL[CFI HHCprKLlHCﬁ 110 MEJULIMHCKOMY MPHUMEHEHHUIO JUTd LIHUKJIOCIIOpHHA

*% PacCUMTLIBACTCS KAK CPE/IHEE 3HAUEHHE MEXK/LY MAeaIbHON Maccoii Tesa M hakTHYeCKOH Maccoi Tesia
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Monumopune u koppexyus 003l npenapamad Pesoneiio®

AHa/IM3 TeMaToJOTMUYECKHX TIOKa3aTejled W HUCCICTOBAHMS (1)yHKI_II/II/I [EYECHU JIOJIKHBI

NIPOBOJIMTHCS PErYJISAPHO HA TPOTSIKEHHH BCEro Kypca Tepanuu IpenapaTom Pesoneitn®;

KOPPEKIMIO J103BI IIpenapara CiIeayeT IIPOBOIMTH Ha OCHOBAHHUH KOJHMYCCTBA Tp0M60HHTOB, KakK

ykazano B Tabmuue 4.

B TaGnuie 5 npuBeIeHbl peKOMEH/IAlMHU 110 KOPPEKIMHU J103bl TIpenapara Pegoreitn® B cinyuae

HapyleHd#H QYHKIHH [IeUeHn 1 TpoMO030B/ SMOOIHH.

Tabauya 4. Koppexyusi 003vl npenapama Pesoneiio® 6 mepanuu nepeoti IuHuU MANUCELOU

aniacmuyeckou aHemuu

Kosim4ecTBo TpOMOOIIHTOB

Koppexiuusi 10361 WJIH OTBET

>200000/mk1 - <400000/MK1

CHMXaTh CyTOUHYIO JI03y Ha 25 Mr Kaxaele 2 HeIenu [0
MMHUMAJILHO BO3MOXKHOW JO3bI, IIPU KOTOPOH KOJIHYECTBO
TpomGoruToB >50000/MK1.

V nereit B Bospacte 3-12 Jser, NpUHUMAaBIIMX Ipenapar
Pegoseiin® B 03¢ 25 Mr 1 pa3 B CyTKH, CI€IyeT pacCMOTPETh

BO3MOXXHOCTH ITpHUE€Ma Mperapara B 103€ 25 mr 4yepes3 JACHb.

>400000/mKx

TIpexparuth npuem npenapata Pesoneiin® na 1 Hezesto.

IIpu xommuectBe TpombomuToB <200000/MKI BO30OHOBHTH
IpHUeM Ipenapara Pepouneiin® B 03¢, CHUKEHHOH Ha 25 MT (y
nereit B Bospacte 3-12  5ieT, INPHMHUMABIIMX Mperapar
Pegoneiin® B 103e 25 Mr 1 pa3 B CyTKH, CJI€yeT pacCMOTPETh

BO3MOKHOCTh IIpHEMa Iperaparta B J103€ 25 MI uyepes3 J€Hb).

Tabnuya 5. Pexomenoyemas koppexyus. 003bl npenapama Pesoneiio® npu napywenusx ¢ynkyuu

nevenu u mpombosax/>mbonruu

Peaknus

Pexomenpanun

Hapyuienus GyHKIIMH [I€YEHH

VBenuyeHue BepxHe# rpanuil HopMbl (BI'H) axTuBHOCTH
ananunamunotpancgepassl (AJIT) B 6 pas:
[TpexpatuTs npueM npenapara Pegoneitn®.
IIpu yposue aktuBHoctd AJIT <5 or BI'H Bo300HOBHTH

IIpUEM IIperiapaTa B HepBOHaanIBHOﬁ J03¢€.

Veenuuenue BI'H aktuBnoctn AJIT B 6 pa3 mocie
BO30OHOBJIEHHMs [pUema Trpernapata (M HECBA3aHHOE C

JpyTMMH  BO3MOXHBIMH  (hakTopamu,  TakuMH  Kak
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CBLIBOPOTOYHAS 0O0JIE3Hb, CENCHC WM [PHEM a30JI0BBIX
IPOTHBOTPUOKOBBIX TIpENaparoB):

Kontpons yposusi AJIT xaxasie 3-4 qus.

Eciu yposerb AJIT >6 npy NOBTOPHBIX aHAIN3aX KPOBH:
[IpexpaTuTh IpHeM Ipenapara Pegoseiin®.

IIpu yposue aktuBHoct AJIT <5 or BI'H Bo3oOHOBHTH
mpueM Ipenapara B 03¢, CHWJKEHHOH Ha 25 Mr or

MpeAbIIYIIEH 1035l

Eciu ypoBens AJIT BHOBR >6 mnpu mpueMe mpenapara
Peponeiin® B cHUKEHHON j103€:
CHuxarb 103y Ipernapara Peponeiin® Ha 25 Mr 110Ka ypoBEHb

AJIT ne causures no S BI'H

JlaHHBIX O BO3MOJKHBIX KOPPEKIMSX H03bl Yy JETeH u3-3a
HapymeHus GpyHKIMHM nedeHu He cymecTByeT. Koppekuuio
n03bIciIelyeT  00Cy’k/JaTh Ha OCHOBAHMM  KIMHMYECKOU

OIICHKH.

Tpomb03/amO01s

[Ipu TpomGo3e riyOOKHX BEH, JIErOYHOH 5MO0IHH,
TPaH3UTOPHON HIIEMHYECKON aTaKe WM HHCYJIbTE, HHpapKTe
MHOKapza B Ji00oe Bpemsi Ha (OHE Tepaluu Ipernaparom
Peponeitn®:

[IpekpaTuTh TpHeM Tpenapata Peponeiin™, HO MPOIOIDKATE
pUeM UMMYHOCYTIPECCUBHBIX npernaparoB
(MMMyHOTIOOYIMH ~ @HTHTUMOIMTAPHBIA  (JIOIIAMHBIH) U
nuksiocnioput).  Ecim mpu Tpom0o3e  KOJMYECTBO
TPOMOOIIUTOB >50000/mx1, PEKOMEH1yeTCs 6o
Ha3HAYeHHEe  Tepanmuu  JHOKCAlApMHOM  HWIH  JIPYTrHM
AQHTUKOAryJISTHTOM  JIO TeX TI0p, [MOKa  KOJHYECTBO
TpoMGOIUTOB He JocTurHeT ypoBHsS <20000/mki, aubo
CTaHJAPTHBINA KYpC aHTHKOATYJITHTHON Tepanuy B TeUeHue 3-

6 MecsILIEB.

Ommena npenapama

OO61mas npoa0/KUTEILHOCT IIpHEMa Npernapara Peoneiin® cocTapyisieT 6 MeCALEB.
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UpesmepHoe yBejluueHHe KojudectBa TpombonutoB (cM. Talbmuiy 4) w pa3BUTHE

HEXKeNaTebHBIX SBICHUI, ykasaHHbix B Tabmuue 5 Takke TpeOYIOT MpeKpalleHHs NpHema

npenapara Peoneiin®.

Iayuenmol ¢ pedhpakmepHoti MANCEN0U AnIACMUYEeCKOU aHeMuel

IlepsonauanvHolil pedcum 003UpOBaHUs.

B3spocnvie

Havanbhas 103a npenapara Pesoseitn® coctapisier 50 Mr 1 pa3s B CyTKH.

V HaiMeHToB a3MaTCKOM pachl (TaKWX Kak, KHTAHIbI, SMOHIbI, KOPEHIBI, TAHIBI U JKUTEIH
Taitans) Jeuenue npenapatoM Peponeitn® ciexyer HaYMHATB € 10361 25 MI' 1 pa3 B CYTKH.
Monumopune u koppexyus 003wl

JIns JOCTHIKEHHS TeMaTOJIOrHYECKOro OTBeTa TpeOyeTcs KOPPEKILHs J03bl, KaK IIPaBHIIo, 0
150 mr, juis yero MoxeT norpeboBaThes 10 16 Hezlenb ¢ MOMEHTA Havyalla JICUCHUs IIPETapaToM.
Jlo3y npenapara Pesoseiia® crlelyeT yBeJIMYnuBaTh ¢ marom 50 Mr Kaxible 2 HeJlelu, 10 03,
HEOOXO0IMMOM JUTS JIOCTHKEHUS IeJIeBOro KomuecTsa TpomOonutoB >50000/Mki1. ¥V nanmeHTos,
NPUHUMAIOLINX [pernapar B 103e 25 Mr 1 pa3 B CyTKH, CIEYeT yBEIHUHTh CYTOUHYIO 103y 110 50
MI' Tiepe JaibHeHmuM mosbimenneM 1036l Ha 50 Mr. He cienyer npesbimars 103y 150 mr s
cytku. Crieyer perysisipHo KOHTPOJIMPOBATh KIMHAYECKHE IeMaToJIOrMYECKUE MOoKasaTe/Iu
«TIEUEHOYHBIE» TECThl HA BCEM MPOTSDKEHUM TEpanv¥ ¥ KOPPEKTUPOBATh J103y Ipenapara
Peposieiin® Ha OCHOBAHNH KOJIMYECTBA TPOMOOIMTOB B COOTBETCTBUM ¢ Tabimuei 6.

Tabruya 6. Koppekyus 003l npenapama Pegoneiio® ons nayuenmos ¢ TAA

KosimyecTBO TpOMOOIINTOB

Koppexuusi 10361 WJIH OTBET

<50000/MKk;1 B TEUEHHE 110
KpailHell  Mepe 2 HeJellb
Tepanuu

[ToBbICUTH CyTOYHYIO 03y Ha S0 mr, HO He Bbime 150 Mr B
CyTKH. Y TalMeHTOB a3MaTCKO#M pachl WM TALMCHTOB ¢
HapylieHdeM (YHKIMH TIe4eHH, NPUHUMAIOIINX Ipenapar B
no3e 25 Mr 1 pa3 B CyTKH, CJIEIYET YBEJIMYUTH CYyTOUHYIO H03Y
710 50 M nepe1 IaIbHEHIIINM MOBBIIEHHEM 10351 HA 50 M.

>200000/mx1 — <400000/MxK1
B J1I000€ BpeMs

CHu3uTh cyTounyo n03y Ha 50 mr. Ciycers 2 HeJlen OLEHHUTD
3 PeKT OT KOPPEKIUHU 03Bl U NPUHSTH PELMICHAE O JAIbHeHIICH
KOPPEKITHH J03BL.

>400000/mK [IpexpatuTe npuem npenapara Peponeiin® ne menee uem Ha |
HEJIEIIO.
[Ipu konuuectBe TpomGouuToB <150000/MKI BO30OHOBUTH
JleueHne B CYTOUHOI J103¢, CHIKEHHOH Ha 50 mr.

>400000/mkn cmyctss 2 | [IpexpatuTh nmprem npenapara Pegoneitn®.

HeJIeJIM Tepaluu IpernapaToM
Peponeitn® B CHMIKEHHON
CYTOYHOM J103€

Ilocmenennoe cuudcenue 003bl Y NAYUEHMOE C MPEXIUHEUHbIM OMmEemomM Ha mepanuio

(netikoyumol, 3pUMpPOYUMbL U MPOMOOYUMbL)
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ITocie JOCTHKEHHsS KojudectBa TpoMOoimToB >50000/MKJI, KOHIEHTpallMH TeMOrio0uHa
>10 /a1 6e3 TpaHcdy3uii IPUTPOUMTHOMH Macchl W aGCOTIOTHOTO YHMCiIA HEHTPODHIOB (AYH)
>1x10%/n1, cTabMIBHO COXPAHSIONIMXCS HA MPOTSHKCHHM HE MeHee 8 HeJlelib, JI03y Mpenapara
Pesoneiin® caeayer cuusuth Ha 50%. IIpu cTaOMIBHO COXPAHSIOUMXCS BbIIEYKA3aHHBIX
ToKazaressax yepes 8 Helesb Mocie CHIKEHHUS JI03bl CIIEAYET MPEKPATHTH JICYCHHE MPENapaToM
C peryjIspHbIM KOHTpOJIEM IlOKaszaTejel aHajiu3a KpoBd. B ciyuae yMEHBUICHHS KOJIAYECTBA
TpomBormTos <30 000/MKJI, CHHKEHHsI KOHIEHTpAllMM remoriobnxa <9 r/mn wim npu AYH
<0.5%10%/71 BO3MOXHO BO30OHOBJICHHE JICUEHHUS TIPEIapaToM B npesknei sa¢pdextuBHOM n03e.
Ommena npenapama

B ciyuae OTCYTCTBHSI IeMaTOJIOPMYECKOTO OTBETa Mocie 16 Heleldb JICUECHHS TEPaIuio
npernaparom Pesoneiin® cneayer ormenuts. HeoOX0MMMO paccMOTpPETh BO3MOXKHOCTE OTMEHBI
Tepamuu npenapatom Peoneitn® B ciydae MOSBICHUS HOBBIX [MTOrEHETHYECKHX OTKIOHCHHH
(em. paszmen «llo6ounoe Oeiicmeuer). Taxkke OTMEHa TEpalmHMu IPENapaToM Pegoneitn®
TpeGyeTcs B C/Iydae Ype3sMEPHOTo OTBETA CO CTOPOHBI KOJIMYECTBA TPOMOOLHMTOB (KaK yKa3aHo B
Tabmuie 6) WIM BaXHBIX OTKJIOHEHWH pe3yJIbTaTOB «IEUEHOYHBIX» TECTOB (CM. pasjeln
«Ocobvle yrazanusy).

Ocobas epynna nayuenmoes

Jemu 6 6o3pacme 0o 18 nem

Be3zonacHocTh ¥ 2¢HEKTUBHOCTD IIpenapara Pesoneiin® y nereit ¢ UTII B Bospacte 110 1 rona, ¢
BI'C, ¢ pebpaxreproit TAA u y nereit ¢ TAA muaame ABYX JIET, KOTOPbIM paHee HE
IPOBOJINIIACE TPOrPAMMHAsi KMMYHOCYIIPECCHBHAsE TEPAIus, HE YCTAHOBJICHBI.

Ocobbie 2pynnol nayueHmos (015 6cex NOKa3anu)

Iayuenmvr nodicuno2o 6o3pacma

MMeroTess orpaHMYeHHbIE JaHHbIE 10 NPUMEHCHHIO Mpernapara Peponeiin® y namueHToB B
Bo3pacTe 65T W crapuie. B KIMHMYECKHX HCCIIEJOBAHUSIX HE OTMEUEHO KIMHUYCCKH
3HAYMMBIX PA3IHYMH GE30MacHOCTH ATPOMOOIIara y NalMeHToB B BO3pacTe 65 JIeT U CTaplie 1o
CpaBHEHHMIO ¢ GoJiee MOJIOBIMH TTalMeHTaMu. JIpyrue KJIMHAYECKUE JIaHHBIC TAKKE yKa3bIBAIOT
Ha OTCYTCTBHE pasNMuMil B OTBETaX HA JICYCHHE y MOXKMIBIX NAlMEHTOB M MALHEHTOB Ooee
MOJIOJIOTO BO3pAcTa, OJHAKO HEJb3sl HCKIIOUYUTE MOBBIINICHHYIO YyBCTBUTEILHOCTD K TIpEnapary
y OT/ICJIbHBIX ITAMEHTOB MOXKHUIIOr0 BO3pacTa.

Ilayuenmoi ¢ HapyueHuem GynKyuu novex

KoppeKIuu 10351 y MAlMEHTOB ¢ HapylieHneM QyHKIMK novek He Tpedyercs. OJIHAKO B CBA3H C
OTPaHMYEHHBIM OIBITOM TPUMEHEHUSI B KJIMHMYECKOM NMpPaKTHKE Y MAIMEHTOB C HapyIICHHEM
dyHKIMK ToYeK mperapar Pesonein® ciieayeT NMPHMEHATh ¢ OCTOPOXHOCTBIO M Ha done
TIATEILHOrO MOHHTOPMHTA, HAIpUMEp, KOHTPOJIS KOHIEHTPAIlMH KPeaTMHWHA B CBIBOPOTKE

KpPOBH U rokas3areJici aHaJIM30B MOYH.
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Iayuenmoi ¢ Hapywenuem QyHKyuu nevenu

V nauuentos ¢ UTIT u HapymenueMm (GyHKIMH nedeHu (=5 OauioB MO LIKaje Yaiina-11s10),
npenapar Pesoneiin® cieayer IpUMEHSTH ¢ OCTOPOXKHOCTBIO Ha (hOHE TIIATETLHOIO KOHTPOJL
cocrosiHust (cM. paszen «Ocobble ykazanusy). 1lpu HEOOXOAMMOCTH TEpalHHi IperapaToM
Peoneiin® y manmenta ¢ UTIT 1 HapymenneM QyHKIMHA NEUYCHH JICYCHHE HAYMHAIOT B 103¢ 25
MTI/CYT.

YBesMuMBaTh J103y Ipenapara y NAlMEeHTOB ¢ HapyIIEHUAMH (QYHKUHM MEYCHH CIEAyeT He
paHee 4eM uepe3 3 HeJIeNId [0CIIe Havalla TeparuH.

V narmenToB ¢ xponndeckuM BI'C u HapymreHneM (QyHKIMM MCYCHH, @ TAKXKE y MAIUCHTOB C
peppakrepioit TAA u HapymeHueM (QyHKIMM NEYCHH Nperapar ClIepyeT NMPUMEHSTH B 03¢
25 mr 1 pa3 B CyTKH.

B KJIMHHYECKOE HCcieoBaHue manueHToB ¢ TAA, He MoJydyaBUIMX paHee NPOrpaMMHYIO
MMMYHOCYIIPECCHBHYIO TEpanuio, He ObUIM BKJIIOYEHBl NAIMEHTBl € HMCXOIHBIM YPOBHEM
ACT/AJIT, npespiuatommem B 5 pa3 BI'H. HauanbHast 1o3a npenapara Peoneiin® y nanuenTos ¢
TAA ¥ TeYeHOYHOH HEJIO0CTATOYHOCTBHIO B MEPBOM JMHUM TEparuM AO/DKHA ONPEACIATHCS 110
Mepe HeoOXOJAMMOCTH Ha OCHOBAaHMHM KJIMHHYECKOM OLCHKH, NEPEHOCHMOCTH Ipenapara H
TIIATEIBHOIO MOHUTOPUHTA (QYHKIIMH [IEYEHH.

IMOBOYHOE JENCTBUE

0630p npoghuns bezonacnocmu

Iayuenmvl ¢ Xponuueckoil umMmynHou mpomboyumonenueti B 4 KOHTPOIHPYEMBIX H 3
HEKOHTPOJIMPYEMBIX KIHHMYECKHX HCcieoBaHusAX 403 B3pOCIBIX MALMEHTa ¢ XPOHHYECKOH
WTII npunumanu npenapar Pesosieiin® u 179 maumenToB npuHuMaid miane6o. JUMTeIsHOCTh
NpUMEHEeHMs TIperapara cocTapisia He Oomee 8 sier. HexenaresibHble peakiMi y B3POCIBIX
nauentos ¢ UTIT onucansl B Tabnune 7.

be3omacHOCTh NPUMEHEHHS Ipenapara PeBoseiin® y manmentoB B Bo3pacte 3-17 ner ¢ UTII,
MOJIyYaBIIMX paHee Tepanuio, Obla OLeHeHa B 2 uccrenosanusx. [Ipoduib modouHbIX peakuuit
ObIT COMOCTABHUM C TAKOBBIM Y B3POCJIBIX ¢ HEKOTOPBIMHU JIOMIOJTHUTEIbHBIMU HEKEIATCIbHBIMH
peakiusaMu. JlOMONHUTEIbHBIE HEXEIaTe/IbHBIC PEaKlUK y MAalKHeHTOB B BO3pacTe 3-17 ner ¢
WUTII npusenens! B TaGnure 8.

Hauuenmsi ¢ xponuueckum BI'C, conpogoxycoarouiumcs mpomoéouumoneHueil

B 2 KOHTpPOJMPYEMBIX KIMHHYECKUX HCCIEOBAHUSX JICYCHHE NpernapaTtom Peponeiin®
npoBoauaM 955 nauuentam ¢ xponudeckum BI'C, compoBoxkiarommmces TPOMOOILIUTOIIEHHUEH.
JUIHTE/IBHOCTD DKCIIO3HIMH 3aTpoMbonarom B cpeanem coctasuina 183 s, IlonHbli cnucok
HEXKeJaTeJIbHBIX  peaKiMi, OTMEUEHHBIX Yy  TALUUEHTOB €  XPOHHYCCKHUM BI'C,
COMPOBOKIAIOMKMMCS TpoMOOIHTONeH)eH, npuBesieH B Tabsmie 9.

Hayuenmot ¢ TAA, He noayuaguiue panee npo2pamMmHyI0 UMMYHOCYRDECCUBHYIO mepanuro
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BesomacHocTh  NMPUMEHEHWs  Iperapara Pesoneiif®  COBMECTHO  C  JIOIIAJHHBIM
AHTUTUMOIMTAPHBIM HMMMYHOIJIOOYJIMHOM W [HMKJIOCIOPHHOM Y TAIMEHTOB C TAA, ne
MOJIy4aBIIMX paHee MPOrPAMMHYIO MMMYHOCYTIPECCHBHYIO TCPAMHUIO (HampuMep, Tepanus
AHTUTHMOIIMTAPHBIM MMMYHOTJIOOYJIHHOM, anemMTy3ymad MM BbICOKHE J03bI [IMKJIOCTIOPUHA)
GbLTH OLEHEHbI B HEKOHTPOIHPYEMOM KIMHHYECKOM HCCIIeJOBAaHUE ¢ ydacTreM 154 manueHTos,
cpesii KOTOpBIX 92 maiueHTa nojyyan KOMOMHHPOBAHHYIO TEPAITHIO MPEnapaToM Pesoneiin®,
JOMIAMHBIM  AHTHTUMOLMTAPHBIM MMMYHOIJIOOYJIMHOM ¥ IMKJIOCIOPUHOM. JUTHTETBHOCTD
tepanun coctasisia 183 mus, cpenn Hux 83,7% MalMEHTOB MOJy4and TEPANHIO bosee 12
mecsitieB. TTOMHBIH CIMCOK HEXeJIaTebHBIX PeaKiui, OTMEYeHHBIX y manueHToB ¢ TAA, He
10J1y4aBIIMX paHee MPOrPaMMHYIO KMMYHOCYIIPECCHBHYIO TEPAITHIO, TPUBC/ICH B Ta6muue 10.

Hauuenmst ¢ peppakmepnoi TAA

BezonacHOCTh TPUMEHEHHs Iperapara Peponeitn® mpM amiacTHYeCKOM aHEMHM TsDKEJIOH
CTENCHH TSOKECTH OIGHMBAIACh B OTKPHITOM HeKOHTponupyeMom uccienosanuu (N = 43), B
kotopom 11 manuenToB (26%) je4HIMCh B TEUEHHE 6 MECALEB, a 7 nanuenToB (16%) nonyvann
nedeHue 6onee 1 roja. BOJTBIIMHCTBO HEKEIATEIBHBIX PEAKIMH, CBI3aHHBIX ¢ NPUMEHCHHEM
nperiapata Peosieitn®, Gbutd cpeamell CTemeHM THKECTH C CaMOro Hadyana M peko
OrpaHUYHBaIIH IIPOBOJIUMYIO TEPAITHIO.

Crnucox nesxceaamenbHblX peakyui

Hexenarensuble peakinu (HP), BbIsBIEHHbIE B KIMHAYECKUX MCCIICIOBAHUSX, TIEPEUHCIICHDI B
COOTBETCTBMM C IOP&KEHHEM OpraHOB H CHCTEM OPraHoB H 4YacTOTOH BCTPEYaCMOCTH
(MedDRA). Yacrora BCTPEYaeMOCTH ONPEACTAETCS CICAYIOIHM o0pa3zoMm: ouenb uyacmo
(>1/10), wacmo (>1/100 - <1/10), newacmo (=1/1000 - <1/100), peoko (>1/10000 - <1/1 000),
ouenv peoko (<1/10000, Bkouast oTAeNbHBIE clyyan). KaTeropun 4acToTs chopMHpOBaHEI HA
OCHOBAHWH KIMHHYECKHX HCCIIEI0BAHHIT Tperapara i MoCTPErHeTPAlHOHHOTr0 HAaO IO ICHHS.

Tabnuya 7. HeoceramenvHvle peakyuu y 63pOCiblx ¢ xponuveckou UTII

HesxenateabHble PCaKIHH Yacrora BCTPEYAEMOCTH

Hngpexyuonnvie u napasumapnvie 3ab0n1e6anus

DapUHIHT 4acTo

Hapywenus co cmopoHbl J#cery00uHO-KUUWe Ho20 mpakma

Jlnapes OYEHb YaCTO
Tommnora OYEHb YacTo
PBoTa 4acTo
CyXOCTb CIM3UCTON 000JI0YKH TIOJIOCTH pTa 4acTo

Hapywenus co cmoponbl 0Op2ana 3peHus.

Karapakra 4acTo
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Hapywenus: co cmoponbl neden u Jcenue6bl6005uux nymeu

[ToBbimenue aktuBHoCcTH AJIT

OYCHb 4acCTo

['unepOunupyOuHemus 4acTo
[ToBbieHue AKTUBHOCTH | 4acTo
acnapratramurotpanchepasel (ACT)

JlekapCcTBEHHOE MOPAKEHUE TEYCHH HE4acTo

Hapywenus co cmopoHbl KU u NOOKOJICHbIX MKaHel

AJsonenus

4acTo

KosxHas chinnb

4qacTo

Hapymenuﬂ CO CMOpOoHbl CKe/NIeMHO-MbIULEYHOU U COCOUHUMENIbHOU MKAHU

bosb B ciiuHe 4acTo
KocTHO-MbIeuHass 0ok (BKiIO4ass O0ab B | 4acTo
rpyaHON KJIETKe KOCTHO-MBIILIEYHOIO
XapakTepa)

Muanrus 4acTo
Hapywenusi co cmoponbl cocyoos

TpomOGoIMOOIHUECKHE OCITOKHEHUS 4acTo
TpomGoTHyeckass MUKPOAHIHONIATHsI ¢ OCTPOH | HEYacTo

MMOYEUYHOU HEIOCTATOUYHOCTHIO

Taxxe oTMEYaAIUCh JIOIIOJTHUTEIILHBIC HEXeJTaTeIbHbBIC JICKAPCTBEHHBIC PCAKIINH Y JIeTeH ¢ NTIIL

Tabnuya 8. Jlononnumenvubvie nexcenamenvuvle peakyuu y oemeu ¢ HTII

He:xenareiabHbie pPeaKIHuHu

YacToTa BCTpPEYaEeMOCTH

Hugpexyuonnvie u napazumapnwle 3a60/1e6anus

UndeKmMn BEpXHUX JbIXaTebHbIX MyTeH

OYCHb 4aCTO

Hazodapunrur

4acTo

Hapywienus co cmopoHbl OblXxameibHOU cucmem

bl, 2PYOHOU KJIEMKU U CPEOOCMEHUS.

Karmens O4YE€Hb YacTO
bosb B pOTOIIIOTKE 4acTo
Punopes 4acTo

Hapywienusi co cmopoubl Jcey00uHO-KUWMEe H020 mpakma

AbOoMuHaIBbHAs 00

O4YCHb 4acCTO

3ybOnast 00116

qacTo

O6uue paccmpoticmea u HapyuwieHus 6 Mecme 66e0eHUs

JIuxopanka

OY€Hb 4acCToO
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Tabnuya 9. HeowcenamenvHole peakyuu y nAYUeHmMos ¢ XpOHUYECKUM 6UDYCHbLM 2enamumom €

HexenareabHble pPe€aKIHH

Yacrora BCTpe4YaeMOCTH

Hapywienusi co cmopoHbl KpO6U U IUMpamuieckou cucmembl

AHeMHUs

O4YECHb 4aCTO

Hapywenusi co cmoponvl 06mena 6eujecms u NUManus

CHMXKEHUE allleTuTa

OY€Hb 4acTo

Hapywenusi co cmopoHbl HepEHOU CUCTEMbl

["onoBHas 60116

OQYCHBb 4aCTO

Hapywenus co cmopoHbl 0p2ana 3peHust

Karapakra

4acTo

Hapywenus co cmoponbvl OblxameibHou cucmem

bl, 2PYOHOU KIeMKU U CPEOOCMEHUS.

Karuens

O4Y€Hb 4acCTO

Hapywenus co cmopoHbsl J4cenyo0uHo-KumeiHo2o0 mpakma

TomHoTa OUE€Hb 4acTO
Jluapes OYEHb YacTO
Hapywienus co cmopoHbl nedenu U Jcenyesbl600iuux nymeu
["'unepOummpyOuHeMus OUEHb 4acTO
[TopakeHue neyeHu 4acTo
JlekapcTBEHHOE MMOPAKEHHUE TICUYCHN 4acTo
Hapywienus co CmopoHbl KOJICU U NOOKOJICHbIX MKAHeU

KoxHbIi 3y1

O4YE€Hb 4acToO

AJlonienus

O4YCHb 4acToO

KosxHas chInb

qacTo

Hapywienus co cmoponsl ckelemHo-MoluleyHol u COeOUHUMENbHOU MKAHU

Muanrus

O4Y€HBb 4acTo

Obwjue paccmpoticmea u HapyuweHus. 6 Mecme 66e0eHUs.

[ToBbIIeHHAS YTOMJISIEMOCTD

O4YC€HBb 4acCToO

Jluxopaznka OYEHb HaCTO
O3H00 OYEeHb YacTo
AcTeHHs OYEHb YacTO
OTek OYeHb YacTO

["punmono100HbIH CHHAPOM

O4YCHb 4acCTo

Hapywenus co cmoponwl cocy00s

TpomGoaMOBoIHUecKHe OCI0KHEHHs (BKIIIOYast

TpoMO03 MOPTAIBLHBIX BEH)

4qacTo
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Ta6auya 10. Heocenamenwvhwie peakyuu y nayuenmos ¢ TAA

HexenarejabHble pPeaKIHH YacroTa BCTPEYAEMOCTH

Hapywenus co cmoponsl HepeHOU CUCTNEMbL

["onoBHAast 00JIb O4YeHb YacTo

Hapywenus co cmoponbt opeana 3peHus

Karapakra 4acTo

Hapywienus co cmoponbt OblxamebHOu Cucmembl, 2pYyOHOU KI1emKu u cpedocmenus

BoJib B pOTOIIOTKE OYE€Hb 4acTO
Kamens 0YEHb YacCTO
Punopes 4acTo

Hapywienus co cmopoHbl H#cery00uHO-KUWe H020 mpakma

Tournora OYEeHb YacTO
Jluapest OYEHBb YacTo
AOoMUHAIBLHAS O0JIb OYEHb YacTO

Hapywenus co cmoponsl NeYenu U Jicen4e6bl6005uyux nymet

[ToBbIIIIEHHE AKTUBHOCTHA TpaHCaMHHA3 OYE€HBb 4acToO

['unepOuupyOnnemus 4acTo

Hapywenus co cmoponbl KOJCU U ROOKOJICHBIX MKAHEU

KosxHast chilb qacTo

Hapywenus co cmoponbl CKeemHO-MblUe HOU U COCOUHUMENbHOU MKAHU

ApTpanrus OUYEHb YacTo
BoJib B KOHEUHOCTSAX OYEHb YacTO
MBplieuHbli crniasm OYEeHb YacTo

Obujue paccmpoticmea u HapyuieHus. 6 Mecme 66e0eHuUs

[ToBbilIeHHAST yTOMIISEMOCTD OYEHb YacCTO
["0J10BOKpYKEHHE OYEHb YacTO
Jluxopaska OYE€Hb YacTo

B HEKOHTPOJIMPYEMOM OTKDPHITOM HCCie/0BaHHe y TnauuentoB ¢ TAA mpoussojmiack
aCTIMpaIMsl KOCTHOIO MO3ra ¢ IENbI0 JalbHEHIIEro IHUTOrCHETHICCKOTO aHaIn3a. Cpemn 15
MALMEHTOB, Y KOTOPBIX OBUTM OTMEYEHBl [UTOrCHETHYCCKHE aHOMAINH, Yy 7 TNanMeHToB
oTMeuaiach yTpara 7-0i XpOMOCOMBI.

Ilocmpezucmpayuonmvie uccie008anus

[lpy TnpuMeHEHHM TIIpenapara Peposieiii® B IOCTPErMCTPAAOHHOM —IepHoje  ObUIH
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3aperucTpupoBansl cienytomue HP.

CejeHMsi O HHX OBUIM TOAyY4eHbl M3 CIIOHTAHHBIX COOOIMICHMH, a TaKkxke ObLH
3aperMCTPUPOBAHBl B KA4eCTBE  CEPHE3HBIX — HEXKCITATEIbHbIX ABJICHUH B  peecrpax,
MCCIIeI0OBAHUSAX, CIIOHCHUPOBAHHBIX HCCIIeI0BaTEIIEM, KJIMHUKO-(hapMaKoIOTHIECKUX
MCC/ICIOBAHUAX M TIOMCKOBBIX HCCIIEJOBAHMAX IIPH MPUMEHCHHMH M0  HCYTBEPHKICHHBIM
nokasanusMm. 110CKOJIBKY HEBO3MOYXKHO OLEHHTh 4acToTy BeTpeuaemoctd HP jocToBepHO, Tak
KaK JlaHHble COOOIIEHUS TOCTYNAIOT CIOHTAHHO W3 MOIMYJISIHU MAlMeHTOB HEONPEACICHHOTO
pa3mepa, nonydennbie HP Obumn onpeiesieHbl Kak HEU3BECTHBIC (110 YacTOTE BCTPEYAEMOCTH).
Hapywenus co cmoponbl KU u ROOKOJICHbIX MKaHe

HApyIIEHUE OKPACKH KOJKHBIX TOKPOBOB™

* s 06paTMMOC HaApyLICHUE OKpAacKuW KOJKHbIX MOKPOBOB,  BKJIHOYasd FUINEPIUTrMEHTALMIO, H

OKENTYIIHOCTbY, OTMEYaIoCh Yy MAlMeHTOB, MOJyYaBIIMX [perapar Peponeiin® B cyTOuHOIH 103€,
npesbiatowteii 100 mr. B 4acTHOCTH, HapyuUIeHHE OKpAaCKH KOXHBIX TOKPOBOB OTMEYaJIoCh Y
MalMEHTOB, TMOJY4YaBUIMX BbICOKHE J103bl Npernapara Peponeitn® no mnoopy TAA, a Tawke Mo
He3aperucTpupoBaHHoMy rokasanuio npu MJIC.

Heowcenamenbuble  peakyuu, 6bliGIEHHble Y NAYUEHMOE8 C TAA, mHe noaydyaswiux _paree

NPOCDAMMHYIO UMMYHOCYNPECCUBHYIO mepanuio

JIHCXpOMHS KOKH, BKIIOUAs THIIEPIHTMEHTALMIO KOXKH, ObLia e/IMHCTBEHHOM HeXeJaTelIbHOM,
peakiuell CBA3aHHOW C MPHUEMOM Iperapara Peposieiin®, BbIABICHHOW y maiueHToB ¢ TAA,
KOTOPBIM paHee He IPOBOIMIACH MPOrpamMMHas MMMYHOCYNPECCHBHAS TEparins (5,4%), u He
OTMEUEHHOH B MONY/ISIMK TanueHToB ¢ pedpakrepuoir TAA. V malMeHToB C TAA, He
MOJIYaBLIMX paHee MPOrpaMMHYI0 KIMMYHOCYIIPECCHBHYIO TEPaTHIo, yBEJINUCHHBIH 1OKa3aTesb
OunupyOHHaA B CHIBOPOTKE KPOBH OTMEHaJICs 4Yalle (17,4%), yeM B IOIYJISIHH TALMEHTOB C
pedpaxreproit TAA.

BO3HHKHOBEHHE HOBBIX I YCYryOJeHHEe MMEIOIHXCs 1abopaTOpHbIX MoKa3aTeleH GbyHKIUHA
neuenn (cremenu 3 u 4 no mkane CTCAE; CTCAE=0O01mas TepMHHONOTHS KPUTCPUCB UL
OLICHKH HEXeJIaTeIbHBIX SBICHUI) Yy MalMEHTOB, MPUHUMAIOMIMX Mpernapar Pesoneiin®,
ormeuanoch B 15,.2% wu 2,2% cinydaeB IO IOKa3aTeNo ACT, B 26,4% u 4,3% cay4aeB 10
noxaszatesio AJIT, 12,1% u 1,1% ciyuaes 1o nokasaremo GuiMpyOrHa COOTBETCTBEHHO.

Jlemu

Ouenka Oe30macHOCTH IpUeMa Iipenapara Pesoseiin® y mamueHToB B Bo3pacte 2-17 et
OCHOBBIBACTCS HA pe3ysibTatax HEKOHTPOIMPYEMOro IOC/IEI0BATEIBHOTO HCCICI0BAHMS 37
[IAIMEHTOB: 2 TAIMEeHTOB B Bo3pacte 2-5 jeT, 12 ManueHToB B BO3pACTe 6-11 ner u 23
nairenToB B Bospacte 12-17 ner. Tlpoduib Ge3omacHOCTH TpHeMa Mpernapara Peponeiin® y
JeTeif COOTBETCTBOBA MPOGHIIIO 6E30MAaCHOCTH Isl 00LIEH MOy JIAIHH.

L[umozenemuuecxue anomaiuu
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B HEKOHTPOIMPYEMOM HCCIENOBAHUM Yy TIALMEHTOB C TAA, He TmOJy4yaBIIMX paHee
[POrPAMMHYIO MMMYHOCYTIPECCHBHYIO TEPAIHIO, IIPOM3BO/IIACH aCITUPAIHA KOCTHOTO Mosra ¢
[IEJTBIO JAJIbHEHMIIEro UTOreHETHYECKOTO aHau3a. Bo BceM HCCiIe/I0BaHUA Y 15 u3 153 (10%)
MAlMEHTOB [POM30IIIA KiIOHAIbHAs dBosonus. Cpenu 15 manueHToB, y KOTOPBIX ObLIX
OTMEUEHbI IHTOreHETHUECKHE AHOMAIHH Y 7 TIAIMEHTOB OTMEYaIach yrpara 7-oif XpOMOCOMBI, B
6 cirydasx M3MEHEHHS POHM30ULTH B TeueHue 6,1 wmecsana. Takke y 4 NalMeHTOB OTMEYANICH
XPOMOCOMHbIE abeppalii HEesCHOTO reHesa, a 'y 3 Oblla oTMeueHa yTpara 13 XpOMOCOMBI, UTO
CUMTAETCS XOPOIINM MPOTHOCTHYECKUM (DAKTOPOM NP AlIaCTHYCCKOH aHEMUH. Taxxe y 1
NALMEHTA CIYCTS MATh JIET [OCIIEe Tepanuu ObUIO TPOBEICHO HCCIIC/0BAHUE KOCTHOTO MO3ra, B
pe3yipTaTe KOTOPOro Oblla OTMEYEHA JIMCIa3us C  MOBBIMICHHBIM  COACPHAHHCM
NApEHXUMATO3HBIX KJIETOK ¢ MOTCHIUAIBHBIM Pa3BHTHEM MJIC. B xkoropre mNanMeHTOB,
MPUHUMABILIHNX TIpernapar Pesoneiin®, y 7 mNaiueHTOB OBLIM OTMEYEHbI IUTOTEHETHYCCKHE
aHoMatud, y 4 M3 HuX ObUla OTMEYeHa yTpara 7-OH XPOMOCOMBI B TCUCHHE 6.1 mecsua.
OcTaeTcsi HESICHBIM IPOM3OLUIA JIK JTH H3MEHEHHMs H3-32 OCHOBHOIO 3a00JIeBaHusl, WK
IPUYMHOM TOMY SBUIIOCH IIPOBEICHUE MMMYHOCYTIPECCHBHOMN Teparvyu /UK IpHeM rpernapara
Pesoseiin®.

Onucanue omoeibHblX HedcelamelbHblX peakuuz}

Tpombomuyeckue/mpombooMbOIUYECKUE OCIOHCHEHUA

B 3 KOHTPOJIMPYEMBbIX U 2 HEKOHTPOJHMPYEMBIX KIMHHYECKHX HCCIICAOBAHMAX CPE/A B3POCIIBIX
nareHToB ¢ xporudeckoit UTII, momy4yaBmunx snrpombonar (n = 446), y 17 nauueHToB ObLIO B
BBISBJICHO B OOMIEH CIOKHOCTH 19 TpOoMOOTHYECKHX/TPOMOOIMOOTHIECKHX OCJIOXKHEHUH,
KOTOpbIE BKJIIOYaH B ceds (B MOpsIKe yObIBaHHs) TPOMOO3 TITy0OKHX BEH (n = 6), nerouHas
yMGomus (n = 6), ocTplit MHGAPKT MHOKapaa (n = 2), uepedpanbHbli undapkt (n = 2), smOosms
(n=1).

B nnaie6o-KOHTPOITHPYEMOM HccieoBanuy (n = 288, momysisiius 1isi OLCHKHU 0€e301acHOCTH)
criyeTst 2 HeJIe/H M0c/Ie IPOBEICHHO Teparuu IPH MOATOTOBKE K HHBA3UBHLIM MPOLCAYpaM y 6
u3 143 (4%) B3pOCIBIX MAKEHTOB C XPOHHYCCKUM 3a00JIeBaHUEM [I€YEHH, I0JIy4aBIIMX
snrpomGonar, ObUIH  OTMEUeHbl 7 TPOMGOTHYECKUX/TPOMO0IMOOITHIECKIX OCJIONHEHHUH
MOpTAIBHOM BEHO3HOM cHCTeMbl M 2 U3 145 (1%) maiueHToB B rpymie mianedo coodmum o 3
TPOMOOTHYECKUX/TPOMOOIMOOIHUECKHX OCTIOKHEHUSX. VY nsty U3 6 MalMeHToB, MOJTydYaBIINX
snrpombonar, ObUIM  OTMEYEHBI TPOMOOTHYECKHE/TPOMOOIMOOIIMIECKHE  OCTIOKHCHHS  TTPH
yposHe TpomboruuToB > 200 000/Mxi1.

Crenrduuecknx (BakTopoB pHCKa Yy TAUMEHTOB C  BOSHHKIIMMH B XOJAC TCpanu
TPOMGOTHYECKUMH/TPOMOOIMOOIMYECKIMH  OCIIOKHEHHUSIMH, 33 MCKIIOICHACM KOJINYECTBA
tpoMGonuToB > 200 000/MK1, BBISIBICHO HE OBLIO.

Pazeumue mpo.w60uum0neﬂuu nocie npekpaujeHus 1e4eHusl

25/38



B 3 KOHTPOJIMPYEMBIX HCCIIEIOBAHUAX Y MAIMEHTOB C UTII nabmoaanoch KpaTrkOBPEMEHHOE
CHUYKEHHME KOJIMUEeCTBA TPOMOOIMTOB JO 3HAUEHHH, HUXKE HCXOIHBIX, Y 8% manueHToB,
NPUHUMABLIKX dTpombonar, U 8% MalUeHTOB IPYIIbI ianedo.

[[umoeenemuyeckue anomanuu

B HecpaBHUTEIBHOM OTKPBITOM HCCJICIOBAHHH Y TIAIIMCHTOB C TAA onpenensiy Hajlu4yue
[IUTOTCHETHUECKHUX OTKJIOHEHMH B acUpAIMOHHBIX OMOINTATaX KOCTHOIO MO3ra. Y 8 (19%)
[TAIMEHTOB OBUTH OOHAPYXKEHBI BIIEPBbIC BBIBJIECHHBIC [IMTOTCHETHYECCKUC aHOMAITMH, U3 HUX Yy
5 manMeHToOB ObUTH W3MEHeHHs B 7-i xpomocome. B JByX Hccie0oBaHHAX (ELT116826 u
ELT116643) muToreHeTHYeCKHe aHOMATHU ObUIM OOHAPYIKEHBI Y 4 u3 28 (14%) u y 4 u3 62
(6%) MarMeHToB B KaXK/IOM HCCJICI0BaAHUH.

[emamonozuveckue 310Kkauecmsenivle Ho6000pa306anus

B HecpaBHUTEILHOM OTKPBITOM HCCIIC/IOBAHHM Y TPEX (7%) mnamuentoB ¢ TAA Obun
JIMAarHOCTUPOBAH MHEJIOIUCIUIACTHUECKUH CHHIPOM I10CI€ MPOXOKICHHSA Kypca JICUCHHS
snrpomGonarom. B mByx ucenenosanusax (ELTI 16826 u ELT116643) y 1 u3 28 (4%) ny 1 u3
62 (2%) manueHTOB ObUI JMAarHOCTHPOBAH muenoeruiactuueckuit curapom (MJIC) wiu

OCTPBIH MHUEJIOUAHBIA JIEHKO3 B KaXKIOM HCCJIC/IOBAHUH.

Eciu niobble u3 YKA3aHHbIX 6 UHCMPYKYyuu nobouHvix s¢dexmos yeyeybnsiomes, unu Bo
samemunu nobvle Opyaue nobounvle dhpexmol, He YKA3AHHbIE 6 UHCMPYKYUU, coobwume 00

IMOM 6pady.

IIEPE/IO3UPOBKA

CumMnTomsbl

B xoje KIMHMUECKHX HCCIIEIOBaHMI 3aperiCTPUPOBAH OJMH CIy4ail NEepel03WPOBKH, KOra
nandenT npuHan BHYTps 5000 Mr onrpomOomara. IIpm 9TOM OTMEHAIHCh  CICIYIOIIHME
CHMIITOMBI: HEpacHpoCTpaHeHHas ChIllb, TPAH3WUTOpHas OpaauKap/us, YTOMISCMOCTH H
nopsimense axrupHoetd AJIT 1 ACT. MepMeHTHI MeYeHH, H3MEPEHHbIe MEXIY 2 | 18 mHEM
rmocsie mpueMa 0003HauYeHHOM J103bI 2/ITpoMOONara, JOCTUIJIM PEBBIIICHHIA B 1,6 pa3a BepxHei
rpanuisl HopMbl mokasatens ACT, B 3,9 pas - mokasarelns AJIT u B 2,4 pa3a — o0uero
Ounupyouna. KonuuecTBo TPOMOOIMTOB COCTABIIAIO 672000/mMx1 Ha 18 neHp mocie npuema
0603HAYEHHOI J103b], @ MAKCUMAJILHOE KOJIMUECTBO TPOMOOIIMTOB COCTABIIAIIO 929000/mxi. Bee
CHMIITOMBI ObLIH pa3pelieHbl 0e3 OCI0KHEH I B X0/1¢ TEpalyH.

Jleuenune

B ciyuae nepe/103MpOBKH BO3MOKHO 3HAYMTEIIBHOE yBEIMUCHAE KOIMYCCTBA TPOMOOLIUTOB, YTO
MOXKET TMPHBOJMTH K TPOMOOTHYECKHM/TPOMOOIMOOTHYECKUM  OCIIOKHEHUSAM. B cnyuae

[epeI03UPOBKH CJIEJyeT PACCMOTPETh BOMPOC O MPHEME BHYTPb NPEMapaTos, COACPKAUIMX

26/38



KATHOHBl METAIOB, HAaNpUMep, KalblUs, aIIOMUHHS WIM Marhus, s YMCHBIICHHS
BcachiBaHMs daTpomborara. CiesyeT TIarejbHO KOHTPOJIMPOBATH KOJIMYECTBO TPOMOOLIUTOB.
Jleuenne saTpoMOGONAroM BO30OHOBISIOT B COOTBETCTBHM C PEKOMCHIAUMAMH IO pEKHUMY
JIO3UPOBAHHS.

[ToCKOIBKY TOYeYHasi YKCKPEIHs HE SBJISETCS OCHOBHBIM ITYyTEM BBIBEJICHUA sntpombonara,
KOTOPBIH AKTHBHO CBSI3bIBAaeTCs ¢ OeNKaMM I1J1a3Mbl KPOBH, BEPOATHEE BCETO, FEMOJMAIN3 HE
sprsercs dQ(EKTHBHBIM METOJIOM CYIIECTBEHHOIO YCKOPEHHS BBIBCICHUA sntpombonara U3
opraHuzma.

B3AMMOJEHCTBHE C JIPYTUMU JJIEKAPCTBEHHBIMU CPEICTBAMH

Jlexapcmeennvle cpedcmea, Komopvle MO2ym OKa3vl6amb GluUsHue Ha aimpomobonaz
[Juknocnopun: OTMEYEHO YMEHBIICHHE OKCHO3WIMHU diTpomOOnara Mpu OXHOBPEMCHHOM
npumenenuu ¢ 200 Mr 1 600 Mr nEKIOCIOpUHA (MHrHOUTOPA BCRP, breast cancer resistance
protein-GeoK  Pe3MCTEHTHOCTH paka MOJOYHOH JKENe3bl), KOTOPOE HE PACICHEHO Kak
KJIMHUYECKH 3HauuMoe. [IpumeHeHue mnpernapara Peposeiin® B oaHOKpartHO# 03¢ SO Mr ¢
kstociopuHoM B j103€ 200 Mr cHKano Cmax B AUCinf 21TpomOoniara Ha 25% (90% U (OU =
JOBEepUTENbHBIN MHTepBaN): 15%, 35%) u 18% (90% JIM: 8%, 28%) COOTBETCTBEHHO.
CosmecTHoe BBeenue 600 Mr mmkiocnopuaa cHUKaI0 Cmax B AUCinf anrpombonara Ha 39%
(90% JIU: 30%, 47%) u 24% (90% JIN: 14%, 32%) COOTBETCTBEHHO. Ha mpoTsbkeHHH Kypca
Teparmi mpenapata Peposieiin” BO3MOXHA KOPPEKIMsS €ro 103bl Ha OCHOBAHMM IOJCYCTA
KOJIM4ecTBa TPOMOOIHTOB (eM. paszuen Cnocob npumenenus u 003vt). CleyeT KOHTPOJIHUPOBATh
KOJIMYECTBO TPOMOOIMTOB E€XKEHENENbHO Ha NpPOTSHKEHMM 2 - 3 Helaenb  Ha ¢done
0JIHOBPEMEHHOTO TIPUMEHEHHMs Mperapara ¢ LukiocropuHoM. Ha ocHOBaHMM KOJIHYECTBA
TPOMOOIIMTOB BO3MOXKHO BO3HMKHOBEHHE HEOOXOMMMOCTH YBEJMYCHHS O3Bl Iperiapara
Pesoneiin®.

Honuganenmupie Kamuonsl (06pazosanue Xeiamulx KOMWIEKcos): darpombonar odpasyer

XeJIATHbIE COC/MHEHMS ¢ TAKMMH TOMMBAICHTHBIMH KAaTHOHAMH, KaK allOMMHHMH, KaJblLMi,
’)Kesie30, Maruuii, cened ¥ LMHK. [IpuMeHenune npenapara PeBosieiin® B 0IHOKPATHOM 03¢ 75 MT
¢ AHTAIMIOM, COJCPIKAIIMM TIOJMBAJICHTHbIC KaTHOHBI (1524 Mr ajlOMHMHHSA THAPOKCHIA H
1425 mr maruus kapbonata) mpuBoauio K cHmkenuto AUCins anTpoMborniara B nj1a3me KpoBd Ha
70 % (90% JIV: 64%, 76%) 1 Cmax Ha 70% (90% JIU: 62%, 76%).

Bo u3bexanue 3HAUMTETLHOTNO CHMIKEHHs BCachlBaHHs >JTpomOomnara, CjeiyeT IpHHAMATh
AHTAIWIBl, MOJIOUHBIE TPOJYKTBI W MHHEpaIbHbIC JO0ABKH, COJACPIKAIIME MMOJHBAICHTHBIC
KaTHOHBI, 1O KpaiiHeil Mepe, 3a 2uaca J0 WM 4Yepe3 4 vaca IOCJIE TpueMa Ipenapara
Pesoueiin® (M. pazaen «Cnocob npumenenus u 003oi»).

Kombunayus 1onunasupa ¢ pumonagupom. OJHOBPEMEHHOC IIPUMECHECHHUE ITperiapaTa PCBOHﬁﬁII®

U KOMOMHAIIUH JIOMMHABUpa C PUTOHABUPOM MOXKET NIPUBECTH K CHHIKCHHIO KOHIICHTpAIlluH
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snrpombonara. B uccienoBannn ¢ ydactueM 40 3710pOBBIX 100pOBOJIBLEB yCTAHOBJICHO, |TO
OJIHOBPEMEHHOE  OJIHOKpaTHOE IIPUMEHEHHE IIperapara Peponeitn® B go3e 100Mr u
MHOTOKPAaTHOE IPUMEHEHHEe KOMOMHALMH JIOMWHABUPA ¢ PUTOHABUPOM B J103¢ 400 mr/ 100 mr 2
pa3a B CyTKH NPUBOMIO K cHiDkeHuIo 3HaueHust AUCinf 2TpomOomIara B 1iia3sme KpoBH Ha 17 %
(90% J1U: 6,6%, 26,6%).

CrieloBaTeNbHO, MPH OJHOBPEMEHHOM IIPMMEHEHHMH IIpernapara Peponeitn® u KoMGHHAIMH
JIONIMHABMPA C PUTOHABHPOM HEOOXOAMMO  MPOSIBISTH — IOBBIIEHHYIO  OCTOPOKHOCTS.
HeoOX0MM TIIATEIbHBI KOHTPOJIb KOJMYECTBA TPOMOOLMTOB MHHHMYM €KCHEICIBHO Ha
NPOTSHKEHMH 2-3 Hezesnb Ul Hajulexamero moadopa [03bl Ipenapara Pesoneitn® mpu
Ha3HAYEHUH WJIK OTMEHE KOMOMHAIIMY JIOUHABHPA C PUTOHABHPOM.

Hueubumopwsl npomeasvl supyca 2enamumad (8% an OJTHOBPEMEHHOM IIPUMEHEHUH ITOBTOPHBIX

7103 Gonenpesupa 1mo 800 Mr Kax/ple 8 4acoB WM TeTanpeBupa B 103¢ 750 MI Kaxbie 8 vacoB
u npenapara Pesoneiin® B omHokparHo# 103¢ 200 Mr He HaGJIOAANOCH M3MEHEHHH YPOBHS
saTpomOoIara B 1jia3Me KpOBH 10 KIMHUYECKH 3HAYUMOI0 YPOBHSL.

Brusinue anmpombonaza na opy2ue 1ekapcmeeHtvle npenapamol

Poszyeacmamun. 1lpumenenue npenapara Pesoseiin® B 03¢ 75 Mr 1 pa3 B CyTKH B TeUeHHE 5

JIHEH ¢ pO3yBACTATHHOM, SIBISIIOIIMMCS CyOCTpaTtoM O€JKOB-IIEPEHOCYUKOB OpPArHMYECKUX
anuonos OATPIB1 u BCPR, B omnokpartHoi jo3e 10 mr Be;bBaJo y 39 3710pOBBIX
1106poBobIes yBennueHHe Cmax 10 103% (90% JIW: 82%, 126%) u AUCint 10 55% (90% JIH:
42%, 69%) pozyBacTaTuHa B IJIa3M€ KPOBH.

[Ipu 0THOBPEMEHHOM NPUMEHEHHH C IpernapaToM Peponeitn® ceyeT paccMOTPETh BOIPOC O
CHWDKEHHHM JIO3bI PO3yBacTaTHHA II0Jl TIIATEIBHBIM KOHTPOJIEM. B kJIMHHYECKHX
uccneloBaHmsIX Tpenapata Pesoseiin® npu  OHOBPEMEHHON Tepanmuu C PO3yBaCTATHHOM
PEKOMEH/IOBAHO CHIKeHHe J103bI Tocnennero Ha 50 %. IIpi OZHOBPEMEHHOM IPHMEHEHHH
npernapara Pesoneiin® ¢ apyrumu cyGerpatami GeIKOB NEpeHOCYMKOB OPraHMYeCKHX aHHOHOB
(OATP1B1) u BCRP cienyer cobironats 0CTOPOIKHOCTb.

Cy6empamet yumoxpoma P450: Tlpuem mpenapara Peponeiin® B g03e 75 mMr 1 pa3 B CyTKH B

teuenue 7 aHedl y 24 370pOBBIX MYXYHH-TOOPOBOJIBIEB HE MHIMOMPOBAT W HE BBI3BIBAI
WH/IYKIHH MeTaboM3Ma MapKepHbIX cyberpatos hepmentos 1A2 (kodenn), 2C19 (omenpaszoi),
2C9 (paypounpoden) win 3A4 (Muaasonam). KIMHHYECKH 3HAYMMBIX B3aUMOJICHCTBUH MpH
OJIHOBPEMEHHOM IPUMEHEHMH IIperapara Pesoneiia® u cyberparos muroxpoma P450, a takxke
€ro WHIYKTOPOB WJIM HHTMOHUTOPOB HE OKUIAETCS.

Hneubumopwur_npomeaszel_supyca 2enamuma C: [Ipy 0JHOBpEeMEHHOM TPUMEHEHHUH IIpernapara

Pesoeitn® B oxHOKpaTHOM no3e 200 Mr u TenanpeBupa B jo3e 750 Mr kaxusie 8 yacoB He
HaOJIIOAIOCh M3MEHEHUH JKCIIO3MIMKU TellanpeBupa B IuiasMe Kposu. [Ipu ofHOBpeMEHHOM

npruMeHenuy npenapara Pesoneiin® B oxHokpatHoii 03¢ 200 Mr 1 Gonenpesupa B g03e 800 Mr
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Kax/pie 8 yacoB He Habmonanoch u3MeHeHHHt AUC TelnanpeBupa B IUIa3Me KPOBH, OJHAKO
yBeJnuuBasics 1mokasaresb Cmax Ha 19% u cHmkancs nokasareb Cmin Ha 32%. Koppekuus 10351
npenapara PeBoseiin® npu oHOBpeMEHHOM TIPHMEHEHHH C TENANPEBUPOM HIIH OorenpeBHpoM
He TpeOyeTcs.

Bsaumooeiicmeue ¢ _nuwen: npuem nupenapara Pesoneita® B omHOKpaTHOH 103e S0 Mr co

CTaH/IAPTHBIM BBICOKOKAJIOPHHHBIM 3aBTPAKOM, COJAEPXKAIIUM OOJIBIIOE KOJHYECTBO KHPOB U
MOJIOUHBIC NMPOAYKTHI, CHUXKaeT nokasarenn AUCiy Ha 59 % (90% JIW: 54%, 64%) u Cmax Ha
65 % (90% JIU: 59%, 70%).

[luma ¢ neGonbmmm conepixanueM Kanbiust (<50 Mr Kasiblus), BKJIOYaromas (GpyKThl,
MOCTHYIO BETYHHY, TOBSMHY, HeoOoramieHHbple (6e3 100aBOK KalbIMs, XKele3a W MarHus)
(pyxToBBIE COKHM, HEOOOralIEHHOE COEBOE MOJIOKO, HEOOOTalleHHYIO KPYNy HE OKa3bIBaeT
CYHICCTBEHHOIO BJIMSIHMS Ha IUIA3MEHHYIO SKCIIO3MILHUIO 3aTpoMOornara BHE 3aBHCHMOCTH OT

KaJIOpUAHOCTH U COJICPIKAHMS JKMPOB B MU (M. pa3zaen «Crocod NpuMeHEHHs H J10351»).

OCOBBIE YKA3AHMS

I[Ipn mpumenennn osnrpomOonara B coueTaHHH ¢ Tepamuedl HHTEPHEPOHOM CYIIECTBYET
TNOBBIIICHHBI PUCK Pa3sBUTHs HEKENATE/IbHBIX PEaKIUi, BKIIOYAS MOTEHIMAIBHO JIETAIBHYIO
JCKOMIICHCAIMIO (YHKIMH TEYeHH M TPOoMOOIMOOIHYECKHE OCJIOKHEHHsS Y MAlMEHTOB ¢
xpornueckum  BI'C,  compoBoxjiaronmmess  TPOMOOIMTONICHHEH W IPOrpecCUpPYIONIHM
XPOHHUYCCKHM MTOPAKEHUEM TEYEHH, YTO ONPEIEIIAETCS HU3KUMH YPOBHSAMH abOymuHa < 35 1/1
ui Oawiom > 10 no mxane MELD (Moaens konewHo# craauu 3aboneBanus nedenu). Kpome
TOrO, TMPEUMYIIECTBA TEpPANMU, 00ECICUNBAIONICH YCTOHYUBBIH BHPYCOJOIMHYECKHUH OTBET I10
CPaBHEHMIO C I1ane6o, ObUIM HE3HAYMTEIBHBIMH Yy JAHHBIX MALHEHTOB (B OCOGEHHOCTH Y
NMalMEHTOB ¢ UCXOAHBIM albOYMMHOM < 35 I/1) 10 CpPaBHEHHIO ¢ IPYNION B IejaoM. Tepamnus
5ATPOMOONAroM y TaKMX NMAMEHTOB JOJDKHA ObITH HaYaTa TOJBKO CIEIMATIUCTAMH, HMEIOIIUMHI
OIBIT B Tepanuu nporpeccupyrontero BI'C, u Tonbko Torzaa, Koraa puckd TpOMOOIMTONICHUH
WK OTKa3 OT MpPOBOAMMON IPOTHBOBUPYCHOH Tepamuu TpeOYIOT BMeIIaTelbeTBA. Eciu
NPOBEJICHHE TEpalHK KIMHHYECKH OINIPaBJaHO, HEOOXOIUM TINATEIbHBIE MOHUTOPHHI TaKHX
MalUEHTOB.

[ 'enamomoxcuunocms

Ipumenenne mpenapara Pesosieiin® MokeT BBI3BaThH OTKIOHEHHS OT HOPMBI JIa0OPATOPHBIX
nokasaresied (yHKIHM TEYEHHU, TSHKENIbIC IeMaTOKCHYECKHE SIBJICHHS M MOpPaKEHHE TEYEHU C
BO3MOJKHBIM JICTQJILHBIM HCXOJOM. B KJIMHMYECKMX HCCIEIOBAHUSX Y MAIUEHTOB (Kak
B3pOCIBIX, Tak M Jerei) ¢ xponuyeckoir MTII oTMedyeHO MOBBILEHHE aAKTHBHOCTH
cbiBOpoTOUYHBIX AJIT, ACT 1 KOHIEHTpauu# HeNpsAMOro OMIMpyOHHA. DTH peakluu HOCHIIH 10

Oonbiueit yactu sierkuit (1-2-s1 cTenenn) u oOpaTUMBbI XapakTep 6€3 KIMHHYECKH 3HAYUMBIX
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CHMIITOMOB, KOTOPBIC ObI CBH/IETEILCTBOBAIIM O HAPYIIEHHH ()YHKIHH MIEUEHH.

B Tpex mnuane6o-KoHTpoIMpYeMBIX HCCIIEI0BAHMSX Y B3pocibIX ¢ xponuueckod UTIT y 1
lanMeHTa B rpynne miuanedo 1 y | manmeHta B rpynme, NoJyyaBIIMX JIeYeHHE npenapaToMm
Pesoneiin® , nabmomanocs HapyleHue QyHKIUN TedeHu 4 cTeneHu TsokecTH. 110 1aHHbIM IBYX
M1a1e00-KOHTPOIMPYEMBIX HCCIIENOBAHMH y IAllMeHTOR Bo3pacte or 1 roma jmo 17 ner ¢
xponndeckoit UTII nexenarenbHble peakiuy B BHIE MOBBIIEHUS aKTHBHOCTH AJIT, B 3 pasa
[IPCBLIMAIONINE  BEPXHUH Mpeen HOpMbI, Obut oTMedeHbl y 4,7% u 0% [NAlMEHTOB,
NOJTy4aBLINX JieyeHHue npenapatoM Pesoneiin® u miarne6o, coOTBETCTBEHHO.

[To namuBMM 2-X 1IALE60-KOHTPOTHPYEMBIX HCCIIENOBAHME HeKeIaTe/IbHbIE peakuuu B BHUjE
noBbieHHst akTHBHOCTH AJIT y marmenTos ¢ UTTT 6bUIH OTMEUEHBI y 5,7% wn 4,0% nanueHTos,
NOJTy4aBIIKX JieyeHue npenapatoM Pesoneiin®™ u miane6o cooTBETCTBEHHO.

B 2-X KOHTpONHMpYeMBIX KIMHMYECKHX HCCIIEOBAHHUAX — C y4acTHEM TAIMEHTOB ¢
TpomOountonenuedt 1 BI'C GbumM  3aperucTpipoBaHbI cilydad =2>3-KpaTHOTO YBEJIHYEHHS
aktuBHOCTH AJIT umn ACT Bbime BepxHeii rpanuis! HOpMbI Y 34% u 38% manuenToB B rpymnmne
ontpombonara M B rpynme mianeGo  COOTBETCTBEHHO. |IpuMeHeHHe snTpomOornara
O/IHOBPEMEHHO ¢ KOMOMHalmel maruntephepora u pubaBUpHHA ObLIO KOCBEHHO CBS3aHHO C
runeponpyOuHemMueii. 3aperucTpupoBaHsl ciydan >1,5-KpaTHOro yBeTHYEHHUS KOHLIEHTpAIlMH
obwero Gumnpy6una Boiue 3nauenus BI'H B 76% u 50% B rpymnie snTpomOonara u B rpyrie
m1anedo COOTBETCTBEHHO.

B OTKpbITOM HEKOHTpOMHpPYEMOM HCCleIOBaHMH TAIHeHTOB ¢ TAA, KOTOPBIM HE IPOBOIHIIACE
pance nporpaMmHas HMMYHOCYIIPECCHBHAS Teparus, IpU NpUMeHeHHH Tpenapara Peposeiia®
COBMCCTHO € JIOIIAJIMHBIM AHTHTUMOLMTAPHBEIM HMMMYHOTJIOOYJIHHOM H LHCKIOCTIOPHHOM,
OTMeuaIoch >3-kpaTHoe yBenuuenue nokazareneir AJIT u ACT u >1,5-kpaTHoe yBeJIHYeHHE
obmero Ouinpybuna y 46,8% mnaumentos (29 u3 62). Hu omun u3 yKa3aHHBIX CIIy4yaeB
yseanienns nokasareneit AJIT, AJIT u obmero 6uimpy6una He IpUBeEN K OTMEHE TepaITHH.
IIpn npumenenun B MoHOTepamuu y naumentos ¢ pedpakreproit TAA 11 (baspl >3-kpaTHOE
yseanuenue nokasareneii AJIT u ACT onHoBpeMeHHO ¢ >1,5-KpaTHBIM yBeJIMUYEHHEM OOIIEr0
(Henpsimoro) Gumupy6uHa Gbu10 0T™MEYeHO y 5% marmeHToB. OGIHit OmnmpyOuH OBLT yBeIMYEH
B >1,5 paza 'y 14% nanueHros.

Onrpombonar unrubupyer reusi UGTIA1l u OATPIBI, KOTOPbIE MOTYT CHOCOOCTBOBATH
PA3BUTHIO HENIPSIMON THNIEpOHIUPYOHHEMHH.

Y nanuenros ¢ UTII, BI'C u pedpakreproii TAA cwiBopotounyio aktushocts AJIT, ACT u
KOHIEHTPAIHIO OMIMpyOHHA HEOOXOMMO H3MEPHTH JI0 HaYasla JIeUeH s dITPOMOOIarom, 3aTeM
KOHTPOJIMPOBaTh KaX/ible 2 HEJENH BO BpeMsi MoAOOpa J03bl, a TAKKe EKEMECHYHO MOCTe
JIOCTHIKEHHS CTaOMIIBHOW JI036I.

I—IOBTOpHOC HCCIICAOBAHHUE I10CJIC BBIABJICHUS OTKJIOHCHHUS IOKa3areseH q)yHKIII/IH I[NEYCHH OT
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HOPMBI  MIPOBOZAT B TeueHue 3-5 jHel. Ecam  ChIBOPOTOYHAS KOHLEHTpAlHs O6IIero
OnupyGrna yBennueHa, ciefyeT ONpeNeTHTh KOHIEHTPALMIO €ro OTACTBHBIX bpakmwmii. B
cydac TMOATBEPXKACHHUS OTKJIOHEHHS OT HOPMBI KOHTPOJb IIPOJOJIKAIOT 10 pa3pelieHHUs
JIaHHOTO ABJICHHS, €ro cTabMIH3aIK IGO0 BO3BPAIIEHHS [IOKA3aTeNel K HCXOAHOMY YPOBHIO.
Jleuenue snrpombonarom npexpamaror B ciyuae >3-KpaTHOTro NpeBbIllieHuss akTUuBHOCTH AJIT
BI'H y nauuentoB ¢ HopMmaubHOM (yHKIMeldl mneyenu wiu 23-KpaTHOM  YBEIIHYEHUHU
OTHOCHTEJIBHO UCXOIHOTO yPOBHS (WM >5-KpaTHOTO yBenuueHust BI'H, B 3aBucumocty ot Toro,
KaKOM MoKasarellb HUXKeE) y NMallMeHTOB C TOBBIEHHOH akTHBHOCTBIO AJIT 10 HavaIa JeueHHS |
CJIEIYIOIIMUX TPU3HAKOB:
* IpOrpecCHpoBaHHE HAPYIIECHHS, THOO
" COXpaHCHHE HapYIICHHs Ha MPOTHKEHUU >4 Helelb, 1100
® Cro COYETaHHE C MOBBIIICHUEM KOHLEHTPALHH NIPIMOTo OUIHpyOHHa, JTHO0
" Cro COYCTaHMC C KIMHHYCCKMMH CHMITOMAMH MOPAKEHUS [€YEHH WM IPH3HAKAMH
JICKOMITEHCAlMU (YHKIIMH TIEUEHH.
B ciyuae npunstus pemenns o nasHaueHun npenapara Peposeiin® B neppoit muHuM Teparnuu
TAA cnenyer nposectu anamus nokasareneit AJIT, ACT u 6umnpy6una 10 Havana geyenus. B
ciryHae noBeIlIeHHUA nokasareneit AJIT Ha npoTskeHuH Tepamuu cieayeT KOppeKTUPOBATE 035
npernapara Pesosneit1® cornacHo pekoMeHiaimsm, yka3aHHbIM B Tabuite 5.
Y maiumeHToB ¢ 3a0oNeBaHMAMM IedeHH mpenapar Pesoneitn®  ciemyer IIPUMEHSTh C
0cTOpoKHOCTBIO. Jleuenne manmento ¢ UTIT u peppaxreproit TAA Ha (oHe umerommxcs
HapyMmeH#Hi QYHKIMK [IEYEHHU ClIeTyeT HaYMHATh C MUHMMAJIBHOH CTapTOBO JI03BL.
Taxcenvie nopadicenus nevenu
B kiMHMYeCKHX HMCCIEI0BAHUSAX OBUIM OTMEUEHBI OT/EIBHbIE CIYYaH THKEIOrO HOpaKEHHS
neyenH. IToBbierne 1abopaTopHbIX MOKa3aTelei eYeHH BO BCEX CIIyUasx pa3pelnasoch mocje
nepepbiBa WM OTMEHBI Tepanuu mpenapatoM Peponeiin®. B KIHHHYECKHX HCCIEI0BAHMAX y
ManueHToB ¢ TAA, KOTOPBIM He POBOIMIIOCH IPOTrPAMMHAsi HMMYHOCYTIPECCHBHBIX TEPAIIHS, U
y MakeHToB ¢ pedpakreproit TAA ciryyaeB pa3sBUTHS TSKETOTO TIOPAKEHHUS TICUCHH BBISBJIEHO
He ObLIO, OJHAKO YMCIIO NAIMEHTOB C JAHHBIM [OKa3aHWEM ObLIO OrpaHHYEHO. YUHThIBAs
npumenenne npu TAA MakcumanbHO# nomycTuMoit 10361 nipenapara (150 Mr/cyT) u xapakTep
PEAaKIMH,  HEOOXOJMMO  yYMTBIBATH  BO3MOXKHOCTb  pa3sBHTHSl  NOPAKEHHS  IICYECHH,
MH/Ty[IMPOBAHHOI'O IIPHEMOM TIperapara.

Hexomnencayua gpynxyuu nevenu (npumenenue ¢ unmepgdheponami)

Jlexomniencanus (GyHKIMH MEYEHH y MAlMEHTOB C XPOHHUECKHM rermarutoM C: HEOOXOIHM
MOHHTOPHHI ITAIMEHTOB C HU3KUM ypoBHeM ainbOymuHa (< 3,5 /i) uan 6ayutom =10 o mkane
MELD.

Y nauuentos ¢ xponudeckum BI'C u MPpO30M MeueHH TpH JieyeHHH MHTepdepoHaMu-atbda
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MOXKCT CYMICCTBOBATH PHUCK JCKOMIICHCAIMH (DYHKIMH TeueHH. B IBYX KOHTPOIHMpYEMBIX
KIIMHUYCCKUX  HMCCJIICIOBAHUAX C Y4YaCTHEM TMalMeHTOB ¢ TpoMborwmronenueii u BI'C,
[0Ka3aTe/¥, CBUACTEIbCTBYIONIME O JEKOMIICHCAIMH (YHKIHH Te4YeHH (aclMT, IedYeHOuHas
dHIE(DATIONATHs, KPOBOTEUEHHE W3 BAPUKO3HO PACIIMPEHHBIX BEH, CTIOHTAHHBIH GaKTepHaTbHBIH
NEPUTOHMT), Yalle OTMEYAIUCH B rpynme snrpombomnara (11%), uem B rpynme mmane6o (6%). YV
MAIMEHTOB C UCXOJAHO HU3KOM KOHIEHTpauuel ansoymuHa (<35 /1) uwim 6amwiom >10 no mkae
MELD) puck nexkomnencannn GpyHKiun nedyenn ObUT B 3 pasa BBILIE, a TAKKE OBUIO OTMEUYEHO
YBCJIHYCHUE PHCKA HEKEIATENbHBIX PEAKIUH ¢ JICTATLHBIM MCXOJOM [0 CPAaBHEHHIO C
MAlMCHTaMH C MEHEE BBIDAKCHHBIM IOpakeHHeM nedeHd. Kpome Toro, mnpeumyinecTsa
TepanuH, obecrevnBalomeil yCTONUNBBIN BUPYCOIOTHYECKHH OTBET 10 CPABHEHHIO ¢ IUianedo,
ObLIM HE3HAYUTENBHBIMH Yy JAHHBIX NALKEHTOB (B OCOOEHHOCTH y MAIMEHTOB C MCXOAHBIM
anbOyMHHOM < 35 I/J1) 10 CPaBHEHHIO C IPYIINON B LEJIOM. DITpoMBONar cieayeT Ha3HAYaTh
TaKUM TIALMEHTaM TOJIBKO I10CIIE TIIATE/IbHOH OLEHKHM OXHaaeMoro sdpekra OT Tepanuu Mo
CPaBHEHHIO C BO3MOYKHBIMU PUCKAMH.

Crnenyer TuarenpHO HaGMIONATh MAIMEHTOB ¢ TAKMMHM JAHHBIMH HA HAIHYHE NPH3HAKOB H
CUMIITOMOB JIEKOMIICHCALIUU (QYHKIIHH TIEUECHH.

Jlst mosyderust HHOPMALMK O KPHTEPHSIX OTMEHBI HCIIOJB3YHTe HHCTPYKIIHIO 110 TIPHMEHEHHIO
COOTBETCTBYIOIIMX ~TpernaparoB uHTepdepona. Ilpuwem mnpemapara Pesoneiin® cienyer
TMPEKPATHTD B CJTy4ae OTMEHbI IPOTUBOBUPYCHOH Tepanuy B CBSI3M C JeKOMIICHCAHel GyHKIMH
TICUCHH.

Ipumenenue c AHMUBUPYCHBIMU NPENAPAMAMU NPIMO20 QCUCMEUSL

He usyuensr s¢dexTnBHOCTE M Ge30macHOCTh 0HOBPEMEHHOTO MPUMEHEHHs HITpoMboIara ¢
[POTUBOBUPYCHBIMU  IIperapaTaMi  IPsAMOro  JACHCTBHS, pa3peIleHHBIMH JUIS  JICYCHHS
Xponuueckoro remaruta C (MHrHOMTOpPBI npoTeasbl BHpyca rematuta C, HYKICO3MIHbIE
MHTHOMTOPBI [0JMMEPa3hl, HEHYKIICO3H/IHbIE HHIMOUTOPHI MoMMepaskl, NS5A UHTUOUTOPBI).

TpoM60muqecxue wunu MPOMOOIMOOIUYECKUC OCNONCHEHUS]

KosndectBo TpOMOOIMTOB Bhillle HOPMBI MPE/ICTABISET TEOPETUUYECKHI PHCK TPOMGOTHYECKHX
W/ TpoMO0IMOOIMYECKHX OCIOKHEHHI. B KIMHHYECKHX HCCIeI0BaHMSX anTpoMbonara y
nanuentoB ¢ MTIT  tpomGosmGonnueckue ociokHeHHsT HAOMIONATNCH TPH  KOJHYECTBE
TPOMOOLMTOB KaK HHXKE, TaK U B MpejieiaX HOPMBL.

[Marmentam ¢ usecTHBIMM (hakTopamMu prcka TPOMGOIMOOIHYECKHX OCTIOKHEHHI (TAaKHX KaK
myraiusi akropa V Jleiinena, nepumimr anrturpombuna 111 (ATII), antrdoCcdOmMMMIHbII
CHHJIPOM H JIp.) CIICZyeT YAEATh 0c000e BHUMAHUE TIPH IIPUMEHEHHH >TpoMborara.

CresyeT TiIaTeIbHO KOHTPOJMPOBATH KOJNHYECTBO TPOMOOIHMTOB H PAcCMOTPETh BONPOC O
CHMIKCHUM JIO3bI MJIM OTMEHE dITpomOornara, eciaM KOJIMYECTBO TPOMOOIMTOB IIPEBHINIAET

IICJICBBIC 3HAYCHUS.
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B ucenenosanusx no UTIT y 17 u3 446 naumentos (3,8%) 6bu1 otmeuen 21 TpoMGoTHYECKHIT
u/umn TpombosmOoMueckuit dmu301. TpomGoIMOOTHH BKIIFOYATH: SMOOIHIO, B TOM YHCIIE
JIETOYHYI0 9MOO0JIHIO, TPOMGO3 TIIyOOKHX BEH, TPAH3UTOPHBIC MIIEMHYECKHE aTakd, HH(APKT
MHOKap/Ja, MIIEMHYECKHH MHCYJIBT W  3alO0J03PEHHBIH MPOJOHTHPOBAHHBIH 0OpaTUMBIH
MIIEMHYCCKHI HEBPOJOTHUECKUH IeUIHT.

He cnextyer npumensts snrpomGonar juist Jie4eHus! TAIMEHTOB ¢ HAPYIIEHHEM (YHKIIHH IIe9eHH
(=5 Gamos no wxane Yaitna-ITsio), ecin oxumaemas M0Jb3a He MPEBHIIAET YCTAHOBICHHBIH
puck TpomOo3a BOpOTHOH BeHbl. Ecim JeueHne cuuTaetcs 1enecooGpasHbIM, ClIeayeT
cOOMOaTh OCTOPOXKHOCT TIPH TPUMEHEHHH SITPOMOONAra y MAlMEHTOB ¢ HapylIeHHeM
(GYHKIUU TEUeHH.

B 2-X KOHTpOIMpPYeMBIX HCCIEIOBAHMSX C yYacTHeM MAlUEHTOB ¢ TpomGoruTornenueii u BI'C,
MOJIy4aBIIMX Tepanuio uHTepdeporom (n=1439), y 38 u3 955 naumentos (4%), nonyuaBmIux
snrpomboniar, Wy 6 u3 484 mnarmentoB (1%), momyuaBmmMX IIane6o, OTMEYATHCH
TPOMOOTHYECKHE  MIIM  TPOMOOIMOOIMYECKHE — OCIONKHEHHS (KAaK  BEHO3Hble, Tak |
apreprajibibie). COOBITHS NPEUMYIIECTBEHHO OBIIM HETSKEIBIMH M Pa3pelliuch K KOHILY
uccnenoBans.  Tpom603  BOpoTHOH — BeHbl OblI  HauGojiee  pPacHpPOCTPAHECHHBIM W3
TPOoMO0SMOOIMYECKHX — OCIIOKHEHHH B obenx rpymnax (2% MalMeHToB, MOJIYYaBIINX
anrpombonar i <1% manMeHToB, NMoTyyaBIIMX IUTane6o). BpeMeHHOM CBA3M Mex Ty HAavaIoM
JICYCHHUST W Pa3BUTHEM TPOMOOTHYECKMX W/WIH TPOMOOIMOOIMYECKHX OCIOKHEHHH He
HaO/MO1AI0Ck. Y NAlMeHTOB ¢ HU3KUM ypoBHeM anbOymuna (< 35 /1) wimn Gawiom > 10 mo
mkaie MELD oTMeueHO aBYKpaTHOe yBEIMYEHHE pPHCKA pa3BUTHS TPOMOOIMOOIHYECKHX
OCJIOKHEHHH, B CPABHEHUH C MALMEHTaMHu ¢ Oojiee BBICOKHM YPOBHEM albOyMHHA; NMAIHEHTHI B
Bospacte 60 jler M cTapmie MMeIM  BYKPAaTHOE YBEJIHYEHHE pHUCKA  Pa3BHTHS
TPOMOOIMOOIMUECKUX OCTIOKHEHHH, yeM Gollee MOJIOJbIe MAIMEHTHI. DITPOMGONar clieayer
NPUMEHATD JUIS JICYCHUS! TAKKX TMAIlMEHTOB TOJIBKO IOCTE THIATEILHOTO CPaBHEHMS OKUIAEMO
MOJIL3bl M BO3MOXHBIX ~ PHCKOB.  BOJBIIMHCTBO  cilyyaeB  TPOMOOTHYECKHX  W/HJHM
TPOMO0IMO0IMUECKHX OCIIOKHEHHH He IPHBEJIO K MPEKPAIIEHHIO IPOTHBOBUPYCHOH TepaIyH.

B koHTponMpyeMoM HCCleOBaHMH C y4acTHEM MAllMEHTOB C TPOMOOLMTONEHHEH W
XPOHHYCCKUMH 3a00sieBaHMsIMH  1iedeHH (n = 288), mepeHecMX IJIaHOBBIC WHBA3HUBHBIE
BMEIIATEILCTBA, PUCK TPOMOO3a B CHCTEME BOPOTHOM BEHBI ObLI TMOBBIINEH Y TNAlHEHTOB,
MOJIy4yaBIIKX 3aTpoMOoONar B 103¢ 75 Mr 1 pa3 B cyTku B Tedenue 14 aneii.

Y mectu u3 143 (4%) B3pOCIIBIX MALMEHTOB C XPOHHYECKOH GOJIE3HBIO MEUEHH, TOTyYaBIIHX
aITpOMOONAr, pPa3sBUIIMCh TPOMOOIMOOIHYECKHE SIBICHUS (BCE B CHCTEME BOPOTHOM BEHBI), a B
rpymnne mianedo TpoM60IMO0IHIECKHE SBICHUS PAa3BUINCEH Y ABYX U3 145 (1%) nanuentos (1
Cllyyail B CHCTeM€ BOPOTHOM BeHbI, U | ciydaii uHpapkTa Muokapaa). Y NATH HAlMEHTOB,

MOJTy4YaBIINX JICYEHHE SITPOMOONArom, TpoM603MOOIHYECKUE SBICHHS Pa3BUIINCh B TEUCHHE
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30 nned mocne 3aBepuIeHMs TpHeMa diTpoMOomara MpH  KOJIMYECTBE TPOMOOIMTOB,
npesbitasmeM 200000/mx.

B xkimnuveckux uccneoBanusx peppaxrepuoir TAA ciryyaes pa3BUTHS TPOMOOTHYECKUX H/HITH
TPOMOO0IMOOIHYECKUX OCJIOKHEHHH BBISBJICHO HE OBLIO, OJJHAKO YKCJIO ITAIMEHTOB C JAHHBIM
nokasanueM  Obulo  orpaHudyeHo. HeoOXoauMMO — yYHTHIBaTH  BO3MOXHOCTH — pPa3BHUTHS
TPOMOOTHYECKUX HW/MIIKM  TPOMOOSMOOIHYECKUX OCIIOKHEHUM, HHIYIMPOBAHHBIX PHEMOM
npenapata Peponeia®, B NONYIAIMM TNANMEHTOB, NPUHMMAS BO BHUMAHHE HA3HAUYCHHE
MaKCHMaJIbHO JIOIYCTUMOH J103bI U XapakTep peaKiuu.

[Npenapar Peposeiin® He cieayer NPUMEHSTH JUIsl JIeYeHHs] TPOMOOIMTONCHHH Y TAIHEHTOB C
XPOHHYECKMM 3a00JIeBaHHEM II€YEHH B paMKaX MOATOTOBKH K HHBA3HBHBIM IIpOIEdypaMm
(narpumep, OHMONCHS  T€YEHM, TPAHCHIOTYJISPHOE BHYTPUIICYEHOYHOE IOPTOCHCTEMHOE
IIyHTHPOBAHHUE, YHIOCKONUYECKHI METO/1 JIeYeHHs BAPUKO3HOTO PACITHPEHHUs BEH MHUIIEBO/IA).

Kpoeomeqenue nocjie nNPpeKpau{eHusd 1e4eHusl 3.7771[70.1460}’16120}14

[Tocne npekpaienus Tepanuu npenaparom Peponeitn®™, Hasnauennoi st neuenns UTII u BI'C,
y OOJILIIMHCTBA NAIMEHTOB KOJIMYECTBO TPOMOOIMTOB B TeYEHHWE 2 HeJI€b BO3BpAIIAeTCs K
HCXOIHOMY 3HAYE€HHUIO, YTO IOBBIIIAET PUCK Pa3BUTUS KPOBOTCUCHHS, @ B HEKOTOPBIX CIIydasx
MOXET MPHUBECTH K KpoBOTeYeHHUIO. KomuuecTBO TpoMOOIMTOB HEOOXOIMMO €XKEHEIEIbHO
KOHTPOJIMPOBATH Ha MPOTSKEHUU 4 HEJIeNb 110CIIe OTMEHBI AJITpomMbornara.

[Ipoepeccuposarnue cywecmeyowe2o muerooucniacmudecko2o cunopoma (MIC)

Aronuctel TPO-R sBistores dakropamu pocTa, NPUBOJSIIAMU K POoCTy M AU (epeHIMpOBKe
KJIETOK-ITPE/IIECTBEHHUKOB, B T.4. JHU(depeHnpoBke U BeIpaboTke TPOMOOIUTOB. DKCIIpecCHs
TPO-R nponcxoauT Ha MOBEPXHOCTH KJIETOK MHEJIOMIHOTO POCTKA.

CymectByer onaceHue, 4YTO MNpuUMeHeHHe aroHuctoB TPO-R  Moxer crumyamposath
MPOrpecCUPOBAHUE CYIIECTBYIOIUX 3JI0KAYECTBEHHBIX IeMaTOJOTHYECKUX 3a00JIeBaHUi, TAKHX
kak MJIC. B kn1MHHYeCKHX HCClleIoBaHUSAX TIPH TpUMeHeHuH aronuctoB TPO-R y manuenTos ¢
MJIC otmeueHsl cilydyau TPaH3UTOPHOTO YBEJIMYECHHS KOJIHYECTBA OJACTHBIX KIIETOK, a TAKKE
ciryvau niporpeccun MJIC 10 ocTporo MUEIOUIHOTO JIeHKO3a.

C nensto noarsepixienus auarnoza UTIT wmm TAA y manueHTOB MOXKHKIOTO BO3pAcTa ClieyeT
UCKJIIOYHTH  JIDYIHE€ KIMHUYECKHE COCTOSIHMS, MPOSBISIONIAECS TpPOMOOIUTONIEHHEH, B
4aCTHOCTH, UCKIOUNTh Juarno3 MJIC. Cnenyer yuecTb BO3MOXKHOCTE NPOBEJCHUS ITYHKIIHH U
OMOINCHM KOCTHOTO MO3Ta Ha MPOTSHKEHUU Te4eHHs 3a00JeBaHUs M Tepariu, B OCOOEHHOCTH Y
nanMeHToB crapuie 60 JeT, MalueHTOB ¢ CUCTEMHBIMH TPOSIBICHHSMH HIIH MATOJOIHYECKHMHU
NPOSBJICHUAMH, TAKUMHM KaK yBEJIMUYEHHME KOJIMYeCTBA OJIACTHBIX KIETOK B NepudepuyecKoi
KPOBH.

DddextuBHOCTE M 0€30MAaCHOCTH MPUMEHEHHS diarpombonara JUis  JIEYEHHs JAPYTHX

3abosieBaHUH M COCTOSIHMH,  CONPOBOXKIAIOIIMXCS  TPOMOOIMTOINCHHMEH,  BKIKOYAs
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TPOMOOIIMTONEHHUIO 1OC]IE XMMUOTEPAIUH U MHUEJIOIMCIUIACTHYECKHE CHHJIPOMBI, B HACTOSIIEE
BpEMS HE yCTAHOBJICHBI.

[IpoTHBOMOKa3aHO  TNpUMEHEHHe a3iaTpomOonara Juiss  KOPPEKIHMH  TPOMOOIMTOIICHHUH,
obycnosnennoit MJIC, uiau JpyrMMH COCTOSIHHUSIMH, Kpome 0/I00peHHBIX ITOKa3aHuil K
NPUMEHEHHUIO, BHE PAMOK KIMHHYECKUX UCCIIEIOBAHHIA.

3nokauecmeenmbie HOB000OPA308AHUSL U NPO2PECCUPOBAHUC 3/10KAYECMBEHHbIX HO8000PA308aAHUL

CymectByeT TeopeTuyeckass BO3MOXKHOCTb, 4To aroHucthl TPO-R Moryr crumynupoBath
MPOrpecCUPOBAHUE CYLIECTBYIOIIUX IeMaTOJOrHYeCKHX HOBooOpa3oBanuii, Haripumep, MJIC.

B xone xnumnuyeckux uccienoBanuit y nauumentoB ¢ UTII (n=493) u BI'C (n=1439) ue
MOKa3aHO pa3UyMii B YacTOTE PA3BUTHS 3JIOKAYECTBEHHBIX HOBOOOpA3OBaHWM  HJIK
3JJ0KQYECTBEHHBIX 3a00JIeBaHMI KPOBM MEXKJy TMallMeHTaMHu, TOJy4yaBIIMMU I1anedo, u
nalMeHTaMu, MoJIy4aBIIMMHU ITpoMOorar.

OT10 corjacyercss ¢ WHpOpMauuei, MOJy4eHHOW B XOJ€ JOKIMHUYECKUX HCCIIEI0OBaHUH, B
KOTOPBIX HE OBLIO TMOJyYE€HO CBHJICTEILCTB 3JI0KAYECTBEHHON mpoudepaniy KJIETOK IpH
MHKYOallMu B TPHUCYTCTBHU HiaTpomOomnara kieTouHblX JuHMH MJIC, KI€TOYHBIX JIMHHMHA
pa3JIMYHBIX THUIOB JIEHKO3a M KJIETOYHBIX JIMHUH COJIMIHBIX ONYyXOJieH (TOJICTOM KHILKH,
Npe/CTaTeNbHOM JKEJe3bl, SMYHUKOB U JIETKHX).

[umozcenemuyecxkue anomanuu u pazeumue MJC/ocmpoco mueniouonHo20 i1eiukosa y nayueHmos

C MAANCENON an1acmu4eckou anemueu

M3BeCTHO, YTO LMTOrCHETHYECKHE AaHOMAJIWU BCTPEYAIOTCS Yy MAlUEHTOB C  TSKEIOH
arutacTuyecko anemued. HeT 1aHHBIX, CBUACTEILCTBYIOMIMX, YTO 3JTpoMbOMNar crnocodCcTByeT
MOBBIIICHUIO PHUCKA PpA3BUTHS IMTOICHETHYECKMX HapylleHuid y mnanueHroB ¢ TAA. B
KJIMHHYECKOM HcciieIoBaHuu antpombonara Il ¢a3bl y manueHToB ¢ TSHKEIOH ariacTHYeCKOn
aHeMHUel 4acToTa HOBBIX IIMTOr€HETUYECKUX aHOMaIui Obuta oT™MeueHa y 19% nauuenTos [8 u3
43 nauueHToB (Y IMATH U3 HUX OBLUTH OTMEYEHBI U3MEeHEeHUs B Xpomocome 7]). CpeaHee BpeMs
Pa3BUTHS IUTOTCHETHYECKUX aHOMAIMH OT Havasla UCClIeI0BaHMsl COCTaBUIIO 2,9 MecsleB.

B kIMHMYECKUX HCCIIe0OBaHHUX dTpomOonara y manueHToB ¢ TAA y 4% nauuenTtos (S u3 133)
O6bur  guarHoctupoBan MJIC. Cpennee Bpemst OT Hawaja JIEYEHHS DATpoMOomarom Jo
MOCTAHOBKHU JIMAarHo3a COCTaBHJIO 3 MecsIa.

Jlns  nanuwertoB ¢ TAA, pE3UCTEHTHBIX MJIM  NPEABAPUTEILHO  MPOLISIIMIUX  KYypC
UMMYHOCYTIPECCUBHOM TEepanuu, peKOMEHyeTCsl IIMTOIeHEeTHUYECKOe HMCCJIEI0OBAHUE acrHupara
KOCTHOTI'O MO3ra JI0 Havajia Tepanuy 3JITpoMOonaroM, Crycts 3 Mecsia ociie Hadasua Je4YeHUs U
yepe3 6 MecslleB Mociie OKOHYaHUs puMeHeHus anTpombonara. Ecian oOHapyKuBarOTCsl HOBbIE
[IUTOreHETHYECKHE aHOMAIMH, HeoOX0/MMa OlleHKa 11eJ1ecO00Pa3HOCTH MPOIOJDKEHUS Tepanun
ITpoMboIIarom.

Kamapaxma
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B TOKCHKOIOTMYECKMX HCCIIEIOBaHUAX d2JTpomOornara y Ipbl3yHOB BBISBIISUIACH KaTapakTa.
Pexomen10BaHO mi1aHOBOE HAOJIIO/IEHUE MAIIMEHTOB HA MPEMET Pa3BUTHSI KaTapaKThL.

B KOHTpOJMpYEMBIX MCCIIEIOBAHUSAX € Y4YacTHEM IMalUeHTOB ¢ Tpombonuronenueit u BI'C,
KOTOpbIE TMOJyYald JieueHHMe Ha ocHOBe uHTepdepoHoB (n=1439), coobmanocs o
MPOrPECCUPOBAHUM KaTapaKThl, CYIIECTBOBABILIEH HCXOHO, HIIM O TMOSBJIECHUH KaTapakTel y 8%
MalMeHTOB B rpyre s1Tpombonara U 5% naiueHToB B rpynie mnianedo.

Yonunenue unmepsana OT/OTc

UccnenoBanue BiausiHus rnpenapara Ha uHTepBail QTc ¢ ydacTHeM 310pOBBIX JT0OPOBOJIBIIEB,
nojyyaBmMX uitpomOonar B jgo3e 150 Mr B CyTKHM, HE BBISIBHJIO KIMHMYECKH 3HAYMMOIO
s¢dexTa npenapara Ha penospU3aLMUIO cepana. Y umuHenue uurepsaia QTc peructpuposaiu B
KJIMHUYECKUX  HMccleoBaHusiX ¢  ywyacthem mauveHtoB ¢ WTII wu  mamwentoB ¢
tpombouuTonenueid, uHGuuupoanusix BI'C. KiauHuyeckass 3HaUMMOCTH JIaHHBIX SIBICHUU
ymHeHust uutepBaia QTc He ycTaHoBIIeHa.

Brusinue na goepmunvrocms

B mccreioBanusX y XKHMBOTHBIX npenapat Peposeiin® He okaspiBal HeGIATONPUSTHONO BIMSHHS
Ha GepTUILHOCTD. DaTpoMOonar He BIUsT Ha GEepTHIBHOCTD Yy 0cO0eH MYMCKOro M JKEHCKOro
noJjia Mpy NPUMEHEHMH B J103aX, B 2-3 pa3a MpeBHINAIOUIMX PEKOMEHOBAaHHbBIE IS YelOBEKa
(ucxonst w3 BenmuuuHbl AUC y manmentoB ¢ UTII B poze 75Mr/cyr My nauMeHTOB ¢
xpouuyeckuM BI'C B j1o3e 100 mr/cyr).

Ympama omseema na mepanuio 9ﬂmpom60naeo,w

YTpata 0oTBeTa WJIM HECHOCOOHOCTH IMOJUICP)KUBATH KOJIMUYECTBO TPOMOOLMUTOB IIPH JIEYEHHU
S1TpoMOOIIaroM B PEKOMEH/IyeMOM Juana3oHe TpeOyeT MOoucKa NpPUYMHBI, OOBSCHSIOLIEH
yTpaTy/moTepro OTBETA.

Bnusnue na ceponozuveckue nokazamenu

OntpomOonar O4YeHb OKpAalleH, [03TOMY MOXKET OKa3blBaTh BJIMSHME Ha HEKOTOpPbIE
naGopaTopHble Mokasatenn. B psjie ciryyaes y nanMeHToB, IPUHAMABIIMX mpenapat Pesoneiin®,
coolmanoch 06 obOecrBEeUYMBAHUM CHIBOPOTKH KPOBH M BIMSHMM Ha II0Ka3aTelaud OOIIEero
OuwnupyOuHa ¥ KpeaTMHHHA. Eciu pe3ynbraThl 1a00paTOPHBIX MCCIECNOBAHUNE M KIMHHYECKUX
HaOMIOIeHUI IPOTUBOpEYaT ApYr JApYry, TO IpPU HAIMYHUHM KIMHUYECKH YCTaHOBJICHHON
JKEJITYXH B OIIPE/ICIICHHH JTOCTOBEPHOCTH HU3KHX YpOBHEH o0rero 6uaupyOnHa MOXKeT ToMOYb
OJTHOBPEMEHHOE OIpeJie/IeHHe TMoKa3zaTelel aMHHOTpaHc(epas, B CIydae K€ HEOXKHIaHHO
BBICOKHMX IOKa3aTesieil ChIBOPOTOYHOIO KpeaTHHHHA CJIeyeT MPOBOJAMTH OIEHKY IOKa3zaTelis
Mo4eBHHBI KpoBH. [ToBTOpHOE TabopaTopHOE UCCiIeI0BaHUE ¢ UCIIOIB30BAaHHEM IPYTOro MeToJa
aHaJIM3a TaK)Ke MOYKET IOMOYb B OIPE/ICJICHUH JIOCTOBEPHOCTH JTHArHO3A.

BJIMSIHUE HA CITOCOBHOCTH YIIPABJISITh TPAHCIOPTHBIMHU CPEJICTBAMM, MEXAHU3MAMMU

HcenetoBanus 1o BIUSHHIO 3JTpoMOoIiara Ha crocoOHOCTh K YIPaBICHHIO aBTOMOOUIIEM HIIU
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paboTe ¢ MeXaHM3MaMH He MpoBOAWINCHE. Ha ocHOBaHMHM (HhapMaKoOIOrHUYECKHX CBOMCTB
saTpomOonara OTpUIIATEIbHOE BIUSIHUE HA TAKUE BUJIBI AEATEIBHOCTH HE 0XKUIACTCH.

OjHako 1IpH OlEHKE CMOCOOHOCTH MAIMEHTA BBINONHATH JICHCTBHS, KOTOPBIE TPEOYIOT
OBICTPOTBI MBIIUICHHS, JIBUTATEIbHBIX H [103HABATENILHBIX HABBIKOB, CJIEAYET YUYHTBHIBATH
KJIMHAYECKOE COCTOSHUE MAIMEHTa U MPO(UIIb HexkKelaTeIbHBIX SBJICHHH 3jITpoMbonara.
DOPMA BbITTYCKA

TabneTku, MOKPHITHIE TIEHOYHOM 000J104KO0i, 25 Mr 1 50 Mmr.

[lo 7 rabnerox B Omucrepe u3 nommamuaa/Al/IIBX muorocnoinom, mo 4 Gnucrepa
MHCTPYKIMEH 110 IPUMEHEHHIO B KAPTOHHOM Mavke.

CPOK rOIHOCTH

3 roja.

He npumensaTh nociie ucredeHus cpoka roJHOCTH, yKa3aHHOTO Ha YIIAaKOBKE.

YCJIOBUSA XPAHEHUS

[Tpu Temneparype ue Boime 30° C.

XpaHUTb B HEJOCTYITHOM JUIS JIETEH MECTe.

YCJIOBUS OTITYCKA

OTnyckaroT 1o perenry.

ITPON3BOJAMTEIIbL

IIpon3sBoacTBO roTOBOII JIeKapcTBEHHOH GOpMBI

['nakco Onepoitienc BemukoOpuranus Jlumuten / Glaxo Operations UK Limited

[Ipaiiopu ctput, Boa, Xeprdopammp, SG12 0DJ, BenukoGpuranus / Priory Street, Ware,
Hertfordshire, SG12 0DJ, United Kingdom

Ilepsuunas ynakoska / Bropuunasi ynakoska / Beinyckaomuii KoHTpoJIb

['nakco Bamnkom C.A. / Glaxo Wellcome S.A.

ABna. jie Dkctpemaaypa 3, 09400-Apanna e lyapo, Byproc, Ucnanus / Avda. de Extremadura
3, 09400-Aranda de Duero, Burgos, Spain

HAUMEHOBAHUE M AJIPEC IOPUJMYECKOIO JIMLIA, HA HMMsl KOTOPOTO BBIJAHO
PETMCTPAIIMOHHOE YIOCTOBEPEHUE

Hosaptuc ®apma AT, [lIseiinapus / Novartis Pharma AG, Switzerland

JInxtmrpacce 35, 4056 basens, [lseinapus / Lichtstrasse 35, 4056 Basel, Switzerland
[TOJIVUNTL JTONOJIHUTEJBHYIO MHOOPMAILIMIO O TMPENAPATE, A TAKXE HAINPABHUThH
NPETEH3UU M MHOOPMALMIO O HEKEJATEJBHBIX SABJEHUSIX MOKHO 1O CJAEAYIOIIEMY
AJIPECY B Poccum:

000 «Hosaptuc ®apmar

125315, r. Mocksa, Jlenunrpaackuii mpocrexT, jgoM 72, Kopiyc 3

e, (495) 967 12 70;
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bake (495) 967 12 68.

www.novartis.ru

\ A Huxunen C.B.

CHE/DKEp M0 PeryJISTOPHBIM MTPOEKTaM

00O «Hogapruc ®apmay
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