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MMMYHHasa TpOMOOLUTONEHUA YV D eTeu;
npobsemMHblIe BONPOCHI

OrnasneHue

TNy neten

Ka4ecTBO XXU3HU

Bo3moxxHble npobnemsl

BrnepBble anarHoctmpoBaHHaa UTIM
CnneHsaKTOMMUSA

Putykcnumab

0630p: neyeHme xpoHmnyeckonm UTM
NWTM y neTen: pykoBOACTBa

TN y peten: pesynbTaTbl uccnegosaHmsa PETIT2
HexxenatenbHble ABAEHUSA
3akJioyeHune

NMMmMyHHasa TpoMmbouutonenmsa (UTM) y neten: npodGneMHbie BONPOCHI

Noka3aTenbHaa MeauLMuHaA'

OcTpbin nuM@pobnacTHbIN NIeUKO3

e 3-4 cnyy4as Ha 100 000

e Peungnmebl 15%

e bonee 90% nosiy4aloT sile4eHne CoriacHoO HauuoHasibHOMY NPOTOKOJY
e 80% y4acCTBYIOT B KJIMHNYECKOM NCCef0BaHUN

MMMyHHas TpoMGouuTOoneHus

e 5 cny4aes Ha 100 000

* 15% - xpoHunyeckas UTI (xATM)

e HauMoHa/IbHOro NMPOTOKONa HeT

e [lepBble paHOOMUM3NPOBAHHbLIE MeanaTpudeckne nccnenosaHnsa B BennkobputaHum -


https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#itp-u-detey
https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#kachestvo-zhizni
https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#vozmozhnye-problemy
https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#vpervye-diagnostirovannaya-itp
https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#splenektomiya
https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#rituksimab
https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#obzor
https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#rukovodstva
https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#rezultaty
https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#nezhelatelnye-yavleniya
https://www.pro.novartis.ru/therapeutical-areas/hematology/itp-u-detey#zaklyuchenie

B 2011 roay
¢ <1% y4acTBYIOT B KJIMHNYECKOM UCCriegoBaHUn

CraHpapTusauus’
KJ'IaCCM(bMKaU,Mﬂ B 3aBUCUMOCTM OT AJIMTENIBHOCTMU

e BrnepBble AnarHoCcTuposaHHoe 3abonesaHmne (<3 mecsaueB)
e [lepcuctupytouiee TeyeHune (3 - 12 mecsuen)
e XpoHM4yeckoe TevyeHune (>12 mecsues)

TaxecTb

e Tshkesnoe Te4eHne - KIIMHNYECKN 3Ha4YNMble KPOBOTEYEHNS BHE 3aBUCUMOCTU OT
ypoBHen TpomboumnToB
e Banimpgaumnsa KONMYeCTBEHHbIX METOLOB OLLEHKN KPOBOTEYEHUIA

3apayuum Tepanum

e N36e)aTb HE0OOOCHOBAHHOIO JIEYEHUS B HAUMEHEee TSXKeslblX C/lyYasx, B 0COBeHHOCTH
y oeten

e MMHUMN3NPOBATL 06 bEM NPUMEHEHUS CTEPOUNLIOB

e JobuTbCa 6e30nmacHbIX ypoBHen TpombounTos (>30 x 10°/n)

e YNy4WNTb MEONLNHCKME KOMMOHEHTbI Ka4YeCTBa »XXMU3HN

MapaMeTpbl, N0 KOTOPbIM OL,EHUBAIOTCA pe3ysbTaThbl neyenns®’
YpoBHM TPOMOOLUTOB

e <20 x 10°/71: NOBbILLEH PUCK TAXESbIX KPOBOTEYEHUN
e 20-50 x 10°/n: NOAKOXHbIE KPOBOMOATEKN, MEHOPPArnv, HU3KNIA PUCK
e >50 x 10°/n: Kak NpaBuIO0, CUMATOMATUKA OTCYTCTBYET

reMopparuquKue aNn3oAabli

e ONy6/INKOBAaHO MHOXXECTBO pPa3J/In4YHbIX METOA0B KOJIMYECTBEHHOW OLIEHKN
e TsH)KecTb UM YyacToTa

MeAUUMHCKNE KOMMOHEHTb!I KaYyecTBa XXU3HMU
e Kak nocnepncteus 3abonesaHns, Tak n nocnencTemsa nevyeHus

3aTpaThbl

Tsa)ecTb KpoBoTeyeHun®




Cnabble n =112 (54%) 14 1,9 n =8 (7%)
YMepeHHble n =92 (42%) 8 2,5 n =22 (24%)
Tsa)xenolie n = 8 (4%) 6 3,6

n =5 (62%)

Y10 Hac 6ecnokouT B Nepeylo oyepenb?>’

BHyTpMuyepenHbie KPOBOU3JIMAHUA

e Lilleyman 1994 — 14 cny4aes 3a 20 net (0,1%)
¢ ICIS Kuhne 2003 0,002%

Tsa)xenole KpoBoTeyeHus 3-5%

* XKK, YPOreHnTalJiIbHbl€ KPOBOTEYEHINA, HOCOBbIE KPOBOTEYEHINA, MEHOPPArnn

Image

OCHOBHbIe pe3yJibTaTbl 0630POB YacCTOTbl BHyTPUYEpPenHbIX KPOBOU3JIUAHUNA Y

peteun c UTN

So at al (2013)
[OHKOHT

276 8 (3%)

1(12%)

<10y 50%
5-82

OcTpble cnyyan (
=3)

* XpoHun4yeckue
cnydam (n = 5)

* TpaBMa rosiosbl
(n=2)

* ABM (n =1)

Choudhary et al
(2009) NHana

750 17 (2%)

4 (24%)

Tpasma (n=1) (?
HMNBC)

* BK npn
obpaweHun (n = 5)

Psaila et al (2009)
CLUA

-0,78%)

40 (npumepHo 0,19

25%

<20y 90%
<10y 75%
1-61

TpaBMa rosossbl (n
=13)

e HMBC (n = 3)

* KpoBoTeyeHue 13
MOYeBbIX NyTen (n




MeHcTpyauumsa (n
2)
gﬁ;ﬁzal (2000) 772 4 (0,52%) 0 MegwnaHa 5,2 + 3,7 * BupycHble
nHpekumn (n = 3)
e CKB (n = 3)
:Lilleyman (1994) 14 (npymepHo o o ABH (n = 2)
BenunkobputaHums 0,1%) 8 (57%) <10y 15% * YMT (n = 2)

TpaBMa rosioBbl (n
=1)
e OcTpasa UTM (n =

4)
E’a’fy etal(2010) | 1g49 10 (0,5%) 2 (20%) <10y 70% .
rmneT
[Mepcuctupytowee

TeyeHue (n = 2)
* XpoHu4yeckoe
Te4yeHue (n = 4)

NTN = nmmyHHaa TpombounTtonernuns; BK = BHyTpunyepenHoe KposonsnusaHue; ABM =
apTepuoBeHo3Hasa Manbdopmaumns; HIBC = HecTeponaHble MPOTUBOBOCMAINTESIbHbIE
cpenctea; CKB = cucteMHasa KpacHas Bos4aHka; ABH = aBacKkynspHbI HeKpo3; UMT =
YyepenHo-Mo3rosas TpaBMa

3nu3opabl neyeHuna’®

e AHanNM3 gaHHbIX NO 421 pebeHky B MapTe 2012 roaa
e Y119 pneten (28%) notpebosasocb 208 ann3000B sie4eHns

0 = 3 mecsueB 72 17,5% 24

3-12 mecsueB 28 10,1% 3,1

>12 MmecsueB
(B cpegHeMm - 19 20,7% 1,3
27 mecsaueB)

DaHHble BpuTaHckoro peructpa B 2012 roay: oTBeTbl Ha neyeHune’



be3 neyeHusn 13* 18 6l 140 98
Ctepoupbl 13 26 103 109 88
B/B Ig 8 62 169 115 145

KayecTBO >Xu3Hun’
Mep,uu,uHCKue KOMNOHEeHTbI KadecCcTBa >XKU3HMU

e He3aBUCUMBbIN NapaMeTp, onpeaensowmnin pesynbTaTbl le4eHns

KIT

* /IHCTPYMEHT OLEHKN KaYyeCcTBa XXWU3HU, crieundunyHsin gna UTTI
e PaspaboTaH KaHagckowm rpynnon (Blanchette, Klassen, Bernard)

e Banimpauunsa B CLLUIA n B MmexxgyHapoaHoOM MacwTabe (BennkobputaHus, OpaHuns,
Ypyrean, l'epmaHus)
e [IpUMEHNTENLHO K pebeHKy N K 1nLy, OCYLLECTBASIOWEMY yX0[ 3a HUM (poanTtensam)

JaHHble KayecTBa >XU3HU no CTPpaHaM

Image
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[JaHHble KayecTBa XXU3HU NO CTpaHam
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Klaassen RJ et al. Pediatr Blood Cancer, 2013: 80(1):95-100
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Bo3MOXHbIe NpobsaeMsbl: BiepBble AuarHocTuposaHHoe 3abonesanune'’
PUcK KpoBOoTe4YeHU Haubosiee BbICOK NPU YPOBHAX TpoMbouuToB <20

e Y >80% npn nepsom obpalleHnm ypoBHn TpoMboumnTos <20, Npn 3TOM KPOBOTEYEHUN
HeT

e B 6bonblunHCTBE CnydaeB nponcxoauT beicTpoe yny4dweHue 6e3 kakux-nmbo
BMeLlaTesIbCTB

e HeT 06beKTMBHbIX AaHHbIX B MOJIb3Y TOr0, YTO Sle4eHne npegoTepawlaeT
KpoBOTeYeHuns

Taxensble KpoBOoTEe4YeHuUAa y 3-4%
e [IpeaANKTUBHOIO TecTa HeT
PewieHuns no Bbibopy Tepanun®'*?

Tepanus, no3BONSAIOLWAA NOBLICUTb YPOBHM TPOMOOLMTOB

e AKTUBHOE KPOBOTEYEHME B €AMHCTBEHHOW JIOKaM3aLmm
e KpoBOTEYEHMS BO MHOXXECTBE JIOKann3aLunin
e MoaTBEPXXAEHHbIN ANArHO3

daKTOpbl CO CTOPOHbI NaLUeHTa

e Bo3pacT, conyTcTBylowWwMme 3abonesaHns, obpas XuU3HuU
CoumasnbHble (paKTopbI

e OTBETCTBEHHOCTb poAuTesien, pacCToAHUE A0 KJMHUKK, CTOMMOCTb JIeHeHUs
daKTOpbl CO CTOPOHbI 3aboneBaHus

e MNpepgwecTByloulee TeyeHne 3aboneBaHuns, TSKECTb KPOBOTEYEHMIN B aHaMHe3e,
paHee AOCTUTrHYTble OTBEThI

Bnepsble auarHoctuposaHHas TN %"
NoppepxusaloLwan Tepanus

Ctepoupbl

e Tun cTepoupaa, [o3a, 4JINTENbHOCTb Jle4eHus
e 1NNTENbHOCTb OTBETA
¢ 3Ha4YMMble NoboYHbIe ShPeKTbI

NUmmMmyHoOrnobynux (8/8 Ig) n WinRho

e [1poAYKTbl KPOBU, MOJTyHYEHHbIE U3 Nya
e 3Ha4YMMble Nobo4YHbIie 3P PEKTHI



BO3MO>XHOCTMU Be,eHUS NaLuUeHTOB: TaKTUKa aKTUBHOIO
HaOnwaeHun

3,13,14

CnoHTaHHbIe peMuccum nnm MoryT orpaHu4uBaTb
«n3nedvyeHue» - 0o 10% peten 3a MeONLUNHCKNE KOMMOHEHTHI

roa KavyecTBa XXU3HU

Y 60MbLUMHCTBA AeTen u CoxpaHsaeTCcsa pUCK TaXXenblX Nan
B3POC/IbIX TSXKesble YFPOXKAOLWNX XXNU3HN
KPOBOTEYEHUNS OTCYTCTBYIOT KPOBOTEYEHUN

He)xenatenbHble SpPeKThbl
rnpernapaTos, UCMOJIb3yeMbIX MO
MoBOAY BO3HUKAKOLNX
KpOBOTEYEHUN

Hunskasa ctommMocCcTb

TakTuKa aKTUBHOro HabGNloaeHUs: NPoTMBOpPeYuBbLIe Bonpock™ >

Korpa cnepyet BMewaTtbca?

YacTble KpoBoTe4eHus? bonee Tpex anM3o[0B JledeHNs 3a 6 mecaues?
Taxkenble kposoTevyeHns? OQHOKPaTHbIN 3nNn304?

OTcyTCcTBME OTBETA Ha NpobHOEe NpuMeHeHne CTeEPONOO0B?
ConyTcTBytowme 3aboneBaHns?

Koppekuusa obpasa >xusHu u moagucpukauus TeueHus 3aboneBsaHus

e CTeneHb HapylweHnss MeanLMHCKUX KOMMOHEHTOB Ka4yeCTBa XKXU3HU
e CTeneHb OrpaHNYeHNn Co CTOPOHbLI 06pasa XXN3HU

e JleTaprus
Cnnensktomus>**
«N3nevyeHne» y 2/3 - 3/4 nayneHTOB S eKTUBHa «ToJIbKO» Yy 2/3 - 3/4 nauneHTOoB
Mo6o4Hble 3chdhekTbl NpoLenypb PUCK BO3HUKHOBEHMS HEOHXOAMMOCTU B
MaJiopacrnpoCTpPaHeHbI [OMOJIHUTENBHOW CNJIEHIKTOMUN

Mo-BMANMMOMY, HU3KAs HacToTa Mo34HUX
KPOBOTEYEHUI Mocsie CrieH3IKTOMUK, B Bonpoc 06 onTnMasibHON NPOGUNNAKTUKE
0COBEHHOCTY MPYX NanapoCKONMYeCKoM Cencrca OCTaeTCs OTKPbITbIM

LOCTyne




Hu3kasa YyacToTa cencuca nocse CrJIeH3KTOMUn Bbicokaa cTonmMoCTb

PVcK nepuronepaumnoHHbIX KpOBOTEYEHNI

Puck yTpaTbl MOHOLUWNTOB, KOTOPbIE MOT'YT
nrpaTb PoJjib B CHNXXEHNN aKTUBHOCTU
3abo1eBaHNA N OCTaBaTbCA B CeNneseHkKe

HesddekTmBHOCTL aHTK-D nocne
CrnjieH3KTOMUU

HeobpaTMocTb npoueaypbl

MoTeHUuManbHble JOTOCPOYHbIE MOBOYHbIE
3¢ peKTbl: Nero4yHasd rmnepTeHsus,
TpomboTMYecKume ann3oabl, Cerncuc u
3JI0KayecTBeHHble HoBOOBpa3oBaHUs

CnNEeH3KTOMMUSA - PUCK MHPEKLMOHHDbIX OCIOXKHEHUN®
Ponb ceneseHkKM

e OUNbLTP, CNOCOBCTBYOLWMN YCTPAHEHNIO MUKPOOPIraHM3MOB, CTapbIX UK
MoBpeXX4eHHbIX SpUTPOLUTOB

e XpaHeHune xenesa, 3pnuTpoumnToB n TpombounToB

darounTos KJIeTOK NN MUKPOOPraHU3MOB, MOKPbLITbIX aHTUTelaMun

CunHTes IgM B-numdounmtamm namMaTm

YaoaneHune oncoHM3nMpoBaHHbIX BakTepun Makpodaramm

e XpaHeHne n mobnnmnmsauns MOHOLUTOB, BOBJIEYEHHbIX B Peryasumnto BOCNaanTesbHOro
rnpowecca

Bisharat 2001

e MeTa-aHanm3 ¢ 1966 no 1996 roaebl

NTM: 2% wvHBa3MBHbLIX NH(peKUnn, 1,2% CMepTHOCTb

YacToTa Huxe npu UTI, 4eM npun Apyrux COCTosHMAX (bonbLuon Tanaccemmm)
MakcMasbHbI PUCK Y OeTen

MakcnManbHbIM pUCK B nepsble 90 aoHen (0OTHOCUTENbHbIN pUCK 33,6), 0AHaKO
coxpaHseTca >1 roga (OTHOCUTENbHbIN PUCK 2,3)

CnneH3KToOMUA - npo4yne puckmn'®

CocypucTbie OCJIOXKHEeHUA

e TI'B nnn T3J1A 0,6, 0,7% B nepsblie 90 oHen

o — OTHOCUTENIbHbIN PUCK 32,6, OTHOCUTENbHbLIN pUck 3,4 >1 roga



e Tpom603 BOPOTHOW BEHbI

o — B0O3MO>XHOe pacnpocTpaHeHne Tpombo3a KysbTU cenie3eHOYHON BEHbI

— KT-npusHakm B 55% cny4aeB nocsie nanapocKonmyeckon npouenypsl, rno

CpaBHeHuo € 19% nocse OTKPbITOro AoCTyna

— 1,6% Cc cMMNTOMATUKOWN

o — Hun3kaga 4actoTa npu UTT no cpaBHEHUIO CO CMJIEHIKTOMUAMMN MO APYrNM
rnokasaHusam

[¢]

[¢]

35n0Ka4YyecTBeHHble HOBOOOpa3oBaHus

e YBesinyeHue pucka Ha 50%
CnaeH3KTOMMUA - NPOTUBOpPEYUBbIe Bonpochl'®
D MTEeNbHOCTb OXXKUAOaAHUA

e Llenecoobpa3HOCTb OTCPOYNTL A0 >12 MecsAueB ANNTENbHOCTN 3aboneBaHna?
e Llenecoobpa3sHoOCTb OTCPOYNTL A0 BO3pacTa B >5 neT?

Posib CKAaHMPOBAHUA AayTOJIOrMYHbIX TPOMOOLUMTOB C MHAMEM-111?

CnepyeTt nn cHa4vasna yoeautbca B He3(P(PEKTUBHOCTU AaJibHEULLUX METOA0B
KOHCepBaTUBHOIO sieyeHus?

Putykcuma6*>'*"

3P PHeKTUBHOCTbL B MO KpanHen Mmepe 33%
cJlyyaeB, C HOpMaansaumen ypoBHeNn
TpOoMOOLMTOB NMPOAO/IHKNTENBHOCTbLIO 6-12
MecsLueB

JonrocpoyHas TOKCUYHOCTb HEAOCTATOYHO
XOpPOLLO onucaHa B Kakon-nmbo nonynauuu,
Tem bonee y peten

ynosneTBopuTesibHasa nepeHocMmocTb 6e3
ABHbIX MPU3HAKOB BbIPa>Xe€HHON TOKCUYHOCTU
VHQY3UN, MPU HU3KOW Ha4yasibHOM CKOPOCTU
BBELEHMSA U NpY YCOBUM NpeMeamnKaumm

PUCK onnTenbHOM MMMyHOCYynpeccuu,
pa3sutna NMJ1 n akTneaLum BUPYCHOr o
renatuta B

ExxeHedenbHoe BBeAeHMe Ha NPoTaXeHUn 4
Hegesb, C MOC/eaAyoLM «3aBepLUeHnemM»
Tepanuu

BblicOKass CTOMMOCTb

S PeKTUBHOCTb KakK [0, Tak 1 nocsne
CNJIeH3KTOMUU

YacToTa CTOMKNX OTBETOB Ha pUTYKCMMab He
npesbiwaeT 40%

BO3MO>XHOCTb MOBTOPHOI0 NPUMEHEHUS Mpun
peunanee y naulmeHToOB, NepBoHa4asibHO
OOCTUTLLINX OTBETa

MpeanKTopHbIe haKTopbl, NO3BoOAsOLLME
MPOrHO3MPOBaTh OTBETHI HA PUTYKCUMab, He
OMUCaHsbl




OTcyTcTBME 6OKMpYOLWLNX 3PEKTOB B CbiBOpOTOYHasA 6051€3Hb Y HEACHOro NpoLEeHTa
OTHOLWEHNN Npo4Yunx snaos Tepanuu UTTI nauneHToB

OTcyTCTBME PaHOOMU3MPOBAHHbIX
nccnenoBaHW; NpenapaT He 3aperncTpmpoBaH
ansa nedenusa UTTI

CpaBHeHue puTykcumaba u nnaueb6o*®

PaHpooMu3npoBaHHOe, ABOMHOE cnenoe, nnauebo-KoHTponnpyemoe uccneposaHme
60 nauueHToB (>18 neT)

MNMocne 6 MecAueB pa3HUUbl B pe3ysibTaTaX He BbiABJIEHO

e Mo ypoBHSIM TpoMbOLIMTOB
e [0 TAXKECTN KPOBOTEYEH U
e [10 NPMMEHEHMIO AOMOIHUTENIbHBLIX METOZI0B Tepanuun

Putykcumab - npoTusopeuussie Bonpockr
BBepeHue?

e [1o3a: 375 mr/m2 npu obwen go3e 8 100 mr
¢ Konn4yecTBo 003

3¢ dhekTuBHa nu Tepanua?
MO>XHO U yBeJIMYUTDb YUCJI0 OTBETOB?

e KoMbnHauunsa ¢ gekcaMeTa3oHOM
e [Mogaep>xmBaroLwiasa Tepanuns

PUckK oCcno>XxHeHUuMn

e PeakTmBauus smpycos: BUY, renatunTsl
e [lporpeccupyrowas MyabTUGOKabHaa nenkosHueganonaTna (JC-sempyc)
e lpnonaTny4eCcKnUin MHEBMOHUT

AroHucT peuentopos TPO"***171?

MHo>XeCcTBO Nnauebo-KOHTPONMPYEMBbIX

- JleyeHne He HOCUT pa}J,I/IKaJ'IbeII?I XapaKTep
nccnenoBaHMn

MpoLeHTbl OTBETOB BbILLE, YEM MPU
NCMNoNb30BaHNUN APYrUX BULOB TEpanun BTOPOW PukoweTHas TpoMbounTONEeHNS Nocsie OTMEHbI
JINHUK




S PeKTUBHbI Kak [0, Tak 1 nocsne
CNJIeH3KTOMUN

HenssecTHa monrocpoyHas 6e3onacHoCTb,
BKJ1t04as MOTEHLMAbHYI0 BO3SMOXHOCTb
¢h1bpo3a KOCTHOro Mo3ra

OTBeThbl NOYTU BCerga CoXpaHATCA AaXke Ha
hoHe NMpoAoJIKEeHNA Tepanun ApyrumMmn
npenapatamu

BblcOKas CTOMMOCTb

O6beKTMBHbIE MPU3HAKN YNYYLLIEHUS KaYecTBa
YKU3HU

|_|0TEHLI,VIaJ'IbHaF| BO3MOXXHOCTb pPa3BunUTunAd
Tpomb030B

XopoLlas NnepeHOCUMOCTb

B penokux cny4dasix - noTeHuManbHas
BO3MOX>XHOCTb Pa3BnUTUA 3JIOKa4eCTBEHHbIX
HoBooObOpa3oBaHUN

3aperncTpupoBaHbl Mo BCEMY MUpPY AJs

OnaceHuns, cBA3aHHbIE C FrenaTOTOKCUYHOCTbIO

NeyeHunsa xpoHuyeckon UTI y B3poCbIX

0J[IHOr0 13 NMpenapaToB
nauneHToB

0630p: neuyeHne xpoHnyeckon UTM* >

TaKkTuKa aKTUBHOro HabnopgeHus
e [logxoanT 60NbLWNHCTBY OeTen
CnneH3KTOMMA

e Tonbko npu gantenbHocTn UTM >12 mecsues
e YTpaTa 3pPeKTUBHOCTM NO KparHen Mepe 04HOIro N3 BUAOB KOHCEPBATMBHOIO
ne4yeHuna?

Putykcmmab

e BO3MOXXHO, He NpeBoCcxXoaunT naauebo

e OTCYTCTBME KJIMHNYECKNX NCCNefoBaHNi, TeM bonee y neten

e PaccMOTpeTb TakKyl BO3MOXXHOCTb NPU OrpaHNYeHHbIX NepcrnekTuBax Ha3Ha4YeHuns
aroHnctoB TPO-R nam naoxom KOMMJIAaeHTHOCTM

Aronuct TPO-R

e 3aperncTpupoBaH A8 NpUMEHEHUs Yy B3POCbIX; UMETCA AaHHble NneanaTpuyeckmnx
KJINHNYECKNX UCCrieloBaHUN

e B BennkobputaHum tpebyeTtcsa pnHaHcnposaHme NHS England nnum y4actue B
KJIMHNYECKNX UCCIIef0BaHUAX

¢ Heob6x0ANMMOCTb perysiipHOro MOHUTOPUHTa

MMmMmyHHana TpoMmObouuToneuus (UTMN) y peTten: pykoBOACTBaA,
CywecTBylowMe Ha AaHHbIA MOMEHT



CraHpapTusaums’
3apauum Tepanuvm

e 136exaTb HEO6OCHOBAHHOIO slIe4eHUs B HAaUMEHee TAXKesbIX CilyYasX, B 0CObeHHOCTH
y noeTten

e MMHMMN3NpPoBaTb 06bLEM NPUMEHEHNA CTEPOUNAOB

e No6uTtbca 6e3onacHbIX ypoBHen TpomboumnTos (>30 x 10°/n)

e YAy4yWwmnTb MeAULNHCKNE KOMMOHEHTbl KavyecTBa xun3Hu (HRQolL)s

PykoBopacTBa no usyuyeHuio u sedyeHuio UTMN y B3pocnbix, y Aetem u Bo
BpemMi ﬁepeMeHHOCT“3,6,12,22

e Y neten c octpon UTI n NErkuM KAMHNYECKMM Te4YeHnem MoxxeT ObiTb 4OCTaTO4YHO
noanep>XMBaoLWmMxX peKkoMeHa4aunin n BO3MOXKHOCTU KPYrJIOCYyTOYHOIO KOHTaKTa C
Bpa4oM, HE3aBUCUMO OT 4Yucna TpoMboumnToB (pekoMeHaaunsa cTeneHun B).

e B cniyyae KpoBOTEYEeHUSA U3 CM3nCTbIX 06ono4ek n 6onee obLWMPHBLIX KOXKHbIX
cumnTomMoB y pebeHka athdekTMBHbI BonbluMe O03bl NPpeaHn300Ha (4 Mr/kr/cyT)
(pekoMeHpaumsa cteneHn A, goKasaTeNbCTBa YpoBHS Ib).

¢ BHYyTpPMBEHHbLIN MMMYHOIrN00ynunH (B/B 1g) MOXKeT NO3BO/INTb ObICTPO MOBBLICUTL YNCIO
TpoMbOLMTOB, HO ero cienyeT UCMOb30BaTb AJ19 SKCTPEHHOW Tepanun cepbe3HblX
KPOBOTEYEHUN U Yy AeTen, NpoXoaawmx npouenypbl, BEPOATHO, NpUBOASALLME K
notepe kposu. OH 3hheKTUBEH B 0AHOKpaTHOM fo3e 0,8 r/kr (aokasaTenbCTBa
ypoBHs Ib, pekomeHpaumna cteneHn A).

e leTaMm ¢ xpoHun4deckon UTI obbl4HO He TpebyeTcsa akTUBHasA Tepanus, Ho TpebyeTcs
perynspHoe HabnwgeHune.

e CnaeHaKToOMMA penkKo nokasaHa npu UTM y geten. MHorpga oHa o6ocHoOBaHa npu
YrpOXKatoLLnX XU3HN KPOBOTEYEHUSX, @ TakXe Yy IeTel C XPOHNYECKON, CTONKOW U
Tskenonm UTM, npucyTtcTyowen 6onee 12-24 mecsaues, C 3aMeTHbIM yXyALIEeHNEM
KayecTBa XXU3HWU.

Image



W3meHeHua ctangapToB Tepanuu UTM y geten ¢ 1995 roga no 2007 rog

80.0

80.0

70.0

%

BenukoBpHTaHHs BennkoBpuTaHKa BenukoBpHTaH1a ICIS [17] 2000
1995 [1] 2000 [15] 2007

. Bea neveHmna  TonbKo BHYTDMBEHHLIR MMMYHOrMOBYIMH

B Tonsko creponns: CTepousbl + BHYTPUBEHHEIR MMMYHOrNOBYMH

BapuaTUBHOCTBL nokasarteneu Tepanuu MMMyHHOﬁ TpOMGOI.I,MTOI'IeHMM Yy OeTen B
Pa3HbIX CTPaHaX

Kime et 2 o _60
USA al (2013) (2008-2010) 2314 72% BYK 0-6%

Rosthoj
et al 5 % BYK 1%
(2012)

CKaHOMHaBCKue
CTPaHbI

Grainger
BenukobpurtaHusa et al 5 225 16%* BYK 0-5%
(2012)

Shirahata
AnoHus et al 5 986 64%
(2009)

Paling
and
lO>xHaa Adpuka Stefen 10 106 81%* BYK 3%

(2008)




Del
Urtanusa Vecchio 609 75%
et al

(2008)

Bdletrutti
KaHapa et al
(2007)

10

O/ % 0,
(1994-2003) 198 90% BYK 0%

BYK = BHyTpu4depenHoe KpoBoTe4YeHUe;
* YacTtoTa nedveHnsa 61% B 1995 roay, 38% B 2003 roay;

** YacToTa nedeHus boina 6onee HM3kom B nepmopg ¢ 1999 no 2003 ropa;

CteneHb 1. Manoe KpoBoTe4yeHNe, Manoe
yncno netexumn (Bcero <100) n/unn <5
HeboNbLWMX CMHAKOB (AnameTpoM He bonee 3 Cornacue Ha HabnogeHwve.
CcM); 6e3 KpOBOTEYEHUN U3 CAN3UCTbIX
obonoyek.

CTteneHb 2. Jlerkoe KpoBoTeyeHue, MHOIro
netexuin (6onee 100) n/unmn 6onee 5 KpPynHbIX Cornacue Ha HabnogeHue nnm neveHue
CnHSIKoB (anameTpom bonee 3 cMm); be3 HEKOTOpbIX AeTe.

KPOBOTEYEHUIN U3 CIN3NCTbIX 060J104€EK.

CrteneHb 3. YMepeHHOe KpPOoBOTEYeHune,
CKpbITOE KpOBOTEYEHUNE N3 CAN3ZUCTbIX
obonoyek, 3aTpyaHeHNs obpa3a XuU3sHu.

BMelwaTenbCTBO Y HEKOTOPLIX AETEN C Lesblo
DOCTUXXEHNA cTeneHn 1/2.

CteneHb 4. KpoBoTe4YeHUSA N3 CAN3NCTbIX
o6osio4eK N Noao3peHne Ha BHyTpeHHee BmelwaTenbcTBO.
KpoBOTeYyeHune.

MoaunduumposaHo Ha ocHoBe Buchanan & Adix177; Bolton-Maggs & Moon170; Imbach et
al!

Jleuenue UTMN y peteir: MeXXAyHapoOAHLIA COrslacoBaHHbIA oTyeT"?

e Llenbto Tepanun y geTen ¢ CTOMKON nnun xpoHudeckonm UTT aenaeTca nognep>xxaHme
reMocTaTuU4ecKoro 4Yncnaa TpomboumToB NpenapaTaMn NepBont TNHUN (BHYTPUBEHHbIM
NMMYHOI 106y IMHOM, BHYTPUBEHHbBIM aHTU-D, KOPOTKMMU KypcaMu
KOPTUKOCTEPONO0B) U MUHUMM3ALMNA NPOJIOHIMPOBAHHbBIX KYPCOB KOPTUKOCTEPONLO0B.

e BapuaHTbl Tepanuun ansa geten ¢ xpoHmndeckon UTI nepeyncneHbl B afihaBUTHOM



rnopsifike, He yKasbiBaloLLeM Ha npeanoyTeHune.

e AroHuncTbl TPO-R: Y4ynTbiBas, 4TO NnoATBEp)XAeHa AnnTesibHas 6e30nacHOCTb 3TUX
npenapaTos, OHN MOTYT UCMOJIb30BAaTbCA HEe TOJIbKO Y AeTen C XPOHNYEeCKOoN
pedpakTepHon UTI, HO TakXe y AeTen C CTOMKUM N BblPa>XE€HHO CUMMTOMaTUYeCKUM
3aboneBaHneM, pe3ncTeHTHbIM K 0ObIYHbIM NpenapaTaM rnepeoun JNHUN.

Pekomenpauuu ASH 20117
ApekBaTHas Tepanus BTOPOW nuHum npum UTMN y neten

e PuTykcmmab moxxeT paccMaTpmBaTbCA OJ1S JledeHUs geten nam nogpocTtkos ¢ UTM n
3HAYNTESIbHbIM NPOAO/KALLMMCA KPOBOTEYEHNEM, HECMOTPSA Ha Tepanuio
BHYTPUBEHHbIM UMMYHOT 100y IMHOM, aHTN-D nnn ctaHgapTHbIMK A03aMU
KopTukocTeponaos (cTteneHb 2C). PuTykcnmab Takxxe MOXeT ABAATbLCA
aNbTEepPHATMBOW CMNJIEHIKTOMUUN Y AeTel N NOAPOCTKOB C XpOoHu4eckon UTI nnun y
naunmeHToB, He OTBeYalLWmMX Ha CrJIeH3KTOMMUIO (cTeneHb 2C).

e CNAEeH3KTOMUA Yy AeTen N NogPOCTKOB C XPOHMNYECKOW unun ctonkom UTI n
3HAYNMbIMUN NN CTOVKNUMU KPOBOTEYEHUAMMN, @ TaKXXe OTCYTCTBMEM OTBETa UK
HenepeHoCMMOCTbIO APYrUX BUOOB Tepanun, B TOM 4YMUcie KoOpTUKocTeponnos, 8/B Ig,
aHTU-D, n/unn y KoTopbix MMeeTCs NOTPEOHOCTb B YYYLLUEHNN KAaYeCTBa XXU3HN
(cTeneHsb 1B).

e [lpopoonxatTca nccnenosaHus aroHncTos TPO-R y neten v NnoApOCTKOB, HO
pe3yfibTaTbl B HacTosIWee BpeMs He onybsinkoBaHbl. TaknMm obpa3oM, HeNb3a caenaTtb
pekoMeHOaunm o NpUMeHeHUN faHHbIX NpenapaTos.

4,12,22

O6G30p pyKoBOACTB

TapreTHas Tepanua B 3aBUCUMOCTHU OT TAXKECTU KPOBOTEYEHUA U CBA3AHHOIO CO
3A0pPOBbEM KadecCcTBa XXU3HM.

MepBUYHbLIX ANarHos
e KopTukocTepoubl, B/B Ig, aHTU-D B ciy4ae KpoBOTevYeHUin
Ctonkasa unu xpoHudyeckas UTN

e B 60/1bLUNHCTBE Cly4aeB BMeLWaTeNbCTBO He TpebyeTcsa

e Ha moMeHT nogrotoBku pykosoacTts IWG n ASH nokasaTenbCTBa OTCYTCTBOBaIn
e XNpypru4eckmm nogxon: CnjaeH3KToOMuns

e TepaneBTnyecknin nogxon: putykcnumab (n aronncrtoel TPO-R?)

HaunoHanbHble peKoMeHAauMm No npuMmeHeHuto aroHuctos TPO-R npwu
UTN y B3pocnbix”

FDA (CLUA)

e [IPOMAKTA noka3saHa gasa fe4eHns TpoMmbounToneHnn y B3poCabiX N OeTen oT 6 neT
M cTaple c xpoHnyeckom TN n He[oCTaTOYHbIM OTBETOM Ha KOPTUKOCTepouabl,
UMMYHOT 1006y TMHbBI NN CMAEHIKTOMUIO.

e [IPOMAKTA no/1>KHa NPpUMeHATbCA TOJIbKO Yy NaumeHToB ¢ UTT, cTeneHb
TPOoMbBOLMTOMEHNN U KJIMHUYECKOEe COCTOSAHUE KOTOPbIX MOBbLILLAIT PUCK



KpoBOTEYEHNA.

NICE (BenukobputaHusn)

e PEBOJIEW] pekoMeHAyeTCa AN NEYEHUS B3POCbIX C XPOHUYECKON NMMYHHOM
(nanonaTmyeckomn) TPoMOOLINTONEHNYECKON NYPNYPOWN, B COOTBETCTBUM C
perncTpaunen npenapata (TO €CTb Y B3POC/bIX, MEPEHECLUNX CAIEHIKTOMMUIO U
pedpakTepPHbIX K APYrMM BnAaM Tepanun, 1nbo B Ka4ecTBe BTOPON JINHUN Y
B3POCJ/IbIX, KOTOPbIM MPOTUBOMOKA3aHa CNJIEH3KTOMMS), TOJIbKO KOr4a COCTOAHME
ABNAETCH pedpaKTEPHbLIM K CTaHOAAPTHOW aKTUBHOW Tepanuu v OONOJHUTENbHOW
Tepanuu, nnu 3aboneBaHne ABASETCA TAXKEbIM N CONPOBOXAAETCA BbICOKUM PUCKOM
KpoBOTEeYEeHMS, 4To TpebyeT YacTbiX KYpCOB AOMOJIHNTENLHON Tepanun.

NICE: National Institute of Clinical Excellence

FDA: Food and Drug Administration

Kak neuuntb xpoHuyeckyio UTMN y peten*'**

e Y 60/1bLUMHCTBA AeTen ¢ xpoHuyeckom NTIM oHa npoTekaeT 6€CcCMMNTOMHO, 3a
NcKatoYeHmnem obpasoBaHUs CUHSAKOB.

e Y 60nbLLUMHCTBA AeTen ¢ xpoHunyeckon AT nponcxoamnT CNOHTAHHOE yay4dLlleHne nam
pemMuccus, C BMeLlaTenbCcTBOM Uan 6e3 Hero.

KoMy npoBoauTb nevyeHune?® '+

YacTble KpoBOoTe4eHusA, 0cobeHHO MeHopparus

TA>XKenble KPpOBOTEYEHUSA

ConyTcTBYlowWMe 3aboneBaHusn

OTCcyTCTBME OTBEeTa UM HENEePEeHOCMMOCTb Tepanum NepBon JINHUMU

Ka4yecCcTBO >XXU3HMU

e JleTaprus
e HapylueHue aKTUBHOCTU
Kak neunTtb?®'*?°

MonpoGoBaTb HabGnlOgEeHMe C NPUMEeHEeHUeM CTepouaoB Uau B/B Ig Npu NPoOpPbIBHbIX
KPOBOTEYeHUAX

e PaccMoTpeTb NPobHYy0 Tepanuio, eCiM OHa He NPUMEHSAck paHee

CnJIeH3KTOMMA A0JIXKHA BbINOJIHATBCA TOJILKO AJIA NaLUEeHTOB C Hey.u,aqeﬁ
TepaneBTU4YeCcKoro seyeHusa

HayanbHOe MeguMKaMeHTO3HOoe JieueHUue onpeaenseTcs

e MpeanoyTeHUs MU N OXKNAAHUAMN NaLNEHTA


https://prod.pro.novartis.com/therapeutical-areas/hematology/idiopaticheskaya-trombocitopenicheskaya-purpura

e OnbITOM Bpayva
e PVHAHCNPOBAHNEM/CTONMOCTbIO
e [OCTYMNHbLIMU KJIMHNYECKUMN NCCNELO0BaHNAMU

NMMmMyHHasa TpoMmbouutonenma (UTM) y neten: pesynbraThbl
nccneposaHua PETIT2

BBeneH"e12,21,28-41
B 15%-30% cny4yaeB ocTtpasa UTMN y neten nepexoaut B XpPOHUYECKYIO

e BepoATHO coXxpaHeHne TPoMboLNTONEHUN N PUCKA KPOBOTEYEHUN
e [IpogosKarwmecs orpaHnyeHns obpasa Xn3Hu

He cywiecTByeT cTaHAapTa Tepanum XxpoHudeckon UTN y peten

Ona MHOrnx HenpuemJjieMbl PUCKUN OTAOAJIEHHbIX nocnencTrBum p,OCTynHOﬁ B
HacTosdALlee BpeMAa Tepanum

AnTpoMmbonar

e [lepopabHbIn, HENENTUAHbIN aroHUCT TPO-R

e YBenn4meaeT BbipaboTKy TPOMOOUMTOB 3a CHET CTUMYNAUUN ANPPEPEHLNPOBKN 1
nposvdepaymum MerakapmoumnTos

e 3aperncTpupoBaH aasa nevyeHns TpoMbounToneHnn y B3poCsbiX C XpoHnyeckon UTM

B uccneposaHum PETIT Il chasbl Ob11M nonyyeHbl npeaBapuTesibHble AaHHble
6e3onacHocTM n 3pPeKTUBHOCTM anTpoMObonara npu xpouuyeckon UTN y peten

PETIT2 - uccneposanue lll ¢pasbl ¢ uensio noareep>xaeHus 3 PeKTUBHOCTH,

0e30nacHOCTM U NepeHOCMMOCTHM anTpoMbonara npu xpoHuyeckon UTN y perten.

PETIT: Dntpombonar y neten c TpomboumtoneHunen Ha oHe UTI (Eltrombopag in
PEdiatric patients with Thrombocytopenia from ITP)

Ou3anH uccneposanusa PETIT2*

Image



Yactb 1 Yactb 2 NMocnenyuiee
13 Hegenb 24 Hepgenu Haﬁnmp,EHue
[1BoiiHOE crenoe OTKPBITOE

PaHpomusauusa 2:1
C cTpaTudukaumnen
Mo BO3pacTHbIM rpynnam

Sntpombonar +

CtaHgapt Tepanuu

OnTtpombonar + 1, 2, 3, 4 Hegenu
CrtaHgapt Tepanuu W 24 Hegenu
Mnauebo +
CTtaHgapT Tepanuu I

Pacprlme Koga Tepannuun

[Jonyckasnocb NpoAoJIKEeHME paHee HadaTom Tepanum no nosony WTI, a Takxe
npuMeHeHne OOMOJIHNTENbHON Tepanun

OT60p nauuneHtos*'
Kputepuu yyactus:

e Bo3pact oT 1 oo <18 net

Yucno TpombounTtos <30 x10°/n B oeHb 1

MoaTBep>XXOEHHLIN AMArHo3 xpoHuveckon UTI B TeyeHMe No KpanHen mepe 12
MecsueB

PehpakTepHoe Te4yeHne nam peunamns rnocae no KpamHem mepe 1 nMHUK Tepanmu
PaHee He nosiydanm aroHucTtos TPO-R

Cybnonynsauuu:

e Cybnonynsauwnsa 1: 12-17 net
e Cybnonynsauunsa 2: 6-11 net
e Cybnonynsaumsa 3: 1-5 net

MNepBuyYHan KOHe4YHas Touyka’"*!

PETIT:

e OTBeT: 1015 NaUMEHTOB, OCTUMLLMX YMcsa TpombouuTos =50 x10°/n no KkpauHemn
Mmepe 1 pas mexnay Hegenamm 1 n 6 B OTCYTCTBUU AONOJHUTENbHOW Tepanuu.

PETIT2:

e NMaumneHTbl ¢ 0TBeTOB: [l0NA NaLNEHTOB, AOCTUTLLNX YUcaa TpoMboumTos =50 x10°/n
(6be3 ponoNHNTENbLHOW Tepanun) B TeHeHUue No KpanHen mepe 6 us 8 Hepenb
Mexnay Hegensamm 5 n 12 B BOMHOM CNenom rnepuoae.



Image

PETIT
=50 x10%n no kpaiHen
Mepe 1 pas

Hepgenu 1 2 3 4 5 6 ¥ 8 9 10 11 12

PETIT2
=250 x10°/n no KpanHen mepe
B Te4eHWe 6 Hegenb

BTOpuUYHble KOHEYHOU TOYKKn>'

e be3onacHoOCTb N NepeHoCNMOCTb

OTBeT: [loN18 NauMeHToB, 4OCTUrWNX Ynucna TpombounTos =50 x10°/1 no KpanHen
Mmepe 1 pa3 mMexay HegensMm 1 n 6 B OTCYTCTBMU AOMNOJIHUTENIbHOW Tepanuu
OTBeT B N1t060OM MOMEHT B TeyeHue 6 nnm 12 Hepenb

MoTpebHOCTb B AOMNONHUTENBHOW TEpannn

YacToTa KpoBoTeYeHuUi no knaccngpukaymm BO3

MakcuMasibHbIN Neproa NnoaaepxaHus Ynucia TpoméounTos =50 x10°/n

McxopHble XapaKTepPUCTUKN: ABOWHOE crnenoe
uccneposaHue, Bce cyononynauun®

BospacT, net 9,4 9,8

My>xckon non, % (n) 52% (15) 52% (33)
Macca Tena, Kr 42.7 (33.2-52.3) 41 (35.5-46.4)
TpomboumnTsl <15 x10°/n, % (n) 66% (19) 60% (38)
MenanaHa BpeMeHM C MOCTaHOBKM AMarHo3sa

TN (mecsaues) 53 (40.3) 41 (34.1)




Tepanua UTM B Havane uccnegosanus, % (n) 3.4% (1) 21% (13)
Tepanusa UTIM B aHamHe3e, % (n) 97% (28) 95% (60)
Putykcnmab, % (n) 21% (6) 14% (9)
CnneHakTomMus, % (n) 0% (0) 6% (4)

Paca: BoCTO4YHOa3MaTCKOe MPOUCXOXAeHNe?,;
EeponeounpgHas paca®, % (n)

34% (10); 66% (19)

32% (20); 68% (43)

® BocTO4YHO-a3mnaTcKoe nponcxoxageHne = rnMnauneHTbl ANOHCKOIro, BOCTO4YHOA3NaTCKOIro njin

Or0-BOCTOYHOA3MATCKOro NpoucxoxaeHns® EBporeonHas paca = naumeHTbl apabckoro
NPONCXoXAeHns nnm n3 CesepHon AQpuKmM, NaLneHTbl eBponeonaHOM pachl

NepBUYHas KOHe4YHas ToyKa>'

e MNMaumneHTbl ¢ 0TBETOB: [loN1A NaLNEHTOB, JOCTUTLLUX YUCaa TpoMboumTos =50 x10°/n

(6e3 ponosHNTEeNbHOM Tepanun) B Te4eHue no KpanHen mepe 6 us 8 Hepenb
Mexay Hepenamu 5 n 12 B 4BOMHOM CJienoM nepuose.

donsa naumeHToB C oTBETOM, % (Nn)

3% (1)

40% (25)

OTHowWweHMe WwaHcoB, 95% [loBepuTenbHbIN
NHTepBan (anTpombonar no cpaBHEHUIO C
nnauebo)

18.0 (2.3, 140.9)

P-3Ha4eHune® (3nTpombonar no cpaBHEHMIO C
nnauebo)

0.0004

* O3HaYaeT 3HAYMMOCTb Ha ABYCTOPOHHEM YpOBHE B 5%

MNepBUYHBLIK OTBET B 3aBUCUMOCTH OT cybnonynauun’




Tepanusa

MauneHTbl c oTBETOM, %
(n)

10% (1) 39% (9) 0% (0) 42% (11) 0% (0) 36% (5)

95% O

0%, 45% 20%, 61% NA 23%, 63% NA 13%, 65%

IOWN = poseputenbHbin MHTepBas; NA = HET AOCTYMNHbIX AaHHbIX.

MepuaHa Yyucna TpomMboumtoB B o, BOMHOM cnenoun cdase
uccneposaHusa’’
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MeawaHa 4Yncna TpomMboumToB
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0 :
Havano
uccneaoBaHus

antpombonar (n). 62
[Mnayebo (n): 29

1 2 3 4 5 6 7 8 9 10 1 12 13
Hepenu uccneaoBaHus

63 63 63 62 62 61 63 63 61 62 61 61 60
29 29 28 29 27 28 28 28 27 28 28 28 28

MepunaHa Ynucna TpoMboLUTOB B OTKpLITON hase
nccnepoBaHusa’

Image
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14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34 35 36 37
Hegenu nccnegoBaHus
Sntpombonar (n): 87 86 86 68 62 55 52 53 45 42 40 63 30 38 43 47 368 34 44 39 41 34 36 79

MeaunaHa Yucna TpomMoG6oLUTOB
(x109/n)

MeauaHa (AManasoH) BpeMeHU A0 OTBeTa B
3aBMCUMOCTHM OT cybnonynauun?
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MeauaHa (Auanas3oH) Yncna gHen Ao oTeeTa

BTOp""IHble KOHE@e4YHbleé TOYKMU: ﬂ,BOﬁHaﬂ cnenan
¢a3a21,40



(:;22;: JJ/oro(6nc;e BpemM4 3a 6 17% (5) 62% (39)
SGTEE;: )‘:/:O(Gn(;e Bpems 3a 12 21% (6) 75% (47)
MauneHThbl, HY>XAatoLmecs 24% (7) 19% (12)
noonosHuTenbHOM Tepanun, % (n)

Ha4dano uccnepoBsaHus
CteneHu 1-4 (nwoboe 69% (20) 71% (45)
KpoBoTeyeHue), % (n)

Hepensa 12
CteneHun 1-4 (nwoboe 55% (16) 37% (23)
KpoBoTeyeHue), % (n)

Knaccugumkaums kposoTeyeHuin BO3: cteneHb 0 = KpoBOTEYEHNE OTCYTCTBYET; CTENeHb
1 = neTexuun; cTeneHb 2 = Jlerkas NnoTeps KPoBu; cTeneHb 3 = Bbipa)KeHHas noTeps
KPOBU; cTeneHb 4 = MHBAIMAN3NPYIOLLAA MOTEPS KPOBMW.

BTOpu4YHble KOHEeYHble TOYKU B OTKpPbITON (pa3e
nccneposaHua’"*°

OTBeT B ntoboe Bpems B TedeHne 24 Hepenb, %

(n)

81% (70)

OTBeT npn =75% OLEHOK B Te4yeHne

0,
nocsiegHNx 12 Hepenb OTKPbITON hasbl, % (N) 44% (38)




MauneHTbl, Hy>KAatoWwmnecs B 4ONOJHNUTENbHON
Tepanuu, % (n)

13% (11)

CHM>XXeHne NN oTMEeHa CoMnMyTCTBYOLLEN

(o)
Tepanuu no nosogy UTM, % (n/N) 53% (8/15)

CteneHn 1-4 (noboe kposoTedeHue), % (n) 24% (19)

Knaccudumkaumsa kposoteveHuii BO3: cteneHb 0 = KpoBOTEYEHME OTCYTCTBYET; CTENEeHb
1 = neTexuun; cteneHb 2 = Jierkas NOTepsi KPOBU; cTeneHb 3 = Bbipa)keHHas rnoTeps
KPOBU; cTeneHb 4 = NHBaINAN3NPYOLLas NoTeps KPOBW.

HeXxenaTtenbHble aBneHnsa (Nno KkpanHen mepe 5%
nauueHTos)*

e B uccneposaHum PETIT2 He coobuianocb o TpoMboamMbonnyeckmnx cobbiTUaX nnm
reMaTosIorn4eCcKmnX 3/10Ka4eCTBEHHbIX OMYXO0J1sX.

HazodapuHrunt 7% (2) 17% (11)
PuHuT 7% (2) 16% (10)
HocoBoe KpoBoTe4yeHue 21% (6) 13% (8)
Kawenb 0% (0) 11% (7)
NHgpeKunsa BepxXHUX AblXaTesibHbIX NyTen 3% (1) 11% (7)




Bonb B XuBoTE 0% (0) 10% (6)
FonosHas 60sb 10% (3) 10% (6)
2(?:;#::23v?llfgf;:ch)epa%l 0% (0) 6% (4)
MoBblWeHWe TeMnepaTypbl Tena 6% (4) 6% (4)

Cepbé3Hble HeXXesnaTesibHble ABJIeHna”"

Bce cobbiTusn 14% (4) 8% (5)
MHrMBUT 0% (0) 2% (1)
Fpunn 0% (0) 2% (1)
AcenTnyecKnum MEHUHIrnT 0% (0) 2% (1)
NMHeBMOHUSA 0% (0) 2% (1)
MpnbkoBas NHEBMOHUS 0% (0) 2% (1)




OTKJIOHEHUNE YPOBHS

anaHMHaMuHoTpaHcgepasbl 0% (0) 2% (1)°
ggﬁ:g::ramnfmi%iigicmepa3b| 0% (0) 2% (1)°
HocoBoe KpoBoTevyeHue 3% (1) 0% (0)
MNeTexun 3% (1) 0% (0)
KpoBoTe4deHune 3% (1) 0% (0)
FMnepTeH3nBHbLIN KpU3 3% (1) 0% (0)

° PacLIEHEHO KaK CBSI3aHHOE C UccaeayembiM NpenapaToMm.

OOwmunm 0630p HeXXenaTesibHbIX ABJIEHUN Y BCeX
21,40

nauueHToB

He)xenaTtenbHble

asneHusa (CH4), % (n)

o, 0, o
asnenns (H9), % (n) 72% (21) 81% (51) 79% (69)
CepbésHble




HA, cBAA3aHHbIE €
nccnenyemblm 10% (3) 19% (12) 20% (17)
npenapaTtoM, % (n)

HA, npuBeawune K

BblObIBaHMIO, % (N) 3% (1) 5% (3) 3% (3)

HA ctenenun 3 nan 4,

% (m) 10% (3) 13% (8) 9% (8)

e [loBbILLEHNE YPOBHSA acnapTaTaMUHOTPaHCcdepasbl/ aNaHMHaAaMUHOTPaHCcdepasbl 6b110
Hanbonee 4acTbiM cObbITUEM, MPUBOAALLNM K OTMEHE UccaegyemMoro npenapaTa

3aknwouenune’*°

B nccneposanuu PETIT2 pocTurHyta nepBMyHas KOHe4YHasi ToYKa 3 (PeKTUBHOCTHU

* Y 40% naumeHToB 6b1JI0 4OCTUIHYTO Yncsio TpomboumTos =50 x10°/n 6e3
NPUMEeHeHNs O0MNOJIHNTESIbHOW Tepanun B Te4eHue rno KpanHenm mepe 6 u3 8 Hepesb
Mexnay Hefensamm 5 n 12 aoBonHon cnenon gasbl

e Y 44% 6bln AOCTUIHYT OTBET MO KpanHen mepe npu 75% oueHoK 3a nocnegHmne 12
Hefeslb OTKPbITON (ha3bl

KnuHuyeckuu oteet

e CHMXXeHune KposoTeyeHUn ¢ 71% B Havane nccnenosaHna 0o 37% Ha Hepene 12 n go
24% Ha Hepene 24

e CHMXXEeHMe NpuMeHeHnsa NCXoaHbix npenapatos no nosoany UTM y 52% peten

e CHM>XEeHNe NpUMeHeHnNa 4oNoJIHUTEeNbHOW Tepanun ¢ 19% B Ha4ane nccnefoBaHus
0o 13% B oTKpbITON hase

Be3onacHOCTb corjacyeTcs C U3BeCTHbIM npocdunem anTtpombonara

e He Habnwoganocb Tpomboambonmnyeckmnx cobbiTum
e OTMeYasioCb NOBbILWEHNE YPOBHA TPaHCaAMUHa3
e O4eHb Mano cny4vaes BblbbiBaHMSA MO NpuynHe HA

CnuMcokK nuTepaTypbl
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