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B cBsI3K ¢ BO3BMOKHBIM HOBLIINCHHCM PHCKA PEllH/IMBOB TPOMOOTHYECKHX OCJIOKHEHHIl Y
HALHEHTOB ¢ AHTH(OCPOIUNHAHLIM CHHAPOMOM He PEKOMEHAYeTCsi MpHMeHeHHe
IpPenapaToB I'PYNNbI HPAMBIX ItepopaiibHbIX anTukoaryasinton (IITIOAK)

YBaxkaeMblii CrielHaJIMCT 3/IpaBOOXPAHEHH S,

e Komnauus lldaizep 1o mopyucHuro LBpONEHCKOI0 MEAMIIMHCKOIO areHTCTBA WU
HayuHoro 1ieHTpa 3KcrepTusbl JIEKapcTB U MEJIMIIMHCKUX TEXHOJAOTHH UM. aKaJieMuKa ).
I'abpuensinan AO3T xoresa Ol npounipopmuposarts Bac o ciienyroiem:

e VY NanHMeHTOB ¢ IHATHOCTHPOBAHHbLIM aHTH)ochoMNHAHBIM cHH/IpOMOM (ADC) u
TpomMb0o3aMH B aHaMHe3e IIPUMCHEHHe DpHBapokcadaHa ObLI0 CBSI3aHO ¢
[OBBIIEHHEM pPHCKAa pelHIMBa TPOMOOTHYECKHX COOBITHH MO CpPaBHEHHUIO C
Bapdapunom. [lojodHoe yBesMUeHHe PpHCKA TPOMOOTHYECKHX COOBITHIH 110

CPABHEHHMIO € AHTArOHHCTAaMHM BHTaMHHa K BO3MOXHO CBOICTBEHHO H /JpyIrum
[MMOAK.

e [HIOAK ne pexomennyiores nampuenram ¢ AQC, 0cobeHHO NAlIHEHTaM ¢ BBICOKHM
puckoM (P HAJIMYMH  MOJOKHMTCJIBLHBIX  Pe3yJjbTaToB  BceX  Tpex
anTugochoIMNUAHBIX TECTOB HA BbIfIBJICHHE BOJYAHOYHOI0 AHTHKOATYJISIHTA,
AHTHUKAP/IHOJMIIMHOBBIX AHTHTE/ H aHTUTEI K Dera 2 rumkonporeuny ).

e [lepecmorpure Jievenne y nanueHtToB ¢ A®C, nosyyaomux B HACTOsIIIlee BpeMsi
IMMOAK s upoduisakTukd TpomM60IMO0/IHYECKHUX OC/I0KHEHHI, 0COOEHHO NMpPH
HAJIMYHH BBICOKOI'0 PHCKA, U, IPH HEOOXOAUMOCTH, MePeBeINTE ITHX NALIHEHTOB HA
IIpMeM aHTaroHucra BuTamuna K.
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Obuwiaa ungpopmayun o npobieme 6ezonacnocmu

YpoBeHb JI0Ka3aTe/IbHOCTH [OBBIICHHS PHCKA PCLWAWBA  TPOMOOTHYCCKUX COOBITHH Y
MalkdeHTOB ¢ AMAarHoCTHpoBaHHbIM ADC pazinyaercst cpe/ii MMEIOLIUXCS B 1IPOJIAXE TPAMbIX
nepopaibibix anTukoaryisuroB (LHIIIOAK). B nacrosiiiee BpeMsi HET JIOCTATOYHbBIX JIAHHBIX O
TOM, 4ro Kakoi-imbo [IIIOAK oOecrnieunBaer JIOCTaTOYHYIO 3alllATY Y MALMECHTOB C
nojarsepxkcHubiM - A®C,  0cobeHHO y  NAIMCHTOB ¢ BBICOKMM  PHUCKOM  Pa3BHTHS
TpomMOOIMOOIMUeckux ociloxkHenuit. Mcnosbzoanuwe [IIIOAK 'y o5mux  nauumenrtos  ne
peKoMeH1yeTcsl.

Pupapokcaban: B nccienoBaHny, MHUIIHMPOBAHHOM HCCIIEIOBATEIEM, 110 PAHJIOMHU3HPOBAHHOMY
OTKPLITOMY MHOrouentposom ju3ainy (TRAPS, —www.clinicaltrials.cov  #NCT02157272;
Blood. 2018 Sep 27; 132 (13): 1365-1371) puBapokcaban cpaBHUBaiM ¢ Bap(apHHOM Y
narMenToB ¢ auarnoctuposaiiibiM A®C u TpoMOO30M B aHAMHE3C UM € BBICOKHM DPHCKOM
TPOMOOOMOOIHUECKHUX  OCIIOKHEHHH  (YCTOHUMBO HOJOXKHTENBHBIM  pe3yibrat BceX Tpex
antndochomunuanbx TectoB). HMeenenoBanue 6bUI10 IPEKPAIIEHO JIOCPOUHO M0CTIE BKIIOUEHHS
120 nanMeHToB M3-3a MOBBIICHHS PUCKA TPOMOOIMOOIIMUCCKUX OCJIOKHEHHHM Y MAIMEHTOB B
rpymnie puapokcabatna. TpombosImMOonnueckue ocnoxkHeHus Obl oTMeUeHbl y 12% nanuenTos,
PaHJIOMH3HPOBAHHBIX JUIS TIOJy4YeHUs puBapokcadana (4 ciydas MIIEMHYECKOIO MHCYIIbTAa U 3
cityqas MHdapkTa Muokap/ia). Y nauueHToR, ojiy4asiinx saphapuH, He Obl10 3aperucTPUPOBAHO
TPOMO0IMOOIMUCCKUX OCIIOKHCHUHA. MaccHBHOE KPOBOTEUYECHHUE 1IPON301ILIO Y 4 nauueHTos (7%)
B PYNIC NAUMCHTOR, IPHHUMABLINX pUBapokcaban v 'y 2 nannentos (3%) B rpyrne Bapdapuna.

Jlannbie juis anukcabana W Jipyrux npenaparos rpynnel [HHIOAK y naumentos ¢ A®C
OrPaHUYEHbI H3-3a OTCYTCTBHUS 3aBEPIIEHHBIX KJIMHUYECKUX Hcciie/loBaHuil. B Hacrosiiee Bpems
IIPOJI0JDKACTCSI HCCIIC/IOBAHKE, MHHIIMUpoBanioe uceneaonarelieM ASTRO-APS - anukcaban juis
BTOPHYHOH MPOPUIAKTUKH TPoMOO3a y MalMEHTOB ¢ aHTHPOCHOIHUIIHIHBIM CHHIAPOMOM. Ero
pe3yabTarhl HOKA HC JIOCTYIHBI.

Hononnumensnan ungpopmayun

3aperucTpMpoBaHHbIC OKa3aHus s puMeHeHus y B3pocibix [ITTOAK Bkitoualor nedenue n
NpoQUIAKTHKY pely/iuBa BeHo3Hoi Tpomborymboaun (BTD) u npodunaktuky WHCyJIbTa W
CHCTEMHOHW SMOOJIMM Yy HAllMCHTOB ¢ HCKJIaNaHHOW  (GuOpwiuisimedt  npejacepjmii ¢
JIONONHUTENbHBIMU  (pakTOpaMu pucka, npopunakruky BTD nocie oujornporesupopanus
Ta300€/IpCHHONO WIH KOJICHHOI'O CYCTaBa.

[Inanupyercst BHeceHne uHpoOpMallMM O IIpUMEHEHMH anukcabaHa y naiuenrtos ¢ AQC B
WHcTpykumio 1o npuMeHeH 1o,

Ilpock6a 0 co00MEHHH HEKEJIATCIABHBIX PeaKIHUii

MeanurHckux pabOTHUKOB NPOCAT coolllarh O JIHOOBIX MPEANOoNaracMbiX HeXelaTenbHbIX
peakuusax B OOO llgaiizep, Ten: +74952875000.
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Cospaeas BMECTE 340POBbIN MUP red.: +7 495 2875000

arc: +7 495 2875300

Mosxere Takxe BbiciaTh MHGopmauuio B Otien Oe3onacHocTd «HaydHoro nenTpa sKCcnepTusbl
JIEKapCTB ¥ MCJIMIIMHCKHUX TEXHOJIOTHUH UMEHH akajieMuka dmuisi 1 abpuensinay 10 ciie/yromemy
aapecy; up. Komnraca 49/4, Epesan 0051, PA, Ten: +37410231682 (BayTp. 123), ropsyas juHus
+37410200505; »i. Anpec vigilance@pharm.am unu Be6 caift -www.pharm.am

Koumakmmnoe nuyo komnanuu
Leim y Bac ecrb Kakue-iiOO BONPOCHI MIIM BaM  HYXHA JOHOJHUTCIbHAS MHPOpMAILHS,

NOXaJIyHCTa, CBKUTCCH CO Ci1yxO0oH Meaunntickoi nudopMatinu teit: +74952875000.

Ilpeocmagumensy kKomnanuu

Aﬁ/d 7Yy 4

L

TaTbAHa ﬂpoxoéosa, K.M.H.

YN® EASC/YkpauHa, PykosoauTens PernoHanbHoro Knacrepa no ¢papmakoHaasopy.
000 Ndaizep UiHHOBaLMK, Poccua, 123112, Mocksa, NpecHeHckan Hab. 10

bU, «bawHa Ha HabepekHoWn» (Bnok C)

Ten (oduc): + 7 (495) 287-53-43 (npamoit)

Ten (mob6, 24/7): +7 (985) 222-61-45; dax: 8 800 100 6305

E-mail: Tatyana.Prokhorova@pfizer.com
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