Mpsko cbobuleHne A0 MeANLIMHCKUTE CNeLnasnncTm
13 anpun 2021r.

VAXZEVRIA/COVID-19 Vaccine AstraZeneca: Bpb3Ka MeXay
BaKCMHaTa M Bb3HUMKBaAHeTO Ha TpoM603M B KOM6GMHauua c
TpoMbouutToneHmsn

v To3mn nekapcTBEH NPOAYKT MOAJSIEXN HA AOMbIAHUTENHO HabntogeHne. ToBa e No3Boau 6'bp3OTO

yCTaHOBABaHE Ha HOBA VIHCbOpMaLJ,VIﬂ OTHOCHO 6e3onacHoctTta. OT MeaMUMHCKUTE cneumanuctn ce

M3NCKBa Aa cbobliasaT BCsKa noao3npaHa HeXeflaHa peaKkund.

YBaxaeMn MegnLUNHCKU CNeunanunucTu,

AcTpa3eHeka, cbriacyBaHo c EBponeinckata areHuuss no nekapcrtesata (EMA) u M3nbnHuTenHa

areHums no nekapcrteaTta (MAJ), buxa uckanun aa Bu yBegomaT 3a cnegHoTo.

Pe3romMme
e [MMpuuuHHO-CNleaCTBEHA Bpb3Ka MeXAy BaKCMHUpaHeTro Cc Vaxzevria um
Bb3HUKBaAHETO Ha TPoM603n B KOM6MHaUuAa ¢ TpOMGOLUUTONEHUA Ce cumTa
3a Bb3MOXXHa.

e Bbnpeku ye Te3u HeXeslaHM peakuMm ca MHOro peakuv, Te HapaBuwiaBaT
o4yakBaHaTa 4yecrtoTa B obuwiaTa nonynauus.

e He ca npentubmumpanm cneuncmiHmn puckosm (pakTopm Ha TO3M eTan.

¢ MeaumumHckuTe cneumanucTm Tpabesa ga 6bAaT C NOBULIEHO BHMMaHue 3a
nNpU3HauM U CMMNTOMM Ha TpoM6oeMmb6onna n/vnm TpoméounToneHus, KaTo
nHdopMupaTt CbOTBETHO U BaKCMHUPaHUTE imua.

e Ynotrpe6ata Ha Ta3u BakCMHa TpsibBa pa 6bAae B CbLOTBETCTBME C
ocdMuUMaNHMUTE HALUMOHAJTHN NPErnopbKMU.

OcHoBaHMe Ha cbobpa>keHmnero 3a 6e30nMacHoOCT
Vaxzevria e nokasaHa 3a aKTMBHa WMyHM3auums 3a npeseHums Ha COVID-19, npuymHeH oT

SARS-CoV-2, npu nmua Ha Bb3pacT 18 1 noBeye roauHu.

MHOro psagko cnep BakcuHauusa c Vaxzevria e HabniopaesaHa Tpomb6o3a B KoMbuHauus C
TPOMBOLMTOMEHUS, B HAKOM Ciy4vam CbMNpoBOAEHA C KbpBeHe. ToBa BKJOYBA TEXKW Cnydau,
M3sIBABALLUM Ce C BeHO3Ha Tpombo3a, BKIOUMTENHO C HeobuyanHa nokanmsauus, Kato uepebpanHa
BEHO3Ha CuHycoBa TpoMmb6o3a, Tpombo3a Ha cnnaHXHWKOBA BeHa, KakTo W apTepwanHa Tpomb6o3a,
CbMbTCTBaHa OT TpoMboumToneHns. NMoBeyeTo OT Te3n Cc/ydaun ca Bb3HWUKHaAW B paMKUTE Ha MbpBuUTe
yeTMpuUHageceT AHW cfej BaKCMHaumsaTa, npu xeHn noa 60-rogmwHa Bb3pacT. HaKom OT cnyyaute

nMaT neTaneH nsxoa.

CroblweHunTe gocera ciyyam ca Bb3HUKHaNW crief NpuUioXeHMeTo Ha Nbpea Ao3a Vaxzevria. OnuTbT

3a eKkcnosnuuna cnen BtTopa Ao3a € BCe oWle orpaHU4eH.



KomuteTpT 3a nekapctBeHa 6e3onacHoct kbM EBponeickata areHuuss no JiekapcreaTa
/PRAC/n3BbpLlIN MBAHO NpOy4YBaHe, BKIKUUTENHO M 06CTOEH npernes Ha EBponeiickaTa 6a3sa gaHHM
3a 6e3onacHOCT Ha nekapcTeBeHnTe npoayktn (EudraVigilance) n pernctpupaHuTte B Hest cnydaum Ha
TpoMb603n 1 TpomboumTOonNeHUa NMpwu nvua, NOAYYMIM BaKCuHaTa, KaTo € pasrnegaHa C MOBULLEHO
BHUMaHue nHdopmaumsaTa OTHOCHO NOS, Bb3pacT, pUckosu dakTtopu, amarHosa 3a COVID-19 (ako e

HaﬂVIHHa), BpeMeE Ha Bb3HUKBAHE, n3xoa u KiMHNM4YHa n3dBa.

I'IpquBaHeTo BKJIlO4YBa CbLWO nperneg Ha MegunumHckaTa JimTepaTtypa UM aHa/ln3 Ha HabntogaBaHu

cpely o4yakBaHu cnydaun, 6asmpaH Ha cbobuweHus B EudraVigilance.

CbrnacHo ekcneptHaTa OLEHKA Ce CuyMTa, 4Ye HapyleHue, noaobHO Ha aTUMMUHA XenapuH-
uHayumMpaHa TpombouuToneHus (aHIT), e Hail-BeposiTHaTa XxunoTe3a, nNpeaBud CXOAHUTE

XapaKTeEPUCTUKN Ha ABaTa CEPOJIOrMYHU npocbvma N KNNHNYHUTE NPOABU MNMPU 3aCErHaTUTE NaumnMeHTU.

Cunta ce 3a BEpOSATHO, Ye CMHAPOMbBLT, KOUTO Hanopobsea aHIT, 3acaAra CEpMO3HO aBTOAHTUTASIO
cpewy PF4, koeTo nposiBABa BMCOK CBbp3Baw, adwuHuTeT. CbrnacHo u3noxeHata XunoTesa,
AHTUTANOTO MOXe Aa MpPOMeHU CTpykTypaTta Ha PF4, nopobHo Ha HabniogaBaHoTo npu aHIT.
OTtbensasBa ce, 4e BMCOKUTE TUTPU Ha aHTU-PF4 aHTuTena ca HabnwaasaHu Npu BCUYKU NAUNEHTH,

ymnTo BMoMaTepman e aHanm3npaH, KOeTo AoMb/iBa XxMnoTesarTa.

JonbAHUTENHN Npoy4YBaHus We 6baaT MHULMMPAHM, 3@ Aa Ce YCTAaHOBU TOYHWUS NaTodU3NONOrNYEH
MeXaHW3bM, MO KOWTO Bb3HMKBAT T€3N TPOMOOTUYHM CLOUTKS, U a ce onpeaenun TouHaTa TeXeCT Ha

pucka.

JokaTto ce cvbupaTt gonbaHuTenHW aaHHu, PRAC npenopbyBa akTyanm3MpaHe Ha MNpoAyKToBaTa
nHdopmaumna Ha Vaxzevria, 3a fa ce oOTpas3u Hacroawarta uHdopmaumss OTHOCHO npobnema 3a
6e3onacHocT. EgHa oT Te3un akTyanusaummn e Touka 4.8 ot KpaTkata xapaktepucTuka Ha npoaykTa,
KOSATO Aa oTpa3u TpoMbouuTOneHus KaTo 4ecTa HexenaHa peakuus, 6asmpaHo Ha AaHHUTE OT
KJIMHWYHWUTE NPOYyYBaHUA, KaKTO U BKJIlOYBAHETO Ha TpoMbo3a B KOMbMHauusa ¢ TpombounToneHms ¢
MHOIO psiaKka 4yecToTa.

Mpu3sus 3a cbobulaBaHe Ha HeXXeslaHu JIeKapCTBE€HU peaKummn
CvobwaBaHeTo Ha MoAO3MpaHM HexenaHu peakuum cneqj paspewasaHe 3a ynotpeba Ha

NeKapCcTBeHMA NPOAYKT e BaXXHO. ToBa N03B0O/ABa Aa NPOABLIIXU HabnaEHNETO Ha CbOTHOLUEHNETO
I'IOI'IBa/pMCK 3a nekapcreeHnsa npoaykT. OT MeauuMHCKUTE cneunannucTu ce U3nckea Aa cbobliasaT
BCAKa noAo3npaHa HeEXeflaHa peaKunda 3a TO3KW NeKapCTBEH NPOAYKT 4pe3 HauuMoHa/lHa CMCTEMA 3a

cbobllaBaHe B:

U3nbnHuTenHa areHums no nekapcresarta (UAJ)

yn. AamsaH pyes N2 8
1303, rp. Codusa

Ten: +359 2 8903 417
dakc: +359 2 8903 434

e-mail: bda@bda.bg
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& www.bda.bg/®opmMynap 3a cbobliaBaHe Ha HEeXeNaHW IeKapCTBEHN peakunmn oT MeEAULNHCKU
crneumanmctu

MpeacraButen Ha MputexxaTens Ha paspelleHMeTo 3a ynorpeba:

AcTpa3eHeka bvnrapusa EOO/L

6yn. OparaH LlaHkoB N? 36

1057 rp. Codus

Ten.: +359 2 9060 798

dakc: + 3592971 11 24

OHnanH dopmynap 3a cboblwaBaHe Ha HexXenaHn peakuMu U 3anuTBaHUs 3@ MeaAWUMHCKa
nHpopmauusa: https://contactazmedical.astrazeneca.com

C yBa)keHwue,

ExunbT Ha AcTtpa3eHeka Bbbarapus



