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NMPAKO CBHOBLWEHWUE A0 MEAULIMHCKUTE CNELIMATTUCTY (NCMC)

COVID-19 Vaccine Janssen: Prick ot NMyHHa TPOMEOLMTONEHMS (|mmune thrombocytopenia, [TP) 1 BeHo3Ha TpomboemGonus
{(venous thromboembollsm, VTE)

W To3v nekapcTBEH NPO/YKT NOANEXM Ha A0NMbIHUTENHO Habnopetve. Toga Le No3soN Gbp30To YCTaHOBSIBAHE Ha HOBA UH(MOpMaLWA
OTHOCHO 6esonacHocTTa. OT MeauUUHCKUTE cneuuanw’cm Cce U3ncKBa aa CbOﬁLIJ,aBaT BCSIKa Nojo3unpaHa HeXxenaHa peakuus.

YBaxaemu MeULIMHCKM CNeLuanucTy,

Janssen-Cilag International NV, cernacysato ¢ Eponeiickara areHuus no nekapcrsara (EMA) 1 U3nbnHuTenHara areHuus no nexapcreara
(AJ), Guxa uckanu Aa By yBeOMAT 3a criegHoTo:

Peziome:
WmyHHa TpombouuToneHus (ITP):
. Cnyuau Ha ITP, HAKOM ¢ MHOFO HUCKY HMBA Ha TPOMGOLMTH (<20 000 Ha pl), ce cLOBIABAT MHOTO PAAKO, OGUKHOBEHO B

paMKvTe Ha MLPBUTE YeTUPM CeAMMLM cred nony4asaHe Ha COVID-19 Vaccine Janssen. ToBa Bknio4Ba Cry4an Ha KbpBeHe W cnyyau
C neTaneH u3xop. HAKomn oT Tean cnyuan HaCTLNBAT NPy NULA ¢ aHamHesa 3a ITP.

. AKo AapeHo nuLe uMa aHamue3a 3a ITP, npeau BakcuHauusATa TpaGBa Aa ce UMaT NPeABUA PUCKOBETE OT Pa3BUTHE Ha HUCKM
HMBa Ha TPOMBOLMTHTE, KaTO Ce NpenopbYBa NpocheaaBaHe Ha TPOMGOLUMTUTE Cnej BakCHHaLMATa.

. Xopata TpsGBa Aa BHUMaRAT 32 NpU3HaLy n cumnTomu Ha ITP, KaTo Hanp. CNOHTaHHO KbpBeHe, HaCHHABaHe UM neTexuu.

. Nuuata ¢ AMarHocTULMpaHa TPOMGOLMTONEHNS B PaMKuTe Ha 3 ceAMuUM cnes BakcuHaums ¢ COVID-19 Vaccine Janssen

TpA6Ba aKTMBHO Aa Ce M3CTieABaT 3a NPU3HaLy Ha TPOMO03a, 33 Aa Ce OLIEHU eBeHTYaneH CUHAPOM Ha TpomB03a ¢ TpoMOOLUTONEHUS!
(thrombosis W|th thrombocytopema syndrome, TTS), KOMTO Hanara cneuuanmsupauo KNUHUYHO neyeHue.
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BeHosHa TpomBoemGonus (VT E):

. BeHosHa TpomGoemBonua ce Habnloaaea paako cnea BakcuHaumsi ¢ COVID-19 Vaccine Janssen.
. PuckuT oT VTE TpsbBa Aa ce nMa npeABua Npy NLa ¢ NOBUIUEHM PUCKOBH hakTopu 3a TpomBoembonusi.
) MeANLMHCKUTE CReLManicTi TpAGBa 4a BHUMABaT 3a NpU3HaLUTe M cumnTomuTe Ha VTE. BakcuHupanuTe nuua Tpsabea aa ce

MHCTPYKTUPAT Aa TLPCAT He3abaBHa MeANLMHCKA NOMOLL, ako cfief BaKCUHALMA NonyyaT CUMNTOMM KaTo Hamp. HeAOCTUT Ha Bb3AYX,
Gonka B rbpauTe, 6onka B Kpaxa, NOAYBaHe Ha Kpak UNM NepcucTpalLa kopemHa Gonka.

. Jlnuata ¢ KNUHUYHA KapTMHA Ha TpomMGO3a B pamMKkuTe Ha 3 ceaMMUM Chej BakCUHAUMATA TpaGBa [Aa ce oLlerABaT 3a
TPOMGOLMTONEHNA 32 EBEHTYaNHO AMArHOCTULMPaHe Ha CMHAPOM Ha TPOMGO3a ¢ TpoMGoLMTONEHNs (TTS), koiTo Hanara
cneuuanu3npaHo KIMHNYHO NeueHue. '

OcHoBaHue Ha CboDpaxeHneTo 3a 6e3onacHoCT:

COVID-19 Vaccine Janssen MHXEKUMOHHA CYCTIeHauss € Nokasaa 3a akTUBHa UMyHu3aLms 3a npeserums Ha COVID-19, npuumHeH ot SARS-
CoV-2, npu nuua Ha Bb3pacT 18 unu noseye-roanHu.

WmyHHa Tp0M6ouuToneHm| (ITP)

Bbpeky Ye B KNMHWYHUTE W3NUTBaHWS He € HaBnioaasaH aucbanaxc no oTHoLIeHWe Ha TpomBoLuToneHUsTa, Npyu Npernea Ha
MOCTMapKETUHTOBUTE Cly4am ce yCTaHoBsBS, Ye ITP e Hexenana nexapcTeeHa peakuus cnep BakCuHaums ¢ COVID 19 Vaccine Janssen.



AHanu3 Ha OCHOBHMTE Cry4aiu W nuTepaTypaTa Nokasea, Ye Nuua ¢ aHamHesa 3a |TP Moxe fa ca ManoxeHu Ha NOBUILEH PUCK OT HamansiBaHe
Ha TpomboLmTMTe U cumniTomaTiuHa ITP cneg BakcuHaums ¢ Covid-19 Vaccine Janssen. Ako Hakoi uma aHamHesa 3a ITP, npeau
BaKcMHauwsATa TpAbBa Aa ce UMaT NpeaBUA PUCKOBETE OT NOMy|aBaHe Ha HUCKK HUBA Ha TPOMBOLMTUTE, KaTo ce npenopbqsa npocreassaxe
Ha TpombouuTMTE Cred BakcvHaLuATa. )
MepuumuHCKUTE crieLpmanucTy TpabBa aa BHUMABAT 3a NPU3HALKTE M CUMRTOMUTE Ha TpomBouuToneHus. BakcuHupatuTe nnua Tpsibea aa ce
WHCTPYKTUPAT f1a ThPCAT He3abaBHa MeayLMHCKa NOMOLL, aKO CIEf, HAKOMKO AHM MONYYaT CrOHTaHHO KbpBEHe, HacuHsABaHe Ha KoxaTa
{(neTexun) U3BLH MACTOTO Ha BakCUHALMS. '

NMvyara ¢ anarHocTuLMpaHa TpoMBoLMTONEHUA B paMmkuTe Ha 3 ceamuuy cnep BakcuHauus ¢ COVID-19 Vaccine Janssen Tpsbea akTueHO ga
Ce u3cre/Bar 3a npusHauy Ha TpomMb03a 3a eBeHTYarnHO AuarHoCTUUMpaHe Ha CMHApOM Ha TpomBo3a ¢ TpomBouyTonenus (TTS), koilTo

Hanara cneLpuanuaypaHo KIMHUYHO NeYeHve.

BeHo3Ha TpomBoembonus (VTE)

BeHosHa TpomGoembonus ce Habniogasa psaxo cnes sakcuHaums ¢ COVID-19 Vaccine Janssen. Ta 1psibea ga ce uma npeasua npu nuua ¢
MOBMLLEH PUCK OT BEHO3Ha TpomBoembonus. ’
Mo Bpeme Ha ABOAHO-CNENMA Nepuos (MeavaHa Ha npocrneaseaHe 123 aHW) Ha NPOBEXAALLO Ce B MOMEHTa npoy4BaHe hasa 3 (COV3001)
BEHO3HU TpomBoembonuuHK crbuTUa ca Habnopasanm npu 26/21 894 (0,1%) ot nuuara, nonyuunu COVID-19 Vaccine Janssen, u npu

9/21 882 (0,04%) ot nuyaTa, nonyuunu nnaue6o. OT Tax BeHO3HM TPOMBOEMOONMYHYN CLBUTUA ca HabnioaaBaHU B paMKuTe Ha 28 AHK Npy

8 pyw, nonydunm COVID-19 Vaccine Janssen, 1 npu 4 aywm, nonyuunu nnaue6o. Habniogaeanu ca npeaumHo abnboka BeHoaHa TpomGo3a U
Benoapobha emGonua (21 aywwm, nonyuunu COVID-19 Vaccine Janssen, u 8 ayww, nonyuuny nnauebo no Bpeme Ha Lsnara ABoiHo-cnsina
thaza). MoeeueTo cubuTus ce chobluasat Npy NKULA € Hal--ManKo eAuH Npeapasnonarall puckos thakTop 3a BeHo3Ha TpomBoemBonys.

“B Apyro nposexxpallio ce B MOMeHTa npoy4saHe (hasa 3 (COV3009, 15708 nuua, nony4unu BakcuHarta, ¥ 157592 niua, nonyanni nnaue6o) -
He ce HabnlofjaBa NoBMUILEHWE Ha BEHO3HUTE TpomBoemBonuuHy cubutus npu nuua, nonyuunu COVID-19 Vaccine Janssen (MeauaHa Ha

BPEMETO Ha npocrepaseaHe 70 gn).

MenuumHckuTe cneywanvcTyt Tpabea Aa BHUMABAT 3a NPM3HaLMTE u cumnTomuTe Ha VTE. BakcunupaHuTe nuua TpsbBa fia ce MHCTPYKTUpAT

fa TbpcAT HesabaBHa MEANLIMHCKA TIOMOLLL, aKo Cnef, BaKCUHALMATA NONy4aT CUMMTOMM KaTo Hanp. HeAOCTUT Ha Bb3ayX, 60nka B mbpauTe,

Gorka B kpaka, NofyBaHe Ha Kpak Unv NepeucTUpallia kopeMHa Borka. Jluara ¢ KnuHWYHa kapTuHa Ha TpoMBo3a B pamkuTe Ha 3 cepmuLn

crne/l BakcuHauusTa TpsabBa Aa ce oLeHsBAT-3a TPOMOOLIMTONEHWS 33 EBEHTYAINHO AMArHOCTULIMpaHe Ha CUHOPOM Ha TpomBosa ¢

TpomboumToneHus (TTS), KOWTO Hanara cNeLManuaMpaHo KIMHWYHO NeveHue.

Mpu3uB 3a cLobLjaBaHe Ha HeXeNaHU NEKapCTBEHU peakuuu

CrobiLaBaHeTo Ha NOA03MPaHK HEXENaHN peaKLym Cried paspeluaBaHe 3a yriotpea Ha NnexkapcTBeH NPoAYKT e BaxHo. Tosa no3eonsea Aa
NPOALMKKM HABNIAEHWETO HA COTHOLLIEHMETO NON3a/PUCK 3a NEKApCTREHUA NPOAYKT. OT MEAMLIMHCKUTE CNELMAancTH Ce MWCKBa Ja
chobLaBaT BCsKa TOLO3NPaHa HEXEeNaHa peakLys 3a TO3M NekapcTBEH NPOLYKT Ypes HaUMOHanHaTa cuctema 3a choblasaHe B:
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Ako umare BbNpock Unu ce HyxpaeTe OT AONMbIHUTENHA I/IHCbOpMaLIMﬂ, MOnA CBLPXETEe Ce C NIULETO 32 KOHTAKT, NOCOYEHO no-rope. . -
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[-p BopsHa Wnuesa
~ MeauuwHcku ampexTop
IoHCbH & [xoHebH Bbrrapus EOOL




