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Ha Baumannero na /lupexropa na P3U

VYBaxaemu/a r-u/r-x0 {upexrop,

Or wumero Ha Janssen-Cilag International NV, benrus, nputexaren Ha
paspemenuero 3a ynorpeda ([TPY) na COVID-19 Vaccine Janssen, nmpeaocraBsme Ha
Bawero Baumanue [Ipsiko crobmenune 1o meaunuuckure cnemuanuctu (IICMC) orHocHO
MPOTHBOMNOKA3aHUE 332 MPUIOKEHHETO HAa BAKCHHATA MPU XOpa C aHAMHE3a 3a CUHJPOM Ha
HapylIeHa KarnuisipHa MPOMYCKIWBOCT U aKTyalu3upaHa HH(OpMaLus OTHOCHO TpomM0Oo03a
CbC CHHAPOM Ha TpomOoumrtoneHus. CboOuieHueTo € cwriacyBaHo ¢ EBponeiickara
arenuus no yekapcreara (EMA) u ¢ U3nenautennara arenuus no jgekapcrsara (MAJI) u
WMa 3a Uen Ja HHPOPMHPA MEJULMHCKHUTE CIEeLHAIMCTH 32 MHOTO PEJKH HEKeTaHH

PE€aKLru, 3a KOUTO C€ CUHUTA, 4€ Ca CBbP3aHHU C NPUIIOKCHHETO HA BaAKCHHATA.

ITo mpenopwka vHa UAJI TICMC e neodxoaumo na ce pasnpoctpanu ot [IPY no
BCHYKH PernoHanHu 34paBHH MHCTIEKLWH, KOUTO Aa ChAEHCTBAT 3a Pa3NpOCTPAHEHHETO HA

uH(pOpMauMaTa 10 BAKCHHALIMOHHUTE LEHTPOBE.

OcrtaBame Ha Bame pasmonoxeHne npv HEOOXOAMUMOCT OT JOMbBJIHUTEIHA
uHopmanus.

C ysaxcenue,

JI-p bopsana Hnueea

Meouyuncku oupexmop
Jiconcovn & J{nconcvn bvreapus EOOJ]

Business Park Sofia, 4 Mladost Distr., Building 4, Floor 1, 1766 Sofia, Bulgaria, tel.:+359 2 48 99 400; fax: +359 2 48 99 411



NPAKO CbOBILEHUE A0 MEAULIMHCKUTE CNELIMANUCTH (NCMC)

COVID-19 Vaccine Janssen: [Ipotusonokasatie Npy xopa ¢ aHamHe3a 3a CHHAPOM Ha HapylleHa KanunspHa
NPONYCKAMBOCT U aKTyanuaupaHa nHgopmauma OTHOCHO TpoM603a cbe CUHAPOM Ha TpomboyuToneHus

W To3u nekapcTBeH NPOAYKT NOANEXM Ha AOMLIHUTENHO HabniogeHue. Tosa 1e nossonu 6bp30T0 yCTaHOBABAHE HA
HOBa umbopmau,un OTHOCHO HesonacHocTTa. OT MeWLIMHCKUTE CrielianiicTi ce U3nckea Aa cboﬁmaaar BCAKa
flofo3npata HexenaHa peakuua.

YBakaeMn MeQULMHCKN CelnanucTy,

Janssen-Cilag Inteational NV, cbrnacysaHo ¢ Eponeiickara areHuust no nexapcreara (EMA) u Usfibnuutennara
areHuua no nekapcraata (MAJT), 6uxa uckanu aa Bu ysefiomsT 3a cnefHoTO:

Pesiome:
CuHapoM Ha HapyllieHa kanunsapHa nponycknusocT (CHKIM)

. Cbobwasar ce MHOTO pefIku cry4ay Ha cMHAPOM Ka HapyeHa kanunapua nponycknusoct (CHKM) B
nbpBuTe AHK cnea BakcuHayua ¢ COVID-19 Vaccine Janssen, B HAKOW CryMau € neTaneH usxop.
C1o6ujaBa ce 3a HanuyHa aHamHesa 3a CHKI npu noHe eguH cny4ain.

. COVID-19 Vaccine Janssen Beve ¢ npoTnsonokKasaxa npu nuua ¢ npeaxoaxn enusogu Ha CHKI.

. CHKN ce xapaxTepuaupa ¢ OCTP! en130/y Ha OTOK, 3acAiratl) IPeAUMHO KpatHULUTE, XHMOTOHUS,
XEeMOKOHUEHTpauus u xunoanGymuuemus. MNayuentute ¢ octbp enuson Ha CHKI cnen Bakcunauma
TpabBa 6bLP30 fa ce pa3no3HanT K nekyBat. OOuKHOBEHO e HeoBXoaMMa UHTEH3VBHA NoaALPXALLA
Tepanus.

Tpom603a chbe cuHapoM Ha TpombouuTonerus (TCT)

® Mpy anarHocTMLMpaHe Ha TpomGoLUTONEHUA B pamkuTe Ha 3 cemuuy crief] BakcuHauusa ¢ COVID-19
Vaccine Janssen nuuara Tps6Ba akTMBHO A3 Ce M3cniefBar 3a NPU3HaLy Ha Tpomb6o3a. AHanornyHo,
nuuara c pom6o3a B pamKuTe Ha 3 cefIMULIKM cney| BakcHHauuaATa TpRGBa ia ce U3cneaBar 3a
TpoMGouUTONEeHUA.

. TCT usnuckBa cnieyuannaupas KnuiueH noaxoa. MeauuuHckuTe cneumanucTi Tpsbsa fa ce
KOHCYNTUPAT CbC CLOTBETHOTO PLKOBOACTBO MUNN CHC CReLUanMcTy (Hanp. XxeMarosnosu, cheyuanmucT
N0 HapylleHusi Ha KPLBOGHLCHPBaHeTo), 33 fa Ce AMarHocTUYupa U neKysa ToBa ChCTOSHME.

OcHoBanue Ha CbobpaxeHusTa 3a 6esonacHocT:

COVID-19 Vaccine Janssen UHXEKLMOHHa CycnieHans e NokasaHa 3a akTMBHa MMyHU3auus 3a npesexuus Ha COVID-
19, npuumnneH ot SARS-CoV-2, npu nuua Ha Bb3pacT 18 unu noseue rofiuHu.

CvHAPOM Ha HapylleHa kanunspHa nponycknusoct (CHKIT)

CbobiuaBaT ce MHOTO Pefikv Cry4an Ha CUHAPOM Ha HapylueHa kanunapHa nponycknusoct (CHKIT) cnen BakcuHauus ¢
COVID-19 Vaccine Janssen, KaTo YecToTaTa Ha cboblyaBaHe ¢e OLeHABa Ha euH cryyail Ha NpubnuautenHo
6 munuona goan. Cbobiyasa ce 3a HanuuHa aHamHesa 3a CHKI1 npu noxe eauH cnyyait.

CHKNN e psako HapyteHye, XapaKTepuaupalLo ce ¢ AuchyHKUMOHANHA Bb3nanuTenHa peakums, eHaoTenHa
AnchYHKLMA 1 eKCTPaBa3aLys Ha TeYHOCT OT CbIOBOTO B MHTEPCTULWANHOTO NPOCTPAHCTBO, KOBTO BOAW, A0 LLIOK,
XEMOKOHLIEHTPALWA, XunoanbyMuHeMuUA ¥ eBEHTYarIHO 10 nocrleBallia opraHHa HeROCTaTbYHOCT. MauueHTUTe MoXe
Aa nonyyar Gbp3o 0TM4aHe Ha pbiieTe W KpakaTa, BHe3anHo HafaBaHe Ha Terno 1 Aa no4yecTear cnaboct nopaay
HUCKO KDBBHO Hansiraxe.

Hakou cnyyau Ha cuctemer CHKIT, cbobuyeHy B nutepartyparta, ca OTKMioueHn oT uHdekuus, npuurtesa or COVID-19.

CHKN pbaxmksa psako B obiyara nonynaums, kato B nUTepatypata B Liefiusa CBAT ca onvcaHy no-manko ot 500 cnyyan
(HauwoHanHa opranusauums 3a pefiku 3a60nsasaHus), HO BEPOATHO OLEHKUTE Ca NO-HUCKY OT AeHCTBUTENHATa YecToTa
Ha cLBUTHeTO.

Esponeiickata areHuua no nekapcTaara npenopbya a ce akTyanuaupa npodykrosata uHdopmauua Ha COVID-19
Vaccine Janssen MHXEKLMOHHA CyCreH3us, Taka Ye 4a oTpassiBa HacToALLMUTE NO3HaHUA MO Task TeMa, CBbp3aHa ¢
BeaonacHocTTa.



Tpom603a cbe cuHApom Ha TpomBouutoneHus (TCT)

MHoro psigko cniep BakcuHauus ¢ COVID-19 Vaccine Janssen ce Habnionasa kombuHaLms ot Tpom6o3a i
TPOMBOLUTONEHMS, B HAKOM Crly4au CbNPOBOAeHa C KbpBeHe. ToBa BKK0YBa TEXKM Crlyyau Ha BEHO3Ha Tpombo3a ¢
HeobWyaliHa Nokanuaalys, kato TpoMB03a Ha MO3b4eH BEHO3EH CUHYC, TPOMO03a Ha CraHXHUKOBA BEHa, KakTo 1
apTepuanHa Tpombo3a, CbiTbTCTBaHa OT TpoMBoLUTONeHUs. MMa cboblieHue 3a cryyait ¢ netaneH u3xoA. Teau
Cyyau ca HacTbMUNW Npe3 MbPBUTE TPU CeAMULM CNIef BakCHALMATa U Hail-Beye Mpu XeHn nopa 60-ropuwHa
Bb3pact.

B Hskonko oT crysaute Ha TCT TecTBaHeTo 3a aHTMTena cpetuy TpombouuTHUA dhaktop (PF) 4 e nonoxuTenHo uim
CUNHO NONOXMTENHO. TOYHUAT NaTOU3MONOrMeH MexaHU3bM 3a NosiBaTa Ha Tean TpPOMBOTUYHM CbbuTua 0bavye Bee
olLe He e onpefieneH 1 Ha T3 eTan He ca YCTaHOBEHM CeLduyHN PUCKOBYU (aKTopu.

MeauuuHcKuTe cneuuanicTy Tpsbea Aa NoAXoXAAT C NOBULLIEHO BHUMaH!e KbM NpUsHaLuTe 1 CUMNTOMMUTE Ha
TpomBoembonus wunu TpomboLuToneHus. BakcuHupaute nuua Tpsbsa Aa 6baaT MHCTPYKTUPaHM Aa NOTbPCAT
He3abaBHO MeMLMHCKa MOMOLL, aKO Criel BakcHALMATa Pa3BUsT CUMNTOMM KaTo 3adyX, 60nka B rpbaHNa Kolw, 6onka
B KpaK, OTOK Ha KpaK uni ynoputa kopemHa 6onka. OcseH TOBa, BCEKW, KOMTO MOMy4i HEBPOMNOTUYHI CUMIMTOMM,
BKITIOYUTESHO TEXKO UK YMOPHUTO rnasobonue, rpyoBe, NPOMEHN Ha NCUXUYECKNS CTATYC UK 3aMbITIEHO 3peHie
cref, BaKCUHALMSATa, UMK KOUTO MOMyuM criefl HAKOMKO 1HU KOXHWU KpbBOHaCcAAaHNs (NeTexuu), 3BbH MACTOTO Ha
WHXeKTUpaHe, TpsibBa Aa noTbpey HesabaBHO MeaULIMHCKA MOMOLL,

TpomBo3ata B koMGMHaLMS C TPOMBOLMTONEHS U3UCKBA CieLManu3npaH KnuHu4eH nofxoA. Meauumtekure
cneuvanucTy TpsibBa a ce KOHCYNTUPAT CbC CbOTBETHOTO PHKOBOAICTBO WM 1a C& KOHCYNTUPAT ChC CrieyuanicTu
(Hanp. XeMaTonoau, CrieLyanicTy No HapyLeHUs! Ha KPbBOCHCUPBAHETO), 3a [1a AMarHOCTULMPAT U NekyBar ToBa
CbCTOSIHME.

Mpy AnarHocTuUyMpaHe Ha TpombouuToNeHns B pamkuTe Ha 3 ceimuum cnep BakcuHauus ¢ COVID-19 Vaccine Janssen
nuuara TpsbBa akTUBHO f1a Ce U3cneaBaT 3a Npu3HaLy Ha Tpomb03a. AHanoruyHo, nuuata ¢ Tpombosa B pamkuTe Ha
3 ceiMMUM crief, BakcuHaLusaTa TpsibBa fja ce u3cnefsar 3a TpoMboLUTONeHUs.

an:MB 3a cboOlaBaHe Ha HeXenaHu NekapcTBeHN peakuuu

CboblujaBaHeTo Ha Nof03MpaHi HeXenaHn peakLuy crief, paspeluasate 3a ynotpeba Ha nekapcTBeH NPOAYKT € BaXHO.
ToBa no3BonsBa Aa NPOAbLIKM HabMioeHUeTO Ha CbOTHOLLIEHUETO Mon3a/puck 3a nekapcTeHUs NpoayKT. Ot
Me[MLMHCKUTE CrieLanicTy ce uanckea a cbobluasat Besika NoAo3upaHa HexenaHa peakLus 3a To3n nekapcTeeH
NPOAYKT Ype3 HaLMoHanHara cuctema 3a cboblyasaHe B:

W3nbnHuTenHa areHuus no nekapcrsara (MAJ)
yn. [lamsH Mpyes Ne 8

1303, rp. Codpus

P. Bvnrapus

Ten: +359 2 8903 417

takc: +359 2 8903 434

e-mail: bda@bda.bg

F lwww.bda.m/a)opmynﬂp 3a cboblijaBaHe Ha HeXenaHu NekapcTBEHN peakuun OT MeAULIMHCKN CrieuuanieTy
NaxHu 3a KoHTaKT ¢ npeacTasuten Ha MPY

JxoHcbH & [roHebH bunrapus EOO[

1766, rp. Codpus, Busnec Mapk Codpus, crpapa 4

Ten.: +359 2 4899400

®akc: +359 2 4899411

EnextpoHHa nowa: JJSAFETY@its.jnj.com

Nuue 3a koHTaKT: Baks [loHyeBa, MECTHO NnuLe Nno nexkapcTeeHa besonacHoct

AKo uMaTe BbNPOCH UMK Ce HyxaaeTe OT AOMbAHUTENHA MHGOPMaLKA, MONS CBLPXETE CE C NIULETO 3a KOHTaKT,
MOCO4EHO Mo-rope.
C yBaxeHue, y

[-p bopsiHa Unuesa
MeauuuHeku gupexTop
JhxoHCbH & [roHcbH Bunrapus EOO[



