JlncroBka: undopmanus 3a norpeduTeNs

JCOVDEN nHXkeKIMOHHA CyCIeH3Us
Bakcuna cpeury COVID-19 (Ad26.COV2-S [pekomOunaHTHa])
COVID-19 vaccine (Ad26.COV2-S [recombinant])

vTOBa JICKapCTBO NOMJICKU HA JOIIBJIIHUTECIIHO Ha6J’IIOI[CHI/Ie. ToBa 111€ T03BOJIN 6’bp3OTO
YCTaHOBsIBAHC HAa HOBaA I/IH(bOpMaHI/IH OTHOCHO Oe30macHocTTa. MokeTe Ja 1aaeTe CBOA MPUHOC KAaTO
C’[>06H_II/ITC BCAKa HEXKEJIaHa pEaKIys, KOATO CTC MNOJIYIHIIN. 3a HauMHA HA CLOGH_IaBaHe Ha HCXKCIIaHU
PCaKIIMM BUIKTC Kpasi Ha TOYKaA 4,

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA, MPEIN 1A c€é BAKCHHHUPATE, Thil KAaTO THA ChIbpiKa

BakHa 3a Bac undopmanmus.

- 3amasere Ta3u JUCTOBKA. MoKe /1a ce HaJ0XkH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JTOMBIHUTEIHHA BBIIPOCH, ITonuTaiiTe Bamus nekap, papmaneBt nimm
MEIHNIIMHCKA CECTpa.

- AKO TIOITyunTe HAKAKBU HEXKEJaH! peakiny, yBeaomere Bamms nekap, hapmanest wim
MCIUIMHCKA CeCTpa. ToBa BK/II0UBa M BCUYKH BH3MOKHU HEXKeJIaHU pCaKknuumn, HCONMMCAaHU B
Ta3W JUCTOBKA. BrkTe TouKa 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kaxgo npencrasnsisa JCOVDEN u 3a kakBo ce U3M0J13Ba
Kakso TpsiOBa na 3naere, mpenu aa Bu ce npunoxu JCOVDEN
Kax ce npunara JCOVDEN

BB3MOXXHU HEXETaHU peakuu

Kak ce cpxpanssa JCOVDEN

CpbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

ISR .

1. Kaxso npeacrasasipa JCOVDEN u 3a kakBo ce u3noJ3ssa

JCOVDEN e BakcuHa, n3non3BaHa 3a npeanaszsane ot COVID-19, npuunnen ot Bupyca SARS-CoV-
2.

JCOVDEN ce npuiiara npu Be3pacTHU Ha 18 u moBeue rognHum.

Bakcunara craBa mpuunHa HMyHHATa ccTeMa (€CTeCTBEHHUTE 3alllUTHY CHJIM Ha OpraHu3Ma) Ja
MPOM3BEKA AHTUTENA U CIICUATU3UPaHH Ol KPHBHU KJIETKH, KOUTO ca HACOUEHH CpEIly BHpYyCa,
KaTo Taka ce ocurypssa 3amuTa cpemy COVID-19. Huto eqHa oT chCTaBKUTE Ha Ta3u BaKCHUHA HE
Moxke aa npuauHn COVID-19.

2. Kakso Tps6Ba 1a 3Haete, npeau Aa Bu ce mpunoxku JCOVDEN

He ce BakcuHupaiite, ako

- CTE aJIeprUYHU KbM aKTHBHOTO BEIIECTBO MJIM KbM HSIKOSl OT OCTAHAJINTE ChbCTABKU HA Ta3H
BakcuHa (M30pOeHH B TOUYKa 6)

- CTE UMaITd KPbBEH ChCUPEK, KOWTO € Bh3HUKHAI €THOBPEMEHHO C HUCKH HUBA Ha
TPOMOOILIUTUTE B KPBBTa (CHHIPOM Ha TpoMOo3a ¢ Tpombornmronernus, CTT) cien xato cte
NOJYYMJIIM KOSITO | Aa € BakcuHa cpeury COVID-19.

- npeau Bu e mocraBsiHa AuarHo3a CHHAPOM Ha HapyllIeHa KaluysipHa MPOIYCKINBOCT
(cbCcTOSIHME, TPUUMHSIBALIO U3THYAHE Ha TEUHOCT OT MAJIKUTE KPHBOHOCHH CHJIOBE).

IlpenynpeskaeHus U npeanasHu MepKu
I'osoperte ¢ Bamus nexap, hapmaiieBT WM MEAMIIMHCKA CecTpa, peau aa Bu ce npunoxu
JCOVDEN, axo:



o HSKOTa CTE MMaJIH TeXKa aJISpTUYHA PEaKIUs CJIe]] HHXCKTUPaHe Ha Jpyra BaKCHUHA,

o HSIKOTA CTE MPUMAIAIH CIIE]] HHXKEKIUS C UIJIa,

. uMaTe TexKa MH(EKIHs, TpoTHYaIla ¢ BUcoka Temneparypa (Haza 38°C). Obaue Moxe 1a ce
BaKCHHHpATE, aKO HMATe JIEKO IMOBHIIICHA TEMITEPaTypa WK Jieka HHPEKIHsI HAa TOPHUTE
JINXATEITHH ITBTHUINA KaTo MPOCTY/Ia,

o umMare po0JieM, CBbpP3aH ¢ KbPBEHE WIIH HACHHSBAHE WM NMPUEMaTe aHTUKOAryJaHT (3a
MPeIOTBpaTsIBaHE Ha 00pPa3yBaHETO HA KPBBHH ChCHPEIH ),
. nMyHHaTa Bu cucrema He (hyHKIIMOHNpPaA A00pe (MMaTe IMyHEH IeUINT) WK IpreMaTe

JICKapCTBa, KOMTO OTCJIA0BAT UMyHHATA CHCTEMa (HAIp. BUCOKH /03U KOPTHUKOCTEPOUJIH,
UMYHOCYTIPECOPH WJIH TPOTUBOPAKOBH JIEKAPCTBA).

. uMaTe pUCKOBH (pakTopm 3a 0Opa3yBaHe Ha KPBBHU ChCHUPENN BHB BEHHUTE (BEHO3HA
tpomboembonust (BTE))

Kaxro npwu Besika BakcuHa, Bakcuaupaneto ¢ JCOVDEN Moxe 1a He 3aliTH HAITbJIHO BCHYKH, KOUTO
s mony4aBat. He e M3BeCTHO KOJIKO ABJITO LIE Tpae 3amuTaTa npu Bac.

Hapymenust Ha KpbBTa

. Benozna mpomooemobonusn: psanxo cien Bakcunaius ¢ JCOVDEN ca HaOnmo1aBaHu KpbBHU
CBhCHpEIH BB BeHUTe (BeHo3Ha TpoMboembomus (BTE)).
. Cunopom na mpomoosza c mpomooyumonenus: Muoro psako cien Bakcunauus ¢ JCOVDEN

¢ HaOJIr01aBaHo 00pa3yBaHe Ha TPOMOM B KOMOMHAIUS ¢ HUCKO HMBO Ha TPOMOOITUTHUTE B
KpbBTa. TOBa BKIIFOUBA TEXKKH CIy4an ¢ 00pasyBaHe Ha TPOMOH, BKIIOUHUTETHO Ha HEOOUYaliH!
MecCTa, KaTo HallpuMep MO3bK, YepeH Apo0, YepBa U AalaK, B HAKOU CIydau ChIIPOBOICHO C
KbpBeHe. Te3u ciydau ca HACTBHIIWIM Hali-Beue B pAaMKHUTE Ha IbPBUTE TPU CEAMULH CIIE]
BaKCHHAIIUS U MPH Jiuia moja 60-roauiiHa Be3pact. ChoOIICH € Cilydall ChbC CMBPTEH U3XO/I.

o HmyHnna mpomooyumonenus: MHOTO PSIKO ca ChOOIIaBaHU MHOTO HUCKH HUBA HA
TPOMOOLIMTUTE B KPHBTa (MMYHHA TPOMOOIIMTOTICHHS), KOUTO MOTAT J1a ObJaT CBbP3aHU B
KbpBeHe, 0OMKHOBEHO TIpe3 IIbPBUTE YeTUpH ceamunu cien BakcuHarms ¢ JCOVDEN.

HOTBPCCTC HC3363BHO MCIUIIMHCKA IIOMOII], aKO IMOJIYYUTEC CUMIITOMHU, KOUTO MOT'aT Aa Ca IMPU3Haln
Ha HapyIICHHs Ha KPBBTA: TEKKO WM YIIOPUTO TI1aBO0OIIHE, I'bpUOBE (IPHUIAIBIN ), TIPOMEHH B
MICUXUYHUSI CTaTyC WK 3aMBIIICHO 3peHue, HEOOICHUMO KbpBEHE, ako 0e3 MpuinHa ce o0pa3yBar
CHHHWHU 110 KOXXaTa U3BBH MACTOTO Ha MHKCKTHUPAHC, KOUTO CC MOABABAT HAKOJIKO JHU CJICT
BaKCHHAIIMATA, TOYKOBUIHH KPBIJIH NIETHA U3BBH MSACTOTO HA MH)KEKTHUPAHE, aKo Ce MOSBH 3a/yX,
OoJika B TPBIHMS KOIII, OOJIKa B Kpaka, OTOK Ha Kpaka, Wi yropura Oosika B kopema. VHpopmupaiite
Bamms nekap, ue Hackopo cre Bakcunupanu ¢ JCOVDEN.

CuHApOM Ha HapyLIeHa KANMMJIAPHA NPOIYCKJINBOCT

Cro01maBa ce 3a MHOTO PEJIKH CcIy4Yad Ha CHHIPOM Ha HapylieHa KamuwisipHa nponyckiauBocT (CHKIT)
cien BakcuHupane ¢ JCOVDEN. Tlone ennH 0T 3acerHaTuTe MalMeHTH € UMall IMarHo3a CHHAPOM Ha
HapyllIeHa KallwisgpHa MPOITyCKIUBOCT B MUHANIOTO. CHHAPOMBT HA HapyllIeHa KanwIsspHa
MPOMYCKJIMBOCT € CEPUO3HO, MOTEHIUAIHO (haTaTHO ChCTOSHUE, MPETU3BUKBAIIO U3THYAHE Ha
TEYHOCT OT MAJIKUTE KPBBOHOCHU CHJI0BE (KaMMWISIPH), KOETO BOJH 10 OBP30 MOJyBaHE Ha PBIIETE U
Kpakarta, BHE3aITHO HaJJaBaHe Ha TEIJIO U ycellaHe 3a ci1adocT (HUCKO KpbBHO Haisirane). [loTepeete
He3a0aBHO MEIUIIMHCKA TIOMOII, aKO Pa3BHUETe TE3M CUMIITOMHU B THUTE CJIE]l BAKCHHALMSTA.

HeBposornynu HapymeHust

o Cunopom na Guillain-Barré
[HotbpceTe He3a0aBHO METUIIMHCKA ITIOMOIL, aKO pa3BUETE CIA0OCT U Mapajin3a B KpanHUIINTE,
KOMTO MoOraT Jia mporpecupar Ao repante u junero (Cuaapom Ha ['mnen-bape, CI'b). Tosa ce
choOI11aBa MHOTO psijiko ciies BakcuHanus ¢ JCOVDEN.

o Bvw3nanenue na cpvonaunus mo3vk (mpanceep3anen mueaum)
[MoTbpcere HE3a0aBHO MEUIIMHCKA ITOMOIIL IIPY MOsIBa Ha CJIa00CT Ha PhIIETE WM KpaKara,
KaKTO U Ha CUMIITOMHU, CBbpP3aHU CbC CECTUBHOCTTA (KaTO MpaBYy4KaH€, U3TPBIIBAHE, 0oJIKa WIIH
3ary0a Ha yceliaHe 3a 0oiKa) Wi npodiemMu ¢ pyHKIMATA HA TTMKOYHUSI MEXYp WK YepBaTa.



3a BB3MajeHUE Ha TPHOHAYHIS MO3BK C€ ChOOIIaBa MHOTO PSIKO CIIE]] BAKCHHAIINS C
JCOVDEN.

MuoxkapauTr u nepuKapauT

CrplrecTByBa HOBHUIIEH PUCK OT MHOKAPANT (Bb3MaJIEHNE HAa ChPACUHUS MYCKYI) U IEPUKAPIUT
(BB3MajIeHHe HA BHHINHATA OOBUBKA Ha CHPIETO), ciaen BakcuHaims ¢ JCOVDEN (Buxre Touka 4).
Tesu 3a0051s1BaHUsT HACTHIIBAT MMO-YE€CTO MPU MBXKe Ha Bb3pacT nox 40 rogunu. [Ipu noBevero ot Te3u
XOpa CHMITTOMUTE 3aII0YBaT B paMKHTe Ha 14 qHM cien BakcuHanusaTa. TpsOBa He3abaBHO 1a
MOTHPCHUTE MEIUIINHCKA TIOMOIII, aKO CJIE]] IIOCTABSHETO Ha BAKCHHATA MMATEe HAKOW OT CIETHUTE
cuMnToMu: O0JKa B TBPANTE, 3aAyX, YCEIIAaHE 3a YUECTEeH ITyJIC, TPENTEeHE UK CHITHO OeHe Ha
CBpLETO.

PucK OT TeXKKHM HeKeJIaHU ChOMTHS cJieq OycTep 1032

PHCKBT OT TEXKM HEXeNaHU ChOUTHS (KaTO HApYIIEHUS Ha KPBhBTA, BKIFOUYUTEITHO CHHIPOM Ha
TpoMb03a ¢ Tpomborronerns, CHKII, CI'b, muokapauT u nepukapauT) cien Oycrep 1o3a ¢
JCOVDEN e nenusBecteH.

Jleua u roHOIIHN

JCOVDEN He ce npenopbpyBa Aa ce U3M0a3Ba npu Aeua nof 18 rogunu. [lonactosdmeM numncsa
JIocTaThuHO MH(popMaIus oTHocHO ynorpebdaTa Ha JCOVDEN npu nena v voHom noj 18-roauiiHa
BB3pacT.

Jpyru aekapcrsa u JCOVDEN
Tpsi0Ba na kaxxere Ha Bamms nexap uim GapmaiesT, ako IpueMare, HaCKOpO CTe MPUEMallH WK €
BB3MOJKHO J1a TpUeMaTe APYTH JISKapCTBA HIIM BAKCHHH.

BpemenHocT u KbpMeHe

AKo cTe OpeMeHHa MU KbPMUTE, CMATATE, Y€ MOJKE J1a CTe OpeMeHHa WU TUIaHUpaTe OPEeMEHHOCT,
MOCHBETBalTE ce ¢ Bamms ekap, GpapmareBT uiin MEIUIIMHCKA CeCTpa npeau na Bu 0b1e mpunoxeHa
Ta3W BaKCHUHA.

Ilopupane u padora ¢ MAILIMHH

Hsikon ot Hexxenanute peakun Ha JCOVDEN, u30poenu B Touka 4 (Bp3MOXKHY HEXeNaHU PEaKLUH),
MOJKe BPEMEHHO J1a TIOBJIHSAT criocoOHocTTa B 3a modupane win padora ¢ Mamuau. M3uakaiite
TE€3W peaKlyy 1a OTMHUHAT, Ipeau Aa modupaTe 1 paboTUTE ¢ MALIMHU.

JCOVDEN cbabp:xa HaTpHii
ToBa JIeKapCTBO ChIbprKa Mo-Manko ot 1 mmol Hatpuii (23 mg) na mo3a 0,5 ml, T.e. Moxe 1a ce Kaxe,
Ye MPAKTUYECKU HE ChIbPIKa HATPUH.

JCOVDEN cbabp:ka eTaHoJl

ToBa JlekapcTBO ChIBbpIKa 2 Mg aTKOXOJ (eTaHoi) BBB Beska jo3a ot 0,5 ml. KonnvecTBoTo Ha
€TaHoJIa B TOBA JICKAPCTBO € CKBUBAJICHTHO HA MO-MaJIKO OT 1 ml Gupa uiu BUHO. MankoTo
KOJIMYECTBO AJIKOXOJI B TOBA JISKAPCTBO HsIMA Jla UMa HIKAKBH 3a0eIeUMH e(DEeKTH.

3. Kak ce mpuiara JCOVDEN

Bammsar JICKap, (bapMaueBT WM MCAUIIMHCKA CECTpa 1€ MHIKCKTHUPAT BAKCUHATA B MYCKYJI -
OOMKHOBEHO B TOpHaTa 4acCT Ha pbKaTa.

KoJiko BakcuHa mie notyyure
3a mppBUYHA BaKCHHAIIMS ce HHKeKTHpa enuanyHa no3a (0,5 ml) JCOVDEN.

Bycrep noza (Bropa no3a) JCOVDEN Moxe 1a ce IpriioKu Hali-MajKo 2 Mecelia CJie]l IbpBUYHATa
BaKCHHAIIUS TIPY JIUIA HAa BB3pacT 18 u moBede rouHu.



JCOVDEN moske na 0b/1e IpriIoskeHa KaTo eAUHIIHA OycTep 1032 Ha OTTOBaPSIIH Ha N3UCKBAHMSTA
TIMIIa Ha BB3pacT 18 U moBeye rojIMHM, 3aBLPIIIIN IbPBUYHA BakcHHAIMS ¢ ogoopena nPHK BakcnHa
cperry COVID-19 unu Bakcuna cpetry COVID-19 na 6a3ara Ha aneHOBUpYCEH BekTop. IHTEepBaTbT
3a TpuIlarane Ha OycTep Ao3aTa € ChIIMAT KaTo paspelleHus 3a OycTep Jo3aTa OT BAKCHHATA,
W3M0JI3BaHa 33 MbPBHUYHA BAKCHHAIIS.

Crnen vHXeKkTHpaHeTo Bammsr jiekap, GpapmarieBT Wi MEIUIIMHCKA cecTpa e Bu HaOroxaBar 3a
OKOJI0 15 MUHYTH 32 IPU3HAIM HA AepTUYHA PEaKITHsl.

AKO UMaTe HIKaKBU JOMBIHUTEIHHA BBIIPOCH, CBBP3aHH € yIoTpedara Ha Ta3u BaKCHHA, TOMUTANTE
Bammus nekap, papManeBT WM MEIUIIMHCKA CECTpa.
4. Bb3MOKHU He:KeJIaHU peakunu

Kaxrto Bcuku Bakcuan, JCOVDEN Moske a mpenn3BrUKa HEXKEIaHN PEAKIIMH, BRIIPEKH Ue HE BCCKU
't 1oJry4aBa. IToBeueTo OT HEXKENAHUTE PCaKIUM CC MOABABAT 1 mim 2 JHU CJIC BAKCUHUPAHETO.

[MoTepcere HE3a0aBHO MEMUITMTHCKA ITOMOII], aKO B paMKHTE Ha 3 CEIMUIIH CJell BAKCHHAIUATA
MOJIYIUTE HIKOHM OT CIICTHUTE CUMIITOMM:

o MOJYYIHTE TEXKO HIH YIOPUTO TIaBoO0INE, 3aMBITIEHO 3pEHUE, TPOMEHHU B IICUXUYHUS CTaTyC
WIH I'bpUOBE (MIPUNAIBIH);

o pasBHeTe 3a/1yX, OOJIKa B IPBIHUS KOIII, OTOK Ha KpakK, 00JIKa B Kpaka WM yIopuTa 00JIka B
Kopema,

o 3a0enexuTe HeOOMYaiHU CUHUHM 1O KOKaTa WJIM TOYKOBUIHYU KPBIVIM IIE€THA, U3BBH MSICTOTO

Ha BaKCHHaIlus.

[MoThpceTe cnenrHa MeIUIMHCKA TTOMOIII, aKO TOJTYYHUTE CUMIITOMH Ha TEKKa alleprHIHa PEeaKIusl.
TakuBa peakiny MOXKe JIa BKIIFOYBAT KOMOWHAIUS HA HSIKOU OT CICTHUTE CHMIITOMH:
NPUMAIIIBAHE WA CBETOBBPTEK

MPOMEHH B IyJica

3ayX

CBUPKAIIHA XPUITOBE

MOJ{yBaHe HA YCTHUTE, JIULETO WM IbPIIOTO

YPTUKApUs UK 00pUB

raJicHe WIX TOBPBIIaHe

cToMmaliHa 0oJka.

CJ'IC,I[HI/ITG HCXKCJIaHU PCAKIIUN MOKEC a Bb3HUKHAT CJIC/ IPUJIIOKCHUCTO HA Ta3u BAKCHHA.

MHoro yecTu: MoXxe Jia 3acerHat nosede ot 1 Ha 10 gymmu
ri1aBoOome

rajeHe

MYCKYITHHU OOJIKH

00JIKa Ha MSACTOTO HAa MHXKEKTHPaHe

yCellaHe 3a CUIHA yMOopa

YecTu: Mmoxxe n1a 3acerHat a0 1 Ha 10 gymm

L 3a4CPBABAHC HA MSACTOTO HA MHIKCKTUPAHC
L MMoAYyBAaHC Ha MACTOTO Ha MHIKXCKTUPAHC

L4 CTYACHU TPBIIKU

[ ]

IMMOBUILICHA TEMIICPATypa

HeuecTtu: moxe na 3acersar 1o 1 va 100 gymm
o o0puB
. CTaBHU OOJIKH



MYCKYyJIHa c1abocT

0oJKa B pBLETE WU KpakaTa
ycelase 3a cnaboct
ycelaHe 3a 00110 Hepas3MooKeHHe
KallTuIa

KHXaHe

BB3MAJICHO THPIIO

0onKH B TBpOa

TpernepeHe

Iuapus

MOBpBIIaHEe

3aMaiiBaHe

Penxu: moxe na 3acernar jo 1 va 1 000 gy

QJIePTUYHA PEAKIIH

ypTHKapus

IPEKOMEPHO MOTEHE

oyt TuMQHA BB3TH (TrM]aIeHOmaTH )

HeoOMYaifHO yceIane 1Mo Ko)kara, KaTo HallpiMep U3TPhIBAaHE WM MpaBydKaHe (apecTe3us)
HaMaJICHO yCelllaHe 3a JIOTHP W CETUBHOCT, 0COOCHO Ha KOKaTa (XUIEeCTe3Hs)

MOCTOSTHEH IIYM B yIITUTE (THHHUTYC)

KPBBHU ChCUPEIN BB BeHHTE (BeHO3HA TpomboemObomnus (BTE))

BPEMEHHO, OOMKHOBEHO €HOCTPAaHHO YBUCBaHE HA JIUIETO (BKIFOUHATEHO Mapanm3a Ha be)

MHoro peaku: moxe Aa 3acersar 1o 1 Ha 10 000 gymm

o KPBBHHU CHCUPEIH, YECTO Ha HEOOWYaliH! MecTa (Hamp. MO3bK, YepeH Apo0, yepBa, Aajak) B
KOMOMHANus ¢ HUCKO HUBO HA TPOMOOLIUTUTE B KPBBTA.
o CEPUO3HO BB3MAJIEHUE HA HEPBUTE, KOETO MOJKE J1a IPUYMHH Tapaan3a U 3aTPyIHEHO TUILaHe

(cunapom Ha 'mnen-bape (CI'B))

C Heu3BecTHA 4ecTOTa (OT HATMYHUTE JIAHHU HE MOXe Ja O'bJie HalpaBeHa OICHKA)

o TEXKa aJepruuHa peaxuus

o CHHJIPOM Ha HapylleHa KallWIspHa IPOITYCKIUBOCT (ChbCTOSHUE, NPUUMHSIBAILO W3THYAHE HA
TEYHOCT OT MAJIKUTE KPHBOHOCHH CHAOBE)

o HHUCKH HUBA HAa TPOMOOIIMTHUTE B KPBBTa (MMyHHA TPOMOOILIMTOIIEHHS ), KOETO MOXe Jia ObJe
CBBP3aHO C KbpBeHe (BWXTe Touka 2, "Hapymenus Ha KpbBTa").

. Bb3NalIcHHE Ha TPHOHAYHKS MO3BK (HAIIPeUeH MHUEJIHT)

o Bb3MaJICHHE Ha MAJIKATE KPHBOHOCHH ChJIOBE (BACKYJIUT HA MAJIKUTE ChJIOBE) C KOKEH 0OpHB -
MaJIK{ YEPBEHU WJIM JIMJIABH, INIOCKU, KPBIJIM IIETHA O] TIOBBPXHOCTTA Ha KOXKATa UIIH
CHUHMHHU.

o Bb3MAJICHUE Ha CHPACYHUS MYCKYJT (MHOKapIUT) ¥ Bh3NaJIeHHE Ha BhHITHATA OOBHBKA Ha

CchpLeTo (TIepuKapIuT)

Kaxxere Ha Bamms JICKap, (bapMaueBT WM MCAUIIMHCKA CECTPaA, AKO UMATC HAKAKBU HCIKCIIAaHU
PpC€aKkiumn, KOUTO Bu MIPUTCCHABAT WJIM HE IPpEMHUHAaBaT.

Cho0maBaHe HA HesKeJIAHH PeaAKIUA

AKO TIOJTyunTe HAKaKBU HEXEJIaH! JIEKAPCTBEHH PEaKIyH, yBegomMere Bamms nexap, ¢papManeBT win
MEIHNIMHCKA cecTpa. ToBa BKIIFOYBAa BCHYKH Bb3MOXKHH HEOTIMCAHU B Ta3M JIUCTOBKA HEXXEJaHU
peakuuu. MoxeTe ChIIO J1a ChOOIINTE HEXKEIAH! PEaKIUU TUPEKTHO Ype3 HAlMOHATHATA CUCTEMA 32
cboOIIaBaHe, KaTo BKIIOYNTE MTapTUAATa/ IapTHAHUS HOMED, aKO Ca HAJIMYHH.

M3mpaHuTENHA areHnys 1Mo JeKapcTBaTa

yi. ,,Jlamsa I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417



yebcaitr: www.bda.bg

Karo crobmiaBare HeXeIaH Peakiliy, MOKETE Ja ajeTe CBOsI MPUHOC 3a TOJyJaBaHe Ha MTOBEYC
nH(pOpPMAIUS OTHOCHO 0€30MMacCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpansiBate JCOVDEN
ChxpaHsiBaiiTe Ta3u BaKCHHA HA MSCTO, HEJIOCTHITHO 3a JeTIa.
CoxpaHsBaiiTe piakoHa B OpUTHHATHATA KAPTOHEHA OMIAKOBKA, 32 JIa CE MPE/INa3u OT CBETINHA.

BamusT nekap, (hapmarneBT wim MEAUIIMHCKA CECTPA ca OTTOBOPHHM 33 ChbXPAHSIBAHETO HA Ta3d
BaKCHHA U MPABWIIHOTO U3XBBHPIISIHE HA HEU3MOI3BAHUS IPOAYKT.

Ja ce cpxpaHsBa 1 TpaHCIIOpTHpa 3aMpasena mpu -25°C o -15°C. Jlarara Ha u3THYaHe Ha CpOKa Ha
rotHOCT Tipu chxpanenue npu -25°C no -15°C e oTneyaTan BppXy (prrakoHa ¥ BHHITHATA KAPTOHEHA
omakoBka cien "EXP/T'onen no:".

BakcunaTta e rotoBa 3a ynotpeba ciiesi pa3mpassBaHe. BakcrHaTa Moe Jia ce ToCTaBs 3aMpa3cHa
mipu -25°C mo -15°C unm pasmpazena npu 2°C mo 8°C.

Korato e cpxpansiBana 3ampasena npu -25°C no -15°C, BakcuHaTa Moxe Ja ce pazMpasu uiu npu 2°C

1o 8°C, wu Ipu CTaifHa TeMIiepaTypa:

. mipu 2°C g0 8°C mie ca HeoOxoauMu pUOIM3UTENHO 13 yaca 3a pa3MpassiBaHETO HA KAPTOHEHA
omakoBka ¢ 10 win 20 ¢utakoHa, a 3a pa3Mpa3siBaHETO Ha eIUH ()JIAKOH IIle ca HEOOXO UMM
MPHOIM3UTENTHO 2 Jaca.

o npu craifHa Temmneparypa (Makcumanto 25°C) me ca HeoOX0AMMHU MPUOIU3UTENTHO 4 Jaca 3a
pa3MpassiBaHETO Ha KapToHeHa omnakoBka ¢ 10 nmm 20 dnakona, a 3a pa3Mpa3sBaHETO Ha eUH
(hJ1aKoH 111e € HEOOXO0IUM IPUOJIM3UTENHO | Yac.

CJ'IC,I[ pa3MpassaBaHC BAKCUHATA HE TpHGBa Ja Cc€ 3aMpa3ssaBa OTHOBO.

BakcuHarta Moke CBIIO Taka Ja c€ ChXpaHsBa WX TpaHcopTupa B xuaamwiHuk mpu 2°C mo 8°C 3a
eaHoKpaTeH nepuoa 1o 11 mecemna, kaTo He TpsAOBa Jja ce U3IOJI3BA CJe]l ITbPBOHAYAIIHATA JlaTa Ha
n3tnvane Ha cpoka Ha rogHocT (EXP/T'onen no:). Criex mpemMecTBaHe Ha MPOYKTa OT YCIOBUS Ha
cpxpanenue npu 2°C no 8°C akTyanusupaHaTa JaTa Ha M3THYAHE HAa CPOKA Ha TOJHOCT TpsAOBa J1a ce
oTOeNeXu Ha BhHIITHATA KApTOHEHA OMTaKOBKA W BaKCHHATA TPsiOBa Ja ce M3I0J3Ba WK Ja Ce
W3XBBPIH JI0 Ta3u Aara. [IbpBoHavyamHaTa qaTa Ha U3THYAHE Ha CPOKA HA TOTHOCT TPsiOBa Ja ce
3auepTae. Bakcunara moske na ce Tpancnoptupa u npu 2°C go 8°C, ako ce OCUTYPST MOAXOSIINTE
YCIJIOBUS Ha ChXpaHeHUe (TeMIeparypa, BpeMe).

6. Chabp:kaHue HA ONAKOBKATA M JONbJIHUTETHA HHpopManus
Kaxso cpasp:xa JCOVDEN
. AKTHBHOTO BEILIECTBO € aIeHOBUPYC TUl 26, kogupam SARS-CoV-2 mmrmos

riukornporena*(Ad26.COV2-S), e mo-manko oT 8,92 logl 0 undexino3nu equaniy (Inf.U)
BBB Beska go3a ot 0,5 ml.
* TlpousBenena B kierbuHa quHUsI PER.C6 TetR u upe3 pexomOunantaa JJHK TexHOMOTHS.

To3u MpoayKT Chabpika reHeTHaHO Moauduimpanu opranuzmu (I'MO).

o Hpyrure cbecraBku (IOMOIIHU BEIIECTBA) Ca!
- Omnaxkorka ot 10 ¢urakoHa: 2-xuapokcunponui-p-iukioaexctpud (HBCD), numoHena
KHCEJMHA MOHOXH/IPAT, €TAHOJI, XJIOPOBOIOPO/IHA KHCeIrHa (3a peryiupane Ha pH),
nonucop6ar 80, HATPHEB XJIOPU/I, HATPHEB XUAPOKCH] (3a perynupane Ha pH),


http://www.bda.bg/

TPUHATPHUEB MUTPAT AUXUIPAT, BOAA 3a HEKeKIuH (BwkTe Touka 2 ,, JCOVDEN cbabpika
Hatpuii* u ,,JCOVDEN chabpxa eTanon ).

OnakoBka ot 20 ¢nakoHa: 2-xunpokcunponui-f-uuknoaexctpu (HBCD), numonena
KHCEJIMHA MOHOXMIPAT, €TAHOJI, XJIOPOBOIOPO/IHA KHCEIHHA (3a peryiupane Ha pH),
nosnucop6ar 80, HaTPHEB XJIOPHI, HATPHEB XUAPOKCH (3a perynupane Ha pH), Boza 3a
nmxeknn (Brkte Touka 2 ,, JCOVDEN ceappika Hatpuii u ,,JCOVDEN chabpika

€TaHouI").

Kaxk usranexxna JCOVDEN u kakBo chbabp:ka 0MaKOBKAaTa
WmxexinonHa cycnensus (umxekis). CycrnensusnTa e 6e31BeTHa 10 OJIe0KbITa, OHCTPa 0 CUITHO
omanectientHa (pH 6-6,4).

2,5 ml cycnien3usi B MHOT0/1030B (hJ1akoH (CTBKIIO T I) ¢ ryMeHa 3amyIanka, alyMUHueBa 00KaTKa 1
CHHBO TJIACTMACOBO Karnaye. Beeku dakon cpabpxa 5 go3u o 0,5 ml.

JCOVDEN ce npennara B onmakoBka, chabprkaria 10 MEOr0om03081 (hakoHa.

He Bcuuku BuIOBE OMaKOBKH MOTar Ja ObJaT MyCHATH Ha Ta3apa.

IIpuTexkaTes Ha pa3pelleHHETO 32 yNOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpoussoauren
Janssen Biologics B.V.

Einsteinweg

101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

2340 Beerse

benrus

3a nonbaHUTETHA HHOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NPEICTABUTEN HAa MPUTEKATENs HA Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88
janssen@jacbe.jnj.com It@its.jnj.com

Boarapus Luxembourg/Luxemburg
JUkoHChH & JxoHchH Beirapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +32 14 64 94 11
jisafety@its.jnj.com janssen@jacbe.jnj.com
Ceska republika Magyarorszag
Janssen-Cilag s.r.o. Janssen-Cilag Kft.

Tel: +420 227 012 227 Tel.: +36 1 884 2858

janssenhu@its.jnj.com



Danmark
Janssen-Cilag A/S
TIf: +45 4594 8282
jacdk@its.jnj.com

Deutschland
Janssen-Cilag GmbH
Tel: +49 2137 955 955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

E\LGda
Janssen-Cilag ®appaxevtikn A.E.B.E.
TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog
BopvéPog Xotinmavaynig Atd
TmA: +357 22 207 700

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +3176 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romaéania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.0.

Tel: +386 1 401 18 00
Janssen_safety_slo@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com



Latvija United Kingdom (Northern Ireland)
UAB "JOHNSON & JOHNSON" filiale Latvija  Janssen Sciences Ireland UC

Tel: +371 678 93561 Tel: +44 1 494 567 444
Iv@its.jnj.com medinfo@its.jnj.com

JlaTa Ha MOC/IeTHO Mpepa3riekaane Ha JucToBkara 03/2024

Ckanmpaiite QR koza mo-mony (Hanmu4eH 1 BbpXy KapToHeHaTa onakoBka u QR kaprara), 3a ma
MOJTYYUTE JTUCTOBKA HA Pa3]IUYHU S3UIIH.

Nnu mocerere URL: www.covid19vaccinejanssen.com

Apyru u3rounuuu Ha nHpopmauus
INonpoOHa uH(popMaIUs 3a TOBA JIKAPCTBO € MPeAOCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHius
1o JiekapcTBata: http://www.ema.europa.eu.

Ta3u nucroBka e HannyHa Ha Bcnuku e3ui Ha EC/EUII Ha yeOcaiita Ha EBporneiickara areHIus mno
JIEKapCcTBara.

Ilocouenara mo-goy uH(popManus € MpeJHA3HAYEHA CAMO 32 MeTMIUHCKH CIEIHATNCTH:

o KakTo Bcuuku MHKEKIIMOHHN BaKCHHU, TPsIOBa BUHATH Ja ©Ma Ha Pa3NoIoKEHUE TOIXOISIIO
JIeYeHUe ¥ HaOIto/IeHUE B CTydai Ha aHa(IIIaKTUYHA PeaKIHs CIIe]l IPUIOKEeHUEe Ha
JCOVDEN. Cnen BakcuHupaHe XxopaTta TpsAOBa Jia ¢e IPOCIIeIIBaT OT MEIUIIUHCKH CIICIIUAIACT
B IPOABIDKEHNE HA HAa-MaJIKo 15 MUHYTH.

. JCOVDEN He Tpsi0Ba fa ce cMecBa ¢ ApYTH JIEKapCTBEHH MPOAYKTH WK pa3pex/ia B eHa U
ChIla CIIPUHIOBKA.

. JCOVDEN He Tps0Ba fa ce npuiiara upe3 BbTPeCh0Ba, NHTPABEHO3HA, OJKOXKHA I
WHTpaJilepMaiHa HHXEKIIHS TP HUKAKBU O0CTOSITENICTBA.

o HNmyHnu3zanusTta TpsiOBa 1a ce U3BBPIIBA CAMO YPe3 HHTPAMYCKYJIHA HHXEKINS, 3a
MIpeIOYUTaHe B ACITOUTHIS MYyCKyJl Ha TOpHATa YacT Ha pbKaTa.

o ITpu mpusnoxeHue Ha BCAKAa MHXKEKIMS MOKE /1a Bb3HUKHE CUHKOII (TIpUIaiaHe), BKIIOYUTETHO

u ¢ JCOVDEN. Tpsi0Ba na ce pasnonara ¢ NpoLeaypH 3a peioTBpaTsIBaHe HAa HapaHsSBaHE MIPU
najiaHe ¥ 3a OBJIAJsIBaHE HA CHHKOIAJTHH PEAKLIUH.

[Ipocaeaumoct

3a 1a ce moIo0pH MPOCIIEAMMOCTTA HA OUOJIOTMYHUTE JICKAPCTBEHU MPOJIYKTH, UMETO U TTAPTUIHUSAT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPSOBA SCHO J1a CE 3arMCBaT.

Yka3aHus 3a IPpUIOKEHUE U padoTa:

C Ta3u BakcuHa TpSI6Ba Ja pa6OTI/I MCIUIIMHCKHU CIICUAJIHUCT, KaTO M3I10JI3Ba AaCCIITHYHA TCXHHUKA, 3a
Ja C€ OCUTYPH CTCPUIIHOCT HA BCAKA 4034a.

[a ce cpxpansBa 1 TpaHcHopTHpa 3ampasena npu -25°C no -15°C. Jlatata Ha U3THYAHE HA CPOKA Ha
TOJHOCT NpHU cbXxpanenue mnpu -25°C no -15°C e orneyaTan BbpXy (JlakoHA M BHHIITHATA KAPTOHEHA
omnakoBka cief "EXP/T'oxen no:".



BakcunaTa ¢ roToBa 3a ynorpeba ciiesi pazmpassBane. BakciHaTa MOXKe J1a ce JOCTaBsl 3aMpa3eHa
mpu -25°C 1o -15°C unu pasmpasena mpu 2°C g0 8°C.

Koraro e cpxpansiBana 3ampaszena npu -25°C o -15°C, BakcuHaTta MoXe J1a ce pa3mpasu uwim mnpu 2°C

no 8°C, win Tpu CTaifHa TeMIeparypa:

. mipu 2°C 10 8°C 1ie ca HeoOXouMU PUOIU3UTENHO 13 yaca 3a pa3MpassiBaHETO Ha KAPTOHCHA
omnakoBka ¢ 10 wam 20 ¢rakoHa, a 3a pa3MpassiBaHETO Ha eIUH (IIAKOH IIe ca HEOOXOUMHU
NpUOTU3UTETHO 2 yaca.

. npu cTaifHa Temmneparypa (Makcumanto 25°C) me ca HeoOX0AUMHU MPUOIU3UTENTHO 4 Yaca 3a
pasMpazsBaHeTO Ha KapToHeHa omnakoBka ¢ 10 mwm 20 dhaakoHa, a 3a pa3Mpa3sIBaHETO HA SIUH
(hakoH 1mIe € HeoOXoauM MPUOIU3UTETHO 1 Jac.

Cnen pa3MpassaBaHC BaKCUHATA HE TpSI6Ba Ja C€ 3aMpassiBa OTHOBO.

Baxcunara Moske ChIIIO Taka J1a ce ChXpaHsaBa WK TpaHcnopTupa B xuaguiaHuk npu 2°C no 8°C 3a
eHoKpaTeH nepuoA 1o 11 mMecena, kato He TpsiOBa 1a ce U3MOI3Ba Ciie]] TbpBOHAYAIHATA J1aTa Ha
n3tnvyane Ha cpoka Ha rogHocT (EXP/T'oneH no:). Crex mpemMecTBaHe Ha MPOAYKTa OT YCIOBUS Ha
cexparenne npu 2°C go 8°C akTyanm3npaHaTa JaTa Ha H3THYAHE HAa CPOKA HAa TOJHOCT TPsIOBa J1a ce
0TOeNe)KN Ha BHHITHATA KAPTOHEHA OMAKOBKA W BAKCHHATAa TPsOBa Jja Ce M3IOJI3Ba WITH Ja ce
M3XBBPIIM J10 Ta3M gata. [IppBoHavyanHaTa 1aTa Ha H3TUYAHE HA CPOKA Ha TOAHOCT TPsAOBa Aa ce
3aueprae. Bakcunara Moxe n1a ce Tpancnoptupa u npu 2°C no 8°C, ako ce oCUTrypsT NOAXOISIIUTE
YCIJIOBUS Ha ChbXpaHeHue (TeMIeparypa, BpeMe).

CoxpansBaiiTe (1akOHUTE B OpUTMHAIHATA KAPTOHEHA OMAKOBKA, 32 Ja Ce MPEANa3aT OT CBETJIMHA U
3a J1a ce 0TOeek U CPOKBT Ha TOAHOCT IPHU PA3INYHUTE YCIOBHS Ha CbXPAHEHUE, aKO € MPUIIOKHUMO.

JCOVDEN e 6e3mBeTHa 10 610K bIITa, OUCTPa 10 CHIHO onaiecieHTHa cycnensus (pH 6-6,4).
[Ipenu MPUIIOKEHNETO BaKCHHATA TPSOBA JIa ce IPOBEPH BU3YaJIHO 3a HAJMYNE HAa BUAMMH YaCTHIH
WK [IpoMsiHa Ha 1Beta. [Ipenu npunokenne (akoHbT TpsOBa a ce MPOBEPH BU3YaIHO 3a HaJIHYHE
Ha IIyKHATHHH WA HAKAKBU IPOMEHU BHB BBHHIIHKSA BUJI, HAIP. IPU3HAIM Ha oTBapsiHe. He
HpuJIaraiiTe BaKCHHATA NP HAJIMYKME HA TaKWBa PU3HALIM.

[Mpeau npunarane Ha J03a OT BaKCHHATa BHUMATEITHO 3aBbpTeTe (PIIaKOHA B H3MIPABEHO MOJIOKEHHUE B
npoabkenue Ha 10 cexkynau. [a He ce paskiama. M3non3BaiTe cTepuiiHa Urjia U CTEpUIHA
CHPUHIIOBKA, 3a Ja U3TerNUTe eAuHnYHa 103a oT 0,5 ml oT MHOr0#030BH (IIaKOH, KATO 51 IPUIIOKHUTE
caMo 4pe3 MHTPaMyCKYJIHa MHKEKIUS B IENTOMIHUS MyCKYJI Ha TOpHAaTa 4acT Ha pbhKaTa.

OT MHOT0/1030BHsI (DJTAKOH MOKE JIa C€ U3TEMIIAT Hall-MHOTO 5 71031. V3XBBpIieTe OcTaHANIATa BHB
(rakoHa BaKCHHA CJIe/l U3TETJISIHE Ha 5 103H.

Cren mppBOTO MyHKTHpaHe Ha (1akoHa BakcuHata ((hiakoHa) Moxe aa ce cbxpaunsasa npu 2°C no 8°C
Jto 6 gaca WK Ha CTaifHa TeMiiepaTypa (MakcuManHo 25°C) 3a eTHOKpaTeH mepuos 10 3 Jaca.
W3xBbpriete rakoHa, ako BAKCHHATA, HE € U3M0JI3BaHa B paMKHUTE Ha To3u niepuoa. Cie mbpBOTO
NYHKTUpaHe Ha (JlakoHa BbPXY €THKETa Ha BCEKH (DJIAKOH 3alMIIeTe JaTaTa v 9aca, Korato (UIakOHbT
TpsiOBa J1a ce U3XBBPIIH.

UsxBbpasiHe

Hewn3non3sanara BakcUHA UITH OTHNAABYHUTE MAaTCpUAIN OT HEA TpH6Ba Ja C€ U3XBBPJIAT B
CBHOTBETCTBHUE C MCCTHUTC YKa3aHUA 3a q)apMaHeBTI/IT-IHI/I oTIHaabIu. HpI/I CquaﬁHO pasiiMBaHC
MACTOTO TpH6Ba Ja ce ,Z[C3I/IH(1)CKI_II/Ipa CbC CpCACTBA C BUpUIIUJHA aKTUBHOCT CPCILy aACHOBUPYC.
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