JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 30 Mmuxporpama/no3a HHKeKIIMOHHA THCIIEPCHST
Bob3pacTHH U I0OHOIIM, HABBPIWIWIM 12 ronuHu
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
OperoBamepan (bretovameran)

vTO3I/I JIEKapPCTBEH MPOAYKT TOJICKH Ha JOMBIIHUTEHO HAOM0qeHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBSIBaHE HA HOBA MH(POPMAIIUsS OTHOCHO Oe30macHocTTa. MoXeTe /1a iajieTe CBOs IPHHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA peaKIHs, KOSTO CTe MOMyYMId. 3a HaurHA Ha ChOOIIaBaHe Ha HEXEIlaH!
peakuuu BUKTE Kpasi Ha To4Ka 4.

IIpoyeTeTe BHUMATEIHO SAJIaTa JUCTOBKA, IpeaAu 1a Bu 6b1e npuiokeHa Ta3u BAKCHHA, Thil
KaTo THA ChAbP:Ka Ba:xkHa 32 Bac nundopmanus.

L4 3ama3ere Ta3u IMCTOBKA. Moke Ja €€ HAJIOKU a A MPOYCTCTEC OTHOBO.

L4 Axo0 nmaTte HIKaKBU AOI'BJIHUTCIIHUA BbIIPOCH, nonuTanTe Bamms JICKap, (I)apMaI_IeBT N
MCIUIMHCKA CeCTpa.

L4 Axo MOJIYYUTC HAKAKBU HCXKCIIAHU PCAKIINU, YBEAOMCTC Bamms JICKap, Q)apMaueBT HIIn

METUITMHCKA cecTpa. ToBa BKIIIOUBA M BCHUKH BH3MOXKHH HEXKEJIaHU PEaKIINK, HEOMCaH! B
Tas3u JIUCTOBKA. BinkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kaxso mpencrasmsiea Comirnaty JN.1 1 3a kakBO ce H3M0I3Ba

Kakso Tpsi0Ba na 3Haere, npean ga Bu 6b1e npuioxena Comirnaty JN.1
Kak ce mpunara Comirnaty JN.1

BBb3MOXHM HEXETaHU PEAKLIUU

Kak na cexpansBare Comirnaty JN.1

ChbabpkaHye Ha ONAKOBKATa M JOIBIHUTEIIHA HH(POPMALUs

QAP

1. Kaxkso npeacraBasa Comirnaty JN.1 u 3a kakBo ce U3M0J13Ba

Comirnaty JN.1 e BakcHHa, KOATO C€ U3IOJI3BA 32 Mpena3Bane ot 3adonsBane ot COVID-19,
npuanaeHo oT SARS-CoV-2.

Comirnaty JN.1 30 Mukporpama/n03a MHXEKIIMOHHA AUCTIEPCHS Ce Mpujlara Ha Bb3pacTHHU U IOHOLIH,
Ha Bb3pacT 12 u noBede roJuHH.

BaxkcuHara cTaBa npu4rHa KIMyHHaTa CUCTeMa (€CTECTBEHUTE 3all[UTHH CHUJIM HA OPraHU3Ma) Ja
MPOM3BEXKAa aHTUTEIA i KPHBHU KJIETKH CPEIIy BUPYyCa, KaTO TaKa OCUTYpsIBa 3aIlITa CPELLy

3abomsiBane or COVID-19.

Toit kato Comirnaty JN.1 He cpaBpKa BUpYCa, 3a 1a Ch34a/le IMyHHUTET, TSI HE MOKE J1a IPUYUHH
3abomsiane ot COVID-19.

YHOTpe6aTa Ha Ta3y BaKCHHa TpSI6Ba Ja € B CbOTBETCTBHUC C 0(1)I/ILII/IaJ'IHI/IT€ MIPCIIOPBKHU.

2. Kakso Tps0Ba na 3Haete, npeau Aa Bu 0bae mpuiioxkxena Comirnaty JN.1
Comirnaty JN.1 He TpsiOBa 1a ce mpuJjiara

. aKo CTe aJleprUYHU KbM aKTHBHOTO BEIIECTBO WJIM KbM HIKOS OT OCTaHAIHMTE ChCTABKH Ha TOBA
JIeKapcTBO (M30pOEHU B TOUKA 6).
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IIpenynpesxaeHusi U MpeIna3sHu MEPKH
T'oBopere ¢ Bamus nekap, papMaieBT Wil MEIUIIMHCKA CeCTpa, Ipeau na Bu Obae npuioxeHa
BaKCUHATA:

o aKo HJIKOTa CTE UMAaJIM TeKKa alepruyHa peaKiis Uik MPOOIeMH C TUIIAHETO CIeNT
WH)KCKTHpaHe Ha HIKaKBa Jpyra BakKCHHA WU Clie]] KaTo Bu e Omia mpuioxeHa Ta3u BakCUHA B
MUHAJIOTO.

o ako Bu nputecHsBa MpoIrechT Ha BAKCUHUPAHE WK HAKOTA CTE TIPUTIAIAIN CJIe]l IOCTaBsSHE Ha
WHKEKIIVS C UTJIA.

. aKo “MaTe TeKKO 3a00siBaHe MM MHQEKIHS ¢ BUCOKa Temrieparypa. Obadye Bue moxete na

6’I>ILCTC BAKCHMHHPAHU, aKO UMATC JICKO NMMOBUIIICHA TEMIICPpATYypa WU JICKa I/IH(I)GKLII/IFI Ha
TOPHUTC NUXATCIIHU MIbTHUIIA, KATO HACTHHKA.

° aKo “MaTe Ipo0iIeM ¢ KPbBOCHhCUPBAHETO, JIECHO MOIy4aBaTe CHHUHU MM U3I0JI3BaTE
JIEKApCTBO 32 IIPEIIa3BaHe OT MI0SIBA HA KPbBHU ChCHUPELH.
. aKo UMaTe oTciabeHa MIMyHHA CHCTeMa Topaju 3abosBane, Hanpumep uHdexus ¢ HIV, wim

IMPUCM Ha JICKAPCTBO, KaTO KOPTHUKOCTCPOU, KOCTO IMOBJIMABA UMYHHATa Bu cucrema.

CrpIiecTByBa MOBHILIEH PUCK OT MHOKAPIUT (BB3MAJICHUE HA ChPJICYHUS MYCKYJT) M IEPUKAPTUT
(BB3ManeHue Ha BbHIIHATA OOBUBKA Ha ChpIETO ciiex BakcuHauus ¢ Comirnaty (Bx. Touka 4). Te3u
3a00JIsIBaHMS. MOT'aT J1a C€ PA3BUAT O HAKOJIKO JHHM CJIE/l BAKCHHALMATA U IPEIUMHO B PAMKUTE Ha
14 mau. Te ca HabMrOIaBaHK MO-YECTO CIIeNl BTOpaTa BaKCUHAIIMS M [TO-9ECTO TPH MO-MIIATH MBKE.
PUCKBT OT MHOKapIUT U IEPUKAPIUT U3TIIEK A TO-HUCHK TPH Jielia Ha Bh3pacT oT 5 1o 11 roguan B
CpaBHEHUE C Te3U Ha Bb3pacT oT 12 go 17 rogunu. B noBeuero ciiyuan Ha MUOKapAUT U NEPUKAPAUT
HACTBIIBA BB3CTAHOBSIBaHE. B HAKOM CiTydau ce Hajara MmoJabp>KaHe C HHTCH3UBHU TPHKH U HIMa
HaOJII0/JTaBaHU CIy4Yau ChC CMBPTEH n3xoJ. Clie] BAKCHHALIMS TPsOBa 1a ObJIeTe OJAUTEITHH 32
NPU3HALM HAa MUOKAapAWUT U IEPUKApANT, HAIPUMED 3a1yX, ChbpleOnueHe win 00iKa B I'bPANUTE, U
Tpsi0Ba He3a0aBHO Ja MOTHPCHUTE JIEKAPCKa TIOMOIII, aKO T€ HACTBIIAT.

KaxTo Bcuukn Bakcwan, Comirnaty JN.1 Moxe /1a He 3aIIUTH HAITBIIHO BCUYKH BAKCHHUPAHU U HE €
M3BECTHO KOJIKO JABJITO ITe OBACTE 3aIUTeH(a).

Edukacnocrra Ha Comirnaty JN.1 Moke /1a € mo-HHUCKa MU Xopa ¢ oTciaadeHa HIMyHHA CUCTEMA.
AKo cTe ¢ oTcabeHa IMyHHA CHCTeMa, MOJKe J1a TIOJMy4YnTe JombIHATENHN 103u Comirnaty JN.1. B
TE3W CiTy4au TpsiOBa Jia MPOABIDKHUTE J1a Crla3BaTe (PU3UUCSCKUTE NPESa3Hi MEPKH, 32 JIa TIOMOTHETE
3a mpeennusaTa Ha COVID-19. Ocsen ToBa 6iu3kute Bu KOHTaKTHHU JiHiia TpssOBa 1a Obaat
BaKCHHHPAHH, aKO € OAXoAsm0. O0ChaeTe MoAXOAMIINUTe HHANBHUAYATHA IPETIOphKY ¢ Bamms
JeKap.

Jeuna
Comirnaty JN.1 30 mukporpama/no3a HHKEKITHOHHA JUCTIEPCHsI HE ¢e TIPETIophyBa MPH JIera Ha
BB3pacT moa 12 roauHu.

[pemarar ce nemuaTpuyHy JiekKapcTBeHH (GOpMH 32 KbpMaveTa Ha Bb3pacT 6 Mecela U o-ToJIeMH U
Jiela Ha Bb3pact moj 12 rogusu. 3a moapobdHa nH(OpMAIns, MOJIs, BUXKTE JJUCTOBKATA Ha
CBHOTBETHUTE CHCTaBH.

Baxcunara He ce mpenopbuBa Mpu KbpMadeTa Ha Bb3pacT Mo 6 Mecerna.

JApyrn nekapcrBa u Comirnaty JN.1

TpsiOBa na kaxere Ha Bamms nexap wim GapmaieBT, ako U3IO0I3BaTe, HACKOPO CTE W3IOI3BANIN HITH €
BB3MOXHO J1a M3MI0JI3BATE IPYTH JIEKAPCTBA, WIIM HACKOpo By e mpuiiokeHa HAKaKBa Apyra BaKCHHA.
Comirnaty JN.1 Moxe aa ce mpuiara Imo €IHO U ChIIIO BpeMe ¢ IIPOTUBOTPUITHA BAaKCHHA.
BpemMeHHOCT M KbpMeHe

AKko cTe OpeMeHHa WK cMsITaTe, Ye MOKe Jia cTe OpeMeHHa, KakeTe Ha Bamms inekap, MeTuIIMHCKa
cectpa win ¢apmariesT, peau 1a Bu Ob1e npuiokeHa Ta3u BaKCHHA.
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Bce ome nmrncBar manHu oTHOCHO yrorpebaTta Ha Comirnaty JN.1 o Bpeme Ha 6peMeHHOCT. Bee mak
roJIsiM 00eM HH(pOPMAITHS, TIOTydeHa OT HAOII0JCHNETO Ha OPEMEHHHU KEHHU, BAKCUHUPAHU C
IbPBOHAYATHO pa3pelieHaTa 3a ynorpeda BakcuHa Comirnaty rmpe3 BTOPHsI U TPETUSI TPUMECTHP, HE
MOKa3Ba BAaKCUHAIUATA J]a UMa HeOIaronpusaTHU e(heKTH BbpXYy OpEMEHHOCTTA UM HOBOPOJICHOTO.
Makap ve nadopmarmsra 3a eeKTHUTE BbpXY OPEMEHHOCTTA WIIH HOBOPOJICHOTO CJIE]| BAKCHHAIHS
npe3 IbPBUSI TPUMECTHP € OTpaHuveHa, He ce Ha0JII0/jaBa MPOMSIHA 110 OTHOIIIEHHE Ha PHCKa OT
criontaneH abopt. Comirnaty JN.1 Moxke fa ce npuiara 1mo BpeMe Ha OpeMEeHHOCT.

Bce oitie snricBaT naHHu 0THOCHO yriotpebaTta Ha Comirnaty JN.1 B mepuoja Ha kbpMeHe. Bee mak He
ce o4akBaT e(peKTH BbPXy KbPMEHOTO HOBOPOJACHO/KbpMaueTo. [laHHuTe, moIy4YeHu oT
HaOJII0IEHUETO Ha KEHU, KOUTO KBPMST CJIe BaKCHHALIMS C TbPBOHAYAIHO pa3pelieHara 3a ynorpeda
BakcuHa Comirnaty, He TIOKa3BaT PUCK OT HeXKeNaH! e(heKTH MPH KbPMEHUTE HOBOPOJICHN/KbpMayeTa.
Comirnaty JN.1 Moxe ia ce npuiara B IepuoAa Ha KbpMEHe.

Ilodupane u padoTa ¢ MAIIMHU

Hsikou ot edexTHTE Ha BAKCHHATA, YITIOMEHATH B TOUKa 4 (Bb3MOXKHU HEXKETaH! peakIii) MOTaT
BpPEMEHHO J1a IOBIUSAT criocoOHOCTTa BU 3a modupane nim padota ¢ Mammnu. M3vakaiite, JOKaTo
Te3u epeKTH OTIIYMST, MPeJIH Ja mopupaTe WK 1a paboTHTE ¢ MAITUHH.

3. Kak ce npmiiara Comirnaty JN.1
Comirnaty JN.1 ce npwnnara kato umkekmnus ot 0,3 ml B MycKys B ropHaTa 4acT Ha pbKaTa.

Ille Bu Ob1e HampaBeHa 1 WHXKEKIUS, HE3aBUCUMO JIAJIM IIPEIU TOBa CTE MOJyJYaBaJld BAKCUHA CPEILy
COVID-19.

AKko mipequ ToBa cte Omu BakcuHHpaH(a) ¢ BakcuHa cpenry COVID-19, ve TpsiOBa na momy4asarte
no3a Comirnaty JN.1, qokato He U3MUHAT HaW-MaJIKO 3 Mecella ciell oceIHaTa J03a.

AKo cTe ¢ oTciabeHa IMyHHA CUCTeMa, MOXKeE J1a TIOJTy4uTe AOmbIHATENH! 1031 Comirnaty JN.1.

AKO UMaTe HSIKaKBU IOMBIHUTEIHN BBIIPOCH, CBBbp3aHu ¢ ynorpebara Ha Comirnaty JN.1, momuraiite
Bammus nekap, ¢papManeBT WM MEIULIMHCKA CECTpa.

4. Bb3MOKHHU He)KeJTaHU peakiun

Kakro Bcuuku BaKCHWHU, Comirnaty JN.1 moxe Ja NpE€aAn3BHUKa HEKEJIaHU pCaKIIMK, BBIIPEKH Y€ HE
BCCKU I'M T1OJIy4daBa.

MHOro0 4ecTH He:KeJIAaHHU PeaKIMU: MOraT Ja 3acerHar rnoseye ot 1 Ha 10 gymu

Ha MSCTOTO Ha WHXKEKTUpaHe: OOJIKa, OTOK

yMOpa, TJIaBo0oIHe

0oJika B MyCKYJIUTE, OOJIKa B CTABHUTE

BTpHCaHe, TIOBUIIIEHA TEMIIEpaTypa

TapHst

Hsxou oT Te3u HexXeNaHN peakiuy ca MaJIKo [TO-YeCTH IIpU IOHOIN Ha 12 10 15 ronnHu, 0TKOIKOTO
[P Bb3PaCTHHU.

YecTn HexkeTaHU peaKIMM: MOraT Jia 3acerHat 1o 1 Ha 10 gymm

o rajicHe

o MOBpBIIaHe (,,MHOTO YeCTH MPH OpEeMEHHH >KeHH Ha Bb3pacT 18 U moBeye roguHu U npu
MMYHOKOMIIPOMETHPaHH JIHMIIa Ha Bb3pacT 12 1o 18 rogunam)

. 3a4epBsiBaHE Ha MSACTOTO HAa MHXKEKTHpaHE (,,MHOTO YeCTH HPU UMYyHOKOMIIPOMETHPAHH JIHLA
Ha BB3pacT 12 u moBeye TroANHN)

. yrosieMeHu JInM(HU Bb31H (Ha0JIF0/1aBa Ce TO-UeCcTo clie OycTep mo3aTa)
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HeuecTu HexXe1aHU peakiuu: MoraT jaa 3acerHat A0 1 Ha 100 gymm
HEepasoJIOKEeHUE, yCelIaHe 3a CITa00CT WIIH JIUTICA Ha EHEPTHS/ChHITMBOCT
Ooika B ppKara

Oe3chHME

C'Bp6e)i( Ha MACTOTO Ha MHXKCKTUPAHE

aJIepTHUYHU PEaKIIui KaTo OOPUB MM ChPOEK

HaMalleH aleTUT

3amaiiBaHe

IMPEKOMEPHO MU3NIOTABAHC, HOIIIHU U3NOTABAHUA

Penxu Hexenanm peakumuu: Morat ga 3acersat 1o 1 va 1 000 npymwm
. BPEMEHHO €THOCTPAaHHO YBHCBaHE Ha JUIETO
° aJIepTUYHU PEaKIMU KaTo YPTHKAPHUS WIN TIO{yBaHEe Ha JIUIETO

MHoro peaku He:keJIaHU peakuu: Moxke Ja 3acerHart 1o 1 Ha 10 000 nymwm
) BB3MAJICHUE HA CHPCUHUSI MYCKYJ (MHOKApIUT) WK Bh3MajieHUE Ha BHHIIIHATa OOBUBKA Ha

chpreTo (TIepUKapanT), KOETO MOXKeE J1a AOBEe 0 3ayX, ChpieOnueHe nin 00IKa B TbpIUTe

C Heu3BeCcTHA YecTOTAa (OT HATMYHUTE TAHHU HEe MOXe J1a ObJIc HAallpaBeHa OLICHKA)

o TeKKa aJepruiHa peaxius
o 0OIIMPEH OTOK HA BAKCHHUPAHUSI KPaHUK

. OTOK Ha JIUIETO (MOyBaHe Ha JIUIIETO MOXeE Jla CE MOSIBU NPH MALUEHTH C AepMajieH QUIIbD)
. KOXKHA peakius, moj (opMara Ha YepBEHHU MEeTHA WM OOpUB MO KOXKAaTa, KOUTO MOXe J1a

M3TIIekKIa KaTo ,,MHIIeHa" WX ,,0MBOJICKO OKO* C ThMHO YepPBEH IIEHTHP, OKOJIO KOHTO MMa Io-
CBETJIM YEPBEHU KPBIroBe (epUTeMa MyJITUPOPME)

. HEOOWYaHO yCelaHe 1Mo KoXKaTa, KaTo H3TPhIIBaHE WM MpaBy4YKaHe (ITapecTe3ns)
HaMaJIIBaHE Ha YCEIIaHUATa WM TyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XHUIIECTe3Hs)

° TEKKO MEHCTPYaJIHO KbpPBEHE (MIOBEUETO CIyYan M3TJIeK/1a He ca CEPUO3HH U A C BPEMEHEH
XapaxTep)

Chol0maBaHe Ha HeKeJJaHH peaKInu

AKO TIoNTyunTe HAKaKBU HEXKEIAHU JICKAPCTBEHU Peakiuy, yBegpomMere Bamus nekap, hapmareBt win
MeJIUITUHCKA cecTpa. ToBa BKITIOYBA BCUYKH BH3MOKHU HEOIMCAHH B Ta3H JINCTOBKA HEXKEIIAHH
peakiu. MoxeTe ChIIo J1a ChOOIIUTE HEXENaHU PEaKIUU TUPEKTHO upe3 M3IbIHUTEIHA areHIHs 110
nexkapcTBara, yi. ,,Jlamsan I'pyes” Ne 8, 1303 Codust, Ten.: +359 2 8903417, yeGcaiit: www.bda.bg.
Karo choOmaBare HexxenaHu peakIiuu, MOXKETE J1a 1aJieTe CBOS MPUHOC 3a MOJIyYaBaHe Ha TIOBEYE
nH(pOopMaITis OTHOCHO 0€30ITaCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na coxpansaBate Comirnaty JN.1

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHIIHO 34 ACLA.

CrnenBariata nHGOpPMAIHs OTHOCHO ChbXPaHEHHUETO, CPOKa Ha TOJHOCT M paboTaTa ¢ MmpeHa3HavYeHa 32
MEUITUHCKH CTICIIUATUCTH.

He m3non3BaiiTe TOBa JIEKapCTBO CIIE] CPOKA HA TOJHOCT, OTOENsI3aH BhPXY KapTOHEHATa OMaKOBKa U
eTuKeTa cien ,,l 'oneH 10:*“. CpoKbT Ha TOAHOCT OTTOBAps Ha MOCIEAHUS JI€H OT TOCOYESHUS MECeIl.

Ha ce cpxpansBa BbB (pusep npu -90°C no -60°C.
Jla ce chxpaHsBa B OpUTMHAIHATA OMAKOBKA, 32 Ja CE MPEa3y OT CBETIIMHA.

Baxkcunara ce nonmydaa 3ampasena npu -90°C no -60°C. Cren mosny4yaBaHe 3aMpa3eHaTa BaKCHHA
MO3Ke J1a ce cbXpaHsBa win npu -90°C no -60°C, unu npu 2°C no 8°C.
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Ennonososu ¢urakonu: Korato ce cbxpansaBat 3ampaszenu npu -90°C g0 -60°C, ormakoBKHTE ¢
10 enHOZO30BH (hiakoHa BakcMHa Morat Aa ce pa3mpassaT npu 2°C no 8°C 3a 2 yaca, a eIMHUYHU
(hmakoHHM Morat Aa ce pa3mpassT Ipu ctaiiHa temneparypa (1o 30°C) 3a 30 MuUHYTH.

Mmuorono3oeu diaakonu: Koraro ce chbxpansear 3ampaseHu npu -90°C mo -60°C, onakoBKUTE ¢
10 ¢akona BakcuHa Morar 11a ce pasmpasst npu 2°C o 8°C 3a 6 yaca, a eTuHUYHH (IIaKOHH MOTaT
Jla pa3Mpasar npu craiina remmneparypa (1o 30°C) 3a 30 MunyTH.

Pasmpasenu (mpeau ToBa 3ampasenn) ¢uiakonu: Cieq KaTo BEAHBX € U3BalleH OT ¢ppusepa,
HEOTBOPEHUSAT (PJIAKOH MOXKE /1a Ce ChbXpaHsIBa U TpaHcopTupa B xnaamnHuk npu 2°C mo 8°C no

10 cemmurtu, 6€3 1a ce mpeBUIaBa OTIEYaTAHUAT CpoK Ha rogHocT (I"oxeH mo:). BepXy kapToHeHaTa
OTakoBKa TpsiOBa 1a ce 0TOeJeKH HOBHAT CPOK Ha roJHOCT npu cbxpanenue mpu 2°C go 8°C. Cnen
KaTo BEAHBXK € pa3Mpa3eHa, BAKCHHATa HE MOXKE J1a CE 3aMpassBa IIOBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PIIAKOHU MOT'aT Ja CE ChXpaHABaT 10 12 yaca mpu TeMIepaTypa
Mexnay 8°C u 30°C.

C pazMpazenute GIakoHU MOKE Jia ce padOTH B YCIIOBHSI HA CTaiiHA CBETIIHHA.

OtBopenu ¢uakonu: Crnex mbpBOTO MPOOKBAHE Ha 3aMylIalikaTa Ha (QJlaKoHa, ChXpaHsBaiiTe
BakcuHata ipu 2°C 1o 30°C u s nsnon3Baiite B paMkuTe Ha 12 yaca, KOeTo BKIIFOUBa 710 6 aca Bpeme
3a TpaHcropTupaHe. M3xBbpiere Hen3noa3BaHaTa BAaKCHHA.

He usnon3Bpaiite Ta3u BaKCHHA, aKO 3a0€JICKUTE BUIMMH YaCTHIIA WM ITPOMSHA Ha I[BETA.

He HSXBBpHHﬁTe JICKApCTBATAa B KaHAJIU3alUATa UIIN KOHTeﬁHepa 3a JOMAIllHM OTIIaAbIIN. Ilonuraiite
Bamms Q)apMaueBT KaK J1a U3XBBbPJIATC JICKAPCTBATA, KOUTO BCUC HC U3IIOJI3BATC. Te3u MCPKH 1IC
CIIOMOTr'HaT 3a OIa3BaHC Ha OKOJIHAaTa Cpeaa.

6. Cun)pmaﬂne Ha OoMaKoOBKaTa M JOIIbJHHUTEC/IHA I/IHQ)OpMaIII/IH

Kakso cpabp:xa Comirnaty JN.1
° AxtuBrOTO BemiectBo Ha UPHK Bakcunara cperry COVID-19 (aHykneo3umno Moanuduimpana)
ce Hapu4a OpeToBaMepaH.
—  Enun enqHono30B ¢akon ceabpika 1 goza 0,3 ml ¢ 30 Mukporpama 6peToBaMepaH.
—  Egwn MaOr0om030B (priakoH crabpika 6 qo3u mo 0,3 ml, Beska ¢ 30 mukporpama
OpeToBamepaH.
. Hpyru cecTaBku:
- ((4-xunmpoxcubyTtrin)azaneuni )ouc(xekcan-6, 1 -mumi )ouc(2-xeKCuigeKaHoar)
(ALC-0315)
- 2-[ (monuerunenrukon)-2000]-N,N-nurerpagenunaneramua (ALC-0159)
- 1,2-nmucreapomn-sn-rautepo-3-docdoxomun (DSPC)
- XOJIECTEPOI
- TPOMETaMOI
- TPOMETaMOJIOB XHIPOXIOPHU/T
- 3axaposa
- BOJIa 332 WH)KEKIIHH

Kak m3rie:xkna Comirnaty JN.1 U KakBo cbIbp:ka OAKOBKATA
Bakcunara e 6suta o mourn 0si1a nucriepcust (pH: 6,9 — 7,9), nocraBsHa wim B

o €71H0/1030B (hi1akoH ¢ 1 j03a — mpo3paveH ¢urakoH (cThkiao Tum [) 2 ml, ¢ rymMeHa 3amymanika u ¢
ATyMHHUEBa 00KaTKa M OTYYIBAIO CE CHBO TUIACTMACOBO Karaye, Wi B
. MHOT01030B (pJ1akoH ¢ 6 1031 — npo3padeH (aakoH (cThkI0 TUl 1) 2 ml, ¢ rymMeHa 3amyiaika u

C AJIyYMHWHHCBA oOKaTKa U OTYYIBAIIO CC CUBO IMJIACTMACOBO Karadc.
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Bun onmakoBka ¢ ennono3oBu (irakonu: 10 pmakona
Bun onmakoBka ¢ MHOT01030BH (hiakonu: 10 dhmakona
He BcHuky BHJIOBE OMTAaKOBKH MOTAT Jia ObJaT ITyCHATH Ha Ma3apa.

IpuTexaTes Ha pa3pelIeHUETO 3a ynoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

(bakc: +49 6131 9084-2121
service@biontech.de

IIponsBoauTe

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaHI/IH OTHOCHO TOBa JICKApCTBO, MOJIS, CBBPIKETEC CC C JIOKAJTHUA
MNPEACTABUTCII HA IPUTEKATECIISL HAa Pa3pCHIICHUCTO 3a yHOTpe6a:

Boarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JaTa Ha mocseHO pepasriexiaaHe Ha JucToBkara 11/2024

CkanupaiiTe Ko1a ¢ MOOMIIHO YCTPOMCTBO, 3a [1a MOJyYUTE JIMCTOBKATA Ha Pa3JIniHU €3HLH.

URL: www.comirnatyglobal.com

[Moapo6ua nHpOpMAaIHs 32 TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickara areHuus
10 JIeKapcTBaTa https://www.ema.europa.cu.

IMocouyenaTa mo-xo1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIIMHCKH CIIEIAATUCTH:
[Ipunaraiite Comirnaty JN.1 uaTpamMyckynHO KaTo eauHu4Ha 1032 0,3 ml, He3aBUCHUMO OT
MIPEeNIITHAS BaKCHHAITMOHEH cratyc 3a COVID-19.

Ha numia, konto mipenu ToBa ca 6unn Bakcuaupanu ¢ BakcuHa cperry COVID-19, Comirnaty JN. 1
TpsiOBa Ja ce mpuyara Haif-manko 3 Mecela cie nmocjenHaTa 1o3a Bakcuaa cpentry COVID-19.

Ha Jnia CbC CUJIHO oTcnabeHa HMYHHA CUCTEMaA MOXKC 1a CC MPUJIOKAT AOIIbJIHUTCIIHA JO3U.

IMpocaegumoct
3a Ja Cce HO,I[O6pI/I MMpoCJICAMMOCTTA Ha OMOIOTUYHUTE JICKAPCTBCHU MMPOAYKTHU, UMCTO U MMAPTUAHUAT
HOMeEp Ha MPIJIOKEHHUS MPOIYKT TPsIOBa SACHO J1a CE 3ar1CBarT.

Yxka3anus 3a padora npeam ynorpeda
Comirnaty JN.1 TpsiOBa Ja ce IPUTOTBU OT MEIUIIMHCKH CIICIIUAINCT, KATO CE U3IOJI3BA aCENTHYHA
TEXHHKa, 32 J]a Ce TapaHTHpa CTEPUITHOCTTA HA TIPUTOTBEHATA JUCIIEPCHSL.
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IIpoBepere nanu GprakoHBT € ChC CHBO IUVIACTMACOBO Kamnave ¥ Jaji UMeTO Ha MTPOAYKTa €

Comirnaty JN.1 30 Mmukporpama/no3a nH:KeKIHMOHHA qucnepcus. (Juma Ha 12 u moBeue

TOJIMHH).

AKO UMETO Ha MPOJYKTa BEPXY €TUKETa Ha (hJaKOoHa € IPYTro, MOJIsI, HallpaBeTe CIpaBKa C

KpaTKara XapaKTepUCTHKa Ha MPOLYKTa 33 TO3U ChCTaB.

Ako (JIaKOHBT ce ChbXpaHsBa 3aMpa3eH, TOH TpsOBa Ja ce pa3Mpasu Ipeau yrnorpeoda.

3ampazenute (akoHH TPAOBa Ja ce mpeHecar B cpeaa ¢ temneparypa 2°C go 8°C, 3a na ce

pasmpasst. YBeperte ce, 4e (UIakoHHUTE ca HAIThJIHO Pa3Mpa3eHu Mpen yrnorpeoa.

- Ennono3osu ¢uakonu: Pazmpasssanero Ha efna onakoBka ¢ 10 eqH01030BU (uiakoHa
MOJe J]a OTHEMe 2 yaca.

- Muorono3oBu ¢uakonu: PazmpassBaHeTo Ha eHa omakoBka ¢ 10 MHOro1030BH (priakoHa
MOJe J1a OTHeMe 6 yaca.

Crnen npemecTBane Ha (hiakoHHTE 3a chbxpaneHue npu 2°C o 8°C, kopurupaite cpoka Ha

TOZIHOCT BbPXY KapTOHEHATA OIAaKOBKA.

HeotBopenute ¢urakonu morar aa ce cbxpansasat 10 10 ceamumu npu 2°C g0 8°C, 6e3 na ce

MIpPeBHILIaBa OTMEYATaHUAT cpok Ha rogHocT (I'oxen no:).

BB3MosKeH e Ipyr BapuaHT, IpH KOUTO €AUHUYHU 3aMpa3eHu (PIIaKOHH MOXKeE Jja ce pa3MpassT

3a 30 munyTH npu Temmnepatypa o 30°C.

[Ipenn ymoTpeba HEOTBOPEHUAT PIIaKOH MOXKeE J1a ce ChXpaHsBa 0 12 Jaca mpu Temreparypa

10 30°C. C pa3Mpa3seHuTe (hIaKoOHM MOXKeE Jia ce pabOTH B YCIIOBUS HA CTaiiHA CBETIIMHA.

IIpurorBsine Ha go3u 0,3 ml

Buumarenno pasmecerte, kato o0bpHeTe hnakonute 10 mbtu. He pasknamaiite.

[Ipenu pa3mecBaHe pa3mMpaseHaTa JUCTIEPCUs MOXKE J1a Chbprka Oenun 10 mouTH Oemu
HeTpOo3pavyHu aMOP(HHI JaCTUIIH.

Crnen pa3mecBaHe BakCHHATa TPsOBa [1a MpeACTaBiIsABa Osjla 10 MouTH Osijta quctepcus 0e3
BUAMMH yacTuii. He n3non3BaiiTe BakcMHaTa NP HATMYWE HA YACTHLIM MM IPOMSHA Ha
IBETA.

[IpoBepete ganu GIaKOHBT € €AHON030B UIIM MHOTOI030B H CIICABANTE MPHIOKHUMHUTE
yKa3aHud 3a paboTa mo-Aoiy:

- Ennonozosu dhaakoHu

. Usrernere equanyna no3a Bakcuda ot 0,3 ml.
" UzxBbpaere hnakoHa U ocTaHATUS 00EM.
- MHoro1030Bu (hrIaKoHH
. Bcexn MEHOTO1030B (htakoH chabprxka 6 mo3u 1o 0,3 ml.
. Karo u3non3Bate acenTUYHA TEXHUKA, IOYHCTETE 3aITyIIajikaTa Ha (paKoHa ¢
TaMIIOH 32 €HOKpaTHA yIoTpeda, HANIOSH C aHTUCEITUYICH Pa3TBOpP.
. Nsrernere 0,3 ml Comirnaty JN.1.

TpsiOBa na ce M3MOI3BaT CHIPUHUOBKH W/WJIH UIVIM ¢ MAJIBK MbPThB (HeH3oJ13BaeM) o0eMm,
3a J1a ce M3TerIAT 6 03U OoT enuH (uiakoH. KoMOMHaIuMsATa OT COPUHIIOBKA M UIJIA C MaTbK
MBPTHB 00eM TpsIOBa J1a UMa MBPTHB 00eM He TIO-TOJISIM OT 35 MUKPOJIHUTPA. AKO Ce H3II0JI3BaT
CTaHJAPTHU CIIPUHIIOBKH W MIJIM, MOKE JIa HAMA JIOCTAaTh4YeH 00eM 3a M3TETIIsTHE Ha [IecTa J103a
OT eluH (praKoH.

Bcesika nosza tpsioBa na ceappka 0,3 ml Bakcuna

AKO KOJIMYECTBOTO Ha OCTaHAJIaTa BB (pllakoHA BAKCHHA HE € JJOCTAThYHO 32 €[HA I[5U1a 1032
0,3 ml, uzxBbpiere GakoHa U OCTaHAIUS 00EM.

3anmmere ChOTBETHUTE JaTa/4ac BbPXY (iakoHa. M3XBbpieTe HeH3Moa3BaHaTa BaKCHHA

12 vaca ciies] MbPBOTO MPOOMBAHE Ha 3allylankara Ha (iakoHa.

HN3xBbpIsiHe
Hewnsnon3sanust JICKaApPCTBCH MPOAYKT WM OTHAABYHUTE MATCPUAJTIU OT HETO TpH6Ba Jla C€ U3BXBLPIIAT
B CBbOTBETCTBUE C MECTHUTEC U3UCKBaAHU.
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