JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 30 muxporpama/no3a HHKeKIIHOHHA JucHepcus (3aMpa3eHH GuIaKoHm)
Bb3pacTHH U I0OHOIIM, HABBPIIWIM 12 roquHu
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
OperoBamepan (bretovameran)

vTO3I/I JIEKapCTBEH MPOAYKT MOJJICKH Ha JOBIIHUTEHO HAOM0eHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBSIBaHE HA HOBA MH(POPMAIIUS OTHOCHO Oe30macHocTTa. MoeTe /ia iafieTe CBOs IPHHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA PeaKIlHs, KOSTO CTE MOMyYMId. 3a HAauWHA Ha ChOOIIaBaHe Ha HEXeJIaHU
peakuuu BUKTE Kpasi Ha To4Ka 4.

IIpoyeTeTe BHUMATEIHO IAJIATA JUCTOBKA, peaAu 1a Bu 0b1e npuiokeHa Ta3u BAKCHHA, Thil
KAaToO THA ChAbP:Ka Ba:xkHa 32 Bac nundopmanus.

L4 3ama3ere Ta3u IUCTOBKA. Moke Ja €€ HAJIOKU a i MPOUCTCTEC OTHOBO.

L4 Axo nmate HIKaKBU AOI'BJIHUTCIIHUA BBIIPOCH, rornuTanTe Bamms JICKap, (I)apMaI_IeBT nin
MCIUIIMHCKA CeCTpa.

L4 Axo MOJIYYUTC HAKAKBU HCXKCIIAHU PCAKIINN, YBEAOMCTC Bamms JICKap, Q)apMaHGBT HIIn

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

KakBo cbabp:ka Ta3u JUCTOBKA

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

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

BBb3M0XHU HEXKETaHU PEAKIIUU

Kak na cexpansBare Comirnaty JN.1

ChbabpxaHue Ha ONAKOBKATa M AOIBIHUTENIHA HHPOPMALUS

A

1. Kaxkso npeacraBiassa Comirnaty JN.1 u 3a kakBo ce U3Mo0J13Ba

Comirnaty JN.1 e BakcuHa, KOSTO ce M3II0JI3Ba 3a peanasBane ot 3adbomsaane or COVID-19,
npuanHeHo oT SARS-CoV-2.

Comirnaty JN.1 30 Mukporpama/no3a HHXEKIIMOHHA AUCTIEPCHS Ce MTpuUjlara Ha Bb3pacTHH U IOHOLIY,
Ha Bb3pacT 12 u noBede roJuHH.

BaxkcuHara cTaBa npu4rHa IMyHHaTa CUCTeMa (€CTECTBEHUTE 3al[UTHH CHUJIM HA OPraHu3Ma) Ja
MPOM3BEXKAa aHTUTENA H KPHBHU KJIETKH CPEITy BUPYyCa, KaTO TaKa OCUTYpsIBa 3aIITa CPELTy

3abomsiBane or COVID-19.

Toit kato Comirnaty JN.1 He cbaBpKa BUpYycCa, 3a 1a Ch34a/le IMyHHUTET, TSI HE MOKE J1a IPUYUHU
3abomsiane ot COVID-19.

YHOTpe6aTa Ha Ta3u BaKCHHa Tpr6Ba Ja € B CbOTBETCTBUC C O(l)I/ILII/IaJ'IHI/ITe MMPCIIOPBKHU.

2. Kakso TpsdBa na 3Haete, npeau Aa Bu 0bae npuiioxkena Comirnaty JN.1
Comirnaty JN.1 He TpsiOBa 1a ce mpujara

o aKo CTe aJleprU4HU KbM aKTHBHOTO BEIIECTBO WJIM KbM HIKOS OT OCTAaHAIHNTE ChCTaBKH Ha TOBA
JIeKapcTBO (M30pOEHH 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 MPEIUMHO 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 MpH Xopa ¢ 0TciaadeHa HIMyHHA CUCTEMA.
AKo cTe ¢ oTcabeHa IMyHHA CHCTeMa, MOJKE J1a TIONMy4YnTe JombIHATENHN 103u Comirnaty JN.1. B
TE3W CiTy4au TpsiOBa Ja MPOABIDKHUTE J1a Clia3BaTe (PU3UUCSCKUTE NPESa3Hi MEPKH, 32 JIa TOMOTHETE
3a mpeennusaTa Ha COVID-19. Ocsen ToBa 6iu3kute Bu KOHTaKTHHU JiHiia TpssOBa 1a Obaat
BaKCHHHPAHH, aKO € oAXoAsm0. O0CchaeTe MoAX0AMIINUTe HHANBUAYATHA IPETTOpBhKY ¢ Bamms
JeKap.

Jeuna

Comirnaty JN.1 30 mukporpama/no3a HHKEKITHOHHA JUCTIEPCHsI HE ¢e TIPETNophyBa MPH JIea Ha
BB3pacT moa 12 roauHu.

[pennarat ce neguaTpUYHHU JIeKapcTBEHH (HOPMHE 32 KbpMadeTa Ha Bb3pacT 6 Mecela 1 Mo-ToJIeMH U
Jiela Ha Bb3pact moj 12 roguuu. 3a moapoOHa uH(OpMAIns, MO, BUXKTE JIUCTOBKATA Ha
CHOTBETHUTE CHCTABH.

Baxcunara He ce mpenophuBa Ipu KbpMadeTa Ha Bb3pacT Mo 6 Mecera.

JApyrn nexkapcrBa u Comirnaty JN.1

TpsibBa na kakeTe Ha Bamms jgekap win (apMaiieBT, ako U3IO0JI3BaTe, HACKOPO CTE M3IOI3BAIM UM €
BB3MOXKHO J1a U3I0JI3BaTe APYTH JIEKAPCTBA, WM HACKOpo By e nmpriioxkeHa HIKaKBa JIpyra BaKCHHA.

Comirnaty JN.1 Moxke aa ce puiara o €IHO U ChIIIO BpeMe ¢ IIPOTUBOTPUITHA BAKCHHA.

IIpu BB3pacTau Ha 18 u moBeye roguan Comirnaty JN.1 Moke 1a ce mpuiara 1mo €IHO M ChII0 BpeMe
C ITHEBMOKOKOBA KOHIOTaTHa BakCHHa (pneumococcal conjugated vaccine, PCV).
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IIpu BB3pacTau Ha 18 u moBeye roguan Comirnaty JN.1 Moke 1a ce mpuiara 1mo €IHO M ChII0 BpeMe
C BaKCHHA CpeITy PECIUpPaTOPHO-CHHITUTHAICH BUpYC (respiratory syncytial virus, RSV).

[Ipu BB3pacTHM B HaNpeaHANa BB3pacT Ha 65 u noBeue roguau Comirnaty JN.1 Moxke fa ce mpunara
IO €/IHO U CBIIIO BPEME C BUCOKA J]03a IIPOTUBOTPUIIHA BAKCHUHA U BakcuHa cpeuty RSV.

BpemeHHOCT M KbpMeHe
Axko cTe OpeMeHHa WU cMsTaTe, 4e MOXKe Jia cTe OpeMeHHa, KakeTe Ha Barms jiexap, MeTuIIMHCKa
cectpa win hapMareBT, npeau aa Bu Ob1e npuiokeHa Ta3u BaKCHHA.

Bce omie nuricBat nanau oTHOCHO ynotpebaTta Ha Comirnaty JN.1 o Bpeme Ha OpemenHoCT. Bee mak
rojisiM 00eM HH(OpPMAITHs, ITOJIydYeHa OT HaOIFOACHUETO Ha OPEMEHHH JKeHU, BAKCHHUPAHH C
IhbPBOHAYATHO pa3pelieHaTa 3a ynorpeda BakcuHa Comirnaty rmpe3 BTOPHsI U TPETUS TPUMECTHD, HE
MOKa3Ba BaKCUHAIUATA J]a UMa HeOIaronpusaTHH e(heKTH BbpXY OpeMEHHOCTTA WM HOBOPOJICHOTO.
Makap ue uHdopmanusara 3a epeKTUTe BbPXY OPEeMEHHOCTTa HJIK HOBOPOJACHOTO CJIC] BAKCHHALIUS
1pe3 MbPBHUS TPUMECTHP € OrpaHUYCHA, He ce Ha0JIF01aBa MPOMsIHA 110 OTHOILICHHE HA PUCKA OT
criontaneH abopt. Comirnaty JN.1 Moxke fa ce mpuiara 1mo BpeMe Ha OpeMeHHOCT.

Bce omie nunicBar ganau oTHOcHO yrnoTpebata Ha Comirnaty JN.1 B meprosa Ha kppMeHe. Bee mak He
ce o4akBaT e(peKTH BbPXy KbPMEHOTO HOBOPOJACHO/KbpMaueTo. [laHHuTE, OIy4YeHH OT
HaOJII0IEHUETO Ha KEHU, KOUTO KbPMSIT CJIe BAKCHHALIMS ¢ TBPBOHAYAIHO pa3pelleHara 3a ynorpeda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HeXKeNaH! e(heKTH MPH KbPMEHUTE HOBOPOJCHN/KbpMayeTa.
Comirnaty JN.1 Mo>e ia ce mpuiiara B meproja Ha KbpMEHeE.

Ilopupane u padoTa ¢ MAIIMHU

Hsixowm ot edexkTrTe Ha BaKCHHATa, YIOMEHATH B Touka 4 (Bb3MOKHM HEXENaHU PeaKIii) Morat
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Br 3a modupane nnm padora ¢ mamuan. M3zgakaiite, 1okato
Te3u e()eKTH OTIIYMSIT, Mpenu Aa modupare win Aa paboTHTe C MAITHHHL.

3. Kak ce npuiara Comirnaty JN.1

Comirnaty JN.1 ce npunara kato umkekust ot 0,3 ml B MycKkyl B ropHaTa yacT Ha pbKaTa.

Ille Bu Ob1e HampaBeHa | WHKEKIUS, HE3aBUCUMO JIAJIA TIPEIU TOBA CTE MOJyJYaBaJId BAKCUHA CPEILy
COVID-19.

AKko mipequ ToBa cte 6mim BakcuHHpaH(a) ¢ BakcuHa cpenry COVID-19, ve Tps6Ba na momyvasarte
no3a Comirnaty JN.1, nokaro He U3MHUHAT Hal-MaJIKO 3 Mecella Ciell ocaeIHaTa J03a.

AKo cTe ¢ oTciiabeHa IMyHHA CUCTEMA, MOXKE JIa TTOIYIUTe TOTBJIHATETHH 103u Comirnaty JN.1.

AKO UMaTe HSIKaKBU JIOIBIHUTEIHN BBIIPOCH, CBBbp3aHu ¢ ynorpebara Ha Comirnaty JN.1, monuTaiite
Bamus nexap, ¢papManeBT Wind MEJULIMHCKA CECTpa.

4. Bb3M0oKXKHU HeKeJTaHU pP€aKkuumn

Kakro Bcuuku BaKCHUHH, Comirnaty JN.1 moxe Aa NpeAn3BUKaA HCXKCIIaHU PCAKIUU, BBIIPCKU Y€ HC
BCCKM I' ITOJTy4aBa.

MHOro 4ecTH HeKeJAHU PeaKUMU: MOTaT Ja 3acerHar noseve ot 1 Ha 10 qymum
Ha MSCTOTO Ha UHXKEKTHUPaHE: 00JIKa, OTOK

yMopa, ri1iaBobonue

0oska B MyCKyJIUTE, OOJIKa B CTABUTE

BTpHUCaHE, MIOBHIIICHA TEMIIEpATypa
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) uapus
Hsixom OT Te3u HeXeNaHu PeakIuy ca MAJIKO ITO-9€CTH MPH FOHOIH Ha 12 10 15 roguHu, OTKOIKOTO
MIPH BH3PaCTHH.

YecTn HeKeTaHU peaKIMM: MOraT Jia 3acersHat 1o 1 Ha 10 gymm

o rajieHe

o NOBpBIIaHe (,,MHOTO YeCTH MPH OpEeMEHHH >KeHH Ha Bb3pacT 18 U moBeye roguHu U npu
MMYHOKOMIIPOMETHPAHH JINIIa Ha Bb3pacT 12 no 18 rogwmam)

o 3a4yepBsiBaHE Ha MSCTOTO HAa MWHXKEKTHpaHe (,,MHOT'O YeCTH TP HMYyHOKOMIIPOMETHPAHH JIUIIA
Ha BB3pacT 12 u moBeye roJuHNn)

o yroyieMeHu JIuM(QHU Bb31K (Ha0IF01aBa Ce MO-4ecTo clie OycTep m03aTa)

HeuecTu He:kesaHu peaknuu: Morar Ja 3acertar jo 1 Ha 100 gymm
HEPa3IoJIOKECHUE, yCeIIaHe 3a CI1ad0CT WM JIUIICA HA €HePIHsl/ChHINBOCT
Oonka B ppKaTa

Oe3chHHE

ChpOEX Ha MICTOTO HA HH)XKEKTUPAHE

AIEPTUYHHU PEaKIMU KaTo OOPUB WM CHPOEK

HaMaJleH alleTUT

3aMaiiBaHe

MPEKOMEPHO M3MOTIBAHE, HOLTHYU U3MOTABAHUSA

Penxu Hexxessanm peakumu: Morar Aa 3acersar 1o 1 Ha 1 000 mymwm
. BPEMEHHO €IHOCTPAaHHO YBUCBAHE Ha JINLIETO
. JIEPTUYHH PEAKLUHU KaToO YPTUKApUs UM MOAyBaHE Ha JIULETO

MHOro peaku He:keJIaH! peakuuu: Moxke fa 3acersat 1o 1 Ha 10 000 xymm
. BB3MAJICHUE HA CHPJICYHHS MYCKYJT (MUOKAP/IUT) WM Bh3IMAJICHAE Ha BHHIITHATA OOBUBKA Ha

CHpIETO (TIEPUKAPIUT), KOETO MOXKE J1a IOBEJE A0 3aayX, ChpleOreHe Win O0IKa B TbPAUTE

C Hen3BeCTHA YeCcTOTA (OT HAJIMYHUTC JaHHHU HC MOXC Ja 6’5)16 HalipaBCHa OHeHKa)

° TCXKKa aJIepruiHa peakuus

° 06IHI/IpCH OTOK Ha BaKCMHUPAHUA KpalePIK

° OTOK Ha JIMIETO (HOI[YBaHC Ha JIMIIETO MOXKEC 1a CC MOABU IIPU MANUCHTU C ACPMAJICH (bHJpr)
L4 KO’KHa pCaKuusd, n1oa (bopMaTa Ha YCPBCHU IICTHA WJIN 06pI/IB 10 KOXKarTta, KOHTO MOXeE Ja

M3TIIEKIa KaTo ,,MHUIIIeHA WITH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEPBEH IIEHTHP, OKOJIO KOWUTO MMa TI0-
CBETJIM YEPBEHHU KPBIroBe (epuTeMa MyJITH(POPME)

. HEOoOMYalHO ycelaHe 1o KoxkaTa, KaTo U3TPhIIBaHE WM MpaByYKaHe (TTapecTe3ws)

o HaMalsBaHe Ha yCElIaHUITa UK YyBCTBUTEITHOCTTA, 0COOCHO Ha KOXKaTa (XHUIIECTe3usl)

o TEKKO MEHCTPYaJHO KbpBEHE (MIOBEUETO CIyYan M3TJIeXk/Ia He ca CEPUO3HH U ca C BPEMEHEH
XapakTep)

Chol01aBaHe Ha HeKeJAHH pPeakIuu

AKO MONyYHTe HIKAKBH HEXETAHH JICKAPCTBCHU PEakivy, yBeaoMere Bamus nekap, GapmanesT win
MeIUIUHCKA cecTpa. ToBa BKIIOYBA BCUUKH BH3MOKHH HEOMHUCAHH B Ta3H JINCTOBKA HEXKEIIAHH
peakiun. Moxere ChIII0 J1a ChOOIINTE HEXKETAHU PEaKIMU TUPEKTHO Ype3 V3IbIHUTEeNHA areHIns 110
JieKapcTBara, yi. ,,Jlamsu ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebcaiit: www.bda.bg.
Karo choOmaBare HexenaHu peakiiinm, MOXKeTe Ja JaeTe CBOS MPUHOC 3a MOJyYaBaHe Ha TIOBEYe
nHpopMaIus 0OTHOCHO 0€30I1aCHOCTTA Ha TOBA JICKAPCTRO.

5. Kak na cexpansibate Comirnaty JN.1

I[a C€ CbXpaHABa Ha MACTO, HEAOCTBIIHO 3a ACA.
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CrenpamaTa HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e mpelHa3HaueHa 3a
MEIUIMHCKHU CTICITUATTICTH.

He uznon3Baiite TOBa JIEKapCTBO CJIE] CPOKA HAa TOHOCT, OTOEA3aH BbPXY KapPTOHEHATA OMAKOBKA U
eTukera cien ,,l'omer 10:“. CpoKbT Ha TOMHOCT OTTOBAps Ha MOCICTHHUS ACH OT TOCOYCHHS MECEIl.

Ja ce cpxpansiBa BbB ¢pusep mpu -90 °C go -60 °C.
Jla ce cpxpaHsiBa B OpUTMHAJIHATA ONAKOBKA, 32 J1a C€ MPENa3u OT CBETIINHA.

Baxkcunara ce nosny4dasa 3aMmpaszena rnpu -90 °C no -60 °C. Cnen noiayyaBaHe 3aMpa3eHaTa BAKCHHA
MOe 1a ce cbxpansaBa win mpu -90 °C o -60 °C, wu mipu 2 °C go 8 °C.

Ennonososu ¢nakonu: Koraro ce cexpansasat 3ampazenu npu -90 °C no -60 °C, onakoBKHTE ¢
10 exHOM030BH (pi1aKOHA BaKCHMHA MOTaT J1a ce pasmpazsr mpu 2 °C g0 8 °C 3a 2 vaca, a eIUHUYHU
(bmakoHM MOTaT J1a ce pa3MpassT mpu craiiHa remmepatypa (1o 30 °C) 3a 30 MUHYTH.

Muorono3oeu duakonu: Koraro ce chbxpanssar 3ampasenu npu -90 °C no -60 °C, omakoBKHUTE C
10 ¢makoHa BakcuHa Morart jaa ce pasmpasar npu 2 °C no 8 °C 3a 6 yaca, a eTMHUYHU (IIAKOHU MOTaT
Jla pa3MpassiT rnpu ctaiiHa temneparypa (1o 30 °C) 3a 30 MuHyTH.

Pasmpazenu (mpeau ToBa 3ampasenu) guiakonu: Ciel KaTo BEIHBXK € U3BaJleH OT ¢pusepa,
HEOTBOPEHUSAT (PJIaKOH MOXKE /1a Cce ChXpaHsBa U TpaHcmopTupa B xnanwiHuk npu 2 °C go 8 °C go
10 ceqmuny, 6e3 1a ce IpeBHIIaBa OTIIEYaTaHUAT cpok Ha rogHoct (I'ogeH m0:). Bepxy kapToHeHaTa
OTIaKOBKa TPsIOBa Ja ce 0TOeIe)KM HOBHUAT CPOK Ha TOAHOCT pu chXxpanenue mipu 2 °C mo 8 °C. Crnen
KaTo BEJHBK € pa3Mpa3eHa, BAKCHHATa HE MOXKE J1a CE 3aMpa3siBa IIOBTOPHO.

[Ipenu ynoTpeba HEOTBOPEHUTE (PIIAKOHU MOTAT J1a C€ ChXpaHABaT 10 12 yaca mpu TemmnepaTtypa
Mexay 8 °C u 30 °C.

C PasMpa3CHUTE (bJ'IaKOHI/I MOXKE ga CC pa6OTI/I B YCJIOBHU Ha CTaiiHa CBETJIMHA.

OtBopenu ¢uakonu: Cieq MbPBOTO MPOOKBAHE HA 3alylankara Ha (JiakoHa, ChXpaHsIBalTe
BakcuHata npu 2 °C 1o 30 °C u 1 u3non3BaiTe B paMKuTe Ha 12 gaca, KOETO BKJIIOUBa A0 6 daca
BpeMe 3a TpaHCIopTupaHe. M3XBrpiieTe HeU3Mon3BaHaTa BakKCHHA.

He usnon3paiite Tazun BaKCHHa, akoO 3a0€eNexKnTe BUJUMHU YaCTUIIU UK IPOMSAHA Ha IBCTA.

He u3xBbpsiitTe 1ekapcTBaTa B KaHaJIU3alMsATa WM KOHTEHepa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamus ¢papMarnieBT kKak ga U3XBBPIATE JEKapCcTBaTa, KOUTO Bede He U3IMo3Bare. Te3n MepKH Iie
CIIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA CPENa.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJIHUTEIHA UHopManus

Kaxkso cpabp:xa Comirnaty JN.1
. AxtuBHOTO BeniectBo Ha MPHK Bakcunara cperry COVID-19 (Hykineo3umHo MoaupuIimpana)
ce Hapu4a OpeToBaMepaH.
—  Enun eqHono30B ¢iakon ceabpka 1 go3a 0,3 ml ¢ 30 Mukporpama GpeToBaMepaH.
—  Enuna MHOT071030B (priakoH chabpika 6 m1o3u mo 0,3 ml, Besika ¢ 30 Mukporpama
OperoBamMepaH.
. Hpyru cbcTaBku:
- ((4-xuapoxcubyTr)azaHe TumT ) Onc(xexcaH-6, 1 - munin)ouc(2-xeKCuirIeKaHoar)
(ALC-0315)
— 2-[(monuerunenriukon)-2000]-N,N-nurerpanenmnaneramus (ALC-0159)
- 1,2-nucreapoui-sn-raunepo-3-pocpoxonun (DSPC)
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- XOJICCTCPOII

- TPOMETAaMOJI

- TPOMETAMOJIOB XUAPOXJIOPU
- 3axaposa

- BOJa 3a HHXKCKIIMHN

Kak u3rie:xxna Comirnaty JN.1 4 KakBo ¢cbIbp:Ka ONaKOBKAaTa
Baxkcunara e 6sma 10 moutu Osta qucnepcus (pH: 6,9-7,9), nocrapsiHa niu B

. €71H0/1030B (hi1akoH ¢ 1 103a — mpo3paveH ¢urakoH (cThkiI0 THM [) 2 ml, ¢ ryMeHa 3amymiaika 1 ¢
aIyMHHHEBa 00KaTKa M OTYYIBAILO CE CHBO TUIACTMACOBO Karade, i B
o MHOT01030B (hJ1aKoH ¢ 6 1031 — po3padeH ¢aakoH (cTokio Tum I) 2 ml, ¢ rymena 3amymanika u

C AJIyYMHWHHECBA oOKaTKa 1 OTYYIBalIIO CE€ CUBO IIJIACTMAaCOBO Kalrraie.

Bun omakoBka ¢ erHon0308u Qurakonu: 10 prmakoHa
Bun omakoBka ¢ MHOTO/1030BH (hiakonu: 10 ¢urakoHa
He Bcuuku BUIOBE OMaKOBKK MOTaT Ja ObJaT MyCHATH Ha Ta3apa.

IIpuTexaTes Ha pa3peLIeHUETO 32 yoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

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

IIpoussoauren

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

3a gonbaHKUTENHA HHGOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE C€ C JIOKAIHUS
NpeACcTaBUTEN Ha MPUTEXKATEIS Ha pa3pelieHHeTo 3a ynorpeoa:

boarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
Jara Ha mocyeqHo npepasrJieskaade Ha JuctoBkarta 05/2026

CKaHHpaﬁTe Koaa C MOOUIHO yCTpOﬁCTBO, 3a Jia NOJIYy4YHUTC JIMCTOBKATAa HAa PAa3/IMYHU €3UILIU.

URL: www.comirnatyglobal.com

ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IIpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickata areHIus
10 JIeKapcTBara https://www.ema.europa.eu.

ITocouenaTa no-goJ1y MH(popManus e NpeJHA3HAYEHA CaMO 32 MEAMIUHCKH CIIEMATUCTH:
[Ipunaraiire Comirnaty JN.1 uHTpamycKyaHO Kato equHuuHa 1o3a 0,3 ml, He3aBUCHMO OT
MIpPEeIUIIHNS BakcHHAIMOHeH cTtatyc 32 COVID-19.
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Ha numa, konto nipenn ToBa ca BakcuHHUpaHu ¢ BakcruHa cperry COVID-19, Comirnaty JN.1 TpsioBa
Jla ce Ipujara Haii-Majako 3 Mecela ciell mocieaHaTa 103a Bakcuna cpeury COVID-19.

Ha nura cbc cumHo oTcnabeHa HMYHHa CUCTEMA MOXKE 1a CC IMPUIOKAT TOITbJIHUTCIIHNA JO3U.

IIpociaexumoct
3a 1a ce moI00pH MPOCIEAUMOCTTA HA OUOJIOTHYHUTE JICKAPCTBEHU MPOJIYKTH, UMETO U TTAPTHIHUSAT
HOMEp Ha MPIIIOKEHUS MPOTYKT TPSIOBa SICHO J1a CE 3arMCBaT.

Yxka3anus 3a padora npeam ynorpeda - 3a 3aMpa3eHu (pJIaKoHH
Comirnaty JN.1 TpsiOBa Ja ce IPUTOTBU OT MEIUIIMHCKH CIICIIHAIUCT, KATO CE M3IOJI3BA aceNTHYHA
TEXHHKa, 32 J]a C€ TapaHTHpa CTEPUIHOCTTA HA IPUTOTBEHATA JUCIIEPCHSL.

IpoBepere nanu GIaKOHEBT € ChC CHBO MJIACTMACOBO Kanaye U JIajld UMeTO Ha TIPOJTyKTa €

Comirnaty JN.1 30 mukporpama/no3a HH:KeKIIMOHHA qucniepcusi. (uua Ha 12 u moBeue

TOJIUHH).

AKO MMETO Ha NPOJyKTa BbPXY €THKeTa Ha ()JIakoHa € IPyro, MOJisi, HalpaBeTe CIpaBKa ¢

KpaTKara XapaKTepUCTHKa Ha MPOJIyKTa 3a TO3U ChCTAB.

AKo QrakoHBT ce ChXpaHsBa 3aMpa3eH, TOH TpsiOBa Jla ce pa3Mpasu Ipean yrnorpeoda.

3ampaszenute (haakoHH TPAOBa Ja ce mpeHecat B cpeaa ¢ remneparypa 2 °C no 8 °C, 3a na ce

pasmpasst. YBepeTe ce, 4e (IakoHHUTE ca HaITbJIHO Pa3Mpa3eHu Mpean yrnorpeoa.

- Ennono3oBu ¢nakonu: PasmpassBanero Ha eqHa onakoBka ¢ 10 eqHono30BHU ¢uiakoHa
MOJK€ J1a OTHEMe 2 Jaca.

- Muorono3oBu ¢nakonu: PazmpassBaHeTo Ha eqHa omakoBka ¢ 10 MHOro1030BH (prakoHa
MOJK€E 1a OTHEME 6 Jaca.

Crnen npemectBane Ha (hiakoHHTE 3a chbxpaHneHue npu 2 °C no 8 °C, kopurupaiite cpoka Ha

TOJHOCT BbPXY KapTOHEHATa OIaKOBKa.

HeotBopenure ¢urakonu morar aa ce cbxpansiBat A0 10 cexmunu npu 2 °C 1o 8 °C, 6e3 na ce

MpEeBHUIIaBa OTHEeYaTaHUAT cpok Ha roaHocT (I'oxen mo:).

BB3MosKkeH e Ipyr BapuaHT, IpH KOWTO CAMHUYHU 3aMpa3eHu (hIIaKOHH MOXKeE Jja ce pa3MpassT

3a 30 muHyTH TpH Temrieparypa a0 30 °C.

[Ipenu ynmotpeba HEOTBOpEHHAT IIAKOH MOXKE Jja ce ChXpaHsBa A0 12 Jaca mmpu TeMiiepaTypa

1o 30 °C. C pazmpazenure (1akOHH MOXe J1a ce paboTH B yCIIOBHS HA CTaifHa CBETINHA.

Ipuroresine nHa no3m 0,3 ml

BuuMarenHo pasMecete, kato oobpHeTe uiakonute 10 mbT. He paskianiaiire.

[Ipenu pa3mecBane pa3mMpaseHaTa JUCIIEPCUs MOXKE JIa ChbpiKa OClIn 10 oYTH Oelu
HETPO3pavyHu aMOP(HHH YACTHIIH.

Cnen pa3mecBaHe BakCHHATa TPsOBa Jia IpeACTaBsBa Osjia 10 MouTH Osijia qucrepcus 0e3
BUIUMHU YacTHI. He n3no3BaiiTe BakCHMHATA MPU HATTMYWE HA YACTHUIIM WIIM IPOMSIHA Ha
1BETA.

[IpoBepete nanu GuIakoOHBT € €AHOI030B HIIM MHOTOZI030B U CIICABANTE MPUIOKUMHTE
yKa3aHus 3a paboTa 1mo-10iy:

— Ennono3oBu durakonn

] Usrernere equnnyHa q03a Bakcuaa ot 0,3 ml.
. U3xBbpiieTe G1akoHa U OCTaHAIUS 00eM.
— MHuoromo30Bu (hraKoHH
. Bcekn MHOT0/1030B (hitakoH chabpika 6 1o3u 1o 0,3 ml.
= Karo u3nos3saTte acenTUYHa TEXHUKA, IOYUCTETE 3aMylIajkaTa Ha (pJJaKoHa ¢
TaMIIOH 32 €JIHOKPATHA yrnoTpeba, HAMOCH C AaHTHUCENTHYCH Pa3TBOP.
= Uzrernere 0,3 ml Comirnaty JN.1.
. TpsiOBa na ce U3M0I3BaT CHPUHIIOBKY W/ MJIU UTJIH ¢ MATbK MbPTHB

(Hen3mo3BaeM) 00eM, 3a Jla ce U3TeryAT 6 103u ot enuH ¢GakoH. KomOuHanmsTa
OT CIIPHUHIIOBKA M MIJIa C MaJTbK MBPTHEB 00eM TpsOBa J1a UMa MbPTHEB 00eM He I10-
TOJIIM OT 35 MUKPOJIUTpPA. AKO C€ U3MOI3BAT CTAHAAPTHU CIIPUHIIOBKH U UTJIH,
MOJKE JIa HsAMA JIOCTaThueH 00eM 3a M3TEIJISIHE Ha IIECTa 71032 OT €UH (DJIaKOH.
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. Besika mo3a TpsoBa na chappka 0,3 ml BakcuHa

. AKO KOJIMYECTBOTO Ha OCTaHajaTa BbB (hJIaKOHA BaKCHHA HE € JOCTaThYHO 3a ¢IHa
msuta no3a 0,3 ml, u3xebpiiere ¢urakoHa ¥ OCTaHAIHS 00eM.
. 3anuineTe ChOTBETHUTE JaTa/yac BbpXY QuiakoHa. V3XBbpieTe Heu3noa3BaHaTa

BakcHHa 12 Jaca ciiel IbpBOTO IPOOKMBAHE Ha 3allyllajiKata Ha (hjaKoHa.
H3xBBpIIsiHE

Hewsnon3sanust JICKAPCTBEH MPOAYKT WJIN OTHAABYHUTEC MaTCpUaid OT HETO TpSI6Ba na C€ U3XBBPJIAT
B CbOTBETCTBUEC C MCCTHHUTC N3MCKBaAHMU.

Bepcua 59/26.05.2026



JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty LP.8.1 30 Mmukporpama/no3a MHkKeKIMOHHA JUCTIepcHs (3aMpa3eHH (PJIaKOHM)
Bb3pacTHu U I0OHOIIH, HABBPIIWIM 12 ronuHu
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
uPHK, xomupama LP.8.1 (mRNA encoding LP.8.1)

vTo3H JICKaPCTBEH NPOAYKT IOJICKH Ha JOMBJIHUTEIIHO HaOoaeHe. ToBa 111e o3BoJIu Obp30TO
YCTaHOBsIBaHE Ha HOBa MH(OpMaIUs OTHOCHO Oe3omacHOCTTa. MoXkeTe Ja JajeTe CBOs MPUHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA PEaKIlHs, KOSTO CTE MOJYUYMIN. 3a HaurMHa Ha ChOOIaBaHe Ha HEXeJIaHU
peakuuu BUKTE Kpasi Ha To4Ka 4.

IIpoyeTeTe BHUMATEIHO AJIATA JUCTOBKA, peaAu 1a Bu 0b1e npuiokeHa Ta3u BAKCHHA, Thil
KaToO TH ChAbP:Ka BaxkHa 32 Bac nundopmanus.

. 3amazere Ta3u JUCTOBKA. MoKe /1a ce HaJIOXKH JIa sl POYETETe OTHOBO.

. AKO UMaTe HAKAaKBH JIOMBJIHUTEIIHH BBIIPOCH, ITonuTaiiTe Bamus jiekap, papmareBt niu
MEIHILIMHCKA CECTpA.

. AKO TIONTyunTe HAKaKBU HEXEJIaHU peaklny, yBeaoMeTe Bamus iekap, papmarneBt wim

METUITMHCKA cecTpa. ToBa BKIIIOUBA M BCHUKH BH3MOXKHH HEXKEJIaHU PEaKIINK, HEOHUCaH! B
Ta3u JIUCTOBKA. BibkTe Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso npencrasnsa Comirnaty LP.8.1 1 3a kakBo ce u3monssa

Kakso Tpsi6Ba na 3Haere, npean na Bu 0b1e npunoxena Comirnaty LP.8.1
Kak ce mpunara Comirnaty LP.8.1

BBb3M0XHU HEXKETIaHU PEAKLIUU

Kak na cpxpansiBatre Comirnaty LP.8.1

ChabpxaHue Ha ONaKOBKATa M AOIBIHUTENIHA HH(OPMALUs

AR

1. Kakso npeacraBiassa Comirnaty LP.8.1 u 3a kakBo ce u3nos3Ba

Comirnaty LP.8.1 e BakcuHa, KOSITO ce W3MOJ3BA 3a Mpenas3Bane ot 3abonsBane or COVID-19,
npuuuHeHo oT SARS-CoV-2.

Comirnaty LP.8.1 30 muxporpama/no3a HHXEKIIMOHHA JUCTIEPCHUs ce TIpUiara Ha Bb3pacTHH U
IOHOIIIY, Ha BB3pacT 12 u noBeye roJuHM.

Bakcunara craBa mpuunHa IMyHHATa CHCTEMa (€CTECTBEHHTE 3allIUTHY CHIIM Ha OpraHu3Ma) JAa
MIPOU3BEXK A AHTUTENA U KPbBHU KJIETKHU CPELLy BUPYCa, KaTO TaKa OCUTYpPsBa 3aIlUTa CPEILy

3abomsiBane or COVID-19.

Toit kato Comirnaty LP.8.1 He chabpika Bupyca, 3a 1a Ch3Aaae UMYHHUTET, TS HE MOXE Ja MPUIMHU
3abomsBane or COVID-19.

YHOTpC6aTa Ha Ta3u BaKCHHa Tpr6Ba Ja € B CbOTBETCTBUC C O(l)I/ILII/IaJ'IHI/ITe OpCeIOPBKU.

2. Kakso TpsaoBa 1a 3Haete, npeau Aa Bu 0b1e npuiioxkena Comirnaty LP.8.1
Comirnaty LP.8.1 He TpsiOBa 1a ce mpujara

o aKo CTe aJePTUYHM KbM aKTUBHOTO BEIECTBO WJIM KbM HSKOS OT OCTAHAINTE ChCTaBKU HA TOBA
JIeKapcTBO (M30pOCHU 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 MPEIUMHO 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 LP.8.1 Moxe 1a He 3alIiuTi HAITBITHO BCHYKU BAKCUHUPAHHU U HE
€ U3BECTHO KOJIKO IBJITO IIe ObaeTe 3amuTeH(a).

Edukacnocrra Ha Comirnaty LP.8.1 Moxe 5a € mo-Hucka mpu xopa ¢ orciadeHa UMyHHA CUCTEMA.
AKo cTe ¢ oTcabeHa IMyHHA CHCTeMa, MOXKE J1a TIOJIY4IHTe AOMBJIHNTENHN 103 Comirnaty LP.8.1.
B Te3u ciydau TpsiOBa 1a pOABIDKUTE J1a Ca3BaTe (PU3MUECKUTE IpEAna3Hi MEPKH, 3a Ja
nomorHere 3a npeseHimaTa Ha COVID-19. Oceen ToBa Onu3kuTe Bu kOHTaKTHY nuiia TpsOBa 1a
ObIaT BAKCUHHUPAHH, aKo € moaxo 0. O0chaeTe MOAXOIAIINTE HHANBHYaTHH MTPETIOPHKH C
Bamusg nekap.

Jeuna

Comirnaty LP.8.1 30 mukporpama/no3a HH>KEKITHOHHA JUCTIEPCHsSI HE Ce TIPETOphUBa MPH JIea Ha
BB3pacT nmoa 12 roauHu.

[pennarat ce neguaTpUYHHU JIeKapcTBEHH (HOPMHE 32 KbpMaveTa Ha Bb3pacT 6 Mecela 1 o-ToJIeMH U
Jiela Ha Bb3pact moj 12 roguuu. 3a moapoOHa uH(GOpMALns, MOJIs, BUXKTE JIUCTOBKATA Ha
CHOTBETHUTE ChCTABH.

Baxcunara He ce mpenophuBa Ipu KbpMadeTa Ha Bb3pacT Mo 6 Meceria.

JApyrn nexkapcrBa u Comirnaty LP.8.1

TpsibBa na kakeTe Ha Bamms jgekap win (apMaiieBT, ako U3IO0JI3BaTe, HACKOPO CTE M3IOI3BAIM UM €
BB3MOXKHO J1a U3I0JI3BaTe APYTH JIEKAPCTBA, WM HACKOpo By e nmpriioxkeHa HIKaKBa JIpyra BaKCHHA.

Comirnaty LP.8.1 Mosxe a ce mpuiiara 1o €{Ho 4 ChII[0 BpeMe ¢ IPOTHBOIPUITHA BAKCHHA.

IIpu BB3pacTau Ha 18 u moBeue roguau Comirnaty LP.8.1 Moke 1a ce mpuiiara 1mo eIHo U ChIINo
BpeMe ¢ THEBMOKOKOBAa KOHIOTaTHA BakcuHa (pneumococcal conjugated vaccine, PCV).
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IIpu BB3pacTau Ha 18 u moBeue roguau Comirnaty LP.8.1 Moke 1a ce mpwuiiara 1mo eIHo ¥ ChIINo
BpEME C BaKCHHA CPEITy PECIIMPaTOPHO-CHHIINTHANICH BUpPYC (respiratory syncytial virus, RSV).

[Ipu BB3pacTHM B HaIIpeAHANa BB3pacT Ha 65 u nmoBeue roguan Comirnaty LP.8.1 moxe aa ce mpuiara
IO €/IHO U CBIIIO BPpEME C BUCOKA J103a IIPOTUBOTPUIIHA BAKCHUHA U BakcHuHa cpeuty RSV.

BpemMeHHOCT M KbpMeHe
Axko cTe OpeMeHHa WU cMsTaTe, 4e MOXKe Jia cTe OpeMeHHa, KakeTe Ha Barms jiexap, MeTUIIMHCKA
cectpa win hapMareBT, npeau aa Bu Obe npuiokeHa Ta3u BaKCHHA.

Bce omie nuncrar ganau oTHOCHO ynoTpebaTta Ha Comirnaty LP.8.1 o Bpeme Ha GpemenHoct. Bee
Max roJisiM 00eM HH(popMarlysl, ojydeHa OT Ha0JII0ICHUETO Ha OPEeMEHHH JKEHH, BAKCHHUPAHH C
I'BPBOHAYATIHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty npe3 BTOpUS U TPETHsI TPUMECTBD, HE
MIOKa3Ba BaKCHHALIUATA Ja UMa HeOJIaronpusaTHU eeKTH BbpXY OpEMEHHOCTTa WX HOBOPOJACHOTO.
Makap ve nadopmarmsara 3a eeKTHUTE BbPXY OpEMEHHOCTTA WIIH HOBOPOJICHOTO CJIE]| BAKCHHAIIHS
npe3 TbPBUS TPUMECTBD € OTPaHndeHa, He ce HaOJII0jaBa MPOMSIHA 110 OTHOIIIEHHE Ha PHCKa OT
cnoHTaneH abopt. Comirnaty LP.8.1 moxe aa ce mpuiara 1o Bpeme Ha OpEMEHHOCT.

Bce omie nunicBar qanau oTHOcHO ynoTpebata Ha Comirnaty LP.8.1 B mepuona Ha kbpmene. Bee mak
HE C€ 04YaKBaT eeKTH BbPXY KbPMEHOTO HOBOPOJIEHO/KbpMaueTo. JJaHHUTE, OITy4YeHH OT
HaOJII0IEHUETO Ha KEHU, KOUTO KbPMSIT CJIe] BAKCHHALIMS C TbPBOHAYAIHO pa3pelleHara 3a ynorpeda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXeNaH! e(heKTH MPH KbPMEHUTE HOBOPOJCHN/KbpMayeTa.
Comirnaty LP.8.1 Mo>xe ia ce mpuiiara B eprojia Ha KbpMEHe.

Ilopupane u padoTa ¢ MAIIMHU

Hsixowm ot edekTrTe Ha BaKCHHATa, YIOMEHATH B Touka 4 (Bb3MOKHM HEXXENaHU PeakIun) Morat
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Br 3a modupane nmm padora ¢ mamuan. M3zyakaiite, 1okato
Te3u e()eKTH OTIIYMST, Mpenun Aa modupare win Aa paboTHTe C MAITHHIL.

3. Kak ce npuiara Comirnaty LP.8.1

Comirnaty LP.8.1 ce mpwiara karo urxkekius ot 0,3 ml B MycKyJ B TOpHATa 4acT Ha pbKara.

Ille Bu Ob1e HampaBeHa | WHKEKIUS, HE3aBUCUMO JIAJIA TIPEIU TOBA CTE MOJyJYaBaJld BAKCUHA CPEILY
COVID-19.

AKko mipequ ToBa cte 6min BakcuHupaH(a) ¢ Bakcuna cpenry COVID-19, He Tps6Ba na momy4asarte
no3a Comirnaty LP.8.1, nokaro He U3MUHAT Hal-MaJIkO 3 Mecelia CJie]] IMociieIHaTa 103a.

AKo cte ¢ oTcmabeHa IMyHHA CUCTEMA, MOXE JIa TTOIYIUTE TOTBJIHATETHH 1031 Comirnaty LP.8.1.

AKO MMaTe HSIKaKBU IOITBJIHUTEIHN BBIIPOCH, CBBbp3aHu ¢ ynorpedara na Comirnaty LP.8.1,
nmonuTaiTe Bamms mekap, papMarieBT WM METUITMHCKA cecTpa.

4. Bb3MOKHU HeKeJTaHU pe€aKkuumn

KaxkTo Bcnuku Bakcuan, Comirnaty LP.8.1 Moxe na npean3BuKa HeKEIaHN PEaKIUY, BBIIPEKU e HE
BCEKH TH TTOJTyJaBa.

MHOro0 4ecTH HeKeJIaHU peaKIUM: MOrar Ja 3acertart noseue ot 1 Ha 10 mymm
Ha MSCTOTO Ha UHXKEKTHUPaHE: 00JIKa, OTOK

yMopa, ri1iaBobonue

0oJska B MyCKyJIUTE, OOJIKa B CTABUTE

BTpHCAHE, IIOBHIIICHA TEMIIEpATypa
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) uapus
Hsixom OT Te3u HeXeNaHu PeakIuy ca MAJIKO ITO-9€CTH MPH FOHOIH Ha 12 10 15 roguHu, OTKOIKOTO
MIPH BH3PaCTHH.

YecTn HeKeTaHU peaKIMM: MOraT Jia 3acersHat 1o 1 Ha 10 gymm

o rajieHe

o NOBpBIIaHe (,,MHOTO YeCTH MPH OpEeMEHHH >KeHH Ha Bb3pacT 18 U moBeye roguHu U npu
MMYHOKOMIIPOMETHPAHH JINIIa Ha Bb3pacT 12 no 18 rogwmam)

o 3a4yepBsiBaHE Ha MSCTOTO HAa MWHXKEKTHpaHe (,,MHOT'O YeCTH TP HMYyHOKOMIIPOMETHPAHH JIUIIA
Ha BB3pacT 12 u moBeye roJuHNn)

o yroyieMeHu JIuM(QHU Bb31K (Ha0IF01aBa Ce MO-4ecTo clie OycTep m03aTa)

HeuecTu He:kesaHu peaknuu: Morar Ja 3acertar jo 1 Ha 100 gymm
HEPa3IoJIOKECHUE, yCeIIaHe 3a CI1ad0CT WM JIUIICA HA €HePIHsl/ChHINBOCT
Oonka B ppKaTa

Oe3chHHE

ChpOEX Ha MICTOTO HA HH)XKEKTUPAHE

AIEPTUYHHU PEaKIMU KaTo OOPUB WM CHPOEK

HaMaJleH alleTUT

3aMaiiBaHe

MPEKOMEPHO M3MOTIBAHE, HOLTHYU U3MOTABAHUSA

Penxu Hexxessanm peakumu: Morar Aa 3acersar 1o 1 Ha 1 000 mymwm
. BPEMEHHO €IHOCTPAaHHO YBUCBAHE Ha JINLIETO
. JIEPTUYHH PEAKLUHU KaToO YPTUKApUs UM MOAyBaHE Ha JIULETO

MHOro peaku He:keJIaH! peakuuu: Moxke fa 3acersat 1o 1 Ha 10 000 xymm
. BB3MAJICHUE HA CHPJICYHHS MYCKYJT (MUOKAP/IUT) WM Bh3IMAJICHAE Ha BHHIITHATA OOBUBKA Ha

CHpIETO (TIEPUKAPIUT), KOETO MOXKE J1a IOBEJE A0 3aayX, ChpleOreHe Win O0IKa B TbPAUTE

C Hen3BeCTHA YeCcTOTA (OT HAJIMYHUTC JaHHHU HC MOXC Ja 6’5)16 HalipaBCHa OHeHKa)

° TCXKKa aJIepruiHa peakuus

° 06IHI/IpCH OTOK Ha BaKCMHUPAHUA KpalePIK

° OTOK Ha JIMIETO (HOI[YBaHC Ha JIMIIETO MOXKEC 1a CC MOABU IIPU MANUCHTU C ACPMAJICH (bHJpr)
L4 KO’KHa pCaKuusd, n1oa (bopMaTa Ha YCPBCHU IICTHA WJIN 06pI/IB 10 KOXKarTta, KOHTO MOXeE Ja

M3TIIEKIa KaTo ,,MHUIIIeHA WITH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEPBEH IIEHTHP, OKOJIO KOWUTO MMa TI0-
CBETJIM YEPBEHHU KPBIroBe (epuTeMa MyJITH(POPME)

. HEOoOMYalHO ycelaHe 1o KoxkaTa, KaTo U3TPhIIBaHE WM MpaByYKaHe (TTapecTe3ws)

o HaMalsBaHe Ha yCElIaHUITa UK YyBCTBUTEITHOCTTA, 0COOCHO Ha KOXKaTa (XHUIIECTe3usl)

o TEKKO MEHCTPYaJHO KbpBEHE (MIOBEUETO CIyYan M3TJIeXk/Ia He ca CEPUO3HH U ca C BPEMEHEH
XapakTep)

Chol01aBaHe Ha HeKeJAHH pPeakIuu

AKO MONyYHTe HIKAKBH HEXETAHH JICKAPCTBCHU PEakivy, yBeaoMere Bamus nekap, GapmanesT win
MeIUIUHCKA cecTpa. ToBa BKIIOYBA BCUUKH BH3MOKHH HEOMHUCAHH B Ta3H JINCTOBKA HEXKEIIAHH
peakiun. Moxere ChIII0 J1a ChOOIINTE HEXKETAHU PEaKIMU TUPEKTHO Ype3 V3IbIHUTEeNHA areHIns 110
JieKapcTBara, yi. ,,Jlamsu ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebcaiit: www.bda.bg.
Karo choOmaBare HexenaHu peakiiinm, MOXKeTe Ja JaeTe CBOS MPUHOC 3a MOJyYaBaHe Ha TIOBEYe
nHpopMaIus 0OTHOCHO 0€30I1aCHOCTTA Ha TOBA JICKAPCTRO.

5. Kak na cexpansiBate Comirnaty LP.8.1

I[a C€ CbXpaHABa Ha MACTO, HEAOCTBIIHO 3a ACA.
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CrenpamaTa HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e mpelHa3HaueHa 3a
MEIUIMHCKHU CTICITUATTICTH.

He uznon3Baiite TOBa JIEKapCTBO CJIE] CPOKA HAa TOHOCT, OTOEA3aH BbPXY KapPTOHEHATA OMAKOBKA U
eTukera cien ,,l'omer 10:“. CpoKbT Ha TOMHOCT OTTOBAps Ha MOCICTHHUS ACH OT TOCOYCHHS MECEIl.

Ja ce cpxpansiBa BbB ¢pusep mpu -90 °C go -60 °C.
Jla ce cpxpaHsiBa B OpUTMHAJIHATA ONAKOBKA, 32 J1a C€ MPENa3u OT CBETIINHA.

Baxkcunara ce nosny4dasa 3aMmpaszena rnpu -90 °C no -60 °C. Cnen noiayyaBaHe 3aMpa3eHaTa BAKCHHA
MOe 1a ce cbxpansaBa win mpu -90 °C o -60 °C, wu mipu 2 °C go 8 °C.

Korarto ce cpxpansBat 3ampasenu npu -90 °C go -60 °C, onakoskure ¢ 10 ¢iakoHa BakCHHa MOTaT J1a
ce pasmpassar npu 2 °C o 8 °C 3a 6 yaca, a eTMHUYHN (IIAKOHU MOTaT Ja pa3MpassT MpH cTaiiHa
temrepatypa (1o 30 °C) 3a 30 MuHyTH.

Pasmpazenu (mpenu ToBa 3ampasenu) uiakonu: Ciel KaTo BEHBXK € U3BaJieH OT (pusepa,
HEOTBOPEHUAT (HJIAKOH MOJKE J]a Ce ChXpaHsIBa M TpaHcmopTrpa B xiaawtHuk mpu 2 °C go 8 °C o
10 ceqmuny, 6e3 1a ce MpeBHIIaBa OTIIEYaTaHUAT cpok Ha rogHoct (I'ogen m0:). Bepxy kapToHeHaTa
OITaKOBKa TPsOBa Jla ce 0TOCIICKHM HOBUST CPOK HA TOAHOCT mpH chxpaHeHue nipu 2 °C no 8 °C. Cnen
KaTo BEJHBXK € pazMpaseHa, BAKCHHATA HE MOXKE JIa Ce 3aMpassiBa TIOBTOPHO.

[Ipenu ynoTpeba HEOTBOPEHUTE (PIIAKOHU MOTAT J1a Ce ChXpaHsABaT 10 12 yaca mpu Temmneparypa
Mexay 8 °C u 30 °C.

C PasMpa3CHUTE (bJ'IaKOHI/I MOXKE Oa CC pa6OTI/I B YCJIOBHUA Ha CTaiiHa CBETJIMHA.

OtBopenu ¢uakonu: Cieq M-PBOTO MPOOUBAHE Ha 3allylankara Ha (JiakoHa, ChXpaHsIBalTe
BakcuHata npu 2 °C 1o 30 °C u 1 u3non3BaiiTe B paMKUTE Ha 12 gaca, KOETO BKJIIOYBa A0 6 daca
BpEMeE 3a TpaHCIOpTUpaHe. MI3XBEpiieTe HEU3MON3BaHaTa BAKCHHA.

He u3snon3Bpaiite Ta3u BaKCHHA, aKO 3a0€JICKNUTE BUIMMH YaCTHIIA WK IIPOMSHA Ha I[BETA.

He u3xBbpsiiTe nekapcTBaTa B KaHaJIU3alUsATa WM KOHTEHepa 3a JoMallHu oTnaablu. [lonuTaiite
Bamus apMalieBT Kak Ja U3XBbPJIATE JICKapCcTBaTa, KOUTO BeUYe HE U3MoJ3Bare. Te3u MEepKH Iie
CIIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA CPENa.

6. CpabpskaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHopManus

Kaxkso cpabp:ka Comirnaty LP.8.1
) AxtuBHOTO BemecTtBo Ha MPHK Bakcunara cperry COVID-19 (mykneo3umno Moanuduimpana)
ce Hapuya uPHK, koaupamia LP.8.1. Eaun MmHOr01030B priakoH chabpika 6 mo3u mo 0,3 ml,
Besika ¢ 30 mukporpama nPHK, kogupama LP.8.1.
. Hpyru cbcTaBku:
- ((4-xuapoxcubyT)azaHe TumT ) Onc(xexcaH-6, 1 - munin )ouc(2-xeKChuiIeKkaHoar)
(ALC-0315)
- 2-[(momuernnenrnukon)-2000]-N,N-qurerpagennnaneramun (ALC-0159)
- 1,2-mucreapomn-sn-rautepo-3-dochoxomun (DSPC)
- XOJIECTEPOI
- TPOMETaMOI
- TPOMETaMOJIOB XHIPOXIOPH/T
- 3axaposa
- BOJIa 32 WHXKEKIIHA
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Kak u3raexna Comirnaty LP.8.1 u kakBO chbABbp:Ka 0aKoBKAaTa

Bakcunara e 0sia 10 moutu Osiia qucnepeus (pH: 6,9-7,9), noctaBsiHa B MHOTO/I030B ()JIAKOH C

6 no3u — npo3paueH ¢uakoH (cTbkio tun ) 2 ml, ¢ rymeHa 3amyimanka u ¢ alyMAHAEBA 00KaTKa U
OTYYIBAILO CE CUBO TUIACTMACOBO Karaye.

Bun omakoBka ¢ MHOT01030BH (hiakoHu: 10 dhmakoHa

IMpuTexaTten Ha pa3pelIeHHETO 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

IpousBoauTes

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a JOIIBJIHUTCIIHA I/IH(I)OpMaI_II/IH OTHOCHO TOBa JIEKaAPCTBO, MOJIA, CBBPXKETE CE C JIOKAJTHUA
MpEACTAaBUTEI HA MPUTEKATEIIA Ha pa3pCIICHUETO 3a yHOTp66aZ

Boarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTa Ha mocjeaHo npepasrJie;kaane Ha JuctoBkarta 05/2026

CkaHupaiiTe Koz1a ¢ MOOMIIHO YCTPOMCTBO, 3a [1a MOJyYUTe JIMCTOBKATa Ha Pa3JIndHU €3HLIH.

URL: www.comirnatyglobal.com

IMoxpoOHa uH(popMarlrs 3a TOBa JEKapCTBO € MpeA0CcTaBeHa Ha yeOcaiita Ha EBponeiickara areHius
10 JIeKapcTBara https://www.ema.europa.eu.

IocouenaTa no-g0/1y MH(pOpPMaLKs € MPeIHAZHAYEHA CAMO 32 MEAMIUHCKH CIENHATUCTH:
[Ipunaraiite Comirnaty LP.8.1 unTpamyckyinHo kato enuau4Ha g03a 0,3 ml, He3aBUCHMO OT
MpEeIUIIHNS BaKkCHHAIMOHeH cTtatyc 32 COVID-19.

Ha numa, xourto nipean ToBa ca BakcHUpaHu ¢ Bakcuna cperry COVID-19, Comirnaty LP.8.1 tpsi6Ba
Jla ce TpujIara Haii-Majko 3 Mecella Ciiell mocyieHaTa 103a Bakcuna cpenty COVID-19.

Ha Jmna ¢CbC CUIHO oTciabeHa HMYHHA CUCTEMaA MOXKC 1a CC MPUJIOKAT AOIIbJIHUTCIIHA JO3U.
IIpocaegumoct

3a na ce moao0pU NPOCIEAUMOCTTa HA OMOJIOTMYHUTE JICKAPCTBEHU MPOAYKTH, UMETO U MAPTUIHUAT
HOMeEp Ha MPHJIOKEHHUS MPOIYKT TPsIOBa SACHO J1a Ce 3alMCBarT.
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Ykazanus 3a padoTa npeau ynorpeoda - 3a 3aMmpa3zeHu (JIaKoHH
Comirnaty LP.8.1 TpsiOBa 1a ce IpUTOTBH OT METUIIMHCKH CIIEIIHATIMCT, KATO CE U3IMOJI3Ba aceNTHYHA
TEXHHUKA, 33 Ja CC FApaHTHUPa CTCPUIHOCTTA HA TIPUTOTBEHATA JTUCTICPCHS.

IIpoBepere nanu GprakoHBT € ChC CHBO INIACTMACOBO Kamnave ¥ Jaji UMeTO Ha IIPOAYKTa €
Comirnaty LP.8.1 30 mukporpamMa/no3a nH:KeKIIMOHHA aucnepcusi. (Jinma Ha 12 u moBede
TOJTUHH).

AKO MMETO Ha IPOJIyKTa BbPXY €THKeTa Ha (hIakoHa € JIPyro, MOJIsl, HalpaBeTe ClpaBKa ¢
KpaTKara XapaKTepUCTHKa Ha MPOLYKTa 33 TO3U ChCTaB.

AKo QrakoHBT ce ChXpaHsBa 3aMpa3eH, TOM Tpsi0Ba J1a ce pa3Mpasu npeau ymnorpeoda.
3ampasenute (akoHu TpsAOBa Ja ce mpeHecart B cpena ¢ remmeparypa 2 °C o 8 °C, 3a na ce
pasmpasst. YBeperte ce, 4e (UIakoHHUTE ca HAIThJIHO Pa3Mpa3eHH Npean yrnorpeoa.
Pa3mpazsiBanero Ha eaHa onakoBka ¢ 10 MHOrozo30BHu (akoHa MoXe Jja OTHEME 6 Jaca.
Cnen npemectBane Ha (hiakoHuTe 32 chxpaneHue npu 2 °C no 8 °C, kopurupaiite cpoka Ha
TOJTHOCT BBPXY KapTOHEHATa OITaKOBKa.

HeotBopenure ¢urakonu morar aa ce cbxpansiBat A0 10 cexvunu npu 2 °C 1o 8 °C, 6e3 na ce
MIpeBHILIaBa OTIEYATaHUAT cpok Ha rogHocT (I'oxen no:).

BB3MokeH e Ipyr BapuaHT, IpH KOWTO €AUHUYHU 3aMpa3eHu (PIIaKOHH MOXKeE Jja ce pa3MpassT
3a 30 munyTH npu Temnepatypa o 30 °C.

[Ipenu ynmotpeba HEOTBOpEHHAT (IIAKOH MOXKE J]a ce ChXpaHsBa 0 12 Jaca rmpu TeMIiepaTtypa
1o 30 °C. C pa3mpazenure (1akOHH MOXe J1a ce paboTH B yCIIOBHS Ha CTaifHa CBETINHA.

IIpurorBsine Ha go3u 0,3 ml

Baumarenno pasmecerte, kato o0bpHeTe hnakonute 10 mbtr. He pasknamaiite.

[Ipenu pa3mecBaHe pa3MpazeHaTta JUCTIEPCUs MOXKE 1a Chbprka Oenn 10 mouTH Oemu
HEMpo3padyHu aMOP(HH YaCTHUIIH.

Crnen pa3mecBaHe BakCHHATa TPSOBa J1a MpeACTaBiIsABa Osij1a 10 mouTH Osijta quctepcus 0e3
BUAMMH yacTuli. He n3non3BaiiTe BakcMHaTa MpH HATMYME HA YaCTHLIM MM IPOMSHA Ha
LBETA.

Kato u3nonsBare acentTiuyHa TEXHUKA, TOYUCTETE 3aMylIajkaTa Ha (pjakoHa ¢ TAMIIOH 3a
eHOKpaTHa yrmoTpeda, HallOeH C aHTUCEITHYEH Pa3TBOpP.

Nzrernere 0,3 ml Comirnaty LP.8.1.

TpsOBa ma ce M3MOI3BAT CIPUHIOBKH U/HJIH UIJIH ¢ MAIBK MbPThB (HeH3I0J13BaeM) 00eM,
3a J1a ce U3TErIAT 6 103U OT euH (nakoH. KoMOMHAIMTA OT CIIPHUHIIOBKA U MIJIA C MAIIBK
MBPTHB 00eM TpsiOBa 1a ©Ma MBPTHB 00€M HE MO-TOJISIM OT 35 MUKpOIHUTpa. AKO ce U3MOI3BaT
CTaHJAPTHU CIPUHIIOBKH M UTIH, MOXKE J]a HAMA JIOCTaTh4eH 00eM 3a M3TeTJIsTHE Ha IIIecTa /103a
OT euH (hIaKoH.

Bceska mo3a TpsoBa ma ceabpika 0,3 ml BakcrHa

AKO KOJIMYECTBOTO Ha OCTaHajaTa BbB (hJIaKOHA BAaKCHHA HE € JIOCTATHYHO 32 €/IHA IIsJ1a 1032
0,3 ml, uzxBbpinere GakoHa U OCTaHATUSI 00eM.

3anumiere ChOTBETHUTE JaTa/4ac BbpXy (hiaakoHa. M3xBbpieTe Hen3mnon3BaHaTa BAKCHHA

12 vaca ciies] MbPBOTO MPOOMBAHE Ha 3alylankara Ha (piakoHa.

H3xBbpasine
Hewusnomn3BanusT gexkapcTBeH NPOIYKT WM OTHaIbYHUTE MaTepUaU OT HETO TPAOBA Jja c€ U3XBBPIAT
B CbOTBETCTBHE C MECTHUTC U3HCKBAHUA.

Bepcua 59/26.05.2026



	Comirnaty-JN.1-Grey-30mcg-SDV-MDV-PIL-Bulgaria-2026-05-26
	Comirnaty JN.1 30 микрограма/доза инжекционна дисперсия (замразени флакони)
	1. Какво представлява Comirnaty JN.1 и за какво се използва
	2. Какво трябва да знаете, преди да Ви бъде приложена Comirnaty JN.1
	3. Как се прилага Comirnaty JN.1
	4. Възможни нежелани реакции
	5. Как да съхранявате Comirnaty JN.1
	6. Съдържание на опаковката и допълнителна информация

	Comirnaty-LP.8.1-Grey-30mcg-MDV-PIL-Bulgaria-2026-05-26
	Comirnaty LP.8.1 30 микрограма/доза инжекционна дисперсия (замразени флакони)
	1. Какво представлява Comirnaty LP.8.1 и за какво се използва
	2. Какво трябва да знаете, преди да Ви бъде приложена Comirnaty LP.8.1
	3. Как се прилага Comirnaty LP.8.1
	4. Възможни нежелани реакции
	5. Как да съхранявате Comirnaty LP.8.1
	6. Съдържание на опаковката и допълнителна информация


