JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty LP.8.1 30 Mmukporpama/no3a HHKeKIIMOHHA JUCTIEPCHS B NIPeABAPHTEIHO
HAIBJIHEHA CIPUHI[0BKA (CTHKJIEHA)
Bb3pacTHU U IOHOIIM, HABBPIIWIM 12 ronuHu
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
uPHK, komupamnia LP.8.1 (mRNA encoding LP.8.1)

vTO3I/I JIEKapCTBEH MPOAYKT TOJUICKH Ha JOMBJIHUTEHO HAOM0qeHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBSIBaHE Ha HOBa MH(OpMaIus OTHOCHO Oe3omacHOCTTa. MoxeTe Ja JaieTe CBOs MPUHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA PeaKIHs, KOSTO CTe MOMyYId. 3a HAaUWHA Ha ChOOIIaBaHe Ha HEXellaH!
peakuuu BUKTE Kpasi Ha To4Ka 4.

IIpoyeTeTe BHUMAaTEIHO LAJIATa JUCTOBKA, Npeau 1a Bu 0be npuiokeHa Ta3u BAKCUHA, Thil
KaTo TH ChAbP:Ka Ba:xHa 3a Bac undopmanus.

L4 3ama3ere Ta3u IUCTOBKA. Moke Ja €€ HAJIOKU 1a A MPOYCTCTE OTHOBO.

L4 Axo nmaTte HIKaKBU AOI'BJIHUTCIIHU BBIIPOCH, ronuTanTe Bamms JICKap, q)apMaueBT N
MCIUIMHCKA CeCTpa.

L4 Axo IMOJIYYUTC HAKAKBU HCXKCIIAHU PCAKIINU, YBEAOMCTC Bamms JICKap, Q)apMaueBT NI

METUIIMHCKA cecTpa. ToBa BKIIIOUBA M BCHUKH BH3MOXKHH HEXKEJIaHU PEaKIINH, HEOMHUCaH! B
Tas3u JIUCTOBKA. BinkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kaxso mpencrasmsia Comirnaty LP.8.1 u 3a kakBo ce n3momn3Ba

Kaxkso Tpsi6Ba na 3Haere, npean na Bu 6b1e npunoxena Comirnaty LP.8.1
Kak ce nmpunara Comirnaty LP.8.1

BBb3MO0XHU HEKETaHU PEAKLIUU

Kak na cexpansBare Comirnaty LP.8.1

ChbabpkaHre Ha ONAaKOBKATa M AOIBIHUTENIHA HHPOPMALUS

QAL

1. Kaxkso npeacraBiasa Comirnaty LP.8.1 u 3a kakBo ce u3noj3Ba

Comirnaty LP.8.1 e BakcuHa, KOSITO ce M3MOM3BA 3a Mpe/nas3Bane ot 3abonsBane or COVID-19,
npuanHeHo oT SARS-CoV-2.

Comirnaty LP.8.1 30 muxporpama/mo3a HHXEKIIMOHHA JUCTIEPCHUs ce TIpUIiara Ha Bb3pacTHH U
IOHOIIM, Ha Bb3pacT 12 ¥ noBeye rofivHu.

Baxkcunara cTaBa npu4rHa KIMyHHaTa CUCTeMa (€CTECTBEHUTE 3al[UTHH CHUJIH HA OPraHu3Ma) Jia
MPOM3BEXKa aHTUTENA ¥ KPHBHU KJIETKH CPEITy BUPYyCa, KaTO TaKa OCUTYPSBa 3alliTa CPELLy

3aboisiBane or COVID-19.

Toit kato Comirnaty LP.8.1 He chabpika Bupyca, 3a Ja Ch3Aaae UMYHHUTET, TS HE MOXeE Ja MPUIMHU
3abomsiane ot COVID-19.

YHOTpe6aTa Ha Ta3u BaKCHHa TpSI6Ba Ja € B CbOTBETCTBHUC C 0(1)I/ILII/IaJ'IHI/IT€ MMPCIIOPBKHU.

2. Kakso Tps0Ba na 3Haete, npeau xa Bu 0bae npuioxkena Comirnaty LP.8.1
Comirnaty LP.8.1 He TpsiOBa 1a ce mpujara

. aKo CTe aJleprUYHU KbM aKTHBHOTO BEIIECTBO WJIM KbM HIKOS OT OCTAaHAINTE 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 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 fa He 3alTiuTH 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 ¢ oTciabeHa 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
Bamusa nekap.

Jeuna

Comirnaty LP.8.1 30 mukporpama/no3a WHKEKITHOHHA JUCTIEPCHsI HEe Ce TIPETopbUuBa MPH JIera 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 Mo>xe a ce mpuiiara 1o e{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 HaIlpeAHANa BB3pacT Ha 65 u noBeue roguau Comirnaty LP.8.1 Mmoxe 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 ynoTpebata 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
NIOKa3Ba BaKCHHALIUATA Ja UMa HeOJIaronpusaTHH eeKTH BbpXY OpEeMEHHOCTTa WX HOBOPOJACHOTO.
Makap ve nadopmarmsara 3a eeKTHUTE BbPXY OpEMEHHOCTTA WIIH HOBOPOJICHOTO CJIE]| BAKCHHAIIHS
npe3 TbPBUS TPUMECTBD € OTPaHudeHa, 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 pa3pelieHara 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 meproja Ha KbpMEHe.

Ilopupane u padoTa ¢ MAIIMHU

Hsixowm ot edexkTrTe Ha BaKCHHATa, YIOMEHATH B Touka 4 (Bb3MOKHM HEXENaHU PeaKIiu) 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 U3MHUHAT Hali-MaJIkO 3 Mecelia CJie]] IMociieIHaTa 103a.

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

AKO MaTe HSKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBbP3aHu ¢ ynorpedara na Comirnaty LP.8.1,
nonuTaiTe Bamms mekap, papMarieBT WM METUITHTHCKA CecTpa.

4. Bb3MOKHU HeKeJTaHU pe€aKkuumn

KaxkTo Bcuku Bakcuan, Comirnaty LP.8.1 Moxe na npean3BuKa He:KEIaHU PEaKIUY, BBIIPEKU e HE
BCEKH TH TOJTyJaBa.

MHOro0 4ecTH HeKeJIaHU peaKIUM: MOrar Jia 3acertar noseue ot 1 Ha 10 mymm
Ha MSCTOTO Ha MH)KEKTHUPaHE: 00JIKa, OTOK

yMopa, riiaBobonue

0oJka B MyCKYJIUTE, OOJIKa B CTABUTE

BTpHCaHE, MOBUIIICHA 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 JIMIIa Ha Bb3pacT 12 no 18 rogwmam)

o 3a4yepBsiBaHE Ha MSCTOTO HAa WHXKEKTHpaHe (,,MHOT'O YeCTH TP HMYyHOKOMIIPOMETHPAHH JIHIIA
Ha BB3pacT 12 u moBeye roJuHN)

o yroyieMeHu JIuM(QHU Bb31M (Ha0IF01aBa Ce MO-4ecTo clie] OycTep m03aTa)

HeuecTu HeskesaHu peaknuu: Morar Ja 3acertar jo 1 va 100 gymm
HEPa3IoJIOKECHUE, yCEIIaHe 3a CIad0CT WM JIUIICA Ha €HEPIHsl/ChHIMBOCT
Oonka B ppKaTa

Oe3chHHE

ChpOEX Ha MIACTOTO HA HH)XKEKTUPAHE

AJEPTUYHHU PEaKLMU KaTo OOPUB WM CHPOExK

HaMaJleH alleTUT

3aMaiiBaHe

MIPEKOMEPHO M3MOTIBAHE, HOLTHYU W3MOTABAHUSA

Penxu Hexxessanm peakumu: Morar Aa 3acersar 1o 1 Ha 1 000 pymwm
. BPEMEHHO €IHOCTPAaHHO YBUCBAHE Ha JINLIETO
. JIEPTUYHH PEAaKLUHU KaTo YPTUKApUs UM NOAyBaHE Ha JIULIETO

MHOro peaku He:KeJIaHu peakuuu: Moxke fa 3acersat 1o 1 Ha 10 000 mymm
. BB3MAJICHUE HA CHPJICYHHS MYCKYJT (MUOKAp/IUT) WM Bh3MAJICHAE Ha BHHIITHATA OOBUBKA Ha

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

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

° TCIXKKa aJICpruiHa peakuus

° 06IHI/IpeH OTOK Ha BaKCMHUPAHUA Kpaf/'IHI/IK

° OTOK Ha JIMIETO (HO,I[YBaHC Ha JIMIIETO MOXKC 1a CC MOABU IIPU MANUCHTU C ACPMAJICH (l)I/IJ'I’bp)
° KO’KHa pCaKuusd, nona (bopMaTa Ha YCPBCHU NICTHA WJIN O6pI/IB 10 KOXKarTta, KONTO MOXeE Ja

M3TIIEKIa KaTo ,,MHUIIeHA WITH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEPBEH IIEHTHP, OKOJIO KOWTO MMa T10-
CBETJIM YEPBEHHU KPBIoBe (epUTeMa MyJITH(POPME)

. HEeOoOMYalHO ycelaHe 1o KoxkaTa, KaTo U3TPhIIBaHE WM MpaByYKaHe (TIapecTe3ws)

. HaMalsBaHe Ha yCEIIaHUsITa UK YyBCTBUTEITHOCTTA, 0COOCHO Ha KOXKaTa (XHUIECTe3us)

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

Cho0maBaHe Ha HelKeJIAHH peaKInu

AKo ToTyynTe HAKAKBY HE)KEIIAHU JICKAPCTBEHN PEakluy, yBeroMeTe Bamms exap, hapmaneBT wim
MeIUIrHCKa cecTpa. ToBa BKIIIOYBAa BCHUKH BH3MOKHH HEOIIMCAHU B Ta3W JIMCTOBKA HEXKEJIaHH
peakiun. Moxere ChIIo J1a ChOOIINTE HEXKETAHU PEAKIMU TUPEKTHO Ype3 V3IbIHUTETHA areHIHS 10
nekapcTBara, yi. ,,Jlamsan ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebceaiiT: www.bda.bg.
Kato crobmiaBaTe HeXxeIaH! peakiiy, MOXKETe Jja JaJieTe CBOS IPHHOC 3a MOJTyYaBaHe Ha ITOBEYE
nH(OpMaLsi OTHOCHO OE30IIacHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na cbxpansBate Comirnaty LP.8.1

Jla ce cpxpaHsaBa Ha MSACTO, HEJOCTHITHO 32 JCTA.
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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
eTHUKeTa ciexn ,,] oneH j1o:“.

Ha ce cbexpanssa B xnaguiauk npu 2 °C o 8 °C. JA HE CE 3AMPA3SBA.
[a ce cpxpaHsBa B OpUTHHATIHATA OTIAKOBKa, 32 J]a C€ Mpe/a3u OT CBETINHA.
Bakcunara ce momy4asa u cexpansisa npu 2 °C o 8 °C (camo B XJIAAMIHHUK).

[Ipenu ynoTpeba npenBapuTeTHO HAITBTHEHUTE CIIPUHIIOBKHM MOTAT JIa C€ ChXpaHsABaT 1o 12 yaca mpu
temneparypa Mmexay 8 °C o 30 °C u ¢ TsX MOe 1a ce padOTH B YCJIOBHUS Ha CTaifHa CBETIHMHA.

He u3snon3paiite Ta3u BaKCHHA, aKO 3a0€JICKNUTE BUIMMH YaCTHIIA WK IIPOMSHA Ha I[BETA.

He usxBbpisiiTe nekapcTBara B KaHaIM3alMATa WIM KOHTEHHEpa 3a JOMAaIllHU oTnaablu. [lonutaiite
Bamus apmMalieBT Kak Ja U3XBbPJISATE JICKapCcTBaTa, KOUTO Be4Ye HE U3MoJi3Bare. Te3n MEepKH Iie
CIIOMOTHAT 3a Oa3BaHE Ha OKOJIHATA CPENa.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHopManus

Kaxkso cpabp:ka Comirnaty LP.8.1
o AxtuBrOTO BemectBo Ha NPHK Bakcunata cperry COVID-19 (Hykineo3uaHO MOIuGUIIIpaHa)
ce Hapuia uPHK, xonupama LP.8.1.
— Bcsika npenBapuTelIHO HaITbJIHEHA CIPUHIIOBKA chabpxka 1 qo3a 0,3 ml ¢ 30 Mukporpama
nPHK, xoaupamia LP.8.1.
. Hpyru cbcTaBku:
- ((4-xunpoxcubyTr)azaHe Tum ) onc(xexca-6, 1 - numin)ouc(2-xeKCuiIeKkaHoar)
(ALC-0315)
- 2-[(mommetnnenrnukon)-2000]-N,N-qurerpagennnaneramun (ALC-0159)
- 1,2-mucteapomi-sn-rauiiepo-3-pochoxomun (DSPC)
- XO0JIECTEPOI
- TPOMETaMOI
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIA 3a HHXKEKLIUH

Kak u3raexna Comirnaty LP.8.1 u kakBO chbaBbp:ka omakoBKaTa

Baxkcunara e 6suta 10 mouru 0sta nucriepcust (pH: 6,9-7,9), mocTaBsiHa B IpeIBapUTEITHO HAITBIHCHA
CIPUHIIOBKA (COPUHIIOBKA OT CTBHKIIO THIN 1) ¢ r11aBa Ha OyTajnoTo (CHHTETUYHA OPOMOOYTHIIOBA TyMa)
Y Karayka Ha BbpXa Ha CIPUHIIOBKAaTa (CHHTETHYHA OpOMOOYTHIIOBA r'yma), Oe3 urJa.

BI/I,Z[ omakoBka: 10 OpeABAPUTCIIHO HAITBJIIHCHU CIIPUHIIOBKHU

IpuTexaTes Ha pa3pelIeHHETO 32 yoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

Ten.: +49 6131 9084-0

tbakc: +49 6131 9084-2121
service@biontech.de
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IIpousBoauTen

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a AOMBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHSI
NPEICTaBUTEN HAa PUTEKATENS HA Pa3pelIeHHeTo 3a yrnorpeda:

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTa Ha mocJeaHo npepasriexaaHe Ha quctoBkara 07/2025

CKaHHpaﬁTe Koaa C MOOUIHO YCTpOﬁCTBO, 3a J1a NOJYYUTC JIMCTOBKATA HAa PAa3/IMYHU C3ULU.

URL: www.comirnatyglobal.com

IMoxpoOHa uH(popMarrs 3a TOBa JEKapCTBO € MpeA0CTaBeHa Ha yeOcaiita Ha EBporneiickara areHius
110 JIeKapcTBara https://www.ema.europa.eu.

ITocoyenaTa nmo-1o0,1y MHGOpMANKS e MPeHAZHAYEHA CAMO 32 MeAMIIMHCKH CIIeHATHCTH:
[Ipunaraiite Comirnaty LP.8.1 uHTpamyckynHo kaTo equHu4Ha g03a 0,3 ml, He3aBUCHMO OT
MpEeIUIIHNSA BakCHHAMOHeH cTtatyc 32 COVID-19.

Ha numia, kouto nipenu ToBa ca Omn Bakcuaupanu ¢ BakcuHa cperry COVID-19, Comirnaty LP.8.1
TpsiOBa J1a ce Impuiiara Haii-mMajako 3 Mecena ciell mocieaHaTa go3a Bakcuna cpeury COVID-19.

Ha nmiia cwse cunao oTciiabeHa HMYHHa CUCTEMA MOXKE 1a CC€ MPUIIOKAT AOITbJIHUTEIIHNA 103U.

IMpocaegumoct
3a 1a ce moI00pH MPOCIEAUMOCTTA HA OMOJIOTMYHUTE JICKAPCTBEHHU MPOJAYKTH, UMETO U TTAPTHIHUSAT
HOMeEp Ha MPHJIOKEHHUS MPOIYKT TPSIOBa SICHO J1a CE 3aMMCBarT.

Yxazanus 3a padora npeau ynorpeda
Comirnaty LP.8.1 TpsibBa 1a ce IpUroTBH OT MEJUIIMHCKH CIIEIIHAINCT, KaTO CEe W3I0JI3Ba aCENTHYHA
TEXHHUKA, 33 Ja Ce rapaHTUpa CTEPUIHOCTTA HA IPUTOTBEHATA AUCIEPCHS.

YK333HI/IH, MPUJI0’KUMHU 32 IIPEABAPUTEIHO HAITBJHCHHU CIIPUHIIOBKHA

Cmukaenu npedsapumento HanbiIHeHU CHPUHYOBKU

o IIpeau ynorpeba cTHKICHUTE PEABAPUTEIIHO HAITBJIHEHU CIIPUHIIOBKM MOTAT J1a C€ ChXpaHsABaT
1o 12 gaca npu Temnepatypa mexay 8 °C mo 30 °C u ¢ Tsx MoXke J1a ce paboTH B yCJIOBHS Ha
cTaliHa CBETJIMHA.

o CpaJiere Kamaykara OT BbpXa Ha CIIPUHIIOBKATa ¢ 0aBHO 3aBbpPTaHe 00paTHO HA YaCOBHHKOBATA
crpenka. He paskmamaiite. [loctaBeTe moaxoasina Uria 3a HHTPaMyCKYJIHA UHXXEKUUS U
TIPHUIIOKETE METHS 00eM.
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HN3xBbpasine
Hewnznon3BanusT nexapcTBEH NPOAYKT WU OTHAABYHATE MaTepHAII OT HETo TPsiOBa Ja ce M3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.

Bepcusa 55/25.07.2025



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 HaJO0XH JIa sl MPOYEeTeTe 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 60b1e npunoxena Comirnaty LP.8.1
Kak ce mpunara Comirnaty LP.8.1

BBb3M0XHU HEXKETIaHU PEAKLIUU

Kak na cpxpansiatre 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 U3MON3BA 3a Mpe/nas3Bane ot 3abonsBane or COVID-19,
npuuuHeHo oT SARS-CoV-2.

Comirnaty LP.8.1 30 muxporpama/mo3a 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 Ch3Aage UMYHHUTET, TS HE MOXE Ja MPUIMHU
3abomsBane or COVID-19.

YHOTpC6aTa Ha Ta3y 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).

Bepcusa 55/25.07.2025



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 fa He 3alTiuTH 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 ¢ oTciabeHa 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
Bamusa nekap.

Jeuna

Comirnaty LP.8.1 30 mukporpama/no3a WHKEKITHOHHA JUCTIEPCHsI HEe Ce TIPETopbUuBa MPH JIera 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 Mo>xe a ce mpuiiara 1o e{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 HaIlpeAHANa BB3pacT Ha 65 u noBeue roguau Comirnaty LP.8.1 Mmoxe 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 Ob1e npuiokeHa Ta3u BaKCHHA.

Bce omie nuncrar ganau oTHOCHO ynoTpebata 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
NIOKa3Ba BaKCHHALIUATA Ja UMa HeOJIaronpusaTHH eeKTH BbpXY OpEeMEHHOCTTa WX HOBOPOJACHOTO.
Makap ve nadopmarmsara 3a eeKTHUTE BbPXY OpEMEHHOCTTA WIIH HOBOPOJICHOTO CJIE]| BAKCHHAIIHS
npe3 TbPBUS TPUMECTBD € OTPaHudeHa, 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 pa3pelieHara 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 meproja Ha KbpMEHe.

Ilopupane u padoTa ¢ MAIIMHU

Hsixowm ot edexkTrTe Ha BaKCHHATa, YIOMEHATH B Touka 4 (Bb3MOKHM HEXENaHU PeaKIiu) 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 U3MHUHAT Hali-MaJIkO 3 Mecelia CJie]] IMociieIHaTa 103a.

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

AKO MaTe HSKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBbP3aHu ¢ ynorpedara na Comirnaty LP.8.1,
nonuTaiTe Bamms mekap, papMarieBT WM METUITHTHCKA CecTpa.

4. Bb3MOKHU HeKeJTaHU pe€aKkuumn

KaxkTo Bcuku Bakcuan, Comirnaty LP.8.1 Moxe na npean3BuKa He:KEIaHU PEaKIUY, BBIIPEKU e HE
BCEKH TH TOJTyJaBa.

MHOro0 4ecTH HeKeJIaHU peaKIUM: MOrar Jia 3acertar noseue ot 1 Ha 10 mymm
Ha MSCTOTO Ha MH)KEKTHUPaHE: 00JIKa, OTOK

yMopa, riiaBobonue

0oJka B MyCKYJIUTE, OOJIKa B CTABUTE

BTpHCaHE, MOBUIIICHA 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 €HePIrUsl/ChHIMBOCT
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)

° TCIXKKa aJICpruiHa peakuus

° 06IHI/IpeH OTOK Ha BaKCMHUPAHUA Kpaf/'IHI/IK

° OTOK Ha JIMIETO (HO,I[YBaHC Ha JIMIIETO MOXKC 1a CC MOABU IIPU MANUCHTU C ACPMAJICH (l)I/IJ'I’bp)
° KO’KHa pCaKuusd, nonQ (bopMaTa Ha YCPBCHU NICTHA WJIN O6pI/IB 10 KOXKarta, KOHTO MOXeE Ja

M3TIIEKIa KaTo ,,MHUIIeHA" WITH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEPBEH IIEHTHP, OKOJIO KOWTO MMa TI0-
CBETJIM YEPBEHHU KPBIoBe (epUTeMa MyJITH(POPME)

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

. HaMalsBaHe Ha yCEIIaHUsITa UK YyBCTBUTEITHOCTTA, 0COOCHO Ha KOXKaTa (XHUIECTe3us)

o TEKKO MEHCTPYaJHO KbpPBEHE (MIOBEUETO CIy4an M3TJIeXk/1a He ca CEPUO3HH U ca C BPEMEHEH
XapakTep)

Cho01aBaHe HA HeKeJIAHH pPeaKIuu

AKo ToITyynTe HAKAKBY HE)KEIIAHU JICKAPCTBEHN PEakLuy, yBeoMeTe Bamms exap, hapmaneBT wim
MeIUIrHCKa cecTpa. ToBa BKIIIOYBA BCHUKH Bb3MOKHH HEOIIMCAHU B Ta3W JINCTOBKA HEXKETaHH
peakiun. Moxere ChIIo J1a ChOOIINTE HEXKETAHU PEAKIMU TUPEKTHO Ype3 V3IIbIHUTETHA areHIHS 10
nekapcTBara, yi. ,,Jlamsan ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebceaiiT: www.bda.bg.
Kato crobmiaBaTe HeXxeIaH! peakiiy, MOXKETe Jja JaJieTe CBOS IPHHOC 3a MOJTyYaBaHe Ha ITOBEYE
nH(OpMaLsi OTHOCHO OE30IIacHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na cbxpansBate Comirnaty LP.8.1

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTa.
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CrenpamaTa HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e mpelHa3HaueHa 3a
MEIUIMHCKU CTICITUATTICTH.

He uznon3Baiite TOBa JIEKapCTBO CJIE] CPOKA HA TOHOCT, OTOEIA3aH BbPXY KapTOHEHATA OMAKOBKA U
etukera cien ,,l'omer 10:“. CpoKbT Ha TOMHOCT OTTOBAPS Ha MOCICTHUS JCH OT MTOCOYCHHS MECEIl.

[a ce cvxpansiBa BbB ¢pusep mpu -90 °C go -60 °C.
Jla ce cbxpaHsiBa B OpUTHHAJIHATA ONAKOBKA, 32 J1a CE€ MPEeIa3u OT CBETIINHA.

Baxkcunara ce nony4asa 3aMpaseHa npu -90 °C no -60 °C. Cnen noiayyaBaHe 3aMpa3eHaTa BAKCHHA
MOe na ce cbxpansaBa win npu -90 °C o -60 °C, wu mipu 2 °C go 8 °C.

Koraro ce cpxpansBat 3ampaszenu npu -90 °C no -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.

Pa3mpasenu (npeau ToBa 3aMpasenu) (iaakonu: Ciiel KaTo BEAHBK € U3BaJcH OT hpusepa,
HEOTBOPEHUAT (HJIAKOH MOJKE J]a Ce ChXpaHsIBa M TpaHcmopTrpa B xiaawtHuk mpu 2 °C go 8 °C o
10 cenmuru, 6e3 Ja ce mpeBuIIaBa OTIeYaTaHuAT CpoK Ha rogHocT ([onmeH no:). Bepxy kapToHEeHaTa
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 Jia C€ ChXpaHABaT 10 12 yaca mpu TeMmnepaTtypa
Mexay 8 °C u 30 °C.

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

OtBopenu duakonu: Cieq MbPBOTO MPOOUBAHE HA 3alylankara Ha (JiakoHa, ChXpaHsIBalTe
BakcuHata npu 2 °C 1o 30 °C u s u3non3paiiTe B paMKuTe Ha 12 gaca, KOETO BKJIIOUBa A0 6 daca
BpEME 3a TpaHCIOpTUpaHe. MI3XBBpiieTe HEU3MON3BaHaTa BAKCHHA.

He u3snon3paiite Ta3u BaKCHHA, aKO 3a0€JI€KNUTE BUIMMH YaCTHIIA WK IPOMSHA Ha I[BETA.

He u3xBbprsiitTe nekapcTBaTa B KaHAJIU3alUATa WM KOHTEeHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamus apMalieBT Kak Ja U3XBbPJIATE JICKapCTBaTa, KOUTO BeUYe HE U3MoJ3Bare. Te3n MEepKH Iie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPela.

6. Chbabp:kaHue HA OIAKOBKATA M JOINBJIHUTETHA HHpOpManus

Kaxkso cpabp:ka Comirnaty LP.8.1
° AxtuBHOTO BemectBo Ha UPHK Bakcunara cpenry COVID-19 (aykneo3umno Moauduimpana)
ce Hapuua uPHK, xonupama LP.8.1.
—  Enun MHOTr071030B (priakoH chabpika 6 mo3u mo 0,3 ml, Beska ¢ 30 mukporpama uPHK,
kogupama LP.8.1.
. Hpyru cbcTaBKU:
- ((4-xunpoxcubyT)azaHe Tum ) Onc(xexcaH-6, 1 - munin)ouc(2-xeKCchiiekanoar)
(ALC-0315)
- 2-[(mommernnenrnukon)-2000]-N,N-nurerpagennianeramua (ALC-0159)
- 1,2-nmucreapomn-sn-rautepo-3-dpochoxomun (DSPC)
- XOJIECTEPOI
- TPOMETaMOI
- TPOMETaMOJIOB XHIPOXIOPHU]T
- 3axaposa
- BOJIa 32 WHYKEKIIHH
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Kak u3raexna Comirnaty LP.8.1 u kakBO chbaBbp:Ka 0aKoOBKAaTa

Bakcunara e Osina mo moutu Osa nucnepeus (pH: 6,9-7,9), noctaBsiHa B MHOT0/1030B ()JIaKOH €

6 no3u — npo3paueH ¢uakoH (cTpkio tun ) 2 ml, ¢ rymena 3amyimanka u ¢ alyMUHAEBA 00KaTKa U
OTYYIBAILO CE CUBO IUIACTMACOBO Karade.

Bun omakoBka ¢ MHOT0/1030BH (hiakonu: 10 ¢urakoHa

IpuTexaTtes HA pa3pelIeHHETO 32 yNIOTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

ITpoussoaure
BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19

55116 Mainz
I'epmanus

3a AOmBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTaBUTEN HAa PUTEKATENSI Ha Pa3pelIeHHETO 3a yrnorpeda:

Bboarapus: [daizep JlrokcemOypr CAPJI, Knon, benrapus, Ten: +359 2 970 4333
JaTta Ha mocyieqHo npepasrJexkaane Ha guctoBkarta 07/2025

CkaHupaiiTe Koz1a ¢ MOOMIIHO YCTPOMCTBO, 3a [1a MOJyYUTE JIMCTOBKATA Ha Pa3JIndHU €3ULIH.

URL: www.comirnatyglobal.com

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

ITocouenaTa no-goJ1y MH(popManus e NpeJHA3HAYEHA CaMO 32 MEAMIUHCKH CIIEHATUCTH:
[Ipunaraiire Comirnaty LP.8.1 uarpamyckymnno kato exnHnyHa 1o03a 0,3 ml, He3aBuCUMO OT
MIpEeIUIIHNSA BakcHHAMOHeH cTtatyc 32 COVID-19.

Ha numia, konto nipenu ToBa ca Oun Bakcuaupanu ¢ BakcuHaa cperry COVID-19, Comirnaty LP.8.1
TpsiOBa J1a ce mpuiiara Haii-mMajako 3 Mecena ciell mocieaHaTa g03a Bakcuna cpeury COVID-19.

Ha nmia cee cunao oTciiabeHa HMYHHa CUCTEMA MOXKE 1a CC€ MPUJIOKAT AOITbJIHUTEIIHNA 103U.

IIpocaegumoct
3a na ce moI00pU MPOCIEAUMOCTTA HA OUOJIOTHYHUTE JICKAPCTBEHHU MPOJIYKTH, UMETO U TTAPTHIHHSAT
HOMeEp Ha MPHUJIOKEHUS MPOTYKT TPSIOBa SACHO J1a CE 3arrcBarT.

6
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Ykazanus 3a padoTa npeau ynorpeoda - 3a 3aMmpa3zeHu (JIaKoHH
Comirnaty LP.8.1 TpsibBa 1a ce IPUroTBU OT MEIUIIMHCKH CIIEIIMATKCT, KaTO CE W3IM0JI3Ba aCENTUYHA
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

Buumarenno pasmecerte, kato o0bpHeTe pnakonute 10 mbTu. He pasknamaiite.

[Ipenu pa3mecBaHe pa3mMpaseHaTa JUCTIEPCUs MOXKE J1a ChbprKa Oenun 10 mouTH Oemu
HETPO3pavyHu aMOPHHH YACTHIIH.

Crnen pa3mecBaHe BakCHHATa TPsOBa J1a MpeACTaBiIsABa Osijla 10 MOoUTH Osijta quctepcus 0e3
BUAMMU yacTuli. He n3mon3BaiiTe BakcMHaTa MpH HATMYME HA YACTHLIM MM IPOMSHA Ha
LBETA.

Kato u3nonsBare acenTiuyHa TEXHUKA, TOYUCTETE 3aMylIajkaTa Ha (JakoHa ¢ TaMIIOH 3a
€IHOKpaTHA yrnoTpeba, HAIOCH C aHTHUCENITHYCH PAa3TBOP.

Uzrernere 0,3 ml Comirnaty LP.8.1.

Tps6Ba ma ce M3MOI3BAT CIPUHIIOBKH U/HJIH UIJIH ¢ MAIBK MbPThB (HeH3I0J13BaeM) 00eM,
3a 1a ce U3TErIIAT 6 103U OT euH ¢nakoH. KoMOMHAIMsTA OT CIIPUHIIOBKA U MIJIA C MAIIBK
MBPTHB 00eM TpsiOBa Jla ©Ma MBPTHB 00€M HE MO-TOJISIM OT 35 MUKpOIHUTpa. AKO ce U3M0I3BaT
CTaHJAPTHU CIIPUHIIOBKY W MIJIM, MOXKE JIa HAMA JIOCTAaTh4eH 00eM 3a M3TETIIsTHE Ha [ecTa J103a
OT euH (hIaKoH.

Bcska mo3a tpsoBa ma ceabpika 0,3 ml BakcrHa

AXO KOJMYECTBOTO Ha OCTaHANIaTa BB (pllakoHA BAKCHHA HE € JIOCTATHhYHO 32 €[HA I[51a 1032
0,3 ml, uzxBbpinere GakoHa U OCTaHATUSI 00EM.

3anumiere ChbOTBETHUTE JaTa/yac BbpXy (iaakoHa. M3xBbpieTe Hen3mnoi3BaHaTa BAaKCHHA

12 vaca ciiesi MbPBOTO MPOOMBAHE Ha 3alylaikara Ha (pakoHa.

H3xBBpasine
Heusnon3BanusT nexkapcTBeH NPOIYKT WM OTIaIbYHUTE MAaTEpHAU OT HETO TPAOBA Jja c€ U3XBBPIAT
B CBOTBETCTBHE C MECTHUTC U3HCKBAHUA.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty LP.8.1 30 Mukporpama/no3a MHKEeKIMOHHA TUCTIEPCHSA
(¢py1axoHH, CHXPAHABAHHN CAMO B XJIATWIHUK)
Bb3pacTHu 1 10HOIIN, HABLPIIMIIM 12 roAnHU

uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
uPHK, komupamnia LP.8.1 (mRNA encoding LP.8.1)

vTO3I/I JIEKapCTBEH MPOAYKT MOJICKH Ha JOBIIHUTENIHO HAOM0qeHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBSIBaHE HA HOBA MH(OPMAIIUS OTHOCHO Oe30macHocTTa. MoeTe /ia iafieTe CBOs IPHHOC KaTo
CHOOIIUTE BCSAKA HEXKETaHA peaKIHs, KOSTO CTE MOMyYMId. 3a HAaurHA Ha ChOOIIaBaHe Ha HEXellaH!
peakuuu BUKTE Kpasi Ha To4Ka 4.

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

L4 3ama3ere Ta3u JIUCTOBKA. Moke Ja €€ HAJIOKU a i MPOICTCTEC OTHOBO.

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

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

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

KakBo cbabp:ka Ta3u JUCTOBKA

Kaxso mpencrasmsiea Comirnaty LP.8.1 u 3a kakBo ce n3momn3Ba

Kakso Tpsi0Ba na 3Haere, npean na Bu 60b1e npunoxena Comirnaty LP.8.1
Kak ce mpunara Comirnaty LP.8.1

Bb3M0XHY HEXKETaHU PEAKLIUU

Kak na cexpansBare Comirnaty LP.8.1

ChbabpkaHue Ha ONAKOBKATa M AOIBIHUTENIHA HHPOPMALUS

SN A PN

1. Kakso npeacraBiasasa Comirnaty LP.8.1 u 3a kakBo ce u3no;i3Ba

Comirnaty LP.8.1 e BakcuHa, KOSITO ce W3MOJ3BA 3a Mpena3Bane ot 3abonsBane or COVID-19,
npuanaeHo oT SARS-CoV-2.

Comirnaty LP.8.1 30 mukporpama/no3a HHXEKIIMOHHA JUCTIEPCHUs ce TIpuIIara Ha Bb3pacTHH U
IOHOIIM, Ha Bb3pacT 12 U 1oBeye rofivHu.

Baxkcunara cTaBa npuurHa KIMyHHaTa CUCTeMa (€CTECTBEHUTE 3all[UTHH CHUJIM HA OPraHU3Ma) Ja
MPOM3BEXKa aHTUTENA i KPHBHH KJIETKH CPEIIy BUPYCa, KATO TaKa OCUTYPsIBa 3aIlUTa CPELLy

3abomsiBane or COVID-19.

Toit kaTo Comirnaty LP.8.1 He chabpika Bupyca, 3a 1a Ch3Aaze UMYHHUTET, TS HE MOXE Ja MPUIMHU
3abomsBane or COVID-19.

YHOTpe6aTa Ha Ta3u BaKCHHa Tpr6Ba Ja € B CbOTBETCTBUC C 0(1)I/II_II/IaJ'IHI/IT€ MMPCIIOPBKHU.

2. Kakso TpsdBa na 3Haete, npeau na Bu 0bae npwiioxkena Comirnaty LP.8.1
Comirnaty LP.8.1 He TpsiOBa 1a ce mpujara

o aKo CTe aJleprU4HU KbM aKTHBHOTO BEIIECTBO WJIM KbM HIKOS OT OCTAaHAIHNTE ChCTaBKH Ha TOBA
JeKapcTBO (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 LP.8.1 Moxe fa He 3al1iuTH 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 ¢ oTciabeHa 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
Bamusa nekap.

Jeuna

Comirnaty LP.8.1 30 mukporpama/no3a HHKEKITHOHHA JUCTIEPCHsSI HEe Ce TIPETophUBa IpH JIeTa 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 1a ce mpuiiara 1o ¢{Ho 1 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 HaIlpeAHANa BB3pacT Ha 65 u noBeue roguau Comirnaty LP.8.1 Mmoxe 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 ynoTpebata 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
NIOKa3Ba BaKCHHALIUATA Ja UMa HeOJIaronpusaTHH eeKTH BbpXY OpEeMEHHOCTTa WX HOBOPOJACHOTO.
Makap ve nadopmarmsara 3a eeKTHUTE BbPXY OpEMEHHOCTTA WIIH HOBOPOJICHOTO CJIE]| BAKCHHAIIHS
npe3 TbPBUS TPUMECTBD € OTPaHudeHa, 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 pa3pelieHara 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 meproja Ha KbpMEHe.

Ilopupane u padoTa ¢ MAIIMHU

Hsixowm ot edexkTrTe Ha BaKCHHATa, YIOMEHATH B Touka 4 (Bb3MOKHM HEXENaHU PeaKIiu) 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 U3MHUHAT Hali-MaJIkO 3 Mecelia CJie]] IMociieIHaTa 103a.

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

AKO MaTe HSKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBbP3aHu ¢ ynorpedara na Comirnaty LP.8.1,
nonuTaiTe Bamms mekap, papMarieBT WM METUITHTHCKA CecTpa.

4. Bb3MOKHU HeKeJTaHU pe€aKkuumn

KaxkTo Bcuku Bakcuan, Comirnaty LP.8.1 Moxe na npean3BuKa He:KEIaHU PEaKIUY, BBIIPEKU e HE
BCEKH TH TOJTyJaBa.

MHOro0 4ecTH HeKeJIaHU peaKIUM: MOrar Jia 3acertar noseue ot 1 Ha 10 mymm
Ha MSCTOTO Ha MH)KEKTHUPaHE: 00JIKa, OTOK

yMopa, riiaBobonue

0oJka B MyCKYJIUTE, OOJIKa B CTABUTE

BTpHCaHE, MOBUIIICHA 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 Cad0CT WM JIUIICA Ha €HEPIrHs/ChHIMBOCT
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)

° TCIXKKa aJICpruiHa peakuus

° 06IHI/IpeH OTOK Ha BaKCMHUPAHUA Kpaf/'IHI/IK

° OTOK Ha JIMIETO (HO,I[YBaHC Ha JIMIIETO MOXKC 1a CC MOABU IIPU MANUCHTU C ACPMAJICH (l)I/IJ'I’bp)
° KO’KHa pCaKuusd, nonQ (bopMaTa Ha YCPBCHU NICTHA WJIN O6pI/IB 10 KOXKarta, KOHTO MOXeE Ja

M3TIIEKIa KaTo ,,MHUIIeHA" WITH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEPBEH IIEHTHP, OKOJIO KOWTO MMa TI0-
CBETJIM YEPBEHHU KPBIoBe (epUTeMa MyJITH(POPME)

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

. HaMalsBaHe Ha yCEIIaHUsITa UK YyBCTBUTEITHOCTTA, 0COOCHO Ha KOXKaTa (XHUIECTe3us)

o TEKKO MEHCTPYaJHO KbpPBEHE (MIOBEUETO CIy4an M3TJIeXk/1a He ca CEPUO3HH U ca C BPEMEHEH
XapakTep)

Cho01aBaHe HA HeKeJIAHH pPeaKIuu

AKo ToITyynTe HAKAKBY HE)KEIIAHU JICKAPCTBEHN PEakLuy, yBeoMeTe Bamms exap, hapmaneBT wim
MeIUIrHCKa cecTpa. ToBa BKIIIOYBA BCHUKH BH3MOKHH HEOIIMCAHU B Ta3W JIMCTOBKA HEXKEIaHH
peakiun. Moxere ChIIo J1a ChOOIINTE HEXKETAHU PEAKIMU TUPEKTHO Ype3 V3IIbIHUTETHA areHIHS 10
nekapcTBara, yi. ,,Jlamsan ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebceaiiT: www.bda.bg.
Kato crobmiaBaTe HeXxeIaH! peakiiy, MOXKETe Jja JaJieTe CBOS IPHHOC 3a MOJTyYaBaHe Ha ITOBEYE
nH(OpMaLsi OTHOCHO OE30IIacHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na cbxpansBate Comirnaty LP.8.1

Jla ce cpxpaHsaBa Ha MSACTO, HEJOCTHITHO 32 JCTA.
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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
eTHUKeTa ciexn ,,] oneH j1o:“.

Ha ce cbexpanssa B xnaguiauk npu 2 °C o 8 °C. JA HE CE 3AMPA3SBA.
Ja ce cbxpaHsIBa B OpUTHHAIHATA ONIAKOBKA, 32 J1a C€ TPE/Ia3y OT CBETIIMHA.

[Ipenu ynoTtpeba HEOTBOPEHUTE (PIIAKOHU MOTAT J1a C€ ChXpaHABaT 10 12 yaca mpu Temneparypa
Mmexay 8 °C u 30 °C u ¢ TAX MOXe J1a ce pabOTH B YCIOBHS Ha CTaliHA CBETJIMHA.

OtBopenu ¢uakonu: Crnex mbpBOTO MPOOKBAHE Ha 3alylIaliKaTa Ha (QJIaKoHa, ChXpaHsaBaiiTe
BakcuHata rpu 2 °C mo 30 °C u s u3noa3BaiTe B paMkuTe Ha 12 yaca, KOeTO BKJIIOYBA A0 6 daca
BpEMe 3a TpaHCIIOPTHUpaHe. MI3XBbpiieTe HeN3MoI3BaHaTa BAaKCHHA.

He u3snon3Baiite Ta3u BaKCHHA, aKO 3a0€JICKNUTE BUIMMH YaCTHIIA WK IIPOMSHA Ha I[BETA.

He HBXB’BpJ’IHﬁTe JICKApCTBAaTa B KaHAJIU3allUATa UIIN KOHTeﬁHepa 3a JOMAIlIHHU OTIIaAbIIN. Ilonuraiite
Bamms (I)apMaueBT KaK J1a U3XBbPJIATC JICKAPCTBATA, KOUTO BCUC HC U3IIOJI3BATC. Tes3n MCPKH 1IC
CIIOMOT'HaT 3a OIla3BaHC Ha OKOJIHATa Cpeaa.

6. C'b)l'bp?l(aﬂlfle Ha OnMaKOBKaTa M JOIIbJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cbabp:xa Comirnaty LP.8.1
o AxtuBHOTO BemectBo Ha MPHK Bakcunara cperry COVID-19 (aykneo3umHo Moanduimpana)
ce Hapuya uPHK, koaupama LP.8.1. Eaun MHOr01030B priakoH chabpika 6 mo3u mo 0,3 ml,
Besika ¢ 30 mukporpama nPHK, kogupama LP.8.1.
. Hpyru cecraBku:
- ((4-xunpoxcubyTtri)azanequni )onc(xekcad-6, 1 -qumi )onc(2-xeKCUIIeKaHoar)
(ALC-0315)
- 2-[(monuerunenriukon)-2000]-N,N-nuretpagermnaneramug (ALC-0159)
- 1,2-nmucreapoun-sn-rautepo-3-dpochoxomun (DSPC)
- XO0JIECTEPOI
- TPOMETaMOI
- TPOMETAMOJIOB XHPOXJIOPHU/L
- 3axaposa
- BOJIa 32 MHKEKIIIH

Kaxk m3rnexxna Comirnaty LP.8.1 n kakBO CbIbp:Ka OIaKOBKATA

Bakcunara e Osia 10 mourtu Osiia qucnepeus (pH: 6,9-7,9), noctaBsiHa B MHOTO/1030B ()JIAKOH C

6 mo3u — npo3paucH (uakoH (cThkio Tui I) 2 ml, ¢ ryMeHa 3amnyIiainka u ¢ aTyMUHHEeBa OOKaTKa
OTYYIBAILO CE CUBO TUIACTMACOBO Karaye.

Bu omakoBka ¢ MHOT0/1030BU (jiakonu: 10 ¢urakoHa

IpurexkaTes Ha pa3pelIeHHETO 32 yHoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

tei.: +49 6131 9084-0

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

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a nonbaHUTETHA HHPOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
HPEICTaBUTEN HAa PUTEKATEISI HA Pa3pelIeHHeTo 3a yrnorpeda:

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTta Ha mocyieqHo npepasrJiie;kaane Ha guctoBkara 07/2025

CkanwnpaiiTe Kofa ¢ MOOMIIHO YCTPOICTBO, 32 J1a TIOJTY4YHTE JINCTOBKATA HA PA3IMYHU €3UITH.

URL: www.comirnatyglobal.com

IToapoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
10 JIeKapcTBaTa https://www.ema.europa.cu.

ITocouenaTa no-goJ1y MH(popManus e NpeJHA3HAYEHA CaMO 32 MEAMIUHCKH CIIELMATUCTH:
[Ipunaraiire Comirnaty LP.8.1 uarpamyckymnno kato exnHnyHa 1o03a 0,3 ml, He3aBuCUMO OT
MIPEeNIITHAS BaKCHHAITMOHEH cratyc 3a COVID-19.

Ha nuna, xouro npeau ToBa ca Ouim BakcuHupanu ¢ BakcuHa cperry COVID-19, Comirnaty LP.8.1
TpsiOBa J1a ce Impuiiara Haii-mMajko 3 Mecela ciell mocieaHaTa go03a Bakcuna cpeury COVID-19.

Ha Jnia ¢CbC CUJIHO oTciabeHa HMYHHA CUCTEMa MOXKC 1a CC MPUJIOKAT AOIIbJIHUTCIIHA JO3U.

IMpocaenumoct
3a 1a ce moI00pH MPOCIEAUMOCTTA HA OUOJIOTHYHUTE JICKAPCTBEHHU MPOJAYKTH, UMETO U TTAPTHIHHSAT
HOMeEp Ha MPIIIOKEHUS MPOTYKT TPSOBA SCHO 1A CE 3aIMCBaT.

Yka3zanus 3a padora npeam ynorpeoa - 3a ¢pu1akoHu, CbXpaHsiBaHU CaMO B XJIQAWJITHUK
Comirnaty LP.8.1 Tpsi0Ba 1a ce IpUTOTBU OT MEIUIIMHCKH CIIEIIMAHCT, KaTO CE U3II0JI3Ba ACETITUYHA
TEXHHKA, 32 J]a C€ TapaHTHUpa CTEPUIHOCTTA HA TIPUTOTBEHATA JUCIIEPCHSL.

o IIpoBepere nanu HhIakoHBT € ChC CHBO MJIACTMACOBO Kanaye U a1 UMeTO Ha IIPOYKTa e
Comirnaty LP.8.1 30 mukporpama/ino3a nH:keKIMOHHA aucnepcusi. (Jimna Ha 12 u moBeue
TOJIMHH).

o AKO MMETO Ha POJIyKTa BbPXY €THKeTa Ha (h1akoHa € Ipyro, MoJIs, HalpaBeTe ClpaBKa ¢
KpaTKara XapaKTepUCTHKa Ha MPOLYKTa 33 TO3U ChCTaB.

. HeotBopenute ¢uakonu ce cpxpansaBat npu 2 °C g0 8 °C, 6e3 na ce npeBuIaBa
oTIedaTanusAT cpok Ha rogHoct (I'ogeH 1o:).

. [Ipenu ymotpeba HEOTBOPEHUAT PIIAKOH MOXKE J1a ce ChXpaHsBa 70 12 "aca mpu TeMrieparypa

10 30 °C u ¢ Hero Moke Jia ce padOTH B YCJIOBHUS Ha CTaliHa CBETJIMHA.

IIpurorBsine Ha 1o3u 0,3 ml
. BrnmatenHo pazmecerte, kato oobpHeTe durakonute 10 mbTr. He paskiarmaiire.
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o [Ipenu pa3zmecBane qUcCTepCHsITa MOXKE J1a ChIIbPKa OSH JJ0 TOYTH OeJIi HENMPO3pavyHU
aMop(HU YaCTHUIIH.

o Crnen pa3mecBaHe BaKCHHATA TPSAOBaA Jla pEACTaBIsABa Os1a 10 1moduTH Osa mucnepcus 0e3
BWJIMMU yacTui. He n3non3saiite BakcUHATa MPH HATMYWE HA YACTHIU WM IPOMSIHA Ha
1[BETA.

- Bceku MHOT01030B htakoH chabpxa 6 1o3u no 0,3 ml.

= Karo u3non3BaTe acenTHUHA TEXHUKA, IOYUCTETE 3aIylnajgkaTa Ha (I1akoHa ¢ TAMIIOH 3a
eJHOKpaTHA yroTpeda, HallOeH C aHTUCEIITUYCH Pa3TBOP.

. Nsrernere 0,3 ml Comirnaty LP.8.1. TpsiOBa na ce u3mon3saT CHPUHIIOBKH W/WJIM UTJIH C

MaJbK MbPTHB (HEH3MOI3BaeM) 00eM, 32 J1a Ce U3TETIIAT 6 J03H OT eAWH (DIaKoH.
KomOuHanusiTa OT CIPUHIIOBKA U UIJ1a C MATEK MBPTHB 00eM TpsIOBa J]a UMa MBPTHB 00eM He
MO-TOJISIM OT 35 MUKpOJUTpa. AKO c€ M3MO3BAT CTAHJAPTHHU CIPUHIIOBKY U UTJIH, MOKE /1a
HSIMa JOCTaThueH 00eM 3a M3TETJIsIHE Ha 1IecTa J03a OT eIuH (piIaKkoH.

. Bcesika no3a tpsibBa na ceabspixka 0,3 ml BakcuHa

. AKO KOJMUYECTBOTO HA OCTAaHaJaTa BbB (DJIaKOHA BAKCHHA HE € JOCTAThYHO 3a €Ha LisIa 1032
0,3 ml, u3xBBpere QrakoHa U OCTaHAIHS 00eM.

. 3anuiere CbOTBETHUTE AaTa/dyac BbpXY (iakoHa. M3XxBepieTe HeU3noa3BaHaTa BaKCHHA

12 yaca ciiex mbpBOTO MPOOMBAHE Ha 3aIyIIalkaTa Ha (piakoHa.
HN3xBbpIsiHe

Hewusnon3pa"nusr JICKApPCTBCH NPOAYKT WM OTHAABYHUTC MAaTCpUaJId OT HETO Tp516Ba Ja CC U3XBBPJIAT
B CbOTBCTCTBUC C MCCTHUTC U3UCKBAaHU.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 30 mukporpama/no3a MHkeKIHOHHA Tucniepcus (GpaakoHu, CbXpaHABAaHU CaMo
B XJQIUITHHUK)
Bb3pacTHU U IOHOIIM, HABBPIIWIM 12 ronuHu
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
OperoBamepan (bretovameran)

vTosn JICKapPCTBEH MPOAYKT IOJICHKH Ha JOIBJIHUTEIIHO HaOoaeHe. ToBa 111e o3BoJIu OBbp30TO
YCTaHOBSIBaHE Ha HOBa MH(OpMaIUs OTHOCHO Oe3omacHOCTTa. MoXkeTe Ja JajeTe CBOsI MPUHOC KaTo
CHOOIINTE BCSAKA HEXKETAHA PeaKIlHs, KOSTO CTE MOMyYMId. 3a HAauWHA Ha ChOOIIaBaHe Ha HEXelaHU
peaKIMK BIDKTE Kpas Ha TOUuKa 4.

IIpouyeTteTe BHUMATEIHO LSIJIATA JIUCTOBKA, peau 1a Bu Obe NpWioskeHa Ta3u BAKCHUHA, Thil
KaToO TH ChAbP:Ka BaxkHa 32 Bac nundopmanus.

. 3amasere Ta3u JUCTOBKA. MoJke /1a ce HaJIOXkKH J1a sl IPOYETETE OTHOBO.

. AKO MMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, onuTaiTe Bamms nekap, papmaueBT uin
MEIMLHMHCKA CECTPA.

. AKO TIOITyunTe HAKAKBU HEXKEJIaH! peakiny, yBeaomere Bammst nekap, hapmaneBT wim

MEIHNIMHCKA cecTpa. ToBa BKIIFOUBA U BCHYKH BE3MOKHH HEXXEJIAaHH PEaKIIH, HEOTNCAHH B
Tas3u JIUCTOBKA. BinkTe Touka 4.

KakBo cbabpika Ta3H JUCTOBKA

Kaxso mpencrasmsiea Comirnaty JN.1 1 3a kakBO ce M3M0I3Ba

Kakso Tpsi0Ba na 3Haere, npeau na Bu 6bae npunoxena Comirnaty JN.1
Kak ce mpunara Comirnaty JN.1

BB3MOXXHN HEXKENTaHN peaKkIuu

Kak na cpxpansiBatre Comirnaty JN.1

ChbIbprkaHue Ha OTIAKOBKATA U TOIBIHUTEIHA HHPOpMAIUs

A

1. Kaxkso npeacraBiasasa Comirnaty JN.1 n 3a kakBo ce H3M0JI3Ba

Comirnaty JN.1 e BakcrHa, KOATO c€ M3ITON3Ba 3a Mpeana3Bane ot 3adomnsBane or COVID-19,
npuuuHeHo oT SARS-CoV-2.

Comirnaty JN.1 30 mukporpama/no3a HHKEKITHOHHA JUCTICPCHS e TIpHIIara Ha Bb3PacTHH U FOHOIIIH,
Ha Bh3pacT 12 1 oBeve TOJIUHH.

Baxkcunara cTaBa npuYrHa IMyHHaTa CUCTeMa (€CTeCTBEHUTE 3al[UTHH CHJIM Ha OpraHu3Ma) 1a
MPOM3BEXKa aHTUTENA i KPHBHU KJIETKH CPEITy BUPYCa, KaTO TaKa OCUTYPsIBa 3aIITa CPELLy

3aboisiBane or COVID-19.

Twit karo Comirnaty JN.1 He chabpka BUpyCa, 3a 1a Ch31aJe IMYHHUTET, TS HE MOXKE J1a TPUIHHH
3abonsBane or COVID-19.

Ymorpebara Ha Ta3u BakcHHA TPSAOBA J1a € B ChOTBETCTBHE C OPUIIMATHUTE MPETIOPHKU.

2. Kakso TpsaoBa 1a 3Haete, npeau Aa Bu 0b1e npuiio:xkena Comirnaty JN.1
Comirnaty JN.1 He TpsiOBa 1a ce nmpuiara

. aKo CTe aJleprUYHU KbM aKTHBHOTO BEIIECTBO WM KbM HIKOS OT OCTaHAIHNTE ChCTaBKH Ha TOBA
JIeKapcTBO (M30pOEHU B TOUKA 6).
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[pexynpe:xaeHns u npeanasHu MepKu
T'oBopete ¢ Barus nekap, hapMaieBT WM MEIUIIMHCKA CeCTpa, mpeau Aa Bu 0b1e npuioxkena
BaKCHHATA!

L AKO HsKOra CTC MMaJId TCXKKA aJICpruiHa pCaxkuusa uin HpO6HCMI/I C JUIIAaHCTO CIICI
HMHXCKTHPAHE HA HAKAKBa Jpyra BaKCHHaA UJIN CJICT KaTO Bu ¢ 6una MPUJIOKECHA Ta3u BaKCHHA B
MHUHAJIOTO.

L ako Bu MPUTECHABA NPOUECHT HA BAKCUHUPAHE WUJIN HAKOT'a CTC IIpUIlafalin CJIICI IIOCTaBAHE Ha
MHXKXCKIIMA C UIjia.

L4 aKO MMAaTe TEXKKO 3a00JIBaHe HUITU I/IH(I)CKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxeTe Ja

61)11eTe BaKCHMHHPAHU, aKO UMATEC JICKO ITOBUILICHA TEMIICpATypa UJIH JICKa I/IH(beKHI/Iﬂ Ha
TOPHUTC NUXATCIIHU MIbTHUIIA, KATO HACTHHKA.

. aKo MMaTe MpooJIeM C KPbBOCHCUPBAHETO, JIECHO TTOJIy4aBaTe CHHIHU WM M3I10I3BaTe
JIEKapCTBO 3a MPEANa3BaHe OT MOsIBa Ha KPbBHU ChCUPELIN.
. aKko MaTe oTciabeHa MIMyHHA CHCTeMa Iopaju 3abosBane, Hanpumep undexus ¢ HIV, nwim

IIPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMAIBA UMYHHATa Bu cucrema.

ChbIecTBYBa MOBHUILEH PUCK OT MUOKAPIUT (BB3MAJICHUE HA ChPIEUYHUS MYCKYJ) U IEPUKAPIUT
(BB3maneHue Ha BbHIIHATA OOBUBKA Ha ChpLETo ciiex BakcuHauus ¢ Comirnaty (Bx. Touka 4). Te3u
3a00JIIBaHUS MOTaT Jla C€ PA3BHAT JIO HAKOJIKO JHH CJIC]l BAKCHHAIIMSTA U MPEAMMHO B PAMKUTE Ha
14 mau. Te ca HabrOIaBaHK MO-YECTO CIiell BTOpaTa BaKCUHAIIMS M [TO-9ECTO TPH MO-MIIATH MBKE.
PuCKBT OT MHOKapIUT U IEPUKAPIUT U3IJICKIA TO-HUCHK IPH Jela Ha Bb3pacT oT 5 1o 11 ronguau B
CpaBHEHHE C T€3M Ha Bb3pacT oT 12 1o 17 rogunu. B noBeueTo ciydyan Ha MUOKapIuT U EPUKAPIUT
HacTBIIBa Bh3CTaHOBsIBaHe. B Hakoun ClIy4dau CC€ Hajlara noaabpiKaHC C MHTCH3UBHU I'PHUXU U UMaA
HaOII0JaBaHM CIy4Yaul ChC CMBPTEH n3xoJ. Clie] BAKCHHALINS TPsOBa 1a ObJeTe OAUTETHA 32
NpU3HALK HAa MUOKAapAWT U IEPUKApANT, HAIPUMED 3a1yX, ChbpleOneHe win 00iKa B I'bPANUTE, U
TpsOBa He3a0aBHO Jla MOTHPCHUTE JICKAPCKA TIOMOIII, aKO TE HACTBIIAT,

KaxTo Bcuukn Bakcwan, Comirnaty JN.1 Moxe /1a He 3aIIUTH HAITBIIHO BCUYKH BAKCHHUPAHU U HE €
U3BECTHO KOJIKO JBJITO 1€ ObJETe 3alUTeH(a).

Edukacrnocrra Ha Comirnaty JN.1 Moske 1a e mo-HHCKa MpH Xopa ¢ oTciabeHa IMyHHA CHCTeMa.
AKo cTe ¢ oTcnabeHa IMyHHA CUCTEMa, MOKE J1a TOJTyuyuTe AombiaHuTeHr 1o3u Comirnaty JN.1. B
TEe3U ciy4au TpsOBa Aa MPOIBIDKUTE JIa clia3BaTe (PU3NUECKUTE MPEANa3Hd MEPKH, 3 J1a TIOMOTHETE
3a npeernuAaTa Ha COVID-19. OcBeH ToBa Om3knuTe Br KOHTaKTHU JIMIa TpsiOBa 11a ObmaT
BaKCHHHPAHHU, aKO € Moaxos1io. O0chaeTe MOIXOAAIINTE HHANBUYATHYU MPEOPHKH ¢ Barms
nexap.

Jena
Comirnaty JN.1 30 Mukporpama/no3a HHXEKIIMOHHA IUCIIEPCHS HE CE MPENopbyBa MPH Jeua Ha
BB3pacT nmoa 12 roauHu.

[Mpennarat ce meguaTpUYHHU JIeKapcTBeHH (POPMHE 32 KbpMadeTa Ha Bb3pacT 6 Mecela U Oo-ToJIeMH U
Jlena Ha Bh3pact noj 12 ronuau. 3a moapoOHa nH(DOpMaIus, MO, BXKTE TUCTOBKATA HA
CHOTBETHUTE CHCTABH.

Bakcunara He ce pernopp4YBa Mpu KbpMau€Ta Ha Bb3pacCT IO 6 MeEcena.

JApyru nexapctBa u Comirnaty JN.1
Tps6Ba na kaxere Ha Bamms nexap win GapmaieBT, ako U3M0I3BaTe, HACKOPO CTE W3IMOI3BAIN HITH €
BB3MOKHO J1a M3II0JI3BATE IPYTH JIEKAPCTBA, WIIM HACKOpo By e mpuiokeHa HAKaKBa Apyra BaKCHHA.

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

[Ipu BB3pacTHH Ha 18 u noBeue rogunu Comirnaty JN.1 Moxe 1a ce mpuiara 1mo €JHO U ChII0 BpeMe
C THEBMOKOKOBA KOHIOTaTHa BakCHHa (pneumococcal conjugated vaccine, PCV).
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IIpu BB3pacTau Ha 18 u moBeue roguan Comirnaty JN.1 Moke 1a ce mpuara 1mo €IHO M CBhII0 BpeMe
C BaKCHHA CpeIly PecIMpaTOpHO-CHHLIUTHAIEH BUpYC (respiratory syncytial virus, RSV).

IIpu BB3pacTHU B HaIpeIHAIa Bh3pacT Ha 65 u moBede roguan Comirnaty JN.1 Moxe ma ce mpuiara
TI0 €JTHO U CHIIIO BpEMe C BHCOKA J]03a IPOTUBOTPUITHA BAKCMHA U BakcHHa cpenly RSV.

bpeMeHHOCT M KbpMeHe
Axko cTe OpeMeHHa WU cMsTaTe, 4e MOXKe Jia cTe OpeMeHHa, KakeTe Ha Barms siexap, MeTUIMHCKa
cectpa win dapmauesT, npeau 1a Bu Obae npuiiokeHa Ta3u BakCHHA.

Bce omie nmuncrar qanau otTHocHO yrotpebata Ha Comirnaty JN.1 o BpeMe Ha OpemeHHOCT. Bee mak
rojsiM o0eM nHGpOpMaLus, HoTy4eHa OT HabJII0AEHNETO Ha OPEMEHHH JKEHH, BAKCHHUPAHU C
I'BPBOHAYATIHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty npe3 BTOpUS U TPETHsI TPUMECTHD, HE
MOKa3Ba BaKCHHAIIUATA J]a UMa HeOIaronpusTHH eeKTH BbpXY OPEMEHHOCTTA WM HOBOPOJICHOTO.
Makap ue uHdopmanusara 3a epeKTUTe BbPXY OPEeMEHHOCTTa HJIK HOBOPOJACHOTO CJIC] BAKCHHALIUS
npe3 IbPBUS TPUMECTHD € OrPaHUYCHA, HE ¢e HA0JII0JaBa MPOMSIHA 110 OTHOIIICHHE Ha PUCKA OT
criontaneH abopt. Comirnaty JN.1 Moke fa ce npusiara 1mo BpeMe Ha OpeMEeHHOCT.

Bce omie nuncar ganHu oTHOCHO ynoTpedaTta Ha Comirnaty JN.1 B meproaa Ha kepMeHe. Bee nak He
ce o4akBaT e(peKTH BbPXy KbPMEHOTO HOBOPOJACHO/KbpMaueTo. [laHHuTE, OIy4YeHH OT
HaOJI0IEHUETO Ha )KEHU, KOUTO KbPMST CJIel BAKCHHAIIUS C TbPBOHAYAIIHO pa3pelleHara 3a yrnorpeoda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXEIaHU e()eKTH NPH KbPMEHUTE HOBOPOJAECHN/KbpMaydeTa.
Comirnaty JN.1 Mo>e a ce mpuiiara B eproja Ha KbpMEHeE.

Ilopupane u padoTa ¢ MAILIMHU

Hsikon ot edexTTE HAa BaKCHHATA, YIIOMEHATH B TOuKa 4 (Bb3MOXXHU HEXXeTaHN peaky) MOraT
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Bu 3a modupane nnm padora ¢ mamuan. M3zyakaiite, 1oKato
Te3u epeKTH OTIIYMSAT, IPeH Ja mopupaTe Win 1a paboTHTE ¢ MAITUHH.

3. Kak ce npniara Comirnaty JN.1

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

H_[e Bu 6’BI[6 HaIlipaBcHa 1 WHXXCKIUA, HC3aBUCUMO JaJIM IPEAU TOBA CTC MMOJIydaBaJIkd BaKCUHA CPCILy
COVID-19.

AKo mipenu ToBa cTe Ouiu BakcuHupan(a) ¢ BakcuHa cpeury COVID-19, ne TpsiOBa na noiy4aBate
nmo3a Comirnaty JN.1, mokaro He M3MHUHAT Hali-MaJIko 3 MeceIla cieJl ocieIHaTa 103a.

AKo cTe ¢ oTcirabeHa MMyHHA CUCTeMa, MOXKe J1a IOJAy4YuTe JOmbIHUTEHH 1031 Comirnaty JN.1.
AKO UMaTe HAKaKBH JIOITBIHUTEITHN BBIIPOCH, CBBbp3aHu ¢ ynorpedbara Ha Comirnaty JN.1, monuraiite
Bammus nekap, gpapmaneBT wiu MEIUIIMHCKA CECTpa.

4. Bb3MO:KHU HeKeJIaHH peakIuu

KaxTo Bcnuku Bakcuan, Comirnaty JN.1 Moske 1a mpean3BrKa HeXXeTTaH! PeakIii, BRIIPEKH Ye He
BCEKU T'Yl [10JIy4aBa.

MHOro 4ecTH HeKeJAHU PeaKUMU: MOTaT Ja 3acerHar noseve ot 1 Ha 10 qymum

o Ha MSCTOTO Ha WHXKEKTUpaHe: O0oNKa, OTOK
o yMopa, TI1aBodosue
o Oonka B MycKynuTe, 00JIKa B CTABUTE
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. BTpPHUCaHE, MOBUILICHA TEMIIEpaTypa
o Tuapus

Hsixom OT Te3n HeXeNaHu Peakiuy ca MAJIKO IMO-9€CTH MTPH FOHOIH Ha 12 10 15 roguHu, OTKOIKOTO
MIPH BB3PACTHU.

YecTn HexkeTaHU peaKIMM: MOraT Ja 3acersHart 1o 1 Ha 10 gymm

o rajicHe

o MOBPBIIAHE (,,MHOTO YeCTH TpH OpEeMEHHU XEHH Ha Bb3pacT 18 u moBede rOAMHU U NIPU
MMYHOKOMIIPOMETHPAHH JIHMIIa Ha Bb3pacT 12 no 18 rogwam)

o 3auepBsIBAHE HA MACTOTO Ha MH)KEKTUPAHE (,,MHOTO YeCTH  MPH UMYHOKOMIIPOMETHPAHH JIMIIA
Ha BB3pacT 12 u moBeye ToAUHN)

. yroysieMeHu JIuM(pHU Bb3H (Ha0IF01aBa Ce MO-4ecTo ciieq OycTep m03aTa)

HeuecTu HeskesaHu peaknuu: Morar fa 3acertar 7o 1 Ha 100 gymm
HEPa3IoJIOKEHUE, yCeIIaHe 3a CIad0CT WM JIUIICA Ha €HePIHs/ChHIMBOCT
0oJKa B pbKaTa

0e3chHHE

ChpOEX HA MICTOTO HA HHXKEKTUPAHE

AJEPTUYHHU PEaKLUy KaTo OOPUB WM CHPOEK

HaMaJleH alleTUT

3aMaiiBaHe

MIPEKOMEPHO M3MOTIBAHE, HOLTHYU W3MOTABAHUS

Penxu Hexessanm peakumu: Morar Aa 3acersar 1o 1 Ha 1 000 gymwm
. BPEMEHHO €IHOCTPAaHHO YBHCBAHE Ha JIULETO
. JIEPTUYHH PEAaKLUHU KaTo YPTUKApUs UM MOAyBaHE Ha JIUIETO

MHOro peaku He:KeJIaHH peakuuu: Moxke 1a 3acerHat 1o 1 Ha 10 000 gymm
. BB3MAJICHUE HA CHPJICYHHS MYCKYJT (MUOKApIUT) WK Bh3IAJICHUE Ha BHHIITHATA OOBUBKA Ha

ChpIETO (TIEPUKAPINT), KOETO MOXKE J1a IOBEJE A0 3aayX, ChpleOreHe win 00IKa B TbpANTE

C Hen3BeCTHA YeCcTOTA (OT HAJIMYHUTC JaHHHU HC MOXKE Ja 6’[:)16 HalipaBCHa OHeHKa)

° TCXKKa aJICpruiHa peakuus

° 06IHI/IpCH OTOK Ha BaKCMHUPAHUA KpaﬁHPIK

° OTOK Ha JIMIETO (HO,E[YBaHC Ha JIMIIETO MOXKEC 1a CC MOABU IIPU MANUCHTU C ACPMAJICH (bHJpr)
L KO’KHa pCaKnuusd, noa (bopMaTa Ha YCPBCHU NICTHA WJIA 06pI/IB 10 KOXKarTta, KOHTO MOXeE Ja

M3TIIEKIa KaTo ,,MUIIeHA WITH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEPBEH IIEHTHP, OKOJIO KOMUTO MMa T10-
CBETJIM YEPBEHHU KPBIroBe (epuTeMa MyJITH(OPME)

. HEOOWYaifHO yCelaHe 1Mo Ko)KaTa, KaTo U3TPhIIBaHe WM MpaBy4YKaHe (TTapecTe3ns)

J HaMaJIsIBaHE Ha YCEIIaHUATa WM YyBCTBUTEIHOCTTa, 0OCOOCHO Ha KOXKaTa (XHUIIECTE3Hs)

o TEXKO MEHCTPYaJIHO KbpPBEHE (II0BEUETO CIIydau U3IJIEXk/1a HE Ca CEPUO3HU U €A C BpEMEHEH
xXapakTep)

Chol01aBaHe Ha HeKeJAHH pPeaKINu

AKoO ToITyuHTe HAKAKBU HE)KEJIAHU JICKAPCTBEHN PEaKLuy, yBeroMeTe Bamms ekap, hapmaneBT wim
MeIuIrHCKa cecTpa. ToBa BKIIIOYBAa BCHUKH BH3MOKHH HEOIIMCAHU B Ta3W JINCTOBKA HEXKEIaHH
peakiun. Moxere ChIIo J1a ChOOIINTE HEXKETAHU PEAKIMU TUPEKTHO Ype3 V3IIbIHUTETHA areHIHS 110
nekapcTBara, yi. ,,Jlamsn ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebceaiiT: www.bda.bg.
Kato crobmiaBaTe HeXxXeIaHu peakiiy, MOXKETe Jja JaJieTe CBOS IPHHOC 3a MOTyYaBaHe Ha ITOBEYE
uH(OpMaLsI OTHOCHO OE30IIacHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na coxpansiBate Comirnaty JN.1

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTa.
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Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e MnpelHa3HaueHa 3a
MEIUIUHCKY CTICIIHATUCTH.

He usmnomn3Baiite TOBa JIEKapCTBO CJIE CPOKaA HAa FOJHOCT, OTOE/IsI3aH BbPXY KapTOHEHATA OMAaKOBKA U
eTHUKeTa ciexn ,,] oneH 1o:“.

Ha ce cexpanssa B xmagutauk ipu 2 °C mo 8 °C. JIA HE CE 3AMPA3SBA.
a ce cbxpaHsiBa B OpUrMHAIHATA OMIAKOBKA, 3a J1a C€ MPEe/INa3u OT CBETIIMHA.

[Ipenun ynotpeda HEOTBOpEeHHUTE (IIAKOHM MOTAT JIa € ChXpaHsBar JI0 12 vaca npu TeMIiepaTtypa
mexay 8 °C u 30 °C u ¢ TaX MOoXxe Ja ce padoTu B YCJIOBHS Ha CTaiHa CBETJIMHA.

OtBopenu ¢uakonu: Cieq MbPBOTO MPOOUBAHE Ha 3alylankara Ha (JiakoHa, ChXpaHsSIBaiTe
BakcuHata 1pu 2 °C o 30 °C u s u3non3BaiiTe B paMkuTe Ha 12 yaca, KOeTo BKIIOYBA J0 6 daca
BpeMe 3a TpaHcnopTupane. V3XBbplieTe HeH3MOI3BaHaTa BAKCHHA.

He u3non3Bpaiite Ta3u BaKCHHA, aKO 3a0€JICKNUTE BUIMMH YaCTHIIA WIH IIPOMSHA Ha I[BETA.

He u3xBbpiisiiTe nekapcTBaTa B KaHAIM3aLUATa WM KOHTEeHHepa 3a JoMallHu oTnaabuy. [lonuTaiite
Bamms ¢apmarneBT kak 1a U3XBBPIATE JIEKapcTBaTa, KOUTO Bede HE U3Moi3BaTe. Te3n MEepKH Ie
CIIOMOTHAT 3a OIa3BaHE Ha OKOJHATA cpela.

6. C'b)l'bp?l(aﬂlfle Ha ONnMaKOBKaTa M JOIIbJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cpabp:xa Comirnaty JN.1
- AxtuBHOTO BemectBo Ha MPHK Bakcunara cperry COVID-19 (aykieo3umHo Moanuduimpana)
ce Hapuya OpeToBaMepaH. EnuH MHOT01030B (hj1akoH chabprka 6 jgo3u 1o 0,3 ml, Bcsika ¢
30 mukporpama OpeToBamepaH.
. Hdpyru cheTaBKu:
- ((4-xunpoxcubyTtui)azanequni )onc(xekcan-6, 1 -qumi )ouc(2-xeKCUIJeKaHoar)
(ALC-0315)
- 2-[ (momuetnnenraukon)-2000]-N,N-nurerpagenmnaneramus (ALC-0159)
- 1,2-mucteapomi-sn-rauiiepo-3-dpochoxomun (DSPC)
- XOJIECTEPOIT
- TPOMETaMOJT
- TPOMETAMOJIOB XHIPOXJIOPU
- 3axaposa
- BOJIa 32 MH)KEKIHH

Kak usriexxaa Comirnaty JN.1 4 KakBO ¢bIbpika ONIAKOBKATA

Bakcunara e Osiia 10 moutu Osiia qucnepeus (pH: 6,9-7,9), noctaBsiHa B MHOTO/1030B (DJIAKOH C

6 no3u — npo3paueH ¢uakoH (cTbkiio tun ) 2 ml, ¢ rymena 3amymanka u ¢ alyMUHAEBa 00KaTKa U
OTYYIBAILO CE CUBO TUIACTMACOBO Karaye.

Bun omakoBka ¢ MHOT0/1030BH (hiakonu: 10 ¢urakoHa

Ipurexkartes Ha pa3pelIeHHETO 32 yHOTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

TI'epmanus

Ten.: +49 6131 9084-0

dbakc: +49 6131 9084-2121
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service@biontech.de
IIponsBoauTen

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

3a JOITBJIHUTCIIHA I/IH(i)OpMaIlI/IH OTHOCHO TOBa JIEKapCTBO, MOJIsA, CBBPKETE CE€ C JIOKAJTHUA
MNpEACTABUTCII HA NIPUTCIKATECIIA Ha pa3pClICHUCTO 3a yHOTpe6a:

Boarapus: [daiizep JTrokcemOypr CAPJI, Knon, benrapus, Ten: +359 2 970 4333
JlaTa Ha mocieqHo npepasrJiie;kaane Ha quctoBkara 07/2025

CkanmupaiiTe Kofa ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TOJTY4YHUTE JINCTOBKATA HA PA3INYHU €3UITH.

URL: www.comirnatyglobal.com

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

IMocouyenaTa mo-xo1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIIMHCKH CIIEIAATUCTH:
[Ipunaraiire Comirnaty JN.1 uHTpamMycKyiHO KaTo eauHu4HA 1032 0,3 ml, He3aBUCHUMO OT
MIPEeANIITHAS BaKCHHAIMOHEH cratyc 3a COVID-19.

Ha nuna, xouto npeau ToBa ca 6unu BakcuHMpaHu ¢ BakcuHa cpeiry COVID-19, Comirnaty JN.1
TpsiOBa Ja ce mpuyara Haif-manko 3 Mecela cies nmocjenHara n1o3a Bakcuaa cpentry COVID-19.

Ha Jnia CbC CUJIHO oTcinabeHa HMYHHA CUCTEMa MOXKC 1a CC MPUJIOKAT NOIIbJIHUTCIIHA JO3U.

Ipocaenumoct
3a fa ce mooOpu MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U TTAPTHTHUAT
HOMeEp Ha MPIJIOKEHHUS MPOIYKT TPsIOBa SACHO J1a Ce 3arMCBarT.

Yxka3anus 3a pabora npeau ynorpe0da - 3a ¢pu1akoHu, CbXpaHsIBaHH CaMO B XJIAAMJTHUK
Comirnaty JN.1 Tpsi6Ba 12 ce NpUrOTBH OT METUIIMHCKH CIIELUAIKCT, KATO CEe U3II0JI3BA aCeNTHYHA
TEXHUKA, 33 Ja Ce rapaHTupa CTEPUIHOCTTA HA IIPUrOTBEHATA AUCIIEPCHUS.

o IIpoBepete nanu GIaKOHEBT € ChC CHBO MJIACTMACOBO Kanaye U 1ajld UMeTO Ha TIPOJTyKTa €
Comirnaty JN.1 30 mukporpama/no3a HH:KeKIIMOHHA Aucniepeust. (inua Ha 12 u moBeue
TOJIMHH).

o AKO UMETO Ha IPOJYKTa BbPXY €THKETa Ha (hJIakoHa € IPyro, MOJIsl, HallpaBeTe CIpaBKa ¢
KpaTKaTa XapaKTepHCTHKa Ha MPOJIyKTa 3a TO3U ChCTaB.

. HeotBopenute ¢uakonu ce coxpansaBat npu 2 °C g0 8 °C, 6e3 na ce npeBuinana
oTmedaTtaHusar cpok Ha ronHocT (I'omen m0:).

. [Mpeau ynotpeba HEOTBOPEHHAT (IIAKOH MOXKE J]a C€ ChXpaHsBa 10 12 Jaca mpu TeMrepaTypa

1o 30 °C u ¢ Hero Moske Jia ce padoTH B YCIIOBHUS Ha CTalfHa CBETIIMHA.
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IIpurorssine Ha 1o3u 0,3 ml

. Buumarenno pa3mecere, kato o0bpHeTe prakonute 10 mptr. He paskiamaiite.

o [Ipenu pasmecBaHe qUCTIEpCUsITa MOXE Jia ChIbpKa OeIH A0 MOUTH Ol HeMPOo3padyHu
aMop(HU YaCTHUIIH.

- Bceku MHOT01030B htakoH chabpxa 6 mo3u no 0,3 ml.

= KaTo m3nonsBare acenTuyHa TEXHUKA, MOYUCTETE 3aMylIajikara Ha (IakoHa ¢ TaMIIOH 3a
eIHOKpaTHA ynoTpeba, HallOEH C aHTUCENTUYEH Pa3TBOpP.

. Uzrernere 0,3 ml Comirnaty JN.1. Tpa6Ba na ce U3mos3BaT CIPUHUOBKY W/WJIH UIJIH €

MaJ’bK MBPTHB (HEM3MOJI3BaeM) 00eM, 3a JIa Ce U3TEIIAT 6 J03H OT eAMH (DJIaKOH.
KomOuHanusTa OT CIpUHIIOBKA U UTJIa ¢ MaTbK MBPTHB 00eM TpsiOBa 1a UMa MBPTHB 00eM He
MO-TOJISIM OT 35 MUKpOJIUTpa. AKO C€ U3MOI3BAT CTAHAAPTHH CIIPUHIIOBKU U UTJIH, MOXKE Ja
HsAMA JIOCTaTh4CH 00eM 3a M3TEIJISIHE Ha IIeCTa /103a OT €IUH (JIaKOH.

. Bcesika no3a tpsibBa na ceabspixka 0,3 ml BakcuHa

. AKO KOJMYECTBOTO HA OCTAaHaJaTa BbB (DJIaKOHA BAKCHHA HE € JOCTAThYHO 3a €Ha LisIa 1032
0,3 ml, u3xBBpIere QrakoHa U OCTaHAIHS 00eM.

J 3anuuiere ChOTBETHUTE AaTa/dyac BEpXyY (hiakoHa. M3xBepieTe Hen3non3BaHaTa BaKCHHA

12 gaca cieq MbpBOTO NMPOOKBaHE HA 3alyllankara Ha ¢JiakoHa.
HN3xBbpIsiHe

Hewusnomn3panusr JICKApCTBEH NPOAYKT WJIH OTIIAABYHUTE MAaTCpHUaJId OT HETO TpH6Ba Aa C€ U3XBBbPJIAT
B CbOTBECTCTBUEC C MCCTHUTC U3UCKBAaHMU.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 30 Mmukporpama/no3a MHKeKIMOHHA TUCTIEPCHS B MPeABAPHTEHO HAITbJIHEHA
CIIPUHLOBKA (CTHKJIEHA)
Bb3pacTHU U IOHOIIM, HABBPIIWIM 12 ronuHu
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
OperoBamepan (bretovameran)

vTosn JICKaPCTBEH MPOAYKT IOJUICKH Ha JOIBJIHUTEIIHO HaOoaeHe. ToBa 111e o3B0oIu OBP30TO
YCTaHOBSIBaHE Ha HOBa HH(OpMaIUs OTHOCHO Oe3omacHOCTTa. MoXkeTe Ja JjajieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA peaKIHs, KOSTO CTE MOMyJYMId. 3a HauWHA Ha ChOOIIaBaHe Ha HEXelaHU
peaKIy BIKTE Kpast Ha Touka 4.

IIpouyeTreTe BHUMATEIHO LSLJIATA JIUCTOBKA, peau 1a Bu Obe Npwio:keHa Ta3u BAKCHMHA, Thil
KaTo TH ChAbPiKa BaxkHa 32 Bac nndopmanus.

. 3amasere Ta3u JIMCTOBKA. MoJke 1a ce HaJIOXkKH Ja sl IPOYETETE OTHOBO.

. AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, oNUTaiTe Bamms nekap, papmaueBT uin
MEIMLHMHCKA CECTpA.

. AKO TIOITyunTe HAKAKBU HEXKEJIaH! peakiny, yBegomere Bammst igekap, hapmaneBT wim

MeAHNIMHCKA cecTpa. ToBa BKIIFOUBA U BCHYKH BE3MOYKHU HEXKEJIAaHH PEaKINH, HEOTNCAHH B
Tas3u JIUCTOBKA. BinkTe Touka 4.

KakBo cbabpika Ta3H JHCTOBKA

Kaxso mpencrasmsiea Comirnaty JN.1 1 3a kakBO ce M3M0I3Ba

Kakso Tpsi0Ba ia 3Haete, npeau na Bu 6bae npunoskena Comirnaty JN.1
Kak ce mpunara Comirnaty JN.1

BB3MOXXHYN HEXKENTaHN PeaKIuH

Kak na cpxpansiBate Comirnaty JN.1

ChIrbprkaHue Ha OTIAKOBKATA U TOMBIHUTEIHA HHPOpMAIIUs

A

1. Kaxkso npeacraBiasasa Comirnaty JN.1 n 3a kakBo ce H3M0JI3Ba

Comirnaty JN.1 e BakcrHa, KOATO c€ M3ITONI3BA 3a Mpeana3Bane ot 3adonsBane ot COVID-19,
npuuuHeHo ot SARS-CoV-2.

Comirnaty JN.1 30 mukporpama/no3a HHXKEKITMOHHA JUCTICPCHS Ce TIpHIiIara Ha Bb3PAcTHH W FOHOIIIH,
Ha Bh3pacT 12 1 moBeye TOIUHH.

Baxkcunara cTaBa npudrHa IMyHHaTa CUCTeMa (€CTeCTBEHUTE 3al[UTHH CHJIM HA OpraHu3Ma) 1a
MPOM3BEXKAa aHTUTENA  KPHBHH KIIETKH CPEIIy BUPYCa, KATO TaKa OCUTYPsBa 3aIITa CPELLy

3a0onsBane or COVID-19.

Toit karo Comirnaty JN.1 He chabpka BUpyca, 3a 1a Ch31aJ¢ IMYHHUTET, TS HE MOXKE 1a IPUIHHH
3abonsaBane or COVID-19.

Ymorpebara Ha Ta3u BakCHHA TPSAOBA J1a € B ChOTBETCTBHE C OPUIIMATHUTE MPETIOPHKH.

2. Kakso TpsadBa 1a 3Haete, npeau Aa Bu 0b1e npuiio:xkena Comirnaty JN.1
Comirnaty JN.1 He TpsiOBa 1a ce npuiara

. aKO CTe aJleprUYHU KbM aKTHBHOTO BEIIECTBO WM KbM HIKOS OT OCTAaHAIHNTE ChCTaBKH Ha TOBA
JIeKapcTBO (M30pOEHU B TOUKA 6).
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[pexynpe:xaeHns u npeanasHu MepKu
T'oBopete ¢ Barus nekap, hapMaieBT WM MEIUIIMHCKA CeCTpa, mpeau Aa Bu 0b1e npuioxkena
BaKCHHATA!

L AKO HsKOra CTC MMaJId TCXKKA aJICpruiHa pCaxkuusa uin HpO6HCMI/I C JUIIAaHCTO CIICI
HMHXCKTHPAHE HA HAKAKBa Jpyra BaKCHHaA UJIN CJICT KaTO Bu ¢ 6una MPUJIOKECHA Ta3u BaKCHHA B
MHUHAJIOTO.

L ako Bu MPUTECHABA NPOUECHT HA BAKCUHUPAHE WUJIN HAKOT'a CTC IIpUIlafalin CJIICI IIOCTaBAHE Ha
MHXKXCKIIMA C UIjia.

L4 aKO MMAaTe TEXKKO 3a00JIBaHe HUITU I/IH(I)CKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxeTe Ja

61)11eTe BaKCHMHHPAHU, aKO UMATEC JICKO ITOBUILICHA TEMIICpATypa UJIH JICKa I/IH(beKHI/Iﬂ Ha
TOPHUTC NUXATCIIHU MIbTHUIIA, KATO HACTHHKA.

. aKo MMaTe MpooJIeM C KPbBOCHCUPBAHETO, JIECHO TTOJIy4aBaTe CHHIHU WM M3I10I3BaTe
JIEKapCTBO 3a MPEANa3BaHe OT MOsIBa Ha KPbBHU ChCUPELIN.
. aKko MaTe oTciabeHa MIMyHHA CHCTeMa Iopaju 3abosBane, Hanpumep undexus ¢ HIV, nwim

IIPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMAIBA UMYHHATa Bu cucrema.

ChbIecTBYBa MOBHUILEH PUCK OT MUOKAPIUT (BB3MAJICHUE HA ChPIEUYHUS MYCKYJ) U IEPUKAPIUT
(BB3maneHue Ha BbHIIHATA OOBUBKA Ha ChpLETo ciiex BakcuHauus ¢ Comirnaty (Bx. Touka 4). Te3u
3a00JIIBaHUS MOTaT Jla C€ PA3BHAT JIO HAKOJIKO JHH CJIC]l BAKCHHAIIMSTA U MPEAMMHO B PAMKUTE Ha
14 mau. Te ca HabrOIaBaHK MO-YECTO CIiell BTOpaTa BaKCUHAIIMS M [TO-9ECTO TPH MO-MIIATH MBKE.
PuCKBT OT MHOKapIUT U IEPUKAPIUT U3IJICKIA TO-HUCHK IPH Jela Ha Bb3pacT oT 5 1o 11 ronguau B
CpaBHEHHE C T€3M Ha Bb3pacT oT 12 1o 17 rogunu. B noBeueTo ciydyan Ha MUOKapIuT U EPUKAPIUT
HacTBIIBa Bh3CTaHOBsIBaHe. B Hakoun ClIy4dau CC€ Hajlara noaabpiKaHC C MHTCH3UBHU I'PHUXU U UMaA
HaOII0JaBaHM CIy4Yaul ChC CMBPTEH n3xoJ. Clie] BAKCHHALINS TPsOBa 1a ObJeTe OAUTETHA 32
NpU3HALK HAa MUOKAapAWT U IEPUKApANT, HAIPUMED 3a1yX, ChbpleOneHe win 00iKa B I'bPANUTE, U
TpsOBa He3a0aBHO Jla MOTHPCHUTE JICKAPCKA TIOMOIII, aKO TE HACTBIIAT,

KaxTo Bcuukn Bakcwan, Comirnaty JN.1 Moxe /1a He 3aIIUTH HAITBIIHO BCUYKH BAKCHHUPAHU U HE €
U3BECTHO KOJIKO JBJITO 1€ ObJETe 3alUTeH(a).

Edukacrnocrra Ha Comirnaty JN.1 Moke 1a e mo-HHCKa MpH Xopa ¢ oTciabeHa IMyHHA CHCTeMA.
AKo cTe ¢ oTcnabeHa IMyHHA CUCTEMa, MOJKE J1a TOJTyuyuTe AombiaHuTeHN 1o3u Comirnaty JN.1. B
TEe3U ciy4au TpsOBa Aa NPOIBIDKUTE Jla clia3BaTe (PU3NUECKUTE MPEANa3Hu MEPKH, 32 1a TIOMOTHETE
3a npeernusaTa Ha COVID-19. OcBeH ToBa Onm3kuTe Bu KOHTaKTHY JIMIia TpsiOBa m1a Obaat
BaKCHHHPAHHU, aKO € Moaxos1io. O0chaeTe MOIXOAAIINTE HHANBUYATHYU MPEOPHKH ¢ Barms
nexap.

Jena
Comirnaty JN.1 30 Mukporpama/no3a HHXEKLIMOHHA IUCIIEPCHS HE C€ MPENopbyBa MpH Jeua Ha
BB3pact noa 12 roauHu.

[pemarar ce nemuaTpuyHy JieKapcTBeHH (GOPMH 32 KbpMadeTa Ha Bb3pacT 6 Mecela U o-ToJIeMH U
Jlera Ha Bh3pact noj 12 roquau. 3a moapoOHa nH(DOpMAIns, MO, BIXKTE TUCTOBKATA HA
CHOTBETHUTE CHCTABH.

Bakcunara He ce npernopp4Ba Mpu KbpMau€Ta Ha Bb3pacCT IO 6 Mecena.

JApyru nexapctBa u Comirnaty JN.1
Tps6Ba na kaxere Ha Bamms nexap win GapmaieBT, ako U3M0I3BaTe, HACKOPO CTE U3IOJI3BAIN HITH €
BB3MOXHO J1a M3MI0JI3BATE IPYTH JIEKAPCTBa, WM HACKOpo By e mpuiokeHa HAKaKBa Apyra BaKCHHA.

Comirnaty JN.1 Moxke aa ce mpuiara Imo €IHO U ChIIIO BpeMe ¢ IIPOTUBOTPUITHA BAKCHHA.

[Ipu BB3pacTHH Ha 18 u noBeue rogunu Comirnaty JN.1 Moxe 1a ce mpuiara 1mo €JHO U ChII0 BpeMe
C THEBMOKOKOBA KOHIOTaTHa BakcHHa (pneumococcal conjugated vaccine, PCV).

2
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IIpu BB3pacTau Ha 18 u moBeue roguan Comirnaty JN.1 Moke 1a ce mpuara 1mo €IHO M CBhII0 BpeMe
C BaKCHHA CpeIly PecIMpaTOpHO-CHHLIUTHAIEH BUpYC (respiratory syncytial virus, RSV).

IIpu BB3pacTHU B HaIpeIHAIa Bh3pacT Ha 65 u moBede roguan Comirnaty JN.1 Moxe ma ce mpuiara
TI0 €JTHO U CHIIIO BpeMe C BHCOKA /1033 IPOTUBOTPUITHA BAKCUHA U BakcHHa cpenty RSV.

bpeMeHHOCT M KbpMeHe
Axko cTe OpeMeHHa WU cMsITaTe, 4e MOKe Jia cTe OpeMeHHa, KakeTe Ha Bamms ekap, MeTuIMHCKa
cectpa win dapmauesT, npeau 1a Bu Obae npuiiokeHa Ta3u BakCHHA.

Bce omie nuncrar qanau otHocHO yriotpebaTta Ha Comirnaty JN.1 o BpeMe Ha OpemeHHOCT. Bee mak
rojsiM o0eM nHGpOpMaLus, HoTy4eHa OT HabJII0AEHNETO Ha OPEMEHHH JKEHH, BAKCHHUPAHU C
I'BPBOHAYATIHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty npe3 BTOpUS U TPETHsI TPUMECTHD, HE
MOKa3Ba BaKCHHAIIMATA Jla UMa HeOIaronpusTHH eeKTH BbpXY OpEMEHHOCTTA WX HOBOPOJICHOTO.
Makap ue uHdopmanusara 3a epeKTUTe BbPXY OPEeMEHHOCTTa HJIK HOBOPOJACHOTO CJIC] BAKCHHALIUS
npe3 IbPBUS TPUMECTHD € OrPaHUYCHA, HE ¢e HA0JII0JaBa MPOMSIHA 110 OTHOIIICHHE Ha PUCKA OT
criontaneH abopt. Comirnaty JN.1 Moke fa ce npusiara 1o BpeMe Ha OpeMEeHHOCT.

Bce omie nuncBar ganHu oTHOCHO ynoTpebaTta Ha Comirnaty JN.1 B neproaa Ha kepMeHe. Bee nak He
ce o4akBaT e(peKTH BbPXy KbPMEHOTO HOBOPOJAEHO/KbpMaueTo. [laHHuTE, OIy4YeHH OT
HaOJIOJICHUETO Ha )KEHU, KOUTO KbPMST CJIe/l BAKCHHAIUS C TbPBOHAYAIIHO pa3pelleHara 3a yrnorpeoda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXEIaHU e()eKTH NPH KbPMEHUTE HOBOPOJECHU/KbpMaydeTa.
Comirnaty JN.1 Mo>e ia ce mpuiiara B eproja Ha KbpMEHeE.

Ilopupane u padoTa ¢ MAIIMHU

Hsikon ot edexTrTe Ha BaKCHHATA, YIIOMEHATH B TOUKa 4 (Bb3MOXXHU HEXXeTaHU peaKuK) MOraT
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Bu 32 modupane nnm padora ¢ mamuan. M3zyakaiite, 1okato
Te3u epeKTH OTIIYMSAT, PeIu Aa mopupaTe Win 1a paboTHTE ¢ MAILTUHH.

3. Kak ce mpuiiara Comirnaty JN.1

Comirnaty JN.1 ce npwnnara kato umkeknus ot 0,3 ml B MycKys B ropHaTa 9acT Ha pbKaTa.

Ile Bu Ob1e HampaBeHa | WHKEKITUS, HE3aBUCUMO JJAJIM TIPEIU TOBA CTE MOJIydYaBalld BAKCHHA CPEILY
COVID-19.

AKko mipenu ToBa cTe Ouiu BakcuHupan(a) ¢ BakcuHa cpeury COVID-19, ne TpsiOBa 1a noiydaBate
nmo3a Comirnaty JN.1, mokaro He M3MHUHAT Hali-MaJIKo 3 MeceIla cie/l ocieIHaTa 103a.

AKo cTe ¢ oTcinabeHa MIMyHHA CUCTEMa, MOXKE J1a TIOAY4YUTe JONbIHNUTENHH 1031 Comirnaty JN.1.
AKO UMaTte HAKaKBH JOIBIHATEITHN BBIIPOCH, CBBbp3aHu ¢ ynorpedara Ha Comirnaty JN.1, momuraiite
Bamus nekap, papmareBT wiv MEIUIIMHCKA CECTpa.

4. Bb3MOKHU HeKeJIaHU peakIuu

KaxTo Bcnuku Bakcuan, Comirnaty JN.1 Moske 1a mpeau3BrKa HEXXeTTaH! PEaKIiy, BRIPEKH Ye He
BCEKH T'Yl [TOJIy4aBa.

MHOro0 4ecTH HeKeJIaHU peaKUM: MOrar Ja 3acertart noseue ot 1 Ha 10 xymm

o Ha MACTOTO Ha MHXKEKTUpaHe: 00JKa, OTOK
o yMopa, r1aBodosue
o 0oska B MycKyauTe, 00JIKa B CTABUTE
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. BTpPHUCaHE, MOBUILICHA TEMIIEpaTypa
o Tuapus

Hsixom OT Te3n HeXeNaHu Peakiuy ca MAJIKO IMO-9€CTH MTPH FOHOIH Ha 12 10 15 roguHu, OTKOIKOTO
MIPH BB3PACTHU.

YecTn HexkeTaHU peaKIMM: MOraT Ja 3acersHart 1o 1 Ha 10 gymm

o rajicHe

o MOBPBIIIaHE (,,MHOTO YeCTH TpH OpEeMEHHU XEHH Ha Bb3pacT 18 u moBede TOJAMHU U IIPU
MMYHOKOMIIPOMETHPAHH JIHIIa Ha Bb3pacT 12 no 18 rogwam)

o 3a4epBsIBaHE HA MACTOTO Ha MH)KEKTUPAHE (,,MHOTO YeCTH  MPH UMYHOKOMIIPOMETHPAHH JIMIIA
Ha BB3pacT 12 u moBeye TOAUHN)

. yroyieMeHu JIuM(pHU Bb3JH (Ha0IF01aBa Ce MO-4ecTo cie OycTep mo3aTa)

HeuecTu HeskeJaHu peaknmu: Morar Ja 3acertar 7o 1 Ha 100 gymm
HEPa3IoJIOKEHUE, yCEIIaHe 3a CI1a00CT WM JIMIICA HA €HePIHsl/ChHINBOCT
0oJKa B pbKaTa

0e3chHHE

ChpOEX HA MICTOTO HA HHXKEKTUPAHE

AJIEPTUYHHU PEaKLMU KaTo OOPUB WM CHPOEK

HaMaJleH alleTuT

3aMaiiBaHe

MIPEKOMEPHO M3MOTIBAHE, HOLTHYU W3MOTABAHUS

Penxu Hexessanm peakumu: Morar Aa 3acersar 1o 1 Ha 1 000 gymwm
. BPEMEHHO €IHOCTPAaHHO YBHCBAHE Ha JIULETO
. JIEPTUYHH PEaKLUHU KaTo YPTUKApUs UM MOJyBaHE Ha JIUIETO

MHOro peaku He:KeJIaHH peakuuu: Moxe na 3acerHat 10 1 Ha 10 000 mymm
. BB3MAJICHUE HA CHPJICYHHS MYCKYJT (MUOKAPIUT) WM Bh3MAJICHUE Ha BHHIITHATA OOBUBKA Ha

CHpIETO (TIEPUKAPINT), KOETO MOXKE J1a IOBEJE A0 3aayX, ChpleOreHe Win 00IKa B TbpANTE

C Hen3BeCTHA YeCcTOTA (OT HAJIMYHUTC JaHHHU HC MOXE Ja 6’[:)16 HalipaBCHa OHeHKa)

° TCXKKa aJICpruiHa peakuus

° 06I.HI/IpCH OTOK Ha BaKCUHUPAHUA KpaﬁHHK

L4 OTOK Ha JIMIECTO (HOI[YBaHC Ha JIMIIETO MOXKEC 1a CC MOABU IIPU MANUCHTU C ACPMAJICH (1)I/IJ'I’Bp)
L4 KO’KHa pCaKuusd, noa (bopMaTa Ha YCPBCHU NICTHA WJIN 06pI/IB 10 KOXKarTta, KOHTO MOXe Ja

M3TIIEKIa KaTo ,,MHUIIIeHA WITH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEpPBEH IIEHTHP, OKOJIO KOMTO MMa T10-
CBETJIM YEPBEHHU KPBIroBe (epuTeMa MyaTudopme)

. HeOoOWYaifHO yCelaHe 1Mo Ko)KaTa, KaTo U3TPhIIBaHe WM MpaBy4YKaHe (TTapecTe3ns)

. HaMaJIIBaHE Ha YCEIIaHUATa UM YyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XUIeCTe3ns)

o TEXXKO MEHCTPYaJIHO KbpPBEHE (II0BEUETO CIIydau U3IJIEXk/1a HE Ca CEPUO3HU U €A C BPEMEHEH
XapakTep)

Chol01aBaHe Ha HeKeJIAHH pPeakKIUu

AKO ToITyYHTe HAKAKBY HE)KEIIAHU JICKAPCTBEHN PEaKLUy, yBeroMeTe Bamms exap, hapmaneBT wim
MeIuIrHCKa cecTpa. ToBa BKIIIOYBA BCHUKH BH3MOKHH HEOIIMCAHU B Ta3M JIMCTOBKA HEXKEJITaHH
peakuun. Moxere ChIIo J1a ChOOIINTE HEXKETAHU PEAKIMU TUPEKTHO Ype3 V3IIbIHUTETHA areHIHS 110
nekapcTBara, yi. ,,Jlamsn ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebceaiiT: www.bda.bg.
Kato crobmiaBaTe HeXxXeIaHu peakiiy, MOXKETe Jja JaJieTe CBOS IPHHOC 3a MOTyYaBaHe Ha ITOBEYE
uH(OpMaLsI OTHOCHO OE30IIacHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na coxpansiBate Comirnaty JN.1

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTa.
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Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e MnpelHa3HaueHa 3a
MEIUIUHCKY CTICIIHATUCTH.

He n3nomn3Baiite ToBa JEKapCTBO CIEA CPOKA HA TOAHOCT, OTOEIsI3aH BHPXY KapTOHEHATA OTTAKOBKA U
eTHUKeTa ciexn ,,] oneH 1o:“.

Ha ce cexpanssa B xmagmwiauk ipu 2 °C mo 8 °C. JIA HE CE 3AMPA3SBA.
Ja ce cpxpaHsBa B OpUrHHAIHATA ONAKOBKA, 32 Ja Ce MPENa3y OT CBETIHMHA.
Baxcunara ce nmony4asa u cbxpansisa npu 2 °C no 8 °C (camo B XJIaJAUITHHK).

[Ipenn ynotpeba npenBapuTeIHO HAITBJIHEHUTE CIIPUHIIOBKY MOTaT J1a Ce ChbXpaHsBar A0 12 yaca npu
temreparypa Mexy 8 °C 1o 30 °C u ¢ TX MOXKe Jia ce paboTH B YCJIOBHSI HA CTaiiHa CBETIIMHA.

He u3non3paiite Tazu BaKCHHa, akoO 3a0eNexnTe BUJUMHU YaCTUIIU UK IPOMSAHA Ha IIBCTA.

He u3xBbprsiiTe nekapcTBaTa B KaHaJIU3alMATa WM KOHTEHepa 3a JoMallHu oTnaabiu. [lonurakite
Bamms ¢papMarnieBT kKak 1a U3XBBPIIATE JEKapCTBaTa, KOUTO Bede HE U3Io3Bare. Te3n MepKH Iie
CIIOMOTHAT 3a OIa3BaHE Ha OKOJIHATA CPENa.

6. CpabpskaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHopManus

Kaxkso cpabp:xa Comirnaty JN.1
. AxtuBHOTO BeniectBo Ha MPHK Bakcunara cperry COVID-19 (Hykineo3umHo Moaupuiimpana)
ce Hapu4a OpeToBaMepaH.
— Bcsxka npeaBapuTeHO HaITbJTHEHA CIIPUHIIOBKA ChIbpka 1 mo3a 0,3 ml ¢ 30 mukporpama
OpeToBamepaH.
. Hpyru cbcTaBku:
- ((4-xunpoxcubyTr)azaHe Tum ) 0nc(xexca-6, 1 - munin)ouc(2-xeKCHTIeKkaHoar)
(ALC-0315)
- 2-[(monmuetnnenraukoin)-2000]-N,N-qurerpageunnaneramun (ALC-0159)
- 1,2-nmucreapoun-sn-raurepo-3-pochoxomun (DSPC)
- XO0JIECTEPOI
- TPOMETaMO
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIa 32 MHXEKIUU

Kak u3raexxaa Comirnaty JN.1 4 KakBO ChAbpP:Ka ONAKOBKATA

Baxkcunara e 0stma 1o mouru 0stna mucnepcust (pH: 6,9-7,9), noctaBsiHa B IpeIBApUTEITHO HAITBITHEHA
CIPUHIIOBKA (CIIPUHIIOBKA OT CTHKIIO THII 1) C I1aBa Ha OyTanoTo (CHHTETUYHA OpOMOOYTHIIOBA T'yMa)
Y Kalavka Ha BbpXa Ha CIPUHIIOBKAaTa (CHHTETHYHA OpOMOOYTHIIOBA r'ymMa), Oe3 urja.

BI/I,Z[ omakoBka: 10 OpEABAPUTCIIHO HAITBJIHCHU CIIPUHIIOBKHU

Ipurexartes Ha pa3pelIeHUETO 32 yoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a nombaHUTETHA HHPOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NPEICTaBUTEN Ha IPUTEKATENSI Ha Pa3pelIeHreTo 3a yrnorpeda:

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTa Ha mocieqHo npepasrJiie;kaane Ha guctoBkara 07/2025

CkanmupaiiTe Koza ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TIOJTY4HUTE JINCTOBKATA HA PA3IUYHU €3UITH.

URL: www.comirnatyglobal.com

IToapoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
10 JIeKapcTBaTa https://www.ema.europa.cu.

ITocouenaTa no-goJ1y MH(popManus e NpeJHA3HAYEHA CaMO 32 MEAMIUHCKH CIIELMATUCTH:
[Ipunaraiire Comirnaty JN.1 uHTpamycKyaHO KaTto equHuuHa 1o3a 0,3 ml, HezaBUCHMO OT
MIPEeINIITHAS BaKCHHAITMOHEH cTatyc 3a COVID-19.

Ha numna, xouto npean ToBa ca 6unu BakcuHUpaHu ¢ BakcuHa cpeity COVID-19, Comirnaty JN.1
TpsiOBa J1a ce Ipuiiara Haii-mMajko 3 Mecela ciell mocieaHaTa g03a Bakcuna cpeury COVID-19.

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

Ipocaenumoct
3a 1a ce moI00pH MPOCIEAUMOCTTA HA OUOJIOTHYHUTE JICKAPCTBEHHU MPOJAYKTH, UMETO U TTAPTHIHUSAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSOBA SICHO 1A CE 3aIMCBarT.

Yka3anus 3a paéoTa npeau ynorpeoda
Comirnaty JN.1 TpsiOBa fa ce IPUTOTBU OT MEITUITMHCKH CIICIIUAIHCT, KaTO CE U3II0JI3Ba ACETITUYHA
TEXHHKA, 32 J]a C€ TapaHTHUpa CTEPUITHOCTTA HA TIPUTOTBEHATA JUCIIEPCHSL.

Yxazanus, NPUJI0KUMH 32 NIPeIBAPUTETHO HANNBJIHEHH CIIPMHIOBKH

CmvKnenu npedgapumento HanviHeHU CNPUHYOBKU

o [Ipenn ynotpeba CTBKICHUTE NPEABAPUTEIHO HATBIHEHH CIIPUHIIOBKY MOT'aT J1a C€ ChbXpaHsBaT
1o 12 yaca npu Temnepatypa mexay 8 °C mo 30 °C u ¢ Tsx Moxke Jia ce padoTH B yCJIOBHS Ha
cTaliHa CBETJIMHA.

o CpaJiere Kamaykara OT BbpXa Ha CIPUHIIOBKATa ¢ 0aBHO 3aBbpTaHe 00paTHO Ha YaCOBHUKOBATA
crpenka. He pasknamaiite. [loctaBeTe moaxoasina Uria 3a HHTPaMyCKyJIHA HHXXEKUUS U
MPUIIOKETE LENHs 00eM.
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HN3xBbpasine
Hewnznon3BanusT nexapcTBEH NPOAYKT WU OTHAABYHATE MaTepHAII OT HETo TPsiOBa Ja ce M3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 30 Mmukporpama/no3a MHKeKIMOHHA TUCTIEPCHS B MPeABAPHTEHO HAITbJIHEHA
CIIPUHIOBKA (IJIACTMACOBA)
Bb3pacTHU U IOHOIIM, HABBPIIWIM 12 ronuHu
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
OperoBamepan (bretovameran)

vTosn JICKaPCTBEH MPOAYKT IOJICKH Ha JOIBJIHUTEIIHO HaOMoAeHe. ToBa 111e o3B0oIH OBP30TO
YCTaHOBSIBaHE Ha HOBa HH(OpMaIUsi OTHOCHO Oe3omacHOCTTa. MoXkeTe Ja JajieTe CBOs MPUHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA PeaKIHs, KOSTO CTE MOTyYMIN. 3a HAauWHA Ha ChOOIIaBaHe Ha HEXeIaH!
pEeaKIMK BIDKTE Kpas Ha TOUYKa 4.

IIpouyeTreTe BHUMATEIHO LSIJIATA JIUCTOBKA, peau 1a Bu Obe NpWio:keHa Ta3u BAKCHUHA, Thil
KaToO TH ChAbP:Ka BaxkHa 32 Bac nundopmanus.

. 3amasere Ta3u JIMCTOBKA. Moke 1a ce HaJIOXkH J1a sl IPOYETETE OTHOBO.

. AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, IoNuTaiTe Bamms nekap, papmaueBT uin
MEIMLHMHCKA CECTpA.

. AKO TIOITyunTe HAKAKBU HEXKEJIaH! peakiny, yBegomere Bammst nekap, hapmaneBT wim

MEIHNIMHCKA cecTpa. ToBa BKIIFOUBA U BCHYKH BE3MOKHH HEXKETIAaHH PEaKINH, HEOTNCAHH B
Tas3u JIUCTOBKA. BinkTe Touka 4.

KakBo cbabpika Ta3H JHCTOBKA

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

Kakso Tpsi6Ba na 3Haere, npeau na Bu 6bae npunokena Comirnaty JN.1
Kak ce mpunara Comirnaty JN.1

BB3MOXHN HEKENTaHN PeaKIuH

Kak na cpxpansiBatre Comirnaty JN.1

ChIrbprkaHue Ha OTMIAKOBKATA U OIIBJIHUTEIHA HHPOpMAIIUs

A

1. Kaxkso npeacraBiasasa Comirnaty JN.1 n 3a kakBo ce H3M0JI3Ba

Comirnaty JN.1 e BakcrHa, KOATO c€ M3ITON3BA 3a Mpeana3zBane ot 3adonsBane ot COVID-19,
npuuuHeHo oT SARS-CoV-2.

Comirnaty JN.1 30 mukporpama/no3a HHXKEKITMOHHA JUCTICPCHS e TIpHiIara Ha Bb3PAacTHH U FOHOIIIH,
Ha Bh3pacT 12 1 moBeye TOJIUHH.

Baxcunara cTaBa npudrHa IMyHHaTa CUCTeMa (€CTECTBEHUTE 3al[UTHH CHJIM Ha OpraHu3Ma) 1a
MPOM3BEXKAa aHTUTEINA  KPHBHU KIIETKH CPEIIy BUPYyCa, KaTO TaKa OCUTYPsIBa 3aIITa CPELLy

3a0onsBane or COVID-19.

Twit karo Comirnaty JN.1 He chabpka BUpyCa, 3a 1a Ch31aJe IMYHHUTET, TS HE MOXKE 1a IPUIHHH
3abonsaBane or COVID-19.

Ymorpebara Ha Ta3u BaKCHHA TPSAOBA J1a € B ChOTBETCTBHE C OPUIIMATHUTE MPETIOPHKU.

2. Kakso TpsaoBa 1a 3Haete, npeau Aa Bu 0b1e npuiio:xkena Comirnaty JN.1
Comirnaty JN.1 He TpsOBa 1a ce npuiaara

. aKo CTe aJlepTUYHU KbM aKTHBHOTO BEIIECTBO WM KbM HIKOS OT OCTaHAJIHWTE ChCTaBKH Ha TOBA
JIeKapcTBO (M30pOEHU B TOUKA 6).
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[pexynpe:xaeHns u npeanasHu MepKu
T'oBopete ¢ Barus nekap, hapMaieBT WM MEIUIIMHCKA CeCTpa, mpeau Aa Bu 0b1e npuioxkena
BaKCHHATA!

L AKO HsKOra CTC MMaJId TCXKKA aJICpruiHa pCaxkuusa uin HpO6HCMI/I C JUIIAaHCTO CIICI
HMHXCKTHPAHE HA HAKAKBa Jpyra BaKCHHaA UJIN CJICT KaTO Bu ¢ 6una MPUJIOKECHA Ta3u BaKCHHA B
MHUHAJIOTO.

L ako Bu MPUTECHABA NPOUECHT HA BAKCUHUPAHE WUJIN HAKOT'a CTC IIpUIlafalin CJIICI IIOCTaBAHE Ha
MHXKXCKIIMA C UIjia.

L4 aKO MMAaTe TEXKKO 3a00JIBaHe HUITU I/IH(I)CKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxeTe Ja

61)11eTe BaKCHMHHPAHU, aKO UMATEC JICKO ITOBUILICHA TEMIICpATypa UJIH JICKa I/IH(beKHI/Iﬂ Ha
TOPHUTC NUXATCIIHU MIbTHUIIA, KATO HACTHHKA.

. aKo MMaTe MpooJIeM C KPbBOCHCUPBAHETO, JIECHO TTOJIy4aBaTe CHHIHU WM M3I10I3BaTe
JIEKapCTBO 3a MPEANa3BaHe OT MOsIBa Ha KPbBHU ChCUPELIN.
. aKko MaTe oTciabeHa MIMyHHA CHCTeMa Iopaju 3abosBane, Hanpumep undexus ¢ HIV, nwim

IIPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMAIBA UMYHHATa Bu cucrema.

ChbIecTBYBa MOBHUILEH PUCK OT MUOKAPIUT (BB3MAJICHUE HA ChPIEUYHUS MYCKYJ) U IEPUKAPIUT
(BB3maneHue Ha BbHIIHATA OOBUBKA Ha ChpLETo ciiex BakcuHauus ¢ Comirnaty (Bx. Touka 4). Te3u
3a00JIIBaHUS MOTaT Jla C€ PA3BHAT JIO HAKOJIKO JHH CJIC]l BAKCHHAIIMSTA U MPEAMMHO B PAMKUTE Ha
14 mau. Te ca HabrOIaBaHK MO-YECTO CIiell BTOpaTa BaKCUHAIIMS M [TO-9ECTO TPH MO-MIIATH MBKE.
PuCKBT OT MHOKapIUT U IEPUKAPIUT U3IJICKIA TO-HUCHK IPH Jela Ha Bb3pacT oT 5 1o 11 ronguau B
CpaBHEHHE C T€3M Ha Bb3pacT oT 12 1o 17 rogunu. B noBeueTo ciydyan Ha MUOKapIuT U EPUKAPIUT
HacTBIIBa Bh3CTaHOBsIBaHe. B Hakoun ClIy4dau CC€ Hajlara noaabpiKaHC C MHTCH3UBHU I'PHUXU U UMaA
HaOII0JaBaHM CIy4Yaul ChC CMBPTEH n3xoJ. Clie] BAKCHHALINS TPsOBa 1a ObJeTe OAUTETHA 32
NpU3HALK HAa MUOKAapAWT U IEPUKApANT, HAIPUMED 3a1yX, ChbpleOneHe win 00iKa B I'bPANUTE, U
TpsOBa He3a0aBHO Jla MOTHPCHUTE JICKAPCKA TIOMOIII, aKO TE HACTBIIAT,

KaxTo Bcuukn Bakcwan, Comirnaty JN.1 Moxe /1a He 3aIIUTH HAITBIIHO BCUYKH BAKCHHUPAHU U HE €
U3BECTHO KOJIKO JBJITO 1€ ObJETe 3alUTeH(a).

Edukacrnocrra Ha Comirnaty JN.1 Moke 1a e mo-HHCKa MpH Xopa ¢ oTciabeHa IMyHHA CHCTeMA.
AKo cTe ¢ oTcnabeHa IMyHHA CUCTEMa, MOJKE J1a TOJTyuyuTe AombiaHuTeHN 1o3u Comirnaty JN.1. B
TEe3U ciy4au TpsOBa Aa NPOIBIDKUTE Jla clia3BaTe (PU3NUECKUTE MPEANa3Hu MEPKH, 32 1a TIOMOTHETE
3a npeernusaTa Ha COVID-19. OcBeH ToBa Onm3kuTe Bu KOHTaKTHY JIMIia TpsiOBa m1a Obaat
BaKCHHHPAHHU, aKO € Moaxos1io. O0chaeTe MOIXOAAIINTE HHANBUYATHYU MPEOPHKH ¢ Barms
nexap.

Jena
Comirnaty JN.1 30 Mukporpama/no3a HHXEKLIMOHHA IUCIIEPCHS HE C€ MPENopbyBa MpH Jeua Ha
BB3pact noa 12 roauHu.

[pemarar ce nemuaTpuyHy JieKapcTBeHH (GOPMH 32 KbpMadeTa Ha Bb3pacT 6 Mecela U o-ToJIeMH U
Jlera Ha Bh3pact noj 12 roquau. 3a moapoOHa nH(DOpMAIns, MO, BIXKTE TUCTOBKATA HA
CHOTBETHUTE CHCTABH.

Bakcunara He ce npernopp4Ba Mpu KbpMau€Ta Ha Bb3pacCT IO 6 Mecena.

JApyru nexapctBa u Comirnaty JN.1
Tps6Ba na kaxere Ha Bamms nexap win GapmaieBT, ako U3M0I3BaTe, HACKOPO CTE U3IOJI3BAIN HITH €
BB3MOXHO J1a M3MI0JI3BATE IPYTH JIEKAPCTBa, WM HACKOpo By e mpuiokeHa HAKaKBa Apyra BaKCHHA.

Comirnaty JN.1 Moxke aa ce mpuiara Imo €IHO U ChIIIO BpeMe ¢ IIPOTUBOTPUITHA BAKCHHA.

[Ipu BB3pacTHH Ha 18 u noBeue rogunu Comirnaty JN.1 Moxe 1a ce mpuiara 1mo €JHO U ChII0 BpeMe
C THEBMOKOKOBA KOHIOTaTHa BakcHHa (pneumococcal conjugated vaccine, PCV).
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IIpu BB3pacTau Ha 18 u moBeue roguan Comirnaty JN.1 Moke 1a ce mpuara 1mo €IHO M CBhII0 BpeMe
C BaKCHHA CpeIly PecIMpaTOpHO-CHHLIUTHAIEH BUpYC (respiratory syncytial virus, RSV).

IIpu BB3pacTHU B HaIpeIHAIa Bh3pacT Ha 65 u moBede roguan Comirnaty JN.1 Moxe ma ce mpuiara
TI0 €JTHO U CHIIIO BpeMe C BHCOKA /1033 IPOTUBOTPUITHA BAKCUHA U BakcHHa cpenty RSV.

bpeMeHHOCT M KbpMeHe
Axko cTe OpeMeHHa WU cMsITaTe, 4e MOKe Jia cTe OpeMeHHa, KakeTe Ha Bamms ekap, MeTuIMHCKa
cectpa win dapmauesT, npeau 1a Bu Obae npuiiokeHa Ta3u BakCHHA.

Bce omie nuncrar qanau otHocHO yriotpebaTta Ha Comirnaty JN.1 o BpeMe Ha OpemeHHOCT. Bee mak
rojsiM o0eM nHGpOpMaLus, HoTy4eHa OT HabJII0AEHNETO Ha OPEMEHHH JKEHH, BAKCHHUPAHU C
I'BPBOHAYATIHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty npe3 BTOpUS U TPETHsI TPUMECTHD, HE
MOKa3Ba BaKCHHAIIMATA Jla UMa HeOIaronpusTHH eeKTH BbpXY OpEMEHHOCTTA WX HOBOPOJICHOTO.
Makap ue uHdopmanusara 3a epeKTUTe BbPXY OPEeMEHHOCTTa HJIK HOBOPOJACHOTO CJIC] BAKCHHALIUS
npe3 IbPBUS TPUMECTHD € OrPaHUYCHA, HE ¢e HA0JII0JaBa MPOMSIHA 110 OTHOIIICHHE Ha PUCKA OT
criontaneH abopt. Comirnaty JN.1 Moke fa ce npusiara 1o BpeMe Ha OpeMEeHHOCT.

Bce omie nuncBar ganHu oTHOCHO ynoTpebaTta Ha Comirnaty JN.1 B neproaa Ha kepMeHe. Bee nak He
ce o4akBaT e(peKTH BbPXy KbPMEHOTO HOBOPOJAEHO/KbpMaueTo. [laHHuTE, OIy4YeHH OT
HaOJIOJICHUETO Ha )KEHU, KOUTO KbPMST CJIe/l BAKCHHAIUS C TbPBOHAYAIIHO pa3pelleHara 3a yrnorpeoda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXEIaHU e()eKTH NPH KbPMEHUTE HOBOPOJECHU/KbpMaydeTa.
Comirnaty JN.1 Mo>e ia ce mpuiiara B eproja Ha KbpMEHeE.

Ilopupane u padoTa ¢ MAIIMHU

Hsikon ot edexTrTe Ha BaKCHHATA, YIIOMEHATH B TOUKa 4 (Bb3MOXXHU HEXXeTaHU peaKuK) MOraT
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Bu 32 modupane nnm padora ¢ mamuan. M3zyakaiite, 1okato
Te3u epeKTH OTIIYMSAT, PeIu Aa mopupaTe Win 1a paboTHTE ¢ MAILTUHH.

3. Kak ce mpuiiara Comirnaty JN.1

Comirnaty JN.1 ce npwnnara kato umkeknus ot 0,3 ml B MycKys B ropHaTa 9acT Ha pbKaTa.

Ile Bu Ob1e HampaBeHa | WHKEKITUS, HE3aBUCUMO JJAJIM TIPEIU TOBA CTE MOJIydYaBalld BAKCHHA CPEILY
COVID-19.

AKko mipenu ToBa cTe Ouiu BakcuHupan(a) ¢ BakcuHa cpeury COVID-19, ne TpsiOBa 1a noiydaBate
nmo3a Comirnaty JN.1, mokaro He M3MHUHAT Hali-MaJIKo 3 MeceIla cie/l ocieIHaTa 103a.

AKo cTe ¢ oTcinabeHa MIMyHHA CUCTEMa, MOXKE J1a TIOAY4YUTe JONbIHNUTENHH 1031 Comirnaty JN.1.
AKO UMaTte HAKaKBH JOIBIHATEITHN BBIIPOCH, CBBbp3aHu ¢ ynorpedara Ha Comirnaty JN.1, momuraiite
Bamus nekap, papmareBT wiv MEIUIIMHCKA CECTpa.

4. Bb3MOKHU HeKeJIaHU peakIuu

KaxTo Bcnuku Bakcuan, Comirnaty JN.1 Moske 1a mpeau3BrKa HEXXeTTaH! PEaKIiy, BRIPEKH Ye He
BCEKH T'Yl [TOJIy4aBa.

MHOro0 4ecTH HeKeJIaHU peaKUM: MOrar Ja 3acertart noseue ot 1 Ha 10 xymm

o Ha MACTOTO Ha MHXKEKTUpaHe: 00JKa, OTOK
o yMopa, r1aBodosue
o 0oska B MycKyauTe, 00JIKa B CTABUTE
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. BTpPHUCaHE, MOBUILICHA TEMIIEpaTypa
o Tuapus

Hsixom OT Te3n HeXeNaHu Peakiuy ca MAJIKO IMO-9€CTH MTPH FOHOIH Ha 12 10 15 roguHu, OTKOIKOTO
MIPH BB3PACTHU.

YecTn HexkeTaHU peaKIMM: MOraT Ja 3acersHart 1o 1 Ha 10 gymm

o rajicHe

o MOBPBIIIaHE (,,MHOTO YeCTH TpH OpEeMEHHU XEHH Ha Bb3pacT 18 u moBede TOJAMHU U IIPU
MMYHOKOMIIPOMETHPAHH JIHIIa Ha Bb3pacT 12 no 18 rogwam)

o 3a4epBsIBaHE HA MACTOTO Ha MH)KEKTUPAHE (,,MHOTO YeCTH  MPH UMYHOKOMIIPOMETHPAHH JIMIIA
Ha BB3pacT 12 u moBeye TOAUHN)

. yroyieMeHu JIuM(pHU Bb3JH (Ha0IF01aBa Ce MO-4ecTo cie OycTep mo3aTa)

HeuecTu HeskeJaHu peaknmu: Morar Ja 3acertar 7o 1 Ha 100 gymm
HEPa3IoJIOKEHUE, yCEIIaHe 3a CI1a00CT WM JIMIICA HA €HePIHsl/ChHINBOCT
0oJKa B pbKaTa

0e3chHHE

ChpOEX HA MICTOTO HA HHXKEKTUPAHE

AJIEPTUYHHU PEaKLMU KaTo OOPUB WM CHPOEK

HaMaJleH alleTuT

3aMaiiBaHe

MIPEKOMEPHO M3MOTIBAHE, HOLTHYU W3MOTABAHUS

Penxu Hexessanm peakumu: Morar Aa 3acersar 1o 1 Ha 1 000 gymwm
. BPEMEHHO €IHOCTPAaHHO YBHCBAHE Ha JIULETO
. JIEPTUYHH PEaKLUHU KaTo YPTUKApUs UM MOJyBaHE Ha JIUIETO

MHOro peaku He:KeJIaHH peakuuu: Moxe na 3acerHat 10 1 Ha 10 000 mymm
. BB3MAJICHUE HA CHPJICYHHS MYCKYJT (MUOKAPIUT) WM Bh3MAJICHUE Ha BHHIITHATA OOBUBKA Ha

CHpIETO (TIEPUKAPINT), KOETO MOXKE J1a IOBEJE A0 3aayX, ChpleOreHe Win 00IKa B TbpANTE

C Hen3BeCTHA YeCcTOTA (OT HAJIMYHUTC JaHHHU HC MOXE Ja 6’[:)16 HalipaBCHa OHeHKa)

° TCXKKa aJICpruiHa peakuus

° 06I.HI/IpCH OTOK Ha BaKCUHUPAHUA KpaﬁHHK

L4 OTOK Ha JIMIECTO (HOI[YBaHC Ha JIMIIETO MOXKEC 1a CC MOABU IIPU MANUCHTU C ACPMAJICH (1)I/IJ'I’Bp)
L4 KO’KHa pCaKuusd, noa (bopMaTa Ha YCPBCHU NICTHA WJIN 06pI/IB 10 KOXKarTta, KOHTO MOXe Ja

M3TIIEKIa KaTo ,,MHUIIIeHA WITH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEpPBEH IIEHTHP, OKOJIO KOMTO MMa T10-
CBETJIM YEPBEHHU KPBIroBe (epuTeMa MyaTudopme)

. HeOoOWYaifHO yCelaHe 1Mo Ko)KaTa, KaTo U3TPhIIBaHe WM MpaBy4YKaHe (TTapecTe3ns)

. HaMaJIIBaHE Ha YCEIIaHUATa UM YyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XUIeCTe3ns)

o TEXXKO MEHCTPYaJIHO KbpPBEHE (II0BEUETO CIIydau U3IJIEXk/1a HE Ca CEPUO3HU U €A C BPEMEHEH
XapakTep)

Chol01aBaHe Ha HeKeJIAHH pPeakKIUu

AKO ToITyYHTe HAKAKBY HE)KEIIAHU JICKAPCTBEHN PEaKLUy, yBeroMeTe Bamms exap, hapmaneBT wim
MeIuIrHCKa cecTpa. ToBa BKIIIOYBA BCHUKH BH3MOKHH HEOIIMCAHU B Ta3M JIMCTOBKA HEXKEJITaHH
peakuun. Moxere ChIIo J1a ChOOIINTE HEXKETAHU PEAKIMU TUPEKTHO Ype3 V3IIbIHUTETHA areHIHS 110
nekapcTBara, yi. ,,Jlamsn ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebceaiiT: www.bda.bg.
Kato crobmiaBaTe HeXxXeIaHu peakiiy, MOXKETe Jja JaJieTe CBOS IPHHOC 3a MOTyYaBaHe Ha ITOBEYE
uH(OpMaLsI OTHOCHO OE30IIacHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na coxpansiBate Comirnaty JN.1

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTa.
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Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e MnpelHa3HaueHa 3a
MEIUIUHCKY CTICIIHATUCTH.

He usmnomn3Baiite TOBa JIEKapCTBO CJIE CPOKaA HAa FOJHOCT, OTOE/IsI3aH BbPXY KapTOHEHATA OMAaKOBKA U
eTukeTa cien ,,l'ogex 10:“. CpoKbT Ha TOAHOCT OTTOBAps Ha MOCIICIHMS JI€H OT IIOCOYCHHS MECEIl.

Ja ce cbxpansBa BbB (hpusep npu -90 °C no -60 °C.
Jla ce chxpaHsiBa B OpUTMHATTHATA OTIAKOBKa, 32 J]a Ce Mpe/Ia3u OT CBETINHA.

Baxkcunara ce momydaa 3ampasena npu -90 °C no -60 °C. Cnen nonydaBaHe 3aMpa3eHaTa BaKCHHA
MOe Aa ce cbxpanasa win npu -90 °C no -60 °C, niu npu 2 °C go 8 °C.

Pa3mpasenu (mpeau ToBa 3aMpa3eHH) IJIaCTMACOBH ITPEIBAPUTEIHO HAITbIHCHU CIPUHIIOBKHU: TpsaOBa
Jia ce pa3mMpassr npeau ynorpeda. OnakoBka ¢ 10 nmpeaBapuTEIHO HAITBIHEHN CIIPUHIIOBKH MOXKE Ja
ce pasmpasu npu 2 °C o 8 °C. PazmpassiBaHETO MOXKE /1a OTHEME 2 Jaca. YBepeTe ce, ue
NpeBAPUTEITHO HATBITHEHUTE CIIPHUHIIOBKY Ca HAIIBIIHO pa3Mpa3eHu Mpeiu yrnoTpeoa.

Karo npyra Bp3M0OXKHOCT, onakoBka ¢ 10 mpeaBapUTENHO HAITBIHEHN CIIPUHIIOBKH MOXKE Ja Ce
pasmpasu 3a 60 MuHyTH npH cTaiina Temiepatypa (zo 30 °C).

AKO OTZe/THA TIPeIBAapUTETHO HAIbJIHEHA CIIPHUHLIOBKA € pa3Mpa3eHa U3BbH KapTOHEHATa OIaKOBKa
npu craitHa Temrneparypa (1o 30 °C), Ts TpsiOBa ja ce U3MoI3Ba BeHArA.

Pa3mMpazenu npeBapuTeHO HAITBJIHEHH CIPUHIIOBKHU: Clie/l KaTo BEAHBK ca U3BaJICHU OT (hpu3epa,
MIPEIBAPUTEITHO HAITBIHEHUTE CIIPUHIIOBKU MOTaT Aa ce cbXxpaHasar a0 10 ceqmunu nipu 2 °C 1o

8 °C, 6e3 na ce mpeBHUIIaBa OTHEYaTaHUAT cpok Ha roaHocT (I'oxen no:). Cnex nmpemecTBaHe Ha
MIPEIBAPUTEITHO HAITBIIHEHUTE CIIPUHIIOBKY 3a chXxpaHeHue npu 2 °C no 8 °C, kopurupaiite cpoka Ha
TOJTHOCT BbPXY KapTOHEHaTa onakoBka. Ako ca momyuenu mpu 2 °C go 8 °C, nmpoBepeTe Jajiv CpOKbT
Ha rofgHocT € Ow1 kopurupas. Ciesl KaTo BeIHbXK € Pa3Mpa3eHa, BAKCHHATa HE MOXKeE Jia ce 3aMpassiBa
MTOBTOPHO.

[Ipenu ynoTtpeba pazmpa3eHuTe IpeABAPUTEITHO HAITBIIHEHU CIIPUHIIOBKH MOTAT JIa Ce ChXpaHsIBaT 110
12 waca nipu Temmepatypa mexay 8 °C 10 30 °C u ¢ TAx MOXke Jia ce padoTH B YCIOBHUS Ha cTaliHa
CBETJIMHA.

He usnon3paiite Tazu BaKCHHa, akoO 3a0eNexnTe BUJAWUMU YaCTUIIU UK IPOMSAHA Ha 1BCTA.

He u3xBbpsiiTe nekapcTBaTa B KaHAJIU3alUATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuraiite
Bamus ¢papMarnieBT kak ga U3XBBPIIATE JEKapCcTBaTa, KOUTO Bede HE U3IMo3Bare. Te3n MepKH Iie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPela.

6. Chbabp:kaHue HA OIAKOBKATA M JOITBJIHUTEIHA HHpOpManus

Kaxkso cpabp:xka Comirnaty JN.1
. AxtuBHOTO BeniectBo Ha MPHK Bakcunara cperry COVID-19 (Hykieo3uiHo MoaupUIiMpana)
ce Hapu4a OpeToBaMepaH.
— Bcsika npenBapuTellHO HalrbJIHEHA CIIPUHIIOBKA chabpxka 1 qo3a 0,3 ml ¢ 30 Mukporpama
OperoBamMepaH.
. Hpyru cbcTaBKU:
- ((4-xunpoxcubyTrn)azaHe Tum ) Onc(xekca-6, 1 - mumin )ouc(2-xeKCHIeKaHoar)
(ALC-0315)
- 2-[(monuerunenriukon)-2000]-N,N-nurerpagenmnaneramus (ALC-0159)
- 1,2-nmucreapoun-sn-riutepo-3-pochoxonun (DSPC)
5
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- XOJICCTCPOII

- TPOMETAaMOJI

- TPOMETAMOJIOB XUAPOXJIOPU
- 3axaposa

- BOJa 3a HHXKCKIIMHN

Kak n3rane:xkaga Comirnaty JN.1 U KakBO ChAbpP:Ka ONAKOBKATA

Bakcunara e 6s1a no moutu 6sa gucnepeust (pH: 6,9-7,9), nocrassina B IpeABapUTEIIHO HAITbIHEHA
CHPUHIIOBKA (IbJra ImiacTMacoBa CIIPUHIOBKA OT [UKJINYEH 0JIe(pUHOB chroiauMep ¢ obem 1 ml) ¢
riiaBa Ha OyTajoTo (CHHTeTHYHA OpOMOOYTHIIOBA r'yMa) U Kalayka Ha BbpXa Ha CIIPHUHIIOBKATA
(cunTeTnyHa 6poMOOyTHIIOBA TyMa), Oe3 Uriia.

Bun omakoBka: 10 mpeaBapuTeIHO HAITBIHEHU CIIPUHIIOBKH.

IIpuTeskaTen Ha pa3pelIeHUETO 32 ynorpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

Tei.: +49 6131 9084-0

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

IIpousBoauTe

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

3a JONBJIHKUTETHA HH(OPMALUSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
MPEe/ICTaBUTEN Ha MIPUTEXKATEIS Ha Pa3pelIeHueTo 3a yrnorpeoa:

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTa Ha mocJeaHo mpepasriexaaHe Ha gucroBkara 07/2025

CkanmpaiiTe Koga ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TIOIYYNTE JINCTOBKATA HA PA3IIUIHU €3UIH.

URL: www.comirnatyglobal.com

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

IMocouyenaTra mo-no1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIMHCKH CIIEIAATUCTH:
[Ipunaraiite Comirnaty JN.1 uHTpamMyckyiHO KaTo eauHu4Ha 1032 0,3 ml, He3aBUCHUMO OT
MIpEeNIITHAS BaKCHHAITMOHEH cratyc 3a COVID-19.
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Ha numa, kouto mipenn ToBa ca Oun BakcumHUpanu ¢ BakcuHa cperry COVID-19, Comirnaty JN. 1
TpsIOBa Ja ce Mpuiara Hail-Maiko 3 Mecera ciie] mocjeaaara go3a Bakcuna cpenry COVID-19.

Ha Jnia CbC CUIHO oTcrnabeHa HMYHHA CUCTEMa MOXKC 1a CC MPUJIOKAT AOIIbJIHUTCIIHA JO3U.

IIpocnenumoct
3a fa ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO M MAPTHIHUAT
HOMEp Ha MPIIIOKEHUS MPOIYKT TPSIOBA SICHO J1a CE 3arMCBarT.

Yxka3zanus 3a padéora npeam ynorpeda
Comirnaty JN.1 Tpsi6Ba 1a ce NpUrOTBH OT MEIUIIMHCKY CIIELHAJIICT, KATO CE M3I0JI3Ba acelTHIHA
TEXHHKa, 33 J]a Ce TapaHTHpa CTEPUIHOCTTA Ha TIPUTOTBEHATA JUCIIEPCHSL.

chasaﬂml, NMPUJIO’KUMHU 32 MPEABAPUTE/ITHO HATBJIHECHH CIIPUHIOBKH

IInacmmacoea npedsapumenno HanbIHEHa CNPUHYOBKA
o 3aMpazeHuTe MIacTMACOBH MPEIBAPUTETHO HAITBIHEHH CIIPUHLIOBKY TPsAOBa 1a ObJaT HAIIBIIHO
pasMpaseHH npean ynorpeoda.
Onaxkoska ¢ 10 npenBapuTeTHO HATBITHEHH CIIPUHIIOBKY MOXeE J1a ce pasmpasu mpu 2 °C
1o 8 °C. PazmpazsBaHeTo MOXKe Jla OTHEME 2 Jaca.
- Karo apyra Bp3MOKHOCT, KapTOHEHa OmakoBKa ¢ 10 3aMpa3eHH IpeABaAPUTEIHO
HaI'bJIHEHU CIIPUHIIOBKU MOJKeE J1a ce pa3Mpasu 3a 60 MUHYTH IpU CTaifHa TemIepaTypa

(mo 30 °C).
o AKO OTIIeJTHA TIPeIBApUTEITHO HAIThJIHEHA CTIPUHIIOBKA € pa3Mpa3eHa U3BbH KapTOHEHATa
OITaKOBKa MpH cTaifHa Temmeparypa (1o 30 °C), T TpsOBa 1a ce U3Moa3Ba BeHara.
o Crnen mpemecTBaHe Ha BakCHHATA 3a chxpaHeHue mpu 2 °C go 8 °C xopurupaiite cpoka Ha

TOJTHOCT BbPXY KapTOHEHaTa ornakoBka. Ako e nosyueHa rpu 2 °C go 8 °C, nposepeTe nanu
CPOKBT Ha TOJHOCT € OMJI KOPUTHPAH.

o PasmMpazenuTe (peay ToBa 3aMpa3eHn) MpeJBapUTeIHO HATBITHEH! CIIPHHIIOBKH MOTaT Ja ce
cepxpansBat 10 10 cenmuru mpu 2 °C mo 8 °C, 6e3 1a ce mpeBHIaBa OTIeYaTaHHUST CPOK Ha
rogauoct ('ogen g0:). Cnen pa3mpassiBaHe BakCHHaTa HE TPSAOBaA Ja ce 3aMpassiBa OTHOBO.

o [pexn ynotpeba pa3MpazeHUTe MpeABAPUTETHO HATBIHEHH CIIPHHIIOBKY MOTaT Jla ce
chxpansiBat 7o 12 waca npu Temmeparypa mexay 8 °C 1o 30 °C u ¢ Tx MOXxe Jia ce paboTu B
YCJIOBHSI Ha CTalfHa CBETJIMHA.

. Caasete KamadkaTa OT BbpXa Ha CIPHHIIOBKaTa ¢ 0aBHO 3aBhpTaHe 0OpaTHO HA YAaCOBHUKOBATA
ctpenka. He pasknamaiire. [locraBeTe moaxosia uria 3a HHTPaMyCKYJIHA HHKEKIUS 1
MPUIOXKETE LENHs 00eM.

HN3xBbpasine

Hewnsnon3pauusr JICKAPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPpUAJIU OT HETO Tpﬂ6Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHUA.
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JlucroBka: undopmanus 3a norpeduTeNs

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

vTO3I/I JIEKapCTBEH MPOAYKT MOJICKH Ha JOBIIHUTEIIHO HAOM0qeHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBSIBaHE HA HOBA MH(POPMAIIUS OTHOCHO Oe30macHocTTa. MoXeTe /ia iafieTe CBOs IPHHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA PeaKIHs, KOSTO CTE MOJyJMId. 3a HauWHA Ha ChOOIIaBaHe Ha HEXeIaHU
peakuuu BUKTE Kpasi Ha To4Ka 4.

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

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

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

L4 Axo MOJIYYUTC HAKAKBU HCXKCIIAHU PCAKIINN, YBEAOMCTC Bamms JICKap, (1)apMaLI6BT HIIn

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

KakBo cbabp:ka Ta3u JUCTOBKA

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

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

BBb3MOXHU HEKETIaHU PEAKLIUU

Kak na cexpansBare Comirnaty JN.1

ChbabpkaHre Ha ONAaKOBKATa M AOIBIHUTENIHA HHPOPMALUS

QAP

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

Comirnaty JN.1 e BakcuHa, KOSITO ce M3II0JI3Ba 3a mpeana3Bade ot 3abomsasane or COVID-19,
npuanaeHo oT SARS-CoV-2.

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

Baxkcunara cTaBa npuurHa KIMyHHaTa CUCTeMa (€CTECTBEHUTE 3all[UTHH CHUJIM HA OPraHU3Ma) Ja
MPOM3BEXKa aHTUTENA i KPHBHH KJIETKH CPEIIy BUPYCa, KATO TaKa OCUTYPsIBa 3aIlUTa CPELLy

3abomsiBane or COVID-19.

Toit kato Comirnaty JN.1 He caBpKa BUpYyCa, 3a 1a Ch3Ja/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 MIPCIIOPBKHU.

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

. aKo CTe aJleprUYHU KbM aKTHBHOTO BEIIECTBO WJIM KbM HIKOS OT OCTaHAIHNTE ChCTaBKH Ha TOBA
JeKapcTBO (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 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 mpeeHnusaTa Ha COVID-19. Ocsen ToBa O6iu3kuTe B KOHTaKTHHM JMIIa TPOBa 1a ObaaT
BaKCHHHPAHH, aKO € oAXoAsm0. O0CchaeTe MoAX0AMIINUTe HHANBUAYATHA IPETTOpBhKY ¢ Bamms
JeKap.

Jeuna

Comirnaty JN.1 30 mukporpama/no3a HHKEKITHOHHA JUCTIEPCHsI HE ¢e TIPETIophyBa MPH JIea Ha
BB3pacT noa 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
CHOTBETHUTE CHCTABH.

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

JApyrn nekapcrBa u Comirnaty JN.1

TpsibBa na kakeTe Ha Barms jgekap win (apMaiieBT, ako U3IMO0J3BaTe, HACKOPO CTE M3IOI3BAIH UM €
BB3MOKHO J1a U3I0JI3BaTe APYTH JIEKAPCTBA, WK HACKOpo By e npriioxkeHa HIKaKBa JIpyra BaKCHHA.

Comirnaty JN.1 Moxe aa ce mpuiara Imo €IHO U ChIIIO BpeMe ¢ IIPOTUBOTPUITHA BAaKCHHA.

IIpu BB3pacTau Ha 18 u moBeye roguan Comirnaty JN.1 Moke 1a ce mpuiara 1mo €IHO M ChII0 BpeMe
C THEBMOKOKOBA KOHIOTaTHa BakcHHa (pneumococcal conjugated vaccine, PCV).

Bepcusa 55/25.07.2025



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 MOKe Jia cTe OpeMeHHa, KakeTe Ha Bamwms ekap, MeTuIMHCKa
cectpa win hapMareBT, npeau aa Bu Ob1e npuiokeHa Ta3u BaKCHHA.

Bce omie nuricBat nanau oTHOCHO ynotpebaTta Ha Comirnaty JN.1 o Bpeme Ha OpemeHnHOCT. 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 BAaKCUHAIMATA J]a UMa HeOIaronpusaTHH e(heKTH BbpXY OpeMEHHOCTTA WX HOBOPOJIEHOTO.
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 yroTpebata Ha Comirnaty JN.1 B meprosa Ha kppMeHe. Bee mak He
ce o4akBaT e(peKTH BbPXy KbPMEHOTO HOBOPOJCHO/KbpMaueTo. [lanHuTe, MOIy4YeHH OT
HaOJII0IEHUETO Ha KEeHU, KOUTO KBPMSIT CJIe] BaKCHHALIMS C IbPBOHAYAIHO pa3pelieHara 3a ynorpeda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXXeNaH! e()eKTH MPH KbPMEHUTE HOBOPOJCHN/KbpMayeTa.
Comirnaty JN.1 Mo>e ia ce mpuiiara B meproja Ha KbpMEHE.

Ilopupane u padoTa ¢ MAIIMHU

Hsikou oT edexTHTE Ha BAaKCHHATA, YIIOMEHATH B TOUKa 4 (Bb3MOKHU HEXKeIaH! peaKiii) MOTaT
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Br 3a modupane nnm padora ¢ mamuan. M3zyakaiite, 1oKato
Te3u e()eKTH OTIIYMST, Mpenu Aa modupare win aa paboTUTe C MAITHHHL.

3. Kak ce npuiara Comirnaty JN.1

Comirnaty JN.1 ce npunara kato umkekust ot 0,3 ml B MycKkyn B ropHaTa 4acT Ha pbKaTa.

Ile Bu Ob1e HampaBeHa | WHKEKITUS, HE3aBUCUMO JIAJIM TIPEIU TOBA CTE MOJIy4YaBalid BAKCUHA CPEILY
COVID-19.

AKko nipequ ToBa cte 6mnn BakcuHupaH(a) ¢ BakcuHa cpenry COVID-19, e Tps6Ba na momy4asarte
no3a Comirnaty JN.1, qokato He U3MUHAT Hal-MaJIKO 3 Mecella Ciell ociIeIHaTa J03a.

AKo cTe ¢ oTcabeHa IMyHHA CUCTeMa, MOXKE J1a TIOIy4uTe AoNBIHNTENHN 1031 Comirnaty JN.1.

AKO MaTe HSKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBbp3aHu ¢ ynorpebara Ha Comirnaty JN.1, momuraiite
Bamus nekap, ¢papManieBT Wiud MEJULIMHCKA CECTpa.

4. Bb3MOKHU HeKeJTaHU pe€aKkuumn

Kakro Bcuuku BaKCHHH, Comirnaty JN.1 moxe Ja NpCAN3BHUKaA HEKCIIaHU PCAKIINU, BBIIPCKHU Y€ HC
BCCKM I'l I1OJTy4aBa.

MHOro0 4ecTH HeKeJIaHU peaKIUM: MOrar Ja 3acertar noseue ot 1 Ha 10 mymum
Ha MSCTOTO Ha MH)KEKTHUPaHE: 00JIKa, OTOK

yMopa, ri1iaBobonue

0oJka B MyCKYJIUTE, OOJIKa B CTABHUTE

BTpHUCaHE, MOBHIIICHA 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 roJuHu U npu
MMYHOKOMIIPOMETHPAHH JIMIIa Ha Bb3pacT 12 no 18 rogwmam)

o 3a4yepBsiBaHE Ha MSCTOTO HAa WHXKEKTHpaHe (,,MHOT'O YeCTH TP HMYyHOKOMIIPOMETHPAHH JIHIIA
Ha BB3pacT 12 u moBeye roJuHN)

o yroyieMeHu JIuM(QHU Bb31M (Ha0IF01aBa Ce MO-4ecTo clie] OycTep m03aTa)

HeuecTu HeskesaHu peaknuu: Morar Ja 3acertar jo 1 va 100 gymm
HEPa3IoJIOKECHUE, yCEIIaHe 3a CI1ad0CT WM JIUIICA HA €HePIHsl/ChHINBOCT
Oonka B ppKaTa

Oe3chHHE

ChpOEX Ha MIACTOTO HA HH)XKEKTUPAHE

AJEPTUYHHU PEaKLMU KaTo OOPUB WM CHPOExK

HaMaJleH alleTUT

3aMaiiBaHe

MIPEKOMEPHO M3MOTIBAHE, HOLTHYU W3MOTABAHUSA

Penxu Hexxessanm peakumu: Morar Aa 3acersar 1o 1 Ha 1 000 pymwm
. BPEMEHHO €IHOCTPAaHHO YBUCBAHE Ha JINLIETO
. JIEPTUYHH PEAaKLUHU KaTo YPTUKApUs UM NOAyBaHE Ha JIULIETO

MHOro peaku He:KeJIaHu peakuuu: Moxke fa 3acersat 1o 1 Ha 10 000 mymm
. BB3MAJICHUE HA CHPJICYHHS MYCKYJT (MUOKAp/IUT) WM Bh3MAJICHAE Ha BHHIITHATA OOBUBKA Ha

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

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

° TCXKKa aJICpruiHa peakuus

° 06IHI/IpCH OTOK Ha BaKCMHUPAHUA KpalePIK

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

M3TIIEKTa KaTo ,,MHUIIIeHA WITH ,,0MBOJICKO OKO*‘ ¢ ThMHO YEPBEH IIEHTHP, OKOJIO KOMTO MMa TI0-
CBETJIM YEPBEHHU KPBIroBe (epuTeMa MyJITH(POPME)

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

o HaMalsBaHe Ha yCEIIaHUATa UK YyBCTBUTEITHOCTTA, 0COOCHO Ha KOXKaTa (XHUIIECTE3usl)

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

Chol01aBaHe HA HesKeJAHH peakKIuu

AKo ToITyunTe HAKAKBY HE)KEIIAHU JICKAPCTBEHN PEakluy, yBeroMeTe Bamms exap, hapmaneBT wim
MeIUIrHCKa cecTpa. ToBa BKIIIOYBAa BCHUKH BH3MOKHH HEOIIMCAHU B Ta3W JIMCTOBKA HEXKEITaHH
peakiun. Moxere ChIIo J1a ChOOIINTE HEXKETAHU PEAKIMU TUPEKTHO Ype3 V3IIbIHUTETHA areHIHS 10
nekapcTBara, yi. ,,Jlamsan ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebceaiiT: www.bda.bg.
Kato crobmiaBaTe HeXxeIaH! peakiiy, MOXKETe Jja JaJieTe CBOS IPHHOC 3a MOJTyYaBaHe Ha ITOBEYE
nH(OpMaLsi OTHOCHO OE30IIacHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na coxpansiBate Comirnaty JN.1

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTa.
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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 nosnydasa 3aMmpaszena npu -90 °C go -60 °C. Cnen noiayyaBaHe 3aMpa3eHaTa BAKCHHA
MOe 1a ce cbxpansaBa win npu -90 °C o -60 °C, wu mipu 2 °C go 8 °C.

Ennonososu ¢nakonu: Koraro ce cexpansasat 3ampazeru npu -90 °C no -60 °C, onakoBKHTE ¢
10 enHOM030BH (hiIakOHA BaKCHMHA MOTaT Jia ce pasmpazsr mpu 2 °C g0 8 °C 3a 2 vaca, a eTUHUYHU
(hbakoHM MOTaT J1a Ce pa3MpassT mpu craiiHa remmepatypa (1o 30 °C) 3a 30 MUHYTH.

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

Pa3mpasenu (npeau ToBa 3aMpa3senu) (aaxonu: Ciiel KaTo BeAHBK € U3BaJeH OT hpusepa,
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 BeIHBXK € pa3Mpa3eHa, BAKCHHATa HE MOXKe Jla Ce 3aMpa3siBa IOBTOPHO.

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

C PasMpa3CHUTEC (bJ'IaKOHI/I MOXKE Oa CC pa6OTI/I B YCJIOBHU Ha cTaiiHa CBETJIMHA.

OtBopenu duakonu: Creq MbPBOTO MPOOUBAHE Ha 3alylankara Ha (JiakoHa, ChXpaHsIBalTe
BakcuHata npu 2 °C 1o 30 °C u 51 u3non3BaiiTe B paMKuTe Ha 12 gaca, KOETO BKJIIOUBa A0 6 yaca
BpeMe 3a TpaHCIIOpTUpaHe. M3XBhpiieTe HEU3MoN3BaHaTa BaKCHHA.

He u3non3paiite Tazu BaKCHHa, akoO 3a0€eNexKnTe BUJUMHU YaCTUIIU UK IPOMSAHA Ha IBCTA.

He u3xBbpsiiTe nekapcTBaTa B KaHAJIU3AlUATA WM KOHTEWHEpa 3a JoMallHu oTHaabiu. [lonuTaiite
Bamus dapMarnieBT kak 1a U3XBBPIATE JEKapCcTBaTa, KOUTO BeUe HE U3Mo3Bare. Te3n MEepKH Iie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPela.

6. Chbabp:xkaHue Ha OIAKOBKATA M JOITBJIHUTEIHA HHpOpManus

Kaxkso cpabp:xka Comirnaty JN.1
. AxtuBHOTO BeniectBo Ha MPHK Bakcunara cperry COVID-19 (Hykieo3uiHo MoaupUIIMpana)
ce Hapu4a OpeToBaMepaH.
—  Enun eqHono30B ¢iakon ceabpka 1 go3a 0,3 ml ¢ 30 Mukporpama OpeToBaMepaH.
—  Enun MHOT071030B (priakoH chabpika 6 mo3u mo 0,3 ml, Besika ¢ 30 Mukporpama
OperoBamepaH.
. Hpyru cbcTaBku:
- ((4-xuapoxcubyT)azaHe tum ) onc(xexcad-6, 1 - mumin)ouc(2-xeKChuiIeKkaHoar)
(ALC-0315)
- 2-[(monuerunenriukon)-2000]-N,N-nurerpanenmnaneramus (ALC-0159)
- 1,2-nmucreapoun-sn-riaurepo-3-pochoxomun (DSPC)

5
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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 ¢ MHOTO1030BH (hakonu: 10 ¢urakoHa
He Bcuuku BUIOBE OMaKOBKK MoTraT Ja ObJaT IMyCHATH Ha Ta3apa.

IIpuTexaTes Ha pa3peLIeHUETO 32 ynoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

IIpoussoaguren

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a gonbaHKUTENHA HHGOPMALUSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE€ C JIOKAIHUS
NpeACcTaBUTEN Ha MIPUTEXKATEIS Ha pa3pelieHHeTo 3a ynorpeoa:

boarapus: [paiizep JlrokcemOypr CAPJI, Knon, bearapus, Tem: +359 2 970 4333
JlaTa Ha mocieqHo npepasrJe;xkaane Ha quctoBkarta 07/2025

CKaHHpaﬁTe Koaa C MOOUIHO yCTpOﬁCTBO, 3a Jia NOJIy4YHUTC JIMCTOBKATA HAa PAa3/IMYHU €3UIIU.

URL: www.comirnatyglobal.com

ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IIpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickata areHIus
110 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, HezaBUCHMO OT
MpEeIUIIHNSA BakcHHAMOHeH cTtatyc 32 COVID-19.
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http://www.comirnatyglobal.com/
https://www.ema.europa.eu/

Ha numa, konto mipenu ToBa ca Ouinu BakcuHHpanu ¢ BakcuHa cpernry COVID-19, Comirnaty JN. 1
TpsOBa J1a ce mpuiiara Haii-mMajako 3 Mecela ciell mocieaHaTa g03a 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 CIICIIUAIKUCT, KATO CE U3I0JI3Ba aCEITHYHA
TEXHHKa, 32 J]a C€ TapaHTHpa CTEPUIHOCTTA HA IPUTOTBEHATA JUCIIEPCHSL.

o ITpoBepeTe nanu GrakoHBT € ChC CHBO IVIACTMACOBO Kalnaye U Jaji KMETO Ha IPOJYKTa e
Comirnaty JN.1 30 mukporpama/no3a HH:KeKIIMOHHA Aucniepcusi. (inua Ha 12 u moBeue
TOJIUHH).

o AKO MMETO Ha NPOJyKTa BbPXY €THKeTa Ha ()JIakoHa € IPyro, MOJisi, HalpaBeTe CIpaBKa ¢
KpaTKaTa XapaKTepHCTHKa Ha MPOJIyKTa 3a TO3U ChCTaB.

o Axo (1akOHBT Ce ChXpaHsIBa 3aMpa3eH, Toi TpsiOBa 1a ce pa3Mpasu pean yrnoTpeoda.

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
MOXK€ J]a 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
TOTHOCT BbPXY KapTOHEHATa OMaKOBKa.

. 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 JICKAPCTBECH MPOAYKT WM OTHAABYHUTEC MaTCpUaJid OT HETO TpSI6Ba Ja C€ U3XBBPJIAT
B CbOTBETCTBUEC C MCCTHUTC N3UCKBaHMU.
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