JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 10 Mmuxporpama/no3a HHKeKIIHOHHA THCIIEPCHST
Jeua na 5 no 11 rogunn
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
OperoBamepas (bretovameran)

vTO3I/I JIEKapCTBEH MPOAYKT TOJUICKH Ha JOMBJIIHUTEIHO HAOM0eHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBSIBaHE Ha HOBa MH(oOpMaIus OTHOCHO Oe3omacHOCTTa. MoxeTe Jia JaieTe CBOsI IPUHOC KaTo
CHOOIINTE BCSAKA HEXKETaHa peaKIns, KosATo Bamero nete e momydmino. 3a HauMHa Ha ChoOIaBaHe Ha
HEe)XEJIaHW PEaKINK BIDKTE Kpast Ha TOYKa 4.

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA, MPeIM Ta3d BAKCHHA 1a 0bjJe MPUJIOKeHA Ha
Bamero nere, Thii KATO TSl ChAbP:KA BA:KHA 32 Hero nHGopManus.

. 3anazere Ta3u JUCTOBKA. MOXe 1a ce HAIOXU J1a A IPOYETETE OTHOBO.

o AKO UMaTe HIKaKBH JIOTTBIHUTEITHHA BBIIPOCH, TTOTIUTANTE JeKaps, (hapMaieBTa uin
MeIMIIMHCKaTa cecTpa Ha Baiero gere.

o Axo Bareto nere moy4n HIKaKBH HEXEJIaHU peakilii, yBeIOMETe HErOBHUs JieKap, papMarieBT

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIOYBA M BCHYKU BH3MOXKHU HEXKEIIAHU PEAKIUU, HEOITMCAHU B
Tas3u JIUCTOBKA. BinkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

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

Kakso Tpsi0Ba na 3naere, nmpean Comirnaty JN.1 ga 0b1e npuioxeHa Ha Bamrero nete
Kak ce mpunara Comirnaty JN.1

BBb3MO0XHU HEKETaHU PEAKLIUU

Kak na cexpansBare Comirnaty JN.1

ChabpkaHye Ha ONAKOBKATa M AOIBIHUTEIIHA HH(POPMALUS

QAP

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

Comirnaty JN.1 e BakcHHa, KOATO C€ U3IOJI3BA 32 Mpeana3Bane ot 3adonssane ot COVID-19,
npuanaeHo oT SARS-CoV-2.

Comirnaty JN.1 10 Mmukporpama/no3a WHXEKIIHOHHA JTUCIICPCHS Ce TIpujiara Ha Jiera Ha Bb3pacT OT 5
1o 11 roguan.

BaxcuHara cTaBa npu4rHa KIMyHHaTa CUCTeMa (€CTECTBEHUTE 3al[UTHH CHUJIM HA OPraHu3Ma) Ja
MPOM3BEXKAa aHTUTENA i KPHBHU KIETKH CPEITy BUPYCa, KATO TaKa OCUTYPsIBa 3aIlITa CPELTy

3abomsiBane or COVID-19.

Toit kato Comirnaty JN.1 He cpaBpKa BUpYycCa, 3a 1a Ch34a/le IMyHHUTET, TSI HE MOKE J1a IPUYUHH
3abomsiBane o COVID-19 na Baieto nere.

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

2. Kakso TpsadBa na 3Haete, npeau Comirnaty JN.1 na 0bae npuiioxkena Ha Bamero nere
Comirnaty JN.1 He TpsiOBa 1a ce mpujara

o ako Bamiero nere e anepruyHO KbM aKTUBHOTO BEIIECTBO WM KbM HSKOS OT OCTAHAIIUTE
CHCTABKU Ha TOBA JIEKApCTBO (M30pOeHU B TOUKA 6).
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IIpexynpe:xxkaeHusi U mpeana3sHu MePKH
T'oBoperte ¢ nekapsi, (hapmalieBTa HIIM MEAMIIMHCKATa cecTpa Ha Baireto nete, npeau na My Obie
MPHUJIOKEHA BAaKCUHATA!

L AaKO HsKOra € uMaJio TEXKa aJICpruida pCaxkuusa uiin HpOGHeMI/I C JMIIaHETO CJIC MHKCKTUPAHE
Ha HJIKaKBa pyra BaKCHMHA WA CJICH KaTO MYy € ouna MNPUJIOKCHA Ta3U BAKCHMHA B MUHAJIOTO.

L4 aKO I'0 MMPUTCCHABA NPOLUCCHT HA BAKCUHUPAHC WM HAKOTa € IpUuiagajo CJICaA IMMOCTaBAHE Ha
WHXCKIIMA C UIjia.

L aKo MMa TEXKKO 3a00JsBaHE WU I/IH(i)eK]_[I/IH C BUCOKa TeMIIepaTrypa. O6aue Bareto JACTC MOXKE

Ja ObJie BAKCHHUPAHO, aKO UMa JIEKO TIOBUIIIEHA TeMITepaTypa WilH Jieka HH(EKIINs Ha TOPHUTE
JUXaTeJTHHU TbTHUINA, KATO HACTUHKA.

o aKo “Ma mpobJieM ¢ KpbBOCHCUPBAHETO, JIECHO MOJTyyaBa CHHUHHU WJIM U3I0JI3Ba JIEKAPCTBO 32
MpeJina3BaHe OT MOsBa HAa KPbBHU CHCUPEIIH.
o aKko nMa oTciabeHa UMyHHa cUcTeMa ropanu 3adomnsBane, Harpumep uHdpekuus ¢ HIV, unu

IIPUEM Ha JICKaApPCTBO, KATO KOPTUKOCTEPOU, KOCTO IMOBJIMABAa UMYHHATa CUCTEMA.

ChliecTByBa OBHIIEH PUCK OT MHOKAPAHT (Bb3MAIEHUE HA ChPACUYHUS MYCKYII) U IIEPUKAPTUT
(BB3maJIeHUE Ha BhHIIHATA OOBMBKA Ha ChpIIETO ciiel BakcuHalws ¢ Comirnaty (Bxk. Touka 4). Te3u
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO JTHU CIie/l BAKCHHAIUATA U IPEIUMHO B pAMKHUTE Ha
14 nau. Te ca HaONrOMaBaHM TIO-YECTO CJIeNl BTOpaTa BAKCHHALIMS U ITO-4ECTO TPU TO-MIIAJH MBXKe.
PUCKBT OT MHOKApIHUT U MEPUKAPIUT U3TIICK A MTO-HUCHK TPH JIelia Ha Bh3pacT oT 5 1o 11 roguau B
CpaBHEHHE C T€3M Ha Bb3pacT oT 12 1o 17 rogunu. B nmoBeueTo ciydyan Ha MUOKapIUT U IEPUKAPIUT
HACTHIIBAa BH3CTAHOBSIBaHE. B HAKOM cydan ce Hajara moJabp KaHe C HHTEH3WBHU TPIKA U Ma
HaOJII0JJaBaHU CIy4YaHu ChC CMBPTEH n3xo. Clie/l BAKCHHALIMSA TPsOBa 1a ObJCTe OJAUTEITHH 32
MPU3HAIM HA MUOKAp/AUT U TICPUKAPANT, HAPUMED 3a1yX, ChplicOneHe win 00ika B I'bPAUTE, U
Tpsi0Ba He3a0aBHO Ja MOTHPCHUTE JIEKAPCKA TIOMOIII, aKO T€ HACTBIIAT.

Kakro Bcnuku Bakcuan, Comirnaty JN.1 Moe Jja He 3alIUTH HAITBJIHO BCHYKW BaKCHHUPAHU U HE €
M3BECTHO KOJIKO ABJIT0 BameTo nete e 6bae 3alnTeHo.

Eduxacnoctta Ha Comirnaty JN.1 Moxe Ja € mo-HUCKa IIPH X0pa ¢ 0TcIa0eHa IMyHHA CHCTEMa.
Axko Bamero niete e ¢ otciabeHa IMyHHA CUCTEMa, MOKE J1a TIOJTyYH JOIIBIHUTEIHHU 103U
Comirnaty JN.1. B Te3u ciryuaun TpsiOBa 1a IpOABIDKY 1a cla3Ba (U3NIECKUTE Peaa3Hi MEPKH, 3a
na moMorHe 3a npeseHIusaTa Ha COVID-19. OcBeH ToBa 0JIM3KUTE KOHTAKTHHU JIMIIA Ha 1eTeTO Bu
TpsiOBa 1a ObJAT BaKCHHUPAHHU, aK0 € Moaxo1sm10. O0chaeTe MOAXOIAIINTE HHANBUAYATHH
MIPETIOPBKH C HETOBHS JIEKap.

Hena
Comirnaty JN.1 10 Mmukporpama/no3a WHXEKIIHOHHA TUCTIEPCHS HE Ce IPENopbyBa MpH JIera Ha
BB3pacT Moj 5 TOJIUHM.

[Ipennarat ce meauaTpuyHU JIeKapcTBeHH (POPMU 3a KbpMadeTa U Jiella Ha Bh3pacT moJ 6 Mecera J10
4 ronuuu. 3a moapoOHa HH(OPMAILIKS, MOJISI, BUXKTE JJUCTOBKATa HA ChOTBETHUTE ChCTABH.

Bakcunara He ce Mperopp4Ba Mpu KbpMau€Ta Ha Bb3pacCT IO 6 MeEcena.

Apyru gexkapcrBa u Comirnaty JN.1

TpsiOBa 1a kaXxkeTe Ha Jiekaps wiu papMarieBTa Ha Barero nere, ako gerero Bu usnon3sa, Hackopo e
W3II0JI3BAJIO MITH € BE3MOXKHO J1a U3I0JI3Ba JPYTH JICKAPCTBA, MIIM HACKOPO MY € MPIJIOKEHA HIKaKBa
JIpyra BakCHHa.

BpemMeHHOCT M KbpMeHe
Axko Barmero nere e 6peMeHHO, TpsOBa J1a Ka)keTe Ha HETOBHSA JIeKap, MEIUIIMHCKA CeCTpa WK
(dapmarnieBT, npeau Aa My ObjIe MPUIOKEHA Ta3h BaKCHHA.

Bce omie nmuncrar qanau otHocHO yrnotpebata Ha Comirnaty JN.1 o BpeMe Ha OpeMeHHOCT. Bee mak

roJsiM 00eM UHQOpPMAIHS, TTOTyYeHa OT HaOII0/ICHHETO Ha OpEMEHHU JKEeHH, BAKCHHUPAHH C
I'BPBOHAYATIHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty npe3 BTOpUsS U TPETHsI TPUMECTHD, HE

Bepcus 49/21.11.2024



MOKa3Ba Jia Ma HeOIaronpusTHH e(peKTH BbpXy OPEeMEHHOCTTA WM HOBOPOJICHOTO. Makap 4e
uHpopmMarusTa 3a eekTuTe BhpXy OpEeMEHHOCTTA WM HOBOPOJICHOTO CIIE]l BAKCHHAIHS ITPEe3 MIbPBUS
TPUMECTHP € OrPaHnYeHa, He ce HaOIoJaBa MPOMsIHA 110 OTHOIIEHHE Ha PHCKa OT CIIOHTAaHEeH abopT.
Comirnaty JN.1 Moxe aa ce mpuiara 1o BpeMe Ha OpeMEeHHOCT.

Bce oitie nuricBat naHHu 0THOCHO yrotpebaTta Ha Comirnaty JN.1 B mepuoa Ha kbpMeHe. Bee mak He
ce o4akBaT e(peKTH BbPXY KbPMEHOTO HOBOPOJACHO/KbpMaueTo. [laHHuTe, MOIydYeH: OT
HaAOJIOICHUETO Ha )KEHH, KOUTO KbPMSAT CJIe/] BAKCHHAIIUS C TFPBOHAYAIIHO pa3pelleHara 3a yrnorpeoda
BakcuHa Comirnaty, He TIOKa3BaT PUCK OT HeXKeNaH! eeKTH MpH KbPMEHUTE HOBOPOJICHN/KbpMayeTa.
Comirnaty JN.1 Moxe ia ce npuiara B Iepuoa Ha KbpMEHe.

Ilopupane u padoTa ¢ MAIIMHU

Hsxkow ot edexkTuTe Ha BakcHHATa, yIIOMEHATH B Touka 4 (BBh3MOKHM HE)KENaHU peaKIuy) MOTatT
BPEMEHHO J1a TIOBIUSAT CIIOCOOHOCTTa Ha Barero nete 3a paboTa ¢ MalllMHU WK TIpEATpUEMaHe Ha
JICHHOCTH KaTO KapaHe Ha Bejocuries. M3uakaiTe, 10kaTo Te3u e(heKTH OTIIYMST MPEAH
B’I:306HOBHBaHe Ha I[eﬁHOCTHTe, KOHWTO U3UCKBAT IIBJIHO BHUMaHHEC OT HETOBA CTpaHa.

3. Kak ce npuiara Comirnaty JN.1

Comirnaty JN.1 ce npunara kato umkekus ot 0,3 ml B MycKyJ B ropHara yacT Ha pbKaTa Ha Bamero
JeTe.

Ha netero Bu e Ob1e HampaBeHa | MHKEKIMs, HE3aBUCHMO JIANTU MPEIU TOBA € MOJTyJaBalio BAKCUHA
cpemry COVID-19.

Ako mipequ ToBa neteTo Bu e Omito BakcuHMpaHo ¢ BakcuHa cperry COVID-19, ve Tpsa6Ba na
nonydaBa jo3a Comirnaty JN.1, mokaTo He I3MHHAT Hail-MaKo 3 Mecela ciie MoceHaTa 103a.

Axko gerero Bu e ¢ oTcnabeHa UMyHHA cHCTEMa, MOXKE Ja MTOJTydd JOBIHUTETHH 03U Comirnaty
IN.1.

AKO UMaTe HSIKaKBHU JOIBIHUTEIHN BBIIPOCH, CBBbp3aHu ¢ ynorpebara Ha Comirnaty JN.1, monuTaiite
Bamus nexap, ¢papManeBT Win MEIULIMHCKA CECTpa.

4. Bb3MOKHHU HesKeJTaHU peakiun

Kakro Bcuuku BaKCHUHH, Cornirnaty JN.1 moxe Ja NpE€aAn3BHUKa HEXKECJIaHU pCaKIMU, BBIIPEKH Y€ HE
BCCKH T'Y IIOJTy4aBa.

MHOro0 4ecTH He:KeJIAHHU PeaKIMU: MOraT Jia 3acerHar rnoseye ot 1 Ha 10 gymm
Ha MSCTOTO Ha WHXKEKTUpaHe: OOJIKa, OTOK

yMOpa, TJIaBo0oIHe

0oJika B MyCKyJIUTE, OOJIKa B CTABHUTE

BTpHCaHE

TapHst

YecTH HexkeTaHU peaKIMM: MOTaT /1a 3acerHat 1o 1 Ha 10 gymm

o rajicHe

. MOBpBIIaHE (,,MHOTO YecTH TpHU OpeMeHHH KEeHH Ha Bb3pacT 18 u moBeye TOAMHU U IPH
MMYHOKOMIIPOMETHPAaHH JIMIa Ha Bb3pacT 5 10 18 roguxm)

. 3ayepBsIBaHE Ha MACTOTO HAa MHXKEKTUPaHE (,,MHOTO YeCTH" IIpH BB3pacT 5 1o 11 roguau u npu
MMYHOKOMIIPOMETHPAHH JIMIa Ha Bb3pacT 5 U MOBeYe FOJHHN)

. yroneMmeHu JIMM(pHU Bb31H (Ha0II0/1aBa ce Mo-4ecTo ciies OycTep mo3aTa)
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HeuecTu Hexke1aHU peakuu: MoraT jaa 3acerHat A0 1 Ha 100 gymmm
HEPA3MONI0KCHHE, YCEIIaHe 3a CJIA00CT WU JIUTICA Ha CHEPTHsl/ChHIHMBOCT
Oonka B ppKaTa

Oe3cpHHUE

ChpOEK HA MSICTOTO Ha MHXKEKTUPAHE

AJIEPTHYHU PEaKIIUU KaTO OOPUB MIIH ChPOESK

HaMaJICH arleTUuT

3amaiiBaHe

MPEKOMEPHO U3MOTSBaHE, HOIIIHN U3MOTSIBAHUS

Penxu Hexenanm peakumu: Morat ga 3acertat 1o 1 va 1 000 npymwm

BPEMCHHO €IHOCTPAHHO YBHCBAHC HaA JIUILIECTO
AJICPrUYHU pEaKIIMM KaTO YPTUKAPHUA UKW IOAYBAaHE HA JIMLIETO

MHOro peaku He:KeJIaHu peakuuu: Moxke fa 3acersar 10 1 #a 10 000 mymm

BB3MAJICHUE HA ChPACYHHS MYCKYJ (MUOKapIUT) WK Bh3IaJIeHNEe Ha BhHIIIHATA OOBUBKA Ha

chpreTo (IepUKapanT), KOETO MOXKeE J1a AOBEe 0 3a1yX, ChpieOneHe i 00IKa B TbPIUTe

C Hen3BecTHA YecTOTAa (OT HATUYHUTE TAHHU HE MOXe J1a ObJIc HAallpaBeHa OLICHKA)

. TEXKa alepruyHa peakuus

. 0OIIMPEH OTOK HA BAKCUHUPAHUSI KPaHUK

. OTOK Ha JIMLETO (II0JyBaHe Ha JIUIIETO MOXeE Jia Ce MOSIBU IPH MMALUEHTH C AepMajieH QUIbp)
. KO>KHA peakuys, moa ¢popmara Ha YEpBEHHU I€THA WK OOpPUB 110 KOXaTa, KOMTO MOKe J1a

M3MJIeKA KaTo ,,MUIICHA" WX ,,0MBOJICKO OKO®* C ThMHO YE€PBEH IICHTHP, OKOJIO KOHTO UMa Io-
CBETJIM YePBEHU KPBIroBe (epuTeMa MyITHPOPME)
HEOOWYaHO yCeIaHe 1Mo KoXKaTa, KaTo H3TPhIIBaHE WM MpaBy4YKaHe (ITapecTe3ns)

. HaMaJIIBaHE Ha YCEIIaHUsATa W TyBCTBUTEIHOCTTA, 0OCOOCHO Ha KOXKaTa (XUIIECTE3Hs)
TEXKO MEHCTPYaITHO KbpBeHe (ITOBEUETO CIIyYan M3IIIeK/Ia He ca CEpUO3HH H Ca C BpEMEHEH
xXapakTep)

Chol0maBaHe Ha HeKeJIaHHU peaKInu

Axko Barero niete moy4n HIKaKBH HEXellaHH JIEKapCTBEHU PEaKINH, YBEJOMETE HETOBHS JIeKap,
(hapmareBT WM MEIMIIMHCKA cecTpa. ToBa BKIIFOUBA BCUYKH Bb3MOKHH HEONUCAHU B Ta3H JIHUCTOBKA
HEeXellaH! peakiui. MojkeTe ChIIOo /1a ChbOOIINTe HEeXeNIaH! peakllni IUPEKTHO upe3 M3npaHuTenHa
areHITHS TI0 JIeKapcTBaTa, yil. ,,Jlamsa ['pyes® Ne 8, 1303 Codwus, Tem.: +359 2 8903417, yebcaiit:
www.bda.bg. Kato cro011aBare HexxenaHu peakiiu, MOXKETe Jia TaJeTe CBOSI IPUHOC 32 IMOJTyYaBaHe
Ha ToBe4e HH(OpMaIUsi OTHOCHO 0€301acCHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na cexpansibate Comirnaty JN.1

Jla ce cpxpaHsIBa Ha MSICTO, HEAOCTHITHO 3a JCIIa.

Cnenpamniata nH(OpMAIUs OTHOCHO ChXPaHCHHETO, CPOKA Ha FOJTHOCT U padoTaTa € IpeHa3HaueHa 3a
MEJIUIIMHCKHU CIICIIUAINUCTH.

He u3non3Baiite TOBa JIEKapCTBO CIIE]] CPOKA HA TOJHOCT, OTOENsI3aH BHPXY KapTOHEHATA OMAaKOBKa U
eTukera cien ,,['omen 10:“. CpokbT Ha TOHOCT OTIOBAps Ha MOCICIHUS JCH OT TIOCOYCHHS MECEII.

Ha ce cpxpansBa BbB (puzep npu -90°C no -60°C.
Jla ce cbxpaHsiBa B OpUTMHAJIHATA ONAKOBKA, 3a 1a CE IIPEIa3u OT CBETJIMHA.

Bakcunara ce nonydasa 3ampasena npu -90°C no -60°C. Cnen nmosyyaBaHe 3aMpa3eHaTa BAKCUHA
MOXke J1a ce chxpansapa win npu -90°C no -60°C, umu nipu 2°C mo 8°C.
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Ennonososu ¢urakonu: Korato ce cbxpansaBat 3ampaszenu npu -90°C 1o -60°C, ormakoBKHTE ¢
10 emqrOMO30BY (hiakoHA BaKCHHA MOTaT 1a ce pasmpazsr mnpu 2°C no 8°C 3a 2 yaca, a eTUHAIHA
(hmakoHM Morat Aa ce pa3mpassT Ipu ctaiiHa temneparypa (1o 30°C) 3a 30 MuUHYTH.

Mmuorono3oeu daakonu: Koraro ce cbxpansear 3ampaseHu npu -90°C mo -60°C, onakoBKUTE ¢
10 ¢pmakona BakcuHa Morat nma ce pazmpassar mpu 2°C mo 8°C 3a 6 yaca, a equHIYHA (DIAKOHA MOTAT
J1a pa3MpassaT npu ctaiiHa temneparypa (1o 30°C) 3a 30 MUHYTH.

Pa3mpasenu (npeau ToBa 3aMpasenu) (iaaxonu: Ciiel KaTo BEAHBK € U3BaJICH OT hpusepa,
HEOTBOPEHUSAT (PJIAKOH MOXKE /1a Ce ChXpaHsIBa U TpaHcIopTupa B xnaaunHuk npu 2°C go 8°C no

10 cenmuny, 6e3 1a ce MpeBHIIaBa OTIIEYaTaHUAT cpok Ha rogHocT (I'ogeH m0:). Bepxy kapToHeHaTa
OTIaKOBKa TPsIOBa Ja ce 0TOEIS)KM HOBHUAT CPOK Ha TOAHOCT npu chxpanenue mpu 2°C mo 8°C. Cnex
KaTo BEAHBXK € pa3Mpa3eHa, BAKCHHATa HE MOXKE J1a CE 3aMpassBa IIOBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PJIAKOHU MOT'aT Ja Ce ChXpaHABaT 10 12 yaca mpu TeMIepaTypa
Mexay 8°C u 30°C.

C pa3mpasenuTe QaKoHH MOXeE Jia ce pabOTH B YCIIOBUS Ha CTaliHA CBETJIMHA.

OtBopenu ¢uakonu: Crex mbpBOTO MPOOKBAHE Ha 3alylIalikaTa Ha (JIaKoHa, ChXpaHsIBaiiTe
BakcuHata npu 2°C o 30°C u s n3non3saiite B paMkuTe Ha 12 yaca, KOETO BKIIIOYBa 0 6 yaca BpeMe
3a TpaHcnopTupaHe. M3xBbppiere Hen3oa3BaHaTa BAaKCHHA.

He u3non3patite Tazu BaKCHHa, akoO 3a0€eNeKnTe BUJWUMHU YaCTUIIU UJIK IPOMSAHA Ha IBCTA.

He u3xBbprsiitTe nekapcTBaTa B KaHaJU3alUsATa WM KOHTEWHEpa 3a JoMallHu oTnaablu. [lonuTaiite
Bamms ¢papmanieBT kak ga U3XBBPIATE JEKapCTBaTa, KOUTO Bede HE U3IMo3Bare. Te3n MepKu Ie
CIIOMOTHAT 3a OIa3BaHE Ha OKOJIHATA CPENa.

6. CpabpikaHie HA ONIAKOBKATA M I0NbJIHUTEIHA UHopManus

Kaxkso cpabp:xa Comirnaty JN.1
. AxrtuHOTO BemectBo Ha MPHK Bakcunara cpemry COVID-19 (Hykieo3naHo MoTudHUIpaHa)
ce Hapu4a OpeToBaMepaH.
— Enun enqHono3oB ¢iakon ceabpka 1 goza 0,3 ml ¢ 10 Mukporpama 6peToBamepan Ha
J03a.
—  Egwa MHOr0O030B (prtakoH crabpika 6 qo3u mo 0,3 ml ¢ 10 mukporpama GperoBamepaH Ha
J03a.
o Jpyru cheTaBKu:
- ((4-xunmpoxcubyTtri)azanequni )onc(xekcan-6, 1 -mumin ))ouc(2-xeKCugeKaHoar)
(ALC-0315)
- 2-[(monuerunenriukon)-2000]-N,N-nmurerpagenmnaneramua (ALC-0159)
- 1,2-nmucreapomn-sn-rautepo-3-docpoxomun (DSPC)
- XO0JIECTEPOI
- TPOMETaMOI
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIA 38 HH)KEKLIUH

Kak m3rne:xxna Comirnaty JN.1 1 KakBO CbABPKa ONAKOBKATA
Baxkcunara e 6uctpa a0 jeko omnaiecreHTHa guctepcus (pH: 6,9 — 7,9), nocTaBsHa B €IUH OT ABaTa
BHJa (HIIAaKOHU:

. Ennono30B ¢akoH ¢ 1 103a — mpo3paueH ¢uiakoH (cThkio Tum [) 2 ml, ¢ ryMeHa 3amyIanka u
C alyMHHHEBa OOKaTKa M OTYYIIBAIIO CE€ CHHBO IIACTMACOBO Karade; Win
o MHorozno308 (hiakoH ¢ 6 1031 — npo3paueH ¢uakoH (cTbkio tal ) 2 ml, ¢ rymena 3amymanka
5
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" C AJIYMHUHHECBA oOKaTKa 1 OTYyIBallo C€ CUHLBO IIACTMACOBO Kalra4e.

Bun omakoBka ¢ erHom0308u Quiakonu: 10 ¢prmakoHa
Bun omakoBka ¢ MHOTO/1030BHU (hiakonu: 10 ¢urakoHa
He Bcwuku BHIOBE OMAKOBKY MOTaT /1a Ob/IaT IMyCHATH Ha Tasapa.

IIpuTexaTes Ha pa3pellleHHETO 32 yOTpPeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

Tein.: +49 6131 9084-0

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

IIpoussoaure

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a JOIIBJIHUTCIIHA I/IH(bOpMaIII/IH OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPIKETC CC C JIOKAJTHUA
MNPEACTABUTCII HA IPUTECKATECIIS Ha Pa3pCICHUCTO 3a yHOTpeGa:

Boarapus: [daiizep JlrokcemOypr CAPJI, Knon, benrapus, Ten: +359 2 970 4333
JlaTa Ha mocjeqHo npepasrJie;kaane Ha JuctoBkaTa 11/2024

CkaHupaiiTe Ko/1a ¢ MOOMITHO YCTPOMCTBO, 32 JIa MOJyYHTe JIMCTOBKATA HAa PA3InYHU €3HIIH.

URL: www.comirnatyglobal.com

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

Ilocovenara mo-nos1y mHGpoOpManus e NpeJHAZHAYEHA CAMO 32 MEANIMHCKH CIIeIAATNCTH:
[Ipunaraiire Comirnaty JN.1 uHTpamycKyiaHO KaTto equHuuHa 1o3a 0,3 ml, HezaBUCHMO OT
MIpEeNIITHAS BaKCHHAIMOHEH cratyc 3a COVID-19.

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

Ha nunia cbe critHO oTClIabeHa UMYHHA CUCTEMa MOXKE J1a CE MPIJIOKAT JOTbIHUTEITHH JIO3H.
Ipocaenumoct

3a Ja ce HO,I[O6pI/I MmpocCJICANMOCTTA Ha OHOIIOTUYHUTE JICKAPCTBCHU MMPOAYKTHU, UMCTO U MMAPTUAHUAT
HOMCP Ha MMPUIIOKCHUA ITPOAYKT Tpi[6Ba SICHO Ja CC 3aI1icCBar.
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Yka3anus 3a padora npeau ynorpeda
Comirnaty JN.1 Tpsi6Ba 1a ce MPUTOTBH OT MEAUITMHCKH CTICITHAINCT, KaTO CE M3I0JI3Ba aCETHIHA
TEXHHKA, 32 J]a CE TapaHTHUpa CTEPUIHOCTTA HA IPUTOTBEHATA JUCIICPCHSL.

IIpoBepete nanu GIakOHBT € CC CHHbO MJIACTMACOBO Kalnaye U Jajal HMeTO Ha IPOJIYKTa €

Comirnaty JN.1 10 mukporpama/no3a HH:KeKIMOHHA qucnepeus. (zeua Ha 5 10 11 roaunnm).

AKO UMETO Ha MPOJIyKTa BbPXY €THKeTa Ha ()JIakoHa € IPyro, MOJIsl, HalpaBeTe CrpaBKa ¢

KpaTKara XapaKTepUCTHKa Ha IPOJIyKTa 33 TO3U ChCTAB.

AKo QrakoHBT ce ChbXpaHsBa 3aMpa3eH, TOM TpsiOBa Jia ce pa3Mpasu npeau ynorpeoda.

3ampazenute uakoHu TpsOBa Aa ce mpeHecar B cpena ¢ remmneparypa 2°C no 8°C, 3a na ce

pasmpasst. YBepeTe ce, 4e (IIakoHHUTE ca HAITbJIHO Pa3Mpa3eHu Npean ynorpeoa.

- Ennono3oBu ¢nakonu: PasmpassBanero Ha eqHa onakoBka ¢ 10 eqHOm1030BHU ¢uiakoHa
MOJKe J1a OTHEeMe 2 Jaca.

- Muorozno3osu ¢nakonu: PazmpassBanero Ha enHa onakoBka ¢ 10 MHOro0308u (rakoHa
MOJKe J1a OTHEeMe 6 Jaca.

Crnen npemectBane Ha (hiakoHHTE 32 chbxpaHeHue npu 2°C g0 8°C, kopurupaiite cpoka Ha

TOJHOCT BbPXY KapTOHEHATa OIaKOBKA.

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

MIpeBUILIaBa OTIEYaTaHUAT cpok Ha rogHocT (I'oxen no:).

BB3MoskeH e Ipyr BapuaHT, IpU KOWTO €TUHUYHM 3aMpa3eHH (DIaKOHU MOKE J1a ce pa3Mpassr

3a 30 munyTH TIpH TemmepaTypa g0 30°C.

[Ipenu ynmotpeba HEOTBOpEHHAT IIAKOH MOXKE J]a ce ChXpaHsBa 0 12 yaca mpu TeMiiepaTtypa

1o 30°C. C pasMpa3zenute (hraxoHH MOXKe /1a ce pabOTH B YCIIOBUS HA CTaifHA CBETIIMHA.

IIpurorBsine Ha go3u 0,3 ml

Buumarenno paszmecere, kato o0bpHeTe daakonure 10 mptu. He pasknaimaiite.

[Ipenu pa3mecBaHe pa3MpazeHaTa JUCIEPCUs MOXKE [1a ChIbprka Oy 10 MoYTH Oenu
HETPO3pavYHu aMOP(HU YaCTHULIH.

Crnent pa3MecBaHe BakCHHaTa TpsiOBa Ja MpeCTaBIsABa OUCTpa 10 JIEKO ONAIECIeHTHA
aucrepcus 6e3 BunuMu dactui. He u3non3Baiite BakcuHaTa NpH HaIWYUE HA YaCTULM HIIH
MpOMSHA Ha I[BETA.

I[TpoBepere nanu GIaKOHBT € €AHOA030B WIIH MHOTO/I030B U CIIC/IBANTE MPHIOKHMHTE
yKa3aHus 3a paboTa no-101y:

- EnHono3oBu daakoHu

L] W3rernere eqnanyna go3a Bakcuda ot 0,3 ml.
. WzxBwpriete prakoHa u ocTaHAMs 00eM.
- MHOT01030BH (hITaKOHH
= Bceku MHOT01030B (htakoH chabpxa 6 mo3u no 0,3 ml.
= Karo n3non3sare acentudHa TEXHUKA, TOYUCTETE 3aITynialikaTa Ha (ruakoHa ¢
TaMIIOH 32 eJHOKpaTHA yImoTpeda, HallOeH C aHTUCENTUYEH Pa3TBOpP.
= Uzrernere 0,3 ml Comirnaty JN.1 3a neua Ha Bb3pacT 5 1o 11 ronunu.

Tps0Ba ga ce U3MoN3BaT CIPUHUOBKH M/WJIU UIJIU ¢ MAJBK MBPTHB (Heu3noa3BaeMm) o0em,
3a J1a ce u3TeryAT 6 103u oT eanH (akoH. KomMOWHaImsITa OT CIPUHIIOBKA M MIJIA C MATBK
MBPTHB 00eM TpsiOBa J1a ©Ma MBPTHB 00€M HE HO-TOJISIM OT 35 MUKpOIHUTPa. AKO ce U3I0I3BaT
CTaHAAPTHU CIPHUHLIOBKH U MIJIM, MOKE J1a HAMA JIOCTaTh4eH 00eM 3a M3TErJIsTHE Ha 1ecTa J103a
OT euH (hIaKoH.

Bcesika mo3a tpsioBa na ceappixka 0,3 ml BakcuHa

AKO KOJIMYECTBOTO Ha OCTaHaJaTa BbB (pJlakOHA BAKCHHA HE € JOCTAThUHO 3a elHa LsIa 1032
0,3 ml, u3xpbpiere ¢GrakoHa U OCTAHAIHS 00EM.

3amnuineTe ChOTBETHUTE JaTa/dac BEpXyY (urakoHa. M3xBbpieTe Hen3noa3BaHaTa BAKCHHA

12 gaca ciieq; mbpBOTO MPOOMBaHE HA 3aIyIaiKara Ha (prakoHa.

HN3xBBpIsiHE
Hewusnon3BaHusT JeKapcTBEH NPOIYKT WM OTHaIbYHUTE MAaTepUalI OT HETO TPAOBa J1a c€ U3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUSI.
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