JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/103a nH:KeKIMOHHA THCIIEPCUSI
Jeua na 5 1o 11 rogunn
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
To3MHaMepaH/paMTo3nHamepaH (tozinameran/famtozinameran)

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 peaKIns, KosATo Barero nete € momyduio. 3a HauMHa Ha ChOOIaBaHe Ha
HE)KEJIaHW PEaKINK BIDKTE Kpas Ha TOYKa 4.

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

. 3anazere Ta3u JUCTOBKA. MOXe /1a ce HANOXKHU J1a 51 IPOYETETE OTHOBO.

o AKO UMaTe HIKaKBH JIOTTBIHUTEIHHA BBIIPOCH, ITOTIUTANTE JeKaps, (hapMaieBTa uin
MeIMIMHCKaTa cecTpa Ha Baiero gere.

o Axo Barieto nere moy4n HIKaKBH HEXEJIaHU PeaKkiluy, yBeIOMETe HErOBHUs JieKap, papMarieBT

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

KakBo cbabp:ka Ta3u JUCTOBKA

1.  Kakso mpencraBmsasa Comirnaty Original/Omicron BA.4-5 1 3a kakBo ce HU3IONI3Ba

2. Kakso Tpsi6Ba na 3uaere, mpean Comirnaty Original/Omicron BA.4-5 na 0b1e npuiokena Ha
Bamrero nere

3 Kak ce mpunara Comirnaty Original/Omicron BA.4-5

4.  BB3MOXHU HEXEJIaHU PeaKuuu

5 Kak na cpxpansiBare Comirnaty Original/Omicron BA.4-5

6 ChbabpkaHue Ha ONAKOBKATa M AOIBIHUTENIHA HHPOPMALUS

1. Kaxkso npeacraBiasasa Comirnaty Original/Omicron BA.4-5 u 3a kakBO ce H3M0J13Ba

Comirnaty Original/Omicron BA.4-5 e BakcuHa, KOSTO ce M3MOI3Ba 32 Iperna3BaHe oT 3a00sIBaHe OT
COVID-19, mpuunneno ot SARS-CoV-2. [Ipunara ce Ha neua Ha Bb3pacT oT 5 10 11 roaunu.

Baxkcunara cTaBa npudrHa IMyHHaTa CUCTeMa (€CTeCTBEHUTE 3al[UTHH CHIJIM Ha OpraHU3Ma) 1a
MPOM3BEXKa aHTUTENA i KPHBHU KJIIETKH CPEITy BUPYyCa, KaTO TaKa OCUTYPsIBa 3allliTa CPELTy

3a0oisBane or COVID-19.

Toit karo Comirnaty Original/Omicron BA.4-5 He cbabprka BUpYCa, 3a Ja Ch3AaJic UMYHHUTET, TS HE
Moke aa npuauHu 3abonsaBane or COVID-19 na Bamero nere.

Yrorpebara Ha Ta3u BaKCHHA TPSIOBA Ja € B ChOTBETCTBUE C O(DHUIHMATTHUATE IPETIOPHKH.

2. KaxBo TpsadBa na 3uaere, npeau Comirnaty Original/Omicron BA.4-5 na 0b1e npujioxkeHna
Ha Bamero nere

Comirnaty Original/Omicron BA.4-5 He Tpsa0Ba 1a ce npuiara

o ako Barrero nete e anepruiHO KbM aKTHBHOTO BEIIECTBO WM KbM HSKOS OT OCTAHAIIUTE
ChCTaBKH Ha TOBA JICKapCTBO (M30pOCHH B TOUKA 6).

Bepcusa 46/03.07.2024



[pexynpe:xaeHns u npeanasHu MepKu
ToBoperte ¢ nekapsi, papmarieBTa WM MeJUIIMHCKATa cecTpa Ha Barrero gere, npeau aa my Objie
MPUIOKEeHA BAKCHHATA:

L aKO HsKOra € uMaJio TEXKa aJICpruida pCaxkuusa 1ujin HpOGHeMI/I C JMHIIaHETO CJIC MHKCKTUPAHE
Ha HJIKaKBa pyra BaKCHMHA WA CICH KaTO MYy € ouna MMPUJIOKCHA Ta3U BAKCHMHA B MUHAJIOTO.

L4 aKO I'0 MMPUTCCHABA NPOLUCCHT HA BAKCUHUPAHC WJIH HAKOTa € IIpruIiagajo CJICa 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 TIOBHUIIIEHA 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 JICKAPCTBO, KATO KOPTUKOCTEPOU, KOCTO IMOBJIMABA 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 J1a CE€ Pa3BUSAT JIO HAKOJIKO THU 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 Te€3M Ha Bb3pacT oT 12 1o 17 rogunu. B moBeueTo ciydyan Ha MUOKapIUT U MEPUKAPIUT
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 TICPUKAPINT, HAPUMED 3a1yX, ChplicOneHe win 00iKa B I'bPANUTE, U
Tpsi0Ba He3a0aBHO Ja MOTHPCHUTE JIEKAPCKA TIOMOIII, aKO T€ HACTBIIAT.

Kakro Bcnuku Bakcuan, Comirnaty Original/Omicron BA.4-5 Moxe 1a He 3allUTH HAITbJIHO BCUYKU
BaKCHHHUPAHU M HE € N3BECTHO KOJIKO IBJIro Bamero gete me 0b/e 3aiuTeHo.

Eduxacnoctta Ha Comirnaty Original/Omicron BA.4-5 Moxe Ja € mo-HUCKa MPH X0pa ¢ 0TciIadeHa
UMyHHa cuctemMa. Ako Bamero nere e ¢ orciabeHa MIMyHHa CUCTEMaA, MOXKE J1a MOTy4d
nmomreaATETHA 4031 Comirnaty Original/Omicron BA.4-5. B te3u ciay4an TpsiOBa ga mpoabinKe qa
crnasBa (pu3ndecKkuTe Mpeana3Hd MepKH, 3a Aa moMorte 3a npesenuusTa Ha COVID-19. Ocsen ToBa
ONMM3KKTE KOHTAKTHY JIUIA Ha AeTeTo Bu TpsiOBa na ObIaT BaKCHHUPaHHU, aKO € MOIXOAAIIO.
OO0chaeTe MOAXOIINTE HHINBHIAYATHH PETIOPBKU C HETOBHS JIEKap.

Hena
Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/no3a HHXEKITHOHHA IUCIIEPCHs HE ce
npenopbyBa MpH Jiella Ha Bb3PacT MO/ 5 TOMHU.

[Ipennarat ce meauaTpuyYHU JIeKapcTBeHH (POPMU 3a KbpMadeTa U Jiella Ha Bh3pacT MmoJ 6 Mecera J10
4 roaunu. 3a moapoOHa HH(OPMAILIKS, MOJIS, BUXKTE JJUCTOBKATa HA ChOTBETHUTE ChCTABH.

Bakcunara He ce Mperopp4Ba Mpu KbpMaucTa Ha Bb3pacT IO 6 MeEcena.

Apyru nexkapcrBa u Comirnaty Original/Omicron BA.4-5

TpsiOBa 1a kaxkeTe Ha Jiekaps wiu papmMalrieBTa Ha Barero nere, ako gerero Bu u3nonssa, HacCKopo e
M3II0JI3BAJIO MITH € BE3MOXKHO J1a U3I0JI3Ba JPYTH JICKAPCTBA, MIIM HACKOPO MY € MPIJIOKEHA HIKaKBa
JIpyra BakCHHa.

BpemMeHHOCT M KbpMeHe
Axo Bareto nere e 6peMeHHO, TpsOBa J1a Ka)keTe Ha HETrOBHSA JIeKap, MEIUIIMHCKA CeCTpa WK
(dapmarnieBT, npeau Aa My ObjIe MPUIOKEHA Ta3W BaKCHHA.

Bce omie nmnicBar ganHu oTHOCHO yrotpebaTta Ha Comirnaty Original/Omicron BA.4-5 o Bpeme Ha
opemMenHocT. Bee mak rosism o6eM nHbopMalius, mojydeHa OT HaOMIOACHUETO Ha OPEMEHHH JKEHH,
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BaKCHHHPAHH C TbPBOHAYAIHO pa3pelieHaTa 3a yrnorpeda BakcnHa Comirnaty mpe3 BTOPHS U TPETHUS
TPUMECTHP, HE TIOKa3Ba Ja UMa HeOIaronpusTHH eeKTH BbpXY OPEMEHHOCTTA WK HOBOPOJICHOTO.
Makap ue nuapopmanusra 3a epeKTUTE BhPXy OPEeMEHHOCTTA HIIU HOBOPOJICHOTO CJIE/I BAKCHHAITUS
mpe3 MbPBUS TPUMECTHP € OTPaHUYCHA, He ce HaOJIF01aBa MPOMSHA 110 OTHOIIICHUE HA PUCKA OT
criontaneH abopt. Comirnaty Original/Omicron BA.4-5 Mosxe aa ce mpuiiara 1mo BpeMe Ha
OpeMEeHHOCT.

Bce omie nunicar qanau oTHOCHO yrioTpebaTta Ha Comirnaty Original/Omicron BA.4-5 B meproia Ha
KbpMeHe. Bee mak He ce odakBaT ehekTH BbPXY KbPMEHOTO HOBOPOJICHO/KbpMaueTo. JlaHHuTe,
NOJTYYEHHU OT HAOJIOAEHUETO Ha KEHH, KOUTO KbPMST CJIe]] BAKCHHALIWS C ITBPBOHAYAIHO
paspeuieHata 3a ynorpeba BakcuHa Comirnaty, He IOKa3BaT PUCK OT HeXeJIaHu epeKTu npu
KbpPMEHHUTE HOBOpOJeHH/KbpMadeTa. Comirnaty Original/Omicron BA.4-5 Moske na ce npunara B
nepuoa Ha KbpMEHE.

Ilopupane u padoTa ¢ MAIIMHU

Hsikou ot edexTHTE Ha BAaKCHHATA, YITIOMEHATH B TOUKa 4 (Bb3MOXKHU HEXKETaH! peaKIii) MOTaT
BpPEMEHHO J1a TIOBIUSAT criocoOHOCTTa Ha Bamiero nere 3a pabota ¢ MaliMHy WK IpeapueMane Ha
JIEHOCTH KaTo KapaHe Ha Beyocwurie. V3uakaiite, 1okaTto Te3u epeKTH OTIIYMST MpeTu
BBH300HOBSIBAaHE HA JIEHHOCTUTE, KOMUTO M3UCKBAT IIBJIHO BHUMaHUE OT HErOBa CTPaHa.

3. Kak ce npuiara Comirnaty Original/Omicron BA.4-5

Comirnaty Original/Omicron BA.4-5 ce nmpunara karo umxkeknus ot 0,3 ml B Myckys B TOpHaTa 9acT
Ha pbKaTa Ha Bamero aere.

Ha nerero Bu mie Ob1e HanpaBeHa | WHXKEKIMS, HE3aBUCHMO JaJIH TP TOBA € IOJyYaBaio BaKCHHA
cpemry COVID-19.

Axko mipequ ToBa eteTo Bu e Omito BakcuHMpaHo ¢ BakcuHa cpemry COVID-19, ve Tpsa6Ba na
nony4daBa j03a Comirnaty Original/Omicron BA.4-5, mokaTo He H3MHHAT Haii-MaJIKoO 3 Mecela ciex
HocJieiHaTa 103a.

Axo gerero Bu e ¢ oTcnabeHa UMyHHA CHCTEMa, MOXKE Ja ITOJTy9d JOIBIHUTENTHHN 103U Comirnaty
Original/Omicron BA .4-5.

AKO UMaTe HAKaKBH JTOMBIHUTEIHHA BBIIPOCH, CBHP3aHH ¢ yroTpedara Ha Comirnaty
Original/Omicron BA.4-5, nonmraiite Bamms nekap, hapmaneBT wim MEAUIIMHCKA CECTPa.

4. Bb3MOKHHU HeKeJTaHU pP€aKkuumn

Kakro Bcnuku Bakcuau, Comirnaty Original/Omicron BA.4-5 Moske 1a mpein3BuKa HexXeJIaHu
pEaKIiH, BBIIPEKH Y€ HE BCEKU I'M MOTydaBa.

MHOro0 4ecTH HeKeJIaH! peaKIUM: MOrat Jia 3acertar noseue ot 1 Ha 10 mymmu
Ha MSICTOTO Ha MH)KEKTHUpPaHe: 00JIKa, OTOK

yMopa, r1aBodoue

0oJKa B MyCKyJIHUTE, OOJIKAa B CTABUTE

BTPHUCaHE, MOBUILICHA TEMIIEpaTypa

Iuapus

YecTH HexxeTaHU peaKIMM: MOTaT a 3acerHar a0 1 Ha 10 gy

o rajicHe MoBpbIaHe
. 3ayepBsBaHE HA MICTOTO Ha MHXXEKTUpaHe (,,MHOTO YyecTHu" Ipu Bb3pact 5 10 11 rogunn)
o yrosieMeHu JIuM(pHU Bb3H (Ha0IF01aBa Ce MO-4ecTo ciie OycTep n03aTa)
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HeuecTu HexXe1aHU peakiuu: MoraT jaa 3acerHat A0 1 Ha 100 gymm
HEepasoJIOKEeHUE, yCeIIaHe 3a CIa00CT MIIH JIUTICA Ha EHEPTHs/ ChHITMBOCT
Ooika B ppKara

Oe3chHME

C'Bp6e)i( Ha MACTOTO Ha MHXKCKTUPAHE

aJIepTHUYHU PEaKIIui KaTo OOPUB MM ChPOEK

HaMalleH aleTUT

3amaiiBaHe

IMPEKOMEPHO U3NOTABAHC, HOIIHU U3NIOTABAHUA

Penxu Hexenanm peakumu: Morat Aa 3acertat 1o 1 va 1 000 npymwm
° BPEMEHHO €THOCTPAHHO YBUCBAHE Ha JIMIIETO
. aJIEpTUYIHY PEaKIMK KaTo YPTUKAPUS WU TIOTyBaHE Ha JIUIETO

MHOro peaKu He:KeJIaHu peakiuu: Moxe fa 3acertar 1o 1 #a 10 000 mymm
. BB3MAJICHUE HA CHPACYHUS MYCKYJT (MHOKAPIUT) MU Bh3MAJICHHE HA BHHIHATA OOBUBKA HA

CBHPIETO (TIEPUKAPIUT), KOETO MOXKE Ja TOBEJE 10 3aayX, ChplieOneHe WiIn OOJKa B IbPIUTE

C Heu3BecTHA YecTOTa (OT HATMYHUTE TAHHU HE MOXe J1a ObJIc HAllPaBeHA OLICHKA)

. TEXKa alepruiHa peaxius

. 0OIIMPEH OTOK HA BAKCHHUPAHUSI KPaHUK

. OTOK Ha JIMLETO (IIOAyBaHe Ha JIUIIETO MOXeE Jia Ce MOSIBU IPY MALUEHTH C AepMajieH QUIbp)
. KO>KHA peakuys, o ¢popmara Ha YEpBEHHU I€THA WK OOpPUB 110 KOXaTa, KOHTO MOKe J1a

M3MJIekKA KaTo ,,MHUIICHA" WIU ,,0MBOJICKO OKO® C ThMHO YE€PBEH IICHTHP, OKOJIO KONTO UMa I10-
CBETJIM YepBEHHU KPBIroBe (eputemMa MynTudopme)

. HEOOWYAIHO yCeIlaHe 10 KoXKaTa, KaTo H3TPhIIBAHE WM MpaBy4YKaHe (I1apecTe3us)

. HaMaJISIBaHE Ha YCEIaHUATa WM YyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKATa (XUIICCTE3HS)

. TEXKKO MEHCTPYaJTHO KbpBeHE (ITOBEUETO CIIyYau U3IIICK/Ia HE Ca CEPUO3HU H Ca C BpEMCHEH
XapaxTep)

ChobiIaBaHe HA HesKeJIAHU peaKkIuu

Axo Bamiero nete moyyun HAKaKBY HEXENNAHH JICKAPCTBEHU PEaKIIMU, YBEIOMETE HETOBUS JieKap,
(hapMalieBT WM MEIHMIIMHCKA cecTpa. ToBa BKIIFOUBA BCUYKHM Bb3MOKHH HEONUCAHU B Ta3H JIUCTOBKA
HEXEJIaHU peakiuu. MoKeTe ChIIO Jia ChbOOIIUTE HeXEIIAaH! PEaKIuu TMPEKTHO upe3 M3nmbiHuTenHa
arceHITHS TI0 JIeKapcTBaTa, yiL. ,,Jlamsa I'pyes* Ne 8, 1303 Codwus, Ten.: +359 2 8903417, yebcaiit:
www.bda.bg. Kato cho011aBare HexxenaHu peakiim, MOXKETe Jia TaJeTe CBOSI IPUHOC 3a IMOJTyYaBaHe
Ha ToBe4e MH(OpMAaIUsl OTHOCHO 0€30IacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansiate Comirnaty Original/Omicron BA.4-5

Jla ce cpxpaHsIBa Ha MSICTO, HEAOCTHITHO 3a JIETIa.

CrnenpamaTta nH(pOpMAaIUs OTHOCHO ChXPaHEHHUETO, CPOKA Ha TOHOCT M paboTara e mpeaHa3HaueHa 3a
MEIUIIMHCKH CIIEIIAAJIUCTH.

He n3non3Baiite 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 cpxpansiBa BbB (puzep npu -90°C no -60°C.

)Ia CC ChbXpaHsiBa B OpUTMHAIHATa OIIAaKOBKaA, 3a Jia CC MPEAIia3su OT CBETJIIMHA.

Bepcusa 46/03.07.2024



Bakcunara ce momydaBa 3ampasena npu -90°C mo -60°C. Crnen mosydaBaHe 3aMpa3eHaTa BaKCHHA
MOe na ce cbxpansaBa win mpu -90°C mo -60°C, nmu npu 2°C mo 8°C.

Ennonososu ¢uakonn: Koraro ce cexpanssat 3ampazenu npH -90°C go -60°C, onakoBKHTE C
10 eqrOMO30BY (hiakoHA BaKCHHA MOTaT 1a ce pasmpazst mnpu 2°C no 8°C 3a 2 yaca, a eTUHAIHA
(hbmakoHM MOTaT J1a Ce pa3MpassT mpu craiiHa remmneparypa (1o 30°C) 3a 30 MuHyTH.

Mtuorono3oeu diakonu: Koraro ce chxpansieat 3ampaseru rnpu -90°C no -60°C, onakoBKUTE ¢
10 ¢rakoHa BakcuHa Morar jaa ce pasmpasar npu 2°C no 8°C 3a 6 yaca, a eAMHUYHY (DJIAKOHH MOTAT
Jia pa3MpassaT npu ctaiiHa temneparypa (1o 30°C) 3a 30 MUHyTH.

Pa3mpasenu (npeau ToBa 3aMpasenu) (iaakonu: Ciiel KaTo BEIHBK € U3BaJCH OT hpu3epa,
HEOTBOPCHUSAT (PJIAKOH MOXKE /1a Ce ChXpaHsBa U TpaHcopTupa B xnanunHuk npu 2°C no 8°C no

10 ceqmuny, 6e3 1a ce IpeBHIIaBa 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 BeIHBXK € pa3Mpa3eHa, BAKCHHATA He MOXKe Jla Ce 3aMpa3siBa IOBTOPHO.

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

C PasMpPa3CHUTE (I)J'IaKOHI/I MOXKE Ja C€ pa6OTI/I B YCJIOBHA Ha CTaiiHa CBETIIMHA.

OtBopenu ¢uakonu: Crnex mbpBOTO MPOOKBAHE Ha 3alylIalikaTa Ha (JlaKoHa, ChXpaHsBaiiTe
BakcuHata npu 2°C o 30°C u s n3nosnssaiite B paMkuTe Ha 12 yaca, KOeTo BKIIIOYBa 0 6 yaca BpeMe
3a TpaHcnoprupaHe. M3xBbpiere Hen3oa3BaHaTa BAaKCHHA.

He u3non3paiite Tazu BaKCHHa, akoO 3a0€eNeKnTe BUJUMHU YaCTUIIU UK NIPOMSAHA Ha IBCTA.

He u3xBbprsiite nekapcTBaTa B KaHaJIU3alUsATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamms dapmMarnieBT kak ga U3XBBPIATE JIEKapCTBaTa, KOUTO Bede HE U3Io3Bare. Te3n MepKu Ie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpela.

6. Chbabp:kaHue Ha ONIAKOBKATA M JOITBJIHUTETHA HH(pOpManus

Kakso cpabp:xka Comirnaty Original/Omicron BA.4-5
. Axrtupnure Bemiectsa Ha ”PHK Bakcunara cpernty COVID-19 (aykieo3unno Mmoauduirpana)
ce Hapu4aT TO3uHaMepaH 1 (paMTO3uHAMEPaH.
—  Enun enqHono3oB ¢iakoH chabpka 1 g03a 0,3 ml ¢ 5 Mukporpama To3nHamMepaH
(opurnnanna) u 5 Mukporpama amroszuHamepat (Omicron BA.4-5) Ha no3a.
—  Egwa MHOr0om0308B ¢uiakoH ceappka 6 mo3u mo 0,3 ml ¢ 5 Mukporpama To3MHaMepaH
(opurunanza) u 5 mukporpama amroznHamepan (Omicron BA .4-5) Ha no3a.
. Hpyru cecTaBku:
- ((4-xunpoxcubyTrin)azaneuni )onc(xekcan-6, 1 -mumi )ouc(2-xeKCuigeKaHoar)
(ALC-0315)
- 2-[ (monuerunenriukon)-2000]-N,N-nmurerpagenmnaneramua (ALC-0159)
- 1,2-nmucreapoun-sn-raurepo-3-pochoxomun (DSPC)
- XO0JIeCTEPOI
- TPOMETaMO
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIA 32 HH)KEKLIUU
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Kak n3raexna Comirnaty Original/Omicron BA.4-5 1 KakBo ChbPiKa ONAKOBKATA
Baxkcunara e 6uctpa 10 ieko onaiecreHTHa guctepcus (pH: 6,9 — 7,9), nocTaBsHa B €UH OT ABaTa
BU/1a (IIAKOHH:

. Ennono3oB ¢iakoH ¢ 1 m03a — npospadeH ¢iiakoH (cTekio tum [) 2 ml, ¢ rymeHa 3amymanka
U C aJlyMHHHEBa 00KaTKa M OTYYIBAILO CE CHHBO IUIACTMACOBO Karayue; Wiu
o MHorono308 hiakoH ¢ 6 1031 — npo3paueH (aakon (cTokio tum I) 2 ml, c rymena

3amymalika 1 ¢ aJlyMHUHHEBa oOKkaTka U OTYYyIBallo C€ CUHBO IIaCTMACOBO Karra4de.

Bun omakoBka ¢ erHom0308U Quiakonu: 10 pruakoHa
Bun omakoBka ¢ MHOT0/1030BH (jiakonu: 10 ¢urakoHa
He Bcuuku BUIOBE ONAaKOBKW MOTaT Ja ObJaT IMyCHATH Ha Ia3apa.

IIpurexkaTes Ha pa3pelIeHHETO 32 yHoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

tein.: +49 6131 9084-0

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

IMpousBoauTe

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

TI'epmanus

3a JONBJIHKUTEIHA HH(OPMALUSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MIPE/ICTaBUTEN Ha MIPUTEXKATEIS Ha Pa3perIeHneTo 3a yrnorpeoda:

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTa Ha nmocjeHo npepasrJie;xkaane Ha JuctoBkaTta 07/2024

CKaHHpaﬁTe Koga C MOOUIHO yCTpOI>'ICTBO, 3a Jia NOJIY4YHUTC JIMCTOBKATa HAa pa3/IMdYHU €3UIIU.

URL: www.comirnatyglobal.com

[Honpo6Ha mH(pOpManHs 3a TOBA JIEKApCTBO € peocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
10 JIeKapcTBara https://www.ema.europa.eu.

IMocouyenaTra mo-xo1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIIMHCKH CIIEIAATUCTH:
[Ipunaraiire Comirnaty Original/Omicron BA.4-5 uHTpamyckyJiHO KaTo equHu4Ha g03a 0,3 ml,
HE3aBHUCUMO OT IPEIUITHUS BaKCHHAMOHEH cTaTyc 32 COVID-19.

Ha nuna, xouto npean ToBa ca 6unn BakcuHMpaHu ¢ BakcuHa cpeiry COVID-19, Comirnaty

Original/Omicron BA.4-5 TpsiOBa na ce mpuiara Haii-malko 3 Mecelia cliei ocieHaTa 10332 BaKCUHa
cpemry COVID-19.
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Ha nua cbc cumHo oTcinabeHa HMYHHa CUCTEMA MOXKE 1a CC MPUJIOKAT TOITbJIHUTCIIHNA T03U.

IMpocaegumoct
3a Ja ce HOI[O6pI/I MMpocCJICAMMOCTTA Ha OMOIOTUYHUTE JICKAPCTBCHU MPOAYKTHU, UMETO U MMAPTUAHUAT
HOMED Ha MPIWIOKEHUS IPOAYKT TPsIOBa SICHO J1a Ce 3aIrCBar.

Yka3zanus 3a paGora npeau ynorpeoda
Comirnaty Original/Omicron BA.4-5 Tpsi0Ba ja ce mpUTOTBH OT MEIUIIMHCKH CIICIIAIIICT, KaTo ce
W3M0JI3Ba aCENTHYHA TEXHHKA, 32 JIa CE TapaHTHpa CTEPUIIHOCTTA Ha IPUTOTBEHATA TUCTICPCHSI.

ITpoBepete nanu GIaKOHEBT € ChC CHHBO MJIACTMACOBO Kamaye U JIaid UMETO Ha TIPOJIyKTa €

Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/no3a HHKeKIIHOHHA TUCIIEPCHS.

(mema Ha 5 1o 11 roguam).

AKO UMETO Ha NPOJYKTa BbPXY €THKeTa Ha (hJIakoHa € IPyro, MOJIsl, HalpaBeTe CIpaBKa ¢

KpaTKara XapaKTepUCTHKa Ha POJIyKTa 33 TO3U ChCTAB.

AKko (JIaKOHBT ce ChbXpaHsBa 3aMpa3eH, TOH Tps0Ba Ja ce pa3Mpasu Ipeau yrnorpeoda.

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

pasmpasst. YBeperte ce, 4e (IIakoOHUTE ca HaIlbJIHO Pa3Mpa3eHu Npeau ynorpeoa.

- Ennono3oBu ¢nakonu: PasmpassiBanero Ha eaHa onakoska ¢ 10 egH01030BU (uiakoHa
MOJKE 1a OTHEME 2 Jaca.

- MHorozno3osu ¢nakonu: PazmpassBaneTo Ha enHa onakoBka ¢ 10 MHOron0308u (akoHa
MOJKe J1a OTHEMe 6 Jaca.

Crnen npemecTBane Ha (hiakoHHTE 3a chbxpaHeHue npu 2°C o 8°C, kopurupaiite cpoka Ha

TOJHOCT BbPXY KapTOHEHATa OIaKOBKA.

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

MIpeBHILIaBa OTIEYATaHUAT cpok Ha rogHocT (I'oxen no:).

Bb3MorkeH e Apyr BapHaHT, IPpU KOWTO €IUHUYHM 3aMpa3eHH (DJIaKOHU MOJKE J1a C€ pa3Mpassr

3a 30 munyTH TIpH TemmepaTypa g0 30°C.

[Mpenu ynmotpeba HEOTBOPEHHAT IIAKOH MOXKE J]a ce ChXpaHsBa a0 12 yaca mpu TeMIiiepaTypa

1o 30°C. C pasMpa3zenute (haaxoHH MOXKe /1a ce pabOTH B YCIIOBUS Ha CTaifHA CBETJIMHA.

Ipuroresine Ha no3u 0,3 ml

Buumarenno pasmecete, kaTo o0bpHeTe hnakonute 10 mbtu. He pasknamaiite.

[Ipenu pa3mecBaHe pa3mMpaseHaTa JUCTIEPCUs MOXKE 1a ChIbprKa Oenn 10 mouTH Oemnu
HETpOo3padyHu aMOpGhHU YaCTHLIN.

Cnen pa3mecBaHe BakcHHATa TpsOBa Ja NMpeAcTaBisaBa OUCTpa 0 JIEKO onajeclieHTHa
nucnepcus 0e3 Buanmu yactuiy. He n3nonsBaiite BakcuHaTa [IpyU HaJIMUMe HA YACTUIM WIH
MpOMsIHA Ha I[BETA.

[Tposepete nanu GIakoHBT € €AHOL030B WM MHOT'OJI030B U CJICABANTE NPUIOKUMUTE
yKazaHus 32 paboTa Mo-AoIry:

— EnnonozoBu ¢urakonn

L] W3rernere equanyHa go3a Bakcuda ot 0,3 ml.
. UzxBbpriere haakoHa U OCTaHANMS 00EM.
- MHoro030BH (hjIaKoHH

. Bcekn MHOT01030B (hi1akoH cbabpxa 6 go3u o 0,3 ml.

. Kato u3non3Bare acenTryHa TeXHUKA, OYUCTETE 3aMylIaikara Ha (iakoHa ¢
TaMIIOH 3a €IHOKpAaTHA yroTpeda, HAIOCH C aHTUCENTHICH Pa3TBOP.

= Uzrernere 0,3 ml Comirnaty Original/Omicron BA.4-5 3a neua Ha Bb3pact 5 10
11 roguHm.

TpsiOBa na ce M3MONI3BAT CHPHHIIOBKYU W/WJIH UIJIH ¢ MAJIBK MBPTHB (HEH3M0J13BaeM) 00eM,
3a J1a ce U3TEryT 6 103U OT eauH ¢nakoH. KoMOMHALMsTa OT CIIPUHIIOBKA U UIJIA C MAJIBK
MBPTHB 00eM TpsIiOBa 1a UMa MBPTHB 00€M HE HO-TOJISIM OT 35 MUKPOIHUTPa. AKO ce U3M0I3BaT
CTaHJApTHU CIIPHHIIOBKH W HMIJIM, MOXKE JIa HAMA JIOCTAaTh4eH 00eM 3a M3TErIIsSTHE Ha [IecTa /1032
oT eauH (prakoH.
Bceska noza tpsabsa na ceabpxka 0,3 ml BakcuHa
AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJIaKOHA BaKCHHA HE € JOCTAaThYHO 3a elHa LsIa 1032
0,3 ml, u3xpbpiere GrakoHa ¥ OCTaHAIHS 00EM.
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o 3anuineTe ChOTBETHUTE JaTa/yac BbpXY QuiakoHa. V3XBbpIeTe HEN3IoI3BaHaTa BAKCHHA
12 vaca ciieq MbPBOTO MPOOMBAHE Ha 3allylIankara Ha (iakoHa.

H3xBBpIsiHe
Hewunsnons3BanusT nexkapcTBeH NPOLYKT WK OTHaIbUYHUTE MaTEPUANI OT HEro TpsioBa J1a ce U3XBBPIIST

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHHA.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 10 Mmuxporpama/no3a HHKeKIIHOHHA THCIIePCHS
Jeua na 5 no 11 rogunm
uPHK Bakcuna cpemry COVID-19
COVID-19 mRNA Vaccine
OperoBamepan (bretovameran)

vTO3I/I JIEKapCTBEH MPOAYKT TOJUICKH Ha JOMBIHUTEIIHO HAOM0eHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBSIBaHE Ha HOBa MH(OpMaIus OTHOCHO Oe3omacHOCTTa. MoxeTe Ja JaieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA peaKins, KosATo Bamero nete € moayduino. 3a HauMHa Ha ChOoOIaBaHe 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 HANOXKU J1a 1 IPOYETETE OTHOBO.

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

o Axo Barieto nere moy4n HIKaKBH HEXEJIaHU PeaKkiluy, yBeIOMETe HErOBHUs JieKap, papMarieBT

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIOYBA U BCHYKU BH3MOXKHU HEXKEIIAHU PEAKI[UU, HEOITMCAHU B
Tas3u JIUCTOBKA. BinkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

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

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

BBb3MOXHU HEKETIaHU PEAKLIUU

Kak na cexpansBare Comirnaty JN.1

ChbabpkaHre Ha ONAaKOBKATa M AOIBIHUTENIHA HH(POPMALUS

QAP

1. Kaxkso npeacraBiassa 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 10 Mmukporpama/no3a WHXEKIIHOHHA JTUCIIEPCHS ce TIpujiara Ha Jiela Ha Bb3pacT OT 5
1o 11 roguan.

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
3abomsiBane oT COVID-19 na Bameto nere.

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

2. Kakso TpsdBa na 3Haere, npeau Comirnaty JN.1 na 0bae npuiioxena Ha Bamero nere
Comirnaty JN.1 He TpsiOBa 1a ce mpujara

o ako Bamiero nere e anepruyHO KbM aKTUBHOTO BEIIECTBO WJIH KbM HSKOS OT OCTAHAITUTE
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 BAKCUHATA!

L aKO HsKOra € uMaJio TEXKa aJICpruida pCaxkuua Ujiin HpOGHeMI/I C JMHIIaHETO CJIC MHKCKTUPAHE
Ha HJIKaKBa pyra BaKCHMHA WA CICH KaTO MYy € ouna MNPUJIOKCHA Ta3U BAKCHMHA B MUHAJIOTO.

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

L4 aKO MMa TEXKKO 3a00J1sBaHE WUIH HHq)eKHHH C BUCOKa TeMIIepaTrypa. O6aue Bameto JAC€TC MOXKE

Ja ObJie BAKCHHUPAHO, aKO UMa JIEKO TIOBUIIIEHA TEMITepaTypa WiH Jieka HH(EKIIKs Ha TOPHUTE
JUXaTeJTHHU ITbTHUINA, KATO HACTUHKA.

o aKo “Ma npobJieM ¢ KpbBOCHCUPBAHETO, JIECHO MOJTyyaBa CHHUHH MJIM W3I0JI3Ba JICKApCTBO 32
MpeJina3BaHe OT MOsSBa HAa KPbBHU CHCUPEIIH.
o aKo “Ma oTciadeHa UMyHHa cUcTeMa ropanu 3a0omnsBane, Harpumep uadpekuus ¢ HIV, unu

IIPUEM Ha JICKAPCTBO, KATO KOPTUKOCTEPOU, KOCTO IMOBJIMABA UMYHHATa CUCTEMA.

CehliecTByBa MOBHIIEH PUCK OT MHOKAPAHT (Bb3MAIEHUE HA ChPACUYHUS MYCKYIT) U IIEPUKAPIUT
(BB3MaJIeHUE HA BhHIIHATA OOBMBKA Ha ChpIETO ciiel BakcuHalus ¢ Comirnaty (Bx. Touka 4). Te3u
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO THU CIie/l BAKCHHAIUATA U IPEIUMHO B paMKHTE Ha
14 nau. Te ca HaOIrOMaBaHM TIO-4ECTO CJIell BTOpaTa BAKCHHALIUS U ITO-4ECTO TIPU 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, HAIPUMED 3a1yX, ChplicOneHe win 00iKa B I'bPANUTE, 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 Bamerto niete e ¢ otciabeHa IMyHHA CUCTEMa, MOKE J1a TIOJTyYH JOIIBIHUTEIHHU 103U
Comirnaty JN.1. B Te3u ciryuaun TpsiOBa /1a IpOIBIDKY J1a Ca3Ba GU3NIECKUTE TPEAa3Hi MEPKH, 3a
Ja moMorHe 3a npeseHIusaTa Ha COVID-19. OcBeH ToBa 0JIM3KUTE KOHTAKTHH JIMIIA Ha IeTeTO Bu
TpsiOBa 1a ObIAT BaKCHHUPAHH, aK0 € Moaxo1sm1o. O0chaeTe MOAXOIAIINTE HHANBUAYATHH
MIPETIOPHKH C HETOBHS JIEKap.

Hena
Comirnaty JN.1 10 Mmukporpama/mno3a WHXEKIIHOHHA TUCTIEPCHS HE Ce MPENopbhyBa MpH JIena Ha
BB3pacT Mo 5 TOJIUHM.

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

Bakcunara He ce Ipernopp4Ba Mpu KbpMauCTa 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
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IBPBOHAYAHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty nipe3 BTOpHUS U TPETHsI TPUMECTB], HEe
MOKa3Ba Jla Ma HeOIaronpusTHH e(peKTH BbpXy OPEeMEHHOCTTA WITH HOBOPOJICHOTO. Makap 4e
uHpopMaIuaTa 3a e(heKTUTE BBPXY OPEMEHHOCTTA WIH HOBOPOACHOTO CJIE]] BAKCUHAIIHS MTPE3 MbPBUS
TPUMECTHD € OTpaHUYCHA, HEe ce HaOJIF0/1aBa MPOMSHA 110 OTHOIIICHHUE HA PUCKA OT CIIOHTaHEeH a0opT.
Comirnaty JN.1 Moxe fa ce mpmiara mo BpeMe Ha OpeMeHHOCT.

Bce omie nuncBar ganau oTHOCHO ynoTpebaTta Ha Comirnaty JN.1 B meproaa Ha kepMeHe. Bee mak He
ce ovakBaT e(peKTH BbPXY KbPMEHOTO HOBOPOJICHO/KbpMaueTo. JlaHHUTE, TIOTyYeHH OT
HaOJII0/IEHUETO Ha KEHU, KOUTO KbPMT CJI€] BAKCUHALIUS C IbPBOHAYAIHO pa3pelleHaTa 3a ynorpeda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXENaHU e(heKTH NPH KbPMEHUTE HOBOPOJCHN/KbpMaydeTa.
Comirnaty JN.1 Moxe ia ce npuiara B Iepuoaa Ha KbpMEHe.

lodupane u padora ¢ MalIMHK

Hsxkou ot edexTuTe Ha BakcHHATa, yIIOMeHATH B Touka 4 (BBh3MOXKHU HE)KENaHU peaKIny) MOTatT
BpPEMEHHO J1a TIOBJIUSIAT criocoOHOCTTa Ha Bamiero fere 3a pabota ¢ MaliiHy WK MpeIIpUeMane Ha
JICHHOCTH KaTo KapaHe Ha Bejocuriea. MzyakaiiTe, 10kaTo Te3u e()eKTH OTIIYMST IPEaU
BBH300HOBSIBaHE Ha JICHHOCTHUTE, KOUTO M3UCKBAT ITHJTHO BHUMAHHUE OT HETOBA CTPaHAa.

3. Kak ce npmiiara Comirnaty JN.1

Comirnaty JN.1 ce npunara kato umkexus ot 0,3 ml B Myckyn B ropHaTa yacT Ha pbkaTta Ha Bamero
JeTe.

Ha nerero Bu e Ob/ie HanpaBeHa 1 MHXKEKIMS, HE3aBUCHMO JIAJIH MPEIU TOBA € MOJTyYaBajio BAKCHHA
cpemry COVID-19.

Ako nipequ ToBa nieteTo Bu e Omito BakcuHMpaHo ¢ BakcuHa cperry COVID-19, ve Tpsa6Ba na
noiy4asa go3a Comirnaty JN.1, tokaTto He U3MHHAT Hail-MaJlko 3 Mecella Clie/ MocieHaTa J103a.

Axko gerero Bu e ¢ oTcnabeHa UMyHHA cEcTEMa, MOXKE Ja ITOJTydd JOIBIHUTENTHH 103U Comirnaty
IN.1.

AKO UMate HAKaKBH IOMBIHUTEITHA BBIIPOCH, CBBP3aHu ¢ yroTpedara Ha Comirnaty JN.1, mommraiite
Bamms nekap, ¢papManeBT WM MEIUIMHCKA CECTpa.

4. BB3MOKHHU HeKeJTaHU peakiun

KaxTo Bcnuku Bakcuan, Comirnaty JN.1 Moske 1a mpean3BruKa HeXXeJTaH! PeaKIiy, BRIIPEKH Ye He
BCEKH TH TTOJTyJaBa.

MHOro0 4ecTH HeKeJIaHU peaKIUM: MOrar Jia 3acertat noseue ot 1 Ha 10 mgymm
Ha MCTOTO Ha MHXXEKTUpaHe: 00JIKa, OTOK

yMopa, T1aBodoue

0omKa B MyCKyJHTe, 0OJIKa B CTABUTE

BTpHUCAHE

TUapus

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

o rajicHe, MOBpbIAHE
. 3auepBsIBaHE HA MICTOTO Ha MHXEKTUpaHe (,,MHOTO YecTH" Tpu Bh3pact 5 1o 11 rogunn)
. yrosieMeHu JIuM(HU Bb31H (Ha0IF01aBa Ce MO-4ecTo ciie OycTep m03aTa)

HeuecTu HeskesaHu peaknmu: Morar fa 3acertar 7o 1 Ha 100 gymm
. HEPa3IoJIOKEHUE, yCEIIaHe 3a CI1a00CT WM JIUIICA HA €HePIHsl/ChHIMBOCT
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0onka B ppKaTa

Oe3cpHUE

ChpOeXkK Ha MICTOTO HA MH)KEKTUPAHE
AJIePTUYHU PEaKIIMU KaTo OOPHB MUITH CHPOSK
HaMaJIeH alleTUT

3aMaiiBaHe

MPEKOMEPHO M3MOTIBAHE, HOLHHU U3MOTSIBAHUS

Penxu Hexe1aHM peakuuu: Morart ga 3acerrat o0 1 za 1 000 mymm
. BPEMEHHO €IHOCTPAHHO YBUCBAHE Ha JIUICTO
. aJICPrMYHU PEaKIUy KaTo YPTHKAPHUs WIN IIOyBaHEe Ha JIUICTO

MHoOro peaku He:keJIaHU peakuu: Moxke 1a 3acerHar 1o 1 Ha 10 000 nymwm
. BB3MAJICHHE HA ChPJICYHHS MYCKYJT (MUOKAp/IUT) WK Bh3AJICHNE Ha BHHIITHATA OOBUBKA Ha

CBHpPIETO (TIEPUKAPIUT), KOETO MOKE Ja TOBEJE 10 3aayX, ChplieONeHe iIn OOJKa B TbPIUTE

C Heu3BecTHA 4ecTOTAa (OT HATMYHUTE JTAHHU HE MOXe J1a ObJie HAaIlpaBeHa OILICHKA)

. TEXKa aJepruyHa peakuus

. OOIIMPEH OTOK HAa BAKCHHUPAHUSI KPaHUK

. OTOK Ha JIULETO (MOAyBaHe Ha JIUIIETO MOXKeE Jia Ce MOSIBU IPY MALUEHTH C AepMajieH QUIbp)
. KOXKHA peakiys, moa ¢popmara Ha YEpBEHHU ME€THA WK OOpUB MO KOXaTa, KOMTO MOKe Ja

M3MIIekKA KaTo ,,MUIICHA" WX ,,0MBOJICKO OKO® C ThMHO YE€PBEH IICHTHP, OKOJIO KOHTO UMa I10-
CBETJIM YepBEHH KPBroBe (epuremMa MynTudopMme)

. HEOOWYAMHO yCeIllaHe 10 KOXKaTa, KaTo M3TPhIIBAHE WM MpaBy4YKaHe (I1apecTe3us)

. HaMaJIIBaHE Ha YCEIaHUATa WU YyBCTBUTEITHOCTTA, 0COOCHO Ha KOXKaTa (XUTICCTE3HS)

. TEXKO MEHCTPYaIHO KbPBEHE (IOBEUYETO CIy4an M3TJIekAa He ca CEPUO3HH U €A C BpEMEHEH
XapaxTep)

Cho0maBaHe Ha HEeKeJIAHH PeaKInu

Axo Bamiero nete moiyun HIKaKBY HEXENAHH JIEKAPCTBEHU PEaKIIMY, YBEIOMETE HETOBUSI JieKap,
(dhapMarieBT WM MeJIMIIMHCKA cecTpa. ToBa BKIIIOYBA BCHYKH BH3MOXHH HEOTIMCAHH B Ta3M JIMCTOBKA
HEXEJIaHU peakiuu. MoKeTe ChIIO Jia ChbOOIIUTE HeXEIIAaH! PEaKIuu TUPEKTHO upe3 M3mbiHuTenHa
areHITHs TI0 JIeKapcTBaTa, yiL. ,,Jlamsa I'pyes* Ne 8, 1303 Codwus, Ten.: +359 2 8903417, yebcaiit:
www.bda.bg. KaTo crob1maBare HexXeTaHu peakiiuy, MOKETE Ja TaJIeTe CBOS IPUHOC 3a TOJTyJIaBaHe
Ha ToBe4e HH(OpMaIUsl OTHOCHO 0€30IaCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansiBate Comirnaty JN.1

,Z[a CC€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIa.

CrnenpamaTa nH(bOpMAaIUs OTHOCHO ChXPaHEHHETO, CPOKA Ha TOJTHOCT U paboTaTa € ImpeHa3HaueHa 3a
MEIUIINHCKH CIIEIIAAJIUCTH.

He n3non3Baiite TOBa JIEKapCTBO CIIE]] CPOKA HA TOJHOCT, OTOENsI3aH BEPXY KapTOHEHATa OMAaKOBKa U
etukera cien ,,l'ogeH 10:“. CpokbT Ha TOIHOCT OTIOBAPS HA MOCICIHUS ACH OT IOCOUYECHHSI MECELI.

Ha ce cpxpansBa BbB (pusep npu -90°C no -60°C.
Jla ce chxpaHsBa B OpHT'MHAIHATA OIAKOBKA, 32 J]a Ce MPE/Ia3y OT CBETIMHA.

Bakcunara ce nomydasa 3ampaseHna rnpu -90°C o -60°C. Cnen nosydaBaHe 3aMpa3eHaTa BakCUHA
MO3Ke J1a ce cbXpaHsBa win npu -90°C no -60°C, unu npu 2°C go 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 diaakonu: Koraro ce chbxpanspar 3ampaseru npu -90°C no -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 3aMpa3senu) (iaaxonu: Ciiel KaTo BEIHBK € U3BaJCH OT hpu3epa,
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 chxpaHnenue mpu 2°C mo 8°C. Cnex
KaTo BEAHBXK € pa3Mpa3eHa, BAKCHHATa HE MOXKE /1 CE 3aMpa3sBa IOBTOPHO.

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

C pazmpazenute (hIakoHH MOXKE Jia ce pabOTH B YCJIOBHS Ha CTaifHa CBETJIHHA.

OtBopenu ¢uakonu: Crnex mbpBOTO MPOOKBAHE Ha 3alylIalikaTa Ha (QJlaKoHa, ChXpaHsBaiiTe
BakcuHata npu 2°C o 30°C u s n3nosnssaiite B paMkuTe Ha 12 yaca, KOeTo BKIIIOYBa 10 6 yaca BpeMe
3a TpaHcnopTupaHe. M3xBbpiiere Hen3oa3BaHaTa BAKCHHA.

He u3non3Baiite Tazu BaKCHHa, akoO 3a0€eNeKHTe BUJUMHU YaCTUIIU UK NIPOMSAHA Ha IBCTA.

He u3xBbprsiite nekapcTBaTa B KaHaJIU3alUATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamus dapMarnieBT kak 1a U3XBBPISATE JIEKapCTBaTa, KOUTO Bede HE U3IMo3BarTe. Te3u MepKu Iie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpena.

6. Chbabp:kaHue Ha OIAKOBKATA M JOITBJIHUTETHA HHpOpManus

Kaxkso cpabp:xa Comirnaty JN.1
. AxrtuHOTO BemectBo Ha MPHK Bakcunara cperry COVID-19 (Hykineo3naHo MOIUGHUIMPaHA)
ce Hapu4a OpeToBamMepaH.
—  Enun enqHono3oB ¢aakon ceabpka 1 goza 0,3 ml ¢ 10 Mukporpama OpeToBamepan Ha
J03a.
—  Egun MHOTr0O030B (prtakoH crabpika 6 qo3u mo 0,3 ml ¢ 10 mukporpama GperoBamepaH Ha
J03a.
. Hpyru cecTaBku:
- ((4-xunmpoxcubyTturi)azaneuui ))ouc(xekcan-6, 1 - i )ouc(2-xeKCuigeKaHoar)
(ALC-0315)
- 2-[ (monuerunenriukon)-2000]-N,N-nmuterpagenmnaneramua (ALC-0159)
- 1,2-nmucreaponn-sn-raunepo-3-dpochoxomuu (DSPC)
- XO0JIeCTEPOI
- TpOMETaMOI
- TPOMETAMOJIOB XUAPOXJIOPHUL
- 3axaposa
- BOJIA 38 HH)KEKLIUU

Kak m3rae:xkga Comirnaty JN.1 1 kKaKBO ChIBbp:Ka ONMAKOBKAaTa
Baxkcunara e 6uctpa 10 jneko omnajiecreHTHa guctepcus (pH: 6,9 — 7,9), nocTaBsHa B €UH OT ABaTa
BHA (hITAaKOHU:

. Ennono3oB ¢iakon ¢ 1 m03a — nmpo3paueH ¢uiakoH (cThkio Tum [) 2 ml, ¢ ryMeHa 3amyInanka u
C alyMHHHEBa OOKaTKa 1 OTYYIIBAIIO C€ CHHBO IIACTMACOBO Karade; Win
o MHorozno308 (haakoH ¢ 6 1031 — npo3paudeH ¢uakoH (cTbkio tal I) 2 ml, ¢ rymena 3amymanka
5
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" C AJIYMHUHHECBA oOKaTKa 1 OTYyIBallo C€ CUHLBO IIACTMACOBO Kalra4e.

Bun omakoBka ¢ erHom0308U (uiakonu: 10 dprmakoHa
Bun omakoBka ¢ MHOT0/1030BHU (hiakonu: 10 ¢urakoHa
He Bcuuku BHIOBE ONAaKOBKY MOTaT /1a ObJIaT ITyCHATH Ha Tasapa.

IMpuTexaTten Ha pa3pelIeHHETO 32 YIOTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

tein.: +49 6131 9084-0

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

IIpoussoaure

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

TI'epmanus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaHI/IH OTHOCHO TOBa JICKapCTBO, MOJId, CBBPKETE CC C JIOKAJTHUA
OPCACTABUTCIT Ha MIPUTECIKATCIIA HA Pa3pCIICHUCTO 3a yHOTp66aZ

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTa Ha mocjeaHo npepasrJe;xkaane Ha JuctoBkarta 07/2024

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

URL: www.comirnatyglobal.com

[MonpoOHa nH(popMaIus 3a TOBA JIGKAPCTBO € MPE0CTaBeHa Ha yeOcaiita Ha EBponielickaTta areHius
1o JieKkapcTBara https://www.ema.europa.eu.

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

Ha nua, xouto npeau ToBa ca 6unu BakcuHMpaHu ¢ BakcuHa cpeiry COVID-19, Comirnaty JN.1
TpsiOBa Ja ce mpuyiara Hail-manko 3 Mecela cie nmocjenHaTa 1o3a Bakcuaa cperntry COVID-19.

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

3a Ja ce HO,I[O6pI/I MMpocCICAMMOCTTA Ha OHOIIOTUYHUTE JICKApPCTBCHU 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 aCENTHIHA
TEXHHKA, 32 J]a CE TapaHTHUpa CTEPUIHOCTTA Ha IPUTOTBEHATA JUCIICPCHSL.

IIpoBepeTte namu GIakOHBT € CC CHHbO MVIACTMACOBO Kalaye U Jajai HMeTO Ha IPOIYKTa €

Comirnaty JN.1 10 mukporpama/no3a HH:KeKIIMOHHA Aucnepeus. (zeua Ha 5 10 11 roaunm).

AKO MMETO Ha MPOJyKTa BbPXY €THKeTa Ha (hJ1akoHa € Ipyro, MOJIsl, HalpaBeTe CIpaBKa ¢

KpaTKara XapaKTepUCTHKa Ha POJIyKTa 33 TO3U ChCTaB.

AKko QrakoHBT ce ChbXpaHsBa 3aMpa3eH, TOH TpsiOBa Jla ce pa3Mpasu npeau ynorpeoda.

3ampazenute akoHu TpsAOBa Aa ce mpeHecar B cpeaa ¢ remmneparypa 2°C no 8°C, 3a na ce

pasmpasst. YBepeTte ce, 4e (IIakoOHHUTE ca HAIlbJIHO Pa3Mpa3eHu Npean ynorpeoa.

N Ennono3oBu ¢nakonu: PasmpassBanero Ha egna onakoBka ¢ 10 egHo1030BU QuiakoHa
MOJKe J1a OTHEeMe 2 Jaca.

N MHorozno3osu ¢nakonu: PazmpassBanero Ha enHa onakoBka ¢ 10 MHOron0308u (iakoHa
MOJKe J1a OTHeMe 6 Jaca.

Cnen npemectBane Ha (hiakoHHTE 32 chbxpaHneHue npu 2°C g0 8°C, kopurupaiite cpoka Ha

TOJHOCT BbPXY KapTOHEHATa OIaKOBKA.

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

MIpEeBHILIABa OTIEYAaTaHUAT cpok Ha rogHocT (I'oxen 1o:).

BB3MorkeH e Ipyr BapuaHT, IPU KOWTO €IUHUYHM 3aMpa3eHH (DIaKOHU MOKE J1a C€ pa3Mpassr

3a 30 munyTH TIpH TemmepaTypa g0 30°C.

[Mpenu ynmotpeba HEOTBOpEHHAT IIAKOH MOXKE J]a ce ChXpaHsBa 10 12 yaca mpu TeMiiepaTtypa

1o 30°C. C pasMpa3zenure (haaxoHH MOXKe /1a ce pabOoTH B YCIIOBUS HA CTaifHA CBETIIMHA.

IIpurorBsine Ha g03u 0,3 ml

BuuMmartenHno pasMecete, karo oobpHeTe dutakonute 10 mbTu. He paskiarniaiire.

[Ipenu pasmecBane pa3mMpaseHaTa JUCIIEPCUSI MOXKE JIa ChIbpiKa OCIIN JI0 MOYTH OelTu
HENpo3padyHu aMOP(PHH YaCTHUIIH.

Cnen pa3mecBaHe BakCHHATa TPsIOBa Jla MPEACTaBIsABa OUCTPa JI0 JICKO OIAICCIICHTHA
nucnepcus 6e3 BuaAuMH yacTuny. He n3mon3BaiiTe BakcMHATa IPH HATMYHE HA YACTHIIN WA
MpPOMsIHA Ha I[BETA.

[IpoBepere manu GIakOHBT € €MHOAO030B MM MHOTOI030B U CIICABANTE MPUIOKUMHUTE
yKa3aHus 3a paboTa 1o-10Iy:

- EnHonozoBu ¢uiakonu

L] W3rernere equanyna go3a Bakcuda ot 0,3 ml.
= WzxBwprete prakoHa u octaHaMs 00eM.
- MHOT071030BH (hITAKOHH
= Bceku MHOT01030B (htakoH chabpxa 6 mo3u no 0,3 ml.
] Karo u3nosnsBare acentu4Ha TeXHUKA, IIOYMCTETE 3aMylIajkaTa Ha (pJJaKoHa C
TaMITOH 3a €THOKpAaTHA yIoTpeda, HAIOSH C aHTHCETITUYICH Pa3TBOP.
= Wzrernere 0,3 ml Comirnaty JN.1 3a nena Ha BB3pact 5 10 11 rogusu.

TpsiOBa na ce U3MONI3BaT CHPHHLIOBKY H/WJIM UIJIM ¢ MAJIBK MBPTHB (HeH310J13BaeM) 00eM,
3a J1a ce u3TeryAT 6 103u oT eanH (akoH. KomMOnWHaIwsITa OT CIPUHIIOBKA U MTJIA C MAlTbK
MBPTHB 00eM TpsiOBa J1a UMa MBPTHB 00€M HE HO-TOJISIM OT 35 MUKPOIHUTPa. AKO ce U3I0I3BaT
CTaHAAPTHU CIIPHHLIOBKH U MIJIM, MOKE J1a HAMA JIOCTaThb4eH 00eM 3a M3TErJIsTHE Ha [IecTa 103
OT euH (hIaKoH.

Bcesika mo3a tpsioBa na ceappika 0,3 ml BakcuHa

AKO KOJIMYECTBOTO Ha OCTaHaJIaTa BbB (pJlakOHA BAKCHHA HE € JOCTAThYHO 3a eHa LsIa 1032
0,3 ml, u3xpbpiere ¢GrakoHa ¥ OCTAHAIHS 00CM.

3anuuiere ChOTBETHUTE JaTa/4ac BbpXy (hiakoHa. M3xBepiieTe HeM3Moi3BaHaTa BaKCUHA

12 gaca ciieq; mbpBOTO MPOOMBAHE HA 3aIyIankara Ha (prakoHa.

H3xBBpIIsiHe
HewusnonsBaHusT JeKapcTBEH NPOLYKT WIK OTHAIbUHUTE MaTEpUaI OT HEro TpsioBa J1a ce U3XBBPIIT
B CbOTBETCTBHUE C MECTHUTE U3UCKBAHMU.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty Omicron XBB.1.5 10 Mmukporpama/no3a HH:KeKIIHOHHA JUCIIEPCUST
Jeua na 5 1o 11 rogunn
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
pakcTo3uHaMepaH (raxtozinameran)

vTO3I/I JIEKapCTBEH MPOAYKT TOJICKH Ha JOMBJIHUTEIIHO HAOM0eHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBSIBaHE Ha HOBa MH(OpMaIus OTHOCHO Oe3omacHOCTTa. MoxeTe Ja JaieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSAKA HEXKETaHa peaKIns, KosATo Barero nete € momyduio. 3a HauMHa Ha ChoOIaBaHe Ha
HEeXXEJIaHW PEaKINH BIDKTE Kpast Ha TOuKa 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 HANIOXU J1a S IPOYETETE OTHOBO.

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

o Axo Barieto nere moy4n HIKaKBH HEXEJIaHU PeaKkiluy, yBeIOMETe HErOBHUs JieKap, papMarieBT

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIOYBA U BCHYKU BH3MOXKHU HEXKEIIAHU PEAKIUHU, HEOIIMCAHU B
Tas3u JIUCTOBKA. BinkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

1.  Kakso mpencraBmssa Comirnaty Omicron XBB.1.5 u 3a kakBo ce uzmonssa

2. Kakso TpsiOBa ga 3naere, npenn Comirnaty Omicron XBB.1.5 na 6bae mpunoxxeHa Ha Bamero
nere

3 Kak ce mpunara Comirnaty Omicron XBB.1.5

4.  BB3MOXHU HEXEJIaHU PeaKuuu

5 Kak na cexpansBare Comirnaty Omicron XBB.1.5

6 ChbabppxaHue Ha ONAKOBKATa M AOIBIHUTENIHA HH(POPMALUS

1. Kaxkso npeacraBiasgsa Comirnaty Omicron XBB.1.5 u 3a kakBo ce n3noJi3pa

Comirnaty Omicron XBB.1.5 e BakcuHa, KOSITO Ce U3II0JI3BA 32 MPEANAa3BaHe OT 3a00JIIBaHE OT
COVID-19, npuunneno or SARS-CoV-2.

Comirnaty Omicron XBB.1.5 10 mukporpama/mo3a HHXEKIIMOHHA JUCTICPCHS e TIpriIara Ha Jiera Ha
BB3pacT oT 5 0 11 roaunu.

BakcuHara cTaBa npuurHa KIMyHHaTa CUCTeMa (€CTECTBEHUTE 3alIUTHHA CHUJIM Ha OpraHu3Ma) Ja
MIPOM3BEIKa aHTUTEJIA M KPhBHH KIIETKH CPELIy BUPYcCa, KaTO TaKa OCUTyPsIBa 3aIl[UTa CPELLy
3aboisiane or COVID-19.

Twit karo Comirnaty Omicron XBB.1.5 He cbabppika BUpyca, 3a 1a Ch3Aa1e UMYHUTET, TS HE MOXKE Ja
npuunHy 3a0oisaBane ot COVID-19 na Bamrero nete.

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

2. Kakso TpsaoBa 1a 3Haete, npeau Comirnaty Omicron XBB.1.5 na 6b1e npuio:xkeHa Ha
Bamero gere

Comirnaty Omicron XBB.1.5 ne Tpsi0OBa 1a ce npuJara
. ako Bamrero fiete e alepru4Ho KbM aKTHBHOTO BEIIECTBO MIIM KBbM HAKOS OT OCTAHAJINTE

1
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CBHCTaBKH Ha TOBA JIEKapCTBO (M30pOeHU B TOUKa 6).

IIpenynpesxxaeHus: U Mpeana3sHA MEPKH
T'oBopere c nekaps, papmanieBTa WM MeJULIMHCKaTa cecTpa Ha Bamiero aere, npeau aa my Obae
IPUIOKEHA BaKCHHATA!

L4 AdKO HsKOra € UMaJIo TCXKKa aJICpruida pCaxkuusa uin HpO6HeMI/I C JUIIAHCTO CJIC MHIKCKTUPAHEC
Ha HJAKaKBa Apyra BaKCHMHA WA CJIEO KaToO MYy € ouia MPUIIOKEHA Ta3W BaKCMHA B MUHAJIOTO.

® aKO I'0 IMPUTECHABA NPOLECCHT HA BAKCMHUPAHE WJIM HAKOTa € Ipuiiagajio CJICa IOCTaBAHE Ha
HMHXKXCKIIMA C UIjia.

L4 aKO0 MMa TEXKKO 3a00J1BaHE WU I/IH(1)CKI_II/I$I C BUCOKa TeMIICpaTypa. O6aue Bameto JACTC MOXKE

Ja ObJie BAKCHHUPAHO, aKO UMa JICKO TIOBUIIIEHA TeMITepaTypa WilH Jieka HH(EKIIUs Ha TOPHUTE
JIUXaTeTHN MbTUIIA, KATO HACTHUHKA.

. aKo MMa IpoOJeM ¢ KpbBOChCHUPBAHETO, JIECHO MOTy4aBa CHHUHM MJIH U3II0JI3BA JISKAPCTBO 32
IIpea3BaHe OT MOsBa HAa KPBBHU ChCHPELIH.
U ako nMa oTciabeHa MMyHHaA ciucTeMa ropaau 3abomnsBane, HarpuMep uHpeknus ¢ HIV, unu

IIPUECM Ha JICKAPCTBO, KaTO KOPTUKOCTECPOU, KOCTO IMOBJIMIBA UMYHHATa CUCTEMA.

ChIecTBYBa MOBHUILEH PUCK OT MUOKAPIUT (BB3MaJICHUE HA ChPIEUHUS MYCKYJI) U IEPUKAPIUT
(BB3maneHue Ha BbHIIHATa OOBUBKA HA ChpLETO ciiex BakcuHauus ¢ Comirnaty (Bx. Touka 4). Te3u
3a00JIIBaHUS MOTaT Jla C€ PA3BHAT JO HAKOJIKO JHH CJIC]l BAKCHHAIMATA U TIPEAUMMHO B PAMKHUTE Ha
14 mau. Te ca HabMIOAaBaHM MO-YECTO CIIE BTOPATa BAKCHHAIMS U MO-9€CTO MPHU IMO-MJIaTH MBKE.
PUCKBT OT MHOKapIHUT ¥ MIEPUKAPIUT U3IJICKIA ITO-HUCHK IPH Jela Ha Bb3pacT oT 5 1o 11 ronuau B
CpaBHEHHE C T€3M Ha Bb3pacT oT 12 no 17 rogunu. B noBeueTo ciydyan Ha MUOKapIUT U IEPUKAPIUT
HacTBhIIBa Bh3CTaHOBsIBaHe. B Hakoun ClIy4dau C€ Hajlara noaabpKaHC C MHTCH3UBHU I'PHUXU U UMaA
HaOII0JaBaHM CIy4yau ChC CMBPTEH n3xo. Cliel BAKCHHALIWS TPsOBa 1a ObJeTe OAUTETHA 32
NpPU3HALYM HA MUOKAapAWT U IEPUKApANT, HAIPUMED 3a1yX, ChbpleOneHe win 00iKa B I'bPANUTE, U
Tpsi0Ba He3a0aBHO Ja MOTHPCHUTE JICKAPCKA TIOMOIII, aKO TE HACTBIIAT,

Kakto Bcuukn Bakcuan, Comirnaty Omicron XBB.1.5 Moxe 1a He 3allIUTH HAITBJITHO BCUYKH
BaKCHHUPAHU U HE € U3BECTHO KOJIKO JbJIro Bamiero aete 1me 0b1e 3allUTeHO.

Edukacunocrra Ha Comirnaty Omicron XBB.1.5 Moxe 1a e mo-HHuCKa IIpH Xopa ¢ OTciadeHa UMyHHA
cuctema. Axo Bamiero gere e ¢ otcnabeHa UMyHHa cUCTEMa, MOXKe Jja MOYYH AOMBIHUTEIHU 03U
Comirnaty Omicron XBB.1.5. B Te3u ciyyau TpsOBa Ja MpOABIDKH Aa cHa3Ba (PU3NIeCKUTe
MIpeAma3Hu MEPKH, 3a Ja momorHe 3a npeserimaTa Ha COVID-19. Ocen ToBa OJM3KUTE KOHTAKTHH
JUIIa Ha aeTeTo Bu TpsiOBa ma ObmaT BaKCHHHUPAHH, aKO € MOIXoAamo. O0Chaere moIXoIIInTe
WHIWBUAYaTHH MIPETOPHKH C HErOBUS JieKap.

Jeuna
Comirnaty Omicron XBB.1.5 10 Mukporpama/no3a nHKEKIIHOHHA AUCTIEPCHSI HE C€ TPENOPBHYBa IPU
Jlera Ha Bb3pacT MoJ 5 TOAWHU.

IIpemarat ce menuaTpuIHH JEKapcTBEHU (HOPMH 32 KbpMadeTa U JIela Ha Bb3pacT oI 6 Mecera 110
4 ronunu. 3a moapoOHa MH(POPMAIIHS, MO, BIXKTE IUCTOBKATa HA ChOTBETHUTE ChCTABH.

BakcuHaTa He ce mpenopbuBa MpH KbpMadeTa Ha Bb3pacT oj| 6 Mecerla.

JApyrn nexkapcrBa u Comirnaty Omicron XBB.1.5

Tps0Ba xa kaxkeTe Ha Jekaps win ¢papmMarieBTa Ha Bammero nere, ako gerero Bu u3non3sa, HacKopo e
M3II0JI3BAJIO MITH € BE3MOXKHO J1a U3I0JI3Ba JAPYTH JIEKAPCTBA, MM HACKOPO MY € NPHJIOKEHA HIKaKBa
JIpyra BakCHHa.

BpemeHHOCT U KbpMeHe

Axo Bameto nere e 6peMeHHO, TpsAOBa J1a KaKeTe Ha HETOBHS JIEKap, METUIIMHCKA CECTpa WK
(dapmarieBT, npeau Aa My ObJIe MPUIOKEHA Ta3W BaKCHHA.
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Bce ome nurcat manHu 0THOCHO yroTpedaTta Ha Comirnaty Omicron XBB.1.5 o Bpeme Ha
OopemMenHocT. Bee mak rojsim ooeM nHbopMalius, mojydeHa OT HaONMIOACHUETO Ha OPEeMEHHH JKEHH,
BaKCHHUPAHH C ITBPBOHAYAITHO pa3pelieHara 3a ynoTpeda Bakcuaa Comirnaty npe3 BTOpHUS U TPETHS
TPUMECTBD, HE MTOKa3Ba Ja UMa HeOIaronpusTHH e(heKTH BbpXY OPEMEHHOCTTA MM HOBOPOJICHOTO.
Makap ve nadopmarmsra 3a eeKTHUTE BbPXY OPEMEHHOCTTA WIH HOBOPOJICHOTO CJIE]| BAKCHHAIHS
npe3 TbPBUS TPUMECTBP € OTpaHnveHa, He ce Ha0JII0/jaBa MPOMSIHA 110 OTHOIIIEHHE Ha PHCKa OT
criontaneH abopt. Comirnaty Omicron XBB.1.5 moxe 51a ce mpuiiara mo BpeMe Ha OpEMEHHOCT.

Bce omie nunicBar qanau oTHOCHO yrioTpedaTta Ha Comirnaty Omicron XBB.1.5 B nepuoja Ha
KbpMeHe. Bee mak He ce ouakBaT eeKTH BbpPXY KbPMEHOTO HOBOPOJEHO/KbpMaueTo. JlaHHuTe,
MOJYYEHHU OT HAOJIOAEHUETO Ha KEHH, KOUTO KbPMST CJIe]] BAKCHHALIWS C IBPBOHAYAIHO
paspenieHara 3a ynotpeba BakcuHa Comirnaty, He oKa3BaT PUCK OT HeKeIaHu e(heKTU IpH
KbpPMEHHUTE HOBOpoAeHU/KbpMaueTa. Comirnaty Omicron XBB.1.5 moxe aa ce mpuiara B epuoja Ha
KbpPMEHE.

Ilopupane u padoTa ¢ MAIIMHU

Hsxkou ot edekTuTe Ha BakCHHATa, yIIOMeHAaTH B Touka 4 (BBh3MOKHM HE)KENaHU peaKIuy) MOTatT
BpPEMEHHO J1a TIOBJIUSIAT criocoOHOoCTTa Ha Bamiero fere 3a pabota ¢ MaliiHy WK MIpeiIpUeMane Ha
JICHHOCTH KaTO KapaHe Ha Bejocuriea. M3yakaiiTe, 10kaTo Te3u e()eKTH OTIIYMST MPEIU
BBH300HOBSIBaHE Ha JIEHHOCTHUTE, KOUTO M3UCKBAT ITHJTHO BHUMAHHUE OT HETOBA CTPaHAa.

3. Kak ce npuiara Comirnaty Omicron XBB.1.5

Comirnaty Omicron XBB.1.5 ce nmpunara karo nmxkekius ot 0,3 ml B MyckyJ B TopHaTa 4acT Ha
prkara Ha Bamero nere.

Ha netero Bu e Ob1e HampaBeHa | HHKEKIIMS, HE3aBUCHMO JIAJTH TPEIU TOBA € MOJTyYaBalio BaKCHHA
cpemry COVID-19.

Axko nipequ ToBa ieteTo Bu e Omito BakcuHMpaHo ¢ BakcuHa cpemry COVID-19, ve Tpsa6Ba na
noiy4ara go3a Comirnaty Omicron XBB.1.5, nokato He n3MUHAT Hali-MaJKo 3 Mecela ciex
HocJIeIHaTa 103a.

Ako aerero Bu e ¢ oTciabeHa UMyHHA CHCTEMa, MOXKE Jia TTOJIy4d JOIBJIHUTETHYU 103U Comirnaty
Omicron XBB.1.5.

AKO UMaTe HAKaKBH JOMBIHUTEIHH BBIIPOCH, CBHP3aHH ¢ yrnoTpedara Ha Comirnaty Omicron
XBB.1.5, nonuTaiite Bamus nekap, hapMaleBT WM MEIUIIMHCKA CECTpa.

4. Bb3MOKHN HeKeTaHU PeaKIun

Kaxro Bcuuku Bakcuam, Comirnaty Omicron XBB.1.5 Mmoxe 1a npean3Buka HeXKETTaHH PEeaKITiH,
BBIIPEKH Y€ HE BCEKU TH MOTydaBa.

MHOro 4ecTH HeskeJJaHH PeaKIUU: MOrarT Jia 3acerHar nosede ot 1 Ha 10 xymm
Ha MSCTOTO Ha MHXKEKTUpaHe: O0JKa, OTOK

yMopa, T1aBodosue

Oonka B MycKynuTe, 00JIKa B CTaBUTE

BTpUCaHe

THapust

YecTH HexeJIAHM PeaKUMu: Morat Aa 3acersat o 1 va 10 pymu
o rajicHe, OBpBIIaHe
. 3auepBsBaHE HAa MSCTOTO HA MHXKEKTHUPaHE (,,MHOTO YeCTH" IIpH Bb3pacT 5 1o 11 rogunm)
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o yrojieMeH! TUM(HU Bb31K (HabIr01aBa ce Mo-4ecTo ciel OycTep 103arta)

HeuecTn HeskeaHu peakiuu: Morat aa 3acerHat a0 1 Ha 100 gymm
HEepasIoJOKECHUE, yCelIaHe 3a CIa00CT WIIH JIUTICA HA EHEPTHs/ ChHITMBOCT
Ooika B phKaTta

Oe3cpHME

c1:p6e>x< Ha MACTOTO Ha MHKCKTUPAHE

aJeprHUYHU PEaKIIuy KaTo OOPUB MM ChPOEK

HaMalleH aleTUT

3amaiiBaHe

IMPEKOMEPHO U3NOTABAHC, HOIIIHU U3NOTABAHUA

Penxu Hexxenanm peakumu: Morat Aa 3acersatr 1o 1 Ha 1 000 npymwm
. BPEMEHHO €IHOCTPaHHO YBHCBaHE Ha JIUIETO
° aJIeprUYHU PEaKIMU KaTo YPTHKAPHUS WIN TIOJyBaHEe Ha JIUIETO

MHoro peaku He:keJIaHU peakuu: Moxke Ja 3acerHart 1o 1 Ha 10 000 nymwm
. BB3MAJICHUE HA CHPCYHUSI MYCKYJ (MHOKApIUT) WK Bh3MajeHUE Ha BHHIIHATA OOBHBKA Ha

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

C HeW3BeCcTHA YeCcTOTAa (OT HATUYHUTE TAHHU HEe MOXe J1a ObJIc HAallpaBeHa OLICHKA)

o TeKKa ajepruiHa peaxius
J 00OIIMPEH OTOK HA BAKCHHUPAHUSI KPaHUK

. OTOK Ha JIULETO (MOyBaHe Ha JIUIIETO MOXKeE Ja Ce MOSIBU NPH MALUEHTH C AepMajieH QUIIbD)
. KOXKHa peakius, moj (opMarTa Ha YepBEHHU MEeTHA WM OOpUB MO KOXKaTa, KOHTO MOXe J1a

M3TIIekKa KaTo ,,MHAIIeHa" WIX ,,0MBOJICKO OKO* C ThMHO YepPBEH IIEHTHP, OKOJIO0 KOHTO UMa T0-
CBETJIM YEPBEHU KPBIrOBe (epUTeMa MyJITHPOPME)

. HEOOWYaiHO yCelaHe 1Mo Ko)KaTa, KaTo H3TPhIIBaHE WM MpaBy4YKaHe (ITapecTe3ns)
HaMaJIIBaHE Ha YCEIIaHUATa W TyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XHUIIECTE3Hs)

. TEXKO MEHCTPYaIHO KbpPBEHE (IOBEUETO CIyYan M3k 1a He ca CEPUO3HH U ca C BPEMEHEH
xXapakTep)

Chol0maBaHe Ha HeKeJAHH peaKInu

Ako BameTo nete noiyun HIKakBU HEXEJIaHU JIEKAPCTBEHU PEaKIH, YBEAOMETE HETOBUS JIeKap,
(bapmaneBT WM MeIUIMHCKA cecTpa. ToBa BKJIIOYBAa BCHYKH Bb3MOXKHH HEOITUCAHH B Ta3U JIMCTOBKA
HEKeJIaH! peakuy. MoeTe ChII0 J1a ChOOIINTE HeXKETaH! PeaKIui TUPeKTHO M3mbiHuTeIHA
areHIus 1o JiekapeTsaTta, yi. ,,Jamsa ['pyes* Ne 8, 1303 Codus, Tein.: +359 2 8903417, yebcaiit:
www.bda.bg. KaTto cro0iaBaTe HexxenaH! peakiyy, MOKETe 1a AaJieTe CBOS IPHUHOC 32 MOJTy4aBaHe
Ha [oBeYe MH(POpMANHUs OTHOCHO 0€30I1aCHOCTTAa Ha TOBA JICKAPCTBO.

5. Kak na coxpansBate Comirnaty Omicron XBB.1.5

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

Crenariata nHGOpPMAIHS OTHOCHO ChbXPAHEHHUETO, CPOKA Ha TOJHOCT M paboTaTa ¢ MmpeHa3HavYeHa 32
MEIUIUHCKH CTICITUATUCTH.

He u3noin3paiite ToBa JIEKapcTBO ClIEl] CPOKA HA TOJHOCT, OTOEIA3aH BbPXY KapTOHEHATa OllaKOBKa U
eTHuKeTa cien ,,l ogen 10:“. CpoKkbT Ha TOJHOCT OTrOBaps Ha MOCIEIHHUA ACH OT IIOCOUYEHHS MECell.

Ha ce cpxpansBa BbB (pusep npu -90°C no -60°C.

I[a CC ChbXpPaHsBa B OpUTHHAJIHATA OIIAKOBKA, 34 J1a C€ MPCAIla3u OT CBCTIIMHA.
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Baxkcunara ce momydaBa 3ampasena npu -90°C mo -60°C. Crnen moydaBaHe 3aMpa3eHaTa BaKCHHA
MOe na ce cbxpansaBa win mpu -90°C mo -60°C, nmu npu 2°C mo 8°C.

Ennonososu ¢uakonn: Koraro ce cexpanssat 3ampazenu npH -90°C go -60°C, onakoBKHTE C
10 emrOMO30BY (himakoHA BaKCHHA MOTaT 1a ce pasmpazsr mnpu 2°C no 8°C 3a 2 yaca, a TUHAIHA
(hbmakoHM MOTaT J1a Ce pa3MpassT mpu craiiHa remmneparypa (1o 30°C) 3a 30 MuHyTH.

Mtuorono3oeu diakonu: Koraro ce chxpansieat 3ampaseru rnpu -90°C no -60°C, onakoBKUTE ¢
10 ¢rakoHa BakcruHa Morar jaa ce pasmpasar npu 2°C no 8°C 3a 6 yaca, a eAMHUYHY (DJIAKOHH MOTAT
J1a pa3MpassaT npu ctaiiHa temneparypa (1o 30°C) 3a 30 MUHyTH.

Pa3mpasenu (npeau ToBa 3aMpasenu) (iaakonu: Ciiel KaTo BEIHBK € U3BaJCH OT hpu3epa,
HEOTBOPCHUSAT (PJIAKOH MOXKE /1a Ce ChbXpaHsIBa U TpaHcIopTupa B XnaauiHuk npu 2°C go 8°C no

10 ceqmuny, 6e3 1a ce IpeBHIIaBa 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 BeIHBXK € pa3Mpa3eHa, BAKCHHATa HE MOXKE Ja Ce 3aMpa3siBa IOBTOPHO.

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

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

OtBopenu ¢uakonu: Crnex mbpBOTO MPOOKBAHE Ha 3alylIalikaTa Ha (JlaKoHa, ChXpaHsBaiiTe
BakcuHata npu 2°C o 30°C u s n3nosnssaiite B paMkuTe Ha 12 yaca, KOETO BKIIIOYBa J10 6 yaca BpeMe
3a TpaHcnoprupaHe. M3xBbpiere Hen3oa3BaHaTa BAaKCHHA.

He u3non3paiite Tazun BaKCHHa, akoO 3a0€eNeKnTe BUJWUMHU YaCTUIIU UK IPOMSAHA Ha IBCTA.

He u3xBbprsiite nekapcTBaTa B KaHaJIU3alMATa WM KOHTEWHEpa 3a JoMallHu oTnaablu. [lonuTaiite
Bamms dapmMarnieBT kak ga U3XBBPIATE JIEKapCTBaTa, KOUTO Bede HE U3Io3Bare. Te3n MepKu 1e
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpena.

6. Chbabp:kaHue Ha OIAKOBKATA M JOITBJIHUTETHA HHpOpManus

Kaxkso cpabp:xka Comirnaty Omicron XBB.1.5
. AxtuBHoTO BeriectBo Ha MPHK Bakcunara cperry COVID-19 (Hykieo3uaHo MoauUIupaHa)
ce Hapu4a pakCTO3MHAMEPAH.
—  Enun enqHono3oB ¢iakon ceabpka 1 go3a 0,3 ml ¢ 10 MukporpaMa pakcTo3nHaMepaH Ha
Jo3a.
—  Egun MaOr0om0308B ¢uakoH ceabpka 6 qo3u mo 0,3 ml ¢ 10 mukporpama
paKcTo3uHaMepaH Ha J103a.
. Hpyru cecTaBku:
- ((4-xumpoxcubyTrin)azaneumi ))ouc(xekcan-6, 1 -mumin))ouc(2-xeKCuigeKaHoar)
(ALC-0315)
- 2-[ (monuerunenriukon)-2000]-N,N-nmurerpagenmnaneramua (ALC-0159)
- 1,2-nmucteapomi-sn-riaunepo-3-dpochoxonun (DSPC)
- XO0JIeCTEPOI
- TPOMETaMO
- TPOMETAaMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIA 32 HH)KEKLIUU
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Kak n3raexna Comirnaty Omicron XBB.1.5 4 kakBo ¢CbAbp:ka 0NaKOBKaTa
Baxkcunara e 6uctpa g0 jneko onanecreHTHa gucnepcus (pH: 6,9 — 7,9), nocTaBsHa B €UH OT JABaTa
BU/1a (IIAKOHH:

. Ennono30B ¢akon ¢ 1 103a — mpo3paueH ¢uiakoH (cThkio Tum [) 2 ml, ¢ rymMeHa 3amyIinanka u
C aTlyMHHHEBa OOKaTKa M OTYYIBAIIO CE€ CHHBO IIACTMACOBO Karade; Win
o MHorono308 (hiakoH ¢ 6 1034 — npo3padeH ¢uakoH (cTbkio tul I) 2 ml, ¢ rymena 3amymanka

" C AJIYMHUHHECBA oOkaTka u OTYyIBallo C€ CUHLBO IIACTMACOBO Kalra4e.

Bun omakoBka ¢ erHon0308u Quiakonu: 10 prmakoHa
Bun omakoBka ¢ MHOT0/1030BH (hiakoHu: 10 dhaakoHa
He Bcuuku BUIOBE ONAKOBKW MOTaT Ja ObJaT IMyCHATH Ha Ia3apa.

IIpurexkaTes Ha pa3pelIeHNETO 32 yHoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

tei.: +49 6131 9084-0

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

IMpousBoauTe

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a JOIBJIHUTEIHA HH(OPMALUSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MIPEICTaBUTEN Ha MIPUTEXKATEIS Ha pa3perIeHneTo 3a yrorpeoda:

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTa Ha nmocjeHo npepasrJie;xkaane Ha JuctoBkaTa 07/2024

CKaHHpaﬁTe Koaa C MOOHUIHO yCTpOP'ICTBO, 3a Jia NOJIY4YHUTC JIMCTOBKATa Ha pa3/InMdYHU €3UIU.

URL: www.comirnatyglobal.com

IHonpoOHa mH(pOpManHs 3a TOBA JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBporelickara areHIus
1o JieKapcTBara https://www.ema.europa.eu.

IMocouyenaTra mo-xo1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIIMHCKH CIIEIAATUCTH:
[Ipunaraiire Comirnaty Omicron XBB.1.5 uHTpaMycKyHO KaTo equHuyHa 103a 0,3 ml, He3aBHCUMO
OT MpEeTUITHIS BakcHHAnoHeH craryc 3a COVID-19.

Ha nuna, xonto npean ToBa ca Ounm BakcuHupanu ¢ BakcuHa cperry COVID-19, Comirnaty Omicron

XBB.1.5 Tpsa6Ba ma ce mpriiara Haii-mMaiako 3 Mecena cies ImociienHarta 103a Bakcuaa cpemry COVID-
19.
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Ha nua cbc cumHo oTcinabeHa HMYHHa CUCTEMA MOXKE 1a CC MPUJIOKAT TOITbJIHUTCIIHNA T03U.

IMpocaegumoct
3a Ja ce HOI[O6pI/I MMpocCJICAMMOCTTA Ha OMOIOTUYHUTE JICKAPCTBCHU MPOAYKTHU, UMETO U MMAPTUAHUAT
HOMED Ha MPWIOKEHHUS IPOAYKT TPsIOBa SICHO /1a CE 3aIrCBar.

Ykazanus 3a paGora npeau ynorpeoda
Comirnaty Omicron XBB.1.5 Tpsi0Ba 1a ce MPUroTBH OT MEAMIIMHCKH CIICIIMATIUCT, KaTO CE MU3I0JI3Ba
acenTHYHa TeXHMKa, 32 J]a Ce rapaHTHpa CTEPHIHOCTTAa Ha IPUTOTBEHATA TUCIICPCHSL.

IIpoBepete nanu HIaKOHEBT € ChC CHHBO MJIACTMACOBO Kamnaye U JIalid UMeTO Ha TPOJIyKTa €

Comirnaty Omicron XBB.1.5 10 muxporpama/io3a HH:KeKIIMOHHA Jucniepcust. (Ieua Ha 5

1o 11 roguam).

AKO UMETO Ha IPOJYKTa BbPXY €THKeTa Ha ()JIakoHa € IPyro, MOJIsl, HalpaBeTe CIpaBKa ¢

KpaTKara XapaKTepUCTHKa Ha POJIYyKTa 33 TO3U ChCTAB.

AKko (JIaKOHBT ce ChXpaHsBa 3aMpa3eH, TOH Tps0Ba Ja ce pa3Mpasu Ipeau yrnorpeoda.

3ampaszenute (akoHH TPAOBa Ja ce mpeHecar B cpeaa ¢ temneparypa 2°C no 8°C, 3a na ce

pasmpasat. YBeperte ce, 4e (IakoHUTE ca HaIlbJIHO Pa3Mpa3eHu Npeau ynorpeoa.

- Ennono3oBu ¢nakonu: PasmpassiBanero Ha eaHa onakoska ¢ 10 egH01030BU (uiakoHa
MOJKE 1a OTHEME 2 Jaca.

- MHorozno3osu ¢nakonu: PazmpassBaneTo Ha enHa onakoBka ¢ 10 MHOron0308u (akoHa
MOJKe J1a OTHEMe 6 Jaca.

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

TOJHOCT BbPXY KapTOHEHATa OIaKOBKA.

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

MIpeBHILIaBa OTIEYATaHUAT cpok Ha rogHocT (I'oxen no:).

Bb3MoskeH e Ipyr BapHaHT, IpU KOWTO €IUHUYHM 3aMpa3eHH (DJIaKOHU MOKE J1a Ce pa3Mpassr

3a 30 munyTH TIpH TemmepaTypa g0 30°C.

[Mpenu ynmotpeba HEOTBOPEHHAT IIAKOH MOXKE J]a ce ChXpaHsBa a0 12 yaca mpu TeMIiiepaTypa

1o 30°C. C pazMpaszenute (haaxoHH MOXKe /1a ce pabOTH B YCIIOBUS HA CTaifHa CBETIIMHA.

Ipuroresine Ha no3u 0,3 ml

Buumarenno pasmecerte, kato o0bpHeTe dhrakonute 10 mbtu. He pasknamaiire.

[Ipenu pa3mecBaHe pa3MpaseHaTa JUCTIEPCUs MOXKE J1a ChIbpiKa Oesn 10 MouTH Oemu
HETPOo3padyHu aMOopGHH YaCTHLIH.

Cnen pa3mecBaHe BakcHHaTa TpsOBa Ja NMpeAcTaBisiBa OUCTpa 0 JIEKO onajeclieHTHa
mucniepcus 0e3 Buanmu yactuiy. He n3nonsBaiite BakcuHaTa [Ipy HaJIMUME HA YAaCTULM WM
MIpOMsIHA Ha I[BETA.

IIpoBepete nanu (GaakoHBT € €JHON030B WM MHOTOI030B U ClI€BaiiTe NPUIOKUMHUTE
yKazaHus 32 paboTa Mo-Aoiry:

— EnnonozoBu ¢uiakonu

L] Usrernere equumyna go3a Bakcuaa ot 0,3 ml.
] WzxBwprete prakoHa u ocTaHAIMS 00EM.
- MHoro0308u (prrakoHH

. Bcexkn MHOT01030B (hi1akoH cbabpka 6 go3u 1o 0,3 ml.

= Karo u3non3Bare acenTuyHa TEXHUKA, TOYMCTETE 3aITyIIagkara Ha (hJlakoHa C
TaMIIOH 3a €THOKpAaTHA ynoTpeda, HAMOSH C aHTUCETITUICH Pa3TBOP.

= Uzrernere 0,3 ml Comirnaty Omicron XBB.1.5 3a gena Ha Bb3pacT 5 10
11 rogunmu.

TpsiOBa na ce M3MONI3BAT CHPHHIIOBKY W/WUJIH UIJIM ¢ MAJIBK MBPTHB (HEH3M0JI3BaeM) 00eM,
3a J1a ce U3TerAT 6 1031 oT eauH (nakoH. KomMOWHaIMsITa OT CIPUHITOBKA U UTJIA C MAITBK
MBPTHB 00eM TPSOBa [1a IMa MBPTHB 00eM HE TIO-TOJISIM OT 35 MUKPOIUTPA. AKO CE U3IOI3BAT
CTaHJApPTHU CIIPUHIIOBKH W MIJIM, MOXKE JIa HAMA JIOCTAaTh4eH 00eM 3a M3TErIIsTHE Ha [IecTa J103a
oT eavH (prakoH.
Bcesika no3a tpsbBa na ceaspika 0,3 ml BakcuHa
AKO KOJIMYECTBOTO Ha OCTaHajaTa BhB (hJIaKOHA BAaKCHHA HE € JIOCTATHYHO 32 €[HA Isj1a J103a
0,3 ml, usxpbpiere GrakoHa ¥ OCTaHAIHS 00EM.
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o 3anuineTe ChOTBETHUTE JaTa/yac BbpXY QuiakoHa. 3XBBpIeTe HEU3IMoi3BaHaTa BAaKCUHA
12 vaca ciieJ] MbPBOTO MPOOMBAHE Ha 3amyliaikaTta Ha (DJaKoHa.

H3xBBpIisiHe
HewunsnonsBanusT nexkapcTBeH NPOLYKT WM OTHaIbUYHUTE MaTEPUANI OT HEro TpsiOBa J1a ce U3XBBPIIST

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHH.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/103a KOHIEHTPAT 32 HHIKEKIIHOHHA
aUcTepcus
Jeuna na 5 go 11 rogunn
uPHK Bakcuna cpemry COVID-19
COVID-19 mRNA Vaccine
To3uHaMepaH (tozinameran)/paMro3uHamepan (famtozinameran)

vTO3I/I JIEKapCTBEH MPOAYKT TOJUICKH Ha JOMBJIHUTEIIHO HAOM0eHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBSIBaHE Ha HOBa MH(OpMaIMs OTHOCHO Oe3omacHOCTTa. MoXeTe Ja JaieTe CBOS MPUHOC KaTo
CHOOIINTE BCSAKA HEXKEIaHA peaKIlns, KosATo Bamero nete € moayduio. 3a HauMHa Ha ChOOIaBaHe Ha
HEXXEJTaHH PEaKIMK BIDKTE Kpas Ha Touka 4.

IIpoyereTe BHMMATEIHO LSJIATA JIMCTOBKA, MIPEAN Ta3H BAKCHHA 1A 0bJe MPHIIOKEHA HA
Bamerto gere, Thbil KaTO T ChAbPKA BaXKHA 32 Hero HHGopManus.

. 3anazere Ta3u JUCTOBKA. MOXe /1a ce HANOXKU J1a 51 IPOYETETE OTHOBO.

o AKO UMaTe HIKaKBH JIOTBIHUTEITHHA BBIIPOCH, TOTIUTANTE JeKaps, (hapMaleBTa uin
MeIMIIMHCKaTa cecTpa Ha Baiero gere.

] Axko Barieto iere mony4u HIKaKBH HEXKEJIAHU PEaKIliy, YBEJIOMETE HErOBUs JieKap, papMarieBT

WM MEJWIIMHCKA cecTpa. ToBa BKIIFOUBA W BCUYKH B3MOXKHU HEXKEJIAHU PEaKINH, HEOITUCAHH B
Tas3u JIUCTOBKA. BinkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

1.  Kakso mpencraBmssa Comirnaty Original/Omicron BA.4-5 1 3a KakBoO ce HU3IONI3Ba

2. Kakgo Tps0Ba na 3Haete, npeau Comirnaty Original/Omicron BA.4-5 na 6b1e npunokeHa Ha
Bamero nere

3 Kak ce mpumara Comirnaty Original/Omicron BA.4-5

4.  BB3MOXHU HEXEJIaHU PeaKuuu

5 Kak na cpxpansiBare Comirnaty Original/Omicron BA.4-5

6 CobrpprkaHne Ha OTAKOBKATA M JOITBIIHUTEIHA HHPOpManus

1. Kaxkso npeacraBiasgsa Comirnaty Original/Omicron BA.4-5 u 3a kakBoO ce H3M0J13Ba

Comirnaty Original/Omicron BA.4-5 e BakcuHa, KOSITO ce M3MOI3Ba 32 IpeArna3BaHe oT 3a00sIBaHe OT
COVID-19, mpuunneno or SARS-CoV-2. [Ipunara ce Ha nena Ha Bb3pacT oT 5 10 11 roaunu.

Baxkcunara cTaBa npudrHa IMyHHaTa CUcTeMa (€CTeCTBEHUTE 3al[UTHH CHJIM HA OpraHU3Ma) 1a
MIPOU3BEXK A AHTUTENA U KPbBHU KJIETKHU CPEILy BUPYCa, KaTO TaKa OCUTYPSBa 3aIlUTa CPEILy

3aboisisane or COVID-19.

Toit kaTo Comirnaty Original/Omicron BA.4-5 He chabpxa Bupyca, 3a 1a Cb3aJie¢ UIMyHUTET, T HE
Moke aa npuauHu 3abonsBane or COVID-19 na Bamero nere.

Yrorpebara Ha Ta3u BaKCHHA TPSAOBA Ja € B ChOTBETCTBUE C O(PHUIHATTHATE IPETIOPHKH.

2. KakBo TpsadBa na 3uaere, npeau Comirnaty Original/Omicron BA.4-5 na 0b1e npujioxkena
Ha Bamero gere

Comirnaty Original/Omicron BA.4-5 He Tpsa0Ba 1a ce mpuiara

o ako Bamiero nere e anepruyHO KbM aKTUBHOTO BEILIECTBO WIIH KBM HSKOSI OT OCTAHAIINTE
CHCTaBKM Ha TOBA JICKApCTBO (M30pOeHU B TOUKa 6).
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[pexynpe:xaeHns u npeanasHu MepKu
ToBoperte ¢ nekapsi, papmaneBTa WM MeJUIIMHCKATa cecTpa Ha Barrero jere, mpeau BakcUHATA Jla My
0bJIc MPUIIOXKEHA:

L aKO MMa TEXXKa aJICpruyHa peaKius Uin HpO6JIeMI/I C JUIIAaHETO CJICO MHXKCKTUPAHE HA HAKAKBa
Apyra BakCUHaA WJIH CJIC KaTO MYy € Ooumna MMPUJIOKCHA Ta3W BAKCMHAa B MUHAJIOTO.

L aKO I'0 MMPUTCCHABA NPOLUCCHT HA BAKCUHUPAHC WM HAKOTa € IpruIiagajo CJICa IMMOCTaBAHE Ha
WHXCKIMA C Urjia.

L4 aKo0 MMa TEXKKO 3a00JsBaHE WUIH I/IH(beK]_[I/ISI C BUCOKa TeMII€paTypa. O6aue Bameto JC€TC MOXKE

Ja ObJie BAKCHHUPAHO, aKO UMa JIEKO MIOBUIIIEHA TeMIIepaTypa Hilu Jieka HH(EKIIMs Ha TOPHUTE
JUXaTeJTHU TbTHUINA, KATO HACTUHKA.

o aKo “Ma MpobJieM ¢ KpPbBOCHCUPBAHETO, JIECHO MOJTyyaBa CHHUHHU MJIH U3I0JI3Ba JIEKAPCTBO 32
MpeJia3BaHe OT MOsBa HA KPbBHU CHCUPEIIH.
. ako nMa oTciadeHa MyHHa cUcTeMa ropanau 3abomnsBane, HarpuMep nHdpekuus ¢ HIV, unu

IIPUEM Ha JICKAPCTBO, KATO KOPTUKOCTEPOU, KOCTO IMOBJIMABA UMYHHATa CUCTEMA.

CrhliecTByBa MOBHIIIEH PUCK OT MHOKAPAWT (Bh3MAIEHUE HA ChPIACUYHUS MYCKYIT) U IIEPUKAPIUT
(BB3MaJIcHUE HA BhHIIHATA OOBMBKA Ha ChpIETO ciiel BakcuHalws ¢ Comirnaty (Bxk. Touka 4). Te3u
3a00JIIBaHUS MOTaT Jla C€ Pa3BHAT JIO HAKOJIKO JHH CJ€]l BAKCHHAIVTA U TIPEANMHO B PAMKHUTE Ha
14 nau. Te ca HaOIrOMaBaHM TIO-YECTO CJIeN BTOpaTa BAKCHHALIWS U ITO-YECTO TIPU TIO-MJIaTH MBXKE.
PUCKBT OT MHOKapUT U MIEPUKAPIUT U3TIIEK A TO-HUCHK TPH Jiella Ha Bb3pacT oT 5 o 11 roguau B
CpaBHEHHE C Te€3M Ha Bb3pacT oT 12 1o 17 rogunu. B nmoseueTo ciyvyan Ha MUOKapIuT U MEPUKAPIUT
HACTHIIBAa BH3CTAHOBSIBaHE. B HAKOM Cclydyan ce Hajlara moJabp>KaHe C HHTEH3WBHU TPIKA U Ma
HaOJII0/ITaBaHU CIy4Yau ChC CMBPTEH n3xo. Clie] BAKCHHALIMS TPsOBa 1a ObJIeTe OAUTEITHH 32
MPU3HAIM HA MUOKApAUT U TICPUKAPINT, HAIPUMED 3a1yX, ChplicOneHe win 00ka B I'bPAUTE, U
Tps0Ba He3a0aBHO Ja MOTHPCHUTE JIEKAPCKa TIOMOIII, aKO T€ HACTBIIAT.

KakTto Bcuuku Bakcunu, Comirnaty Original/Omicron BA.4-5 Moxke J1a He 3alIUTH HAITBJIHO BCUYKHU
BaKCHHHMPAHU U HE € U3BECTHO KOJIKO JIBJITO Bameto nere 1ie Ob1e 3aumTeHo.

Eduxacnocrra Ha Comirnaty Original/Omicron BA.4-5 Moxe 1a e mo-HUCKa PH X0pa ¢ oTciaadeHa
UMyHHa cuctemMa. Ako Baiero nere e ¢ orciabeHa MIMyHHA CHCTEMA, MOXKE J1a MOTy4d
nmomreaaATETHA 103U Comirnaty Original/Omicron BA.4-5. B Te3u cinyyan TpsiOBa 1a MpoIbInKe 12
cnasBa (pu3nYecKuTe Mpeana3Hu MEpKH, 3a Aa moMorHe 3a npeseHuusiTa Ha COVID-19. Ocsen ToBa
ONM3KKTE KOHTAKTHY JIUIA Ha AeTeTo Bu TpsiOBa na ObIaT BaKCHHUPAHH, aKo € MOIXOAALIO.
OO0chaeTe MOAXOISIINTE HHINBHIYATHH IPETIOPBKY C HETOBUS JIEKap.

Jena
Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/no3a KOHIIEHTPAT 32 HHKEKI[HOHHA
JICTIEPCHUs He ce MPenopbhyBa MPH Jiella Ha Bb3PacT MO 5 TOWHH.

[Ipennarat ce neauaTpuyHM JIeKapcTBeHU (OPMU 3a KbpMadeTa U Jielia Ha Bh3pacT 6 Mecela J10
4 roqunau. 3a moapoOHa HHGOPMAITHS, MOJIS, BIDKTE TUCTOBKATa HA CHOTBETHUTE CHCTABH.

Bakcunara He ce Mperopp4YBa MpU KbpMaduc€Ta Ha Bb3pacCT IO 6 MEcela.

Apyru aexkapcrBa u Comirnaty Original/Omicron BA.4-5

TpsiOBa n1a kaXkeTe Ha Jiekaps wiu papmMalieBTa Ha Bamero gere, ako aerero Bu usnmonssa, HacCKopo e
M3II0JI3BAJIO MITH € BE3MOXKHO J1a U3I0JI3Ba JPYTH JICKAPCTBA, MM HACKOPO MY € MPHIIOKEHA HIKaKBa
JIpyra BakCHHa.

BpemenHocT M KbpMeHe
Axo Bamero nere e OpeMeHHO, TpsIOBa 1a Ka)KeTe Ha HETOBUS JIeKap, MEIUIIMHCKA CECTPa HIIH
(dapMarieBT, npenu na My ObJie MPUIOKEHA Ta3W BAaKCHHA.

Bce omie nmnicBar ganHu otTHOCHO ynorpebaTta Ha Comirnaty Original/Omicron BA.4-5 o Bpeme Ha
opeMenHocT. Bee mak rossm o6em nHbopMalus, mojyueHa oT HaOII0ACHUETO Ha OPEMEHHH JKEHH,
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BaKCHHHPAHH C ITbPBOHAYAIHO pa3pelieHaTa 3a yrnorpeda BakcnHa Comirnaty mpe3 BTOPHS U TPETHUS
TPUMECTHP, HE TIOKa3Ba BAKCHHAIIUATA J1a UMa HEOJIaronpusTHA e)eKTH BbpXYy OpEeMEHHOCTTA HITH
HOBOPOJICHOTO. Makap 4e nHpopMarusaTa 3a eeKTUTe BbpXy OPEMEHHOCTTA WIH HOBOPOACHOTO CJIE
BaKCHHAIIUS TIPE3 IIbPBUS TPUMECTHp € OrpaHrueHa, He Ce Ha0Ito1aBa MPOMSIHA TI0 OTHOIIICHUE Ha
pucka ot cionTadeH abopt. Comirnaty Original/Omicron BA. 4-5 Moske 1a ce npusiara o BpeMe Ha
OpeMEeHHOCT.

Bce omie nunicBar qanau oTHOCHO yrioTpebaTta Ha Comirnaty Original/Omicron BA.4-5 B meproia Ha
KbpMeHe. Bee mak He ce odakBaT ehekTH BbPXY KbPMEHOTO HOBOPOJICHO/KbpMaueTo. JlaHHuTe,
NOJTYYEHHU OT HAOJIOAEHUETO Ha KEHH, KOUTO KbPMST CJIe]] BAKCHHALIWS C TBPBOHAYAIHO
paspeuieHata 3a ynorpeba BakcuHa Comirnaty, He OKa3BaT PUCK OT HEXeJIaHu epeKTu npu
KbpPMEHHUTE HOBOpOJeHH/KbpMadeTa. Comirnaty Original/Omicron BA.4-5 Moske na ce npunara B
nepuoa Ha KbpPMEHE.

Ilopupane u padoTa ¢ MAIIMHU

Hsikon ot edexTrTE Ha BAaKCHHATA, YITIOMEHATH B TOUKa 4 (Bb3MOXKHU HEXKETaH! peakIii) MOTaT
BpPEMEHHO J1a TIOBIKSIAT crtocoOHOCTTa Ha Bamero nere 3a pabota ¢ MalimHy WK NpeaNpueMane Ha
JIEHOCTH KaTo KapaHe Ha Benocwurie. V3uakaiite, 10KkaTto Te3u epeKTH OTIIYMST, MPeIH
BBH300HOBSIBaHE HA JIEHHOCTUTE, KOMUTO M3UCKBAT IIBJIHO BHUMaHUE OT HETOBa CTPaHa.

3. Kak ce npuiara Comirnaty Original/Omicron BA.4-5

Comirnaty Original/Omicron BA.4-5 ce npuara cien pa3pexnane kato umkeknus ot 0,2 ml B
MYCKYJI B TOpHATa 4acT Ha pbkara Ha BameTo nere.

Ha nerero Bu me Ob1e HanpaBeHa | WHXKEKIMS, HE3aBUCHMO JaJIH TP TOBA € IOJyYaBaio BaKCHHA
cpery COVID-19.

Axko mipequ ToBa eteTo Bu e Omito BakcuHMpaHo ¢ BakcuHa cperry COVID-19, ve Tpsa6Ba na
nonydaBa j03a Comirnaty Original/Omicron BA.4-5, mokaTo He n3MHHAT Haii-MaJIKoO 3 MeceIa ciex
HocJieiHaTa 103a.

Axko gerero Bu e ¢ oTcnabeHa UMyHHA cECTEMa, MOXKE Ja ITOJTy9d JOIBIHUTENTHHN 103U Comirnaty
Original/Omicron BA .4-5.

AKO UMaTe HAKaKBH JTOMBIHUTEIHH BBIIPOCH, CBHP3aHH ¢ yroTpedara Ha Comirnaty
Original/Omicron BA.4-5, nonmTaiite jgexaps, ¢papmMarieBTa Wid MeIUIIHHCKaTa cecTpa Ha BameTto
JeTe.

4. Bb3MOXKHU HeKeJIaHU PeaKknun

Kaxro Bcuku Bakcuam, Comirnaty Original/Omicron BA.4-5 Moxe 1a mpean3BUKa HEXKETaH!
peakuuy, BBIIPEKHU Y€ HE BCEKH ' ITOJTy4aBa.

MHOro 4ecTH HeskeJIaHH PeaKIUU: MOrarT Jia 3acerHar noseve ot 1 Ha 10 xymm
Ha MACTOTO Ha MH)KEKTUpaHe: 00JKa, OTOK

yMopa, r1aBodoue

0oka B MycKynauTe, 00JIKa B CTABUTE

BTpHcaHe, 00JIKa B CTaBUTE

THapust

YecTH HeKeJIAHM PeaKkUMu: Morat Aa 3acersar o 1 Ha 10 apymu
o rajicHe, OBpBIIaHe
. 3auepBsaBaHe HAa MSCTOTO HA MHXKEKTHUPaHE (,,MHOTO YeCTH * IIpH Bb3pacT 5 no 11 rogunm)
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o yrojieMeH! TUM(HU Bb31K (HabIr01aBa ce Mo-4ecTo ciel OycTep 103arta)

HeuecTn HeskeaHu peakiuu: Morat aa 3acerHat a0 1 Ha 100 gymm
HEepasIoJOKECHUE, yCelIaHe 3a CIa00CT WIIH JIUTICA HA EHEPTHs/ ChHITMBOCT
Ooika B phKaTta

Oe3cpHME

c1:p6e>x< Ha MACTOTO Ha MHKCKTUPAHE

aJeprHUYHU PEaKIIuy KaTo OOPUB MM ChPOEK

HaMalleH aleTUT

3amaiiBaHe

IIPEKOMEPHO U3IIOTABAHE, HOLITHU U3IIOTABaHUA

Penxu Hexenanm peakuuu: Morat ga 3acertat 1o 1 va 1 000 nymwm
. BPEMEHHO €THOCTPAHHO YBUCBaHE Ha JIMIIETO
) aJIepPTUYHHU PEaKINK KaTo YPTUKAPUS WU TIOTyBaHE Ha JIUIETO

MHOro peaku He:KeJIaHu peakiuu: Moxke fa 3acertart 1o 1 #a 10 000 mymm
. BB3MAICHUE HA CHPACYHUS MYCKYJT (MUOKAPIUT) MU Bh3MAJICHHE HA BhHIHATA OOBHBKA Ha

CchpieTo (IEPUKAPAUT), KOSTO MOXKE J1a AOBEEC 110 33a11yX, ChPIeOUCHE Wik 00JIKa B IbPIUTE

C Hen3BecTHA YecTOTAa (OT HATMYHUTE TAHHU HE MOXe J1a ObJIc HAallpaBeHA OLICHKA)

. TEXKa aJepruiHa peaxkius

. OOIIMPEH OTOK HA BAKCUHUPAHUSI KPaHUK

. OTOK Ha JIMLETO (IIOJyBaHE Ha JIUIIETO MOXeE Jia Ce MOSIBU IPHU MALUEHTH C AepMajieH QUIbp)
. KOXKHa peakuys, moa ¢popmara Ha YEpBEHHU I€THA WK OOpPUB 110 KOXaTa, KOMTO MOKe J1a

M3MJIeKA KaTo ,,MHUIICHA"™ WIH ,,0MBOJICKO OKO® C ThMHO YE€PBEH IICHTHP, OKOJIO KOHTO UMa I0-
CBETJIM YepPBEHU KPBIroBe (epuTeMa MyITHPOPME)

. HEOOWYAIHO yCeIlaHe 10 KOXKaTa, KaTo H3TPhIIBAHE WM MpaByUYKaHe (I1apecTe3us)

. HaMaJIIBaHE Ha YCEIaHUATa WU YyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XUIIECTE3HS)

. TEXKKO MEHCTPYaITHO KbpBEHE (ITOBEUETO CIIyYan U3IIICK/Ia HE Ca CEPUO3HU H Ca C BpEMECHEH
Xapaxrep)

ChobaBaHe HA HesKeJIAHU PeaKIuu

Axko Bariiero iete mojy4n HIKaKBH HEXXeJIaHHU JIEKAPCTBEHU PEaKIMU, YBEIOMETE HETOBHS JIeKap,
(hapMaleBT WM MEIMIIMHCKA cecTpa. ToBa BKIIFOUBA BCUYKH Bb3MOXKHH HEOIUCAHU B Ta3H JIUCTOBKA
HEXEIIaHU peakiuu. MoKeTe ChIIO J1a ChOOIIUTE HeXEIIAaHU PEaKIuu TUPEKTHO upe3 M3mbiHuTenHa
areHITHS TI0 JIeKapcTBaTa, yil. ,,Jlamsa ['pyes* Ne 8, 1303 Codwus, Tem.: +359 2 8903417, yebcaiit:
www.bda.bg. Kato cho0111aBare HexxenaHu peakify, MOXKeTe Jia TaJeTe CBOSI MPUHOC 3a IMOJTyYaBaHe
Ha ToBe4e HH(OpMaIUsi OTHOCHO 0€301acHOCTTAa Ha TOBA JISKAPCTBO.

5. Kak na cexpansiate Comirnaty Original/Omicron BA.4-5

Jla ce cpxpaHsIBa Ha MSICTO, HEAOCTHITHO 3a JETIA.

CrnenpamaTta nH(pOpMaIUs OTHOCHO ChXPaHEHHETO, CPOKA Ha TOHOCT M paboTara e mpeaHa3HaueHa 3a
MEIUIINHCKHU CIIEIIAAJIUCTH.

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 cpxpansiBa BbB (puzep npu -90°C mo -60°C.

Jla CC ChbXpaHsdBa B OpUTMHAIHATa OIIAKOBKaA, 3a Jia C€ MPEAIia3su OT CBETJIIMHA.
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Bakcunara ce momydaBa 3ampasena npu -90°C mo -60°C. Crnen mosydaBaHe 3aMpa3eHaTa BaKCHHA
MOe na ce cbxpansasa win npu -90°C no -60°C, nau pu 2°C mo 8°C.

Koraro ce cpxpansiBaT 3ampaszenu npu -90°C no -60°C, onakoBkure ¢ 10 gnakoHa BakcMHa MOTaT Ja
ce pasmpasar mpu 2°C no 8°C 3a 4 gaca, a eqUHUIHA (DIIAKOHU MOTAT J]a CE pa3MpassT IMpHU cTaitHa
temriepatypa (1o 30°C) 3a 30 MUHYTH.

Pa3mpasenu (npeau ToBa 3aMpa3senu) (aakonu: Ciiel KaTo BEIHBK € U3BaJCH OT (hpu3epa,
HEOTBOPEHUSAT (IIaKOH MOXKeE J1a Ce ChXpaHsIBa U TpaHcnmopTHpa B xiaamwtauk npu 2°C no 8°C go

10 ceqmuny, 6e3 1a ce IpeBHILIaBa OTIIeYaTaHUAT Cpok Ha rogHocT (I"ogen 10:). Bepxy kapToHeHaTa
OMakoBKa TpsiOBa 1a ce 0TOeeKH HOBHUAT CPOK Ha roJHOCT npu cbxpanenue mnpu 2°C go 8°C. Cnen
KaTo BEIHBXK € pa3Mpa3eHa, BAKCHHA HE MOXKE J]a ce 3aMpa3siBa TIOBTOPHO.

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

C pa3mpasenute hIaKoHU MOKE J1a ce padOTH B YCIIOBHSI Ha CTaiiHa CBETIIMHA.

Crnen paspexaane, cbxpansBaiite Bakcunarta mpu 2°C 1o 30°C u s u3moii3BaiTe B paMKUTE Ha
12 gaca, K0eTo BKJIFOUBA 710 6 Yaca Bpeme 3a TpaHcropTHpaHe. V3XBrpiieTe HeN3IoI3BaHaTa BaKCHHA.

He nsnon3BaiiTe Ta3n BakcHHa, aKo 3a0eIeKUTE BUANME YaCTUIM B pa3pelieHaTa TUCTICPCHs T
NPOMsIHA Ha I[BETA.

He usxBbpisiiTe nekapcTBara B KaHaIM3alMATa WIM KOHTEHHEpa 3a JoMAalllHU oTrnaablu. [lonuraiite
Bammus apMarieBT Kak Ja U3XBbPIIATE JICKapCcTBaTa, KOUTO BeUe HE U3MoJ3Bare. Te3n MEepKH Iie
CIIOMOTHAT 3a ONa3BaHE HAa OKOJIHATA CPEAa.

6. Chabp:kaHue HA ONAKOBKATA M TONbJIHUTETHA HHpoOpManus

Kakso cpabp:ka Comirnaty Original/Omicron BA.4-5
o AxtuBante BemectBa Ha n”PHK Bakcunara cpenry COVID-19 (aykneo3unno moaudunrpana)
ce Hapu4at To3uHaMepaH 1 pamToznHaMmepad. Cres paspexxaane QIakoHbT Chabpka 10 no3u
mo 0,2 ml ¢ 5 Mukporpama To3nHaMepaH (OpUTHHAIIHA) U5 MUKporpama (haMTo3MHAMepaH
(Omicron BA.4-5) Ha no3a.
. Hpyru cbcTaBKu:
- ((4-xuapoxcubyTwi)azaHe 1unT)onc(xexcad-6, 1 - mumin)ouc(2-xeKcnuiIekanoar)
(ALC-0315)
- 2-[(monuerunenriukon)-2000]-N,N-nurerpagenmnaneramua (ALC-0159)
- 1,2-nmucteapomn-sn-raunepo-3-pochoxomun (DSPC)
- XO0JIeCTepOI
- TpOMETaMOI
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIA 32 HH)KEKLIUU

Kak n3rae:xxga Comirnaty Original/Omicron BA.4-5 1 kakBo chbABbpsKa ONAKOBKATA
Baxkcunara e 6sma 1o moutu Osia mucnepcust (pH: 6,9 — 7,9), nocraBsHa B MHOTO/1030B (hJIaKOH C
10 mo3u — mpo3paueH ¢urakoH (cThkiao Tl [) 2 ml, ¢ ryMeHa 3amyiajika U ¢ alyMUHHEBa OOKaTKa U
OTYYIBAIIO CE OPAHKEBO TUIACTMACOBO Karaye.

Bunore onakosku: 10 ¢utakona wiu 195 duakona
He BcHYKHM BHIOBE OMTAKOBKM MOTAT Ja ObJaT IyCHATH Ha ma3apa.
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IpuTexaTtes1 Ha pa3pelIeHHETO 32 yNOTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

tein.: +49 6131 9084-0

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

IIpounsBoguten
BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19

55116 Mainz
I'epmanus

3a JOITBJIHUTCIIHA I/IH(i)OpMaIlI/IH OTHOCHO TOBa JIEKapCTBO, MOJI, CBBPKETE CC C JIOKAJTHUA
MNPpEACTABUTCII HA IPUTCIKATCIIA Ha PAa3pCHICHUCTO 34 yHOTpe6a:

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, benrapus, Ten: +359 2 970 4333
JlaTa Ha mocyeqHo npepasrJiie;kaane Ha guctoBkara 07/2024

CKaHHpaﬁTe Koaa C MOOUIHO YCTpOﬁCTBO, 34 J1a NOJYYHUTC JIMCTOBKATA HAa PAa3JIMYHU C3ULU.

URL: www.comirnatyglobal.com

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

IMocouyenaTa mo-no1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIIMHCKH CIIEIAATUCTH:
[Ipunaraiire Comirnaty Original/Omicron BA.4-5 UHTpaMyCKyJIHO Ciiel pa3pexaaHe KaTo eAMHUIHA
no3a 0,2 ml, He3aBUCHMO OT MPEIUIIIHKAS BaKCHHAIMOHEeH cratyc 3a COVID-19.

Ha numia, konto mipenu ToBa ca Oun BakcuHupanu ¢ BakcuHa cperry COVID-19, Comirnaty
Original/Omicron BA.4-5 TpsiOBa na ce mpuiara Haii-manko 3 Mecela cliei ocie/iHaTa /1032 BaKCUHa
cpemry COVID-19.

Ha nuia cbe cunao oTciabeHa HMYHHa CUCTEMA MOXKCEC 1a CC MPUJIOKAT AOITbJIHUTCIIHNA T03U.

IMpocaegumoct
3a 1a ce moI00pU MPOCIEAUMOCTTA HA OUOJIOTMYHUTE JICKAPCTBEHHU MPOJAYKTH, UMETO U TTAPTHIHUSAT
HOMeEp Ha MPHJIOKEHHUS MPOIYKT TPsIOBa SACHO J1a Ce 3arMCBarT.

Yxka3anus 3a padbora npeam ynorpeda

Comirnaty Original/Omicron BA.4-5 Tpsi0Ba ja ce MpUTOTBH OT MEIUIIMHCKH CTICIIUAIIICT, KaTo ce

M3M0J13Ba aCENTHYHA TEXHHKA, 3a J1a CE TapaHTHpa CTEPUIIHOCTTA Ha IIPUIOTBEHATa JUCTIEPCHUSI.

o IIpoBepete ganu HIaKOHET € C OPAHKEBO IJIACTMACOBO Kanaye ¥ 1l UMeTO Ha POIyKTa
e Comirnaty Original/Omicron BA.4-5 (5/5 mukporpama)/no3a KOHIEHTpAT 32
HHKEKIMOHHA qucnepceus. (nena Ha 5 g0 11 ronunn).
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AKO UMETO Ha IPOJYKTa BbPXY €THKeTa Ha (hJ1akoHa € Ipyro, MOJIs, HalmpaBeTe CIpaBKa ¢
KpaTKara XapaKTepUCTHKa Ha IPOLYKTa 33 TO3U ChCTaB.

AKko QrakoHBT ce ChXpaHsBa 3aMpa3eH, TOH TpsiOBa Jla ce pa3Mpasu Ipeau ynorpeoda.
3ampazenute aakoHu TpsOBa Aa ce mpeHecar B cpeaa ¢ remmneparypa 2°C no 8°C, 3a 1a ce
pasMpassT; pa3MpassBaHEeTO Ha eHa omakoBKa ¢ 10 grnakona Moxke 1a oTHeMe 4 Jaca. YBepere
ce, 4e (IakoHHUTE ca HAIIBJIHO Pa3Mpa3eHu Mpeau ynoTpeoa.

Cren npemecTBate Ha (hiakoHHTE 3a chbXxpaHeHue npu 2°C o 8°C, kopurupaiite cpoka Ha
TOJTHOCT BBPXY KapTOHEHATa OIaKOBKa.

HeotBopenute ¢uiakonu morat aa ce cbxpansaBat 10 10 cexmuuu npu 2°C no 8°C, 6e3 na ce
NPEeBUIIaBa OTIEYATaHUT CPOK Ha roxHocT (['ogeH mo:).

Bb3MoxkeH e chIo ApyT BapHaHT, MPU KOWTO AUHIYHH 3aMpa3eHn (IaKOHU MOXe J1a ce
pasMpassT 3a 30 MuHyTH nipu Temmnepatypa 1o 30°C.

[penu ymotpeba HEOTBOPEHHAT IIAKOH MOXKE J]a ce ChXpaHsBa JIo 12 Jaca mpu TeMiiepaTtypa
1o 30°C. C pa3mpazenure ¢yiakoHH MOXKe Aa ce padOTH B yCJIOBUS HA CTalfHa CBETJIUHA.

Paspexxnane

OcraBere pazmpaseHus (J1aKoH Jla TOCTUTHE CTaiHa TeMIIepaTypa ¥ BHUMATEIHO IO 00bpHETE
10 mpTH npenu pazpexnane. He pasknamaiire.

[Ipenu paspexxaane pazMpaseHaTa JUCIEPCUs MOXKE J1a ChAbpXKa Oenu 10 o4ty oenn
HETNpOo3pavyHu aMOpHHH YACTHIIH.

Pa3mpazenara BakcuHa TpsiOBa Aa ce pa3pean B HeitHUs opuruHaneH ¢iuakoH ¢ 1,3 ml HaTpues
xjopua 9 mg/ml (0,9%) uHKeKUMOHEH Pa3TBOP, KaTo ce u3nmon3Ba urna 21 G, win no-ThHKa,
U acenTHYHa TeXHHKA.

W3zpaBHeTe HanATaHETO BBB (DIaKoHA, IPEAH Ja U3BAAUTE UTIIaTa OT HETro, KaTO N3TETIINTE

1,3 ml Bp3ayX B M3Mpa3HEHaTa CIPUHIIOBKA Ha pa3peInuTelIs.

BranmMarenno o0bpHeTe paspenenara aucrepcus 10 metu. He pasknamaiite.

Pa3penenara BakcuHa TpsiOBa fa mpecTaBisaBa Osia 10 TOYTH Osila qUCTIEpCHs 0e3 BUANMH
yactuiy. He u3nonseaiite pazpeneHata BakCHHa [IPH HaJIMUUE HA YAaCTUIM WIIM TIPOMSIHA Ha
L[BETA.

Ha pa3penenunte dhnakonu TpssOBa qa Obaat oTOemsI3aHA CHOTBETHHUTE JaTa U 4ac 3a
U3XBbpJIsIHE.

Caen paspexnane, cbxpansasaiite mpu 2°C go 30°C u usnon3saiite B paMkuTe Ha 12 yaca.

He 3ampa3sBaiiTe 1 He pa3KiIamanTe pa3peneHara gucrnepcns. AKo e Omia mocTaBeHa B
XJIQIWJTHUK, OCTaBeTe pa3peAeHaTa JUCIepcHs 1a JOCTUTHE CTaifHa TeMIeparypa npeau
ynoTpeoa.

IIpuroresine Ha no3m 0,2 ml

Cren pa3pexaane GIakoHbT ChAbpKa 2,6 ml, oT konto mMorat na ce u3rerysr 10 mo3u 1o

0,2 ml.

Kato u3nomnsBaTe acenTuyHa TEXHUKA, TOYUCTETE 3aMyIIajKaTa Ha (pjakoHa ¢ TAMIIOH 3a
€IHOKpaTHa yrnoTpeba, HalloeH C aHTUCENTUYEH Pa3TBOpP.

Uzrernere 0,2 ml Comirnaty Original/Omicron BA.4-5 3a neua na Bb3pact 5 1o 11 rogunu.
Tps6Ba na ce u3Moa3BaT CIPMHUOBKH M/WJIH UIJIM ¢ MAJBK MBbPTHB (Heu3No/13BaeM) o0eMm,
3a ga ce uareraat 10 no3u ot enud ¢uaxon. KomOnHanusaTa OT CHPUHLIOBKA U U1 C MATBK
MBPTHB 00eM TpsAOBa Jja UMa MBPTHB 00€M He MO-ToJsIM OT 35 MUKPOJIHUTPa. AKO C€ U3M0I3BaT
CTaHAAPTHU CIIPUHLIOBKH U MIJIM, MOXKE J1a HAMA 1OCTaTh4eH 00EeM 3a M3TETJISHE Ha JIECET 103U
oT eanH (hrakoH.

Bcesika no3za tpsioBa na ceappxa 0,2 ml BakcuHa.

AKO KOJIMYECTBOTO Ha OCTaHaJIaTa BbB (pJlakOHA BAKCHHA HE € JOCTaThUHO 32 e[lHa LsIa 1032
0,2 ml, uzxBbprere GrakoHa U OCTaHATUS 00eM.

WzxBbpIieTe HEM3MON3BaHATa BaKCHHA B paMKUTe Ha 12 daca cieJ pa3pexaaHe.

HN3xBBpIsiHE
Hewsnon3BaHusAT NeKapcTBEH MPOIYKT WM OTIAbUYHUTE MaTEPUAITU OT HETO TPSOBA J]a c€ U3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUSI.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 10 MmukporpamMa/no3a KOHIEHTPAT 32 HHAKEKIMOHHA TUCIIEPCHST
Jeua na 5 no 11 rogunn
uPHK Bakcuna cpemry COVID-19
COVID-19 mRNA Vaccine
OperoBamepan (bretovameran)

vTOSI/I JISKaPCTBEH NPOAYKT IOJUICKH Ha JOMBJIHUTEIIHO HaOoeHe. ToBa 111e o3B0oaH OBP30TO
yCTaHOBSIBaHE Ha HOBa MH(OpMaIUs OTHOCHO Oe3omacHOCTTa. MoXkeTe Ja JajieTe CBOs MPUHOC KaTo
CHOOIINTE BCSAKA HEXKEIaHA peaKIlys, KosSTo Balero neTe e mojayduio. 3a HauMHa Ha ChoOIaBaHe Ha
HEeXXeJIaHW PEaKINK BIDKTE Kpas Ha TOYKa 4.

Hpo‘leTeTe BHUMATCEC/IHO LAJAaTA JIMCTOBKA, IIPEAXA Ta3u BaAKCHHA 1A 6"])}]6 NMPUJI0KEHA HA
Bamero aerTe, Thil KATO TH CbABbPiKa BaKHa 3a HET'O I/IH(l)OpMaIII/lH.

. 3amazere Ta3u JUCTOBKA. MoKe /1a ce HaJIOXH JIa sl MPOYETETe OTHOBO.

. AKO UMaTe HAKAaKBH JIOTbJIHUTEIIHA BBIIPOCH, MTOMUTANTE JeKaps, (hapMaleBTa Win
MEIUIMHCKATa cecTpa Ha Bamiero nere.

. Axo Barmieto nere moy4n HSIKaKBH HEXEJIaHU PEaKkiluy, yBeJIOMeTe HEroBuUs JieKap, papMareBT

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIIOYBA M BCHUKU BH3MOXKHU HEXKEIIAHU PEAKIUHU, HEOITMCAHU B
Ta3u JIUCTOBKA. BinkTe Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso npencrasnsisa Comirnaty JN.1 1 3a KakBO ce U3M0I3Ba

Kakso Tpsi6Ba na 3naere, mpeau Comirnaty JN.1 ga 0b1e npuioxeHa Ha Bamrero nete
Kak ce mpumara Comirnaty JN.1

BBb3MO0XHU HEXKEaHU PEAKLIUU

Kak na cpxpansiBate Comirnaty JN.1

ChbabppxaHue Ha ONTAaKOBKATa M JOIBIHUTENIHA HHOPMALUs

A

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

Comirnaty JN.1 e BakcuHa, KOSTO ce M3II0JI3Ba 3a mpeana3Bane ot 3abonsaBane or COVID-19,
npuuuHeHo oT SARS-CoV-2.

Comirnaty JN.1 10 Mukporpama/no3a KOHIEHTPAT 32 HHKEKIIMOHHA TUCTIEPCHs Ce TIpuIara Ha Jiera
Ha Bb3pacT oT 5 10 11 ronunu.

Baxkcunara cTaBa npudrHa IMyHHaTa cCUcTeMa (€CTeCTBEHUTE 3allUTHH CHIIM Ha OpTaHU3Ma) Ja
MPOU3BEXKA AHTUTENA U KPbBHU KJIETKHU CPELLy BUPYCa, KaTO TaKa OCUTYpPsBa 3allUTa CPELLy

3abomsiBane or COVID-19.

Toit kaTo Comirnaty JN.1 He cbaBpKa BUpYyCa, 3a 1a Ch34a/le IMyHHUTET, TSI HE MOKE Ja IPUYNHA
3abomsaBane or COVID-19 na Bamero nere.

YHOTpe6aTa Ha Ta3u BaKCHHa Tp}I6Ba Ja € B CbOTBETCTBUC C O(l)I/ILII/IaJ'IHI/ITC OpCIOPBKHU.

2. Kakso TpsaoBa 1a 3Haete, npeau Comirnaty JN.1 1a 0bae npuiioxkena Ha Baiero nerte
Comirnaty JN.1 He TpsiOBa 1a ce mpujara

o ako Bamrero neTe e anepruyHO KbM aKTHBHOTO BEIIECTBO WM KbM HSKOS OT OCTAHAIIUTE
ChCTaBKH Ha TOBA JICKapCTBO (M30pOCHH B TOUKA 6).
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[pexynpe:xaeHns u npeanasHu MepKu
ToBoperte ¢ nekapsi, papmaneBTa WM MeUIIMHCKATa cecTpa Ha Barrero jere, mpean BakcUHATA J1a My
ObJIc MPUIIOXKEHA:

L aKO MMa TEXXKa aJICpruyHa peaKius Uin HpO6JIeMI/I C JUIIAaHETO CJICO MHXKCKTUPAHE HA HAKAKBa
Apyra BakCUHaA WJIH CJIC KaTO MYy € Ooumna IMPUJIOKCHA Ta3W BAKCHMHA B MUHAJIOTO.

L4 aKO I'0 MMPUTCCHABA NPOLUCCHT HA BAKCUHUPAHC WJIN HAKOTa € IIpruIagajo CJICa IMMOCTaBAHE Ha
WHXCKIIMA C Urjia.

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

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

o aKo “Ma MpobJieM ¢ KpbBOCHCUPBAHETO, JIECHO MOJTyyaBa CHHUHHU MJIM W3I0JI3Ba JICKAPCTBO 32
MpeJina3BaHe OT MOsBa HAa KPbBHU CHCHUPEIIH.
o aKko “Ma oTciadeHa UMyHHa cUcTeMa ropanu 3adomnsBane, Harpumep nHpekuus ¢ HIV, unu

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

ChliecTByBa MOBHIIEH PUCK OT MUOKAPANT (Bb3MAIEHUE HA ChPACUYHUS MYCKYII) U IIEPUKAPIUT
(BB3MaJIeHUE Ha BhHIIHATA OOBMBKA Ha ChpIIETO ciiel BakcuHalus ¢ Comirnaty (Bxk. Touka 4). Te3u
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO THU CIie/l BAKCHHAIUATA U IPEIUMHO B paMKHTE Ha
14 nau. Te ca HaOIrOMaBaHM TIO-4ECTO CJIell BTOpaTa BAKCHHALIMS U ITO-4ECTO TPU TO-MIIaJH MBXKe.
PUCKBT OT MHOKapIHUT U MIEPUKAPIUT U3TIICKA MTO-HUCHK TPH JIelia Ha Bh3pacT oT 5 1o 11 roguau B
CpaBHEHHE C Te€3M Ha Bb3pacT oT 12 1o 17 rogunu. B noseueTo ciydyan Ha MUOKapIUT U MIEPUKAPIUT
HACTHIIBAa BH3CTAHOBSIBaHE. B HAKOM ciydan ce Hajlara moJabp>KaHe C HHTEH3WBHU TPIKA U IMa
HaOJII0JJaBaHU CIy4YaHu ChC CMBPTEH n3xo. Cliel BAKCHHALIUSA TPsOBa 1a ObJCTe OAUTEITHH 32
MPU3HAIM HA MUOKAp/AUT U TICPUKAPINT, HAPUMED 3a1yX, ChplicOrneHe win 00ika B I'bPANUTE, U
Tps0Ba He3a0aBHO Ja MOTHPCHUTE JIEKAPCKA TIOMOIII, aKO T€ HACTBIIAT.

Kakro Bcnuku Bakcuan, Comirnaty JN.1 Moxe Ja He 3alIUTH HAITBJIHO BCHYKW BaKCHHUPAHU U HE €
M3BECTHO KOJIKO ABJIT0o BameTo nete mie Obe 3aluTeHo.

Eduxacnoctta Ha Comirnaty JN.1 Moxe Ja € mo-HUCKa IIPH X0pa ¢ 0TcIa0eHa IMyHHA CHCTEMa.
Axko Bamero niete e ¢ otciabeHa IMyHHA CHCTEMa, MOKE J1a TIOJTyYH JOIIBIHUTEIHHU 103U
Comirnaty JN.1. B Te3u ciryuaun TpsiOBa 1a IpOABIDKY 1a cla3Ba (U3NIECKUTE IPEana3Hu MEpPKH, 3a
na moMorHe 3a npeseHIusaTa Ha COVID-19. OcBeH ToBa 0JIM3KUTE KOHTAKTHH JIMIIA Ha 1eTeTO Bu
TpsiOBa 1a ObAT BaKCHHUPAHHU, aK0 € Moaxo1sm10. O0chaeTe MOAXOIAIINTE HHANBUAYATHH
MIPETIOPHKH C HETOBHS JIEKap.

Hena
Comirnaty JN.1 10 mukporpama/mo3a KOHIIEHTpAT 32 MH)KEKITHOHHA JTUCTIEPCHUS HE Ce TPEenophyuBa
NIPY Jielia Ha Bb3pacT MO 5 TOJMHH.

[Ipennarat ce meauaTpuyHU JIeKapcTBeHH (POPMU 3a KbpMadeTa U Jiella Ha Bh3pacT 6 Mecela 110
4 ronuHu. 3a moapoOHa HH(OPMAILIKS, MOJIsSI, BUXKTE JJUCTOBKATa HA ChOTBETHUTE ChCTABH.

Bakcunara He ce pernopp4Ba Mpu KbpMau€Ta Ha Bb3pacCT IO 6 MeEcena.

Apyru nexkapcrBa u Comirnaty JN.1

TpsiOBa n1a kaXkeTe Ha Jiekaps wiu papmMarieBTa Ha Barero nere, ako aerero Bu u3non3sa, HacCKopo e
M3II0JI3BAJIO MITH € BE3MOXKHO J1a U3I0JI3Ba JPYTH JICKAPCTBA, MIIM HACKOPO MY € MPIJIOKEHA HIKaKBa
JIpyra BakCHHa.

BpemeHHOCT M KbpMeHe
Axo Barmeto nere e 6peMeHHo, TpsOBa J1a Ka)keTe Ha HETOBHSA JIeKap, MEIUIIMHCKA CeCTpa WK
(dapmarieBT, npeau Aa My ObjIe MPUIOKEHA Ta3W BaKCHHA.

Bce omie nmnicBar ganHu oTHOCHO yriotpebaTta Ha Comirnaty JN.1 o Bpeme Ha OpemeHHOCT. Bee mak
roJyisiM 00eM OT HH(pOpMAIIUs, TIOTyYeHa OT HAOII0CHHETO Ha OPEMEHHH )KEHH, BAKCHHUPAHH C
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IBPBOHAYAHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty nipe3 BTOpUS U TPETHsI TPUMECTB], HEe
MOKa3Ba BaKCHHAIIMATA J]a UMa HeOIaronpusTHH epeKTH BbpXY OPEMEHHOCTTA WX HOBOPOJICHOTO.
Makap ue nHpopmanusra 3a epeKTUTE BhPXy OPEeMEHHOCTTA WITU HOBOPOJCHOTO CJIS/I BAKCHHAITUS
mpe3 MbPBUS TPUMECTHP € OTPaHWYCHA, HEe ce Ha0JIF01aBa MPOMSHA 110 OTHOIIICHUE HA PUCKA OT
croHTadeH abopt. Comirnaty JN.1 Moxe /a ce mmpuiiara 1mo BpeMe Ha OpeMeHHOCT.

Bce omie nuncear ganau oTHOCcHO ynoTpebaTta Ha Comirnaty JN.1 B meproaa Ha kepMeHe. Bee mak He
ce o4akBaT epeKTH BbPXY KbPMEHOTO HOBOPOJICHO/KbpMaueTo. JlaHHUTE, OITyYeHH OT
HaOJII0/IEHUETO Ha KEHU, KOUTO KbPMT CJI€] BAKCUHALIUS C IbPBOHAYAIHO pa3pellleHaTa 3a ynorpeda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXENaHU e()eKTH NPH KbPMEHUTE HOBOPOJCHU/KbpMaydeTa.
Comirnaty JN.1 Moxe a ce npuiara B IepuoAa Ha KbpMEHe.

lodupane u padora ¢ MalIMHK

Hsxkou ot edexTuTe Ha BakcHHATa, yIIOMeHATH B Touka 4 (BBh3MOXHM HE)KENaHU peaKIiy) MOTatT
BpPEMEHHO J1a TIOBJIUSIAT criocoOHOCTTa Ha Bamiero fere 3a pabota ¢ MaliiHy WK MpeIipueMane Ha
JICHHOCTH KaTO KapaHe Ha Bejocuriea. M3uakaiiTe, 10kaTo Te3u e()eKTH OTIIYMST, IPEeIn
BH300HOBSIBaHE Ha JICHHOCTHUTE, KOUTO M3UCKBAT ITHJTHO BHUMAaHHUE OT HETOBA CTPaHAa.

3. Kak ce nmpniiara Comirnaty JN.1

Comirnaty JN.1 ce npunara ciesi pa3pexxaane kato urmxkekus ot 0,2 ml B MycKyn B TOpHaTa yacT Ha
ppKkaTa Ha Bamero gere.

Ha nerero Bu e Obsie HanpaBeHa 1 MHXKEKIMS, HE3aBUCHMO JIAJTH MPEIU TOBA € MOTyYaBajio BAKCHHA
cpemry COVID-19.

Ako mipequ ToBa neteTo Bu e Omito BakcuHMpaHo ¢ BakcuHa cpemry COVID-19, He Tpsa6Ba na
noiy4asa go3a Comirnaty JN.1, 1okaTto He UI3MHHAT Hail-MaJIko 3 Mecella Cliel MocieHaTa J103a.

Axko Barmiero nete e ¢ orcirabeHa IMyHHA CHCTEMa, MOXE J1a TIOJYYH JOMBIHATENHN 103u Comirnaty
IN.1.

AKO UMate HAKaKBH JOMBIHUTEIHHA BBIIPOCH, CBHp3aHu ¢ yroTpedara Ha Comirnaty JN.1, monmraiite
aekaps, papmalieBTa Wi MeAUIMHCKATa cecTpa Ha Bamero nere.

4. Bb3MOKHHU He)KeJTaHU peakiun

KaxTo Bcrmuku Bakcuam, Comirnaty JN.1 Moske 1a mpean3BrKa HeKeJTaH! PeakIiy, BRIIPEKH Ue He
BCEKH TH TTOJTyJaBa.

MHOro0 4ecTH HeKeJIaHU peaKkIUM: MOrar Jia 3acertart noseue ot 1 Ha 10 mgymm
Ha MACTOTO Ha HHXKEKTUpPaHe: 00JIKa, OTOK

yMopa, T1aBodosue

0omKa B MycCKyJuTe, 00JIKa B CTABUTE

BTpPHUCaHE, MOBUILICHA TEMIIEpaTypa

apus

YecTn HexeTaHU peaKIMM: MOraT Jia 3acersat 1o 1 Ha 10 gymm

. rajJicHe, MOBpPbIAHE
. 3auepBsIBaHE HA MSCTOTO Ha MHXXEKTUpPaHe (,,MHOTO YecTH" Tpu Bb3pact 5 1o 11 rogunn)
. yroyieMeHu JIuM(pHU Bb31H (Ha0IF01aBa Ce MO-4ecTo ciieq OycTep mo3aTa)

HedecTu HeskeJaHM peaknmu: Morar fa 3acersar jo 1 Ha 100 gymm
. HEPa3IoJIOKEHUE, yCEIIaHe 3a CI1a00CT WM JIMIICA HA €HePIHs/ChHIMBOCT
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0onka B ppKaTa

Oe3cpHUE

ChpOeXkK Ha MICTOTO HA MH)KEKTUPAHE
AJIePTUYHU PEaKIIMU KaTo OOPHB MUITH CHPOSK
HaMaJIeH alleTUT

3aMaiiBaHe

MPEKOMEPHO M3MOTIBAHE, HOIIHU M3MOTSIBAHUS

Penxu Hexxennanu peakuum: Morat ja 3acersat 1o 1 Ha 1 000 nymu
. BPEMEHHO €IHOCTPaHHO YBHCBAHE Ha JIULETO
o aJeprUYHU peakluy KaTo YPTHKapHUs WIM OJyBaHE Ha JULETO

MHoro peaku He:KeJIaHU peakuuu: Moxke 1a 3acerHar 10 1 Ha 10 000 nymwm
. BB3MAJICHUE HA CHPCUHUSI MYCKYJ (MHOKApIUT) WK Bh3MaJcHUE Ha BHHITHATA OOBUBKA Ha

chpreTo (TIepUKapanT), KOETO MOXKE J1a AOBEe 10 3ayX, ChpieOneHe nim 00JIKa B IbpIuTe

C Heu3BeCTHA 4eCcTOTA (OT HAIMYHUTE JIAHHU HE MOJKE J1a ObJIc HallpaBeHa OIICHKA)

. TEXKa aJIepruIHa PeaKIys
. OOIIMPEH OTOK HA BAKCHHUPAHUS KPaHUK

. OTOK Ha JIUIETO (MOJyBaHe Ha JIUIIETO MOXKE Ja CE MOSIBU NPH MAIUCHTH C AepMajicH QUIIbD)
. KOXKHA peakius, moj (opMarTa Ha YepBEHH METHA WM OOpUB M0 KOXKAaTa, KONTO MOXKe Jia

M3TIIekKAA KaTo ,,MHIIeHa" WX ,,0MBOJICKO OKO* C ThMHO YepBEH IIEHTHP, OKOJIO KONTO MMa I10-
CBETJIM YepBEHH KPBroBe (epuremMa MynaTudopMme)

. HeoOWYaifHO ycelaHe 0 KOKaTa, KaTo M3TPhIIBaHe WM MpaBy4YKaHe (ITapecTe3ns)
HaMaJIsIBaHE Ha YCEIIaHUATA W YyBCTBUTEITHOCTTa, 0COOCHO Ha KOXKaTa (XUTIECTE3Hs)

° TEKKO MEHCTPYaIHO KbpPBEHE (ITOBEUETO CIIyYan M3k 1a He ca CEPUO3HH U Ca C BPEeMEHEH
XapaxTep)

CpolImaBaHe Ha He)KeJTAHH PeaKIHH

Axo Baieto fere mosy4u HIKaKBY HEXKEJIAHU JICKAPCTBCHU PEAKLIUK, YBEIOMETE HETOBHS JIeKap,
(bapmaneBT WM MeIUIMHCKA cecTpa. ToBa BKIIIOYBA BCHYKH BH3MOXKHH HEOITMCAHH B Ta3H JHCTOBKA
HEKeNIaH! peakun. MoXeTe ChII0 Ja ChOOINTE HeXKENaH! PEeaKIMy JTUPEKTHO upe3 M3mbiHuTenHa
areHIus 10 JieKapcTBaTta, yi. ,,Jlamsaa ['pyes* Ne 8, 1303 Codust, Tei.: +359 2 8903417, yebcaidT:
www.bda.bg. KaTto cro0mmaBare HexxellaH! peakiiy, MOYKETe J1a IaJieTe CBOS PHHOC 3a MOTyvYaBaHe
Ha NoBedYe HH(POpMANUsI OTHOCHO 0€30M1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak n1a cexpansiBate Comirnaty JN.1

I[a CC ChbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

Crnenpamiata nHGOpPMAIUS OTHOCHO ChXPaHEHHUETO, CPOKA HAa TOJHOCT U paboTaTa e mpeHa3HaueHa 3a
MEUIIUHCKH CIICIIUATUCTH.

He m3momn3Baiite ToBa JIEKapCTBO CJIea CPOKa Ha TOTHOCT, OTOEISI3aH BhPXY KapTOHEHATa OMMaKOBKa U
eTukera cien ,,l'ogen 10:“. CpokbT Ha TOTHOCT OTIOBAPs HA MOCJIEAHUS ACH OT IOCOUYEHUS MECEIL.

Ja ce cpxpansBa BbB ppusep mpu -90°C mo -60°C.
Jla ce cpxpaHsiBa B OpUTHHAITHATA OTIAKOBKA, 32 J]a C€ MPe a3y OT CBETINHA.

Baxcunara ce nomydaa 3ampasena mpu -90°C no -60°C. Cren mosmy4aBade 3aMpa3eHaTa BaKCHHA
MO3Ke J1a ce cbxpaHsaBa win npu -90°C no -60°C, unu npu 2°C no 8°C.
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Korato ce cexpansBat 3ampazenu npu -90°C mo -60°C, omakokute ¢ 10 ¢rakona BaKkCHHA MOTAaT Aa
ce pasmpassar mpu 2°C no 8°C 3a 4 gaca, a eqUHUIHA (PIIAKOHU MOTAT J]a CE pa3MpassT MMpH cTaitHa
temmeparypa (1o 30°C) 3a 30 MUHyTH.

Pa3mpasenu (npeau ToBa 3aMpa3senu) (iaakonu: Ciiel KaTo BEAHBK € U3BaJCH OT hpu3epa,
HEOTBOPEHUAT (HJIAKOH MOJKE J]a Ce ChXpaHsIBa U TpaHcmopTupa B xiaaawiHuk mpu 2°C go 8°C mo

10 cenmuru, Oe3 Ja ce mpeBuIIaBa OTIeyaTaHuAT Cpok Ha rogHocT (I"omeH mo:). Bppxy kapToHeHarta
OTIaKOBKa TPsIOBA Ja ce 0TOeIe)KM HOBHUAT CPOK Ha TOAHOCT npu chxpanenue mipu 2°C mo 8°C. Cnex
KaTo BEJIHBXK € pazMpaseHa, BAKCHHA He MOXKeE Jla Ce 3aMpa3siBa MOBTOPHO.

[Ipenu ynoTpeba HEOTBOPEHUTE (PIIAKOHU MOTAT Ja C€ ChXpaHsABaT 10 12 yaca rmpu Temmneparypa
Mexay 8°C u 30°C.

C PasMpa3CHUTC (I)J'IaKOHI/I MOXKE ga CC pa6OTI/I B YCJIOBU: Ha CTaiiHa CBETJIMHA.

Crnen pazpexxnane, cbxpansBaiite Bakcunarta mpu 2°C 1o 30°C u s u3moy3BaiTe B paMKUTE Ha
12 gaca, K0eTo BKJIFOUBA 710 6 Yaca BpeMe 3a TpaHcmopTHpaHe. V3XBrpIieTe HEN3IoI3BaHaTa BAKCHHA.

He nsnon3BaiiTe Ta3n BakcHHa, aKo 3a0eIeKUTe BUANMH YaCTUIIH B pa3pelieHaTa TUCTIePCHs NI
NPOMSIHA Ha L[BETA.

He u3xBbpisiiTe nekapcTBaTa B KaHAIM3alMATa WIM KOHTEHHEpa 3a JOMAIHU oTrnaablu. [lonuraiite
Bamms ¢papmMarieBT kKak Ja U3XBBPIATE JEKapCcTBaTa, KOUTO Bede HE U3IMoN3Bare. Te3u MepKu Iie
CIIOMOTHAT 3a OIa3BaHE Ha OKOJIHATA CPEAaA.

6. CpabpskaHie HA ONIAKOBKATA M 10NbJHUTEIHA UHopManus

Kaxkso cpabp:xa Comirnaty JN.1
. AxtuBHOTO BeniectBo Ha MPHK Bakcunara cperry COVID-19 (Hykieo3uagHo MoauUIMpaHa)
ce Hapu4a OperoBamepan. Cren paspexnane GiakoHbT chabpika 10 mo3u mo 0,2 ml, Besika ¢
10 mukporpama OpeToBamepaH.
. Hpyru cbcTaBku:
- ((4-xuppoxcuOyTrin)a3aneumI)orc(xekcan-6, | -mumr)orc(2-XeKCHITIeKaHOaT)
(ALC-0315)
- 2-[(monuerunenriukon)-2000]-N,N-nmurerpanenunaneramua (ALC-0159)
- 1,2-nucreapomn-sn-riaunepo-3-dpochoxonun (DSPC)
- X0JIecTepot
- TpOMETaMOI
- TPOMETAMOJIOB XUAPOXJIOPHIL
- 3axaposa
- BOJIA 32 MH)KEKLIUU

Kak n3raexxaa Comirnaty JN.1 1 KakBo cbbpika ONAaKOBKATA
Bakcunara e Osi1a 10 moutH Osita qucnepcus (pH: 6,9 — 7,9), nocraBsHa B MHOTO/1030B (hJIaKOH C
10 no3u — npo3payeH ¢akoH (cTekI0 THI [) 2 ml, ¢ TymMeHa 3amyluanka U ¢ alyMUHHEBa OOKaTKa U

OTUYyIIBalI0 C€ OPAHXKEBO IJIACTMACOBO Kalraue.

Bun onakoska: 10 ¢gnakona
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IpuTexaTtes1 Ha pa3pelIeHHETO 32 yNOTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

tein.: +49 6131 9084-0

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

IIpounsBoguten
BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19

55116 Mainz
I'epmanus

3a JOITBJIHUTCIIHA I/IH(i)OpMaIlI/IH OTHOCHO TOBa JIEKapCTBO, MOJI, CBBPKETE CC C JIOKAJTHUA
MNPpEACTABUTCII HA IPUTCIKATCIIA Ha Pa3pCHIICHUCTO 3a yHOTp66aI

Boarapus: [daiizep JlrokcemOypr CAPJI, Knon, benrapus, Ten: +359 2 970 4333
JlaTa Ha nmocieqHo npepasrJiie;kiane Ha guctoBkara 07/2024

CKaHHpaﬁTe Koaa C MOOHIHO YCTpOﬁCTBO, 34 J1a NOJIYyYHUTC JIMCTOBKATA HAa PAa3/INYHU C€3ULU.

URL: www.comirnatyglobal.com

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

IMocouyenaTa mo-no1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIIMHCKH CIIEIAATUCTH:
[Ipunaraiire Comirnaty JN.1 uHTpaMyCKyJIHO Cliea pa3perkaaHe KaTo eauHuyHa 1o03a 0,2 ml,
HE3aBHUCUMO OT IPEIUITHUS BakcHHAMOHEH cTaTyc 32 COVID-19.

Ha numia, konto mipenu ToBa ca Ounn Bakcuaupanu ¢ BakcuHa cperry COVID-19, Comirnaty JN. 1
TpsiOBa Ja ce mpuyara Haif-manko 3 Mecela cies nocjenHara 1o3a Bakcuaa cpenty COVID-19.

Ha Jna CbC CUIHO oTciabeHa HMYHHA CUCTEMaA MOXKC 1a CC MPUJIOKAT NOMbJIHUTCIIHA JO3U.
IIpocaegumoct

3a 1a ce moI00pH MPOCIEAUMOCTTA HA OMOJIOTHYHUTE JICKAPCTBEHHU MPOJAYKTH, UMETO U TTAPTHIHUSAT
HOMeEp Ha MPHJIOKEHHUS MPOIYKT TPsIOBa SACHO J1a CE 3aM1CBarT.

Yxa3anus 3a padora npeam ynorpeda

Comirnaty JN.1 TpsiOBa a ce IpUTOTBH OT METUIIMHCKY CIIEIHAJIICT, KATO C€ U3I0JI3Ba aceNTHYHA

TEXHHUKA, 33 Ja Ce FApaHTUpa CTEPUIHOCTTA HA IPUTOTBEHATA AUCIIEPCHS.

o IIpoBepeTe nanu HIaKOHET € C OPAH:KEBO MJIACTMACOBO Kanaye | Jaji HIMeTO Ha POJIyKTa
e Comirnaty JN.1 10 Mmukporpama/no3a KOHUEHTPAT 32 MHAKEKIUOHHA AMcHepcHsl. (Iena
Ha 5 1o 11 roguam).
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AKO UMETO Ha IPOJYKTa BbPXY €THKeTa Ha (hJ1akoHa € Ipyro, MOJIs, HalmpaBeTe CIpaBKa ¢
KpaTKara XapaKTepUCTHKa Ha IPOLYKTa 33 TO3U ChCTaB.

AKko QrakoHBT ce ChXpaHsBa 3aMpa3eH, TOH TpsiOBa Jla ce pa3Mpasu Ipeau ynorpeoda.
3ampazenute uakoHu TpsOBa Aa ce mpeHecar B cpeaa ¢ remmneparypa 2°C no 8°C, 3a 1a ce
pasMpassT; pa3MpassBaHEeTO Ha eHa omakoBKa ¢ 10 grnakona Moxke 1a oTHeMe 4 Jaca. YBepere
ce, 4e (IakoHHUTE ca HAIIBbJIHO Pa3Mpa3eHu Mpeau ynoTpeoa.

Cren npemecTBate Ha (hiakoHHTE 3a chbXxpaHeHue npu 2°C o 8°C, kopurupaiite cpoka Ha
TOJTHOCT BBPXY KapTOHEHATa OIaKOBKa.

HeotBopenute duakonu morat aa ce cbxpansasat 10 10 cexmuuu npu 2°C 1o 8°C, 6e3 na ce
NPEeBUIIaBa OTIEYATaHUIT CPOK Ha roxHocT (['ogen mo:).

Bb3MoxeH e chIo ApyT BapHaHT, MPU KOWTO AUHIYHH 3aMpa3eHn (IIaKOHU MOXeE J1a ce
pasMpassaT 3a 30 MuHyTH nipu Temmnepatypa 1o 30°C.

[Mpenu ynmotpeba HEOTBOPEHHAT (IIAKOH MOXKE J]a ce ChXpaHsBa JIo 12 Jaca rmpu TeMIiiepaTtypa
1o 30°C. C pa3mpazenure ¢uiakoHA MOXKe Aa ce padOTH B yCJIOBUS HA CTallHa CBETJIHHA.

Paspexnane

OcraBere pazmpaseHus (J1aKoH Jla TOCTUTHE CTaiHa TeMIIepaTypa ¥ BHUMATEIHO IO O0bpHETE
10 mpTH npenu pazpexnane. He pasknamaiire.

[Ipenu paspexxaane pazMpaseHaTa AUCIEPCUs MOXKE J1a ChAbpKa 0enr 10 mouTu Oenn
HETpOo3pavyHu aMOpHHH YACTHIIH.

Pa3mpazenara BakcuHa TpsiOBa Aa ce pa3pean B HeitHUS opuruHaieH (uakoH ¢ 1,3 ml HaTpueB
xjopua 9 mg/ml (0,9%) uHKeKUMOHEH Pa3TBOP, KaTo ce u3nmon3Ba uria 21 G, win no-ThHKa,
U acenTHYHa TeXHHKA.

W3zpaBHeTe HaNATaHETO BHB (DIaKoHA, MPEAH Ja U3BAAUTE UTIIaTa OT HETro, KaTO N3TETIINTE

1,3 ml Bp3ayX B M3Mpa3HEHaTa CIIPUHIIOBKA Ha pPa3peInuTelIs.

BranmMarenno o0bpHeTe paspenenara aucrepcus 10 metu. He pasknamaiite.

Pa3penenara BakcuHa TpsiOBa 1a mpeacTaBisBa Osia 0 OYTH Osila qUCTIEpCHs 0e3 BUANMH
yactuir. He u3nonseaiite pazpeneHata BakCuHa [PH HaJIMUUE HA YAaCTUIM WIIM TIPOMSIHA Ha
L[BETA.

Ha paspenenunte dnakonu TpssOBa qa Obaat oTOemsI3aHA CHOTBETHHUTE JaTa U Yac 3a
U3XBbpJIsIHE.

Caen pa3pexnane, cbxpansasaiite mpu 2°C go 30°C u usnon3Baiite B paMkuTe Ha 12 yaca.

He 3ampa3sBaiiTe 1 He pa3KiIamanTe pa3peneHara gucrnepcns. AKo e Omia mocTaBeHa B
XJIQIWJTHUK, OCTaBeTe pa3peAeHaTa JUCIepcHs 1a JOCTUTHE CTaifHa TeMIeparypa npeau
ynoTpeoa.

IIpuroresine Ha no3m 0,2 ml

Crnen pa3pexaane GIakoHbT ChAbpKa 2,6 ml, oT konto mMorat na ce u3rerysr 10 mo3u mo

0,2 ml.

Karo m3non3BaTe acenTUYHA TEXHUKA, IIOYUCTETE 3aITylIagkaTa Ha ()JaKoHa C TAMIIOH 32
€IHOKpaTHA ynoTpeda, HAIlOSH C AaHTHCETITUYEH Pa3TBOpP.

Uzrernere 0,2 ml Comirnaty JN.1 3a nena va Bb3pact 5 10 11 roausu.

TpsiOBa ma ce M3MOI3BAT CHPUHIIOBKH M/WJIH UIJIH ¢ MAJTbK MBPTHB (HeU3MoJ3BaeM) 00eM,
3a na ce ureraat 10 mo3u oT equH ¢uakoH. KoMOMHAIUATA OT CIIPUHIIOBKA U WA C MAITBK
MBPTHB 00eM TpsOBa J]a ©Ma MBPTHB 00€M HE TIO-TOJIAM OT 35 MUKPOJIUTPa. AKO CE U3IOI3BAT
CTaHJIAPTHU CIPUHIIOBKH M UTIIU, MOXKE Ja HAMA JIOCTATh4YCH 00eM 3a M3TETIISIHE Ha JISCET JI03U
oT euH (hIaKoH.

Bcesika no3a tpsioBa na ceappxa 0,2 ml BakcuHa.

AKO KOJIMYECTBOTO Ha OCTaHajaTa BhB ()JIaKOHA BAKCHHA HE € IOCTAThYHO 32 €Ha Isj1a J103a
0,2 ml, u3xpbpiere ¢GrakoHa ¥ OCTAHAIHSI 00EM.

M3xBbpieTe HeW3MONI3BaHATA BAKCUHA B paMKHTe Ha 12 daca cien paspekaane.

HN3xBBpIsiHE
Hewsnon3BaHusAT NeKapcTBEH MPOIYKT WM OTIAbUYHUTE MaTEPUAITU OT HETO TPSOBA J]a c€ U3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUSI.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty Omicron XBB.1.5 10 mukporpama/no3a KOHIEHTPAT 32 HHKEKIINOHHA TUCIIEPCHST
Jeua na 5 1o 11 rogunan
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
pakcTo3uHaMepaH (raxtozinameran)

vTo3H JICSKaPCTBEH IPOAYKT IOJUICKH Ha JOMBJIHUTEIIHO HaOoaeHe. ToBa 111e o3Bou Obp30TO
YCTaHOBsIBaHE Ha HOBa HH(OpMaIUsi OTHOCHO Oe3omacHOCTTa. MoXeTe Ja JjajieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSKA HEXKEIaHA peaKIlus, KosSTo Balero neTe € mojayduio. 3a HauMHa Ha ChoOIaBaHe Ha
HEe)KeJIaHW PEaKINK BIDKTE Kpas Ha TOYKa 4.

HpoqueTe BHUMATC/IHO LAJAaTA JIMCTOBKA, IIPEANU Ta3u BAKCHHA 1A 6"])}]6 MPUJI0KEHA HA
Bamiero aerTe, Thil KATO TH CbABbPiKa BaKkHa 3a HET'O I/IHQ)OpMalII/IH.

. 3amazere Ta3u JIUCTOBKA. MoKe /1a ce HaJIOXKH JIa sl IPOYETETE OTHOBO.

. AKO UMaTe HIKAaKBH JIOMbJIHUTEIIHA BBIIPOCH, MTOMMUTANTE JeKaps, (hapMaleBTa Win
MEIUIMHCKATa cecTpa Ha Baiero nere.

. Ako Bariero nere moy4n HSIKaKBH HEXEJIAaHU PEaKkiluy, yBeJIOMeTe HEroBuUs JieKap, papMareBT

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIOYBA M BCHYKU BH3MOXKHU HEXKEJIAHU PEAKIUU, HEOMTMCAHU B
Ta3u JIMCTOBKA. BibkTe Touka 4.

KakBo cbabpika Ta3H JHCTOBKA

1.  Kakso npezacrasmssa Comirnaty Omicron XBB.1.5 u 3a kakBo ce U3non3Ba

2. Kakso TpsiOBa ga 3naere, npenn Comirnaty Omicron XBB.1.5 na 6pae npunoxxeHa Ha Bamero
nere

3 Kak ce nmpunara Comirnaty Omicron XBB.1.5

4.  Bb3MOXHM HEXellaHU peaKIiu

5 Kak na cexpansBare Comirnaty Omicron XBB.1.5

6 ChbabpxaHue Ha ONAKOBKATa M AOIBIHUTENIHA HHPOPMALU

1. Kaxkso npeacraBiasBa Comirnaty Omicron XBB.1.5 u 3a kakBo ce u3noJizpa

Comirnaty Omicron XBB.1.5 e BakcuHa, KOSITO ce U3MOI3Ba 3a MPEa3BaHe OT 3200 sIBaHEe OT
COVID-19, mpuuannaeno ot SARS-CoV-2.

Comirnaty Omicron XBB.1.5 10 mukporpama/no3a KOHIIEHTPAT 332 MHKEKIIMOHHA JUCTICPCHS Ce
MprJIara Ha Jiera Ha Bs3pacT ot 5 1o 11 roguam.

Baxkcunara cTaBa npuurHa HIMyHHaTa CUCTeMa (€CTECTBEHUTE 3al[UTHH CHUJIM HA OPraHu3Ma) Ja
MIPOM3BEKa aHTUTEJIA ¥ KPhBHH KIIETKU CPEIIy BUPYCa, KaTO TaKa OCUTyPsIBa 3aIl[UTa CPEILy
3abomsiBane or COVID-19.

Toit kaTo Comirnaty Omicron XBB.1.5 He cbappika Bupyca, 3a Aa Cb3/1aie¢ IMyHHTET, TSI HE MOXKeE J1a
npuanan 3abomsBane or COVID-19 na Bamero aere.

YHOTpe6aTa Ha Ta3u BaKCHHa Tp}I6Ba Ja € B CbOTBETCTBUC C O(l)I/ILII/IaJ'IHI/ITe OpeIOPBKHU.

2. Kakso TpsadBa na 3Haete, npeau Comirnaty Omicron XBB.1.5 na 6b1e npuiiokeHa Ha
Bamero gere

Comirnaty Omicron XBB.1.5 ne Tpsi0OBa na ce npuJara
o ako Bamiero nere e anepruyHO KbM aKTUBHOTO BEIIECTBO WM KbM HSKOS OT OCTAaHAIIUTE
CHCTaBKU Ha TOBA JIEKApCTBO (M30poeHU B TOUKa 6).

1
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[pexynpe:xaeHns u npeanasHu MepKu
T'oBopete ¢ nekaps, GapMareBTa WM MEIUIIMHCKATa cecTpa Ha Barreto gerte, nmpean BakCHHATA J1a My
ObJIc MPUIIOKEHA:

o aKO MMa TeXKKa aJiepriuyHa peakiys WA MpoOJIeMH ¢ AUIIAHETO CIie MHKCKTUPAaHEe Ha HIKaKBa
JpyTa BaKCHHA HJIH CJIe]] KaTo My € OWJia MPUIIOKeHA Ta3u BaKCHHA B MHUHAJIOTO.

o aKO To NMPUTECHSBA MPOIECHT Ha BAKCHHHUPAHE WK HAKOTA € TPUIIAAAIIo CIIe]T TIOCTaBsHE Ha
WHIXXCKIINA C Urja.

. aKo MMa TEXKO 3a00JsBaHe Wi HHPEKIN ¢ BUCOKa Temmeparypa. Obade BameTo gete Moxe

Ja 6’5)_16 BAKCHMHHPAHO, dKO MMa JICKO MOBUIIICHA TCMIICPATypa UJIN JICKA I/IH(I)CKLII/IH Ha TOPHHUTC
JAUXaTCIIHU IThTUIIA, KATO HACTHUHKA.

. aKo “Ma MpobJieM ¢ KpbBOCHCUPBAHETO, JIECHO MOJTyyaBa CHHUHHU MJIH W3I0JI3Ba JICKAPCTBO 32
mpeamnasBade OT MosABa Ha KPbBHU CHCUPCLU.
. ako nMa oTciabeHa MMyHHa cucTeMa ropaau 3abomnsBane, HarpuMep uHbpeknus ¢ HIV, unu

IMPUECM Ha JICKAPCTBO, KAaTO KOPTUKOCTCPOU, KOCTO IMOBJIMIBA UMYHHATAa CUCTEMA.

CrpIiecTByBa MOBHILIEH PUCK OT MHOKAPIUT (BB3MAJICHUE HA ChPJICYHUS MYCKYJ) H IEPUKAPIUT
(BB3maneHue Ha BbHIIHATa OOBUBKA HA ChpLETO ciiex BakcuHanus ¢ Comirnaty (Bx. Touka 4). Te3n
3a00JIsIBaHMSI MOT'aT J1a C€ PA3BUAT IO HSAKOJIKO JHM CJIe/l BAKCHHALMATA U IPEIUMHO B PAMKUTE Ha
14 mau. Te ca HabMIOAaBaHH MO-YECTO CIIEN BTOPATa BAKCHHAIMS U MO-4€CTO MPH MO-MJIaTH MBKE.
PUCKBT OT MHOKApIHUT U MEPUKAPIUT U3TIIEKA MTO-HUCHK TPH JIela Ha Bb3pacT oT 5 1o 11 roguau B
CpaBHEHUE C Te3W Ha Bb3pacT oT 12 no 17 rogunu. B noBeuero ciiyuan Ha MUOKapAUT U NEPUKAPAUT
HACTBIIBA BB3CTAHOBSIBaHE. B HAKOM CiTydau ce Hajara MoJabp>KaHe C HHTCH3UBHU TPHKH U IMa
HaOJII0JJaBaHU CIy4YaHu ChC CMBPTEH n3xo. Cliel BAKCHHALIUSA TPsAOBa 1a ObJICTe OJAUTEITHH 32
NpPU3HALY HA MUOKAapAUT U IEPUKApANT, HAIPUMED 3a1yX, ChbpleOnueHe win 00JKa B I'bPANUTE, U
Tpsi0Ba He3a0aBHO Ja MMOTHPCHUTE JIEKAPCKA TIOMOIII, aKO T€ HACTBIIAT.

KakTto Bcuukn Bakcuan, Comirnaty Omicron XBB.1.5 Moxe 1a He 3allIUTH HAITBJIHO BCUYKH
BaKCHHUPAHU M HE € N3BECTHO KOJIKO IBJIro Bamero gete me 0b/e 3amuTeHo.

Edukacnocrra Ha Comirnaty Omicron XBB.1.5 Moxe 1a € mo-HuCcKa pu Xopa ¢ OTciadeHa UMyHHA
cuctema. Axo Bamero gere e ¢ otcnabeHa UMyHHA CHCTEMA, MOXKE J1a TTOTyYd TOTTBITHUTEITHH T031
Comirnaty Omicron XBB.1.5. B Te3u ciyuau TpsOBa Ja NpOABIIKH Ja cHa3Ba (PU3NIecKuTe
Tpea3Hu MEPKH, 3a Jia ToMoTHe 3a npeBeHIusaTa Ha COVID-19. OcBen ToBa OIM3KUTE KOHTAKTHU
JUIa Ha aeTeTo Bu TpsiOBa ma ObmaT BaKCHHUPAHH, aKO € MOIX0oAAmI0. O0ChIeTe moIX0IIInTe
WHIMBH/TyaJTHU MIPETIOPBKY C HETOBUS JIEKap.

Jeuna
Comirnaty Omicron XBB.1.5 10 mukporpama/mo3a KOHIIEHTpAT 3a HHKEKITMOHHA TUCIICPCHUS HE ce
MperopbhYBa MPH JIela Ha Bb3pacT MOoJ[ 5 TOANHH.

IIpemarat ce meguaTpUIHA JEKapCTBEHN (DOPMH 3a KbpMadeTa  JIela Ha Bh3pacT 6 Mecera 10
4 ronuHu. 3a moapoOHa HH(OPMAILIKS, MOJIS, BUXKTE JJUCTOBKATa HA ChOTBETHUTE ChCTABH.

BakcuHaTa He ce mpenopbyBa MpH KbpMadeTa Ha Bb3pacT oJ| 6 Mecerla.

JApyrn nekapcrBa u Comirnaty Omicron XBB.1.5

Tps6Ba na kaxere Ha nekaps win ¢apmaineBTa Ha BameTo nete, ako aereto Bu n3nonssa, Hackopo e
U3I0JI3BAJIO WIM € Bb3MOXKHO J1a U3I0JI3Ba JPYyTrH JICKapCTBa, WK HACKOPO MY € IPUJIOKEHA HIKAKBa
JIpyra BakCHHa.

BpeMeHHOCT U KbPpMEHE

Axko Bameto niete e 6peMeHHO, TpsOBa Jja Ka)KeTe Ha HETOBHUS JIEKap, METUIIMHCKA CECTpa HITH
¢bapmaneBT, npenu aa My ObJe MPUIOKEHA Ta3K BaKCHHA.
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Bce ome nurcat manHu 0THOCHO yroTpedaTta Ha Comirnaty Omicron XBB.1.5 o Bpeme Ha
opemenHocT. Bee mak rojsim o0eM ot nHbopMaIys, MojydyeHa OT HaOII0AeHHETO Ha OPEeMEHHH JKEHH,
BAaKCMHHUPAHHU C IbPBOHAYATIHO pa3pelieHaTa 3a yrnorpeda BakcuHa Comirnaty mpe3 BTOpPHS U TPETHUS
TPUMECTHP, HE IOKa3Ba BAKCHHALIMATA A2 UMa HEOJIaronpusiTHA epeKTH BbpXYy OpEeMEHHOCTTa HIIH
HOBOPOJICHOTO. Makap 4e uadopmanusra 3a eheKkTuTe BbpXy OpeMEHHOCTTA UIH HOBOPOJICHOTO CIIe]T
BaKCHHAIIUS TIpe3 MbPBUS TPUMECTHP € OrpaHrueHa, He ce Ha0IlojaBa IMPOMSIHA IO OTHOIIIEHUE Ha
pucka ot conTaneH abopt. Comirnaty Omicron XBB.1.5 mosxe 1a ce npunara no Bpeme Ha
OpeMeHHOCT.

Bce omie nuncBar ganau oTHOCHO ynoTpebaTta Ha Comirnaty Omicron XBB.1.5 B nepuona Ha
KbpMeHe. Bee mak He ce ouakBaT e)eKTH BbpPXY KbPMEHOTO HOBOPOJEHO/KbpMaueTo. JlanHuTe,
MOJTyYeHH OT HAONIOIEHUETO Ha KEHHU, KOUTO KbPMSIT Clie]] BAKCHHAIMS C TbPBOHAYAIIHO
paspenieHaTa 3a ynorpeba BakcuHa Comirnaty, He TOKa3BaT PUCK OT HEXeJIaHu epeKTu npu
KbPMEHHUTE HOBOpoAeHU/KbpMadeTa. Comirnaty Omicron XBB.1.5 moxe ga ce mpuiara B nepuoja Ha
KbpPMEHE.

lodupane u padora ¢ MalIMHK

Hsixowm ot edekTrTe Ha BaKCHHATA, YIOMEHATH B Touka 4 (Bb3MOXKHM HEXXENaH! Peakiii) Morat
BPEMEHHO J1a MOBJIHAAT CIOCOOHOCTTA Ha Bamero fete 3a paboTa ¢ MallMHU WM IpeAIpHeMaHe Ha
JIeHHOCTH KaTo KapaHe Ha Besocuriea. V3uakaiite, 10KaTo Te3u e(peKTH OTIIYMST, IPEIH
BbH300HOBSIBAaHE HA JIEHIHOCTUTE, KOMUTO U3UCKBAT IIBJIHO BHUMaHHE OT HETOBa CTPaHa.

3. Kak ce npuiara Comirnaty Omicron XBB.1.5

Comirnaty Omicron XBB.1.5 ce npunara cien paszpexinane kato umkekius ot 0,2 ml B Mmyckyn B
ropHaTa 4acT Ha pbKarta Ha Bareto nere.

Ha netero Bu mie Ob/ie HanpaBeHa | WHXKEKIUS, HE3aBUCUMO JaJi MPEH TOBA € MOJTy4YaBajio BaKCHHA
cpeary COVID-19.

Ako nipequ ToBa jieteTo Bu e Ouiio BakcuHupaHo ¢ BakcuHa cpeiry COVID-19, He TpsbBa ia
noiy4ara go3a Comirnaty Omicron XBB.1.5, nokato He n3MUHAT Hali-MaJKo 3 Mecela ciex
HocjegHaTa 103a.

Ako Barmiero nere e ¢ orciiabeHa MMyHHA CUCTEMa, MOXKE J1a TIOJYYH JOMBIHUTETHA A03u Comirnaty
Omicron XBB.1.5.

AKO UMaTe HIKaKBY JIOIBIHUTEITHH BBIIPOCH, CBhP3aHu ¢ yrnoTpedara Ha Comirnaty Omicron
XBB.1.5, monmraiite jgekaps, papmareBTa WM MEIUITMHCKATa cecTpa Ha Bamero mere.

4. Bb3MOKHHE HekeJIaHU peaknun

KaxkTo Bcruku Bakcuan, Comirnaty Omicron XBB.1.5 Moxke 1a npenn3BrKa HeXEIIaH! PEaKIny,
BBIIPEKU Y€ HE BCEKU T'Hl MOTy4aBa.

MHoro YyecTH HeKeJIaHH PeaKIUU: MOTaT Jia 3acerHart moeeue ot 1 Ha 10 qymm
Ha MSCTOTO Ha WHXKEKTUpaHe: O0JKa, OTOK

yMopa, ri1aBobonme

0oJska B MyCKyJIUTE, OOJIKa B CTABUTE

BTpUCaHe, IIOBUIIIEHA TEMIIEpaTypa

TapHst

YecTu HexkeTaHU peaKIMM: MOTaT J1a 3acerHart 1o 1 Ha 10 gymm
. rajicHe, OBPBIIaHe
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. 3a4yepBsBaHE Ha MACTOTO Ha WHXKEKTUpaHE (,,MHOTO YeCTH" TIpH Bb3pacT 5 10 11 roanHm)
. yroyieMeHu JIMM(pHU Bb3K (Ha0IF0/1aBa Ce MOo-4ecTo cliel] OycTep mo3aTa)

HeuecTn HeskelaHU peakiuu: Morat aa 3acerHat a0 1 Ha 100 gy
HEepasIoJIOKEeHUE, yCelIaHe 3a CITa00CT WIIH JIUTICA Ha EHEPTHs/ ChHITMBOCT
0omka B ppKaTa

Oe3cpHME

C'Bp6e)K Ha MACTOTO Ha MHKCKTUPAHE

aJIePTUYHU PEaKIMU KaTo OOpPHB MIIH CHPOEK

HaMaJleH aleTUT

3amaiiBaHe

IMPEKOMEPHO U3NOTABAHC, HOIIHU U3NIOTABAHUA

Penxu Hexxenanm peakumuu: Morart Aa 3acersar 1o 1 va 1 000 mymwm
. BPEMEHHO €THOCTPAHHO YBUCBAHE Ha JIMIIETO
) aJIepTUYHU PEaKINK KaTO YPTUKAPUS WU TIOTyBaHE Ha JIUIETO

MHOro peaku He:KeJIaHu peakiuu: Moxke fa 3acertat 1o 1 #Ha 10 000 mymm
. BB3MAJICHUE HA CHPACYHUS MYCKYJ (MUOKAPIUT) MU Bh3MAJICHHE HA BHHINHATA OOBHBKA HA

ChpieTO (MEPUKAPINT), KOSTO MOKE J1a A0BE/IE 10 3ayX, ChplCOMEeHE WK OOJIKa B I'bPIUTE

C Heu3BecTHA 4eCcTOTA (OT HATMYHUTE TAHHU HE MOXe J1a ObJIc HAallpaBeHa OLICHKA)

. TEXKa alepruyHa peaxkuus

. 0OIIMPEH OTOK HA BAKCUHUPAHUSI KPalHUK

. OTOK Ha JIMIETO (IOAYyBaHE Ha JHMLETO MOXKE a CE MOSBU NPH MALUEHTH C AepMaleH QUIbp)
. KOXKHA peakuys, noxa ¢popmara Ha YEpBEHHU IE€THA WIK OOpUB 110 KOXaTa, KOHNTO MOKe J1a

W3TIIeXJa KaTo ,,MUILIEeHA™ HITH ,,0MBOJICKO OKO™ C THBMHO YEpPBEH LEHTBP, OKOJIO KOMTO NMa I0-
CBETIM YepPBEHU KPBIroBe (epuTemMa MyITHPOPME)

. HEOOWYAIHO yCeIlaHe M0 KoXKaTa, KaTo H3TPhIIBAHE WM MpaBy4YKaHe (ITapecTe3us)

° HaMaJISIBaHE Ha YCEIaHUATa WU YyBCTBUTEIHOCTTA, 0OCOOCHO Ha KOXKATa (XUIICCTE3HS)

. TEXKKO MEHCTPYaITHO KbpBEHE (ITOBEUETO CIIyYan U3IIICK/Ia HE Ca CEPUO3HU H Ca C BpEMEHEH
XapaxTep)

ChobaBaHe HA HesKeJIAHU PeakIuu

Axko Bariiero nete moyy4n HIKaKBH HEXXEJIaHHU JIEKAPCTBEHU PEaKIMH, YBEOMETE HETOBHS JICKap,
(hapmarieBT WM MEIMIIMHCKA cecTpa. ToBa BKIIFOUBA BCUYKH Bb3MOKHH HEOIUCAHU B Ta3H JIHCTOBKA
HEXEIIaHU peakiuu. MoKeTe ChIIO Jia ChOOIIUTE HeXEIIAaHU PEaKIuu TUPEKTHO upe3 M3mbiHuTenHa
areHITS TI0 JIeKapcTBaTa, yil. ,,Jlamsu ['pyes® Ne 8, 1303 Codwus, Tem.: +359 2 8903417, yebcaiit:
www.bda.bg. Kato cho011aBare HexxenaHu peakiyu, MOXKETe Jia IaJeTe CBOsI IPUHOC 3a IMOTyYaBaHe
Ha ToBe4e HH(OpMaIUsi OTHOCHO 0€30IaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak na cexpansiBate Comirnaty Omicron XBB.1.5

Jla ce cpxpaHsaBa Ha MSCTO, HEAOCTHITHO 3a JCIIA.

CrnenpamaTta nH(bOpMaIus OTHOCHO ChXpaHEHHETO, CPOKA Ha TOJTHOCT U paboTaTa € ImpeHa3HaueHa 3a
MEIUIINHCKHU CIICIIAAIMCTH.

He u3non3Baiite TOBa JIEKapCTBO CIIE] CPOKA HA TOJHOCT, OTOENsI3aH BEPXY KapTOHEHATA OMAKOBKA U
eTukera cien ,,['omen 10:“. CpoKbT Ha TOHOCT OTrOBAps Ha MOCICIHUS JCH OT TIOCOYCHHSI MECEII.

Ha ce cpxpansBa BbB (puzep npu -90°C no -60°C.
Jla ce cbXpaHsiBa B OpUTMHAJIHATA ONIAKOBKA, 3a J1a CE IIPEIa3y OT CBETJIMHA.

4
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Baxkcunara ce momydaBa 3ampasena npu -90°C mo -60°C. Crnen moydaBaHe 3aMpa3eHaTa BaKCHHA
MOJKe a ce cbxpaHnsaBa win npu -90°C go -60°C, unu npu 2°C no 8°C.

Korato ce cexpansBat 3ampazenu npu -90°C mo -60°C, omakokute ¢ 10 ¢rakoHa BakCHHa MOTAaT Aa
ce pazmpasar mpu 2°C no 8°C 3a 4 gaca, a eqUHUIHA (DIIAKOHU MOTAT J]a CE pa3MpassT IMpHU cTaifHa
temneparypa (1o 30°C) 3a 30 MuUHyTH.

Pasmpazenu (mpenu ToBa 3ampasenn) ¢uiakonn: Ciiel KaTo BEIHBXK € U3BaJieH OT Gpusepa,
HEOTBOPEHUSAT (PJIAaKOH MOXKE 1a Ce ChXpaHsBa U TpaHcopTupa B xnaamiHuk npu 2°C no 8°C no

10 cenmuny, 6e3 1a ce mpeBHIIaBa OTIIeYaTaHUAT cpok Ha rogHoct (I'ogeH no:). Bepxy kapToHeHaTa
OTIaKOBKa TPsIOBa Ja ce 0TOeNe)KH HOBHUAT CPOK Ha TOAHOCT npu chxpanenue mpu 2°C no 8°C. Cnex
KaTo BEAHBXK € pa3Mpa3eHa, BAKCHHA HE MOXeE Jla Ce 3aMpassiBa MOBTOPHO.

[Ipenu ynotpeda HEOTBOpEeHHTE (JIAKOHM MOTAT JIa € ChXpaHsBaT JI0 12 vaca rnpu TeMIiepaTtypa
Mexay 8°C u 30°C.

C pa3mpasenuTe GakoHH MOXKeE Jia ce pabOTH B YCIIOBUS Ha CTaliHA CBETJIMHA.

Crnen paspexaase, cbxpansaBaiTe BakcuHara npu 2°C 10 30°C u 1 U3n013BaliTeE B pAMKHTE HA
12 yaca, KoeTo BKJIIO4Ba 10 6 yaca BpeMe 3a TpaHcnopTupaHe. M3xpppiere Hens3noa3BaHaTa BaKCHHA.

He u3non3Batite Tazu BaKCHHa, aKO 3a0€eNIeKHTE BUIUMHU HaCTUIU B pasp€acHaTa JUCTICPCUA NI
MpOMsAHA Ha LIBCTA.

He usxBbpisiiTe nekapcTBara B KaHAIM3alMATa WIM KOHTEHHEpa 3a AOMAIHU oTrnaably. [lonuraiite
Bamms ¢papmMarnieBT kKak ga U3XBBPIATE JEKapCTBaTa, KOUTO BeUe HE U3IMo3Bare. Te3n MepKu 1e
CIIOMOTHAT 3a OIa3BaHE HAa OKOJIHATA CPENa.

6. Chabp:kaHue HA ONAKOBKATA M TONMbJIHUTETHA HHpopManus

Kaxkso cpabp:ka Comirnaty Omicron XBB.1.5
. AxrtuHOTO BemecTBo Ha MPHK Bakcunara cpemry COVID-19 (Hykneo3nano Moaudunyupana)
ce Hapu4a pakcroznHamepan. Cren paspexaane GprakoHbT chabpxka 10 qo3u mo 0,2 ml, Besika ¢
10 MuKkporpamMa pakcTo3uHaMepaH.
. Hpyru cbcTaBku:
- ((4-xuapoxcubyTwi)azaHe 1umT ) onc(xexcad-6, 1 - numin)ouc(2-xeKkcniiekanoar)
(ALC-0315)
- 2-[(monuerunenriukon)-2000]-N,N-nurerpagenmnaneramua (ALC-0159)
- 1,2-nmucteapomn-sn-riaunepo-3-pochoxomun (DSPC)
- XO0JIeCTepOI
- TpOMETaMOJ
- TPOMETAMOJIOB XUAPOXJIOPHUL
- 3axaposa
- BOJIA 32 MHXKEKLIUU

Kak n3rae:xxga Comirnaty Omicron XBB.1.5 u kakBo cbAbp#ka ONIaKOBKaTa
Baxcunara e 6sma 1o moutu Osima mucnepcust (pH: 6,9 — 7,9), nocraBsiHa B MHOTO1030B (hJIaKOH C
10 mo3u — mpo3paueH ¢urakoH (cThkio Tl [) 2 ml, ¢ ryMeHa 3amyiiajika U ¢ alyMUHHEBa O0OKaTKa U

OTUYIIBalIO C€ OPAHKEBO IJIACTMACOBO Kalaue.

Bun omakoBka: 10 daakona
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IpuTexaTtes1 Ha pa3pelIeHHETO 32 yNOTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

Tei.: +49 6131 9084-0

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

IIpounsBoauTen
BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19

55116 Mainz
I'epmanus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaIlI/Iﬂ OTHOCHO TOBa JIEKapCTBO, MOJIs, CBBPKETE CC C JIOKAJTHUA
OPpCACTAaBUTCIT HAa MIPUTECIKATCIIA HA pa3pCIICHUCTO 3a yHOTp66aI

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, benrapus, Ten: +359 2 970 4333
JlaTa Ha mocyeqHo npepasrJiie;kaane Ha guctoBkara 07/2024

CKaHHpaﬁTe Koaa C MOOUIHO YCTpOﬁCTBO, 34 J1a NOJYYHUTC JIMCTOBKATA HAa PAa3JIMYHU C3ULU.

URL: www.comirnatyglobal.com

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

IMocouyenaTa mo-no1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIIMHCKH CIIEIAATUCTH:
IIpunaraiite Comirnaty Omicron XBB.1.5 uHTpaMycKyIIHO Clie pa3pekaaHe KaTo eIuHUIHA 1032
0,2 ml, HE3aBUCHUMO OT TIPEIUITHUS BaKCHHAITMOHEH cTaTyc 3a COVID-19.

Ha nuna, xourto npean ToBa ca Omnu BakcuHUpanu ¢ BakcuHa cperry COVID-19, Comirnaty Omicron
XBB.1.5 TpsibBa 51a ce mpuiara Haii-mMaiako 3 Mecena ciell oclieHaTa 103a BakcuHa cperry COVID-
19.

Ha numa cbe cunno orcnabeHa MIMyHHA CHCTEMa MOXKeE J1a C€ MPUIIOKAT JOITBIHUTEIHH J03H.

IIpocaegumoct

3a 1a ce moI00pH MPOCIEAUMOCTTA HA OMOJIOTHYHUTE JICKAPCTBEHHU MPOJAYKTH, UMETO U TTAPTHIHUSAT
HOMED Ha MPUJIOKEHUS MPOAYKT TPsiOBa SICHO J1a Ce 3alnCBarT.

Yka3aHus 3a pa6oTa npeamn ynorpeoa

Comirnaty Omicron XBB.1.5 Tpsi0Ba 51a ce MpUroTBu OT MEAWIIMHCKH CTIIEIIHATNCT, KaTO Ce M3IM0I3Ba
acenTHYHA TEXHHKa, 32 J]a Ce TapaHTHpa CTEPUITHOCTTA Ha IPUTOTBEHATA TUCTIEPCHSL.
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IMpoBepete nanu (IaKOHBT € C OPAHKEBO MJIACTMACOBO Kamaye U AT HMETO Ha TIPOIyKTa
e Comirnaty Omicron XBB.1.5 10 mukporpama/no3a KOHIEHTPAT 32 HHKEKIIMOHHA
aucnepeus. (mena Ha S o 11 roguam).

AKO UMETO Ha MPOJYKTa BPXY €THUKEeTa Ha (hJaKoHa € IPYTo, MOJIsl, HallpaBeTe CIpaBKa C
KpaTKaTa XapaKTepPUCTHKA Ha MPOJIyKTa 32 TO3U ChCTaB.

AKko (JIaKOHBT ce ChbXpaHsBa 3aMpa3eH, TOH TPs0Ba Ja ce pa3Mpasu Ipeau yrnorpeoda.
3ampaszenute (akoHH TPAOBa Ja ce mpeHecar B cpeja ¢ remneparypa 2°C no 8°C, 3a na ce
pasMpassT; pa3Mpas3ssBaHETO Ha emHa omakoBka ¢ 10 dakona Moxe ga oTHeMe 4 gaca. YBepere
ce, e (prrakoHWTE ca HAITBIIHO pa3Mpa3eHH MPeau yroTpeoa.

Crnen npemecTBane Ha (hiakoHHTE 32 chxpaHeHue npu 2°C g0 8°C, kopurupaiite cpoka Ha
TOJTHOCT BhPXY KapTOHEHATa OITaKOBKa.

HeotBopenure drakonu morar fa ce cbxpansasat A0 10 cexmuuu nmpu 2°C o 8°C, 6e3 na ce
MpEBHUIIIaBa OTIEYaTaHUIT CPOK Ha TroxHOCT (["oxeH mo:).

BB3MoXkeH e ChIo apyT BapHaHT, PU KOWTO eIUHIYHH 3aMpa3eHU (IIaKOHU MOXeE J1a Ce
pasmpassT 3a 30 MuHyTH ITpH Temrepatypa 10 30°C.

[Ipenu ymotpeba HEOTBOPEHUSAT PIIAKOH MOXKE J1a ce ChXpaHsBa 0 12 Jaca mpu TeMrieparypa
110 30°C. C pa3MpaseHuTte (hIaKoOHU MOXKE J1a ce paObOTH B YCIIOBHUS Ha CTaiiHa CBETIIMHA.

Paspexxnane

OcragBeTte pa3mpazeHus (hJIaKoH Ja JOCTUTHE CTaifHa TeMIiepaTypa U BHUMATEITHO TO O0ObpHETE
10 mpTH npeau pazpexaane. He paskiamaiite.

[penu paspexxaane pazMpazeHaTa AUCIIEPCUS MOXKE Jla ChAbpkKa Oelu 10 oYTH Oenn
HENpPO3pavyHu aMOP(HH YaCTHUITH.

Pasmpasenara BakcuHa TpsiOBa Ja ce pa3peau B HeliHus opuruHaieH ¢uakoH ¢ 1,3 ml HaTpues
xyopua 9 mg/ml (0,9%) nHKeKHHOHEH Pa3TBOP, KaTo ce u3nonaspa urina 21 G, iy no-TeHKA,
H acCliITU4YHa TCXHHUKA.

H3paBHCTe HaJIATaHETO BbB Q)HaKOHa, npeau aa u3BaavuTe urjiata OT HEro, KaTo U3STCIIJIMTE

1,3 ml Bp3ayX B M3Mpa3HEHaTa CIIPUHIIOBKA Ha pa3peInuTelIs.

Buumarenno o6bpHeTe paspeneHara nucnepeus 10 mptu. He pasknamaiire.

Paspenenara BakcuHa TpsiOBa J1a mpencTaBisaBa Osia 10 MOYTH Osia qucnepcusi 6e3 BUIUMH
gactuiy. He nsnonsBaiite paspezeHara BakCHHA PU HAJIMYWE Ha YaCTHLIM WIIM TIPOMSIHA Ha
L[BETA.

Ha paspenennre drmakonu TpssOBa ma ObmaT oTOCIA3aHNA CHOTBETHUTE AAaTA M 4ac 3a
U3XBbPJIsSTHE.

Caen paspexknane, chxpansiaiite mpu 2°C go 30°C u uznon3saiite B pamkute Ha 12 yaca.

He 3ampassiBaiite 1 He pa3kiamiaite paspeaeHaTa aucnepcus. Ako e Onia ocraBeHa B
XJIAJIMITHUK, OCTaBETe pa3pe/ieHaTa JUCTIEPCHs Jla TOCTUTHE CTaifHa TeMIlepaTypa Mpean
ymnoTpeoa.

Ipurorssine Ha g1o3u 0,2 ml

Crnen pa3pexnane GIakoHbT ChABPKa 2,6 ml, OT kouTo Morart jia ce u3reryar 10 1o3u o

0,2 ml.

Karo m3nomn3Bate acenTudHa TeXHUKA, IOYUCTETE 3aITylIajgkaTa Ha (pJJaKoHa C TAMITOH 32
€/THOKpaTHa yroTpeda, HaloeH C aHTUCENTHYEH Pa3TBOP.

Uzrernere 0,2 ml Comirnaty Omicron XBB.1.5 3a aena nHa Bb3pact 5 10 11 roguam.

TpsabBa na ce M3M0A3BaT CHPUHIOBKHU W/ MJIU UIJIM ¢ MAJIbK MbPTHB (HEM3MO0I3BaeM) odeMm,
3a na ce uarersat 10 mo3u ot equH ¢uakoH. KomOnHanmsATa OT CIIPUHIIOBKA U UIJIa C MAIBK
MBPTHB 00eM TpsOBa Jja UMa MBPTHB 00€M He TO-TOJIAM OT 35 MUKPOJIUTPa. AKO Ce U3IOI3BaT
CTaHJAPTHU CIPUHIIOBKH M UTIIH, MOXKE Ja HAMA JIOCTaTh4eH 00€M 3a M3TETJISIHE Ha JIECET T03U
OT euH (praKoH.

Bcesika no3za tpsioBa na ceappxka 0,2 ml BakcuHa.

AKO KOIMYEeCTBOTO Ha OCTaHajaTa BbB (hJIaKOHA BaKCHHA HE € IOCTaThYHO 32 €Ha Isj1a /1032
0,2 ml, nzxBbpreTe GrakoHa U OCTaHAIUS 00EM.

W3xBBpreTe HEM3MOI3BaHATA BAKCHHA B paMKUTE Ha 12 daca cies pa3pexaaHe.
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HN3xBbpasine
Hewnznon3BanusT nexapcTBEH MPOAYKT WU OTHAABYHATE MaTepHAII OT HETo TPsiOBa Ja ce M3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty 10 MmukporpamMa/n03a KOHIEHTPAT 32 HH/KEKIIHOHHA THCIIePCUs
Jeua na 5 1o 11 rogunan
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
To3MHaMepaH (tozinameran)

vTosn JICKapPCTBEH MPOAYKT IOJICKH Ha AOIBJIHUTEIIHO HaOoAeHue. ToBa 111e o3BoIu OBbp30TO
YCTaHOBSIBaHE Ha HOBa MH(OpMaIUsi OTHOCHO Oe3omacHOCTTa. MoXkeTe Aa JajieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSAKA HEXKEIaHA peaKIlys, KosSTo BaIlero nete € moayduio. 3a HauMHa Ha ChOoOIaBaHe Ha
HEXEJIaHU peaKInu BIDKTE Kpast Ha TOYKa 4.

Hpo'{eTeTe BHUMATEC/IHO LAJAaTA JIMCTOBKA, IIPEAXA Ta3u BAKCHHA A 6"])}_'[6 MPUJI0KEHA HA
Bamero aere, Thil KATO TH CbABbPiKa BakHa 3a HET'O I/IH(I)OpMalII/Iﬂ.

. 3amazere Ta3u JMCTOBKA. MoJKe /1a ce HaJIOXKH Jia sl IPOYETETE OTHOBO.

. AKO UMaTe HAKAaKBH JIOMBJIHUTEIIHA BBIIPOCH, MTOMMUTANTE JIeKaps, (hapMaleBTa Win
MEIUIMHCKATa cecTpa Ha Baiero nere.

. Ako Barieto nere moy4n HIKaKBH HEXEJIaHU PEaKiluy, yBeJIOMeTe HEroBus Jiekap, papMareBT

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIOYBA M BCHYKU BH3MOKHU HEXKEIIAHU PEAKIUU, HEOITUCAHU B
Ta3u JIUCTOBKA. BibkTe Touka 4.

KaxkBo cbabpika Ta3u JUCTOBKA

Kaxkso npencrasnaBa Comirnaty 1 3a KakBO c€ U3I0JI3Ba

Kakso Tpsi6Ba na 3naere, nmpeau Comirnaty ga 0b/1e puiioxeHa Ha Barmrero nete
Kak ce mpunara Comirnaty

BBb3M0XHY HEXETIaHU PEAKLIUU

Kak na cpxpansBate Comirnaty

ChbabppxaHue Ha ONIAKOBKATa U JOIBIHUTENIHA HHPOPMALUS

AR

1. Kakso npeacraBiassa Comirnaty u 3a KakBO ce U3M0JI3Ba

Comirnaty e BakCHHa, KOSITO C€ M3M0J3Ba 3a Npena3Bane ot 3adonsBane or COVID-19, npuunHeHo
ot SARS-CoV-2.

Comirnaty 10 Mukporpama/no3a KOHLIEHTpAT 3a MHKEKIIMOHHA AUCIIEpCHs ce Mpujlara Ha Jena Ha
BB3pacT oT 5 1o 11 rogunm.

Baxcunara cTaBa npudrHa IMyHHaTa CUCTeMa (€CTeCTBEHUTE 3al[UTHH CHIIM HA OpraHU3Ma) 1a
MPOU3BEXKA AHTUTENA U KPbBHU KJIETKHU CPELLy BUPYCa, KaTO TaKa OCUTYpPsBa 3allUTa CPELLy

3abomsiBane or COVID-19.

Twit karo Comirnaty He ChIbpKa BHpYCa, 3a Jia Ch3/1aJic HMYHHUTET, TSI HS MOXKE JIa IPUIHHA
3a0oisiBane oT COVID-19 na Bamero nere.

yHOTpC6aTa Ha Ta3u BaKCHMHa TpSI6Ba Ja € B CbOTBETCTBUC C 0(1)I/II_II/IaJ'IHI/IT€ OpCOPBKU.

2. Kakso TpsaoBa 1a 3Haete, npeau Comirnaty na 6b1e npuio:keHa Ha Bamero aere
Comirnaty He TpsiOBa 1a ce mpujara

o ako Bamrero fieTe e alepruiHO KbM aKTHBHOTO BEIIECTBO WM KbM HSKOS OT OCTAHAIIUTE
ChCTaBKH Ha TOBA JICKapCTBO (M30pOCHH B TOUKA 6).
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IIpenynpesxaeHusi U MpeIna3sHu MEPKH
ToBoperte ¢ nekaps, papmaneBTa WM MeJUIIMHCKATa cecTpa Ha Barrero jere, mpean BakCUHATA Jla My
ObJle IPUITOKCHA:

L aKO MMa TEXXKa aJICpruyHa peaKius Uin HpO6JIeMI/I C JUIIAaHETO CJICO MHXKCKTUPAHE HA HAKAKBa
Apyra BakCUHaA WJIH CJIC KaTO MYy € Ooumna MMPUJIOKCHA Ta3W BAKCHMHA B MUHAJIOTO.

L4 aKO I'0 MMPUTCCHsABA NPOLUCCHT HA BAKCUHUPAHC WJIN HAKOTa € pruiagajo CJICaA IMMOCTaBAHE Ha
WHXCKIIMA C Urjia.

L aKo MMa TEXKKO 3a00J1sBaHE 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 JICKApPCTBO, KATO KOPTUKOCTEPOU, KOCTO IMOBJIMABAa UMYHHATa CUCTEMA.

ChliecTByBa OBHIIIEH PUCK OT MHOKAPAHT (Bb3MAIEHUE HA ChPACUYHUS MYCKYIT) U IIEPUKAPIUT
(BB3MaJICHUE HA BhHIIHATA OOBHBKA Ha ChpIETO ciiel BakcuHalus ¢ Comirnaty (Bxk. Touka 4). Te3u
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO JTHU CIIe/I BAKCHHAIUATA U IPEIUMHO B paMKHUTE Ha
14 nau. Te ca HaOIrOMaBaHM TIO-4ECTO CJIeNl BTOpaTa BAKCHHALIUS U ITO-4ECTO TIPU TO-MIIaJTH MBXKe.
PUCKBT OT MHOKapIUT U IEPUKAPIUT U3TIIEK A TO-HUCHK TPH Jiella Ha Bb3pacT oT 5 no 11 roguau B
CpaBHEHHE C T€3M Ha Bb3pacT oT 12 1o 17 rogunu. B noBeueTo ciydyan Ha MUOKapIUT U IEPUKAPIUT
HACTHIIBAa BH3CTAHOBSIBAHE. B HAKOM Cclydan ce Hajlara moJabp>KaHe C HHTEH3WBHU TPIKA U Ma
HaOJII0/JTaBaHU CIy4YaHu ChC CMBPTEH n3xoj. Clie] BAKCHHALIMS TPsIOBa 1a ObJIeTe OJAUTEITHH 32
MPU3HAIM HA MUOKAp/AUT U TICPUKAPINT, HAPUMED 3a1yX, ChplicOneHe win 00ika B I'bPAUTE, U
Tps0Ba He3a0aBHO Ja MOTHPCHUTE JIEKAPCKa TIOMOIII, aKO T€ HACTBIIAT.

KakTo Bcuuku Bakcuau, Comirnaty MOXe Jia HE 3al[UTH HAITBJIHO BCUYKU BAKCUHUPAHU U HE €
M3BECTHO KOJIKO ABAro Bairero nere e Obae 3alUTEHO.

Edukacnoctra Ha Comirnaty MoXe Jia € IOo-HHUCKa MIPH Xopa ¢ 0TciadeHa MMyHHA CUCTeMa. AKO
Bameto gere e ¢ orcinabeHa IMyHHa CHCTEMa, MOKE JIa TIONYy4YHd NOmbaHuTeIHH q03u Comirnaty. B
TE3W CITy4au TpsiOBa J1a MPOABIDKH Ja cla3Ba (PM3MUYECKUTE MPpeIa3Hi MEPKH, 3a /1a TOMOTHE 32
npesennusaTa Ha COVID-19. OcBen ToBa OJM3KUTE KOHTAKTHHU JIMIIA Ha JIeTeTo Bu TpsiOoBa na Obaat
BaKCHHUPAHH, aKO € OIX0AI0. OOChIETE MOAXOAIINUTE HHIUBUAYAITHA IPETIOPHKUA C HETOBHS
JeKap.

Hena
Comirnaty 10 Mukporpama/mo3a KOHIIEHTPAT 32 HH)KEKIIMOHHA JHCIIEPCHsI HE Ce MPEeNopbyBa NpH
Jielia Ha BB3PAacT MO/ 5 TOANHH.

[Ipennarat ce meauaTpuyHU JIeKapcTBeHH (OPMU 3a KbpMadeTa U Jiella Ha Bh3pacT 6 Mecela J10
4 ronuHu. 3a moapoOHa HH(OPMAILIKS, MOJISI, BUXKTE JJUCTOBKATa HA ChOTBETHUTE ChCTABH.

Bakcunara He ce MIpernopp4Ba Mpu KbpMau€Ta Ha Bb3pPacCT IO 6 MeEcena.

Apyru asexkapcrea u Comirnaty

TpsiOBa 1a kaxkeTe Ha Jiekaps wiu papMalrieBTa Ha Barero nere, ako aerero 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, METUIIMHCKA CeCTpa WK
(dapmarnieBT, npeau Aa My Objie MPUIOKEHA Ta3h BaKCHHA.

Comirnaty Moxe Jia ce puJiara 1o Bpeme Ha OpemeHHocT. ['onemusit o6em ot uadopmarms,
MOJTyYeHa OT HabIoIeHueTo Ha OpeMeHHH KeHH, BakcuHupanu ¢ Comirnaty npe3 BTOPHS U TPETHUs
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TPUMECTH], HE TIOKa3Ba BAKCHHAIIMATA JIa IMa HEOIaronpusaTHU eeKTH BbpXy OpeMEeHHOCTTa MIIN
HOBOPOJICHOTO. Makap 4e uadopmanusra 3a ehekTuTe BbpXy OpeMEHHOCTTA UM HOBOPOJICHOTO CIIe]T
BaKCHHAIIUS TIPE3 ITbPBUS TPUMECTHP € OrpaHrueHa, He Ce Ha0ItojaBa MPOMSIHA TI0 OTHOIIICHUE Ha
pHUCKa OT CLIOHTaHEeH a0oPT.

Comirnaty Mo’ke J1a ce pujiara B mepuoia Ha KbpMeHe.

Ilodupane u padoTa ¢ MAIIIMHU

Hsaxow ot edextuTe Ha BakcHHaTa, yIloMeHaTH B Touka 4 (BBp3MOXHM HE)KENaH! peaKIny) Morat
BpPEMEHHO J1a TIOBJIHUSAT criocoOHOCTTa Ha Bamiero nere 3a pabota ¢ MallMHy WK NpeNIpueMane Ha
JIeHHOCTH KaTo KapaHe Ha Besocuriea. V3uakaiTe, 10KaTo Te3u epeKTH OTIYMST, IPeau
BBH300HOBSIBAaHE HA JICHHOCTUTE, KOUTO M3UCKBAT IIBJIHO BHUMAaHUE OT HETOBa CTPaHa.

3. Kak ce npuiara Comirnaty

Comirnaty ce mpuiara ciefi paspexaane kato nmxkekus ot 0,2 ml B MycKyn B ropHaTa yacT Ha
prkara Ha Bamero nere.

Ha nerero Bu e Obae HanpaBeHa 1 nHXeKuys, HE3aBUCHMO JAJIU IIPEIU TOBA € MOJIyyaBallo BaKCHHA
cpeury COVID-19.

Ako mipequ ToBa neteTo Bu e Omito BakcuHMpaHo ¢ BakcuHa cperry COVID-19, ve Tpsa6Ba na
noiyvasa go3a Comirnaty, JOKaTO He U3MHHAT Hali-MalKo 3 Mecela cjeq mocjiexHara 103a.

Axko Bamero nete e ¢ orciiabeHa IMyHHa CHCTEMa, MOKE J1a TTOJTy4YH JOMbIHUTENHH f03u Comirnaty.

AKO MMaTe HIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBbP3aHH ¢ yrorpebdara Ha Comirnaty, monuraiire
nekaps, papmanieBTa WM MEUIIMHCKaTa cecTpa Ha Bamero gete.

4. B13MOKHY He:KeIaHU peakiun

Kakro Bcnuku BakcuHu, Comirnaty MOXXe 1a IpeAn3BHUKa HEXKEJIaHU PEaKLUH, BIPEKH Y€ HE BCEKH
TH MOJIy4aBa.

MHOro 4ecTH HesKeJJaHH PeaKIMU: MOTarT Jla 3acerHar rnosede ot 1 Ha 10 xymm
Ha MSCTOTO Ha MHXKEKTUpaHe: O0oJKa, OTOK

yMopa, T1aBobosue

Ooska B MycKynuTe, 00JIKa B CTaBUTE

BTpHCaHe, IIOBUILIEHA TEMIIEpaTypa

THapust

YecTn HexxeTaHU peaKIMM: MOTraT Ja 3acerHart 1o 1 Ha 10 gymm

o rajicHe, OBpbLIaHe
. 3a4epBsiBaHe Ha MSCTOTO Ha MHXKEKTHpaHe (,,MHOTO 4eCTH  py Bb3pacT 5 10 11 roanHm)
. yrojieMeHu JTuMQHH Bb31M (HabJroaBa ce mo-uecto cief Oycrep 103arTa)

HedecTu HeskeJaHM peaknmu: Morar fa 3acersar o 1 Ha 100 gymm
HEPAa3MOoJI0KCHHE, YCEIIaHe 3a CJIa00CT WK JIUIICA Ha CHEPTHsI/ChHIMBOCT
OoJika B ppKaTa

Oe3cpHIe

ChpOEXK HA MSICTOTO HA WHKEKTUPaHE

JIEPTUYHH PEAKIIMU KaTo OOpPHB WK ChpOeK

HaMalleH aleTUT

3amaiiBaHe
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L MMPECKOMECPHO U3NOTABAHC, HOIIIHU U3NOTABAHUA

Penxu Hexxes1aHM peakuuu: Morat Aa 3acerrar 1o 1 ma 1 000 mymm
o BpPEMEHHO €THOCTPAHHO YBUCBAaHE Ha JIUIIETO
o AJIEPTUYHU PEaKIIMU KaTO YPTUKAPUS WITH [TOyBaHE Ha JIUIETO

MHoro peaku He:KeJIaHU peakluu: Moxke 1a 3acerdar 10 1 va 10 000 nymwm
° BB3MAJICHUE HA ChPJICYHHUS MYCKYJ (MUOKApIUT) WIH Bh3MAJICHNE Ha BHHITHATA OOBUBKA Ha

CBHPIETO (TIEPUKAPIUT), KOETO MOXKE Ja TOBEE 10 3aayX, ChbpIicOneHe WiIn O0IKa B I'bPIUTE

C Hen3BeCTHA YeCTOTA (OT HaJIMYHUTC JaHHU HC MOXKE Oa 6T>IL6 HarpaBCHa OLICHKa)

o TEXKa alepruuHa peaxius
o OOIIMPEH OTOK HA BAKCHHUPAHUS KPaHUK

o OTOK Ha JIMLETO (MOAyBaHe Ha JIMIIETO MOXKeE Ja Ce MOSIBU IPH MaLUEHTH ¢ AepMajieH QHIbD)
. KOXKHA peakuys, 1moj ¢popmara Ha YepBEHH IE€THA WK OOpPUB 10 KOXKaTa, KOMTO MOKe J1a

M3IJIekKAA KaTo ,,MUIICHA™ WK ,,0MBOJICKO OKO® C ThMHO YE€pPBEH IICHTHP, OKOJIO KOMTO UMa I10-
CBETJIM YepBEHH KPBroBe (epuremMa MynTudopme)
HEOOHMYaifHO ycellaHe 1Mo Ko)kaTa, KaTo U3TPhIIBaHE HIM MpaBydKaHe (IapecTe3us)

. HaMaJsBaHE Ha yCElIaHUsITa MM YyBCTBUTEITHOCTTA, 0COOCHO Ha KOXKaTa (XUIecTe3usl)
TEXKO MEHCTPYyaJIHO KbpBeHE (ITOBEUETO CIIy4an U3IJIeXK/1a He ca CepHO3HH U Ca C BpEMEHEH
xXapakrep)

Chol1iaBaHe HA HeKeJIAHU PpeakIuu

Axo Bamrero nere moxydn HIKaKBHM HEXKEJIAHU JICKAPCTBEHU PEAKIIUH, YBEIOMETE HETOBHS JIEKap,
(apmaneBT WM METUIMHCKA cecTpa. ToBa BKIIIOYBA BCHYKH BE3MOXKHU HEOITMCAHH B Ta3H JMCTOBKA
HEXXeJNaHU peakiuu. MojeTe ChIIO J1a ChOOIINTE HEXKENIaH! PeaKluu TUpeKTHO upe3 UsnbiHuTenna
areHIus Mo JeKapcTBarTa, yi. ,,Jlamsau ['pyes® Ne 8, 1303 Codwus, temn.: +359 2 8903417, yebcaiir:
www.bda.bg. Karo cro0rmaBare He)xkeTaHU peakiiini, MOKETE J1a TaJeTe CBOS MPUHOC 32 TIoJTy4yaBaHe
Ha MmoBeve HH(POPMAaLIUS OTHOCHO O€30MaCHOCTTAa Ha TOBA JIEKapCTBO.

5. Kak na cbxpansBate Comirnaty

I[a C€ CbXpaHsBa Ha MACTO, HEJAOCTBIIHO 3a JICIIa.

CJ'IC,I[BaHIaTa I/IH(l)OpMaIII/IH OTHOCHO CBXPaHCHUCTO, CPOKA HA TOAHOCT U pa60TaTa € MpcIHa3Ha4YCHa 3a
MCIUMIIMHCKHU CIICIUAJIUCTHU.

He usnon3paiite ToBa JICKApCTBO CJICA CpOKa HA rOAHOCT, oTOeNsA3aH BBPXY KapTOHCHATA OIMaKOBKa U
CTUKETA CIIC ,,FOI[CH ,I[OZ“. CpOK’BT Ha TOAHOCT OTTOBaps Ha MOCJICAHNA JCH OT IMMOCOYCHUA MCCCII.

Ja ce cexpanssa BsB (hpusep npu -90°C go -60°C.
Jla ce chxpaHsBa B OpHT'MHATHATA OMAKOBKA, 33 J]a Ce MPEe/Ia3y OT CBETIIMHA.

Baxkcunara ce nonyuasa 3ampasena npu -90°C no -60°C. Cnen nosiydyaBaHe 3aMpa3eHaTa BaKCHHA
MOJe Aa ce cbxpaHnsaBa win npu -90°C go -60°C, wnm npu 2°C no 8°C.

Korato ce cpxpansBar 3ampasenu mnpu -90°C no -60°C, onakoBkure ¢ 10 ¢pnakoHa BakcrHa MoraT 1a
ce pasmpasar npu 2°C no 8°C 3a 4 yaca, a eTMHUYHU (IIAKOHM MOTaT J1a Ce Pa3MpassT Ipu cTaiiHa
temmepatypa (1o 30°C) 3a 30 MUHyTH.

Pasmpasenu (mpeau ToBa 3ampaseHn) guaxonu: Crieq KaTo BEAHBK € U3BaJeH OT Qpusepa,

HEOTBOPEHUSAT (PIIAKOH MOXKE JIa Ce ChXpaHsIBa M TpaHCIOpTHpa B XiaawiHuk npH 2°C go 8°C no
10 cenmuiy, 6e3 1a ce MpeBHUIlIaBa OTIEYaTaHUAT Cpok Ha roxHocT (I'oxeH 1o:). Bepxy kapToHeHaTta

Bepcusa 46/03.07.2024



OTIaKOBKa TPsIOBA Ja ce 0TOEIS)KM HOBHUAT CPOK Ha TOAHOCT mpu chxpanenue npu 2°C mo 8°C. Cnex
KaTo BEJIHBXK € pazMpaseHa, BAKCHHA HE MOXeE Jla Ce 3aMpa3siBa MOBTOPHO.

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

C PasMpa3CHUTE (I)J'IaKOHI/I MOXKE ga CE pa6OTI/I B YCJIOBHUA Ha CTaiiHa CBETIIMHA.

Cren pazpexxaane, chxpansBaiite Bakcuaarta mpu 2°C 1o 30°C u s u3moii3BaiTe B paMKUTE Ha
12 yaca, koeTo BKJIIOUBa 10 6 4aca BpeMe 3a TpaHcnopTupane. 3XBbpreTe Hen3noa3BaHaTa BAKCUHA.

He usnon3paiite Ta3u BaKCHHA, aKO 3a0€JICKUTE BUIMMH YaCTHIIA B Pa3pelcHaTa JUCIICPCHS WITH
MpOMsiHA Ha I[BETA.

He u3xBbpasiitTe nekapcTBaTa B KaHaJIU3alUATa WM KOHTEWHEpa 3a JoMallHu oTnaablu. [lonuTaiite
Bamus apMalieBT Kak Ja U3XBbPJIATE JICKapCcTBaTa, KOUTO BeUYe HE U3MoJ3Bare. Te3n MEepKH Iie
CIIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA CPEAa.

6. Chbabp:xkaHue Ha OIAKOBKATA M JOIIbJIHUTETHA HHpOpManus

Kakso cpabp:ka Comirnaty
. AxtuBHOTO BeniectBo Ha MPHK Bakcunara cperry COVID-19 (Hykineo3umHo MoauduIiMpana)
ce Hapu4a To3uHaMmepad. Cien paspexnane GiakoHbT chabpka 10 mo3u mo 0,2 ml, Besika ¢
10 MuKporpamMa To3uHaAMEpaH.
. Hpyru cbcTaBKU:
- ((4-xuapoxcubyTwi)azaHe nunT ) ouc(xexcaH-6, 1 - munin)ouc(2-xeKcniIekanoar)
(ALC-0315)
- 2-[(mommernnenrnukon)-2000]-N,N-nmuterpagennnaneramua (ALC-0159)
- 1,2-nmucreapomn-sn-raunepo-3-dpochoxomus (DSPC)
- XO0JIECTEPOI
- TpOMETaMOI
- TPOMETAMOJIOB XUAPOXJIOPHUL
- 3axaposa
- BOJIA 32 HH)KEKLIUU

Kak usrinexxaa Comirnaty M KakBo ChbIbp:Ka ONAKOBKATA

Baxkcunara e 6sma 1o moutu Osina mucnepcust (pH: 6,9 — 7,9), nocraBsiHa B MHOTO/1030B (hJIaKOH C
10 no3u — npo3payeH ¢akoH (cTeKI0 THI [) 2 ml, ¢ TymMeHa 3amylnanka u ¢ alyMUHHEBa OOKaTKa U
OTYYIBAIIO CE OPAH)KEBO IJIACTMACOBO Karadye.

Bunose onakosku: 10 ¢uakona mnu 195 ¢aakona
He Bcuuku BUOBE OIIaKOBKM MoOrat a ObAaT IyCHATH Ha 1asapa.

IIpurte:xkaTesa Ha pa3pelIeHHETO 32 yNOTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

Ten.: +49 6131 9084-0

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

IIpoussoaure

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
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55116 Mainz
T'epmanus

3a AOMBIHUTENTHA HH(POPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NpEeICTAaBUTEN Ha MPUTEKATEIIS Ha pa3pelieHreTo 3a ynorpeoda:

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTa Ha mocjenHO mpepa3riexaaHe Ha gucTtoBkara 07/2024

CKaHHpaﬁTe Koaa C MOOHUIHO YCTpOﬁCTBO, 34 J1a NOJIYy4YHUTC JIMCTOBKATA HA pAa3/IMYHU C3UIU.

URL: www.comirnatyglobal.com

IToapoGHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
10 JIeKapcTBarta https:// www.ema.europa.eu.

ITocoyenaTa nmo-1o0,1y MHGOpMANMS e MPeHAZHAYEHA CAMO 32 MeAMIIHHCKH CIIeHATHCTH:
[Ipunaraiire Comirnaty HHTpaMyCKyJIHO ClIe/l pa3pekaane Kato equHnuHa 1o3a 0,2 ml, HezaBucumMo
OT MPEIUIIHNA BaKCHHAIIMOHEH cratyc 32 COVID-19.

Ha numa, xonto npenn ToBa ca Onnm BakcuHUpanu ¢ BakcuHa cperty COVID-19, Comirnaty TpsiOBa
Jla ce mpujiara Hail-Majko 3 Mecela ciell mocieaHaTa 103a Bakcuna cpeury COVID-19.

Ha Jima ¢bC CUJIHO oTcirabeHa HMYHHa CUCTEMA MOXKE 1a CC MPUJIOKAT AOIIbJIHUTEIIHNA 103U.
IMpocaegumoct

3a Ja ce HO,I[O6pI/I MMpocCICANMOCTTA Ha OHOIIOTUYHUTE JICKAPCTBCHU MMPOAYKTU, UMCTO U MMAPTUIAHUAT
HOMCP Ha MMPUIIOKCHUA ITPOAYKT TpH6Ba SICHO Ja CC 3aI1MCBar.

Yxka3zanus 3a padora npeam ynorpeoda

Comirnaty Tps0Ba 1a ce MPUTOTBH OT METUITMHCKH CIIEIIHAINUCT, KaTO CE U3IOJI3Ba aCeNTHIHA

TEXHUKA, 32 J]a CE TapaHTHpa CTEPIIIHOCTTA HA MIPUTOTBEHATA UCIICPCHSL.

o IIpoBepeTe nau GIaKOHBT € C OPAHIKEBO MJIACTMACOBO Kamaye U Jalli KMeTO Ha MPOTyKTa
e Comirnaty 10 Mmukporpama/no3a KOHIEHTPAT 32 MHKEKIMOHHA qucnepcus. (Iena Ha 5
1o 11 roguam).

o AKO UMETO Ha POJIyKTa BbPXY €THKeTa Ha (hJ1akoHa € Ipyro, MOJIsl, HalpaBeTe CrpaBKa ¢
KpaTKaTa XapakTepPHUCTHKA Ha MTPOTYKTa 3a TO3U ChCTaB.
o AKo (JIaKOHBT ce ChXpaHsABa 3aMpa3eH, TOH TpsOBa Aa ce pa3Mpasu Ipeau yrnorpeoda.

3ampazenute uakoHu TpsAOBa Aa ce mpeHecar B cpena ¢ remmneparypa 2°C no 8°C, 3a na ce
pa3MpassiT; pa3Mpas3sBaHETO Ha eHa onakoBka ¢ 10 dmakona moxe 1a oTHeMe 4 daca. YBepeTe
ce, e (IakOHUTE ca HAITBJIHO pa3Mpa3eHH Mpean yrnoTpeoa.

. Crnen nmpemectBaHe Ha (prakoHuTe 32 cbxpaHeHue mpu 2°C no §°C, kopurupaite cpoka Ha
TOAHOCT BbPXY KapTOHEHATa OMAaKOBKa.
. HeotBopennte ¢urakonu morar aa ce cbxpansaBat 10 10 ceamuuu npu 2°C g0 8°C, 6e3 na ce
MpEeBHUIlIaBa OTIEeYaTaHUT CPoK Ha roxHocT ([ogeH xo:).
J BB3MoskeH € chIo IpyT BApHAHT, IPHU KOWTO SAMHIYHA 3aMpa3eHH (HIIaKOHU MOXKE Ja ce
pasmpazsaT 3a 30 MmunyTH 1pu Temneparypa 10 30°C.
6
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[Ipenu ynoTpeba HEOTBOPEHUSAT (IIAKOH MOXKE Jla Ce ChXpaHsBa 10 12 yaca mpu TemrepaTrypa
1o 30°C. C pa3mpazenute GIakoHH MOKe J1a c€ pabOTH B YCJIOBHS HA CTaliHa CBETIMHA.

Pa3zpexnane

OcraBete pazMpaszeHus (pIIakoH Ja TOCTUTHE CTaifHa TeMIIEpaTypa i BHUMATEIIHO IO O0ObpHETE
10 mpTH ipenu paspexaane. He paszknamaiite.

[Ipeau paspexxaane pazMpaseHaTa AUCIIEPCHs MOXKE Jla Chabpxa 0enu 10 o4ty Oenn
HENpOo3pavyHu aMOP(HH YaCTHUITH.

Pasmpa3senaTta BakcuHa TpsiOBa aa ce pa3peau B HeliHus opuruHaieH ¢uakod ¢ 1,3 ml HaTpues
xjaopug 9 mg/ml (0,9%) uHkeKHMOHEH Pa3TBOP, KaTo ce u3non3pa urna 21 G, unm no-ThHKa,
U aceNTHYHA TEXHHKA.

W3paBHeTe HANIATaHETO BHB (DIaKOHA, IPEAX a U3BAJUTE UTJIaTa OT HEro, KaTo U3TETIINTE

1,3 ml Bp3yX B U3Npa3HEeHATa CIIPUHIIOBKA HA pa3penTels.

BuauMmatenHo o0bpHeTe paspenenara aucriepcus 10 metu. He paskiamaiite.

Paspenenara BakcruHa TpsiOBa J1a mpeacTaBisiBa Osuia 10 MOYTH Osi1a qucnepcusi 6e3 BUIUMHU
yactuiy. He usnon3paiite pa3pezenara BakCHHa NMPU HAJMYME HA YaCTULIM WJIM TIPOMSIHA Ha
L[BETA.

Ha paspenenute dakonu TpsOBa qa 0baat oTOEs13aHN CHOTBETHUTE JaTa U Yac 3a
H3XBbPJIsSHE.

Caen paspexxknane, cpxpansaiite npu 2°C 1o 30°C u uznons3Baite B paMkute Ha 12 yaca.

He 3ampazsBaiiTe 1 He paskiamanTe pa3peneHara qucrnepcusi. AKo e Onia rmocraBeHa B
XJIaJIUIIHUK, OCTaBeTe pa3pe/ieHaTa JUCIepcHs J1a TOCTUTHE CTaliHa TeMIepaTypa Mnpeau
ymnotpeoa.

IIpurorBsine Ha go3u 0,2 ml

Cnen pa3pexnane GIakoHbT Chabpka 2,6 ml, OT kouTo Morar jaa ce u3rerysit 10 103u 1o

0,2 ml.

Kato u3noxnsBare acenTiuyHa TEXHUKA, TOYUCTETE 3aMylIajkaTa Ha (IakoHa ¢ TaMIIOH 3a
€HOKpaTHa ymoTpeda, HAllOeH C aHTUCETITHYEH Pa3TBOpP.

Uzrernere 0,2 ml Comirnaty 3a gema Ha Bb3pacT 5 10 11 ronuau.

Tpsi06Ba 1a ce U3MONI3BAT CHPHHIOBKH W/UJIH UIJIM € MAJIbK MBPTHB (HEH3M0J13BaeM) 00eM,
3a na ce usreraat 10 qo3u oT equH QuakoH. KomMOMHAIUATA OT CIPUHIIOBKA U UIJIA C MAIIBK
MBPTHB 00eM TpsIOBa J]a IMa MBPTHB 00eM HE TIO-TOJISIM OT 35 MUKpOJIUTpa. AKO C€ U3I0I3BAT
CTaHJapTHH CIPUHIIOBKH ¥ WUTIIH, MOXKE J]a HAMa JOCTaThueH 00eM 3a U3TETIISTHE Ha JIECET 03U
OT enuH (prIakoH.

Bcesika mo3a tpssoBa ma ceabpika 0,2 ml BakcuHa.

AKO KOTMYeCTBOTO Ha OCTaHajiaTa BbB (hjlakOHA BaKCHHA HE € JIOCTaThYHO 32 €[[HA IIsJ1a 1032
0,2 ml, u3xBbpiere GiakoHa U OCTaHATHUSI 00EM.

UzxBBpreTe HEM3IIOI3BaHaTa BAKCHHA B paMKUTe Ha 12 daca cies pa3pexaane.

HN3xBbpasiHe
Hewnsnon3BaHuAT JIeKapCTBEH MPOIYKT WU OTHAIbYHUTE MATSPHAITU OT HETO TPSIOBA J1a CE U3XBBPIIAT
B ChOTBETCTBUE C MECTHUTE U3UCKBAHMUSI.

Bepcusa 46/03.07.2024
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