JlucroBka: undopmanus 3a norpeduTeNs

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

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

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

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

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

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

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

KakBo cbabp:ka Ta3u JUCTOBKA

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

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

BBb3MOXHU HEKETIaHU PEAKLIUU

Kak na cexpansBare Comirnaty JN.1

ChbabpkaHre Ha ONAaKOBKATa M AOIBIHUTENIHA HHPOPMALUS

QAP

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

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

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

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

3abomsiBane or COVID-19.

Toit kato Comirnaty JN.1 He caBpKa BUpYyCa, 3a 1a Ch3Ja/le IMyHHUTET, TSI HE MOKE J1a IPUYUHU
3abomsiane ot COVID-19.

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

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

. aKo CTe aJleprUYHU KbM aKTHBHOTO BEIIECTBO WJIM KbM HIKOS OT OCTaHAIHNTE ChCTaBKH Ha TOBA
JeKapcTBO (M30pOEHH B TOUKA 6).
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IIpenynpesxaeHusi U MpeIna3sHu MEPKH
T'oBopere ¢ Bamus nekap, papMaieBT Wil MEIUIIMHCKA CeCTpa, Ipeau na Bu Obae npuioxeHa
BaKCUHATA:

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

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

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

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

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

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

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

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

Edukacnocrra Ha Comirnaty JN.1 Moke /1a € mo-HHUCKa MU Xopa ¢ oTciaadeHa HIMyHHA CUCTEMA.
AKo cTe ¢ oTcabeHa IMyHHA CHCTeMa, MOJKe J1a TIOJMy4YnTe JombIHATENHN 103u Comirnaty JN.1. B
TE3W CiTy4au TpsiOBa Jia MPOABIDKHUTE J1a Crla3BaTe (PU3UUCSCKUTE NPESa3Hi MEPKH, 32 JIa TIOMOTHETE
3a mpeeHnusaTa Ha COVID-19. Ocsen ToBa O6iu3kuTe B KOHTaKTHHM JMIIa TPOBa 1a ObaaT
BaKCHHHPAHH, aKO € oAXoAsm0. O0CchaeTe MoAX0AMIINUTe HHANBUAYATHA IPETTOpBhKY ¢ Bamms
JeKap.

Jeuna

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

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

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

JApyrn nekapcrBa u Comirnaty JN.1

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

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

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

Bepcusa 54/08.05.2025



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

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

BpemeHHOCT M KbpMeHe
Axko cTe OpeMeHHa WU cMsTaTe, 4e MOKe Jia cTe OpeMeHHa, KakeTe Ha Bamwms ekap, MeTuIMHCKa
cectpa win hapMareBT, npeau aa Bu Ob1e npuiokeHa Ta3u BaKCHHA.

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

Bce omie nunicBar ganau oTHOCHO yroTpebata Ha Comirnaty JN.1 B meprosa Ha kppMeHe. Bee mak He
ce o4akBaT e(peKTH BbPXy KbPMEHOTO HOBOPOJCHO/KbpMaueTo. [lanHuTe, MOIy4YeHH OT
HaOJII0IEHUETO Ha KEeHU, KOUTO KBPMSIT CJIe] BaKCHHALIMS C IbPBOHAYAIHO pa3pelieHara 3a ynorpeda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXXeNaH! e()eKTH MPH KbPMEHUTE HOBOPOJCHN/KbpMayeTa.
Comirnaty JN.1 Mo>e ia ce mpuiiara B meproja Ha KbpMEHE.

Ilopupane u padoTa ¢ MAIIMHU

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

3. Kak ce npuiara Comirnaty JN.1

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

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

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

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

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

4. Bb3MOKHU HeKeJTaHU pe€aKkuumn

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

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

yMopa, ri1iaBobonue

0oJka B MyCKYJIUTE, OOJIKa B CTABHUTE

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

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

o rajieHe

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

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

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

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

Oe3chHHE

ChpOEX Ha MIACTOTO HA HH)XKEKTUPAHE

AJEPTUYHHU PEaKLMU KaTo OOPUB WM CHPOExK

HaMaJleH alleTUT

3aMaiiBaHe

MIPEKOMEPHO M3MOTIBAHE, HOLTHYU W3MOTABAHUSA

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

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

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

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

° TCXKKa aJICpruiHa peakuus

° 06IHI/IpCH OTOK Ha BaKCMHUPAHUA KpalePIK

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

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

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

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

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

Chol01aBaHe HA HesKeJAHH peakKIuu

AKO MONyYHTe HIKAKBH HEXETAHH JICKAPCTBCHU Peakivy, yBeaoMere Bamus nekap, GapmanesT win
MeIUIUHCKA cecTpa. ToBa BKIIOYBA BCUUKH BH3MOKHH HEOMHUCAHH B Ta3H JINCTOBKA HEXKEIIAHH
peakiun. Moxere ChII0 J1a ChOOIINTE HEXKETAHU PEaKIMU TUPEKTHO Ype3 V3IbIHUTEeHA areHIus 110
JieKapcTBara, yi. ,,Jlamsu ['pyes” Ne 8, 1303 Codwms, ten.: +359 2 8903417, yebcaiit: www.bda.bg.
Karo choO1iaBate HexenaHu peakiiiuy, MOXeTe Ja JaeTe CBOS MPUHOC 3a MOJyYaBaHe Ha TOBEYe
uHpopManus OTHOCHO O€30ITaCHOCTTa Ha TOBA JICKAPCTRO.

5. Kak na cexpansibate Comirnaty JN.1

I[a C€ CbXpaHsABa Ha MACTO, HEAOCTBIIHO 3a AC1A.
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CrenpamaTa HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e mpelHa3HaueHa 3a
MEIUIMHCKHU CTICITUATTICTH.

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

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

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

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

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

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

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

C PasMpa3CHUTEC (bHaKOHI/I MOXKE Ja CC pa6OTI/I B YCJIOBHUA Ha CTaiiHa CBETJIMHA.

OtBopenu duiakonu: Cie MbPBOTO MPOOUBAHE Ha 3alylankara Ha (JiakoHa, ChXpaHsSIBalTe
BakcuHaTa npu 2 °C 1o 30 °C u s u3non3BaiiTe B paMKuTe Ha 12 gaca, KOeTO BKJIIOYBa A0 6 gaca
BpeMe 3a TpaHCIopTUpaHe. M3XBrpiieTe HeU3Mmon3BaHaTa BakKCHHA.

He u3non3paiite Tazun BaKCHHa, akoO 3a0eNexnTe BUJAUMU YaCTUIIU UKW IPOMSAHA Ha IBCTA.

He u3xBbpsiiTe nekapcTBaTa B KaHAJIU3alUATa WM KOHTEHEpa 3a JoMallHu oTHaablu. [lonuTaiite
Bamus ¢papMarnieBT Kak ga U3XBBPIIATE JEKapCTBaTa, KOUTO Bede HE U3IMo3Bare. Te3n MepKH Ie
CIIOMOTHAT 3a OIa3BaHE Ha OKOJIHATA CPENa.

6. CphabpskaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHopManus

Kaxkso cpabp:xka Comirnaty JN.1
. AxtuBHOTO BeniectBo Ha MPHK Bakcunara cperry COVID-19 (Hykieo3umHo MoaupUIMpana)
ce Hapu4a OpeToBaMepaH.
—  Enun enqHono30B ¢uiakoH ceabpka 1 go3a 0,3 ml ¢ 30 Mukporpama OpeToBaMepaH.
—  Enun MHOT07030B (priakoH chabpika 6 mo3u mo 0,3 ml, Besika ¢ 30 Mukporpama
OperoBamepaH.
. Hpyru cbcTaBKu:
- ((4-xugpoxcubyTr)azaHe 1um ) onc(xexca-6, 1 - mumin)ouc(2-xeKCuiIekaHoar)
(ALC-0315)
- 2-[(monuerunenriukon)-2000]-N,N-nuretpagenmnaneramus (ALC-0159)
- 1,2-nucreapou-sn-riunepo-3-pocpoxonun (DSPC)
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- XOJICCTCPOII

- TPOMETAaMOJI

- TPOMETAMOJIOB XUAPOXJIOPU
- 3axaposa

- BOJa 3a HHXKCKIIMHN

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

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

C AJIyYMHWHHECBA oOKaTKa 1 OTYYIBalIIO CE€ CUBO IIJIACTMAaCOBO Kalrraie.

Bun omakoBka ¢ erHon0308u Qurakonu: 10 prmakoHa
Bun omakoBka ¢ MHOTO1030BH (hiakonu: 10 ¢urakoHa
He Bcuuku BUIOBE OMaKOBKK MoTraT Ja ObJaT IMyCHATH Ha Ta3apa.

IIpuTexaTes Ha pa3peLIeHUETO 32 ynoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

IIpoussoauren

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

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

boarapus: [paiizep JlrokcemOypr CAPJI, Knon, bearapus, Tem: +359 2 970 4333
JlaTa Ha mocyieqHo npepasrJe;xkaane Ha quctoBkarTa 05/2025

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

URL: www.comirnatyglobal.com

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

ITocouenaTa no-goJ1y MH(popManus e NpeJHA3HAYEHA CaMO 32 MEAMIUHCKH CIIEMATUCTH:
[Ipunaraiire Comirnaty JN.1 uHTpamycKyaHO Kato equHuuHa 1o3a 0,3 ml, HezaBUCHMO OT
MIpPEeIUIIHNS BakcHHAIMOHeH cTtatyc 32 COVID-19.
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http://www.comirnatyglobal.com/
https://www.ema.europa.eu/

Ha numa, konto mipenu ToBa ca Ouinu BakcuHHpanu ¢ BakcuHa cpernry COVID-19, Comirnaty JN. 1
TpsOBa J1a ce mpuiiara Haii-mMajako 3 Mecela ciell mocieaHaTa g03a Bakcuna cpeury COVID-19.

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

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

Yxka3anus 3a padora npeam ynorpeda - 3a 3aMpa3eHu (pJIaKoHH
Comirnaty JN.1 TpsiOBa Ja ce IPUTOTBU OT MEIUIIMHCKH CIICIIUAIKUCT, KATO CE U3I0JI3Ba aCEITHYHA
TEXHHKa, 32 J]a C€ TapaHTHpa CTEPUIHOCTTA HA IPUTOTBEHATA JUCIIEPCHSL.

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

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

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

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

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

- Ennono3oBu ¢nakonu: PasmpassBanero Ha eqHa onakoBka ¢ 10 eqHono30BHU ¢uiakoHa
MOXK€ J]a OTHEME 2 Jaca.

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

. Crnen npemectBane Ha (hakoHHTE 3a chbxpaHeHue npu 2 °C no 8 °C, kopurupaiite cpoka Ha
TOTHOCT BbPXY KapTOHEHATa OMaKOBKa.

. HeotBopenure ¢urakonu morar aa ce cbxpansiBat A0 10 cexmunu npu 2 °C 1o 8 °C, 6e3 na ce
MpEeBHUIIaBa OTHEeYaTaHUAT cpok Ha roaHocT (I'oxen mo:).

. BB3MoskeH e Ipyr BapuaHT, IpH KOWTO €AMHUYHU 3aMpa3eHu (pIIaKOHH MOXKeE Jja ce pa3MpassT
3a 30 muHyTH TpH Temrieparypa a0 30 °C.

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

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

Ipuroresine nHa no3m 0,3 ml

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

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

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

. [IpoBepete nanu GuIakoOHBT € €AHOI030B HIIM MHOTOZI030B U CIICABANTE MPUIOKUMHTE

yKa3aHus 3a paboTa 1mo-10iy:
— Ennono3oBu durakonn

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

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

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

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

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