JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 30 Mmuxporpama/no3a HHKeKIIHOHHA THCIIEPCHST
Bb3pacTHH U I0OHOIIM, HABBPIIWIM 12 roquHu
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
OperoBamepan (bretovameran)

vTO3I/I JIEKapCTBEH NMPOAYKT MOJICKH Ha AOIBIIHUTENIHO HAOM0eHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBSIBaHE HA HOBA MH(POPMAIIUS OTHOCHO Oe30macHocTTa. MoeTe /ia iafieTe CBOs IPHHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA peaKIHs, KOSTO CTE MOMyYMId. 3a HauiHA Ha ChOOIIaBaHe Ha HEXellaH!
peakuuu BUKTE Kpasi Ha To4Ka 4.

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

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

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

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

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

KakBo cbabp:ka Ta3u JUCTOBKA

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

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

BBb3MO0XHU HEXKETaHU PEAKLIUU

Kak na cexpansBare Comirnaty JN.1

ChbabpxaHye Ha ONAKOBKATa 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,
npuanHeHo oT SARS-CoV-2.

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

Baxkcunara cTaBa npuurHa KIMyHHaTa CUCTeMa (€CTECTBEHUTE 3al[UTHH CHUJIM HA OPraHUu3Ma) Ja
MPOM3BEXKa aHTUTENA i KPHBHU KIIETKH CPEIIy BUPYyCa, KaTO TaKa OCUTYpsIBa 3aIlliTa CPELTy

3abomsiBane or COVID-19.

Toit kato Comirnaty JN.1 He cpaBpKa BUpYyCa, 3a 1a Ch3Aa/le IMyHHUTET, TSI HE MOKE J1a IPUYUHU
3abomsiane ot COVID-19.

YHOTpe6aTa Ha Ta3y BaKCHHa Tpr6Ba Ja € B CbOTBETCTBUC C O(l)I/ILII/IaJ'IHI/ITe MMPCIIOPBKHU.

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
JIeKapcTBO (M30pOEHU B TOUKA 6).
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IIpenynpesxaeHusi U MpeIna3sHu MEPKH
T'oBopere ¢ Bamus nekap, papMaieBT Wil MEIUIIMHCKA CeCTpa, Ipeau na Bu Obae npuioxeHa
BaKCUHATA:

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

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

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

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

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

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

CrpIiecTByBa MOBHILIEH PUCK OT MHOKAPIUT (BB3MAJICHUE HA ChPJICYHUS MYCKYJT) M IEPUKAPTUT
(BB3ManeHue Ha BbHIIHATA OOBUBKA Ha ChpIETO ciiex BakcuHauus ¢ Comirnaty (Bx. Touka 4). Te3u
3a00JIsIBaHMS. MOT'aT J1a C€ PA3BUAT O HAKOJIKO JHHM CJIE/l BAKCHHALMATA U IPEIUMHO 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 moa 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.

BakcuHaTa He ce mpenopbyBa MpH KbpMadeTa Ha Bb3pacT moJ| 6 Meceria.

JApyrn nekapcrBa u Comirnaty JN.1
Tps0OBa na kaxxere Ha Bamms nekap win hapManeBT, aKo U3IMOI3BATE, HACKOPO CTE W3MOI3BAIH HITH €
BB3MOKHO J1a U3I0JI3BaTe APYTH JIEKapCTBa, WIM Hackopo B e npuioxkeHa HAKakBa JIpyra BaKCHHA.

Comirnaty JN.1 Moxe aa ce mpuiiara 1o €IHO U ChIIIO BpeMe ¢ IIPOTUBOTPUITHA BAKCHHA.

BpemeHHOCT M KbpMeHe
AKko cTe OpeMeHHa WK cMsITaTe, 4e MOKe Jia cTe OpeMeHHa, KakeTe Ha Bamms inekap, MeTuIIMHCKa
cecTpa win GapmMaresT, npeau 1a Bu 0bae npuioxkeHa Ta3u BaKCHHA.
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Bce ome nurcBar manau oTHOCHO ymorpebaTta Ha Comirnaty JN.1 o Bpeme Ha OpeMeHHOCT. Bee mak
roJisiM 00eM HH(OpMAITHs, ITOJTy4YeHa OT HaOIF0ICHUETO Ha OPEMEHHH KeHU, BAKCUHUPAHH C
IbPBOHAYATHO pa3pelieHaTa 3a ynorpeda BakcuHa Comirnaty rmpe3 BTOPHsSI U TPETUSI TPUMECTHP, HE
MOKa3Ba BaKCHHAIIMATA J]a UMa HeOIaronpusTHH epeKTH BbpXY OPEeMEHHOCTTA WX HOBOPOJICHOTO.
Makap ve nadopmarmsra 3a eeKTHUTE BbpXy OPEMEHHOCTTA WIIH HOBOPOJICHOTO CJIE]| BAKCHHAIHS
mpe3 MbPBUS TPUMECTHP € OTPaHWYCHA, He ce HaOJIr01aBa MPOMSIHA 110 OTHOIIIEHHE HA PUCKA OT
criontaneH abopt. Comirnaty JN.1 Moske fa ce npusiara 1mo BpeMe Ha OpeMEeHHOCT.

Bce omie nuncar ganau oTHOCHO ynoTpebata Ha Comirnaty JN.1 B meproaa Ha kepMeHe. Bee nak He
ce o4akBaT e(peKTH BbPXy KbPMEHOTO HOBOPOJACHO/KbpMaueTo. [lanHuTe, moIy4eHu oT
HaOJII0/IEHUETO Ha KEHU, KOUTO KbPMT CJI€J] BAKCUHALIUS ¢ IbPBOHAYAIHO pa3pellieHaTa 3a yrnorpeda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXEJIaHU e()eKTH NPH KbPMEHUTE HOBOPOJCHN/KbpMaydeTa.
Comirnaty JN.1 Moxe ia ce npuiara B IepuoAa Ha KbpMEHe.

Ilopupane u padoTa ¢ MAIIMHU

Hsikon ot edexTTe HAa BAaKCHHATA, YIIOMEHATH B TOUKa 4 (Bb3MOKHU HEXXeTaH! peaKy) MOTraT
BpPEMEHHO J1a TIOBNUSIAT criocoOHOCTTa BU 3a modupane wim padota ¢ MammHu. V3vakaiite, 10KaTo
Te3u epeKTH OTIIYMSAT, PeJIH Ja mopupaTe Win 1a paboTHTE ¢ MAITUHH.

3. Kak ce npuiara Comirnaty JN.1
Comirnaty JN.1 ce npunara kato umkeknus ot 0,3 ml B Myckys B ropHaTa 4acT Ha pbKaTa.

Ille Bu Ob1e HampaBeHa 1 WHXKEKIUS, HE3aBUCUMO JIAJI TIPEIU TOBA CTE MOJyJYaBaJld BAKCUHA CPEILY
COVID-19.

AKo mipesiu ToBa cTe Oy BakcuHupan(a) ¢ BakcuHa cpeury COVID-19, He TpsiOBa 1a noiyvaBate
nmo3a Comirnaty JN.1, mokaro He U3MHUHAT Hali-Mallko 3 Mecella cie/l ocieIHaTa 103a.

AKo cTe ¢ oTciiabeHa MMyHHA CUCTeMa, MOXKeE J1a TIOJAY4YHuTe JoNbIHUTENHH 103U Comirnaty JN.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, T1aBoOoue

0omKa B MyCKyJuTe, 0OJIKa B CTABUTE

BTpPHUCaHE, MOBUILICHA TEMIEpaTypa

Tapus

Hsxowu oT Te3u HEXETaHU PEaKIUU ca MAJIKO ITO-4eCTH TIpH FOHOIH Ha 12 10 15 ToguHu, OTKOIKOTO
IIpU BB3PACTHHU.

YecTun HexxeTaHU peaKIMM: MOTaT Ja 3acerHart 1o 1 Ha 10 gymm

o 3ayepBsBaHE HA MACTOTO HA HHKEKTUPAHE
J rajieHe, IIOBPbIIAHEe
. yrojieMeHu JTMMQHU Bb31M (HabJIroaBa ce mo-uecto cief Oycrep 103aTa)
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HeuecTu Hexke1aHU peakuu: MoraT jaa 3acerHat A0 1 Ha 100 gymmm
HEPA3MOI0KCHHE, YCEIIaHe 3a CIA00CT WU JIUTICA Ha SHEPTHsl/ChHINBOCT
Oonka B ppKaTa

Oe3cpHHUE

ChpOEK HA MSICTOTO Ha MHXKEKTUPAHE

AJIEPTHYHU PEaKIIUU KaTO OOPUB MIIH ChPOESK

HaMaJICH alleTUT

3amaiiBaHe

MPEKOMEPHO U3MOTSABaHE, HOIIIHN U3MOTSIBAHUS

Penxu Hexxenanm peakumnu: Morat Aa 3acertat 1o 1 va 1 000 nymwm
. BPEMEHHO €THOCTPAHHO YBUCBAHE Ha JIMIIETO
. aJIEpTUYHY PEaKINK KaTo yPTUKAPUS WU TIOTyBaHE Ha JIUIETO

MHOro peaxu He:KeJIaHu peakiuu: Moxe fa 3acertar o 1 #a 10 000 mymm
U BB3MAJICHUE Ha ChPICYHHUS MYCKYJT (MUOKapIUT) WK Bh3MaJeHEe Ha BhHIIHATA OOBUBKA Ha

chpreTo (IepUKapanT), KOETO MOXKe J1a AOBEe 0 3ayX, ChpieOnueHe min 00aKa B IbpIuTe

C Heu3BecTHA YecTOTAa (OT HATMYHUTE JAHHU HE MOXe J1a ObJIc HAaIlpaBeHa OLICHKA)

. TEXKa alepruuHa peakuus

. OOIIMPEH OTOK HA BAKCUHUPAHUSI KPaHUK

. OTOK Ha JIMLETO (IIOJyBaHe Ha JIMIIETO MOXKeE Jia Ce MOSIBU NP MALUEHTH C AepMajieH QHIbp)
. KO>KHa peakuys, o ¢popmara Ha YEpBEHHU I€THA WIK OOpPUB 10 KOXaTa, KOHTO MOKe J1a

M3MJIekKA KaTo ,,MUIICHA" WX ,,0MBOJICKO OKO® C ThMHO YE€PBEH IICHTHP, OKOJIO KOHTO UMa I10-
CBETJIM YepBEHHU KPBroBe (eputemMa MynTudopme)
HEOOMYaHO yCelaHe 1Mo KoXKaTa, KaTo H3TPBIIBaHE WM MpaBy4YKaHe (ITapecTe3ns)

. HaMaJIIBaHE Ha YCEIIaHUsATa WM TyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XUIIeCTe3Hs)
TEXKO MEHCTPYaITHO KbpBeHe (ITOBEUETO CIIyYan M3IIIeK/Ia He ca CEPUO3HU U Ca C BpEMEHEH
XapaxTep)

Chob1aBaHe HA HeKeJIAHU peakIuu

AXO MoNyunTe HSIKaKBH HEXETaHU JICKApCTBEHU Peakiuy, yBejoMere Bamust nekap, hapmanest wim
MEIUIIMHCKA cecTpa. ToBa BKIFOYBA BCUYKH Bh3MOXKHU HEOTMCAHU B Ta3H JIMCTOBKA HEXEIIAHU
peakru. MoxeTe ChIIo J1a ChOOIINTE HEXENaHU PEaKIUU TUPEKTHO upe3 V3IbIHUTEIHA areHIHs 10
JieKapcTBara, yi. ,,Jlamsu I'pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebcaiit: www.bda.bg.
Karo choOmiaBare HexxeaHH PeakIuy, MOXKETE J1a 1aJeTe CBOS MPUHOC 3a TOIyYaBaHe Ha TIOBEYE
nH(pOpMAaIUs OTHOCHO 0€30MaCHOCTTA Ha TOBA JIEKApPCTBO.

5. Kak na cexpansisate Comirnaty JN.1

Jla ce cpxpansBa Ha MSCTO, HEJOCTHITHO 3a JCTIA.

Cnenpamata nH(OpMAIUs OTHOCHO ChXPaHCHHETO, CPOKA Ha FOJIHOCT U padoTaTa € IpeHa3HaueHa 3a
MEIUIIMHCKHU CIICIITUATIUCTH.

He n3non3Baiite TOBa JIEKapCTBO CIE]] CPOKA HA TOJHOCT, OTOENsI3aH BHPXY KapTOHEHATa OMAaKOBKa U
eTukera cien ,,l'omeH 10:“. CpoKbT Ha TOHOCT OTIOBAPs HA MOCICIHUS JICH OT TIOCOYCHHS MECEII.

[a ce cpxpanssa BbB (pusep npu -90°C no -60°C.
[la ce cpxpaHsBa B OpUI'MHAJIHATA ONAKOBKA, 32 Ja CE IIPEe/1a3u OT CBETJIMHA.
Baxkcunara ce nomydasa 3ampaszeHna rnpu -90°C o -60°C. Cnen nosrydaBaHe 3aMpa3eHaTa BaKCUHA

MOXke J1a ce chxpansapa win npu -90°C no -60°C, umu nipu 2°C mo 8°C.
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Ennonososu ¢urakonu: Korato ce cbxpansaBat 3ampaszenu npu -90°C g0 -60°C, ormakoBKHTE ¢
10 enHOZO30BH (hiakoHa BakcMHa Morat Aa ce pa3mpassaT npu 2°C no 8°C 3a 2 yaca, a eIMHUYHU
(hmakoHHM Morat Aa ce pa3mpassT Ipu ctaiiHa temneparypa (1o 30°C) 3a 30 MuUHYTH.

Mmuorono3oeu diaakonu: Koraro ce chbxpansear 3ampaseHu npu -90°C mo -60°C, onakoBKUTE ¢
10 ¢akona BakcuHa Morar 11a ce pasmpasst npu 2°C o 8°C 3a 6 yaca, a eTuHUYHH (IIaKOHH MOTaT
Jla pa3Mpasar npu craiina remmneparypa (1o 30°C) 3a 30 MunyTH.

Pasmpasenu (mpeau ToBa 3ampasenn) guiakonn: Ciel KaTo BEAHBXK € U3BalleH OT ¢ppusepa,
HEOTBOPEHUSAT (PJIAKOH MOXKE /1a Ce ChbXpaHsIBa U TpaHcopTupa B xnaamnHuk npu 2°C mo 8°C no

10 cemmurtu, 6€3 1a ce mpeBUIaBa OTIEYaTAHUAT CpoK Ha rogHocT (I"oxeH mo:). BepXy kapToHeHaTa
OTakoBKa TpsiOBa 1a ce 0TOeJeKH HOBHUAT CPOK Ha roJHOCT npu cbxpanenue mpu 2°C go 8°C. Cnen
KaTo BEAHBXK € pa3Mpa3eHa, BAKCHHATa HE MOXKE J1a CE 3aMpassBa IIOBTOPHO.

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

C pasmpazenute (HIakoHH MOXKE Jia ce pabOTH B YCJIOBHS Ha CTaifHa CBETJIMHA.

OtBopenu ¢uakonu: Crnex mbpBOTO MPOOKBAHE Ha 3aMylIalikaTa Ha (QJlaKoHa, ChXpaHsBaiiTe
BakcuHata ipu 2°C 1o 30°C u s nsnon3Baiite B paMkuTe Ha 12 yaca, KOeTo BKIIFOUBa 710 6 aca Bpeme
3a TpaHcropTupaHe. M3xBbpiere Hen3noa3BaHaTa BAaKCHHA.

He usnon3paiite Ta3u BaKCHHA, aKO 3a0€JICKUTE BUIMMH YaCTHIIA WM ITPOMSIHA Ha I[BETA.

He HBXB’LpJ’IHﬁTe JICKApCTBATA B KaHAJIU3allUATa UIIN KOHTCﬁHGpa 3a JOMAIllHA OTIIaAbIIN. Ilonuraiite
Bamms Q)apMaueBT KaK J1a U3XBBbPJIATC JICKAPCTBATA, KOUTO BCUC HC U3IIOJI3BATC. Te3u MCPKH 1IC
CIIOMOTr'HaT 3a OIa3BaHC Ha OKOJIHAaTa Cpeaa.

6. Cun)pmaﬂne Ha OonMaKoOBKaTa M JOIIbJHHUTEC/IHA I/IHQ)OpMaIII/IH

Kakso cpabp:xa Comirnaty JN.1
° AxtuBrOTO BemiectBo Ha MPHK Bakcunara cperry COVID-19 (aykneo3umHo Moauduimpana)
ce Hapu4a OpeToBaMepaH.
— Enun enqHono3oB ¢iakon ceabpika 1 goza 0,3 ml ¢ 30 Mukporpama GpeToBaMepaH.
—  Egwun MaOromo30B ¢gmakon crappika 6 qo3u mo 0,3 ml, Beska ¢ 30 mukporpama
OperoBamepaH.
. Hpyru cecTaBku:
- ((4-xunmpoxcubyTtrin)azanequmi ))ouc(xekcat-6, 1 -mumi )onc(2-xeKCuaeKaHoar)
(ALC-0315)
- 2-[ (monuerunenriukon)-2000]-N,N-nmurerpagenunaneramua (ALC-0159)
- 1,2-nmucreapomn-sn-raunepo-3-dochoxomus (DSPC)
- XOJIECTEPOI
- TPOMETaMOT
- TPOMETaMOJIOB XHIPOXIOPHU]T
- 3axaposa
- BOJIa 32 WHYKEKIIHH

Kak m3rae:xkga Comirnaty JN.1 1 KaKBO ChIBbp:Ka OMAKOBKAaTa
Baxkcunara e 6suta o mourn 0sta nucriepcust (pH: 6,9 — 7,9), nocraBsaa uim B

o €71H0/1030B (hi1akoH ¢ 1 j03a — mpo3payeH ¢uiakoH (cThkiao T [) 2 ml, ¢ rymeHa 3amymanika u ¢
ATyMHHUEBa 00KAaTKa M OTYYIIBAIO CE CHBO TUIACTMACOBO Karaye, Wi B
. MHOT01030B (pJ1akoH ¢ 6 1031 — npo3padeH (aakoH (cThkIIO TUl 1) 2 ml, ¢ rymMeHa 3amyiaika u
C alyMHHHEBa 00KAaTKa U OTYYIBAIIO CE CHBO ILIACTMACOBO Karayue.
5
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Bun onmakoBka ¢ ennono3oBu (irakonu: 10 pmakona
Bun onmakoBka ¢ MHOT01030BH (hiakonu: 10 dhmakona
He BcHuky BHJIOBE OMTAaKOBKH MOTAT Jia ObJaT ITyCHATH Ha Ma3apa.

IpuTexaTes Ha pa3pelIeHUETO 3a ynoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

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

IIponsBoauTe

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaHI/IH OTHOCHO TOBa JICKApCTBO, MOJIS, CBBPIKETEC CC C JIOKAJTHUA
MNPEACTABUTCII HA IPUTEKATECIISL HAa Pa3pCHIICHUCTO 3a yHOTpe6a:

Boarapus: Ipaiizep JlrokcemOypr CAPJI, Knon, benrapus, Ten: +359 2 970 4333
JarTa Ha mocseaHo npepasriexiaaHe Ha gucropkara (09/2024

CkanupaiiTe Ko1a ¢ MOOMIIHO YCTPOMCTBO, 3a [1a MOJyYUTE JIMCTOBKATA Ha Pa3JInYHU €3HLH.

URL: www.comirnatyglobal.com

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

IMocouyenaTa mo-xo1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIIMHCKH CIIEIAATUCTH:
[Ipunaraiite Comirnaty JN.1 uaTpamMyckynHO KaTo eauHu4Ha 1032 0,3 ml, He3aBUCHUMO OT
MIPEeNIITHAS BaKCHHAITMOHEH cratyc 3a COVID-19.

Ha numia, konto mipenu ToBa ca 6unn Bakcuaupanu ¢ BakcuHa cperry COVID-19, Comirnaty JN. 1
TpsiOBa Ja ce mpuyara Haif-manko 3 Mecela cies rmocjenHara 1o3a Bakcuaa cpeaty COVID-19.

Ha Jna ¢CbC CUIHO oTciabeHa HMYHHA CUCTEMaA MOXKC 1a CC MPUJIOKAT AOIIbJIHUTCIIHA JO3U.
IMpocaegumoct

3a na ce moao0pU NPOCIEAUMOCTTa HA OMOJIOTMYHUTE JICKAPCTBEHU MPOAYKTH, UMETO U MAPTUIHUAT
HOMeEp Ha MPHJIOKEHHUS MPOIYKT TPsIOBa SACHO J1a Ce 3al1cBarT.
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Ykazanus 3a padora npeau ynorpeda
Comirnaty JN.1 Tpsi0Ba 1a ce MPUTOTBH OT METUIIMHCKH CIIEIHAIIHCT, KATO CE M3MOJI3Ba aceTHYHA
TEXHHUKA, 33 Ja CC FApaHTHUPa CTCPUIHOCTTA HA MPUTOTBEHATA TUCTICPCHS.

o IMpoBepere nanu GIaKOHBT € ChC CHBO MJIACTMACOBO Kamave U JIajli HMETO Ha MPOIYKTa €
Comirnaty JN.1 30 MmukporpamMa/no3a MH:KeKIMOHHA qucnepcus. (Juma Ha 12 u moBeye
TOJTUHH).

o AKO UMETO Ha IPOJIyKTa BbPXY €THKeTa Ha (h1akoHa € JIPyro, MOJIsl, HalpaBeTe CrpaBKa ¢
KpaTKaTa XapaKTepPUCTHKA Ha MPOJIyKTa 32 TO3U ChCTaB.

o AKko (1aKOHBT ce ChXpaHsABa 3aMpa3eH, TOH Tps0Ba Ja ce pa3Mpasu Ipeau yrnorpeoda.

3ampasenute uakoHu TpsAOBa Ja ce mpeHecar B cpena ¢ remmeparypa 2°C no 8°C, 3a na ce

pasmpasst. YBepeTe ce, 4e (IIaKoHHUTE ca HAIThJIHO Pa3Mpa3eHH Mpen yrnoTpeoa.

- Ennono3osu dnakonu: PazmpassBanero Ha efHa onakoBka ¢ 10 eaHO1030BU (uiakoHa
MOJe Jla OTHEMe 2 Jaca.

- MHorono3osu ¢iakonu: PazmpassBanero Ha enHa onakoBka ¢ 10 MHOro1030BH (priakoHa
MOJXe Jla OTHEMe 6 yaca.

. Crnen npemecTBane Ha (hiakoHHTE 3a chbxpaHneHue npu 2°C o 8°C, kopurupaiite cpoka Ha
TOJTHOCT BbpPXY KapTOHEHATa OMaKOBKa.

. HeotBopenute daakonu Morar aa ce cpxpansiBat 10 10 cenmuuu npu 2°C g0 8°C, 6e3 na ce
NPEBUILIAaBA OTHEYaTaHUAT CpoK Ha roxHocT (I'oxen no:).

. BB3MosKeH e Ipyr BapuaHT, IpU KOWTO €TUHUYHH 3aMpa3eHH (DIaKOHU MOKE JIa ce pa3Mpassr
3a 30 munyTu npu temmnepatypa a0 30°C.

. [Ipenn ymotpeba HEOTBOPEHUAT (PIIaKOH MOXKeE JIa ce ChXpaHsBa 0 12 Jaca mpu TeMIieparypa

10 30°C. C pa3Mpa3senuTte (haKoHM MOXKe Jia ce pabOTH B YCIIOBUS HA CTaiiHA CBETJIMHA.

IIpurorBsine Ha go3u 0,3 ml

. Branmarenno pasmecerte, kato oobpHeTe durakonute 10 mpT. He paskiarmiaiire.

. [Ipenn pa3mecBaHe pa3mMpaseHaTa TUCTIEPCUS MOXKe J1a ChIbpika Oeln 10 o4t 6enu
HETPO3pavyHu aMOpGHH YACTHIIH.

. Crnen pa3MecBaHe BaKCHHATA TPSAOBA Ja MPEACTaBIIsIBa Osyia 10 TTOUTH Osuta quctepenst 0e3
BUAMMH yacTul. He n3non3BaiiTe BakcuHaTa MpyH HATMYWE HA YACTHLIM MM IPOMSHA Ha
1BETA.

. [IpoBepete nanm GrakoOHBT € €AHOT030B TN MHOTOZ030B M CIIEABANTE PHUIOKIMHATE

yKa3aHus 3a paboTa mo-A0Iy:
- Ennomozosu diakonn

= Usrernere equanyna no3a Bakcuda ot 0,3 ml.
. M3xBbpreTe GrakoHa U OCTAHAINS 00eM.
- MHoron030B4 ¢IakoHH
" Bcexn MHOTO1030B (hTakoH chabpxka 6 mo3u mo 0,3 ml.
. Karo u3non3Bare acenTuvHa TEXHUKA, TIOYUCTETE 3aMylIajikaTa Ha (paKoHa ¢
TaMIIOH 32 €HOKPaTHA yIoTpeda, HAllOSH C aHTUCEIITUYCH Pa3TBOpP.
" Hszrernere 0,3 ml Comirnaty JN.1.

Tps6Ba na ce U3M0JI3BaT CHPHHLIOBKY H/WJIM UIJIM € MAJIBK MBPTHB (HeH310J13BaeM) 00eM,
3a J1a ce U3TErJT 6 103U OT eauH (nakoH. KoMOMHaIMsITa OT CIIPUHIIOBKA U MIJIA C MAJIBK
MBPTHB 00eM TpsOBa /1a ©IMa MBPTHB 00EM HE TIO-TOJISIM OT 35 MUKPOIUTPA. AKO Ce U3IOI3BAT
CTaHJApPTHU CIPUHIIOBKH M UTJIH, MOXKE Jla HAMA JIOCTaTh4eH 00eM 3a M3TETJIsIHE Ha IIecTa J03a
OT euH (praKoH.

° Bcesika mo3a tpsioBa na ceappixka 0,3 ml BakcuHa

. AKO KOJIIMYECTBOTO Ha OCTaHajaTa BB (hJIaKOHA BAaKCHHA HE € IOCTaThYHO 32 eHa Isj1a /1032
0,3 ml, u3xpbpiere GrakoHa ¥ OCTAHAIHS 00EM.

. 3anwuieTe ChOTBETHUTE JlaTa/dac BbpXY ¢urakoHa. M3XBhHpIieTe Hen3noi3BaHaTa BAaKCHHA

12 ywaca ciea mbpBOTO MPOOWBAHE HA 3aMylIaIKaTa Ha (JIaKoHa.
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HN3xBbpasine
Hewnznon3BanusT nexapcTBEH NPOAYKT WU OTHAABYHATE MaTepHAII OT HETo TPsiOBa Ja ce M3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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