JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 10 muxporpama/no3a HHKeKIIHOHHA THCIIEPCHST
Kbpmadera n gena Ha 6 mecena g0 11 roqunn
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
OperoBamepan (bretovameran)

vTO3I/I JIEKapCTBEH MPOAYKT TOJICKH Ha JOMBIIHUTENHO HAOMoqeHre. ToBa 11e mo3Boiau 0bp30TOo
yCTaHOBSIBaHE HA HOBA MH(POPMAIIUS OTHOCHO Oe30macHocTTa. MoeTe /1a iajieTe CBOs IPHHOC KaTo
CHOOIIUTE BCSAKA HEXKETaHA peaKIns, KosATo Bamero nete € momyduino. 3a HauMHa Ha ChOOIaBaHe Ha
HEe)KeJIaHW PEaKINK BIDKTE Kpast Ha TOuKa 4.

IIpoyeTeTe BHUMATEIHO HAJIATA JIUCTOBKA, PEAN Ta3U BAKCHHA 14 Ob/Je 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 JIOTBIHUTEIHA BBIIPOCH, MTOTUTANTE JeKaps, (hapMalieBTa miu
MeIMIIMHCKaTa cecTpa Ha Baiero gere.

o Axko Barieto nere moy4n HIKaKBH HEXEJIaHU PEakiluy, yBeIOMETe HErOBUs JieKap, papMarieBT

WJIM MEIMIIMHCKA cecTpa. ToBa BKIIOYBA U BCHYKU BH3MOXKHU HEXKEIIAHU PEAKIUU, 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 HHPOPMALUS

QAP

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

Comirnaty JN.1 e BakcuHa, KOSITO ce M3II0JI3Ba 3a peana3Bane ot 3adbomsaBane or COVID-19,
npuanaeHo oT SARS-CoV-2.

Comirnaty JN.1 10 Mukporpama/no3a WHXEKIIMOHHA JTUCTICPCUs CE MpHUiiara Ha KbpMaiera | Jiela Ha
BB3pacT oT 6 Mecena o 11 roguam.

BaxkcuHara cTaBa npu4rHa KIMyHHaTa CUCTeMa (€CTECTBEHUTE 3all[UTHH CHUJIH HA OPraHu3Ma) Jia
MPOM3BEXKAa aHTUTEIA i KPHBHU KJIETKH CPEITy BUPYyCa, KaTO TaKa OCUTYPsBa 3aIliTa CPELLy

3aboisiBane or COVID-19.

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

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

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

J ako Bamiero nere e anepruyHO KbM aKTUBHOTO BEIIIECTBO WJIH KbM HSKOS OT OCTaHAIUTE
CHCTAaBKU 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 pCaxkuusa 1ujin 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 UIjia.

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

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

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

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

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

KakTto Bcuuku Bakcunau, Comirnaty JN.1 Moxe J1a HE 3alIUTH HAITBJIHO BCUYKW BAKCUHUPAHU U HE €
M3BECTHO KOJIKO AbIro Bairero nere 1e Obae 3alUTEHO.

Eduxacnoctta Ha Comirnaty JN.1 Moxe Ja € mo-HUCKa IIPH X0pa ¢ 0TCIa0eHa IMyHHA CHCTEMA.
Axko Bamero niete e ¢ otciabeHa IMyHHA CUCTEMa, MOKE J1a TIOJTyYH JOIIBIHUTEIHHU 103U
Comirnaty JN.1. B Te3u ciryuau TpsiOBa /1a IPOIBIDKH J1a CTa3Ba GU3NIECKUTE TPeAna3Hi MEPKH, 3a
na moMorHe 3a npeseHIusaTa Ha COVID-19. OcBeH ToBa 0JIM3KUTE KOHTAKTHHU JIMIIA Ha IeTeTO Bu
TpsiOBa 1a ObAT BaKCHHUPAHHU, aKO € MoAXo1sm10. O0chAeTe MOAXOIAIINTE HHANBUAYATHH
MIPETIOPHKH C HETOBHS JIEKap.

Jena
BaxkcuHara He ce nmpenophiBa py KbpMadeTa Ha Bb3pacT o1 6 Mecera.

JApyrn nekapcrBa u Comirnaty JN.1

Tps6Ba na kaxere Ha Jekaps win ¢papmaneBTa Ha BameTo nete, ako aereto Bu n3nonssa, Hackopo e
U3I0JI3BAJIO WM € Bb3MOXKHO J1a U3I0JI3Ba JPYyTH JIEKapCTBa, WM HACKOPO MY € NPUJIOKEHA HIKAKBa
Jpyra BakCHHa.

BpeMeHHOCT H KbpMeHe
Axo Bameto gete e O6peMeHHO, TpsIOBa Ja Ka)KeTe Ha HETOBHS JICKap, MEIUITMHCKA CeCTpa WITH
(hapmarneBT, pean Aa My ObJIe IPUIOKEHA Ta3W BaKCHHA.

Bce omie smnicBar ganHu oTHOCHO yriotpebaTta Ha Comirnaty JN.1 o Bpeme Ha OpemeHHOCT. Bee mak
rojsiM 00emM nHGpopMaLus, HoIy4eHa OT HabJII0IeHHEeTO Ha OPEMEHHH JKEHH, BAKCHHUPAHU C
I’bPBOHAYATIHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty npe3 BTOpUsS M TPETHs TPUMECTHD, HE
MOKa3Ba Jia Ma HeOIaronpusTHH e(eKTH BbpXy OPEeMEHHOCTTA VI HOBOPOJIEHOTO. Makap 4e
uHpopMarusTa 3a epekTuTe BpXy OpeMEHHOCTTA MM HOBOPOJICHOTO CIIE/l BAKCHHAITHUS ITPe3 MIbPBUS
TPUMECTHP € OrPaHHYCHA, HE ce HaOIoqaBa MpoMsIHa 110 OTHOIIEHHE Ha PHCKa OT CIIOHTAaHEeH abopT.
Comirnaty JN.1 Moxe aa ce mpuiara 1o BpeMe Ha OpeMEeHHOCT.
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Bce ome nmmrncsar manau oTHOCHO yroTpedaTta Ha Comirnaty JN.1 B meprona Ha kbpMeHe. Bee mak He
ce ovakBaT e(peKTH BbpPXY KbPMEHOTO HOBOPOJCHO/KbpMaueTo. JIaHHUTE, TTOTyYeHH OT
HAOJIOJICHUETO Ha KCHU, KOUTO KBPMST CIIC/] BAKCHHAIIUS C THPBOHAYAITHO pa3pelleHara 3a yrnorpeoda
BakcrHa Comirnaty, He OKa3BaT PUCK OT HeKeNaHu e(heKTH PU KbPMEHUTE HOBOPOICHU/KbpMaUeTa.
Comirnaty JN.1 Moe fa ce mpwiara B Ieproja Ha KbpMEHE.

Ilopupane u padora ¢ MAIIMHA

Hsaxow ot edexTuTe Ha BakcHHaTa, ylloMeHaTH B Touka 4 (BBp3MOKHM HEXXENaH! peaKIny) MOorat
BPEMEHHO J1a TIOBIUSAT CIIOCOOHOCTTa Ha Barero nete 3a paboTa ¢ MallMHU WK IPEANpUEMaHe Ha
JIEHHOCTH KaTo KapaHe Ha Besocuriea. M3uakaiiTe, 10KaTo Te3u epeKTH OTIYMST peIu
BBH300HOBSIBAaHE HA IEHHOCTUTE, KOUTO U3UCKBAT II'BJIHO BHUMaHUE OT HErOBa CTPaHa.

3. Kak ce mpmiiara Comirnaty JN.1

Comirnaty JN.1 ce npunara kato umkekius ot 0,3 ml B Myckyll B ropHara yact Ha pbKaTta Ha Bamerto
JeTe.

Jeya na ev3pacm 5 0o 11 2co0unu
Ha nerero Bu e Ob/ie HanpaBeHa 1 WHXKEKIMS, HE3aBUCHMO JIajIH MIPEIU TOBA € IMOJIyYaBajio BAKCHHA
cpemry COVID-19.

Axo nipenu ToBa Aeteto Bu e 6mio BakcuHupaHo ¢ BakcuHa cpeury COVID-19, ne TpsioBa aa
nonry4daBa jo3a Comirnaty JN.1, mokaTo He H3MHHAT Hall-ManKo 3 Mecela el MoceHATa 103a.

Kvpmauema u deya na 8v3pacm 6 meceya 0o 4 200unu

Axko Bamiero nere He e nony4asaino BakcuHa cpeuty COVID-19 B MuHanoTo, me noiayds MakCHMyM
2 no3u (oOwusT Opoii 103, U3UCKBAHM KaTo MbpBHYEH Kypc). [IpenopruBa ce Bropara g03a 11a ce
IPUIOXKHU 8 CEIMHUIIM CIIE/ IIbpBaTa /1034, 3a 1a CE 3aBbPLIM IbPBUYHUAT KypC.

Axo Bamieto gete HaBbpIIM 5 TOAMHU B UHTEPBaJa MEX Y IPUIOKEHUETO Ha TO3UTE OT IbPBUYHUS
KypC, TpsiOBa Jia 3aBbPIIYU MbPBUYHHUS KYPC Ha CHIOTO JJO30BO HUBO OT 10 MUKporpama.

Axko Bamiero nere npean ToBa € 3aBbpLINIIO KypC Ha TbpBUYHA BakcHHalus cpemy COVID-19, me
nostydn 1 mmkekims. Ako aereto Bu npenn ToBa € BakcuHHpaHO ¢ BakcuHa cpenty COVID-19, ne
TpsiOBa na monmy4asa qo3a Comirnaty JN.1, 1okaTo He U3MHHAT Hall-MaKo 3 Mecela cie]| mociieHaTa
J03a.

Axo Bamero aere e moyumiio 1 win 2 7031 OT IBPBUYHUS KypC OT 3 1031 10 3 MUKpoTrpama, HO He €
3aBBPIIMIIO Kypca Ha MbpBUYHA BakcuHanus cpery COVID-19, Moxe aa mosydn TOMbIHUTETHH
no3u Comirnaty JN.1 10 muxporpama. BropaTa no3a Mosxe 1a ce IpHIIOKHU 3 CEIMULM clell TbpBaTa
J103a, TIOCJIE/IBAHO OT TPETa 03a Hall-MaJIKo 8 ceqMHLU ClIe/l BTopara J103a.

Hmynoxkomnpomemupanu Kepmauema u oeua Ha gvzpacm 6 meceua 0o 11 2o0unu
Axo nmereto Bu e ¢ oTcitabeHa IMyHHA CHCTEMa, MOKE Jla TIOJYYX AOBIHUTEIHN 4031 Comirnaty
JN.1.

AKO UMaTe HIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBbP3aHH ¢ yrorpebara Ha Comirnaty JN.1, monuTaiite
Bamms nexap, ¢papmareBT M MEJUIIMHCKA CECTPA.

4. Bb3MOKHH HeKeJTaHU p€aKkuumn

Kakro Bcuuku BaKCHUHH, Comirnaty JN.1 moxe JAa NpEAn3BUKA HECXKCIIaHU PCAKIUU, BBIIPCKU Y€ HC
BCCKH I' TIOJTy4aBa.
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MHoro 4ecTH HeKeJIaHu pe€aKkummmu: Morat ga 3aC€raat 1IoB€4Y€ OT 1 1A 10 Aymun

pa3apasHUTENHOCT (TIPH BB3PACT OT 6 Mecewa JI0 MO-MajKo OT 2 TOAUHH)
Ha MSCTOTO Ha MHXKEKTUpaHe: 00JIKa/9yBCTBUTEIHOCT, OTOK

yMopa, r1aBodosnue

CBHHJIMBOCT (TIPH BB3pacT OT 6 Mecela A0 MO-MaJKO OT 2 TOJUHH)

Oonka B MycKynuTe, 00JIKa B CTABUTE

BTpHCaHe

THapust

YecTH HexKeJAHM PeaKUMU: Morat Aa 3acersat o 1 va 10 npymu

rajieHe

MOBpBIIaHe (,,MHOTO YeCTH NP OpEMEHHU JKEHH Ha Bh3pacT 18 U moBeue roJHN U pU
MMYHOKOMIPOMETHPaHH JIMIa Ha Bb3pacT 2 10 18 roguxm)

3a4epBsiBaHE Ha MSACTOTO Ha MH)KEKTHpaHe (,,MHOIO YeCTH" IIpH Bb3pacT 6 Mecena J0

11 roauHM ¥ IPU UMYHOKOMIIPOMETHPAHH JIUIIA HA BB3PACT 2 U MOBEYE FOIUHH)
yrojsieMeHu JInM(HU Bb31H (Ha0JIF0/1aBa Ce MO-4ecTo ciie OycTep mo3aTa)

HeuecTn He:kelaHU peakuum: MoraT aa 3acerHat Ao 1 Ha 100 gymm

HEPa3IoJIOKEHUE, YCEIIaHe 3a CI1a00CT WM JIMIICA HA €HePIHsl/ChHINBOCT

00JKa B pbKaTa

0e3cpHHE

ChpOEX Ha MSCTOTO HAa MHXXEKTHPAaHE

ANepTUYHH PEaKIui KaTo 00puB (,,9€CTH  IPH BB3pacT OT 6 Mecena /10 MO-MaJIKo OT 2 TOAMHN)
WA ChPOSK

HaMaJIeH aneTuT (,,MHOTO YeCTH * TIPH BB3pacT OT 6 Mecela 10 MMO-Majlko OT 2 TOIUHN)
3aMaiBaHe

IIPEKOMEPHO M3MOTIBAHE, HOLHHU U3IOTABAHUS

Penku HexxeaHu peakumu: Morart aa 3acersar a0 1 Ha 1 000 gymm

BPEMEHHO €THOCTPAHHO YBHCBaHE Ha JUIETO
aNepTUYHM PeaKIiy KaTo YPTUKAPHS WM TIOAyBaHe Ha JIUIETO

MHOro peKku He:KeJIaHH peakumuu: Moxke na 3acerHat 10 1 Ha 10 000 mymm

BB3MAJICHUE HA CHPJACYHUS MYCKYJT (MUOKApIUT) WK Bh3IaJICHUE Ha BHHIITHATA OOBUBKA HA
ChpLETO (TIEPUKAPIUT), KOSTO MOXKE JIa JIOBEAE 10 3aayX, ChpleOrUeHEe WK O0JIKa B I'bPIUTE

C Hen3BeCTHA YeCcTOTA (OT HaJIMYHUTC JaHHHU HC MOXKE aa 6’5,[[6 HalipaBCHa OL[CHKa)

TEXKa aJIEpru4YHa PeaKkus
OOIIMpPEH OTOK Ha BAKCHHUPAHUS KPaliHUK

OTOK Ha JIMLETO (OAYyBaHE Ha JIMLETO MOXKE Aa Ce MOSIBY NPH MALUEHTH ¢ AepMajieH GUIbp)
KOXKHA peakius, moA GopMaTa Ha YepBEHHU IIeTHA WIKM OOpUB 110 KOXaTa, KOUTO MOXKeE J1a
U3IIIeXK 1A KaTo ,,MUIIICHA™ MK ,,0MBOJICKO OKO™ C ThMHO YE€PBEH IICHTHP, OKOJIO KOMTO MMa I0-
CBETIIM YepBEHH KPBroBe (epurema MyaTudopme)

HeoOMYaifHO ycellaHe 1o KoXara, KaTo U3TPhIIBaHE WIIH MpaBy4dKaHe (MapecTe3ns)
HaMaJIsIBaHE Ha YCEIIaHUATa UM YyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XUIeCcTe3ns)

TEXKO MEHCTPYaJIHO KbpBEHE (ITOBEUETO CITydau M3IJIEXKIa HE ca CEPUO3HU U Ca C BpEMEHEH
Xapakrep)

Chol01maBaHe HA HesKeJIAHH PeaKINu

Axo Baieto fete noyun HIKaKBH HEXETaHU JICKAPCTBEHU PEAKIVH, YBEJIOMETE HETOBUS JieKap,
(hapManeBT WM MEUIIMHCKA cecTpa. ToBa BKIIIOYBA BCHYKH Bh3MOXHH HEOMHCAHH B Ta3H JTHCTOBKA
HEXKENIaHU peakii. MoXeTe ChIIo a ChOOIINTE HeXKENaHH PEaKIMU TUPEKTHO upe3 M3mbiHuTenHa
arcHIIMs 10 JieKapcTBaTa, yi. ,,Jlamsa ['pyes Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebOcaiir:
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www.bda.bg. Karo cho01iaBate HekeIaHH Peakiiy, MOYKETE Jla 1aJeTe CBOS PUHOC 3a MOJIyJYaBaHe
Ha noBede nH(OPMAIUs OTHOCHO 0€30IMacHOCTTa Ha TOBA JICKApPCTBO.

5. Kak na cbxpansBate Comirnaty JN.1

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHITHO 3a ACHA.

CrnenBarata nH(GOpMAIHsE OTHOCHO ChbXPaHEHHETO, CPOKA Ha TOHOCT M paboTaTa e MmpeHa3Ha4YeHa 3a
MEIUIUHCKU CIICIIUATUCTH.

He n3non3BaiiTe TOBa J1€KapCcTBO CJIe CPOKA Ha TOIHOCT, OTOENA3aH BbPXY KapTOHEHATa OMAKOBKA 1
eTuketa cuen ,,l'oneH 10:“. CpokbsT Ha TOAHOCT OTTOBaps Ha MOCJIEIHNS J€H OT IOCOYEHHSI MeCell.

Ja ce cbxpansBa BbB (hpusep npu -90 °C no -60 °C.
Jla ce chxpaHsBa B OpUTHHAIHATA OMAKOBKA, 33 Ja CE MPE/Na3y OT CBETIIMHA.

Baxkcunara ce momydaa 3ampazena npu -90 °C no -60 °C. Cnen monydaBaHe 3aMpa3eHaTa BaKCUHA
MoOe J1a ce cbxpansaBa wid rnpu -90 °C no -60 °C, unu nipu 2 °C go 8 °C.

Ennono3oru ¢uiakonu: Korato ce chxpanssat 3ampasenu npu -90 °C o -60 °C, onakoBKUTE ¢
10 exHOMO30BH (hi1akOHA BaKCHMHA MOTaT 11a ce pazmpazsr mpu 2 °C go 8 °C 3a 2 vaca, a eqTUHAYHU
(hmaxoHm MoraT J1a ce pa3mMpassT mpu craitHa temmnepatypa (mo 30 °C) 3a 30 MuHyTH.

Mmuorono3oeu daakonu: Koraro ce chxpanssar 3ampasenu npu -90 °C o -60 °C, ormakoBKHUTE C
10 ¢maxoHa BakcuHa Morart aa ce pasmpasar npu 2 °C mo 8 °C 3a 6 yaca, a emMHUYHU (IIAKOHHA MOTaT
Jla pa3Mpasat npu craiiHa remmeparypa (1o 30 °C) 3a 30 MuHyTH.

Pasmpasenu (mpeau ToBa 3aMpa3enu) iaaxonn: Ciex KaTo BeIHBXK € M3BajieH OT hpusepa,
HEOTBOPEHUSAT (pIIaKOH MOXKE /1a ce ChXpaHsBa U TpaHcmopTupa B xnanwiHuk npu 2 °C go 8 °C go
10 cemmurtu, 6€3 1a ce MpeBUIIaBa OTIEIaTAHUAT CpoK Ha rogHocT (I"oxen mo:). BepXy kapToHeHaTa
OTIaKOBKa TPsIOBa Ja ce 0TOeIe)KM HOBHUAT CPOK Ha TOAHOCT pu chxpanenue mipu 2 °C mo 8 °C. Crnen
KaTo BEAHBK € pa3Mpa3eHa, BAKCHHATa HE MOXKE J1a CE 3aMpassBa IIOBTOPHO.

[Ipenu ynotpeda HEOTBOpEeHHTE (IIAKOHM MOTAT JIa € ChXpaHsBar JIo 12 vaca npu TeMIiepaTtypa
Mexay 8 °C u 30 °C.

C pa3mpaseHuTe GakOHH MOXe J1a ce pabOTH B YCIIOBUS Ha CTaliHa CBETJIMHA.

OtBopenu ¢uakonu: Crex mbpBOTO MPOOKBAHE Ha 3alylIalikaTa Ha (JIaKoHa, ChXpaHsIBaiiTe
BakcuHata 1pu 2 °C 1o 30 °C u s u3non3BaiiTe B paMkuTe Ha 12 gaca, KOeTO BKJIIOYBA A0 6 gaca
BpEMe 3a TpaHCIIOpPTHUpaHe. MI3XBbpiieTe HeU3MoI3BaHaTa BAaKCHHA.

He u3non3BaiiTe Ta3u BaKCHHA, aKO 3a0€NIe)KUTEe BUAMMH YaCTUIM WIH IPOMSHA Ha IBETA.

He n3xBbpiisiiTe ekapcTBaTa B KaHAIM3AIMATA WM KOHTEWHepa 3a JoMallHu oTnaabiy. [lonmraiite

Bamms (I)apMaueBT KaK J1a U3XBBbPJIATC JICKAPCTBATA, KOUTO BCUC HC U3IIOJI3BATC. Tes3n MCPKH 1IC
CIIOMOT'HaT 3a OIa3BaHC Ha OKOJIHAaTa Ccpeaa.
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6. Cumpmarme Ha OnMaKoBKaTa U J0ONIbJHUTEC/IHA I/lll(l)OpMalII/lﬂ

Kakso cbabp:xa Comirnaty JN.1
. AxrtuBHOTO BeriectBo Ha MPHK Bakcunara cperry COVID-19 (Hykiaeo3uaHo MoaudUiipanHa)
ce Hapu4a OpeToBamMepaH.
— Enun egnonos3os ¢nakoH ceabpxa 1 qoza 0,3 ml ¢ 10 mukporpama OperoBaMepaH Ha
J03a.
—  Enun MHOron0308B ¢uakon ceaspka 6 no3u mo 0,3 ml ¢ 10 Mukporpama 6peroBaMepan Ha
J03a.
. Hpyru cbcTaBku:
- ((4-xunmpoxcubytuin)azanequui )ouc(xekcan-6, 1 - )ouc(2-XeKCUIIeKaHoaT)
(ALC-0315)
- 2-[(monmuerunenrnukon)-2000]-N,N-murerpagennnaneramua (ALC-0159)
- 1,2-nucreapou-sn-riunepo-3-pocpoxomun (DSPC)
N XO0JIECTEPOI
- TPOMETaMOI
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIA 32 HH)KEKLIUHU

Kak u3rie:xna Comirnaty JN.1 4 KakBo CbIbp:Ka 0NAKOBKATA
Baxcunara e Ouctpa 10 sieko omnanecueHTHa qucnepcus (pH: 6,9-7,9), noctapsiHa B €I1H OT JBaTa
BU1a (DIIAKOHH:

o Enromo3oB ¢urakon ¢ 1 mo3a — mpo3paden ¢uakoH (cTpiio Tum ) 2 ml, ¢ rymena 3amymmanka u
C aJlyMHHMeBa O0KaTKa U OTYYIBAIIO C& CUHBO [UIACTMACOBO Karaye; Win
o MHorono308 (haakoH ¢ 6 1031 — npo3paueH ¢uakoH (cTbkio Tal ) 2 ml, ¢ rymena 3amymanka

" C aIyMUHHUEBA oOKaTKa 1 OTYYIIBalIO C€ CUHBO IIJIACTMACOBO Kalrta4de.

Bun omakoBka ¢ erHom0308U Quiakonu: 10 drmakona
Bun omakoBka ¢ MHOT01030BH (hakoHu: 10 dhmakoHa
He BcHyky BHJIOBE ONAKOBKH MOTAT Jia ObaT IyCHATH Ha Ma3apa.

IIpuTexaTen Ha pa3pelIeHHETO 32 YIOTpPeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

Ten.: +49 6131 9084-0

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

IIpounsBoguten

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

3a JOITBJIHUTCIIHA I/IH(i)OpMaHI/Iﬂ OTHOCHO TOBa JIEKapCTBO, MOJIs, CBBPKETE CC C JIOKAJTHUA
MNPEACTABUTCII HA IPUTCIKATCIIA Ha pa3pClICHUCTO 3a yHOTp66aI

Boarapus: [aiizep JlrokcemOypr CAPJI, Knon, benrapus, Ten: +359 2 970 4333

JlaTa Ha mocieqHo npepasriieskiaHe Ha qucToBkara 05/2026
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CkanmnpaiiTe Kofja ¢ MOOMIIHO YCTPOMCTBO, 32 JIa TIOJTYYHTE JINCTOBKATA HA PA3INYHU €3UITH.

URL: www.comirnatyglobal.com

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

ITocouenara mo-a0Jay l/IH(l)OpMalII/lfl € MpeaHasHayeHa camMo 3a MEAUMIHUHCKHU CIICHHATUCTH:

Heuya na év3pacm 5 do 11 200unu
IIpunaraiite Comirnaty JN.1 uHTpamMycKyiHO KaTo eauHUYHA 1032 0,3 ml, He3aBUCHUMO OT
MIpEeIUIIHNS BakcHHAIMOHeH cTtatyc 32 COVID-19.

Ha numia, konto mipenu ToBa ca BakcuHupaHu ¢ BakcruHa cperry COVID-19, Comirnaty JN.1 TpsioBa
Jla ce Tpujiara Hai-Majako 3 Mecella Ciie/l mocyieHaTa 103a Bakcuna cpenty COVID-19.

Kvpmauema u deya na evspacm 6 meceya 00 4 200unu

AKxo nereto He e moydaBanio BakcuHa cpenry COVID-19 B Munanoto, npunoxkere Comirnaty JN. 1
HHTPAMYCKYJTHO KaTo MbPBUYCH Kypc oT 2 f03u 1o 2 ml. [Ipusioxere BTopaTa 703a 8 CEAMUIIU CIIeT
mbpBaTa J103a.

AKO JTeTeTo € 3aBBpIITHIO Kypc Ha MbpBUYHA BakcuHaius cpemry COVID-19, npunokere Comirnaty
JN.1 urTpamyckyiHo kato enuaudHa 103a 0,2 ml. [Ipu nmuna, npeau ToBa BAKCHHUPAHU C BAKCUHA
cpemry COVID-19, Comirnaty JN.1 TpsiOBa fa ce MpHIOKH Hai-Maiko 3 Mecela Ciie 1 mociieIHaTa
nmo3a BakcuHa cpenty COVID-19.

AKO A€TeTo € NoIy4rIo 1 iy 2 1031 0T IbPBUYHMS KypC OT 3 103U 0 3 MUKpOIrpaMa, HO HeE €
3aBBPIIMIIO Kypca Ha mMbpBHYHA BakcuHalwms cpeury COVID-19, mosxe fa ce mpunoxar
JorbsHUTENHU 1031 Comirnaty JN.1 10 Mukporpama. BropaTa 103a Moke Aa ce IPUIOXKH 3 ceIMHULIU
clell IbpBaTa 103a, MOCIEABAHO OT TpeTa 03a Hali-Mallko 8 CEIMUIM CIIE BTOpaTa J103a.

HUmynoxomnpomemuparnu Kepmayema u oeya Ha evzpacm 6 meceya 0o 11 2o0unu
Ha nunia cbe cITHO OTClIa0CHa UMYHHA CUCTEMa MOXKE J1a CE MPIJIOKAT TOTbIHUTSITHH JIO3H.

IIpocneaumoct
3a fa ce moIo0py MPOCIETUMOCTTa Ha OHMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHIHUAT
HOMEp Ha MPIIIOKEHUS MPOIYKT TPSOBA SCHO JIa CE 3aI1CBaT.

Yka3zanus 3a paGora npeau ynorpeoda

Comirnaty JN.1 TpsiOBa fa ce IPUTOTBU OT MEIUITMHCKH CIICIIUAIHCT, KaTO CE U3II0JI3Ba ACCTITUYHA

TEXHHKa, 33 J]a CE TapaHTHUpa CTEPUIHOCTTA Ha IIPUTOTBEHATA JUCIICPCHSL.

. IIpoBepete nanu GIaKOHBT € ChC CHHBO MJIACTMACOBO Kamave U J1ajli HMeTO Ha MPOIYKTa €
Comirnaty JN.1 10 MmukporpamMa/no3a MH:KeKIIMOHHA qucnepcus. (KbpMadeTa U Jeia Ha
6 mecena 1o 11 roguam).

. AKO UMETO Ha NMPOJYKTa BPXY €TUKETa Ha (hJIaKOHA € IPYro, MOJIs, HallpaBeTe CIpaBKa C
KpaTKaTa XapaKTepPHCTHKA Ha MPOyKTa 3a TO3U ChCTaB.
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AKko QrakoHBT ce ChXpaHsBa 3aMpa3eH, TOH TpsiOBa Jla ce pa3Mpasu npean ynorpeoda.

3ampazenute (aakoHu TpsAOBa Ja ce mpeHecar B cpena ¢ remmeparypa 2 °C o 8 °C, 3a na ce

pa3Mpasar. YBepere ce, 4e (GpIakoHUTE ca HAITBJIHO pa3Mpa3eHH Mpean ynoTpeoa.

- Ennono3oBu ¢aakonn: PasmpassBanero Ha eqHa onakoBka ¢ 10 exHomo30Bu (aakona
MOXe€ J]a OTHEMe 2 yaca.

- MHorono3osu ¢iakonu: Pazmpasssaneto Ha eHa onakoBka ¢ 10 MHOT0/1030BH (priakoHa
MOJK€E /1a OTHEME 6 Jaca.

Cren npemecTBate Ha (hakoHHTE 3a chbxpaHeHue npu 2 °C 1o 8 °C, kopurupaiite cpoka Ha

TOJTHOCT BbPXY KapTOHEHATA OIaKOBKA.

HeotBopenute daakonu mMorat 1a ce cbxpansiBat 10 10 ceamunu npu 2 °C 10 8 °C, 6e3 na ce

NpEeBUIlIaBa OTHEYaTaHUAT CpoK Ha roxHocT (I'oxen no:).

BB3MoKeH e Ipyr BapuaHT, IpU KOWTO €TUHUYHH 3aMpa3eHH (PIaKOHU MOKE JIa ce pa3Mpassr

3a 30 MunyTH npu Temmneparypa go 30 °C.

IIpeau ynotpeba HEOTBOpEHHAT (IIAaKOH MOXKeE Jja c€ ChXpaHsBa 10 12 yaca mmpu TeMiepaTypa

10 30 °C. C pa3mpaszeHute iakoHH MOXe Jia ce paboTH B YCJIOBHSI HA CTaiiHa CBETJIMHA.

IIpurorBsine Ha go3u 0,3 ml

BranMmatenHo pazMecete, kato oobpHeTe durakonute 10 mpTr. He paskiarniaiire.
[Ipenu pa3mecBaHe pa3MpaseHaTa JUCIIEPCUs MOXKE 1a ChIbpska Oesn 10 MouTH Oemu
HETNpOo3pavyHu aMOpHHH YACTHIIH.
Cnen pa3mecBaHe BakcHHaTa TpsOBa Ja MpeAcTaBisABa OUCTpa 0 JIEKO ONajecleHTHA
mucriepcrsi 0e3 BUAMMH yacTuli. He n3nons3Baiite BakciHAaTa P HAJTMUWE HA YAaCTUIM WITH
MIPOMSIHA Ha IIBETA.
[Tposepete nanu GrakoHBT € €IHOL030B UM MHOTOI030B U ClIe/IBaliTe NPUIOKUMUTE
yKa3zaHus 3a paboTa mo-1oiy:

EnnronozoBu ¢urakonu

L] Usrernere equanyna no3a Bakcuda ot 0,3 ml.
" WsxBBpreTe prakoHa 1 ocTaHAINS 00EM.
- MHoron030B4 GIakoHH
. Bcexn MHOTO1030B (hTakoH Chabpxka 6 mo3u mo 0,3 ml.
. KaTo u3nomnsBare acenTuyHa TeXHUKA, MOYUCTETE 3aMylIaikara Ha (iakoHa ¢
TaMIIOH 33 €HOKpaTHA yImoTpeda, HAIOeH C aHTUCENTHYECH Pa3TBOP.
. Wzternere 0,3 ml Comirnaty JN.1 3a merna Ha BB3pact 5 10 11 roguam.
. TpsiOBa na ce U3MONI3BAaT CHPMHLUOBKH M/UJIH UTJIH € MAJbK MBPTHB

(Hen3moI3BaeM) 00eM, 3a Jia ce u3TerisT 6 1031 ot enuH ¢akoH. KomOuHanmsta
OT CIIPUHITOBKA U UTJIa C MATBK MBPTHB 00eM Tps0Ba 1a ”Ma MBPTHB 00E€M HE TI0-
rOJISIM OT 35 MHUKPOJIUTPaA. AKO C€ M3I0JI3BaT CTAHJAPTHH CIIPHHIIOBKH U UIJIH,
MOJKeE Jia HAMa JIOCTaTh4eH 00eM 3a M3TETIISIHE Ha IIeCTa /1032 OT euH (PIIakoH.

= Bcesika mo3a tpsioBa na ceappika 0,3 ml BakcrHa

. AKO KOJTMYECTBOTO HA OCTAaHAJIaTa BB (DIaKOHA BAKCHHA HE € JOCTAThYHO 3a €IHA
sina go3a 0,3 ml, u3xBbprere paakoHa U OCTaHAIHS O0EM.

= 3anuuiere ChbOTBETHUTE AaTa/dyac BbpXyY (iaakoHa. M3xBepiere Hen3moa3BaHaTa

BakcuHa 12 yaca cieJ] MbpBOTO MPOOHMBAaHE HA 3aMyIIANTKaTa Ha (IIaKOHA.

H3xBBpasine
Hewnsnon3paausT JICKApCTBCH NPOAYKT WU OTIIAABbYHUTE MAaTEPUAIIN OT HETO TpS[6Ba Ja C€ U3XBLPJIAT
B CbOTBETCTBHE C MECTHUTC U3HCKBAaHUA.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty LP.8.1 10 Mukporpama/no3a MHAKEKIMOHHA TACTIEPCHSA
Kbpmadera n gena Ha 6 mecena 1o 11 roxunn
uPHK Bakcuna cpemy COVID-19
COVID-19 mRNA Vaccine
uPHK, xomupama LP.8.1 (mRNA encoding LP.8.1)

vTo3H JICSKaPCTBEH NPOAYKT IOJICKH Ha JOMBJIHUTEIIHO HaOoeHe. ToBa 111e o3BoJIu ObP30TO
YCTaHOBsIBaHE Ha HOBa HH(OpMaIUsi OTHOCHO Oe3omacHOCTTa. MoXeTe Ja JajieTe CBOs MPUHOC KaTo
CHOOIINTE BCSKA HEXKEIaHA peaKIlys, KosSTo Balero neTe € mojayduio. 3a HauMHa Ha ChoOIaBaHe Ha
HEe)KeJIaHW PEaKINK BIDKTE Kpast Ha TOYKa 4.

HpoqueTe BHUMATC/IHO LAJAaTA JIMCTOBKA, IIPEANA Ta3d BAKCHHA A 6"])}]6 MPUJI0KEHA HA
Bamiero aere, Thil KATO TH CbABbPiKa BaKHa 3a HET'O I/IHQ)OpMalII/IH.

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

. AKO UMaTe HAKAaKBH JIOMBJIHUTEIIHA BBIIPOCH, MTOMUTANTE 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, HEOMTMCAH! B
Ta3u JIMCTOBKA. BibkTe Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso npencrasnsea Comirnaty LP.8.1 1 3a kakBo ce u3monspa

Kakso Tpsi0Ba na 3naere, mpeau Comirnaty LP.8.1 ma 0b1e npunoxkena Ha Bamreto gete
Kak ce mpunara Comirnaty LP.8.1

BBb3M0XHY HEXKEaHU PEAKIIUU

Kak na cpxpansiBatre Comirnaty LP.8.1

ChabpxaHue Ha ONIaKOBKATa U AOIBIHUTENIHA HHPOPMALUS

AR

1. Kakso npeacraBiassa Comirnaty LP.8.1 u 3a kakBo ce u3nosi3Ba

Comirnaty LP.8.1 e BakcuHa, KOSITO ce W3MOM3BA 3a Mpe/nas3Bane ot 3abonsBane or COVID-19,
npuuuHeHo ot SARS-CoV-2.

Comirnaty LP.8.1 10 mukporpama/no3a MHXEKIIMOHHA JUCIICPCHsI CE Tpuiiara Ha KbpMaueTa U Jena
Ha BB3pacT ot 6 mecera 1o 11 roaunu.

Bakcunara craBa mpudnHa IMyHHATa CUCTeMa (€CTECTBEHHUTE 3alllUTHY CHIIM Ha OpraHu3Ma) Ja
MIPOU3BEXKA AHTUTENA U KPbBHU KJIETKHU CPELLy BUPYCa, KaTO TaKa OCUTYPSBA 3allUTa CPEILy

3aboisiBane or COVID-19.

Toit kato Comirnaty LP.8.1 He chabpika Bupyca, 3a 1a Ch3Aage UMYHHUTET, TS HE MOXeE Ja MPUIMHU
3abomsiBane oT COVID-19 na Bamero nerte.

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

2. Kakso TpsaoBa 1a 3Haete, npeau Comirnaty LP.8.1 na 0bae npusio:kena Ha Bamero gere
Comirnaty LP.8.1 He TpsiOBa 1a ce mpujara

o ako Bamrero fieTe e allepruiHO KbM aKTHBHOTO BEIIECTBO MM KbM HSAKOS OT OCTAHAIIUTE
CBhCTaBKH Ha TOBA JICKapCTBO (M30pPOCHH 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 pCaxkuusa 1ujin 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 UIjia.

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

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

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

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

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

KakTto Bcuuku Bakcunu, Comirnaty LP.8.1 Moxe /1a He 3al1iUTH HAITBJTHO BCUYKU BAKCUHUPAHU U HE
€ M3BECTHO KOJIKO IBJro Baiiero gere 1ie Ob/e 3alUTEHO.

Edukacnocrra Ha Comirnaty LP.8.1 Moxe 5a € mo-Hucka mpu xopa ¢ orciabeHa UMyHHA CUCTEMA.
Axko Bamero niete e ¢ otciabeHa IMyHHA CUCTEMa, MOKE J1a TIOJTyYH JOIIBIHUTEIHHU 103U
Comirnaty LP.8.1. B Te3u cimy4gau TpsiOBa [1a MPOIBIDKY [a CTIa3Ba (PH3UIECKHUTE MPEATIa3sHA MEPKH,
3a ja momorHe 3a npepernuara Ha COVID-19. Ocsen ToBa 0JM3KUTE KOHTAKTHHU JIMIA Ha JIETeTO Bu
TpsiOBa 1a ObJAT BaKCHHUPAHHU, aK0 € Moaxo1sm10. O0chaeTe MOAXOIAIINTE HHANBUAYATHH
NPENOPBKH C HETOBUS JIeKap.

Hena
BaxcuHara He ce nmpenophiBa py KbpMadeTa Ha Bb3pacT o1 6 Mecera.

JApyrn nexkapcrBa u Comirnaty LP.8.1

Tps6Ba na kaxere Ha Jekaps win ¢papmaneBTa Ha BameTo nete, ako aereto Bu n3nonssa, Hackopo e
U3I0JI3BAJIO WM € Bb3MOXKHO J1a U3I0JI3Ba JPYyTH JIEKapCTBa, WM HACKOPO MY € NPUJIOKEHA HIKAKBa
Jpyra BakCHHa.

BpeMeHHOCT H KbpMeHe
Axo Bameto gete e O6peMeHHO, TpsIOBa Ja Ka)KeTe Ha HETOBHS JICKap, MEIUITMHCKA CeCTpa WITH
(hapmarneBT, pean Aa My ObJIe IPUIOKEHA Ta3W BaKCHHA.

Bce ore unicBaT 1aHHM OTHOCHO yroTpebara Ha Comirnaty LP.8.1 mo Bpeme Ha GpemenHocT. Bee
NakK rojisiM ooem uHpopmanus, MojJyyeHa oT HabJIOACHUETO Ha OpPEeMEHHH KEeHHU, BAKCHHUPAHH C
I’bPBOHAYATIHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty npe3 BTOpUsS M TPETHs TPUMECTHD, HE
MOKa3Ba Jia Ma HeOIaronpusTHH e(eKTH BbpXy OPEeMEHHOCTTA VI HOBOPOJIEHOTO. Makap 4e
uHpopMarusTa 3a epekTuTe BpXy OpeMEHHOCTTA MM HOBOPOJICHOTO CIIE/l BAKCHHAITHUS ITPe3 MIbPBUS
TPUMECTHP € OrpaHUYCHA, He ce HaOIoqaBa MpoMsIHa 10 OTHOIIEHUE Ha PHCKa OT CIIOHTAaHEeH abopT.
Comirnaty LP.8.1 Mo>xe ia ce mpuiiara 1o BpeMe Ha OpeMEHHOCT.
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Bce ome nmrcat manHu oTHOCHO yroTpebaTta Ha Comirnaty LP.8.1 B mepuoa Ha kbpMere. Bee mak
HE ce 0YaKBaT e)eKTH BbPXY KbPMEHOTO HOBOPOJICHO/KbpMadeTo. JJaHHUTE, TIOITy4eHH OT
HAOJIOJICHUETO Ha KCHU, KOUTO KBPMST CIIC/] BAKCHHAIIUS C THPBOHAYAITHO pa3pelleHara 3a yrnorpeoda
BakcrHa Comirnaty, He OKa3BaT PUCK OT HeKeNaHu e(heKTH PU KbPMEHUTE HOBOPOICHU/KbpMaUeTa.
Comirnaty LP.8.1 moe na ce mpmiara B ieprojia Ha KbpMEHE.

Ilopupane u padora ¢ MAIIMHA

Hsaxow ot edexTuTe Ha BakcHHaTa, ylloMeHaTH B Touka 4 (BBp3MOKHM HEXXENaH! peaKIny) MOorat
BPEMEHHO J1a TIOBIUSAT CIIOCOOHOCTTa Ha Barero nete 3a paboTa ¢ MallMHU WK IPEANpUEMaHe Ha
JIEHHOCTH KaTo KapaHe Ha Besocuriea. M3uakaiiTe, 10KaTo Te3u epeKTH OTIYMST peIu
BBH300HOBSIBAaHE HA IEHHOCTUTE, KOUTO U3UCKBAT II'BJIHO BHUMaHUE OT HErOBa CTPaHa.

3. Kak ce npuiiara Comirnaty LP.8.1

Comirnaty LP.8.1 ce nmpunara xaro urxeknus ot 0,3 ml B MycKyJ B TOpHATa 4acT Ha pbKaTa Ha
Bamero gere.

Jeya na evzapcm 5 0o 11 2co0unu
Ha nerero Bu e Ob/ie HanpaBeHa 1 WHXKEKIMS, HE3aBUCHMO JIajIH MIPEIU TOBA € IMOJIyYaBajio BAKCHHA
cpemry COVID-19.

Axo nipenu ToBa Aeteto Bu e 6mio BakcuHupaHo ¢ BakcuHa cpeury COVID-19, ne TpsioBa aa
noiyuasa go3a Comirnaty LP.8.1, nokaro He M3MHUHAT Hail-Malko 3 Mecela cliesl IocIeHaTa 103a.

Kvpmauema u deya na 8v3pacm 6 meceya 0o 4 200unu

Axko Bamiero nere He e nony4asaino BakcuHa cpeuty COVID-19 B MuHanoTo, me noiayds MakCHMyM
2 no3u (oOwusT Opoii 103, U3UCKBAHM KaTo MbpBHYEH Kypc). [IpenopruBa ce Bropara g03a 11a ce
IPUIOXKHU 8 CEIMHUIIM CIIE/ IIbpBaTa /1034, 3a 1a CE 3aBbPLIM IbPBUYHUAT KypC.

Axo Bamieto gete HaBbpIIM 5 TOAMHU B UHTEPBaJa MEX Y IPUIOKEHUETO Ha TO3UTE OT IbPBUYHUS
KypC, TpsiOBa Jia 3aBbPIIYU MbPBUYHHUS KYPC Ha CHIOTO JJO30BO HUBO OT 10 MUKporpama.

Axko Bamiero nere npean ToBa € 3aBbpLINIIO KypC Ha TbpBUYHA BakcHHalus cpemy COVID-19, me
nostydn 1 mmkekims. Ako aereto Bu npenn ToBa € BakcuHHpaHO ¢ BakcuHa cpenty COVID-19, ne
TpsiOBa na momyyasa no3a Comirnaty LP.8.1, nokaro He m3MuHAT Hail-Malko 3 mMecera ciie
MoCJIEAHATA 103a.

Axo Bamero aere e moryumiio 1 win 2 1031 OT IbPBUYHUSA KypC OT 3 1031 10 3 MUKpoTpama, HO He €
3aBBPIIMIIO Kypca Ha MbpBUYHA BakcuHanus cpery COVID-19, Moxe aa mosydn TOMbIHUTETHH
mo3u Comirnaty LP.8.1 10 mukporpama. Bropara 103a Moke /1a ce MPUIIOKH 3 CeAMHUIIN CIIe]
IbpBATa /1032, MIOCJIEBAHO OT TPETa /1032 Hail-MaJIKo 8 CeMHUIIM ClIe] BTOpaTa J03a.

Hmynoxkomnpomemupanu Kepmauema u oeua Ha gvzpacm 6 meceua 0o 11 2o0unu
Axo nmereto Bu e ¢ oTcitabeHa IMyHHA CHCTEMa, MOKE Jla TIOJYYX AOBIHUTEIHN 4031 Comirnaty
LP.8.1.

AKO UMaTe HSIKaKBU JOITBJIHUTEIHN BBIIPOCH, CBBbp3aHu ¢ ynorpedara Ha Comirnaty LP.8.1,
nonuraiTe Bamus tekap, GpapMaieBT Wik MEAMIIMHCKA CECTpa.

4. Bb3MOKHH HeKeJTaHU p€aKkuumn

Kakro Bcnuku Bakcuau, Comirnaty LP.8.1 Moxe na mpeau3Brka HEXENaHU Peakliy, BbIPEKU Y€ He
BCEKH 'l [10JTy4aBa.
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MHoro 4ecTH HeKeJIaHu pe€aKkummmu: Morat ga 3aC€raat 1IoB€4Y€ OT 1 1A 10 Aymun

pa3apasHUTENHOCT (TIPH BB3PACT OT 6 Mecewa JI0 MO-MajKo OT 2 TOAUHH)
Ha MSCTOTO Ha MHXKEKTUpaHe: 00JIKa/9yBCTBUTEIHOCT, OTOK

yMopa, r1aBodosnue

CBHHJIMBOCT (TIPH BB3pacT OT 6 Mecela A0 MO-MaJKO OT 2 TOJUHH)

Oonka B MycKynuTe, 00JIKa B CTABUTE

BTpHCaHe

THapust

YecTH HexKeJAHM PeaKUMU: Morat Aa 3acersat o 1 va 10 npymu

rajieHe

MOBpBIIaHe (,,MHOTO YeCTH NP OpEMEHHU JKEHH Ha Bh3pacT 18 U moBeue roJHN U pU
MMYHOKOMIPOMETHPaHH JIMIa Ha Bb3pacT 2 10 18 roguxm)

3a4epBsiBaHE Ha MSACTOTO Ha MH)KEKTHpaHe (,,MHOIO YeCTH" IIpH Bb3pacT 6 Mecena J0

11 roauHM ¥ IPU UMYHOKOMIIPOMETHPAHH JIUIIA HA BB3PACT 2 U MOBEYE FOIUHH)
yrojsieMeHu JInM(HU Bb31H (Ha0JIF0/1aBa Ce MO-4ecTo ciie OycTep mo3aTa)

HeuecTn He:kelaHU peakuum: MoraT aa 3acerHat Ao 1 Ha 100 gymm

HEPa3IoJIOKEHUE, YCEIIaHe 3a CI1a00CT WM JIMIICA HA €HePIHsl/ChHINBOCT

00JKa B pbKaTa

0e3cpHHE

ChpOEX Ha MSCTOTO HAa MHXXEKTHPAaHE

ANepTUYHH PEaKIui KaTo 00puB (,,9€CTH  IPH BB3pacT OT 6 Mecena /10 MO-MaJIKo OT 2 TOAMHN)
WA ChPOSK

HaMaJIeH aneTuT (,,MHOTO YeCTH * TIPH BB3pacT OT 6 Mecela 10 MMO-Majlko OT 2 TOIUHN)
3aMaiBaHe

IIPEKOMEPHO M3MOTIBAHE, HOLHHU U3IOTABAHUS

Penku HexxeaHu peakumu: Morart aa 3acersar a0 1 Ha 1 000 gymm

BPEMEHHO €THOCTPAHHO YBHCBaHE Ha JUIETO
aNepTUYHM PeaKIiy KaTo YPTUKAPHS WM TIOAyBaHe Ha JIUIETO

MHOro peKku He:KeJIaHH peakumuu: Moxke na 3acerHat 10 1 Ha 10 000 mymm

BB3MAJICHUE HA CHPJACYHUS MYCKYJT (MUOKApIUT) WK Bh3IaJICHUE Ha BHHIITHATA OOBUBKA HA
ChpLETO (TIEPUKAPIUT), KOSTO MOXKE JIa JIOBEAE 10 3aayX, ChpleOrUeHEe WK O0JIKa B I'bPIUTE

C Hen3BeCTHA YeCcTOTA (OT HaJIMYHUTC JaHHHU HC MOXKE aa 6’5,[[6 HalipaBCHa OL[CHKa)

TEXKa aJIEpru4YHa PeaKkus
OOIIMpPEH OTOK Ha BAKCHHUPAHUS KPaliHUK

OTOK Ha JIMLETO (OAYyBaHE Ha JIMLETO MOXKE Aa Ce MOSIBY NPH MALUEHTH ¢ AepMajieH GUIbp)
KOXKHA peakius, moA GopMaTa Ha YepBEHHU IIeTHA WIKM OOpUB 110 KOXaTa, KOUTO MOXKeE J1a
U3IIIeXK 1A KaTo ,,MUIIICHA™ MK ,,0MBOJICKO OKO™ C ThMHO YE€PBEH IICHTHP, OKOJIO KOMTO MMa I0-
CBETIIM YepBEHH KPBroBe (epurema MyaTudopme)

HeoOMYaifHO ycellaHe 1o KoXara, KaTo U3TPhIIBaHE WIIH MpaBy4dKaHe (MapecTe3ns)
HaMaJIsIBaHE Ha YCEIIaHUATa UM YyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XUIeCcTe3ns)

TEXKO MEHCTPYaJIHO KbpBEHE (ITOBEUETO CITydau M3IJIEXKIa HE ca CEPUO3HU U Ca C BpEMEHEH
Xapakrep)

Chol01maBaHe HA HesKeJIAHH PeaKINu

Axo Baieto fete noyun HIKaKBH HEXETaHU JICKAPCTBEHU PEAKIVH, YBEJIOMETE HETOBUS JieKap,
(hapManeBT WM MEUIIMHCKA cecTpa. ToBa BKIIIOYBA BCHYKH Bh3MOXHH HEOMHCAHH B Ta3H JTHCTOBKA
HEXKENIaHU peakii. MoXeTe ChIIo a ChOOIINTE HeXKENaHH PEaKIMU TUPEKTHO upe3 M3mbiHuTenHa
arcHIIMs 10 JieKapcTBaTa, yi. ,,Jlamsa ['pyes Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebOcaiir:
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www.bda.bg. Karo cho01iaBate HekeIaHH Peakiiy, MOYKETE Jla 1aJeTe CBOS PUHOC 3a MOJIyJYaBaHe
Ha noBede nH(OPMAIUs OTHOCHO 0€30IMacHOCTTa Ha TOBA JICKApPCTBO.

5. Kak na cexpansBate Comirnaty LP.8.1

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHITHO 3a ACHA.

CrnenBarata nH(GOpMAIHsE OTHOCHO ChbXPaHEHHETO, CPOKA Ha TOHOCT M paboTaTa e MmpeHa3Ha4YeHa 3a
MEIUIUHCKU CIICIIUATUCTH.

He n3non3BaiiTe TOBa J1€KapCcTBO CJIe CPOKA Ha TOIHOCT, OTOENA3aH BbPXY KapTOHEHATa OMAKOBKA 1
eTuketa cuen ,,l'oneH 10:“. CpokbsT Ha TOAHOCT OTTOBaps Ha MOCJIEIHNS J€H OT IOCOYEHHSI MeCell.

Ja ce cbxpansBa BbB (hpusep npu -90 °C no -60 °C.
Jla ce chxpaHsBa B OpUTHHAIHATA OMAKOBKA, 33 Ja CE MPE/Na3y OT CBETIIMHA.

Baxkcunara ce momydaa 3ampazena npu -90 °C no -60 °C. Cnen monydaBaHe 3aMpa3eHaTa BaKCUHA
MoOe J1a ce cbxpansaBa wid rnpu -90 °C no -60 °C, unu nipu 2 °C go 8 °C.

Ennono3oru ¢uiakonu: Korato ce chxpanssat 3ampasenu npu -90 °C o -60 °C, onakoBKUTE ¢
10 exHOMO30BH (hi1akOHA BaKCHMHA MOTaT 11a ce pazmpazsr mpu 2 °C go 8 °C 3a 2 vaca, a eqTUHAYHU
(hmaxoHm MoraT J1a ce pa3mMpassT mpu craitHa temmnepatypa (mo 30 °C) 3a 30 MuHyTH.

Mmuorono3oeu daakonu: Koraro ce chxpanssar 3ampasenu npu -90 °C o -60 °C, ormakoBKHUTE C
10 ¢maxoHa BakcuHa Morart aa ce pasmpasar npu 2 °C mo 8 °C 3a 6 yaca, a emMHUYHU (IIAKOHHA MOTaT
Jla pa3Mpasat npu craiiHa remmeparypa (1o 30 °C) 3a 30 MuHyTH.

Pasmpasenu (mpeau ToBa 3aMpa3enu) iaaxonn: Ciex KaTo BeIHBXK € M3BajieH OT hpusepa,
HEOTBOPEHUSAT (pIIaKOH MOXKE /1a ce ChXpaHsBa U TpaHcmopTupa B xnanwiHuk npu 2 °C go 8 °C go
10 cemmurtu, 6€3 1a ce MpeBUIIaBa OTIEIaTAHUAT CpoK Ha rogHocT (I"oxen mo:). BepXy kapToHeHaTa
OTIaKOBKa TPsIOBa Ja ce 0TOeIe)KM HOBHUAT CPOK Ha TOAHOCT pu chxpanenue mipu 2 °C mo 8 °C. Crnen
KaTo BEAHBK € pa3Mpa3eHa, BAKCHHATa HE MOXKE J1a CE 3aMpassBa IIOBTOPHO.

[Ipenu ynotpeda HEOTBOpEeHHTE (IIAKOHM MOTAT JIa € ChXpaHsBar JIo 12 vaca npu TeMIiepaTtypa
Mexay 8 °C u 30 °C.

C pa3mpaseHuTe GakOHH MOXe J1a ce pabOTH B YCIIOBUS Ha CTaliHa CBETJIMHA.

OtBopenu ¢uakonu: Crex mbpBOTO MPOOKBAHE Ha 3alylIalikaTa Ha (JIaKoHa, ChXpaHsIBaiiTe
BakcuHata 1pu 2 °C 1o 30 °C u s u3non3BaiiTe B paMkuTe Ha 12 gaca, KOeTO BKJIIOYBA A0 6 gaca
BpEMe 3a TpaHCIIOpPTHUpaHe. MI3XBbpiieTe HeU3MoI3BaHaTa BAaKCHHA.

He u3non3BaiiTe Ta3u BaKCHHA, aKO 3a0€NIe)KUTEe BUAMMH YaCTUIM WIH IPOMSHA Ha IBETA.

He n3xBbpiisiiTe ekapcTBaTa B KaHAIM3AIMATA WM KOHTEWHepa 3a JoMallHu oTnaabiy. [lonmraiite

Bamms (I)apMaueBT KaK J1a U3XBBbPJIATC JICKAPCTBATA, KOUTO BCUC HC U3IIOJI3BATC. Tes3n MCPKH 1IC
CIIOMOT'HaT 3a OIa3BaHC Ha OKOJIHAaTa Ccpeaa.
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6. Cumpmarme Ha OnMaKoBKaTa U J0ONIbJHUTEC/IHA I/lll(l)OpMalII/lﬂ

Kakso cbabpxa Comirnaty LP.8.1
. AxrtuBHOTO BeriectBo Ha MPHK Bakcunara cperry COVID-19 (Hykiaeo3uaHo MoaudUiipanHa)
ce Hapuia uPHK, xonupama LP.8.1.
—  Enun eqHono3oB ¢dakon ceabpixka 1 mo3a 0,3 ml ¢ 10 mukporpama nPHK, komuparnia
LP.8.1.
— Enun MHOron0308B ¢nakon ceabspxka 6 no3u no 0,3 ml ¢ 10 mukporpama nPHK,
koaupama LP.8.1.
. Hpyru cbcTaBku:
- ((4-xunmpoxcubyTtrin)azanequui )onc(xekcan-6, 1 -mumn )onc(2-XeKCHIIIeKaHoar)
(ALC-0315)
- 2-[(momuerunenriukon)-2000]-N,N-muretpagenmnaneramug (ALC-0159)
- 1,2-nucreapon-sn-raunepo-3-pocpoxonun (DSPC)
- XO0JIECTEPOI
- TPOMETaMOI
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIA 32 MHXXEKIUHU

Kak m3rie:xkna Comirnaty LP.8.1 u kakBo cbabp:ka 0NIaKOBKaTa
Baxkcunara e Ouctpa 10 sieko omnanecueHTHa qucnepcus (pH: 6,9-7,9), noctapsiHa B €1H OT JBaTa
BU1a (IIAKOHH:

o Ennono3oB ¢makon ¢ 1 mo3a — mpo3padeH ¢urakoH (cTrkio Tum [) 2 ml, ¢ rymeHa 3amymnanka u
C aJlyMHHHeBa O0KaTKa U OTYYIBAIIO CE CUHBO [UIACTMACOBO Karaye; WiIn
. MHorono308 (haakoH ¢ 6 1031 — npo3padeH ¢uakoH (cTbkio Tuml I) 2 ml, ¢ rymena 3amymmanka

" C aTlyMHUHHCBA oOKaTKa 1 OTYYIBAIIO C€ CUHBO IIJIACTMAaCOBO Karta4de.

Bun omakoBka ¢ erHo10308U (uiakonu: 10 druakona
Bun onmakoBka ¢ MHOT01030BH (hakoHu: 10 dhaakoHa
He Bcr4ky BHJIOBE OMAaKOBKH MOTaT Jia ObJIaT MyCHATH Ha Ma3apa.

IpurexkaTes Ha pa3pelIeHNETO 32 yHOTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

Ten.: +49 6131 9084-0

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

IIponsBoauTen

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

3a JOIIBJIHUTCIIHA I/IH(bOpMaHI/Iﬂ OTHOCHO TOBa JIEKapCTBO, MOJId, CBBPKETE CC C JIOKAJTHUA
OPpCACTAaBUTCII HAa MIPUTECIKATCIIA HA pa3pCIICHUCTO 3a yHOTpe6a:

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, benrapus, Ten: +359 2 970 4333

JlaTa Ha nmocyeqHo npepasrJiie;kaane Ha qucToBkaTa 05/2026
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CkanmnpaiiTe Kofja ¢ MOOMIIHO YCTPOMCTBO, 32 JIa TIOJTYYHTE JINCTOBKATA HA PA3INYHU €3UITH.

URL: www.comirnatyglobal.com

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

ITocouenara mo-a0Jay l/IH(l)OpMalII/lfl € MpeaHasHayeHa camMo 3a MEAUMIHUHCKHU CIICHHATUCTH:

Heuya na év3pacm 5 do 11 200unu
[Ipunaraiite Comirnaty LP.8.1 uHTpamyckyHO KaTo eaquau4Ha go03a 0,3 ml, He3aBUCHMO OT
MpEeIUIIHNS BaKkCHHAIMOHeH cTtatyc 32 COVID-19.

Ha numia, kouto nipenn ToBa ca BakcuHUpaHu ¢ BakcruHa cpenry COVID-19, Comirnaty LP.8.1 TpsioBa
Jla ce TpujIara Hai-Majako 3 Mecella Ciie/l mocyieHaTa 103a Bakcuna cpenty COVID-19.

Kvpmauema u deya na evspacm 6 meceya 00 4 200unu

Axo nereto He e moydaBaiio BakcuHa cpenry COVID-19 B munanoro, npunoxkere Comirnaty LP.8.1
HHTPAMYCKYJIHO KaTo MbpBUYE Kypc oT 2 no3u 1o 2 ml. [Ipunoxere BTOpaTa 1032 8 CeAMUIIM ClIeH
mbpBaTa J103a.

AKO JTeTeTo € 3aBBpIIHIO Kypc Ha MbpBUYHA BakcuHaIus cpemry COVID-19, npunoskere Comirnaty
LP.8.1 uarpamyckymnHo kato eauanuHa 1o3a 0,2 ml. Ilpu numa, npeny ToBa BAKCHHUPAaHU C BAKCHHA
cperry COVID-19, Comirnaty LP.8.1 TpsioBa 1a ce mpmiioxu Hail-Maiko 3 Mecera ciej mocjiaeHaTa
nmo3a BakcuHa cpenty COVID-19.

AKO A€TeTo € NoIy4rIo 1 iy 2 1031 0T IbPBUYHMS KypC OT 3 103U 0 3 MUKpOIrpaMa, HO HeE €
3aBBPIIMIIO Kypca Ha mMbpBHYHA BakcuHalwms cpeury COVID-19, mosxe fa ce mpunoxar
JombyiHUTENHU 103U Comirnaty LP.8.1 10 mukporpama. Bropara no3a Moxe 1a ce IpHIIOKU

3 cenqMUIM clell IbpBaTa 03a, MOCIEABAHO OT TpETa J03a Hall-MaJIko & CEIMUIIM CIIE BTOpaTa 103a.

HUmynoxomnpomemuparnu Kepmasema u oeya Ha evzpacm 6 meceya 0o 11 2o00unu
Ha nunia cbe cITHO OTClIa0CHa UMYHHA CUCTEMa MOXKE J1a CE MPIJIOKAT TOTbIHUTSITHH JIO3H.

IIpocneaumoct
3a fa ce moIo0py MPOCIETUMOCTTa Ha OHMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHIHUAT
HOMEp Ha MPIIIOKEHUS MPOIYKT TPSOBA SCHO JIa CE 3aI1CBaT.

Yka3zanus 3a paGora npeau ynorpeoda

Comirnaty LP.8.1 TpsiOBa 1a ce NpUTOTBU OT MEIUIIUHCKH CIIEIIUAIHCT, KATO CE U3II0JI3BA ACETITUYHA

TEXHUKA, 32 J]a Ce TapaHTHpa CTEPIITHOCTTA HA IPUTOTBEHATA IUCIICPCHSL.

° IIpoBepete nanu GIaKOHBT € ChC CHHBO MJIACTMACOBO Kamave U J1ajli HMeTO Ha MPOIYKTa €
Comirnaty LP.8.1 10 Mmukporpama/no3a mH:KeKIIMOHHA qucnepcus. (KbpMadeTa 1 Jera Ha
6 mecena 1o 11 roguam).

° AKO UMETO Ha NMPOJYKTa BPXY €TUKETa Ha (hJIaKOHA € IPYro, MOJIsl, HallpaBeTe CIpaBKa ¢
KpaTKaTa XapakTepHUCTHUKA Ha MMPOJIYKTa 32 TO3U ChCTAB.
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AKko QrakoHBT ce ChXpaHsBa 3aMpa3eH, TOH TpsiOBa Jla ce pa3Mpasu npean ynorpeoda.

3ampazenute (aakoHu TpsAOBa Ja ce mpeHecar B cpena ¢ remmeparypa 2 °C o 8 °C, 3a na ce

pa3Mpasar. YBepere ce, 4e (GpIakoHUTE ca HAITBJIHO pa3Mpa3eHH Mpean ynoTpeoa.

- Ennono3oBu ¢aakonn: PasmpassBanero Ha eqHa onakoBka ¢ 10 exHomo30Bu (aakona
MOXe€ J]a OTHEMe 2 yaca.

- MHorono3osu ¢iakonu: Pazmpasssaneto Ha eHa onakoBka ¢ 10 MHOT0/1030BH (priakoHa
MOJK€E /1a OTHEME 6 Jaca.

Cren npemecTBate Ha (hakoHHTE 3a chbxpaHeHue npu 2 °C 1o 8 °C, kopurupaiite cpoka Ha

TOJTHOCT BbPXY KapTOHEHATA OIaKOBKA.

HeotBopenute daakonu mMorat 1a ce cbxpansiBat 10 10 ceamunu npu 2 °C 10 8 °C, 6e3 na ce

NpEeBUIlIaBa OTHEYaTaHUAT CpoK Ha roxHocT (I'oxen no:).

BB3MoKeH e Ipyr BapuaHT, IpU KOWTO €TUHUYHH 3aMpa3eHH (PIaKOHU MOKE JIa ce pa3Mpassr

3a 30 MunyTH npu Temmneparypa go 30 °C.

IIpeau ynotpeba HEOTBOpEHHAT (IIAaKOH MOXKeE Jja c€ ChXpaHsBa 10 12 yaca mmpu TeMiepaTypa

10 30 °C. C pa3mpaszeHute iakoHH MOXe Jia ce paboTH B YCJIOBHSI HA CTaiiHa CBETJIMHA.

IIpurorBsine Ha go3u 0,3 ml

BranMmatenHo pazMecete, kato oobpHeTe durakonute 10 mpTr. He paskiarniaiire.
[Ipenu pa3mecBaHe pa3MpaseHaTa JUCIIEPCUs MOXKE 1a ChIbpska Oesn 10 MouTH Oemu
HETNpOo3pavyHu aMOpHHH YACTHIIH.
Cnen pa3mecBaHe BakcHHaTa TpsOBa Ja MpeAcTaBisABa OUCTpa 0 JIEKO ONajecleHTHA
mucriepcrsi 0e3 BUAMMH yacTuli. He n3nons3Baiite BakciHAaTa P HAJTMUWE HA YAaCTUIM WITH
MIPOMSIHA Ha IIBETA.
[Tposepete nanu GrakoHBT € €IHOL030B UM MHOTOI030B U ClIe/IBaliTe NPUIOKUMUTE
yKa3zaHus 3a paboTa mo-1oiy:

EnnronozoBu ¢urakonu

L] Usrernere equanyna no3a Bakcuda ot 0,3 ml.
" WsxBBpreTe prakoHa 1 ocTaHAINS 00EM.
- MHoron030B4 GIakoHH
. Bcexn MHOTO1030B (hTakoH Chabpxka 6 mo3u mo 0,3 ml.
. KaTo u3nomnsBare acenTuyHa TeXHUKA, MOYUCTETE 3aMylIaikara Ha (iakoHa ¢
TaMIIOH 33 €HOKpaTHA yImoTpeda, HAIOeH C aHTUCENTHYECH Pa3TBOP.
. Wzrernere 0,3 ml Comirnaty LP.8.1 3a nena va Bp3pact 5 1o 11 roguan.
. TpsiOBa na ce U3MONI3BAaT CHPMHLUOBKH M/UJIH UTJIH € MAJbK MBPTHB

(Hen3moI3BaeM) 00eM, 3a Jia ce u3TerisT 6 1031 ot enuH ¢akoH. KomOuHanmsta
OT CIIPUHITOBKA U UTJIa C MATBK MBPTHB 00eM Tps0Ba 1a ”Ma MBPTHB 00E€M HE TI0-
rOJISIM OT 35 MHUKPOJIUTPaA. AKO C€ M3I0JI3BaT CTAHJAPTHH CIIPHHIIOBKH U UIJIH,
MOJKeE Jia HAMa JIOCTaTh4eH 00eM 3a M3TETIISIHE Ha IIeCTa /1032 OT euH (PIIakoH.

= Bcesika mo3a tpsioBa na ceappika 0,3 ml BakcrHa

. AKO KOJTMYECTBOTO HA OCTAaHAJIaTa BB (DIaKOHA BAKCHHA HE € JOCTAThYHO 3a €IHA
sina go3a 0,3 ml, u3xBbprere paakoHa U OCTaHAIHS O0EM.

= 3anuuiere ChbOTBETHUTE AaTa/dyac BbpXyY (iaakoHa. M3xBepiere Hen3moa3BaHaTa

BakcuHa 12 yaca cieJ] MbpBOTO MPOOHMBAaHE HA 3aMyIIANTKaTa Ha (IIaKOHA.

H3xBBpasine
Hewnsnon3paausT JICKApCTBCH NPOAYKT WU OTIIAABbYHUTE MAaTEPUAIIN OT HETO TpS[6Ba Ja C€ U3XBLPJIAT
B CbOTBETCTBHE C MECTHUTC U3HCKBAaHUA.
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