JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty LP.8.1 10 Mukporpama/no3a MHAKEKIMOHHA TACTIEPCHSA
Jeua na 5 1o 11 rogunan
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. MoJKe /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 npunokena Ha Bamreto gere
Kak ce mpunara Comirnaty LP.8.1

BBb3M0XHY HEXKEaHU PEAKIIUU

Kak na cpxpansiBatre Comirnaty LP.8.1

ChbabppxaHue Ha ONIAKOBKATa U JOIBIHUTENIHA HHPOPMALUS

AR

1. Kakso npeacraBiassa Comirnaty LP.8.1 u 3a kakBo ce u3no;ia3Ba

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 WHXEKIIMOHHA JUCIIEPCHUS c€ TIpUJIara Ha Jela Ha Bb3pacT OT
5 mo 11 roguuu.

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

3abomsiBane or COVID-19.

Toit kato Comirnaty LP.8.1 He chabpika Bupyca, 3a 1a Chb3Aazge UMYHHUTET, TS HE MOXE Ja MPUIMHU
3abomsaBane or COVID-19 na Bamero gere.

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

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

o ako Bamrero fieTe e alepruiHO KbM aKTHBHOTO BEIIECTBO WM KbM HSKOS OT OCTAHAIIUTE
CBhCTaBKH Ha TOBA JICKapCTBO (M30pOCHH 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 3alUTH HAITBJTHO BCUYKU BAKCUHUPAHU U HE
€ M3BECTHO KOJIKO IbJro Baiero gere 1ie Ob/ie 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 cimydau TpsiOBa [1a MPOIBIDKH [a CTIa3Ba (PH3MIECKHUTE MPEATTa3HA MEPKH,
3a ja momorHe 3a npepernusara Ha COVID-19. Ocsen ToBa 0JM3KUTE KOHTAKTHH JIMIA HA JIETeTO Bu
TpsiOBa 1a ObJAT BaKCHHUPAHHU, aK0 € Moaxo1sm10. O0chaeTe MOAXOIAIINTE HHANBUAYATHH
NPENOPBKH C HETOBUS JIeKap.

Hena
Comirnaty LP.8.1 10 mukporpama/mo3a HHXEKIIMOHHA JUCTIEPCHS HE CE MPETophYBa IPH JIela Ha
BB3pacT Mo 5 TOJIUHM.

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

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

Apyru aexkapcrsa u Comirnaty LP.8.1

TpsiOBa 1a kaxkeTe Ha Jiekaps wiu papmMarieBTa Ha Barero iere, ako gerero Bu u3mon3sa, 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 HETOBHSA JIeKap, MEIUIIMHCKA CeCTpa WK
(dapmarnieBT, npeau Aa My ObJIe MPUIOKEHA Ta3W BaKCHUHA.

Bce orme uncBaT 1aHHM OTHOCHO yrnoTpebara Ha Comirnaty LP.8.1 mo Bpeme Ha GpemenHoCT. Bee
MaK rojisiM 00eM nH(popMarlysl, ojJydeHa OT Ha0JII0ICHUETO Ha OPEeMEHHH JKEHH, BAKCHHUPAHH C
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IBPBOHAYAHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty nipe3 BTOpUS U TPETHsI TPUMECTB], HEe
MOKa3Ba Jla Ma HeOIaronpusTHH e(eKTH BbpXy OPEeMEHHOCTTA WITH HOBOPOJICHOTO. Makap 4e
uHpopMaIuaTa 3a e(heKTUTE BbPXY OPEMEHHOCTTA WIH HOBOPOICHOTO CJIE]] BAKCUHAIIHS MTPE3 MTbPBUS
TPUMECTHD € OTpaHUYCHA, HE ce HaOJF0/1aBa MPOMSHA 10 OTHOIICHHE HA PUCKA OT CIIOHTaHEeH a0opT.
Comirnaty LP.8.1 moe na ce mpmiara mo BpeMe Ha OpeMEeHHOCT.

Bce omie nuncBar ganau oTHOCHO ynoTpebaTta Ha Comirnaty LP.8.1 B mepuona Ha kppmene. Bee mak
HE ce 0YaKBaT e)eKTH BbPXY KbPMEHOTO HOBOPOJIEHO/KbpMadeTo. JJaHHUTE, TIOITyueHH OT
HaOJII0/IEHUETO Ha KEHU, KOUTO KbPMT CJI€J] BAKCUHALIUS C IbPBOHAYAIHO pa3pelleHaTa 3a ynorpeda
BakcuHa Comirnaty, He IOKa3BaT PUCK OT HEXEJNaHU e(heKTH NPH KbPMEHUTE HOBOPOJCHU/KbpMaydeTa.
Comirnaty LP.8.1 Mo>xe n1a ce mpuiiara B nepuojia Ha KbpMeHe.

lodupane u padora ¢ MalIMHK

Hsxkou ot edexTuTe Ha BakcHHATa, yIIOMeHAaTH B Touka 4 (BBh3MOXKHM HE)KENaHU peaKIuy) MOTatT
BpPEMEHHO J1a TIOBJIUSIAT criocoOHOCTTa Ha Bamiero fere 3a pabota ¢ MaliiHy WK MpeilipUeMane Ha
JICHHOCTH KaTo KapaHe Ha Bejocuries. M3uakaiTe, 10KkaTo Te3u e(heKTH OTIIYMST MPEAH
BBH300HOBSIBaHE Ha JICHHOCTHUTE, KOUTO M3UCKBAT ITHJTHO BHUMAaHHUE OT HETOBA CTPaHAa.

3. Kak ce npniiara Comirnaty LP.8.1

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

Ha nerero Bu e Ob/ie HanpaBeHa 1 MHXKEKIMS, HE3aBUCUMO JIAJTU MPEIU TOBA € MOTyYaBajio BAKCHHA
cpemry COVID-19.

Ako mipequ ToBa neteTo Bu e Omito BakcuHMpaHo ¢ BakcuHa cpemry COVID-19, ve Tpsa6Ba na
noiy4asa go3a Comirnaty LP.8.1, mokaro He m3MHUHAT Haii-Maliko 3 Mecela clie/l ocieHaTa 103a.

Axko gerero Bu e ¢ oTcnabeHa UMyHHA cHCTEMa, MOXKE Ja ITOJTydd JOIBIHUTENHH 103U Comirnaty
LP.8.1.

AKO UMate HAKaKBH JIOMBIHUTETHA BBIIPOCH, CBBp3aHu ¢ yrmorpebara Ha Comirnaty LP.8.1,
nonuTaiite Bamus nekap, papManeBT WM MEIUIIMHCKA CECTpa.

4. Bb3MOKHHU He)KeJTaHU peakiun

KaxTo Bcmuku Bakcuan, Comirnaty LP.8.1 Moxe na npean3BuKka He)KelIaH! PEeaKIy, BBIIPEKN e He
BCEKH T [TOJTy4aBa.

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

yMopa, T1aBodosue

0oJKa B MyCKyJIHTE, 0OJIKAa B CTABUTE

BTpHUCAHE

apus

YecTn HexxeTaHU peaKIMM: MOraT J1a 3acersart 1o 1 Ha 10 gymm

o rajieHe

. MOBpBIIaHe (,,MHOTO YeCTH” MPH OpEeMEHHU JKECHH Ha Bh3pacT 18 U moBeue roJHN U pU
MMYHOKOMIIPOMETHPaHH JIMIa Ha Bb3pacT 5 10 18 roguxm)

o 3ayepBsBaHE HAa MACTOTO Ha HHXKEKTUPaHe (,,MHOTO YeCTH * pH BB3pacT 5 10 11 rogunu u npu
UMYHOKOMIIPOMETHPAHH JIMIIA HA BB3pacT 5 U [MOBeYe I'OJIMHH)

. yroneMmeHu JIMM(pHU Bb3H (Ha0II0/1aBa ce Mo-4ecTo ciies OycTep mo3aTa)
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HeuecTu HexXe1aHU peakiuu: MoraT jaa 3acerHat A0 1 Ha 100 gymm
HEepasoJIOKEeHUE, yCelIaHe 3a CITa00CT WIIH 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 MU3NIOTABAHC, HOIIIHU U3NOTABAHUA

Penxu Hexenanm peakumuu: Morat ga 3acersat 1o 1 va 1 000 npymwm
. BPEMEHHO €THOCTPAaHHO YBHCBaHE Ha JTUIETO
° aJIepTUYHU PEaKIMU KaTo YPTHKAPHUS WIN TIO{yBaHEe Ha JIUIETO

MHoro peaku He:keJIaHU peakuu: Moxke Ja 3acerHart 1o 1 Ha 10 000 nymwm
) BB3MAJICHUE HA CHPCUHUSI MYCKYJ (MHOKApIUT) WK Bh3MajieHUE Ha BHHIIIHATa OOBUBKA Ha

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

C Heu3BeCcTHA YecTOTAa (OT HATMYHUTE TAHHU HEe MOXe J1a ObJIc HAallpaBeHa OLICHKA)

o TeKKa aJepruiHa peaxius
o 0OIIMPEH OTOK HA BAKCHHUPAHUSI KPaHUK

. OTOK Ha JIUIETO (MOyBaHe Ha JIUIIETO MOXKeE Jla CE MOSIBU NP MALUEHTH C AepMajicH QUIIbD)
. KOXKHA peakius, moj ¢popMara Ha YepBEHHU MEeTHA WM OOpUB MO KOXaTa, KOUTO MOXe J1a

M3TIIeXKIa KaTo ,,MHAIIeHa" WX ,,0MBOJICKO OKO* C ThMHO YepPBEH IIEHTHP, OKOJIO KOHTO MMa To-
CBETJIM YEPBEHU KPBIroBe (epUTeMa MyJITUPOPME)

. HEOOWYaHO yCelaHe 1Mo KoXKaTa, KaTo H3TPhIIBaHE WM MpaBy4YKaHe (ITapecTe3ns)
HaMaJIIBaHE Ha YCEIIaHUATa WM TyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XHUIIECTe3Hs)

° TEKKO MEHCTPYaJIHO KbpPBEHE (MIOBEUETO CIyYan M3TJIeK/1a He ca CEPUO3HH U A C BPEMEHEH
XapaxTep)

ChobaBaHe HA HesKeJIAHU PeaKIuu

Axo Bareto fere mony4n HIKaKBU HEXEJIAHU JICKAPCTBEHU PEAKIIMH, YBEIOMETE HETOBUS JieKap,
(hapmaleBT WM MEAMIIMHCKA cecTpa. ToBa BKIIIOUBA BCHYKH Bb3MOKHHM HEONUCAHHU B Ta3H JIMCTOBKA
HEXeJIaHu peaknur. MojkeTe ChINo Ja ChOOIMNTE HEXKEIIaHU PEaKIIiny AUPEKTHO Upe3 M3mbIHuTeIHa
arceHIIMs 110 JeKapcTBaTa, yi. ,,Jlamsan I'pyes® Ne 8, 1303 Codus, ten.: +359 2 8903417, yebcaidr:
www.bda.bg. Karo cho01iiaBare He)keIaHH PeaKIiK, MOYKETE Jia 1aJeTe CBOS PUHOC 3a MOJIyJYaBaHe
Ha moBeYe nH(OpMAIUs OTHOCHO OS30IMaCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansipate Comirnaty LP.8.1

Ja ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JCTA.

CJ'Ie,I[BaH_IaTa I/IH(I)OpMa]_II/IH OTHOCHO CBbXPaHCHUCTO, CPOKA HA TOAHOCT U pa60TaTa € IIp€AHa3Ha4YCHa 3a
MCIUIIMHCKHU CIICIHUAJINCTH.

He u3non3Batite ToBa JICKApCTBO CJICA CPpOKa HA TOAHOCT, oTOeNsI3aH BbPXY KapTOHCHATA OIIAaKOBKa 1
CTHUKCETA CJIC ,,FO,I[QH I[OI“. CpOK’LT Ha TOAHOCT OTroBapsd Ha MOCJICAHUA JCH OT IOCOUYCHUA MCCCII.

[a ce cpxpansBa BbB ¢pusep mpu -90 °C go -60 °C.

jla CC CbXpaHsBa B OpUTMHAIHATa OIIAaKOBKa, 3a Aa CC MPEAIasu OT CBCTIIMHA.
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Bakcunara ce momydaBa 3ampasena npu -90 °C mo -60 °C. Cnen nonmydaBaHe 3aMpa3eHaTa BaKCHHA
MOXe 1a ce cbxpansasa win npu -90 °C o -60 °C, wm mipu 2 °C go 8 °C.

Ennonoszosu ¢nakonu: Koraro ce cexpansasat 3ampazenu npu -90 °C no -60 °C, onakoBKHTE ¢
10 emqrOMO30BY (hiakoHA BaKCHHA MOTaT 1a ce pasmpazsr rnpu 2 °C go 8 °C 3a 2 yaca, a eqUHUIHA
(hbakoHM MOTaT J1a Ce pa3MpassT mpu craiiHa remmeparypa (10 30 °C) 3a 30 MUHYTH.

Mtuorono3oeu diakonu: Koraro ce chxpanssar 3ampasenu npu -90 °C go -60 °C, ommakoBKHUTE C
10 ¢akoHa BakcruHa mMorart Aa ce pasmpasar 1pu 2 °C g0 8 °C 3a 6 yaca, a eTMHUYHU (IIAKOHHA MOTraT
Jla pa3MpassaT rnpu ctaiiHa temneparypa (1o 30 °C) 3a 30 MUHYTH.

Pa3mpasenu (npeau ToBa 3aMpa3senu) (iaakonu: Ciiel KaTo BeAHBK € U3BaJcH OT hpusepa,
HEOTBOPEHUSAT (PIIaKOH MOXKE /1a ce 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 chxpanenue mipu 2 °C mo 8 °C. Cnen
KaTo BeIHBXK € pa3Mpa3eHa, BAKCHHATa HE MOXKE Ja Ce 3aMpa3siBa MOBTOPHO.

[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 MPOOMBAHE Ha 3alylIalikaTa Ha (JlaKoHa, ChbXpaHsBaiiTe
BakcuHata npu 2 °C 1o 30 °C u s u3non3BaiiTe B paMKuTe Ha 12 gaca, KOETO BKJIIOUBa A0 6 daca
BpeMe 3a TpaHcnoptupase. M3xpbpiieTe HeU3I0JI3BaHaTa BAKCUHA.

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

He u3xBbprsiiTe nekapcTBaTa B KaHaJIU3alUATa WM KOHTEeHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamus dapmMarnieBT kak 1a U3XBBPIATE JEKapCcTBaTa, KOUTO Bede HE U3IMo3Bare. Te3n MepKH Iie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPela.

6. Chbabp:kaHue Ha OIAKOBKATA M JOINBJIHUTETHA HHpOpManus

Kakso cbabp:ka Comirnaty LP.8.1
. AxtuBHOTO BeniectBo Ha MPHK Bakcunara cperry COVID-19 (Hykieo3uiHo MoaupUIiMpana)
ce Hapuua uPHK, konupama LP.8.1.
—  Enun eqHono3oB ¢uiakon ceabpxka 1 go3a 0,3 ml ¢ 10 mukporpama uPHK, konuparia
LP.8.1.
—  Egwn MaOTr01030B (prtakoH crabpka 6 qo3u mo 0,3 ml ¢ 10 mukporpama nPHK,
koaupama LP.8.1.
. Hpyru cecTaBku:
- ((4-xunpoxcubyTturin)azanequni ))onc(xekcad-6, 1 -mumin)ouc(2-xeKCuiJeKaHoar)
(ALC-0315)
- 2-[(monuerunenriukomn)-2000]-N,N-nuretpagermnaneramug (ALC-0159)
- 1,2-mucreapoun-sn-raurepo-3-pochoxonun (DSPC)
- XO0JIECTEPOI
- TPOMETaMOI
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BOJIa 32 UHKCKIUH
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Kak u3raexna Comirnaty LP.8.1 u kakBO chbABbp:Ka 0aKoBKAaTa
Baxkcunara e 6uctpa a0 neko omnaiecneHTHa quctepcus (pH: 6,9-7,9), nocraBsiHa B €IMH OT 1BaTa
BU/1a (IIAKOHH:

. Ennono3oB ¢akon ¢ 1 m03a — nmpo3paueH ¢uiakoH (cThkio Tum [) 2 ml, ¢ ryMeHa 3amyInaika u
C aTlyMHHHEBa OOKaTKa 1 OTYYIBAIIO C€ CHHBO IIACTMACOBO Karade; Win
o MHorozno308 (hiakoH ¢ 6 1031 — npo3paueH ¢uakoH (cTbkiio tun ) 2 ml, ¢ rymena 3amymanka

" C AJIYMHUHHECBA oOkaTka u OTYyInBallo C€ CUHLBO IIACTMACOBO Karra4e.

Bun omakoBka ¢ erHon0308u Quiakonu: 10 ¢rmakoHa
Bun onmakoBka ¢ MHOT0/1030BH (hiakoHu: 10 dhmakoHa
He Bcuuku BUIOBE ONAKOBKK MOTaT Ja ObJaT IMyCHATH Ha Ia3apa.

IIpurexkaTesa Ha pa3pelIeHNETO 32 yHoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

tein.: +49 6131 9084-0

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

IIpousBoauren

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a JOIBJIHUTETHA HH(OPMALUSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIXKETE CE C JIOKATHHS
IPEICTaBUTEN Ha PUTEXKATENsI Ha pa3pelIeHreTo 3a yrnorpeda:

Boarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTa Ha nmocjeqHo npepasrJie;kaane Ha JuctoBkaTta 07/2025

CKaHHpaﬁTe Koaa C MOOUIHO yCTpOP'ICTBO, 3a Jia NOJIYy4YHUTC JIMCTOBKATa Ha pa3/IMdYHU €3UIU.

URL: www.comirnatyglobal.com

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

IMocouyenaTra mo-xo1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIIMHCKH CIIEIAATUCTH:
[Ipunaraiite Comirnaty LP.8.1 uHTpamyckynHo kaTo equau4Ha g03a 0,3 ml, He3aBUCHMO OT
MIpEeINIITHAS BaKCHHAIMOHEH cratyc 3a COVID-19.

Ha numa, xouro npeau ToBa ca 6um BakcuHupanu ¢ BakcuHa cperry COVID-19, Comirnaty LP.8.1
TpsiOBa Jja ce mpuyara Haif-manko 3 Mecelia cies rmocjenHara 103a Bakcuaa cpenry COVID-19.
Ha nuna cbe cumHo oTciiabeHa IMyHHa CUCTEMa MOJXKE /1 CE PUIIOXKAT OIIBJIHUTEIHHU J103H.
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IIpocneaumoct
3a fa ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSIOBA SICHO JIa CE 3aI1CBaT.

Ykazanus 3a padora npeau ynorpeda
Comirnaty LP.8.1 TpsibBa 1a ce IPUroTBH OT MEIUIIMHCKH CIIEIIUATKCT, KATO CE U3MMO0JI3Ba aCENTUYHA
TEXHHUKA, 33 JIa Ce TApaHTHPa CTEPUITHOCTTA HA IIPUTOTBEHATA AUCIIEPCHSL.

IIpoBepere ganu HIaKOHBT € ChC CHHBO MJIACTMACOBO Kanaye U Jald UMeTO Ha IIPOJYKTa e

Comirnaty LP.8.1 10 mukporpama/no3a nH:KeKIMOHHA qucnepcus. (xema Ha S mo 11

TOJTUHM).

AKO UMETO Ha POJIyKTa BbPXY €THKeTa Ha (h1akoHa € IPyro, MOJIs, HalpaBeTe CrpaBKa ¢

KpaTKara XapaKTepUCTHKa Ha MPOIYKTa 33 TO3U ChCTaB.

AKko QrakoHBT ce ChbXpaHsBa 3aMpa3eH, TOH TpsiOBa J1a ce pa3Mpasu npeau ynorpeoda.

3ampasenute (akoHu TpsAOBa Ja ce mpeHecar B cpena ¢ remmneparypa 2 °C o 8 °C, 3a na ce

pasmpasst. YBeperte ce, 4e (IIakoHHUTE ca HAIlbJIHO Pa3Mpa3eHu Npeau ynorpeoa.

- Ennono3oBu ¢uakonu: PazmpassBanero Ha efHa onakoBka ¢ 10 eaH0/1030BU (uiakoHa
MOXe J]a OTHEMe 2 Jaca.

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

Crnen nmpemectBaHe Ha (prakoHHTe 3a chxpaHeHue rmpu 2 °C go 8 °C, kopurupaiire cpoka Ha

TOAHOCT BbPXY KapTOHEHATA OIMaKOBKA.

HeotBopenute daakonu morat na ce cpxpansiBat 10 10 ceamunm npu 2 °C g0 8 °C, 6e3 na ce

MPEBUILIABA OTIEYATAaHUAT cpok Ha rogHocT (["'oxen no:).

Bb3MorkeH e Ipyr BapHaHT, IPpH KOWTO €IUHUYIHM 3aMpa3eHH (PIIaKOHH MOXKE Jja ce pa3MpassT

3a 30 munyTH TIpH TemmepaTypa g0 30 °C.

[Ipenn ymoTpeba HEOTBOPEHUSAT PIIaKOH MOXKeE JIa ce ChXpaHsBa 10 12 "aca mpu Temreparypa

1o 30 °C. C pa3MpaseHute (IakoHU MOXKe Jia ce paboTH B yCJIOBHS HA CTaifHa CBETIIMHA.

Hpurorssne na no3u 0,3 ml

Baumatenno pa3mecete, kato 06bpHeTe Qurakonute 10 meTH. He paskmamaiire.

[penu pa3mecBaHe pa3mMpaseHaTta JUCIIEPCUs MOXKE J1a ChbpiKa OeNu 10 mouTH Oemu
HEMpO3pavyHu aMOP(HH YaCTHUIIH.

Cnen pa3mecBaHe BaKCHHATA TPSIOBA Jla TIPEACTABIsIBA OUCTpa J0 JICKO OTaleCIiCHTHA
nucriepcus 0e3 BUIMME YacTHIM. He u3non3Baiite BAKCHHATA IPY HAJMYUE HA YACTUIIH WIN
MPOMSIHA Ha [[BETA.

[posepete nanu GIaKOHBT € €AHOI030B UIIK MHOTOJI030B H CJICJBANTE MPHIOKIMHUTE
yKa3aHus 3a paboTa mo-A0Iy:

- Ennonozosu dhiaakonu

= Wsrernere equanyna no3a Bakcuda ot 0,3 ml.
" M3xBbpieTe GrakoHa U OCTAHAINS 00EM.
— MHOT071030BH (hTaKOHHU
= Bcexn MHOT01030B ¢u1akoH cbhIbpka 6 go3u o 0,3 ml.
= KaTo u3noxnsBare acenTuyHa TEXHUKA, MOYUCTETE 3aMylIaikara Ha (iakoHa ¢
TaMIIOH 32 €JHOKpaTHA yIoTpeda, HallOEeH C aHTUCENITUYEH Pa3TBOpP.
. Uzrernere 0,3 ml Comirnaty LP.8.1 3a gena Ha BB3pact 5 1o 11 roaunu.
= Tps0Ba ga ce U3M0N3BaT CHPUHUOBKH M/WJIM UTJIH € MAJBbK MBPTHB

(Hen3mo3BaeM) 00eM, 3a Jia ce U3TeryiAT 6 1031 oT eauH ¢iakoH. KomOuHarusta
OT CIIPUHIIOBKA U UIJIa C MATBK MBPTHB 00eM TpsIOBa J]a UMa MBPTHEB 00€M He T10-
TOJISIM OT 35 MUKPOIUTpPA. AKO c€ U3MOI3BAT CTAHAAPTHU CIIPUHIIOBKH U HUIJIH,
MOKe J1a HAMA JIOCTaTh4eH 00eM 3a M3TEIJISTHE Ha LIecTa J103a OT €AuH (pIaKkoH.

. Bcesika no3a tpsioBa na ceappika 0,3 ml BakcuHa

= AKO KOJMYECTBOTO HAa OCTaHAllaTa BbB (DJIaKOHA BAKCHHA HE € OCTATHYHO 32 eJTHA
ws1a o3a 0,3 ml, u3xebpiere (akoHa U OCTaHAIHUS 00EM.

= 3anuiieTe ChOTBETHUTE JaTa/yac BbpXy (iiakoHa. M3xBbpiieTe Hen3Io3BaHaTa

BakcuHa 12 yaca ciies mbpBOTO MPOOMBaHE HA 3amylIaikaTa Ha (IaKoHa.
7
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HN3xBbpasine
HewnsnomsBaHusT NeKapCTBEH MPOAYKT WU OTHAABYHUTE MaTePHAII OT HEro TpsiOBa Ja ce U3XBBPIIAT
B ChOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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JlucroBka: undopmanus 3a norpeduTeNs

Comirnaty JN.1 10 muxporpama/no3a HHKeKIIHOHHA THCIIEPCHST
Jeua na 5 no 11 rogunn
uPHK Bakcuna cpemy 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 Barero nete € momyduio. 3a HauMHa Ha ChoOIaBaHe Ha
HEeXXEJIaHW 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 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 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, mpean 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 BEIIIECTBO WIIH KbM HSKOS OT OCTaHAIIUTE
CHCTaBKU Ha TOBA JIEKApCTBO (M30pOeHU B TOUKa 6).
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IIpexynpe:xxkaeHusi U mpeana3sHu MePKH
T'oBoperte ¢ nekapsi, (hapmalieBTa HIIM MEAMIIMHCKATa cecTpa Ha Baireto nete, npeau na My Obie
MPHUJIOKEHA BAaKCUHATA!

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

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

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

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

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

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

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

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

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

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

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

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

Apyru gexkapcrBa u Comirnaty JN.1

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

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

Bce omie nmuncrar qanau otHocHO yrnotpebata Ha Comirnaty JN.1 o BpeMe Ha OpeMeHHOCT. Bee mak
roJsiM 00eM UHQOpPMAIHS, TTOTyYeHa OT HaOII0/ICHHETO Ha OpEMEHHU JKEeHH, BAKCHHUPAHH C
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IBPBOHAYAHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty nipe3 BTOpUS U TPETHsI TPUMECTB], HEe
MOKa3Ba Jla Ma HeOIaronpusTHH e(eKTH BbpXy OPEeMEHHOCTTA WITH HOBOPOJICHOTO. Makap 4e
uHpopMaIuaTa 3a e(heKTUTE BbPXY OPEMEHHOCTTA WIH HOBOPOICHOTO CJIE]] BAKCUHAIIHS MTPE3 MTbPBUS
TPUMECTHD € OTpaHUYCHA, HE ce HaOJF0/1aBa MPOMSHA 10 OTHOIICHHE 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, TIOyYeHH 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 Moxxe ia ce npuiara B IepuoAa Ha KbpPMEHe.

lodupane u padora ¢ MalIMHK

Hsxkou ot edexTuTe Ha BakcHHATa, yIIOMeHATH B Touka 4 (BBh3MOXKHU HE)KENaHU peaKIUuy) MOTatT
BpPEMEHHO J1a TIOBJIHSIAT criocoOHOCTTa Ha Bamiero fere 3a pabota ¢ MaliiHy WK MpeIIIpUeMane Ha
JICHHOCTH KaTO KapaHe Ha Bejocuries. M3uakaiTe, 10KkaTo Te3u e(heKTH OTIIYMSAT MPEAH
BH300HOBSIBaHE Ha JICHHOCTHUTE, KOUTO M3UCKBAT ITHJTHO BHUMAaHHUE OT HETOBA CTPaHAa.

3. Kak ce nmpniiara Comirnaty JN.1

Comirnaty JN.1 ce npunara kato umkekius ot 0,3 ml B Myckyn B ropHata yacT Ha pbKaTta Ha Bamero
JeTe.

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

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

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

AKO UMate HAKaKBH JOMBIHUTEITHHA BBIIPOCH, CBHp3aHu ¢ yroTpedara Ha Comirnaty JN.1, monmraiite
Bammus nekap, ¢papManeBT WM MEIUIIMHCKA CECTpa.

4. Bb3MOKHHU HeKeJTaHU peakIun

KaxTo Bcnuku Bakcuam, 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 rajeHe

. MOBpBIIaHe (,,MHOTO YeCTH MPH OpEeMEHHU JKEHH Ha Bh3pacT 18 U moBeue roJHA U pU
MMYHOKOMIIPOMETHPAaHH JIMIa Ha Bb3pacT 5 10 18 roguxm)

o 3ayepBsBaHE HAa MACTOTO Ha HHXKEKTUPaHe (,,MHOTO YeCTH * pU BB3pacT 5 10 11 rogunu u npu
UMYHOKOMIIPOMETHPAHH JIMIIA HA BB3pacT 5 U [MOBeYe I'OJIMHH)

. yroneMmeHu JIMM(pHU Bb3H (Ha0II0/1aBa ce mo-4ecTo ciies OycTep mo3aTa)
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HeuecTu HexXe1aHU peakiuu: MoraT jaa 3acerHat A0 1 Ha 100 gymm
HEepasoJOKEeHUE, yCelIaHe 3a CIIa00CT WIIH JIUTICA Ha EHEPTHs/ChHIMBOCT
Ooika B ppKara

Oe3chHME

C'Bp6e)i( Ha MACTOTO Ha MHXKCKTUPAHE

aJIepTHUYHU PEaKIIui KaTo OOPUB MM ChPOEK

HaMalleH aleTUT

3amaiiBaHe

IMPEKOMEPHO MU3NIOTABAHC, HOIIIHU U3NOTABAHUA

Penxu Hexenanm peakumuu: Morat ga 3acersat 1o 1 va 1 000 npymwm
. BPEMEHHO €THOCTPAaHHO YBHCBaHE Ha JUIETO
° aJIepTUYHU PEaKIMU KaTo YPTHKAPHUS WIN TIO{yBaHEe Ha JIUIETO

MHoro peaku He:keJIaHU peakuu: Moxke Ja 3acerHart 1o 1 Ha 10 000 nymwm
) BB3MAJICHUE HA CHPCUHUSI MYCKYJ (MHOKApIUT) WK Bh3MajieHUE Ha BHHIIIHATa OOBUBKA Ha

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

C Heu3BeCcTHA YecTOTAa (OT HATMYHUTE TAHHU HEe MOXe J1a ObJIc HAallpaBeHa OLICHKA)

o TeKKa aJepruiHa peaxius
o 0OIIMPEH OTOK HA BAKCHHUPAHUSI KPaHUK

. OTOK Ha JIUIETO (MOyBaHe Ha JIUIIETO MOXeE Jla CE MOSIBU NPH MALUEHTH C AepMajieH QUIIbD)
. KOXKHA peakius, moj ¢popMara Ha YepBEHHU MEeTHA WM OOpUB MO KOXaTa, KOUTO MOXe J1a

M3TIIeXKIa KaTo ,,MHAIIeHa" WX ,,0MBOJICKO OKO* C ThMHO YepPBEH IIEHTHP, OKOJIO KOHTO MMa To-
CBETJIM YEPBEHU KPBIroBe (epUTeMa MyJITUPOPME)

. HEOOWYaHO yCelaHe 1Mo KoXKaTa, KaTo H3TPhIIBaHE WM MpaBy4YKaHe (ITapecTe3ns)
HaMaJIIBaHE Ha YCEIIaHUATa WM TyBCTBUTEIHOCTTA, 0COOCHO Ha KOXKaTa (XHUIIECTe3Hs)

° TEKKO MEHCTPYaIHO KbpPBEHE (MIOBEUETO CIIyYan M3k Ia He ca CEPUO3HH U ca C BPEMEHEH
XapaxTep)

ChobaBaHe HA HesKeJIAHU PeaKIuu

Axo Bareto fere mony4n HIKaKBU HEXEJIAHU JICKAPCTBEHU PEAKIIMH, YBEIOMETE HETOBUS JieKap,
(hapmaleBT WM MEAMIIMHCKA cecTpa. ToBa BKIIIOUBA BCHYKH Bb3MOKHHM HEONUCAHHU B Ta3H JIMCTOBKA
HEXeJIaHu peaknur. MojkeTe ChINo Ja ChOOINTE HEXKEIIaH! PEaKIIy AUPEKTHO Upe3 M3mbIHuTeIHA
areHIIMs 110 JieKapcTBaTa, yi. ,,Jlamsan I'pyes® Ne 8, 1303 Codus, ten.: +359 2 8903417, yebcaiir:
www.bda.bg. Karo cho01iiaBate He)keIaHH PeaKIiK, MOYKETE Jia 1aJeTe CBOS PHUHOC 3a MOJIyJYaBaHe
Ha moBeYe nH(OpMAIUs OTHOCHO OS30IMaCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansiBate Comirnaty JN.1

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTIa.

CJ'Ie,I[BaH_IaTa I/IH(I)OpMa]_II/IH OTHOCHO CBbXPaHCHUCTO, CPOKA HA TOAHOCT U pa60TaTa € IIp€AHa3Ha4YCHa 3a
MCIUIIMHCKHU CIICIHUAJINCTH.

He u3non3Batite ToBa JICKApCTBO CJICA CPpOKa HA TOAHOCT, oTOeNsI3aH BbPXY KapTOHCHATA OIIAaKOBKa 1
CTHUKCETA CJIC ,,FO,I[QH I[OI“. CpOK’LT Ha TOAHOCT OTroBapsd Ha MOCJICAHUA JCH OT IOCOUYCHUA MCCCII.

[a ce cpxpansBa BbB ¢pusep mpu -90 °C go -60 °C.

jla CC CbXpaHsBa B OpUTMHAIHATa OIIAaKOBKa, 3a Aa CC MPEAIasu OT CBCTIIMHA.
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Bakcunara ce momydaBa 3ampasena npu -90 °C mo -60 °C. Cnen nonmydaBaHe 3aMpa3eHaTa BaKCHHA
MOXe 1a ce cpxpansasa wi mpu -90 °C o -60 °C, wm mipu 2 °C go 8 °C.

Ennonoszosu ¢nakonu: Koraro ce cexpansasat 3ampazenu npu -90 °C no -60 °C, onakoBKHTE ¢
10 eqrOMO30BY (hiakoHA BaKCHHA MOTaT 1a ce pasmpazsr rnpu 2 °C go 8 °C 3a 2 yaca, a eqUHUIHA
(hbakoHM MOTaT J1a Ce pa3MpassT mpu craiiHa remmeparypa (10 30 °C) 3a 30 MUHYTH.

Muorono3oeu duakonu: Koraro ce chbxpanssar 3ampasenu npu -90 °C go -60 °C, ommakoBKHUTE C
10 ¢makoHa BakcruHa mMorart Aa ce pasmpasar npu 2 °C mo 8 °C 3a 6 yaca, a eTMHUYHN (IIAKOHHA MOTraT
Jla pa3MpassaT npu ctaiina temneparypa (1o 30 °C) 3a 30 MUHYTH.

Pa3mpasenu (npeau ToBa 3aMpa3senu) (iaakonu: Ciiel KaTo BeAHBK € U3BaJcH OT hpusepa,
HEOTBOPEHUSAT (PIIaKOH MOXKE /1a ce 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 chxpanenue mipu 2 °C mo 8 °C. Cnen
KaTo BeIHBXK € pa3Mpa3eHa, BAKCHHATA HE MOXKe Jla Ce 3aMpa3siBa IIOBTOPHO.

[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 1o 30 °C u s u3non3BaiiTe B paMKuTe Ha 12 gaca, KOETO BKJIIOUBa A0 6 daca
BpeMe 3a TpaHcnoptupase. M3xpbpiieTe HeU3I0JI3BaHaTa BAKCUHA.

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

He u3xBbprsiiTe nekapcTBaTa B KaHaJIU3alUATa WM KOHTEeHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamus dapmMarnieBT kak 1a U3XBBPIATE JEKapCcTBaTa, KOUTO Bede HE U3IMo3Bare. Te3n MepKH Iie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPela.

6. Chbabp:kaHue Ha OIAKOBKATA M JOINBJIHUTETHA HHpOpManus

Kaxkso cpabp:xka Comirnaty JN.1
. AxtuBHOTO BeniectBo Ha MPHK Bakcunara cperry COVID-19 (Hykieo3uiHo MoaupUIiMpana)
ce Hapu4a OpeToBaMepaH.
—  Enun enqHono3oB ¢uiakon chabpka 1 go3a 0,3 ml ¢ 10 Mukporpama OpeToBaMepaH Ha
J103a.
—  Egwa MaOTO1030B (prtakoH crabpika 6 qo3u mo 0,3 ml ¢ 10 mukporpama GperoBamepaH Ha
J03a.
. Hpyru cecTaBku:
- ((4-xunpoxcubyTturin)azanequni )ouc(xekcan-6, 1 -mumi )onc(2-xeKCUlIeKaHoar)
(ALC-0315)
- 2-[(momuerunenriukon)-2000]-N,N-nuretpanenmnaneramus (ALC-0159)
- 1,2-nmucreapoun-sn-riaurepo-3-pochoxomun (DSPC)
- XO0JIECTEPOI
- TPOMETaMOI
- TPOMETAMOJIOB XUAPOXJIOPHL
- 3axaposa
- BO/JIa 33 MH)KEKIIHH
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Kak n3raexna Comirnaty JN.1 u KakBo cbIbp:Ka ONAKOBKATA
Baxkcunara e 6uctpa a0 neko omnaiecneHTHa quctepcus (pH: 6,9-7,9), nocraBsiHa B €IMH OT 1BaTa
BU/1a (IIAKOHH:

. Ennono3oB ¢akon ¢ 1 m03a — nmpo3paueH ¢uiakoH (cThkio Tum [) 2 ml, ¢ ryMeHa 3amyInaika u
C aTlyMHHHEBa OOKaTKa 1 OTYYIBAIIO C€ CHHBO IIACTMACOBO Karade; Win
o MHorozno308 (hiakoH ¢ 6 1031 — npo3paueH ¢uakoH (cTbkiio tun ) 2 ml, ¢ rymena 3amymanka

" C AJIYMHUHHECBA oOkaTka u OTYyInBallo C€ CUHLBO IIACTMACOBO Karra4e.

Bun omakoBka ¢ erHon0308u Quiakonu: 10 ¢rmakoHa
Bun onmakoBka ¢ MHOT0/1030BH (hiakoHu: 10 dhmakoHa
He Bcuuku BUIOBE ONAKOBKK MOTaT Ja ObJaT IMyCHATH Ha Ia3apa.

IIpurexkaTesa Ha pa3pelIeHNETO 32 yHoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

tein.: +49 6131 9084-0

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

IIpousBoauren

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

3a JONBJIHKUTETHA HH(OPMALUSt OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIXKETE CE C JIOKATHHS
HPEICTaBUTEN Ha MPUTEXKATENsI Ha pa3pelIeHreTo 3a yrnorpeda:

Boarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
JlaTa Ha nmocjeqHo npepasrJie;kaane Ha JuctoBkaTta 07/2025

CKaHHpaﬁTe Koaa C MOOUIHO yCTpOP'ICTBO, 3a Jia NOJIYy4YHUTC JIMCTOBKATa Ha pa3/IMdYHU €3UIU.

URL: www.comirnatyglobal.com

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

IMocouyenaTra mo-xo1y mH(popManus e NpeTHAZHAYEHA CAMO 32 MEIUIIMHCKH CIIEIAATUCTH:
[Ipunaraiite Comirnaty JN.1 uHTpamyckyiHO KaTo eauHu4Ha 103a 0,3 ml, He3aBUCHUMO OT
MIpEeINIITHAS BaKCHHAITMOHEH cratyc 3a COVID-19.

Ha numa, xouto npeau ToBa ca 6unn BakcuHMpaHu ¢ BakcuHa cpeiry COVID-19, Comirnaty JN.1
TpsiOBa Ja ce mpuyara Haif-manko 3 Mecera cieJ nmocjenHara n1o3a Bakcuaa cperary COVID-19.
Ha nuna cbe cunmHo oTcabeHa IMyHHA CUCTEMa MOJKE J1a CE PUIIOXKAT JOIIBJIHUTEIHHU J103H.
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IIpocneaumoct
3a fa ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSIOBA SICHO JIa CE 3aI1CBaT.

Ykazanus 3a padora npeau ynorpeda
Comirnaty JN.1 Tpsi0Ba 1a ce MPUTOTBH OT METUIIMHCKH CIIEI[HAIIKCT, KATO C€ M3MOJI3Ba aceTHYHA
TEXHHUKA, 33 JIa Ce TApaHTHPa CTEPUITHOCTTA HA IIPUTOTBEHATA JAUCIIEPCHSL.

IIpoBepere ganu HIaKOHBT € ChC CHHBO MJIACTMACOBO Kanaye U Jald UMeTO Ha IIPOJYKTa e

Comirnaty JN.1 10 Mmuxporpama/no3a nH:KeKIIHOHHA qucnepcns. (1ema Ha 5 1o 11 ronunm).

AKO UMETO Ha POJIyKTa BbPXY €THKeTa Ha (h1akoHa € IPyro, MOJIsl, HalpaBeTe CrpaBKa ¢

KpaTKara XapaKTepUCTHKa Ha MPOIYKTa 33 TO3U ChCTaB.

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

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

pasmpasst. YBeperte ce, 4e (UIakoHHUTE ca HAIThJIHO Pa3Mpa3eHH Npean yrnorpeoa.

- Ennono3oBu ¢uakonu: PazmpassBanero Ha efHa onakoBka ¢ 10 eaH01030BU (uiakoHa
MOJe J]a OTHEMe 2 yaca.

- Muorono3oBu ¢uakonu: PazmpassBaHeTo Ha eqHa omakoBka ¢ 10 MHOro/1030BH (prakoHa
MOXe Jja OTHeMe 6 yaca.

Crnen mpemectBaHe Ha (prakoHHTe 3a chxpaHeHue rmpu 2 °C go 8 °C, kopurupaiire cpoka Ha

TOAHOCT BbPXY KapTOHEHATA OITAKOBKA.

HeotBopenute ¢urakonu morar aa ce cbxpansiBat A0 10 cexvuuu npu 2 °C 1o 8 °C, 6e3 na ce

MpeBHILIaBa OTIEYAaTaHUAT cpok Ha rogHocT (I'oxen no:).

BB3MosKeH e Ipyr BapuaHT, IPH KOHTO €AMHUYHU 3aMpa3eHu (IIaKOHH MOXKeE Jia ce pa3MpassT

3a 30 muHyTH pH Temrieparypa ao 30 °C.

[Ipenn ymoTpeba HEOTBOPEHUAT PIIaKOH MOXKeE JIa ce ChXpaHsBa 0 12 "aca mpu Temreparypa

1o 30 °C. C pa3mpaszeHute (1akOHU MOXKe Jia ce paboTH B YCJIOBHSI HA CTaifHa CBETIIMHA.

Ipurorssne na no3u 0,3 ml

Buumarenno pasmecerte, kato o0bpHeTe hnakonute 10 mbtu. He pasknamaiite.

[Ipenu pa3mecBaHe pa3mMpaseHaTa JUCTIEPCUs MOXKE 1a ChbprKa Oenn 10 mouTH Oemu
HETPO3pavyHu aMOP(HHH YACTHIIH.

Cren pa3mMecBaHe BaKCHHATA TPSOBA Ja MPEACTABISIBA OUCTpa 10 JIEKO OTaJIeCIICHTHA
mucriepcus 0e3 BUauMu Yactuiid. He usnoisBaiite BakcuHaTa MPU HAJTUYWE HA YaCTUIU WU
MPOMSIHA Ha I[BETA.

[IpoBepere nanu GUIakOHBT € €AHOI030B WIIM MHOTOZI030B U CIICABANTE MPUIOKUMHUTE
yKa3aHWs 3a paboTa Mmo-10ITy:

- Ennonozosu dhakonu

= Wsrernere equanyna no3a Bakcuda ot 0,3 ml.
= WzxBwprete prakoHa u ocTaHAIMS 00EM.
— MHoro030BH (hrIaKoHH
" Bcexn MEHOTO71030B (hTakoH chabpxka 6 m1o3u 1o 0,3 ml.
= Karo u3non3Bate acenTUdHa TEXHUKA, IOYHCTETE 3aITyIIaKkaTa Ha (plaKoHa ¢
TaMIIOH 32 €HOKpaTHA yIoTpeda, HAIlOSH C aHTUCETITUYCH Pa3TBOpP.
. Uzrernere 0,3 ml Comirnaty JN.1 3a nena na Bb3pact 5 10 11 rogunu.
= TpsibBa na ce M3M0/13BaT CHPUHIIOBKY W/HJIU UTJH ¢ MATbK MbPTHB

(Hen3mo3BaeM) 00eM, 3a Jla ce U3TerysT 6 1031 oT enuH ¢akoH. KomOuHanmsta
OT CIIPUHIIOBKA U UIJIa C MATBK MBPTHB 00eM TpsIOBa J]a UMa MBPTHEB 00€M He T10-
TOJISIM OT 35 MUKPOJUTpPA. AKO C€ U3IMOI3BAT CTAHAAPTHU CIIPUHIIOBKH U UTJIH,
MOJKe Jia HAMa JIOCTaTh4eH 00eM 3a M3TETJISIHE Ha IIeCcTa /1032 OT eauH (PIakoH.

. Bcesika mo3a tpsioBa na ceappixka 0,3 ml BakcuHa

= AKO KOJIMYECTBOTO Ha OCTaHajaTa BbB ()JJaKOHA BAKCHHA HE € JIOCTaThYHO 3a €IHA
wsi1a o3a 0,3 ml, u3xBbprere ¢akoHa M OCTaHAIHS 00eM.

= 3anwuiieTe ChOTBETHUTE JlaTa/dac BbpXY ¢urakoHa. M3XBEpIieTe Hen3noi3BaHarTa

BakcuHa 12 yaca ciies mbpBOTO MPOOMBAHE HA 3aImylIankaTa Ha (IaKoHa.
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HN3xBbpasine
HewnznonsBaHusT nexapcTBEH NPOAYKT WK OTHAABYHATE MaTepHANI OT Hero TpsiOBa Ja ce M3XBbPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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