JIncroBka: nndopmanus 3a norpedbuTens

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 Mukporpama)/ml mHxKeKuHOHHA AUCHePCHsT
Spikevax bivalent Original/Omicron BA.1
25 MuKporpama/25 MUKporpamMa HHKEeKIHOHHA AHCIepCcHst
Spikevax bivalent Original/Omicron BA.1
25 Mukporpama/25 MUKporpamMa HH:KeKIIHOHHA IUCIIEPCUs] B IPeIBAPUTE/IHO HAITbJIHEHA CIIPUHLOBKA
nPHK Bakcuna cpemy COVID-19
(COVID-19 mRNA Vaccine)
enasoMepan/umenasomepan (elasomeran/imelasomeran)

l To3u 1exkapcTBeH MPOAYKT MOMIEKH Ha JOMBIHUTETHO HabmoeHue. ToBa Ie Mo3Bonu ObP30TO yCTaHOBSIBAaHE HAa HOBA
nHpopmarms oTHOCHO Ge30omacHocTTa. MoskeTe Ja AaeTe CBOs MPHHOC, KaTO ChOOIHUTE BCsIKA HEXENaHa PEaKIis, KOsTO CTe
MOTy4MIH. 3a HauWHA Ha ChOOIIaBaHe HA HEXKEJIAaH! PEaKIMU BIKTE Kpast Ha ToUKa 4.

IIpoyeTreTe BHMMATEIHO LSJIATA JIMCTOBKA, IPEAH Ja MOJIYYUTe Ta3H BAKCHHA, Thil KaTO T ChAbpaka BaxHa 3a Bac

uHopmanus.

- 3amnaseTe Ta3M JTHCTOBKA. Moe Jla ce HaJIOKH Ja s TPOYETETE OTHOBO.

- AKXO MMaTe HSKaKBH JOIIBIHUTEIHH BBIIPOCH, ToNKTaliTe Bamms nekap, hapmareBT min MeIUIMHCKA cecTpa.

- AKo ToNTy4nTe HIKaKBH HEXEJTaHH pPeakuud, yBegoMmere Bamws siexap, apManeBT Wi MeJUIMHCKa cecTpa. ToBa
BKJIIOYBA BCHYKU BB3MO)KHH HEOIMCAHHU B Ta3W JIMCTOBKA HEXKEJIAaHU peakunu. Bikre Touka 4.

Kakso CbABbpPrKa Ta3u JUCTOBKA

Kakso nipezcrasisiBa Spikevax bivalent Original/Omicron BA.1 u 3a kakBo ce H3I10/13Ba

KakBo TpsiOBa 1a 3Haere, npenu aa Bu Ob1e npunokena Spikevax bivalent Original/Omicron BA.1
Kak ce mpuiara Spikevax bivalent Original/Omicron BA.1

Bb3MOXKHH HEXEJTAHN PEaKIIK

Kak na cexpansiare Spikevax bivalent Original/Omicron BA.1

ChbabpiKaHue Ha OMIAKOBKATA U JOBIHATEIHA HHDOPMAIIHS

SoOarwWNE

1. Kakso npeacrasassa Spikevax bivalent Original/Omicron BA.1 u 3a kakBo ce u3no.3Ba

Spikevax bivalent Original/Omicron BA.1 e Bakcuna, u3non3Bana 3a npenasare or COVID-19, npuunnsisad ot SARS-CoV-2.
Ts ce mpuiiara Ha Bb3paCTHH U Jelia Ha 6 ¥ MoBeue roJuHu. AKTHBHOTO BeniecTBo B Spikevax bivalent Original/Omicron BA.1 e
nadopmarmonna PHK (nPHK), koquparua 1. Hap. ,,mmmmnoB* nporerH Ha SARS-CoV-2. uPHK e Bximouena B TUnuaHu
Hanoyactuiy SM-102.

Spikevax bivalent Original/Omicron BA.1 e camo 3a nuiia, KOUTO MPEIX TOBA Ca MOIYYHIIH TOHE KyPC HA MbPBUYHA BAKCHHALUSI
cpemry COVID-19.

Twit kato Spikevax bivalent Original/Omicron BA.1 ue cpabpixa Bupyc, Ts He Moxe na Bu 3apasu ¢ COVID-19.

Kak geiicTBa BakcHHATa

Spikevax bivalent Original/Omicron BA.1 ctumynrpa ecTeCTBEHUTE 3alllUTH Ha OpraHu3Ma (MMyHHaTa ciucreMa). BakciuHara
JeficTBa, KaTo Kapa opraHu3Ma jia MPOM3BEK/Ia 3aluTa (AHTHTENA) cpelly BUpyca, koiro npuuunssa COVID-19. Spikevax
bivalent Original/Omicron BA.1 u3non3sa BemiecTBo, HapeueHo nHpopMalronHa pubonykientosa kucenuna (MPHK), 3a na
npeHece HHPOPMAIHUS, KOSITO KIETKUTE B OPraHW3Ma MOraT Jia M3M0JI3BaT 3a 00pa3yBaHe Ha IIMIIOB IPOTEHH, KOWTO CHIIO € 1
BBpXy BUpyca. Clie]] TOBa KJIETKHTE H3pab0TBAT aHTHTENA CPELLy IIUIOBHS IPOTEHH, KOUTO Ja TOMOTHAT 3a OTO'bCKBaHE Ha
Bupyca. Tosa me nomorse 3a 3amurara Bu cpermy COVID-19.

2. KakBo TpsiOBa 1a 3HaeTe, npeau a1a Bu 0b1e npuitoxkena Spikevax bivalent Original/Omicron BA.1

Bakcunata He TPsA0Ba Ja ce MpUJIara, aKko CT¢ aJIepPruyHM KbM aKTHBHOTO BELIECTBO MIIM KbM HSKOSI OT OCTAHAIUTE ChCTABKH
Ha TOBA JIEKapCTBO (M30pOeHH B TOUKA 6).

Mpexynpexaenust 1 NpeInasHu MEPKU
ToBopere ¢ Baruus jekap, hapMaleBT Wiv MeIUIMHCKA cecTpa, npeau aa Bu 0bae npunoxena Spikevax bivalent
Original/Omicron BA.1, ako:



- Ipey CTe MMaJU TeXKa, )KUBOTO-3aCTpalllaBallla aJlepruyHa peakuus cIe] HHKCKTHpaHe Ha HAKaKBa Jpyra BaKCHHA
ny ako Bu e mpunarana Spikevax (OpuUr#HaiHa) B MUHAJIOTO.

- HUMaTe MHOTO c1aba MM KOMIIpOMeTHpaHa (oTciiabeHa) IMyHHA CHCTEMa

- HSIKOTa CTe MPUIAJAIH ClIe]] HHXKSKIUS C UIiia

- nMare HapylleHHe Ha KpPhbBOCHCUPBAHETO

- MMaTe BUCOKA TEMIIEpaTypa WK TeXKa HHPEKIMSA; HO MOXKeE 11a ce BAKCHHHUPATE, aKO UMATe JIEKO MOBHIICHA
TeMnepaTypa Wiv HHGEKIHsA Ha TOPHUTE AUXaTeIHH ITbTHUIIA, TOJ00HA HA IPOCTYAa.

- MMaTe HAKAKBO CEPHO3HO 3a00JIsABaHe

- U3IUTBATE TPEBOKHOCT, CBbpP3aHa C IOCTABAHE Ha WHKCKIUU.

CrIecTByBa OBHIIEH PUCK OT MHOKapIUT (BB3NaJICHNe Ha ChPACYHIS MyCKYJI) U IEpUKapIUT (Bb3ajeHIe Ha BEHITHATA

00BHBKa Ha CHPIETO ChOOIIECHHU Clie]] BaKCHHAIHS che Spikevax (Bxk. Touka 4).

Te3u 3a001BaHUsI MOKE J]a C€ PA3BHAT IO HAKOJKO JHU CJie] BAKCHHALUATA U IPEIUMHO B pamkuTte Ha 14 nuu. Te ca

Ha0JII0JaBaHH 10-4E€CTO IIpY MO-MJIaAu MBKE U MO-4ECTO CJIE BTOpAaTa 103a, B CPAaBHECHUE C II'bpBaTa 1034.

B noseuero CJIy4au Ha MUOKapJAUT U NEPUKAPJAUT HACTHIIBA Bb3CTaAHOBSIBAHE. B nsxoun ClIydau €€ Hajlara rnoaabpikaHe ¢

WHTCH3MBHU I'PMKU U Ca HaGJ’IIOIIaBaHI/I U ClIy4au CbC CMBPTCH U3XO/.

Crnen BakcuHanus TpsiOBa fa ObIeTe OOUTENHH 3a IPU3HALY Ha MHOKapAUT U NEPUKAPANT, HAIPHMEp 3aAyX, ChpleONCHE HIH

0oJika B I'bpAUTE, U TpH6Ba He3a0aBHO J1a NOTHPCUTE JIEKapCKa IMMOMOIL, aKO TC HACTBIIAT.

AKo HKOE OT U30pOEHHTE MO-TOpe ce OTHacA 3a Bac (wm He cTe curypHu), roBopete ¢ Bamms ekap, papmaneBT wim
MEIUIMHCKA cecTpa, npeau aa Bu 6b1e npuioxena Spikevax bivalent Original/Omicron BA.1.

OfocTpsiHe Ha CHHIPOM Ha HApyIIeHAa KaMMISIPHA MPOIMYCKJINBOCT

Cpo0uIeHH ca HIKOJIKO CiTydasi Ha 000CTpsiHE Ha CHHIPOM Ha HapylleHa KanmwiipHa npomycknusocT (CHKIT) (mpuynnsBain
M3THYaHe Ha TEYHOCT OT MAJIKHTE KPHBOHOCHHU CHJI0BE (KaIlMIISIPH), KOETO BOAH 70 OBp30 MOAyBaHE Ha PBIETE U Kpakara,
BHE3AITHO MTOBHIIABAHE HA TETJIOTO H yCellaHe 3a MpUMalsiBaHe, HICKO KPBBHO HAISITAHE) CIIe/l BAKCHHAIMSA Che Spikevax
(opuruHamHa). Ako B MUHANOTO cTe nManu enm3oau Ha CHKII, roBopere ¢ nekap, npenu na Bu 6vae npunoxena Spikevax
bivalent Original/Omicron BA.1.

IIpoabKMTETHOCT HA 3alIUTATA
KakTo mpu Besika BakcuHa, TpeTara jo3a Ha Spikevax bivalent Original/Omicron BA.1 mMoske 1a He 3allUTH HAITBJIHO BCUUKH,
KOHUTO 51 MOJIy4aBaT, ¥ HE € U3BECTHO KOJIKO JIBJITO 1Iie ObeTe 3alHTCHH.

Jena
Spikevax bivalent Original/Omicron BA.1 He ce npemnopbuBa mpu [ena moj 6-roguiHa Bs3pact.

Jpyru nekapcrBa u Spikevax bivalent Original/Omicron BA.1

Tpsi6Ba 1a kaxxere Ha Baruust sekap win hapMareBT, ako pHeMaTe, HACKOPO CTe MPUEMANH HIIH € Bb3MOXKHO Jia J1a IpHeMaTe
npyru siekapcra. Spikevax bivalent Original/Omicron BA.1 Mosxe ia noBixsie Ha HAYWHA Ha JACHCTBHE HA IPYTH JICKapCTBa,
KaKTO M IPYTH JIEKApCTBa MOTAT Jla OKaKaT BIMsIHKE HA Ha4YWHa, 110 KOoiTo neiictBa Spikevax bivalent Original/Omicron BA.1.

AMyHOKOMIPOMETHPAHH JIHIA

Eduxacnocrra Ha Spikevax bivalent Original/Omicron BA.1 moxe 1a e mo-HucKa Py HIMYHOKOMITPOMETHpPAHH Jinna. B TakuBa
ciy4an Ou TpsOBAIO J1a MPOIB/DKUTE J1a Clia3BaTe PU3UYECKH MPea3Hi MEPKH, 3a JIa CIOMOTHETE 3a MPEIOTBPATSBAHETO Ha
COVID-19. OcBeH ToBa 6am3kuTe Bu KOHTaKTHH JTMTIa TpsIOBa 1a OBAAT CHOTBETHO BaKCHHUpPaHH. OOChaeTE TTOAXOISIIITE
MH/IMBU/IyalTHU NIPEMIOPBKHU ¢ Barus nekap.

BpeMeHHOCT 1 KbpMeHe

Axo cTe GpeMeHHa WIIH CMATaTe, 4e MOXe J1a cTe OpeMeHHa, oChBeTRaiiTe ce ¢ Bamus nexap, MeTUIUHCKA CECTpa WITH
¢apmareBT npeau na Bu ce mocrasu Tasu BakcuHa. Bee omre nmmcBar maHHM 3a ynoTtpebara Ha Spikevax bivalent
Original/Omicron BA.1 no Bpeme Ha 6pemenHocT. ["onemust o6em nH(pOpMAanys, MOTydeHa OT HAOMIOAEHHETO Ha OpEeMEHHH
JKEHH, BAKCHHUPaHU cbe Spikevax (OpuTrHHANHA) 10 BpeMe Ha BTOPHS M TPETHS TPHUMECTHP, HE ITOKa3Ba BAaKCHHAIMATA 14 IMa
HeOaronpusTHE epeKTH BEpXY OpeMEHHOCTTA MIIM HOBOPOAEHOTO. Makap 4e HHPOpManUsITa OTHOCHO e()eKTUTE BBPXY



OpEeMEHHOCTTa WIIM HOBOPOJEHOTO CJIe]] BAKCHHAINS 10 BpeMe Ha ITBPBHUS TPUMECTBP € OrpaHHdeHa, He ce HalJIio1aBa IOBHIIEH
PYICK OT crioHTaHeH abopT. Tl KaTo pas3nHKkaTa B ABaTa MPOAYKTa € CBbp3aHa caMo C IIMIOBHS IPOTEHH BB BAKCHHATA U HSIMa
KIIMHUYHO 3HaYMMHU pa3inky, Spikevax bivalent Original/Omicron BA.1 Moxe 1a ce n3mnosn3Ba 1o BpeMe Ha OpeMEHHOCT.

Bce omie nurncsar qanHu 3a ynorpedara Ha Spikevax bivalent Original/Omicron BA.1 1o Bpeme Ha KbpMeHe.

He ca ouaksar o6a4e eekTH BbpXy KbPMEHH HOBOPOJCHH/KbpMayeTa. JJaHHUTE OT JKeHH, KOMTO Ca KbPMHIIHU CJIe]] BAKCHHALIHS
cbe Spikevax (opurnHanHa), He TIOKa3BaT PUCK OT HEXKEJIAHU peakIUy IIPH KbPMEHN HOBOPOAeHH/KbpMaueTa. Spikevax bivalent
Original/Omicron BA.1 Mosxe 1a ce mpriiara B Iepro/ia Ha KbpMeHe.

Mo¢upane u padora ¢ MAIIMHU
He modupaiite u He paboTeTe ¢ MallIMHM, aKO HE c€ YyBCTBaTe A00pe cliesl BakcuHausATa. M34yakaiiTe, 10KaTo BCIKAKBU €(EKTH
OT BaKCHHATA OTIIYMSAT, NIPeH Aa modupaTe Win paboTHTE C MAILIMHH.

Spikevax bivalent Original/Omicron BA.1 cbabpika HaTpuii
ToBa sekapcTBO ChABPKA MO-MaJKo oT 1 mmol HaTpuii (23 mg) Ha 103a, T.€. MOXE J]a Ce KaXKe, Ye MPAKTUKTUIECKH He ChIbpiKa
HaTpHi.

3. Kak ce npuiara Spikevax bivalent Original/Omicron BA.1

Jluya na év3pacm 12 200unu u no-v3pacmuu
Jo3ara Spikevax bivalent Original/Omicron BA.1 e 0,5 mlce npunara mone 3 mMecena ciie]] OCEAHATA TPEAXOJHA 1032 BAKCHHA
cperry COVID-19.

Jleya ma év3pacm om 6 do 11 200unu
Hosara Spikevax bivalent Original/Omicron BA.1 ¢ 0,25 ml ce npunara nose 3 Mecena ciie]] mociieHara npeaxoIHa 103a
BakcuHa cpeury COVID-19.

Bammsar nexap, ¢papManeBT WM MEIUIIMHCKA CECTPA 1€ MHXKEKTHPAT BAKCHHATA B MYCKYJI (HHTPaMyCKyJTHA HEDKEKIUS) B
ropHarta 4yact Ha pbkara Bu.

Cuaen Bcsika MHXKCKIIMS Ha BaKCHHATa BammsaT nekap, hapMaieBT Wik MeTUIMHCKA cecTpa Iie Bu HabOmroaBar 3a Haif-mMaiko
15 MUHYTH 32 PU3HAIIY HA aJICPTUYHA PEaKIus.

AKO MMaTe HIKaKBH JOMBJIHUTEIHU BBIIPOCH, CBbP3aHU C yn0Tpe6aTa Ha Ta3u BaKCHHa, nonuTaiTe Barmst JICKap, (bapMaueBT
W MEIUIIMHCKA CECTpa.

Spikevax bivalent Original/Omicron BA.1 e moka3aHa camo 3a JHIa, KOUTO Be4e ca MOJTyY/IN TIOHE KypC Ha IbpBUYHA
BakcuHaus cpenry COVID-19.

3a Kypca Ha TbPBUYHA BAKCUHALMS TIPH JIMIIA HA 6 U TOBEYE FOJAMHM BHXKTE JUCTOBKaTa 3a Spikevax 0,2 mg/ml.

4. Bb3MOKHM HeKeTaHU peakIuu
KaxTo BCHYKHM JIeKapCTBa, Ta31 BaKCHHA MOXE 1a MPEIH3BUKa HEXKETaH! PEaKIH1, BEIPEKH Y€ He BCEKH T'H IOJyYaBa.

[ToThpceTe cHemHa MEIUIIMHCKA OMOII, aKO ITOJY4UTE HAKOW OT CICIHUTE NMPHU3HALY U CUMIITOMH Ha alepruvHa peaKius:
- ycelllaHe Ha NPUIIOIIaBaHe UK 3aMasHOCT;

- MIPOMEHU B ChPJCYHUS PUTHM;

- 3aIyX;

- XPHIIOBE;

- HO/IyBaHe Ha YCTHHTE, JINLIETO WM I'bPIIOTO;

- yPTHKapUsi WK OOpHB;

- rajieHe WM IOBPbBIIaHe;

- croManiHa 0oJIKa.

FOBopeTe ¢ Bammus JICKAp, aKo MOJYYUTEC HAKAKBU APYTU HEXKECIAHNU PEAKIUHU.. Te Moke 1a BKIIIOYBAT:



MHoro yectn (Moxe 1a 3acerHar nmosede oT 1 Ha 10 gymm):

- MoyBaHe/00JIe3HEHOCT B 00J1acTTa Ha ITOMHUIITHALIATA

- HaMaJIeH aneTuT (HabIioaBaHo MpH Jiena oT 6 Mecela A0 5 TOIUHN)

- pa3apasHUTENHOCT/IaY (HaOIrogaBaHo IpH Jiena oT 6 Mecena A0 5 TOIMHN)

- riaBobonue

- Oe3chHIE (HAOII0IaBaHO MPH Jea OT 6 Mecena 10 5 TOAWHH)

- rajeHe

- MOBPBIAHE

- MYyCKyJHa 00sKa, OOJIKH B CTABUTE U CKOBAaHOCT

- 00JIKa WK TTOJIyBaHe Ha MSICTOTO Ha HHXKEKTHpaHe

- 3auepBsIBaHE Ha MACTOTO HA MHKEKTHpPaHe (KOETO MOHIKOra MOXe Ja ce mosiBU mpubusutento 9 po 11 quu crnex
HWH)XEKTHPAHETO)

- ycelllaHe Ha CHIIHAa yMopa

- BTPHCaHE

- MTOBHIIICHA TEMIIEPATypa

Yecru (Moxxe na 3acerHar a0 1 va 10 aymm):

- HapHs

- o0pus,

- 0OpPHUB WK yPTUKAPHSI HA MIACTOTO HAa MHXKEKTHPaHe (HIKOU OT KOUTO MOXE [1a Ce MOABAT npudau3utenHo 9 mo 11 qun
CJIe] HHKEKTHPAHETO)

Heuectu (Moxe na 3acersat 10 1 va 100 gymm):

- cbpOeK Ha MSICTOTO HA HHXKEKTHpPaHe

- 3aMastHOCT

- 0oJka B Kopema

- HaJUrHAT, ChpOsIy 00pHB (ypTHKapHs) (KOWTO MOXeE Jia ce MOSBH OT MOMEHTA Ha HH)KEKTHPAHE | JI0 OKOJIO JIBE CEIMHUIIH

Cclle]l MH)KEKTHPAHETO)

Penxu (Moxe na 3acersar 1o 1 va 1 000 mymm)

- BpPEMEHHO YBHCBaHE Ha €IJHaTa CTpaHa Ha JHIeTo (mapanu3a Ha ben)

- MoJyBaHe Ha JuneTo (1oyBaHe Ha JIMIETO MOJXKe Ja Ce MOSIBU MPH JIMIA, KOUTO ca UMAJIM KO3METHYHYU WHXEKIHU B
JIMIETO.)

- HaMaJIeHO yCell[aHe 3a JOIMP WIIH CETHBHOCT

- HeoOMYaliHO ycelaHe Mo KoXKaTa, KaTo U3TPBIIBaHEe WM MpaBydKaHe (TTapecTe3us)

MmHoro peaku (morat fa 3acersar a0 1 Ha 10 000 gymm):
- Bwn3naneHue Ha ChbpACYHUS MYCKYJ (MHOKapAWT) WM BB3MAICHHE Ha BHHIIHATa OOBUBKA HA CHPLETO (MIEPUKAPINT),
KOETO MOJKeE Jia I0BeJie 0 3ayX, ChplieOHeHe Wi 00JIKa B I'bpJIHTE.

C HeH3BeCTHA 4ecTOTA

- TEXXKH aJlepruvHH PEaKlUH ChC 3aTPyJHEHO quIIaHe (aHahHIaKCus)

- peakiys Ha IMyHHaTa CHCTEMa — MTOBHUIIIEHA YyYBCTBUTEIHOCT MJIM HEOHOCUMOCT (CBPBHXUYBCTBUTEIIHOCT)

- KOJKHA peakiys, oz ¢popmara Ha YepBEHH METHA WK OOPUB MO KOXKaTa, KOMTO MOXKe J1a M3IJIexkKIa KaTo ,,MHIIeHa" W
,,ONBOJICKO OKO“ C ThMHO Y€pPBEH IIEHTBP, OKOJIO KOHTO UMa I0-CBETIIN YePBEHH KPbrose (epureMa MyaTudopme)

- OTOK Ha BAKCHHHUPAHUs KpaiHHUK, KOWTO 00XBalla royisMa rioll.

- TEKKO MEHCTPYAITHO KbpBeHe (TIOBEYETO ClIydar M3IJIeKAa He ca CepHO3HH U Ca C BPEMEHEH XapakTtep)

- 00pHB, NPEM3BHKAH OT BHHIIEH CTHMYJI KATO CHJIHO MOTJIX/IaHe, YecaHe MM HATHCK BbPXY Koxkara (MeXxaHHYHa
ypTUKapHs)

- HaJIMTHAT, ChpOSI 0OPHB C MPOABIDKUTEIHOCT ITOBEYE OT IIECT CeAMHIM (XPOHUYHA YPTHKAPHUS)

Cho0uiaBaHe Ha HeXKeJIAHU PeakIuH

AKO TONTy4nTe HIKaKBH HeXETaHH PeakluH, yBegomere Baius nexap, papMarieBT WM MeIUIIMHCKA CECTpa.
ToBa BKJIIOYBA BCHYKH Bb3MOKHU HEONHCAHH B Ta3M JIMCTOBKA HEXENIAHH peakini. MoxkeTe ChIIo Ja
CHOOIINTE HEXKENAH! PeakMu AupeKkTHO. KaTo choblaBaTe He)KelNaHN peakiii, MOKETe /1a Aa/ieTe CBOs
MPHHOC 32 MOJIy4aBaHe Ha IoBeue HHPOPMAIKSI OTHOCHO 0E30MacCHOCTTa Ha Ta3H BaKCHHA.

M3nbaHuTeNHa areHIus mo JIEKapcTBaTa
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5. Kak na coxpansiBare Spikevax bivalent Original/Omicron BA.1

)Ia C€ CbXpaHsiBa Ha MACTO, HEAOCTHITHO 3a ACla.

He n3nomn3paiite Ta3u BakCHHA CIIE CpOKa Ha rOAHOCT, oTOesI3aH BBPXY €TUKETA CJIE] ,,FO,I[eH Z[O“. CpOKT)T Ha roJJHOCT

OTTOBaps Ha MOCICAHUA I€H OT NOCOYCHUS MECEII.

WHbpopmarusTa 3a CbXpaHEHHE, CPOK Ha FOJHOCT U ynoTpeda 1 paboTa e onucaHa B pasJiena, NpeaHa3sHayeH 3a MEIUINHCKH

CIICHUAIUCTH B Kpas Ha JINCTOBKATA.

He H3XBLpJ’I${ﬁT€ JICKapCTBaTa B KaHaJIM3alusATa Wi B KOHTefIHepa 3a JOMAIIHU OTHaAbIH. [Mommratite Bammus (bapMaueBT Kak
Jla U3XBBPJIATE JIEKapCTBaTa, KOUTO BEYEC HE U3I10JI3BATEC. Tesn MEpPKH LI€ CIIOMOT'HAT 3a OIlla3BaHE Ha OKOJIHATa Ccpeaa.

6. Chbabp:kaHue HA OMAKOBKATA U J0NbJIHUTE]IHA HHPOPMALHUS

Kakso coabpika Spikevax bivalent Original/Omicron BA.1

Tabauna 1. CheTaB ciopea BUJa Ha ONAKOBKATa

(50 muxporpama/50 mukporpama)/ml

HHKEKIIHOHHA TUCepcus

2,5 ml

o 0,5 ml Bcsika
wiu 10 qo3u ot
0,25 ml Bcsika

MHO0ro1030B (JIaKoH
5mi

10 no3u
o 0,5 ml Bcsika
nau 20 1034 OT
0,25 ml

KosinyecTBO HAa AaKTHBHOTO BElIECTBO B OnakoBka Jo3a(u) Cobcras
1030Ba eTNHUIA
Spikevax bivalent Original/Omicron BA.1 MHoron0308 ¢uiakon | 5 mo3u Enna nosa (0,5 ml)

ChIbprKa 25 MUKporpama
ea3oMepaH u

25 mMukporpama
umenasomepan , U”PHK
BakcuHa cpeury COVID-
19 (Hyki1€03UIHO
MoauduIpaHa)
(Bxmovena B SM-102

JIUTIMTHA HAHOYACTHIIN).

Enna mo3a (0,25 ml)
cbIbpka 12,5 Mukporpama
ela3oMepaH u

12,5 mukporpama
umenasomepan, UPHK
BakcuHa cpemry COVID-
19 (nyxneo3unHo
MozaubuIHpaHa)
(Bxirouena B SM-102

JIWIUTHA HAHOYACTHIIN ).

Spikevax bivalent Original/Omicron BA.1
25 Mukporpama/25 Mukporpama
MHKEKIMOHHA TUCHEPCHs

EnHono30B ¢uakon
0,5ml

1 no3a 0,5 ml

Camo 3a
eIHOKpaTHa

ymotpeoa.

Enna po3a (0,5 ml)
ChABpPKA 25 MUKpOTrpama
ea3o0MepaH 1

25 mMukporpama

umenasomepa, uPHK
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Ko/inuecTBO HA AKTUBHOTO BElLIECTBO B OnakoBka Jo3a(u) Cobcras
71030Ba eTHHHIIA

Spikevax bivalent Original/Omicron BA.1 IpeaBapUTeNHO 1 no3a ot 0,5 ml BakcuHa cpemty COVID-
25 Mukporpama/25 mukporpama

HaIbJIHEHA 19 (Hyxi1€03uIHO
HHIKEKIMOHHA TUCIEPCHS B NIPEABAPUTEIHO Camo 3a
HAN'LJIHEHA CIIPUHIOBKA CHPHHIIOBKA Mombupana)
CIHOKpaTHA (Bximrouena B SM-102
ynorpeba. JINTIAIHA HAHOYACTHIIM).

Enazomepa e enHoBeprkHa 5’-kenupana nHpopmannonna PHK (uPHK), mpoussezieHa ¢ H3M0I3BaHETO Ha GE3KIEThYHA iN
vitrorpasckpumnims ot cbotBetHuTe JJHK-MaTpuim, koaupamu BupycHus munos (S) npotenH Ha SARS-CoV-2 (opuruHansa).

Vmenazomepan eqHoBeprkHa, 5°-kenmpana nHpopmanmonHa PHK (nPHK), mponsBenena ¢ u3non3BaHeTo Ha Oe3KIETHUHA
in vitro tpanckpumiys ot choTBetHUTE JHK-MaTpHIm, KOAUpAIH MBIHOBEPUIKEH, KOIOH-ONTHMHU3HPAH BAPUAHT ChC
crabuinmsupana konpopmarus npeau Gpysusra (K983P u VI84P) Ha mmnosust (S) riaukonporerd Ha SARS-CoV-2 (Omicron
variant BA.1).

Jpyrure cheraBku ca SM-102 (xenrranekan-9-mi 8-{(2-xuapokcuerni)[6-0kco-6-(YHICHUITOKCH )XEKCHIT|aMUHO } OKTAHOAT),
xoustectepou, 1,2-aucreapom-sn-rianko-3-dochoxomun (DSPC),

1,2- mumuprcTomI-rac-riuiepo-3-merokcunonuermwieHrnkon-2000 (PEG2000 DMG), tpoMeTamolt, TPOMETaMOJIOB
XHPOXJIOPH/I, OLIETHA KHCEIHHA, HATPUEB alleTaT TPUXHUAPAT, 3aXap03a, BOJIa 38 HHKCKIIHH.

Kak usraexaa Spikevax bivalent Original/Omicron BA.1 u kakBo CbhIbp:Ka ONAKOBKATA

Spikevax bivalent Original/Omicron BA.1 (50 muxporpama/50 mukporpama) ml MEXKEKIMOHHA TUCIEPCHUS

Spikevax bivalent Original/Omicron BA.1 e 6sua 1o mouts 6s1a AUCIIEPCHs, KOSATO CE JOCTaBsl B CTHKICH MHOT0/1030B (hJIAKOH ¢
obem 2,5 ml wim 5 ml ¢ kaydykoBa 3amymiaika i CHHBO OTYYIIBAIIO C¢ Karayue ¢ alyMHHUEBa O0KaTKa.

OnakoBka:
10 muOTOO30BH (iakoHa. Beeku ¢umakon cpabpxa 2,5 ml.
10 muOTrOmO30BH (akona. Beeku pakou chappxa 5 ml.

He Bcuukm BUIOBE OMaKOBKH MOTAaT Ja OBbJAT IMyCHATH Ha Ta3apa.

Spikevax bivalent Original/Omicron BA.1 25 muxporpama/25 MUKporpama MHXEKIIMOHHA TUCIIEPCUS

Spikevax bivalent Original/Omicron BA.1 e 6sina 1o moutn Gsiyia AUCTIEpCHsI, KOSITO CE TOCTaBs B CTHKIICH €JHOJI030B ()JIAKOH C
obem 0,5 ml, ¢ kaydykoBa 3amyIIanka ¥ CHHbO OTUYIIBAII[O CE Karade ¢ alyMHHHEBa OOKaTKa.

OmnakoBka: 10 eqHO1030BH (prrakoHa

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKporpamMa MHXEKIIMOHHA JUCIIEPCHUS B IIPEABAPUTETHO
HaIIbJIHCHA CIIPUHIIOBKA

Spikevax bivalent Original/Omicron BA.1 e 0sma 1o o4ty Gsiia AuCTiepcHs, KOSTO C€ IOCTaBs B IPESABAPUTEIIHO HAITBIHEHA
CIPHHIIOBKA (LUKJIMYEH 0JIeHHOB MOJMMeEp) C I1aBa Ha OyTanoTo u mpeanasHo kamade (6e3 urna).

Besika omakoBka CbAbpiKa 5 Ipo3pavHu 6J'II/ICTepa, BCEKHU OT KOUTO ChABPIKA 11O 2 NpeABApUTEIIHO HAITBJIHEHN CIIPUHITOBKH.
Omakoska: 10 MpeaABAPUTEIIHO HAITBJIHEHU COPUHITOBKU

IIpuTeikaTes Ha pa3pelieHHETO 32 ynoTpeda
MODERNA BIOTECH SPAIN, S.L.

C/ Julian Camarillo n° 31

28037 Madrid

Wcnanus



IIpousBoauTenu

Rovi Pharma Industrial Services, S.A.
Paseo de Europa, 50

28703. San Sebastian de los Reyes
Madrid

Hcnanus

Recipharm Monts
18 Rue de Montbazon
Monts, ®pannus 37260

Moderna Biotech Spain S.L.
C/ Julian Camarillo n° 31
28037 Madrid

Ucnanus

Rovi Pharma Industrial Services, S.A.
Calle Julian Camarillo n°35

28037 Madrid

Wcnanus

Patheon Italia S.p.a.
Viale G.B. Stucchi, 110

20900 Monza,
Uranus

Patheon Italia S.p.A.

2 Trav. SX Via Morolense 5
03013 Ferentino (FR)
Uranus

3a nombaHMTeHA HHPOPMAIHS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHUS IIPEACTABUTEN HA PUTEKATENS Ha
paspelieHreTo 3a ynorpeda.

Bovarapus
Tem: 0800 115 4477

JlaTa Ha mocJie[IHO mpepa3riexaane Ha gucroBkara 06/2024

CKaHHpaﬁTe Koaa € MOOHUITHO ychOf/'ICTBO, 3a J1a MOJIYYHUTE JIMCTOBKATAa Ha pa3sjIun4YHU €3ULIA.

(=] gt [m]

-
]
Wi nocerere URL https://www.ModernaCovid19Global.com

[TonpoOHa nHpOpManys 3a Ta3u BaKCHHA € IpeJocTaBeHa Ha yebOcaiita Ha EBporeiickara areHuus mo jekapcrsara:
https://www.ema.europa.eu.

Ta3u nmcToBKa e HanmmyHa Ha Benuky e3uny Ha EC/EUII na yeGcatita Ha EBponelickara areHys o JekapcTaara.



https://www.ema.europa.eu/

IMocouenara mo-ao0Jay HH(I)OpMaIII(Iﬂ € NpeaHasHa4YeHa caMo 32 MEAMIMHCKH CNICIUATUCTH

IIpocaenumocr

3a ;1a ce Mogpo0pH MpoCIeqUMOCTTa Ha OMOJIOTHYHUTE MEMIIMHCKH TIPOLYKTH, UIMETO M MAPTUIHUAT HOMEp Ha NMPHIIaraHus
MPOAYKT TpAOBa 1a ObAAT SICHO 3alMCaHH.

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 mukporpama)/ml ue>kekimoHnHa gucnepcust (MHOIOJI030BU
(OIAKOHHU ChC CMHBO OTYYIIBANIO CE Kamaye)

Spikevax bivalent Original/Omicron BA.1 tpsi6Ba na ce npuiara oT 00y4eH MEAULUHCKU CIICILHAIIHCT.
BakcuHara e ToToBa 3a yrnotpeba ciiex pasMpassiBaHe.
Jla He ce pa3Kialla Wik pa3pekia.

HpCZ[I/I MPUIIOKEHUEC BaKCUHATa TpH6Ba BU3YAJIHO J1a C€ Iperii€ia 3a HAJIMYMEC Ha BUAMMHA YaCTULIA U IIPOMsIHA B 1IBETA.

Spikevax bivalent Original/Omicron BA.1 e 6su1a 1o mouts Osa gucrepens. Moxe a chabpika OelH WK MOTyIpO3pavuHi
YaCTHIIM, CBBP3aHH ¢ MPOAYKTa. [la He ce mpuiara, ako BaKCHHATa € ¢ IPOMEHEH LBSIT WK ChIbPXKa APYTH HA BUI BUAUMH
JaCTHIIN.

dnakoHUTE [1a ce ChXpansaBar BbB (pusep mpu -50°C mo -15°C.

OT BceKkd MHOTO/1030B (pr1akoH Moske fa ce u3teryar net (5) wiu aecet (10) mo3u (o 0,5 ml Besika), B 3aBUCMMOCT OT paszmepa
Ha (aakoHa. OT BCeKH MHOTO/I030B ()JIAKOH, B 3aBUCHMOCT OT 00eMa Ha (iakoHa, Moxe Ja ce usreruist aecet (10) wimm 1Bagecer
(20) no3u (o 0,25 ml Besika).

XKenatenHo e Bceku MbT Aa MPOOUBATE 3aIlyIIaiKkaTa Ha Pa3INIHO MSCTO.

YBepere ce, e GprakoHBT MIMa CHHBO OTYYTIBAIIO CE Karave ¥ UMeTo Ha mpoaykTa e Spikevax bivalent Original/Omicron BA.1.
Axo (IIaKOHBT UMa CHHBO OTYYIIBAIIIO CE Karade U MMeTOoHa npoaykTa € Spikevax 0,1 mg/ml wim Spikevax bivalent

Original/Omicron BA.4-5, mosnsi, HampaBeTe CIipaBKa ¢ KpaTkaTa XapakTepHCTHKA Ha IMPOYKTa 3a TO3H ChCTaB.

Pa3mMpasere Bceku MHOTO/I030B (DJIaKOH Tpen yrnoTpeda, Kato cieapare ykaszanusata mo-aoiy (Tabmuia 2). Korato ¢yakoHbT €
pa3MpaseH B XJIQJUITHHAK, OCTABETE IO Ha CTaifHa TeMmeparypa 3a 15 MUHYTH peau MPUIOKEHHE.

Tab6auna 2. Yka3zanus 3a pa3Mpa3siBaHe Ha MHOT0/1030BH ()JIAKOHH Npeau ynoTpeda

Yka3aHus M NPOAbJLKUTEJHOCT Ha pa3Mpa3siBaHe
Temnepatypa Ha
Temneparypa Ha IpoabmxuTesn patyp
OnakoBka pasMpa3ssBaHe [poabrxuTenHocT HA
pa3mpassiBase (B OCT Ha .
(nmpu craiiHa pa3mpassiBaHe
XJATUTHUK) pa3MpassiBaHe
TemMIepaTypa)
24vacamu
MHoro10308 ¢uiakoH 2-8°C 15°C-25°C 1 gac
30 MuHYTH




YKkaszaHusa caea pasmpasseaHe

—{ HenyuxTupau dbaako '_'I CAGA HITETARHE HO MBPBATA A03CQ }—

H
MaxcHMasno speme A

XAGAMAMNK HAH CTORNG
Temnepatyps

ParmOrnt (Pt Chapdreec e

TOMNO PV Moay 7° A ACTOING MO0
HO SN AR A G QIO O BT 10
PAOKDN
M2 EIALSTE TTMCTMEDC B (DACKOM CARA 17 vaca

WsTerasiTe 8CIKa ACIC BOKCMHT OT CRACKOHT © NOMOLITA HO HOST CTEPHAKG MIAD M CNPHMHUOBKG 30 BOFO MHXELLNWS. 30 AQ NPSACTADOTHTE
NPSAQIGHETO MO HMDSKLIAOINM QranTit O SAMD AMUE HO ARYIO
A02aTa 1§ CNPHNUOBXOTS TPAGEO AC Ce HINOAINA elaGarno.

CARA KOTO PAGKONET CO NYNKTHRO 30 MITOFARNS MO MPRATA ADIO, DOKCKHNATA TPABHA AC CO KINOAISA HOIOBOTNO M AQ CO HIXBNRAN
caea 17 4aca,

BOIKS HEMINOAIBOHA BOKEHHE MAM OTNCABNEH MATEPHAA TRIGEA AC C& KIAEHPAN 8 CHOTESTCTEHE C MECTHMTE MIMCKETHR

\ HUKOIA He 3aMpa3sBAiTE NOBTOPHO PAIMPA3IEHATA BAKCHHA

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKporpama MEXEKIIMOHHA Jucrepcus (eqHON030BU (hIaKOHH)

BaxcuHara e rotoBa 3a ynorpeba ciey pazMpassiBaHe.
Jla He ce pa3KJIalla WK pa3pexaa. 3aBbpTeTe JeKo (rakoHa ciel pa3MpassBaHe U IPEAN BCIKO M3TerysiHe. Pa3Mpasere BCeKH
€/1HO/1030B (hi1akoH npean ynoTpeda, KaTo cieBaTe yKa3aHUsITa [0-10y. Beeku eqH0/1030B (IIakOH MITH KapTOHEHA OIaKOBKa,

chabpkany 10 guakoHa, MOKe J1a ce pa3MpassiBaT WK B XJIA(HIHUK, WK Ha cTaiiHa temmeparypa (Tabmuua 3).

Ta6anuna 3. MHcTpyKIHH 3a pa3Mpa3siBaHe 3a eIHOI030BH ()IAKOHH U KAaPTOHEHN ONMAKOBKH MpeIH ynoTpeda

MHcTpykuuu 3a pa3MpassiBaHe H IPOAbIKHTETHOCT
Temnepatypa Ha

TemnepaTtypa Ha
OnakoBka asmpasspane (B [poabaKUTETHOCT HA pa3mpassiBaHe IpoabrKHUTETHOCT HA

pasvp pasMpa3ssBaHe (npu craiina pa3MpassBaHe

XJIAAUTHUK)
TeMnepaTypa)

EnHomo30B ¢iakoH 2°C po 8°C 45 MunyTH 15°C no 25°C 15 mMunyTH
Kapronena 2°C nmo 8°C 1 gac 45 MuHyTH 15°C no 25°C 45 MuUHYTH
OTIaKOBKa

Axo ¢nakonuTe ce pasmpasssar npu 2°C no 8°C, ocraBere Bceku (uakoH Ha craifHa Temnepatypa (15°C no 25°C) 3a
NPUOIM3UTENHO 15 MUHYTH TIpeiy IPHIIOKEHHUE.

Spikevax bivalent Original/Omicron BA.1 25 MukporpaMa/25 MUKPOTrpaMa MHKEKIIMOHHA JUCIIEPCHS B IIPEIBAPUTEIHO
HaITbJIHEHA CIIPHUHIIOBKA

He pa3KnamaI71Te n HE pa3pe>K)1a171Te CBABPIKAHUECTO HA NMPEABAPUTECIIHO HAITbJIHEHATAa CIPUHIIOBKA.

Bcsika npeBapUTENIHO HAITbJIHEHA CIIPUHIIOBKA € MPEAHAa3HaYeH CaMo 3a eIHOKpaTHa ynoTpeba. BakcuHara ce jocras rorosa
3a ynotpeba ciej pa3MpassBaHe.

Enna (1) mo3a ot 0,5 ml Moxe ia ce MPUIIOXKHU OT BCSIKA TIPEBAPUTEITHO HAITBIHEHA CIIPHHIIOBKA.
Spikevax bivalent Original/Omicron BA.1 ce qoctaBst B ejHO1030Ba, IPEIBAPUTEIIHO HAIIBIIHEHA CIIPUHIIOBKA (03 uria),

cpabprkama 0,5 ml (25 mukporpama enasomepan u 25 Mukporpama umenazomepas) uPHK u TpsibBa a ce pasmpasu npenu
IIPUIIOXKEHHE.



ITo BpEMEC Ha CbXpaHCHUEC MPIHPIMI/I3I/Ip&ﬁTC M3JIaraHeTo Ha CTaiiHa CBETJIMHA M M30sTBaiiTe N3araHeTo Ha HpsiKa CIbHYEBA U
YITpaBHUOJIETOBA CBETIIMHA.

Pa3mMpasere Bcsika IIpeABapUTEIIHO HAITbIHEHA CIPHHIIOBKA NIPEIM YIOTpeOa, KaTo CIeABaTe HHCTPYKIMUTE HO-J0Iy.
CHpHHIIOBKUTE MOKE J]a Ce pa3MpassBar B OIMCTEPHUTE OMAKOBKH (BCEKU OJHCTEpP, ChABPIKALI 2 MPEABAPUTETHO HAITBIHCHH
CINIPUHIIOBKH) HJIHM B CaMaTa KapTOHEHa OMAKOBKa, WM B XJIJANIIHHUK, WK Ha cTaiiHa Temneparypa (Tabmuia 4). Koraro
CIIPUHLIOBKATA CE Pa3Mpasy B XJIaJUIHHK, OCTaBeTe s Ha CTaifHa TemIeparypa 3a 15 MUHYTH Ipey pUIIoKeHHE.

Tab6uuna 4. UucTpykuuu 3a pasmpassiBane 3a Spikevax bivalent Original/Omicron BA.1 npeasapureiHo HalbIHEHU
CIPUHIIOBKHU U KAPTOHEHHU ONAKOBKH NpeiH ynorpeda

HHcTpyKuuu 3a pa3MpassiBaHe H NPOIbJIKHTETHOCT
Temneparypa
Ha
OnaKosKa Temmneparypa Ha | IIpoabJKHTEHOCT pasMpassBane IIpoABbIKMTETHOCT HA
pasmpamsaﬂi (B Ha pa3Mpa3siBaHe (npu cTaiina pa3mpassiBane
xaaguiHuk) (°C) (MUHYTH) TemmepaTypa) (MHHYTH)
0
IIpenBapurento
HaITbJIHCHA 2-8 55 15-25 45
CIPHUHIIOBKA B OJHCTED
Kapronena omakoBka 2-8 155 15-25 140

YBepeTe ce, ue MIMETO Ha MPOYKTa Ha MPEIBAPUTEITHO HAITbJIHEHATA CIIPUHIIOBKA ¢ Spikevax bivalent Original/Omicron BA.1.
Axo umeTo Ha poaykTa e Spikevax 50 mukporpama i Spikevax bivalent Original/Omicron BA.4-5, Mosisi, HanpaBeTe CripaBKa
C KpaTkaTa XapaKTepHCTHKa Ha MPOAyKTa 3a Ta3u (OPMYIIHPOBKA.

Hncmpyxyuu 3a paboma ¢ npedeapumento HanviHeHume CHPUHYOBKU

. OcraBeTe BCsiKa MPEJBApUTEIHO HAITBJIHEHA CIIPHHIIOBKA Ha cTaiiHa Temmepatypa (15°C go 25°C) 3a 15 MunyTH Ipean
MIPUIIOKEHHE.

. [la He ce pa3kiama.

. [Mpenu mpuoxeHue MpeABApUTEITHO HAITBIHEHATA CIPHHIIOBKA TPSOBA J]a ce OTJea 3a HaJM4ne Ha BUIUMHI YaCTHIH U
MIPOMSHA B I[BETA.

. Spikevax bivalent Original/Omicron BA.1 e 6sma 1o mourtu Osuta mucriepeusi. Moske 1a cabpxka OeIH Wi

MOTYTIPO3pavHH YaCTHIN, CBBP3aHU ¢ IpoaykTa. He mpuiaraiite, ako BaKCHHATA € C IPOMEHEH I[BSIT MM ChIBPIKa APYTH
BUIUMH YaCTHIIH.

. Wrnnte He ca BKIIOYEHH B KAPTOHEHUTE OMAKOBKH HA MIPEABAPUTETHO HAITBIHEHUTE CIPHHIIOBKH.
. W3non3Baiite cTepuiiHa UIJia ¢ MOIXOSIT pa3Mep 3a HHTPaMYCKYJIHO HH)KeKTHpaHe (21 pa3Mep WiM Mo-THHKH UIIIH).
. KaTo nppikuTe CIpUHIIOBKATa C BbpXa HAarope, OTCTpaHeTe KalaykaTta 4pe3 3aBbpTaHe B II0COKa 00paTHa Ha

YaCOBHUKOBATA CTPEJIKA, IOKATO KamaykaTa ce 0cBo0o1u. OTcTpaHeTe Kamnavkara ¢ 0aBHO U pABHOMEPHO JIBIDKCHHE.
N36srBaiite 1a bpnare Kamavkara, J0KaTo 3aBbpTaTe.

. IMocragere urnara, KaTo s 3aBbPTHTE 110 OCOKA HA YACOBHUKOBATA CTPEJIKA, JOKATO CE 3aKpemnH J100pe BbpXy
CIPUHIIOBKATA.

. MaxHeTe KanaykaTra Ha UIJIaTa, KOraTo CTe TOTOBH 32 IPUIIOKEHHUE.

. I[Ipunoxere nsnaTa 103a HHTPaMyCKYJTHO.

. Cren pa3mpassiBaHe He 3aMpa3sBaliTe HTOBTOPHO.

UsxBbpisiHe

Heusnomn3paHusar JIEKApCTBEH NPOAYKT WU OTHAABYHUTE MAaTEpHUAIU OT HETO TpHGBa Jia C€ U3XBBPJIAT B CbOTBETCTBUEC C
MCCTHHUTC U3HUCKBAHMU.

Jlo3upoBKa M cXeMa Ha MPUI0KCHUE

Jluya na év3pacm 12 200unu u no-v3pacmuu
Iosara Spikevax bivalent Original/Omicron BA.1 e 0,5 ml, npuinoxxena moxe 3 Mecena ciiejt MocIeAHaTa MPpeaxoIHa 103a
BakcuHa cpery COVID-19.

Jeya na ev3pacm om 6 do 11 2oounu
Hosara Spikevax bivalent Original/Omicron BA.1 ¢ 0,25 ml, npunoskeHa nmoxe 3 Mecena clie]i HOCIeAHaTa MPEAXO/IHA 1032
BakcuHa cpenry COVID-19.



KaxTto npu BCHYKH HHKXEKIMOHHH BAKCHHH, BHHArH TPsi0Ba Ja Ma FOTOBHOCT 3a MOAXO/ISIIIO0 MEANIIHHCKO JICYCHHE U
HaOJII0ICHKE B ClIy4Yaii Ha aHa(UIaKTHYHA peakiys ciel npuioxenue Ha Spikevax bivalent Original/Omicron BA.1.

JIunara tpsi6Ba na 6bAAT HAOMIOJABAHH OT MEIULUHCKH CIIELHANUCT Hail-Manko 15 MUHYTH ciiel BaKCHHAIHUATA.
Hsima manH#M 3a orieHKa Ha npuinoxennero Ha Spikevax bivalent Original/Omicron BA.1 eqHOBpeMeHHO ¢ APYTH BAKCHHH.

Spikevax bivalent Original/Omicron BA.1 He TpsiGBa ia ce cMecBa B €/lHA U ChIlla CIIPUHIIOBKA C JAPYTU BAKCHHU WK
JIEKapCTBEHH TIPOYKTH.

[punoxxenue

Bakcunara Tpsi6Ba Ja ce mpuiara HHTpaMycKyJIHO. 3a IpeanoynTaHe € AeNTOBUIHUIT MyCKyJl Ha TOpHaTa 4acT Ha pbkaTa. He
MpularaiTe Ta3u BakKCHHA MHTPABEHO3HO MIIHM MOAKOXKHO.

MHno2000306u graxonu
NpuAaarane
308LRTONTE ABKD DACKOHO CASA POIMPOIABOHE W NPEAM BCAKD MITETARHE

BOKCHHATO € rOTORA 30 NPMAOXEHKME CASA PAIMPOIREaHE, He palkAauionTe U He
PO3PEXATHTE.

Mpeau HHXEKTHPOHE NPOBEPARAHTE BCAKO
AO3Q, 30 AQ!

[ norespamnTe, ve TewocTIo @ BRAG AD
| mouTH BRAQ, KOKTO 8b8 (AQKOHO, TOKO
{

¥ A CAPUHUORKATT

)

CE& YEEPITE § 0BBME HG CNPUHLOaKATA 1

BALCHROTE MOXE AQ Chabpxa
Daak an NOAYNPOINONHM ¥ICTHLLN
CBLP30HN € NDOAYKTO

AKD ADYITT € HETONHD MAM MO
OROMING 3 LASTO M ADYTH BRAMMM HaCTMLM,
HE DA OrGERTE 2aKCHsara.

Tlpeosapumento HanwIHEHU CHPUHYOBKU

W3non3BaiiTe CTEpUITHA UIITa € ITOIXOISII pa3Mep 3a HHTPaMyCKyIJHO uikektupane (21G wmun no-teHKa). Kato mppikure
CIIPUHIIOBKATA C BbPXa Harope, OTCTpaHeTe Karaykara 4pe3 3aBbpTaHe B [IOCOKa 00paTHa Ha YaCOBHMKOBATA CTPEJIKA, JJOKATO Ce
Karmagkara ocBoOoau. OTcTpaHeTe KamaykaTa ¢ 6aBHO M paBHOMEpHO JBrkeHHe. M30srBaiite na nppmaTe Kamagkara, JOKaTo
3aBbpprare. [locraBere uriara, KaTo s 3aBbPTUTE MO MOCOKA HA YACOBHUKOBATA CTPEIIKA, JOKATO CE 3aKPEeIH JoOpe BbPXY
CIIPUHLOBKaTa. MaxHeTe KaraykaTa Ha UIJIaTa, KOraTo cTe FOTOBH 3a IpuiiokeHue. [Ipuioxere 1s1aTa 103a HHTPaMyCKYJITHO.
W3xBbpIieTe cIpuHILOBKATa ciaes ynorpeba. Camo 3a efHOKpaTHa ynoTpeoa.



