MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



' To3u nekapcTBEeH NPOAYKT MOICKH Ha JOMBJIHUTEIIHO HaOoaeHe. ToBa 1i1e o3BoIH OBP30TO
YCTaHOBSIBaHE Ha HOBa HH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIHATTUCTH CEe
M3KCKBA J]a ChOOIIABAT BCSIKA MTOA03MpaHa HeKeJlaHa peakiys. 3a HaunHa Ha ChOoOIaBaHe Ha

HEXXEJTaHHW PEaKINK BIDKTE TOUKa 4.8.

1. HNME HA JIEKAPCTBEHUSA ITPOJAYKT

Spikevax 0,2 mg/ml nHXeKIIMOHHA AUCTIEPCUS
Spikevax 0,1 mg/ml uHKXEKIIMOHHA AUCTIEPCHUS
Spikevax 50 Mukporpama HHXEKIIMOHHA TUCTICPCHS B ITPEABAPUTEIHO HAITBIHCHA CIIPUHIIOBKA
uPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Taﬁ.lmua 1. KauecTBeH U KOJIMYECTBEH ChCTAB Criopel KOHIEHTPpauusaATa 1 BU/1a HA OIMaKOBKaTa

KoanuecTBo Ha | OnakoBka Ho3a(u) CbcTaB Ha 1032
AKTHBHOTO
BelIeCTBO B
1030Ba
eMHHULA
Spikevax MHoromo308 Maxkcumym 10 mo3u | Exna mosza (0,5 ml) ceappka
0,2 mg/ml ¢akoH no 0,5 ml Bcsika 100 mukporpama enazomepan
WHKEeKIHOHHA | (YEPBEHO (elasomeran), nPHK Bakcuna cpery
aucnepcust OTUyMBAIIO Ce COVID-19 (BxitoueHa B TUITAIHA
Karade) HAaHOYACTHIIN).
Maxkcumywm 20 no3u Enna no3a (0,25 ml) ceabpika
no 0,25 ml Bcsika 50 mukporpama enazomepan, ”PHK
BakcuHa cpemry COVID-19
(BK/IIOUCHA B JIMIHUHU
HAaHOYACTHIIN).
Spikevax MHoron0308 5 no3u Enna nosa (0,5 ml) ceappxka
0,1 mg/ml ¢1akoH (CHHBO no 0,5 ml Bcsika 50 mukporpama enazomepan, ”PHK
WHKEKIMOHHA | OTYYIBAILO CE BakcuHa cpemry COVID-19
aucrepcust Karade) (BKJIFOUCHA B JTUTTHIHU
HAaHOYACTHIIN).
Makcumanuo 10 mo3u | Eqna mosa (0,25 ml) ceabpika
no 0,25 ml Bcsika 25 mukporpama enazomepas, u”PHK
BakcuHa cpenry COVID-19
(BK/IIOUCHA B JIMIIHUHU
HAaHOYACTHIIN).
Spikevax [MpenBaputenno | 1 moza mo 0,5 ml Enna nosa (0,5 ml) ceappxka
50 MukporpamM | HambJIHEHa 50 mukporpama enazomepan, ”PHK
a CIIPUHITOBKA Camo 3a emHoKpatHa | BakcuHa cpeury COVID-19
HHIKEKIHOHHA ymoTpeoa. (BKJIFOUCHA B JTUTTHIHU
Aucnepcus B HaHOYaCTHLIN).
NpeIBaApPUTETHO He usnonzBaiite
HAN'BJIHEHA peaBApUTETHO




KoanuecTBo Ha | OnakoBka Ho3a(u) CbcTaB Ha 1032
AKTHBHOTO
BelleCTBO B
1030Ba
eIMHHUIA

CIPHHIIOBKA HaIlbIHEHA
CTIIPUHIIOBKA 3a
HHKEKTUPaHe Ha
4acT OT 00eM
0,25 ml.

Enazomepan e eqnoBepmkHa, 5’ -kemmpana uHpopmannonHa PHK (nPHK), mpou3ssenena ¢
W3MOJI3BaHeTO Ha Oe3kiIeThuHa iN Vitro Tpanckpumnius ot choTBeTHUTE JJHK-MaTpuiu, koaupariu
BupycHus mumoB (S) nporend Ha SARS-CoV-2 (opurunaniza).

3a IIBJIHUS CHOUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
MuxexkmonHa aucnepcus

Bbsuta no nouru 6sna gucniepeus (pH: 7,0-8,0).

4, KJIMHWUYHU JAHHU
4.1 TepaneBTHYHHU MOKAZAHUS

Spikevax e mokasana 3a akTUBHa UMyHu3aus 3a npesenuns Ha COVID-19, npuunHen ot
SARS-CoV-2, npu nuna Ha 6 1 oBede Mecela.

Ynorpebara Ha Ta3u BakCUHA TPAOBA Ja ObJIc B CbOTBETCTBHE C OPHUIMATHUTE MPETOPHKH.

4.2 Jlo3upoBKa M HAYUH HA MPHJIOKEHHE

Jlo3upoBka

Bwxrte Tabnwuma 2 3a 703upoBKa CTIIOPE pa3IUIHATE KOHIICHTpaIuy Ha Spikevax u Tuma BakCHHAIIHS.

Ta6auna 2. lo3upoBka Ha Spikevax 3a mbpBHYHA cepusi HA BAKCMHAIINSA, 32 BAKCHHAIMA €
TpeTa /1032 NPH Te;KKO MMYHOKOMIIPOMETHPAHY JINIA U 32 OycTep 1034

KonuyectBo Bun Bn3pact Ho3a IIpenopbkn
HA aKTUBHOTO | BAKCHHAIUS
BelIeCTBO B
J030Ba
eIMHHIA
Spikevax [IbpBuuHa cepus | Jluna Ha 2 (nBe) no3u (0,5 ml
[IpenopbuBa ce
0,2.mg/ml BB3pacT BCSIKa, ChABpPIKAIIA
BTOpara /03a Ja ce
HHKeKIIHOHHA 12 roguan 100 mukporpama
MIPIIIOKU 28 THH
aucnepcust 1 TI0- nPHK)
Bb3paACTHN Clle/l TbpBaTa 103a
(Bx. Touku 4.4 u
5.1).
Heua Ha 2 (nBe) no3u (0,25 ml

BB3PacCT OT BCSKa4, CbAbpiKallla




KonunuyectBo Bun Bn3pact Ho3a IIpenopbkn
HA AKTHBHOTO | BAKCHHAIUA
BelIeCTBO B
1030Ba
eIMHUIA
6 roguH" 50 mukporpama uPHK,
bi (o) KOETO € MIOJIOBUHATA OT
11 roguan J103aTa 3a IbpPBUYHATA
BaKCHHAIIMSA 3a JINIA Ha
12 v moBe4Ye TOIMHN)
Tpera nozanpu | Jluma Ha 1 (eana) mo3za 0,5 ml,
TEXKKO BB3pacT ChIbpIKAIIa
umyHokomnpome | 12 roguau | 100 mukporpama
THPAHU JIMLA U I10- uPHK Tperta no3a Mmoxe 1a
BBH3PACTHH ce MPHUJIOKH Haii-
MaJko 28 IHU clef
Hena Ha 1 (exma) moza 0,25 ml, | Bropara no3a (Bx.
BB3pPACT OT | ChIBpXKAIa Touka 4.4).
6 roguHu 50 mukporpama nPHK
bi(s)
11 roguan
Bycrep noza Jluna Ha 1 (enna) mo3a 0,25 ml, | Spikevax moxe na
BB3pacT ChIbpIKalla Cce M3M0JI3Ba 32
12 romuuan | 50 muxporpama uPHK | moacunBane Ha
U 110- UMYHHHS OTTOBOP
BBH3PACTHH NpY JIMTA Ha
BB3pacT 12 u
noBeYe TOANHH,
KOHTO ca TMOJIyYrIn
bPBUYHA CEPHUS
cwe Spikevax wimn
IbPBUYHA CEpUS,
CBCTOSIIIA CE OT
npyra u”PHK
BaKCHHA WIN
aJICHOBHPYCHA
BEKTOpPHA BAaKCUHA,
Hal-MaJko
3 Mecena cren
3aBbpILIBaHE Ha
IbPBUYHATA CEPHS
(Bx. TOouka 5.1).
Spikevax [IbpBuuHa Jena Ha 2 (maBe) mo3u (0,5 ml
0,1.mg/ml cepusat™ BB3PACT OT | BCAKA, ChIbPIKaIla
HHKEeKIMOHHA 6 1o 50 mukporpama uPHK | Ilpenopbusa ce
AMCIIepCcHs U 11 roguaM | BCSKA) BTOpATa [103a J1a ce
Spikevax TIPIITIOKY 28 THH
50 Mmukporpam ciel nppBaTa 103a
a Heua Ha 2 (nBe) nosu (0,25 ml (Bk. Touku 4.4 u
MHKEKIHOHHA BB3pacT OT | BCSKA, ChAbPIKAIIA 5.1).
AMCHepenst B 6 mecerna no | 25 mukporpama uPHK
IIpeBAPUTETH 5 roguan BCsKa, KOETO €

IIOJIOBHMHATA OT J03aTra




KoanuecTBo
HAa aKTHBHOTO
BeIlECTBO B
J1030Ba
eMHUIIA

Bun
BAKCHHAIINA

Bn3pact

Ho3za

IIpenopbkn

0 HA'bJIHEHA
CIIPUHIOBKA™

3a IbpBUYHA CEpHUs 3a
Jieria Ha Bb3pacT oT 6
1o 11 roguan)*

Tpera mozampu | Jlema Ha 1 (exma) mosza 0,5 ml,
TEXKKO BB3pacT OT | ChIbprKalia
MMYHOKOMIIpOME | 6 110 50 muxporpama nPHK | Tpera mo3a moxe na
TUpaHu Junat 11 rogunu ce TIPUIIOXKH Haii-
MaJko 28 IHU clef
JHemna Ha 1 (exma) moza 0,25 ml, | Bropara m03a (Bx.
BB3pPACT OT | ChIBpXKAIIa Touku 4.4 u 5.1).
6 mecena 10 | 25 MuKporpama
5 rogunu uPHK*
Bycrep moza Jluma Ha 1 (exma) mosza 0,5 ml, Spikevax moxe ga
BB3pacT ChIBpXKaIIa Cce M3IO0JI3Ba 3a
12 roguan | 50 mukporpama uPHK | moacunBane Ha
Y T0- UMYHHHS OTTOBOP
BBH3PaCTHH Y JIMIA HA
BB3pacT 6 u mopeue
TO/IMHH, KOUTO ca
Jlena Ha Oy YHITH
BB3pACT OT 1 (exna) mo3a 0,25 ml, | nepeu4Ha cepus
6 10 ChIbprKalla cbe Spikevax unu
11 roguan | 29 MHKporpama I'bPBUYHA CEpU,
uPHK* CBCTOSIIIA CE OT

npyra uPHK
BaKCHHA WIH
aJICHOBUPYCHA
BEKTOpPHA BaKCHHA,
Hal-MaJjKo

3 Mecera cien
3aBBpIIIBaHE HA
IbpBAYHATA CEPHUS
(Bx. Touka 5.1).

* Jla He ce M3MOoII3Ba MPEeIBAPUTEITHO HAITBITHEHA CITPUHIIOBKA 32 MH)KEKTHPAHE Ha 4acT OT 00eM

0,25 ml.

1 3a mppBUYHKTE cepHHM 3a JINIIA HA BB3pacT 12 U moBeue TOAMHY TPsIOBa Ja ce M3MO03Ba (IIAKOH ¢
KOHIICHTpalus Ha BakcuHaTa 0,2 mg/ml.
13a Tpeta 1032 pU TEKKO UMYHOKOMIIPOMETHPAHH JIMIIA Ha BH3pacT 12 U moBeue roJuHU TPsAOBa 1a
ce u3noa3Ba GiakoH ¢ konueHTpanusa 0,2 mg/ml.

Heouampuuna nonynayus
BbesomacHoctTa 1 ehukacHoCcTTa Ha Spikevax mpu jena Ha Bb3pacT moj 6 Mecela Bce OIle He ca
ycTaHOBeHHU. JIUmcBar JaHHU.

Cmapuecka 6v3pacm
He ce nanara kopurupase Ha Jj03ata IpH JIMIA B CTApYeCcKa Bb3pacT >65 roJIHu.




HauuH Ha npuiioxxeHue

Bakcunata TpsiOBa Aa ce mpuiara HHTpaMyCKyJHO. 3a MpeanovrnTaHe B IEITOUIHNS MYCKYIl B
ropHaTa yacT Ha pbKaTa WM B aHTepoJiaTepajiHaTa yacT Ha OeIpoTo MpH KbpMadeTa U MaJIKu Jela.

He npunaraiite Ta3u BakcHHa HHTPABACKYJIapHO, MOJKOKHO WIIM HHTPAAEPMAITHO.

Baxkcunara He Tpsi6Ba ja ce cMecBa B €JHa U ChIl[a CIIPHHIIOBKA C APYTH BAaKCHHH WIIH JIEKAPCTBEHU
IIPOYKTH.

3a mpenrnasHuTe MEPKU, KOUTO TPSAOBA Jja OBAT B3E€TH MPEIH MPUIIOKHUE Ha BAKCUHATA, BUKTE
Touka 4.4.

3a yKa3aHHs OTHOCHO pa3Mpa3sBaHETO, padoTaTa ChC M U3XBHPISHETO HA BAKCHHATA BIDKTE TOUKA 6.0,
4.3 IIpoTHBONOKA3aHUS

CBp'I)X'-IyBCTBI/ITeJIHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

4.4  CpeuuajHu npeaynpe:kaeHUs! U NpedNa3sHu MepPKH NPH ynoTpeda

IIpocnenumoct

3a fma ce moIo0pH MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U TAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPSIOBA SICHO J1a CE 3aIrCBarT.

CBD’BXHVBCTBI/ITCHHOCT )41 aHa(b HJIIaAKCHA

Wma cpoOiuenns 3a anadumakcus mpu Jmia, nonyymwm Spikevax. Bunaru tpsoBa na nma Ha
Ppa3nojoKeHue MOIXOAAII0 MEAULIMHCKO JIeUeHHE U HaOMI0[eHUE B CiTydail Ha aHapUIaKTHIHA
peaxius ciesl IPUIOXKEHNE Ha BaKCHHATA.

[IpenopbuBa ce BHUMATEITHO HAOIIO/ICHUE B MTPOIBIDKCHUE Ha Hal-Mallko 15 MUHYTH ciief
BakcuHaruaATa. [locneaBamm 1031 Ha BaKCHHATA HE TPsiOBa J1a ce Ipujiarat Ha JIMia, KOUTO ca

oIy IHIM aHa(uIaKCcHs TIpH IThpBaTa q03a Spikevax.

MI/IOKaDZ[I/IT U ICPHUKApaAUT

C’LH_ICCTBYBS. TMOBHUIIICH PUCK OT MUOKAPAUT U ICPUKAPAUT CJIC] BaAKCUHALIUA CHC Spikevax.

Te3u 3a00JsIBAaHUST MOXKE JIa CE PA3BHSAT JI0 HAKOIIKO JTHH CJIC]] BAKCUHAIIMATA U HACTHITBAT MTPEMMHO
B pamkute Ha 14 qau. Te ca Habmr01aBaHM MMO-YECTO MPHU MO-MJIAIH MBXKE U TT0-4ECTO CJIeI BTopaTa
J103a, B CPaBHEHHUE C ITbpBara 1032 (BX. Touka 4.8).

Hanmuaure JaHHU ITOKa3BaT, Y€ B IIOBCYETO CiIydau HACThIIBa Bb3CTAHOBABAHEC. B Hakou ciIydau ce
HaJiara nmnoagabp:KaHE€ ¢ MHTCH3UBHU I'PUIKU U Ca Ha6J'IIO)_'[aBaHI/I U ClIy4au C JICTAJICH U3XO0[.

MenuIHCKATE CIICTIHAMCTH TPIOBa Ja ObJaT OMUTENHU 32 MPU3HALUTE U CHMITOMHTE Ha
MHUOKapIuT U epuKapAnT. BakcuHupanure nuna TpsAOBa Aa ObAaT MHCTPYKTHPAHU 1a TIOTHPCAT
He3a0aBHO MEIUIMHCKA TIOMOII, aKO Pa3BUAT CUMITOMH, IIOKA3aTEITHH 32 MHOKapAUT MU
MEPUKAPANT KaTo (0CTpa U MPOABIDKUTENHA) O0JIKa B I'bPANTE, 3a4yX WIH MANMUTAIIH CIe
BaKCHHALIUATA.

MeaunuHCKHTE CIeUAINCTH TPSAOBA J1a Ce KOHCYJITHPAT C MPETOPHKUTE U/UITN CIIEHUATUCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIsIBaHe.



Peakinu, cCBbpP3aHU C TPEBOKHOCT

B®B Bpb3Kka ¢ BAKCHHAIMATA € BB3MOXKHO JIa CE MOJyYaT Peakilii, CBbP3aHu C TPEBOKHOCT,
BKJTIOUHTEITHO Ba30BarajHU PEAKIUU (CHHKOI ), XUTICPBCHTHIIAIUS UITH PEAKIIUH, CBBP3aHH ChC
CTpeca, KaTo IICHXOTEHEH OTTOBOP KbM HHXXEKTHPAHETO ¢ uriia. BaxkHo € /1a ce B3eMar npena3Hu
MEpKH, 32 J]a ce MPEJIOTBPATH HAapaHsBaHE OT MpHUTIaaHe.

CpopreTBaiio 3ab0ssBaHe

Bakcunanusra TpsiOBa 1a ce OTJIOKH NPH JIMIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHEe
i octpa uHpekims. Hanmnurero Ha neka nH(OEKIHS W/WIH JICKO MOBUIIIEHA TEMIIEpaTypa He TpsiOBa
1a 3a0aBsT BAKCUHALMSTA.

TDOM6OI_II/ITOH€HI/I$I " HApYHICHWA Ha KPbBOCHCHPBAHETO

KaxTo nmpu apyru H”HTpaMyCKyJITHH WH)KEKITHH, BakCHHAaTa Tps0Ba Jja ce mpuiara ¢ MOBHUIIEHO
BHUMAaHUE MIPH JIUIIA, TOTyYaBaIlld aHTUKOATYJTaHTHA TSPaIUs WM JIUIA C TPOMOOITUTOTICHUS HITU
KaKBOTO ¥ Jla € HapylIeHHe Ha KPhbBOCHCUPBAHETO (HAPUMEP XeMO(WITHS), Thil KATO MPU TE3H JIUIA
MOJKE /Ia C€ TOTYYH KbpBEHE WM 00pa3yBaHe Ha CHHUHU CJI€]] HHTPAMYCKYJIHOTO TPUIIOKEHHUE.

O60CTD$IHC Ha CHHAPOM Ha HApYIHICHA KalTWIAPHA NPONMYCKIMBOCT

Ch0oO011IeHH ca HAKOJKO CITydasi Ha 000CTpSHE Ha CHHAPOM Ha HapyIIeHa KaWIsSpHa MPOITYCKIHBOCT
(CHKII) npe3 mbpBUTE THU Clie]] BAKCHHAIUSA Che Spikevax. MeTUIIMHCKUTE CIICHUATUCTH TPAOBA 1a
ca HascHO ¢ npu3HanuTte U cumnTomute Ha CHKII, 3a 1a MoXe He3a0aBHO /1a pa3mo3HasAT U J1a
JeKyBat cheTossHIETO. [lpn mura ¢ anamuesa 3a CHKII muranupaneTo Ha BakCHHAITUATA TPsIOBa 1a ce
HaIpaBu CbBMECTHO ChC ChOTBETHUTE MEIUIIMHCKU €KCIIEPTH.

IMyHOKOMIIDOMETHPAHHU JIUIIA

EdukacHocTTa Ha BakCHHATA HE € OIICHEHA NMPU KMYHOKOMIIPOMETHPAHU JIUIA, BKIFOYNTEITHO TAaKUBA,
KOUTO TIOJTy4aBaT UMyHOCYTIPECHBHA TEPANHUSI U MOXKe Jja Ob/1e Mo-HUCKA.

IIpenopbkara ga ce OOMUCITN IPUIIOKESHHUE HA TPETA JI03a MPH TEKKO UMYyHOKOMIIPOMETHPAHH JIHIIA
(Bx. Touka 4.2) ce 0OCHOBaBa Ha OTPAHMYCHU CEPOJIOTUIHH JAHHU TIPH JIUIA, KOUTO ca

MMYHOKOMIIPOMETHPAHH CJIe]] TPAHCTUIAHTAIKS Ha CONMICH OpTaH.

HDOI[’BJ'DKI/ITCJ'IHOCT Ha 3aluTara

HpOI[’LJ'DKI/ITeJ'IHOCTTa Ha ocurypsABaHaTa OT BaKCHHATA 3allliTa HC € U3BCCTHA, TBH KaTo TS BCE omie ce
OMpeaAciid B TCKYIIH KIIMHUYHA MTPOYYBAHUS.

OrpaHnnyeHus OTHOCHO €(PEKTMBHOCTTA HA BAKCHHATA

Jlnmara Moxke 1a He OBbAT HAITBIHO 3alIUTEHU 10 14-us IeH ciel mocTaBsiHe Ha BToparta jo3a. Kakro
NPY BCHYKW BaKCHHU, BAKCHHALIUATA Che Spikevax MoKe Ja He OCUTYpPH 3alllUTa Ha BCUYKH
PEIMINEeHTH Ha BaKCHHATA.

ITomonTHM BeniecTBa ¢ M3BECTHO ACHCTBUE

Hampuii
To3u neKkapcTBEH NPOAYKT ChIbprka Mo-Maako oT 1 mmol HaTpuii (23 mg) Ha 1033, T.€. MOXKE J1a Ce
Kaxke, 4e TPAKTHYECKH HE ChJIbPKa HATPHH.



4.5 B3zauMmoneiicTBHe ¢ IPYrH JeKAPCTBEHH MPOAYKTH H APYrd (JOpMHU HA B3auMo/ielicTBHE

Bucoka /1032 4eTHpUBaJICHTHA MPOTHBOTPUITHA BAKCHHA MOXKE J1a CE MpHUIara ¢IHOBPEMEHHO ChC
Spikevax.

4.6 @epTuauTeT, GPEMEHHOCT U KbPMEHe

BpemenHoct

TonsiM 06eM OT TaHHH, TIOTYUCHH OT HAOIIOICHUETO Ha OPEMEHHU JKEHH, BAKCHHUPAHH ¢he Spikevax
M0 BPEME Ha BTOPHS U TPETHUS TPUMECTHP, HE TOKA3Ba YBEIHUABAHE HA CITyYaUTe HA HEXKETAH U3XO0.T
Ha OpeMeHHOCTTa. Makap ue JaHHUTE 3a U3X0J1 Ha OPEMEHHOCTTA Cie]] BAKCHHAIIWS 110 BpeMe Ha
BPBUS] TPUMECTHP MOHACTOSIIEM Ca OTPAHUYCHH, HE ce HaOJII01aBa MOBUIIICH PUCK OT CIIOHTAHCH
abopr. [IpoyuBanusTa MPH )KUBOTHU HE TIOKA3BAT MPEKH UM HEMPEKH BPeIHHU e(EKTH, CBBP3aHU C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAKIAHETO WK MOCTHATAIIHOTO Pa3BUTHE (BIK.
touka 5.3). Spikevax Moxe J1a ce mpujiara 1o BpeMe Ha OpEMEHHOCT.

Kspmene
He ca ovakBat eexTr mpu KbPMEHU HOBOPOCHH/KbpMaUeTa, Thil KATO CUCTEMHATa SKCIIO3UITUS Ha
KbpMaukara Ha Spikevax ¢ He3HauuTenHa. [laHHM OT HAOIIOJCHHUSI TIPH KEHU, KOUTO KBPMSAT CIIC]

BaKCHHAIIUS, HE TI0Ka3BaT PHCK OT HEXKeJIaHW eeKTH MPU KbPMEHU HOBOPOJICHN/KbpMayveTa.
Spikevax Moxke Aa ce mpuiara B mepuoja Ha KbpMEHe.

DepTunuTer

[IpoyuBanus py >KUBOTHH HE IMOKAa3BaT MPEKU WM HENPEKU BpeAHU €(PEeKTH, CBbP3aHH C
PEeNpOaYKTHBHA TOKCHYHOCT (BX. TOUKa 5.3).

4.7 EdexTu BBpXy cioco0HOCTTA 32 IopupaHe U padoTa ¢ MALIUHA

Spikevax He MOBJIKSABA WM MOBJIMABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a moHupaHe 1 padboTa ¢
MamuHU. Hakown ot eq)eKTI/ITe, IIOCOYCHHU B TOUYKA 48, MOXE€ BCEC ITaK BPEMCHHO Jia ITOBJIUAAT HaA
CHoCOOHOCTTA 32 mopupaHe WiK padoTa ¢ MaLIUHU.

4.8 Hexenanm JiekapcTBeHH peaKuu

O0600611eHMe Ha npodiia Ha OE30IIaCHOCT

Bwspacmnu

BesonacnoctTa Ha Spikevaxe oneHeHa B TEKYILO PaHAOMHU3UPAHO, I1a1e00-KOHTPOIUPAHO,
3aCJICTICHO 3a HaOroaaTens KInHuIHo mpoyuBane Paza 3, mposexkaamio ce B CAIL, BkmouBario

30 351 yyacTHuIM Ha BB3pacT 18 M MoBeue roJAMHU, KOUTO ca MOIYYHId MIOHE €Ha 103a oT Spikevax
(n=15 185) wnu mmane6o (n=15 166) (NCT04470427). [1o BpemMeTO Ha BAKCUHAIMATA, CpEIHATA
BB3pACT Ha TomynanuaTa € 52 roguau (auamna3on ot 18 mo 95); 22 831 (75,2%) oT yJacTHUITUTE ca Ha
BB3pacT oT 18 10 64 roguan u 7 520 (24,8%) OT ydacTHUITUTE ca Ha BB3pacT 65 1 IoBede TOIUHH.

Haii-yecto cpobiaBaHnTe HEXKENAaHU peakury ca 00Jika Ha MACTOTO Ha UHKeKTHpane (92%), ymopa
(70%), rmaBobonue (64,7%), muanrus (61,5%), aprpairus (46,4%), Brpucane (45,4%),
razeHe/noBpbiane (23%), akcunapuo noxysane/6onezneroct (19,8%), moBuieHa TemiepaTtypa
(15,5%), momysane (14,7%) u 3auepssiBane (10%) Ha MsAcTOTO Ha MHXKEeKTHpaHe. Hexxenanure
peaKiuy OOMKHOBEHO ca JIEKU MJIM YMEPEHH 110 HHTCH3UTET U OT3BY4YaBaT B pAMKUTE Ha HAKOJKO JTHH
cJie]] BaKCHHAINUsATa. MaJKo NO-HHUCKa YeCTOTa Ha ChOUTHS Ha PEaKTOreHHOCT CE€ CBBP3Ba C MO-TOJIsIMa
BB3PACT.

Karo IAJI0 HAKOMW HEXKEJIaHN PEAKIUHN CE CPEHIAT MMO-4E€CTO B MMO-MJIAAUTE Bb3PaCTOBU I'PYIIN:
YCCTOTAaTa HAa aKCHUIIApHO HOHyBaHC/6OJ’Ie3HeHOCT, yMmopa, FJ'IaBOGOJ'II/Ie, MUaJrus, apTpairusd,



BTPHCaHe, raJicHe/IOBPBIIAHEe U MOBHUIIICHA TEMIIepaTypa € I0-BUCOKa IIPY Xopa Ha Bb3pact ot 18 10
<65 TOAMHM, OTKOJIKOTO IIPH T3 HA BB3pacT 65 1 mosede roauHu. I1o-gecTo ce choOIaBaT JIOKaTHH
Y CUCTEMHU HEXEJIaH! PeaKIUu CJIe] 103a 2 OTKOJIKOTO cien A03a 1.

FOnowu na ev3pacm om 12 0o 17 2oounu

JlanHu 3a 6e30macHOCT Ha Spikevax IpH IOHOIIN ca ChOPaHU B €IHO TEKYILO PaHIOMHU3UPAHO,
1a11e00-KOHTPOJIMPAHO, 3aCIICTICHO 32 HaOIIoIaTeNs KIMHUYHO poyyuBaHe (asa 2/3 ¢ HAKOIKO
yactu, poBexaamo ce B CALLL. [TppBarta yacT Ha mpoyyBaHETO BKJIOYBA 3 726 y4yaCTHHIIM Ha
BB3pacT oT 12 710 17 roauHu, KOUTO ca MOJIY4HIU ToHe eHa 103a Spikevax (n=2 486) wiu miaie6o
(n=1240) (NCT04649151). [lemorpadckute XapakTepHUCTHKHA HAa YYACTHUIIUTE, KOUTO Ca MOy IUIN
Spikevax, ca GuH CXOHH C Te3U HA YYaCTHULIUTE, KOUTO Ca MOIYYHIIH Iane6o.

Haii-uecTute HexxenaHu peakIuy P FOHOIIH HA BB3pacT oT 12 mo 17 rogunu ca Omnm 6onka Ha
MACTOTO Ha nHXkekTupane (97%), rmaBodomnue (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
aKcuaapHo moayBaHe/0osie3neHocT (35%), aprpanrus (35% ), ranene/nospbinane (29%), mogysaHe
Ha MCTOTO Ha MHXeKTupaHe (28%), eputeM Ha MACTOTO Ha MHXKeKTUpaHe (26%) U MoBHUIIIeHA
temmeparypa (14%).

ToBa npoyuBaHe € MPEeMHHAIO KbM OTKPUTO TpoyuBaHe (aza 2/3, B koero 1 346 yuacTHUIM Ha
Bb3pact ot 12 10 17 rogunu ca monyuuian Oycrep mo3a Spikevax maii-manko 5 Meceria cie/ Bropara
J103a OT MbpBUYHATa cepus. He ca Omim ycraHOBeHH JOMBIIHUTEIHN HEXKENAHN PEAKIIUU B OTKpUTATa
4acT Ha MPOYYBAHETO.

Heya na ev3pacm om 6 2oounu 0o 11 200unu

JlanHu 3a 6e3omacHOCT Ha Spikevax mpw Jiera ca CbOpaHu B €IHO TEKYIIO paHIOMHU3HUPAHO,
3aCJICTICHO 3a HAOJI0aTelIs, KIMHUYHO poyuBaHe (asa 2/3 B nBe yactH, nmposexaaiio ce B CAIll u
Kanama (NCT04796896). Uact 1 e otkpuTa (hasa Ha mpoydBaHeTO 3a 0€30IaCHOCT, U300p Ha /1032 U
MMYHOTE€HHOCT U € BKiIrouBasia 380 yyacTHUIM Ha Bb3pacT oT 6 roauHu Ao 11 rogunu, kouro ca
noxyuniu none 1 mo3a (0,25 ml) Spikevax. Hacr 2 e muanebo-koHTponupanata a3a 3a 6€30MacHOCT
u e BkitouBana 4 016 yyacTHuIM Ha BB3pacT OT 6 roauHu A0 11 ronuHu, KOUTO ca NOJIy4YHIIU IIOHE
exna no3a (0,25 ml) Spikevax (n=3 012) nnm urane6o (n=1 004). Yuactaumm ot Yact 1 He ca
yuactBanu B Hact 2. Jlemorpadckute XapakTepUCTHKH Ha YYACTHUIUTE, KOUTO Ca MOTYYUIIN
Spikevax, ca Onin CXOIHH C TE3W HA YYACTHHUIIUTE, KOUTO Ca TIOYYHIIH T1areoo.

Haii-uecTute HexenaHU peakiuy MPU YYaCTHUIU HA BB3pacT OT 6 roguHu 110 11 rogunu cien
MIPUJIOKEHUE Ha ITbPBUYHATA CEPUsS HA BaKCHHAIUA (B YacT 2) ca Omnu 0oJika Ha MsCTOTO Ha
nmxextupane (98,4%), ymopa (73,1%), rmaBobonue (62,1%), muanrus (35,3%), Brpucane (34,6%),
rajsiene/moBpwinane (29,3%), akcunapHo moyBaHe/0onezneHocT (27,0%), moBHIIeHa TeMIiepaTypa
(25,7%), eputeM Ha MACTOTO Ha uHkekTHpaHe (24,0%), moayBaHe Ha MIACTOTO Ha MH)KCKTHPaHE
(22,3%) n aptpanrus (21,3%).

[IpoTokOIBT Ha MPOYYBAHETO € U3MEHEH, 32 Jla BKJIIOYM OTKpHTa (a3za ¢ OycTep 1032, KOSTO BKIIOUBA
1 294 yyactHuim Ha Bb3pact oT 6 10 11 rogunu, kouTo ca nmony4mnu Oycrep no3a Spikevax naii-
MaJKko 6 Mecemna ciel BTopaTa f03a OT ITbpBUYHATa cepusl. B oTkpuTaTa 9acT Ha IpoydYBaHETO HE ca
OWIIM yCTAaHOBEHH JOMBIIHUTEIIHU HEXKEJIaH! PEaKIHH.

leya na sv3pacm om 6 meceya 0o 5 200uHu

EnHo Teky1o paHaoMH3HpaHo, I1aled0-KOHTPOIUPAHO, 3aCIICIICHO 3a HA0I0aTeNs IpOoyYBaHe
(haza 2/3 3a oneHka Ha 0€30MACHOCTTA, MOHOCHMOCTTA, PEAKTOTCHHOCTTA U e(h)UKACHOCTTA Ha
Spikevax ce mposekaa B CrenqunenuTe math u Kanaga. Tosa npoyusane BkarouBa 10 390 yuactHumm
Ha BB3pacT oT 6 Meceria 10 11 roanHu, KOMTO ca MONyUYHIN Hail-Manko exHa qo3a Spikevax (n=7 798)
win mwiane6o (N=2 592).

B npoy4BaHeTo ca BKIIOYEHH Jela OT 3 Bb3pacTOBU IPyIU: OoT 6 roguuu 10 11 roauHu, OT 2 TOAMHU
10 5 roauHu 1 oT 6 Mecena 1o 23 Mecena. B ToBa nemuatpryHO poydBaHe ca BKIIOYCHH
6 388 yyacTHHIIM Ha BB3PACT OT 6 Mecena 10 5 rofiMHu, KOUTO ca MOTyYHIId Hall-MaJKo eJIHa /1033



Spikevax (n=4 791) wru mnare6o (N=1 597). leMmorpadckure XapaKTEpUCTHKH Ca CXOIHHU IPH
YYaCTHHUIIUTE, KOUTO Ca MOXy4rin Spikevax, v Te3u, KOUTO ca MOy YHITH Tu1ane6o.

B ToBa KIMHUYHO TPOYYBaHE HEXKEIAHUTE PEAKIIMH MTPH YYACTHUIIMTE Ha Bh3pacT OT 6 Mecena 10
23 Mecela ciiesl IPUIOKEHHE Ha MMbPBUYHATA cepusl ca paszapasHutenHoct/ mwiad (81,5%), 6onka Ha
MSICTOTO Ha HHXKeKkTHpane (56,2%), 6e3cwhue (51,1%), 3aryba Ha ametur (45,7%), MOBHIIICHA
temneparypa (21,8%), moayBane Ha MscTOTO Ha nHxkekTupane (18,4%), epuremM Ha MACTOTO Ha
nmxektupane (17,9%) u akcuiiapHo noayBane/6ose3neHoct (12,2%).

Hexxenanute peakuuu Mpu y4acTHULUTE Ha Bb3pacT oT 24 1o 36 Mecena ciell IpHIoKEHHE Ha
bpBUYHATA cepus ca 6oJKa Ha MACTOTO Ha HHKekTHpaHe (76,8%), paznpaszuaurennoct/ mwiad (71,0%),
6e3coHuE (49,7%), 3ary0a Ha aneTtut (42,4%), moBuieHa Temieparypa (26,1%), epureMm Ha MACTOTO
Ha umxekrupane (17,9%), nogyBaHe Ha MACTOTO Ha uHkekTupane (15,7%) u akcunapHo
noxyBaHe/0one3nenoct (11,5%).

Hesxenanute peakiuu py y4acTHHUIIMTE HA Bb3pacT OT 37 Mecena 10 5 TOJMHY ciie]l TPUIIOKEHHE Ha
I'bpBUYHATA cepusl ca 00sIka Ha MACTOTO Ha MHXekTupane (83,8%), ymopa (61,9%), rmaBobonue
(22,9%), muanrus (22,1%), nopuiieHa temmneparypa (20,9%), srpucane (16,8%), rageHe/moBpbiaHe
(15,2%), akcunapuo noayBaHe/0osie3nenoct (14,3%), aprpanrus (12,8%), eputeM Ha MSACTOTO Ha
nmxextupane (9,5%) u moxyBaHe Ha MACTOTO Ha HHXKeKTUpaHe (8,2%).

TabuuyeH CIMCHK HA HEXKEIIAHNUTE PCaAKII

[Ipodunbt Ha Oe30MaCHOCT, MPEICTABEH MO-/[0JTy, CE€ OCHOBaBa HA JIAHHUTE, TCHEPUPAHH B HAKOJIKO
1ane60-KOHTPOIMPAaHN KIMHUYHH MTPOYYBAaHUS TPU:

- 30 351 p3pactHu >18 roguHU

- 3726 roHomm Ha Be3pacT oT 12 o 17 rogunaun

- 4002 neua Ha Bb3pacT oT 6 10 11 romuHu

- 6 388 mema Ha BB3pacT oT 6 Mecena 10 5 TOJIMHU

- W TI0 BpeMe Ha TOCTMapKEeTUHTOBHUS OIIHT.

C’BO6H_I€HI/ITC HCXKCJIaHU pCaKIUU Ca I/I36pOCHI/I criopen cjiejHaTa KOHBCHIUSA 3a YE€CTOTA:

Mmoro uectu (>1/10)

Yecru (=1/100 mo <1/10)

Heuectu (>1/1 000 mo <1/100)

Penku (>1/10 000 mo <1/1 000)

Mmoro penku (<1/10 000)

C Heu3BecTHa yecToTa (OT HAJIMYHUTE JaHHHU HE MOXe Jia ObJie HallpaBeHa OLICHKA)

B pamkuTe Ha BCAKO TpyIUpaHe 10 YECTOTA HEXKETAaHUTE PEeaKIUH Cca MPEICTABEHU B HU3X OIS PEJT
10 OTHOIIIeHHEe Ha cepro3HocTTa (Tabmuma 3).
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Tabauna 3: He:kelaHu peakiiuy oT KJIMHUYHU NpoyyBaHusa Ha Spikevax u ot

MOCTMAPKETUHIOBUS OIUT IIPHA JIMIIA HA 6 1 moBeye Mecena

CucTtemMo-opraseH KJac 1no
MedDRA

kIeCTOTa

Hesxenann peakuum

Hapymienusi Ha KppBTa U |[MHOTO YecTH UTumbanenonarms*
nmmM$HaTa cucTeMa

Hapymiennst Ha uMyHHaTa  |C HEH3BECTHA YECTOTA IAHa(UITaKCHS
cHcTeMa CBPBXUyBCTBUTEITHOCT

Hapymenus Ha
MeTa00JIM3Ma U XPaHeHeTo

IMHOrO0 uecTu

Hamanen anetutr?

TcuxnYHN HApYLICHHUS

IMHOr0 uecTu

PazmpasuuTenHocT/miaut

Hapymiennst Ha HepBHaTa  [MHOTO 4ecTH ["maBoGoHE
cucreMa beschpaMET
Heuectu 3aMasHOCT
Penku Octpa nepudepHa TuIeBa
napanusad
Xumnoecre3us
TTapecTe3ust
ChpaevyHn HapyLIeHHs MHoOro peaxku MuoxapauT
[lepuxapaut
CToMAaIlIHO-YPEeBHH MHoro yectu ["ameHe/nOBpBINAHE
HapylIeHUus Uectu Tnapus
Heuectn bonka B kopema§
Hapymenns Ha koxxatau  [Uectn O6pus
MOJAKO0KHATA ThKAaH Heuectn Vprukapus'

C HEeM3BECTHA YECTOTA

Eputema mynaTtudopme
MexaHn4yHa ypTUKapUs

Hapymennst Ha
MYCKYJIHO-CKeJIeTHATA
CHCTEMA M ChbeANHHUTEIHATA
ThbKaH

IMHOr0 uecTu

Muanrus
ApTpanrus

Hapymennst Ha
BBH3NPON3BOANTEIHATA
cHCTEMA M I'bpAaTa

C Heu3BeCTHA YeCTOTa

Te)KKO MEHCTpPYaTHO KbpBEHEH

OO0uu HapyeHust ¥ epeKTH
Ha MSICTOTO HA NPUJIOKEHHNE

IMHOrO0 uecTu

bonka Ha MSICTOTO HA MH)KEKTHPaHe
'YMopa

Brpucane

TTupexcust

[lomyBaHe Ha MACTOTO Ha
MH)KEKTHpaHE

EpuTteM Ha MSCTOTO Ha
MH)KEKTHpaHe

Yectu

YpTukapus Ha MSACTOTO Ha
WH)KCKTUPAHE

OOpuB Ha MACTOTO Ha HHXKEKTHPAHE
Peakiust Ha MSCTOTO Ha

MHKXCKTUPAHEC OT 3a0aBeH TUIT®

Heuectu

[IpypuTyc Ha MICTOTO Ha
MH)KEKTUpaHe

Penku

TloyBane Ha JIUIETOY

C HEeM3BECTHA YECTOTA

OO0ImMpeH OTOK Ha BAKCHHUPAHMS

KpalHUK

*JIumdanenonarus e OuiIa ycTaHOBEHa KaToO aKkcHlapHa JTUM(paJeHONaTHs OT ChIllaTa CTPaHa Ha MACTOTO Ha MHIKEKTHPAaHE.
B HsIKOM CitydaM ca 3aCerHaTH M JIpyru IMM(QHU Bb3IH (HAMp. IHHHY, HAJIKITFOYUYHH).
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tHabroaBanu py HeAMaTprUYHATa HOIyJIalus (Ha Bb3pacT OT 6 Mecena 10 5 TOAUHH)

1B paMkuTe Ha MeprHoAa Ha IPOCIeasBaHe Ha 6e30MacHOCTTa ce ChoOIIaBa 3a ocTpa nepudepHa JIMIeBa mapaamsa Ipu
TpUMa Yy4acTHHUILIM B rpynara Ha Spikevax ¥ IIpy eMH YY4acTHUK B rpynaTta Ha 1uiane6o. [TosBara npu yqacTHULUTE B
rpynara Ha BAKCHHATa HaCThIBa ciiex 22, 28 u 32 AHU ciieq BAKCHHALKATA C 1032 2 .

§ bonka B kopema e HaOmoaBaHa B eJMaTPUIHATA MOy Iays (Ha Bb3pacT oT 6 10 11 rogunu): 0,2% B rpynara Ha
Spikevax u 0% B rpymnaTa Ha miane6o.

4| HaGnrojaBaHu ca ciiydau Ha ypTHUKApHs C OCTPO HAYaJIO (B paMKUTE Ha HAKOJIKO JTHHU CJIE BaKCHHAIMATA) HIIN ChC
3a0aBeHO HAa4YaIOo (O OKOJIO IBE CEIMMIIM CIIe]] BAKCHHALHATA).

#IloBedeTo ciTyyan M3IIICHK/A HE ca CEPHO3HU M Ca C BpeMEHEH XapakTep.

®MeaHaTa Ha BpEMETO JI0 110sBa € 9 JIHU clie]] IbpBaTa MHKeKUus 1 11 1Hu cien Bropara MHxekius. MeananaTta Ha
MIPOBIDKUTEITHOCTTA € 4 JTHU CIIe]] ITbpBaTa MHKEKIHs U 4 JTHU CIIe]] BTOpaTa MHKEKIHS.

®lIMa 1Be CEpUO3HM HEXKENAaHU ChbOUTHS Ha MOyBaHEe Ha JIMLETO TPY PELMIIMEHTH Ha BAKCHHATA C aHAMHe3a 32
HIDKeKTUpaHe Ha AepMaiau Gprrspu. [osBata Ha moyBaneTo e crobmeHa croTBeTHO B Jlen 1 u len 3 ot neHs Ha
BaKCHHALUATA.

PeakTorennoctra u npouabT Ha 0€30MaCHOCT NMpH 343 yyacTHHUIIH, MOJTy4aBaly Spikevax, KOUTO ca
owmu ceporno3utuBHH 32 SARS-COV-2 Ha U3X0HO HHUBO, € CHIIOCTABUMA C Ta3U HAa YYaCTHUIH,
ceponeratuBHM 32 SARS-C0V-2 Ha U3X0AHO HHBO.

Bwapacmuu (6ycmep 003a)

BbesonacHocTTa, peakTOreHHOCTTa 1 IMyHOT€HHOCTTa Ha OycTep go3a Spikevax ce oleHsABaT B €HO
NPOBEKAALIO0 ce B MOMEHTA (a3a 2, paHAOMHU3HPAHO, 3aCiIeNeHO 3a HabroaaTens, mianedo-
KOHTPOJIMPAHO, IPOYYBaHE 3a MOTBbPXKIABAaHE HA J]03aTa MPH YYaCTHUIIM HA BB3pacT 18 roanHu n
noBede (NCT04405076). B ToBa poyuBate 198 yuactrurm ca momyqwnu ase mo3u (0,5 ml,

100 mukporpama npe3 1 Mecelr) oT MbpBUYHATA Cepusl HAa BakcuHaLMs cbe Spikevax. B oTkpuTta ¢aza
Ha TOBa Mpoy4BaHe 167 OT Te3u y4acTHUIIM ca MOIYYWIn equHuYHa Oycrep mo3a (0,25 ml,

50 Mukporpama) Hali-Majiko 6 Mecela clie] oJlydaBaHe Ha BTOpaTa J103a OT ITbPBUYHATA CEPHUs Ha
BakcuHaIms. ThpceHuAT npodui Ha HeXeNlaH! peakiuu 3a oycrep no3zara (0,25 ml, 50 mukporpama)
e Om moJo0eH Ha TO3H Clie/l BTOpaTa J103a B IbPBUYHATA CEPHsI HA BAKCHHALIMA.

Onmucanue Ha I/I36DaHI/I HEXCJIaHW pCaKnu

Muoxapoum
[ToBHIIIEHUAT PUCK OT MUOKAPJIUT CJIe]] BAKCHHAIIMS Che Spikevax e Hai-BUCOK TPH MO-MJIAJIH MBKE
(BX. Touka 4.4).

JBe roneMu (hapMaKoeHAEMHOIOTHYHN IPOYYBAHUS, IPOBeIcHN B EBporia, OLleHABaT O-BUCOKHUS
PHUCK OT MUOKapAUT MPH MO-MJIaId MbXe ciief] Bropara no3a Spikevax. Enno npoyuBane mokassa, 4e
3a repuoj OT 7 IHU Clie]] BTopara j103a uMma okoio 1,316 (95% CI: 1,299, 1,333) nombaHUTETHHA
ciydast Ha Muokapaut Ha 10 000 mpu 12 1o 29-roquiHu IOHOIIN U MbXe, B CpaBHEHHE ¢ Xopa 0e3
excrnio3unys. B apyro npoyusane 3a nepuoj| oT 28 HU cieJ BTopaTa Jo3a ca Habironasanu 1,88 (95%
Cl: 0,956, 2,804) nomrenHuTenHM cirydas Ha Muokapaut Ha 10 000 mpu 16 1o 24-roguiHu IOHOLIHN U
MBKe, B CpPaBHEHHUE € XOpa 0e3 eKCIO3HIIHA.

C’BO6I]_IaBaH6 Ha 11003 PaHu HEXCJIaHW PCAKIINH

Cro0I1aBaHeTo Ha IMOIO3MPAHN HEKEJIaHHU PEaKIIMU Ciie]] pa3peliaBane 3a ynoTpeda Ha JIeKapCTBEHUS
OPOAYKT € BaxkHO. TOBa MO3BOJISABA 1 TIPOIBIKH HAOIOICHUETO Ha ChOTHOIICHUETO TOI3a/PUCK 3a
JICKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIUATUCTH CE U3UCKBA J]a ChOOIIABAT BCSKA
M0JIO3MPaHa HeXellaHa Peakiusl Yype3 HallMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOYCHA B
[punoxernne V 1 1a BKIIOYAT MAPTUIHUAS HOMED, aKO € HaJTMUeH.

4.9 Ilpeno3upane

B cnyqaﬁ Ha IpEaOo3rUpPaHC CC MPCTIOPBbUBA MPOCICAABAHC HA ) KU3HCHUTC (I)YHKLII/II/I 1 BB3MO>XKHO
CHUMIITOMATHUYHO JICUCHUC.
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5. ®APMAKOJIOTUYHU CBOMCTBA
51 d@apmakoaMHAMMYHU CBOIiCTBA
®dapmakoTepaneBTiuHa rpymna: Bakcuad, COVID-19 pakcunu, ATC xox: JO7BNO1

MexaHU3bM Ha IEWCTBUE

Spikevax (emazomepan) csabpxa HPHK, Bxirrouena B munuaau Hanodactury. nPHK xommpa
I'BJTHOBEPIDKEH IMNoB npoterH Ha SARS-CoV-2, Moaudunmpan ¢ 2 nIpoIrHOBH 3aMECTBAHHS B
oOmactTa Ha XentagHoTo nosropenue 1 (S-2P), 3a ctabunusupane Ha MUIOBUS IPOTEHH B
npedy3nonaa koHpopmanus. Ciex HHTPaMyCKYJTHa HHXKEKIHS KJICTKUTE Ha MSCTOTO Ha
MH)KEKTUpPaHE U IpeHUpaIInTe TUM(HU BB3JIH [T0eMaT JIUIUAHUTE HAHOYACTHLU, KaTO e()eKTHUBHO
noctaBat PHK cexBeHIuATA B KIIETKUTE 3a TpaHCIalMs BB BUpyceH nporenH. /locraenata n”PHK
HE HaBJIM3a B KJIETHYHOTO AAPO M HE B3aUMOJICHCTBA C TEHOMA, HE CE PEIUTUKHpPA U Ce eKCIIpecrupa
BpPEMEHHO OCHOBHO B JICH/IPUTHH KIJIETKH U Makpodaru B cyOKarcynapHute cuHycu. ExcripecupaHusr,
CBBbp3aH ¢ MeMOpaHaTa munoB npoteuH Ha SARS-CoV-2 ce pa3no3HaBa ciel; TOBa OT UMyHHHTE
KJIETKU KaTO Uy)KJ aHTUreH. ToBa Mmpenn3BUKBa KakTo T-KJIeThueH, Taka U B-Ki1eTh4eH oTroBop ¢
oOpa3yBaHe Ha HEyTpaIU3UpaIlH aHTUTENa, KOETO MOKe J1a AOMPUHECE 3a 3alluTaTa Cperry
COVID-19.

Kinnnnuna edukacHocT

Krunuuna egpuxacnocm npu v3pacmmuu

IIpoyuBaHeTO pH BB3PACTHU € paHIOMHU3UPAHO, IUTAIe00-KOHTPOIMPAHO, 3aCIICIICHO 3a
HaOmomarens KInHUIHO rpoyuBaHe daza 3 (NCT04470427), koeTo H3KITI0UBa
UMYHOKOMIIPOMETUPAHU JTULA WA TAaKUBA, MOTY4YaBall UMYHOCYIPECOPH B PAMKUTE Ha MOCICTHUTE
6 Meceria, KakTo U OpEMEHHU WIIM TaKUBA C U3BECTHA aHaMHe3a 3a nHpeknus cbc SARS-CoV-2.
VYyactHuiu cbe crabunno HIV-3abonspane He ca n3kimoueH. [IpOTHBOrPUITHY BAKCHHHU € MOKEJIO J1a
ce npwiarat 14 gau npeau i 14 mHU cinex KosATo U aa € 1o3a oT Spikevax. OT y4acTHUIIUTE CHINO
TaKa ce € M3UCKBaJIO J]a UMa Hail-MaJIko MHTEPBaJ OT 3 Mecela OT MPUIOKEHUE Ha KPbBHU
MPOAYKTH/TIJIa3Ma MM KMYHOTJIOOYJIMHY 10 BKIIFOUBAHETO B IIPOYYBAHETO, 3a J1a MOJIyYar miamnedo
unu Spikevax.

[pocnenenu ca oomro 30 351 yuacTauim ¢ Mmeauana 92 auu (nuamnaszon: 1-122) 3a pa3BUTHETO Ha
6onecrra COVID-19.

ITonynanusra 3a MbpBUYEH aHAIN3 HA ePUKACHOCTTA (HapUYaHa ,,[TOIYJIAIUS IO TPOTOKOI * WITH
,»PPS%), BrirrouBa 28 207 yuacTHHIH, KOUTO ca momyuwinn win Spikevax (n=14 134), wu nmane6o
(n=14 073) u umat otpuuareieH craryc 3a Hanuure Ha SARS-CoV-2 Ha usxoHo HuBO. PPS
MOMyJIAIMATA HA TIPOyYBaHETO BKItouBa 47,4% xenu, 52,6% muxe, 79,5% 6emn, 9,7%
appoamepukaniu, 4,6% azuariy u 6,2% apyru. 19,7% oT y4aCTHUIIUTE ca C MCIIAHCKU WIIH
JIATHHOAMEPUKAHCKU IIPOU3X0 . MeanaHaTa Ha Bb3pacTTa Ha yUaCTHUIIMTE € 53 ToAuHU

(mnamazon 18-94). Jlomycka ce quamna3oH Ha MPWIOKEHUE Ha BTopaTa A03a (Iutanupana 3a Jlen 29) ot
— 7 no +14 guu 3a BkmouBane B PPS. 98% oT penunueHTuTe Ha BaKCHHATA, HOTYYMIN BTOpaTa 1032
25 1o 35 muu cnen no3a 1 (ot -3 g0 +7 THU OT WHTEpBaJa OT 28 ITHU).

Cayuante nHa COVID-19 ca noTBbpAeHHN upe3 NOJIMMEpa3Ha BEpIKHA peakuus ¢ o0paTHa

tpanckpunTaza (RT PCR) u ot kiiuHHuHA apOuTpakHa Komucus. EQukacHOCTTa Ha BakCHHATa 0010
1 TI0 OCHOBHU BB3PACTOBH I'PYIH € TIpencTaBeHa B Tabmmma 4.
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Tabauna 4: Anaau3 Ha epUKACHOCTTA HAa BaKkcMHATAa: noTBLpAen COVID-19% nesaBucumo ot
TeKeCTTa, ¢ Hayajo 14 qum ciaex 2P no3a — PPS

Spikevax Inanedo
Bn3pacrosa YecToTa YecToTa .
PYNa \yyactuuuu Caydam (Ha COVID-19|Yuacrnuun Ciaywau |ma COVID-19 Y0
(roxuuu) N Ha Ha 1 000 N Ha na1000 [Eduxacnocr
COVID-194o0Bexoroauum COVID-194oBexoroquum Ha
n n BaKCHHATA
(95% CI)*
OO6110 14 134 11 3,328 14 073 185 56,510 94,1
(>18) 89,3, 96,8)**
18 mo <65 10 551 7 2,875 10 521 156 64,625 95,6
(90,6, 97.9)
>65 3583 4 4,595 3552 29 33,728 86,4
(61,4, 952)
2953 4 5,586 2 864 22 31,744 82,4%
630 0 0 688 7 41,968 100%
>75 (NE, 100)

#COVID-19: cumnromatiaes COVID-19, usnckpam nonosxureseH pesynrat or RT-PCR u
Hal-MaaKo 2 CHCTeMHH cUMIIToMa Wik 1 pecriuparopen cuminrom. Ciyyaw, 3anouBaniy 14 nau cien 2P nosa.
*EdukacHoct Ha BakcuHata u 95% nosepurtenen untepsai (CI) ot crpatudunupanus moaen va CoxX 3a

MPOTIOPIMOHATHOCT HA PUCKA
**CI He e KOpUTHpaH 32 MHOXKECTBEHOCT. KopHUrupaHu 3a MHOKECTBEHOCT CTATHCTUYCCKU aHATM3H Ca MPaBCHU
B MCXKJIMHCH aHAJIN3 Ha Mo-Majko ciydan Ha COVID-19, kouTo He ca chOOIIECHH TYK.

Cpen Bcuuku yuactaui B PPS He ca chobmenu ciryyan Ha Texxbk COVID-19 B rpynara Ha BakcuHa
B cpaBHenue ¢ 30 ot 185 (16%) cinyyast, cpo0mieHu B rpynata Ha miane6o. Ot 30-Te yyacTHULH C
TEKKO 3a00isBaHe, 9 ca XOCIIUTAIN3UPaHH, 2-Ma OT TAX ca NPUETH B MHTCH3UBHO oTaeneHue. Ilo-
rojsiMaTta yacT OT OCTaHAJIUTE TEXKHU ClIydau ca M3IIbJIHIIN caMO KpUTEpHUsl KUCIOPOHA caTypalus
(Sp02) 3a texko 3abonsBane (<93% npu craiiHa TemIiepaTypa).

Eduxacnoctra Ha Spikevax na npennazsa or COVID-19, He3aBrcHMO OT IpeinIIHa HHOEKIUS ChC
SARS-CoV-2 (ycTaHOBeHa CEpOJIOTUYHO HA W3XOJHO HUBO W M3CJIE/[BAaHE HA Ha30(apuHTea Ha mpoda
¢ TamrioH) ot 14 grm cnen Jloza 2 e 93,6% (95% CI: 88,6; 96.,5).

B nombiHeHMe, aHATM3M HA MOATPYNUTE HA MbPBUYHATA KpaifHa TOYKa 3a e(UKacHOCT MOKa3Bat
CXOJIHA OLICHKA 32 €(pUKACHOCT 110 MOJI, ETHUYECKU TPYIH U YIACTHHULU ChC ChITBTCTBALIH
3a00JsIBaHMUs, CBBP3aHU ¢ BUCOK pHCK OT Texbk COVID-19.

Hmynozennocm npu év3pacmuu — cied oycmep ooza (0,25 ml, 50 muxpoepama)
Be3onacHocTTa, peakTOreHHOCTTa U MIMYHOTEHHOCTTa Ha OycTep 103a Spikevax ce oleHsIBaT B ¢JHO
IPOBEX/AII0 C€ B MOMEHTA PaHIOMU3UPAHO, 3aCIICTICHO 3a Ha0oAaTeNs, M1a1e00-KOHTPOINPaHO
npoyuBase ¢asza 2 3a MOTBbPKIAaBaHE Ha J]03aTa NP yYacTHUIM Ha 18 1 moBeye rognHu
(NCTO04405076). B ToBa npoyuBane 198 yuactaunu ca nony4mnu ase xo3u (0,5 ml, 100 mukporpama
npe3 uHTepBai ot 1 Mecer) ot BakcuHata Spikevax kato mbpBuuHa cepusi. B otkputara daza 149 or
TE3W YUaCTHHITH (ITOIMyJIalis 110 MPOTOKOI) ¢a TMONYUMIn eanHrngHa oycrep qo3a (0,25 ml,
50 Mukporpama) Haii-Majko 6 Mecela cie NPHIOKEHUETO Ha BTOpaTa 1033 OT IbPBUYHATA CEPHSL.
Joxa3aHno e, 4e equanaHa 0ycrep no3a (0,25 ml, 50 mukporpama) Boau 710 cpeiHa reOMeTpUIHa
KpaTHa CTOWHOCT Ha yBenuuaBane (geometric mean fold rise, GMFR) 12,99 nbtu (95% Cl: 11,04;
15,29) Ha HeyTpaTU3UpaNTUTE aHTUTENA OT MPEAN IPUIOKEHNETO Ha OycTep J03a A0 28 THU cliex
Oyctep nozara. GMFR na neyrpanusupamunte anturena e 1,53 (95% Cl: 1,32; 1,77) npu cpaBHeHue
Ha TUTHpa 28 JTHU ciie] 103a 2 (IbpBUYHA cepusi) cripsamo 28 nHU ciie Oycrep ao3ara.
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Hmynozennocm na 6ycmep 003a cied NbpeUUHA 8AKCUHAYUSL C OpYea paspeuieHa 3a ynompeba
saxcuna cpeuty COVID-19 npu ev3pacmnu

Be3onacHoCTTa 1 IMyHOTEHHOCTTA HA XETEPOJIOKEH OycTep ¢he Spikevax ca mpoydeHu B €IHO
HHHUIMUPAHO OT M3CIIEI0BATENS MPOyUBaHe ¢hC 154 yyacTHUIM. MUHHUMATHUAT BPEMEBU HHTEPBA
MEXIy MbPBUYHATA cepHsl Ha BakcuHaius ¢ BekropHa win PHK Bakcuna cperry COVID-19 u Gycrep
nmo3a Spikevax e 6un 12 cenmunm (nuamaszon: 12 cemqmunu 10 20,9 cemmunm). JlozaTa, H3I0I3BaHA 32
OycTep B ToBa npoyuBane, ¢ Omna 100 mukporpama. TUTpUTE Ha HEYTPATH3UPAIIUTE AHTUTENA,
M3MEPEHH Ype3 TECT 3a HeyTpaIH3allis Ha TICEBIOBHUPYC, ca Omnu orieHenu B Jlen 1 mpean
npuiioxxenuero u B [en 15 u [len 29 caen Oyctep no3zara. OtroBop Ha Oycrep no3aTa € 0w
JIEMOHCTPHPAH HE3aBUCHUMO OT MMbPBUYHATA BAKCUHAIIUS.

Hanwmunu ca camo JaHHU 3a KpaTKOCpOYHAa UMYHOT'CHHOCT; AbJII'OCpOYHATA 3aliuTa 1
HMYHOJIOTHUYHATA MaMCT HC Ca U3BCCTHU B MOMCHTA.

beszonacnocm u umynozcennocm na cedem saxcunu cpewyy COVID-19 kamo mpema dosza (6ycmep) 6
Obeounenomo Kpaicmeo

COV-BOOST e MHOTo1eHTpoBO, paHAOMHU3NPAHO, MHUILIMUPAHO OT U3CIIEI0BATENsI MpoyyuBaHe (asa 2
Ha Tpera J103a, Oycrep Bakcunaius cpeury COVID-19, ¢ noarpyna 3a noapo0OHO M3clieiBaHe Ha
UMYHOJIOTHATA. YYaCTHULIUTE ca OMIM Bb3pacTHH Ha 30 u moBeue roJuHH, B 100PO (PU3UYECKO 3/IpaBe
(JIexu 10 ymMepeHH, 100pe KOHTPOIMPAHU KOMOPOUIHOCTH ca OMIIN pa3perieHn ), KOUTO ca MOy IrIn
nee no3u Pfizer—BioNTech wmu Oxford—AstraZeneca (mepBara j1o03a mpe3s jgekemspu 2020 r., sHyapu
2021 r. wim ¢espyapu 2021 T.), ¥ ca UBMUHATIH Hai-Manko 84 JHU ciell BTopaTa 7103a 10 MOMEHTa Ha
BKJIIOUBaHe. SPikevax e ycuiiia OTroBOPUTE 10 OTHOLICHHE Ha AaHTHTENA U HeYTPATH3aLHs, U €
J00pe NoHeceHa, He3aBUCUMO OT ITbPBUYHHTE CEpUH Ha BakcuHanus. Jlo3ara, u3mnoi3Bana 3a Oycrep B
ToBa npoyuBane, ¢ 6nnal00 mukporpama. TUTpHUTE HA HEYTpAIU3UPAIIUTE AHTUTENA, H3MEPECHHU Upe3
TECT 3a HeyTpalu3alys Ha MICeBIOBUPYC, ca Ounu olieHeHu Ha JleH 28 ciex Oyctep qo3ara.

Heympanusupawu anmumena cpewy B.1.617.2 (/lexma) sapuanm npedu u cied bycmep npu
8b3pacmuu

PesynraTute oT TecTa 3a HeyTpanu3anus Ha niceBaosupyc (PSVNA) cperty Bapuanta B.1.617.2
(Henra), ompenenenu npeau Oycrep no3ara u Ha len 29 cien Oycrep mo3aTa, moKa3BaT, 4e
npuIokeHueTo Ha Oycrep mo3a Spikevax (0,25 ml, 50 mukporpama) npu Be3pacTHH uHaAyIHpa 17-
KpaTHO MOBUIICHUE HA HEyTpaJIM3UpalluTe Tella Cpelly BapuanTa Jlenta B cpaBHEHNE ¢ HUBATa Ipean
oyctep nozara (GMFR = 17,28; 95% Cl: 14,38, 20,77; n=295).

Kaunuuna egpuxacnocm npu ronowiu va év3pacm om 12 0o 17 200unu

[Ipoy4BaHeTO NPH FOHOIIH € TEKYIIO PaHIOMU3UPAHO, TUAe00-KOHTPOIUPAHO, 3aCIICIEHO 32
HaOoaaTeNs KITMHNYHO npoy4Bane (asa 2/3 (NCT04649151) 3a oneHka Ha 6€30MacHOCTTA,
PEaKTOreHHOCTTa U euKacHOCTTa Ha Spikevax mpu roHomM Ha Bb3pact oT 12 1o 17 ronuxu.
YdyacTHHIM ¢ U3BeCTHA aHaMHe3a 3a uHpeknus che SARS-COV-2 ca N3KITIOYEHU OT MTPOYUYBAHETO.
OO61110 3 732 y4acTHUIIM ca paHIOMH3UPaHH B ChoTHOMIeHKE 2:1 na momyyar 2 jgo3u Spikevax wiu
wiane6o, GU3NOJIOTHYeH Pa3TBOpP, C MHTEPBAT MEXIy A03uTe 1 Mecel.

M3BBpiIeH e BropudeH aHam3 3a eukacHoCT pu 3 181 yJacTHHIH, KOUTO ca MONYIIIH 2 T03H
Spikevax (n=2 139) wmu mane6o (N=1 042) u ca UManK OTPUIIATEIICH U3XOJCH CTaTyC 10 OTHOLICHHUE
Ha SARS-CoV-2 B nomynamusra 1no npoTokoi. Mexy y4acTHUIMTE, KOUTO ca noiayumu Spikevax,
1 T€3H, KOUTO ca MOJTyYHIIH I1anedo, HiMa 3a0eIeKUMH PA3IUKH B 1eMOTpad)CKUTE JTaHHH HITH
MPEALIeCTBAIINTE 3200 IIBAHMA.

COVID-19 e nedunnpan kato cumnromatuden COVID-19, u3uckBail moyoKUTeIeH pe3ysTar ot
RT-PCR u Haif-Malko 2 CHCTEMHU CUMITOMA WK | peciupaTopeH CUMIITOM; CITy4Yau, 3ar0YBaIH

14 nuu cien BTOpara a03a.

Wmaso e Hyna cumnromaruudu ciydas Ha COVID-19 B rpynata Ha Spikevax u 4 cuMntroMaTHIHA
ciydast Ha COVID-19 B rpynara Ha miane0o.
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Hmynoeennocm npu wonoutu Ha v3pacm om 12 0o 17 200unu — cied nvpeudtHa 6aKCUHAYUsL CbC
Spikevax

AHanwu3 3a He mo-MaJika e(puKacHOCT, oneHsBam] TuTpuTe Ha 50% HeyTpanu3upaIuTe aHTUTENA
cpemry SARS-CoV-2 u yectoTaTa Ha CEpOIOTUYEH OTrOBOP 28 IHU cien 103a 2, € IPOBEACH B
MOATPYIIUTE 32 UMYHOTEHHOCT 10 TIPOTOKOJI TP FOHOIIX Ha BB3pacT oT 12 o 17 ronunau (N=340) B
MPOYYIBAHETO MPH IOHOIIH, KAKTO U MPH YIACTHHUIINTE Ha BB3pacT oT 18 1o 25 ronuau (N=296) B
MPOYYBAHETO NPH BH3PACTHU. Y YACTHUIIUTE HE Ca UMAIH UMYHOJIOTMYHY UM BHPYCOJIOTHYHU
JI0Ka3aTesicTBa 3a npeaxoaHa uHdekmnus cbe SARS-CoV-2 Ha n3xoH0 HEBO. CpeTHOTO TEOMETPUYHO
cpoTHOIIeHHe (GMR) Ha TUTpUTE Ha HEYTpATH3UPAIIMTE AaHTUTENIA [TPH FOHOIIHN Ha BB3pacT oT 12 110
17 roguau B cpaBHeHUE ¢ ydacTHHIUTE OT 18 mo 25 rogunu e 1,08 (95% CI: 0,94; 1,24). Pa3nukara B
yecTtoTara Ha ceponorudeH otroBop € 0,2% (95% CI: -1,8; 2,4). Kputepuure 3a He 1mo-manka
epukacHocT (mosHa rpanuna Ha 95% CI 3a GMR > 0,67 u monna rpanuna Ha 95% CI 3a pasnukara B
YeCcTOoTaTa Ha CepOJIOTHYEH OTroBop >-10%) ca u3IbIHEHU.

Hmynozennocm npu ronowu na v3pacm om 12 0o 17 200unu — crned 6ycmep 0o3a Spikevax
(opueunanna)

[IppBUYHAaTa LI, CBBP3aHa C UMYHOTCHHOCTTa, Ha OycTep (pa3ata Ha TOBa MpOyYBaHE € Jia ce
YCTaHOBHU €(pUKACHOCTTA Ha OycTep 03aTa NpH YYaCTHULM Ha Bb3pacT oT 12 10 17 rogunu upes
cpaBHsIBaHE Ha UMyHHUTE oTroBopH (e 29) cien 6ycrep mo3arta ¢ T€3u, MOIYUEHH CIIe] 1032 2 OT
mepBUYHata cepust (en 57) npu miagu Be3pacTHH (Ha BB3pacT oT 18 1o 25 rogunan) B Mpoy4YBaHETO
npu Bb3pacTHU. EpukacHocT Ha 6ycTep mo3arta oT 50 Mukporpama Spikevax ce ycraHOBsBa, ako
UMYHHHTE OTTOBOPH ciiefl OycTep j03aTa (cpenHa reomeTpuuHa Konrentparms [GMC] va nAb u
yecToTaTa Ha ceposiorudeH oTroBop [SRR]) oTroBapsT Ha npenBapuUTENHO ONpEeTIeHH KPUTEPUH 3a
He no-maika eukacHocT (kakto 32 GMC, Taka u 32 SRR) B cpaBHeHHe ¢ Te3u, U3MEPEHU CIIe]]
3aBbpIlIBaHE Ha MMbpBUYHATa cepusi cbe 100 Mukporpama Spikevax cpen moarpyrna miaan Bb3pacTHH
(18 10 25 roguHM) B OCHOBHOTO MPOYYBaHe 32 €(PUKaCHOCT MPH BH3PACTHH.

B otkpura ¢a3za Ha TOBa MpoyyBaHe y4acTHULXTE Ha Bb3pacT oT 12 1o 17 roguHu nosyyasar
eMHUYHA OycTep /103a Hail-Mallko 5 Mecela clie/] 3aBbplIBaHe Ha IbPBUYHATA cepys (JIBE 103H IIpe3
uHTepBai oT 1 mecen). [IspBruHaTa momynanys 3a aHaIu3 HAa UMyHOT€HHOCTTA BKIIIOYBA

257 ydactHUIM ¢ OycTep /103a B TOBA MPOYYBAHE U MTPOU3BOJIHA TTOATPYIIA OT 295 yJacTHUITH OT
MPOYYBAHETO IMPU MJIAIA BB3PACTHU (BB3pacT >18 mo <25 roauHu), KOUTO IPEIH TOBA Ca 3aBBHPIITHAIN
KypC Ha MbpBHYHA BAKCHHAIMS C JIBE JI03H Ipe3 HHTepBaj oT 1 Mecenr che Spikevax. U nsere rpymnu
YYaCTHHUIM, BKJIIOUYEHH B aHAJIM3MpaHaTa MOIMyJalys, He ca UMalld UMYHOJIOTHYHH WIH
BHPYCOJIOTMYHH JI0Ka3aTeJIcTBa 3a npeaxonna napekuusa cbe SARS-CoV-2 npenu mbpBaTa 103a OT
Kypca Ha IbpPBHYHA BAaKCHHALIUS U CHOTBETHO Mpean OycTep Jo3aTa.

GMR na GMC na 6yctep no3ara npu roHou Ha Jlen 29 B cpaBHeHHe ¢ Mitagu Bb3pacTHu: GMR Ha
Hen 57 e 5,1 (95% ClI: 4,5, 5,8), otroBapsii Ha KPUTEPUUTE 32 HE TTO-MayKa epUKacHOCT (T.€. JOJTHA
rpanuna Ha 95% Cl1 >0,667 (1/1,5); Toukora oneHka >0,8); pasnukara B SRR ¢ 0,7% (95% ClI: -0,8,
2,4), oTroBapsIia Ha KPUTEPUHTE 3a HE IMO-Malika e(pUKACHOCT ([I0JTHA rpaHulia Ha 95% ot pa3nukara
B SRR >-10%).

Ipu 257-te yuactaunu GMC Ha nAb npeau 6ycrep mosara (6ycrep mo3a - Jden 1) e 400,4 (95% Cl:
370,0, 433,4); B nens Ha Oycrep nozara ([en 29) GMC e 7 172,0 (95% Cl: 6 610,4, 7 781,4). Cnen
oycrep no3ara ([en 29) GMC ce ysennyara npubiausutento 18 nbt or GMC npeau Oycrep no3ara,
JeMOHCTpHpaiku eeKTHUBHOCTTA Ha OycTep no3ara npu roHomu. SRR e 100 (95% Cl: 98,6, 100,0).

[IpenBapuTenHo onpeaeaeHUTe KPUTEPHH 3a YCIIEX 32 OCHOBHATA LIEJI 32 IMyHOTE€HHOCT ca
M3ITBJIHEHHU, KOETO TI03BOJISIBA J1a C€ HAIPaBH M3BOJ 3a €(PMKACHOCTTA HA BAKCUHATA OT NIPOYYBAHETO
[IPY BB3PACTHH.

Knunuuna egpuxacnocm npu oeya na ev3pacm om 6 2oounu 0o 11 200unu

[MeanaTpudHOTO MPOYYBAHE € TEKYIIO, hasza 2/3, paHaoMHU3HpaHO, IAIEe00-KOHTPOIUPAHO,
3aCJIeTneHo 3a HaOIoIaTels, KIIMHIUYHO MTPOYYBaHe 3a OlCHKa Ha OE€301acHOCTTa, PeaKTOT€HHOCTTA U
edukacHocTTa Ha Spikevax npu aena Ha Bb3pact ot 6 10 11 rogunau B CAILl u Kanana
(NCT04796896). YuacTHHIH ¢ H3BECTHA aHaMHe3a 3a nHpeknusa ¢cb¢c SARS-CoV-2 ca 6umu
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U3KIIIOYEHH OT npoyuBaneTo. O0mio 4 011 yyacTHHUIIM ca OMIIM PaHIOMU3MPAHH B ChOTHOIICHHE 3:1
Ia moydar 2 no3u Spikevax wim miare6o (¢pusnonorndex pastsop) npes 1 meceir.

Bropuuen ananus Ha euKacHOCTTA, OLeHIBall NOTBbpAeHH cinydan Ha COVID-19, cvbpanu mo
JaTata Ha 3akiarouBaHe Ha maHHuTe — 10 HoemBpu 2021 r. e u3BbpiieH npu 3 497 ydacTHHIIH, KOUTO
ca momyuwnu e mo3u (0,25 ml B mecerr 0 u mecent 1) maum Spikevax (n=2 644), wim mamebo (N=853),
U ca UMaj oTpuuaTeneH craryc 3a SARS-CoV-2 Ha U3X0JHO HUBO B MOITyJIAIMATA 10 TPOTOKOI
(PPS). Mex 1y y4acTHHUIIUTE, KOUTO ca moyqmin Spikevax, u oHe3u, KOUTO ca MOoy4YHIH mamnedo,
HE € UMaJIo SIBHH PA3IIUKH B 1eMorpad)CKuTe JaHHU.

COVID-19 e ompenenen karo cumntoMmatudeH COVID-19, u3ucksani moyoxxXuTenHA pe3yiaTaTd OT
RT-PCR u Haii-Manko 2 CHCTEMHU CUMITOMA WK 1 peciupaTopeH CUMIITOM; CITy4Yau, 3ar0YBaIIH
14 nuu crien BTOpara m03a.

Wwmaro e tpu ciyyas Ha COVID-19 (0,1%) B rpynara na Spikevax u uetupu cinyvas na COVID-19
(0,5%) B rpymara Ha 1maieoo.

HUmynoeennocm npu oeya Ha év3pacm om 6 200unu 0o 11 2o0unu

Amnanu3s, onieHsBanl TuTpute Ha 50% HeyTpanm3upamure antutena cpeury SARS-CoV-2 u wecrorara
Ha CepOJIOTUYEH OTTOBOP 28 IHHM ciell 103a 2, € IPOBEe/IeH MPH MOATPYIIa OT JIella Ha Bh3pacT OT

6 romunu 10 11 roguan (N=319) B neauaTpuvHOTO MPOYIBAHE U MPH YIACTHUIIM HA Bb3pacT oT 18 10
25 roaunu (N=295) B MpOy4YBaHETO NPU Bh3PACTHU. YUYACTHUIIUTE HE Ca MMAJTH UMYHOJIOTHYHU WU
BHPYCOJIOTHYHH JTOKa3aTeNICTBa 3a npeaxoaHa nHpekmus cbec SARS-CoV-2 Ha m3xoxno HuBo. GMR
Ha TUTPUTE HA HEYTPaJM3UPAIINTE aHTHTENA TIPH JeTla Ha Bh3pacT oT 6 rogauau A0 11 roauHu B
cpaBHEHHUE ¢ yuactHuimte ot 18 10 25 rogunu e 1,239 (95% ClI: 1,072, 1,432). Paznukara B
yecToTara Ha cepojioruueH otroBop € 0,1% (95% ClI: -1,9, 2,1). Kpurepunre 3a He mo-Majka
edukacHoct (nonHa rpanuna Ha 95% Cl 3a GMR > 0,67 u nonna rpanuna Ha 95% Cl 3a pasnukata B
YecToTaTa Ha CepoJIoruueH oTroBop >-10%) ca u3nbIHEHH.

Hmynocennocm npu yuacmuuyu na évspacm om 6 200unu 00 11 2oounu — cred dycmep doza Spikevax
(opueunanua)

[IbpBUUYHAaTA 1M, CBBP3aHa C UMYHOT'€HHOCTTa, Ha OycTep (pa3ata Ha TOBa MpPOyYBaHe € Jia ce
YCTaHOBU €(PMKACHOCTTA Ha OyCTep J103aTa MPHU YYACTHUIIM HA BB3pacT OoT 6 roguuu 1o 11 rogunu
Yype3 cpaBHABaHEe Ha UMYHHUTe OTroBopH (ller 29) cnen Oycrep Ao03arta ¢ Te3u, MOJIYUYeHH Ciel 1032 2
oT mhpBHYHara cepus (Jlen 57) mpu mMianu Bp3pacTHH (Ha BB3pacT oT 18 1o 25 roauan) B TOBa
IIpoy4BaHe, KbIETO € AoKazaHa 93% edukacHocT. EQuxacHoct Ha Oyctep no3ata ot 25 MUKporpama
Spikevax ce yctaHOBsiBa, ako IMyHHHUTE OTTOBOPH clies OycTep J03aTa (CpeiHa reOMeTprUYHa
xonuentpaims [GMC] Ha HeyTpanu3upamuTe anturena [NAD] u yecrorara Ha cepoOruYeH OTrOBOP
[SRR]) oTroBapsT Ha npenBapuTEIHO ONPEACICHH KPUTCPUH 3a HE MO-Mayika e(hUKacHOCT (KakKTo 3a
GMC, taka u 3a SRR) B cpaBHEHHE C Te3W, U3MEPEHU CIIe]] 3aBbPIIIBAaHE HA ITbPBUYHATA CEPUS ChC
100 mukporpama Spikevax cpen moarpyma miaau Bb3pactau (18 10 25 roauHu) B OCHOBHOTO
MPOYYBaHMS 32 €(PUKACHOCT IIPH BH3PACTHH.

B otkpura ¢aza Ha ToBa Mpoy4YBaHe YYaCTHHUIIUTE HAa Bb3pacT OoT 6 ToauHH A0 11 roanHu momyyasat
eMHUYHA OycTep J103a Hail-Mallko 6 Mecela clie/l 3aBbpIIBaHe Ha IbPBUYHATA cepHs (IBE I03H Ipe3
uHTepBaN oT 1 Mecen). [IppBUYHATA MOMYITAIKS 32 aHAJM3 HA UMYHOT€HHOCTTA BKITIOYBA

95 yyactHuIm ¢ OycTep 03a B Tpymara Ha Bb3pacT oT 6 70 11 roauHu 1 IPOU3BOIIHA MTOATPYTIA OT
295 y4acTHHUIM OT MPOYYBAHETO MPU MJIaTH Bb3PACTHH), KOMTO Ca MOJYUYHIH JABE 1031 Spikevax ¢
uHTepBan oT 1 Mecem. M qBeTe Tpynu y4aCTHUIIM, BKIIOUCHH B aHAJM3UpaHaTa MOIyJIalus, He ca
MMaJId UMYHOJIOTUYHH WJIH BUPYCOJIOTMYHHM JIOKa3aTEJICTRA 3a npeaxoaHa uadekuus cbec SARS-CoV-
2 mpeay MbpBaTa J103a OT Kypca Ha IMbpBUYHA BAKCHHAIIMS M CHOTBETHO Mpeau OycTep no3ara.

[Ipu 95-Te yuacTauiy, ¢ Oycrep no3a - en 29, e GMC e 5 847,5 (95% Cl: 4 999,6, 6 839,1). SRR e
100 (95% CI: 95,9, 100,0). [Tpoyuenu ca cepyMHuTe HUBA Ha NAD mpu senia oT 6 TOMHU JI0

11 roauHu B OJrpyIaTa 32 MMyHOTEHHOCT IO TIPOTOKOJI C OTPHIIATEJICH CTATYC 10 OTHOIIICHHE Ha
SARS-CoV-2 npeau Oycrep a03aTa M CPaBHEHUETO C TE€3U OT MIIAJIH Bb3PaCTHH (Ha Bb3pacT oT 18 110
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25 roaunn). GMR na GMC Ha OycTep no3ata Ha Jlen 29 B cpaBHeHHE ¢ Mitaau Bb3pacTHr: GMC Ha
Hden 57 e 4,2 (95% CI: 3,5, 5,0), otroBapsiiiku Ha KpUTEPUUTE 3a HE To-Mayka epukacHocT (T.e.
nonHa rpanuna Ha 95% Cl > 0,667); paznukara B SRR e 0,7% (95% ClI: -3,5, 2,4), otroBapsiiua Ha
KPUTEPHUTE 3a HE Mo-Malika eukacHOCT (FonHa rpaHuna Ha 95% ot pa3nukata B SRR >-10%).

[IpenBaputenHo onpeaencHUTE KPUTEPUH 3a YCIIEX 32 OCHOBHATA I1eJT 32 UMYHOTEHHOCT Ca H3IThJI-
HEHH, KOETO MO3BOJISABA JIa CE HAMPaBU M3BO/ 32 €(PUKACHOCTTA Ha BaKCHHATA Kato Oyctep no3a. bep-
3HAT BTOPUYEH OTIOBOP, OUCBH/ICH B PAMKHUTE Ha 4 CEJIMUIH ciie]l IPUIIOKEHUE Ha OycTep 103aTa, €
JTIOKA3aTeJICTBO 32 YCTONYMBUS ITBPBUYCH OTTOBOP, MIPEIM3BUKAH OT TbPBHYHATA BAKCHHAIUS ChC
Spikevax.

Heympanusupawu anumumena cpewy sapuanma B.1.617.2 ([{lerma) npu deya Ha 8v3pacm om

6 co0uru 0o 11 200unu

CepymMHHU TIpOOH OT TOMyJIAMATa 32 MMYHOT€HHOCT 10 MPOTOKoJ (N=134) Ha TeKyIoTO NMeAUaTPUIHO
MpOyYBaHe, B3E€TH HA U3XOAHO HUBO U Ha JleH 57, ca nu3cnenpanu upe3 PSVNA Ha 6a3aTta Ha BapuaHTa
B.1.617.2 (denTa).

[Ipu nena Ha BB3pact ot 6 rogunu 10 11 roguaun GMFR ot uzxoaHo vuso o Jlen 57 ¢ 81,77 (95%
Cl: 70,38, 95,00) 3a Bapuanra Jlenra (u3mepeno upe3 PSVNA). Oceen ToBa 99,3% ot nenata ca
OTTOBAPSUIH HA OIPEIEIICHUETO 3a CEPOIOTUICH OTTOBOP.

Knunuuna eghuxacrnocm npu deya na éwv3pacm om 6 meceya 00 5 200unu

ITpoBezeHo ¢ TekyIno npoyusane (asa 2/3 3a oreHKa Ha 6€301MacHOCTTa, TOHOCHMOCTTA,
peakToreHHoCcTTa U epuKacHOCTTa Ha Spikevax mpu 31paBu Jela Ha Bb3pacT OT 6 Mecena 10

11 rogunu. B npoyuBaHeTo ca BKIIOYEHHU JClia OT 3 Bb3pacTOBU Ipynu: ot 6 10 11 roauuu, ot 2 10
5 roguuu u ot 6 Mecena 1o 23 Mecena.

W3BBpIIICH € IeCKPUIITHBEH aHAJIN3 332 e()UKACHOCT, OLIEHABAIIl MOTBbpAcHU citydyan Ha COVID-19,
cbOpaHu 10 AaTaTa Ha 3akitouBaHe Ha gaHHuTe 21 deBpyapu 2022 r., npu 5 476 yyactHHIIN Ha
BB3pact ot 6 Meceria 10 5 rogunau, KOuTo ca noyuwiu ase go3u (Ha 0 u 1 mecem) Spikevax (n=4 105)
i miare6o (n=1 371) u ca UManu oTpUIATENIeH cTaTyc 1o otHoireHne Ha SARS-COV-2 Ha U3X0HO
HHUBO (HapU4aHH ,,[IOMyJIAIKS 110 POTOKOJI 3 OLICHKA Ha eukacHocTTa ). HiMa chliecTBEHH
Pa3IuKH B 1eMOTPpad)CKUTE XapaKTEPUCTHKH MEKIY YUaCTHHITUTE, MOTydrtd Spikevax, u
TTOJTYYHJIUTE TUTAne0o.

Meauanata Ha MPOABDKUTEITHOCT Ha TIpoCiie/isiBaHe Ha epukacHocTTa cien Jloza 2 e 71 nHu 3a
YYACTHHUIUTE HA BB3PACT OT 2 TOAMHU JI0 5 TOAWHU U 68 THY 32 YYaCTHUIIMTE Ha Bh3pacT oT 6 Mecena
o 23 mecerna.

EdukacHocTTa Ha BakcHHaTa B TOBa ITPOyYBaHe € HaOII0JaBaHa Npe3 Mepruoa, KOraTo BAPHAHTHT
B.1.1.529 (Omicron) npeo6iaaaBa cpe/i MUPKYTHPAIIHTE BApHAHTH.

B Yacr 2 B momynanusTa 1mo mpoTOKOJI 3a OIIeHKa Ha eukacHOoCcTTa mpu cinydaute Ha COVID-19,
HACTHIIIU 14 WK MOoBeUe JTHY Cie]] MPUIOKECHUE Ha J103a 2, IPU M3MoN3BaHe Ha ,,iehunuius P301
3a ciyyait Ha COVID-19% (t.e. neduHMIIMATA, IPUIIAaTaHa B OCHOBHOTO MPOyYBaHe Ha e(h)UKaCHOCTTa
pu Bb3pacTHH) eukacHocTTa Ha BakcuHata (VE) e 46,4% (95% Cl: 19,8; 63,8) nipu 1eria Ha Bb3pacT
ot 2 roaunu 1o 5 roaunu u 31,5% (95% Cl: -27,7; 62,0) npu aena Ha Bb3pacT oT 6 Mecena Jio

23 mecera.

Hmynozennocm npu deya na ev3pacm om 6 meceya 0o 5 200unu

[Tpm nena Ha BB3pacT oT 2 10 5 ronuHMU, cpaBHeHUETO Ha NAD oTroBopute Ha Jlen 57 B moarpynara
I10 TIPOTOKOJI 3a OlleHKa Ha uMyHorenHoctTa (N = 264; 25 mukporpama) B Yact 2 ¢ Te3u HA MIIaJNTE
Bb3pactHu (N=295; 100 mukporpama) nokazsa GMR 1,014 (95% CI: 0,881; 1,167), otroBapsiio Ha
KPUTEPUHTE 3a TIOCTUTAaHE Ha HEe To-Maika epukacHoct (T.e. monHa rpanuna Ha 95% CI 3a GMR
>(,67; ToukoBa oreHka >0,8). CpesHara reoMeTpu4Ha KpaTHa CTOMHOCT Ha yBenudaBane (GMFR) ot
U3X0HOTO HUBO 110 [en 57 mpu te3u aena e 183,3 (95% ClI: 164,03, 204,91). PaziukaTa B yectoTara
Ha CepOJIOTMUCH OTroBOp (Seroresponse rates, SRR) mexny nerara u miaaurte Bb3pacthu € -0,4%
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(95% CI: -2,7%; 1,5%), kaTo ChIIO OTrOBapsl HA KPUTSPUHTE 32 MIOCTUTAHE HA HE TI0-MaJKa
edukacHocT (nonHa rpanuia Ha 95% CI Ha pasnukata B SRR > -10%).

IIpu xppMaveTa ¥ MaJIKH JIella Ha BB3PacT OT 6 Mecera 10 23 Mecelia, cpaBHEHHETO Ha NAD
otroBopute Ha Jlen 57 B moarpymnara o npoTOKOJI 3a OLCHKa Ha UMyHOTeHHocTTa (N=230;

25 mukporpama) B Hact 2 ¢ Te3u Ha miaaute Bb3pactau (N=295; 100 mukporpama ) mokazsa GMR
1,280 (95% ClI: 1,115; 1,470), oTroBapsiio Ha KpUTEPUHTE 32 IOCTUTAHE HA HE TIO-MajKa e(hPUKacCHOCT
(T.e. mosHa rpanuia Ha 95% CI 3a GMR > 0,67; ToukoBa onetka > 0,8). Pasiukara B mpoliieHTa Ha
SRR Mexay kbpMaueTa/Manku fena u muaau Be3pactau ¢ 0,7% (95% Cl: -1,0%; 2,5%), kato chiio
OTroBapsi Ha KPUTEPHHTE 3a MOCTHUTaHEe Ha HE Mo-Maska epukacHoCT (nonHa rpanuia Ha 95% CI Ha
pasiiMkaTa B 4ecToTaTa Ha CepojiorudeH oTroBop >-10%).

CregoBaTeIHO, MPEABAPUTEIHO ONPEACICHUTE KPUTEPUH 32 IIOCTUTaHEe HA IIbPBUYHATA LEI 110
OTHOIIICHHE HA UMYHOT€HHOCTTA Ca MOCTUTHATH B JIBETE Bh3PACTOBU TPYIH, KOSTO TIO3BOJIsIBA J1a C&
3aKJIFOYH 32 HAIWYMe Ha e(PUKACHOCT Ha 25 MUKpOrpaMa KakTo IpH Jerara Ha Bb3pacT OT 2 TOJHHU
70 5 roAMHY, Taka M IPH KbpMadyeTa M MJKHUTE Jela Ha Bb3pacT oT 6 Mecena a0 23 mMecena
(Tabnuim 5 u 6).

Taéanna 5. Pe3roMe Ha CHOTHOILIIEHHETO HA CPETHNUTE T€OMETPHYHU CTOHHOCTH HA
KOHUEHTPALHUSITA M YeCTOTATA HA CEPOJIOTHYEeH OTrOBOP — CPABHEHHE HA JIMIATA HA BB3PACT OT
6 Mecena 10 23 Mecena ¢ yYaCTHULIMTE HAa Bb3pacT oT 18 rogunu a0 25 roqunm — rpyna no
NPOTOKOJI 32 OLIEHKA HA MMYHOTeHHOCTTA

6 mecemna 10 18 rogmHu 10 6 mecemna 10 23 mecena/
23 Mecena 25 ropuHu 18 rogmuu g0 25 roqunn
n=230 n=291
Tect Bpe GMC GMC GMC Otrosaps Ha
MeBa (95% ChH* (95% ChH* CBOTHOLLIE LeJITA 32 He
TOYKA Hue (95% No-MaJIKa
CI)? e(pMKACHOCT
ny’
1780,7 1390,8 13
(1 606,4; 1 973,8) (1269,1;1524,2) (1,1; 1,5)
Tect 3a
HeyTpammsupa | 28 IHA Pa3zinka B
II[M aHTUTENA cren, CepoJiornyex CepoJiornyex CepoJIOTHYHHI Pl
cperry SARS- | Hosa2 OTroBOp OTroBOp 1 0TroBOp %0
CoV-2° % (95% CD" % (95% CD" (95% CIy*
100 99,3 0,7
(98.,4; 100) (97,5;99,9) (-1,0;2,5)

GMC = Cpenna reoMeTpUYHA CTOWHOCT Ha KOHIICHTPAIUATA

N = Opoii YJaCTHHITU ¢ HAJIMYHY JaHHU HA U3XOTHO HUBO U B [len 57

* CTOMHOCTHTE 32 AaHTUTENATA, CHOOLICHH KATO HAMHUPAIIHM CE TIOJI I0JIHATA TPAHUIIA HA KOJIMUECTBEHO
onpenenenue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 X LLOQ. CroiiHoctute, mo-
roJieMH OT FOpHaTa rpaHulia Ha KommdecTBeHo ompeaenenue (Upper limit of quantification, ULOQ), ca
3amectenn ¢ ULOQ, ako nefcTBUTETHUTE CTOMHOCTH JIMIICBAT.

2 log-TpaHchopMupaHUTe TUTPU HA AHTUTEIIATA Ca aHAIM3UPAHH C U3IIOJI3BaHE HA KOBAPUALMOHECH
ananu3 (ANCOVA) ¢ npoMeHnHBaTa Ha rpynara (y4aCTHHIHM Ha Bb3pacT OT 6 Mecena 10 5 roauHu u
MJIaay Bb3pacTHH) Kato ¢pukcupan edekrt. [Tlomyuennure cpeanu ctoifHOCTH 1o MeTona Ha LS,
pasimKarta B CpeIHUTE CTOMHOCTH 1o MeTona Ha LS u 95% Cl ca tpanchopmupanu oOpaTtHO 10
I'bPBOHAYATHUS Mamad 3a NpeCTaBsHe.

5 He mo-manka epukacHOCT ce 00sBsBa, aKO N0JIHATA TPaHUIA Ha 2-cTpannus 95% Cl 3a ChOTHOIIEHHETO
GMC e no-romsima ot 0,67 ¢ ToukoBa oneHka >0,8, a moiHara rpanuiia Ha 2-ctpanaus 95% Cl 3a
pasirKaTa B IPOLICHTA HA CEPOJIOTHYHUS OTroBOp € Hall -10% c ToukoBa oreHKa >-5%.

® KpaitHuTte cpeiHO reOMETPHYHN CTOMHOCTH Ha KOHIEHTpauuuTe Ha antutenara (GMC) 8 AU/ml ca

OTIpeZIeIeHH C M3II0JI3BaHe Ha TeCT 3a MUKpoHeyTpanu3anus Ha SARS-CoV-2.

" CepOoJIOTUYHUAT OTTOBOP, ABJDKAIL CC Ha BAKCUHALIUATA, ClICHU(UYCH 32 KOHIICHTPAIIUATA Ha
HeyTpainm3upainuTe anturena cpeiry SARS-CoV-2 RVP Ha HHBO y4aCTHHK, C€ ONMPEIesis B IPOTOKOIA
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kato mpomsHa oT mog LLOQ g0 paBHa uimm mo-Bucoka ot 4 X LLOQ wim noHe 4-KpaTHO yBEITHYCHUE,
aKO M3XOJHOTO HUBO € paBHO WiH mo-Bucoko ot LLOQ. 95% CI Ha ceponoruuHust OTTOBOP ce
n3uucisBa mo Meroza Ha Clopper-Pearson.

" Pazmmkara B 95% CI Ha CepOoIIOTHYHIS OTTOBOP C€ U3YHCIIsBA C M3IOI3BAHE HA TOBEPUTEITHH TPAHUIIN Ha
Miettinen-Nurminen (ckop).

Tadnauua 6. Pe3rome Ha CHOTHOLIEHUETO HA CPEIHNTE FreOMEeTPUYHH CTOHHOCTH HA
KOHUEHTPALHUSITA M YeCTOTATA HA CEPOJIOrHYeH OTTOBOP — CPABHEHHE HA JIMIATA HA BB3PACT OT
2 TOAMHH /10 5 FOIMHYU € YYACTHUIUTE HA BB3pacT oT 18 ronuuu 10 25 ropuHu — rpyna no

MPOTOKOJI 32 OLICHKA HA HMYHOI¢€HHOCTTA

2 TO[MHH JI0 18 rogunu 10 2 roguuu 10 5 rogunu/
5 romuan 25 romuHn 18 rogunu 10 25 roauHu
n=264 n=291
Tect Bpeme GMC GMC GMC Otrosaps Ha
Ba (95% ChH* (95% ChH* CHOTHOLLICHH LeJITA 32 He
TOYKA e (95% No-MaJIKa
C1? e(puKacHOCT
@ny’
1410,0 1390,8 1,0
(1 273,8; 1 560,8) (1262,5;1532,1) (0,9; 1,2)
Tect 3a 28 man Pa3znunka B
HeyTpanu3upan |cien Jloza 2 CepoJiornyex CepoJiornyex CepOJIOTHYHH I
M aHTUTENa OTroBOp OTroBOp 51 0TroBop %
cpery SARS- % (95% CD" % (95% CD" (95% CI)*
CoV-2° 98,9 99,3 0,4
(96,7; 99,8) (97,5;99,9) (-2,7;1,5)

GMC = Cpeana reoMeTpr9IHA CTOWHOCT Ha KOHIICHTPAIMSATA

N = Opoil y4acTHUIM C HAJIMYHU JaHHHU Ha U3XOJHO HUBO U B JleH 57

* CTOMHOCTHTE HA AHTHUTENIATA, CHOOIIEH! KATO HAMHUPAILK CE MO J0JIHATA TPAHULA Ha KOJMYECTBEHO
ompenenenne (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 X LLOQ. Croiinoctute, mo-
roJIeMH OT TOpHAaTa IpaHMIa Ha KoJmuecTBeHo onpenenenne (Upper limit of quantification, ULOQ), ca
3amectenn ¢ ULOQ, ako JeHCTBUTEIHUTE CTOMHOCTH JIUTICBAT.

2 |og-Tpanc(hopMHUpaHUTE HUBA HA AHTUTEJATA CA AHAU3UPAHU C U3IOJI3BAHE HA aHAJIM3 HA KOBApUATEH
moenn (ANCOVA) ¢ npomeniiBara Ha rpynarta (Y4acTHHIM Ha BB3PACT OT 6 Mecena 10 5 ToIuHN 1
MJIad Bb3pacTHU) Kato pukcupan edekT. [ToaydeHnTe cpeaHu cToiHOCTH Ha LS, pasnmukara Ha
cpennute croiiHocTy Ha LS 1 95% Cl ca Tpanchopmupanu oOpaTHO 10 MbpBOHAYAIHHS Maiab 3a
MIpeCTaBsIHE.

5 He no-mainka euKacHOCT ce 00sBsABa, aKO JI0JIHATA rpaHula Ha 2-ctpanuus 95% Cl 3a choTHOIEHUETO
GMC e no-romsima ot 0,67 ¢ ToukoBa ornieHka >0,8, a mormHara rpanuia Ha 2-ctpanaus 95% Cl 3a
pas3nuKaTa B IPOILIEHTA HA CEPOJIOTHYHMS OTTOBOp € Hax -10% c ToukoBa oneHka >-5%.

® KpaliHHTE CpEIHO T€OMETPHUYHM CTOMHOCTH Ha KOHIEHTparuuTe Ha antutenaara (GMC) B AU/ml ca
OMpEeIEIICHH ¢ U3IT0JI3BaHe Ha TECT 3a MUKpoHeyTpanu3ammst Ha SARS-CoV-2.

" CepOoJIOTUYHUAT OTTOBOP, ABJDKAI CC Ha BAKCUHALIUATA, ClICHU(UYCH 32 KOHIICHTPAIIUATA HA
HeyTpanmsupamure antutena cpey SARS-CoV-2 RVP Ha HUBO y4acTHUK, ce ompe/ess B IPOTOKoJIa
kato npomsiHa oT nog LLOQ 1o paBHa unu no-Bucoka ot 4 X LLOQ unu noxe 4-kpaTHO yBeIMUYCHHE, aKO
H3XOJHOTO HUBO € paBHO WK 10-Brucoko oT LLOQ. 95% CI Ha cepoorndHus OTTOBOP C€ W3UMCIISIBA T10
metona ua Clopper-Pearson.

A Pazmukara B 95% CI Ha cepoioruyHus OTTOBOP €€ M3UYKCIISIBA C U3IIOJI3BAHE HA JIOBEPUTEIIHU TPAHULU Ha
Miettinen-Nurminen (ckop).

CTaquCKa BbH3pacT

Spikevax e u3ciieiBana mpu JUIa Ha BB3pacT 6 ¥ IOBeUE Mecela, BKIFOUNTETHO 3 768 ydacTHANIN Ha
BB3pacT Ha 65 u moBeue roauHu. EdukacHocTTa Ha Spikevax mpu y4acTHUIIMTE B HampeaHaIa
BB3pacT (>65 roJJMHN) CHOTBETCTBA HA Ta3H NPH MO-MJIAUTE Bh3pacTHU yyacTHHIM ( 18-64 ronaunm).

20



IlenuaTpuyHa momyaamus

EBpomneiickaTta areHIus 1o JieKapcTBaTa OTiara 3aIbJDKEHUETO 33 PEAOCTaBsSIHE HA Pe3yaTaTuTe OT
npoy4BaHusTa cbe Spikevax B eHa WM NOBEYE NOATPYNH Ha NeAUaTpUIHATA TOMYJIaLus IPH
npesennus Ha COVID-19 (Bxk. Touka 4.2 3a uH(pOpMaIKss OTHOCHO yIoTpeda B EANATPHUITA).

52 ®dapMakOKHHETHYHU CBOIiCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexnuHuvHuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
NPOYYBaHUS 32 TOKCHYHOCT IIPU MHOTOKPATHO MPHJIOKEHUE, PENPOAYKTUBHA TOKCUYHOCT

TOKCHUYHOCT 3a pa3BUTHUETO.

OO0111a TOKCUYHOCT

IIpoBenenn ca mpoyyBaHUs 3a 0011a TOKCUYHOCT MPH ITHXOBE (HA KOUTO Ca MPUIOKEHH
MHTPaMYCKYJIHO 110 4 1031, HaJABHUIIABAIIH 103aTa IIPU X0pa, BEAHBK Ha BCEKU 2 CEIMHULIN).
HabmiomaBanu ca npexoqHu U 0OpaTUMU OTOK M €pUTEM Ha MSACTOTO Ha MH)KEKTUpPaHE, KAKTO U
NPEXOJHU 1 00paTUMH IPOMEHH B J1a0OPaTOPHUTE MOKA3aTeNH (BKIFOUUTEIHO MTOBUIIABAHE HA
€03uHO(UINTE, aKTUBUPAHOTO MapLHaIHO TPOMOOIIIACTUHOBO BpeMe U (hubpuHoreHa). Pesynrature
MpeIoarar, ye NOTeHIMAIBT 32 TOKCHYHOCT IPU XOpa € HUCHK.

FCHOTOKCI/I‘-IHOCT/KaHIIeD OT'CHHOCT

IIpoBemenu ca in Vitro u in vVivo mpoy4BaHus 3a TeHOTOKCHYHOCT C HOBHS JIUIHAEH KOMITIOHEHT SM-
102 Ha BakcuHata. Pe3ysrature mpeanoiarar, 4e MoTEHIUATBT 32 TEHOTOKCHYHOCT ITPU XOpa € MHOT'O
HUCHK. He ca nmpoBekaaHu Mpoy4YBaHus 3a KAHIIEPOTCHHOCT.

PenponykTuBHA TOKCHYHOCT

B exHo poy4BaHe 3a TOKCHYHOCT Ha pa3putreTo 0,2 ml OT BakCHHA ChC ChCTAB, ChIBPIKAI CHITOTO
konmaectBo HPHK (100 Mukporpama) u Ipyru ChbCTaBKHY, BKIIIOUYCHU B IUHUYHA 032 Ha Spikevax 3a
X0pa, € IPUIOKEeHA Ha )KEHCKU TUThXOBE UHTPAMYCKYIHO B 4 citydast: 28 u 14 qau npeau undTocBaHe
u Ha rectaunoneH Jlen 1 u 13. AnTuTsUI0-0TroBOpH cperny SARS-CoV-2 ce nHabmogaBaT npu
JKEHCKHTE ILThXOBE OTIPEU YUPTOCBAHETO JIO Kpasi Ha MPOYYBAHETO Ha 2 1-BUsI JTaKTAllMOHEH JICH,
KaKTO ¥ MPH PEeTyCUTe U MOKOJICHUETO. B Ipoy4YBaHEeTO HSIMA CBHP3aHH C BAKCHHATA HEXEIIaHU
eexTr BBpXY (hepTUINTETa P )KEHCKHUTE, OPEMEHHOCTTa, eMOPHO(ETATHOTO Pa3BUTHE, PA3BUTHETO
Ha IMOKOJICHUECTO WUJIN IMOCTHATAJITHOTO PAa3BUTHUC. JIuncear JaHHU JaJI1 BAKCUHATa Spikevax
MpeMHUHAaBA Npe3 IJIAeHTaTa Wik ¢ eKCKPETHpa B MIISKOTO.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NIOMOIIHHUTE BELIECTBA

SM-102 (xenranexan-9-un 8-{(2-xuaporcueTnin)[ 6-0kco-6-(yHISIHUIOKCH ) XEKCHIT |aMHUHO } OKTAHOAT)
Xonectepon

1,2-nucreapounn-sn-riuiepo-3-hocdoxoiauna (DSPC)

1,2- nuMupUCTOMII-FaC-rmuiepo-3-merokcumnoiauetmieHrnkon-2000 (PEG2000-DMG)

Tpomeramon

TpoMeTaMOoIOB XUIAPOXIOPHT

OrneTHa KHCEeTHA

Hatpues anerar Tpuxuapar

3axapo3a
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Bona 3a nrkexmn
6.2 HecbBMecTHMOCTH

To3u nexapcTBeH NPOAYKT HE TpsiOBa Jja ce cMecBa ¢ APYTH JIEKAPCTBEHH MPOAYKTH WK Ja Ce
paspexna.

6.3 Cpok Ha romHocT

HeorBopen Maorono3os daakoH (Spikevax 0.2 mg/ml nmxekimonsa agucrepeus U Spikevax
0,1 mg/ml uHKEKIIMOHHA UCIIEPCHST)

9 mecena npu -50°C mo -15°C.

B pamxuTe Ha meprona ot 9 mMecera, ciieq u3BaxaaHe oT hpusepa, HEOTBOPECHHSIT (PIIAKOH C BaKCHHA
MOJKE J1a C€ ChXpaHsaBa B XxaaawiHukK npu 2°C no 8°C, 3aluTeH oT cBeTiinHa, MakcuMyM 3a 30 quu. B
paMKHTe Ha TO3M MEPHO/, 32 TPAHCIIOPTUPAaHE MOKeE J1a ce u3nonssar Ao 12 gaca npu 2°C no 8°C (Bxk.
TOYKa 6.4).

Chb110 € 10Ka3aHa XMMUYHA U (U3UYHA CTAOMITHOCT Ha HEOTBOPEHH (PIIAKOHU C BAKCHUHA B
npoAb/bKeHre Ha 12 Mecena, korato ce cbxpansasar npu -50°C no -15°C, npu yciaoBHe 4e oM KaTo
Be/IHBK Ob/le pa3Mpa3eH M ocTaBeH Ha cbxpaHenue npu 2°C go 8°C, u e 3amUTeH OT CBETINHA,
HEOTBOPEHHUAT ()JIAKOH 1€ 1 ce W3M0JI3BAa B PAMKHTE HA He noBeve ot 14 guu (BMecto 30 nHw,
KaKTO Korarto ce cbxpanspa npu -50°C mo -15°C 3a 9 mecena), 6e3 na ce HagBuIIaBa o0IIOTO BpeMe 3a
cbxpaHeHue ot 12 mecena.

BGZ[H’B)K pa3Mpa3cHa, BaKCUHATa HC TpH6Ba Ja C€ 3aMpassBa IIOBTOPHO.

HeotBopenara BakcuHa MOxe Ja ce chxpanssa mpu 8°C g0 25°C no 24 yaca cieq u3BakaaHe OT
XJIATMTHUK.

ITyuxTupan MmHOrono3oB (duakoH (Spikevax 0.2 mg/ml urkekimonHa aucnepeus u Spikevax
0,1 mg/ml MHKEeKIIMOHHA AUCIIEPCHs)

JlokazaHa e XuMH4YHa 1 QU3NYHA CTAOMIIHOCT IpH yIoTpeda B IpoabuKkeHue Ha 19 vaca cief
IEPBOHAYATHOTO MyHKTHpaHe mpH 2°C 10 25°C (B paMKUTE Ha HOIMyCTHMES CPOK 32 yHoTpeda oT
crotBeTHO 30 i 14 nuu npu 2°C no 8°C u BrmouutenHo 24 yaca npu 8°C go 25°C). Ot
MUKPOOHOJIOTUYHA TJICIHA TOYKA MPOIYKTHT TPIOBa Ja ce M3M0a3Ba He3a0aBHO. AKO BaKCHHATA HE CE
W3M0JI3Ba BeHAra, MEPUOIbT Ha U3MO0JI3BaHEe U YCIOBUATA HA ChXpaHEHHUE Npen yrmoTpeda ca
OTTOBOPHOCT Ha MOTPEOUTEIIS.

Spikevax 50 MHUKpPOTI'paMa MHXKXCKITMOHHA AUCTICPCHA B ITPEABAPUTCIIHO HAITBJIHECHA CIPUHITOBKA

9 mecena npu -50°C mo -15°C.

B pamxuTe Ha meprona ot 9 Mecena, ciie] u3BaxKAaHe OT Ghpu3epa MpeaIBapuTeIIHO HATBITHEHUTE
CIIPUHIIOBKY MOXE J1a C€ ChXpaHsaBaT B xJamuiHukK npu 2°C no 8°C, 3auTeHu OT CBETINHA,
MakcuMyM 3a 30 gHE (BK. TOUuKa 6.4).

ChbI10 € 10Ka3aHa XMMUYHA U (PU3NYHA CTAaOMIIHOCT Ha HEOTBOPEHH MPEIBAPUTETHO HAIIBJIHEHN
CIIPUHLIOBKH B IPOJBJDKEHNE Ha 12 Mecena, korato ce cbxpassasar npu -50°C go -15°C, npu
yCJIOBHE 4e IOM KATO BeAHbK 0bJie pa3Mpa3eHa H ocTaBeHa Ha cbxpaHeHnue nmpu 2°C 1o 8°C u e
3alIUTeHa OT CBETIIMHA, MPeBAPUTEIHO HAMBJIHEHATA CIPUHIIOBKA IIIe Ce U3M0JI13Ba B PAMKHUTE
Ha He moBeue oT 14 quu (BMecto 30 gHM, KoraTo ce chxpaHnsaBa npu -50°C no -15°C 3a 9 mecerna), 6e3
Jla ce HaJBHIIaBa 0OIIOTO BpeMe 3a ChbXpaHeHue oT 12 mecena.

BGZ[H’B)K pasMpa3cHa, BaKCUHATa HC TpH6Ba Aa c¢€ 3aMpassBa IIOBTOPHO.
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IIpenBapuTellHO HaITBbJIHEHATA CIIPUHIIOBKA MOXe J1a ce chxpansaBa mpu 8°C o 25°C no 24 gaca cien
W3BAXKAHE OT XJIAJITHUKA.

6.4 ChnenuaJHM ycJI0BUS HA ChbXpaHeHHe

Spikevax 0,2 mg/ml umxkexkunonsa qucnepens M Spikevax 0,1 mg/ml MHXKEKIMOHHA AUCHEPCUS
(MHOr01030BH (HJIAKOHH )

[Ha ce cpxpansa BbB hpusep npu -50°C mo -15°C.

CoxpansBaiiTe (1akoHa BKApTOHEHATa OMAKOBKA, 3a /1a CE MPEATNasy OT CBETIIMHA.

3a ycloBHATA Ha ChXpAaHEHUE CIIE/l pa3Mpa3sBaHEe HA JIEKAPCTBEHUS MPOIYKT BIKTE TouKa 6.3.
3a ycioBusATa Ha ChbXpaHEHHE Ha MHOTO/I030BHs (DJIAKOH CJIE]] IbPBOHAYAIHO OTBAPSHE BHXKTE
TouKa 6.3.

Tpancnopmupane Ha pazmpaszenu MH02000308U ghrakonu 8 meuno cvcmosnue npu 2°C 0o 8°C

Ako TpancnioptupaneTo npu -50°C no -15°C He € Bb3MOKHO, HAIMYHU Ca JaHHH, CIIOPE]] KOUTO €
BB3MO)KHO TPAHCIIOPTHPAHETO HA €IMH WJIM TIOBEeYE pa3Mpa3eHH (pIakoHa B TEYHO CHCTOSHHUE 32
nepuox 1o 12 gaca npu 2°C no 8°C (B pamkute Ha 30-qHeBHUS Wi 14-1HEBHHUS CPOK HA TOAHOCT,
cpotBeTHO npu 2°C 1o 8°C). Bennbk pa3mpaseHd U TPAaHCIIOPTHPAHU B TEYHO cheTostHUE pH 2°C 10
8°C, ¢makonuTe He TpsIOBa Aa ce 3aMpassiBaT HOBTOPHO, a Aa ce cbxpanssar npu 2°C go 8°C no
TSXHOTO M3IIOJI3BAHE.

Spikevax 50 MukporpaMa HHXEKIIMOHHA JIACIIEPCHS B IPEABAPUTEIHO HATBIHEHA CIIPUHIIOBKA

[Ha ce cpxpansBa BbB (pusep npu -50°C mo -15°C.

CopxpaHsBaiiTe IpeJBAPUTEIIHO HAITBIHEHATA CIIPHHIIOBKA B KAPTOHEHATA OMIAKOBKa, 32 Jla e
npeArnasy OT CBETJIHHA.

3a ycloBuATa Ha ChbXpaHEHHE CIIe/ pa3MpassiBaHe, BIDKTE Touka 6.3.

Tpancnopmupane na pasmpaszenu npedeapumento HanviHeHu CHPUHYOBKU 8 MEeYHO CbCMOAHUE Npu
2°C 00 8°C

Axko Tpancnoptupaneto npu -50°C no -15°C He e Bb3MOXKHO, HATUYHH Ca JaHHH, CIIOPE]] KOUTO €
BB3MO)KHO TPAHCIIOPTHPAHETO HA €/IHA WJIM TIOBEYE pa3Mpa3eHH MPeIBaAPUTETHO HAITbITHEHH
CIPUHLOBKY B Te4uHO cberosnue mpu 2°C no §°C (B pamkute Ha 30-aHeBHUS WK 14-THEBHUS CPOK Ha
rogaoct cboTBeTHO IpH 2°C 10 8°C). Bennbk pazMpazeHu U TPAaHCIIOPTHPAHU B TEYHO CHCTOSIHHE
npu 2°C no 8°C, mpeBapUTEIHO HATBTHEHUTE CIIPUHIIOBKU HE TPSIOBA J1a ce 3aMpa3siBaT IIOBTOPHO, a
na ce cexpansgBat npu 2°C 1o 8°C 10 TIXHOTO HU3MOI3BaHE.

6.5 Buawu chabpKaHue HA ONIAKOBKATA

MHoro103084 (hy1akoHn

Mno2000306 gpnaxon (Spikevax_0,2 mg/ml unowcexyuonna oucnepcus)

5 ml nucniepcus B MHOT0/1030B (hi1akoH (OT CTHKIIO TUM | WIIM €KBUBAJICHT HA CTHKJIO TUN 1, MU
[UKINYCH OJIC(PUHOB MOJUMEDP C BETPEITHO OapUEPHO MOKPUTHE) ChC 3aImyIIaiiKa (XJI0po0yTHIIOB
Kay4dyK) B oO0KaTka (aTyMHHHEBa 00KaTKa) C YepPBEHO OTUYIIBAIIIO CE Karade.

OmnakoBka: 10 MHOr07030BH (hakoHa. Beeku dpmakon cpabpika 5 ml.

Spikevax_0, I mg/ml unowcexyuonna oucnepcus

2,5 ml gucniepcusi OT B MHOT0/1030B (hJ1aKoH (OT CTBKIJIO TUH | MM €KBUBAJICHT HA CTBHKIIO TUN 1, Win
LUKJIAYEH 0J1e()rHOB MOJIMMED C BHTPELIHO OapuepHO MOKPUTHUE) ChC 3amyliaika (XI10po0yTHIoB

Kay4dyK) B 00KaTka (aIyMHHHEBa 00KaTKa) ChC CHHRO OTUYIIBAIIO CE KaradJe.

Onaxkogka: 10 MHOro1030BH takoHa. Beeku duiakoH chabpxka 2,5 ml.
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Spikevax 50 MHUKpOIpaMa MHXXCKIIMOHHA JUCHCPCHA B MPCABAPUTCIHO HATBJIHCHA CITPUHITOBKA

0,5 ml nucnepcus B mpeaBapuTEIHO HATBJIHEHA CIIPHHIIOBKA (OT HUKIMYEH OJICUHOB MOTUMED) C
riaBa Ha OyTanoTo (OpoMOOYTHIIOB KaydyK C MOKPUTHE) U MPEAna3Ho Kanaue (OpoMOyTHIIOB KaydyK,
0e3 uria).

Besika onakoBka CbAbpiKa 5 mpo3pavyHu 6J'II/ICT€pa, BCCKHU OT KOUTO CbABPiKA 11O 2 npeaABApPUTCIHO
HaITbJIHCHU CIIPHUHIIOBKU.

OmnakoBka: 10 npeBapuTETHO HATBJIHCHN CIIPHHIIOBKH. BCska MpeIBapuTEIHO HAMTBJIHEHA
crnpuHIIOBKa chaAbpka 0,5 ml. He u3non3paiite mpeBapuTeIHO HATBJIHEHA CIIPUHIIOBKA 32
WHKEKTUpaHe Ha yactuueH obem - 0,25 ml.

6.6 CrhenuajJHu NpeanasHu MEPKH NP U3XBBPJIsiHe U padoTa

Bakcunara TpH6Ba Ja C€ IPUT'OTBA U IMOCTABA OT O6yquI/I MCIUIUHCKU CIICHUATINCTHU IIPU CIIa3BaHC
Ha aCCNITUYHHU TCXHUKH, 3a J1da CC rapaHTUpa CTCPUIHOCT HA AUCIICPCUATA.

®dJ1akoHUTE U NPEBAPUTEITHO HAITBIHEHNUTE CIIPUHIIOBKY J1a C€ ChXpaHsBaT BB Gpusep npu -50°C 1o
-15°C.

CoxpansBaiiTe (1akoOHHUTE U IPEABAPUTEIHO HAITBIHEHUTE CIPUHIIOBKH B KAPTOHEHATa OIIAKOBKa, 32
Jla ce IPEeaIassaT OT CBETJIMHA.

MHoro10308 (JIAKOH

Bakcunara e roroBa 3a yHOTpGGa CJICT pa3Mpa3ssaBaHC.

Ja He ce paskiama uin pa3pexa. 3aBbprere JIeKo (piakoHa ciej| pa3MpassBaHe U MPeIn BCSIKO
U3TETJISHE.

Spikevax_0,2 mg/ml unsicexyuonna oucnepcus
Ot Bceku (urakoH (YEpBEHO OTUYIBAIIO C€ Karmade ) MOXKE J1a C€ U3TErIIT MakcuMyM neceT (10) mo3u
(o 0,5 ml Bcsixa) mm makcumyM naBazgeceT (20) go3u (o 0,25 ml Besika).

[IpenopbuutenHo e Aa npoOoXkaaTe 3amyliagkaTa Ha pa3jInuHo MACTO Bceku IbT. He myHkTHpaiite
(nakoHa moseye ot 20 MbTH.

BbB Bceku (hiiakoH ce ChIbprka M3JIUIIBK, 33 Ja MOXKE Ja Ce TapaHTHpa JO0CTaBIHETO HA MAKCUMYM
10 mo3u mo 0,5 ml Besika wmu makcumym 20 1o3u mo 0,25 ml.

VYBepere ce, ye (I1aKOHBT MMa YEPBEHO OTUYIBAIIO CE Karaye U HANMEHOBAHUETO Ha MPOJIYKTA €
Spikevax 0,2 mg/ml. Ako pIakoHBT € ChC CHHBO OTYYIIBAIIO CE Karave 1 HAUMEHOBAaHHETO Ha
npoxaykra e Spikevax bivalent Original/Omicron BA.1 uwiu Spikevax bivalent Original/Omicron
BA.4-5, Mmons1, HampaBeTe cripaBKa ¢ KpaTKaTa XapakTEpPUCTUKA Ha MPOAYKTa 3a TO3U CHCTaB.

Pa3MpaseTe BCCKHU MHOI'0JJ030B q)HaKOH npeau yHOTpe6a, KaToO CJICABATC YKA3aHUATA MMO-A0JTY

(Tabnuna 7). Koraro ¢nakoHbT € pasMpaseH B XJIaJUITHHK, OCTABETE IO HA CTAaliHa TeMIlepaTypa 3a
15 MuHyTH TIpEeIU TPUIIOKEHHE.
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Ta6auna 7. Yka3zaHus 3a pa3Mpa3siBaHe Ha MHOT0/1030BH ()MIAKOHH MPeIu ynoTpeda

YKa3aHuA U NPOABIKUTETHOCT HA pa3Mpa3siBaHe
Temmnepatypa
Temneparypa | IIpoabisku Ha
patyp po HpoabmxnTes
OnakoBka Ha TeJTHOCT Ha | pa3Mpa3ssiBa HOCT Ha
pa3Mpa3ssiBaHe | pa3mpassiBa | He
N pa3MpassiBaHe
(B XJIAIWIHUK) | He (npu craiina
TeMIepaTypa)
24acau
MHoro10308 (iakoH 2—8°C 15°C-25°C 1 gac
30 munyTHt

Spikevax 0,1 mg/ml unsicexyuonna oucnepcus
ITer (5) mo3u (mmo 0,5 ml Besika) wm makcumaitHo necet (10) mo3u (o 0,25 ml Besika) Moxke Aa Obnat
W3TETJICHU OT BCEKH (PIIaKOH (CMHBO OTUYIIBAIIO CE Karaue).

VBepere ce, 4e (IaKOHBT MMa CHHBO OTUYIIBAIIO CE Kalaue M UMETO Ha IpoayKTa e Spikevax

0,1 mg/ml. Ako pIakoHBT € ChC CHHBO OTYYIIBAILO CE Karavye ¥ UMETO Ha MPoayKTa e Spikevax
bivalent Original/Omicron BA.1 wu Spikevax bivalent Original/Omicron BA.4-5, moJisi, HanpaBete
CIIpaBKa C KpaTKaTa XapaKTCPUCTUKA Ha MMPOAYKTa 3a TO3HU ChCTaB.

’KenarenHo € BCEKH BT Ja HpO6I/IBaTe 3alrynrajikaTta Ha pa3JIM4HO MACTO.

BbB Bceku (bi1akoH ce Chbprka M3JIUIIBK, 32 J]a MOXKE Ja C€ TapaHTHpa JOCTAaBIHETO Ha 5 103U 10
0,5 ml mu maxcumansdo 10 go3u o 0,25 ml Beska.

Pa3mpasere Bcekn MHOTO/1030B (DIaKOH mpein ynoTpeda, KaTto ClieBaTe YKa3aHUsATa MO-0ITy

(Tabnuma 8). KoraTto ¢nakoHBT € pa3MpaseH B XJaAWITHHUK, OCTaBeTe TO Ha CTaiiHa TemrepaTypa 3a 15
MUHYTH [IPEIH MPUIOKEHHE.
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Ta6auna 8. Yka3zanus 3a pa3Mpa3ssiBaHe Ha MHOT0/1030BH ()MIAKOHM MPean ynoTpeda

Yxka3aHus M NPOIBJLKATEJHOCT HA pasMpa3siBaHe

TemmnepaTypa
Temneparypa | lIpoabiasku | Ha
patyp poA MpoabmxuTes
OnakoBka HA pa3Mpa3ssi- | TeJHOCT Ha | pa3mpassBa HOCT Ha
BaHe (B XJIa- pa3mpa3ssiBa | He
N pa3Mpa3siBaHe
JUJIHHUK) He (mpu craiina
TeMIeparypa)
24acau
MHoro10308 (iakoH 2—8°C 15°C-25°C 1 vac
30 MuHYyTH

Spikevax 0,2 mg/ml unsicexyuonna oucnepcus u Spikevax 0,1 mg/ml unscexyuonna oucnepcust

Spikevax 50 Mukporpama B IpeIBApUTEIHO HAITBIHEHA CIIPUHIIOBKA

Ja He ce paskiiaia Wwin pa3pexaa ChbAbPKaHNUEeTO Ha MPEIBAPUTEIHO HAITbTHEHATAa CIIPUHIIOBKA.
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Bcesika peiBapuTeHO HAITBJIHEHA CITPUHIIOBKA € CaMo 3a eTHOKpaTHa ynoTpeda. BakcuHaTa e roroBa
3a ynotpeda ciiesl pa3MpassiBaHe.

C BcsiKa IpeABapUTEITHO HAITBIHEHA CIIPUHITOBKA MOXKe n1a ce pmitoku exHa (1) mosa ot 0,5 ml. He
U3II0JI3BaiiTe MPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA 3a HHXKEKTHPaHe Ha dacTudeH obem - 0,25 ml.

Spikevax ce qocraBs B €IHOI030Ba, ITPEABAPUTEIHO HAITbIHEHA CIPUHIIOBKA (0€3 Uria), ChabpKalia
0,5 ml (50 mukporpama) uPHK u TpsibBa na ce pa3Mpasu npeiu IpUIoKeHHeE.

[Ipenu ynotpeba pa3mpasere BCsAKa MPEIBapUTEIHO HAITBIHCHA CIIPUHIIOBKA, CICIBAHKY yKa3aHUSATA
mo-mory. CIIpHHITOBKHATE MOJKE Jla C& pa3MpassBaT B OJucTepuTe (BCEKU OJUCTEP ChIABPKA

2 mpeBapUTEITHO HAITBTHEHU CIPUHIIOBKH) HJIM B caMaTa KapTOHEHA OMAKOBKA, B XJIaIMTHUK WU Ha
craitna Temneparypa (Tabmuma 9). Korato cipuHIIOBKaTa € pa3Mpa3eHa B XJIaJIUITHHUK, OCTaBETE 5 Ha
cTaifHa Temrieparypa 3a 15 MUHYTH TIpeIn IPUIIOKEHHUE.

Ta6auna 9. Ykazanus 3a pasMpa3ssiBaHe Ha NPeIBAPUTETHO HANTBJIHEHH CIIPHHIOBKH H
KAPTOHEHH ONMAKOBKH Npeau ynorpeda

Yka3zaHus 3a pa3Mpa3siBaHe W HEroBaTa NPOXbJKUTETHOCT
Temneparypa
IMpoabiku patyp
Temneparypa Ha
Ha TEeJTHOCT A3MDAZSIBA HpoabmxuTen
OnakoBka HA pasmp HOCT Ha
pa3MpassiBaHe He
pa3mpassB . pa3mpa3ssiBaHe
(B XJIaUJTHUK) (npu craiina
o aHe (MUHYTH)
°O) (MunyTH) TeMImepaTypa)
O
IIpenBaputenHo
HaIThJIHCHA 2-8 55 15-25 45
CIIPHUHIIOBKA B OJIUCTED
KaproHeHa onakoBka 2-8 155 15-25 140

VYBepere ce, ue UMETO Ha MTPOIyKTa Ha MPEIBAPUTEITHO HAITbJIHEHATA CIIPUHIIOBKA € Spikevax

50 mukporpama. Ako umeTo Ha npoaykra e Spikevax bivalent Original/Omicron BA.1 nnm Spikevax
bivalent Original/Omicron BA.4-5, Mo, HarpaBeTe ClipaBKa ¢ KpaTKaTa XapaKTepUCTHKA Ha
IPOJIYKTA 32 TO3H ChCTAB.

Vkazanus 3a pa60ma C nped@apumejzﬂo HAnvjlHeHume CnpuHyo6Ku

o OcraBeTe BCsika IpeIBAPUTEITHO HAITBIHEHA CIIPUHITOBKA Ha cTaitHa Temmeparypa (15°C mo
25°C) B npoAbiKeHUE Ha 15 MUHYTH NpeAn MPUIIOKEHNE.

] [a He ce paskiamia.

. [Ipenu npuoxeHue nperBapuTeIHO HallbJIHEHATa CIIPUHIIOBKA TpsiOBa Jla ce orviesa 3a

HAJIMYUE HAa BUJIUMH YaCTUIU U TPOMSHA B IIBETA.

o Spikevax e 6sa o mouTH Osuta aucepcus. Moxke 1a Chabpika OeITd WiIH MTOIyIPO3padHH
YaCTHIIY, IPUCHINYU HA MpoxykTa. He mpunaraiite, ako BakCHHATA € C TPOMEHEH I[BST WU
ChIIbpKa JAPYTH BUJIUMHU YaCTHIIH.

. Hrnute He ca BKIIOYCHH B KAPTOHCHUTE OMAKOBKH Ha MPEABAPUTEIIHO HAITBITHCHUTE
CTIIPUHIIOBKH.

. W3non3Baiite cTepriTHA WA C TIOAXOIAI] pa3Mep 32 MHTPaMYyCKYITHO HHxkekTupaHe (216G wm
MO-THHKY HTIJIN).

. OtcrpaHeTe KanaJykara OT CHPUHIIOBKara 4pe3 3aBbpTaHe B IOCOKa 00paTHa Ha YaCOBHUKOBATa
CTpeKa.

. [MocraBete urnara, Karo st 3aBLPTUTE MO IOCOKA HA YACOBHUKOBATA CTPEJIKA, JIOKATO CE 3aKpeIy

Jn00pe BBPXY CIIPUHIIOBKATA.
. MaxHeTe karnadkaTa Ha UIvlaTa, KOraTo cTe TOTOBH 3a IIPUIIOKEHHUE.
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L HpI/IJ'IO)KeTe [djrata 103a UHTPaMyCKYJTHO.

HsxBbpiisiHe

Hewusnon3paunusr JICKAPCTBCH IMPOAYKT WIX OTHAABYHUTC MATCPpHUAIN OT HCTO Tp$16Ba Ja CC USXBBPJIAT
B CBOTBCTCTBHUEC C MCCTHUTEC U3MCKBAHUA

7.  TPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 PIt 12

Madrid 28002

Hcnanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/20/1507/001

EU/1/20/1507/002
EU/1/20/1507/003

9. JATA HA ITbPBO PA3ZPEIIABAHE/IIOJHOBSIBAHE HA PASPEILIEHUETO 3A
YIIOTPEBA

Jlata Ha iepBO pa3pemarane: 6 sayapu 2021 .
Jara Ha mocnenuo moxHoBsiBaHe: 03 okTomBpu 2022 T.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[MonpoOHa nH(popMaIUs 3a TO3U JICKAPCTBEH MPOIYKT € MpeiocTaBeHa Ha yeOcalita Ha EBporneiickara
areHIus 1o JekapcTBaTa http:// www.ema.europa.eu.
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' To3u nekapcTBEeH NPOAYKT MOICKH Ha JOMBJIHUTEIIHO HaOoaeHe. ToBa 1i1e o3BoIH OBP30TO
YCTaHOBSIBaHE Ha HOBa HH(OpMaIUs OTHOCHO Oe30nmacHOCTTa. OT METUITMHCKUTE CIICIIMATTUCTH CE
M3KCKBA J]a ChOOIIABAT BCSIKA MTOA03MpPaHa HeKeJlaHa peaknys. 3a HaunHa Ha ChOOIaBaHe Ha

HEXXEJTaHHW PEaKINK BIDKTE TOUKa 4.8.

1. HNME HA JIEKAPCTBEHUSA ITPOJAYKT

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

JUCTIEPCHS

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKporpama WHXEKIIUOHHA JTUCIIEPCHUs
Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MuUKporpama HHXEKLIHOHHA JUCIIEPCHUS
B IIPE/IBAPUTEIIHO HAITBIHEHA CIPUHIIOBKA
uPHK Bakcuna cperry COVID-19 (aykneo3unno moauduirpana)
COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Tadomuua 1. KauecTBeH u Koin4yecTBeH cheraB Ha Spikevax bivalent Original/Omicron BA.1

Koyin4yecTBO HAa aAKTUBHOTO OnakoBka Joza(u) CbcTaB 3a 1032
BelIECTBO B /1030Ba eIHHMIIA
Spikevax bivalent MHOr0m10308B
Original/Omicron BA.1 dnakon 2,5ml | Saosumno | Exna nosa (0,5 ml) chaspxa
(50 muxporpama/50 mukporpama)/ | (CUHBO 0,5 ml 25 MHKpOrpama ea3soMepan
ml HHKEKIIHOHHA UCTIePCHST oTuynBamio ce | Beikawmm | (elasomeran) u 25 mukporpama
Karage) 10 no3u o | umenazomepan (imelasomeran),
0,25 ml nPHK Bakcuna cpeury COVID-19
BCSIKa (BKJTIOUCHA B JIUIUIHU
MHoromo308 10 no3u HAHOYACTHIIN).
(makon 5 ml mo 0,5 ml
(nakoH (cuabo | Besika | Exna mosa (0,25 ml) ceabpika
oruynBamo ce | 20 go3u o | 12,5 MukporpaMa eaazoMepaH u
Karave) 0,25 ml 12,5 Mukporpama umenaszomepax,
BCsAKa nPHK Bakcuna cpeury COVID-19
(BKJTIOUCHA B JIUITUIHU
HAaHOYACTHIIN).
Spikevax bivalent EnnomosoB 1 noza
Original/Omicron BA.1 ¢makon 0,5 ml | 0,5 ml
25 MuKporpama/25 Mmukporpama (cunBO
WHKEKIIMOHHA THCTIePCUs OTYYIBAIIO CE
Karade) Cawmo 3a
€THOKpAT Enna no3a (0,5 ml) ceaspixa
Ha 25 MHKporpama ena3oMepaH u
ynorpeba. | 25 MukporpaMa umeia3oMepax,
Spikevax bivalent [pensaputenn | 1 moza nPHK Bakcuna cpeury COVID-19
Original/Omicron BA.1 0 HaIMbJIHEHA 0,5ml (BKJIIOYCHA B JIMITUTHU
25 Mukporpama/25 Mukporpama CIIPUHIIOBKA HaHOYACTHIIN).
WHKEKIIMOHHA JTUCTIEPCHs B Camo 3a
NpeIBAPUTETHO HAITbJIHEHA €THOKPATH
CIPUHIOBKA a
ymoTpeoa.

Enazomepan e eqHoBepmkHa, 5’-kenupana napopmanronna PHK (uPHK), npoussenena c
M3I0JI3BaHeTO Ha Oe3kiaeThuHa in Vitro Tpanckpumius ot crotBeTHUTEe JJTHK-MaTpuim, Kogupanim
BupycHus mumoB (S) nporend Ha SARS-CoV-2 (opurunaniza).
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Hmena3oMepad e eHOBeprKHa, 5’ -kenupana uHpopmanunonda PHK (uPHK), npouseenena ¢
W3I0JI3BaHETO Ha Oe3kJeThYHa iN Vitro Tpanckpumms oT cboTBeTHUTEe JJHK-MaTpuim, xoaupaniu
BupycHus mwunoB (S) nporerH Ha SARS-CoV-2 (Omicron BA.1).

3a IBJIHUA CIIMCHK Ha ITOMOIIHUTE BEIECTBA BHKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WmxekunonHa nucnepeus

bsina no nmouru Osna nucniepeus (pH: 7,0-8,0).

4, KJIWMHNUYHU JAHHHU

4.1 TepaneBTHYHHU MOKA3AHUS

Spikevax bivalent Original/Omicron BA.1 e noka3aHa 3a akTHBHA UMYHH3aIHs 32 TPEBSHIUS HA
COVID-19, npuuunen ot SARS-CoV-2, npu nuna Ha 6 1 oBe4e roAMHHU, KOUTO BEYE Ca MOy IHIIH
NOHE Kypc Ha MbpBUYHA BakcuHausa cpeiy COVID-19 (Bx. Touku 4.2 u 5.1).

Ynorpebara Ha Ta3u BakCHHA TPsIOBa a ObJie B CHOTBETCTBHE C OPHIHUATHUTE MPEHOPBKH.

4.2  Jlo3upoBKa U HAYMH HA MPUJIOKEHUE

ﬂoamgom(a

Jluya na év3pacm 12 2co0unu u no-ev3pacmuu
Iozara Spikevax bivalent Original/Omicron BA.1 e 0,5 ml ce npriara HHTpaMyCKyITHO.

Heya na év3pacm om 6 0o 11 eoounu
JHosara na Spikevax bivalent Original/Omicron BA.1 e 0,25 ml ce npuiara HHTPaMyCKyJIHO.

Mesxay npunoxkerrero Ha Spikevax bivalent Original/Omicron BA.1 u mociennara npeaxoaHa g03a
BakcuHa cperry COVID-19 tps6Ba 1a niMa HHTEPBAII OT Hal-MaJIKo 3 Mecela.

Spikevax bivalent Original/Omicron BA.1 e noka3ana camo 3a Jiuia, KOUTO MPEIn TOBA Ca MOy YHIIH
[IOHE KypC Ha IIbpBUYHA BakcuHaius cpeiry COVID-19.

3a moapoOHOCTH OTHOCHO Kypca Ha ITbPBUYHA BAKCHHALMS IPU BB3PACT 6 1 OBE4e TOAWHH, MOJIA,
BIKTE KpaTKaTa XapakTepHCTHKa Ha poayKTa 3a Spikevax 0,2 mg/ml nHXeKuuOoHHA AUCTICPCHSL.

Ileouampuuna nonyaiayus
besonacHoctTa 1 edukacHocTTa Ha Spikevax bivalent Original/Omicron BA.1 npu nera Ha Bb3pact

o 6 roUHH BCE OILE HE Ca YCTaHOBEHU. JIMIICBAT TaHHH.

Cmapl{eCKa 8v3pacm
He ce Hanmara kopurupase Ha J103ata [pH JIMIa B CTapyecka Bb3pacT >65 roanHH.

Haunn Ha npunoxxkenue

Bakcunata TpsiOBa Aa ce npuiara HHTpaMyCKyJTHO. 3a MpearnovruTane € B JeNTOUIHUS MyCKYII B
ropHaTa yacT Ha pbKaTa.

He an/InaraﬁTe Ta3W BaKCHA UHTPABACKYJIapHO, IIOAKOXXHO WJIN UHTPAACPMAIHO.
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Bakcunara He TpssOBa /1a ce cMecBa B €IHA U ChIIIa CIIPUHITOBKA C APYTH BaKCUHU WU JICKAPCTBECHU
MPOTYKTH.

3a mpenna3HuTe MEPKU, KOUTO TPSOBA Jja OBAT B3ETHU MPEAH MPUIIOKEHUE HA BAKCUHATA, BUKTE
Touka 4.4.

3a yKka3aHUs OTHOCHO pa3Mpa3sBaHETO, padoTaTa ChC U U3XBBPISHETO HA BAKCHHATA, BIKTE
TO4Ka 6.6.

4.3 IIporuBOmOKA3aHUS

CBp’bX‘IyBCTBI/ITeHHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

4.4  ChneuuajHM mpeaynpeskaeHUus U MpeANa3sHu MepPKH NpU ynorpeda

IIpocnenumoct

3a fa ce moo0pH MPOCIEAUMOCTTa Ha OMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U TAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSAOBA SCHO J]a CE 3alluCBaT

CBpbXYYBCTBUTEITHOCT U aHadJ HIJIaKCHs

Nma cpobmenns 3a anadunakcus npy auua, nonyymnn Spikevax (opurunanna). Bunaru tpsiosa na
MMa Ha Pa3NoJIOKEHUE MOAXOAAIIO0 MEIUIIMHCKO JICYeHNE U HAaOII0JeHNE B CIIydail Ha
aHa(MIIAKTUYHA PEaKIys clie]l IPUI0KEHHE HAa BAKCHHATA.

HpenoquBa C€ BHUMATCIIHO Ha6J’IIO,Z[eHI/IC B IPOABJDKCHUC HA Hal-Majko 15 MUHYTH CJICA
BakcuHanusaTa. ITocneasarnm go3u Spikevax bivalent Original/Omicron BA.1 e tps6Ba aa ce

npuiaraT Ha JIMIa, KOUTO ca MOJTy4rv aHaduiiakcus Ipy npeauinHa go3a Spikevax (opuruHaimHa).

MuoxkapauT U nEpUKaApIUT

C’LH_ICCTBYBS. TMOBHUIIICH PUCK OT MUOKAPAUT U NICPUKAPAUT CJIC] BaAKCUHALIUA CHC Spikevax.

Tesu 3a001IBaHUS MOYKE JIa CE PA3BUAT IO HAKOJIKO JTHU CJIE] BAKCHHAITUATA U HACTHIIBAT MPEIUMHO
B pamkuTe Ha 14 muu. Te ca HAOMOaBaHU MMO-YECTO TPH TO-MIIAH MBXKE U TI0-9E€CTO CIIe]l BTopaTa
J103a, B CPaBHEHHUE C ITbpBara 1032 (BX. Touka 4.8).

Hanuunawte JaHHU IMOKa3BaT, Y€ B IMIOBCYCTO CIydau HACTHIIBA Bb3CTAHOBABAHC. B nsxon ClIy4dau ce
HaJjiara noagabp:KaHe€ ¢ MHTCH3UBHU I'PUIKU U Ca Ha6J'IIO)_'[aBaHI/I U CIy4au.cC JICTAJICH U3XOM.

MenuHCKATE CIITIHATMCTH TPIOBa Ja ObJaT OMUTENHU 32 MPU3HALUTE U CHMITOMHTE Ha
MHUOKapIuT U epuKapAnT. BakcuHupanure nuna TpsAOBa Aa ObAaT MHCTPYKTHPAHU 1a TTIOTHPCAT
He3a0aBHO MEUIIMHCKA TIOMOIII, aKO Pa3BUAT CUMIITOMH, IIOKA3aTEITHH 32 MHOKAPHUT WU
MEPUKAPANT KaTo (0CTpa U MPOABIDKUTENHA) O0JIKa B I'bPANTE, 3a4yX WIH MANNUTAIIH CIe
BaKCHHALIUATA.

MeaUIMHCKHUTE CIICIUAINCTH TPAOBA J1a Ce KOHCYJITHPAT C MPEMOPbKUTE U/HITK CIICIUATMCTUTE 3a
JIMaTHOCTHIIMPAHE U JIeYeHHE Ha TOBa 3a00IIABaHe.

Peaknuu, cBbp3aHU ¢ TPEBOKHOCT

BuB BPB3Ka C BAKCHMHAUATAC Bb3MOXKHO [1a CC MOJIyYaT pCaKiun, CBbP3aHU C TPCBOKHOCT,
BKJIFOUUTCIHO Ba30BaraJHU pCakKnunu (CI/IHKOH), XUIICPBCHTUIIALIUA UJIU PCAKIIUH, CBBP3aHU CbC
CTpeca, KaTo IICUXOI'CHCH OTIOBOP KbM MHIKCKTHUPAHETO C UIJIA. Baxno e Jla C€ B3€MaT NpCaAra3Hu
MCPKH, 3a Aa CC MPCAOTBPATHU HapaHABAHC OT IpHUIIaJaHC.
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CrrpTeTBaIio 3a001sBaHe

Bakcunanusra TpsiOBa 1a ce OTJIOKH NPH JIMIA, CTPAJAIIHN OT OCTPO TEXKO (HeOpHITHO 3200 IsIBaHE
uiu octpa uHpekims. Hannyrero Ha jgeka nHOEKIMS W/WIH JICKO MOBHILIEHA TEMIIEpaTypa He TpsOBa
1a 3a0aBsT BAKCHHALMSTA.

TpoMOOIUTONCHNUS ¥ HAPYIIICHUS HA KPhbBOCHCUPBAHETO

KakTo nipu qpyru MHTpaMyCKyJITHH WHXXKEKIIMH, BaKCUHATa TPSIOBa Jja ce mpujiara ¢ MOBUIICHO
BHUMAaHUE MIPH JIUIIA, TOTyYaBaIlld aHTUKOATYJIaHTHA TePaIus W JIUIA ¢ TPOMOOITUTOTICHUS HITU
KaKBOTO ¥ Jla € HapylIeHHe Ha KPhBOCHCUPBAHETO (HAPUMEP XeMOQWITHS), Thil KATO MPU TE3H JIUIA
MOJKE JIa Ce TMOIYYH KbpPBEHE WM 00pa3yBaHe Ha CHHHHU CJIE]] HHTPAMYCKYJIHOTO TIPUIIOKCHHUE.

O0ocTpsiHe HA CHHIpPOMA Ha HapVIIEHA KANWIIPpHA IPOIYCKINBOCT

Cr0o011eHH ca HAKOJKO ciTydasi Ha 000CTpsSHE Ha CHHIPOMa Ha HapyIlIeHa KallWIsipHA MPOITYCKIHBOCT
(CHKII) mpe3 mepBHTE THU CIIE BaKCHHANMA Che Spikevax (opuruHaana). MeIuIMHCKATE
CITCIIMATUCTH TPsIOBa Ja ca HascHO ¢ mpu3HarnuTe u cumnromute Ha CHKII, 3a na pa3no3nasT
He3a0aBHO U Jia JieKyBaT cberostHueTo. [Ipu nuia ¢ anamuesa 3a CHKII miarupanero Ha
BaKCHHAIMATa TPSOBA J]a e HAIPaBU ChBMECTHO ChC ChOTBETHHUTE MEIUITUHCKU EKCIICPTH.

I/IMVHOKOMHDOMGTI/IDaHI/I JMIa

EdukacHocTTa Ha BAKCHHATA HE € OlleHEeHA MPY MMYHOKOMIIPOMETHPAHH JIMIA, BKIFOUYUTEITHO TAKHBA,
KOUTO TIOJTy4aBaT UMYyHOCYTIPECHBHA TEPAIUSI U MOXKe Jja Ob/1e MO-HUCKA IPH
UMYHOKOMIIPOMETUPAHU JTULIA.

IIpenopbkara ga ce OOMUCITN IPUIOKEHHUE HA TPETA J103a MPH TEKKO NMyHOKOMIIPOMETHPAHH JIHIIA
(Bk. Touka 4.2) ce OCHOBaBa HA OTPaHUYCHU CEPOJIOTUYHU JaHHU TPY NAIIMEHTH, KOUTO ca

HMYHOKOMIIPOMETHPAHU CJICA TPAHCIJIAaHTAllUA Ha COJIMACH OPraH.

IIpoAbKUTEIHOCT Ha 3alUTara

[IpoapKUTETHOCTTa HAa OCHUTYpsIBAaHATA OT BAaKCHHATA 3aIl[UTa HE € U3BECTHA, ThI KaTO TS BCE OIIE Ce
ompezAesns B TEKYIIH KIMHUYIHU TPOYUIBaHHUSL.

OI‘DaHI/I"IeHI/Iﬂ OTHOCHO Cd)eKTI/IBHOCTTa Ha BaAKCHMHATa

KakTo npu Bcuky BakcHHH, BakcuHanusTa cbe Spikevax bivalent Original/Omicron BA.1 moxe na
HE OCUTYpH 3alllUTa Ha BCUYKU PEIIMITMCHTH Ha BAKCHHATA.

ITomonTHM BemiecTBa ¢ U3BECTHO ACHCTBUE

Hampuii

To3u neKkapcTBEH NPOAYKT ChIbprka Mo-Majako oT 1 mmol HaTpuii (23 mg) Ha 1033, T.€. MOXKE J1a Ce
Kake, Y€ MPaKTUICCKU HE ChIIbpiKa HATPUIA.

4.5 B3auMopneiicTBHe ¢ APYrH JeKAPCTBEHHN MPOAYKTH U APYrd (JOopMHU Ha B3auMo/elicTBHE

He ca MMPOBCKJAAHU TPOYUYBAHUA 34 BSaHMOﬂeﬁCTBHHTa.

He e npoy4Bano chIpTCTBaNIOTO NpHiiokeHue Ha Spikevax bivalent Original/Omicron BA.1 ¢ apyru
BaKCHHH.
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4.6 @epTuauTeT, GPEMEHHOCT U KbPMEHe

bpemennoct

Bce omie numicar ganau 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.1 mo BpemMe Ha
OpeMeHHOCT.

Tomsam 06eM OT TaHHM, TTOIYICHH OT HaOJII0IEHNETO Ha OpeMEHHHM JKeHU, BAaKCHHUPaHU ChC Spikevax
(opuruHaNHa) MO BpeMe Ha BTOPHS U TPETHUSI TPHMECTHP, HE TTOKa3Ba yBEIHUaBaHEe Ha CITyYauTe C
HE)XeJMaH u3XoJl Ha OpeMeHHOCTTa. Makap ue JaHHHTE 3a U3X0J OT OPEMEHHOCTTA CJiel BAKCHHALIUS
10 BpeMe Ha IbPBHS TPUMECTBP ITOHACTOALIEM Ca OTpaHHUUYEHH, HE ce HAOJI01aBa MOBHUILEH PHCK OT
crioHTaHeH abopt. [IpoyuBaHusATa MPH KUBOTHH HE MOKA3BAT MPEKU MM HETPEKU BpeIHU e(heKTH,
CBBbP3aHH ¢ OPEMEHHOCTTa, EMOPHUOHAITHOTO/(DETATHOTO Pa3BUTHE, PAXKIAHETO WIIM MIOCTHATAITHOTO
pasButue (BX. Touka 5.3). Twil KaTo pa3iuKuTe B NPOAYKTUTE Ca OTPAHUYCHH JI0
IMOCJICAOBATCIIHOCTTA Ha IIHUIIOBUSA IIPOTCUH U HAMA KIIMHUYHO 3HAYMMU PA3JIMKH B pCAaKTOI'CHHOCTTA,
Spikevax bivalent Original/ Omicron BA.1 moxe z1a ce u3Mos3Ba no BpeMe Ha OpEeMEHHOCT.

KovpMmene

Bce ome nuncar nannu 3a ynorpebara na Spikevax bivalent Original/Omicron BA.1 no Bpeme Ha
KbPMCHE.

He ca ouyakBat o0Oaue edekTu npu KbpMEHH HOBOPOAEHH/KbpMayeTa, Thil KaTo CUCTEMHATa
€KCIO3MLMS Ha KbpMauKaTa Ha BaKCHHATa € He3HaunTenHa. JJaHHu 0T HaOMI0JeHUs TP KEHH, KOUTO
KBPMSIT Clie]l BAKCHHAIHS ¢he Spikevax (opuruHaiiba), He MOKa3BaT PUCK OT HEXKeTaH! eeKTH TPH

KbPMEHHU HOBOpOJIeHH/ KbpMaueTa. Spikevax bivalent Original/Omicron BA.1 moxe na ce npuiara B
nepro/ia Ha KbpPMEHe.

depTunurer

[Ipoy4Banus ipu KUBOTHU HE MMOKA3BAT NPEKH WM HENPEKH BPpeIHU €()EKTH, CBEP3aHHU C
PENPOTYKTUBHA TOKCHIHOCT (BK. TOUKaA 5.3).

4.7 EdexTu BBpXy cioco0HOCTTA 32 IopupaHe U padoTa ¢ MALIUHA

Spikevax bivalent Original/Omicron BA.1 e moBnusiBa WK MOBJIUSBA TPEHEOPESIKUMO CIIOCOOHOCTTA
3a modupane u padbora ¢ MammHu. Hsikoun oT epektute, mocoueHu B Touka 4.8, MOke Bce maK
BpPEMEHHO J1a TIOBJIUSAT HA CIIOCOOHOCTTA 32 IoQupane Ui padoTa ¢ MallMHH.

4.8 Hexenanu jJiekapcTBeHH peaKLuH

O0600menue Ha npoduia Ha 6€30HaCHOCT

Bwspacmnu

be3onacHoctTra Ha Spikevax (opuruHaIHA) € OIIEHEHA B TEKYIIIO PaHIOMU3HPAHO, IHIAIe0o0-
KOHTPOJIMPAHO, 3aCJICIICHO 3a Ha0IroaaTeNst KIMHUYHO npoyusane Pasa 3, npoeexaaiio ce B CAILL,
BkirrouBaro 30 351 yyacTHUIM Ha BB3pacT 18 u moBede roJuHu, KOUTO Ca MOJTyYMIIH MTOHE eHa 71032
ot Spikevax (opuruHamHa) (n=15 185) wnn mnanebo (n=15 166) (NCT04470427). [1o BpemeTo Ha
BaKCHHAITUATA CpeTHATA BH3PACT Ha MOITyJIanuaTa € 52 ToauHu (nrarma3oH oT 18 mo 95);

22 831 (75,2%) ot yuacTHULIKTE ca Ha BB3pacT OT 18 no 64 rogunu u 7 520 (24,8%) ot ydacTHULIUTE
ca Ha Bb3pacT 65 U nmoBeye roAuHHU.

Haii-uecTo ch0oOIIIaBaHNUTE HEXKEJIAHU PEaKlny ca 00JIKa Ha MICTOTO Ha uHxekTupaHe (92%), ymopa
(70%), rmaBo6onue (64,7%), muanrus (61,5%), aprpanrus (46,4%), Brpucane (45,4%),
razeHe/moBpbiane (23%), akcunapuo noxysane/6onezneroct (19,8%), moBuiieHa TemiepaTtypa
(15,5%), momysane (14,7%) u 3auepssBane (10%) Ha MACTOTO Ha UHXKEKTHpaHe. HexxenmanuTe
peaknuu OOMKHOBEHO ca JIEKH WM YMEPEHH 110 MHTEH3UTET M OT3BYyYaBaT B PAMKUTE HA HIKOJIKO JHH
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cJie]] BaKCHHANUATa. MalKo NO-HHUCKa YeCTOTa Ha ChOUTHS Ha PEaKTOTeHHOCT CE€ CBBP3Ba C MO-TOJIsIMa
BB3PACT.

Karo 1151510 HIKOM HEeXENaH! PEeaKIMK Ce CPEIIAT MO-9eCTO B MO-MJIAJIUTE Bb3PACTOBU TPYIIH:
YeCcTOTaTa Ha aKCHIIAPHO T0AyBaHe/00e3HEHOCT, yMOpa, II1aBo00JIke, MUAJITHUs, apTparis,
BTPHCaHE, raJcHe/IOBPBIIAHE U MOBUIIICHA TEMIIepaTypa € IOo-BUCOKa IIPH Xopa Ha Bbh3pacT ot 18 10
<65 ToAMHM OTKOJIKOTO MPH TE3H HA BH3pACT 65 u moBeue roauHu. [lo-uecTo ce cro0IaBar J0KkarHu
Y CUCTEMHH HEXKEJIaH! PEaKITHH CIIE]T J03a 2 OTKOJIKOTO clies 1032 1.

FOnowu na evspacm om 12 0o 17 200unu

Jlannwm 3a 6e3omacHoCT Ha Spikevax (OpUrMHaHA) P FOHOIIM ca CHOPaHU B €IHO TEKYIIO
PaHIOMHU3HPAHO, TUIAe00-KOHTPOIUPAHO, 3aCiIeIeH0 3a HaOIoAaTeNs KIMHHIHO IpoyyBane ¢asa 2/3
C HAKOJIKO YacTH, mpoBexnaamnio ce B CAILL. [IspBara yacT Ha Mpoy4YBaHETO BKIIIOYBA 3 726 y4aCTHULIN
Ha BB3pacT ot 12 10 17 roguHu, KOUTO ca IMOJYYHIIH ITOHE eHa 1o3a Spikevax (opurnHaiHa)

(n=2 486) nnu mwanedo (n=1 240) (NCT04649151). Jlemorpadckute XapakTepUCTHKH Ha
YYACTHUIUTE, KOUTO ca mony4mwin Spikevax (opuruHaiHa), ca OMIM CXOJHU C TE3H Ha YYACTHUIHUTE,
KOHWTO Ca TOJXYYHIH Taneoo.

Haii-yectute HexxellaHM peaklMy MPH IOHOUIH Ha Bh3pacT oT 12 1o 17 roaunu ca 6uim 6oska Ha
MSICTOTO Ha uHXektupane (97%), rmaBodomnue (78%), ymopa (75%), muanrus (54%), srpucane (49%),
akcwiIapHo noxayBaHe/0one3sHeHoct (35%), aprpanrus (35% ), ranene/noBpwiuane (29%), nonyBaHe
Ha MsCTOTO Ha MHXeKTupaHe (28%), epuTeM Ha MACTOTO Ha MHXeKTUpaHe (26%) U MoBUIlIeHa
temmeparypa (14%).

ToBa nmpoyuBaHe € IPeMHUHAIIO KbM OTKPUTO TIpoy4BaHe BB ¢a3za 2/3, B koeto 1 346 yuacTHUIM Ha
BB3pacT oT 12 10 17 roxuum ca momyumiu 6ycrep mo3a Spikevax maii-manko 5 mecena ciiex Bropara
1032 OT IbpBUYHATA cepus. He ca 01y ycTaHOBEHH JOIIBIHUTEIHN HEXXEJaH! PEaky B OTKpUTATa
4acT Ha IPOY4BaHETO.

Heya na év3pacm om 6 2oounu 0o 11 200unu

Jannam 3a 6e3omacHoCT Ha Spikevax (OpUTrHHANHA) IPH Jlela ca ChOpaHu B €HO TEKYIIO0
paHIOMHU3UPaHO, 3aciieNeHo 3a HaOmoaTeNs, KIIMHUYHO poy4BaHe ¢asza 2/3 B IBe yacTw,
npoBexaamno ce B CAIL u Kanana (NCT04796896). Uact 1 e otkpuTa (ha3a Ha IpOyIBaHETO 3a
Oe3omacHOCT, M300p Ha /1032 1 IMYHOT€HHOCT, U € BKIouBaia 380 y4acTHUIM Ha BB3PACT OT

6 romuau 0 11 roaunu, kourto ca noimyuywiu noue 1 nosa (0,25 ml) Spikevax (opurunanna). Hacr 2 e
tane60-KoHTpoupanata (aza 3a 6e30macHOCT U € BkitouBaia 4 016 yyacTHUIIM Ha BB3pacT OT

6 roguau o 11 roguHM, KOUTO ca MOXy4riH oHe efna go3a (0,25 ml) Spikevax (opuruHamHa)

(n=3 012) wu wiane6o (n=1 004). Yuactaunu ot Yacr 1 He ca yuyactBanu B Yact 2. Jlemorpadcekute
XapaKTepUCTUKU Ha YYaCTHHULIUTE, KOUTO ca Mony4ynau Spikevax (opuruHaina), ca OMIN CXOIHU C
TE3W Ha YYaCTHHIIUTE, KOUTO Ca MOJYyYHITH I11aneoo.

Haii-yecture HexxenaHu peaklMy IPH yYaCTHUIM Ha BB3pacT OT 6 roaunu a0 11 ronunu ciexn
MPUJIOKEHUE HA ITbPBUYHATA CEpUsl Ha BaKCUHALMS (B 4acT 2) ca OMiau 0oJKa Ha MACTOTO Ha
nmxextupane (98,4%), ymopa (73,1%), rmaBobonue (62,1%), muanrus (35,3%), Brpucane (34,6%),
rajgeHe/nospbiane (29,3%), akcunapao noxysane/6onezneHoct (27,0%), moBuieHa TeMiiepaTypa
(25,7%), eputem Ha MsICTOTO Ha HHXKeKTUpaHe (24,0%), mogyBaHe Ha MACTOTO Ha MHXKEKTHPaHE
(22,3%) n aprpanrus (21,3%).

ITpoTOKOIBT HAa MPOYUYBAHETO € U3MEHEH, 3a JIa BKIIIOYM OTKPHUTA (a3a ¢ OycTep 1032, KOATO BKIIOUBA
1 294 yyactauny Ha BB3pacT ot 6 10 11 roamuu, KOUTO ca moydmin 0ycrep go3a Spikevax
(opurmHaiiHa) Haii-Masko 6 Mecera ciie BTopaTa J103a OT TbpBUYHATa cepus. B oTkpuTara gyacT Ha
MPOYYBAHETO HE ca OWJIM YCTAHOBEHU JIOMIBJIHUTEITHN HEXEIIAHU PEaKIHH.

Ieya na sv3pacm om 6 meceya 0o 5 200unu

Enno Tekymo paHaoMHU3UpPaHO, TIae00-KOHTPOIMPAHO, 3aCTIEIICHO 3a HAOII0qaTe sl MPOoyYBaHe
¢asa 2/3 3a orieHka Ha 6€30MaCHOCTTA, TOHOCHMOCTTa, PEAKTOIEHHOCTTA M e(pUKACHOCTTA Ha
Spikevax (opurunanna) ce mposexxaa B ChemuHennTe matu u Kanama. ToBa mpoyduBaHe
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BkitouBal0 390 yuacTHMIIM Ha BB3pacT OT 6 Mecena 10 11 roauHu, KOUTO ca MOIYYHIN Hali-MaJIKo
enHa mo3a Spikevax (n=7 798) wiu miame6o (N=2 592).

B nmpoyuBaneTo ca BKIIOYEHH Jena OT 3 Bb3pacTOBH Ipynu: oT 6 ronunu a0 11 rogunu, ot 2 roguHu
10 5 ronuau 1 ot 6 Mecena 1o 23 Mecera. B ToBa nmeauaTpuuHO MpOy4YBaHe ca BKIoueHu 6 388
YYaCTHHULIM Ha BB3pacT OT 6 Mecena 10 5 roJuHu, KOUTO ca MOJTyYHIN Hail-Malko exHa 1o3a Spikevax
(opurunanna) (n=4 791) wmm mnanedo (=1 597). Jlemorpadckute XapakTepUCTUKH Ca CXOJHU TIPH
YYaCTHUIUTE, KOUTO ca mony4mwin Spikevax (OpuruHaiiHa), ¥ Te3U, KOUTO ca MOJTyY I 11aneoo.

B ToBa KIMHUYHO TPOYyYBaHE HEXEJIAHUTE PEAKIIMH MTPH yYACTHUIIMTE Ha BB3pacT OT 6 Mecena 10
23 Mecella cliel IPUIOKEHNUE Ha MbPBHYHATA CepHsI ca pasapasHuTeaHoct/iay (81,5%), 6osika Ha
MSCTOTO Ha uHxektupase (56,2%), 6escwvuue (51,1%), 3aryda Ha anetut (45,7%), moBuileHa
temneparypa (21,8%), mogyBane Ha MscTOTO Ha nHxkekTupane (18,4%), epuremM Ha MACTOTO Ha
umkekTupane (17,9%) u akcunapro moxyBane/6one3HeHocT (12,2%).

Hexenanute peakiiuu Mpu y4acTHUIIMTE Ha Bb3pacT oT 24 1o 36 Mecena e/ IpuiIoKeHne Ha
bpBUYHATA cepus ca OoKa Ha MACTOTO Ha HHKekTupaHne (76,8%), pazapazuurennoct/uiay (71,0%),
6e3cnaue (49,7%), 3aryba Ha aneTut (42,4%), noBuieHa temreparypa (26,1%), epureMm Ha MACTOTO
Ha urxkektupane (17,9%), nogyBane Ha MICTOTO Ha uHxekTupaune (15,7%) u akcunapao
noxyBaHe/6one3nenoct (11,5%).

HesxenanuTe peakuuu py y4acTHUIIMTE HA Bb3pacT oT 37 Mecena 10 5 FOJMHY ciie]l TPUIIoKEHHE Ha
I’bpBUYHATA cepusl ca 00JIka Ha MACTOTO Ha HHXKekTupane (83,8%), ymopa (61,9%), rmaBobonue
(22,9%), muanrus (22,1%), nosumeHa temmeparypa (20,9%), Brpucane (16,8%), raneHe/moBpbIaHe
(15,2%), akcunapHo noayBaHe/6ose3neHoct (14,3%), aprpanrus (12,8%), eputeM Ha MACTOTO Ha
uHxekTupane (9,5%) 1 nogyBaHe Ha MICTOTO Ha HHXeKkTHpaHe (8,2%).

TabauyeH CIUCHK Ha HEXKCITAHUTE pPCaKnnu

[Ipodunbt Ha Oe30MACHOCT, MPEICTABEH MO-/[0JTy, CE OCHOBAaBa HA JIAHHUTE, TCHEPUPAHH B HAKOJIKO
TTane00-KOHTPOJIUPAHN KIMHUYHY MTPOYYBAHUS TIPU:

- 30 351 p3pactHu >18 roguHU

- 3726 roHomm Ha Be3pacT oT 12 o 17 roguan

- 4002 neua Ha Bb3pacT oT 6 10 11 roguHu

- 6388 gema Ha BB3pacT OT 6 Mecena J0 5 TOUHH

- W TI0 BpeME Ha TOCTMAPKETUHTOBUS OIIHT.

C’BO6H_I€HI/ITC HCXKCJIaHU pCaKIUU Ca I/I36pO€HI/I criopen cjiejHaTa KOHBCHIUSA 3a YE€CTOTaA:

Mtuoro yectu (>1/10)

Yecrtu (=1/100 mo <1/10)

Heuectu (>1/1 000 mo <1/100)

Penxu (>1/10 000 mo <1/1 000)

Mtuoro penku (<1/10 000)

C HeusBecTHaA YecToTa (OT HATMUHHUTE JaHHHU HE MOXKE Jla ObJie HalpaBeHa OICHKA)

B pamkuTe Ha BCAKO TPYIIUPAHE 1O Y€CTOTA HEXKEIAHUTE PEaKIIUU ca MPEICTABEHU B HU3XOIAIL PEJl
10 OTHOIIIeHHE Ha cepro3HocTTa (Tabmuma 2).
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Tabauua 2: HexkelaHU peakiiuy oT KJIMHUYHYU NpoyyBaHusa Ha Spikevax (opuruHamaHa) u ot

MOCTMAPKETUHIOBUS OIUT IIPHA JIMIIA HA 6 1 moBeye Mecena

CucTtemMo-opraseH KJac 1no
MedDRA

h‘IQCTOTZI

Hesxenann peakuum

Hapymienust Ha KppBTa U [MHOTO 9ecTH UTumbanenonarms*
iimM$HAaTa cUcTeMAa

Hapymennst Ha umyHHaTa |C HEH3BECTHA YeCTOTa AHadunakcus
cucTemMa CBpPBXUYBCTBUTEITHOCT

Hapymennst Ha
MeTa00JIM3Ma H XPaHEeHeTo

MHOro0 uecTu

Hamanen anerurt

I[cuxu4Hu HapyIeHus

MHoOro uecTtu

PazapasauTenHocT/miaut

Hapymenusi Ha HepBHaTa  [MHOro yectu ["TaBoOosHe
cucTreMa be3cpauet
Heuectu 3amMasHOCT
Penxu Octpa nepudepHa numeBa
napannsad
Xumoecresust
[Tapectesus
CbpaeyHu HAPYIIEeHH S MHoro peaku MuokapauT
Ilepukapaut
CTOMAIIIHO-YpEeBHHU IMHOr0 uecTu ["aneHe/mOBpBINAHE
HAPYIIEHHS Uectn vapus
Heuectn bonka B kopema§
Hapymenusi Ha koxxataum  |[Uectn O6puB
MOAKO0KHATA ThKAH HeuecTu Vprukapus'

C Heu3BeCTHA YeCTOTa

Epurema myntudopme
MexaHn4yHa ypTUKapUs

Hapymenus Ha
MYCKYJIHO-CKeJIeTHATA
CHCTEeMa U CheIUHUTETHATA
ThKaH

MHOro0 uecTu

Mmuanrus
ApTpanrus

Hapymenus Ha
Bb3MPON3BOAUTETHATA
cucTeMa M I'bpAAaTa

C HEeM3BECTHA YECTOTA

TexKo MEHCTPYaTHO KbpBEHEH

OO0uu HapyieHus1 ¥ epeKTH
HAa MSICTOTO HA MPHJI0KEHH e

MHOro0 uecTu

boika Ha MSICTOTO HA MH)KEKTUPaHE
'YMmopa

Brpucane

[Mupexcus

IlomyBaHe Ha MACTOTO Ha
MH)KEKTHpaHE

EputeM Ha MCTOTO Ha
MH)KEKTHpaHe

Yectu

'YpTukapusi Ha MSICTOTO Ha
MHXCKTUPaHe

OOpYB Ha MSICTOTO Ha MHKCKTHUPAHE
Peakiust Ha MSICTOTO Ha

MHKXCKTUPAHEC OT 3a0aBeH TUIT®

HeuecTn

IIpypuTyc Ha MACTOTO Ha
MHXCKTUPaHe

Penkn

[TomyBaHe Ha JTUIICTOY @

C Heu3BeCTHA YeCTOTa

O6H.II/IpeH OTOK Ha BaKCHMHHPAHUA

KpailHUK

*JInmaneHomnaTrs e Omila ycTaHOBEHA KAaTO aKCHJIapHa JTMM(aJeHONaTHs OT ChIllaTa CTpaHa Ha MSCTOTO HA HHXKEKTHPAHE.
B msixom cirydau ca 3acerHaTy M ApyTH TUMQHHE BB3IH (HAIp. IUHHY, HAJKITIOYNIHH).
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t HaGurojaBaHu IIpH neuaTpuyHaTa Momyianus (Ha Bp3pacT ot 6 Mecena 0 5 roJuHH)

1B pamkuTe Ha eproIa Ha IPOCIesiBaHe Ha OE30MaCHOCTTA ce ChOOMIaBa 3a 0CTpa NeprudepHa JIMIEeBa Mapaiusa npu
TpHMa y4acTHHILM B rpynata Ha Spikevax (OpUriHaiHa) U IPH SIUH Y4aCTHHK B rpymnara Ha riane6o. [TosBata npu
YYaCTHHUIIMTE B IPyIaTa Ha BAKCHHATA HACTHIBA ciien 22, 28 u 32 AHH ClIea BAKCHHAIMATA C 1032 2 .

§ bonka B kopema e HaOmofaBaHa B eMaTPUIHATA MOy Iays (Ha Bb3pacT oT 6 10 11 rogunn): 0,2% B rpymnara Ha
Spikevax (opurunanna) u 0% B rpymnara Ha rane6o.

| HabmonaBanu ca cirydan Ha ypTHKapHst ¢ OCTPO Havaio (B PAMKHUTE Ha HAKOJIKO JHH CJIe]] BAKCHHALUATA) MK ChC
3a0aBeHO HAa4YaIOo (O OKOJIO IBE CEIMMIIM CIIe]] BAKCHHALHATA).

#IloBedeTo ciTyyan M3IIICHK/A HE ca CEPHO3HU M Ca C BpeMEHEH XapakTep.

®MeuanaTa Ha BpeMeTo 10 mosiBa ¢ 9 [HHU ciel mbpBaTa uikekuus u 11 auu cien Bropara umxekius. Meauanarta Ha
TIPOBIDKUTEITHOCTTA € 4 JTHU Clle]] TbpBaTa MHKEKIHs U 4 JTHU CIIe]] BTOpaTa MHKEKIHS.

®lima 1Be cepHO3HU HEXENaH! ChOMTHSI Ha MOIyBaHe Ha JIMLETO NPY PELHUITHEHTH Ha BaKCHHATa C aHAMHEe3a 3a
HIDKeKTUpaHe Ha AepManHu Gprrspu. [osBata Ha mmoyBaneTo e chobmeHa choTBeTHO B Jlen 1 u len 3 ot nens Ha
BaKCHHAIMATA.

PeakTorennocrra u npoduabT Ha Oe3onmacHOCT npu 343 yyaCTHHUIIH, MMOTyYaBaiy Spikevax
(opuruHanHa), Kouto ca Omnu ceporo3utuBau 3a SARS-COV-2 Ha M3X0IHO HUBO, € CHIIOCTABHMA C
Ta3u Ha y4acTHHULH, cepoHeratuBHU 3a SARS-C0OV-2 Ha U3X0AHO HUBO.

Bwapacmuu (6ycmep 003a)

BbezonacHocTTa, peakTOreHHOCTTa 1 IMyHOTE€HHOCTTa Ha Oyctep no3a Spikevax (opuruHanHa) ce
OLICHSBAT B €IHO MPOBEXKAAIIO ce B MOMEHTa (a3a 2, paHIOMHU3UPAHO, 3aCJICNICHO 3a HaOIronaTens,
1a1e60-KOHTPOJIMPAHO, IPOYUBAHE 32 MOTBHPIKIaBaHe HA J103aTa PH YYACTHUIM Ha Bh3pacT

18 roguau u noeeue (NCT04405076). B ToBa npoyusane 198 ygacTHHUIM ca MONXYyYHIIA IBE 03U
(0,5 ml, 100 mukporpama mpe3 1 mMecelr) OT MbpBUYHATA CEPHsl HA BaKCHHALHS ChC Spikevax
(opurunanza). B otkpura dasa Ha ToBa mpoyuBaHe 167 OT Te3W YYaCTHHIIU ca TOYYUIIN CTUHIYHA
oycrep mo3a (0,25 ml, 50 mukporpama) Haii-Manko 6 Mecella cie/] MojyJaBaHe Ha BTOpara 103a OT
II'bPBUYHATA CEpUs HAa BaKCHMHALMS. ThpceHUT Npodui Ha HeXXEJIaHU peakuy 3a Oycrep go3aTta
(0,25 ml, 50 mukporpama) e 6ui MOJO0OEH Ha TO3M CJIE BTOpara 703a B IbPBUYHATA CEPUs HA
BaKCHHAIIHSI.

Spikevax bivalent Original/Omicron BA.1 (6ycmep do3a)

besonacHocTTa, peakTOreHHOCTTa M MMYHOT€HHOCTTa Ha Oyctep no3a Spikevax bivalent
Original/Omicron BA.1 ce oueHsBaT B €IHO MPOBEXK/IAII0 CE€ B MOMEHTA OTKPHUTO MpoyuBane (asza 2/3
P y9acTHUIM Ha BB3pacT 18 u moeue roguau (MRNA-1273-P205). B ToBa npoyuBane

437 yuacTHuUIM ca moayurin 50 mukporpama 6ycrep mo3a Spikevax bivalent Original/Omicron BA.1,
a 377 yuacTHHIM ca mony4drid 50 Mukporpama 6ycrep mo3a Spikevax (opurunanHa).

Spikevax bivalent Original/Omicron BA.1 uma npodu Ha peakTOreHHOCT, T0100€H Ha TO3H Ha
Spikevax (opuruHasina) Oycrep, mpuiiarad kato Bropa 0ycrep no3a. UecToTaTa Ha HEKEITAHUTE
peakimu ciiex uMyHu3anusa cse Spikevax bivalent Original/Omicron BA.1 ¢sino e mogo6Ha HiTH mo-
HHCKa B CPaBHEHHE C Ta3M NpH bpBarta Oyctep n03a Spikevax (opurunania) (50 Mukporpama) u
CpaBHMMa C BTOpaTa J103a OT IIbpBUYHATa cepusi cbe Spikevax (opurunaina) (100 mukporpama).
IMpodubT Ha 6e3omacHoct Ha Spikevax bivalent Original/Omicron BA.1 (Mennana Ha nepuojaa Ha
npocienssane 113 mau) e momgoben Ha npoduia Ha 6e3omacHoCcT Ha Spikevax (opuruHaniHa) (Meauana
Ha repuoa Ha npociensBane 127 nuu).

Onucanue Ha I/I36DaHI/I HCXCIaHU pCaKInu

Muoxapoum
[ToBUIIEHUAT PUCK OT MUOKAPIUT CJIe] BaKCUHAIMS Che Spikevax (opurnHanmHa) € Hall-BUCOK IIPH I10-
MJIaJid MBXkKe (BXK. Touka 4.4).

JlBe rojeMu GapMakoeuIeMUOIOTHYHH TPOYYBAHUS, TPOBEICHU B EBpoMa OleHSIBAT MO-BUCOKHS
PHUCK OT MHOKapJUT MPH MO-MJIaJd MBXe Cliefl Broparta no3a Spikevax (opurunanna). Exxo
NpoyYBaHe IMOKa3Ba, ye 3a epuoJl OT 7 JTHH CJiej Bropara j103a uMa okono 1,316 (95% CI: 1,299,
1,333) gomeaauTeHA Ciny4as Ha MuokapauT Ha 10 000 mpu 12 10 29-Toauniau F0HOIIH U MBXe, B
CpaBHEHHE C xopa 0e3 excrio3ulys. B nqpyro npoy4sane 3a nepuoj ot 28 AHH Ciie] BTOparta 703a ca
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HaOmronasanu 1,88 (95% CI: 0,956, 2,804) nonbiHUTENHY cayvas Ha MuokapauT Ha 10 000 npu 16
110 24-TOWIITHY IOHOIIHN B MBXE, B CPaBHEHHE ¢ Xopa 0e3 eKCITO3UITHL.

C’B06H_IaBaHC Ha 10J03WPaHu HCXKCJIaHU pCaKIINH

CpoOmaBaHeTo Ha TOI03UPAHH HEXKEIIAaH! PEaKIUH CIIe]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
HPOJIYKT € BayKHO. ToBa M03BOJIsIBA /1a IPOABIDKM HAOIIOICHUETO HA ChOTHOLICHHETO T10J13a/PUCK 32
JEKapCTBEHUS MPOIYKT. OT MEIUIMHCKUTE CIIEIHAINCTH C€ M3UCKBA J]a ChOoOIIaBaT BCAKa
HOI03MpaHa HeKEJIaHa PeaKIys uype3 HallMoHaIHa CHCTeMa 3a ChoOIIaBaHe, MOCOYeHa B
[punoxkenne V 1 1a BKIIOYAT NAPTUAHUS HOMED, aKO € HAJTUUCH.

4.9 Ilpeno3upane

B ciyyaii Ha mpefjo3upaHe ce IpernopbyBa MPOCIIeIsiBaHe Ha )KU3HEHUTE (QYHKIUH U BH3MOXKHO
CHMITOMAaTHYHO JICYCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA

51 dapmakoaMHAMMYHU CBOIiCTBA

dapmakorepaneptuuna rpyna: Bakcuau, COVID-19 Bakcunan, ATC xox: JO7BNO1

MexaHU3BM Ha IEWCTBUE

Spikevax (exazomepan) u Spikevax bivalent Original/Omicron BA.1 (emazomepan/umenazoMepan)
ceabpxaT uPHK, Bximodena B munuanu Hanoyactunu. uPHK xoaupa mbiHoBeprkeH MIKUIIOB
nporeud Ha SARS-CoV-2, moaudunupan ¢ 2 npoJTuHOBY 3aMECTBaHUS B 00J1aCTTa HA XENTaAHOTO
noBTopenre 1 (S-2P), 3a cTabuiIn3upane Ha MIKIIOBHS IPOTENH B mpedyy3uonHa KoHdopmarms. Crex
WHTPaMYyCKYJTHA HHXEKIUS KICTKUTE Ha MSICTOTO Ha MHXKCKTUPAHE U JPESHUPANTUTE TUM()HHA BH3ITH
noeMar JIMIUAHUTE HAaHOYACTUIH, KaTo eekTuBHO AocTaBaT MPHK cexBeHnmsTa B KeTkure 3a
TpaHcnauys BbB BUpyceH nporeuH. JloctaBenata uPHK He HaBiu3a B KINETBYHOTO SAPO U HE
B3aMMO/IEHICTBA C TEHOMA, HE C€ PEIUIUKHPA U C€ eKCIPEeCHpa BPEMEHHO OCHOBHO B IEHAPUTHH KIIETKU
1 Makpodaru B cyOkancynapHUTe CuHycH. ExcripecupanusT, cBbp3aH ¢ MeMOpaHaTa MIMIOB MPOTEUH
Ha SARS-Co0V-2 ce pa3mno3HaBa ciiej] ToBa OT UMYHHHTE KIIETKH KaTo 4yK] aHTHUreH. ToBa
NpeN3BUKBA KakTO T-KIIEThYCH, Taka 1 B-KkieThbueH oTroBop ¢ 0Opa3yBaHe Ha HEYTpaIH3UpaIld
AHTUTENA, KOETO MOXE J1a JonpuHece 3a 3amurara cpeury COVID-19.

Kinnununa edukacHocT

Hmynoeennocm npu evspacmuu — cied 6ycmep oosza Spikevax bivalent Original/Omicron BA. 7

(0,5 ml, 25 muxpozcpama/25 muxpoepama)

Be3omacHocTTa, peakTOreHHOCTTa M MIMYHOTEHHOCTTa Ha Oycrep mo3a Spikevax bivalent
Original/Omicron BA.1 ce omeHsBaT B €1HO NPOBEXK/IAIIO CE€ B MOMEHTa OTKPUTO MpoyuBaHe (aza 2/3
TP yJacCTHHUITM Ha Bb3pacT 18 u moseue ronuan (MRNA-1273-P205). B ToBa mpoyuBane

437 yuacTHuIM ca momyuran 50 mukporpama 6ycrep mosa Spikevax bivalent Original/Omicron BA.1,
a 377 yyactHuim ca nonyurin 50 mukporpama Oycrep go3a Spikevax (opuruHaiHa).

IIpoyusane P205 Yact G omnensiBa 6€30MacHOCTTa, PeaKTOTEHHOCTTa M IMYHOT€HHOCTTa Ha Spikevax
bivalent Original/Omicron BA.1, koraro ce npuiara kato BTopa 0ycTtep 103a IpH Bb3paCTHH, KOUTO
npenu ToBa ca moay4dninn 2 1034 Spikevax (opurnnanza) (100 Mukporpama) Kato Kypc Ha MbpBUYHA
BakcuHanus u 0ycrep mo3a Spikevax opurunanna (50 Mukporpama) Ha-Maako 3 Mecera mpean
BkifouBaneTo. B P205 Yacr F yyacTHHIMTE B IpOyYBaHETO ca monyuninn Spikevax (opurnHaiHa)

(50 mukporpama) kato BTopa Oycrtep 103a, a rpymnara ot Yact F ciyxu kaTo rpyma ¢ Kommnaparop B
paMKHTE Ha IPOYYBAHETO, KOSITO € MPEAXOIHa 1o oTHoImeHne Ha Yact G B CpaBHEHHETO MEKIY JBETE
oycrep Bakcuuu Spikevax bivalent Original/Omicron BA.1 u Spikevax (opurunaiia), Korato ce
npuIIaraT KaTo BTopa Oycrep /103a.
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B ToBa npoyuBaHe, MbPBUYHMAT aHATIHM3 32 IMYHOT€HHOCT CE OCHOBaBa Ha TPYyIIa 3a IbPBHYCH aHAIIN3
32 UMYHOT'€HHOCT, KOSITO BKJIIOUBA YYacTHULM Oe3 naHHU 3a uHpekuus cbc SARS-CoV-2 Ha
M3XO0AHOTO HUBO (Tipenu Oyctep n03a). llpu mbpBUYHNS aHANNU3 N3YMCICHUST [P ITbPBOHAYAIHATA
oreHka cpeneH reomerpuucH TuThp (GMT) Ha HeyTpanusupamuTe antutenaa Ha SARS-CoV-2 u
crorBercTBail 95% Cl e chorBeTHO 6422,3 (5990,1, 6885,7) 1 5286,6 (4887,1, 5718,9) 28 nuu ciex
Oycrep no3u Ha Spikevax bivalent Original/Omicron BA.1 u Spikevax (opurunanua). Tozu GMT
HPE/ICTaBIIsIBa ChOTHOIICHUETO My oTroBopa Ha Spikevax bivalent Original/Omicron BA.1
crpsmo Spikevax (opurunanza) cpery pogosus mam SARS CoV-2 (D614G). GMR (97,5% Cl) e
1,22 (1,08, 1,37), kato oTroBaps Ha IpeaBapUTEIHO 3a1aACHUS KPUTEPHA 32 HEHH(PEPUOPHOCT (I0THA
rpanuna 97,5% CI1 >0,67).

N3uucnennte GMT B Jlen 29 Ha HeyTpaiu3upanmre antutena cpeury Omicron, BA.1 ca 2479,9
(2264,5,2715,8) u 1421,2 (1283,0, 1574,4) croTBeTHO B rpynara Ha Spikevax bivalent
Original/Omicron BA.1 u rpymarta ¢ 6ycrep mo3a Spikevax (opurunanua), a GMR (97,5% Cl) e 1,75
(1,49, 2,04), koeTo oTroBaps Ha MPEIABAPUTEITHO ONPECICHIS KPUTEPUI 32 CYIIEPUOPHOCT (JI0THA
rparuna Ha Cl >1).

Iepcucmupane na anmumenama na 6ycmep eaxcunama cpewsy COVID-19 Spikevax bivalent
Original/Omicron BA.1 & npoovaicenue na mpu meceya

Yyactaumute B mpoyuBane P205 Yact G ca nocienoBaTeTHo BKIIOYBAHHM JIa ITOTydaBaT

50 mukporpama Spikevax (opurunanua) (n=376) wiau Spikevax bivalent Original/Omicron BA.1
(n=437) xaro BTOpa OycTep mo3a. [Ipu yuactauim 6e3 ciydan Ha uHpekTupane cb¢c SARS-CoV-2
npeau 6yctepa, Spikevax bivalent Original/Omicron BA.1 npenu3ssukBa oOpa3yBaHe Ha
Heytpammupaiia Omicron-BA.1 anturena (HadbmogaBan GMT) ¢ TUTpH, KOUTO ca 3HAYUTEITHO T10-
Bucoku (964,4 [834,4, 1 114,7]), otkonkoTto Te3u mpu Spikevax (opurunanna) (624,2 [533,1, 730,9]),
1 oo0HM Ha Te3u Ipu OycTepute cperry pogosust SARS-CoV-2, ciien Tpu mecena.

Knunuuna edhuxacrnocm npu v3pacmmu

[IpoyuBaneTo npu BB3pacTHU € PaHAOMH3HPAHO, TUIAale00-KOHTPOIUPAHO, 3aCIICIICHO 3a
HaOIOaTeNs KIIMHUYHO npoyuBaHe (aza 3 (NCT04470427), koeTo U3KIII0YBa
MMYHOKOMIIPOMETHPAHH JINLA I TAKUBA, TTOJy9aBaJIl UMYyHOCYTIPECOPH B PAMKHUTE Ha TIOCIETHUTE
6 Mecelia, KakTo 1 OpPEMEHHHU HJIM TaKHBa C M3BECTHA aHaMHe3a 3a nHbekuus cb¢c SARS-CoV-2.
Yyactauu cse crabunno HIV-3abonsBane He ca u3kinoueHH. I [poTHBOrpUITHE BAKCUHU € MOJKEINO Ja
ce npunarat 14 nau npenu win 14 mHu ciies KosTo u Ja e no3a ot Spikevax (opurunansa). Ot
YYaCTHUIUTE CHIIIO TaKa CE € M3UCKBAJIO JIa IMa Hali-MaJIKo MHTEPBaJ OT 3 Mecela OT MPUIIOKECHUE Ha
KPBBHU NPOAYKTH/INIa3Ma WIK UMYHOTJIOOYJIMHH 10 BKIIIOYBAHETO B IPOYYBAHETO, 3a Ja MOJyYar
iane6o nnu Spikevax (opurvHanHa).

IIpocnenenu ca o6mo 30 351 yuacTaunum ¢ mequana 92 nau (nuanasoH: 1-122) 3a pa3BuTueTo Ha
6omnecrra COVID-19.

[Momynanusra 3a MbpBUYEH aHAIHU3 Ha e(hUKACHOCTTA (HApUYaHa ,,[TOIyJIAIHs IO TIPOTOKOI  UIIH
»PPS®), BKimroua 28 207 y4acTHHIIM, KOUTO ca MOXy4min wim Spikevax (opuruHania) (n=14 134),
unu wiane6o (n=14 073) u umart oTpUIaTecH cTaTyc 3a Hamuure Ha SARS-C0oV-2 Ha U3X0AHO HHBO.
PPS nmonynanusra Ha mpoyuBaneTo Bkitousa 47,4% xenu, 52,6% mbxe, 79,5% o6enu, 9,7%
appoamepukaniy, 4,6% azuaruu u 6,2% apyru. 19,7% ot ydacTHULUTE ca ¢ UCTIAHCKH WX
JTaTHHOAMEPUKAHCKH TIPOU3Xo . MearaHaTa Ha Bb3pacTTa Ha y9aCTHUIUTE € 53 TOAHA

(mmamazon 18-94). Jlommycka ce Auama3oH Ha MPUIOKECHIE HAa BTopaTta 1o3a (Tuanupana 3a Jlen 29) ot
—7 mo +14 nuu 3a BrmouBaHe B PPS. 98% oT penunuenTuTe Ha BakcHHATa, IOMYYHIIM BTOpaTa 1034
25 1o 35 muu cnen go3a 1 (ot -3 10 +7 IHU OT MHTEpBaa OT 28 IHH).

Cnyuaute Ha COVID-19 ca moTBbpAcHH Ype3 MOJMMEpa3Ha BEPIIKHA PeaKins ¢ o0paTHa

tpanckpuntasza (RT PCR) u oT knmunnyna apoutpaxua komucusi. EQukacHocTTa Ha BaKCHHATa 0010
Y 110 OCHOBHH Bb3pacTOBHU IPYIH € mpencTaBeHa B Tabnuua 3.
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Tabauua 3: AHaau3 Ha epMKACHOCTTA HAa BaKkcMHATa: noTBLpAen COVID-19% nesaBucumo ot
TeKeCTTa, ¢ Hayajo 14 qum ciaex 2P no3a — PPS

Spikevax (opurunanana) nanedo
Bn3pacroba YecToTa YecToTa .
Ipyna  \'yyacru| Cayqan HA Vuacruuuu Ciayyau Ha Ha Yo
(rommum) |y na | COVID-19 N COVID-19| COVID-19 |Eduracnocr
N |COVID-1| wua 1000 n Ha 1 000 Ha
9 YOBEKOTO/IMH yoBekoroaun| BaKcHHaTA
o " . (95% CI)*
(0133110} 14 134 11 3,328 14 073 185 56,510 94,1
(218) (89,3, 96,8)*
*
18 mo <65 10 551 7 2,875 10 521 156 64,625 95,6
(90,6, 97,9)
>65 3583 4 4,595 3552 29 33,728 86,4
(61,4,95,2)
>65 mo <75 | 2953 4 5,586 2 864 22 31,744 82,4%
(48,9, 93,9)
>75 630 0 0 688 7 41,968 100%
(NE, 100)

#COVID-19: cumnromatiaes COVID-19, usnckpam nonosxureseH pesynrat or RT-PCR u

Hali-ManKo 2 CHCTeMHH cuMIIToMa Wik 1 pecriuparopen cuminrom. Ciyyaw, 3anouBaniy 14 nau cien 2P nosa.
*EdukacHoct Ha BakcuHata 1 95% noseputenen natepsai (CI) ot crpatudunmpanus moaen na Cox 3a
MPOMOPLMOHAITHOCT HAa PUCKA

**CI He € KOpUTHPaH 32 MHOXECTBEHOCT. KopurupaHu 3a MHOKECTBEHOCT CTATHCTUYCCKU aHAJIM3H Ca MPABCHH
B MCXKJIMHCH aHAJIM3 Ha Mo-Majko ciydan Ha COVID-19, kouTo He ca chOOIIECHH TYK.

Cpen Bcuuku yuactaui B PPS He ca chobmenu ciiyyan Ha Texxbk COVID-19 B rpynara Ha BakcuHa
B cpaBHenue ¢ 30 ot 185 (16%) cinyyast, cpo0mmienu B rpynata Ha miane6o. Ot 30-Te yyacTHULH C
TEKKO 3a00is1BaHe, 9 ca XOCIIUTAIN3UPaHH, 2-Ma OT TAX ca MPUETH B MHTCH3UBHO oTxeneHue. Ilo-
rojsiMara yacT OT OCTaHAJIUTE TEXKHU ClIydal ca U3IIbJIHIIN caMO KPUTEPHUsl KUCIOPOHA caTypalus
(Sp0O2) 3a Texko 3ado0msBane (<93% npu craitHa Temneparypa).

Eduxacnoctra Ha Spikevax (opurnHanHa) na npeanassa ot COVID-19, He3aBUCHMO OT NpeHIITHA
nHdpeknus cbe SARS-CoV-2 (ycraHOBeHa CepoJIOTMYHO HAa U3XOAHO HUBO U M3CJIEBaHE Ha
HazogapuHreanHa npoda ¢ TammnoH) ot 14 muu cnex Joza 2 e 93,6% (95% CI: 88,6; 96,5).

B nonmbinHeHue, aHaMM3M Ha MOATPYNIUTE HA IbPBUYHATA KpaifHa TOUKa 3a €(UKaCHOCT MOKa3BatT
CXOJIHA OLICHKA 32 €(pUKACHOCT IO MOJI, ETHUYECKU TPYIH U YIACTHHULIU ChC ChITBTCTBALIH
3a00JsIBaHMUs, CBBP3aHU ¢ BUCOK pHCK OT Texxbk COVID-19.

Hmynozennocm npu ev3pacmuu — cied dycmep ooza (0,25 ml, 50 muxpoepama)

Be3omacHocTTa, peakTOreHHOCTTa M MIMYHOTEHHOCTTA Ha Oycrep mo3a Spikevax (opurunaina) ce
OLICHSBAT B €JIHO MPOBEXKIAIIO CE B MOMEHTA PaHJOMU3UPAHO, 3acIIeTIeHO 3a Ha0oaTens, miamneoo-
KOHTPOJIMPaHO NMpoyyBaHe (a3a 2 3a MOTBBPXKAAaBaHE Ha [103aTa P yYyacTHUIM Ha 18 1 moseye
roauau (NCT04405076). B ToBa npoyuBane 198 yuacthumu ca moayumu ase qo3u (0,5 ml,

100 mukporpama mpe3 uHTepBai oT 1 Mecelr) oT BakcuHata Spikevax (opuruHaiHa) Kato MbpBUYHA
cepusi. B otkpurata aza 149 ot te3u ydactHHIM (MOMyJIalMs IO IPOTOKOI) Ca MOJXYYHIN €AUHUYHA
oycrep mo3a (0,25 ml, 50 mukporpama) Haii-mManko 6 Meceria ciie/i MPUIOKEHUETO Ha BTopara 103a OT
mbpBUYHaTa cepusl. JlokasaHo e, ue exuHuuHa oyctep no3a (0,25 ml, 50 mukporpama) Boau 10 cpeaHa
reoMeTpUYHa KpaTHa CTOWHOCT Ha yBennuaBane (geometric mean fold rise, GMFR) 12,99 mbti (95%
Cl: 11,04; 15,29) Ha HEeyTpaM3upaIInuTe aHTUTENA OT IPEAN MPIIIOKEHUETO Ha OycTep 1o03a 10 28
nau cien 0ycrep nosara. GMFR na neyTpanusupamure anturena e 1,53 (95% Cl: 1,32; 1,77) npu
CpaBHEHHE Ha TUTBpa 28 JHU clies A03a 2 ('bPBUYHA CepHs) CIIpsIMO 28 AHU ciien OycTep Jo3aTa.
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Hmynoeennocm na bycmep 003a cied nbpeuyHa 8aKCuHayus ¢ opyaa paspewena 3a ynompeoa
saxcuna cpeuty COVID-19 npu ev3pacmnu

Be3omacHocTTa 1 MUMYHOTEHHOCTTa Ha XETEPOJIOKEH OycTep cbe Spikevax (opurunanHa) ca
NPOYYBAHU B €JHO MHUIIMUPAHO OT U3CIEI0BATENsI NpOyyYBaHe cbe 154 yuacTHHIM. MUHUMATHHAT
BPEMEBH MHTEPBAJ MEKIY ITbPBHYHATA CepHs Ha BakcuHanus ¢ BekropHa win PHK Bakcuna cperry
COVID-19 u 6ycrep mo3za Spikevax (opurunanna), € 6w 12 ceamuiu (auanason: 12 ceMuUIm 10
20,9 ceamuin). Jlo3ara, n3nonssana 3a Oyctep B ToBa npoyusane, € Omia 100 mukporpama. Tutpure
Ha HEYTPaIM3UpAIUTe AaHTUTEIA, U3MEPEHH Upe3 TECT 3a HeYTpaIU3allus Ha IICEBIOBUPYC, Ca OHIIH
onenenu B Jlen 1 mpenu npunoxxenneTo u B [en 15 u Jlen 29 cnen Gycrep no3ara. OtroBop Ha
OycTep no3ara e Oui JeMOHCTPUPaH HE3aBHUCUMO OT IIbPBUYHATA BAKCHHALIMA.

Hanuanau ca camo JaHHH 3a KpaTKOCpOYHAa UMYHOT'CHHOCT; AbJIIOCpOYHAaTa 3alinuTa 1
HMYHOJIOTHUYHATA MaMCT HE Ca U3BCCTHU B MOMCHTA.

beszonacnocm u umynoeennocm na cedem saxcunu cpewyy COVID-19 kamo mpema 0o3za (6ycmep) 6
Obedunenomo Kpaicmeo

COV-BOOST e MHOTOIIGHTPOBO, PAHJOMU3UPAHO, HHUIIMUPAHO OT U3CIIe0BATENs MpoyYBaHe (a3a 2
Ha TpeTa J103a Oycrep Bakcunanus cpeiry COVID-19 ¢ noarpymna 3a noapoOHo u3ciie/BaHe Ha
MMYHOJIOTHSTA. YYaCTHULIUTE ca OMIM Bb3pacTHH Ha 30 U MoBeue TojAuHH, B 100PO (hU3UYECKO 31IpaBe
(JIeku 10 yMepeHH, 100pe KOHTPOIUPAHH KOMOPOUTHOCTH ca OWITH pa3pelieH ), KOUTO ca MOTyIHIIH
nee no3u win Pfizer—-BioNTech, nnun Oxford—AstraZeneca (mppBata n03a npe3 nexemspu 2020 T,
suayapu 2021 r. nnu ¢peBpyapu 2021 r.), u ca u3MuUHaNK Hail-manko 84 AHU clies BTOpaTa 103a 10
MOMEHTA Ha BKJIIouBaHe. Spikevax (opuruHaiHa) ¢ yCHiInia OTTOBOPHUTE MO OTHOIICHHE HA aHTUTENA
W HeyTpanu3aiys, u ¢ Ouia 1o0pe moHeceHa, He3aBUCHMO OT TbPBHUYHHUTE CEPUH HA BAKCHHAIIUS.
[o3ara, usnosn3Bana 3a OycTep B ToBa npoyuBane, ¢ ouna 100 mukporpama. Tutpute Ha
HEYTpaJIH3UpalINTE aHTUTENa, U3MEPEHH Ype3 TECT 32 HeyTpaIn3alysl Ha IICEBAOBUPYC, ca OMIH
onienenu B Jlen 28 cnen Oycrep mo3ara.

Heympanusupawu aumumena cpewy B.1.617.2 ([lenma) sapuanm npedu u cred Oycmep npu
6b3PACTHU

Pesynratute oT TecTa 3a HeyTpanuzanus Ha ncesaosupyc (PSVNA) cpemty BapuanTa B.1.617.2
(lenta), onpenenenu npeau Oycrep no3ara u B Jlen 29 cnen Oycrep no3ara, okaspar, 4e
NpUIIOKEHUETo Ha Oycrep no3a Spikevax (opurunansa) (0,25 ml, 50 mukporpama) npu Bb3pacTHH
uHIynupa 17-KpaTHO MOBHUINICHUE HA HEYTPAIM3UPAIINTE TeNa Cpelly BapuaHTa Jenra B cpaBHEHUE ¢
HuBaTa npeau oycrep po3zata (GMFR=17,28; 95% Cl: 14,38, 20,77; n=295).

Knunuuna egpuxacnocm npu ionowu na ev3pacm om 12 0o 17 2oounu

[IpoydBaHeTO IpH FOHOIIN € TEKYIIO PAHJOMU3HPAHO, IIAe00-KOHTPOIHPAHO, 3aCIISTIEHO 3a
HaOJro1aTeNs KIMHUYHO npoyuBaHe (asza 2/3 (NCT(04649151) 3a oueHka Ha 0€30MacHOCTTA,
peaKTOreHHOCTTa M epuKacHOCTTa Ha Spikevax (opuruHa Ha) Mpy IOHOIIM Ha BB3pacT OT 12 10

17 roauuan. YYacTHHIIM C M3BECTHA aHaMHe3a 3a nHpekius cb¢ SARS-CoV-2 ca uskioyeHu oT
npoyusaneTo. O01mo 3 732 yyacTHUIIM ca paHJOMU3UPAHH B CbOTHOLIEHHE 2: 1 1a moiaydar 2 1031
Spikevax (opuruHaiaHa) Wiy miane6o, GU3N0NIOTHYeH pa3TBoOp, C HHTEPBa MexXay Jo3uTe 1 mecel.

V3BbpIneH e BropuyeH aHainu3 Ha eukacHocTTa rmpu 3 181 y4acTHHIM, KOUTO ca MOIYyYUIH 2 103U
Spikevax (opurunanna) (n=2 139) wiu mane6o (N=1 042) u ca UManK OTPUIIATEIICH U3XOJICH CTaTyC
o oTHoIreHrue Ha SARS-C0oV-2, B nomyausaTa mo npoToko Mexay y4aCTHHLIUTE, KOUTO ca
noayuran Spikevax (opuruHanHa), ¥ Te3d, KOUTO Ca MOyYMIIN TUIane0o0, HaMa 3a0eIeKMMI Pa3IuKH
B IeMOrpa)CKUTEe TAaHHH WU MPEALISCTBAINTE 3a00IsIBAHUSL.

COVID-19 e nedunupan kato cumnromarnien COVID-19, u3uckpani mogoxuTeneH pe3yaTar Ot
RT-PCR u Haif-maliko 2 CHCTEMHH CUMITOMA WK | peciupaTopeH CUMIITOM; CIIy4yau, 3al0YBaLIH

14 muu cnex BTopata 1o3a.

Wmaro e Hyna cumnromaruunu ciydas Ha COVID-19 B rpynata Ha Spikevax (opuruHaiHa) u
4 cumnromarnunu ciaydas Ha COVID-19 B rpynata Ha mnane6o.
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Hmynoeennocm npu wonoutu Ha v3pacm om 12 0o 17 200unu — cied nvpeudtHa 6aKCUHAYUsL CbC
Spikevax

Amnanu3 3a He o-MaJjka e(pUKaCHOCT, OleHsBall TUTpUTe Ha 50% HeyTpamu3upalluTe aHTHTEa
cpemry SARS-CoV-2 u yectoTaTa Ha CEpOIOTUYEH OTrOBOP 28 IHU cien 103a 2, € IPOBEACH B
HOATPYIHUTE 32 UMYHOT€HHOCT Ha IIOIyJIalUsATa 110 IPOTOKOJI IIPU FOHOIIYU Ha Bb3pact oT 12 1o

17 ronuaun (N=340) B Mpoy4YBaHETO MPH IOHOIIN, KAKTO U IIPH YIACTHHUIINTE HA BB3pacT oT 18 1o

25 ronunu (N=296) B Mpoy4YBaHETO NPHU B3PACTHU. YUACTHUIUTE HE Ca UMAJIM MIMYHOJIOTHYHH WIH
BUPYCOJIOTUYHH JIOKa3aTeJICTBa 3a npeaxoaHa napekims cbe SARS-CoV-2 Ha 13X0/1HO HUBO.
CpenHoto reomerpudHo choTHouIeHHe (GMR) Ha THTpUTE HA HeyTpaTU3UpaIIUTe AHTUTEINA TIPH
IOHOILM Ha Bb3pacT oT 12 1o 17 rogunu B cpaBHEHHE ¢ ydacTHULUTE OT 18 10 25 roaunu e 1,08 (95%
CI: 0,94; 1,24). Paznukara B uectoraTta Ha ceponorndeH orrosop e 0,2% (95% CI: -1,8; 2,4).
Kpurepunre 3a He mo-mainka eukacHocT (1omHa rpanuna Ha 95% CI 3a GMR > 0,67 u nonHa
rpanuna Ha 95% CI 3a pa3iukara B yecToTaTa Ha CEPOJIOTHYEH OTroBOp > -10%) ca U3MbIHEHHU.

Hmynozennocm npu ronowu na v3pacm om 12 0o 17 200unu — crned 6ycmep 0o3a Spikevax
(opuunannQ)

[IppBUYHAaTa LI, CBBP3aHa C UMYHOTCHHOCTTA, Ha OycTep (pa3ara Ha TOBa MpPOyYBaHE € J1a ce
YCTaHOBHU €(pUKACHOCTTA Ha OycTep 03aTa IpH YYaCTHULM Ha Bb3pacT oT 12 1o 17 rogunu upes
cpaBHsIBaHE Ha UMyHHUTE oTroBopH (e 29) cien 6ycrep mo3arta ¢ T€3u, MOIYUEHH CIIe 1032 2 OT
mepBUYHata cepust (en 57) npu minagu Be3pacTHH (Ha BB3pacT oT 18 1o 25 rogunan) B Mpoy4YBaHETO
npu Bb3pacTHu. EdukacHocT Ha Oyctep mo3ara ot S0 mukporpama Spikevax ce ycraHoBsiBa, ako
UMYHHHTE OTTOBOPH ciiefl OycTep jo03aTa (cpenHa reomeTpudHa Konrentparus [GMC] va nAb u
yecToTaTa Ha ceposiorudeH oTroBop [SRR]) oTroBapsT Ha npenBapUTENTHO ONpEAeTICHH KPUTEPUH 3a
He no-maika eukacHocT (kakto 3a GMC, Taka u 3a SRR) B cpaBHeHHe ¢ Te3u, U3MEPEHU CIIe]]
3aBbpIlIBaHE Ha MMbpBUYHATa cepusi cbe 100 Mukporpama Spikevax cpen moarpyna miaad Bb3pacTHH
(18 1o 25 roguHM) B OCHOBHOTO MPOYyYBaHe 32 ¢(pUKacCHOCT MPH BH3PACTHH.

B otkpura ¢aza Ha TOBa IpoyyBaHe yYacTHULMTE HAa Bb3pacT oT 12 1o 17 roguHu nomyyasar
eAMHUYHa OycTep /103a Hail-Mallko 5 Mecela clie/] 3aBbplIBaHe Ha IbPBUYHATA cepys (ZIBE 103U Ipe3
uHTepBai ot 1 mecen). [IspBrYHaTa Momynanys 3a aHa U3 HA IMyHOT€HHOCTTA BKJIIOYBA

257 y4acTHuIM ¢ OycTep J03a B TOBA IPOYYBAHE M CITy4aiiHa HOArpyIa ot 295 y4acTHHIIN OT
MIPOYYIBAHETO MPHU MIIATIN BB3PACTHH (BB3pacT >18 mo <25 roauHu), KOUTO MPEIH TOBA Ca 3aBbPIITIIIH
KypC Ha IbPBUYHA BAKCUHAIIMS C JIBE J03H Ipe3 uHTepBai oT 1 Mecenr cbe Spikevax. U asere rpymnu
YYaCTHHUIM, BKJIIOUYEHH B aHAJM3MpaHaTa MOIyJalys, He ca UMalld UMYHOJIOTHYHH WIH
BUPYCOJIOTUYHH JI0Ka3aTelcTBa 3a npeaxonHa nagexnusa cbec SARS-CoV-2 npenu mbpBaTa 103a OT
Kypca Ha IbpBUYHA BaKCHHALIUS U CHOTBETHO Mpeau OycTep no3ara.

GMR Ha Oycrep no3ata npu roHomn GMC B [len 29 B cpaBHenue ¢ mnaau Bb3pactHu: GMR B

Hden 57 e 5,1 (95% ClI: 4,5, 5,8), oTroBapsiil Ha KpUTEPUUTE 32 HE MO-MayKa epuKacHOCT (T.€. JOTHA
rpanuna Ha 95% Cl > 0,667 (1/1,5); Toukosa onenka >0,8); pasiaukara B SRR ¢ 0,7% (95% ClI: -0,8,
2,4), oTroBapsIia Ha KPUTEPUHUTE 3a HE IMO-MaJika e(hUKACHOCT (JI0JTHA rpaHulia Ha 95% ot pa3nukara
B SRR >-10%).

ITpu 257-te yuactaunu GMC Ha nAb npenu 6ycrep mosara (6ycrep mo3a - Jen 1) e 400,4 (95% Cl:
370,0, 433,4); B nens Ha Oycrep no3ara ([en 29) GMCe 7 172,0 (95% Cl: 6 610,4, 7 781,4). Cnen
oycrep no3ara ([en 29) GMC ce ysennuara npubausutento 18 nbtu or GMC npenu Oycrep no3ara,
JeMOHCTpHpaiku eeKTUBHOCTTA Ha OycTep no3ara npu roHomu. SRR e 100 (95% Cl: 98,6, 100,0).

[IpenBapuTenHo onpeaeaeHUTe KPUTEPHH 3a YCIIEX 3a OCHOBHATA L€ 32 IMyHOTE€HHOCT ca
U3ITBJIHEHHU, KOETO II03BOJISIBA J1a C€ HAIPaBH U3BOJ 3a €(PMKACHOCTTA HA BAKCHHATA OT NIPOYYBAHETO
IIPU BB3PACTHH.

Knunuuna eghuxacnocm npu oeya na év3pacm om 6 coounu 0o 11 2o0unu

[TequaTpudHOTO NpOyYBaHE € TEKyIIo, (haza 2/3, paHAOMHU3UPAHO, II1ale00-KOHTPOJIUPAHO,
3acJIeTneHo 3a HaOIIoJaTelsl, KIIMHHYHO MPOYyYBaHe 3a OIIEHKA Ha 0€30IMaCHOCTTA, pEaKTOreHHOCTTA U
eukacHocTTa Ha Spikevax (opuruHaaHa) mpH Jena Ha Bb3pacT oT 6 rogauuu 10 11 rogunn B CAIIl u
Kanama (NCT04796896). YuacTHuIM ¢ M3BecTHA aHamHe3a 3a nHpekus cbec SARS-CoV-2 ca
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U3KIIIOYEHH OT mpoyuBaneTo. Q0o 4 011 yyacTHHUIIM ca OMIIM PaHIOMU3MPAHH B ChOTHOIICHHE 3:1
Ia roydar 2 no3u Spikevax (opuruHaaHa) wian miarebo (Gpusnonornden pasteop) npes 1 mecerr.

Bropuuen ananus Ha euKacHOCTTa, oLeHsBall NOTBbpAeHH cinydan Ha COVID-19, cvbpanu no
JaTata Ha 3akiarouBaHe Ha maHHuTe — 10 HoemBpu 2021 r. e u3BbpiieH npu 3 497 ydacTHHIIH, KOUTO
ca momyumnu e mo3u (0,25 ml B mecerr 0 u mecenr 1) wau Spikevax (opurunanna) (=2 644), uiu
rtane6o (N=853), u ca umanu otpuuaresex craryc 3a SARS-CoV-2 Ha U3X01HO HUBO B MOMyJIAUATA
10 IPOTOKOJ. MKy Y4aCTHHIIMTE, KOUTO ca nmoyunin Spikevax (opuruHaiHa), i OHe3H, KOUTO ca
MOJTYYHIIH TUTare0o0, He € MMAJIo SIBHU Pa3JIMKH B IeMOTpad)CKUTE JTaHHH.

COVID-19 e onpenenen karo cumnromaruueH COVID-19, n3nckpal nmojoXUTEIHU pe3yaTaTH OT
RT-PCR u Haii-manko 2 cucteMHu cumnroma win 1 pecnimparope cumnrom. Cirydau, 3anoysamy 14
JHH CJIeJ BTOpaTa J03a.

Nwmaro e Tpu ciyyas Ha COVID-19 (0,1%) B rpynata Ha Spikevax (opuruHaiHa) ¥ 4eTHPH Cliydas Ha
COVID-19 (0,5%) B rpynara Ha miaie0o.

HUmynoeennocm npu oeya na év3pacm om 6 2coounu 0o 11 2oounu

Amnanu3, oniensBanl Tutpute Ha 50% HeyTpanusupamure antutena cpeury SARS-CoV-2 u gecrorara
Ha CepoJIOTUYEH 0TroBop 28 muu ciex Jlo3a 2, e mpoBeieH B MOATpYyTa Jella Ha Bb3PacT OT 6 TOIUHH
no 11 roguan (N=319) B meAnaTpUYHOTO MPOYYBAHE, KAKTO U MIPH YYACTHHUIIUTE HA BB3pacT OT 18 10
25 roaunu (N=295) B MpoydYBaHETO NPH Bh3PACTHU. YUYACTHHUIIUTE HE Ca MMAJIH HMYHOJIOTHYHU WU
BHPYCOJIOTUYHH JI0Ka3aTeJCTBa 3a npenxoaHa napeknus cbe SARS-CoV-2 Ha m3xonHo HuBo. GMR
Ha TUTPUTE HA HEYTpaJU3UpaIINTe aHTUTENA IIPH Jela Ha Bh3pacT oT 6 roauan 1o 11 roguau B
cpaBHEHHUE ¢ yyactHuUITe ot 18 10 25 romunu e 1,239 (95% CI: 1,072; 1,432). Paznukara B
yecToTara Ha cepojorudeH otroBop € 0,1% (95% CI: -1,9; 2,1). Kputepuure 3a He mo-maika
edukacHoct (nonna rpanuna Ha 95% CI 3a GMR > 0,67 u nonna rpannua Ha 95% CI 3a pasnukata B
YyecToTaTa Ha CepoJIOTHYEH O0TroBop > -10%) ca U3mbIHEHHU.

Hmynoeennocm npu deya na évspacm om 6 200unu 00 11 200unu — crned 6ycmep doza Spikevax
(opueunanta)

[IbpBUYHATA LIEI, CBBP3aHa C UMYHOTEHHOCTTA, Ha OycTep (pa3ara Ha TOBa MpOyYBaHe € Jia ce
yCTaHOBHU €(PHKACHOCTTA Ha OycTep /103aTa NP YYaCTHUIM Ha Bh3pacT OT 6 rogunu a0 11 ronuHu
ype3 cpaBHABaHEe Ha UMYHHUTe oTroBopH (llen 29) cnex Oycrep qo3arta ¢ Te3u, MOTYUYeHH Ciel 1032 2
ot mepBHYHata cepus (Jlen 57) nmpu mMianu Bp3pacTHH (Ha BB3pacT ot 18 1o 25 roguan) B TOBa
IIpoy4BaHe, KbIETO € AoKkazaHa 93% edukacHocT. EQuxacHoct Ha Oyctep go3ata ot 25 MUKporpama
Spikevax ce yctaHoBsiBa, ako UMyHHUTE OTTOBOPH clies OycTep J03aTa (CpeiHa reoMeTprUyHa
koHuentpaims [GMC] 3a HeyTpanusupaino aHtuTsio [NAD] yecToTata Ha cepoIOruUeH OTTOBOP
[SRR]) oTroBapsT Ha npenBapuTEIHO ONPEACICHH KPUTCPUH 3a HE MO-Masika e(pUKkacHOCT (KakKTo 3a
GMC, taka u 3a SRR) B cpaBHEHUE ¢ Te31, I3MEPEHU CJIe/I 3aBbPIIBaHE HAa THPBUYHATA CEPHS ChC
100 muxporpama Spikevax cpen moarpymna miaau Bb3pacta (18 1o 25 ronuHmn) B OCHOBHOTO
MPOYYBaHMSA 32 €(PUKACHOCT IIPH BH3PACTHH.

B otkpura ¢aza Ha ToBa Mpoy4YBaHE YYaCTHHUIIUTE HA Bb3pacT OoT 6 ToauHH A0 11 roanHu momyyasar
eMHUYHA OycTep J103a Haii-mallko 6 Mecela clie/l 3aBbpIIBaHe Ha MbPBUYHATA cepHs (IBE 03U Ipe3
uHTepBaN oT 1 Mecen). [IppBUYHATA MOMYITAIKS 32 aHAJM3 HA UMYHOT€HHOCTTA BKITIOYBA

95 yyactHum ¢ OycTep A03a B Tpynara Ha Bb3pact oT 6 10 11 rogunu u ciaydaiiHa moarpymna ot

295 y4acTHUIM OT MPOYYBAHETO MPU MJIaTH Bb3PACTHH), KOMTO Ca MOJYUHIH JABE 1031 Spikevax ¢
uHTepBan oT 1 Mecen. M aBeTe rpynu y4aCTHUIIM, BKJIIOUEHH B aHAJM3UpaHaTa MOIMyJIalus, He ca
UMaJId UMYHOJIOTUYHH WJIM BUPYCOJIOTMYHM JIOKa3aTeJCTBA 3a npeaxoaHa uadekuus cbe SARS-CoV-
2 mpeay mbpBaTa J103a OT Kypca Ha ITbpBUYHA BAKCHHAIIMS M CHOTBETHO Mpeu OycTep no3ara.

[Tpu 95-te yuactauuy, ¢ Oycrep no3a - en 29, e GMC e 5 847,5 (95% CI: 4 999,6, 6 839,1). SRR e
100 (95% CI: 95,9, 100,0). ITpoy4enu ca cepymuute HuBa Ha NAD 3a nena ot 6 roaunu 10 11 roguau
B IIOJIPyIaTa 3a MUMyHOTEHHOCT I10 MPOTOKOJI C OTPUIIATEIICH CTAaTyC 1o oTHoleHue Ha SARS-CoV-2
npeau OycTep J03aTa U CPaBHEHUETO C TE3W OT MIIaJM Bh3pacTHH (Ha BB3pacT oT 18 1o 25 roaunn).
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GMR na Gycrep no3zara B Jlern 29 GMC B cpaBHenue ¢ muaau Bb3pactan: GMC B [len 57 e 4,2 (95%
Cl: 3,5, 5,0), oTroBapsiiiki Ha KpUTEPUHTE 32 HE IMO-MalKa e(pUKACHOCT (T.€. JOJIHA rpaHuna Ha 95%
Cl >0,667); pasnukara B SRR e 0,7% (95% ClI: -3,5, 2,4), otroBapsiiia Ha KpUTEPUUTE 3a HE MO-MaJlka
edukacHocT (noaHa rpanuia Ha 95% ot pasnukara B SRR >-10%).

[IpenBaputenHo onpeaencHUTE KPUTEPUH 3a YCIIEX 32 OCHOBHATA I1€JT 32 UMYHOTEHHOCT Ca H3IThJI-
HEHH, KOETO MO3BOJISBA JIa CE HAMIPABH M3BO/I 33 €(PUKACHOCTTA HA BAKCHHATA. bhp3UsT BTOPUYCH OT-
TOBOp, OYEBUICH B paMKHTE Ha 4 ceIMUIIH CJIie/ PUIIOKEHHUE Ha OycTep 103arta, € JOKa3aTelICTBO 32
CTaOMITHOTO MpeICTUMYIIHpaHe (priming), MpeIU3BUKAHO OT Kypca Ha MbPBUYHA BAKCHHAIUS ChC
Spikevax.

Heympanusupawu anmumena cpewy sapuauma B.1.617.2 ([{enma) npu deya na év3pacm om 6
200unu 00 11 200unu

CepyMHHU TIpOOH OT TOTMYJIAMATa 32 UMYHOT€HHOCT 110 MPOTOKoJ (N=134) Ha TeKymoTO MeaUaTPUIHO
MpoyYBaHe, B3eTH Ha U3XOHO HUBO U B JleH 57, ca u3cnensanu upe3 PSVNA Ha 6azara Ha BapuaHTa
B.1.617.2 (denTa).

IIpu nena Ha BB3pact ot 6 rogunu 10 11 roguau, GMFR ot usxoano aHueo a0 Jen 57 € 81,77 (95%
Cl: 70,38, 95,00) 3a BapuanTa IenraDelta (m3mepeno upe3 PSVNA). Ocsen ToBa 99,3% or meriara ca
OTTOBAPSUIH HA OIPEIEIICHUETO 3a CEPOIOTUICH OTTOBOP.

Knunuuna egpuxacnocm npu deya na évspacm om 6 meceya 0o 5 200unu

ITpoBezeHo e TekyIo npoyusane (asa 2/3 3a oreHka Ha 6€30MacHOCTTAa, TOHOCHMOCTTA,
peakTOreHHOCTTa U epukacHOCTTa Ha Spikevax mpu 31paBu Jiena Ha Bb3pacT oT 6 mecena 110 11
roauHy. B mpoydBaHeTo ca BKJIIOYEHH Jielia OT 3 Bb3pacToBU Ipymnu: oT 6 10 11 roaunu, ot 2 10
5 roauuu u ot 6 Mecena 10 23 Mecena.

W3BbpilieH e IeCKPUNTUBEH aHau3 Ha e(pUKaCHOCTTa, OlleHIBAIIl MOTBbpaAcHHU citydan Ha COVID-19,
cbpOpaHu J10 AaTaTa Ha 3akitouBaHe Ha gaHHuTe 21 deBpyapu 2022 r., npu 5 476 yyacTHHIIN Ha
BB3pact ot 6 Mecera 10 5 roauHu, KOUTO ca noyuniu ase go3u (Ha 0 u 1 mecerr) ot Spikevax

(n=4 105) wu wiane6o (N=1 371) u ca UManK OTPHUIIATEIIEH cTaTyc o oTHOIIeHHe Ha SARS-CoV-2
Ha U3XOJTHO HUBO (HapHYaHH ,,[IOMYJIAIKS 10 IPOTOKON™ 3a OlleHKa Ha edukacHocTTa). He ce
0TOEIISA3BAT CHIIECTBEHHU PA3IMKH B IEMOTPApCKUTE TaHHU MEXy YIaCTHUIIMTE, ToNy4uran Spikevax,
Y IOy YHIIATE TIIaneoo.

Meauanata Ha MPOABDKUTEIIHOCTTA Ha MPoCiieasBane Ha edukacHocTTa cien Jlo3a 2 e 71 nHu 3a
YYACTHHUIMTE HA BB3PACT OT 2 TOAMHU JI0 5 TOAMHU 1 68 JTHU 32 YYaCTHUIIMTE HAa Bh3pacT OT 6 Mecena
o 23 mecerna.

EdukacHocTTa Ha BakcHHaTa B TOBa ITPOyYBaHe € HaOII0JaBaHa Npe3 Mepruoa, KOraTo BAPHAHTHT
B.1.1.529 (Omicron) npeo6ianaBa cpe/l MUPKYIHPAIIUTE BApHAHTH.

B Yacr 2 B momynanusTa 1mo mpoTOKOJI 3a OIIEHKa Ha eukacHocTTa mpu cinydante Ha COVID-19,
HACTHIUIU 14 WK MOoBeue JTHY Cie]] MPHIOKECHUE Ha J103a 2, IPU M3MoN3BaHe Ha ,,iedunuius P301
3a ciyyait Ha COVID-19 (t.e. neduHMIIMATA, TPUIIaraHa B OCHOBHOTO MPOyYBaHe Ha e(hUKaCHOCTTa
pu Bb3pacTHH) ehukacHocTTa Ha BakcuHata (VE) e 46,4% (95% Cl: 19,8; 63,8) nipu 1eria Ha Bb3pacT
ot 2 roaunu 1o 5 roaunu u 31,5% (95% Cl: -27,7; 62,0) npu aena Ha Bb3pacT oT 6 Mecena Jio

23 meceria.

Hmynoeennocm npu deya na évspacm om 6 meceya 00 5 200unu

Ipu mema Ha BB3pacT OT 2 10 5 roguan cpaBHeHHETO Ha NAD otroBopuTe Ha Jlen 57 B Tasu YacT 2 Ha
MOATrpyIaTa Mo MPOTOKOJ 32 OIIEHKa Ha UMyHOTeHHOCTTa (N=264; 25 MUKporpama) ¢ Te3d Ha MIIJIUTE
Bb3pactau (N=295; 100 mukporpama) nokazsa GMR 1,014 (95% CI: 0,881; 1,167), otroBapsiiio Ha
KPHUTEPHUTE 32 MIOCTUTaHEe HAa HE MO-Majika eukacHocT (T.e. noiHa rpanuna Ha 95% CI 3a GMR
>(,67; ToukoBa oreHka >0,8). CpesHata reoMeTpu4Ha KpaTHa CTOMHOCT Ha yBenunvaBane (GMFR) ot
M3X0HOTO HUBO 110 [en 57 npu te3u aena e 183,3 (95% ClI: 164,03, 204,91). PaziukaTa B uectoTara
Ha CepOJIOTUUCH OTroBOp (Seroresponse rates, SRR) mexny nernara u miagure Bb3pacthu e -0,4%
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(95% CI: -2,7%; 1,5%), kaTo ChIIO OTrOBapsl HA KPUTSPUHTE 32 MIOCTUTAHE HA HE TI0-MaJKa
edukacHocT (nonHa rpanuia Ha 95% CI Ha pasnukata B SRR >-10%).

ITpu xppMaveTa U MaJIKH JIela Ha Bh3pacT OT 6 Mecena a0 23 Mecelia cpaBHeHreTo Ha NAD
otrropopute Ha Jlen 57 B Tazu YacT 2 Ha moarpymara 1o IpoTOKOJ 33 OILICHKa Ha HMYHOT€HHOCTTA
(n=230; 25 Mukporpama) ¢ Te3u Ha MiaauTe Bh3pacTHH (N=295; 100 Mukporpama ) moxkassa GMR
1,280 (95% ClI: 1,115; 1,470), oTroBapsio Ha KpUTEPUHUTE 3a IOCTUTAHE HA HE TO-MaJika e(PUKACHOCT
(T.e. momnua rpanura Ha 95% CI 3a GMR >0,67; ToukoBa orienka >0,8). Paszukara B MpoIeHTa Ha
SRR mexay kppMaueTa/Manku fena u miaau Be3pactau € 0,7% (95% Cl: -1,0%; 2,5%), kaTo chIio
0TroBaps Ha KPUTEPHUUTE 3a MOCTUTaHe Ha HE Mo-Manka epukacHoCT (noaHa rpanuiia Ha 95% CI Ha
pasiuKaTa B 4eCTOTaTa Ha CepOJIOTHYEH OTroBop >-10%).

CrneioBaTeIHO, TIPEIBAPHUTEITHO OIPE/ISIICHUTE KPUTEPUH 32 TIOCTUTAHE Ha IIbPBUYHATA 11T 10
OTHOIIICHHE Ha UMYHOT€HHOCTTA Ca MIOCTUTHATH B JBETE BH3PACTOBU IPYITH, KOSTO MO3BOJISBA Ja Ce
3aKJIFOYM 33 HAJIMYKMe Ha ePUKacHOCT Ha 25 MUKporpaMa KakTo IpH JelaTa Ha Bb3pacT OT 2 TOJIUHU
JI0 5 ToMHY, TaKka U MPU KbpMadeTa U MaJKUTE Jea Ha Bb3pacT oT 6 Mecera 10 23 mMecera
(Tabmuuu 4 u 5).

Ta6auna 4. Pe3roMe Ha CHOTHOLIEHHETO HA CPETHUTE TEOMETPUYHHU CTOIHOCTH HA
KOHIEHTPALHUSATA ¥ 4YeCTOTATA HA CePOJIOrMYeH OTTOBOP — CPABHEHHE HA JIMLATA HA Bb3PACT OT
6 mecena 10 23 Mecena ¢ y4aCTHUIIMTE HA Bb3pacT oT 18 ronuHu 10 25 rogunu — rpyna no
NPOTOKOJI 32 OLIEHKA HA HMYHOT€HHOCTTA

6 mecemna 0 18 rogmHu 10 6 mecemna 10 23 mecena/
23 mecena 25 roquan 18 rogunu g0 25 rogunn
n=230 n=291
Tect Bpem GMC GMC GMC Otrosaps Ha
eBa 95% CDh* 95% CDh* CHOTHOLLIEH! 1IeJITa 32 He
TOYKA € (95% CI)? MO-MaJIKa
e(PpMKaCHOCT
@ny’
1780,7 1390,8 13
(1 606,4;1973,8) (1269,1;15242) (1,15 1,5)
Tecr 3a 28 u Paziuka B
HeyTpanu3upan | Cren CepoJioruyen CepoJiornyex CepOJIOTHYHH I
M aHTHTEIA JHoza 2 0TroBOp 0TroBOp s oTroBop %
cpenry SARS- % (95% CD" % (95% CD" (95% CI)*
CoV-2° 100 99,3 0,7
(98,4; 100) (97,5;99,9) (-1,0; 2,5)

GMC = Cpenna reoMeTpUYHA CTOWHOCT Ha KOHIICHTPAIUATA
N = Opoii YJaCTHHITY ¢ HAJIMYHY JaHHU HA U3XOTHO HUBO U B [len 57
* CTOMHOCTUTE Ha aHTUTENATa, ChOOIIEHH KATO HAMHUPAIIK CE MO/ I0JIHATA TPAHKIIA HA KOJTUYECTBEHO
onpezenenue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 X LLOQ. CroiiHoctute, mo-
roJIeMH OT TOpHAaTa I'paHMIla Ha KoJmuecTBeHo onpenenenne (Upper limit of quantification, ULOQ), ca
3amectenn ¢ ULOQ, ako IeHCTBUTEIHUTE CTOMHOCTH JINIICBAT.
2 |og-Tpanc(hopMHUpaHUTE HUBA HA AHTUTEJATA CA AHAU3UPAHU C U3IOJI3BAHE HA aHAJIM3 HA KOBApUATEH
mozen (ANCOVA) ¢ npomerrBara Ha rpynara (Y4aCcTHHIM Ha Bb3pacT oT 6 Mecena 10 5 roquHu 1
MJIad Bb3pacTHU) Kato pukcupan edekT. [ToaydeHnTe cpeaHu cToiHoCTH Ha LS, pasmukara Ha
cpennute croiiHocTh Ha LS 1 95% Cl ca Tpancdopmupanu oOpaTHO 10 MbpBOHAYAIHHS Mamad 3a

npeacTaBsHEC.

5 He mo-manka e)MKacHOCT ce 00sBsBa, aKO 0JIHATA IPaHULA Ha 2-cTpannus 95% Cl 3a chOTHOIIEHHETO
GMC e mo-romsima ot 0,67 ¢ ToukoBa oneHka >0,8, a moaHara rpanuiia Ha 2-ctpanaus 95% Cl 3a
pas3nuKaTa B IPOILIEHTA HA CEPOJIOTHYHMS OTTOBOp € Hax -10% ¢ ToukoBa oneHka >-5%.

® KpaiiHHTE CpEIHO T€OMETPHUYHM CTOMHOCTH Ha KOHIEHTparuuTe Ha antuteaara (GMC) B AU/ml ca

OTIpeZIeIeHH C M3II0JI3BaHe Ha TeCT 3a MUKpoHeyTpanu3anus Ha SARS-CoV-2.

" CepOoJIOTUYHUAT OTTOBOP, ABJDKAI CC Ha BAKCUHALIUATA, ClICHU(UYCH 32 KOHIICHTPAIIUATA Ha
HeyTpainmsupainuTe anturena cpeiry SARS-CoV-2 RVP Ha HHBO y4aCTHHK, C€ ONMPEIeIis B IPOTOKOIA




kato mpomsHa oT mog LLOQ 1o paBHa uimm mo-Bucoka oT 4 X LLOQ wim noHe 4-KpaTHO yBEITUYCHHE,
aKO M3XOJHOTO HHMBO € paBHO WK Mo-BUCOKO oT LLOQ. 95% CI Ha ceposioruunusi OTTOBODp ce

u3uucisBa mo meroza Ha Clopper-Pearson.
A Paznukara B 95% CI Ha ceponornyHust OTTOBOP CE W3UMCIIABA C M3IO0JI3BaHE HA JOBEPUTEITHU IPAHULH Ha
Miettinen-Nurminen (ckop).

Tadnauua 5. Pe3tome Ha ChOTHOLIEHUETO HA CPeIHNTE FeOMEeTPUYHH CTOHHOCTH HA
KOHUEHTPALHUSITA M YeCTOTATA HA CEPOJIOrHYeH OTTOBOP — CPABHEHHE HA JIMIATA HA BB3PACT OT
2 TOAMHH /10 5 rOIMHYU € YYACTHUIUTE HA BB3pacT oT 18 ronuuu 10 25 ropuHu — rpyna no

NMPOTOKOJI 32 OLIEHKA HA HMYHOT€HHOCTTA

2 TroIMHU 10 18 rogunu 10 2 rogunm 10 5 rogunu/
5 roguHu 25 rogunmn 18 romunu 10 25 roauHu
n=264 n=291
Tect Bpeme GM GMC GMC Otrosaps Ha
Ba C (95% (95% ChH* CHOTHOLLICHH LeJITA 32 He
TOYKA Ch* e (95% No-MaJIKa
C1? e(puKacHOCT
A/H)°
1410,0 1390,8 1,0
(1273,8;1560,8) (1262,5;1532,1) (0,9; 1,2)
Tecr 3a 28 mHu crien Pa3iuka B
HeyTpammsupany | Jloza 2 CepoJiornyeH CepoJiornyeH CepoJIOrH4HH pi|
M aHTHTEIA 0TroBOP 0TroBOp 51 0TroBop %
cperty SARS- % (95% CD" % (95% CD" (95% CI)*
CoV-2° 98,9 99,3 0,4
(96,7; 99,8) (97,5;99,9) (-2,7;1,5)

GMC = Cpeana reoMeTpr9IHA CTOWHOCT Ha KOHIICHTPAIMSATA

N = OpOii YYaCTHUIIM C HATMYHK JaHHU HA U3XOHO HUBO U B [leH 57

* CTOWHOCTUTE HA aHTUTEJATa, ChOOIIICHU KATO HAMUPAIIIH CE ITOJI JOJTHATA [PAaHUIIA HA KOJHYCCTBEHO

ompenenenne (lower limit of quantification, LLOQ), ca 3amecrenu ¢ 0,5 X LLOQ. Croiinoctute, mo-

roJIeMH OT TOpHAaTa I'paHMIa Ha KoJmuecTBeHo onpenenenne (Upper limit of quantification, ULOQ), ca
3amectenn ¢ ULOQ, ako IeHCTBUTEIHUTE CTOMHOCTH JINIICBAT.

2 |og-Tpanc(hopMHUpaHUTE HUBA HA AHTUTEJATA CA AHATU3UPAHU C U3IIOJI3BAHE HA aHAJIM3 HA KOBApUATEH
mojenn (ANCOVA) ¢ npomeniiBara Ha rpynarta (Y4acTHHIM Ha BB3PAcT OT 6 Mecena 10 5 ToIuHN 1
MJIad Bb3pacTHU) Kato pukcupan edekT. [ToaydeHnTe cpenHu cToiHoCTH Ha LS, pasnukara Ha
cpennure croiiHocTh Ha LS 1 95% Cl ca Tpanchopmupanu oOpaTHO 10 MbpBOHAYAIHKS Mamad 3a
TIPEICTaBSIHE.

5 He mo-manka e)MKacHOCT ce 00sBsBa, aKO 0JIHATA IPaHULA Ha 2-cTpanuusa 95% Cl 3a chOTHOIIEHHETO
GMC e no-romsima ot 0,67 ¢ ToukoBa oneHka >0,8, a moaHara rpanuiia Ha 2-ctpanaus 95% Cl 3a
pas3nuKaTa B IPOILIEHTA HA CEPOJIOTHYHMS OTTOBOp € Hax -10% c ToukoBa oneHka >-5%.

® KpaiiHHTE CpEIHO T€OMETPHUYHM CTOMHOCTH Ha KOHIEHTparuuTe Ha antuteaara (GMC) B AU/ml ca
OTIpeZIeIeHH C M3II0JI3BaHe Ha TeCT 3a MUKpoHeyTpanu3anus Ha SARS-CoV-2.

" CepOJIOTUYHUSAT OTTOBOP, ABJDKAIL CC HA BAKCHHAIIUATA, CIICHU(UYCH 32 KOHIICHTPAIUATA Ha
HeyTpanmmsupamure antutena cpemy SARS-CoV-2 RVP Ha HUBO y4acTHHK, ce ompesesns B IPOTOKoJIa
kato mpomsHa oT mog LLOQ 1o paBHa uimm mo-Bucoka ot 4 X LLOQ wim none 4-KpaTHO yBEIUYCHUE, aKO
M3XOIHOTO HHUBO € paBHO WiH 1mo-Bucoko oT LLOQ. 95% CI Ha cepolorudHus OTrOBOP Ce N3YHCIABA 110
merona Ha Clopper-Pearson.

A Paznukara B 95% CI Ha ceposoruyHust OTTOBOp Ce U3YHUCIISABA C U3MOJI3BAHE HA JOBEPUTEIHU TPAHULIM Ha
Miettinen-Nurminen (ckop).

CTapquKa BB3pacT

Spikevax (opurrHaina) e U3cieaBaHa Npy JUIA Ha Bb3pacT 6 U MoBeYe MECea, BKIIOYUTEIIHO

3 768 yuacTHUIM Ha BB3pacT Ha 65 u noBeue ronuHu. EdukacHocTTa Ha Spikevax (opurunanza) npu
YYaCTHHIIUTE B HANIPEIHANA Bb3pacT (=65 roquHN) ChOTBETCTBA HA Ta3W MPH MO-MIIAJANTE BH3PACTHH
yuactHuiM (18-64 rogunmu).

46



IlenuaTpuyHa momyJamnus

EBpomneiickaTta areHIus 1o JiekapcTBaTa oTiiara 3aIbJDKEHUETO 33 IPEAOCTaBsSIHE HA Pe3yaTaTuTe OT
mpoydBaHUATa Che Spikevax (opuTrHHAIIHA) B €IHA WJIU TIOBEUE MOATPYIIH Ha TIeANATPUIHATA
nomynanus npu npesenins Ha COVID-19 (Bx. Touka 4.2 3a uH(GOpMaLKsS OTHOCHO YIIOTpeOa B
neInaTpusITa).

5.2 dapMakoOKHHETHYHU CBOIiCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexnmHUYHUTE JaHHU HE MOKa3BaT 0COOCH PUCK 3a XOpa Ha 0a3ara Ha KOHBEHI[MOHATHHUTE
[IPOYYBAHUSA 3a TOKCUYHOCT IIPY MHOTOKPATHO NPUIIOKEHUE, PEIIPOLYKTUBHA TOKCUYHOCT U

TOKCUYHOCT 3a pa3BUTHUCTO.

O0111a TOKCHYHOCT

[IpoBenenu ca mpoyuyBaHUs 3a 00IIa TOKCUYHOCT MPH ILTHXOBE (HA KOUTO Ca MPUIOKCHH
UHTPAMYCKYJTHO JI0 4 71031, HJIBHIIABAIIH JI03aTa IIPU X0pa, BEHBXK HA BCEKU 2 CEJIMHUIIN).
HabmronaBanu ca mpexoHu 1 00paTHMHU OTOK M €PUTEM Ha MSICTOTO Ha MHKCKTHPAHE, KAKTO U
MIPEXOJTHU ¥ 00paTHMU POMEHH B 1a00pAaTOPHUTE MOKa3aTeNU (BKJIFOUUTEITHO TOBUINIABAHE HA
€03UHO(DUINTE, AKTUBUPAHOTO MAPI[HAIHO TPOMOOILIACTHHOBO BpeMe U (pubpuHoreHa). Pesynrarure
NPEIoJIarar, 4ye MOTEHIUATHT 3a TOKCHYHOCT TIPH XOPa € HUCHK.

FCHOTOKCI/I‘-IHOCT/KaHIIeD OT'CHHOCT

[IpoBenenu ca in Vitro u in vivo mpoy4BaHus 3a TEHOTOKCHYHOCT C HOBUSI JIMITHJICH KOMIIOHEHT SM-
102 na BakcuHaTa. Pe3ynratute npenmnosarar, 4e HOTEHIIMATBT 3a TEHOTOKCUYHOCT PU XOpa € MHOTO
HHUCBK. He ca mpoBexaanu npoyyBaHus 3a KaHIIEPOI'€HHOCT.

PenponykTuBHA TOKCHYHOCT

B eqHO mpoyuBaHe 3a TOKCHYHOCT Ha pa3ButreTo 0,2 ml OT BakCHHA ChC ChCTAB, ChIIBPKAIIL CHIIOTO
konuecTBo HPHK (100 Mukporpama) v Apyru CbCTaBKU, BKJIOYCHU B SAMHUYHA 7032 Ha Spikevax
(opuruHaAIIHA) 32 X0pa, € MPIIOXKEHA Ha )KCHCKH IUTbX0BE HHTPAMYCKYJTHO B 4 ciydas: 28 u 14 nam
npenu undrocBane u Ha recranmoneH Jlen 1 u 13. ArTuTsIo-orroBopu cpenry SARS-CoV-2 ce
Ha0JII0/IaBaT MPH JKEHCKUTE IUTHXOBE OTHPEIN YUPTOCBAHETO A0 Kpasi Ha MpOy4YBaHeTo Ha 21-Bus
JIaKTaI[OHEH JIeH, KaKTO U MPH (EeTyCUTE M TIOKOJICHNETO. B poyyBaHeTo HsIMa CBHP3aHHU C
BaKCHHATA HEXEJIaH! eEeKTH BbPXY QPEepTHIINTETA MIPH KEHCKUTE, OPEMEHHOCTTa, eMOPHO(ETaATHOTO
pa3BUTHE, PA3BUTUETO HA MIOKOJICHUETO WIIM TIOCTHATATHOTO pa3BuTHe. Jlumncear qanHu namu
BakcuHarta Spikevax (OpUruHaiHa) MpeMHUHABA MPe3 IUTAlEHTATa W Ce EKCKPETUPA B MIISIKOTO.

6. DOAPMAIIEBTUYHU JAHHU
6.1 CHoucbk Ha NIOMOIIHHUTE BELIECTBA

SM-102 (xenrragexan-9-mn 8-{(2-xumpokcueTin)|6-0kco-6-(yHISIIIOKCH )XEKCHI |aMUHO } OKTAHOAT)
Xonecrepon

1,2-pucreapomn-sn-rauuepo-3-pocdoxonun (DSPC)

1,2- niuMupUCTONIT-FaC-TInIepo-3-MeTokcunonneTrienrankoa-2000 (PEG2000-DMG)

Tpomeramon

TpoMeTamMoJIOB XUIPOXIOPUT

OrieTHa KHCENHHA
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Harpues anerat Tpuxuapar
3axaposa
Bona 3a urxexumn

6.2 HecnbBMecTHMOCTH

To3u lekapcTBEH MPOAYKT He TPsiOBa 1a Ce CMeCBa C PYTH JICKAPCTBEHU MPOIYKTH WM Ja Ce
paspexna.

6.3 Cpok Ha rogHocT

HeotBopen mBOrono3os ¢uaxos (Spikevax bivalent Original/Omicron BA.1
(50 mukporpama/50 MukporpamMa)/ml MHXKEKIIMOHHA TUCIIEPCUs)

9 mecemna pu -50°C mo -15°C.

B pamkuTe Ha epuosa ot 9 Mecena, ciej U3BaxaaHe OT ppHu3epa HEOTBOPSHUAT (DJIAKOH C BAaKCHHA
MOJKE J1a Ce ChXpaHsaBa B XaaawiHuk npu 2°C po 8°C, 3aluTeH oT cBeT/inHa, MakcuMyM 3a 30 quu. B
pPaMKHUTE Ha TO3M MEPHO/, 3a TPAHCIIOPTHPaHEe MOXKE Ja ce M3moj3Bar a0 12 gaca mpu 2°C no 8°C (Bk.
TouKa 6.4).

ChI110 € TI0Ka3aHa XMMUYHA U PU3HUYHA CTAOMIIHOCT HAa HEOTBOPEHH (PJIAKOHH C BAKCHHA B
npoAb/bKeHre Ha 12 Mecena, korato ce cbxpansasar npu -50°C no -15°C, npu yciaoBHe 4e oM KaTo
Be/IHBK Ob/le pa3Mpa3eH M ocTaBeH HAa cbxpaHeHnne npu 2°C go 8°C, u e 3alUTEH OT CBETINHA,
HEOTBOPEHUSIT (PJIAKOH 1IIe /1a ce U3MO0JI3Ba B pAMKHUTe Ha He moBeye oT 14 guu (BMecto 30 nHH,
KaKTO KoraTo ce cbxpanssa mpu -50°C o -15°C 3a 9 mecena), 6e3 11a ce HaaBUIIaBa 00IIOTO BpeMe 3a
cbXxpaHeHue oT 12 mecena.

Benuwx pazmpaszena, BakCHHaTa He TpsOBa J1a ce 3aMpa3siBa IOBTOPHO.

HeotBopenara BakcuHa Moxke 1a ce chxpansasa mpu §°C 1o 25°C mo 24 gaca cieq u3BaXkaaHe OT
XJIAIWUITHUK.

IIyaxtupanun MEOrono3osu duakonu (Spikevax bivalent Original/Omicron BA.1
50 muxporpama/50 mukporpama)/ml nExexMoHHA AECTIEPCHS)

Joka3ana e xumMu4uHa 1 pU3HMYHA CTaOMIIHOCT MpH yrnoTpeba B npoabnkeHue Ha 19 yaca cnen
IbPBOHAYATHOTO MyHKTHpaHe npu 2°C 1o 25°C (B paMKuTe Ha JOMYCTUMHS CPOK 3a ynoTrpeda oT
crotBeTHO 30 mm 14 mHU ChOTBETHO U BKItounTeHO 24 gaca npu 8°C mo 25°C). Ot
MHUKPOOHOJIOTMYHA TJIeIHA TOYKA MPOAYKTHT TPsIOBa Jja ce M3M0JI3Ba He3a0aBHO. AKO BaKCHHATA HE ce
M3M0J13Ba BeJHAara, NepuoJbT Ha U3MOI3BaHe U YCIOBUATA HA ChXPaHEHHUE pean yrmoTpeda ca
OTTOBOPHOCT Ha MOTPEOUTEITS.

HeorBopeHn ennono30B daakoH (Spikevax bivalent Original/Omicron BA.1
25 MuKporpama/25 MUKporpaMa MHXEKIIMOHHA JUCIIEPCHs)

9 mecena pu -50°C mo -15°C.

B pamxuTe Ha meprona ot 9 mMecena, ciiell u3BaKaaHe oT (ppusepa, €IHOT030BHTE (HIIAKOHN MOXKE Ja
ce chxpaHsBat B xjaawiHuk rnpu 2°C no §°C, 3aniutenu ot cBeTinHa 3a MakcumyM 30 nau. B
paMKHTE Ha TO3M MEPHO/] €THOI030BHUTE (hIIaKOHA MOXKE JIa C€ TpaHCIopTUpaT a0 12 yaca mpu 2°C 1o
8°C (Bxk. TOouka 6.4).

Chb1110 € 10Ka3aHa XMMUYHA U (U3UYHA CTAOMITHOCT 32 HEOTBOPEHH €AHO1030BU (JIAKOHHU, KOTaTo Ce
ChXpaHsBaT B MpoAbbkeHne Ha 12 mecena ripu -50°C o -15°C, npu ycjioBue 4e Ipu ycJIOBHE Ye
IIIOM KaTO BeJHbK 0bJe pa3Mpa3eH U ocTaBeH Ha cbxpaHeHue npu 2°C 10 8°C u e 3amureH ot
CBETJIMHA, €THON030BUAT (MJIAKOH 1€ ce U3M0JI3Ba B paMKUTe HAa He noBeye oT 14 quu (Bmecto 30
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JTHU, KOTaTo ce chxpansBa npu -50°C go -15°C 3a 9 mecemna), 6e3 1a ce HaABUIIIaBa OOIIOTO BPEME 3a
chXpaHeHue ot 12 mecerna.

BCI[H’B)K pasMpa3cHa, BAaKCUHATa HC Tpﬂ6Ba Ja Cc€ 3aMpassiaBa IIOBTOPHO.

EnnonosoBute duiakonu Moxke Aa ce cbxpansasar npu 8°C mo 25°C g0 24 vaca ciiel U3BaKIaHe OT
XJIaTUITHUKA.

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKpOrpaMa MHKEKLIMOHHA AUCIIEPCUSL
B IIPEJIBAPUTEIIHO HAN'BIHEHA CIIPUHIIOBKA

9 mecerna pu -50°C mo -15°C.

B pamkuTe Ha neprona ot 9 Mecena, ciej U3BakAaHe OT ppu3epa, MPEABAPUTEITHO HATBITHCHUTE
CIIPUHITOBKY MOJKE J1a C€ ChXpaHsIBaT B xJaamwrHUK pu 2°C mo 8°C, 3anuTeHn OT CBETINHA, 32
MakcumyM 30 mHU. (BK. ToUka 6.4).

ChI110 € ToKa3aHa XUMUYHA U (PU3NYHA CTAOWITHOCT Ha HEOTBOPEHU MPEIBAPUTEITHO HAITBIIHEHN
CIIPHUHIIOBKY B IpoabipkeHne Ha 12 mecena npu -50°C no -15°C, npu ycioBHe 4e 1IOM KaTO
Be/IHBK Ob/Ie pa3Mpa3eHa U 0CTaBeHa Ha cbxpaHenune npu 2°C no 8°C u e 3amuTeHa OT CBETIIMHA,
NpeABAPUTEIHO -HAIBJIHEHATA CIIPUHIIOBKA 1€ ce U3M10J13Ba B PAMKHUTE HA He noBeve oT 14 quu
(Bmecto 30 mHu, KoraTo ce chxpansiBa npH -50°C mo -15°C 3a 9 mecena), 6e3 Aa ce HaBUIIIaBa
00I11I10TO BpeMe 3a ChXpaHeHue oT 12 mecena.

Benuwx pazmpasena, BakCHHaTa He TpsOBa J1a ce 3aMpa3siBa IOBTOPHO.

[IpenBapuTenHo HaBJTHEHUTE CIPUHIIOBKH MOXe 1a ce chxpansaBat npu 8°C 1o 25°C no 24 vaca
clIe] U3BaXKIaHe OT XJIAAWITHUKA.

6.4 CneuuajHu ycja0BUsI HA CbXpPaHEHHe

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 Mukporpama)/ml vHXKeKIIMOHHA
nucnepcust (MHOroa030BH (hJIAKOHM)

Ja ce cpxpansiBa BB (hpusep mpu -50°C mgo -15°C.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a JIa ce TPE/Ia3u OT CBETINHA.

3a ycloBuATa Ha ChXPAHEHHE CIIE/ Pa3Mpa3siBaHe Ha JICKapCTBEHUS MPOIYKT BUKTE TOUKa 6.3.
3a yclaoBUATa HA ChXPAaHEHUE HA MHOTOI030BHs (hJIAKOH CJIe]] MbPBOHAYATHO OTBAPSHE BHYKTE
TouKa 6.3.

Tpancnopmupare na pasmpazenu MHO2000308U Grakouu 6 meyno cvcmosnue npu 2°C do 8°C

Axo tpaucnoptupaneTo mpu -50°C g0 -15°C He € Bp3MOXXKHO, HUTMYHU Ca JaHHH, CIIOPE]] KOUTO €
BBH3MOXHO TPAHCIIOPTUPAHETO HA S/IMH WM NIOBEYE Pa3Mpa3eH! (IaKOHA B TEYHO CHCTOSIHUE 32
nepuof 1o 12 yaca npu 2°C go 8°C (B paMKuTe Ha JONMYCTHUMHS CPOK 3a ynoTpeda oT choTBeTHO 30
wm 14 gau ipu 2°C go 8°C). Benubx pasMpazeHr U TPAaHCTIOPTUPAHU B TEUHO ChCTOsTHHUE 1TpH 2°C
1o 8°C, dhakoHUTE HE TPSAOBA J1a ce 3aMpa3saBaT MOBTOPHO, a Aa ce chxpanssar mpu 2°C go 8°C mo
TSAXHOTO H3IIONI3BAHE.

Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 MEUKporpaMa MHXEKIIMOHHA JUCIIEPCUS
(exH01030BH (DJIAKOHHU)

Ja ce cpxpansiBa BbB (hpusep mpu -50°C mo -15°C.
CoxpaHsiBaiiTe €IHOI030BUS (PIIAaKOH B KApTOHEHATA OIIAKOBKA, 3a Ja Ce MPEe/IIa3d OT CBETIIMHA.
3a yclioBUsiTa Ha CbXPaHEHUE CIIe/ pa3MpassiBaHe BIXKTE TOUka 6.3.

Tpancnopmupane na eono00306u raxonu 6 meuno cvcmosinue npu 2°C 0o 8°C
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Axo Tpaucnoptupaseto mpu -50°C g0 -15°C He € Bb3MOXKHO, HUTMYHU Ca JaHHH, CIIOPE]] KOUTO €
BBH3MOXHO TPAHCIIOPTUPAHETO HA €IMH WJIM [IOBEYE Pa3MpPa3eHU €IHOJ030BH (DJIaKOHU B TEUHO
cberostue nipu 2°C o 8°C (B paMKHTE Ha TOMYCTUMUSI CPOK 3a ynoTpeda ot chorBeTHO 30 mnn

14 nuu npu 2°C go 8°C). Benubx pazmpazeHH U TPAaHCIIOPTHPAHU B TEYHO cheTostHUE TpH 2°C 10
8°C, eqHomo30BUTE (hIaKOHH HE TPSAOBA JIa ce 3aMpassiBaT IOBTOPHO, a Ja ce chxpanssar mpu 2°C 1o
8°C 110 TAXHOTO U3IOJI3BaHE.

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKpOrpaMa MHKEKLIIMOHHA AUCIIEPCUSL
B IIPEIBAPUTEIIHO HAN'BIHEHA CIIPUHIIOBKA

Ja ce cpxpansiBa BB (hpusep mpu -50°C mo -15°C.

CoxpaHsBaiiTe peABAPUTEITHO HAITBIIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKa, 3a Jia Ce
mpe/na3y OT CBETIUHA.

3a yclioBUsITa Ha CbXPaHEHUE CIIeH pa3MpassiBaHe BIXKTE TOUka 6.3.

Tpancnopmupate Ha pasmpaseHu npeosapumento HanbIHeHu CNPUHYOBKU 8 MEYHO CbCTNOSAHUE NPU
2°C 00 8°C

Axko Tpancnioptupanero npu -50°C no -15°C He e Bb3MOXKHO, HAIWMYHY Ca JaHHH, CIIOPE]] KOUTO €
BB3MOXKHO TPAHCIIOPTHPAHETO HA €/IHA WJIM TIOBEYE pa3Mpa3eHH MPeIBapUTETHO HAITbIHEHH
CIPUHILIOBKY B Te4uHO cberosnue mpu 2°C no §°C (B pamkute Ha 30-aHeBHUS WK 14-THEBHUS CPOK Ha
rogaoct cboTBeTHO IpH 2°C 10 8°C). Benubk pazMpazeHH U TPAaHCIIOPTHPAHU B TEYHO CHCTOSIHHE
npu 2°C no 8°C, npeBapUTEIHO HATBTHEHUTE CIIPUHIIOBKY HE TPsIOBa J1a ce 3aMpa3siBaT IIOBTOPHO, a
na ce cpxpasssar npu 2°C go 8°C 10 TAXHOTO U3MOI3BAHE.

6.5 Buau chabpKaHue HA ONIAKOBKATA

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 mukporpama)/ml MHKEKIIMOHHA
nucnepcust (MHOroa030BH (hJIAKOHM)

2,5 ml unu 5 ml gucniepcust B MHOT0/1030B (hi1akoH (OT CTHKIIO TUT | MM €KBUBAJICHTHO CTHKIIO, WIIH
[UKINYCH OJC(QUHOB MOTUMEDP C BETPEITHO OapUEPHO MOKPUTHE) ChC 3amyIaliKa (XJI0po0yTHIIOB
Kay4yK) ¥ CHHBO OTUYIIBAIIO CE Kamaye ¢ o0KaTKa (aIyMUHHEBa OOKaTKa).

OnakoBka:
10 mHOTO030BH (hitakoHa. Beeku diakoH chabpika 2,5 ml.
10 mHOTO1030BH (itakoHa. Beeku diakon chaspika S ml.

He Bcuuku BHIOBE ONAKOBKK MOraT jJa ObJaT IyCHATH Ha Ia3apa.

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MHKporpaMa MHXEKIIMOHHA JUCIIEPCUS
(e1H01030BU (DJIAKOHH)

0,5 ml nucnepcus B eqH0030B (hi1aKOH (OT CTHKIIO THUM | MM €KBUBAJICHT HA CTHKIIO TUH 1) Chbe
3aIymanka (XJIOpoOyTHIIOB KaydyK) U CHHBO OTUYIBALIO CE Kanayde ¢ 00KaTKa (alyMUHHEBa OOKaTKa).

Onaxkogka: 10 enHomo30Bu (iakona. Beeku diakon cbabpika 0,5 ml.

Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 MUKporpaMa MHKEKIMOHHA JUCIIEPCUs
B IIPEJIBAPUTEIHO HAITBJIHEHA CIPHUHIIOBKA

0,5 ml qucnepcus B mpeaBapUTEIHO HATBIHEHA CIIPHHIIOBKA (OT IOJIMMEP) C Ti1aBa Ha OyTajoTo
(6poMOOYTHIIOB Kay4yK C IIOKPUTHE) U MPEAa3Ho Kanade (0poMoOyTHIIOB Kaydyk, Oe3 uria).

Besika onakoBka ChAbpiKa 5 mpo3pavyHu 6J'II/ICT€pa, BCCKU OT KOUTO ChbABPiKA 11O 2 mpeaABAPUTCIHO
HaIlTbJIHCHU CIIPUHIIOBKH.
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OmakoBka: 10 mpeBapuUTEITHO HATBJIHEHH CIIPHHIIOBKU. Besika mpeiBapuTeIHO HATbJIHEHA
CIIPHUHIIOBKA Chabpxa 0,5 ml.

6.6 CrhenmnajJHu npeanasHu MEPKH NMPH U3XBBPJIsiHe U padoTa

Bakcunara TpsiOBa 1a ce IpUroTBS M TIOCTaBsI OT OOYICHH METUITUHCKY CIICTIHAIUCTH TIPH CIIa3BaHE
Ha aCENTUYHU TEXHUKH, 3a J]a Ce TapaHTHpa CTEPUIIHOCT Ha JUCIEPCUSITA.

®dJ1akoHUTE U NPEIBAPUTEITHO HAITBIIHEHNUTE CIIPHUHIIOBKY Ja C€ ChXpaHsBaT BbB Gpusep npu -50°C 1o
-15°C.

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 Mukporpama)/ml vHXeKIIMOHHA
nucnepcust (MHOron030B4 (hJIAKOHM)

Bakcunara e roroBa 3a ynotpe0a ciiesi pa3mMpassiBaHe.

I[a HC CC pa3Kiiallla UJIn paspeiKaa. 3aB’BpT€Te JICKO (bHaKOHa CJIC pa3Mpa3siBaHC U MPEAU BCIAKO
H3TCTJIAHC.

VYBepere ce, 4e (IaKOHBT MMa CHHBO OTYYIBAIO CE Karaye 1 HAMMEHOBAHHETO Ha MPOAYKTa €
Spikevax bivalent Original/Omicron BA.1. Ako ¢akoHBT € ChC CHHBO OTYYIIBAIIIO CE Kanaye u
HanMeHoBaHKeTo Ha npoaykTa e Spikevax 0,1 mg/ml wiu Spikevax bivalent Original/Omicron BA .4-
5, MOJIsI, HaIpaBeTe CIpaBKa ¢ KpaTKaTa XapakTepHCTHKA Ha POAYKTa 3a HOpMyJIMpOBKaTa.

[penopbuUTENHO € Aa MPOOOKAATE 3aMyIlaiKaTa Ha pa3InyHO MSICTO Bceku mbT. He mpoboxmaiire
(naxona noseue oT 20 mbTH.

B®B BCekH MHOT0/I030B (DJIAKOH Ce ChbpIKa H3IHUIIIBK, 32 J]a MOXKE Jla Ce rapaHTHPa JOCTABSIHETO HA 5
i 10 go3u o 0,5 ml, wrwr 10 wru 20 go3u ot 0,25 ml, B 3aBHcHMOCT OT Braa Ha (haKoHa.

Pa3mpasere Bcekn MHOT0/1030B (DIaKoH Ipen yroTpeda, KaTo ClieiBaTe yKa3aHUsATa M0~y
(Tabnuia 6). Koraro ¢yiakoHbT € pa3Mpa3eH B XJIQJIWITHHK, OCTaBETE TO Ha CTallHa TeMIIepaTypa 3a

15 MuHYTH TIpeny IPUIIOKEHHE.

Taonuua 6. Yka3aHus 3a pa3Mpa3siBaHe Ha MHOT0/1030BH (JIaKOHH NPeIH ynoTpeda

YKa3aHud U NPOABIKUTETHOCT HA pa3Mpa3siBaHe
TemmnepaTypa
Temmneparypa | IIpoab/kur | Ha
paryp POX IpoabakuTeIHOC
OnakoBka Ha €JIHOCT Ha pasmpassiBan |
pa3Mpa3ssiBaHe | pa3MpassiBa | e
N pa3Mpa3siBaHe
(B XJIAIWJIHMK) | He (mpu craiina
TeMIeparypa)
24vacawu
MHoro10308B (iakoH 2-8°C 15°C-25°C 1 gac
30 munyTHt
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Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKpOrpamMa MHKEKIIHOHHA JIUCIIEPCHS
(emH01030BU (hJIAKOHH

Bakcunata ce JocTaBsi TOTOBA 32 YIIOTpeba clie/l pa3MpassiBaHe.
Jla He ce paskiaiia Win paspex/a. 3aBbpTeTe JICKO (DIakoHa Ciie/ pa3MpassBaHe U MPEeIn U3TETIISHE.

VBepere ce, 4e (IaKOHBT UMa CHHBO OTYYIBAILO CE Karaye ¥ HAMMEHOBAHHETO Ha IPOIYKTa €
Spikevax bivalent Original/Omicron BA.1. Ako ¢akoHBT € ChC CHHBO OTYYIIBAIIIO CE Kanaye u
HaMMEHOBaHHETO Ha mpoaykTa e Spikevax bivalent Original/Omicron BA.4-5, moinsi, HanpaBeTe
CIIpaBKa C KpaTKarta XapaKTepUCTHKa Ha MIPOJYKTa 3a (pOpMyJIMpOBKATA.

Pa3mpasere Bcekn enHO1030B (PrIakoH Mpenu yrnoTpeda, KaTo cieBaTe YKa3aHHusATa Mo-10y. Beexu
€/IHOJI030B ()IIAKOH WJIM KapTOHEHATa OMaKoBKa, chabpxkama 10 diakoHa MoXxe Ja ce pa3mMpassBaT
WM B XJAAWIHUK, WK Ha cTaiina temreparypa (Tadmwuma 7).

Ta6auna 7. Yka3zaHus 3a pa3Mpa3ssiBaHe 3a €1HO/1030BH (JIaKOHH U KAPTOHEHH ONAKOBKH TMpean
ynorpeoda

Yxa3zaHus 3a pa3Mpa3siBaHe M NPOABJIKUTETHOCT
TemnepaTtypa
Temnepatypa Ha Ha
OnakoBka emmeparyp IpoabaxuTeaHOCT [poabaxuTeaHoct
pa3mpassiBane (B pa3mpassiBaHe
Ha pa3Mpa3siBaHe . Ha pa3Mpa3siBaHe
XJIAJUTHHUK) (npu craiina
TeMIeparypa)
Enn B
AHOA030 2°C mo 8°C 45 munHyTH 15°C no 25°C 15 MuHyTH
¢iakoH
Kapronena
PTOHE 2°C mo 8°C 1 vac, 45 MunyTH 15°C no 25°C 45 munyTH
OIIaKOBKa

Axo ¢naxonuTe ce pazmpassasar npu 2°C no 8°C, ocraBeTe BcekH (prakoH Ha CTaifHa TemImeparypa
(15°C no 25°C) 3a nmpubnusuTenHo 15 MUHYTH peau MPUI0KEHHUE.
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IIpunoxenue
Baxkcunara Tps0OBa a ce nmpuiiara HHTpaMycKyJiHO. [IpenoYnTaHoTo MACTO € SN TOUTHUAT MYCKYJT
Ha TOpHaTa 4acT Ha pbKata. He mpunaraiite Ta3u BakCHHa HHTPABACKYJIAPHO, MOAKOXKHO WU

UHTPAJIEPMAITHO.

MHnoeo00306u praxonu

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKpOrpaMa MHXEKIIMOHHA AUCIIEPCHUs
B [IPEABAPUTEIHO HATBIHEHA CIPHUHIIOBKA

I[a HC CC pa3Kiialla UWin paspeikaa CbAbPKAHUCTO HA TPCABAPUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA.

Besika IpeABAPUTCIHO HAITBJIHCHA CIIPUHIIOBKA € CaMO 3a CTHOKpaTHa y1'IOTp66a. Bakcunara ce
JOCTaBs IrOTOBa 3a yHOTpe6a CJICA pa3Mpa3siBaHC.

C BcsiKa TpeIBapUTEIIHO HATBJIHEHA CIIPUHIIOBKA MOXe Jia ce mpuiioku exna (1) mo3a ot 0,5 ml.

Spikevax bivalent Original/Omicron BA.1 ce mocTtaBs B e1HO030Ba, IPEABAPUTETHO HAIThIHEHA
crpuHIoBka (6e3 uria), ceabpikama 0,5 ml (25 mukporpama enazomepad u 25 MUKporpama
nmenazomepan) HPHK u TpsOBa fa ce pasmpasu npean NpHIoKEeHHUE.

IMpenn ynotpeba pa3MpaseTe BCsIKa IpEeIBApUTEITHO HAITBIHEHA CIPUHIIOBKA, CJICIBAKN YKa3aHHUATA
no-nony. COpUHIIOBKUATE MOKE Jla c€ pa3MpassBaT B OJIMCTEpHUTE (BCEKU OIHMCTEp, ChABPKAILL

2 peBapUTEIHO HATBJIHEHHU CIIPUHIIOBKH) MJIM B camMaTa KapTOHEHa OMaKOBKa, B XJIAMITHUK WIH Ha
craiina tremneparypa (Tabmuna 8). Koraro cripuHIioBKaTa ce pa3Mpasu B XJIJMITHHK, OCTaBETe S Ha
CTaifHa TemmepaTypa 3a 15 MUHyTH npeau MPUI0oKEHHE.
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Ta6auna 8. MHcTpyKuuu 3a pazmpassiBane 3a Spikevax bivalent Original/Omicron BA.1
NpeABAPUTETHO HATbJIHEHH CIIPUHIOBKH M KAPTOHEHH OMAKOBKH MpPeIH ynorpeda

HWHcTpyKIINHM 32 pa3Mpa3siBaHe U NPOIbJIKUTETHOCT
Tponk Temneparypa
Temneparypa Ha
UTEJHOCT [poabkuTeIHOC
OnakoBka Ha Ha pasMpasnBan T Ha
PASMPASABANE | pazss ¢ azMpassiBaHe
(B XJIaAMJTHHUK) pasMp (mpu craiiHa pasmp
(°cO) ane TeMIepaTypa) (uiyTH)
(MUHYTH) By
(9]
IIpenBaputenHo
HaIbJIHEHA CIIPUHIIOBKA 2-8 55 15-25 45
B OsincTep
KapTtonena onakoBka 2-8 155 15-25 140

VBepere ce, 4e IMETO Ha MPOAYKTa Ha IPeIBAPUTEIIHO HAIThIHEHATa CIIpUHIIOBKa ¢ Spikevax bivalent
Original/Omicron BA.1 25 . Ako uMeto Ha mipoaykTa e Spikevax 50 mukporpama mim Spikevax
bivalent Original/Omicron BA.4-5, mons, HaripaBeTe ClipaBKa ¢ KpaTkaTa XapaKTepUCTHKa Ha
HPOJIYKTA 32 TO3H ChCTAB.

Hucmpyxyuu 3a paboma ¢ npedsapumento nanwvinenume cnpunyosku Spikevax bivalent
Original/Omicron BA./

. OcraBerte Bcsika IpeBapUTEITHO HAITBJTHEHA CIIPUHLIOBKA Ha cTaiiHa Temneparypa (15°C oo
25°C) 3a 15 MuHyTH peau IPUIIOKEHUE.

] [a He ce paskiamia.

. [Ipenu npuioxeHne npenBapuTeTHO HaTbJIHEHATa CIIPUHLIOBKA TPAOBa Ja ce orieaa 3a

HaJIMYKMe Ha BUIMMU YaCTHLH U IIPOMSHA B IIBETA.

. Spikevax bivalent Original/Omicron BA.1 e 0su1a 1o moutu Osita qucnepeuns. Moxe 1a Chabpka
0eJi WM O PO3payHu YacCTUIIM, CBBP3aHH ¢ poaykra. He nmpuaraiite, ako BakcuHara e ¢
IPOMEHEH BT WU ChIBPIKA IPYTU BUAUMHU YACTULIH.

o Wrnute He ca BKIIOYCHH B KAPTOHEHUTE OMAKOBKH Ha MPEABAPUTEITHO HAITBITHEHUTE
CIIPUHIIOBKHU.

o HM3non3BaiiTe cTepuiiHa UIJIa ¢ MOAXOISII pa3Mep 3a HHTPaMYCKYITHO uikekTupane (21G win
MO-THHKH HUIJIN).

o OTtcTpaHeTe Karmadkara OT CIIPHUHIIOBKaTa 4pe3 3aBbpTaHe B MOCOKa 00paTHa Ha YaCOBHUKOBATa
CTpeJiKa.

o ITocraBete urnara, Kato st 3aBbPTUTE TI0 MTOCOKA HA YACOBHUKOBATA CTPEJIKA, TOKATO CE 3aKperu
Jo0pe BpXy CHPUHIIOBKATA.

. MaxHeTe KanaukaTta Ha UrjiaTa, Koraro cTe FOTOBH 3a MPUJIOKEHUE.

o [IpunoxeTte nsara 103a UHTPAMYCKYITHO.

UsxBbpigHe

Hewnsnon3paunusr JICKAPCTBCH IMPOAYKT WIX OTHAABYHUTC MATCpHUAIN OT HCTO Tp$16Ba Ja CC U3XBBPJIAT
B CHbOTBCTCTBHUEC C MCCTHUTC U3MCKBAHMA.

7. NNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/004
EU/1/20/1507/005
EU/1/20/1507/007
EU/1/20/1507/008

9. JATA HA ITBPBO PASPEIIABAHE/IIOJHOBSIBAHE HA PABPELHLIEHUETO 3A
YINOTPEBA

[ara Ha mppBo paspemasane: 6 sayapu 2021 r.

Jara Ha nocnenHo monHOBsBaHe: 3 okTromBpu 2022 T.

10. [JATA HA AKTYAJIMUBUPAHE HA TEKCTA

[TonpoOHa nHdoOpManus 3a TO3M JCKapCTBEH MPOAYKT € MPeIocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHIus 1o JekapcTeaTa http:// www.ema.europa.eu.
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' To3u sekapcTBEH MPOAYKT MOICKHU Ha TOIBIHATEITHO HaOmoaeHNe. ToBa 111e mo3BoH 0BP30TO
YCTAaHOBSIBAaHE Ha HOBAa MH(OPMAITHSI OTHOCHO O6e30macHoCcTTa. OT METUITMHCKHATE CITCITHATTHUCTH CE
W3KCKBa JIa ChOOIIaBaT BCAKaA MMO03UPaHa HeKellaHa peakius. 3a HaYMHa Ha ChOoOIaBaHe Ha

HEXEJIaHU PEaKlMU BIXKTE Touka 4.8.

1. HME HA JIEKAPCTBEHUSA IPOAYKT

Spikevax bivalent Original/Omicron BA.4-5 (50 muxporpama/50 mukporpama)/ml umkekunonsa

JUCTIEpCUs

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MukporpamMa HHXEKIIHOHHA

JUCTIEpCHUS

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MuKporpaMa HHXEKIHOHHA

JUCTIEPCUA B IPEABAPUTCIIHO HAITbJIHCHA CIIPUHIIOBKA

uPHK Bakcuna cperry COVID-19 (aykneo3unno Mmoauduimpana)
COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Ta6auna 1. KayecTBen U komyecTBeH cheraB Ha Spikevax bivalent Original/Omicron BA.4-5

KoJyin4yecTBO HAa AaAKTUBHOTO OnakoBka Jo3a(m) CbceTaB 3a 103a
BEIECTBO B 1030Ba eTHHNLA
Spikevax bivalent Enna nosa (0,5 ml) ceappixa
Original/Omicron BA.4-5 MHOT0/1030B 5 mo3u 25 MHKporpama ejaa3oMepaH
(50 muxporpama/50 muxkporpam | guaxon 2,5 ml | mo 0,5 ml Bcsixka | (elasomeran) u 25 mukporpama
a)/ml HHIKeKIMOHHA qUcHepcust | (CHHBO i 10 1031 1Mo nmaBe3oMepad (davesomeran),
oruymnBamio ce | 0,25 ml Bcsaka uPHK Bakcuna cpemnry COVID-19
Karaue) (BKITIOYCHA B JIMITHHH
HAaHOYACTHIIH).
Enna mo3a (0,25 ml) ceappika
12,5 mukporpama enazomepan
(elasomeran) u 12,5 mukporpama
nmaBe3oMepan (davesomeran),
nPHK Bakcuna cpemry COVID-19
(BKJTIOYEHA B IUITUIHH
HAaHOYACTHIIN).
Spikevax bivalent Ennonosos Enna no3a (0,5 ml) ceappxa
Original/Omicron BA.4-5 ¢maxon 0,5 ml 1nozamo 05ml | 25 MHUKpOTpaMa exa3oMepaH
25 MuKporpama (cuHBO (elasomeran) u 25 muxporpama
/25 MAKpoOrpamMa MHKE€KIMOHHA | OTYYIBAIIO CE Camo 3a naBe3oMepan (davesomeran),
aucnepcust Karnaue) C€IHOKpaTHa uPHK Bakcuna cpernry COVID-19
ynorpeoa. (BKJIFOUCHA B TUTTHIHU
HAHOYACTHIIH).
Spikevax bivalent Ipensapurenn Enna no3a (0,5 ml) ceappxa
Original/Omicron BA.4-5 0 HaITbJIHEHA 1nosano0,5ml | 25 MHUKpOTpamMa ela3oMepaH
25 MuKporpama CIIPUHIIOBKA (elasomeran) u 25 mukporpama
/25 MHKpoOrpaMa HHKeKIHOHHA Camo 3a nmaBe3oMepad (davesomeran),
AucIepcusi B MpeABaAPUTETHO CAHOKpaTHa uPHK Bakcuna cpemry COVID-19
HaNbJIHEHA CIPUHIIOBKA ynotpeoa. (BKJIIOUCHA B JINIIHTHU

HAHOYACTHIIH).
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Enazomepan e eqHoBepmkHa, 5’ -kermmpana uHpopmannonHa PHK (nPHK), mpomn3ssenena c
W3I0JI3BaHETO Ha Oe3kJeThyHa iN Vitro Tpanckpumms oT cboTBeTHUTEe JJHK-MaTpuim, xoaupaniu
BupycHus mwunos (S) nporenH Ha SARS-CoV-2 (opurunana).

JlaBe3oMepan enHOBeprkHA, 5’ -kenupana nHGopmanunonna PHK (uPHK), mpounssenena ¢
U3I0JI3BaHETO Ha Oe3kJeThYHa iN Vitro Tpanckpumms ot cboTBeTHUTE JJHK-MaTpuim, xoaupaniu
BupycHus munoB (S) nporerH Ha SARS-CoV-2 (Omicron BA.4-5). S-npoTenHuTe Ha NOJBApUAHTHUTE
BA.4 u BA.5 na Bapuanta SARS-CoV-2 Omicron ca uCHTUYHH.

3a IIBJIHUS CHUCHK Ha IIOMOIIHHUTE BEUICCTBA BHXKTEC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
MnxexkmonHa aucnepcus

bsna no nouru 6sina gucniepeus (pH: 7,0-8,0).
4, KIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKAZAHUS

Spikevax bivalent Original/Omicron BA.4-5 e noka3ana 3a akTHBHA UMYHHU3aIMs 38 IPEBEHITHS Ha
COVID-19, npuuunen ot SARS-CoV-2, npu nuna Ha 6 Mecena u mo-roseMu (Bx. Touku 4.2 1 5.1).

Ymnorpebara Ha Ta3u BakCcHHA TPsOBa /1a OB B ChOTBETCTBHE C OPHUIIMATHATE IPETOPHKH.
4.2  Jlo3upoBKa U HAYMH HA MPUJIOKEHUE

2031/1[30131(3

Tao6auna 2. lo3uposka Ha Spikevax bivalent Original/Omicron BA.4-5

Bw3pact Ho3a JonbJIHATETHH NPeNOPbKH
Jlena Ha BB3pacT ot 6 mecena | JIBe mo3u 0,25 ml Besika, Bropara 103a aa ce Ipuioxu
10 4 ronuuu, 6€3 MpeuIHa MPUI0KEHN HHTPAMYC- 28 mHU chen mppBarta 103a (BK.
BaKCHHAITNS ¥ C HEM3BECTHA KyJTHO™ Toukd 4.4 m 5.1).

aHaMHe3a 3a HHPEKIHS ChC

SARS CoV-2 AKo JieTe € MOIy4uusIo eHa mpe-

JuiHa no3a Spikevax, Tpsosa na
0bJIe MPIIIOKEHA €THA J03a
Spikevax bivalent Original/Omi-
cron BA.4-5, 3a na ce 3aBppiim
JIBYJ1030BaTa CEPU.

Jlenia Ha BB3pacT 6 mecena 1o | Exna 0,25 ml nosa, mpuso-
4 ronvHY C TIPeTUIIIHA BaKCH- | )KEHA UHTPaAMYCKYJITHO™

HaIMs WK U3BECTHA aHAMHE3a Spikevax bivalent Original/Omi-
3a UHQEKIUs ChC cron BA.4-5 tps6Ba na ce npu-
SARS CoV-2 JI0KU Hal-Masko 3 Mecena cleq
Jlena ua BB3pacT 5 rogunu 10 | Exxa 0,25 ml mosa, mpuio- mociennara go3a COVID-19 Bak-
11 rogunm, cve wim 6e3 mpe- JKeHa UHTPAMYCKYITHO™ CHHA

JUIITHAa BaKCHMHAIUA
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Bu3pacr

Ho3za

JombIHUTEIHN NPENOPBKH

JIuma Ha BB3pacT 12 u moseye
TOJIUHU, ChC WU Oe3 Tpe-
JIVIITHA BAKCUHAIIUS

Enna 0,5 ml mosa, mpmuito-
»KeHa HHTPaMYCKYJTHO

Jluua Ha BB3pacT 65 1 moseye
TOAMHU

Enna 0,5 ml no3a, mpuo-
JKCHA HHTPAMYCKYITHO

Enna mombHUTENHA 1032 MOXKE
Jla ObJIe TIPIITOKCHA HA-MaIKo
3 Meceria ciiet ocJIeIHATa 7032
COVID-19 BakcuHa.

* Jla He ce M3MOJI3BAT ¢THO030BHs (HIaKOH WM MPEABAPUTEITHO HATBIHEHA CITPUHIIOBKA 32
IpUIIOKEeHUe Ha yacTuueH ooem - 0,25 ml.

Tadomuua 3. lo3uposka Ha Spikevax bivalent Original/Omicron BA.4-5 3a

HMYHOKOMIIPOMETHPAHM JIMIA

Bn3pact

Jo3a

I[OH’[)J'IHI/ITQJIHI/I NpPENnoOpPbKHU

HIMyHOKOMIIPOMETHPAHHU JAeia
Ha BB3pacT 6 Mecera 10

4 roguHM, 0€3 MpeANIIHA BaK-
CHHAIHS

Hee 0,25 ml go3u, mpwuio-
YKEHU UHTPAMYCKYITHO™

[Ipu Tex ko UMyHOKOMIIPOMETH-
paHM TpeTa J03a MOXKE J1a Ce MPH-
JIO)KH Hali-MaJIKko 28 ITHH cael
BTOpaTa J103a.

VIMyHOKOMIIPOMETHUPAHH JIeIa
Ha BB3pacT 6 Mecera 10

4 TOJIVHU C MIPE/IUIITHA BAKCH-
HaIus

Enna 0,25 ml go3za, mpuio-
JK€Ha UHTPAMYCKYITHO™

VIMyHOKOMIIPOMETHPAHH JIeIa
Ha BB3pacT 5 TOAUHH 70

11 ropuHu, che umu 6e3 mpe-
JIMIITHA BaKCUHAIIHS

Enna 0,25 ml go3za, mpuio-
’KeHa HHTPaMYCKYJITHO™

HNMyHOKOMIpOMETHpAHHU JHLIA
Ha Bb3pacT 12 u moseye ro-
IVHHU, CbC WK 0€3 MpeIuIHa
BaKCHHALUA

Enna 0,5 ml no3a, mpwuo-
JKCHA HHTPAMYCKYITHO

JonbnautenHa(HN) MOIX0-
Jsma(Iy) 3a Bb3pactra 103a(3u1)
MOXe 11a Ob1e (6baaT) mpuITo-
KeHa(HH1) Hali-MaJKo 2 Mecena
clle]] mocjaegHaTa J103a
COVID-19 BakcuHna, 1o mpe-
[EHKa HA MEJMIIMHCKHS CTelna-
JIMCT, KaTo ce B3eMar 110/ BHIMa-
HUE KIMHUYHUTE OOCTOSATENICTBA
Ha JIUIIETO.

* Jla He ce M3MOJI3BaT eIHO1030BHs (DJIAKOH WM MPEABAPUTEIHO HAITbJIHEHA CIIPUHIIOBKA 3a
NpUIIOKEeHUe Ha yacTuueH odem - 0,25 ml.

THeouampuuna nonynayus

Be3omacuoctTa u epukacHocTTa Ha Spikevax bivalent Original/Omicron BA.4-5 tipu neria Ha BB3pact
ozt 6 Mecera Bee olrle He ca ycTaHOBeHH. JIMICBAT qaHHu.

Cmapuecka 6v3pacm

He ce nanara kopurupase Ha Jjo3ata IpH JIMIA B CTApYecKa Bb3pacT >65 rouHu.

Hauue Ha npuiioxxeHue

Bakcunata TpsiOBa Aa ce mpujiara HHTpaMyCKyJTHO. 3a MpeanovYnTaHe € B JeITOUAHUSI MyCKYJI B

rOpHAaTa 4acT Ha phKaTa.

He nplxmaraﬁTe Ta3W BaKCUHA UHTPABACKYJIapHO, IIOAKOXXHO WK UHTPAACPMAIHO.

Bakcunara He TpsOBa J]a ce cMecBa B €/IHa H ChIIa CIIPUHIIOBKA C JAPYTH BAKCHHY WK JIEKAPCTBEHH

MPOAYKTH.
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3a mpeanasHATEe MEPKH, KOUTO TPSOBa 1a OBAAT B3ETH MPEIN MPUI0KCHNE HAa BAKCHHATA, BIKTE
Touka 4.4.

3a yKa3aHHs OTHOCHO pa3Mpa3siBaHETO, padoTaTa ChC M U3XBBPJISHETO Ha BAKCHHATA, BHIKTE
TO4Ka 6.6.

4.3 IlpoTMBONOKA3aHUS

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WJIH KbM HSIKOE OT MIOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.

4.4  CpoeuuajHu npeaynpe:kIeHUs! U NpeINa3sHu MepPKH NPH ynoTpeda

IIpocnennmoct

3a fa ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MTAPTHTHUAT
HOMEp Ha MPIJIOKEHHUS MPOIYKT TPSIOBA SICHO J1a CE 3alMCBaT.

CBD’BXHVBCTBHTCJ’IHOCT )41 aHa(b HWJIaAKCHA

HmMa cpoOieHus 3a anaduaakcus Ipu Juua, morydwin Spikevax (opuruHainsa). Bunaru tpsoOBa ga
¥Ma Ha Pa3noIOKEHHUE MOIXO IS0 METUITMHCKO JeUeHUE U HAaOI0ICHHE B CITy4al Ha
aHaWIaKTHYHA PEaKIUs CIe MPIIOKEHUE Ha BAaKCUHATA.

IIpemoppuBa ce BHUMATEIHO HAOIOICHNE B TPOABIDKEHNE HA Hali-MaaKko 15 MuUHyTH cien
BakcuHanuaTa. [locneasanm no3u Spikevax bivalent Original/Omicron BA.4-5 e Tps0Ba aa ce

npuiaraT Ha JIMIa, KOUTO ca MOJy4rv aHaduiiakcus Ipy npeauinHa go3a Spikevax (opuruHaimHa).

MI/IOKaDZ[I/IT U NICPUKApAUT

CrlmecTByBa MOBUIIICH PUCK OT MHOKAPIUT M TIEPUKAPIUT CIIeT BAKCHHAIMS Che Spikevax.

Te3u 3a001s1BaHMsI MOKE J]a C€ Pa3BUSIT JIO HAKOJIKO JHU CJIE]] BAKCUHAIMSTA U HACTHIIBAT MPESIUMHO
B pamkute Ha 14 qau. Te ca Habmr01aBaHM IMO-YECTO MPH TO-MJIATH MBXKE U TT0-YECTO CJIeI BTopaTa
11033, B CpPaBHEHHE C ITbpBaTa 103a (BXK. Touka 4.8).

Hannunawre JaHHU ITOKa3BaT, Y€ B IMIOBCYCTO CIydau HACTHIIBA Bb3CTAHOBABAHC. B nsxon ClIy4dau ce
HaJiara nmoaabpXaH€ ¢ MHTCH3UBHU I'PUKU U Ca Ha6HIOZIaBaHI/I 1 ClIy4dau C ICTAJICH U3XO0I.

MenuiHcKATe CIIeUATHCTH TPAOBa Ja ObaaT OIUTENHM 32 MPU3HALUTE U CHMITOMHTE Ha
MHUOKapIUT U TIepuKapanuT. BakcnaupanuTe nuia TpsoBa Aa ObJaT HHCTPYKTHPAHH J1a TIOTHPCAT
He3a0aBHO MEUIIMHCKA TIOMOIII, aKO Pa3BUAT CUMIITOMH, IIOKA3aTEITHHA 38 MHOKAPHUT W
NEepUKapIUT KaTo (OCTpa U MPOABIDKUTENHA) O0JIKa B TBPANTE, 3a4yX WIN MaJIIUTALNUN CIe
BAaKCUHALMATA.

Me,HHLIHHCKI/ITe ClICIaInCTH Tpr6Ba Ja €€ KOHCYJITHUPAT C NPCHOPBKUTEC W/WIH CIICHUAJINCTUTE 3a
AUArHOCTULINPAHE U JICHCHUC HA TOBA 3a00JsBaHe.

Peaknmm CBBbpP3aHH C TPEBOXKHOCT

BbB Bpb3Ka ¢ BakCHHAIMATAE BH3MOXKHO J]a C€ TIOTy4aT PeaKiiu, CBbP3aHH C TPEBOKHOCT,
BKJTFOUUTEITHO Ba30BarajiHi peaklny (CHHKOM ), XUIIEPBEHTUIIANINS W PEAKINH, CBBP3aHU ChC
cTpeca, KaTo MCUXOreHEH OTIOBOP KbM MHXKEKTUPAHETO ¢ uria. BaxkHo e Aa ce B3emMaT npeana3Hu
MEpPKH, 3a J]a Ce MPEAOTBPATH HApaHIBaHE OT MPUIAJAAHE.
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CrrpTeTBaIio 3a001sBaHe

Bakcunanumsra TpsiOBa 1a ce OTJIOKH NPH JIUIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHe
i octpa uHpekiws. Hanmnurero Ha neka nHOEKIHS /WK JIEKO MOBUIIIEHA TEMIIEpaTypa He TpsiOBa
J1a 3a0aBs1 BaKCHHAIMSATA.

TpoMOOLIMTONEHNS M HAPYIIEHUS Ha KPEBOCHCHPBAHETO

Kakro npu apyru HHTpaMyCKyJIHU HHKEKIMH, BAKCUHATa TPsIOBa Jja ce Mpujiara ¢ IOBUILIEHO
BHUMaHUE IIPU JIMLA, [I0Jy4YaBalld aHTUKOAryJaHTHa Tepalus WK JIMIa ¢ TPOMOOLIMTONIEHHSI WK
KaKBOTO U Jia € HapylIeHHE Ha KPbBOCHCUPBAHETO (HAPUMEp XeMOQHIIH), Thil KaTO MPU TE€3H JIULA
MOXeE J]a ce MOJIyYd KbpPBEHE MM 00pa3yBaHe Ha CHHUHH CIIeJ HHTPAMYCKYJIHOTO MPHJIOKECHHUE.

O60CTDHH€ Ha CMHAPOMA Ha HAPYIICHA KalMWJIApHA IMPOIYCKIWBOCT

CpoO01mienn ca HIKOJIKO ciy4yasi Ha 000CTpsSHE Ha CHHAPOMa Ha HapyIIeHa KallWIsIpHA MPOITY CKIHBOCT
(CHKII) mpe3 mepBHTE THU CIIE BaKCHHANMA Che Spikevax (opuruHaana). MeIuIMHCKATE
CIISIMATUCTH TPsI0Ba Aa ca HasicHO ¢ mpu3HanmTe U cumntomute Ha CHKII, 3a na paszmo3nast
He3a0aBHO U Ja JIeKyBaT ChcTossHUETO. [Ipu ura ¢ anamuesa 3a CHKII mranupaneTo Ha
BaKCHHAIMATa TPSOBA J]a ce HAIPaBU CbBMECTHO ChC ChOTBETHUTE MEIUIIUHCKH EKCTIEPTH.

I/IMVHOKOMHDOMGTI/IDaHI/I JMIa

EdukacHocTTa Ha BakCHHATA HE € OIICHEHA MPH KMYHOKOMIIPOMETHPAHU JIUIA, BKIFOYNTEITHO TAaKUBA,
KOUTO TIOJTy4aBaT UMYyHOCYTIPECUBHA TEPAINHUS U MOXKeE Ja Ob/Ie MO-HUCKA TPU
MMYHOKOMIIPOMETHPAHH JIHIIA.

HpenopLKaTa Ja Cce oomucIn MPUIIOKCHUC HA TPETA N03a IIPU TCIKKO MMYHOKOMIIPOMCTUPAHU JIULIA
(B)K. TOYKa 42) CC OCHOBABa HAa OrpaHUYCHU CCPOJIOTMYHU JAHHU IMPU MAOUCHTU, KOUTO Ca

MMYHOKOMIIPOMETHPAHH CJIe]] TPAHCIUIAHTAIKS Ha CONMJICH OpTaH.

HDOI[’LJ'DKI/ITC.HHOCT Ha 3aluTara

HpOI[’bJDKI/ITCHHOCTTa Ha ocurypsABaHaTa OT BaKCHHAaTa 3allliuTa HEC € U3BCCTHA, TBH KaTo TS BCE OIIIE Ce
OMpeaciid B TCKYIIN KIIMHUYHA IMTIPOYYBAHUA.

OrpannyeHus OTHOCHO €(PEKTHMBHOCTTA HA BAKCHHATA

KakTo npu Bcuky BakCHHH, BakcuHanusTa cbe Spikevax bivalent Original/Omicron BA.4-5 moxe na
HE OCHT'YpH 3all[UTa Ha BCUYKH PELMIIMCHTH Ha BAKCHHATA.

TTomoIIHH BelecTBa ¢ U3BECTHO IEWCTBUE

Hampuii

To3u ekapcTBEH MPOAYKT ChABPXKA Mo-Manko oT 1| mmol Hatpwmii (23 mg) Ha 103a, T.€. MOXKe Ja ce
Kax<e, 4e MPaKTUUECKU HE ChIbpPKa HATPUH.

4.5 B3aumopneiicTBHe ¢ APYI'H JIEKAPCTBEHH MPOAYKTH M APYrd ()OpMHU Ha B3auMoJelcTBHE

He ca npoBexxaanu npoy4yBaHusl 32 B3aUMOJIEHCTBUSATA.

He e nmpoy4BaHo chIbTCTBAIIOTO NpHiIoxkeHue Ha Spikevax bivalent Original/Omicron BA.4-5 ¢
JIPYTH BaKCHUHHU.

4.6 @epruiauTeT, GPEMEHHOCT H KbPMEHe

BbpemenHocT
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Bce omie numicar ganau 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.4-5 mo Bpeme Ha
OpeMEeHHOCT.

lomsam o6em ot ganHM 00aue, MOTYyYEHH OT HAOIIOACHUETO Ha OPEeMEHHH KEeHHU, BAKCHHUPAHU ChC
Spikevax (opurrHagHa) 10 BpeMe Ha BTOPHUS M TPETUS TPUMECTHP, HE ITOKa3Ba yBEIMUaBaHE Ha
CJIydauTe Ha HEXKENNaH M3X0Jl Ha OpeMeHHOCTTa. Makap 4e JaHHHUTE 3a H3X0J] OT OPEMEHHOCTTA CIIe]
BaKCHHALIMS 110 BPEME Ha IIbPBHUS TPUMECTHP MOHACTOSILEM Ca OTPAaHUYCHH, HE ce HaOI0JaBa
MOBHIIIEH PUCK OT CIIOHTaHeH abopT. [IpoyuBanus npyu )KMBOTHH HE TIOKAa3BaT MPEKH MIIN HETPEKH
BpetHH e()eKTH, CBbP3aHH ¢ OPeMEHHOCTTa, EMOPHOHATTHOTO/(DETaTHOTO pa3BUTHE, PAXKAHETO WIN
MOCTHATAIHOTO pa3BUTHE (BXK. ToUKa 5.3). Thil KaTo pa3nUKUTE B IPOLYKTUTE Ca OTPAHUYEHH JI0
HIOCJIEIOBATEITHOCTTA Ha IIUIIOBHS IIPOTEHH U HAMA KJIMHUYHO 3HAYMMH PA3JIMKU B PEaKTOr€HHOCTTA,
Spikevax bivalent Original/ Omicron BA.4-5 mose &1a ce u3mos3Ba 1o BpeMe Ha OpeMEeHHOCT.

Kopmene

Bce omie numicar ganau 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.4-5 mo Bpeme Ha
KbpPMEHE.

He ca ouakBar o6ade edexTr Ipy KbPMEHN HOBOPOJICHH/KbpPMadeTa, Thil KATO CHCTEMHATa
€KCIO3MLMS Ha KbpMayKaTa Ha BaKCHHATa € He3HaunTeNnHa. JJaHHu 0T HaOMI0JeHUs TP KEHH, KOUTO
KBPMSIT ClIe]l BAKCHHAIMS cbe Spikevax (opuruHaiiHa), He OKa3BaT PUCK OT HEXKeJaH! e(eKTH TIPH

KbPMEHHU HOBOpOJIeHW/KbpMaueTa. Spikevax bivalent Original/Omicron BA.4-5 moxe 1a ce npuiara B
nepro/ia Ha KbpPMEHe.

depTunurer

[IpoyuBanus py >KUBOTHH HE IMOKAa3BaT MPEKU WM HENPEKU BpeAHU €(PEeKTH, CBbP3aHH C
PEeNpOaYKTHBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTu BBpXy cioco0HOCTTA 32 IoQupaHe U padoTa ¢ MALIUHA

Spikevax bivalent Original/Omicron BA.4-5 He noBiusiBa WK MOBJIHSBA MPEHEOPEKUMO
CrocoOHOCTTA 3a Iodupane U padoTa ¢ MairHu. Hakou ot edekTuTe, Moco4YeHu B ToUka 4.8, Moxke
BCE MK BPEMEHHO J1a MOBIIUSAT Ha ClIOCOOHOCTTA 32 modupaHe Wik padoTa ¢ MalllHU.

4.8 Hexenanm JiekapcTBeHH peaKuu

O0600611IeHMEe Ha podwia Ha OE30IIaCHOCT

Bwspacmnu

BesomacHoctTa Ha Spikevax (opuruHaiHa) € OlIEHEHA B TEKYIIO paHAOMHU3UPAHO, Iane0o-
KOHTPOJIMPAHO, 3aCIIETICHO 3a HaOroaaTels KIIMHNIHO npoyuBane Paza 3, mposekmamnto ce B CAIL,
BkirouBaiio 30 351 yyacTHUIM Ha Bb3pacT 18 U moBede rouHu, KOUTO Ca MOJIyYMIIH [TOHE Ha 103a
ot Spikevax (opuruHanmHa) (n=15 185) wnu mnanebo (n=15 166) (NCT04470427). [1o BpemeTo Ha
BaKCHHAIIMATA CPEeIHATA Bh3PACT Ha MomyanusaTa € 52 roaunu (auana3od ot 18 10 95);

22 831 (75,2%) ot yyacTHUIIUTE ca Ha Bb3pacT oT 18 10 64 rogunu u 7 520 (24,8%) OT y4acTHUIIUTE
ca Ha Bb3pacT 65 U nmoBeye roAnHH.

Haii-uecTo choOIIIaBaHUTE HEXKEJIAHU PEaklny ca 00JIKa Ha MICTOTO Ha uHxekTupaHe (92%), ymopa
(70%), rmaBo6onue (64,7%), muanrus (61,5%), aprpanrus (46,4%), Brpucane (45,4%),
razeHe/nmoBpbiane (23%), akcunapuo noxysane/6oneznenoct (19,8%), moBuieHa Temmneparypa
(15,5%), momysane (14,7%) u 3auepnsBane (10%) Ha MICTOTO Ha HHXKEKTHpaHe. HexxenmanuTe
peaxiyy 0OMKHOBEHO ca JIEKU WITH YMEPEHHU 110 HHTEH3UTET U OT/IBYYaBaT B PAMKUTE HA HAKOJIKO JTHU
cliell BaKCHHAIMITAa. Mallko 1Mo-HHUCKA YeCTOTa Ha ChbOUTHSI HAa peaKTOT€HHOCT C€ CBHP3Ba C I10-
HampeHaNa Bb3PAcT.
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Karo ms1510 HIKOM HEeXXeMaH! PEeaKIMH Ce CPEIIaT MO-9eCTO B MO-MJIaINTE Bb3PACTOBU TPYIIH:
YecToTaTa Ha aKCHUIIAPHO I0IyBaHe/00Ie3HEHOCT, yMOpa, TIIaBO0OIHE, MAAITHS, apTPANITHS,
BTPHICaHE, raJICHE/TIOBPHIAHE U MIOBUIIICHA TEMIIepaTypa € 0-BUCOKa ITPH Xopa Ha Bb3pact ot 18 1o
< 65 roIMHU OTKOJIKOTO ITPH TE3W Ha BB3pacT 65 roguau u noseye. [lo-yecto ce choOIIaBar JIOKaTHA
Y CHCTEMHH HEXEJNaH! PEeaKlyu CIIe]] 103a 2 OTKOJIKOTO cien Ao3a 1.

FOnowu na év3pacm om 12 0o 17 200unu

Jlanuu 3a 6e3omacHOCT Ha Spikevax (OpUruHaHa) MPH FOHOIIM ¢a ChbOPaHU B €IHO TEKYIIIO
PaHIOMHU3HPAHO, TIAe00-KOHTPOIUPAHO, 3aCIeNeH0 3a HaOIoAaTeNs KIMHHIHO poy4Bane ¢asa 2/3
C HAKOJIKO YacTH, mposexaamnio ce B CAILL. [IspBara yacT Ha mpoydBaHETO BKIIIOYBA 3 726 y4aCTHULIU
Ha Bb3pact oT 12 10 17 roguHu, KOUTO ca MOJIyYrId IIOHe efHa 1o3a Spikevax (opuruHanHa)

(n=2 486) wu mmarebo (n=1 240) (NCT04649151). Temorpadhckute XapaKTEPUCTHKH HA
YYaCTHULUTE, KOUTO ca nonyuwin Spikevax (opuruHanHa), ca OMIM CXOIHH C TE3H HA YUYACTHUIHTE,
KOHUTO ca MOIYy4WIH Ianeoo.

Haii-yectute HexkeNnaHM peaklMy MPH IOHOUIH Ha Bh3pacT oT 12 1o 17 roaunu ca 6uim 6oika Ha
MACTOTO Ha nHXkekTupaHne (97%), rmaBodomnue (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
akcuapHo moayBaHe/0osie3neHocT (35%), aprpanrus (35% ), ranene/nospbinane (29%), mogysaHe
Ha MCTOTO Ha MHXeKTupaHe (28%), eputeM Ha MACTOTO Ha MHXeKTUpaHe (26%) U MoBUIlIeHa
temmneparypa (14%).

ToBa nmpoyuBaHe € IPEMHUHAIIO KbM OTKPUTO TIpoy4BaHe BB ¢a3za 2/3, B koeto 1 346 yuacTHUIM Ha
BB3pact ot 12 1o 17 roauuu ca monyuwan Oycrep mo3a Spikevax maii-manko 5 Meceria cie/ Bropara
JI03a OT MbpBUYHATa cepus. He ca Omim ycTaHOBeHH JOMBIIHUTEIHN HEXKENaHN PEAKIIUU B OTKPUTATa
4acT Ha MPOYYBAHETO.

Heya na év3pacm om 6 2oounu 0o 11 200unu

Jannawm 3a 6e3omacHoCT Ha Spikevax (OpUTrHHANHA) IPH J1ela ca ChOpaHu B €HO TEKYIIO0
paHIOMHU3UPaHo, 3aciieNeHo 3a HaOmonaTeNs, KIIMHUYHO Npoy4BaHe ¢asza 2/3 B IBe YacTw,
mpoBexaamnto ce B CAIL n Karnaga (NCT04796896). Uact 1 e otkpuTa (ha3a Ha IpOydIBaHETO 32
Oe3onacHoCT, M300p Ha J103a U IMYHOT€HHOCT U ¢ BKITFouBaia 380 yyacTHUIM Ha BB3pAcCT OT 6 roJIMHH
1o 11 rogunu, Kourto ca nojyuwiu none 1 no3a (0,25 ml) Spikevax (opurunanua). Yact 2 € miaie6o-
KOHTpoJipaHata ¢asza 3a 6€301acHOCT U ¢ BKitouBaia 4 016 y4acTHUIM HA BB3pacT OT 6 TOJIUHH JI0
11 ropuHuM, KOUTO ca MoXy4ruTH oHe exHa xo3a (0,25 ml) Spikevax (opurnnanaa) (n=3 012) nm
mwrane6o (n=1 004). Yuactauuu ot Yacr 1 He ca yuactBanu B Yact 2. Jlemorpadcekure
XapaKTepUCTUKU Ha YYaCTHHUILIUTE, KOUTO ca Mony4yriu Spikevax (opuruHanHa), ca OMIU CXOIHU C
TE3U Ha YYaCTHHIIUTE, KOUTO Ca MOJYYHITH I1aneoo.

Haii-yectute HexxenaHu peaklny MPH yYaCTHUIM Ha BB3pacT OT 6 rogunu a0 11 ronunu cnexn
TIPUIIOKEHNE Ha ITbPBUYHATA Ceprs Ha BaKCHHAITHUS (B JacT 2) ca Oty 00JTKa Ha MSICTOTO Ha
nmxextupane (98,4%), ymopa (73,1%), rmaBo6omnue (62,1%), muanrus (35,3%), Brpucane (34,6%),
rajeHe/nospbiane (29,3%), akcunapao noxysane/6onezneHoct (27,0%), moBuiieHa TeMiepaTypa
(25,7%), eputem Ha MsICcTOTO Ha HHXKeKTUpaHe (24,0%), mogyBaHe Ha MACTOTO Ha MHYKEKTHPaHE
(22,3%) n aptpanrus (21,3%).

[IpoTokombT Ha IPOYUYBAHETO € U3MEHEH, 32 JIa BKJIFOYM OTKpUTaTa (haza ¢ OycTep /1032, KOSITO
BKIOYBa 1 294 yyacTHHUIM Ha BB3pacT OT 6 10 11 roguHu, KOUTO ca moxydminn 6ycrep go3a Spikevax
Hali-MaJIko 6 Mecella cJie/l BTopara Jio3a OT bpBUYHATa cepusl. B oTkpuTaTa 4acT Ha MPOyYBAHETO HE
ca OWJIM YCTAaHOBEHHU JIONTBIHUTEITHA HEXKETIaHU PEaKIUH.

Ieya na sv3pacm om 6 meceya 0o 5 200unu

Enno Texymo paHagoMu3upaHo, mianedo-KOHTPOIMPAHO, 3aCIICTICHO 32 HAO0JaTeNs IPOyYBaHe
(haza 2/3 3a oreHka Ha 6€30MACHOCTTA, MOHOCHMOCTTA, PEAKTOTCHHOCTTA U e(hUKACHOCTTA Ha
Spikevax (opurunanna) ce mpoexxaa B CremuHenuTe matu 1 Kanama. ToBa mpoydyBaHe BKIIOYBA
10 390 yuactHuIM Ha BB3pacT OT 6 Mecera 10 11 roanHu, KOUTO ca IMOJTyYHIIn Hali-MaJIKo eJlHa /1032
Spikevax (n=7 798) wiu rame6o (N=2 592).
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B npoy4BaneTo ca BKIIIOYECHU Jiena OT 3 Bb3pacTOBU Ipymu: oT 6 rogunu 1o 11 rogunu, oT 2 roguHu
10 5 ronuuu 1 ot 6 Mecena 10 23 Mecera. B ToBa meauaTprUuHO MPOyUYBaHe ca BKiIoueHu 6 388
YYaCTHHITM Ha BB3pacT oT 6 Mecelia 0 5 roauHu, KOUTO ca MOJIyYMIId Hail-MaIKo eqHa g03a Spikevax
(opurunanna) (=4 791) wmu mnane6o (=1 597). Jlemorpadckure XapakTEpUCTUKH Ca CXOJHU TIPH
YYaCTHUIIUTE, KOUTO ca nmoiyumin Spikevax (opuruHamHa), ¥ Te3H, KOUTO Ca MOJyYWIH TIaneoo.

B ToBa KJIMHUYHO MPOYYBaHE HEXKEIAHUTE PEaKIIUU NP YIACTHUIUTE HA BB3PACT OT 6 Mecena J1o

23 Mecena clie/l IPUIIOKEHNEe Ha TbPBUYHATA Cepus ca paszapasuureanoct/miad (81,5%), 6omka Ha
MSICTOTO Ha WHXektupase (56,2%), 6escwvaue (51,1%), 3aryba Ha ametut (45,7%), moBuilieHa
temneparypa (21,8%), mogyBane Ha MscToTO Ha nHxekTupane (18,4%), epurem Ha MACTOTO Ha
umwkekTupane (17,9%) u akcunapHo noaysane/0ose3HeHocT (12,2%).

Hexxenanute peakuuu Mpu y4yacTHULXTE HAa Bb3pacT oT 24 1o 36 Mecena ciell NpHIoKEHHE Ha
IbpPBUYHATA CepHs ca 60JIKa Ha MICTOTO Ha MIKekTupane (76,8%), pasapasuurennoct/miay (71,0%),
oe3cpame (49,7%), 3aryba Ha anetut (42,4%), moBuiieHa temreparypa (26,1%), epureM Ha MACTOTO
Ha umxekrupane (17,9%), nogyBaHe Ha MACTOTO Ha umkektupane (15,7%) u akcunapHo
noyBane/0one3neHoct (11,5%).

HesxenanuTe peakiuu Mpy YYaCTHUIIMTE HA Bb3pacT OT 37 Mecena 10 5 roJiMHuU clie]T MPUIIOKEHHE Ha
IbpBUYHATA cepus ca 00JIKa Ha MICTOTO Ha uHXekTupane (83,8%), ymopa (61,9%), rinaBodosnue
(22,9%), muanrus (22,1%), nopuiieHa temmeparypa (20,9%), srpucane (16,8%), rageHe/moBpbiaHe
(15,2%), akcunapuo noxyBaHe/60ne3nenoct (14,3%), aprpanrus (12,8%), epuremM Ha MACTOTO Ha
nmxextupane (9,5%) u moxyBaHe Ha MACTOTO Ha HHXKeKTUpaHe (8,2%).

TabauyeH CIUCHK Ha HEXKCITAHUTE pPCaKnu

[IpodunbT Ha O€30MaCHOCT, MPEACTABCH MO-10J1y, C€ OCHOBaBa Ha JJAHHUTE, TCHEPHPAHH B HAKOJIKO
1a11e00-KOHTPOJUPAHN KJIMHUYHH [TPOYYBAHUS IIPU:

- 30 351 BB3pacTtHu >18 roauHU

- 3726 roHomu Ha Be3pacT oT 12 10 17 roaunu

- 4002 neua Ha BB3pacT oT 6 10 11 roquau

- 6388 gema Ha BB3pacT OT 6 Mecena 70 S5 TOUHH

- M II0 BpeMe Ha TOCTMApKETUHIOBHUSI OIIHT.

Cpo0IIeHATE HEXXETAHN PEAKIIUU ca U30POCHHU CITOpE]T ClIeTHATa KOHBEHITUS 32 YECTOTA:

Mmoro uectu (>1/10)

Yectu (>1/100 o <1/10)

Heuectu (>1/1 000 mo <1/100)

Penku (>1/10 000 mo <1/1 000)

Mporo peaku (<1/10 000)

C HemsBecTHa YecToTa (OT HAMYHHUTE JaHHU HE MOKE Jla Ob/Ie HallpaBeHa OIEHKaA)

B pamkuTe Ha BCAKO TpyIUpaHe TI0 YECTOTA HEXKETAHUTE PEeaKIUH Ca MPEICTABEHU B HU3X OIS PEJT
10 OTHOIIICHUE Ha cepro3HoctTa (Tabnuma 4).
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Tabauua 4: HexkelaHU peakiiuy oT KJIMHUYHYU NpoyyBaHusa Ha Spikevax (opuruHamaHa) m ot

MOCTMAPKETUHIOBUS OIUT IIPHA JIMIIA HA 6 1 moBeye Mecena

CucTtemMo-OopraseH KJac 1o
MedDRA

h‘Ie(!TOTZI

|Heme.naﬂn peakuuun

Hapymienusit Ha KpbBTa M [MHOI0 UeCcTH UTumdanenomnatus*
immMdHaTa cucTeMa

Hapymenusi Ha uMyHHaTa |C HEW3BECTHA Y€CTOTA AHadrakcus
cucTema CBpPBXUYBCTBUTEITHOCT

Hapymennst Ha
MeTa00/IM3Ma H XPaHEeHeTo

IMHOr0 uecTu

Hamanen anetut’

[Mcuxu4aHN HApPYIIEeHHST

MHOro0 uecTu

PasnpasuuTensoct/miayut

Hapymienusit Ha HepBHaTa |[MHOIO 4ecTH ["TaBoGosme
cucremMa be3chauet
Heuectu 3amMasHOCT
Penku OcTtpa nepudepHa auieBa
napanusad
Xunoecrte3us
ITapectesust
ChbpaedHu HApYyIIeHH S MHoro peaku Muokapaut
[lepukapaut
CToMaIIHO-YpeBHH MHoro uectH ["anene/moBpbLIaHEe
HApYLICHHsI Yectu Jlnapus
Heuectu bonka B kopemag
Hapymienust Ha ko:xxkataum  [Yectu O6puB
[IOIKOKHATA ThKaH HeuecTtu YpTukapus

C Heu3BeCTHA YeCTOTa

Epurema mynrudopme
Mexanu4Ha ypTuKapus

Hapymenus Ha
MYCKYJIHO-CKeJIeTHATA
CHCTEeMa U CheIUHUTETHATA
ThKaH

MHOro uecTu

Muanrus
ApTpanrus

Hapymenus Ha
Bb3MPON3BOAUTETHATA
cucTeMa M I'bpAaTa

C HEeM3BECTHA YECTOTA

TexxKo MEHCTpYaTHO KbpBEHEH

OO0 HAPpYLIEHUST B
epeKTH Ha MACTOTO HA
MpuIoKeHne

MHOro0 uecTu

Boxka Ha MSICTOTO Ha MH)KEKTHPaHE
'YmMmopa

Brpucane

[Mupexcus

[TomyBane Ha MSICTOTO Ha
MHXEKTUpaHe

EpureM Ha MACTOTO Ha
MHKEKTHPaHe

Yectu

YpTukapust Ha MSICTOTO Ha
MHXCKTUPaHE

OOpUB Ha MSCTOTO Ha UHKCKTHPAHE
Peakiiust Ha MSICTOTO Ha
MHXCKTUPAHE OT 3a0aBEH THIT4

Heuectu

[TpypuTyc Ha MICTOTO Ha
MH)XEKTUpaHe

Penku

ITomyBane Ha JIUIIETOY

C HEeM3BECTHA YECTOTA

OOmmMpeH 0TOK Ha BAKCUHUPAHUS
KpalfHUK

*JIumdanenonarus e OuIa ycTaHOBEHa KaToO akcHiapHa JTUM(paJeHONaTHs OT ChIllaTa CTPaHa Ha MACTOTO Ha MHIKEKTHPaHE.
B HsiKoM cilyyau ca 3acerHaTd U ApyrH JTUMGHU Bb3JIM (HAIp. MIMITHY, HAIKITIOYUYHN).
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t HaGunrojaBanu NIpy nequaTpuyHaTa Momyaius (Ha Bb3pacT oT 6 Mecena 70 5 rouHn).

1B pamkuTe Ha epUoIa Ha IPOCIesIBaHe Ha OE30MaCHOCTTA ce ChOOIIaBa 3a 0CTpa NeprudepHa JIMIEeBa Mapain3a npu
TpHMa y4acTHHILM B rpynata Ha Spikevax (OpUriHaiHa) U IPH SIUH Y4aCTHHK B rpymnara Ha riane6o. [TosBata npu
YYaCTHHUIIMTE B IPyIaTa Ha BAKCHHATA HACThIBA ciiex 22, 28 u 32 IHH ClIea BAKCHHAIMATA C 1032 2 .

§ bonka B kopema e HaOmofaBaHa B eMaTPUIHATA MOy Iays (Ha Bb3pacT oT 6 10 11 rogunu): 0,2% B rpynara Ha
Spikevax (opurunanna) u 0% B rpymnara Ha rane6o.

| HabmonaBanu ca cirydan Ha ypTHKapHst ¢ OCTPO Havaio (B paMKHUTE Ha HAKOJIKO JHH CJIe]] BAKCHHALUATA) MK ChC
3a0aBeHO HAa4YaIOo (O OKOJIO IBE CEIMMIIM CIIe]] BAKCHHALHATA).

#IloBedeTo ciTyyan M3IIICHK/A HE ca CEPHO3HU M Ca C BpeMEHEH XapakTep.

#MeuaHara Ha BpeMeTo JI0 osiBa ¢ 9 JHU CJIe/ IbpBaTa HHKeKIys U 11 1Hu ciex BropaTa nHKeKuus. MequaHnara Ha
TIPOBIDKUTEITHOCTTA € 4 THU Clie]] ITbpBaTa MHKEKIMs U 4 JTHU CIIe]] BTOpaTa MHKEKIHS.

®lima 1Be cepHO3HU HEXENTAaHU ChOMTHS Ha MIOAyBaHe Ha JIMLETO NP PELUITHEHTH HAa BaKCHHATA C aHAMHE3a 3a
HIDKeKTHpaHe Ha aepMaiau Gprurspu. [osBata Ha moyBaneTo e chobmeHa choTBeTHO B Jlen 1 u len 3 ot neHs Ha
BaKCHHAIUATA.

PeakTorennocrra u npouabT Ha Oe30nmacHOCT npy 343 yyaCTHHUIIH, MMOTy4aBaiy Spikevax
(opurunanna), kouto ca ounu ceporo3utuau 32 SARS-C0OV-2 Ha M3X0IHO HUBO, € CHIIOCTABUMA C
Ta3u Ha y4acTHHULH, cepoHeratuBHU 3a SARS-C0OV-2 Ha U3X0AHO HUBO.

Bwapacmuu (6ycmep 003a)

BesonacHocTTa, peakTOreHHOCTTa 1 IMyHOT€HHOCTTA Ha OycTep go3a Spikevax (opurunanina) ce
OIICHSBAT B €JIHO MPOBEKIAII0 ce B MOMEHTa (asa 2, paHIOMH3HPAHO, 3aCJICTICHO 3a HaOIro1aTens,
1ane00-KOHTPOIMPAHO, IPOYYBaHe 3a MOTBbPKIABaHEe Ha J]03aTa [P yYaCTHUIIX Ha Bh3pacT 18
roaunu ¥ nosede (NCT04405076). B ToBa nmpoyuBane 198 yuactHunm ca noiyumiu ase 103u (0,5 ml,
100 mukporpama npe3 1 mecenr) oT mbpBUYHATA CepHsl HAa BakcHHALMA cbe Spikevax (opuruHanHa). B
OTKpHTa (ha3a Ha TOBA Mpoy4BaHe 167 OT Te3n YUaCTHHIIU ca TOIYIHIH eIMHIYHA OycTep 103

(0,25 ml, 50 mukporpama) Hail-MaIKo 6 Mecela Clie/l mojTyyaBaHe Ha BTOpaTa J103a OT IIbpPBHYHATA
cepus Ha BakcuHaIws. ThpceHuAT npoil Ha HeXKENNaH! peakiuu 3a oycrep nosara (0,25 ml,

50 mukporpama) ¢ O oA00CH Ha TO3M CJIE]] BTOpaTa J03a B IbPBUYHATA CEPUs Ha BAKCHHAILIUS.

Spikevax bivalent Original/Omicron BA.1 (6ycmep do3a)

Be3omacHocTTa, peakTOreHHOCTTa U MUMYHOT€HHOCTTa Ha Oycrtep mo3a Spikevax bivalent
Original/Omicron BA.1 ce oueHsBaT B €IHO MPOBEXK/IAII0 CE€ B MOMEHTA OTKPHUTO MpoyuBane (asza 2/3
P y4acTHUIM Ha BB3pacT 18 u moeue roauan (MRNA-1273-P205). B ToBa npoy4uBane

437 yuactHumm ca monyumwin 50 mukporpama 6ycrep go3a Spikevax bivalent Original/Omicron BA.1,
a 377 yuacTHuIM ca moy4drid 50 mukporpama 6ycrep mo3a Spikevax (opurunanHa).

Spikevax bivalent Original/Omicron BA.1 uma npoduit Ha peakTOreHHOCT, TO100EeH Ha TO3H Ha
Spikevax (opuruHasina) Oycrep, mpuiaral kato Bropa oycrep no3a. UecToTaTa Ha HEKEITAHUTE
peakimu ciex uMyHu3anusa cse Spikevax bivalent Original/Omicron BA.1 ¢sitio e mogo6Ha HiTH mo-
HHCKa B CPaBHEHHE C Ta3u NpH mbpBarta Oyctep n03a Spikevax (opurunansia) (50 Mukporpama) u
CpaBHHMa C BTOpara /103a OT IIbpBUYHATa cepust che Spikevax (opurunaina) (100 mukporpama).
IMpodunbT Ha 6e3omacHoct Ha Spikevax bivalent Original/Omicron BA.1 (Mennana Ha nepuoaa Ha
npocienssane 113 mau) e mogoben Ha npoduia Ha 6e3omacHoCT Ha Spikevax (opuruHaiHa) (Meauana
Ha Tiepro/ia Ha rpocniensBane 127 qam).

Spikevax bivalent Original/Omicron BA.4-5 (6ycmep dosa)

Be3omnacHoCTTa, peakTOreHHOCTTa M MMYHOT€HHOCTTA Ha OuBasieHTHa Oyctep mo3a Spikevax bivalent
Original/Omicron BA.4-5 ce orieHsBaT B POBEXK/IAII0 C€ B MOMEHTa OTKPUTO TpoyuBaHe (aza 2/3
npu yyacTHUIHY Ha Bb3pacT 18 u moseue roguau (MRNA-1273-P205). B ToBa npoyuBaHe

511 yuactuunu ca moayumiu Oyctep no3a Spikevax bivalent Original/Omicron BA.4-5

(50 mukporpama), a 376 yqacTHuIM ca noxy4duan oycrep mo3a Spikevax (opurunanHa)

(50 mukporpama).

Spikevax bivalent Original/Omicron BA.4-5 uma mpodui Ha peakTOTeHHOCT, ITOJJ00EH Ha TO3M Ha
oycrep Spikevax (opuruHaiHa), NpuiIoXKeHa KaTo BTopa Oycrep /103a.
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Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

Muokapoum
[ToBUIIEHUAT PUCK OT MUOKAPIUT CJIe] BaKCUHAIMS Che Spikevax (opuruHanmHa) € Hall-BUCOK IIPH I10-
MJIaau MBXKe (BK. Touka 4.4).

[Be rojzeMu GapmMakoenuaeMHOIOTHYHH IPOYUYBaHuUs, IpoBeAeHU B EBpomna, o1eHsBaT M0-BUCOKHUS
PHUCK OT MHOKapAMT IPU MO-MJIaJH MbXe CJiel BropaTa no03a Spikevax (opurunansa). Eqno
NpoyYBaHe ITOKa3Ba, ye 3a epuoJl OT 7 JTHH CJiej Bropara j103a uMa okomno 1,316 (95% CI: 1,299,
1,333) nonbnHuTenHM citydyast Ha Muokapaut Ha 10 000 mpu 12 1o 29-roguiHy I0HOLIH U MBXKE, B
CpaBHEHHE C Xopa 0e3 ekcrozuiys. B apyro npoyusaHe 3a nepuoj ot 28 1HU ciie]] BTopaTa 103a ca
HaoOmonasanu 1,88 (95% CI: 0,956, 2,804) nonbJIHUTENHU ciiydas Ha MuokapauT Ha 10 000 npu 16
10 24-TOUIIHY IOHOIIN U MBKE, B CPaBHEHHE C XOpa 0€3 eKCIO3UIIHSL.

CLOGHIaBaHe Ha ITOJ03MPaHN HEXKCJIaHU PCaKIINH

Cpo0ImaBaHeTo Ha MOIO3MPaHN HEKEJIAaHU PEaKLUH CIIe]] pa3peliaBaHe 3a ynoTpeda Ha JIeKapCTBEHHS
HPOIYKT € BayKHO. ToBa MO3BOJISIBA 1a MPOABIDKN HAOIIOICHUETO Ha CHOTHOLIEHHETO TT0JI13a/PUCK 32
JEKapCTBEHUS MPOIYKT. OT MEIUIMHCKUTE CIIEIHAINCTH C€ M3MCKBA J1a ChOOIIaBaT BCAKA
N0J03MpaHa HeXellaHa Peakiysl Ype3 HalMOHAIHA CHCTEMa 3a ChOOIaBaHe, IIOCOYEHA B
[punoxenue V 1 na BKIIOYAT MapTUAHKAS HOMED, aKO € HaJu4ueH.

4.9 Ilpepo3upane

B cnygaii Ha mpefjo3upane ce mpenopbuBa MPOoCieIIBaHe Ha )KU3HEHUTE (QyHKIIUH U BH3MOXKHO
CHMITOMAaTHYHO JICYCHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 dapmakoaMHAMMYHU CBOiiCTBa

®dapmakorepaneptuuna rpyna: Bakcuan, COVID-19 Bakcunaun, ATC xom: JO7BNO1

MexaHussM Ha IEHCTBUE

Spikevax (emazomepan) u Spikevax bivalent Original/Omicron BA.4-5 (ena3omepan/umenazoMepan)
ceabpxaT uPHK, Bkimodena B munuanu Hanoyactun. uPHK xoaupa nmbiHOBepr>keH MIKUIIOB
npoterH Ha SARS-CoV-2, moaudunupan ¢ 2 NpoJIMHOBH 3aMECTBaHUsA B 00JIaCTTa HA XENTaIHOTO
noBTopenue 1 (S-2P) 3a crabunm3upane Ha MIMIOBUSI IPOTEHH B pedy3noHHa KoHpopmarms. Crex
HWHTPaMyCKYJIHa WH)KEKLUS KIETKUTE Ha MSICTOTO HA MHKEKTHPAHE U APSHUPALUTE TUM(PHH Bb3IN
MOEMaT JIMITUJIHUTE HAHOYACTHITH, KaTo eeKTHBHO JocTaBaT MPHK cexBeHnmsTa B KIeTkute 3a
TpaHcnauys BbB BUpyceH nporeuH. JloctaBenata ”PHK He HaBiu3a B KINETBYHOTO SAPO U HE
B3aMMOJICHCTBA C TEHOMA, HE CE PEIUTMKUPA U C€ eKCIIPecupa BPEMEHHO OCHOBHO B JICHIPUTHH KIETKH
U Makpo(aru B cyOKarcynapHuTe cuHycu. ExcripecupanusT, CBbp3aH ¢ MeMOpaHaTa [IMIOB MPOTEHH
Ha SARS-C0V-2 ce pa3mno3HaBa ciel] ToBa OT UMYHHHTE KIIETKH KaTo 4yK] aHTHUreH. Tosa
Mpeau3BUKBa KakTo T-Ki1eTbueH, Taka U B-kineTpueH oTroBop ¢ oOpa3yBaHe HA HEYyTpaTU3UpaIln
aHTUTENA, KOETO MOXe J1a JonpuHece 3a 3amurata cpeury COVID-19. Hykneo3zuaHo
monuguiupanata ”PHK B Spikevax bivalent Original/Omicron BA.4-5 (ena3zoMepan/naBe3oMepan) €
BJIIOUEHA B JIMIIMAHU YaCTULH, KOETO Ch3/1aBa Bb3MOXKHOCT 3a JJOCTABSIHE HAa HYKJICO3UIHO
monudunrpana u”PHK B kieTkuTe roctonpuemMHuka, 3a Aa Npeau3BUKa EKCIIPECHs Ha aHTUTeHa Ha
SARS-CoV-2 S. BakcuHara npein3BUKBa IMYHEH OTTOBOP KbM S aHTHI€Ha, KOWTO 3alllUTaBa OT
COVID-19.

66


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Kinunununa edukacHocT

Hmynocennocm npu yuacmuuyu na evspacm 18 u noseue 200unu — cied npuiodicerue Ha oycmep 003a
Spikevax bivalent Original/Omicron BA.4-5 (0,5 ml, 25 muxpoepama/25 muxpoepama)
Be3omacHocTTa, peakToreHHOCTTa H IMYHOTEHHOCTTa Ha Oycrep mo3a Spikevax bivalent
Original/Omicron BA.4-5 ce omeHsBar B IPOBEX/AIIO C€ B MOMEHTA OTKPHUTO MPOyYBaHe BB (asa
2/3 npu yyacTHAIM Ha Bb3pacT 18 u noBeue ronuau (MRNA-1273-P205). B ToBa npoyuBane

511 yuacthunu ca nmoayumiu Oyctep n03a Spikevax bivalent Original/Omicron BA.4-5

50 mukporpama, a 376 ydacTHHUIM ca Oay4ran oycrep mo3a Spikevax (opurunanta) 50 Mukporpama.

[Mpoyusane P205 Yact H ouensBa Ge30macHOCTTa, pEaKTOreHHOCTTa M UMyHOTeHHOCTTa Ha Spikevax
bivalent Original/Omicron BA.4-5, korato ce npuiara KaTo Bropa 0ycrep /103a IpH Bb3pacTHH, KOUTO
npeau ToBa ca moiaydnin 2 1o3u Spikevax (opurunansa) (100 MukporpaMa) Kato mbpBHYHA CEPHS H
mbpBa Oycrep no3a Spikevax (opurunansa) (50 mukporpama). B P205 Yact F yyacthuiute B
poyYBaHeTO ca moayumian Spikevax (opurunanta) (50 MukporpaMa) karo Bropa OycTep 103a, a
rpymara ot Yact F ciry»u KaTo rpyma ¢ KOMIapaTtop B paMKHTE Ha IIPOYYBAHETO, KOSTO € TPEIX0/HA
110 OTHOIIICHHE Ha rpymara cbe Spikevax bivalent Original/Omicron BA.4-5.

B ToBa npoyuBaHe MbPBUYHUSAT aHAIN3 32 IMyHOTEHHOCT CE OCHOBABa Ha ITbPBUYHATA MOITyJIAIHS 32
MMYHOT'€HHOCT, KOUTO BKJIFOYBA YUACTHHUIIM Oe3 Joka3zarencTsa 3a nHdpekuus cbc SARS-CoV-2 Ha
M3XOIHO HUBO (npenu Oycrep go3ata). B mbpBuuHuMS aHanu3 HaOIIOIABAaHUAT CPelieH FeOMETPHUYCH
tuthp (GMT) (95% CI) npenu Gycrepa e 87,9 (72,2, 107,1) u ce nosumiasa o 2 324,6 (1 921,2,

2 812,7) 28 nuu cnen Oycrep no3ara Spikevax bivalent Original/Omicron BA.4-5. GMR na nen 29 3a
Oycrep mo3ara Spikevax Original/Omicron BA.4-5 50 mukporpama cripsimo 6yctep go3ara Spikevax
(opurnnamaa) 50 Mmukporpama e 6,29 (5,27, 7,51), KoeTo OTroBaps Ha MPEIBAPUTETHO ONPEACTICHHS
KpHUTEpHH 3a cyrnepropHocT (1onHa rpanuia Ha Cl >1).

N3uncnennte GMT Ha HeyTpanusupaiute anturena (95% CI) cperry Omicron BA.4/BA.S,
KOPHUTHUPAHU 32 pe0YyCTepHIS TUTHP U Bb3pacToBara rpyma, ca choTBeTHO 2 747,3 (2 399,2, 3 145,9)
u 436,7 (389,1, 490,0) 28 nuu cnen 6ycrep mosute Spikevax bivalent Original/Omicron BA.4-5 u
Spikevax (opurunaina), a GMR (95% Cl) e 6,29 (5,27, 7,51), oTroBapsiii Ha IpeaBapUTETHO
3ajaieHust Kputepui 3a HenHdepropHocT (foHa rpanuna Ha Cl >0,667).

Hmynoeennocm npu ev3pacmuu — cied 6ycmep ooza Spikevax bivalent Original/Omicron BA. 7

(0,5 ml, 25 muxpoepama/25 muxpocpama)

besonacHocTTa, peakTOreHHOCTTa M MMYHOT€HHOCTTa Ha Oycrtep no3a Spikevax bivalent
Original/Omicron BA.1 ce onieHsIBaT B €IHO MPOBEXKAIIO CE B MOMEHTA OTKPHUTO MpoyuBane (asza 2/3
IIpH y9acTHUIM Ha BB3pacT 18 u moseue roanan (MRNA-1273-P205). B ToBa npoy4uBane

437 yuactHunu ca nmony4mwin 50 mukporpama oyctep mpo3a Spikevax bivalent Original/Omicron BA.1,
a 377 yuacTHUIM ca mony4driu 50 Mukporpama 6ycrep mo3a Spikevax (opurunanHa).

ITpoyusane P205 Yact G oreHsiBa 6€30MacHOCTTa, PEAKTOreHHOCTTa M IMyHOTEHHOCTTa Ha Spikevax
bivalent Original/Omicron BA.1, xoraro ce npuiara KaTo BTopa 0ycrep /103a Ipy Bb3pacTHH, KOUTO
npe/u ToBa ca nmosyurian 2 1o3u Spikevax (opurunanna) (100 Mukporpama) Kato Kypc Ha MbpBHYHA
BakcHHaNus u OycTep mo3za Spikevax opurunaina (50 MEUKporpamMa) Hai-Maiko 3 Mecela Ipean
BKiIrouBaHeTo. B P205 Yacr F yyactHunTe B poyuBaHeTo ca moiny4ymwin Spikevax (opuruHaiHa)
(50 mukporpama) kato BTopa OycTep a03a, a rpynara or Hact G ciyu KaTo rpymna ¢ KOMIapaTop B
pPaMKHTE Ha IIPOYYBAHETO, KOSATO € MPEIX0/JHA [0 OTHOIICHHE Ha TpymaTa, noyry4yasamnia Spikevax
bivalent Original/Omicron BA.1.

B ToBa npoyuBaHe MbPBUYHHAT aHAIN3 33 IMyHOTCHHOCT CE OCHOBaBa Ha IpyIma 3a IbPBUUCH aHAJIN3
32 UMYHOT'€HHOCT, KOSITO BKJIIOUBA YYacTHULM Oe3 naHHHU 3a uHpekuus cbc SARS-CoV-2 Ha
M3XOJHOTO HUBO (mpenu OycTep mo3a). [Ipyu mbpBUYHNS aHANN3 U3YMCICHUST IIPH ITbpPBOHAYAIHATA
oreHka cpeneH reomerpuucH TuThp (GMT) Ha HeyTpanusupamuTe antutenaa Ha SARS-CoV-2 u
cpotBercTBaiy 95% Cl e crorBetHO 6 422,3 (5990,1, 6 885,7) u 5 286,6 (4 887,1,5 718,9) 28 nuu
cnen Oycrep no3u Ha Spikevax bivalent Original/Omicron BA.1 u Spikevax (opurnnanna). To3u
GMT npeicTaisiBa ChOTHOIIICHUETO MEKTy oTroBopa Ha Spikevax bivalent Original/Omicron BA.1
crpsamo Spikevax (opurunania) cpery pozosus mam SARS CoV-2 (D614G). GMR (97,5% Cl) e
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1,22 (1,08, 1,37), kaTo oTroBaps Ha IPEIBAPUTEITHO 33aJICHUS KPUTEPHA 32 HEMHPEPHOPHOCT (T0THA
rpanuna 97,5% Cl >0,67).

Wzuncnennte GMT B Jlen 29 Ha HeyTpanu3upanute anturena cpeury Omicron, BA.1 ca 2 479,9
(2264,5;2715,8) m 1 421,2 (1 283,0; 1 574,4) cvorBeTHO B rpymara Ha Spikevax bivalent
Original/Omicron BA.1 u rpynara ¢ 6yctep n03a Spikevax (opurunansa), a GMR (97,5% Cl) e 1,75
(1,49; 2,04), koeTo OTroBaps Ha MPEABAPUTEIHO ONPEAETICHUS KPUTEPH 32 CyNIEpHOPHOCT (J0THA
rpanumna Ha Cl >1).

Hepcucmupane na anmumenama na 6ycmep eaxcunama cpewyy COVID-19 Spikevax bivalent
Original/Omicron BA.1 ¢ npooviicenue na mpu meceya

VYuactaunute B npoyuBane P205 Yact G ca nociieoBaTeHo BKIIOYBAHH, 32 J]a TOJTy4aBaT

50 mukporpama Spikevax (opurunanna) (n=376) uwiu Spikevax bivalent Original/Omicron BA.1
(n=437) xaro BTOpa OycTep no3a. [Ipu ydactauim 6e3 cinyyan Ha nHpekTupane cbc SARS-CoV-2
npenu Oyctepa, Spikevax bivalent Original/Omicron BA.1 npenu3sukBa o0pa3yBaHe Ha
Heytpamuupaiin Omicron-BA.1 anturena (Habmoaasan GMT) ¢ TUTpH, KOUTO ca 3HAYUTEITHO T10-
BuCOKH (964,4 [834,4, 1 114,7]), otkonkoTo Te3u Ha Spikevax (opurunaina) (624,2 [533,1, 730,9]) u
no100HU Ha Te3u npu OycTepute cpeiy poaoBus SARS-CoV-2 cien tpu Meceria.

Knunuuna egpuxacnocm npu 6v3pacmuu

[Ipoy4BaHeTO Ipy BE3pACTHU € PaHIAOMHU3UPAHO, ILIAIe00-KOHTPOIUPAHO, 3aCIIECIICHO 3a
HaOmomarens KIMHUIHO rpoyuBaHe daza 3 (NCT04470427), koeTo H3KITI0UBa
UMYHOKOMIIPOMETHPAHH JINIIA WK TAKUBA, TOJIy9aBaIl UMYyHOCYIPECOPH B PAMKUTE Ha TIOCICTHUTE
6 Mecera, KakTo 1 OpeMEHHU HITU TaKHBa C U3BeCTHA aHaMHe3a 3a nHPekus cbe SARS-CoV-2.
VYyacthuiu cbe crabunno HIV-3abonspane He ca n3kimoueH. [IpOTHBOrPUITHY BAKCHHHU € MOKEJIO J1a
ce npunarat 14 nau npeny win 14 mHu ciies KosTo u Ja e no3a ot Spikevax (opurunanza). Ot
YYaCTHUIINTE CHIIO TAKa CE € M3UCKBAJIO J]a IMa Hali-MaJKO MHTEPBAJ OT 3 Mecela OT MPUIOKEHUE Ha
KPBBHH MPOYKTH/TIIa3Ma WITH UIMYHOTJIOOYJIMHH 70 BKIIOYBAHETO B MPOYYBAHETO, 3 Ja MOTydaT
tane6o miu Spikevax (opuruHaiHa).

IIpocnenenu ca o6mo 30 351 yuacTaunu ¢ mequana 92 nau (nuanasoH: 1-122) 3a pa3BuTHETO Ha
6omnecrra COVID-19.

ITonynanusra 3a MbpBUYEH aHAIN3 HA ePUKACHOCTTA (HapUYaHa ,,[TOMYJIAIUS IO TPOTOKOI * WIIH
,»PPS®), BrirrouBa 28 207 ygacTHHIIN, KOUTO ca momydminn win Spikevax (opuruHanza) (n=14 134),
unu mwiane6o (n=14 073) u umart oTpuIaTecH cTaTyc 3a Hamuurue Ha SARS-CoV-2 Ha U3X0AHO HHBO.
PPS nomynamnusita Ha mpoy4uBaneTo BKiIouBa 47,4% sxenn, 52,6% mwxe, 79,5% 6emnu, 9,7%
appoamepukaniy, 4,6% azuariy u 6,2% apyru. 19,7% ot y4acTHUIIUTE ca C MCIIAHCKU WIIH
JaTHHOAMEPUKAHCKH TIPOU3Xo . MeanaHaTa Ha Bb3pacTTa Ha y9aCTHUIUTE € 53 TOAHA

(mmamazon 18-94). [lommycka ce Auara3oH Ha MPHIoKeHNe Ha BToparta f03a (Tuianupana 3a Jlen 29) ot
—7 no +14 nuu 3a BxmouBaHe B PPS. 98% oT perunueHTuTe Ha BaKCHHATA, OJIYYMIIM BTOpaTa J03a
25 1o 35 muu cnen go3a 1 (ot -3 10 +7 IHU OT MHTEPBaa OT 28 IHK).

Cayuante Ha COVID-19 ca noTBbpAeHHN upe3 NOJIMMEpa3Ha BEpIKHA peakuus ¢ o0paTtHa

tpanckpuntasza (RT PCR) u oT knmunnyna apoutpaxua komucusi. EQukacHocTTa Ha BAKCHHATa 00IIO
Y TI0 OCHOBHH BB3PACTOBH I'PYIIH € TIpencTaBena B Tadnmma 5.
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Tabauua 5: Anaau3 Ha epMKACHOCTTA HAa BaKkcHMHATa: noTBLpAen COVID-19% nesaBucumo ot
TeKeCTTa, ¢ Ha4yaj10 14 gum ciaen 2P*™ no3a — PPS

Spikevax (opurunanana) nanedo
Br3pacrosa YecroTa Yecrora .
Ipyna  \'yyacru| Cayqan HA Vuacruuuu Ciayyau Ha Ha Yo
(romumm) | yppy na | COVID-19 N  |COVID-19| COVID-19 [Eduxachoct
N |COVID-1| mua 1000 n na 1 000 Ha
9 40BEKOIOIHH yoBexorogun| BaKcHHaTa
n " " (95% CI)*
061110 14 134 11 3,328 14 073 185 56,510 94,1
(118) (89,3, 96,8)*
*
18 mo <65 10551 7 2,875 10521 156 64,625 95,6
(90,6, 97.9)
[J65 3583 4 4,595 3552 29 33,728 86,4
(61,4,95,2)
[J65 mo <75 | 2953 4 5,586 2 864 22 31,744 82,4%
(48,9, 93,9)
(175 630 0 0 688 7 41,968 100%
(NE, 100)

#COVID-19: cumnromatiaes COVID-19, usnckpam nonosxureseH pesynrat or RT-PCR u

Hali-MaKo 2 CHCTeMHH cuMIIToMa Wik 1 pecriuparopen cuminrom. Ciyyaw, 3anouBaniy 14 nau cien 2P nosa.
*EdukacHoct Ha BakcuHata u 95% nosepurene unrepsai (CI) ot ctparnduumpanus mozaer Ha COX 3a
MPOTIOPIMOHATHOCT Ha pUCKa

** Cl He e KopUrupaH 3a MHOXECTBEHOCT. Kopurupanu 3a MHOXKECTBEHOCT CTATHCTUICCKU aHAIIM3HU ca TIPaBEHU
B MEXKJIMHCH aHAJIM3 Ha Mo-Majko ciydau Ha COVID-19, kouTo He ca chOOIIECHH TYK.

Cpen Bcuuku yuacTHuld B PPS He ca cpo0mienu ciayyan Ha Texxbk COVID-19 B rpynara Ha BakCHHA
B cpaBHenue ¢ 30 ot 185 (16%) ciyuas, cpobuienu B rpynata Ha miane6o. Ot 30-Te yuacTHUIH C
TEXKO 3a00IsBaHe, 9 ca XOCIHUTAIN3UPaHH, 2-Ma OT TSX ca MPUETH B UHTEH3UBHO oTaenenue. [lo-
rojsMara yacT OT OCTaHAJIUTE TEKKHU ClIydal ca U3IIbJIHIIN caMO KPUTEpHUsl KUCIOPOHA caTypalus
(Sp02) 3a texko 3abonsBane (< 93% npu craitHa TeMneparypa).

EdukacHoctTa Ha Spikevax (opurunanna) na npeana3sa or COVID-19, He3aBruCcHMO OT TIpeIUIIIHA
undeknus cbc SARS-CoV-2 (ycraHoBeHa CepOIOrMIHO HA U3XOJIHO HUBO M U3CJIC/IBAHE HA
HazodapuHreanHa npoda ¢ TamnoH) ot 14 muu cnex Joza 2 e 93,6% (95% CI: 88,6; 96,5).

B nombiHeHne, aHATM3M Ha MMOATPYNUTE HAa MbPBUYHATA KpaifHa ToUKa 3a e(UKacHOCT MoKa3Bat
CXOJIHA OLICHKA 32 €(pUKACHOCT I10 MOJI, ETHUYECKU TPYIH U YIaCTHHULHU ChC ChITBTCTBALIH
3a00JsIBaHMs, CBBP3aHU C BUCOK pHCK 0T Texbk COVID-19.

Hmynozennocm npu év3pacmmuu — cied oycmep ooza (0,25 ml, 50 muxpoepama)

Be3onacHoCTTa, peakKTOreHHOCTTA U MIMYHOTEHHOCTTa Ha OycTep 103a Spikevax (opuruHaiza) ce
OLICHABAT B €THO NIPOBEXKAII0 CE B MOMEHTAa PaHAOMU3UPAHO, 3aCIIETIEHO 3a Ha0oAaTens, manedo-
KOHTPOJIMPAHO Mpoy4BaHe ¢a3za 2 3a MOTBbpKIaBaHe Ha J03aTa IIPH yYacTHHUIY Ha 18§ 1 oBeue
roauau (NCT04405076). B ToBa npoyuBane 198 yuacthunu ca moay4mu ase qo3u (0,5 ml,

100 mukporpama mpe3 uHTepBai oT 1 Mecelr) OT BakcuHata Spikevax (opuruHaiHa) Kato MbpBUYHA
cepusi. B otkpurara daza 149 ot te3n ydactHUIM (MTOMyJIAIMs IO IPOTOKOI) Ca MOJXYYHIH SANHUYHA
oycrep mo3a (0,25 ml, 50 mukporpama) Haii-Manko 6 Mecela ciie/l MPHI0KEHHETO Ha BTopara 103a OT
nbpBUYHATA cepus. JlokasaHo e, ye equandHa oycrep mo3a (0,25 ml, 50 mukporpama) Boiu 0 cpeaHa
reoMeTpUYHa KpaTHa CTOWHOCT Ha yBennuaBane (geometric mean fold rise, GMFR) 12,99 mbti (95%
Cl: 11,04; 15,29) Ha HeyTpanu3upaniTe aHTUTEIa OT IIPEAN MPUIIOKEHUETO Ha OycTep 103a A0

28 nuu caen Oycrep no3ata. GMFR Ha HeyTpanusupamure anturena € 1,53 (95% ClI: 1,32; 1,77) npu
CpaBHEHHUE Ha TUTbpa 28 cien ao3a 2 (IbpBUYHA cepusi) cripsamo 28 aHHU cien OycTep Jo3aTa.
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Hmynoeennocm na bycmep 003a cied nbpeuyHa 8aKCuHayus ¢ opyaa paspewena 3a ynompeoa
saxcuna cpeuty COVID-19 npu ev3pacmnu

Be3omnacHocTTa 1 UMYHOTEHHOCTTa Ha XETEPOJIOKEH OycTep cbe Spikevax (opurunanHa) ca
NPOYYBAHU B €HO MHUIIMUPAHO OT U3CIEI0BATENs NpoyyYBaHe cbe 154 yuacTHHIM. MUHUMATHHUAT
BPEMEBH MHTEPBAJ MEKAY ITbPBHYHATA CepHs Ha BakcuHanus ¢ BekropHa win PHK Bakcuna cperry
COVID-19 u 6ycrep mo3za Spikevax (opurunanna), € 6w 12 ceamuiu (aranason: 12 ceMUIM 10
20,9 ceamunn). Jlo3ara, n3non3sana 3a Oyctep B ToBa npoyusane, € Omia 100 mukporpama. Tutpute
Ha HEYTPATM3UPAIUTE AaHTUTENA, U3MEPEHH Upe3 TECT 3a HeYTpaIu3alus Ha IICEBIOBUPYC, Ca OHIIH
oneHenu B Jlen 1 npenu npunoxenuero u B Jen 15 u len 29 cnen Oycrep nozara. OTroBop Ha
OycTep no3ara e Oui JeMOHCTPUPaH HE3aBUCUMO OT IbPBUYHATA BAKCHHALIHA.

Hanwmunu ca camo JaHHU 3a KpaTKOCpOYHAa UMYHOT'CHHOCT; AbJII'OCpOYHATA 3aliuTa 1
HMYHOJIOTHUYHATA MaMCT HC Ca U3BCCTHU B MOMCHTA.

beszonacnocm u umynozcennocm na cedem saxcunu cpewyy COVID-19 kamo mpema dosza (6ycmep) 6
Obeounenomo Kpaicmeo

COV-BOOST e MHOTOIIEHTPOBO, PAaHIOMHU3UPAHO, MHUIIMMPAHO OT M3CJIe0BATENs MpoyYBaHe (daza 2
Ha TpeTa J103a Oycrep Bakcunanus cpeiry COVID-19 ¢ noarpymna 3a noapo0OHo u3ciieBaHe Ha
UMYHOJIOTHSTA. YYaCTHULIUTE ca OMIM Bb3pacTHH Ha 30 U moBeue rouHu, B 100PO (HU3UYECKO 3/IpaBe
(J1lexu 10 yMepeHH, 100pe KOHTPOIUPaHH KOMOPOUAHOCTH ca OWMJIN pa3pelieH ), KOUTO ca MOIyJUIIH
nee no3u win Pfizer—-BioNTech, nnu Oxford—AstraZeneca (mppBata n03a npe3 nexemspu 2020 T,
suyapu 2021 r. nnu dpepyapu 2021 r.), u ca u3MuUHaNK Hail-manko 84 AHU cliel BTOpaTa 103a A0
MOMEHTa Ha BKJIIouBaHe. Spikevax (opuruHaiHa) ¢ yCHIIniIa OTTOBOPHUTE MO OTHONICHHE HA aHTUTENA
W HeyTpaIu3as, 1 e Omira 7o0pe moHeceHa, He3aBUCUMO OT ITbPBUYHHUTE CEPUN Ha BaKCHHAIIS.
Jlo3ara, u3nosn3Bana 3a OycTep B TOBa npoyuBaHe, ¢ ouna 100 mukporpama. Turpure Ha
HEYTpaIH3UpaLINTEe aHTUTENa, H3MEPEHH Ype3 TECT 3a HeyTpaJIn3alysl Ha TICEBIOBUPYC, ca OMmn
onienenu B Jlen 28 cnen OycTep mo3ara.

Heympanusupawu aumumena cpewy B.1.617.2 ([lenma) sapuanm npedu u cied Oycmep npu
6b3PACHU

Pesynratute oT TecTa 3a HeyTpanuzanus Ha rceBaosupyc (PSVNA) cperty BapuanTa B.1.617.2
(enTta), onpenenenu npeau Oycrep no3ara u B Jlen 29 cnen Oycrep go3ara, okaspar, 4e
NpUIIoKEeHUeTo Ha Oycrep no3a Spikevax (opurunansa) (0,25 ml, 50 mukporpama) npu Bb3pacTHH
uHIynupa 17-KpaTHO MOBUINICHHUE HA HEYTPAIM3UPAIINTE TeJa Cpelly BapuaHTa J[enra B cpaBHEHUE ¢
HuBaTa npeau oycrep no3zata (GMFR=17,28; 95% Cl: 14,38, 20,77; n=295).

Knunuuna epuxacrnocm npu onowu na év3pacm om 12 0o 17 coounu

[IpoyuBaHeTo Npu IOHOIIY € TEKYIIO PaHIOMU3UPAHO, IIale00-KOHTPOIUPAHO, 3aCIECTICHO 3a
HaOJro1aTeNs KIMHUYHO npoyuBaHe ¢asza 2/3 (NCT(04649151) 3a oueHka Ha 0€30MacHOCTTA,
PEaKTOreHHOCTTa M epuKacHOCTTa Ha Spikevax (opuruHaiHa) Mpu IOHOIIM Ha BB3pacT oT 12 110

17 roavan. YYacTHHIIN C M3BECTHA aHaMHe3a 3a nHpekius cbe SARS-CoV-2 ca uskioyeHu ot
npoyusaneTo. O01mo 3 732 yyacTHUIIM ca paHJOMU3UPAHH B CbOTHOLIEHHE 2: 1 1a moiyyvar 2 1031
Spikevax (opuruHaigHa) WM mianedo, GU3N0IOTHYCH Pa3TBoOp, C HHTEPBAI MEXIY J03uTe 1 Mecel.

W3BbpiIeH e BTOpuYeH aHaIn3 Ha epukacHocTTa npu 3 181 yyacTHUIM, KOUTO ca MOIYYHIH 2 1031
Spikevax (opurunanna) (n=2 139) wim maune6o (N=1 042) u ca UManK OTPUIIATEIICH U3XOJICH CTaTyC
o oTHoIreHrue Ha SARS-CoV-2, B nomyanusaTa mo npoToko Mexay y4aCTHHIUTE, KOUTO ca
noayuran Spikevax (opuruHanHa), ¥ Te3d, KOUTO Ca MOyYMIIN TUIane0o0, HaMa 3a0eIeKMMI Pa3IuKH
B ieMorpa)CKuTe JaHHHU WIH NpEeALIeCTBAIINTE 3a00IIBaHUsL.

COVID-19 e nedunupan kato cumnromarnien COVID-19, u3uckpani mogoxuTeNeH pe3yaTar OT
RT-PCR u Haif-maliko 2 CHCTEMHHU CUMITOMA WK | peciupaTopeH CUMIITOM; CIIy4yau, 3al0YBaLIH

14 muu cnex BTopata ;1o3a.

Nmaro e Hyna cumnromaruunu ciydas Ha COVID-19 B rpynata Ha Spikevax (opuruHaiHa) u
4 cumnromarnunu ciaydas Ha COVID-19 B rpynata Ha mane6o.
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Hmynoeennocm npu wonoutu Ha v3pacm om 12 0o 17 200unu — cied nvpeudtHa 6aKCUHAYUsL CbC
Spikevax

Amnanu3 3a He o-MaJjka e(pUKaCHOCT, OLeHsBall TUTpUTe Ha 50% HeyTpamu3upalinTe aHTHTENIa
cpemry SARS-CoV-2 u yectoTaTa Ha CEpOIOTUYEH OTrOBOP 28 IHU cien 103a 2, € IPOBEACH B
HOATPYIHUTE 32 UMYHOT€HHOCT Ha IIOIyJIalUsATa 110 IPOTOKOJI IIPU FOHOIIYU Ha Bb3pact oT 12 1o

17 ronuaun (N=340) B Mpoy4YBaHETO MPH IOHOIIN, KAKTO U IIPH YIACTHHUIINTE HA BB3pacT oT 18 1o

25 ronunu (N=296) B Mpoy4YBaHETO NPHU B3PACTHU. YUACTHUIUTE HE Ca UMAJIM MIMYHOJIOTHYHH WIH
BUPYCOJIOTUYHH JIOKa3aTeJICTBa 3a npeaxoaHa napekims cbe SARS-CoV-2 Ha 13X0/1HO HUBO.
CpenHoto reomerpudHo choTHOIIeHHe (GMR) Ha THTpUTE Ha HeyTpaU3UpaIIUTe AHTUTEINA TIPH
IOHOILM Ha Bb3pacT oT 12 1o 17 rogunu B cpaBHEHHE ¢ ydacTHULUTE OT 18 10 25 roaunu e 1,08 (95%
CI: 0,94; 1,24). Paznukara B uectoraTta Ha ceponorndeH orrosop e 0,2% (95% CI: -1,8; 2,4).
Kpurepunrte 3a He mo-mainka egukacHocT (nonHa rpanuia Ha 95% CI 3a GMR >0,67 u nonHa
rpannna Ha 95% CI 3a pa3nukara B yecToTaTa Ha CEpOSIOTHYEH OTroBop >-10%) ca M3MbIHEHH.

Hmynozennocm npu ronowu na v3pacm om 12 0o 17 200unu — crned 6ycmep 0o3a Spikevax
(opueunanua)

[IppBUYHAaTa LI, CBBP3aHa C UMYHOTCHHOCTTA, Ha OycTep (pa3ara Ha TOBa MpOyYBaHe € J1a ce
YCTaHOBHU €(pUKACHOCTTa Ha OycTep 03aTa IpH yYaCTHULM Ha Bb3pacT oT 12 10 17 rogunu upes
cpaBHsIBaHE Ha UMyHHUTE oTroBopH ([en 29) cien 6ycTep mo3arta ¢ T€3u, MOIYUEHU CIIe 1032 2 OT
mepBUYHata cepust (en 57) npu minagu Be3pacTHH (Ha BB3pacT oT 18 1o 25 rogunan) B Mpoy4YBaHETO
npu Bb3pacTHU. EpukacHocT Ha 6ycTep mo3arta oT 50 Mukporpama Spikevax ce ycraHOBsBa, ako
UMYHHHTE OTTOBOPH ciiefl OycTep j03aTa (cpenHa reomeTpuuHa KonreHrparms [GMC] va nAb u
yecToTaTa Ha ceposiorudeH oTroBop [SRR]) oTroBapsT Ha npenBapuUTENTHO ONpEETICHH KPUTEPUH 3a
He no-maika eukacHocT (kakto 3a GMC, Taka u 32 SRR) B cpaBHeHHe ¢ Te3u, U3MEPEHU CIIe]]
3aBbpIlIBaHE Ha MMbpBUYHATa cepusi cbe 100 Mukporpama Spikevax cpen moarpyna miaaad Bb3pacTHH
(18 10 25 roguHM) B OCHOBHOTO MPOYyYBaHe 3a ¢(pUKaCHOCT ITPH BH3PACTHH.

B otkpura ¢aza Ha TOBa MpoyyBaHe yYacTHULKTE Ha Bb3pacT oT 12 1o 17 roguHu nosyyasar
erHUYHa OycTep /103a Hail-MaJlko 5 Mecela clie/] 3aBbpIIBaHe Ha IbPBUYHATA cepys (JIBE 103H IPe3
uHTepBai oT 1 mecen). [IspBryHaTa momynanys 3a aHaJIU3 HAa IMyHOT€HHOCTTA BKJIIOYBA

257 y4yacTHuUIM ¢ OycTep J103a B TOBA IPOYYBaHE U CAydaiHa nmoarpymna ot 295 y4acTHUIM OT
MPOYYBAHETO MPH MJIaJId Bb3pacTHU (Bb3pacT >18 10 <25 roauHu), KOUTO NPEIH TOBA Ca 3aBbPIINIH
KypC Ha MbpBHYHA BAKCHUHAIMS C JIBE JI03H Mpe3 HHTepBaj oT 1 mMecenr cbe Spikevax. U nsere rpynu
YYaCTHUIH, BKJIIOUYEHH B aHAJIM3UpaHaTa MOIMyJIalys, He ca UMalld UMyHOJIOTHYHH WIIH
BUPYCOJIOTUYHH JI0Ka3aTelcTBa 3a npeaxonHa nageknus cbec SARS-CoV-2 npeau mbpBaTa 103a OT
Kypca Ha IbpBUYHA BaKCHHALIUS  CHOTBETHO Mpeau OycTep ao3ara.

GMR Ha Oycrep no3ata npu roHomin GMC B [len 29 B cpaBHenue ¢ mnaau Bb3pactHu: GMR B

Hden 57 e 5,1 (95% ClI: 4,5, 5,8), oTroBapsii Ha KPUTEPUUTE 32 HE MO-MayKa epuKacHOCT (T.€. JOJTHA
rpanuna Ha 95% Cl > 0,667 (1/1,5); ToukoBa onenka >0,8); pasiaukara B SRR ¢ 0,7% (95% ClI: -0,8,
2,4), oTroBapsIia Ha KPUTEPUUTE 32 HE MO-Majka ehuKkacHOCT (JlofHa rpaHuna Ha 95% oT pa3nukara
B SRR >-10%).

ITpu 257-te yuactaunu GMC Ha nAb npenu 6ycrep mosara (6ycrep mo3a - Jen 1) e 400,4 (95% Cl:
370,0, 433,4); B nens Ha Oycrep no3ara ([en 29) GMCe 7 172,0 (95% Cl: 6 610,4, 7 781,4). Cnen
oycrep no3ara ([en 29) GMC ce ysennuara npubiausutento 18 nbt or GMC npenu Oycrep no3ara,
JeMOHCTpHpaiku eeKTUBHOCTTA Ha OycTep no3ara npu roHomu. SRR e 100 (95% Cl: 98,6, 100,0).

IIpensapuTenHo onpeaeIeHUTe KPUTEPHH 3a YCIeX 32 OCHOBHATA IEJ)T 32 IMYHOTEHHOCT ca
U3ITBJIHCHHU, KOETO IT03BOJISABA Ja CE HAalpaBu U3BOJ 33 e(h)UKACHOCTTA HAa BAKCUHATA OT NMPOYYBAHETO
MPH BH3PACTHH.

Kaunuuna egpuxacnocm npu oeya na v3pacm om 6 2odunu 0o 11 2o0unu

[MeanaTpu4HOTO MPOYYBAHE € TEKYIIO, (hasza 2/3, paHAOMHU3HPaHO, Iae00-KOHTPOIUPAHO,
3acJIenieHo 3a HaOJIroAaTe s, KIIMHUYHO MPOYYBaHE 3a OllcHKA Ha 0€30MacHOCTTa, PEaKTOreHHOCTTA U
edukacHocTTa Ha Spikevax (opuruHaiHa) IpH Aelia Ha Bb3pact ot 6 roauuu g0 11 roguau B CAIL u
Kanama (NCT04796896). YuacTHHIH ¢ H3BeCTHA aHaMHe3a 3a HHpekiusa ¢b¢ SARS-CoV-2 ca oum
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U3KIIIOYEHH OT npoyuBaneTo. O0mo 4 011 yyacTHHUIIM ca OMIIM PaHIOMU3MPAHH B ChOTHOIICHHE 3:1
Ia rmoydar 2 no3u Spikevax (opuruHaaHa) wian miarebo (pusnonornden pasreop) npes 1 mecerr.

Bropuuen ananus Ha epuKacHOCTTa, OoLeHIBall NOTBbpAeHH cinydan Ha COVID-19, cvbpanu mo
JaTata Ha 3akiarouBaHe Ha maHHuTe — 10 HoemBpu 2021 r. e u3BbpieH npu 3 497 ydacTHHIIH, KOUTO
ca momyuwnu e mo3u (0,25 ml B mecerr O u mecent 1) wan Spikevax (opurunanna) (N=2 644), niu
mane6o (N=853), u ca umanu orpunareneH craryc 3a SARS-CoV-2 Ha U3X0JHO HMBO B MOIYyJIAIHATA
o nipotokod (PPS). Mexy y4acTHUIMTE, KOUTO ca moiay4min Spikevax (opuruHaiba), u oHe3u,
KOHTO ca TOJIyYHIIH Ianedo, He € UMaJlo SIBHU Pa3lIuKU B JleMOoTrpadCKUTe TaHHH.

COVID-19 e ompenenen karo cumntoMatudaeH COVID-19, u3ucksani nmoyoxxXuTeHA pe3yiaTaTy OT
RT-PCR u Haii-Manko 2 CHCTEMHU CUMITOMA WK 1 peciupaTopeH CUMIITOM; CITy4Yau, 3ar0YBaIIH
14 nuu crien BTOpara m03a.

Nwmaso e Tpu ciyyas Ha COVID-19 (0,1%) B rpynata nHa Spikevax (opuruHaiHa) 1 4eTHpH cliydas Ha
COVID-19 (0,5%) B rpymara Ha muare6o.

HUmynoeennocm npu oeya Ha 6v3pacm om 6 2o0unu 0o 11 2o0unu

Amnanu3s, onieHsBanl TuTpute Ha 50% HeyTpanm3upamure antutena cpeury SARS-CoV-2 u wecrorara
Ha CepOJIOTUYEH OTTOBOP 28 JHHM ciel 103a 2, € MPOBEe/IeH MPH MOATPYIIa OT JIella Ha Bh3pacT OT

6 romuaM 10 11 roguam (N=319) B meAMaTpUYHOTO MPOYYBAHE U MPU YYACTHUIIM HA BB3PACT OT 18 10
25 rogunu (N=295) B MpOy4YBaHETO NPU Bh3PACTHU. YUYACTHUIIUTE HE Ca MMAJIH UMYHOJIOTHYHU WU
BHPYCOJIOTHYHH JJOKa3aTeJICTBa 3a npeaxoaHa nHpekmus cbe SARS-CoV-2 nva m3xoxno auBo. GMR
Ha THTPUTE HA HEYTpaJM3UPAIINTE aHTHTENA TIPH Jella Ha B3pacT oT 6 roxawau A0 11 roguau B
cpaBHEHHUeE ¢ yuactauimte ot 18 1o 25 rogunu e 1,239 (95% ClI: 1,072, 1,432). Paznukara B
yecToTara Ha ceposioruueH otroBop € 0,1% (95% ClI: -1,9, 2,1). Kpurepuute 3a He mo-Majka
edukacHoct (nonHa rpanuna Ha 95% Cl 3a GMR >0,67 u nonna rpanuua Ha 95% Cl 3a pasnukata B
YecToTaTa Ha CeposIoruueH oTroBop >-10%) ca U3MbIHEHU.

Hmynocennocm npu deya na év3pacm om 6 200unu 0o 11 200unu — ced 6ycmep 0osa Spikevax
(opueunanua)

[IbpBUYHAaTA 11, CBBP3aHa C UMYHOT'€HHOCTTa, Ha OycTep (pa3ata Ha TOBa Mpoy4yBaHe € Jia ce
YCTaHOBU €()MKACHOCTTA HA OyCTep J103aTa MPHU YUACTHUIIM HA BB3pacT OoT 6 roguHu 1o 11 rogunu
Yype3 cpaBHABaHe Ha UMyHHUTE OTroBopH (ller 29) cnen Oycrep A03arta ¢ Te3H, MOJTYUYeHH Ciel 1032 2
oT mhpBHUYHaTa cepus ([en 57) mpu miaau Bp3pacTHH (Ha BB3pacT oT 18 1o 25 roanHn) B TOBa
Ipoy4BaHe, KbIETO € AoKkazaHa 93% edukacHocT. EQukacHocT Ha Oycrep mo3aTta ot 25 MuUKporpama
Spikevax ce ycraHoBsiBa, ako IMyHHHUTE OTTOBOPH clie] OycTep J03aTa (CpeiHa reOMeTpHYHa
konuenrpaius [GMC] 3a HeyTpanu3upaiio aHTuTsuio [NAD] yectoTara Ha CepOJIOrUYeH OTTOBOP
[SRR]) oTroBapsT Ha MpeIBapUTEIHO ONPEICICHA KPUTSPHH 3a HE N0-MaJika e(hUKacHOCT (KaKTo 3a
GMC, raka u 3a SRR) B cpaBHEHHE C Te3H, U3MEPEHU CIIe]] 3aBbPIIBaHE HA ITFPBUYHATA CEPHUS ChC
100 mukporpama Spikevax cpen moarpymna miaau Bb3pactau (18 1o 25 roanHn) B OCHOBHOTO
MPOYYBaHMS 338 €PUKACHOCT IIPH BH3PACTHH.

B otkpura ¢a3za Ha ToBa Mpoy4YBaHE YYaCTHHIIMTE HA Bh3pacT OT 6 rogunu a0 11 roanHu moiayvyasar
eIMHUYHA OycTep J103a Hail-Malko 6 Mecela clie/l 3aBbpIIBaHe Ha TbPBUYHATA cepHs (JIBE 103H Ipe3
uHTepBaM OT 1 Mecen). [IbpBUYHATA MOMYITAIKS 32 aHAJIM3 HA UMYHOT€HHOCTTA BKIIIOYBA

95 yuacTHHIM ¢ OycTep 103a B rpynara ot 6 roguHu 10 11 roguam u ciydaifHa moarpymna ot

295 y4aCTHHIIM OT MPOYYBAHETO MPU MJIaTH Bb3PACTHH), KOMTO Ca MOJYUYHIH JBE 1031 Spikevax ¢
uHTepBai oT 1 mecen. M nBeTe rpyIu y4acTHUIM, BKIIOUEHH B aHAJTM3UpaHaTa MMOIMyJIamusi, He ca
HMMaJIi MMYHOJIOTMYHY WM BUPYCOJIOTMYHH JIOKA3aTEJICTBA 3a npeaxoaHa uadekims che SARS-CoV-
2 mpeay bpBaTa J103a OT Kypca Ha MbPBUYHA BAKCHHAIIMS M CHOTBETHO Mpeau OycTep ro3ara.

[Ipu 95-Te yuactauiy, ¢ Oycrep mo3a - en 29, e GMC e 5 847,5 (95% Cl: 4 999,6, 6 839,1). SRR e
100 (95% CI: 95,9, 100,0). [Tpoy4enu ca cepymuute HuBa Ha NAD 3a nena ot 6 rogunan 10 11 rogusu
B IIOJrpyIara 3a KMyHOT€HHOCT I10 IPOTOKOJI C OTPHULIATENIEH CTAaTyC 1Mo oTHomeHue Ha SARS-CoV-2
npeau OycTep mo3aTa U CPaBHEHUETO C Te3M OT MJlaau Bb3pacTHU (Ha Bb3pact oT 18 10 25 roaunmn).
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GMR Ha Gycrep no3zara B Jlern 29 GMC B cpaBHenue ¢ muaau Bb3pactan: GMC B [len 57 € 4,2 (95%
Cl: 3,5, 5,0), oTroBapsiiiku Ha KpUTEpUHTE 32 HE IO-ManKa epUKacHOCT (T.€. I0JHa rpaHuua Ha 95%
Cl >0,667); pasnukara B SRR e 0,7% (95% ClI: -3,5, 2,4), otroBapsiiia Ha KpUTEPUUTE 3a HE MO-MaJlka
edpukacHocT (noaHa rpanuia Ha 95% ot pasznukara B SRR >-10%).

[IpenBaputenHo onpeaencHUTE KPUTEPUH 3a YCIIEX 32 OCHOBHATA I1€JT 32 UMYHOTEHHOCT Ca H3IThJI-
HEHH, KOETO MO3BOJISBA JIa CE HAMIPABH M3BO/I 33 €(PUKACHOCTTA HA BAKCHHATA. bhp3UsT BTOPUYCH OT-
TOBOp, OYEBUICH B paMKHTE Ha 4 ceIMUIIH CJie/ PUIIOKEHHUE Ha OycTep 103arta, € JOKa3aTelICTBO 3a
CTaOMITHOTO MpeICTUMYIIHpaHe (priming), MpeIU3BUKAHO OT Kypca Ha MbPBUYHA BAKCHHAIUS ChC
Spikevax.

Heympanusupawu anmumena cpewy eapuanma B.1.617.2 ([Jenma) npu deya Ha év3pacm om

6 2o0unu 0o 11 200unu

CepymMHHU TIpOOH OT TOTMYyJIAMATa 32 UMYHOT€HHOCT 110 MPOTOKoJ (N=134) Ha TEKyIOTO NMeAUaTPUIHO
MpoyYBaHe, B3eTH Ha U3XOJHO HUBO U B JleH 57, ca u3ciensanu upe3 PSVNA Ha 6azara Ha BapuaHTa
B.1.617.2 (denTa).

IIpu nena Ha BB3pact ot 6 rogunu 10 11 roguau, GMFR ot usxoauno Hueo a0 Jen 57 € 81,77 (95%
Cl: 70,38, 95,00) 3a BapuanTa JIenraDelta (m3mepeno upe3 PSVNA). Ocsen ToBa 99,3% or meriara ca
OTTOBAPSUIH HA OIPEIEIICHUETO 3a CEPOIOTUICH OTTOBOP.

Knunuuna egpuxacnocm npu deya na ev3pacm om 6 meceya 0o 5 200unu

ITpoBezeHo ¢ TekyIno npoyusane (asa 2/3 3a oreHka Ha 6€30MacHOCTTa, TOHOCHMOCTTA,
peakToreHHoCTTa M epuKacHOCTTa Ha Spikevax mpu 31paBu Jiela Ha Bb3pacT OT 6 Mecena 10

11 romuuu. B nmpoydBaHeToO ca BKIKOYEHH Jela OT 3 Bb3pacToBU rpymu: ot 6 1o 11 roaunu, ot 2 10
5 roaunu u ot 6 Mecena 1o 23 Meceria.

W3BbpilieH e IeCKPUNTUBEH aHalu3 Ha e(pUKaCHOCTTa, OlleHIBaIIl MOTBbpaAeHU citydan Ha COVID-19,
cbpOpaHu J10 AaTaTa Ha 3akitouBaHe Ha gaHHuTe 21 deBpyapu 2022 r., npu 5 476 yyacTHHIIN Ha
BB3pacT oT 6 Mecera 10 5 roauHu, KOUTO ca nosyuniu ase go3u (Ha 0 u 1 mecerr) ot Spikevax

(n=4 105) wu wiane6o (N=1 371) u ca uManK OTpHUIIATEIIEH cTaTyc Mo oTHOIIeHHe Ha SARS-CoV-2
Ha U3XOJTHO HUBO (HapHYaHH ,,[IOMYJIAIHS 0 POTOKON™ 3a OlleHKa Ha eukacHocTTa). He ce
0TOEIISA3BAT CHIIECTBEHHU PA3IMKH B IeMOTPapCKUTE TaHHU MEXy YIaCTHUIMTE, TTony4ran Spikevax,
Y IOy YHIIATE TIaneoo.

Meauanata Ha MPOABDKUTEIIHOCTTA Ha MPoCiieasBane Ha edukacHocTTa cien Jlo3a 2 e 71 nHu 3a
YYACTHHUIMTE HA BB3PACT OT 2 TOAMHU JI0 5 TOAMHU 1 68 JTHY 3a YYaCTHUIIMTE HAa Bh3pacT OT 6 Mecena
o 23 mecerna.

EdukacHocTTa Ha BakcHHaTa B TOBa ITPOyYBaHe € HaOII0JaBaHa Npe3 Mepruoa, KOraTo BAPHAHTHT
B.1.1.529 (Omicron) npeo6iaaaBa cpe/l MUPKYIHPAIIUTE BApHAHTH.

B Yacr 2 B momynanusTa 1mo mpoTOKOJI 3a OIIeHKA Ha eukacHocTTa mpu cinydante Ha COVID-19,
HACTHIUIU 14 WK MoBeue JTHY ClIe]] MPUIOKECHUE Ha J103a 2, IPU M3MoN3BaHe Ha ,,iedunuims P301
3a ciyyait Ha COVID-19% (t.e. neduHMIINATA, TIPUIATaHa B OCHOBHOTO MPOyYBaHe Ha e(hUKAaCHOCTTa
pu Bb3pacTHH) eukacHocTTa Ha BakcuHata (VE) e 46,4% (95% Cl: 19,8; 63,8) nipu 1eria Ha Bb3pacT
ot 2 roaunu 1o 5 roaunu u 31,5% (95% Cl: -27,7; 62,0) npu aena Ha Bb3pacT oT 6 Mecena Jio

23 mecera.

Hmynoeennocm npu deya na evspacm om 6 meceya 00 5 200unu

IIpu mena Ha BB3pacT OT 2 10 5 roguan cpaBHeHHETO Ha NAD otroBopuTe Ha Jlen 57 B Tasu YacT 2 Ha
MOATrpyIaTa Mo MPOTOKOJ 32 OIIEHKa Ha UMyHOTeHHOCTTa (N=264; 25 MUKporpama) ¢ Te3d Ha MIIJIUTE
Bb3pactHu (N=295; 100 mukporpama) nokazsa GMR 1,014 (95% CI: 0,881; 1,167), otroBapsiiio Ha
KPHUTEPHUTE 3a MIOCTHTaHE Ha HE MO-MajiKa euKkacHocT (T.e. noiHa rpanuna Ha 95% CI 3a GMR
>(,67; ToukoBa oreHka >0,8). CpesHaTta reoMeTpu4Ha KpaTHa CTOMHOCT Ha yBenndaBane (GMFR) ot
U3X0HOTO HUBO 110 [en 57 mpu te3u aena e 183,3 (95% ClI: 164,03, 204,91). PaziukaTa B yectoTara
Ha CepOJIOTMUCH OTroBOp (Seroresponse rates, SRR) mexny nernara n miagure Bb3pacthu € -0,4%
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(95% CI: -2,7%; 1,5%), kaTo ChIIO OTrOBapsl HA KPUTSPUHTE 32 MIOCTUTAHE HA HE TI0-MaJKa
edukacHocT (nonHa rpanuia Ha 95% CI Ha pasnukata B SRR >-10%).

ITpu xppMaveTa U MaJIKH JIela Ha Bh3pacT OT 6 Mecena a0 23 Mecelia cpaBHeHreTo Ha NAD
otrropopute Ha Jlen 57 B Tazu YacT 2 Ha moarpymara 1o IpoTOKOJ 33 OILICHKa Ha HMYHOT€HHOCTTA
(n=230; 25 Mukporpama) ¢ Te3u Ha MiaauTe Bb3pacTHr (N=295; 100 Mukporpama ) mokassa GMR
1,280 (95% ClI: 1,115; 1,470), oTroBapsiio Ha KpUTEPUHUTE 3a IOCTUTAHE HA HE MO-MaJika e(PUKACHOCT
(t.e. momna rpanura Ha 95% CI 3a GMR >0,67; ToukoBa orienka >0,8). Paziukara B mpoIeHTa Ha
SRR Mexay kppMaueTa/Manku fena u miaau Be3pactau € 0,7% (95% Cl: -1,0%; 2,5%), kaTo chIio
OTroBaps Ha KPUTEPHUUTE 3a MOCTUraHe Ha He Mo-Manka epukacHocT (noaHa rpanuia Ha 95% CI Ha
pasnuKaTa B 4eCTOTaTa Ha CepOJIOTHYEH 0TroBop >-10%).

CJ'IG,Z[OB&TGJ'IHO, OpCABAPUTCIHO ONIPCACIICHUTC KPUTCPUU 3a ITOCTUT'AHC HA IIbPBUYHATA LICJI 110

OTHOIIICHHE Ha UMYHOTE€HHOCTTA Ca IMOCTUTHATHU B JIBETE BH3PACTOBH IPYITH, KOSTO MIO3BOJISBA /1a C&
3aKJIFOYM 33 HAJIMYKMe Ha ePUKacCHOCT Ha 25 MUKporpaMa KakTo IIpH Jelata Ha Bb3pacT OT 2 TOJIMHU
JI0 5 ToMHY, TaKka U MpU KbpMadeTa U MaJKUTE JeIa Ha Bb3pacT oT 6 Mecera 110 23 mMecera

(TaGmum 6 u 7).

Ta6auna 6. Pe3roMe Ha CHOTHOLIIEHHETO HA CPEHUTE TEOMETPUYHHU CTOHHOCTH HA
KOHIEHTPALHUSATA U 4YeCTOTATA HA CePOJIOrMYeH OTTOBOP — CPABHEHHeE HA JIMLATAa HA Bb3PACT OT
6 mecena 10 23 Mecena ¢ y4aCTHUIIMTE HA Bb3pacT oT 18 ronuuu 10 25 rogunu — rpyna mno

NPOTOKOJI 32 OLICHKA HA HMYHOT€HHOCTTA

6 Mecena 10 18 rogunu 10 6 mecena a0 23 mecena/
23 mecen 25 roqunmn 18 rogunu 10 25 roquHN
an=230 n=291
Tecr Bpem GMC GMC GMC OTtroBaps Ha
eBa (95% CDh* (95% Ch* CHOTHOLLICH 1eJITa 32 He
TOYK ue (95% M0-MAaJIKa
a CD? e(pukacHoCT
am
1780,7 1390,8 13
(1 606,4; 1 973,8) (1269,1; (1,15 1,5)
1524.2)
Tect 3a 28 man
HeyTpanus3upa |  Ciien Pazinka B bl
my antutena | Jloza 2 Cepostornuen Ceposornyen CEpPOJIOTHYH
cpeury SARS- 0TIoBOP O0TIOBOP Hsl OTTOBOP
CoV-2° % (95% CI’ % (95% CI’ % (95%
ChH"
100 99,3 0,7
(98,4; 100) (97,5; 99,9) (-1,0; 2,5)

GMC = Cpenna reoMeTpryHa CTOMHOCT Ha KOHIICHTPAIIMsTa

N = Opoii y4aCTHHIM C HAJIMYHU JaHHHU Ha U3XOAHO HUBO U B [leH 57
* CTOMHOCTUTE Ha aHTHUTENIaTa, ChOOIIEHU KaTO HAMHPAILH Ce IO/ AoJIHATa TPaHMIa Ha
konmuecTBeHo onpenenenne (lower limit of quantification, LLOQ), ca 3amectenu ¢

0,5 x LLOQ. CroiiHOoCTHTE, ITO-TOJIEMH OT rOpHAaTa IPaHUIa Ha KOJIMYSCTBEHO OIPeeIICHUE

(upper limit of quantification, ULOQ), ca 3amectenn ¢ ULOQ), ako neliCTBUTETHUTE CTOWHOCTH

JIMIICBAT.

2 log-TpancdopMupaHnTe HUBA HA aHTHUTENATa Ca aHAJIM3UPAHH C U3IOJI3BAHE HA aHAIM3 HA

xoBapuateH moaen (ANCOVA) ¢ npomermBaTa Ha rpymnara (y4acTHHIM Ha Bb3pacT OT

6 Mecewa 10 5 TOAMHYU U MJIaIM BB3PAcTHHU) KaTo (ukcupan edekt. [lomydenute cpeqnn

cToiiHocTH Ha LS, pasnukara Ha cpeguure croiinoctd Ha LS 1 95% Cl ca tpanchopmupann
00paTHO 10 MbPBOHAYAIHUS MaIad 3a MmpeacTaBsHE.
® He mo-maska e(puKacHOCT ce 00sBsIBa, aKO J0JIHATa TpaHuIa Ha 2-ctpanaus 95% Cl 3a
cpoTHOIIeHHeTo GMC ¢ mo-rossima ot 0,67 ¢ ToukoBa orieHka >0,8, a JoIHaTa rpaHMIia Ha 2-
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ctpannaus 95% Cl 3a pa3nukara B IpoIieHTa Ha CEPONIOTUYHUS OTroBOp € Haf -10% ¢ ToukoBa
oLeHka >-5%.

® KpaitHuTe cpetHO reOMEeTpUYHH CTOHHOCTH Ha KOHICHTpanuuTe Ha anturenara (GMC) B
AU/mI ca onpeneneHu ¢ U3Moa3BaHe Ha TECT 32 MUKpoHeyTpanu3anus Ha SARS-CoV-2.

" CeposIOTHUHUAT OTIOBOP, ABJDKAILl CE HAa BAKCHHALIMATA, Clieln(UUeH 32 KOHIIEHTpalMATa Ha
HeyTpanusupauure anturena cpemy SARS-CoV-2 RVP Ha HMBO y4acTHHK, ce Onpeess B
MpoToKoJa KaTo npomsiHa ot noa LLOQ 1o paBHa nnu no-Bucoka ot 4 X LLOQ nnum noxe 4-
KpaTHO yBEJIMYEHHE, aKO U3XOJHOTO HHUBO € paBHO Win no-Bucoko oT LLOQ. 95% CI na

CEepOJIOTHYHHMS OTTOBOP ce U3ducIIsaBa o merona Ha Clopper-Pearson.
" Pasnukata B 95% CI Ha ceponoruuHus OTTOBOP CE U3UYMCIIABA C U3MOI3BaHE Ha JJOBEPUTEIHH IPaHULIN
aa Miettinen-Nurminen (ckop).

Tadnauua 7. Pe3toMe Ha ChOTHOLIEHUETO HA CPeIHUTE FreOMEeTPUYHH CTOHHOCTH HA
KOHIEHTPALHUATA U 4YeCTOTATA HA CePOJIOrMYeH OTTOBOP — CPABHEHHeE HA JIMLATAa Ha Bb3PacT OT
2 TOAMHH /10 5 rOIMHYU € YYACTHUIUTE HA BB3pacT oT 18 ronuuu 1o 25 ropuHu — rpyna no

NMPOTOKOJI 32 OLIEHKA HA HMYHOT€HHOCTTA

2 TONMHM 10 18 roaunm no 2 roguHM A0 5 roguHn/
5 romuHH 25 romuHn 18 romunu 10 25 roauHu
n=264 n=291
Tecr Bpeme GM GMC GMC OTtroBaps
Ba C (95% CI)* CHOTHOIIIEH HA 1LeJITa 3a
TOYKA (95% ue (95% He M0-MAaJIKa
Ch* CI)? e(pukacHoCT
(I/H)
1410,0 1390,8 1,0
(1273,8; (1262,5;1532,1) (0,9; 1,2)
1 560,8)
Tect 3a 28 mHu
HEyTpalu3upa cren Pazanka B pil|
my antutena | Josa 2 Ceposoruyen | Ceposiornyien CePOJIOTHYH
cpenry SARS- 0TIroBOp O0TIOBOp Hsl OTTOBOP
CoV-2° % (95% % (95% CD' % (95%
(61} Cn"
98,9 99,3 -0,4
(96,7; 99,8) (97,5; 99,9) (-2,7; 1,5)

GMC = Cpenna reomeTpuyHa CTOWHOCT Ha KOHIIEGHTPALIUTA

N = Opo¥l YYaCTHHITM ¢ HAIMIHM JAHHU Ha U3XOIHO HUBO U B JleH 57

* CTOHHOCTHTE Ha aHTUTENAaTa, ChOOLICHU KaTO HAMHUPAILIH CE TI0J1 I0JTHATA TPaHUIIa Ha

konmuecTBeno onpenenenne (lower limit of quantification, LLOQ), ca 3amectenu ¢

0,5 x LLOQ. CroliHOCTH IO-TOJIEMU OT TOPHATA 'PAHMIIA Ha KOJTUYECTBEHO ONpPEIeICHHE

(upper limit of quantification, ULOQ), ca 3amectenn ¢ ULOQ), ako 1eliCTBUTETHUTE CTOWHOCTH

JIATICBAT.

2 log-TpancopMupaHUTEe HUBA HAa aHTHUTENATa Ca aHAJU3UPAHU C U3II0JI3BAaHE HA AHAIIU3 HA
xoBapuateH monen (ANCOVA) ¢ npomermBaTa Ha rpymara (y4aCTHHIU Ha Bb3pacT OT
6 Mecewa 10 5 TOAMHYU U MJIAIM BB3PACTHHU) KaTo (ukcupan edekt. [lomydenute cpeqnn
cToiiHocTH Ha LS, pasnukara Ha cpegnure croitnoctd Ha LS 1 95% Cl ca tpanchopmupann
00paTHO 10 MbPBOHAYAHUS MaIad 3a mpeacTaBsHE.

® He mo-maska e(puKacHOCT ce 00sBsIBa, aKO J0JIHATa TpaHuIa Ha 2-ctpannus 95% Cl 3a
cpoTHOIIeHHeTo GMC ¢ mo-rossima ot 0,67 ¢ ToukoBa orieHka >0,8, a JoHaTa rpaHMIia Ha 2-
ctpannus 95% Cl 3a pasnukara B IpoLieHTa Ha CEpONIOTHYHMS OTroBOp € Hax -10% c ToukoBa
oneHka >-5%.

* KpaitHuTe cpetHO reOMEeTpUYHH CTOMHOCTH Ha KOHICeHTpanuuTe Ha anturenara (GMC) B
AU/mI ca onpeenenu ¢ u3mon3Bane Ha TeCT 3a MUKpoHeyTpanu3anus Ha SARS-CoV-2.

" CepoJIOTHYHHAT OTIOBOP, IBJDKAIL C€ HAa BAKCHHAIMATA, CTICU(UYCH 32 KOHIIEHTPALUITA Ha
HeyTpanusupaiiute antutena cpeiry SARS-CoV-2 RVP Ha HUBO y4acTHHK, ce onpeaess B
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MPOTOKOIa KaTo rmpomsiHa oT o LLOQ mo paBHa win mo-Bucoka oT 4 X LLOQ wimu none 4-
KpaTHO YBEJIWYEHHUE, aKO U3XOJHOTO HUBO € PaBHO WM 1Mo-BUcoko oT LLOQ. 95% CI Ha
CEepOJIOTUYHHMS OTTOBOP ce M34HCIIsiBa 1o Merona Ha Clopper-Pearson.

A Pazmkata B 95% CI Ha ceposIoruuHMs OTTOBOp CE M3UKCIIAIBA C M3I0I3BAaHE HA JOBEPUTEIIHU FPaHULIN
ua Miettinen-Nurminen (ckop).

Crapuyecka Bb3pacT

Spikevax (opuruHanHa) € M3CaeaBaHa IIPH JIKIa Ha Bb3pacT 6 U MOBEYE MECENa, BKIIFOUNTETHO

3 768 yyacTHHUIIM Ha Bh3pacT Ha 65 u nmoeeue roaunu. EdukacHocTra Ha Spikevax (OpHUruHaiHa) Mpu
YYaCTHUIINTE B HANPEAHANA Bb3PacT (=65 ToANHN) CHOTBETCTBA HA Ta3H MPH MTO-MJIAIUTE Bh3PACTHU
yuactHUIH (18-64 roqunm).

HCZ[I/IaTDI/I‘IHa nonyJianusa

EBpomneiickaTta areHIus 1o JiekapcTBaTa oTjara 3aIb/DKEHUETO 33 IPeAOCTaBIHE Ha pe3yITaTUTe OT
MpoydBaHUATa Che Spikevax (opuTrHHAIIHA) B €IHA WJIU TIOBEUYE MOATPYIN Ha TIEANATPUIHATA
nomynanus npu npesennust Ha COVID-19 (Bx. Touka 4.2 3a nHpopMaLus OTHOCHO yHOTpeda B
MIeUATPHSITA).

5.2 ®dapMakOKHHETHYHHU CBOiicTBa

Henpunoxumo

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexnuHUYHUTE JaHHU HE MOKa3BaT 0COOCH PUCK 3a XOpa Ha 0a3ara Ha KOHBEHI[MOHATHHUTE
NPOYYBAHUS 32 TOKCHYHOCT IIPU MHOTOKPATHO MPHJIOKEHUE, PENPOAYKTUBHA TOKCUYHOCT U

TOKCUYHOCT 3a pa3BUTHUCTO.

OO0111a TOKCUYHOCT

[IpoBenenu ca mpoyuBaHus 3a 0012 TOKCHYHOCT MPHU ITBXO0BE (Ha KOUTO ca MPUI0KEHU
MHTPaMYyCKYJIHO 110 4 1031, HaJABHIIABALIH J03aTa IIPU X0pa, BEAHBXK Ha BCEKU 2 CEIMHULIN).
HaGmogaBanu ca npexoHu ¥ 00paTUMM OTOK M €pUTEM Ha MACTOTO Ha MHKEKTHUPAHE, KAKTO U
NPEXOAHU U 00paTUMH POMEHH B J1a0OPaTOPHHUTE MOKA3aTeIH (BKIIOUUTEIHO TOBUILIABAaHE Ha
€03uHO(UINTE, aKTUBUPAHOTO MapLHaIHO TPOMOOIIIACTUHOBO BpeMe 1 (hubpuHoreHa). Pesynrature
MPEeJIoJiarar, ye MOTEeHIIHATbT 32 TOKCHYHOCT IPU X0pa € HACHK.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

IIposemenwu ca in Vitro u in vivo mpoy4BaHus 3a TEeHOTOKCHYHOCT C HOBHS JIUIHAEH KOMITIOHEHT SM-
102 na BakcuHaTa. Pesynrature mpeanoarar, 4e MoTEHIHaIbT 32 TEHOTOKCHYHOCT TIPU XOpa € MHOTO
HHUCHK. He ca mpoBexaaHu poyvIBaHUs 33 KAHIIEPOT€HHOCT.

PenpoaykThBHA TOKCHYHOCT

B eqHO mpoyuBaHe 3a TOKCHYHOCT Ha pa3ButreTo 0,2 ml OT BakCHHA ChC ChCTAB, ChIIBPKAIIL CHIIOTO
konruecTBo HPHK (100 Ug) 1 Apyru chCTaBKU, BKIOYCHH B €IMHUYHA 1032 Ha Spikevax
(opuruHaAIIHA) 32 X0pa, € MPIIOXKEHA Ha )KCHCKH IUTbX0BE HHTPAMYCKYJTHO B 4 ciydas: 28 u 14 nam
npenu undrocBane u Ha recranuoneH JleH 1 u 13. ArTuTSIIO-0TroBopH cperry SARS-CoV-2 ce
HaOJIF0OMaBaT MPHU KEHCKUTE TUTBXOBE OTIIPEAH YH(TOCBAHETO IO Kpasi Ha MPOyIBaHETO HA 2 1-BHs
JAKTAIMOHEH JICH, KaKTO ¥ NIPU (EeTyCHTE U TIOKOJIEHHETO. B nmpoyuBaHeTo HsiMa CBbp3aHU ¢
BaKCHHATA HEXKEJIaHU €PEKTH BbPXY QPEepTHIINTETA MIPH KEHCKUTE, OPEMEHHOCTTa, eMOpPHO(ETaTHOTO
pa3BHUTHE, PA3BUTUETO HA MIOKOJICHUETO WIIM IOCTHATATHOTO pa3BuTHe. Jlumncear qanHu gamu
BakcuHarta Spikevax (OpUruHaiIHa) MpeMHUHABA MPe3 IUTAlEHTATA WIIH Ce EKCKPETUPA B MIISIKOTO.
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6. OAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha IOMOIIHHUTE BELIECTBA

SM-102 (xerrragexan-9-mn 8-{(2-xumpoxcueTn)[6-0kco-6-(yHIEIIOKCH )XEKCHIT |aMIHO } OKTaHOAT)
Xonectepon

1,2-nucreapoun-sn-riuiepo-3-hocdoxoiauna (DSPC)

1,2- nuMupUCTOMII-FaC-rmuiepo-3-merokcumnoianetmieHrnkon-2000 (PEG2000-DMG)

TpomeTtamon

TpoMeTamoIOB XUIPOXIOPU

OreTHa KHCETUHA

Hatpues anerat Tpuxuapar

3axapo3a

Bopaa 3a unxexkuun

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH NPOAYKT HE TpsiOBa Jja ce CMecBa ¢ APYTH JIEKAPCTBEHH MPOAYKTH WM Ja Ce
paspexza.

6.3 Cpok Ha rogHocT

HeoTtBopen MmHorono3oB daakoH (Spikevax bivalent Original/Omicron BA.4-5
(50 muxporpama/50 Mukporpama)/ml HHXEKIIMOHHA TACIIEPCHS])

9 mecena pu -50°C mo -15°C.

B pamxwure Ha nepuozaa ot 9 Mecena, ciel] H3BAKIAHE OT ppu3epa HEOTBOPCHUAT (IIAKOH C BAKCHHA
MOXe Jia ce chXpaHsaBa B xnaguiHuk rnpu 2°C no 8§°C, 3ammTeH oT cBeTIuHa, MakcuMyM 3a 30 aau. B
paMKHTe Ha TO3M MEPHO/, 32 TPAHCIIOPTUPAHE MOKeE J1a ce u3nonsear Ao 12 vaca npu 2°C no 8°C (Bxk.
TOoYKa 6.4).

ChI110 € ToKa3aHa XUMUYHA U (PU3NYHA CTAOMIIHOCT HAa HEOTBOPEHH (PIIAKOHU C BAKCHHA B
MpobDKeHne Ha 12 Mecera, Korato ce chxpansBat npu -50°C mo -15°C, npu ycaoBUe ye oM KaTo
Be/IHBK 0b/le pa3Mpa3eH M ocTaBeH Ha cbXxpaHeHnue npu 2°C 1o 8°C, u e 3aluTeH 0T CBETJINHA,
HEOTBOPEHUAT ()JIAKOH IIle Ce H3MO0JI3Ba B paMKHUTe HA He moBeue oT 14 quu (BMecto 30 aHM,
KaKTO Korarto ce cbxpanspa npu -50°C mo -15°C 3a 9 mecena), 6e3 na ce HaaBuIIaBa 00IIIOTO BpeMe 3a
chxpaHeHue 12 mecerna.

BGZ[H’B)K pa3Mpa3cHa, BaKCUHATa HC TpH6Ba Ja C¢€ 3aMpassBa IIOBTOPHO.

HeotBopenara BakcuHa MOxe Ja ce cbxpanssa mpu 8°C 10 25°C no 24 yaca cieq u3BakaaHe OT
XJIATMITHUK.

IIyaxtupann mHOrono3osu diakoHu (Spikevax bivalent Original/Omicron BA.4-5
50 muxporpama/50 mukporpama)/ml HHKEKIIMOHHA AUCIIEpCHs)

JlokazaHa e XuMH4Ha B QU3NYHA CTAOMIHOCT IpH yoTpeda B poabokeHue Ha 19 vaca cief
I'BPBOHAYATHOTO MyHKTHpaHe npu 2°C 1o 25°C (B paMKuTe Ha JOMYCTUMHS CPOK 3a yrnoTrpeda oT
cbotBeTHO 30 mu 14 nuu u BrmouutenaHo 24 yaca npu 8°C no 25°C). OT MEKpOOHOIOTHYHA TIIeAHA
TOYKa NPOJAYKTHT TPAOBA Ja ce M3IM03Ba He3a0aBHO. AKO BAKCHHATA HE CE M3II0JI3BA BEHATA,
NEepUObT Ha U3IOJI3BaHE U YCIOBUATA HA ChbXPaHEHUE IIPey ynoTpeda ca OTTOBOPHOCT Ha
NOTPEeOUTEINS.

HeotBopen ennonosos duiakoH (Spikevax bivalent Original/Omicron BA.4-5
25 MukporpamMa/25 MUKporpaMa HHKEKIIMOHHA JUcHepcus)
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9 mecerna npu -50°C mo -15°C.

B pamkute Ha ieproa ot 9 Mecelia, Clie/l U3BaKIaHe OT Ppu3epa, CAHOA030BHUTE (PIAKOHU MOXKE J1a
ce ChXpaHsABaT B XJaaawiIHKK 1pH oT 2°C mo 8°C, 3amuTeHy oT CBETIIMHA, 33 MakcuMyM 3a 30 quu. B
paMKHUTE Ha TO3M MIEPHOJ €AHOA030BUTE (PIIAKOHH MOXKE Ja ce TpancnopTupat 1o 12 yaca npu 2°C 10
8°C (Bxk. TouKa 6.4).

JlokazaHa e ChII0 XUMHUYHA U QU3WYHA CTAOMITHOCT Ha HEOTBOPEHH €/THOJI030BH (PIIaKOHU B
npoabDKeHue Ha 12 mecena, korato ce cbxpansasat mpu -50°C o -15°C, npu ycjioBue 4e OM KaTo
Be/IHBbK Ob/le pa3Mpa3eH 1 ocTaBeH HAa cbxpaHenne npu 2°C po 8°C, 3ammreH OT CBETINHA,
€THO1030BHSAT ()JIAKOH Il Ce U3M0JI3BAa B PAMKHTE Ha He moBeye oT 14 nuu (BMecto 30 nHu,
Korarto ce chxpansBa mpu -50°C mo -15°C 3a 9 mecena), 6e3 1a ce HagBUIIIaBa 00O BpeMe 3a
chXpaHeHue 12 mecena.

Benuwx pazmpaszeHa, BakCHHaTa He TpsOBa J1a ce 3aMpa3siBa IOBTOPHO.

Ennono3oBute iakonu Moske aa ce chxpansasat npu 8°C mo 25°C no 24 yaca cien u3BaKaaHe OT
XJIaTATHHK.

Spikevax bivalent Original/Omicron BA.4-5
25 MI/IKDOFDaMa/ZS MHUKpOrpamMa MHXXCKIIMOHHA JUCIICPCHUA B IPCABAPUTCIHO HAIIBJIHCHA CIPUHIIOBKA

9 mecena pu -50°C mo -15°C.

B pamkute Ha ieprosa ot 9 meceria, clie/i U3BaKIaHe OT pu3epa, MPeIBapUTEITHO HAITBIIHECHN
CIIPUHIIOBKH MOXE JIa Ce ChXpaHsBaT B xuaquHuk npu 2°C no 8°C, 3amuTeH OT CBETINHA, 38
MakcumyM 3a 30 gam (BXK. TOoUuKa 6.4).

JlokazaHa e ChI0 XUMHUYHA U (PU3UYHA CTAOWITHOCT HAa HEOTBOPSHH TPEABAPUTEIIHO HAITBIHEHU
CIPUHIIOBKY B IPOABIDKEHUE Ha 12 Mecena, Korato ce cbxpansasat mnpu -50°C o -15°C, npu
yCJIOBHE 4e IOM KATO BeIHBK 0b/le pa3Mpa3zeHa U ocTaBeHa Ha cbxpaHeHue 2°C 10 8°C,
aluTeHa OT CBETIIMHA, MPeABAPUTEIHO HATBIHEHATA CIIPUHIIOBKA IIl€ Ce H3MO0JI3Ba B PAMKHUTE HA
He moBeye oT 14 muu (Bmecto 30 mHU, korato ce chxpansBa mpu -50°C mo -15°C 3a 9 mecena), 6e3 na
ce HajIBHIIIaBa 00IIO BpeMe 3a chXxpaHeHue 12 mecera.

BGZ[H’B)K pa3Mpa3cHa, BaKCUHATa HC TpH6Ba Ja C¢€ 3aMpassdaBa IMOBTOPHO.

[IpenBapuTenHO HABJIHEHUTE CIPUHIIOBKH MOXKE 1a ce chxpansBar npu 8°C 10 25°C no 24 vaca
CIIe[l U3BAXKIAHE OT XJIAIWIHUK.

6.4 Cneunamm yYcdioBusa Ha CbXPaHECHUE

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 mukporpama)/ml HHXEKIIMOHHA
nucnepcust (MHOroa030BH (hJIAKOHM)

Ha ce cpxpansa BbB hpusep npu -50°C mo -15°C.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMaKOBKa, 3a J1a c€ IpeAIa3u OT CBETINHA.

3a ycloBHATa Ha ChXpPAaHEHUE CIIE/ Pa3Mpa3siBaHe HA JICKAPCTBEHUS MPOIYKT BIDKTE TOUKa 6.3.
3a ycioBusATa Ha ChbXpaHEHHE Ha MHOTO/I030BHs (DJIAKOH CJIE]] ITbPBOHAYAIHO OTBAPSHE BHXKTE
TouKa 6.3.

Tpancnopmupare Ha pazmpaszenu MH02000308U ghrakonu 8 meuno cvcmosnue npu 2°C 0o 8°C
Ako TpancnioptapaneTo npu -50°C no -15°C He € Bb3MOKHO, HAIMYHU ca JaHHH, CIIOPE]] KOUTO €
BB3MO)KHO TPAHCIIOPTHPAHETO HA €IMH WIIM TIOBEYE pa3Mpa3eHH (hakoHa B TEYHO CHCTOSHHUE 32
nepuoj 1o 12 yaca npu 2°C g0 8°C (B paMKuTe Ha JOIMYCTHMHS CPOK 3a yrnoTpeda oT choTBeTHO 30
win 14 qau 2°C o 8°C). Beanbx pa3Mpa3eHu U TpaHCIIOPTHPAHHU B TEUHO cheTosiHUE Tipu 2°C 10
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8°C, dhnmakonuTe He TpsAOBA Ja ce 3aMpa3saBaT MOBTOPHO, a 1a ce chxpansBaT npu 2°C mo 8°C mo
TSAXHOTO H3IONI3BAHE.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKpPOTrpaMa MHKEKIIMOHHA
nucnepcus (eaHoa030BU (HIIAKOHHN)

[a ce cpxpanssa BbB hpusep npu -50°C mo -15°C.
CoxpaHsiBaiiTe €1HO/I030BUS (PIIAaKOH B KApTOHEHATA OIMAKOBKA, 32 Ja Ce MPe/Ia3d OT CBETIIMHA.
3a ycloBHATa Ha ChXPAaHECHHE CJIE pa3MpassiBaHEe BIKTE TOUKa 6.3.

Tpancnopmupane na eono00306u rakonu 6 meuno cvcmosinue npu 2°C 0o 8°C

Axko Tpancnioptupaneto mpu -50°C 1o -15°C He € Bb3MOXKHO, HATMYHUTE JaHHHU OIKPEIST
TPaHCIIOPTUPAHETO HA €IUH WM TIOBEYE pa3MpPa3eHu €JHOA030BH (IIaKOHa B TEUHO ChCTOSHHUE IPU
2°C no 8°C (B paMKHTE Ha AOMYCTUMUS CPOK 3a yrorpeda oT cboTBeTHO 30 viu 14 nuu npu 2°C 1o
8°C). Benubx pasMpa3eHd U TPAHCIIOPTUPAHU B Te€UHO cheTosiHue rpH 2°C 1o 8°C, e1HO1030BUTE
(akoHM He TpsiOBa J1a ce 3amMpa3sBaT MOBTOPHO U TpsiOBa 11a ce chxpanssar npu 2°C xo 8°C no
H3IIOJ3BAHETO UM.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MukporpaMa MHXEKIIMOHHA
JAcIepCHs B IIPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

[Ha ce cpxpansBa BbB (hpusep npu -50°C mo -15°C.

CpxpaHsBaiiTe IpeJBAPUTEIIHO HAITBIHEHATA CIIPHHIIOBKA B KAPTOHEHATA OMIAKOBKA, 32 Jla e
npennasy OT CBETIHHA.

3a ycioBusATa Ha ChbXpaHEHHE CIeN pa3MpassiBaHe BIKTE ToUka 6.3.

Tpancnopmupane na pasmpazenu npedeapumento HanviHeHu CNPUHYOBKU 8 MEeYHO CbCMOAHUE Npu
2°C 00 8°C

Ako Tpancnioptupaneto npu -50°C 1o -15°C He € Bb3MOXKHO, HUTMYHUTE JaHHU TOKPETST
TPaHCIOPTUPAHETO HA €/THA WM TIOBEYE pa3MpPa3eHU MPEJIBAPUTEITHO HAITBIHEHH CIIPHHIIOBKH B
TeuHo cberosHue npu 2°C 1o §°C (B paMKHTE Ha TOIyCTUMUS CPOK 3a ynoTpeda ot cborBeTHO 30
i 14 nau npu 2°C no 8°C). Beanbx pa3Mpa3eHu U TpaHCTIOPTHPAHH B TEYHO ChCTOsIHKE TpH 2°C
1o 8°C, mpeaBapuTeIHO HATBITHEHUTE CIIPUHIIOBKU He TpsiOBa Jla ce 3aMpa3siBaT MOBTOPHO U TPsiOBa
na ce chxpansiBat mpu 2°C 1o 8°C 10 U3IM0JI3BaHETO UM.

6.5 Buau chabpKkaHue HA ONIAKOBKATA

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 mukporpama)/ml WHXEKIIHOHHA
nucnepcust (MHOroa030BH (hJIAKOHM)

2,5 ml gucrepcust B MHOT0030B (DIakoH (OT CTBKJIO THIT 1 MITH €KBUBAJIEHTHO CTHKIIO, MM IUKIHIEH
0JIe(hHOB MMOTMMEP C BHTPEITHO OapUEPHO MOKPHUTHE) ChC 3aIymaika (XJIOpOOyTHIIOB KaydyK) U
CHHBO OTUYTIBAIIO CE Kamaye ¢ 00KaTKa (aIyMUHUEBA OOKATKA).

Onaxkoska: 10 MHOro0308u (¢iakoHa. Beceku duiakon cpappika 2,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MUKpOrpamMa HHKEKIIMOHHA
nucrepceus (€1H01030BU (PIIAKOHH)

Hucnepcus 0,5 ml B eqHomo30B (iakoH (OT CTHKIIO THI | MM €KBUBAJICHT HAa CTHKIIO THII 1) Che
3amyIraika (XJI0po0yTHIIOB KaydyK) U CHHBO OTYYIIBAIIIO CE Karadye ¢ oOKaTka (alyMUHHEBa 00KaTKa).

Omnakoska: 10 eqHomno30Bu ¢utakona. Beeku dakoH chabpxa 0,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MAKpOTpaMa HHKEKIIMOHHA
JIUCIIEPCHs B IPEIBAPUTEIHO HANBJIHEHA CIPUHIIOBKA
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Hucnepcus 0,5 ml B mpeBapuTeHO HaTbIHEHA CIIPUHIIOBKA (IIUKIIMYEH OJICUHOB TTOJUMED) C TIIaBa
Ha OyTanoto (OpoMOOYTHIIOBA T'yMa ¢ ITOKPUTHE) U Kaladka Ha Bbpxa (OpoMOyTHIOB Kaydyk, 0€3
Uria).

[IpenBapuTenHO HATBIHEHUTE CIIPUHIIOBKH Ca OMIAKOBAHU B 5 Tpo3padHu OiricTepa, BCEKH OT KOUTO
CHIIbpKA N0 2 TIPEABAPUTEIHO HAITBIIHEHH CIIPUHIIOBKH.

Omnaxogka: 10 npeiBapuTEIHO HAITBIHEHH CIIPUHIIOBKH. Besika peIBapuTeIHO HAITBJIHEHA
CTIPHUHIIOBKA chabpika 0,5 ml.

6.6 CrnenunajJHu NpeanasHu MEPKH NP U3XBBPJIsiHe U padoTa

Baxkcunara Tpﬂ6Ba Ja CC IPUTOTBA U MOCTABA OT O6y‘leHI/I MCIUIMUHCKU CTICHUATIUCTH NTIPU CIIa3BAHC
Ha aCCNITUYHU TCXHUKH, 3a J1a CC rapaHTUpa CTCPUIHOCT HA AUCTICPCHUATA.

Spikevax bivalent Original/Omicron BA.4-5 (50 muxporpama/50 Mukporpama)/ml MHKEKIIMOHHA
nucnepcust (MHOron03084 (hJIAKOHM)

Bakcunata e rotoBa 3a ynotpe0a ciiesi pa3mMpassiBaHe.

I[a HC CC pa3Kiiallla UJIn paspeiKaa. 3aB’BpT€Te JICKO (bHaKOHa CJIeq pa3sMpa3saBaHC U IMPEAn BCIKO
H3TCTJIAHC.

YBepeTe CEC, U (bHaKOH’bT HMa CUHBO OTYYIBAIIO CC Kara4y€ U HAMMCHOBAHUECTO HA MPOAYKTA €
Spikevax bivalent Original/Omicron BA.4-5. Ako ¢akoHBT € ChC CHHBO OTYYIIBAIIO CE Karave u
HanMeHoBaHHeTO Ha npoaykTa e Spikevax 0,1 mg/ml wiu Spikevax bivalent Original/Omicron BA.1,
MOJIsl, HAllpaBeTe CIpaBKa ¢ KpaTKaTa XapakTeprCcTHKa Ha MPOAYKTa 3a (popMyIHpoBKara.

[Tpenopbuntento e aa MpobokAaTe 3aMyIlaKkaTa Ha pa3IndyHO MICTO BCEKH IBT.

BBB Bcekn MHOT0/1030B (DJTaKOH CE ChABPIKA U3IUILEK, 32 J]a MOXKE J1a C€ TapaHTHPa JOCTaBsIHETO Ha
5 no3u no 0,5 ml unn makcumym 10 103u 1o 0,25 ml B 3aBUCHMOCT OT Bb3pacTTa Ha JIUIIETO.

Pa3mpasere Bcekn MHOT0/1030B (pIIakoH Ipeu yrnoTpeda, KaTto ClieiBaTe YKa3aHUATa MO-J0ITy
(Tabmuma 8). Koraro ¢uiakoHbT € pa3MpaseH B XJIaJUITHUK, OCTABETE TO HA CTalfHa TeMIiepaTrypa 3a

15 MuHyTH TIpEeU NPUIIOKEHHE.

Taéauna 8. Ykazanus 3a pazMpa3siBaHe HAa MHOT0/1030BH (DJIaKOHH Mpeau ynoTpeda

Yka3aHus U NPOIbJIKUTETHOCT HA pa3Mpa3siBaHe
TemmnepaTypa
Temneparypa | IIpoab/akur | Ha
paryp PoX IpoabakuTeIHOC
OnakoBka Ha €JIHOCT Ha pasmpassiBan |
pa3Mpa3ssiBaHe | pa3MpassiBa | e
N pa3Mpa3siBaHe
(B XJIAIWJIHMK) | He (mpwm craiina
TeMIeparypa)
24acaumu
MHoro10308B (iakoH 2-8°C 15°C-25°C 1 gac
30 MmunyTH
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Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKpOTpaMa MHKEKIIMOHHA
nucnepcus (eaHoa030BU (HIIAKOHHN)

Bakcunara e roroBa 3a ynotpe0a ciiesi pa3mMpassiBaHe.
Jla He ce paskiaiia Win paspex/a. 3aBbpTeTe JIKO (DIakoHa Cie/ pa3MpassBaHe U MPEean U3TETIISHE.

VBepere ce, 4e (IaKOHBT UMa CHHBO OTYYIBAILO CE Karaye ¥ HAMMEHOBAHHETO Ha IPOIYKTa €
Spikevax bivalent Original/Omicron BA.4-5. Ako ¢pnakoHBT € ChC CHHBO OTYYIIBAILO CE Karaye u
HaMMEHOBaHHETO Ha mpoaykTa e Spikevax bivalent Original/Omicron BA.1, mouns, HanpaBeTe
CIIpaBKa C KpaTKarta XapaKTepUCTHKa Ha IIPOJYKTa 3a GOpMyJIMpPOBKATA.

[penn ynotpeba pazmpasere BCEKH €HO1030B (DIaKOH, cIeBaliki yKa3aHUsTa 1Mo-101y. Beekn
€/THOJI030B ()JIAKOH WIJIM KapTOHEHATa ONMaKkoBKa, chabpkama 10 dakoHa, MoXke J1a ce pa3Mpasu Win
B XJIQJAWJIHUK, WU TP cTaliHa TeMrieparypa (Tabnuma 9).

Ta6auna 9. Yka3zanus 3a pasMpa3ssiBaHe Ha €IHO/1030BH ()JIAKOHU U KAPTOHEHH ONMAKOBKHU
npeau ynorpeoa

VYka3aHusi M NPOABKHTETHOCT HA pa3MpassiBaHe
Temneparypa Temnepatypa
HA
Onaxobka Ha Hpoxbxuremnoer | " | TIpoxbakurennoct
pasMpassiBane | Ha pasvpasssame | Do PadiB Ha pasMpa3ssiBaHe
(B XJIAIMJTHAK) (npu craiina
TeMIepaTrypa)
Ennonozos
q)iaK(Z)[H 2°C no 8°C 45 munyTH 15°C no 25°C 15 muHyTH
Kaprtonena
OHEKOBI(a 2°C o 8°C 1 9ac u 45 munytn | 15°C no 25°C 45 MuHyTH

Axo Qnakonute ce pazmpasssar npu 2°C go 8°C, octaBeTe Bceku (prakoH J1a MPEcTOM Ha CTaifHa
temueparypa (15°C mo 25°C) 3a npuban3ureHo 15 MUHYTH Ipeau MPUIIOKEHHUE.
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IIpunoxenue
Baxkcunara TpsiOBa /1a ce nmpuiiara HHTpaMycKyiHO. [IpenoYnTaHoTo MACTO € JENTOUTHUAT MYCKYJIT B
ropHata 4yacT Ha pbkaTa. He npunaraiiTe Ta3u BakCMHA UHTPABACKYJIAPHO, OJIKOXKHO WU

UHTPAJIEPMAITHO.

MHnoeo00306u praxonu

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MUKpOrpaMa MHXEKIIMOHHA
IIACIIEPCHS] B IPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA

I[a HC CC pa3Kiialla Win paspeikaa CbAbPKAHUCTO HAa TPCABAPUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA.

Bcesika npeaBapuTeHO HaTbJIHEHA CIIPUHIIOBKA € CaMo 3a €JHOKpaTHa ynoTpeba. Bakcunata e roroBa
3a ynotpe0a cien pazMpassiBaHe.

OT BCsiKa peIBAPUTEITHO HAIThJIHEHA CIIPHHIIOBKA MOXe 1a Obie mpuiioxkena efna (1) mosa ot 0,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 ce nocTaBs B €1HO/1030Ba, IPEABAPUTEIHO HAIThJIHCHA
cnpuHIoBka (6e3 uria), ceabpikama 0,5 ml (25 mukporpama enazomepas u 25 MUKporpama
nasezomepan) nPHK u TpsiOBa na ce pazMpasu mpeau npuiioKeHHe.

[penun ynmoTtpeba pazmpasere BCsKka MpEABAPUTEIHO HAITBIHEHA CIPUHIIOBKA, CIIC/BAWKH
WHCTPYKIUUTE 1M0-107y. CIPUHIIOBKUATE MOXeE J1a Ce pa3MpassiBaT B OJIMCTEPHUTE OMAKOBKHU (BCEKH
OymcTep ChIbpKa 2 TPEIBAPUTEITHO HAITBIHEHU CIIPUHIIOBKH) WIIM B caMaTa KapTOHEHa OTIaKOBKa, B
XJIAJUTHUK WK Ha cTaliHa Temmeparypa (Taonuua 10).
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Ta6auna 10. Yka3anusi 3a pasMpassiBaHe Ha MpPeIBAPUTETHO HANbJIHEHH CIIPUHIOBKA
KapTonenu onaxkoBku ¢ Spikevax bivalent Original/Omicron BA.4-5 npeau ynorpeta

YKa3aHus ¥ NPOABJKUTETHOCT HA pa3Mpa3siBaHe
| (A — Temneparypa
Temneparypa pox Ha
HUTEeJTHOCT IIpoasxuTeIHOC
OnakoBka Ha Ha pasmpazipan T Ha
pa3mpa3ssiBaHe e
pa3mpassB . pa3Mpa3ssiBaHe
(B XJIATUTHHK) (npu craiina
o aHe (MUHYTH)
(°cO) (vuHyTH) TeMImepaTypa)
(W)
IIpenBaputenHo
HaIbJIHEHA CIIPUHIIOBKA 2-8 55 15-25 45
B OJINCTEpHA OMIAKOBKa
KapTtonena onakoBka 2-8 155 15-25 140

VBepere ce, 4e IMETO Ha MPOAYKTA B IIPEIBAPUTETHO HAIIbIHEHATA CIIPUHIIOBKa € Spikevax bivalent
Original/Omicron BA.4-5. Ako nanmeHoBaHKMeTO Ha poaykTa € Spikevax bivalent Original/Omicron
BA.1, MoJs1, HampaBeTe CrpaBKa ¢ KpaTKata XapakTepUCTHKA Ha MPOyKTa 3a (opMyIupoBKara.

Ykazanus 3a paboma cvc Spikevax bivalent Original/Omicron BA.4-5 npeosapumentno nanvinenu
CNPUHYOBKU

. OcraBeTe BCsiKa IPEIBAPUTEITHO HAITBIHEHA CIIPUHITOBKA Ha cTaitHa Temmeparypa (15°C mo
25°C) B npoabibKkeHne Ha 15 MUHYTH IIpeu TIPUIJIOKEHUE.

o [a He ce pasknaiua.

o [Ipenu npunokeHue MpeIBapUTEIHO HAITBIHEHATA CIIPUHIIOBKA TPsOBa J1a ce oriesa 3a
HAJINYME HAa BUJIMMU YacTUIIHM U MPOMSIHA B IIBETA.

o Spikevax bivalent Original/Omicron BA.4-5 ¢ Gsuta 10 mourtu Osiia qucrnepcus. Moxe aa

CbAbpiKa Oenu unu NoJIynpo3pavyHr 4aCTULH, CBbP3aHU C MPOAYKTA. He annaraﬁTe, aKo
BaKCHUHATa € C IPOMCHCH LBAT WKW CbAbPXKA APYTU BUAUMU YaCTUIIU.

o Urnure He ca BKIIOYEHU B KAPTOHEHUTE OMAKOBKH HA MPEIBAPUTEIHO HAITBTHEHUTE
CIIPUHIIOBKHU.

o W3mnon3BaiiTe CTepuITHA UTIIA C TOIXOISAI pa3Mep 3a HHTpaMyCKylTHO nHxekrupane (216G umu
MO-THHKY HIJIN).

o OTcTpaHere Kanadykara OT CIPUHIIOBKara 4pe3 3aBbpTaHe B IOCOKa 00paTHa Ha YaCOBHUKOBATA
CTpenKa.

. [locTaBete urara, Karo s 3aBbPTUTE I10 IOCOKA HA YACOBHUKOBATA CTPEJIKA, TOKATO C€ 3aKPeTH
J00pe BbPXy CIPUHIIOBKATA.

. MaxHeTe Kara4ykara Ha UIjaTa, KOTaTo CTe€ TOTOBU 3a MPUIIOKEHHE.

. [Ipunoxere 1s1aTa 103a HHTPaAMYCKYITHO.

WsxBBpIisiHe

Hewnznon3BaHuAT IeKapCTBEH MPOMYKT WU OTIAIBYHHTE MaTepUaH OT HETO TPsIOBa Ja ce U3XBBPIIAT
B CHOTBETCTBHE C MECTHHUTE M3UCKBAHUSI.

7. HPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Ucnanus
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/20/1507/006

EU/1/20/1507/009
EU/1/20/1507/010

9. JATA HA IT'bPBO PA3PEINIABAHE/IIOJJHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

[ara Ha mppBo paspemasane: 6 sayapu 2021 r.
Jara Ha nocieano nmonHoBsBaHe: 3 oktoMBpu 2022 T.

10. [OATA HA AKTYAJIM3BUPAHE HA TEKCTA

IMoapo6ua uHbOpMAIHS 3a TO3U JICKApCTBEH MPOIYKT € MPeoCTaBeHa Ha yeOcaiita Ha EBporneiickara
areHIIMs 10 JieKapcTBaTa http://www.ema.europa.eu.
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INPUJIOKEHHUE 11
IMPOU3BOAUTEJIN HA BUOJIOI'MYHO AKTUBHOTO(MUTE)
BEHIECTBO(A) U TIPOU3BOAUTEJIN, OTTOBOPHU 3A
OCBOBOXIABAHE HA TAPTHUIN

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U U3NCKBAHMUS HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJOBUA NN OTPAHUYEHUS 3A BE3OITACHA "
E®EKTHUBHA YIIOTPEBA HA JIEKAPCTBEHUS TPOAYKT
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A.  NPOU3BOIUTEJIN HA BUOJIOI'MYHO AKTUBHOTOMTE) BEHIECTBO(A)
MNPOU3BOJUMTEJIN, OTTOBOPHU 3A OCBOBOKJIABAHE HA ITAPTU /U

Hme n aapeC HA MPOU3BOAMTCIINTE HA OHOJIOTUYHO aKTI/IBHOTO(I/ITe) BeH.[CCTBO(a)

LONZA AG
Lonzastrasse
3930 Visp

[IIBeiiapus

ModernaTX, Inc.
One ModernaWay
Norwood, MA 02062
CAIL

Lonza Biologics, Inc.
101 International Drive Portsmouth, NH 03801
CAIII

Me u agpec Ha IPOU3BOMTEINTE, OTTOBOPHHU 32 OCBOOOKIaBaHE HA NAPTUINUTE

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

28703. San Sebastian de los Reyes
Madrid

HUcnanns

Recipharm Monts
18 Rue de Montbazon
Monts, @pannus 37260

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

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

28037 Madrid

Ucnanusa

Patheon Italia S.p.a.
Viale G.B. Stucchi, 100
20900 Monza

Hranus

Patheon Italia S.p.A.

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

[levaTHata TUCTOBKA Ha JIEKAPCTBEHHS MPOIYKT TPsIOBa Jia ChIbpKa UMETO U ajpeca Ha
MPOU3BOJUTEIIS, OTTOBOPEH 32 OCBOOOXKIABaHETO Ha ChOTBETHATA MAPTH/IA.
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b. YCJOBHSA NN OI'PAHUYEHNS 3A TOCTABKA U YIIOTPEBA
JlexapCTBEHUSAT MPOAYKT €€ OTITyCKa IO JEKAPCKO MpEAMUCAHUE.
o O¢puuuanHo ocBodoKIaBaHEe HA MAPTHAN

CworiacHo wi. 114 ot upextusa 2001/83/EO oduimaaiHoTo 0CBOOOKIaBaHE HA TTAPTHINUTE CE
W3BBPIIBA OT AbPIKABHA JTAOOPATOPHSI WITH JIAOOPATOPHS, ONPEIeTICHA 3a Ta3H eI,

B. JPYI' YCJIOBUSA U U3NCKBAHUSA HA PASPEHLIEHUETO 3A YIIOTPEBA
. Ilepuoguynm akTyaJau3upanm aokjaaau 3a oezonacuoct (ITAIB)

WznckBanmsita 3a mogaBane Ha [IA/Ib 3a To3u ekapcTBEH MPOAYKT A IIOCOYEHH B CIIMCHKA C
pedepentHute natu Ha EBponerickus cpio3 (EURD cnucek), npeasuaes B wi. 1078, an. 7 ot
Hupektusa 2001/83/EO, 1 BbB BCUUKH CJICIBAIIM aKTyaJIM3alliH, yOJUKyBaHHU Ha
eBPOTEHCKHUs yeOImopTa 3a JeKapCTBa.

. YCJI0OBUs NWJIN OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TIPOAYKT

. ILnan 3a ynpasijenue Ha pucka (ITYP)

[Ipurexarensat Ha pa3pemerunero 3a ynorpeda (IIPY) TpsOBa na n3BbpiIBa N3UCKBAHUTE
JIEHHOCTH U ACHCTBHS, CBBP3aHHU C IPOCIIEAsIBAHE HA JIEKAPCTBEHAaTa 0€30MacHOCT, IOCOYEHH B
onobpenwust [TYP, npeacrasen B Moayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U BbB
BCUYKH ClI/IBAIU OJ0peHH akTyayin3anuu Ha [TYP.

Axtyanmsupas [IVP Tps6Ba na ce mopasa:

e 110 nouckBaHe oT EBpomneiickara areHuusl 1o JeKapcTBara;

e BUHArH, KOTaTO CE U3MEHs CHCTeMaTa 3a yIpaBIeHUE Ha PUCKa, 0OCOOCHO B pe3yiTaT Ha
nojy4yaBaHe Ha HOBa HH(POPMALHS, KOSTO MOXKE /1a I0BeJe 10 3HAYMMHU POMEHH B
CHOTHOILEHHETO 0JI3a/PUCK, WK CIIE JOCTUI'AHE Ha Ba)KEH eTall (BbB BPb3Ka C IPOCIeIsIBaHe
Ha JIEKapCTBEHAaTa 0E€30IIaCHOCT WJIM CBEXJaHE Ha PUCKA 10 MUHUMYM).
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INPUJIOKEHMUE III

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'O4030B ®JIAKOH)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Spikevax 0,2 mg/ml HEKEKIIMOHHA AUCIIEPCHST
nPHK Bakcuna cperry COVID-19 (mykneo3uano moaudurmpana)
ena3oMepaH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcekn MHOT01030B (hi1akoH chIbpka 5 ml.
Enna nosa (0,5 ml) ceapprka 100 Mukporpama enazoMepa.
Enna nosa (0,25 ml) ceabpxa 50 Mukporpama enasomepas.

3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomnu BemectBa: SM-102, xonectepo:, 1,2-aucreaponn-sn-raunepo-3-pocdoxonun (DSPC),
1,2- muMHPUCTOMII-FaC-rauepo-3-merokcumnoianermieHrinkon-2000 (PEG2000-DMG), TpomeTamon,
TPOMETAMOJIOB XHPOXJIOPH, OLIETHA KUCEINHA, HATPUEB alleTaT TPUXHUIPAT, 3aXapo3a, BoJa 3a
WHKCKIINH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WHXeKIMoHHA TUCTIEPCHS
10 MHOT0/1030BH (pI1akOHA

5. HAYUH HA INTPUJIOKEHUME U ITT(MIIIA) HA BBBEKXKJAHE

WHTpamycKyTHO IPUIIOKEHHE.
ITpexn ynotpeba mpoyereTe JINCTOBKATA.

OO0

3

5

CkaHupaiiTe TyK 3a JINCTOBKaTa Win nocerete www.modernacovidl9global.com.

6. CIIEIIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCAOCTHIIHO 3a JICIIa.

‘ 7. JAPYTI'U CHEHUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cexpanssa 3ampase mpH -50°C mo -15°C.

[IpodereTre MCTOBKATA 33 CpOKA HA TOJJHOCT CJIE] IbPBOHAYAIHO OTBAPSHE U 3a JOIIBIIHUTEITHA
nH(pOpMAIUsl OTHOCHO ChXPaHEHUETO.

CoxpansBaiiTe (prakoHa B KapTOHEHATa OTIAKOBKA, 32 Jla C€ MPEe/a3u OT CBETINHA.

10. CHELOHUAJIHU MPEANNASHU MEPKHU IMPU U3XBDBHPJSIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME M AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/20/1507/001

13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HMH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH WAEHTUPUKATOP — JIBYU3MEPEH BAPKO/1

JByn3mepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(HUKATOP.
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‘ 18. YHUKAJIEH WAEHTUOPUKATOP — JJIAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA MHOI'O4030B ®JIAKOH

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Spikevax 0,2 mg/ml urKEKIOHHA AUCTIEPCHST

uPHK Bakcuna cpeury COVID-19 (aykineo3uano Moauduuupana)
€1a30MepaH

i.m.

2. HAYUH HA ITPUJIOKEHUE

HHTpaMyCcKyITHO IPUIIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4, NAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

MHor0/1030B (h1aK0H
5ml

| 6. JIPYIO

OO0

L
=]

CkaHupaiiTe TyK 3a JINCTOBKaTa Win nocerete www.modernacovidl9global.com.
Jara/gac 3a U3XBBPIISIHE:
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'O4030B ®JIAKOH)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Spikevax 0,1 mg/ml HEKEKIIMOHHA AUCIIEPCHST
nPHK Bakcuna cperry COVID-19 (mykneo3uano moaudurmpana)
ena3oMepaH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku MHOT01030B (utakoH chabpika 2,5 ml. Enna mosa (0,5 ml) ceabpxka 50 Mukporpama
enazomepad. Eqna nosza (0,25 ml) ceappxa 25 MuUKporpama eina3zoMepaH.

3. CIIUCBK HA ITIOMOIIHUTE BEHIECTBA

[Homomnm BemectBa: SM-102, xonectepon, 1,2-aucteapounn sn riunepo-3-pocpoxomun (DSPC), 1,2-
JTUMHAPHUCTOMII-FaC-Tiuiepo-3-meTokcunonueTuaeHrmnkoia-2000 (PEG2000-DMG), TpomeTamor,
TPOMETaMOJIOB XHPOXJIOPU/, OLICTHA KUCEIHHA, HATPUEB alleTaT TPHUXHUIPAT, 3aXapo3a, BoJa 3a
WHKCKIINY.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HmkeKnnoHHa TUCTICPCUs
10 MHOT01030BH (hi1aKOHA

5. HAYUH HA INTPUJIOKEHUE U ITT(MIIA) HA BBBEKJAHE

HHaTpamMycKyITHO TPUIIOKEHHE
[Ipenu ynoTtpeda npoyereTe JIMCTOBKATA.

OO0

a2

5

CkaHupaiiTe TyKk 3a JJUCTOBKaTa WM nocerete www.modernacovidl9global.com.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA TELIA

Z[a C€ CbXpaHsABa HA MACTO, HEIOCTHITHO 3a CIIA.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXIEHUSA, AKO E HEOBXOANMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cexpanssa 3ampase mpu -50°C mo -15°C.

[Ipouerere nucToBKaTa 32 CPOKA HA TOJHOCT CJIE]| TbPBOHAYAIIHO OTBAPSHE U 32 JIOIBJIHUTEITHA
nH(pOpMAaIUsl OTHOCHO ChXPaHEHUETO.

CroxpansBaiiTe (1akoHa B KAPTOHEHATa OMAKOBKa, 3a JIa ce MPEJINas3u OT CBETJINHA.

10. CHELIHUAJIHU IPEAIIA3SHU MEPKHU INPU U3XBBPJISHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME M AJJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Wcnanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/002

13. TMAPTHUJAEH HOMEP

ITapTuna:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE J1a HEe ce BKIIIOUM HHpopManus Ha bpaiiioBa a30yka.

‘ 17.  YHUKAJIEH WIEHTH®UKATOP — IBYU3MEPEH BAPKO/|

JBynsmepeH 0apKo ¢ BKIIOYCH YHUKAJIECH HACHTU(HUKATOP.

‘ 18. YHUKAJIEH WIEHTH®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJIMHUYHHU
II'bPBNYHH OITAKOBKH

ETUKET HA MHOI'O4030B ®JIAKOH

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Spikevax 0,1 mg/ml HEKEKIIMOHHA AUCIIEPCHST

nPHK Bakcuna cpeury COVID-19 (aykineo3unno Moguduuupana)
€1a30MepaH

Lm.

2. HAYYH HA ITPNJIOKEHUE

HMHaTpamyCcKyIHO NPUIIOKEHNE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4, NAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIN

MHor0/1030B (h1aK0H
2,5ml

| 6. JIPYIO

OO0

a3

o
CkaHupaiiTe TyKk 3a JJUCTOBKaTa Wi nocerete www.modernacovidl9global.com.
JlaTta/gac 3a U3XBBPIISHE:
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (ITPEABAPUTEJIHO HAITBJIHEHA CITPUHITIOBKA)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Spikevax 50 Mukporpama HHXEKIIHOHHA TUCTICPCHS B ITPEABAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA
uPHK Bakcuna cperry COVID-19 (aykineo3unno Moauduirpana)
ena3oMepaH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Besika mpeBapUTETHO HATbJIHEHA CIIPUHIIOBKA chabpika 0,5 ml. Exqna mosza (0,5 ml) ceabpixa
50 MuKporpama ejazoMepaH.

3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomam BemectBa: SM-102, xonectepod, 1,2-aucteaponn-sn-raunepo-3-pocdoxonun (DSPC),
1,2- numMupuCTOWI-rac-raurepo-3-merokcumnoinermied rimukon-2000 (PEG2000-DMG), tpomeramont,
TPOMETaMOJIOB XHPOXJIOPHU/, OLICTHA KUCEIMHA, HATPUEB alleTaT TPUXHUIPAT, 3aXapo3a, BoJa 3a
WHKCKIINY.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HnxekuonHa qucnepcust
10 npeBapUTETHO HAITHITHEHH CIIPUHIIOBKA

5. HAYYH HA ITPUJIOKEHUE N ITBbT(MIIA) HA BBBEXKJIAHE

MHTpaMyCKyIIHO IPUIIOKEHUE
[Ipenu ynoTtpeda npoyereTe JIMCTOBKATA.
3a exHOKpaTHA yroTpeba

OO0

3

"

[=]

CkaHupaiiTe TyK 3a JINCTOBKAaTa WK nocerete Www.modernacovid19global.com.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHITHO 3a ACIA.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUA, AKO E HEOBXOANMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma ce chxpansiBa 3ampa3seH rnpu -50°C mo -15°C.

IIpoueTeTe TUCTOBKATA 332 CPOKA HA TOJHOCT U 3a JOMBIHUTENHA HH(OPMAIIUS OTHOCHO
CHhXPaHCHHETO.

ChxpaHsiBaiiTe MpeIBAPUTEIIHO HATbJIHEHATA CIIPHHIIOBKA B KAPTOHCHATA OMAKOBKa, 3a Jia ce
npeanasu OT CBET/IMHA.

10. CHELHMAJIHU ITPEAITASHU MEPKHU INPU U3XBBPJISSTHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME 1 AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEGA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/003

13. TAPTHUJAEH HOMEP

ITaptuna:

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPANJIOBA A3BYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JBynsMepeH 6apKoJI ¢ BKIIIOUCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH TAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJMHUYHHU
II'bPBNYHH OITAKOBKH

ETUKET HA ITPEJABAPUTEJ/IHO HAITBJIHEHA CIIPUHIIOBKA

1. NME HA JIJEKAPCTBEHUSA IMTPOAYKT U ITbT(MLIA) HA BBBEXKJIAHE

Spikevax 50 Mukporpama HHKEKITHOHHA JUCIIEPCHSI
ena3oMepan
Lm.

2. HAYUH HA ITPUJIOKEHUE

MHTpaMycKyJIHO NPUIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. HHAPTHUJIEH HOMEP

ITapTuna:

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJIUHUIIN

0,5ml

| 6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'O4030B ®JIAKOH)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 mukporpama)/ml urKkeKInoHHa
Jycnepcus

nPHK Bakcuna cpemry COVID-19 (aykieo3uano Moguduumupana)

eazoMepan/uMenazoMepan

2. OBSBSBAHE HA AKTUBHOTO(MTE) BEIHIECTBO(A)

Bceku MHOT01030B utakoH chabpika 2,5 ml. Enna mosza (0,5 ml) ceabpxka 25 Mukporpama
eazoMepaH u 25 MUKporpama nmenazomepan. Exqma mosa (0,25 ml) ceappxa 12,5 Mukporpama
ena3oMepan u 12,5 MuUKporpama uMenazoMepaH.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[Homomum BemectBa: SM-102, xonectepon, 1,2-aucteapounn sn riunepo-3-pocpoxonun (DSPC), 1,2-
JMMUPHUCTOWII-IAC-TIHLepo-3-MeTokcunoaueTmieHrukon-2000 (PEG2000-DMG), Tpomeramont,
TPOMETaMOJIOB XHPOXJIOPHJ, OLIETHA KUCEINHA, HATPUEB alleTaT TPUXHUIPAT, 3aXapo3a, BoJa 3a
WHKEKIINH.

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MrxekimoHHa Aucnepcus
10 MHOT0/1030BH (pI1akOHA

5. HAYUH HA ITPUJIOKEHUME U ITbT(MIIA) HA BBBEXKJAHE

HHTpamycKyTHO IpUIIOKEHHE
[Ipenn ynotpeba npoyereTe IMCTOBKATA.

CkaHupaiiTe TYK 3a JINCTOBKaTa WK nocerete www.modernacovidl9global.com.

6. CIIEIMAJIHO NPEAYHPEXKIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCAOCTHIIHO 3a [ICIIA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa 3ampa3seH npu -50°C no -15°C.

[Tpouerete nmcTOBKATA 3a CPOKA HA TOAHOCT CJIE IbPBOHAYAIHO OTBAPSIHE M 32 JOIBIHUTEIHA
MH(OPMAIISI OTHOCHO ChbXPaHEHHUETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a J1a ce MPEeANasu OT CBETJINHA.

10. CHEIWMAJIHU NIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME 1 AJJPEC HA IPUTEXKATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/005

13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[Ipuero € ocHOBaHuUE 1a HE ce BKIOYM nH(popMalus Ha bpaiiiosa a30yka.

‘ 17. YHUKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD
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‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJIAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA MHOI'O4030B ®JIAKOH

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Spikevax bivalent Original/Omicron BA.1 (50 pug/50 pug)/ml umKxeKIMoHHa UCIIEPCHS
nPHK Bakcuna cpeury COVID-19 (aykineo3unno Moguduuupana)
elazoMepan/uMenazoMepan

Lm.

2. HAYYH HA ITPNJIOKEHUE

HMHaTpamyCcKyIHO NPUIIOKEHNE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4, NAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIN

MHor0/1030B (h1aK0H
2,5ml

| 6. JIPYIO

OO0

a3

o
CkaHupaiiTe TyKk 3a JJUCTOBKaTa Wi nocerete www.modernacovidl9global.com.
JlaTta/gac 3a U3XBBPIISHE:
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (MHOI'OJ1030B ®JIAKOH)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 mukporpama)/ml urKkeKInoHHa
JCHepCHs

nPHK Bakcuna cpemry COVID-19 (nykieo3uano Moguduumpana)

elazoMepan/nuMenazoMepan

2. OBSBSBAHE HA AKTUBHOTOMTE) BEIHIECTBO(A)

Bcexu MHOTO1030B (hitakoH chabpxka 5 ml. Enna mosa (0,5 ml) ceappxka 25 mukporpama eixazomepas
u 25 MuKporpama uMenasomepan. Exaa noza (0,25 ml) ceaspika 12,5 Mukporpama egazoMepas u
12,5 mukporpama nMenazoMepa.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[Homomau BemectBa: SM-102, xonectepon, 1,2-aucteapounn sn riunepo-3-pocpoxomun (DSPC), 1,2-
JHUMUPHUCTOWI-IAC-TIHLepo-3-MeTokcunoaueTiwieHrukon-2000 (PEG2000-DMG), Tpomeramon,
TPOMETaMOJIOB XHPOXJIOPU, OLIETHA KUCEINHA, HATPUEB alleTaT TPUXHUIPAT, 3aXapo3a, BoJa 3a
WHKCKIINU

4, JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MrxekimoHHa Aucnepcus
10 MHOT0/1030BH (pI1akOHA

5. HAYUH HA ITPUJIOKEHUME U ITbT(MIIA) HA BBBEXKJAHE

HHTpamycKyTHO IpUIIOKEHHE
[Ipenn ynotpeba npoyereTe IMCTOBKATA.

CkaHupaiiTe TyK 3a JIUCTOBKATa WK nocetete Www.modernacovid19global.com.

6. CIIEIMAJIHO NPEAYHPEXKIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCIOCTHITHO 3a JICIia.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpansiBa 3ampaset npu -50°C go -15°C.

[Tpouerete nmcTOBKATA 3a CPOKA HA TOAHOCT CJIE IbPBOHAYAIHO OTBAPSIHE M 32 JOIBIHUTEIHA
MH(OPMAIISI OTHOCHO ChbXPaHEHHUETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a J1a ce MPEeANasu OT CBETJINHA.

10. CHEIWMAJIHU NIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME 1 AJJPEC HA IPUTEXKATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/004

13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[Ipuero € ocHOBaHuUE 1a HE ce BKIOYM nH(popMalus Ha bpaiiiosa a30yka.

‘ 17. YHUKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD
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‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJIAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHUKET HA MHOI'O030BUs ®JIAKOH

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXK/JIAHE

Spikevax bivalent Original/Omicron BA.1 (50 pug/50 pg)/ml umkeKIMOHHA IUCTIEPCHS
nPHK Bakcuna cpeury COVID-19 (aykineo3unno Moguduuupana)
eJlazoMepaH/uMenazoMepan

i.m.

2. HAYYH HA ITPNJIOKEHUE

HMHaTpamyCcKyIHO NPUIIOKEHNE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4, NAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIN

MHor0/1030B (h1aK0H
5ml

| 6. JIPYIO

OO0

a3

"
CkaHupaiiTe TYK 3a JINCTOBKaTa WM Tocetete WWw.modernacovid19global.com.
Jlata/gac 3a U3XBBPJISIHE:
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (EAHOJ0O30B ®JIAKOH)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKporpaMa HHKEKIIMOHHA JUCIICPCHS
nPHK Bakcuna cperry COVID-19 (mykneo3uano moauduimpana)
ena3oMepaH/uMeiazoMepaH

2. OBsBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku ennono3oB ¢uakon ceappka 0,5 ml. Eqna nosza (0,5 ml) ceappika 25 Mukporpama enazoMepan
U 25 MHKporpama UMena3oMepaH.

3. CIIUCBK HA ITIOMOIIHUTE BELHLIECTBA

[Homomnu BemectBa: SM-102, xonectepo, 1,2-aucteaponn-sn-raunepo-3-pocdoxonun (DSPC),
1,2- nuMHPUCTOMII-FaC-rauepo-3-merokcumnoaneTreHriukon-2000 (PEG2000-DMG), TpomeTamon,
TPOMETaMOJIOB XHPOXJIOPU/, OL[CTHA KUCEIHHA, HATPUEB alleTaT TPUXHUIPAT, 3aXapo3a, BoJa 3a
WHKCKIINH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HmkeKknoHHa TUCTIEPCUs
10 exHom030BH (h1akoHa

5. HAYUH HA INTPUJIOKEHUME U ITT(MIIA) HA BBBEXKJAHE

MHTpaMyCKyIIHO IPUIIOKEHUE
[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
3a exHOKpaTHA yroTpeba

OO0

L

5

CkaHupaiiTe TyK 3a JUCTOBKATa Wi niocerete www.modernacovidl9global.com.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT IOTJVIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHABa Ha MACTO, HCIOCTHITHO 3a JICIia.

‘ 7. APYTI'U CHEHNUMAJIHM ITPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ce cpxpansBa 3ampa3zeH npu -50°C no -15°C.
[Ipouerere MUCTOBKATA 3a CpOKa HA TOJHOCT U 3a JOIBIIHUTENHA HHGOpMAaNKs 3a ChbXpaHEHHe.
CopxpansBaiiTe rrakoHa BbB KAPTOHEHATa ONAKOBKa, 3a J1a Ce MPEANas3y OT CBETJIHHA.

10. CHELOHUAJIHU ITPEANTASHU MEPKHU INPU U3XBBPJISHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME M AJJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Wcnanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/008

13. TMAPTHUJAEH HOMEP

ITapTuna:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(DUKATOD

‘ 18. YHUKAJIEH TAEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHKET HA EJHO/JIO30B ®JIAKOH

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Spikevax bivalent Original/Omicron BA.1 25 Ug/25 pg HHKEKIIHOHHA AUCIIEPCHST
ena3oMepaH/uMeiazoMepaH
i.m.

2. HAYUH HA ITPUJIOKEHHUE

HHTpaMyCKyJIHO IPUIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. HHAPTHUJIEH HOMEP

Lot

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUILIA

Ennono3oB dhiakon
0,5ml

| 6. JIPYIO
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIIHA KAPTOHEHA OIAKOBKA (ITPEJIBAPUTEJIHO HAITBJIHEHA
CITPUHIIOBKA)

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MuKporpama WHXEKLIIHOHHA JUCIIEPCHUS
B IIPE/IBAPUTEIHO HAITBIHEHA CIPUHIIOBKA

nPHK Bakcuna cperry COVID-19 (mykneo3uano Mmoaudumpana)

ella30MepaH/uMena3oMepaH

2. OBSABSABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcsika npeaBapuTeTHO HalTbIHEHA CIPUHITOBKA chabpxka 0,5 ml. Eqna mo3za (0,5 ml) ceappixa
25 MHEKporpama ejaa3oMepaH U 25 MHUKporpama uMea3oMepaH.

3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

[Homomnu BemectBa: SM-102, xonectepo, 1,2-aucteaponn-sn-raunepo-3-pocdoxonun (DSPC),
1,2- nuMHPUCTOMII-FaC-raunepo-3-merokcumnoianermieHriukon-2000 (PEG2000-DMG), TpomeTamon,
TPOMETAMOJIOB XHPOXJIOPU, OLIETHA KUCEINHA, HATPUEB alleTaT TPUXHUIPAT, 3aXapo3a, BoJa 3a
WHKCKIINY.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

I/IH)KGKI_II/IOHHa AucCtiepcus
10 MNPpEABAPUTCIHO HAITBJIHCHU CIIPHUHIIOBKH

5. HAYUH HA INTPUJIOKEHUME U ITT(MIIIA) HA BBBEKXKJAHE

WHTpaMyCKyITHO MPHIIIOKEHUE.
[Ipenu ynoTtpeda npoyereTe JIMCTOBKATA.
3a emHOKpaTHA yroTpeba

OO

2

a

CKaHuMpaliTe TyK 3a IMCToBKaTa nam nocetete www.modernacovid19global.com.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCIOCTHIIHO 3a JICIia.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa 3ampa3seH npu -50°C no -15°C.

[TpouereTe nmcTOBKATA 32 CPOKA HA TOAHOCT U 3a JOIBIHUTENHA HHPOPMALHS 32 ChXpaHEHHUE.
CopxpaHsBaiiTe peIBApUTEIIHO HAITBTHEHATA CIIPHHIIOBKA B KAPTOHEHATA OIIAKOBKA, 32 Jia e
Mpeanasy OT CBETIHHA.

10. CHEIWMAJIHU NIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/007

13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[Ipuero € ocHOBaHuUE 1a HE ce BKIOYM nH(popMalus Ha bpaiiiosa a30yka.

‘ 17. YHUKAJIEH WAEHTUPUKATOP — JIBYU3MEPEH BAPKO/1

JByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

115



‘ 18. YHUKAJIEH WAEHTUOPUKATOP — JJIAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ITIPEABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Spikevax bivalent Original/Omicron BA.1 25 ug/25 Ug HHKEKITHOHHA AUCIIEPCHST
ea3oMepan/uMesTazoMepaH
i.m.

2. HAYUH HA ITPUJIOKEHHUE

HHTpaMyCKyJIHO IPUIIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. HHAPTHUJIEH HOMEP

Lot

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJIUHUIIA

0,5ml

| 6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'O4030B ®JIAKOH)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.4-5 (50 muxporpama/50 Mukporpama)/ml HHKeKIIHOHHA
Jucnepcus

nPHK Bakcuna cpemry COVID-19 (nykieo3uano Moauduumupana)

elazoMepan/JaBe3oMepal

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku MHOT01030B utakoH chabpika 2,5 ml. Enna mosa (0,5 ml) ceabpxka 25 Mukporpama
ea3zoMepaH u 25 MUKporpama masesomepan. Exna mo3a (0,25 ml) ceappika 12,5 Mukporpama
enasoMepaH u 12,5 Mukporpama 1aBe3oMepaH.

3. CIIMCBK HA TIOMOIIHUTE BEIIECTBA

[Tomomnu BemectBa: SM-102, xonectepod, 1,2-aucteaponn-sn-raunepo-3-pocdoxonun (DSPC),
1,2- numupucTOMI-rac-runepo-3-merokcunonuetmwieHrukon-2000 (PEG2000-DMG), Tpometamon,
TPOMETaMOJIOB XUIPOXJIOPHI, OLIETHA KUCEJIMHA, HATPUEB alleTaT TPUXKUIPAT, 3aXapo3a, Boja 3a
HHKEKIIAH.

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

HMmxekimoHHa Aucnepcus
10 MHOT0/1030BH (pI1akOHA

5. HAYUH HA ITPUJIOKEHUME U ITbT(MIIA) HA BBBEXKJAHE

HHTpamycKyTHO IpUIIOKEHHE
[Ipenn ynotpeba npoyereTe IMCTOBKATA.

CkaHupaiiTe TYK 3a JINCTOBKaTa WK nocerete www.modernacovidl9global.com.

6. CIIEIMAJIHO NPEAYHPEXKIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCIOCTHITHO 3a JICIia.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa 3ampaseH npu -50°C no -15°C.

[IpouereTe nuCTOBKATA 32 CpOKA HA TOJHOCT CJIE IbPBOHAYAIHO OTBAPSHE U 3a JOIBIHUTEIHA
MH(OPMAIIS OTHOCHO ChbXPaHEHHUETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAaKOBKa, 3a Jla ce IMPEAINa3u OT CBETJIMHA.

10. CHELHMAJIHU IIPEANIASHU MEPKHU INPU U3XBBPJISAHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME 1M AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEGA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

12.  HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/006

13. TAPTHJAEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMALIMSI HA BPAIJIOBA A3BYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM nHpopMarms Ha bpaiinosa azoyka.

‘ 17.  YHUKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

JIByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD
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‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJIAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA MHOI'O4030B ®JIAKOH

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Spikevax bivalent Original/Omicron BA.4-5 (50 pg/50 pug)/ml umkeknnoHHa UCIIEPCHS
nPHK Bakcuna cpeury COVID-19 (aykineo3unno Moguduuupana)
eazoMepan/JaBe3oMepaH

Lm.

2. HAYYH HA ITPNJIOKEHUE

HMHaTpamyCcKyIHO NPUIIOKEHNE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4, NAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIN

MHor0/1030B (h1aK0H
2,5ml

| 6. JIPYIO

OO0

a3

o
CkaHupaiiTe TyKk 3a JJUCTOBKaTa Wi nocerete www.modernacovidl9global.com.
JlaTta/gac 3a U3XBBPIISHE:
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (EJHOJ030B ®JIAKOH)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKporpamMa HHKEKITHOHHA
JHcHepcHs

nPHK Bakcuna cpemry COVID-19 (nykieo3uano Moauduuupana)
ella30MepaH/JaBe30MepaH

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHHIECTBO(A)

Bceku enHo030B ¢utakoH chabpika 0,5 ml. Enna nosa (0,5 ml) ceabpika 25 Mukporpama enazoMepan
1 25 MUKporpamMa gaBe3oMepaH.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ITomorrau BemectBa: SM-102, xonecrepoin, 1,2-mucteapoui-sn-riuiepo-3-pochoxonun (DSPC),
1,2- numMupUCTOMI-raC-ruiepo-3-merokcunonuetmwieHrukon-2000 (PEG2000-DMG), Tpometamon,
TPOMETaMOJIOB XHUIPOXJIOPHJI, OIIETHA KUCEIIMHA, HATPUEB alleTaT TPUXUIPAT, 3aXapo3a, BOjIa 3a
HMHKEKIIAHN.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxekuoHHa Jucnepcust
10 exHom030BH (h1akoHA

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

MHTpaMyCKyIIHO IPUIIOKEHUE
[Ipenn ynotpeba npoyereTe IMCTOBKATA.
3a egHOKpaTHA yroTpeba

OO0

L

5

CkaHupaiiTe TyK 3a JINCTOBKAaTa WK mocerete Www.modernacovid19global.com.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHITHO 3a ACIA.
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‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpansiBa 3ampaset npu -50°C o -15°C.

[Ipouerere nucTOBKATA 32 CpOKA HA TOJHOCT U 3a JOMBIHUTENHA HHGOpMALKs OTHOCHO
ChXPaHEHHETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMaKOBKa, 3a J1a c€ IMPEAIa3u OT CBETINHA.

10. CHELHUAJIHU IIPEANIASHU MEPKHU INPU U3XBBPJISAHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME 1M AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanusa

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/009

13. TAPTHJAEH HOMEP

ITaptuna:

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPANJIOBA A3BYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM HH(opMaius Ha bpaiinoBa a3oyka.

‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JIByr3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

123



‘ 18. YHUKAJIEH WAEHTUOPUKATOP — JJAHHHU 3A YETEHE OT XOPA

PC
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJMHUYHHU
II'bPBNYHH OITAKOBKH

ETUKET HA EJHOJ030B ®JIAKOH

1. NME HA JIJEKAPCTBEHUSA IMTPOAYKT U ITbT(MLIA) HA BBBEXKJIAHE

Spikevax bivalent Original/Omicron BA.4-5 25 Ug/25 g MEXKEKIIMOHHA TUCTIEPCHS
enazoMepan/ maBe3oMepan
Lm.

2. HAYUH HA ITPUJIOKEHUE

MHTpaMycKyJIHO NPUIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. HHAPTHUJIEH HOMEP

ITapTuna:

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJIUHUIIN

Ennono3oB dhakon
0,5ml

| 6.  JIPYIO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (ITPEJABAPUTEJIHO HAITBJIHEHA CITPUHITIOBKA)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKporpamMa HHKEKITHOHHA
JMCHEepCHs B IPEIBAPUTETHO HAITBJIHEHA CIIPHHIIOBKA

nPHK Bakcuna cpemry COVID-19 (nykieo3uano Moguduumupana)
ella30MepaH/JaBe30MepaH

2. OBSBSABAHE HA AKTUBHOTOMTE) BEIHIECTBO(A)

Bceku enno030B ¢uiakoH chabpika 0,5 ml. Enna nosa (0,5 ml) ceabpika 25 mukporpama enazoMmepan
1 25 MHKporpama JaBe30MepaH.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomorrau BemectBa: SM-102, xonecrepoin, 1,2-mucteapoui-sn-riuiepo-3-pochoxonun (DSPC),
1,2- numMupUCTOMI-raC-ruiepo-3-merokcunonuetmwieHrukon-2000 (PEG2000-DMG), Tpometamon,
TPOMETaMOJIOB XHUIPOXJIOPHJI, OIIETHA KUCEIIMHA, HATPUEB alleTaT TPUXUIPAT, 3aXapo3a, BOjIa 3a
HMHKEKIIAHN.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxekuoHHa Jucnepcust
10 npenBapuTEIHO HATBITHEHN CIIPUHIIOBKH

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

MHTpaMyCKyIIHO IPUIIOKEHUE
[Ipenn ynotpeba npoyereTe IMCTOBKATA.
3a egHOKpaTHA yroTpeba

OO0

L

5

CkaHupaiiTe TyK 3a JINCTOBKAaTa WK mocerete Www.modernacovid19global.com.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHITHO 3a ACIA.

126



about:blank

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpansiBa 3ampaset npu -50°C o -15°C.

[Ipouerere nucTOBKATA 32 CpOKA HA TOJHOCT U 3a JOMBIHUTENHA HHGOpMALKs OTHOCHO
ChXPaHEHHETO.

CoxpansBaiiTe MpeABAPUTEIHO HATbJIHEHATA CIPUHIIOBKA B KAPTOHEHATa OTIAKOBKa, 3a /1a Ce
Mpeanasy OT CBETIHHA.

10. CHEIWMAJIHM ITPEJAITASHU MEPKHU TP U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME 1 AJJPEC HA IPUTEXKATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12

Madrid 28002
Hcnanns
12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/20/1507/010
13. TMAPTUJIEH HOMEP
ITapTuna:
‘ 14. HAYHUH HA OTIHIYCKAHE
‘ 15. YKA3AHMUS 3A YIIOTPEBA
‘ 16. HMH®®OPMALINUA HA BPAMJIOBA A3BYKA

[Ipuero € ocHOBaHHUE J1a HE ce BKIOYM nHpopMalusa Ha bpaiiioa a30yka.

| 17.

YHUKAJIEH WAEHTUPUKATOP — JIBYU3MEPEH BAPKO/1

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(DHUKATOD
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‘ 18. YHUKAJIEH WAEHTUOPUKATOP — JJAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJMHUYHHU
II'bPBNYHH OITAKOBKH

ETUKET HA ITIPEABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA

1. NME HA JIJEKAPCTBEHUSA IMTPOAYKT U ITbT(MLIA) HA BBBEXKJIAHE

Spikevax bivalent Original/Omicron BA.4-5 25 Ug/25 g MEXKEKIIMOHHA TUCTIEPCHS
enazoMepan/ maBe3oMepan
Lm.

2. HAYUH HA ITPUJIOKEHUE

MHTpaMycKyJIHO NPUIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. HHAPTHUJIEH HOMEP

ITapTuna:

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJIUHUIIN

0,5ml

| 6. JPYTO
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b. JIMCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Spikevax 0,2 mg/ml unskeKMOHHA AUCTIEPCHS
Spikevax 0,1 mg/ml unskeKMOHHA AUCTIEPCHS
Spikevax 50 MuKporpamMa MHKeKIIMOHHA THCIIEPCHsI B NMPEIBAPUTETHO HAITbJIHEHA CIIPUHIIOBKA
uPHK Bakcuna cpemry COVID-19 (nykjeo3uaHo MoaupuuupaHa)
(COVID-19 mRNA Vaccine (nucleoside modified)
enazomepad (elasomeran)

vTosn JICKApCTBEH MPOIYKT MOJICKH Ha JOMBIHUTEIHO HabmoeHre. ToBa 1ie mo3BoIH 6bP30TO

yCTaHOBSIBaHE HA HOBA MH(POPMAIIUS OTHOCHO Oe3omacHocTTa. MoxeTe Jia 1ajfieTe CBOsI IPUHOC, KaTo
CHOOIIUTE BCSKA HEXETaHa Peakiiys, KOSATO CTe MOJTYyYMIH. 3a HAYMHA Ha ChOOIIIaBaHEe HA HEXKEITaHH

peaxIiu BUXKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHMMATEIHO SLJIATA JIMCTOBKA, PeIM 1A MOJYYUTEe TA3M BAKCUHA, Thil KaTO TS

ChABPKA BaxkHa 32 Bac nundopmanus.

- 3amazere Ta3u JUCTOBKA. MOXKe /1a Ce HAOXKH J1a 5T TPOYETETe OTHOBO.

- AKO UMaTe HIKaKBU JIOMBIHUTEITHHA BBIIPOCH, IonuTaiiTe Bamus ekap, papmareBt nin
METUITUHCKA CecTpa.

- AKO IOJIyYuTe HAKAKBU HEXKEJIaHU Peakiinu, yBeaoMeTe Baius nekap, GpapManesT uiu
MEIUIMHCKA cecTpa. ToBa BKIIIOUBA BCUYKU Bb3MOKHU HEOMMCAHU B Ta3U JUCTOBKA HEXKEJIaHU
peakuun. Bukre Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1. KakBo npencrasnsiBa Spikevax u 3a KakBO ce W3IM03Ba

2. Kakgo Tps6Ba ma 3Haete, npeau qa Bu 6b1e npunokena Spikevax
3. Kaxk ce npunara Spikevax

4. BBb3M0OKHM HEXETaHU pPEaKIUU

5. Kak na cexpansiBate Spikevax

6. ChIpprkaHre Ha OTIAKOBKATA U TOIBIHUTEIHA HHPOpMALUs

1. Kakso npeacrasiasia Spikevax u 3a KakBo ce U3110J13Ba

Spikevax e BakcuHa, u3noi3Bana 3a npeanassane or COVID-19, npuuunsasan ot SARS-CoV-2. Ts ce
Ipujiara Ha Bb3pacTHH U Jelia Ha 6 ¥ moBede Mecera. AKTHBHOTO BEIISCTBO B Spikevax e
unopmarmonna PHK (uPHK), konupama T. Hap. ,,uunos* nporeud Ha SARS-CoV-2. uPHK e
BrpajicHa B TUNUAHU HaHowacTuiu SM-102.

Twit kato Spikevax He cpabpka BUpYC, T He Moxke 1a Bu 3apasu ¢ COVID-19.

Kak geiicTBa BakcuHaTa

Spikevax cTumynupa ecTeCTBEHHUTE 3alUTH HA OpraHu3Ma (MMyHHaTa cucrema). Bakcunara neiicTsa,
KaTo Kapa OpraHn3Ma Jia MMPOU3BeXkIa 3ammTa (aHTHTENa) Cpelly BUpyca, KOWTO MPUIHHSBA
COVID-19. Spikevax u3mo/3Ba BEIIECTBO, HAPSUCHO HHPOPMAIIMOHHA PUOOHYKIICHHOBA KHCEIMHA
(nPHK), 3a na npenece nundopMarys, KoaTo KIETKHTE B OpraHu3Ma MOTaT Jia U3MOoJ3BaT 3a
o0Opa3yBaHe Ha IIUIIOB ITPOTEHH, KOKUTO CHIO C€ HAMHpPa U BHpXY BHupyca. Ciie; ToBa KISTKUTE
n3paboTBaT aHTUTEIA CPEILy IIUTIOBHS TPOTEUH, KOUTO Ja IOMOTHAT 3a OTOJILCKBaHE Ha BHpYycCa.
Toga mie momorue 3a 3amurarta Bu cpemry COVID-19.

2. KakBo TpsioBa 1a 3HaeTe, npeau 1a Bu 6b1e npuiio:kena Spikevax

BakcuHaTa He TPs0Ba 1a ce MpUJIara, ako CTe aJJePrudHH KbM aKTHBHOTO BEIIECTBO WIIH KbM
HSIKOSI OT OCTaHAJIUTE ChCTAaBKU Ha TOBA JIEKAPCTBO (M30POCHH B TOUKA 6).
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IIpenynpesxaeHusi U MpeIna3sHu MEPKH
I'oBopere ¢ Bamus nekap, papMaieBT Wil MEIUIIMHCKA CeCcTpa, Ipeau na Bu Obae npuioxeHa
Spikevax, ako:

- MIPeIN CT€ MMAJIH TEeXKKa, )KMBOTO-3aCTpaIllaBallia aJlepruyHa peaknus ciie] HHKEKTUPaHe Ha
HSIKaKBa JIpyra BaKCUHA WK ako Bu e npunarana Spikevax B MHHAIOTO.

- “MaTe MHOTO cllaba Wi KoMnpoMmeTnpaHa (oTciabeHa) UMyHHA CUCTeMa

- HSKOTa CTe TPUTIAIATH CIe WHXKEKIIHS C UTia

- “MaTe HapyIIeHHE Ha KPhbBOCHCUPBAHETO

- uMare BHCOKa TeMIlepaTypa Ml TeKKa MHEKINs; HO MOXe Jla ce BAKCHHUPATE, aKO UMaTe
JIEKO TTOBUIIIEHA TEMIIEpaTypa Wi HHPEKIUS Ha TOPHUTE AUXATEeITHH ITHTHUINA, TOA00HA Ha
MIPOCTya.

- MMaTe HIKaKBO CEPUO3HO 3a00IIsIBaHE

- HU3MUTBATE TPEBOKHOCT, CBHP3aHa C TIOCTABSIHE HA MHKEKIIUH.

ChInlecTBYBa IMOBHINIEH PUCK OT MHUOKAPIUT (BB3MAJICHUE HA ChPJCYHUS MYCKYIT) H IEPUKAPIUT
(BB3MaNIeHre Ha BHHIHATa OOBUBKA HA CHPIIETO, CHOOIIECHN CJIe BAKCHHAITUSA Che Spikevax (Bx.
To4Ka 4).

Te3u 3a001sIBaHKSI MOXKE Ja C€ Pa3BHSAT J0 HAKOJIKO JHU CJIC]] BAKCUHAIIMSATA U MPEJAUMHO B PAMKHUTE
Ha 14 nuu. Te ca HaOIIOIaBaHU MMO-YECTO MPU MO-MJIAJIH MBXKE U TI0-9€CTO CJIe/ BTopaTa /103a, B
CpaBHEHHE C ITbpBaTa J03a.

B noBeuero CJIydanl Ha MUOKapIuT 1 NEPUKApAUT HAaCThIIBa Bb3CTaAHOBSABAHEC. B msxon Clly4qau c€
HaJiara noaabp:KaHe ¢ MHTCH3MBHU I'PUKHU U Ca Ha6J'IIOI[aBaHI/I U ClIydyau CbC CMBbPTCH U3XOM.

Cren BakcuHaIys, TpsiOBa 1a ObAeTe OAUTEHH 3a MPU3HAIM HA MUOKAPAUT U TIEPUKAPANT, HAIPUMED
3a1yX, chprieOneHe i 00JKa B ThPANTE, U TPAOBa He3a0aBHO /1a IOTHPCUTE JIEKapcKa IMOMOII, aKO
TE HACTBIIAT.

AKo HAIKOE OT U30pOEHUTE MO-TOpe ce OTHAcs 3a Bac (unu He cTe curypHm), ToBopete ¢ Bamms nekap,
(hapMareBT WJIM MEIMIIMHCKA cecTpa, Ipeau aa Bu 6b1e npunoxkena Spikevax.

O0ocTpsiHEe HA CHHAPOM HA HAPYIIEHA KAMMMJISPHA MPOMYCKIABOCT

Cro0IIeHH ca HAKOJIKO cTy4vast Ha 000CTpsiHE Ha CHHIPOM Ha HapyIleHa KaluiisipHa POy CKIHMBOCT
(CHKII) (mpuauHsBAIT H3THYaHE Ha TEIHOCT OT MAJIKUTE KPHBOHOCHH ChIOBE (KAMIIIAPH ), KOETO
BOJIM JI0 OBP30 MMOJ/IyBaHE HA PBIETE U KpaKaTa, BHE3aITHO MMOBHUINIABAHE HA TETJIOTO U yCeIaHe 3a
MpUMaJisiBaHe, HUCKO KPBBHO HaJIsTaHe) CJe/l BAKCHHAIMS ChC Spikevax. AKO B MHHAJIOTO CTE UMAITU
ermm3onu Ha CHKII, roBoperte ¢ nekap, nmpenu aa Bu 061 npuiioskena

Spikevax.

IIpoabKUTETHOCT HA 3al[UTATA
Kakro mpu Bcsika BakcHHa, TbpBUYHATA 2-1030Ba BAKCHHAIIMOHHA cXxeMa rpu Spikevax Moxe Ja He
3aIUTH HAITBJIHO BCHYKHU, KOUTO S MOJy4aBaT, U HE € U3BECTHO KOJKO JBJITO IIl¢ OBJeTe 3alIUTCHU.

Jena
Spikevax He ce mpenopbuBa NpH Jiena o] 6-MeceyHa Bb3pacT.

Jpyru aexapctBa u Spikevax

TpsOBa na kaxere Ha Bamms nexap wim GapmaiesT, ako IpueMare, HaCKOpO CTe PUEMallH WK €
BB3MOXHO J1a IpHeMaTe APYTH JeKapcTBa. Spikevax Moske /1a MOBIMsIC HAa HAYMHA Ha ACHCTBHE Ha
JIPYTH JIEKApCTBa, KAKTO U JAPYTH JIEKAPCTBA MOTaT Jia OKa)aT BIUSHUE HA HAYMHA, 10 KOWTO JeiCTBa
Spikevax.

HmyHoKOMNIpOMeTHPAHU JTULA
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AKO cTe IMyHOKOMIIPOMETHPAHH, MOJKE J1a OJIy4uuTe Tpeta no3a Spikevax. EdukacHocTTa Ha
Spikevax, mopu ciem TpeTa m03a, MOXKeE Ja € MO-HICKa IPH MMYHOKOMIIPOMETHPAHH JuIla. B TaknBa
ciydan Ou TpsOBaJo Ja MPOIBIDKUTE Ja Clla3BaTe (PU3NUECKH MPEIa3Hu MEPKH, 3a J1a CIOMOTHETE 3a
npenorpatsaBaneTo Ha COVID-19. Ocsen ToBa 6mu3kute By KOHTaKTHH JTHIia TpssOBa 1a ObaaT
ChOTBETHO BakcuHUpaHu. OOChAeTE MOAXOMSIINTE HHANBUIYAIHU PEIOPBKH ¢ Barus nekap.

BpemMeHHOCT M KbpMeHe

Axo cte OpeMeHHa WK cMsITaTe, 4e MOXKe J1a cTe OpeMeHHa, TOChBeTBalTe ce ¢ Bamms nexap,
MeIUIMHCKA cecTpa WM (hapManeBT npenu na Bu ce moctasu Tasu BakcuHa. Spikevax Moxe aa ce
npuiiara o BpeMe Ha o6pemeHHoCT. ['onemustT odem ot nH(opMaIys, MoTydyeHa OT HaOMIOJEHUETO Ha
OpeMeHHU XEeHH, BAKCMHUPAHH ¢be Spikevax mo Bpeme Ha BTOpPUS U TPETHS TPUMECTBP, HE ITOKa3Ba
BaKCHHAIIMATA J]a UMa HeOIaronpusTHH epeKTH BbpXy OpeMEHHOCTTa MM HOBOPOJICHOTO. Makap ue
MHQOPMaIUITa OTHOCHO e(peKTUTE BhpXY OPEeMEHHOCTTa MM HOBOPOAEHOTO CJIe/l BAKCHHALIUS 10
BpeMe Ha IbPBUSI TPUMECTBP € OrpaHnydeHa, He ca HaOII0AaBa MPOMSHA 110 OTHOILLIEHHE Ha PUCKA OT
CIIOHTaHEH abopT.

Spikevax mMoxe Aa ce mpuiara B mepuoja Ha KbpMEHeE.

Ilopupane u padoTa ¢ MAIIMHU

He mo¢upaiite 1 He paboTeTe ¢ MalllMHMU, aKO HE C€ YyBCTBaTe M00pe ciell BaKCHHAIVSTA.
W3uakaiite, TOKaTO BCAKAKBH e(DEKTH OT BaKCHHATA OTIIYMST, IIPeIH 1a modupare Wi paboTUTe ¢
MaIITuHU.

Spikevax cbabp:ka HaATpHIA
ToBa nekapcTBO Chabpika mo-mMajiko ot 1 mmol matpwuii (23 mg) Ha 103a, T.e. MOXKeE J1a ce Kaxe, ue
MPAKTUKTHYCCKU HE ChIABPIKA HATPHIA.

3. Kak ce npuiara Spikevax

Ta6auna 1. lo3upoBka Ha Spikevax npu mbpBUYHA cepusl HA BAKCHHAIUS, TPU BAKCHHALMA C
TpeTa /1032 NPH Te;KKO MMYHOKOMIIPOMETHPAHU JIULA U OycTep 103U

KonnuectBo Ha | Bua BakcuHanms Bw3pact | Ho3a IIpenopbkn
AKTHBHOTO

BeIIeCTBO B

1030Ba

eTHHHIIA

Spikevax ITepBUYHA Ceprst Jluma wa | 2 (uBe) mo3u

0,2 mg/mi BB3pacT (0,5 ml Bcsika,

HHKEeKIIHOHHA 12 ropuHu | chabpKaIia

AUCHepcHs U To- 100 mukporpama

BB3pactan | nPHK)

IIpenopbuBa ce

ela Ha 2 (oBe) mo3u
Aen (a8e) 1 BTOpATa 71034 J1a ce

BB3pacT (0,25 ml Besika,

MIPUIIOKU 28 THU
ot 6 1o 11 | chabpxaria

cJie]] IbpBaTa A03a.
TOJUHH 50 mukporpama

nPHK, xoeto e
II0JIOBHHATA OT
IbpPBUYHATA
J103a 3a JIMIa Ha
12 1 moBeye
TOJIMHHN)

Tpeta no3a mpu nuua cbe | Jluna Ha 1 (enna) mo3za Tpeta no3a Mmoxe
CHJIHO OTclIabeHa BB3pacT 0,5 ml, Jla ce MPUITOKU
MMyHHa CUCTeMa 12 ronuHu | ChabpiKalia
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KonnuyectBo Ha | Bua BakcnHanms Bw3pact | Ho3a IIpenopbkn
AKTHBHOTO
BeleCTBO B
1030Ba
eIMHHULA
U T0- 100 mukporpamMa | Hail-MajaKo 28 qHH
Bb3pactHu | UPHK clieql BTopaTa 403a.
Jerma Ha 1 (emua) mo3a
BB3pacT 0,25 ml,
oT 6 110 ChAbpKAIIA
11 roguuu | 50 Mmukporpama
uPHK
Bycrep noza JIuna Ha 1 (enna) mo3a Spikevax moxe na
BB3pacT 0,25 ml, ce M3II0II3Ba 3a
12 ronuHN | chIBpIKaIIA HOJICUJIBaHE Ha
U To- 50 Mukporpama | UMyHHUTETa IPH
BBp3pacTH | ”PHK JIULA Ha Bb3pacT
12 u noseye
TOJMHHU, KOUTO ca
MOy YHITH
IbPBUYHA CEPHUs
cbe Spikevax mmu
I'bPBUYHA CEpHs,
CBCTOSIIIA CE OT
npyra uPHK
BaKCHHA WIN
aJIcHOBHPYCHA
BEKTOpHA BaKCUHA,
Hal-MaJKo
3 Mecena cien
3aBbpIIBaHE HA
'bPBUYHATA CEPUSL.
Spikevax [IbpBUuHa cepusf Heua Ha 2 (naBe) no3u
0,1 mg/mi BB3pacT (0,5 ml Bcsika,
HHKEKIIMOHHA ot 6 10 ChIbpIKallla
aucnepcus 11 rogunn | 50 Mukporpama
Spikevax nPHK Bcsxa)
50 Mmukporpama
WHKeKIMOHHA Jlena Ha 2 (aBe) no3u [IpenopbuBa ce
AHCIEpCHst B BB3pacT (0,25 ml Besika, | BTOpara go3a ma ce
NpeIBapUTETHO oT ChIbpiKallla NPUIOXKHU 28 THH
HANbJHEHA 6 mecena | 25 Mukporpama | ciej mbpBara J103a.
CIIPUHIOBKA * 10 uPHK, xoeto ¢
STOAMHYU | IOJIOBUHATA OT
I'bPBUYHATA
71032 3a Jiela Ha
BB3pacT oT 6 110
11 ronuam)*
Tpera no3a npu Jlena Ha 1 (enna) mo3a Tpera no3a Moxe
JIMLIA ChC CUIIHO OTClIa- BB3pacT 0,5 ml, Jia ce IPHIOKH
Oena uMyHHa cucTemat ot 6 110 ChAbpXKAIIA Hal-Mako 28 THU
11 rogunu | 50 MukporpaMa | cies BTopaTa A03a.

nPHK
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KonnuyectBo Ha | Bua BakcnHanms Bw3pact | Ho3a IIpenopbkn
AKTHUBHOTO
BEIEeCTBO B
1030Ba
eIMHUIA
Jerma Ha 1 (emua) mo3a
BB3pacT 0,25 ml,
oT ChIbpIKAIIA
6 mecenia | 25 MuKporpama
bi (e} nPHK*
5 roaunu
Bycrep mo3a JIvna Ha 1 (exma) mosa Spikevax moxe ma
BB3pacT 0,5 ml, ce M3II0JI3Ba 3a
12 ronuHu | chabpKaIia MOJICHJIBaHE Ha
U T10- 50 MukporpamMa | UMyHHUTETa IPH
Bb3pactHu | ”PHK JIMIIAa Ha Bb3PacT
6 1 moBeue
T'OJIHU, KOUTO ca
IOy YHIIA
IbPBUYHA CEPUSL
cbe Spikevax wnu
Heua Ha 1 (enna) mo3za IEPBUYHA CEPUS,
BB3pacT 0,25 ml, ceawp- | chCTOAIIA CE OT
ot 6 10 Kara 25 MUK- npyra uPHK
11 ronunu | porpama BaKCHHA WJIH
nPHK)* aJICHOBUPYCHA
BEKTOPHA BaKCHHa,
Haii-MaJIKo

3 Mecena cien
3aBbpIIBaHE Ha
bPBUYHATA CEPHS.

*He nznon3Baiite mpeIBapuTEIHO HAITbIHEHA CIIPUHIIOBKA 32 HHXKEKTHPAaHE Ha YaCTHYEH 00eM -

0,25 ml.

t3a mppBUYHHTE cepHU 3a JIMIIA Ha BB3pacT 12 U moBeye roJiHU TPsiOBa Jia ce U3Noi3Ba (prakoH ¢
kouneHrparus 0,2 mg/ml.
13a Tpera no3a npwu JMIA ChC CHITHO OTCIa0CHa MMYHHA CUCTEMa Ha Bb3pacT 12 v oBeUe roOANHH
TpsiOBa 11a ce u3non3ea (akoH ¢ konueHtpanus 0,2 mg/ml.

AKO nponycHeTe INIAHUPAHO NOceleHne 3a 2P* 1032 0T MBPBUYHATA BAKCHHAIIMOHHA CXEMA ChC

Spikevax

- AKO TpomycHeTe IJIaHUPaHO TOCeIIeHre, HacpodeTe Apyra BU3uTa npu Bamus nekap,
(hapmarieBT Wwin MEAUIIMHCKA CECTPa Bb3MOXKHO Hai-CKOPO.
- AKO MponycHEeTe TUTAaHUPaHa UHXKEKIUS, MOXKE J]a HE CTE HAII'BJIHO 3al[UTECHU CPEILY

COVID-19.

Bammusr nekap, ¢papmaneBT Wil MEAULIUHCKA CECTPa IIe HHKEKTUPAT BAKCHHATA B MYCKYJI
(MHTpaMyCKyITHa WH)KEKIHA) B TOpPHATa YacT Ha pbKarta Bu.

Cuaen Bcsika MHDKEKIMS Ha BakCUMHATa Bamwusr siekap, ¢papmaneBT Win MEAULMHCKA cecTpa 1ie Bu
HaO0JI0JaBaT 3a Hall-MaTKko 15 MUHYTH 3a MPU3HAIM HA aJIEPTUYHA PEAKIIHSL.

Axo nmaTte HIKaKBU AOI'bJIHUTCIIHA BBIIPOCHU, CBbP3aHU C yHOTpe6aTa Ha Ta3u BaKCHUHaA, IIOIUTANUTE
Bamms JICKap, Q)apMaueBT WM MCAUIIMHCKA CeCTpa.
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4, Bb3M0OKHU HeKeJTaHU pP€aKuumn

Kakro Bcuuku JICKApCTBA, Ta3 BAKCUHA MOXKC J1a MPCAU3BUKA HCIKCIIAHU PCAKIINU, BBIIPCKU UC HE
BCCKH I' TIOJTy4aBa.

[MoTwepceTe cHenIHa MeIUITMHCKA TIOMOIII, aKO TOJTYYHTE HAKOH OT CIECAHUTE MPU3HAIM U CHMIITOMH
Ha aJIEPTUYHA PEaAKIIHS:

- ycelllaHe Ha PUJIOIIaBaHe MU 3aMastHOCT;

- MIPOMEHH B CHPJICYHUS PUTHM;

- 3a1yX;

- XPUTIOBE;

- MOJTyBaHE HA YCTHUTE, JIMIIETO WK I'bPJIOTO;

- YPTHKAPHS WA OOPUB;

- raJicHe WM TIOBPBIIAHE;

- CTOMaIrHa 6oJKa.

FOBOpCTe ¢ Bamus JICKAp, aKO MOJYYUTC HAKAKBU JPYTr'U HCIKCIIAHU PCAKIUU.. Te moxe Ja BKJIIOYBAarT:

MHoro yectu (Moxe 1a 3acerHar noseue ot 1 Ha 10 gymm):

- Mo,TyBaHe/00JIe3HEHOCT B 00J1aCTTa HA TIOIMUIITHUTIATA

- HaMaJjeH aneTut (HaOJIF01aBaHo MPH JIelia OT 6 Mecera 10 5 TOIUHN)

- pasapa3HuTenHocT/ mwiad (HaOIroaaBaHo mpu ena ot 6 Mecena A0 S5 ToauHH)

- rj1aBo00JIHE

- Oe3cpHUe (HaOMOAaBaHO MU JIela oT 6 Mecena 10 5 roAuHN)

- rajgeHe

- MOBPBINAHE

- MYCKyJTHa 00Jka, OOJIKH B CTAaBUTE U CKOBAHOCT

- 00JIKa MK TIOJyBaHE Ha MSICTOTO Ha MHKEKTHpaHE

- 3a4yepBABaHE HA MACTOTO HA MHXKEKTUPaHe (KOETO MOHSIKOTa MOXKE J1a C€ TOSBU MPHUOIU3UTEITHO
9 10 11 aHwM ciell MHKEKTUPAHETO)

- yCelllaHe Ha CHUJTHA yMOpa

- BTpHCaHE

- [TOBHILIEHA TEMIIEpaTypa

Yecru (Moxxe aa 3acerHar 0 1 Ha 10 mymn):

- JHAPHSI

- 00puB,

- OOpHB WJIM YPTHKAPHS Ha MACTOTO HAa MH)KEKTHPaHE (HIKOM OT KOUTO MOJXKE Ja CE MOSABST
npubam3uTenHo 9 o 11 nHM ciieq HHKEKTUPAHETO)

Heuectu (Moxe na 3acersar 10 1 #a 100 mymm):

- ChpOeX Ha MACTOTO HA WHIKEKTUPAHE

- 3aMasHOCT

- Oonka B Kopema

- HaJIMTHAT, ChpOsL] 00puB (YpTUKapHsa) (KOMTO MOKE J1a ce MOSIBU OT MOMEHTa Ha MH)KEKTUPaHE
U J10 OKOJIO IBE CEIMHUIIM CJIE/l MHKEKTUPAHETO)

Penxu (Moxe na 3acernar g0 1 va 1 000 mymm)

- BPEMEHHO YBHUCBaHE Ha €[JHAaTa CTpaHa Ha JuieTo (mapanusa Ha ben)

- MOAyBaHE HA JIMLETO (II0yBaHe Ha JIMIETO MOXKE J1a Ce MOSBH IIPH JINNA, KOUTO Ca UMaln
KO3METHYHH WHXKEKIMH B JIUIIETO. )

- HaMaJIEHO YCEIIaHe 3a JIOMHP WIN CETHBHOCT

- HeoOHMUaiHO ycellaHe Mo KoXarta, KaTo U3TPhIIBaHEe WM MpaBydKaHe (MapecTe3ns)
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MHoro peaku (Morat ga 3acerfar 10 1 #a 10 000 mymm):
- Br3nanenue Ha cbpAcYHUS MYCKYJT (MHOKapINUT) WU Bh3MaJICHUE HA BhHITHATA 0OBHBKA Ha
CBHPIETO (TIEpUKAPIUT), KOETO MOKE Ja TOBEE 10 3aayX, ChpIieOMEHE TN OOJIKa B I'BPINTE.

C Heu3BeCTHA 4e€CTOTA

- TEXKH aJISPTUIHHU PEaKINH ChC 3aTPYIHECHO NUIaHe (aHAQMITaKCHs)

- peaxius Ha UMyHHATa CHCTEMa — TIOBUIIIEHa YyBCTBUTEIIHOCT MJIH HEMTOHOCHMOCT
(CBpBX4YBCTBUTEIIHOCT)

- KOXKHa peakius, 1moja (popMaTa Ha YepBEHU METHA WU OOPUB MO KOXKATa, KOWTO MOXKE Ja
U3TJIeX 1A KaTo ,,MUIIIeHA" 1IN ,,0MBOJICKO OKO** ¢ ThMHO YEPBEH IEHTHP, OKOJIO KOWTO MMa T10-
CBETJIM YEPBEHU KPBroBe (epurema MynTudopme)

- OTOK Ha BaKCUHUPAHUS KpalHUK, KOUTO 00XBaIa rojsma rJIoil.

- TEXKO MEHCTPYaIHO KbpPBEHE (IIOBEUETO CIy4an M3TJIeXk/Ia He ca CEPUO3HH U Cca C BPEeMEHEH
XapakTep)

- 00pHB, MPEeIU3BUKAH OT BHHIIICH CTUMYJI KaTO CIUTHO MOTJIAXKIaHe, YeCaHe WU HATUCK BBPXY
KoaTa (MexaHHMYHa YPTUKapHs)

Cbo0maBaHe HA He:KeJIAHH PeaKINA

AKO TIONTyunTe HAKAKBU HEeXKEJaH! peaklny, yBeJgoMere Bamms nekap, papManeBT nin MeITUIIIHCKA
cectpa. ToBa BKJIFOUBAa BCUYKH BH3MOYKHU HEOTIMCAHHU B Ta3M JUCTOBKA HEKEJIaHH peakiuu. MoxeTe
CBHIIO JIa ChOOIUTE HEXKEIAaHHU PEAKIIUH TUPEKTHO Ype3 HallMOHATHATA CUCTEMa 32 ChOOIIaBaHe,
mocodena B [Ipunoxxenue V. KaTo cho011aBaTe HeXENaHU peakiii, MOXKETe Ja JaieTe CBOS IPUHOC
3a MoJy4aBaHe Ha MoBeue HH(popMaIrs OTHOCHO 0€301acHOCTTa Ha Ta3u BaKCHHA.

5. Kak 1a cexpansiBate Spikevax

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

He n3non3Baiite Ta3u BakcHHA Cie CPOKa Ha TOJTHOCT, OTOCIISI3aH BBPXY €THKeTa ciel ,,[ omeH no*.
CpOKBT Ha TOAHOCT OTTOBAPSI HA MTOCIIEIHUS JIEH OT IMTOCOYSHUS MECEIT.

Wudopmanusra 3a cbxpaHeHHe, CPOK Ha FTOAHOCT U ynoTpeba n paboTa € onucaHa B paszena,
MpeIHa3HAuYeH 32 MEAULIMHCKY CIIeIMAINCTH B Kpasi Ha JINCTOBKATA.

He u3xBbpisiite nekapcTBaTa B KaHAIU3aLUATa WIM B KOHTEMHEpaA 3a JOMAIIHU OTIAIbIIH.
[MommTaiite Bamms papmaneBT kak 1a H3XBBPISATE JEKapcTBaTa, KOUTO BeUye He n3noin3Bate. Te3u
MEpPKH LI€ CIIOMOTHAT 3a OIla3BaHE HA OKOJIHATA Cpeaa.

6. Chabp:kaHue HA ONIAKOBKATA M JONbJIHUTETHA HHpOpManus

Kaxkso cpabp:xa Spikevax

Tadauua 2. CheTaB ciopel BUIa HA ONIAKOBKATA

KoanuecTBO Ha OnakoBKa Jo3a(u) CbcraB
aKTUBHOTO BellleCTBO
B /1030BAa €INHUIIA

Spikevax 0,2 mg/ml MHorozno3os Maxkcumym Enna nosa (0,5 ml) ceappxka
HH)KEKIMOHHA (hnakoH 10 mo3u 100 mukporpama ejazomMepaH,
aucnepcust mo 0,5 ml Bcska uPHK Bakcuna cpermy COVID-

19 (Bxarouena B SM-102
JIUMAAHA HAHOYACTHUIIH).

Makcumym Enna noza (0,25 ml) ceappka
20 mo3m o 0,25 ml | 50 muxporpama emazoMepax,
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KoanuecTBo Ha OnakoBka Ho3a(u) CbcraB
AKTHBHOTO BelIECTBO
B /1030Ba eIMHUIA

BCSIKA nPHK Bakcuna cpermy COVID-
19 (Bxarouena B SM-102
JIUIMUIHA HAHOYACTHUIIH).

Spikevax 0,1 mg/ml MHorozno3os 5 nosu Enna nosa (0,5 ml) ceappxka
HHIKEKIIHOHHA (hakoH mo 0,5 ml Bcska 50 Mukporpama eazomMepa,
aucnepcust uPHK Bakcuna cperry COVID-

19 (Bxarouena B SM-102
JIUMAAHA HAHOYACTHUIIH).

MakcuManHo Enna no3a (0,25 ml) ceappka
10 mo3m o 0,25 ml | 25 mukporpama exa3zomMepas,
BCSIKA nPHK Bakcuna cpermy COVID-

19 (Bxarouena B SM-102
JIUMAAHA HAHOYACTHUIIH).

Spikevax IpenBaputenno | 1 go3a no 0,5 ml Enna nosa (0,5 ml) ceappxka
50 Mmukporpama HaIbJIHEHA 50 Mukporpama eazomMepa,
HHIKEKIIHOHHA CIIPUHITOBKA Cawmo 3a nPHK Bakcuna cperry COVID-
JAUCHEPCHs B €JHOKpaTHa 19 (Bxarouena B SM-102
npeIBapUTETHO ynorpeba. JIMITUTHA HAHOYACTHIIH).
HaITbJIHEHA
CIPUHIOBKA He u3nomnsBaiite

HpEIBAPUTEITHO

HaIThJTHEHA

CIIPUHIIOBKA 3a
WHKEKTUPaHe Ha
YacTHYEH 00eM -
0,25 ml.

Enazomepan e eqHoBepmkHa 5’-kenupana napopmanuonna PHK (uPHK), npoussenena ¢
W3M0JI3BaHETO Ha Oe3kieThuHa IN Vitro tpanckpumnius ot chotBetHUTe JJHK-MaTpunm, koauparm
BupycHus mumnos (S) nporend Ha SARS-CoV-2 (opurunaiza).

Hpyrure cberaBku ca SM-102 (xenranekan-9-un 8-{(2-xuapokcuerun)[6-okco-6-
(YHIEIMIIOKCH)XEKCHIT |aMHHO } OKTaHOAT), X0oecTepod, 1,2-aucreaponn-Sn-riuko-3-pochoxoaH
(DSPC), 1,2-mumupucromi-rac-riurepo-3-merokcunonuerwienrankon-2000 (PEG2000-DMG),
TPOMETaMOJI, TPOMETaMOJIOB XHIPOXJIOPHA, OLIETHA KUCEJIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXapo3a,
BOJIA 32 MH)KEKLIUH.

Kak m3rnexna Spikevax u KakBO CbIbpka ONIAKOBKAaTA

Spikevax 0,2 mg/ml nmxkekuroHHA THUCTIEPCHS

Spikevax e Os71a 10 mouTH Osiy1a AUCTIEPCHs, JOCTABSIHA B CTHKIICH (hJIakoH ¢ 00eM 5 ml ¢ kaydykoBa
3aIynrajka ¥ YepBeHO OTYyIIBAIlla Ce KanaJde ¢ aTlyMUHUEeBa OOKaTKa.

Onakoeka: 10 MHOro1030BH (1akoHa

Spikevax 0,1 mg/ml umxkekuronHa nucnepcus
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Spikevax e 6s1a 10 mouTH Osila TUCTIEPCHS, KOSITO CE JOCTaBs B CTHKJIEH (I1akoH ¢ 0beM 2,5 ml ¢
KaydJyKoBa 3aIyIlaika i CHHHO OTYYIBAIIO CE Kanayue ¢ alyMHHUEeBa 00KaTKa.

OmnakoBka: 10 MHOT01030BH (pr1akoHa

Spikevax 50 MHUKpOIpaMa MHXXCKIIMOHHA JUCICPCHA B MPCABAPUTCIHO HAITBJIHCHA CIIPUHITOBKA

Spikevax e Os71a 10 mouTH Os1a AUCTIEPCHS, KOSATO CE TOCTABS B IIPEIBAPUTETHO HAITBITHCHA
CIIPUHITOBKA (IUKJINYCH 0JIe(PIHOB IMOIMMED) C T1aBa Ha OyTaloTo W MpeArna3Ho kanade (6e3 uria).

Besika onakoBka ChAbpiKa 5 Mpo3pavyHu 6J'II/ICT€pa, BCCKHU OT KOUTO ChbABPiKA 11O 2 npeaABAPUTCIHO
HaITbJIHCHU CIIPUHIIOBKH.

Omaxkoska: 10 MNpEABAPUTCIIHO HAITBJIHCHU CIIPUHIIOBKHU
IIpuTe:kaTes Ha pa3pellleHHETO 32 yNoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 PIt 12

Madrid 28002

Wcnanus

IIpousBoaurenu

3a MHOr0/1030BH (hJI1aKOHHU

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

28703. San Sebastian de los Reyes
Madrid

Hcnanns

Recipharm Monts
18 Rue de Montbazon
Monts, @pannus 37260

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

3a OpEABAPUTCIIHO HAITBJIHCHA CIIPUHIIOBKA

Rovi Pharma Industrial Services, S.A.
Calle Julian Camarillo n°35
28037 Madrid

HUcnanns

3a momrbIHATETHA WH(pOPMAIHSI OTHOCHO TOBA JICKAPCTBO, MOJISI, CBBPIKETE CE C JTIOKATHUS
MIPE/ICTAaBUTEN Ha MPUTEXKATEN Ha pa3pelIeHneTo 3a ynorpeoa.

Belgié/Belgique/Belgien Lietuva

Tél/Tel: 0800 81 460 Tel: 88 003 1114
Bbuarapus Luxembourg/Luxemburg
Temn: 0800 115 4477 Tél/Tel: 800 85 499
Ceska republika Magyarorszag

139



Tel: 800 050 719

Danmark
TIf: 80 81 06 53

Deutschland
Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

Elrada
TnA: 008004 4149571

Espaiia
Tel: 900 031 015

France
Tél: 0805 54 30 16

Hrvatska
Tel: 08009614

Ireland
Tel: 1800 800 354

Island
Simi: 800 4382

Italia
Tel: 800 928 007

Tel: 06 809 87488

Malta
Tel: 8006 5066

Nederland
Tel: 0800 409 0001

Norge
TIf: 800 31 401

Osterreich
Tel: 0800 909636

Polska
Tel: 800 702 406

Portugal
Tel: 800 210 256

Romaénia
Tel: 0800 400 625

Slovenija
Tel: 080 083082

Slovenska republika
Tel: 0800 191 647

Suomi/Finland
Puh/Tel: 0800 774198

Kvbmpog Sverige

TnA: 80091080 Tel: 020 1092 13

Latvija United Kingdom (Northern Ireland)
Tel: 80 005 898 Tel: 0800 085 7562

I[aTa Ha IOCJCIHO NMpepasrjekaaHne Ha JIMCTOBKaTa

CKaHHpaﬁTe Koaa C MOOUIHO yCTpOﬁCTBO, 3a J1a NOJIYy4YHUTC JIMCTOBKATA HAa PAa3/IMYHU C3UIU.

W mocerere URL https://www.ModernaCovid19Global.com

[TonpoOHa nHoOpMaLKs 3a Ta3u BaKCHHA € IIpejocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus mo
nekapcTBara: http://www.ema.europa.cu.

Ta3u nucToBKa € HanMuHa Ha Bcuuku e3unn Ha EC/ENII Ha ye6caiita Ha EBporieiickaTa areHIus mo
JIeKapcTBaTa.
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ITocouenara mo-a10ay I/IH(l)OpMaIII/IH € NMpeIHasHaAYeHa CaMoO 3a MEIUIIUHCKHA CIICHIHATUCTH:

IIpocnenumoct

3a nma ce momoOpy MPOCISAUMOCTTa Ha OWOJIOTMIHATE MEIUITUHCKA MTPOTYKTH, IMETO U TTAPTHIHUST
HOMED Ha MpIIaraHus IPOAYKT TpsIOBa Aa ObIaT sICHO 3alMCaHH.

CLXDaHeHI/Ie X NMIOArOTOBKA 34 NPUITOKCHHUC

Spikevax TpsOBa f1a ce mpuara ot 00y4eH MEIUIIUHCKH CIICITUAIHCT.
BakcuHara e roToBa 3a yrnorpe0a ciel pasmMpassBaHe.
Jla He ce paskialia win pa3pexia.

IIpenu npunokeHne BakCMHATa TPSOBa BU3YaITHO JIa CE TpEeTJie/ia 3a HaTu4re Ha BUIAUMHU JaCTHIIN U
MPOMSIHA B 1IBETA.

Spikevax e Os1a 10 moutn Os7a qucnepeus. Moxe aa cbabpika Oeny Wi MoMynpo3payHy YacTHIIH,
CBBp3aHu ¢ mpoaykTa. [la He ce mpuiiara, ako BAKCHHATA € C TPOMEHEH LBAT WM ChIbpPKa IPYTH HA
BUJI BUJIMMH YaCTHUITH.

@dakoHNTE U MPEIBAPUTEIIHO HAITBIHEHUTE CIIPUHIIOBKH Ja C€ ChbXpaHsABaT BbB ¢pusep npu -50°C oo
-15°C.

C’LXpaHHBaﬁTe (I)J'IaKOHI/ITe 1 IPCABAPUTCIIHO HAITBJIHCHUTC CIIPUHIIOBKH B KapTOHCHATA OIIAKOBKaA, 3a
Ja C€ mpeanassaT OT CBETJIMHA.

Spikevax 0,2 mg/ml npxekMoHHa AUCIIEPCUS B MHOTOJ030BH (DJIAKOHM C YEPBEHO OTUYIBALIO CE
Kamayue

Ot Bcexku MHOT01030B (i1akoH Moxe Aa ce u3terisr aecet (10) mo3u (mmo 0,5 ml Besika) wim
MakcumyM aBazecet (20) nos3u (o 0,25 ml Beska).

[IpenoppunTenHo e 1a mpoborkIaTe 3amylIajkaTa Ha pa3IndHo MCTO BCeKu IbT. He myHKTHpaiiTe
(hnakoHa ¢ YepBeHO Kamnave noseue oT 20 mbTH.

VYBepere ce, 4e (1aKOHBT MMa YEPBEHO OTUYIIBAIIO CE Karaye U HANMEHOBAHUETO Ha MPOJIYKTA €
Spikevax 0,2 mg/ml. Axo paakoHBT € ChbC CHHBO OTYYIIBAIIO CE Karaye 1 HAUMEHOBAaHHETO Ha
npoxaykra e Spikevax bivalent Original/Omicron BA.1 uinu Spikevax bivalent Original/Omicron
BA.4-5, Mons, HamipaBeTe CIpaBKa ¢ KpaTKaTa XapaKTepHCTHKA Ha MPOIyKTa 3a (JOpMYJIMpPOBKaTa.

Pa3Mpa3eTe BCCKHU MHOI'OJJ030B q)HaKOH npeau yrIOTpe6a, KaToO CJICABATC YKA3aHUATA MMO-A0JTY

(Ta6nuia 3). Koraro ¢uakoHbT € pa3Mpa3eH B XJIQJAWITHHUK, OCTABETE TO Ha CTailHa TeMIIepaTypa 3a
15 MuHyTH TIpEeIU TPUIIOKEHHE.
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Ta6auna 3. Yka3zaHus 3a pa3Mpa3siBaHe Ha MHOT0/1030BH ()MIAKOHM MPeIu ynoTpeda

Yxka3aHus M NPOIBJLKATEJHOCT HA pasMpa3siBaHe

TemmnepaTypa
Temneparypa | IIpoab/kur | Ha
paryp POX MpoabakuTeHOC
OnakoBka HA €JIHOCT Ha pasMpassiBan |
pa3Mpa3ssiBaHe | pa3MpassiBa | e
N pa3Mpa3siBaHe
(B XJIAIWJIHMK) | He (mpu craiina
TeMIeparypa)
24vacawu
MHoro10308 (iakoH 2-8°C 15°C - 25°C 1 vac
30 MmunyTH

Spikevax 0,1 mg/ml umxekMonHa AUucIepcus B MHOTOA030BU (DJIAKOHU ChC CMHBO OTYYIIBAIIO CE

Kama4de

OT BCeKu MHOT071030B (hJIaKOH MOKe J1a ce u3terir et (5) mosu (mo 0,5 ml Besika) Uil MakCHUMAJTHO
necert (10) mo3u (o 0,25 ml Besika).

JKenarenHo e Bceku mbT 1a MpoOHBaTe 3amyiaikara Ha pa3IndaHO MACTO.

VYBepere ce, 4e (pIaKOHBT UMa CHHLO OTUYYIBAIIO CE Karadye U HANMEHOBAHHUETO Ha TIPOJIYKTA €
Spikevax 0,1 mg/ml. Ako ¢GIakOHBT € ChC CHHBO OTUYIBAIIO CE Kanaye 1 HANMEHOBAHUETO Ha
npoxaykTa e Spikevax bivalent Original/Omicron BA.1 nim Spikevax bivalent Original/Omicron
BA.4-5, Mons, HartpaBeTe CIpaBKa ¢ KpaTKaTa XapaKTepHCTHKA Ha MPOIyKTa 3a JOpMyJIMPOBKaTa.

Pa3mpasere Bceku MHOT0/1030B (pIakoH npeaun ynorpeda, KaTo clieiBaTe yKa3aHUATA MO~y
(Tabnura 4). Koraro ¢uakoHbT € pa3Mpa3eH B XJIQAWITHHUK, OCTaBETE TO HAa CTallHa TeMIIepaTypa 3a
15 MuHYTH IpeH NPUIOKEHHE.
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Ta6auna 4. Yka3zanus 3a pa3Mpa3siBaHe Ha MHOT0/1030BH ()MIAKOHM MPeau ynoTpeda

YKa3aHud U NPOABIKUTETHOCT HA pa3Mpa3siBaHe
TemmnepaTypa
Temneparypa | IIpoab/kur | Ha
paryp POX MpoabakuTeHOC
OnakoBka HA €JIHOCT Ha pasMpassiBan |
pa3Mpa3ssiBaHe | pa3MpassiBa | e
N pa3Mpa3siBaHe
(B XJIAIWJIHMK) | He (mpu craiina
TeMIeparypa)
24vacawu
MHoro10308 (iakoH 2-8°C 15°C - 25°C 1 vac
30 MmunyTH

SDikeVﬂX 50 MUKpOIpaMa MHXXCKIIMOHHA AWCHICPCHA B IMPEABAPUTCIIHO HAITbJIHCHA COPUHITOBKA

Ja He ce paskiamia win pa3pexaa ChAbPKaHUEeTO Ha MPEIBAPUTEIHO HAITbITHEHATa CIIPUHIIOBKA.

Bcesika npeaBapuTenHO HaTbJIHEHA CIIPUHIIOBKA € CaMo 3a €JHOKpaTHa ynoTpeba. Bakcunata e rotoBa
3a ynotpe0a cien pa3MpassiBaHe.

OT Bcsika IpeABapUTENHO HAITbJIHEHA CIIPUHIIOBKA MOXKe 1a Obae npuiiokeHa eana (1) mosa ot 0,5 ml.
He u3non3Baiite nmpeaBapuTeIHO HAIIBIHEHA CIIPUHIIOBKA 32 MH)KEKTHPAHE Ha YacTHYEH 00eM -
0,25 ml.

Spikevax ce A0CTaBs B €THOZ030Ba, PEABAPUTEITHO HAITBIHEHA CIIPUHIIOBKA (0€3 UTJIa), ChIAbpIKaIla
0,5 ml (50 mukporpama) uPHK u TpsibBa 1a ce pa3Mpasu npeiy IpuiIoKeHue.

Ilo BpPEMC Ha CbXPAaHCHUC HAMAJICTC 10 MUHHUMYM H3JIaraHCTO Ha CTalfHO OCBETJIICHHE U M30SATBalTe
H3JIaraHCTO Ha IpsAKa CIbHYCBA CBCTIMHA U YITPABUOJICTOBA CBCTJIMHA.

[pexn ynotpeba pa3Mpasere BCsKa MPEIBApUTEIHO HAITBIHEHA CIIPUHIIOBKA, CIIEIBANKN
MHCTPYKUHUHTE T0-10Ty. CIPHHLIOBKUTE MOXeE Ja Ce pa3Mpas3siBaT B OJUCTEPHUTE OTIAKOBKH (BCEKU
OJiMcTep ChIIbprKa 2 PEBAPUTEITHO HAITBIHEHU CIPUHIIOBKK) WK B caMaTa KapTOHEHA ONaKOBKa, B
XJIaJWITHUK WK Ha cTaiiHa Temrieparypa (Tabnuma 5). Koraro cipuHiioBkara ce pampasu B
XJIIUITHHUK, OCTABETe sl Ha CTalfHa TeMIeparypa 3a 15 MUHyTH npeau npuiioKeHue.
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Ta6auna 5. Yka3zanus 3a pa3Mpa3ssiBaHe Ha NPeIBAPUTETHO HATBJIHEHH CIIPHHIOBKH H
KapTOHEHH ONMAKOBKH MpeAH ynorpeoda

Yka3anus v NpOIbJKATETTHOCT HA pa3Mpa3siBaHe
Temmnepatypa
Ha TIpoXbIKHTETHOCT Temneparypa Ha | IIpoab/KuTe IH
OnakoBka pa3Mpa3siBaHe pa3Mpa3siBaHe OCT Ha
Ha pa3Mpa3siBaHe N
(B (vuHyTH) (npu craiiHa pa3Mpa3ssiBaHe
XJAAUTHUK) y Temneparypa) (°C) (MUHYTH)
O
IIpenBapurenn
0 HallbJHeHa 2-8 55 15-25 45
CIPUHIIOBKA B
omucrep
Kaproneira 2-8 155 15-25 140
OITaKOBKa

VYBepere ce, 4e IMETO Ha MPOJYKTa Ha MPEABAPUTEIIHO HAIThJIHEHATA CIIPUHIIOBKA € Spikevax

50 mukporpama. Ako umeTo Ha npoaykra e Spikevax bivalent Original/Omicron BA.1 nim Spikevax
bivalent Original/Omicron BA.4-5, mois1, HamtpaBeTe CIpaBKa ¢ KpaTKaTa XapaKTepUCTHKa Ha
IPOJYKTa 32 TO3H ChCTAB.

Hucmpykyuu 3a paboma ¢ npedsapumenno HanviHeHume CHpUHYO8KU

OcTaBeTe BcsKa MPEIBAPUTEITHO HAIThJIHCHA CIIPUHIIOBKA Ha cTaliHa Temrieparypa (15°C o
25°C) B mpoabmkeHue Ha 15 MUHYTH TTpeau [PUIIOKEHUE.
Ja He ce pa3zknanmia.

[Ipenu npunokeHue MpeIBapUTEIHO HAITBIHEHATa CIIPUHIIOBKA TPSAOBa J1a ce oriesa 3a
HaJIMYUe Ha BUIMMH YaCTUIU U ITPOMSHA B IIBETA.

Spikevax e 6sa o mouTw Osta aucepcus. Moxke 1a Chabpika OelTd WiIH MTOIyIPO3padHH
YaCTUIIM, TIPUCHIIN Ha MpoaykTa. He nmpunaraiite, ako BaKCHHATA € C TPOMEHEH I[BST WIIN
CBHABPKA JAPYTH BUIUMU YACTHIIH.

Urnute He ca BKIIIOYCHU B KapTOHCHUTC OIMAKOBKU Ha NPCABAPUTCIIHO HAITBJIHCHUTC
CIIPUHIIOBKH.

W3non3Baiite cTepriTHA WA C TIOAXOAI] pa3Mep 32 HHTPaMYyCKYITHO HHxkekTrpaHe (21G wim
MO-THHKH HUIJIN).

OTcTpaHeTe Kamadykara OT CIPUHIIOBKATa Ype3 3aBbpTaHe B OCOKAa 00paTHA Ha YaCOBHUKOBATA
CTpeKa.

[TocTaBeTe urmnara, Karo s 3aBPTUTE T10 MOCOKA HA YACOBHUKOBATA CTPEITKA, IOKATO CE 3aKperu
JIoOpe BbPXY CIPHUHIIOBKATA.

MaxHeTe Karnaykara Ha Wrjara, KOrato CTe TOTOBHU 3a PUIIOKCHUE.

[Ipunoxkere nsnara 103a UHTPAMYCKYITHO.

Jla He ce 3ampa3sBa MOBTOPHO CIIEN pa3Mpa3siBaHe.

HsxBbpiisiHe

Hewusnon3pauusr JICKAPCTBCH IMPOAYKT WIX OTHAABYHUTC MATCPpHUAIN OT HCTO Tp$16Ba Ja CC U3XBBbPJIAT
B CBOTBCTCTBHUC C MCCTHUTC N3MCKBaHUA.
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Jlo31pOBKa ¥ cXeMa Ha IPUI0KEHHIE

Ta6auna 6. lo3upoBka Ha Spikevax npu nbpBUYHA cepusi HA BAKCHHALMS, TP BAKCHHALMS €
TpeTa 1032 NMPH JULNA ChC CHJIHO 0TCJIa0eHa HMYHHA CHCTeMa M 3a OycTep 1031

Baxkcunanusa

Spikevax 0,2 mg/ml
HHKEKIIUOHHA TUCIICPCUA

Spikevax 0,1 mg/ml
WHKEKIIMOHHA TUCTIEPCUs U
Spikevax 50 mukporpama
WHKEKIIMOHHA JTUCTIEPCHUs B
NpeIBAPUTETHO HANIbJIHEHA
CHPUHIOBKA™

IIbpBUYHA cepust

[IpenopruBa ce BTOpaTa 1032
OT ChIIlaTa BaKCHHA Ja Cce
MOoCTaBu 28 AHU clie] TbpBaTa
11032, 3a Ja C€ 3aBBPIIN KyPChT
Ha BaKCHHAIMSL.

Jluma Ha BB3pacT 12 ronunau u
MO-BB3PACTHHU
nee urxexuu mo 0,5 ml

Henpunoxumot

Hena Ha BB3pacT OT 6 TOJUHU
o 11 ronuan
nBe nmkexknuu 1o 0,25 ml

Heua Ha Bb3pacT oT 6 TOJUHU
1o 11 ronuan
nBse umxeknuu ot 0,5 ml

Henpunoxumo

Jletia Ha BB3pacT OT 6 Mecera
JI0 5 roguHu
IBe nHxeknuu mo 0,25 ml*

Tpera n03a npu 1una cbe
CHJIHO O0Tc1a0eHa MMYHHA
cucreMa

Haii-manko 1 mecerr ciien
BTOpAaTa J103a

Jluma Ha BB3pacT 12 ronunau u
MO-BH3PaCTHH
0,5ml

Henpunoxumod

Jera Ha BB3pacT OT 6 TOIUHU
1o 11 roguan
0,25 ml

Jlera Ha BB3pacT OT 6 TOOUHU
1o 11 ronuan
0,5 mi

Henpunoxumo

Jletia Ha BB3pacT OT 6 Mecera
0 5 TOAUHHU
IBe nHxeknuu mo 0,25 ml*

Bycrep no3a

Mosxe 51a ce MpUIIoKH Hail-
MaJko 3 Mecell CJIeI BTopara
n03a

JInna Ha BB3pacT 12 ronuHu U
M0-BB3pPacTHH
0,25 ml

JIuua Ha BB3pacT 12 rogunu u
MO-Bb3pPacTHU
0,5ml

Henpunoxumo

JInna Ha BB3pact 6 1 noBeue
TOJUHH
0,25 ml*

* He u3non3BaiiTe mpe/IBAPUTEITHO HATBIIHEHA CIIPUHIIOBKA 33 MHKCKTHPAHE Ha YACTHYCH 00eM -
0,25 ml.

t 3a mppBUYHKTE CEpHH 3a JIUIIA HAa Bh3pacT 12 U moBeue roJuHU TPAOBA Aa ce U3Mo3Ba (BIAKOH C
koHneHrparus 0,2 mg/ml.

1t 3a TpeTa 103a IPH JIMIA ChC CHIHO OTCIabeHa HMyHHA CHCTEMA Ha Bh3pacT 12 W moBeve roIuHu
TpsiOBa 1a ce u3mnoi3pa (aakoH ¢ koHnenrpanus 0,2 mg/ml.

KakTo npu BCHUYKH WHKCKIIMOHHN BAKCHHH, BUHATH TPsAOBa J1a ©Ma TOTOBHOCT 3a MOAXO/ISIIIO
MEUIIUHCKO JICUCHHE U HAOIOICHHUE B ClIyJal Ha aHAQUIaKTHYHA PEAKIUS CIIe]] MPIIOKCHHE Ha
Spikevax.

Jlumara TpsOBa ga ObaaT HAOIOIABAaHU OT MEIUITUHCKH CIICUANNCT Hai-Manko 15 MuHyTH cien
BaKCHHALMATA.
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Bucokom030Ba yeTHpHUBaIIeHTHA IPOTHUBOT PUITHA BAKCHHA MOXKE J1a C€ MPUIara eJHOBPEMEHHO ChC
Spikevax. Spikevax He Tps0Ba 1a ce cMecBa B €JHa U ChIlla CIIPUHIIOBKA C IPYTH BAKCHHU HIIH
JIEKapCTBEHU MPOAYKTH.

Ilpunoxenue

Spikevax TpsiOBa ga ce mpmiara MHTPaMyCKyIHO. 3a MPEATIOYUTAHE € ISTTOBHIHUAT MyCKYJI Ha
TrOpHATa YacT Ha phKaTa WM aHTepoJiaTepaliHaTa 4acT Ha OeIpoTo MPH KbpMadeTa U Maliku jena. He
MpHUJIaraiTe Ta3u BaKCHHA MHTPABEHO3HO MU TIOIKOKHO.

Mmnoeo00306u praxonu

IIpedsapumenno HanviHeHU CHPUHYOBKU

W3nomn3BaiiTe cTepuiiHa Uriia ¢ MOAXO A pa3Mep 3a HHTPaMyCKyJTHO HHKeKkTupane. OTcTpaHere
KaraykaTta OT IpeABapUTEIHO HAIThJIHEHATA CIIPUHIIOBKA Ype3 3aBhPTaHe B MOCOKAa 00paTHA Ha
yacoBHUKOBaTa cTpeiika. [loctaBeTe urnara, KaTo g 3aBbPTUTE MO MOCOKA HA YACOBHUKOBATA CTPEIIKA,
JIOKATO Ce 3aKpen J00pe BrPXY CIPHHIIOBKaTa. MaxHeTe Karadkara Ha WrjiaTta, KoraTo cTe TOTOBH 32
npunoxxenue. [Ipunoxere nsnara 103a UHTpaMycKyJTHO. MI3XBbpIieTe ClipuHIIOBKATA Ciie]| yIoTpeoa.
Camo 3a emHOKpaTHa ynoTpeoa.
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JlucroBka: undopmanus 3a norpeduTeNs

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 mukporpama)/m| un:keKuuoHHa
aucnepcus
Spikevax bivalent Original/Omicron BA.1
25 Mmukporpama/25 MUKporpaMa HH;KeKIIMOHHA THCIIepCHsl
Spikevax bivalent Original/Omicron BA.1
25 MHKporpama/25 MUKpoOrpamMa WHKeKIIHOHHA JIUCIIEPCHs B MPEIBAPUTEIHO HANTbJIHEHA
CIPUHIOBKA
uPHK Bakcuna cpemy COVID-19 (nyk/ieo3naHo MoauuIupana)
(COVID-19 mRNA Vaccine (nucleoside modified))
enasomepan/umenazoMmepan (elasomeran/imelasomeran)

vT031/1 JIEKapCTBEH MPOIYKT MOIJICKH Ha MOIMBITHUTETHO Habmonenne. ToBa 1e mo3Boim 0bp30TO

YCTaHOBSIBaHE Ha HOBa MH(OpMAIUs OTHOCHO Oe3omacHOCTTa. MoxkeTe Ja JafeTe CBOs MPUHOC, KaTo
CHOOIIUTE BCSAKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJYYMIN. 3a HAaYMHA Ha ChOOIIaBaHEe Ha HEXEIIaHU

peaKIuy BIDKTE Kpas Ha TOUYKa 4.

IIpoyeTeTe BHMMATEIHO HSJIATA JIUCTOBKA, MMPEAH Ja MOJYYHTe Ta3H BAKCHHA, Thil KaTo TS

ChIbPrKa BakHa 3a Bac undopmanms.

- 3amaseTe Ta3u JUCTOBKA. MoXKe 1a ce HAJIOXKU J1a 1 IPOUETETE OTHOBO.

- AKO UMaTe HSIKaKBU JOITBJIHUTEIHN BBIIPOCH, IoNUTainTe Bammms nekap, papmaneBT uin
MEINIHMHCKA CECTPA.

- AKO ToJTyuuTe HAKaKBU HEXEJIaHU peakuy, yBeaomere Bamus nekap, hapmanest win
MEAMIHMHCKA cecTpa. ToBa BKIFOUYBA BCUYKH Bb3MOXHHU HEONMCAHU B Ta3H JIUCTOBKA HEXEaHU
peakiuu. BrokTe Touka 4.

Kakso CbhAbpPiKa Ta3u JIUCTOBKA

—_—

Kakso npencrasissa Spikevax bivalent Original/Omicron BA.1 u 3a kakBo ce H3M0J3Ba

2. KakBo Tps0Ba 1a 3Hacte, npeau na Bu 6b1e nputoxkena Spikevax bivalent Original/Omicron
BA.1

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

4. Bb3M0XXHU HEKEJTaHU peaKLuu

5. Kak na cexpansiBate Spikevax bivalent Original/Omicron BA.1

6. ChbabpkaHue Ha ONIAaKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

1.  Kakso npencraisiBa Spikevax bivalent Original/Omicron BA.1 u 3a kakBo ce u3noJsi3Ba

Spikevax bivalent Original/Omicron BA.1 e BakcuHa, u3mos3Bana 3a npeanassane or COVID-19,
npuunHsaBaH oT SARS-CoV-2. Ts ce npuiara Ha BB3pacTHU | Jiela Ha 6 1 TOBeYe TOIUHHU.
AxrtuHOTO BemecTBo B Spikevax bivalent Original/Omicron BA.1 e uadopmarmonna PHK (uPHK),

KOZMpaIlia T. Hap. ,,imumoB nporend Ha SARS-CoV-2. uPHK e BrpajieHa B TUIMIHNA HAHOYACTHUIIH
SM-102.

Spikevax bivalent Original/Omicron BA.1 e camo 3a nuiia, KOMTO MIPEIH TOBA Ca MOIYYHIH IIOHE KypC
Ha IbpBUYHA BakcuHanus cpeiry COVID-19.

Twii kaTo Spikevax bivalent Original/Omicron BA.1 He chabpska BEpYC, TS He MOXe fa Bu 3apasu ¢
COVID-19.

Kak geiicTBa BakcuHaTa

Spikevax bivalent Original/Omicron BA.1 cTtuMymupa ecTeCTBEHUTE 3aIUTH Ha OpPraHu3Ma
(nmyHHaTa cucTeMa). BakcuHaTa feicTBa, KaTO Kapa OpraHu3Ma Ja MpOM3Bexk/1a 3aiuTa (aHTUTeNa)
cperny Bupyca, Koiro nmpuunnasa COVID-19. Spikevax bivalent Original/Omicron BA.1 usnon3sa
BEIIECTBO, HApEeUeHO HHpopMalmonHa pubonykienHoBa kucennna (MPHK), 3a na mpenece
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UHQOpPMAITHS, KOSITO KIIETKUTE B OPraHW3Ma MOTAT Jia M3MOJ3BaT 32 00pa3yBaHe Ha IIWIIOB ITPOTCHH,
KOHTO CBHIIO € ¥ BbpXY BUpyca. Cie ToBa KIETKUTe W3paboTBAT aHTUTENA CPEIly IIUTOBHS IPOTEUH,
KOHUTO Jia IOMOTHAT 3a OTOJ'bCKBaHE Ha Bupyca. ToBa 1e moMoTHe 3a 3ammuraTta Bu cperry
COVID-19.

2. KakBo Tpsi6Ba 1a 3Haete, npean Aa Bu 6bae npuiio:kena Spikevax bivalent
Original/Omicron BA.1

Bakcunara He TpﬂﬁBa Aa ce nmpuJjara, ako CTt¢ ajJJepruim KbM aKTUBHOTO BEIIECTBO UJIN KbM
HAKOSA OT OCTAHAJIUTC CbCTAaBKU HA TOBA JICKAPCTBO (I/I36p06HI/I B TOYKa 6)

IIpenynpesxxaeHusi U MpeaNna3sHu MEPKH
T OBOPCTC C Bammsa JICKap, (I)apMaueBT HJIn MCAUIMHCKA CeCTpa, Mpeau Aa Bu 6”[»,[[6 MPpUIIOKCHA
Spikevax bivalent Original/Omicron BA.1, axo:

- MIPeId CT€ UMAIIK TeKKA, )KHBOTO-3aCTpaIllaBallia aJileprudHa peakiys clie]] HHKEKTUPaHe Ha
HSKaKBa JIpyra BaKCHHA WK ako Bu e mpunarana Spikevax (opuruHanHa) B MHHAJIOTO.

- uMaTe MHOTO cjiada Win KoMIpoMeTupana (orciabeHa) UMyHHA CHCTEMa

- HiAKOra CTC MpuUIagain Cjaea MHXCKIHA C Uurjia

- HAMaTe HapylleHue Ha KPbBOCHCUPBAHETO

- “MaTe BICOKA TeMIIepaTypa WK TeXKa HH(EKIHs, HO MOXe Jla ce BAKCHHUPATE, aKO UMaTe
JIEKO TOBUIIICHA TEMITEpaTypa WK HHPEKIUS Ha TOPHUTE AUXATEITHH ITHTHUINA, TOA00HA Ha
MpOCTy1a.

- UMaTe HIKaKBO CEPHO3HO 3a00JIIBaHE

- H3IMUTBATC TPCBOKHOCT, CBbP3aHa C MOCTAaBAHC HAa MHXKCKIIUU.

CrlniecTByBa HOBHUIICH PUCK OT MUOKAPAHT (Bb3MAJICHUE HA ChPACUYHUS MYCKYJI) U IIEPUKAPIUT
(BB3nAJICHNE HA BHHIIIHATA OOBUBKA Ha CHPIIETO CHOOIICHHU CJIe]] BAaKCUHAIHS Che Spikevax (Bk.
TouKa 4).

Tesu 3a001sIBaHUS MOXKE JIa CE PA3BHUAT IO HAKOJIKO JTHU CJIE] BAKCHHAIUATA U TIPSTUMHO B PAMKHUTE
Ha 14 mau. Te ca HaOIIOaBaHY MMO-YECTO TIPH ITO-MJIAJTH MBKE U [TO-UECTO CIIe]] BTOpaTa /1032, B
CpaBHEHUE C ITbpBaTa J03a.

B noBeuero ClIy4an HaA MUOKApAUT U NCPUKAPAUT HACTHIIBA Bb3CTAHOBABAHC. B msxon CJIydau ce
Hajiara rnogabp>KaHe ¢ UHTCH3MBHU I'PUXKH U Ca Ha6JIIOI[aBaHI/I 1 ClIydau CbC CMBPTCH U3XO.

Cren BakcHHaIIUsA TPpsOBa 1a ObJeTe OMUTEIHU 3a IPU3HALIM HA MUOKAPIUT U ICPUKAPAMT, HAIPUMED
3a1yX, ChplicOMeHe uiu 00JIKa B ThPAUTE, U TPAOBa He3a0aBHO J1a IOTHPCUTE JIEKapcKa IMOMOII, aKO
T€ HACTBIAT.

AKO HsIKOE OT M30POEHHUTE ITO-TOpe ¢ OTHACA 3a Bac (Wiu He cTe curypHw), ropopere ¢ Barms jgekap,
(apmaneBT WM MEITUIIMHCKA cecTpa, peau aa Bu 0bae npunoxxena Spikevax bivalent
Original/Omicron BA.1.

O0ocTpsiHe HA CHHAPOM Ha HAPYIIEHA KalMJISIPHA MPOMYCKJINBOCT

CpoO0I1eHH ca HAKOJIKO ciy4asi Ha 000CTpsHE Ha CHHAPOM Ha HapyllleHa KaluIspHa IPOIMYCKIMBOCT
(CHKII) (mpuanHsBaIi U3THYaHe HAa TEYHOCT OT MAJIKUTE KPHBOHOCHHU CHJIOBE (KAITMIISIPH), KOETO
BOJHY 70 OBP30 MMOAyBaHe HA PBIETE U KpaKaTa, BHE3AITHO MMOBUIIABAHE HA TETIIOTO U yCEeIaHe 3a
MpUMasIBaHe, HUCKO KPBBHO HaJIsiTaHe) cliel BakCHHaLus cbe Spikevax (opuruHanna). AKo B
MHUHAJI0TO cTe umaiu enmzonaun Ha CHKII, rosoperte ¢ nekap, pean na Bu 6b/1e npuioxena Spikevax
bivalent Original/Omicron BA.1.
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IMpoAbLKATETHOCT HA 3aUIATATA
Kakro mpu Besika BakcHHa, TpeTara go3a Ha Spikevax bivalent Original/Omicron BA.1 moxe na He
3aIUTH HAITHJIHO BCUYKH, KOUTO s [IOJTyYaBat, i HE € U3BECTHO KOJIKO JBJITO Ie ObIeTe 3alUTCHH.

Jena
Spikevax bivalent Original/Omicron BA.1 He ce npemopbuBa mpw Aema 1Mo 6-roanIiHa Bb3pacr.

Jpyru nexapersa u Spikevax bivalent Original/Omicron BA.1

TpsibBa na kaxxere Ha Bamus siekap win papMaieBT, ako puemMaTe, HaCKOPO CTE IPHEMAITH WU €
BB3MOXKHO JIa Jla IpueMate Apyru jJekapcrsa. Spikevax bivalent Original/Omicron BA.1 moxe na
MOBJIMSIC HA HAUMHA Ha JICHCTBHE Ha IPYTH JIEKapCTBa, KAKTO U IPYTH JIGKapCTBa MOTAT Ja OKaXKaT
BIMSIHUE HA HAYMHA, 110 KOWTO neiictBa Spikevax bivalent Original/Omicron BA.1.

HMmyHokOMNIpoMeTHpPaHU JIULA

Edukacnoctra Ha Spikevax bivalent Original/Omicron BA.1 mMoxe aa e mo-HucKa npu
MMYHOKOMIIPOMETHpaHH Jinla. B TakuBa ciryuan Ou TpsOBaio Jja MPOJBIDKHTE JIa ClIa3BaTe
(u3mUecky npennasHu MEPKH, 3a Ja CIOMOTHeTe 3a npegoreparsianero Ha COVID-19. Ocsen ToBa
Osin3kuTe Bu KOHTaKTHM Juia TpsiOBa Ja ObIaT ChOTBETHO BakCHHHUpPaHU. OOCHICTE MOIXOISIINTE
WH/IMBUIyallHH MIPenopbku ¢ Bammst nekap.

BpeMeHHOCT 1 KbpMeHe

AKO cTe OpeMeHHa MU CMATaTe, Y& MOXKE Jla cTe OpeMeHHa, TIOChBeTRakTe ce ¢ Bamus nekap,
MeAMLMHCKA cecTpa win GapmaneBT npeau na Bu ce noctaBu Ta3u BakcuHa. Bee olue nuncsar naHau
3a ynorpebata Ha Spikevax bivalent Original/Omicron BA.1 mo Bpeme Ha 6pemeHHOCT. ["onemMusT
00eM nHpopMaIus, mojaydeHa oT HaboAeHUEeTO Ha OpEeMEHHH JKEeHH, BAKCHHUPAHU chC Spikevax
(opuruHanHa) 1Mo BpeMe Ha BTOPHS U TPETUSI TPUMECTHP, HE MOKa3Ba BaKCHHAIIMATA J]a HMa
HeOJIaronpuaTHU eeKTH BbPXY OPEeMEHHOCTTa MM HOBOPOACHOTO. Makap de nHpopManusaTa
OTHOCHO e(eKTHTE BbPXY OPEMEHHOCTTA MJIM HOBOPOAEHOTO CJIE] BAKCHHAILIMSA 10 BpEMe Ha IIbPBUS
TPUMECTBP € OTPaHn4eHa, He ce Ha0JIloJaBa MOBUIIIEH PUCK OT CIIOHTaHeH abopT. Tl kaTo pa3nukaTa
B ZIBaTa MPOJYKTa € CBbpP3aHa CaMo C LIMIIOBUS NPOTEUH BbB BAKCHHATA U HSMa KIMHUYHO 3HAUUMHU
pasmuku, Spikevax bivalent Original/Omicron BA.1 Mose ia ce u3noma3Ba o BpemMe Ha OpEMEHHOCT.

Bce orme nuricBat nanuu 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.1 no Bpeme Ha
KbPMCHE.

He ca ouakBat 06aue epektu BbpXy KbpMEHH HOBOPOACHHU/KbpMadeTa. [JaHHUTE OT )KCHU, KOUTO ca
KBPMHJIH CJIeTT BaKCHHAIMS Chbe Spikevax (OpuUTHHAIHA), HE ITOKa3BaT PUCK OT HEXKEJIaHW PEaKITHH
IpH KbpMEHH HOBOpOIeHI/KbpMadeTa. Spikevax bivalent Original/Omicron BA.1 moxe ma ce
Mpuiiara B repruojia Ha KbpMEHeE.

lodupane u padoTa ¢ MAIIUHU

He mogupatite 1 He paboTeTe ¢ MallIMHU, aKO HE CE YyBCTBaTe 0OpE Cie/l BAKCUHAIIMSITA.
N3zuakaiite, TOKaTO BCAKAaKBYU e(DEKTH OT BAKCHHATA OTIIYMST, MIPEIIH J1a MIopupaTe Wid padoTUTE C
MaIIfHA.

Spikevax bivalent Original/Omicron BA.1 ceabp:ka HaTpuii

ToBa nekapcTBO ChABbpKA Mo-Manko oT 1 mmol natpuii (23 mg) Ha 1032, T.€. MOXKE Ja ce Kaxe, 4e
IIPAaKTUKTUYECKU HE ChAbprKa HaTPUH.

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

Jluya na evspacm 12 200unu u no-6v3pacmmu

Iozara Spikevax bivalent Original/Omicron BA.1 e 0,5 mlce npunara more 3 mMecerna cien
MoCJIeIHATa MPEeAXo IHa 103a BakcuHa cpeiry COVID-19.

149



leya ma év3pacm om 6 0o 11 coounu
Iozara Spikevax bivalent Original/Omicron BA.1 e 0,25 ml ce mpumara mone 3 Mecela ciex
MOCJIeIHATA TIPEAXO0 IHA 1032 BakcuHa cperry COVID-19.

Bammwsr siekap, papmaineBT Wil MEAUIIUHCKA CECTpa IIe MHXKEKTHPAT BAKCHHATA B MYCKYJI
(MHTpaMyCKyITHAa WHXKEKIHA) B TOpPHATA YacT Ha pbKarta Bu.

Caen Bcsika MHKEKIIWS Ha BaKCUHATa Bamvst siekap, ¢papMalneBT Wil MeAUIIMHCKA cecTpa 1ie Bu
Ha0JI01aBaT 3a Hall-Malko 15 MUHYTH 3a MPU3HAIM HA aJIEPTUYHA PEAKIIHSL.

AKO UMaTe HIKaKBU JOITBJIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yHoTpebara Ha Ta3u BaKCHUHA, IIONHUTANTEe
Bamms nekap, ¢papManeBT WM MEIUIIMHCKA CECTpa.

Spikevax bivalent Original/Omicron BA.1 e moka3aHna camo 3a Jinia, KOUTO BEYe Ca MOJyYHIH TIOHEe
Kypc Ha mbpBU4HA BakcuHarws cpemy COVID-19.

3a Kypca Ha TbPBUYHA BAKCHHAIIUS MPH JIMIA HA 6 U MOBeYe FOJMHU BIDKTE JHCTOBKATa 3a Spikevax
0,2 mg/ml.

4, BB3MOXKHU HeKeJIaHU PeaKknun

Kakro Bcuuku JICKApCTBA, Ta3 BAKCUHA MOXKC J1a MPCAU3BHUKA HCIKCIIAHU PCAKIINHN, BBIIPCKHU Y€ HE
BCCKH I' TIOJTy4aBa.

HOTBpCCTe cnenHa MECIUIMHCKA ITOMOII, aKO IMOJIYy4YUTe HSKOH OT CJICIHUTEC MpU3HAIU U CUMIITOMU
Ha aJIEPTUYHA PEAKIIHS:

- yCelllaHe Ha MPUJIONIaBaHe WK 3aMastHOCT;

- MPOMEHU B ChPJCYHHS PUTHM;

- 3a1yX;

- XPUTIOBE;

- MOJTyBaHE HA YCTHUTE, JIMIIETO WIH I'bPJIOTO;

- YPTHKAPHS WA OOPUB;

- raJicHe WM TIOBPBIIaHE;

- CTOMaIrHa 6oJKa.

FOBOpCTe ¢ Bamus JICKAp, aKO MOJYYUTC HAKAKBU JPYTr'U HCIKCIIAHU PCAKIUU.. Te moxe Ja BKJIIOYBAarT:

MHoro yecTu (MoKe J1a 3acerHar noseue oT 1 Ha 10 aymm):

- o TyBaHe/00JIe3HEHOCT B 00J1aCTTa HA TTOIMUIITHUTIATA

- HaMaJIeH aneTuT (Ha0JIoJaBaHo IIpH Jera oT 6 Mecera 10 5 roauHmn)

- pasapa3zHUTETHOCT/TuIay (HabroJaBaHo IpH Jiena oT 6 Mecera 10 5 rouHm)

- rinaBobosme

- Oe3chHEE (HA0IIOIaBaHO MPH Jiela OT 6 Mecena 10 S5 TOUHH)

- rajicHe

- MOBPBIIIAHE

- MYCKyJTHa 00JKa, OOJIKH B CTAaBUTE U CKOBAaHOCT

- 00JIKa MIIK TIOJ{yBaHE Ha MSCTOTO Ha MHKEKTHUpPaHE

- 3a4epBsABaHE HA MIACTOTO HA MHXKEKTUpPaHe (KOETO MOHIKOTa MOXKE J1a C€ TOSBU MPHUOIU3UTEITHO
9 10 11 aHM cie MHKEKTUPAHETO)

- yCelllaHe Ha CHUJIHA yMOopa

- BTPHICaHE

- [TOBHIIIEHA TEMIIEpaTypa

Yectu (Moxke aa 3acerHar 0 1 Ha 10 mymn):
- JAapus
- 00puB,
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- 00OpHB WK YPTUKApHUs Ha MSCTOTO HA MHXKCKTHPAHE (HAKOM OT KOMTO MOXE J]a CE MOSIBSIT
npubau3uTenHo 9 1o 11 quu cien MHXXEKTUPAHETO)

HeuecTu (Moxxe na 3acersat n0 1 Ha 100 mymin):

- ChpOEK HA MIICTOTO Ha MHKCKTUPAHE

- 3aMastHOCT

- Oonka B Kopema

- HaJUTHAT, CHPOSIT OOpHB (YpTHKApHs) (KOWTO MOXE /1a Ce TTOSIBU OT MOMEHTA Ha HHXKCKTHpPAHE
1 JIO OKOJIO JIBE CEIMUIIH CIIE/T HMHKEKTHPAHETO)

Penxu (Moxxe 1a 3acerdar 70 1 Ha 1 000 gyrm)

- BPEMEHHO YBHCBaHE Ha €IHATa CTPpaHa Ha JUIETO (Tlapaian3a Ha ben)

- MoJTyBaHe Ha JIMIETo (TI0yBaHE HA JIMIIETO MOXKE JIa c€ TIOSBY MPH JIMIIA, KOUTO ca MMaJIH
KO3METUYHH WHKCKIIVH B JIUIIETO. )

- HaMaJICHO yCelllaHe 3a JIONHpP WIIK CETUBHOCT

- HeOoOWYaifHO yCelllaHe 10 KOKaTa, KaTo M3TPhIIBaHE WK MpaBy4YKaHe (I1apecTe3us)

MmHoro penxu (Morar jga 3acersar g0 1 va 10 000 pymm):
- Bwnb3nanenue Ha ChpACYHUS MYCKYJT (MHOKAPJIUT) VITH Bh3MAJICHHE HA BHHITHATA OOBHBKA HA
CBHpIETO (TIEpUKAPIUT), KOSTO MOXKE Ja TOBEE 10 3aayX, ChpIlcONeHe Wi OOIKa B T'BPIUTE.

C Hen3BecTHa YecTOTa

- TEXKH aJIepTUIHH PEaKINH ChC 3aTPYIHEHO NUIaHe (aHAMITaKCHs)

- peaxius Ha UMYHHATa CHCTEMa — MOBUIIEHA YyBCTBUTEIHOCT WJIM HEIIOHOCHMOCT
(CBpBX4yBCTBUTEITHOCT)

- KO’KHA peaxuys, moj (hopmMaTa Ha YepBEHH NETHA WM OOPUB 110 KOXKaTa, KOMTO MOXKE J1a
M3TIIEKIa KaTo ,,MUIIIeHA" WITH ,,0MBOJICKO OKO*‘ ¢ THhMHO YEPBEH IICHTHP, OKOJIO KOWTO MMa TI0-
CBETJIM YEPBEHH KPBIOBe (epuremMa MyaTudopme)

- OTOK Ha BaKCUHUPAHUs KpalHUK, KOWTO 00XBallla rojisimMa IO,

- TEKKO MEHCTPYaIHO KbpBEHE (II0BEUYETO CIIydau U3IIEeXK/1a HE Ca CEPUO3HHU U Ca C BPEMEHEH
XapaxTep)

- 00puB, peIN3BUKaH OT BHHILIEH CTUMYJI KaTO CUJIHO MOTJIaXIaHe, YeCaHe WM HaTHUCK BbPXY
KOXaTa (MexaHW4Ha yPTHKapHs)

Cro01iaBaHe HA HeJKeJIAHU PeaKnu

Axo MMOJIYYHTC HAKAKBU HEXKCIIAHU pCaKlINnU, YBEAOMETC Bamms JICKap, @apMaueBT NI MEAUIINHCKa
cecTpa. ToBa Bk/II0YBa BCHYKH BH3MOKHH HEOIMMCAHHU B Ta3H JIMCTOBKA HEKEIaHU PCaKIuu. Moxete
CBUIO J1a ChOOIIUTE HEXKEIaHH PEaKIMU TUPEKTHO Ype3 HAllMOHAJIHATA CHCTEMa 3a ChOOIIaBaHe,
nocoyeHa B [Ipunoxkenne V. Kato cho01maBare He:KeNaHU peaklum, MOKETE JIa JIaJIeTe CBOSI IPHHOC
3a MoJy4aBaHe Ha moBede HH(popMaIrs OTHOCHO 0€301acHOCTTa Ha Ta3u BaKCHHA.

5. Kak 1a chxpansBare Spikevax bivalent Original/Omicron BA.1

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

He n3non3Baiite Ta3m BakcHHA Cie CPpOKa Ha TOJTHOCT, OTOCINSI3aH BBPXY €THKETa ciel ,,[ omeH o,
CpOKbT Ha TOAHOCT OTTOBApSI HA MOCJEIHUA JEH OT MOCOYEHUS MECELL.

Wudopmanusra 3a cbxpaHeHHe, CPOK Ha FOAHOCT U ynoTpeba u paboTa € onucaHa B paszena,
MpeHa3Ha4YeH 32 MEAULMHCKY CIENMAINCTH B Kpasl Ha JINCTOBKATA.

He HSXBBpHHﬁTe JICKapCTBaTa B KaHa/IM3aluATa Uiu B KOHTeﬁHepa 3a JOMAalIHH OTIIaaAbIIN.

[MommTaiite Bamus papmaneBT kak 1a H3XBBPIATE JeKapcTBaTa, KOMTO Bede He u3non3sate. Te3n
MEpPKH LI CIIOMOTHAT 3a OIla3BaHE HA OKOJIHATA Cpeaa.
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6. Cumpmarme Ha OnMaKoBKaTa U J0ONIbJHUTEC/IHA I/lll(l)OpMalII/lﬂ

Kakso cbabpika Spikevax bivalent Original/Omicron BA.1

Tadauua 1. CheTaB ciopea BUIAa HA ONAKOBKATa

KoanuecTBO Ha AKTUBHOTO OnakoBka Ho3a(u) CbcraB
BelIECTBO B /1030Ba eIHHMIIA
Spikevax bivalent Original/Omicron | MHoromo3os 5 no3m Enna moza (0,5 ml)
BA.1 ¢makon 2,5 ml mo 0,5 ml ChIBpIKa
(50 muxporpama/50 Mmukporpama)/ml BCSKA WIH 25 Mukporpama
UHKEKIIMOHHA THCTIePCUs 10 no3u ot eazoMepaH u
0,25 ml Bcsixka | 25 mukporpama
uMena3oMepaH ,
MHoro0308 10 mo3mu uPHK BakcHHa cperiry
¢uaxon 5 ml no 0,5 ml COVID-19
BesKa (Brimrouena B SM-102
20 no3u ot B —_—
0,25 ml HAHOYACTHUIIN).
Enna mosa (0,25 ml)
ChIIbpIKa
12,5 mukporpama
enazoMepaH u
12,5 mukporpama
nmenazomepas, uPHK
BaKCHHA Cpenry
COVID-19
(Brimrouena B SM-102
JIUTIATHA
HAaHOYACTHUIIN).
Spikevax bivalent Original/Omicron | Ennomosos 1 no3a 0,5 ml | Eqna mo3a (0,5 ml)
BA.1 ¢makon 0,5 ml ChIIbpIKa
25 Mukporpama/25 mukporpama Camo 3a 25 Mukporpama
UHKEKIIMOHHA THCTIePCUs €THOKpAaTHA eazoMepaH u
ynotpeoa. 25 Mukporpama
- - — - nmenazomepad, uPHK
Spikevax bivalent Original/Omicron | [Ipensaputenno | 1 mno3a ot
BaKCHHA Cpelry
BA.1 HaITbJIHEHA 0,5ml
25 mukporpama/25 Mukporpama COVID-19
porp porp CHpUHLOBKA (Brimrouena B SM-102
WHKEKIIMOHHA JTUCTIEPCHs B Camo 3a —
NpeIBAPUTETHO HANTbJIHEHA €JHOKpaTHa
HaHOYACTHUIIN ).
CIIPUHIIOBKA ynoTpeoa.

Enazomepan e eqnoBepmwkHa 5’ -kenmpana uapopmanuonna PHK (nPHK), mpousBenena ¢
W3MOJ3BaHeTO Ha Oe3kieThuHa iN VitroTpanckpunus ot chotBeTHUTe JTHK-MaTpunm, koaupariu

BupycHus mwunos (S) nporenH Ha SARS-CoV-2 (opurunanua).

MmMenazoMepan eTHOBEpKHA, 5’ -kenupana napopmarmonna PHK (nPHK), nmponssenena ¢
W3I0JI3BaHETO Ha Oe3kJeThYHa IN Vitro Tpanckpumims oT cborBeTHUTEe JJHK-MaTpuim, koaupanm
IBITHOBEPUIKEH, KOJIOH-ONITUMI3UPAH BapHaHT ChC CTAOMIIM3UpaHa KoHPopMaIus peau Gy3usra
(K983P 1 V984P) na mmumnosusi (S) riaukonporend Ha SARS-CoV-2 (Omicron variant BA.1).
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Ipyrure cberaBku ca SM-102 (xenrragexan-9-mi 8-{(2-xunapoxcueriin)| 6-okco-6-
(YHIOCIIMIIOKCH ) XCKCHIT|aMHHO } OKTAHOAT), X0IecTepo, 1,2-aucTeapora-sn-rinko-3-pochoxonuH
(DSPC), 1,2-mumupucromi-rac-riunepo-3-merokcunonuermienrankon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETaMOJIOB XUIPOXJIOPHI, OLIETHA KHCEIIMHA, HATPHEB alleTaT TPUXUIPAT, 3aXapo3a,
BOJIa 32 HHKCKIINH.

Kak m3raexna Spikevax bivalent Original/Omicron BA.1 u kakBo ¢bIbp:Ka OMAKOBKAaTa

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 muxporpama) ml uekeKImonHa
TUCTICPCHUS

Spikevax bivalent Original/Omicron BA.1 e 6s1a 10 moutH 6s1a IUCIIEPCHS, KOSTO CE€ JOCTABs B
CTBKJIEH MHOT0/1030B (h1akoH ¢ 06em 2,5 ml wiu 5 ml ¢ KaydyKoBa 3amymiajka i CHHbO OTYYIIBAIIIO
ce Kamaye ¢ alyMUHHeBa 00KaTKa.

OmnakoBka:
10 muOTO030BM (pr1akoHa. Beekn dakon cpabpxka 2,5 ml.
10 muOTOMO30BHM (hitakoHa. Beekn dhakon cuaspika 5 ml.

He Bcuukn BHUIOBC OITAKOBKHU MOraT aa 6T>,Z[aT ITyCHATU Ha I1a3apa.

Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 MUKporpaMa MHKEKIIMOHHA AUCIIEPCHUS

Spikevax bivalent Original/Omicron BA.1 e 0su1a 70 mouTH 0su1a AUCTIEpCHs, KOSTO CE IOCTABS B
CTBKJICH €IHO1030B (1akoH ¢ ooem 0,5 ml, ¢ kayuyKkoBa 3amyIiajika i CHHbO OTUYIIBAIIIO CE Kamaye ¢
aJTyMHHHEBa OOKaTKa.

OmnakoBka: 10 eqHO1030BH (uiakoHa

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKporpaMa MHXEKIIMOHHA JUCIIEPCUS
B IIPEJIBAPUTEIHO HA'BIHEHA CIIPUHIIOBKA

Spikevax bivalent Original/Omicron BA.1 e 6s1a 10 ouTH Osu1a AUCTIEPCHs], KOSTO CE TOCTaBs B
NpeBAPUTEITHO HATBIHEHA CITPUHIIOBKA (IIUKIIHUYCH OJIC(HHOB MOJIUMEp) C II1aBa Ha OyTaIoTo U
mpeamnmasHo kanade (6e3 uria).

Besika onakoBka CbAbpiKa 5 mpo3pavyHu 6J'II/ICTCpa, BCCKHU OT KOUTO CbABpPiKA 11O 2 IpeaABAPUTCIHO
HAITbJIHCHU CIIPHUHIIOBKH.

Omnaxkoska: 10 MNpEABAPUTCIIHO HAITBJIHCHU CIIPUHIIOBKHU

IIpuTe:kaTes Ha pa3pellieHHETO 32 yNoTpeda
MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12

Madrid 28002
Hcnanns

IMpousBoaurean

Rovi Pharma Industrial Services, S.A.
Paseo de Europa, 50
28703. San Sebastian de los Reyes

Madrid
Hcnanns

Recipharm Monts
18 Rue de Montbazon
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Monts, ®pantus 37260

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

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

28037 Madrid

Ucnanus

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

20900 Monza,
Hranus

Patheon Italia S.p.A.

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

3a JOIIBJIHUTCIIHA I/IH(I)OpMaI_II/IH OTHOCHO TOBa JIEKaAPCTBO, MOJIA, CBBPXKETE CE C JIOKAJTHHUA

MpEACTAaBUTEIT HA MPUTEKATEIIA Ha pa3pCIICHUETO 3a yHOTp66a.

Belgié/Belgique/Belgien
Tél/Tel: 0800 81 460

bbarapus
Temn: 0800 115 4477

Ceska republika
Tel: 800 050 719

Danmark
TIf: 80 81 06 53

Deutschland
Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

E))rGoa
TnA: 008004 4149571

Espaiia
Tel: 900 031 015

France
Tél: 0805 54 30 16

Hrvatska
Tel: 08009614

Ireland
Tel: 1800 800 354
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Lietuva
Tel: 88003 1114

Luxembourg/Luxemburg

Tél/Tel: 800 85 499

Magyarorszag
Tel: 06 809 87488

Malta
Tel: 8006 5066

Nederland
Tel: 0800 409 0001

Norge
TIf: 800 31 401

Osterreich
Tel: 0800 909636

Polska
Tel: 800 702 406

Portugal
Tel: 800 210 256

Roménia
Tel: 0800 400 625

Slovenija
Tel: 080 083082



island Slovenska republika

Simi: 800 4382 Tel: 0800 191 647

Italia Suomi/Finland

Tel: 800 928 007 Puh/Tel: 0800 774198

Kvbmpog Sverige

TnA: 80091080 Tel: 020 1092 13

Latvija United Kingdom (Northern Ireland)
Tel: 80 005 898 Tel: 0800 085 7562

I[ara Ha MOCJICAHO MpepasrjacKaaHe Ha JUCTOBKaTa

CkanmnpaiiTe KoJa ¢ MOOMIIHO YCTPOMCTBO, 32 JIa TIOJTYYHTE JINCTOBKATA HA PA3INYHU €3UITH.

[=]7 ¢l [w]

L

o

[=]

W ocetere URL https://www.ModernaCovid19Global.com

ITonpoOHa uHOpMaIKs 3a Ta3u BaKCHHA € IIpejocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus 1mo
JeKapcTBara: http:/www.ema.europa.eu.

Ta3u nucToBka € HannyHa Ha BcuukH e3unm Ha EC/ENII Ha yeOcaiita Ha EBporielickaTta areHIus mo
JIeKapCcTBaTa.

ITocoyenara mo-aA0ay PIH(l)OpMaIII/lfl € MpeaHasHayeHa camMo 3a MEAUMIMUHCKH CIICEMUATUCTH:

IIpocnenumoct

3a Ja ce HOI[O6pI/I MMpoCICAMMOCTTA Ha OHOJIOTUYHUTE MCIUIUHCKU MMPOAYKTHU, UMCTO U MMAPTUAHUAT
HOMCP Ha Ipujiaranvus OpoaAyKT TpH6Ba Ja 6’LZ[aT SICHO 3aIliMCaHHU.

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 mukporpama)/ml nHxekmonsa
nucrepeus (MHOro030BM (DJIIAKOHU ChC CHHBO OTYYIIBAILIO CE Kamaye)

Spikevax bivalent Original/Omicron BA.1 tpsi6Ba ma ce npuiara oT 00ydeH MeIUIIMHCKN
CIICI[HAJIHCT.

Bakcunara e rotoBa 3a ynotpe0a ciiesi pa3mMpassiBaHe.
Jla He ce pa3kialia win pa3pexia.

IIpenn npunokeHne BakCUHATa TPSOBa BU3YATHO Jia CE TperJieia 32 HaJTu9Ihe Ha BUIUMH YaCTHIIHA U
MPOMSIHA B LIBETA.
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Spikevax bivalent Original/Omicron BA.1 e 6s1a 1o mouTu 6st1a gucrepcns. Moxe ia Chabprka Oemu
WJIH TIOJTYIIPO3pavHy YaCTHIIH, CBhP3aHH C MPOAYKTa. Ja He ce mpuiiara, ako BAKCHHATA € C IIPOMEHEH
IBSIT WK ChIbPKa APYTU HA BHJ BUAUMH YACTHIIH.

drakoHUTE 11a ce chXpaHsBat BbB ¢pusep npu -50°C go -15°C.

OT BCeku MHOT0/1030B (h1akoH Moxe Jia ce u3teryir net (5) wium gecet (10) no3u (mo 0,5 ml Besika), B
3aBHCHMOCT OT pa3Mepa Ha ¢urakoHa. OT BCEKHM MHOTOZI030B (hJIaKOH, B 3aBUCUMOCT OT 00emMa Ha
(akona, Mmoxe ma ce uzrersst gaeceT (10) wiu gBagecer (20) mo3u (o 0,25 ml Besika).

’KenarenHo € BCEKH BT Ja HpO6I/IBaTe 3alrynrajkaTta Ha pa3JIM4HO MACTO.

VYBepere ce, 4e (IaKOHBT HMa CHHBO OTUYIBAILO CE Kallaue ¥ UMETO Ha npoaykTa e Spikevax bivalent
Original/Omicron BA.1. Axo (1akOHBT HMa CHHBO OTYYIIBAIIIO CE Karaue i UMETOHA MPOLYKTa €
Spikevax 0,1 mg/ml unu Spikevax bivalent Original/Omicron BA.4-5, moJisi, HanpaBeTe cripaBKa ¢
KpaTKara XapaKTepUCTHKa Ha POJIyKTa 33 TO3U ChCTaB.

Pa3mpasere Bceku MHOT0/1030B (DIIaKOH Ipenu ynorpeda, KaTo clieiBaTe yKa3aHUATa MO-J0Iy
(Ta6nuia 2). Koraro ¢yiakoHbT € pa3Mpa3eH B XJIQJIWIHHUK, OCTaBETe TO Ha CTailHa TeMIIepaTypa 3a

15 MUHYTH TIpeId PUIIOKESHHE.

Tadnuua 2. Yka3aHus 3a pa3Mpa3ssiBaHe Ha MHOT01030BH (JIaKOHM NPeIH ynoTpeda

YKa3aHus ¥ NPOABJKUTETHOCT HA pa3Mpa3siBaHe
TemmnepaTypa
Temneparypa | IIpoab/kur | Ha
paryp POX IpoabakuTeIHOC
OnakoBka HA €JIHOCT HA pasmpasaBan |
pa3Mpa3ssiBaHe | pa3MpassiBa | e
. pa3Mpa3siBaHe
(B XJIATWJTHMK) | He (npu craiina
TeMIeparypa)
24acau u
MHoro10308B (iakoH 2-8°C 15°C-25°C 1 vac
30 munyTH
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Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKpOrpaMa MHKEKIIHOHHA JTUCIIEPCHS
(exH01030BH (DIIAKOHH)

Bakcunara e roroBa 3a yHOTpGGa CJICH pa3Mpa3ssaBaHC.

Jla He ce paskJialia Win pa3pex/a. 3aBbpTeTe JIeKo (GiaKkoHa Clie/l pa3Mpas3siBaHe U MPEIH BCSIKO
usternsiHe. PasMpasere BCceku e1HO1030B (UIAKOH Mpean yrnoTpeba, KaTo ClieABATE YKa3aHHSITA 110-
noiy. Beekn eHo1030B (piiakoH WM KapTOHEHA OMakoBKa, Chabpxkanm 10 ¢dakoHa, MOXe 11a ce
pa3MpassiBaT WM B XJIaJUIHUK, WK Ha cTaliHa Temmeparypa (Tabmuna 3).

Ta6auna 3. UHCTPpYKIUHM 32 pa3Mpa3siBaHe 32 eIHOA030BH (MJIAKOHH M KAPTOHEHH ONAKOBKH
npeau ynorpeoa

WHcTpyKIun 3a pa3MpassiBaHe H NPOIBIKHTETHOCT
T aTypa
Temnepatypa emmneparyp
OnaKoBKa Ha IIpoab/KkuTEIHOC HA IMpoabiakuTeIHOC
a3MpassiBaHe THa pasMpassiBane T Ha
(I:; Xﬂzll)zm JIHAK) pasMpa3ssiBaHe (mpu craiina pa3Mpa3ssiBaHe
TeMIeparypa)
Ennonmoso
cpigxé[}l ’ 2°C no 8°C 45 muHyTH 15°C no 25°C 15 munyTH
K
or?slfg;f:a 2°C no 8°C 1 vac 45 munyTH 15°C po 25°C 45 MuHyTH

Axo ¢naxonuTe ce pazmpasssar npu 2°C no 8°C, ocraBeTe BcekH (prakoH Ha cTaifHa TemImeparypa
(15°C o 25°C) 3a mpubnuzutTenHo 15 MUHYTH peau MpUIoKEeHHUE.

Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 MUKporpaMa MHKEKIMOHHA AUCIIEPCUs
B IPEABAPUTEIHO HANBJIHEHA CIPUHIIOBKA

He paskiaiaiite 1 He pa3pexxaaiTe ChbAbPAKAHUETO HA MIPEJBAPUTEIIHO HAIIbIHEHATA CIIPUHIIOBKA.

Bcesika npeiBapuTEHO HAITBJIHEHA CIIPUHIIOBKA € MTPeJHa3HA4YeH caMo 3a eIHOKpaTHa yrnorpeoa.
Bakcunata ce ocTaBsi rOTOBa 32 yHOTpeba clie/i pa3MpassiBaHe.

E,Z[Ha (1) J03a OT 0,5 ml Moxke Ja CC MPUJIOKHU OT BCAKA MPEABAPUTCIIHO HAITBJIHCHA CIPUHIIOBKA.

Spikevax bivalent Original/Omicron BA.1 ce nocrass B €1HOI030Ba, IPEIBAPUTEIHO HAITBITHEHA
crnpuHIOBKa (6e3 uria), ceabpkama 0,5 ml (25 mukporpama enazomepat u 25 MuUKporpama
umenaszomepan) UPHK u Tpsi6Ba fa ce pasmpasu npeau NpuiIoKeHue.

Ilo BpPEMC HA CbXPAaHCHUC MHHHMHSHpaﬁTG M3JIaraHeTo Ha CTaiiHa CBETIMHA U M30STBalTe H3IaraHeTo
Ha IIpsiKa CIbHYCBA U YJITPAaBHUOJICTOBA CBECTIIMHA.

Pa3mMpasere Bcsika mpeJBapUTEIHO HATBIHEHA CIIPUHIIOBKA MIPEAM yroTpeda, KaTo cieaBaTe
MHCTPYKUHUHUTE T0-10JTy. CIPHHLIOBKUTE MOXE Ja Ce pa3Mpas3siBaT B OJUCTEPHUTE ONIAKOBKH (BCEKU
osicTep, ChabpKalll 2 MpeaBapUTETHO HAITBIHEHU CIPUHIIOBKH) WIIM B caMaTa KapTOHEeHa OTaKOBKa,
WIN B XJIAJWJIHUK, WIK Ha cTaiiHa Temneparypa (Tabnuna 4). Korato cnpuHIoBKaTa ce pasmMpasu B
XJIAAWJIHUK, OCTaBETeE s Ha CTaiiHa TeMiiepaTypa 3a 15 MUHYTH npean NpuiIoKeHHe.

157



Tabauua 4. UacTpykuuu 3a pa3mpassiane 3a Spikevax bivalent Original/Omicron BA.1
NpeBAPUTETHO HATbJIHEHU CIPUHIIOBKU 1 KAPTOHEHH ONAKOBKY Mpeau ynorpeda

HHcTpyKnnu 3a pa3Mpa3siBaHe M NPOIbIKUTETTHOCT
Temneparyp
Temneparyp a Ha
a Ha [poabkuTesH | pasMpassiBa
IpoabKUTETHOCT HA
OnakoBka pa3MpassiBaH OCT Ha He (1pH
N pa3mpa3ssiBaHe
e(B pa3MpassiBaHe craiiHa
(MUHYTH)
XJATUJIHUK) (MUHYTH) TeMIepaTyp
©0) a)
O
IIpenBapurenHo
HaltbIHera 2-8 55 15-25 45
CIPUHIIOBKA B
onmcrep
Kaprorteria 2-8 155 15-25 140
OITaKOBKa

VYBepere ce, ue IMETO Ha IPOAYKTa Ha MIPEABAPUTEIHO HallbJIHEHATa CIPUHIIOBKA ¢ Spikevax bivalent
Original/Omicron BA.1. Axo umero Ha npoaykra ¢ Spikevax 50 mukporpama wm Spikevax bivalent
Original/Omicron BA.4-5, mo:s1, HanpaBeTe crpaBKa ¢ KpaTKaTa XapakTepHCTHKA Ha TPOAYKTa 32
Ta3u GOPMYIHPOBKA.

HHC‘mpyKL;MM 3a pa60ma C npedeapumeﬂﬂo HanwvjHeHume CnpuHyo6Ku

. OcraBeTe BCsKa IPEIBAPUTEITHO HAITBJIHEHA CITPUHITOBKA Ha cTaitHa Temmepatypa (15°C mo
25°C) 3a 15 MuHyTH ey NPUIIOKEHHE.

o Ja He ce paskiara.

o [pean npunoxeHHe MpeBapUTEIIHO HAITBIHEHATA CIIPUHIIOBKA TPsIOBa J1a ce orjiesaa 3a
HaJIMYUEC HAa BUJUMHU YaCTHIHU U IIPOMsAHA B IIBETA.

o Spikevax bivalent Original/Omicron BA.1 e Gsuta 1o mouTn Osina mucnepeus. Moxe na

ChIbpKa O€JIM WK TOJIyPO3pavyHy YacTUIM, CBP3aHu ¢ npoaykTa. He npumnaraiite, ako
BAaKCHHATA € C POMEHEH LBSIT WM ChABPKa APYTH BUOAUMHU YaCTHILIH.

o Urnute He ca BKIFOUYEHU B KAPTOHEHUTE OMAKOBKY Ha MPEBAPUTEITHO HAITBITHEHUTE
CIPUHLIOBKH.

. W3mnon3Baiite cTepuiIHa Uria ¢ MOAXOISIN pa3Mep 3a HHTPaMyCKYJTHO HiKekTupane (21 pasmep
WM TTO-THHKH UTJIH).

o OTcTpaHeTe Kamadkara OT COPUHIIOBKATa Ype3 3aBbpTaHE B MOCOKA 0OpaTHA Ha YaCOBHUKOBATA
CTpenKa.

. [loctaBere urnara, KaTo s 3aBBPTUTE 1O TIOCOKA HA YACOBHUKOBATA CTPETIKA, IOKATO CE 3aKPern

Jno0pe BbpXY CIPUHIIOBKATA.

MaxHeTe KamaykaTa Ha UIJaTa, KOrato CTe TOTOBH 3 MPUIIOXKEHHE.
o I[Tpusoxere 1s1aTa 103a HHTPAMYCKYITHO.

Crient pa3MpassiBaHe He 3aMpa3siBaiiTe MOBTOPHO.

UsxBBpIIsIHE

Hewnznon3BanusT nexapcTBEH MPOAYKT WU OTHAABYHATE MaTepHAII OT HETo TPsiOBa Ja ce M3XBbPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.

Jlo31pOBKa ¥ cXeMa Ha IPUI0KEHHIE

Jluya na év3pacm 12 200unu u no-6v3pacmmu
Iozara Spikevax bivalent Original/Omicron BA.1 e 0,5 ml, mpumoxena moxe 3 mMecena ciejt
MocJIeAHaTa IPeAXoIHa 103a BakcuHa cpeiry COVID-19.
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lleya na év3pacm om 6 0o 11 2oounu
Iozara Spikevax bivalent Original/Omicron BA.1 e 0,25 ml, mpuioskeHa mone 3 Meceria ciex
MOCJIeIHATA TIPEAXO0 IHA J103a BakcuHa cpenry COVID-19.

Kakro IIpU BCUYKH MHXCKIIMOHHNU BaKCUHU, BUHAru Tp}I6Ba Ja UMa rOTOBHOCT 3a IToAXO A0
MEIUITMHCKO JICUeHNE U HaOJIo/IeHne B CiTydail Ha aHa(I)I/UIaKTI/I‘IHa peakmys cien MpUIoKEHUE Ha
Spikevax bivalent Original/Omicron BA.1.

Jlurara TpssOBa aa ObaaT HAOJIOIABAHU OT MEIUIIMHCKH CIICHUAINCT Ha-Maliko 15 MUHYTH ciel
BaKCHHAIUATA.

Hsma naHHu 3a olieHKa Ha npuiokenuneTo Ha Spikevax bivalent Original/Omicron BA.1
eTHOBPEMEHHO ¢ pyru Bakcuuu. Spikevax bivalent Original/Omicron BA.1 e TpsiOBa 1a ce cMecBa B
€llHa ¥ ChIla CIIPUHIIOBKA C IPYT'M BAKCHHH WIIH JICKAPCTBEHH TPOTYKTH.

Ilpunoxenue

Baxkcunara Tpg6Ba a ce mpuiiara HHTpaMyCKyJTHO. 3a IPEAIOYNTaHe € IENTOBHAHUAT MYCKYJI Ha
ropHaTa 4acT Ha pbKaTa. He mpumaraiite Tazn BakCHHA HHTPABEHO3HO I ITOAKOXHO.

Mmnoeo00306u praxonu

IIpedsapumenno HanvIHeHU CNPUHYOBKU

W3non3BaiiTe cTepriiHA UTJIa C TIOAXO/ISII pa3Mep 3a HHTPaMyCKyJTHO HHxkekTrpane (21G umu mo-
ThHKA). OTCTpaHeTe KarmaykaTa OT MPeIBAPUTEITHO HAITbITHEHATa CIIPUHIIOBKA Upe3 3aBbPTaHE B
nocoka oOpaTHa Ha YaCOBHMKOBaTa cTpenka. [locTaBere urnara, Katro s 3aBbPTHTE 110 TIOCOKa Ha
YaCOBHHKOBATA CTPEJIKA, JIOKATO CE 3aKpemH JoOpe BLPXY CIPUHIIOBKATa. MaxXxHeTe Karnadkara Ha
UTJIaTa, KOraTto cTe TOTOBH 3a Ipuiioxenue. [lpuoxere 1suara 103a UHTpaMyCKyITHO. M3XBBpIere
CIIPHUHIIOBKATA cjiell ynoTpeba. CaMo 3a eIHOKpaTHa yrnorpeoa.
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JlucroBka: undopmanus 3a norpeduTeNs

Spikevax bivalent Original/Omicron BA.4-5
(50 muxporpama/50 Mmukporpama)/ml HHKeKIIMOHHA TUCTIEPCHS
Spikevax bivalent Original/Omicron BA.4-5
25 Mukporpama/25 MUKporpamMa HHKeKIIHOHHA JAMCIIePCHsT
Spikevax bivalent Original/Omicron BA.4-5
25 Mukporpama/25 MuKporpamMa WHKeKIIMOHHA JIUCIIEPCHs B MPEABAPUTEIHO HANTbJIHEHA
CIPUHIIOBKA
uPHK Bakcuna cpemy COVID-19 (Hyk/ieo3uaHo MoauuIupana)
(COVID-19 mRNA Vaccine (nucleoside modified))
ena3oMepan/maBe3omepan (elasomeran/davesomeran)

vTospI JICKaPCTBEH NPOAYKT IOJICKH Ha AOIBJIHUTEIIHO HaO o aeHue. ToBa 111e 03BoIH OBP30TO

YCTaHOBSIBaHE Ha HOBa HH(OpMAITUsi OTHOCHO Oe3omacHOCTTa. MoXkeTe Ja JajieTe CBOsI IPUHOC, KaTo
CHOOIIUTE BCSAKA HEXKEIaHA PeaKIlHs, KOSTO CTE MOJYUYMIN. 3a HauMHa Ha ChOOIIaBaHe Ha HEXEJIaHU

peakuuu BIKTE Kpasi Ha TOYKa 4.

IIpouereTe BHUMATEIHO LSIJIATA JIUCTOBKA, NIPEIM 1A MOJIYYHUTE TA3M BAKCUHA, Thil KaTO TS

ChAbpPiKa BakHa 3a Bac undopmanus.

- 3anaseTe Ta3u JIMUCTOBKA. MoOKe a c€ HATIOKU J1a 51 IPOYETETE OTHOBO.

- AKO MaTe HSIKaKBH JIOMBIHUTEIHN BBIIPOCH, TIONUTalTe Bamms iekap, papmaneBT uin
MEIUIMHCKA CECTpa.

- AKO MoNTyuHnTe HAKAKBU HEXEJIaHU peakluy, yBeaomere Bamms igekap, papmaneBT win
MEJUIMHCKA cecTpa. ToBa BKIIIOYBA BCUYKH Bb3MOKHHM HEOIIMCAHU B Ta3U JIMCTOBKA HEXKEJIAHU
peakuuu. Bikre Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

1.  Kakso npencrasisBa Spikevax bivalent Original/Omicron BA.4-5 u 3a KakBO ce H3I10JI3Ba

2. Kakso Tpsi0Ba na 3Haete, npeau aa Bu 6b1e npunoskena Spikevax bivalent Original/Omicron
BA.4-5

3. Kak ce npuiara Spikevax bivalent Original/Omicron BA.4-5

4. BB3MOXHH HEXEJIAHU PEAKIIUH

5. Kax na cexpansiBate Spikevax bivalent Original/Omicron BA.4-5

6.  CpabppxaHue Ha OMAKOBKAaTa U JOIIBIHUTENHA HHOpMAaLs

1. Kakso npeacraBasiBa Spikevax bivalent Original/Omicron BA.4-5 u 3a kakBo ce

H310J13Ba

Spikevax bivalent Original/Omicron BA.4-5 e Bakcuna, n3znon3sana 3a npennaspade or COVID-19,
npuunHsiBad oT SARS-CoV-2. Ts ce npuiiara Ha Bb3pacTHU | Jelia Ha 6 Mecela U I0-TOJIEMH.
AxTuBHOTO BenecTBO B Spikevax bivalent Original/Omicron BA.4-5 e nunpopmanmonna PHK
(nPHK), koaupaiia T. Hap. ,,iuunoB* mporend Ha SARS-CoV-2. uPHK e BrpaneHa B TUIUIHA
HaHo4acTuin SM-102.

Twii kaTo Spikevax bivalent Original/Omicron BA.4-5 He chabpska BHpYC, T He Moxe fa Bu 3apasu ¢
COVID-19.

Kak geiicTBa BakcuHaTa

Spikevax bivalent Original/Omicron BA.4-5 ctuMynupa ecTeCTBEHHTE 3AIIUTH Ha OpPraHu3Ma
(nmyHHATa cucteMa). BakcuHaTta qeiicTBa, KaTo Kapa OpraHu3Ma Jia poru3BekK 1a 3amuTa (aHTHTENa)
cperty Bupyca, koiro npuunnssa COVID-19. Spikevax bivalent Original/Omicron BA.4-5 u3non3sa
BEIIECTBO, HApeUeHO HHpopMalmonHa pubonykienHoBa kucennna (MPHK), 3a na mpenece
UHQOpPMAITHSL, KOSITO KIIETKHTE B OPraHW3Ma MOTAT Jia M3MOJ3BaT 32 00pa3yBaHe Ha IIMIIOB ITPOTEHH,
KOHTO CBIIO € ¥ BEpXY BUpyca. Cie/ ToBa KIETKUTE H3pAa00TBAT aHTUTEIIA CPENLy IIUTOBYSI IPOTEUH,
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KOHWTO J1a TOMOTHAT 3a OTOThCKBaHE Ha BUpyca. ToBa IIe MOMOTHE 3a 3amuTaTta Bu cperry
COVID-19.

2. Kakgo Tps6Ba 1a 3Haerte, npeau Aa Bu 6b1e npuiokena Spikevax bivalent
Original/Omicron BA.4-5

BakcuHara He TpsiGBa /1a ce mpuJiara, ako CTe ajJlepru4iHu KbM aKTHBHOTO BEUIECTBO I KbM
HSKOS OT OCTAHAJINTE CHCTABKM Ha TOBA JIEKAPCTBO (M30pOEHH B TOUKA 6).

IIpenynpesxaeHusi U MpeaNna3sHu MEPKH
ToBopere ¢ Bamus nekap, hapManeBT WM MEJUIIMHCKA cecTpa, pean Aa Bu Oble npunoxena
Spikevax bivalent Original/Omicron BA.4-5, axo:

- MIpeIu CTe UMAJIM TeXKKa, YKMBOTO-3aCTpalllaBalla aJlepruyHa peakuus ciiel] MHXEKTUpaHe Ha
HSIKaKBa Jpyra BakCHMHa WM ako Bu e mpunarana Spikevax (opuruHanna) B MUHAIOTO.

- “MaTe MHOTO cjada WM KOMIIpOMeTHpaHa (0TciadeHa) UMyHHa CucTeMa

- HSKOTa CTe MPUNaAaiy ciael MHKEKIH ¢ uria

- uMaTe HapylleHHe Ha KpPbBOChCHPBAHETO

- uMare BHCOKa TeMIlepaTypa Wil TeKKa HHEKINs; HO MOXKe JIa ce BAKCHHUPATE, aKO UMaTe
JIEKO TIOBUIIIEHA TEMIIepaTypa Wik UH(EKIKs Ha TOPHUTE JAUXATEHU ITBTHIIA, TIOJ00HA Ha
MIpOCTy1a.

- nMare HJIKaKBO CEPUO3HO 3a00JsIBaHe

- M3MHATBATE TPEBOKHOCT, CBbP3aHa C MIOCTABsIHE Ha MH)KEKIIHH.

ChllecTBYBa HOBHUIICH PUCK OT MHOKAPAMT (Bb3MaJICHUE HA ChPACUHUS MYCKYJI) M IEPUKAPIUT
(BB3MaNieHre Ha BHHIHATa OOBUBKA HA CHPIIETO CHOOIMICHHM Clie]] BaKCHHANNA Che Spikevax (BiK.
Touka 4).

Te3u 3a001sIBaHHSI MOXKE Ja C€ Pa3BHST J0 HAKOJIKO JHHU CJIE]] BAKCUHAIIMATA U MPEJAUMHO B PAMKHUTE
Ha 14 mau. Te ca HaOIIOaBaHM IMO-YECTO TIPH ITO-MJIAJTH MBKE U [TO-UECTO CIIe]] BTOpaTa /1033, B
CpaBHEHHE C IThbpBaTa J103a.

B noBeuero ClIy4an Ha MUOKApAUT U NCPUKAPAUT HACTHIIBA Bb3CTAHOBABAHC. B msxon CJIydau ce
HaJiara nogabp:KaHe ¢ MUHTCH3MBHU I'PUKHU U Ca Ha6J'IIOI[aBaHI/I " Cliydan CbC CMBPTCH U3XO.

Crien BakcuHaIus TpsOBa 1a ObieTe OAUTEITHM 32 IPU3HALK HA MUOKAP/IUT U TIEPUKAP/IUT, HATIPUME]P
3a1yX, ChplicOrMeHe Wik 00JIKa B I'bPAUTE, U TPAOBa He3a0aBHO J1a OTHPCUTE JIEKapcKa IMOMOII, aKO
TE HACTBIIAT.

AKO HIKOE OT U30pPOEHHUTE MO-TOpE ce OTHACs 3a Bac (Wiu He cTe CHIypHH), roBopeTe ¢ Barms nekap,
(hapMaIeBT WM MEIUIIMHCKA CecTpa, pean aa Bu 0b1e npumoxena Spikevax bivalent
Original/Omicron BA 4-5.

O0ocTpsiHe HA CHHIPOM HA HAPYLIEHA KANWJISIPHA NPONYCKJIUBOCT

CpoO11eHn ca HAKOJKO ciy4asi Ha 000CTpsSHE Ha CHHAPOM Ha HapyIIeHa KalWIsipHa MPOITYCKIHBOCT
(CHKII) (mpuuunHsBami u3TndaHe Ha TEYHOCT OT MAJIKUTE KPHBOHOCHHU CHJIOBE (KAITMIISIPH ), KOETO
BOJM 710 OBbP30 MOAyBaHe HA PHIIETE M KpaKaTa, BHE3AITHO IMOBUIIIABAHE HA TETJIOTO U yCEIlaHe 3a
MpUMaJIsiBaHe, HUCKO KPbBHO HaJIsITaHe) cjiell BakCHHAIMS ¢bC Spikevax (opuruHaina). AKo B
MHUHAI0TO cTe uman enmzonaun Ha CHKII, rosoperte ¢ nexap, npean na Bu 6b/1e npuioxena Spikevax
bivalent Original/Omicron BA.4-5.

IIpoabJKUTETHOCT Ha 3aLUTATA

KaxTo npu Besika BakCHHa, TpeTaTa j03a Ha Spikevax bivalent Original/Omicron BA.4-5 moxe n1a He
3aIITH HAITBJIHO BCUYKH, KOMTO SI IOJIy4YaBaT, U HE € U3BECTHO KOJIKO JIBJITO II¢ ObACTE 3alIUTCHH.
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Jlena
Spikevax bivalent Original/Omicron BA.4-5 He ce npenopbuBa IpH aena oz 6-MecedHa Bb3pacT.

Jpyrun nexaperBa u Spikevax bivalent Original/Omicron BA.4-5

TpsioBa na kaxxere Ha Bamms nexkap win GpapmaneBT, ako pueMare, HaCKOpO CTe MPUEMalIH WK €
BB3MOXKHO J1a JIa IpreMaTe Apyru jJekapcrsa. Spikevax bivalent Original/Omicron BA.4-5 moxe na
TIOBJIHSIC HA HAYMHA Ha JICWCTBUE Ha IPYTH JICKAPCTBA, KAKTO U JPYTH JEKapCTBa MOTaT J1a OKaXaT
BIIMSIHUE HA HAYMHA, 110 KOWTO neiictBa Spikevax bivalent Original/Omicron BA.4-5.

HmyHoOKOMNIpOMeTHPAHU JIULA

EdukacHoctTa Ha Spikevax bivalent Original/Omicron BA.4-5 mosxe 1a e no-HucKa npu
MMYHOKOMIIPOMETHPaHHU Jula. B TakuBa ciyyau Ou TpsOBaio 1a IpOIBIDKUTE Ja CTIa3BaTe
(u3nUecky npennazHu MEPKH, 3a a CIOMOTrHeTe 3a npegoreparsisanero Ha COVID-19. Ocsen ToBa
onu3kuTe Bu koHTaKTHM ia TpsiOBa 1a ObAAT CHOTBETHO BakcuHUpaHu. OOChIeTE MOAXOISIIUTE
WHAMBUyaJTHU MIPENOpbKH ¢ Bammms nekap.

BpeMeHHOCT 1 KbpMeHe

AKO cTe OpeMeHHa M CMATaTe, Ye MOXKE Jla cTe OpeMeHHa, TIOChBeTRalTe ce ¢ Bamus nekap,
MeIUIMHCKA cecTpa i papmanieBT mpeau Ja Bu ce moctaBu Ta3u BakcuHa. Bee ole mncart nanHu
3a ynorpebata Ha Spikevax bivalent Original/Omicron BA.4-5 no Bpeme Ha 6pemenHocCT. ['onemusit
o0eM JaHHU 0Oaye, IoTy4eHa OT HabJIroIeHHeTo Ha OpeMEHHH JKEeHH, BAKCUHUPaHH cbe Spikevax
(opuruHanHa) MO0 BpeMe Ha BTOPHS U TPETHUSI TPUMECTHP, HE MOKa3Ba BaKCHHAIIMATA J]a UMa
HeOmaronpusaTHA epekTH BbpXy OPEeMEHHOCTTA HIIH HOBOPOJICHOTO. Makap ue nHpopManusiTa
OTHOCHO e(eKTUTE BbPXY OPEMEHHOCTTA WIM HOBOPOJCHOTO CJIE/T BAKCHHALIUS 110 BpEMe Ha ITbPBUS
TPUMECTBP € OTPaHnYeHa, He ce Ha0JIIoJaBa MOBUIIICH PUCK OT CIIOHTaHeH adopT.Thi KaTo pa3nukarta
B JIBaTa MPOAYKTa € CBbpP3aHa camMo C IIMMOBHUS IPOTEHH BbB BAKCHHATA U HAMA KIIMHUYHO 3HAYUMH
pasnuku, Spikevax bivalent Original/Omicron BA.4-5 Mose ia ce u3moi3Ba 1o Bpeme Ha
OpeMeHHOCT.

Bce ome nmuricBat nanHu 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.4-5 o Bpeme Ha
KbPMEHE.

He ca ouakBar o6aue edekT BbPXy KbpMEHU HOBOPOACHH/KbpMaueTa. J[aHHUTE OT JKeHU, KOUTO Ca
KBPMUWIA CJIE]] BAKCHHANNA ChC Spikevax (OpurnHaiiHa), He TIOKa3BaT PUCK OT HEXKENaH! PEeaKInn
Ipu KbpMEHH HOBOpoJieHH/KbpMaueTa. Spikevax bivalent Original/Omicron BA .4-5 moxe na ce
npuIiara B eproia Ha KbpMeHe.

Ilodupane u paéoTa ¢ MAIIMHH

He modupaiite u He paboTeTe ¢ MalIMHK, aKO HE C€ YyBCTBaTe A0OpE cje]] BAKCHHAIIMATA.
W3zuakaiite, 1oKaTo BCAKAKBU €(PEKTH OT BAKCHHATA OTUIYMSIT, TIPEJIU J1a modupare win paboTHTE C
MaIIHH.

Spikevax bivalent Original/Omicron BA.4-5 chabp:ka HaTpmii
ToBa 1eKapcTBO ChIbpIKa MO-Manko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOJKE J1a Ce Kaxe, ue
MPAKTUKTUYCCKU HE ChIbPIKa HATPUH.

3. Kak ce nmpuiara Spikevax bivalent Original/Omicron BA.4-5

Taomuua 1. Jo3uposka Ha Spikevax bivalent Original/Omicron BA.4-5

Bn3pact Ho3a JonbJIHUTEHU TPENOPbKH
Jlenia Ha BB3pacT ot 6 Mecenia | JIBe mo3u 0,25 ml Besika, Broparta no3a na ce npuioxu
1o 4 ronuHu, 0€3 MpeIuIHa MPUIOKCHU UHTPaAMYC- 28 HU cien mbpBaTa 103a.
BaKCHHAIIMS M C HEU3BECTHA KyJTHO™
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Bu3pacr

Ho3za

JombIHUTEIHN NPENOPBKH

aHaMHe3a 3a HHPEKIHS ChC
SARS-CoV-2

AKo 7eTe € IoJIy4YuIIo eJiHa Ipe-
JuniHa no3a Spikevax, Tpsosa na
ObJIe IPIIIOKEHA €THA J03a
Spikevax bivalent Original/Omi-
cron BA.4-5, 3a na ce 3aBppiim
JIBY1030BaTa CEPUS.

Jlera Ha BB3pacT 6 Meceria 10
4 TOJIVHU C MPE/IUIITHA BAKCH-
HAIUS WK U3BECTHA aHAMHE3a
3a ungeknus ¢ SARS-CoV-2

Enna 0,25 ml go3za, mpuio-
»KeHa HHTPaMYCKYJITHO™

Jletia Ha BB3pACT 5 FOJMHU JI0
11 ronuHu, che umu 6e3 mpe-
JIMIITHA BaKCUHAIHS

Enna 0,25 ml no3a, npuo-
JKCHA HHTPAMYCKYJIHO™

JInma Ha BB3pact 12 u noseue
TOJIUHU, ChC WU Oe3 Tpe-
JUIITHA BAaKCUHALIUS

Enna 0,5 ml nosa, mpwuo-
JKEHA HHTPAMYCKYITHO

Spikevax bivalent Original/Omi-
cron BA.4-5 tps6Ba nma ce npu-
JIO)KH Hali-MaJIKoO 3 Mecella CJie/
nmocaenaara goza COVID-19 Bak-
CHHA.

Jluua Ha BB3pacT 65 1 moseye
TOIMHA

Enna 0,5 ml no3a, mpwuo-
»KEeHa MHTPaMyCKYIIHO

Enna nomeiaHuTenHa 1033 MOXKE
Ja Ob/ie MPUIOKEHA Hall-MaJIKoO
3 Mecera ciief] mociaeaHara 103a
COVID-19 Bakcuna.

* Jla He ce M3MOJI3BAT ¢THO030B s (HIaKOH WM MPEABAPUTEITHO HATBJIHEHA CITPUHIIOBKA 32
npUIoKeHue Ha yactuued ooem 0,25 ml.

Tadomauua 2. lo3uposka Ha Spikevax bivalent Original/Omicron BA.4-5 3a

HMYHOKOMIIPOMETHUPAHMU JIMLIA

Bu3pacr

Ho3za

JonbJIHUTEIHN TPenOPbKU

HNMyHOKOMIPOMETHPAHH JeIia
Ha BB3pacT 6 Mecera 10

4 ronuHu, 0€3 MPEe/UIITHA BaK-
CHHALHS

Iee 0,25 ml mo3u, mpuiio-
JKEH! UHTPAMYCKYITHO™

[Ipu TeXKKO IMYHOKOMITPOMETH-
paHu TpeTa J03a MOXKE Ja ce MpH-
JI0KH Ha-MaJIko 28 IHU cier,
BTOpaTa 1103a.

VIMmyHOKOMIIpOMETHPAHH JIeIa
Ha BB3pacT 6 Mecena 10

4 TOMHM C NPETUIITHA BAKCHU-
HaIMs

Enna 0,25 ml no3a, npuo-
JKCHA HHTPAMYCKYJIHO™

HNmyHOKOMIIpOMETHPaHH JeTia
Ha BB3PAcCT S5 TOJUHHU JI0

11 rogunm, che wim 6e3 mpe-
JTUIITHA BAaKCUHAIIHS

Enna 0,25 ml no3a, npuo-
JKCHA HHTPAMYCKYJIHO™

HMyHOKOMIIpOMETHpaHH JIUTA
Ha BB3pacT 12 u mosede ro-
JIUHH, ChC WM 0€3 TpeIUIlIHA
BaKCHHAIUS

Enna 0,5 ml mosa, mpmuito-
’KEHa MHTPaMyCKYITHO

JombmauTenHa(HN) TOIX0-
nsma(y) 3a Bb3pactra* po3a(3u)
Moke fa Ob1e (0baar) npuio-
JKeHa(HH) Hal-MaJIko 2 Mecela
cien nocieanara no3a COVID-19
BaKCHHA, 10 TMPELECHKA Ha ME/IH-
IUHCKHS CIEIUAINCT, KaTo ce
B3€Mar 110/l BHUMaHUE KIIMHHY-
HUTE 0OCTOSTEICTBA HA JIULETO.

* Jla He ce M3MOJI3BAT ¢THO030BHs (HIaKOH WM MPEABAPUTEITHO HATBJIHEHA CITPUHIIOBKA 32
npuIIoKeHue Ha yactuaed odoem 0,25 ml.

BamusT nekap, hapmarieBT nin MEAUIIMHCKA CECTPa I MHXKEKTUPAT BaKCUHATA B MYCKYIT
(MHTpaMyCKyITHAa MH)KEKIIHA) B TOpPHATa YacT Ha pbKarta Bu.
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CJien BCsiKa MHIKEKIIMS Ha BaKCHHATa Baiusar jiekap, papMaiieBT Wik MEIUIIMHCKA cecTpa e Bu
HaOJI0JaBaT 32 Hall-MaJTko 15 MUHYTH 32 MPU3HAIM HA aJICPTUYHA PEAKIIHSL.

AKO UMate HAKaKBH JIOMBIHUTETHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha Ta3y BaKCHHA, TOTTUTANTE
Bamms nekap, ¢papManeBT WM MEUIIMHCKA CECTpa.

4, Bb3MOKHH HeKeJTaHU p€aKkuumn

Kakro Bcuuku JICKApCTBA, Ta3 BAKCUHA MOXKC [1a MIPCAU3BUKA HCIKCIIAHU PCAKIIUHN, BBIIPCKHU Y€ HE
BCCKM I' ITOJTy4aBa.

[ToTbpceTe cnenmHa MEeAUIIMHCKA TIOMOIII, aKO MOTyYNUTe HAKOW OT CICTHUTE MPU3HANN U CHMIITOMH
Ha aJIePruvHa PEaKIIHsL:

- yCelllaHe Ha MPUJIOIIaBaHe UK 3aMasiHOCT;

- MIPOMEHH B CHPIICYHUS PUTHM;

- 3a1IyX;

- XPUITOBE;

- [0JlyBaHe Ha YCTHHUTE, JIMLIETO HUJIH I'bPJIOTO;

- YPTUKAPUS WU O0pPUB;

- rajicHe WM IOBPbIIAHE;

- cToMallHa 0oJka.

I'oBopere ¢ Bamms nekap, ako mOMy4YUTe HAKAKBH IPYTH HEXeJaHU peakiuu.. Te MoXke Aa BKIIOYBAT:

MHoro yectu (Moxe /1a 3acernar noseue ot 1 Ha 10 gymm):

- oTyBaHe/00JIE3HEHOCT B 00J1aCTTa HA MTOAMUIIHULIATA

- HaMaJICH aneTuT (HaOJIF0IaBaHo MIpH Jela OT 6 Mecela 10 5 TOAWHN)

- pa3apa3HUTETHOCT/1ay (Ha0JIr01aBaHo MpH Jielia OT 6 Mecena 10 5 TOAMHH)

- rJ1aBoooHe

- Oe3chHUe (HaOM0AaBaHO MU Jena oT 6 Mecela 10 5 TOAUHH)

- rajicHe

- MOBPBIIaHE

- MYCKyJiHa 00Jika, OOJIKM B CTABUTE U CKOBAHOCT

- 00JIKa MK TIOTyBaHE Ha MSICTOTO Ha MHKEKTHPaHE

- 3auepBABaHE HA MICTOTO HAa MH)KEKTHUpaHe (KOETO MOHIKOTa MOKE J1a C€ TIOABHU MPHOIU3UTETHO
9 o 11 gHM cien MHKEKTUPAHETO)

- yCelllaHe Ha CHUJTHA yMOpa

- BTPHCaHE

- MTOBUIIIEHA TEMIIepaTypa

Yectu (Moxe aa 3acernar g0 1 Ha 10 mymm):

- apust

- o0pus,

- O0OpHB WITU YPTHKApHUS Ha MACTOTO HAa MH)KEKTHPaHe (HAKOM OT KOUTO MOXKE J1a CE TOSBAT
npubauzuTentHo 9 1o 11 gau cien HHKEKTUPAHETO)

Heuectu (Moxe na 3acersat no 1 va 100 mymm):

- cbpOexX Ha MACTOTO HA MH)KEKTUPAHE

- 3aMastHOCT

- 00JKa B KOpema

- HaJWTHAT, ChpOsIT 00puB (ypTUKApHs) (KOWTO MOXKE J]a C€ TIOSBH OT MOMEHTa Ha WHKEKTHpPaHE
U J10 OKOJIO IBE CEIMUIIM CJIE/T MHKEKTUPAHETO)

Penxu (Moxe na 3acernar g0 1 va 1 000 mymm)
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- BPEMEHHO YBHCBAHE Ha €THATA CTpaHa Ha JIUIETO (Tlapann3a Ha ben)

- MOyBaHe Ha JTHIEeTO (TIOAyBaHe Ha JTUIIETO MOXE Jla CE MOSIBY ITPH JIUIIA, KOUTO Ca UMaJTH
KO3METUYHH WHKCKIVH B JIUIIETO. )

- HaMaJICHO YCeIllaHe 3a JIONUP WIIM CETHBHOCT

- HEeOoOMUalfHO ycelaHe 1Mo KokaTa, KaTo U3TPhIIBaHE WM MpaByJKaHe (TTapecTe3ns)

MHoro penxu (morat aa 3acertar A0 1 Ha 10 000 gyimn):
- Bb3nanenue Ha ChpACUHHS MYCKYJT (MUOKApINUT) WM Bb3MAJICHNE HA BHHIITHATA OOBHUBKA Ha
CBHPIETO (TIEPUKAPIUT), KOETO MOXKE Ja TOBEE 10 3aayX, ChbpIleONeHE Wi OOTKa B T'bPIUTE.

C Hen3BecTHa YecTOTa

- TEXKH aJIepTUIHHN PEaKINK ChC 3aTPYIHECHO NUIaHe (aHAPUITaKCHs)

- peaxuys Ha UMyHHaTa CUCTEMa — IIOBUILIEHA 1yBCTBUTEIHOCT MJIM HEIOHOCUMOCT
(CBPBX4YBCTBUTEITHOCT)

- KOXKHA peakius, moA (opMarta Ha YepBEHHU TeTHA WK OOpUB 110 KOXaTa, KOUTO MOXKe J1a
H3IJIeKIA KaTo ,,MMIICHA™ WX ,,0MBOJICKO OKO ¢ ThMHO YEPBEH IICHTHP, OKOJIO KOHTO UMa I10-
CBETJIM YEpBEHH KPBroBe (epuremMa MyaTudopme)

- OTOK Ha BaKCHHUPAHUS KpalHUK, KOWTO 00XBallla roJisiMa IO,

- TEXKO MEHCTPYaIHO KbpBEHE (II0OBEUETO CIydau M3IVIeXk/1a He ca CEpUO3HU U €A C BPEMEHEH
Xapakrep)

- 00puB, MpeIN3BUKaH OT BHHILEH CTUMYJI KATO CHJIHO MOTJIaXAaHe, YecaHe WM HaTUCK BBPXY
KOoKaTa (MeXaHHMYHa YPTHKApHs)

Cpo0maBaHe Ha HeKeJAHH PeaKIHH

AKO MONTyYnTe HIKAKBU HEKETAHU peakiuy, yBeaoMere Barus jgekap, hapMarieBT HIH MEIUIHHCKA
cecTpa. ToBa BkII0YBa BCHYKH BH3MOKHH HEOMMMCAHU B Ta3H JIMCTOBKA HEKEIaHU PCaKIuu. MoxeTe
CBIIO J1a ChOOIIUTE HEXKEIaHH PEaKIMU TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 3a ChOOIIaBaHe,
nocoyeHa B [Ipunoxenne V. Karo cho01aBare He:KeNmaHU peakluK, MOKETE JIa JIaJIeTe CBOSI IPHHOC
3a MoJy4aBaHe Ha oBede HH(popMaIrs OTHOCHO 0€301acHOCTTa Ha Ta3u BaKCHHA.

5. Kak 1a chxpansBare Spikevax bivalent Original/Omicron BA.4-5

I[a CC CbXpaHsBa Ha MACTO, HECAOCTBITHO 3a ACHA.

He u3non3Baiite Ta3u BakcHHA CJIe CPpOKa Ha TOJHOCT, OTOCISI3aH BBPXY €THKETa ciel ,,[ omeH no*.
CpOKBT Ha TOMHOCT OTTOBAPSI HA MTOCIIEIHUS JIEH OT IMTOCOYCHUS MECEIT.

Wudopmanusra 3a cbxpaHeHHe, CPOK Ha FTOAHOCT U ynoTpeba n paboTa € onucaHa B pasjena,
MpeIHa3HAYeH 32 MEAUIMHCKY CIeIMAINCTH B Kpasl Ha JINCTOBKATA.

He HSXBBpHHﬁTe JICKApCTBATAa B KaHAJIM3aluATa UIU B KOHTeﬁHepa 3a JOMAIlIHM OTIIaaAbIIn.

[MommTaiite Bamms papmaneBT kak 1a H3XBBPISATE JEKapCTBaTa, KOMUTO BeUe He n3noin3Bate. Te3u
MEpPKH L€ CIIOMOTHAT 3a OIIa3BaHE HA OKOJIHATA Cpeaa.
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6. Cumpmarme Ha OnMaKoBKaTa U J0ONIbJHUTEC/IHA I/lll(l)OpMalII/lﬂ

Kakso cpabpika Spikevax bivalent Original/Omicron BA.4-5

Tabauna 3. CbcraB crmopea Buaa Ha OonmakoBKarta

KoanuecTBo Ha AKTHBHOTO
BEIIIEeCTBO B /1030BA ¢WHHUIIA

OnakoBka

Joza(u)

CbcTaB

Spikevax bivalent Original/Omicron
BA.4-5

(50 muxporpama/50 Mmukporpama)/ml
UHKEKIIMOHHA THCTIEPCUs

MpHoromo30B
¢makon 2,5 ml

5 no3u

mo 0,5 ml
BCSIKa WIIN
MaKCUMyM

10 mo3u o
0,25 ml Bcsxka

Enna moza (0,5 ml)
ChIbpKa

25 Mukporpama
eazoMepaH u

25 Mukporpama
nasezoMepan , uPHK
BaKCHHA CpeLLy
COVID-19
(Brimrouena B SM-102
JUMATHA
HaHOYACTHUIIN ).

Enna mosa (0,25 ml)
CBHABPKA

12,5 mukporpama
enazoMepaH u

12,5 mukporpama
nasezoMepan, MPHK
BaKCHHA CPEILy
COVID-19
(Brimrouena B SM-102
JIUTIATHA
HAaHOYACTHUIIN).

Spikevax bivalent Original/Omicron
BA.4-5

25 mukporpama/25 Mukporpama
MHKEKIMOHHA THCIepCHst

EnnonosoB
¢makon 0,5 ml

1 no3a o
0,5ml

Cawmo 3a
eHOKpaTHa
ymoTpeoa.

Enna moza (0,5 ml)
ChIbpKa

25 Mukporpama
eazoMepaH u

25 Mukporpama
nasezoMepan , uPHK
BaKCHHA CpeLLy
COVID-19
(Brimrouena B SM-102
JUMATHA
HaHOYACTHUIIN ).

Spikevax bivalent Original/Omicron
BA.4-5

25 mukporpama/25 Mukporpama
HHIKEKIHOHHA THCIIePCHs B
NpeBAPUTETHO HAITbJIHEHA
CIPHHIIOBKA

IIpenBaputenHo
HaIlbJIHEHA
CIIPUHIIOBKA

1 no3a o
0,5ml

Camo 3a
€IHOKpaTHa
ynotpeoa.

Enna moza (0,5 ml)
ChIbpKa

25 Mukporpama
ena3zoMepaH u

25 MHUKporpama
nasezoMepan , uPHK
BaKCHHA Cpelry
COVID-19
(Brirouena B SM-102
JIUTTATHA
HaHOYACTHIIN).
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Enazomepan e eqnoBepmwkHa 5’ -kenupana uHpopmanuonna PHK (nPHK), mpousBenena ¢
W3II0JI3BaHETO Ha Oe3KJIeThYHa iN Vitro Tpanckpumms ot cboTBeTHUTEe JJHK-MaTpuim, koaupaniu
BupycHus mwunos (S) nporenH Ha SARS-CoV-2 (opurunanua).

JlaBe3oMepaH € eHOBEpIKHA, 5’ -kenupana uapopmaironsa PHK (uPHK), npoussenena ¢
W3MOJ3BaHeTO Ha Oe3kieThuHa iN Vitro Tpanckpumius ot cbotBeTHUTE JJTHK-Matpuiu, koaupaiu
umnoBus (S) nporenn Ha SARS-CoV-2 noasapuant BA.4 u BA.5 na Bapuant Omicron. S
npoTerHuTe Ha noaanuaHTuTe BA.4 u BA.5 na SARS-CoV-2 Bapuanta Omicron ca HICHTHYHH.

Hpyrute cberaBku ca SM-102 (xenrragexkan-9-un 8-{(2-xuapokcuerun)[6-okco-6-
(YHIEUMIIOKCH)XEKCHIT |aMHHO } OKTaHOAT), XoecTepod, 1,2-aucreaponin-SN-riuko-3-pochoxoaH
(DSPC), 1,2-mumupucromi-rac-ruurnepo-3-merokcunonuerwieHraukon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETAMOJIOB XHUIPOXIIOPH/I, OIIETHA KUCEITNHA, HATPUEB alleTaT TPUXHUPAT, 3aXapo3a,
BOJIa 32 MH)KEKIINH.

Kak m3ruiexxaa Spikevax bivalent Original/Omicron BA.4-5 u kakBo cbIbp:ka onakoBKaTa

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 MuUKporpamMa MHKEKIIMOHHA
TUCTICPCUS

Spikevax bivalent Original/Omicron BA.4-5 e 6su1a 10 mouTH Osiiia TUCTIEPCHs, KOSTO C€ HOCTaBs B
CTBKJIEH MHOT0/1030B (DJTAKOH C KaydyKOBa 3allylajka i CHHbO OTYYIIBAIIIO CE Karaye ¢ alyMUHHEBA
oOKkatka.

Omaxoska: 10 muoromgo3osu haakona. Beeku duakon cuaspika 2,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MEUKpOrpamMa HHKEKIIMOHHA
IUCTIEPCHS

Spikevax bivalent Original/Omicron BA.4-5 e Gsi1a 1o mouTH 0518 AUCTIEPCHSL, KOSATO C€ I0CTaBs B
CTBKIICH €HO030B ()JIaKOH ¢ Kay4dyKoBa 3allyllajKka i CHHbO OTYYIBAIIO CE Karaye ¢ alyMHHHEBa
oOKaTKa.

Omaxoska: 10 eqaomo30Bu ¢urakona. Beeku rakon ceabpxa 0,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKpOTpaMa MHKEKIIMOHHA
IIACIIEPCHS] B IPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA

Spikevax bivalent Original/Omicron BA.4-5 e 6su1a 10 mouTH Osiiia TUCTIEPCHS, KOSTO C€ JOCTaBs B
MIPEeIBAPUTEITHO HAITBIHEHA CIPUHITOBKA (IUKJIMYEH 0Je(HUHOB TIOJTUMED) € TJIaBa Ha OyTajo u
Karadka Ha Bppxa (0e3 uria).

[IpenBapuTenHO HATBIHEHUTE CIIPUHIIOBKH Ca OMIAKOBAaHU B 5 Tpo3padHu OircTepa, BCEKHU OT KOUTO
CBHABPKA IO 2 TIPEIBAPUTEITHO HAITBITHEHU CIPUHIIOBKH.

Omakoska: 10 mpeaBapuUTeTHO HATBIHEHH CTIPUHITOBKA
Ipure:xkaresa Ha pa3pelIeHHETO 32 yNOTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 PIt 12

Madrid 28002

Ucnanus

IMpousBoauTean

Rovi Pharma Industrial Services, S.A.

167



Paseo de Europa, 50
28703. San Sebastian de los Reyes
Madrid

Hcnanns

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

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

28037 Madrid

Ucnanus

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

20900 Monza
Nranus

Patheon Italia S.p.A.

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

3a JOIIBJIHUTCIIHA I/IH(i)OpMaHI/IH OTHOCHO TOBa JICKAapCTBO, MOJId, CBBPKETE CC C JIOKAJTHUA

MNPEACTABUTECII HA IPUTCIKATECIISL Ha pa3pCICHUCTO 3a yHOTpeGa.

Belgié/Belgique/Belgien
Tél/Tel: 0800 81 460

bbarapus
Tem: 0800 115 4477

Ceska republika
Tel: 800 050 719

Danmark
TIf: 80 81 06 53

Deutschland
Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

E)ArGoa
TnA: 008004 4149571

Espaiia
Tel: 900 031 015

France
Tél: 0805 54 30 16

Hrvatska
Tel: 08009614
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Lietuva
Tel: 88003 1114

Luxembourg/Luxemburg

Tél/Tel: 800 85 499

Magyarorszag
Tel: 06 809 87488

Malta
Tel: 8006 5066

Nederland
Tel: 0800 409 0001

Norge
TIf: 800 31 401

Osterreich
Tel: 0800 909636

Polska
Tel: 800 702 406

Portugal
Tel: 800 210 256

Roménia
Tel: 0800 400 625



Ireland Slovenija

Tel: 1800 800 354 Tel: 080 083082

island Slovenska republika

Simi: 800 4382 Tel: 0800 191 647

Italia Suomi/Finland

Tel: 800 928 007 Puh/Tel: 0800 774198

Kvnpog Sverige

TnA: 80091080 Tel: 020 1092 13

Latvija United Kingdom (Northern Ireland)
Tel: 80 005 898 Tel: 0800 085 7562

I[aTa Ha IOCJCIHO NMpepasrjaeckaaHe HaA JIMCTOBKaTa

CkanmpaiiTe Kofa ¢ MOOMIIHO YCTPOMCTBO, 32 JIa TIOJTYYHTE JINCTOBKATA HA PA3INYHU €3UITH.

W nocetere URL https://www.ModernaCovid19Global.com

[MoapoOua mHpOpMaIMs 3a Ta3u BAKCHHA € MPeOoCcTaBeHa Ha yeOcaliTa Ha EBporneiickara areHIus 1o
nekapcTBara: http://www.ema.europa.cu.

Ta3u nmcToBka € HannyHa Ha Bcuuku e3unm Ha EC/ENII Ha yeOcaiita Ha EBporelickaTta areHIus mo
JIeKapCcTBaTa.

ITocouenara mo-aA0ay nm])opMaum{ € MpeaHasHayeHa camMo 3a MEAUIUHCKH CIICEHMHATUCTH:

IIpocnenumoct

3a nma ce momoOpy MPOCIECAUMOCTTA Ha OWOJIOTMIHATE MEIUITUHCKA MTPOTYKTH, IMETO ¥ TIAPTHIHUSAT
HOMED Ha MpIIaraHus IPOAYKT TpsIOBa Aa ObIaT sICHO 3alMCaHH.

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama /50 mukporpama)/ml MHXeKIIMOHHA
nucnepcust (MHOroa030BH (hJIAKOHM ChC CMHBO OTYYIIBAIIIO CE Kaltaye)

Spikevax bivalent Original/Omicron BA.4-5 tpsi6Ba na ce npuiara ot 00y4eH MeAUIIMHCKH
CIICIIAAITHCT.

Baxkcunara e roToBa 3a yrnorpeba cien pasmMpassBaHe.
[a He ce pasknala Win pazpexaa.
IIpenu npunokeHne BakCMHATa TPSOBa BU3YaTHO JIa CE TIPEerJie/ia 32 HaJTu4re Ha BUIUMHU JaCTHIIN U

MPOMSIHA B IIBETA.
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Spikevax bivalent Original/Omicron BA.4-5 e 6sma 1o mouTu Ostta gucrepcns. Moxe 1a Chabpika
OeJi WK MOy TIPO3PavYHH YACTHIIN, CBBP3aHH C MPOAyKTa. Jla He ce Mpuiiara, ako BAKCHHATA € C
MPOMEHEH IBSAT WK ChIABbPIKA IPYTH HA BUJ BUIUMHU YaCTHIIH.

drakoHUTE 11a ce ChXpaHsBat BbB Gpusep npu -50°C go -15°C.

Ot Bcekn MHOT01030B (hJIaKOH MOXKe Ja ce u3TeryaT net (5) nosu (o 0,5 ml Besika) uim MakcumyM
necet (10) no3u (o 0,25 ml Besika).

’KenarelnHo € BCEKH BT Ja Hp06I/IBaTe 3alrynrajkaTta Ha pa3JIM4HO MACTO.

VYBepere ce, 4e (1aKOHBT MMa CHHRLO OTUYIIBAIO CE Kallavye ¥ UMETO Ha IpoaykTa e Spikevax bivalent
Original/Omicron BA.4-5. Ako QakOHBT UMa CHHBO OTUYYTBAIIIO CE Kalaye ¥ UIMETO Ha MPOAYKTa €
Spikevax 0,1 mg/ml unu Spikevax bivalent Original/Omicron BA.1, Mo, HanpaBeTe cripaBKa ¢
KpaTKara XapaKTepUCTHKa Ha MPOJIyKTa 33 TO3U ChCTaB.

Pa3mpasere Bcekn MHOT0/1030B (DIakoH npeaun yrnorpeda, KaTto clieBaTe YKa3aHUsATa MO~y
(Tabmuma 4). Korarto ¢uiakoHBT € pa3Mpa3eH B XJIaJUITHUK, OCTABETE TO HA CTaliHa TeMIiepaTrypa 3a

15 MuHyTH TIpEeU TPUIIOKEHHE.

Taéauua 4. Ykazanus 3a pazMpa3siBaHe HAa MHOT0/1030BH (DJIaKOHH Mpeau ynoTpeda

Yka3aHus U NPOIbJIKUTETHOCT HA pa3Mpa3siBaHe
TemmnepaTypa
Temneparypa | lIpoab/akur | Ha
paryp pox IpoabakuTeIHOC
OnakoBka Ha €JIHOCT Ha pasMpassiBan |
pa3Mpa3ssiBaHe | pa3MpassiBa | e
N pa3Mmpa3ssiBaHe
(B XJIAIWJIHMK) | He (mpwm craiina
TeMIeparypa)
24vacawu
MHorono30B ¢1akoH 2-8°C 15°C-25°C 1 gac
30 munyTH

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKpOTpaMa MHKEKIIMOHHA
nucnepcus (eaHoa030BU (HIIAKOHHN)
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Bakcunara e roroBa 3a ynotpe0a ciiesi pa3mMpassiBaHe.

I[a HC CC pa3Kiiallla UJIn paspeiKaa. 3aB’BpTCTe JICKO (bHaKOHa CJIea pa3sMpa3saBaHC U MPEAN U3TCTIIAHC.

VBeperte ce, 4e (IaKOHBT UMa CHHBO OTYYIBAILO CE Karaye ¥ HAMMEHOBAHHETO Ha MPOIYKTa €
Spikevax bivalent Original/Omicron BA.4-5. Ao (1akOHBT € ChC CHHBO OTUYIIBAILO CE Karade u
HaMMEHOBaHHETO Ha mpoaykTa e Spikevax bivalent Original/Omicron BA.1, mouns, HanpaBeTe
CIpaBKa C KpaTKaTa XapaKTepUCTHKa Ha MPOIyKTa 3a HOpMYTHPOBKATA.

[Ipenu ynoTtpeba pa3mpasere BCEKH €IHOA030B (IIaKOH, CIeIBANKY yKa3aHUATA MMO-1107y. Beekn
€HO71030B (hJIaKOH WIIM KapTOHEHATa OMaKoBKa, Chbpxaia 10 ¢uakoHa, Moxe 1a ce pa3Mpasu Win
B XJIAIWJTHUK, WIH NIPH CTaiiHa Temmneparypa (Tabmurma 5).

Ta0una 5. Ykazanus 3a pa3MpassiBaHe Ha eJHOJ030BH (pJIaKOHU U ONIAKOBKHU Npeau ynorpeda

Yka3zaHus ¥ NPOABJKUTETHOCT HA pa3Mpa3siBaHe
Temneparypa
Temneparypa Hl:l yp
OnakoBka Ha I[IpoabkuTeTHOCT IIpoabaKATETHOCT
pa3Mmpa3ssiBaHe
pa3Mmpa3ssiBaHe Ha pa3Mpa3siBaHe . HA pa3Mpa3siBaHe
(B XJIaAMJTHHUK) (npu craiina
TeMIepaTypa)
Enn B
q)iagg?o 2°C no 8°C 45 munyTH 15°C no 25°C 15 munyTH
Kapronena
P 2°C no &°C 1 yac u 45 MuHyTH 15°C no 25°C 45 MuHYyTH
OTIaKOBKa

Axko ¢akonuTe ce pazmpasssat npu 2°C no 8°C, octaBeTe Bceku (DJIaKOH Ja MPECTOM Ha CTaiHa

temmneparypa (15°C go 25°C) 3a npubnausutenno 15 MUHYTH npen NPUIOKEHHE.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKpPOTrpaMa MHKEKIIMOHHA

JUCHICPCHA B IPCABAPUTCIHO HAITBbJIHCHA CITPUHITOBKA

I[a HC CC pa3Kiialla Uin paspeikaa CbAbPKAHUCTO HAa NIPCABAPUTCIIHO HAITbJIHCHATA CIIPUHIIOBKA.

Bcesika ipeiBapuTEHO HAITBJIHEHA CIIPUHIIOBKA € CaMo 3a eTHOKpaTHa ynoTpeda. BakcuHaTa e roroBa
3a yrnotpeba cien pa3MpassiBaHe.

OT BCsiKa NpeIBAPUTEITHO HAITBJIHEHA CIIPHHIIOBKA MOXe 1a Obie mpuiioxkena efna (1) mosa ot 0,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 ce mocTtassi B €IHO1030Ba, MPEIBAPUTEITHO HAMTBIIHEHA
crpuHIOBKa (6e3 uria), cabpkama 0,5 ml (25 mukporpama enazomepat u 25 Mukporpama
nase3omepan) MPHK u TpsiOBa na ce pa3Mpasu npeau nmpuaioKeHue.

Ilo BpPEMC HA CbXPAaHCHUC HAMAJICTC 10 MUHHUMYM H3JIaraHCTO Ha CTalHO OCBETJIICHUE U M30SATBaliTe
H3JIaraHeToO Ha IpsKa CIbHYCBA CBETIIMHA U YJITPABUOJICTOBA CBCTIIMHA.

[Ipenn ynmotpeba pazmpasere BCsKa MPeABAPUTEIHO HAITBIHEHA CIPUHIIOBKA, CICABANKH
MHCTPYKIUHTE T0-/10y. CIPHHIIOBKUTE MOXKeE Ja Ce pa3mMpassBaT B OJUCTEPHUTE ONAKOBKH (BCEKU
onmucTep ChIbpKa 2 PEABAPUTEITHO HAITBITHEHU CIIPUHIIOBKH) MJIM B cCaMaTa KapTOHEHA OMaKOBKa, B
XJIAIWITHUK WIH Ha cTtaiiHa temrieparypa (Tabmumna 6).
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Ta6auna 6. Yka3zanusi 3a pasMpa3ssiBane Ha MpPeIBaAPUTETHO HANbIHEHH CIIPUHIOBKHA
KapTonenu onaxkoBku ¢ Spikevax bivalent Original/Omicron BA.4-5 npeau ynorpeoa

Yka3anus M1 NPOIBJKATEJTHOCT Ha pasMpa3siBaHe

Temmnepatypa TeMrl:,l[;aTypa
Ha IIpoabkuTeTHOCT IIpoabaKATETHOCT
OnakoBka pa3mMpa3sBaHe
pa3MpassiBaHe Ha pa3Mpa3siBaHe . Ha pa3Mpa3siBaHe
(mpu craiina
(B XJIQTUTHHUK) (MUHYTH) (MHHYTH)
o TeMImepaTypa)
°C) €0
[IpenBapurenHo
HaIlbJIHEHA or 15°C 10
CIIPUHIIOBKA B ot 2°C no 8°C 55 MuHYTH 250C A 45 MuHYTH
omucrepHa
OTIAKOBKA
Kapronena orma- o o ot 15°C mo
<OBKA ot 2°C no 8°C 155 munyTH 2500 140 munyTH

YBepeTe CC, Y€ HAMMCHOBAHUCTO Ha MPOAYKTa B MPCABAPUTCIIHO HAITbJIHCHATA CIIPUHIIOBKA €
Spikevax bivalent Original/Omicron BA.4-5. Ako HanMeHOBaHHETO Ha ITPOAYKTa € Spikevax
50 Mukporpama, MOJIsI, HalIpaBeTe CIIpaBKa C KpaTKaTa XapaKTEPUCTHKA Ha MMPOAYKTa 3a

¢dhopmynaupoBKara.

Hucmpyxkyuu 3a paboma ¢ npedgapumenno HanviHeHume CHpUHYO8KU
OcraBeTe BCsiKa IMpeIBapUTEIIHO HAITBTHEHA CIPUHIIOBKA Ha cTaiHa Temneparypa (15°C mo
25°C) B npoabikeHne Ha 15 MUHyTH nipeu TIPUIJIOKEHUE.
[a He ce paskiamia.
[Ipenu npunoxxeHne NpenBapuTeTHO HAITbJIHEHATA CIPUHIIOBKA TPsiOBa Jia ce orvieaa 3a
HaJIMYUe Ha YaCTUIN U MTPOMSHA B [[BETA.
Spikevax bivalent Original/Omicron BA.4-5 e 6su1a 1o mourtu 0stta aucnepcus. Moxe 1a
ChIbpKa OeIM WK MONYNIPO3pauHy YacTUIH, CBbP3aHH ¢ poaykra. He npunaraiite, ako
BaKCHHATa € C POMEHEH LBST WIN ChAbPKa IPYTy YaCTUIIH.
Urnute He ca BKIIIOYEHH B KAPTOHEHUTE ONAKOBKH Ha MPEABAPUTEIIHO HAITBIIHEHUTE

CIIPUHIIOBKH.

Jla ce U3mon3Ba cTepuiIHa UITa ¢ TIOAXO/SII pa3Mep 3a HHTPAMYyCKYITHO HHKeKkTrpaHe (216G umn
MO-THHKY HIJIN).
OTcrpaHeTe Kanadykara OT CIPUHIIOBKara 4pe3 3aBbpTaHe B IOCOKa 00paTHa Ha YaCOBHUKOBATa

CTpCJIKA.

[TocTaBeTe uriara, Karo s 3aBbPTUTE 110 MOCOKA Ha YaCOBHUKOBATA CTPEJIKA, OKATO CE 3aKPEIn
JI00pe BbPXyY CHPUHIIOBKATA.
OTcTpaHeTe Kanaykara Ha Wriara, Koraro CTe TOTOBH 3a MPUJIOKEHUE.
[MpunoxeTe 1s1ata 103a HHTPaMyCKYJTHO.

Jla He ce 3ampa3siBa OBTOPHO CJIE/ pa3MpassiBaHe.

WsxBBpIisiHe

Hewnznon3BaHuAT JIeKapCTBEH MPOXYKT WU OTIAIBYHHTE MaTepHUaIH OT HETO TPsIOBa Ja ce U3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHMUSI.
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Jlo31pOBKa ¥ cXeMa Ha IPUI0KEHHIE

Tadomuua 7. Mpunoxenue Ha Spikevax bivalent Original/Omicron BA .4-5

Bn3pact

Jo3a

I[OH’[)JIHI/ITQJIHI/[ NpPENnoOpPbKHU

Jleria Ha BB3pacT OT 6 Mecena
1o 4 ronuHu, 0€3 MpeIuIHa
BaKCHHAIUS U C HEM3HECTHA

aHaMHe3a 3a HHPEKIHS ChC
SARS-CoV-2

Ise mo3u 0,25 ml Besika,
MPUIOKEHH HHTPaMyC-
KyJTHO™

Broparta no3a na ce npuioxu
28 nHU cien mbpBaTa 103a.

AKo geTe € oJIy4uIo eJiHa mpe-
JuiniHa no3a Spikevax, Tpsosa na
ObJIe IPIIIOKEHA €THA J03a
Spikevax bivalent Original/Omi-
cron BA.4-5, 3a na ce 3aBppuiu
JIBY1030BaTa CEPU.

Jlera Ha BB3pacT 6 Meceria 10
4 TOJIVHU C MPE/IUIITHA BAKCH-
HAIMS WK U3BECTHA aHAMHE3a
Ha uHdekus cbc SARS-CoV-
2

Enna 0,25 ml go3a, mprmio-
»KEHa HHTPAMYCKYJTHO™

Jlena Ha BB3pacT 5 roguHU 10
11 rogunm, cve wim 6e3 mpe-
JIVIITHA BAKCUHAIIUS

Enna 0,25 ml go3a, npuo-
’KeHa HHTPaMyCKYITHO™

JInma Ha BB3pact 12 u noseue
TOJIMHU, ChC WIIN O€3 TIpe-
JUITHA BAKCUHALIUS

Enna 0,5 ml no3a, npwuso-
JKEHa UHTPAMYCKYIIHO

Spikevax bivalent Original/Omi-
cron BA.4-5 tps6Ba nma ce npu-
JIOXKH Hal-MaJIKo 3 Mecelia ciel
nociiennara go3a COVID-19 Bak-
CHHa.

Jluia Ha BB3pacT 65 u moseue
TOIMHA

Enna 0,5 ml gosa, mpwuito-
’KEeHa HHTPAMYCKYITHO

Enna momeaHuTeaHA 1033 MOYXKE
Jia ObJIe IPHUIIOKEHA Hal-MaJTKO
3 Mecela ciie HocieaHaTa 103a
COVID-19 Bakcuna.

* Jla He ce M3MOJI3BaT ¢IHO1030BHs (DJIAKOH MM MPEABAPUTEIHO HAITbJIHCHA CIIPUHIIOBKA 3a
npuIokeHue Ha yactuueH odoem 0,25 ml.

Tao6auna 8. lozuposka Ha Spikevax bivalent Original/Omicron BA.4-5 3a

HMYHOKOMIIPOMETHPAHM JIMIA

Bn3pact

Jo3a

I[OH'I)J'IHI/ITGJ'IHI/I NMpenopbKUu

HmyHOKOMIIpOMETHpaHHU Aena
Ha BB3pacT 6 Mecena 10

4 roguHM, O€3 IMpEeANIIHA BaK-
CHHAIHS

Hee 0,25 ml no3u, mpwuio-
KCHU HHTPAMYCKYIIHO™

[Tpu TexKO0 UMYHOKOMIIPOMETH-
paHu TpeTa 10332 MOXKE J1a Ce MpH-
JIO)KM Hal-MaJIKko 28 IHU Cclieq
BTOpAaTa J103a.

HIMyHOKOMIIPOMETHPAHHU JAeia
Ha BB3pacT 6 Mecera 10

4 TOJIMHU C MPEIUIITHA BAKCH-
Halus

Enna 0,25 ml no3a, npuo-
JKeHa WHTPAMYCKYITHO™

HmMyHOKOMIIpOMETHpaHH Jiela
Ha BB3pAaCT 5 TOIUHU 10

11 ropuHu, che umu 6e3 mpe-
JIMIITHA BAKCHHAIIUS

Enna 0,25 ml go3a, npuio-
JK€Ha WHTPAMYCKYITHO™

JonbaHuTeHA(HN) TOIX0-
nsa(Inn) 3a B3pacTTa 103a(31)
Moxe n1a 0b1e (0bIaT) mpuio-
KeHa(HU) Hall-MaJlko 2 Mecena
cien mocneanara no3a COVID-19
BaKCHHa, 10 TIpEIIeHKa Ha MeJu-
IUHCKUS CIEIHATUCT, KaTo Ce
B3eMarT 0T BHUMAHHE KJIMHUY-
HUTE 00CTOSITENICTBA HA JIUIETO.
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Bu3pacr Ho3a JlobJIHATEJIHA NPEeNoPbKA

Nmynoxomnpomerupanw uia | Exqma 0,5 ml goza, mpmio-
Ha BB3pacT 12 u noseue ro- JK€HA UHTPAMYCKYJIHO
TVHH, CHC WM 0€3 TpeIuIlHa
BaKCHHAIUS

* Jla He ce M3Moa3BatT (JIaKOH WK MPEIBAPUTEIIHO HAITBJIHCHA CIIPUHIIOBKA C €/IHA /1032 32
npuIoKeHue Ha yactuued odem 0,25 ml.

Kakto IIpy BCUYKH MHKCKIIMOHHU BAaKCUHU, BUHArn Tp}I6Ba Ja UMa I'OTOBHOCT 3a IIOAXO0 4110
MEIUITMHCKO JICUeHNE U HaOJIo/IeHre B CiIydail Ha aHa(I)I/IJIaKTI/I‘IHa peakmus cien MpUIoKEHUE Ha
Spikevax bivalent Original/Omicron BA.4-5.

Jlumata TpsiOBa na 6baaT HAOMIOIABAaHN OT MEIUIIMHCKY CIICIHAIMCT Hail-Manko 15 MunyTH cien
BaKCHUHALUATA.

Hsma naHHu 3a olieHKa Ha npuiokenueTo Ha Spikevax bivalent Original/Omicron BA .4-5
eIHOBpeMeHHO ¢ apyru BakcuHu. Spikevax bivalent Original/Omicron BA .4-5 He TpsiGBa na ce
CMecBa B €/IHa ¥ ChII[a CIIPUHIIOBKA C IPyT¥ BaKCHHU WU JICKAPCTBEHU MPOILYKTH.

IIpunoxenue

Baxkcunara Tps0OBa ja ce mpuiiara HHTPaMyCKyJTHO. 3a IPEIIOYUTAHE € NISITOBUIHUAT MYCKYJ Ha
ropHaTa 4acT Ha pbKaTa. He mpumaraiite Tazn BakCHHA HHTPABEHO3HO I TTOAKOXHO.

MHnoeo00306u praxonu

IIpedsapumenno HanvIHeHU CNPUHYOBKU

Jla ce u3mos3Ba CTepUIHa UIJia ¢ MOAXOIAIL pa3Mep 3a HHTPaMyCKY/IHO HHkekTupane (21G wiu mo-
ThHKA). OTCTpaHeTe KarmaykaTa OT MPeJIBAPUTEITHO HAITBITHEHATa CIIPUHIIOBKA Upe3 3aBbPTaHE B
MocoKa oOpaTHaA Ha YaCOBHUKOBATa cTpeiika. [locTaBere uriara, Kato s 3aBbPTUTE IO TTOCOKA Ha
YaCOBHHKOBATA CTPEJIKA, JIOKATO Ce 3aKpemny JoOpe BPXY CIPUHIIOBKATa. MaxHeTe Kanadkara Ha
UTrJiaTa, KOraTto cTe TOTOBH 3a npuiioxenue. [lpunoxere 1suara 103a UHTpaMyCKyITHO. M3XBBpIere
CIIPUHIIOBKATa ciies ynoTpeda. Camo 3a eHOKpaTHa yrnorpeoa.
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INPUJIOKEHHME 1V

HAYYHU 3AKIIOYEHUS 1 OCHOBAHUS 3A ITIPOMSHA HA YCJIIOBUSATA
HA PASPEHIEHUETO(ATA) 3A YIIOTPEBA
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Hayqlm 3aKII0OYCHUA

Ipensun onenbunus noknan Ha PRAC otaocuo ITAJIB 3a enazomepan (Spikevax),
emnazomepan/umenazomepat (Spikevax bivalent Original/Omicron BA.1), enazomepan/naBezomepan
(Spikevax bivalent Original/Omicron BA.4-5), Hayunure 3axmouenus Ha CHMP ca, kakTo ciesiBa:

Muokapoum

[IpenBua HAMMYHATE TaHHU 32 MHOKAPAUT M MIEPUKAPIUT OT JTUTEpaTypaTa U CIIOHTaHHU ChOOIIEHMS,
PRAC cuura, 4ye ¢ uaeHTUHUIIMPAHA HOBA HH(POPMAITUS OTHOCHO X0J[a U M3X0/a OT MUOKAPIUT U
nepukapaut. PRAC 3axmoun, e npogykroBata HHGOpMAIUs 3a MPOAYKTH, ChIBPIKAIIN eIa30MEPaH,
ea3oMepaH/uMesIa30MepaH 1 ejiazoMepaH/IaBe3oMepan, TpssOBa 1a 0b/ie ChOTBETHO M3MCHEHA.

Ynompeoa npu umynoxkomnpomemupanu nuya

[Ipensun HaMMYHUTE NaHHH 32 yoTpeda Mpu IMyHOKOMITIPOMETHPAHH JIUIA OT TIOCTMAPKETUHTOBHTE
NpOYYBaHUs 3a 0€30MAaCHOCT, IUTepaTypaTa u criontanHu cboOmenusi, PRAC cuuTa, e ynorpebara
IpY UMYHOKOMIIPOMETHPAHH JIUIIA Beue He MPEICTaBIsIBa ChOOPaKeHNE, CBBP3aHO C OE30IaCHOCTTA.
PRAC 3akiroun, ye mpoayKToBaTa HHPOPMAIUS 33 MPOILYKTH, ChABPIKAIIU eJa30MepaH,
eJla30MepaH/UMeNla30MepaH H ena3oMepaH/JaBe3oMepaH, TpsioBa Ja 0bJie CbOTBETHO U3MEHEHA.

Mexanuuna ypmuxapus

[pensua HATUYHUTE TaHHH 32 MEXaHWYHA YPTUKAPHS OT JIMTeparypaTa U CIIOHTAaHHU ChOOIICHUS,
BKJTIOUHTEITHO CITy4Yau ¢ TSACHA BpeMeBa BPB3Ka, M C OTJIe]] Ha MPABAONOA00eH MEXaHU3BM Ha
neiicteue, PRAC cunrta, ye npuanHHO-CIEACTBEHATAa BPB3Ka MEXKTY €J1a30MEpaH,
eNa3oMepaH/uMeNla30MepaH U ena3oMepan/aBe30Mepal U MEXaHHYHA YPTHKAPHS HA-MallKoTO ©
BB3MOXKHO Jia chiiecTByBa. PRAC 3akitoun, ye npoayKkToBaTa HHGOPMAITUS 32 MPOIYKTH,
ChABPIKAIIM €1a30MEPaH, eJia30MepaH/uMeIa30MEPaH U ella3oMepaH/IaBe3oMepaH, TpsoBa j1a Ob/e
CHOTBETHO M3MEHECHA.

CHMP ce crriacssa ¢ Hayunute 3akitoueHus Ha PRAC.

OcHOBaHu 32 IPOMSIHATA HA YCJIOBUSITA Ha pa3pelieHueTo(sTa) 3a ynorpeda

B®b3 ocHOBa Ha HayyHHTE 3aKJIIOUYCHUS 3a ena3zomepan (Spikevax), enazoMepan/umenasomMepan
(Spikevax bivalent Original/Omicron BA.1), emasomepan/maBezomepan (Spikevax bivalent
Original/Omicron BA.4-5), CHMP cuuTa, 4e ChOTHOIIEHHUETO MOJI3a/pUCK 32 JIEKapCTBEHI
NPOAYKTH, ChABPIKAIIHU eaazomepan (Spikevax), enazomepan/umenazomepan (Spikevax bivalent
Original/Omicron BA.1), enazomepan/maBe3omepan (Spikevax bivalent Original/Omicron BA.4-5), e

HENPOMEHEHO C MPEeUI0KEHNUTE IPOMEHHU B TIPOAYKTOBaTa HHPOPMAIIHSL.

CHMP npenopbuBa npoMsiHa Ha yCIOBUATA HA pa3pelieHneTo(dra) 3a yrnorpeoa.
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