HNPHJIOXKEHMUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



' To3u JICKAPCTBCH MPOAYKT MOAJIC)KHU Ha JOIMIBJIHUTCIIHO Ha6J'IIO)_IeHI/Ie. ToBa 1€ IMMO3BOJIN 6’bp30T0
YCTaHOBsBAaHC HAa HOBA I/IH(l)OpMaLII/IH OTHOCHO Oe3omacHoctTa. OT MCIUIIMHCKHUTE CIICHUAJIMCTH CC
HN3UCKBA Ja C’I)06H_IaBaT BCsKa IMMOAO3UpaHa HECXKCIaHa PCaKI . 3a HauMHa Ha C’BO6H_IaBaHC Ha

HEXEeIaHU PEeaklnK BIKTE TOUKa 4.8.

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Spikevax 0,2 mg/ml HHKEKIMOHHA AUCTIEPCHS
Spikevax 0,1 mg/ml HHKEKIIMOHHA AUCTIEPCHS
Spikevax 50 Mukporpama HHXEKIHOHHA AUCIIEPCHS B IPEABAPUTEIHO HAII'BJIHEHA CIIPHHIIOBKA
uPHK Bakcuna cpemry COVID-19 (Hykieo3naHo Momuduumupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Tadauua 1. KayecTBeH ¥ KOJIMYeCTBEH ChCTAB CIIOPe] KOHIEHTPAUMATA U BUIA HA ONMIAKOBKATAa

KoanuectBo Ha | OnakoBka Ho3a(u) CbcraB
AKTHBHOTO
BelIeCTBO B
H030Ba
eIHHULA
Spikevax MHoroz0308 Maxkcumym 10 no3u Enna noza (0,5 ml) ceaspxa 100
0,2 mg/ml ¢nakon no 0,5 ml Bcska MHKpPOIrpaMa eaa3oMepaH
WHKEKINOHHA | (YepPBEHO (elasomeran), n”PHK BakcuHa cperry
AMCIepCcus OTYYIBALIO CE COVID-19 (BkitoueHa B JIUIHTHU
Karaue) HAHOYACTHIIN).
Makcumym 20 no3u Enna noza (0,25 ml) ceappxa 50
mo 0,25 ml Bcsika MUKporpama enazomepad, "PHK
BakcuHa cpenry COVID-19
(BKJIIOYCHA B JIMITUIHH
HaHOYACTHIIN).
Spikevax MHoro0308 5 no3u Enna noza (0,5 ml) ceaspxa 50
0,1 mg/ml ¢makoH (CHHBO no 0,5 ml Bcska MUKporpama enazomepad, "PHK
HHKEKIMOHHA | OTYYTBAIIO CE BakcuHa cpeiury COVID-19
aucnepcus Karaue) (BKJIIOYCHA B JIMITUIHU
HaHOYACTHIIN).
MHoro0308 Maxcumanuo 10 no3u | Eqna mo3a (0,25 ml) ceabpika 25
¢makoH (CHHBO mo 0,25 ml Bcsika MUKporpama enazomepad, "PHK
OTYYIBaLIO CE BakcuHa cpeury COVID-19
Karaue) (BKJTFOUCHA B JIUITHTHU
HaHOYACTHIIN).
Spikevax [Ipensapurenno | 1 mosa mo 0,5 ml Enna nosa (0,5 ml) ceabpxa 50
50 Mukporpam | HambIHEHA MUKporpama enazomepad, "PHK
a CIIPUHIIOBKA Camo 3a eqHOKpaTHa | BakcuHa cpeury COVID-19

HHKEKIIMOHHA
aucnepcus B
NpeABAPUTETHO
Ha'bJHEHA

ynoTpeba.

He usnomn3saiite
MIpEABAPUTEITHO

(BKJIFOUCHA B JIUITHTHU
HaHOYACTHIIN).




CIPUHIIOBKA HAIlBIIHEHA
CTIIPUHIIOBKA 3a
WHKEKTUPaHE Ha
4acT 0T 00eM
0,25 ml.

Enazomepan e enqnoBepuxHa, 5’-kenupana uaopmamonna PHK (uPHK), npoussenena c
W3II0JI3BaHETO Ha OE3KIIEThYHA in Vitro TpaHcKpunuus oT cboTBeTHUTe JJHK-Marpunu, kogupama
BupycHus munos (S) nporenn Ha SARS-CoV-2 (opurnHaina).

3a MbJIHUS COUCHK Ha IIOMOIIHUTE BCIICCTBA BHXKTC TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
NnxexknuonHa aucnepceus

Bsina mo moutwu Osma uctiepcus (pH: 7,0 — 8,0)

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHU NOKA3AHUS

Spikevax e npeaHa3HaueHa 3a akTHBHA UMyHH3auus 3a npesenuust Ha COVID-19, npuunseH ot
SARS-CoV-2, npu nuua Ha 6 1 moBeue Mecena.

VYnorpebara Ha Ta3u BakCHHA TpsOBa a ObJe B CbOTBETCTBUE C OPULUATHUTE IPETIOPHKH.
4.2 J103UPOBKA M HAYUH HA NPUJIOKEHHE

ﬂosmpoma

Bwxre Tabnuma 2 3a go3upaHe criopen pa3InyHUTE BUIOBE KOHIIGHTpanuu Ha Spikevax u tumna
BaKCHHAIUS.

Ta6anna 2. lo3upane Ha Spikevax npu MbpBUYHA cepUsl HA BAKCMHAIUS, IPH BAKCHHALMS C
TpeTa 1032 NMPH TeKKO MMYHOKOMIIPOMETHPAHU JIMIA U 3a OycTep 1031

KonnyectBo Bun Bn3pacr Hdo3a IIpenopbkn
HAa aKTHBHOTO | BAKCHHALMA
BelIeCTBO B
a030Ba
eIHHULA
Spikevax [IbpBuunHa cepus | Jluma Ha 2 (aBe) no3u (0,5 ml
0,2 mg/ml BB3pacT 12 | Bcska, ceabpikama 100
WHKEKIMOHHA TOIVHHU U mukporpama uPHK)
aucnepcus o- [IpenopbuBa ce
BB3PACTHH BTOpara j03a Jia ce
NPUIOKHU 28 THU
Jlenia Ha 2 (nBe) mo3u (0,25 ml CJIe]] ITbpBaTa J103a
BB3pACT OT | BCAKA, ChIbPIKalla (Bk. Touku 4.4 n
6 rouHN 50 mukporpama uPHK, | 5.1).
no 11 KOETO € MOJOBHUHATa OT
TOAMHU 703aTa 3a IbpBUYHATA
BaKCHHALIMs 32 JINIA Ha




KonnyecrBo Bun Bn3pacr Hdo3a IIpenopbkn
HA aKTHBHOTO | BAaKCHHAIUSA
BeLECTBO B
H030Ba
eTHHHIA
12 m moBeve rouHm)
Tpera noza npu | Jluna Ha 1 (emna) mo3a 0,5 ml,
TEXKKO BB3pacT 12 | ceappxaima 100
MMYHOKOMIIDOME | TOJUHU U Mukporpama nPHK
THpaHU JHLA 1o- Tpera no3a moxe
BB3pPACTHH Jla ce TPUII0KHU
Hal-Manako 28 gHu
Jena Ha 1 (emna) mo3za 0,25 ml, cJiell BTopara J03a
BB3pAcT OT | chabpxkaia 50 (Bk. Touka 4.4).
6 rouHN Mukporpama nPHK
no 11
TOJTUHU
Bycrep noza JIuna Ha 1 (emna) mo3za 0,25 ml, Spikevax moxe na
BB3pacT 12 | ceappxama 50 ce U3I0I3Ba 3a
TOIWHU U mukporpama nPHK oJICHIBaHE Ha
mo- UMYHHHSI OTTOBOP
BB3pPACTHH IIpY JIUIIa Ha
BB3pacT 12 u
MOBEYE TOJIMHHY,
KOUTO Ca MOy I
I’bPBUYHA CEPUS
cbe Spikevax wim
I’bPBUYHA CEPUS,
CBCTOSIILA CE OT
npyra uPHK
BaKCHHA WA
a/JIecHOBUpPYCHA
BEKTOpHA BaKCHHA,
Hal-Mainko 3
Mecela cies
3aBBPILIBAHE HA
IIbpPBUYHATA CEPUS
(Bxk. Touka 5.1).
Spikevax [IspBUYHa Hena Ha 2 (nBe) mo3m (0,5 ml
0,1 mg/ml cepusit* BB3pacT OT | BCsKa, chabpxkama 50
HHKEeKIITHOHHA 6moll mukporpama uPHK
aucnepcus u TOJIUHU BCSIKA)
Spikevax [IpenoppuBa ce
50 Mmuxporpam BTOpAarTa J103a Aa ce
a Jena Ha 2 (nBe) mo3u (0,25 ml npuioxu 28 JH
HH/KEKIMOHHA BB3pacT OT | BCAKa, ChAbpiKallla CJIe]] ITbpBaTa J103a
JAMCHEepCcHsi B 6 mecena o | 25 mukporpama uPHK (Bx. Touku 4.4 u
TNpeBAPUTETH 5 TOJMHH BCiKa, KOCTO € 5.1).
0 HAI'LIHEHA MOJIOBMHATA OT JI03aTa
CHPHHIIOBKA™ 3a ITbPBUYHA CEPHS 3a

Jielia Ha BB3pacT OT 6
no 11 roquan)*




KonnyecrBo Bun Bn3pacr Hdo3a IIpenopbkn
HA aKTHBHOTO | BAKCHMHAIUS

BeleCTBO B
H030Ba
eIHHULA
Tpera nozanpu | lena Ha 1 (emna) mo3a 0,5 ml,
TEXKKO BB3pacT oT | chabpxara 50
HMyHOKOMIpoMe | 6 1o 11 Mukporpama nPHK Tpera no3a Moxe n1a
TUPaHU JTUNAaj TOANHU ce MPUJIIOKH Haii-
MaJko 28 JHU cieq
Jena Ha 1 (emna) mo3za 0,25 ml, BTOpAarta J103a (BX.
BB3pacT OT | chAabpxama 25 Touku 4.4 u 5.1).
6 Mecena 1o | mukporpama nPHK*
5 rouHU
Bycrep noza JIuna Ha 1 (emna) mo3za 0,5 ml, Spikevax moxe na
BB3pacT 12 | ceappxama 50 ce U3I0II3Ba 3a
TOIWHU U mukporpama uPHK oJiCHIBaHE Ha
o- UMYHHHS OTTOBOD
BB3PACTHH [IpH JIMIa Ha
BB3pacT 12 u
MoBeYe roJIMHH,
Jlena Ha KOHTO ca MOJTyYrIn
BB3PacT OT 1 (enna) no3a 0,25 ml, | mepBUYHA cepust
610 11 ChIIbpIKAINa cbe Spikevax unmn
FOJMHU 25 mukporpama ”PHK* | mepBuuna cepus,
CHCTOSIILA CE OT
npyra uPHK
BaKCHHA WJIH
a/IecHOBUpPYCHA

BEKTOpHA BaKCHHA,
Hal-Maiko 3
Mecena cieq
3aBbpILIBaHE HA
IbPBUYHATA CEPUS
(Bxk. Touka 5.1).

* Jla He ce W3II0JI3BA IIPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA 32 HHXKEKTUPaHe Ha 4acT OT 00eM
0,25 ml.

+ 3a mppBUYHUTE CEpHH 3a JIMIA HA Bb3pacT 12 1 IoBeue roIuHu TPAOBa Ja ce U3M0I3Ba (IIaKOH C
KOHIIEHTpalus Ha BakcuHara 0,2 mg/ml.

}3a Tpera 1032 MpHU TEKKO MMyHOKOMIIPOMETHUPAHH JIMLA Ha BB3pacT 12 u nmoBeve roAnHu TpsiOBa 1a
ce u3noin3Ba ¢uiakoH ¢ koHuenTpanus 0,2 mg/ml.

Ileouampuuna nonynayus
BezomacHocTTa M epukacHocTTa Ha Spikevax mpu mema Ha Bb3pacT Hoj 6 Mecela Bee OIle He ca

YCTAaHOBCHHU. JIuncear JaHHH.

Cmapuecka 6v3pacm
He ce n3uckBa kopekius Ha 1o3aTa IIpy JHIA B CTapyecka Bb3pacT >65 roJuHH.

Hauun na OPUITOKCHHEC

Bakcunara Tpsi0Ba a ce mpujara HHTPaMyCKyJIHO. 3a IPEANOYUTaHE € B ACATONIHHS MyCKYJl B
ropHaTa 4acT Ha pbKaTa WM B aHTepoJiaTepaiHaTa yacT Ha OepoTo MpH KbpMaveTa U MaJIKu JIela.




He npnﬂaraﬁTe Ta3W BaKCMHA UHTPABACKYJIAPHO, MMOAKOKHO NI UHTPAACPMAIHO.

Bakcunara He TpSI6Ba Ja CC CMCCBa C ApYyTU BAKCMHHU WUJIK JICKAapCTBCHU MPOAYKTH B ChIIaTa
CIIPUHIIOBKA.

3a npeanazHu MEpKH, KOUTO TPsIOBA J1a ce B3eMar MpeIu NpuiaraHe Ha BaKCHHATa, BUXKTE Touka 4.4,
3a ykazaHWs OTHOCHO pa3Mpa3siBaHETO, padoTaTa ChC M U3XBBHPISHETO HA BAKCHHATA BIXKTE TOYKa 6.6.
4.3 IIporuBomoka3zaHus

CBpBXYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIIECTBO HIIH KbM HIKOE OT MOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.

4.4 Chnenuajanu npeaynpeskaeHust U NpeanasHl MEPKH PH ynorpeda

[Ipocaeaumoct

3a Ja ce 1'[0}.'[06[)1/1 mpocCjICANMOCTTA Ha OHOJIOTHYHUTE JICKAPCTBCHU MPOAYKTHU, UMCTO U MAPTUIHUAT
HOMCP Ha IMPUJIOKCHUSA IMTPOAYKT TpSI6Ba SICHO Ja CC 3aIiMcCBar.

CBD’LX‘IVBCTBI/ITCHHOCT n aHad)I/IJ'IaKCI/ISI

Nma cpobuienus 3a anaduinakcus mpu auua, nonyunin Spikevax. Bunaru tpsioBa na uma Ha
Pas3MnoNIoKEeHUE MOIXOAAII0 MEAULIMHCKO JICUeHHE U HaOoAeHUE B CiIydail Ha aHaMIaKTHIHA
peakuus ciiel NpuaokeHUe Ha BAKCHHATA.

HpenoquBa CC BHUMATCIIHO Ha6J'IIO}_IeHI/Ie B IIPOABJIZKCHUC HA Haii-mainko 15 MUHYTH CJICO
BaKCHHaNusATa. HOCJ’IC}_IBEIH_[I/ITC J031 Ha BAKCHMHATa HC TpSI6Ba Ja C€ NMOoCTaBAT HAa OHE3U, KOUTO Ca

MONy4HIN aHa(uiIaKcHs IpU ITbpBara J103a Ha Spikevax.

MI/IOKaD}_II/IT 1 IEPpUKapaAUT

C’LH_ICCTBYBH MOBUIICH PUCK OT MUOKAPAUT U MCPUKAPAUT CJIC BaAKCUHALIUA CbC Spikevax.

Tesu 3a00ms1BaHMsI MOTaT J1a C€ Pa3BUAT JI0 HAKOJKO JJHU CIIe/l BAKCHHALUATA U HACTHIIBAT MPEIUMHO
B paMkute Ha 14 quu. Te ca HaOM0aBaHU MO-YECTO CIIE BTOparTa /103a, B CpaBHEHHE C IbpBaTa 1034,
U TI0-YECTO MPH IOHOLIH U MO-MJIagu Mbke (BX. Touka 4.8). [I[podunbsT Ha prcka U3rIIekaa € CXolIeH
IpH BTOpAaTa U TpeTara J103a.

Hannunnre JAaHHU ITOKa3BaT, Y€ IIPOTUYIAHCTO HA MUOKAPAUT U ICPUKAPAUT CJICA BAKCUHAIUATA HC CC
pas3jim4yaBa OT TOBAa IpU MUOKAPAUT WUJIU IICPUKAPAUT KATO LAJIO.

MG,Z[I/ILII/IHCKI/ITG CIICaJIMCTH TpSI6Ba Ja 6’[;)_'[3T 6)_'[I/ITCJ'IHI/I 34 IPpU3HAIUTC U CUMIITOMHUTC Ha
MHOKApAUT U ICPUKAPAUT. BaKCI/IHI/IpaHI/ITe Jna TpSI6Ba Ja 6T>ILaT HUHCTPYKTHUPAHU a IOTbPCAT
He3a0aBHO MCINIMHCKA ITOMOIIL, aKO Pa3BUAT CUMIITOMU, ITOKA3aTCIIHU 34 MUOKAPAUT HUJIN
NEpUKaApAUT, KaTO (OCTpa n HpO,Z[’LJ'DKI/ITeJ'IHa) Oolka B I'bpAUTEC, 3ayX WU MAJIUATALUA CICO
BaKCHHaNusATa.

MG,Z[I/ILII/IHCKI/ITG CrICaIuCTH TpSI6Ba Ja HallpapAT ClIpaBKa ¢ pbKOBOJACTBATA /v CIICNUAaJIMCTHUTE
34 JUArHoCTULIUPAHEC U JICUCHUC Ha TOBA 3a00JIBaHe.

Peakiumn CBBP3aHH C TPEBOXKHOCT

PeaKL[I/II/I, CBBpP3aHU C TPCBOXKHOCT, BKIIFOUUTCIIHO BA30BaraJlHu pCaknu (CI/IHKOH), XUNICPBCHTUIIAL WA
HJIN TaKrBa, CBBP3aHU CHC CTPCC, MOIraT [ia CC NOABAT BbB Bpb3Ka C BAKCUHAIUATA KATO IICUXOI'CHCH



OTTOBOP KbM MHIKCKTHUPAHCTO C UIJIA. Baxno ¢ Ja CC B3EMart MpeaAmnasHiu MEpKu, 3a 1a CC n30erue
HapaHsABaHC IPpU NPUJIOHIABAHC.

ChIbTCTB alio 3a00J19BaHE

BaKCI/IHaLII/ISITa TpSI6Ba Aa CC OTJIOXKHU IIpH JInla, CTpagalu OT OCTPO TCIKKO (I)e6pI/IJ'IHO 3a00J19BaHe
HJIn OCTpa I/IH(l)eKLII/ISL Hanwmumnero Ha nmeka I/IH(l)eKLlI/ISI W/WIIH JIEKO MOBUIIICHA TEMIICpATypa HE TpSI6Ba
Ja 3a0aBs BaKCHUHaNusATa.

TDOM60LII/ITOH€HI/I$I W HAPpYIICHUA HAa KPBBOCHCHPBAHETO

Kakro mpu apyru HHTpaMyCKy/IHH MHKEKIMH, BAKCHHATa TPsAOBa Ja ce Mpujiara BAUMATEIHO [IPH
JUIIa Ha aHTUKOAryJjJaHTHa TePanusl WK TaKUBa ¢ TPOMOOLIMTONICHHS WIIM HIKAKBO HapyLIEHUE Ha
KPBBOCHCUPBAHETO (HampuMep XxeMOopHIINs), Thi KaTo MpY TE3H JIMLA MOXKE J1a Ce TIOSBU KbPBEHE M
oOpasyBaHe Ha CHHHHH CJIe]l HHTPaMyCKYJIHOTO MTPUIIOKEHHE.

O0ocTpsiHE HAa CUHJIPOM Ha HapylleHa Kkanwisipaa nponyckiausocT (CLS)

C’LO6H_ICHI/I Ca HAKOJIKO CJIy4ad Ha 060CTpHHe Ha CHHAPOM Ha HapyHICHA KalluJsgpHa MPOITY CKINBOCT
Ipe3 IbPBUTE AHU CJIC BaAKCHUHALIUA CbC Spikevax. MCI[I/ILII/IHCKI/ITC CIICaJIMCTH TpSI6Ba Ja ca
HasiICHO C NPU3HALIUTC U CUMIITOMUTC HA CLS, 3a Ja Morart He3a0aBHO Ja paslo3HasiAT U Ja JICKYBaT
CbCTOAHHCTO. HpI/I JIIja ¢ aHaMHE3a 3a CLS IJIAHUPAHCTO HAa BaKCUHALIMATA TpSI6Ba Ja CC HallpaBu
CbBMCCTHO CHC CbOTBCTHUTC MCIUIIMHCKHN CKCIICPTH.

HMVHOKOMHDOMCTHD&HH JIM1a

Eduxacnoctra 1 6e30macHOCTTa Ha BAKCHHATA HE Ca OLIGHEHH TP HMYHOKOMITPOMETUPAHH JIULIA,
BKITIOUMTEIIHO TaKMBa, KOUTO MOIy4aBaT UMyHOCynpecuBHa Tepanusi. EpukacnoctTa Ha Spikevax
MOKe J1a ObJIe TO-HUCKA TPH UMYHOKOMIIPOMETHPAHH JIUIIA.

HpenopLKaTa Ja ce ooMucIn MPUIIOKCHUEC HA TPETA A03a IPU TCIKKO UMYHOKOMIIPOMCTHUPAHU JIMIa
(B)K. Touka 42) CC OCHOBAaBa HAa OIrpaHUYCHU CCPOJIOTUYHU NJaHHHU MPU MMAOUCHTU, KOUTO Ca

HUMYHOKOMIIPOMETHPAHU CJICA TPAHCILIaHTAlUsA Ha COJIMJACH OpTraH.

HDOZ[’LJ'DKI/ITCJ'IHOCT Ha 3amuTara

HpOZ[’LJ'DKI/ITeJ'IHOCTTa Ha OCUrypcHaTa OT BaKCHHATa 3alluTa ¢ HCU3BCCTHA, TBU KaTo TS BCE omIe CC
YCTaHOBsABA OT TCKYIIW KIMHUYHU IPOYYBAHUA.

OFDaHI/I‘leHI/IH Ha ed)eKTI/IBHOCTTa Ha BaKCHHAarTa

.HI/ILIaTa MOXKE aa HE 6’])}_IaT HaITbJIHO 3allIUTCHU 10 14-us ACH CJICA IMMOCTaBsAHC HAa BTOpAaTa A034. Kakro
IIpru BCUYKW BAKCUHU, BAKCHUHALIUATA ChC Spikevax MOXKE [1a HC OCUT'YPHU 3allliTa Ha BCUYKU
PCOUIIMCHTH Ha BaAKCUHATA.

IToMoIIHM BEIECTBA ¢ M3BECTHO AEUCTBUE

Hampuu
Tasu BakcuHa chABpKa MO-Maiko oT 1| mmol HaTpuii (23 mg), T.€. MOXKE J1a ce Kake, 4e MPaKTUICCKU
HE ChIIbpKa HATPHL.

4.5 BzammopeiicTBHe ¢ IPYrH JIeKAPpCTBEHH MPOAYKTH M APYTrH ()OPMH Ha B3auMojeiicTBHe

Bucoka no3a yetnprBaieHTHA TPOTUBOTPHUITHA BAKCHHA MOXKE J]a C€ TpuJjlara eTHOBPEMEHHO ChC
Spikevax.



4.6 dDepTuauTeT, OPpEMEHHOCT U KbPMeHe

BpemenHoct

lonemusT 06em OT JaHHU, OTYYEHU OT HAOIIOIEHUETO HAa OPEMEHHH JKEHH, BAKCHHUPAHU ChC
Spikevax o Bpeme Ha BTOpHS U TPETUS TPUMECTHP, HE MTOKa3Ba YBEJIMUYCHUE Ha CIIy4anuTe Ha
OpeMEHHOCT ¢ He)KeJlaH U3X0[ OT OpeMeHHOCTTa. Makap e JaHHHUTE 3a U3XO0 OT OPEMEHHOCTTA ClIe]
BaKCHHALWs, POBE/ICHA 110 BpeMe Ha IbPBUS TPUMECThP NOHACTOSIIEM Ca OTpaHUYeHH, HE ce
Ha0JIro1aBa MOBUILIEH PUCK OT CIIOHTaHeH abopT. [IpoyuBaHus NpH >KUBOTHH HE MOKa3BaT MPEKU HIIH
HETpeKu BpelHU eeKTH, CBbp3aHu ¢ OpeMEHHOCTTa, eMOPHOHAIHOTO/(pEeTaTHOTO pa3BUTHE,
PaKAaHETO MM MOCTHATATHOTO pa3BUTHE (BXK. Touka 5.3). Spikevax Moxke aa ce mpusara o Bpeme
Ha OpEeMEHHOCT.

Kopmene
He ca odakBar eexTy mpu HOBOPOJICHH/KbpMaUeTa, Thil KaTO CCTEMHATa eKCIo3uIs Ha Spikevax
NP KbpMeEIaTa JKeHa € He3HaunTenHa. JlaHHu OT HaONFoICHUS TIPU KEHU, KOUTO KBPMST CIIE]

BaKCHHAaNWs, HC MMOKAa3BaT PUCK OT HCIKCIIAHU e(l)eKTI/I npu HOBOpOZLeHI/I/KT)pMa‘-IeTa. Spikevax MOXKE ga
CC IIpuJjiara B nepruoga Ha KbpMCHC.

depTUnuTET

[IpoyuBanus npH >KUBOTHH HE MTOKa3BaT MPEKU WM HENPEKH BPeAHU e(peKTH, CBbp3aHH C
penpoayKTUBHA TOKCHYHOCT (BXK. Touka 5.3).

4.7 EdexTn BbpXy crioco0HOCTTA 32 mogupaHe H padoTa ¢ MAIINHA

Spikevax He IOBIMsBA MM MTOBIMSBA IPEHEOPEKUMO CIIOCOOHOCTTA 32 Iodupane 1 padora ¢
MamuHu. Hskoun ot edekrute, mocodeHu B Touka 4.8, Morat Bce Mak BpeMEHHO J1a MOBJIUSAT Ha
CHocoOHOCTTA 3a mopupaHe Wi padoTa ¢ MallMHH.

4.8 Hexenanu jJjeKapCTBeHH PeaKIuH

O06006111eHrEe Ha podriia Ha OE30IIaCHOCT

Bwspacmnu

BezomacHocTTa Ha Spikevaxe oleHeHa B TEKYLIO PaHAOMH3HPAHO, IIale00-KOHTPOIUPAHO,
3acJIeNeHo 3a HaboAaTeNsl KIIMHNYHO npoyuBane Paza 3, nposexaario ce B CAILL, BirouBaio

30 351 yuacTHuIM Ha Bb3pacT 18 1 moBeue roAWHH, KOUTO ca MOJYYHIIH [TOHE eHa J03a oT Spikevax
(n=15 185) unu nnaune6o (n=15 166) (NCT04470427). [1o Bpeme Ha BaKCHHALMSITA, CPEIHATA BH3PACT
Ha ToryJanusTa ¢ 52 roauHu (quama3oH ot 18 mo 95); 22 831 (75,2%) oT yyacTHUIIUTE ca Ha B3pacT
ot 18 o 64 rogunun u 7 520 (24,8%) OoT ydacTHHLIUTE ca HA Bb3pacT 65 1 oBeYe TOANHH.

Haii-yecTo choO1aBaHuTe HEKEJIAaHU PEakUru ca 0oJIka Ha MSCTOTO Ha HHXKeKkTupane (92%), ymopa
(70%), rmaBoOomnue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTpucane

(45,4%), ranene/moBpsbinane (23%), akcunapHo nmoayBane/6onesnenoct (19,8%), mosuiena
temmneparypa (15,5%), nogyBane Ha MsacTOTO Ha uHxektupane (14,7%) u 3auepssBane (10%).
Hexenanute peakiiuy 0OMKHOBEHO ca JICKH WM YMEPEHH M0 MHTEH3UTET U OTIIYMSBAT 32 HAKOJIKO
IHM CJIeJ BaKCHHanuATa. MajKo Mo-HHCKa YeCTOTa Ha CbOMTHS Ha PEaKTOTEHHOCT Ce CBBP3Ba C I10-
royisiMa Bb3pacT.

Karo 151710 HAKOM HEXXENaH! Peakliy ce CPear Mo-4ecTo B MO-MJIaJUTe Bb3PACTOBHU IPYIIH:
YecToTara Ha akCHJIApHO I10{yBaHe/00JIe3HEHOCT, YMOpPa,I1IaBo00INe, MUAIITHS, apTPANITHs, BTPUCAHE,
raJieHe/OBPBILAHE U MOBHUILEHA TEMIIEpaTypa € [10-BUCOKa IPH Xopa Ha Bb3pacT oT 18 1o < 65
TOAMHU OTKOJIKOTO IIPU TE€3M Ha Bb3pacT 65 roanHu u noseue. [lo-yecTo ce choO11aBat JIOKaaIHu U
CHCTEMHHM HEXEJIaHU PeaKklMu Clell 103a 2 OTKOJIKOTO clies Ao3a 1.



FOnowu na év3pacm om 12 0o 17 200unu

Hannu 3a 6e3onacHocT Ha Spikevax npu IOHOIIM ca ChOpaHH B TEKYIIO pPaHIOMHU3UPaHO, Tianedo-
KOHTPOJIMPAHO, 3aCIENeHO 3a HabIroaTeN s KMTMHUYHO npoyuBaHe (aza 2/3 ¢ HIKOJIKO YacTH,
nposexaamo ce B CAIL. [IspBara yacT Ha npoy4BaHeTo BKIIOUBA 3 726 y4acTHUIM Ha Bb3pacT OT 12
1o 17 roauHM, KOUTO ca MOJyYriH MoHe efana no3a Spikevax (n=2 486) wiu mianebo (n=1 240)
(NCT04649151). [lemorpadcknte XapakKTEpHCTHKH ca CXOIHHU MEXKIY YYaCTHHLIUTE, KOUTO ca
nonyuyunu Spikevax, ¥ Te3u, KOUTO ca MOTyYHI 1ianedo.

Haii-uectute HeXXemaHu peakIuy MPH FOHOIIH Ha BB3pacT oT 12 1o 17 rogunau ca 605ika Ha MSICTOTO
Ha umxektupane (97%), rmaBodomme (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
akcuiiapHo noxgyBaHe/6onesHenoct (35%), aprpanrus (35% ), ranene/mopbiuane (29%), momyBane
Ha MSICTOTO Ha MHKekTupane (28%), epureM Ha MACTOTO Ha WHXKeKTHUpaHe (26%) u moBUIIIeHa
temmneparypa (14%).

ToBa npoyuBaHe MpeMUHaBa KbM OTKpUTO poyuBaHe ¢aza 2/3, B koeto 1 346 yyacTHHLN Ha BB3pacT
ot 12 o 17 ronuum momy4aBar Oycrep no3a Spikevax Hali-Manko 5 Mecera ciej BTopara 03a OT
n'bpBUYHATA cepusi. He ca ycTaHOBEHM AOMBIHUTEIHN HEKEJIAaHU PEaKLMU B OTKPUTATa YacT Ha
MPOYYBAHETO.

Heya na ev3pacm om 6 200unu do 11 2o0unu

Hannu 3a Ge3onacHoct Ha Spikevax npu nena ca cbOpaHu B TEKYILO PaHAOMU3HPAHO, 3aCJICIEHO 3a
HaOmoaaTeNs, KIIMHAYHO Tpoy4BaHe (asa 2/3 B aBe yactu, mpoBexaamio ce B CAIll u Kanaga
(NCTO04796896). YacT 1 e oTkputa (haza Ha MpoydBaHETO 3a OE30ITaCHOCT, H300p Ha 1032 U
MMYHOT€HHOCT, U € BKItouBasia 380 y4yacTHUIM Ha Bb3pacT OT 6 roauHu A0 11 roguHu, KOUTo ca
nosryanim moHe 1 mo3a (0,25 ml) Spikevax. Yacr 2 e murarnie6o-koHTpoaupanaTa (asa 3a 6e30macHoCT
u e BkirouBana 4 016 yyacTHULM Ha BB3pacT OT 6 roavHu 10 11 ronuHu, KOUTO ca MOJTyYHIIU [IOHE
emHa go3a (0,25 ml) Spikevax (n=3 012) wim mane6o (n=1 004). Yyactaumm ot Yacr 1 He ca
yuactBaiu B Yact 2. Jlemorpadckute XxapakTEpUCTHKU Ca CXOIHH MPH YIACTHUINTE, KOUTO Ca
nosryanim Spikevax, ¥ Te3u, KOUTO ca TOMy4IIIN Tu1arne0o.

Haii-yecture HexenaHu peaklyy Npy yYaCTHULM Ha Bb3pacT oT 6 roguHu A0 11 rogunu cien
MPUJIOKEHUE HA IbPBUYHATA CEpUsl Ha BaKCHHALM (B 4acT 2) ca 00Ka Ha MACTOTO Ha HH)KEKTHUPaHe
(98,4%), ymopa (73,1%), rmaBobomue (62,1%), muanrus (35,3%), Brpucane (34,6%),
ragene/nospbinane (29,3%), akcunapao noxysane/6onezneroct (27,0%), moBuIeHa TemMeparypa
(25,7%), eputem Ha MICTOTO Ha HHXKeKTUpaHe (24,0%), mogyBaHe Ha MACTOTO HAa HHKEKTHPaHE
(22,3%) n aptpanrus (21,3%).

[TpoTokoIBT Ha MPOYYBAHETO € U3MEHEH, 3a J1a BKIIIOUBa OTKpHTa (haza ¢ OycTep 1032, KOSITO BKIIOYBA
1 294 ygactauim Ha BB3pact ot 6 1o 11 roguHan, KOoNTO ca moydrin 0ycrep fgo3a Spikevax moxe

6 Mecema cies BTopara 7i03a OT IbpBHYHATa cepusi. He ca ycTaHOBEHM JOITBIHUTEIIHH HEXETaH!
pEakIiy B OTKPUTATA 4acT Ha IPOYYBAHETO.

Jleya na ev3pacm om 6 meceya 00 5 200uHu

EnHo Tekymio paHaoMHu3upaHo, TUIarie00-KOHTPOIMPAHO, 3aciielleHo 3a HabuoqaTelis npoy4Bane ¢asa
2/3 3a olleHKa Ha 0€3011aCHOCTTA, TIOHOCMMOCTTA, PEaKTOreHHOCTTa M ehrKacHOCTTa Ha Spikevax ce
npoBexaa B Ceenmuuenute maru u Kanana. Tosa nmpoyuBane BmrouBa 10 390 yaacTHAIIM Ha BB3pacT
ot 6 mecerna 10 11 roguHM, KOUTO ca MOTYYMIN HAH-MaIKO enHa no3a Spikevax (n=7 798) wim
mwiame6o (n=2 592).

B mpoy4BaneTo ca BKIIIO4EHH Jienia oT 3 Bb3pacTOBH IPyIU: OoT 6 romuHu 10 11 roguHu, OT 2 TOAWHA
1o 5 ropuHuU U OT 6 Mecena 10 23 Mecera. B ToBa nmeauaTpudHO MpoyYBaHe ca BKIOUeHU 6 388
YYacTHUIM Ha BB3PacT OT 6 Mecela 10 5 TOAWHH, KOUTO ca MOJy4YHIIN Hail-Malko eqHa no3a Spikevax
(n=4 791) nnm mnauebo (n=1 597). lemorpadckure XapaKTepUCTUKU Ca CXOIHH IIPH yYaCTHHULINTE,
KOHTO ca Noixydmin Spikevax, v Te3H, KOUTO ca MOMYUHIIH I1aneoo.

B ToBa KIMHNYHO NpOyYBaHE HEXKENAHUTE PEAKIIMH NTPY YYACTHHULIUTE Ha Bb3pacT oT 6 Mecena 110 23
Mecela cie/ NpuiaraHe Ha ITbPBUYHATA Cepusl ca pa3apasHUuTeaTHOCT/HeoOndaeH miay (81,5%), 6onka
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Ha MACTOTO Ha WHXKekTupane (56,2%), 6escvuue (51,1%), 3aryda Ha anetut (45,7%), moBuiieHa
temmneparypa (21,8%), mogyBaHe Ha MACTOTO Ha uHkekTupane (18,4%), eputeM Ha MSCTOTO Ha
nmxkekrupane (17,9%) u akcunapao noaysane/6oneznenoct (12,2%).

Hesxenanute peakuu mpy y4yacTHHULIKTE Ha Bb3pacT oT 24 10 36 Mecena ciel npuiaraie Ha
I'bpBUYHATA CepHsl ca 00JIKa Ha MACTOTO Ha HHXeKTupaHe (76,8%), pa3apa3HUTEIHOCT/He0OnYacH
miay (71,0%), 6e3cbrue (49,7%), 3aryba Ha anetut (42,4%), nosuiieHa Temmneparypa (26,1%),
epuTeM Ha MACTOTO Ha umkektupane (17,9%), momysane Ha MACTOTO Ha HHXekTtupane (15,7%) n
akcuiapHo noxysane/6onesnenoct (11,5%).

Hesxenanute peaknuu pu yYacTHUIINTE Ha BB3PacT OT 37 Mecella /1o 5 TOMWHU Cliell puilaraie Ha
I'bpBUYHATA cepHs ca 00JIka Ha MACTOTO Ha HHXekTupaHe (83,8%), ymopa (61,9%), rnaBobonue
(22,9%), muanrus (22,1%), nopumeHa temmneparypa (20,9%), Btpucane (16,8%), rageHe/moBpbIane
(15,2%), akcunapuo moayBane/6oneznenoct (14,3%), aprpanrus (12,8%), eputem Ha MACTOTO Ha
nmxekTupane (9,5%) u nmoxyBaHe Ha MACTOTO Ha HHXKeKTHpaHe (8,2%).

TabnuyeH CIHUCHK HA HEXKEIAHUTE PCAKIINU

[IpodmrbT Ha Ge30macHOCT, IPEACTaBEH MO-I0J1Y, CE OCHOBaBa Ha JAHHUTE, TCHEPHPAHU B HSIKOJIKO
1a1e60-KOHTPOIMPAHN KIMHUYHH IPOYUYBAHUS TIPH:
- 30 351 BB3pacTHH > 18 roguHu
- 3726 roHomm Ha BB3pact oT 12 no 17 rogunun
- 4002 nena Ha BB3pacT ot 6 10 11 ronunn
6 388 nmena Ha BB3pacT OT 6 Mecena A0 5 TOAUHU
- U 10 BpeMe Ha MOCTMapKETHHTOBUS OIUT.

C’LO6H_[CHI/ITC HCXKCJIaHU PCAKIIUU Ca I/136p0€HI/I criopen cji€aHaTa KOHBCHIUSA 3a YCCTOTA:

Mmsoro uectu (=1/10)

Yecru (= 1/100 no < 1/10)

Heuectu (> 1/1000 o <1/100)

Penxu (> 1/10 000 mo <1/1000)

Mmoro penku (<1/10 000)

C HeusBecTHA YecToTa (0T HATMYHUTE JaHHU HEe MOXe Jia Ob/ie HalpaBeHa OIeHKa)

B paMkuTe Ha BCSIKO TPYITHPAHE MO YECTOTA HEXKEIAHUTE PEaKIMK ca MPEICTABCHH B HU3XOIAIN e/l
0 OTHOIIeHHne Ha cepro3HocTTa (Tabmuma 3).

Tabnauna 3: Hesxkeranu peaknuy oT KJIWMHMYHHA IPoy4YBaHust Ha Spikevax u ot
MOCTMAPKETHHIOBMS ONUT NPH JULA HA 6 1 NoBeye Mecela

Cucremo-opranen kjaac no [Yecrora Hexenana(u) peakuusi(u)
MedDRA
Hapymennss Ha kppBTa®M  (MHOTrO Uectn Jlumdanenonarus™®
IMM@HAaTa cucTeMa
Hapymennss Ha umyHHaTta |C HEM3BECTHA 4ECTOTA AHa(uIaKCHS
crucTeMa CBpPBXUyBCTBUTEIHOCT
Hapymenns Ha MHoro yectu Hamanen anetutyf
MeTa00JIM3Ma H XPaHEHeTO
[lcuxnyHM HApYIIeHu s MHoro yectu PaznpazHuTEeTHOCT/HEOONYacH
riaat

Hapymenns Ha HepBHaTta  (MHoOrO uectn ["maBoGonme
cucreMa bescrauet

Heuectn 3amMasHOCT

Penxu Octpa nepugepHa IuieBa




napanuzaj
Xumnoecrezus
[lapecTe3us
ChbpaeyHn HapyLIeHH sl MHoro penku MuoxapauT
[lepukapaut
CTOMAIIHO-YPEeBHH MHoro yectu ["aneHe/moBpbIIaHe
HApYIICHUSI
Uectn [uapus
Heuectn bonka B kopemag§
Hapymenns Ha koxxataum  [Uectn O6pus
MO/IKOKHATA ThKAaH
Heuectn VpTukapus'
C Hem3BecTHa yecToTa Eputema myntugopme
Hapymenns Ha MHoro yectu Muanrus
MYCKYJIHO-CKeJIeTHATA ApTpanrus
cHCTeMa U ChbeANHUTeJIHATA
ThKaH
Hapymenns Ha C Hem3BecTHa yecToTa Te)KKO MEHCTPYaTHO KbpBEHEH
Bb3NPON3BOANTEIHATA
cHCTeMa U IbpaaTa
OO0mu Hapymenus u edpextu [MHOTO YecTH bonka Ha MACTOTO Ha HHKEKTUPAHE
HA MSICTOTO HA NPHJIOJKEHH e YMopa
Brpucane
[Mupexcus
[lomyBaHe Ha MACTOTO Ha
MHXEKTHPaHE
EputeM Ha MACTOTO Ha
MHXEKTHpPaHE
Uectn YpTHKapus Ha MACTOTO Ha
MHXEKTHPaHE
OOpuB Ha MACTOTO Ha WH)KEKTHpaHe
Peakuysg Ha MACTOTO Ha
WH)KEKTHPaHe OT 3a0aBeH TUIT®
Heuectn [Ipyputyc Ha MACTOTO Ha
MHXEKTHPaHE
Penku [ToyBaHe Ha JUIETOY
C Hem3BecTHa yecToTa OOmMpeH 0TOK Ha BaKCHHUPAHUS
KpallHUK

*JInmpaneHomaTws € Omia ycTaHOBEHA KaTo akCHiIapHa JIMM(paJIeHONaTysI OT ChIlaTa CTPaHa Ha MSICTOTO HA HHXKEKTHPAHE.
B msixom cimywau ca 3acerHaTH U ApyTH IMM(HU BB3IH (HATIpP. IIHHHN, HAAKITIOYNIHH).

‘tHa6mogaBany npy neauaTpudHaTa MOMyIanyst (Ha Bb3pacT OT 6 Mecena /10 5 TOANHN)

1B pamkunTe Ha Ieproza Ha MpOCIeAsBaHe Ha OE30IIaCHOCTTa e ChoOIaBa 3a OCTpa NeprudepHa JINIEBa Mapannu3a Npu
TpHMa yJaCTHHUIM B TpymaTa Ha Spikevax M Ipu eIWH MalyeHT B Tpymnarta Ha miane6o. [losiBaTa mpu marpeHTHTE B rpynaTa
Ha BaKCHHATa HACTbhIBA cien 22, 28 u 32 IHU Clie] BAKCHHALIUATA ¢ J103a 2 .

§ Bonka B kopema e HaOmoaBaHa B IeJUATPHYHATA ITOIMyIaIws (Ha Bb3pacT ot 6 1o 11 rogunm): 0,2% B rpynara Ha
Spikevax u 0% B rpymnara Ha miane6o.

4 HaGiomaBanu ca ciiy4ay Ha ypTHKApHs ¢ OCTPO HAJasIo (B paMKUTE HA HAKOJIKO JTHU CJIEJ BAKCHHAIILITA) HIIH ChC
3a0aBeHO HaJajo (IO OKOJIO ABE CEIMMITH CJIE]] BAKCHHALUATA).

#IloBedeTo ciryyan M3IICKIA HE Ca CEPHO3HU U Ca C BpEMEHEH XapakTep.

®MemaHaTa Ha BpEMeETO JI0 T0siBa € 9 THHM cie]] MbpBaTa WHKeKuus U 11 1HU cient Bropata MHKeKLus. MeanaHata Ha
MIPOIBIDKUTEITHOCTTA € 4 HU CIIe]] TbPBaTa MHXKEKIHS U 4 THU CIIe]] BTOPAaTa MHKEKITHS.




¥lIma Be cepHo3HM HeXeNIaHN CHOUTHS Ha NIOAyBaHE Ha JIMIETO NPH PELUITHECHTH Ha BaKCHHATA C aHAMHEe3a 3a
HIDKeKTUpaHe Ha fepManau Gurspu. [losBata Ha nomyBaHeTo € cho0ImeHa croTBeTHO B Jlen 1 u Jlen 3 ot nens Ha
BaKCHHAIUATA.

Peakrorennocrra v mpounbT Ha 6e30macHOCT MpH 343 y4acTHUIM, MToTydaBamm Spikevax, Kouto ca
o ceporo3ntuBHY 32 SARS-CoV-2 Ha U3X0JHO HUBO, € CHIIOCTABUMA C Ta3W HAa YYaCTHUIIH,
ceponeraTuBHU 32 SARS-CoV-2 Ha U3X0HO HUBO.

Bwspacmuu (6ycmep 0osza)

BeszomacHocTTa, peakToreHHOCTTa 1 IMyHOT€HHOCTTa Ha OycTep m03a Spikevax ca OlleHeHH B €IHO
TeKymo ¢asza 2, paHIOMHU3UPAHO, 3acIIeTIEHO 3a HAOMoAaTeNs, M1ane00-KOHTPOIUPaHO, IPOyYBaHe 32
MOTBBPXK/IaBAaHE Ha J103aTa P yYyacTHUIM Ha Bb3pacT 18 rogunu u noseue (NCT04405076). B ToBa
npoyuBane 198 yyactHunu ca norxyuniu ase 1034 (0,5 ml, 100 mukporpama npe3 1 mecerr) ot
I'bpPBUYHATA cepusl Ha BakcuHaus cbe Spikevax. B otkputa haza Ha ToBa mpoyuBaHe 167 oT Te3u
YYacTHULM ca TOXy4rIn enuHu4dHa Oycrep no3a (0,25 ml, 50 mukporpama) Haii-manko 6 Mecena
cliesl IoJlydaBaHe Ha BTOpaTa 103a OT ITbPBUYHATA Ceprsl Ha BaKCHHALMS. THPCEHUAT PO Ha
HeXXenaHu peakuuu 3a Oycrep mosara (0,25 ml, 50 mmkporpama) e 6un mogodeH Ha TO3H ciex
BTOpara /1032 B 'bPBUYHATA CEPHUS HA BAKCHHALIHSL

Onucanue Ha I/136DaHI/I HCXCIaHU PCAKIINN

Muoxapoum
[ToBUIIEHUSAT PUCK OT MUOKAPUT CJIeN BaKCHHAIMS Chec Spikevax e Hai-BUCOK IPH FOHOIIH U T10-
MJIamu Mbxe (BXK. Touka 4.4).

[Be ronemu papMakoenuIeMHOIIOTHYHH IPOYYBaHUS, MPOBeAeHU B EBpona, olieHsBaT MO-BUCOKHUS
PHCK OT MHOKapIUT MY IOHOIIX M MO-MJIaZH MBKe ciel] BTopara go3a Spikevax. Enno npoyuBane
MOKa3Ba, 4e 3a ePUOoJI OT 7 THU cliell BTopaTa /1o3a uMa okoio 1,316 (95% CI 1,299 — 1,333)
JOIBIHUTENHY ciaydast Ha MHoKapauT Ha 10 000 npu 12 1o 29-roauiHu IOHOIIN U MBXKE, B
cpaBHeHHE ¢ xopa 0e3 ekcno3uuus. B npyro npoyusane 3a nepuos oT 28 AHU ciel BTOpaTa 103a ca
HabmonaBanu 1,88 (95% CI 0,956 — 2,804) nonbiaauTenHu cinydas Ha Muokapaut Ha 10 000 mpu 16
110 24-TOJUIIHY IOHOIIHN U MBXE, B CPaBHEHHE C Xopa 0e3 eKCIIO3ULHSI.

C’L06H.[aBaHe Ha 10A03MpaH HCXCITIaHU PCAKIINN

CpoOmaBaneTo Ha MOO3MPAHU HEXENaHU PEeaKIUH CIe/l pa3pelaBaHe 3a ynorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakHO. ToBa 1o3BojIsiBa Ja MPOABIKHA HAOMIOJEHUETO Ha ChOTHOIIEHUETO MOJ3a/pUCK 32
JeKapcTBEeHUs MPOAYKT. OT MEAUIMHCKUTE CIEHUATMCTH Ce U3UCKBA Jla ChOOIIaBaT BCsKa
MOJI03MpaHa HeXxellaHa Peakysl Ype3 HalMOHaIHa CUCTeMa 3a ChoOIaBaHe, I0COYeHa B
[punoxenue V u na BKIOYAT MapTUACH HOMED, aKO € HaJllueH.

4.9 IIpeno3upane

B ciydaii Ha npeno3upane ce npenopbyuBa MPOoCiIeAsBaHe HA )KU3HEHUTE PYHKIUH U BB3MOXKHO
CUMIITOMaTHYHO JIEUCHHE.

5. OAPMAKOJIOTHUYHU CBOUCTBA

5.1 ®apmakoguHAMHYHM CBOMiCTBa

®dapmakoTepaneBTHUHA TpyIa: BaKCHHH, Apyru BupycHu BakcuHH, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Spikevax (emazomepan) ceabpka u”PHK, Bxmoyena B munuaan Hanouactuiu. ”PHK xoaupa
M'BJIHOBEPHIKEH MMNOB poTenH Ha SARS-CoV-2, Mmoauduiupad ¢ 2 npoJMHOBY 3aMECTBaHUS B
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obiactta Ha XenTagHoTo noBTopenue 1 (S-2P), 3a crabunusnpane Ha MKUITOBHUS IPOTEHH B
npedy3nonHa kondopmarus. Cineq HHTPaMYCKYTHA HHKEKIHSI KJIETKUTE Ha MSICTOTO Ha
WH)XEKTUPaHE U IPeHUPAIINUTE TUM(HU BB3IH MOEMaT JIUIUAHUTE HAHOYACTHULIM, KaTO €()EeKTHBHO
noctassaT UPHK cekBeHIMATa B KIIETKUTE 3a TpaHCIalMs BB BUpyceH npoTenH. JlocraBenata n”PHK
HE HaB/IM3a B KJIIETBYHOTO AP0 U HE B3aUMOJEHCTBA C TEHOMA, HE CE€ PEIUIMKHpPA U Ce eKCIpecupa
BPEMEHHO OCHOBHO B ACHAPHUTHH KIIETKH U Makpodaru B cyOkarncyiaapHuTe cunycu. Excipecupanusr,
CBBp3aH ¢ MeMOpaHara munoB npotenH Ha SARS-CoV-2 ce pa3no3HaBa cjeq TOBa OT UMyHHHTE
KJIETKH KaTO 4y aHTHUreH. ToBa Npenn3BUKBa KakTo T-KJIEThUEH, Taka U B-KJIeTh4eH 0TroBop ¢
o0pasyBaHe Ha HEYTpaIH3UPALH aHTUTEIA, KOETO MOXKE J1a IONIPHHECE 3a 3aIlUTaTa CPerry
COVID-19.

Knnnnyna edukacHoCT

Knunuuna egpuxacnocm npu svspacmmuu

[IpoyduBaHeTO IpH BE3pACTHH € PaHIOMHU3UPAHO, IIale00-KOHTPOIUPAHO, 3aCTICIICHO 32
Habronarenst KMMHUYHO npoyuBaHe (aza 3 (NCT04470427), KoeTo U3KITIOUBA
MMYHOKOMIIPOMETUPAaHU JIMIa WM TaKUBa, MOTy4YaBaaId UMYHOCYIIPECOPH B PAMKHUTE HA MOCIECTHUTE
6 Meceria, KakTo ¥ OpeMEHHH WJIM TaKMBa C U3BECTHA aHaMHe3a 3a nHdpekius cbe SARS-CoV-2.
Yyactauim cbe ctabmnao HIV-3abonsBane He ca uskimoueHu. [I[poTHBOrpHUITHN BaKCHHU € MOXKETIO a
ce npwiarar 14 qau npeau wiu 14 U ciie KosATo U aa e no3a oT Spikevax. OT y4acTHUITUTE ChIIO
TakKa ce € U3UCKBAJIO J1a MMa Hali-MalIko MHTEpBaI OT 3 Mecela OT NMpujlaraHe Ha KpbBHU
MPOYKTH/TIA3Ma WITK UMYHOTJIOOYJIMHH 70 BKJIIOYBAHETO B ITPOYYBAHETO, 3a Ja MOyJaT Iramne0o
i Spikevax.

[Ipocnenenn ca o6mmo 30 351 yuactHuim ¢ Mmeauana 92 nau (muana3oH: 1-122) 3a pa3BuTueTo Ha
6osiecrta COVID-19.

[omynanusita 3a IbpBUYEH aHANN3 Ha ehUKACHOCTTa (HapuiaHa ,,[IOMyJIanus 0 MPOTOKOI™ WITH
»PPS%), BrirrouBa 28 207 yyacTHHIIM, KOUTO ca onyumnu wim Spikevax (n=14 134), unm miame6o
(n=14 073) u uMaT oTpHuuarencH craryc 3a Hanmuuue Ha SARS-CoV-2 na uzxoguo auso. PPS

MOy anyATa Ha Mpoy4BaHeTo BKitouBa 47,4% sxxenu, 52,6% mopxe, 79,5% 6emu, 9,7%
appoamepukaniy, 4,6% azuaruu u 6,2% apyru. 19,7% oT ydacTHUIIMTE ca C HCHAHCKU HIIH
JTATUHOAMEPUKAHCKU MPOM3XoJ. MeanaHara Ha B3pacTTa Ha yYaCTHULHTE € 53 TOJUHU

(mmanazon 18-94). llommrycka ce Auarna3oH Ha IpUjiarale Ha BToparta J1o3a (IJIaHupana 3a ieH 29) oT —
7 mo +14 nuu 3a BitouBaHe B PPS. 98% oT penunuenTuTe Ha BakcHHAaTa, MOJIYYHJIM BTOpaTa J03a
25 no 35 nuu ciex qo3a 1 (ot -3 mo +7 1HU OT MHTEpBaJia OT 28 JHU).

Cayuante Ha COVID-19 ca noTBbpAeHH upe3 NOJIMMEpa3Ha BepHKHA peakuus ¢ oopaTtHa
tpanckpuntasza (RT PCR) u ot xnmmHnyHa apOuTpaskHa komucusi. EdukacHocTTa Ha BakcnHaTa 0010
1 TI0 OCHOBHH BB3pacTOBH I'PYIH € npeAcTaBeHa B Tabmuma 4.

Ta6auna 4: AHAIH3 HA epMKACHOCTTA HA BAKCHHATA: MoTBBpAeH COVID-19%, nesaBucumo or
Te:KeCTTa, ¢ Haua o 14 auu ciaex 2™ 103a — momyJIamusi MO MPOTOKOJ

Spikevax IIname6o
Bn3pacroBal YecroTa YecToTa
Pyna \yyacruunn Caywyan |ma COVID-19|Yuacruunu Cayuan |na COVID-19 %
(roxunm) N Ha na 1000 N Ha na1000 [Eduxacuocr
COVID-19 yoBeKkoroaMH COVID-1940BeKOrouHy Ha
n " n BaKCHHATA
(95% CIy*
0061110 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, 95,2)
2953 4 5,586 2 864 22 31,744 82,4%
>65 110 <75 (48,9, 93.,9)
630 0 0 688 7 41,968 100%
>75 (NE, 100)

*COVID-19: cumnromartaen COVID-19, usuckpant nonoxurened pesynrar ot RT-PCR u

Hal-MaJKo 2 CHCTeMHHU cuMmnToMa win 1 pecnuparoper cumnroM. Ciryyau, 3anouBamu 14 quu cuexn 2P? nosa.
*EduxacHocT Ha BakcuHaTa 1 95% noseputeneH natepsai (Cl) ot crparndunmpanus moaen Ha Cox 3a
MPONOPLKOHAIHOCT Ha PUCKa

**CI He e KOpUTHpaH 32 MHOXECTBEHOCT. KopurupaHu 3a MHOKECTBEHOCT CTATHCTUYCCKU aHAJIM3H Ca MPABCHU
B MEXIMHCH aHaJN3 Ha To-Manko ciydan Ha COVID-19, xouTo He ca ChOOIICHA TYK.

Cpen Bcuuku yuactHuim B PPS e ca cpobmenu cnyyan Ha Texxbk COVID-19 B rpynara Ha BakcHHA
B cpaBHerue ¢ 30 ot 185 (16%) cimyuas, cro01eHn B Tpymnara Ha tiane6o. Ot 30-Te y4acTHUIM ¢
TEXKO 3a00JsBaHe, 9 ca XOCHHUTANU3UPaHH, 2-Ma OT TAX ca MIPUETH B MHTEH3UBHO oTaeneHue. [o-
rojsiMara 4acT OT OCTaHAJINTE TEKKH CIIydan ca U3IBIHWIN caMO KPUTEPHsI KHCIOPOIHA caTyparus
(SpO2) 3a Texko 3a0omsaBane (< 93% npu craiiHa TemIeparypa).

Eduxacnocrra Ha Spikevax na npennassa ot COVID-19, He3aBucuMO OT npeauirHa HHGEKIHs Che
SARS-CoV-2 (ycranoBeHa cepoJIOTHYHO Ha U3XO0AHO HUBO M M3cieqBaHe Ha Ha3odapuHreanHa mpoda
¢ TamrioH) ot 14 guu ciexn Jlo3a 2 € 93,6% (95% noseputenen uaTepsai, 88,6; 96,5%).

B nonmbnHeHue, aHanM3M Ha MOATPYIIUTE HA TbPBUYHATA KpaliHa TOYKa 32 e(pUKaCHOCT MOKa3Bat
CXOJlHA OIICHKA 32 €(pUKACHOCT IO MOJI, ETHUYECKU TPYIH U YYACTHULHN ChC ChIIBTCTBALIH
3a00MABaHus, CBBP3aHU C BUCOK pHUCK OT Texbk COVID-19.

Umynocennocm npu evspacmuu — cied 6ycmep oosza (0,25 ml, 50 muxpoepama)

Be3zomacHocTTa, peakToreHHOCTTa 1 MMyHOT€HHOCTTa Ha OycTep n03a Spikevax ca OLleHeHH B TEKYIIO
PaHIOMHU3UPAHO, 3aciIeNeHO 3a Ha0moaaresns, miane0o-KOHTPOIUpaHo npoyuBaHe (asa 2 3a
MOTBBpKIaBaHE Ha J103aTa IIpy yyacTHUANM Ha 18 u moseue roguau (NCT04405076). B Toa
npoyuBane 198 ydactaunm ca momyuniu n8e a03u (0,5 ml, 100 Mukporpama npe3 WHTEpBAJ OT

1 mecen) ot BakcuHara Spikevax karo mbpBUYHa cepus. B otkpurata daza 149 ot Te3n yuacTHULN
(TroTrymarws 1Mo MpoTOKOIT) ca MOMydYriIr eanHnYHa Oyctep fo3a (0,25 ml, 50 mukporpama) Hail-ManKo
6 Mecela ciel NPHIOKEHUETO Ha BTOpara J103a OT IbpBUYHAaTa cepusl. JlokasaHo e, ue eqUHUIHA
oyctep mo3a (0,25 ml, 50 Mukporpama) Boau 0 CPEAHO TEOMETPUYHO YBeIW4YeHne (geometric mean
fold rise, GMFR) 12,99 st (95% CI: 11,04; 15,29) Ha HEyTpanu3upaIuTe aHTUTENA OT MPEIH
MIPIIIOKEHUETO Ha Oycrep no3ara ao 28 mau cnex Oycrep gozara. GMFR Ha HeyTpanusupammre
artutena e 1,53 (95% CI: 1,32; 1,77) npu cpaBHeHHE Ha TUTHpa 28 1HU ciel 1o3a 2 (IbpBUYHA
cepus) cupsMo 28 qHU caen OycTep Jo3arta.

HUmynocennocm na Oycmep 003a cied nbpsudHa 8aKCUHAyus ¢ opyea paspeuiena 3a ynompeoa
saxcuna cpewyy COVID-19 npu év3pacmuu

BezonacHocTTa 1 UMYHOT@HHOCTTA Ha XeTepoJIokKeH OycTep ¢be Spikevax ca mpoy4eHu! B eIHO
WHULMUPAHO OT U3CIIeI0BATENs IPOy4BaHe cbC 154 yyacTHUIM. MUHUMAaIHUAT BpEMEBU MHTEPBAJ
MeX]y ITbpBUYHATA cepysl Ha BakcuHaIms ¢ BekropHa min PHK Bakcnna cperry COVID-19 u Gycrep
no3a Spikevax e 12 ceqmunu (auamaszon: 12 ceqmutm 1o 20,9 cenmunn). [lo3ara, m3non3BaHa 3a
Oyctep B TOoBa mpoyuBane, € 100 mukporpama. Tutpure Ha HEyTpaTH3UpAIIUTE AHTUTENA, H3MEPEHU
Yype3 TECT 3a HeyTpalln3alus Ha ICEBJOBUPYC, ca OllcHeH! Ha JleH 1 mpenu npuiioxkeHueTo u Ha JleH
15 u [len 29 cnen npunoxennero Ha 6yctep mo3ata. OTroBop Ha Oycrep 1o3ara € AEMOHCTPUPaH
HE3aBHCHMO OT IbPBUYHATA BAKCHHALMSL.

Hanmmunwm ca camo jaHHYT 3a KpaTKOCpOYHAa MMYHOT'€HHOCT,; ABJTIOCpOYHaTa 3alinuTa 1
HMYHOJIOTMYHAaTa NaMET HE ¢Ca U3BECTHU B MOMCHTA.



bezonacnocm u umynoeennocm na cedem gaxcunu cpewsy COVID-19 kamo mpema 0osa (bycmep) 8
Obedunenomo kpaicmeo

COV-BOOST e MHOTOLIEHTPOBO, paHIOMHU3UPAaHO, HHULIMUPAHO OT U3CJICAOBATENS IpoyyBaHe ¢asa 2
Ha Tpera 103a, Oycrep BakcuHauus cpeury COVID-19, ¢ moarpyna 3a noapoOHO U3ciieBaHE Ha
UMYHOJIOTHSITA. Y YaCTHULUTE ca Bb3pacTHH Ha 30 1 oBeve roAnHH, B 100p0 (PU3UUECKO 31paBe
(71exu 1o ymepeHu, 100pe KOHTPOJIUPaHH KOMOPOUIHOCTH ca pa3pellieHn ), KOUTO ca MOTYUHIIH JBe
no3u Pfizer—-BioNTech mnn Oxford—AstraZeneca (mbpBata no3a npes aekemspu 2020 r., ssHyapu

2021 r. unu ¢espyapu 2021 r.), 1 ca U3MHUHAIM Hal-MaJIKO 84 THU clie BTopara J103a 0 MOMEHTa Ha
BKJIIOUBaHe. Spikevax e ycuiuia OTTOBOPUTE MO0 OTHOLICHUE HAa aHTUTENA U HeyTpau3alys, 1 €
no0pe MoHeceHa, He3aBUCUMO OT ITbPBUYHHTE CEpUU HA BakcuHaiusl. Jlo3ara, u3monsBana 3a OycTep B
TOBa MpoyuBaHne, ¢ 100 mukporpama. TUTpuTe Ha HEYTPATU3UPAILIUTE AHTHTENA, U3MEPEHH Upe3 TECT
3a HeyTpaJIn3alys Ha ICEBAOBUPYC, ca ouieHeHu Ha JleH 28 crex Oycrep nozara.

Heympanusupawu anmumena cpewy B.1.617.2 (/lexma) sapuarnm npedu u cied bycmep npu
6b3PACMHU

Pesynrarute oT Tecta 3a HeyTpanu3auus Ha ncesaosupyc (PsVNA) cpenry Bapuanta B.1.617.2
(denTta), onpenenenu npenu Oycrep no3ara u Ha Jlen 29 cnen Oycrep mo3ara, IOKa3BaT, ye
npuiokeHuero Ha Oycrep no3a Spikevax (0,25 ml, 50 mukporpama) npu Bb3pacTHU HHAyLHpa 17-
KpaTHO ITOBHILICHUE Ha HEyTPATM3UPAIINTE TeJla Cpelly BapuaHTa Jlenrta B cpaBHEHHE C HUBAaTa Ipean
oyctep nozara (GMFR = 17,28; 95% CI: 14,38, 20,77; n=295).

Kaunuuna egpuxacnocm npu ronowu wa evspacm om 12 0o 17 200unu

[IpoyuBaneTo mpy IOHOIIM € TEKYIIO PaHIOMU3UPAHO, MJIane00-KOHTPOIUPAHO, 3aCICIICHO 3a
HaOmoaaTeNs KIIMHNYHO TTpoyuBaHe ¢a3za 2/3 (NCT04649151) 3a orenka Ha 6e301MacHOCTTA,
PEeaKTOreHHOCTTa U euKacHOCTTa Ha Spikevax mpu 1oHOIM Ha BB3pacT oT 12 mo 17 rogunm.
VYyacTHUIM ¢ n3BecTHA aHaMHe3a 3a WHpeKIusa cbc SARS-CoV-2 ca 3KIII0OUEHH OT MPOYYBAHETO.
0610 3 732 yyacTHULM ca paHAOMHU3UPaHU B ChOTHOMEHHE 2:1 ma momydar 2 qo3u Spikevax mmm
mane6o, (U3HOIIOTUYEH Pa3TBOP, C MHTEPBAI MEXIy T03UTe 1 Mecerl.

W3BbpineH e BTopudeH aHanu3 3a eukacHOCT mpH 3 181 ygacTHHIN, KOUTO ca TIOMYUIIH 2 J03H
Spikevax (n=2 139) nnm mnane6o (n=1 042) u ca umanw oTpuIaTeNIeH U3XO/IEH CTAaTyC IO OTHOIICHNE
Ha SARS-CoV-2 B nonmymnarnusTa mo mpoTokoi. Mexy y4acTHUIMTE, KOUTO ca moimydmn Spikevax,
U TE3H, KOUTO ca MOIyIHIIH I1anedo, HsiMa 3a0eIeKUMU PA3IUKU B IEMOrpa)CKUTe JaHHU WIIH
MpeaIecTBAIINTE 3200 IsIBaHNUS.

COVID-19 e onpenenen karo cumnromarnden COVID-19, nznckpaii OI0KUTETHH PE3yNITaTH OT
RT-PCR wu Haii-Manko 2 CHCTEMHH CHMITTOMA WJIH | peciupaTopeH CHMITOM; CITydau, 3al0YBaIln
14 mau cien BTOpara J03a.

Nmamno e mayna cumnromaTianu ciaydas Ha COVID-19 B rpymnara Ha Spikevax u 4 cumnromaTnaHl
ciydas Ha COVID-19 B rpymara Ha miame6o.

Umynoeennocm npu rwonowiu va evspacm om 12 0o 17 200unu — cied nvpsuyHa 6aKCUHAYUSL CbC
SpikevaxAnanus 3a He mo-Maika epuKkacHOCT, oueHsBan] TuTpuTe Ha 50% HeyTpanuzupamunTe
anTutena cpemry SARS-CoV-2 n yectoTaTa Ha ceposIorndeH OTroBOp 28 THU ciell 1032 2, € MPOBEJCH
B MOJTrPYNHTE 32 IMyHOT€HHOCT IO POTOKOJ MPHY I0HOIIN Ha BB3pacT oT 12 no 17 ronuan (n=340) B
MPOYYBAHETO MPH IOHOIIHN, KAKTO U MPH YUYACTHUIUTE HA BB3pacT oT 18 10 25 ronunn (n=296) B
MIPOYYBAHETO MPU BB3PACTHU. Y YaCTHHLIUTE HE Ca UMM UMYHOJIOTMYHH MIT BUPYCOJIOTHYHH
JI0Ka3aTesNcTBa 3a npeaxoana nHdekuus cb¢ SARS-CoV-2 Ha u3xoaH0 HEBO. CpeTHOTO T€OMETPUYHO
cpeotHOIeHHe (GMR) Ha TUTpUTE HA HEYTpaTU3UPAILUTE aHTUTENa IPY IOHOIIN Ha BB3pacT oT 12 1o
17 roguHu B cpaBHeHUE ¢ ydacTHUNHTE oT 18 1o 25 roguau e 1,08 (95% CI: 0,94; 1,24). Pa3znukara B
gyecToTara Ha ceposorudeH otroBop ¢ 0,2% (95% CI: -1,8; 2,4). Kpurepunte 3a He mo-mManka
eduracHoct (nonHa rpanuna Ha 95% CI 3a GMR > 0,67 u nonna rpanuna Ha 95% Cl 3a pasnukara B
YecToTara Ha CepoJIOrHyueH 0TroBop > -10%) ca U3MbIHEHH.



Umynoeennocm npu ronouwu va evspacm om 12 0o 17 2oounu — crned 6ycmep 0o3a Spikevax
(opuecunanua)

[IbpBUYHATa 1IN, CBBP3aHa C UMYHOT'€HHOCTTa, Ha OycTep (pazaTa Ha TOBa MPOYUBAHE € 1a ce
yCTaHOBHU €(UKACHOCTTA Ha OyCcTep 03aTa MpH yYaCTHUIM Ha Bb3pacT oT 12 1o 17 rogunu upes
CpaBHSIBaHE HAa UMYHHHTE OTroBopH (zieH 29) cien Oycrep mo3ara ¢ Te3u, MOMYyYeHH Clies 103a 2 OT
I'bpBUYHATA cepus (IeH 57) mpu MiIaau Bb3pacTHH (Ha BB3pacT oT 18 1o 25 ronuHm) B IPOyYBAHETO
npu Bb3pacTHH. EukacHoct Ha OycTep no3ara ot 50 mukporpama Spikevax ce ycTaHOBsIBa, ako
WMYHHHUTE OTTOBOPH ciiefl OycTep no3ara (cpeana reoMerpuuHa KoHueHTpauus [GMC] Ha nAb u
gyecToTara Ha cepoyiornueH oTroBop [SRR]) oTroBapsT Ha npeaBapuUTEIHO ONPEETIeHN KPUTEPHH 32
He mo-Manka epukacHocT (kakto 3a GMC, taka u 3a SRR) B cpaBHeHHe ¢ Te3u, H3MEPEHH ClIe]
3aBbpIIBaHe Ha MbpBUYHATa cepust cbe 100 Mmukporpama Spikevax cpen moarpymna Miiaau Bb3pacTHU
(18 1o 25 roguHM) B OCHOBHOTO MPOYyYBaHe 3a €(pUKAaCHOCT IIPHU BB3PACTHH.

B otkpuTa ¢aza Ha TOBa MpoyyBaHe y4yacTHUIUTE Ha Bb3pacT oT 12 1o 17 roguHu nosyyaBar
enuHUYHA OycTep /103a Hail-Mallko 5 Mecela ciie/ 3aBbpIlliBaHe Ha IIbPBUYHATA cepHst (ABe A03H Mpe3
uHTepBal oT 1 mecen). [IspBUYHATA MTOMyNAMS 32 aHAIN3 HA UMYHOTEHHOCTTA BKITIOUYBA

257 y4yactHuUIM ¢ OycTep 7032 B TOBA MPOYYBAHE U MPOU3BOJIHA MOATPYNa OT 295 y4acTHUIM OT
MPOYYBaHETO IPU MJIAJX Bb3pacTHU (BB3pacT >18 1o <25 ronuam), KOUTO MPEIU TOBA Ca 3aBbPILIIN
Kypc Ha MbpBUYHA BaKCUHAIIMSA C IBE I03M Ipe3 MHTepBai oT 1 Mecen cbe Spikevax. U aBere rpynu
YYaCTHUIH, BKJIIOUCHH B aHAJM3UpaHAaTa MOMYJIAlHs, He Ca UMajlll UMYHOJIOTHYHH WIN
BHUPYCOJIOTUYHHU J0Ka3aTelcTBa 3a npeaxonda nagexnus cb¢ SARS-CoV-2 npenu nepBara 103a ot
Kypca Ha TbpBHYHA BaKCHHALIMS U CHOTBETHO Mpean OycTep ao3ara.

GMR na GMC Ha Gycrep no3ata ripu roHomwm Ha Jlen 29 B cpaBHenue ¢ muaau Bb3pactau: GMR Ha

Hen 57 e 5,1 (95% CI: 4,5, 5,8), oTroBapsiiil Ha KpUTEPUUTE 3a HE MTO-Mayika e(ukacHOCT (T.€. JT0JIHA

rpanuna Ha 95% CI > 0,667 (1/1,5); ToukoBa onenka >0,8); paznukara B SRR e 0,7% (95% CI: -0,8,

2,4), oTroBapsiiia Ha KpUTEPUUTE 3a HE TIO-Majika e(puKacHOCT (J10JHa rpaHua Ha 95% oT paznukara
B SRR >-10%).

[Ipu 257-1e yuactauuu GMC Ha nAb npenu Oycrep mo3ara (0ycrep noza - [len 1) e 400,4 (95% CI:
370,0, 433,4); B nens Ha Oycrep no3ara ([en 29) GMC e 7172,0 (95% CI: 6610,4, 7781,4). Cnen
oycrep nozata (en 29) GMC ce yBennuaBa npubnusutenso 18 met or GMC nipeau Oycrep no3arta,
JIeMOHCTpUpalku edeKTuBHOCTTa Ha OycTtep mo3ara npu roHomm. SRR e 100 (95% CI: 98,6, 100,0).

[IpenBaputenHo onpeaeIcHUTE KPUTEPHH 3a YCIIEX 3a OCHOBHATA 1€ 32 UMYHOT€HHOCT Cca
U3ITBJIIHEHH, KOETO TI03BOJISIBA /14 CE HANPaBH U3BOJ 3a e(pUKACHOCTTA HA BAKCHHATA OT IPOYYBAHETO
MIPH BB3PACTHH.

Krunuuna egpuxacnocm npu deya na év3pacm om 6 200unu 0o 11 200unu

[lennarpuuHoTo Mpoy4BaHe € TeKywo, gasza 2/3, paHAOMH3UPaHO, TIaLe00-KOHTPOIUPAHO,
3aCJICNCHO 3a HaOIoAaTeNs], KITMHIYHO IPOYyYBaHe 3a OLEHKa Ha 0€30I1acCHOCTTa, PEaKTOr€HHOCTTA U
edukacHocTTa Ha Spikevax mpu aena Ha Bb3pact ot 6 10 11 roguan B CAL u Kanana
(NCT04796896). Yuactauiu ¢ u3BecTHa anamHe3a 3a HH}pekuus cb¢ SARS-CoV-2 ca Omm
U3KITI0YEHH OT rpoyuBaneTo. O0mo 4 011 ydacTHUIM ca OMIM paHIOMU3UPAHHU B ChOTHOIIEHHE 3:1
na nomydvar 2 no3u Spikevax niu rtane6o (GpusnonorudeH pa3rsop) npes 1 mecer.

Bropuuen ananus Ha epuKacHOCTTa, OLeHsABaI MOTBbpAeHH ciydan Ha COVID-19, csbpanu no
nararta Ha 3akitouBaHe Ha qanHuTe — 10 HoeMBpH 2021 1. € u3BbpiueH npu 3 497 yyacTHULIM, KOUTO
ca moyumi iBe no3u (0,25 ml B mecenr 0 u mecent 1) nnu Spikevax (n=2 644), nunu miamne6o (n=853),
U ca UMaiu oTpunateneH cratyc 3a SARS-CoV-2 Ha H3X0/IHO HUBO B MOMYJAMATA IO TPOTOKOI
(PPS). Mexny yuacTHUIIMTE, KOUTO ca MONy4iin Spikevax, u OHE3H, KOUTO ca MOJy4HIIH 11anedo,
HE € UMaJIO SIBHH PAa3JIMKH B IeMorpadckuTe TaHHU.

COVID-19 e onpenenen karo cumnromarndeH COVID-19, n3nckpai noa0KUTETHE pE3yITaTH OT
RT-PCR u Haii-Manko 2 CUCTEMHH CUMIITOMA WM | peciupaToOpeH CUMITOM; CITy4au, 3alo4YBalln
14 nuu cnen BTOpara ao3a.



Wwmano e tpu cnydas ua COVID-19 (0,1%) B rpynata Ha Spikevax u uetnpu ciaydas Ha COVID-19
(0,5%) B rpynara Ha mane6o.

Umynoeennocm npu deya va év3pacm om 6 0o 11 eoounu

AHanu3s, onensBai THTpuTe Ha 50% HeyTpanusupanmre anturena cpery SARS-CoV-2 u yectorata
Ha CepOJIOTUYEH OTTOBOP 28 MHM ciell A03a 2, € MPOBEAECH NP MOATPYyIa OT Aela Ha Bb3pacT oT 6 10
11 ronuan (n=319) B neanaTpu4HOTO MPOYUYBAaHE M IPU YUACTHHULIM HA BB3pacT oT 18 1o 25 rogunaun
(n=295) B mpOy4YBaHETO NPU BH3PACTHHU. Y YACTHUIUTE HE Ca UMAJIM UMYHOJIOTHYHH WIIH
BHPYCOJIOTUYHH J0Ka3aTencTBa 3a npeaxonsa nagpexnus cb¢c SARS-CoV-2 na uzxoano auso. GMR
Ha TUTPUTE Ha HEYTPAIU3UPAIUTE aHTUTENA IIPH Jella Ha Bb3pacT oT 6 1o 11 ronnHu B cpaBHEHUE C©
yuactHUIUTE OT 18 10 25 roaunm e 1,239 (95% CI: 1,072, 1,432). Pa3znukara B uectoTaTa Ha
ceposoruueH otroBop e 0,1% (95% CI: -1,9, 2,1). KputepuuTte 3a He mo-Manka eukacHOCT (JI0THA
rpanuna Ha 95% CI 3a GMR > 0,67 u nonna rpanuna Ha 95% CI 3a pa3nukaTa B yecToTara Ha
ceposIoruyeH oTroBop > -10%) ca u3NMbJIHEHH.

Hmynozennocm npu yuacmuuyu na v3pacm om 6 do 11 2oounu — cied 6ycmep dosa Spikevax
(opucunanua)

[IppBHYHAaTa 11, CBBP3aHa C UMYHOI'€HHOCTTa, Ha OycTep (hazaTa Ha TOBa MPOYUBAHE € 1a Ce
yCTaHOBH e(HKacHOCTTa Ha OycTep 03aTa MpH YYaCTHULM Ha BB3pacT oT 6 10 11 roxuHu upes
CpaBHSBaHE HAa UMYHHHTE OTroBopH (zeH 29) cien Oycrep mo3ara ¢ Te3H, OJMyYeHH Clies 103a 2 OT
IppBUYHATA cepust (AeH 57) mpu Miaau Bb3pacTHU (Ha Bh3pacT ot 18 10 25 ronuHm) B TOBa
poy4BaHe, KbIETO € AokazaHa 93% edukacuoct. E¢ukacHoct Ha Oycrep mo3ara oT 25 MUKporpaMa
Spikevax ce ycraHoBsiBa, ak0 UMYHHHUTE OTTOBOPH cJienl OycTep Ao3aTa (cpeiHa reoMeTpruyHa
koHuentpaus [GMC] Ha HeyTpanu3upaluTe aHTuTena [nAb] 1 yectoTaTa Ha CEpOJIOTHYEH OTTOBOP
[SRR]) oTrosapsr Ha npegBapUTEIHO ONPEACICHN KPUTEPHUH 32 HE MO-MajKa e(pUKACHOCT (KaKTo 3a
GMC, Taka u 3a SRR) B cpaBHeHHUE ¢ Te3H, U3MEPEHH CIIE/I 3aBbPIIBAHE HA IBPBUYHATA CEPUS CHC
100 mukporpama Spikevax cpen moarpymna miaaau Bb3pactau (18 1o 25 ronuHr) B OCHOBHOTO
MpOoy4YBaHuUs 3a €(pUKACHOCT PU BH3PACTHHU.

B otkpuTa ¢aza Ha TOBa MpoyyBaHE yYyaCTHHLUTE Ha Bb3pacT oT 6 10 11 ronuHu noiayvaBar
enuHUYHA OycTep /03a Hail-Malko 6 Mecena ciie/ 3aBbpIlIBaHe Ha IIbPBUYHATA CEpHsI (ABE AO3H Mpe3
uHTepBal oT 1 mecen). [IppBrYHATA MOMyNAMS 32 aHAINW3 HA UMYHOTEHHOCTTA BKITIOYBA

95 ywacTHuLH ¢ OycTep 7032 B TpyHara Ha Bb3pacT oT 6 10 11 roarHu ¥ Npon3BOIHA MOATPYIIA OT
295 y4aCTHUIIM OT IPOYYBAaHETO MPH MJIaJH BB3PACTHU), KOUTO ca IMOIy4YrIn 1Be 1031 Spikevax ¢
nHTepBan ot 1 mecen. M f1Bere rpynu y4yacTHUIM, BKIIOUEHH B aHAJIM3UpaHaTa MOMMyJIanus, He ca
HMMaJli UIMYHOJIOTUYHU WJIM BUPYCOJIOTHYHH JI0Ka3aTesICTBa 3a npeaxoana nadexkuus cbc SARS-CoV-
2 mpeny rbpBaTa 703a OT Kypca Ha IbpPBUYHA BAKCHHALKS M ChOTBETHO Mpeau OycTep Jo3ara.

[Ipu 95-Te yuactuummy, ¢ 6ycrep no3a - en 29, e GMC e 5847,5 (95% CI: 4999,6, 6839,1). SRR e
100 (95% CI: 95,9, 100,0). [Ipoyuenu ca cepymHuTe HUBa Ha nAb npu aena ot 6 10 11 rogunu B
MOJrpymnara 3a MMyHOT'€HHOCT 110 TIPOTOKOJI ¢ OTpULATENeH cTaTyc 1o oTHomeHne Ha SARS-CoV-2
npeau OycTep J103aTa U CPaBHEHHETO C Te3U OT MJIagu Bb3pacTHH (Ha BB3pacT oT 18 1o 25 ronunn).
GMR na GMC na Oycrep nozata Ha Jen 29 B cpaBHenue ¢ mnanu Bb3pactHu: GMC na Jlen 57 e 4,2
(95% CI [3,5, 5,0]), oTroBapsiiku Ha KpUTSPUUTE 32 HE MTO-Mallka e(hUKACHOCT (T.€. IOJTHA TPAHUIIA Ha
95% CI > 0,667); pazmukata B SRR e 0,7% (95% CI: -3,5, 2,4), oTroBapsiiia Ha KpUTEPHHTE 32 HE I10-
Maika epukacHocT (HoHa rpaHuiia Ha 95% ot pasnukara B SRR >-10%).

IpeaBapuTenHO ONMpPEACICHUTE KPUTEPUH 3a YCIEX 32 OCHOBHATA I[eJT 38 UMYHOTEHHOCT ca
M3ITBJIHEHH, KOETO TI03BOJIABA JIa CE HAMPaBH U3BOJ 3a e(hUKACHOCTTA HA BAaKCHHATA KaTo OycTep 103a.
Bbp3usT BTOpUYCH OTTOBOP, OUCBHJICH B PAMKUTE Ha 4 CEIMUITH CJIe]] Mpriiarale Ha OycTep mo3ara, ¢
JIOKA3aTeJICTBO 3@ YCTOMHUUBHS IBPBUYCH OTTOBOP, MPEIU3BUKAH OT MbPBUYHATA BAKCHHALIUS ChC
Spikevax.



Heympanusupawu anmumena cpewy eapuanma B.1.617.2 ([{lenma) npu deya Ha 6v3pacm om

6 200unu oo 11 200unu

CepyMHU IpOoOHM OT TIOITYJIAIUATA 32 IMYHOT'€HHOCT IO MPOTOKO (n=134) Ha TEKyIOTO NeIUaTPUIHO
MpOy4YBaHe, B3ETH Ha U3X0THO HUBO U Ha [leH 57, ca uzcnenBanu upe3 PsVNA Ha 6azara Ha BapuaHTa
B.1.617.2 (/lenTa).

IIpu neua Ha BB3pact ot 6 roaunu 10 11 roquan GMFR ot usxonno HuBo 1o [den 57 e 81,77 (95%
CI: 70,38, 95,00) 3a BapuanTa [enta (u3mepeno upe3 PsVNA). Ocsen toBa 99,3% ot nenara ca
OTTOBApPSUIM HA ONPEJCICHUETO 32 CEPOJIOTUYEH OTIOBOP.

Kaunuuna egpuxacnocm npu deya na v3pacm om 6 meceya 00 5 200uHu

[IpoBeneno e Texymio npoyusane ¢asa 2/3 3a oueHka Ha 6€30aCHOCTTa, TOHOCUMOCTTA,
peaKkTOreHHocTTa M epuKacHoOCTTa Ha Spikevax mpu 3apaBH Jiena Ha Bb3pacT oT 6 Mecewa J10

11 rogunu. B npoy4yBaHeTo ca BKIIOYEHHM J€lla OT 3 Bb3pacToBU IpynH: oT 6 1o 11 rogunu, ot 2 10
5 roguHu U OT 6 Mecena oo 23 Mecela.

W3BBpILIeH € NeCKpUITHBEH aHaIN3 3a e(pUKACHOCT, OLEHsBAll MOTBbpAeHH ciaydau Ha COVID-19,
cpOpaHu [0 nararta Ha 3aKkiouBaHe Ha qaHauTe 21 pepyapu 2022 r., ipu 5 476 ydacTHUIN HA
BB3pacT oT 6 Mecela 10 5 TOAWHU, KOUTO ca romyuru aBe no3u (Ha 0 u 1 mecen) Spikevax (n=4 105)
nu mnarebo (n=1 371) u ca umanu orpunareneH craryc rmo orHomenne Ha SARS-CoV-2 Ha u3xoaHo
HUBO (HapH4aH! ,,JIOIYJIALMs [10 IPOTOKOJI 3a OLIeHKa Ha edukacHocTTa™). Hsima chiiecTBeHH
Pas3yIuKu B IeMOrpad)CKUTE XapaKTePUCTUKY MEKAY YIaCTHULUTE, onydnnu Spikevax, u
MONYYHIIUTE TU1aneoo.

MennanaTta Ha TPOBIDKUTEHOCT Ha TIpociieisBane Ha edukacHocTTa cien J{o3a 2 e 71 qHu 3a
YYaCTHUIIUTE HA Bb3PACT OT 2 TOJUHU 10 5 TOMHU U 68 THU 3a YYaCTHUIIMTE Ha Bb3pPacT OT 6 Mecela
1o 23 Mmecera.

EduxacHoctTa Ha BakcHHaTa B TOBA MPOYyYBaHe € HAOJII01aBaHa Mpe3 Mepruo/ia, KOraro BapHaHThT
B.1.1.529 (Omicron) npeobiagaBa cpea UMPKYIUPALIUTE BAPHAHTH.

B Yacr 2 B nonynanusTa o npoToKoJ 3a oLeHKa Ha eukacHocTTa Ipu ciaydaute Ha COVID-19,
HACTHIMIM 14 WM oBeue THU Clel IpUjlaraHe Ha 703a 2, mpu usnoisBane Ha “aedununus P301 3a
ciydait Ha COVID-19” (t1.e. nepuannusaTa, npuiarana B OCHOBHOTO IPOy4BaHe Ha e(prKacHOCTTa IpH
BB3pacTHH) epukacHocTTa Ha BakcuHaTa (VE) e 36,8% (95% CI: 12,5; 54,0) npu nenia Ha BB3pacT OT
2 roauau 110 5 roauau u 50,6% (95% CI: 21,4; 68,6) pu aenia Ha B3pacT oT 6 Mecera 10 23 meceria.

Hmynoeennocm npu deya va 6v3pacm om 6 meceya 00 5 200unu

[Ipu nena Ha BB3pacT oT 2 10 5 TOIMHK, CpaBHEHNETO Ha nAb otroBopuTte Ha JleH 57 B moarpynara
TI0 TPOTOKOI 3a OlleHKa Ha UIMYHOTeHHOCTTA (n = 264; 25 mukporpama) B YacT 2 ¢ Te3u Ha MIIAJNTe
BB3pacTHH (n = 295; 100 mukporpama) nokazsa GMR 1,014 (95% CI: 0,881; 1,167), oTroBapsiio Ha
KPUTEPHHUTE 3a IOCTUTAaHE Ha HE MO-MalKa epuKacHOCT (T.e. fojHa rpanuua Ha 95% CI 3a GMR

> 0,67; ToukoBa oreHka > 0,8). CpeqHara reoMeTpuvHa CTORHOCT Ha moButiieHueTo B bt (GMFR)
0T U3X0IHOTO HUBO J10 JeH 57 nipu te3u aena e 183,3 (95% CI: 164,03, 204,91). Pa3znukara B
YecToTara Ha CepoJIOTHUEH OTroBop (seroresponse rates, SRR) Mexxay aenara u Miaagute Bb3pacTHU €
-0,4% (95% CI: -2,7%; 1,5%), kaTo CchIO OTroBapsi Ha KPUTEPUUTE 3a MOCTUTAHE HA HE MTO-MaJIKa
edukacHocT (gonHa rpanuna Ha 95% CI Ha paznukara B SRR > -10%).

[Tpu kbpMaveTa ¥ MaJKH JIella Ha Bh3pacT OT 6 Mecela 10 23 Mecella, CpaBHEHUETo Ha nAb
otroBopute Ha JleH 57 B moArpynara 1o npoToKoJI 3a OLIeHKa Ha UMyHOreHHocTTa (n = 230;

25 mukporpama) B Yact 2 ¢ Te3u Ha miaaute Be3pacTHy (n = 295; 100 mukporpama ) nokazsa GMR
1,280 (95% CI: 1,115; 1,470), oTroBapsio Ha KpUTEPUUTE 3a TIOCTUTaHE Ha HE IMO-MaJika e(pUKACHOCT
(t.e. nomua rpanuna Ha 95% CI 3a GMR > 0,67; ToukoBa orenka > 0,8). Pasnukara B mporeHTa Ha
SRR mexay kppMadera/Manku aena u miaanu Be3pactau e 0,7% (95% CIL: -1,0%; 2,5%), kaTo chIo
OTroBaps Ha KPUTEPUHUTE 32 MIOCTUTAHE HA HE IMO-Majka epUKacHOCT (noiaHa rpanuna Ha 95% CI Ha
pasyinKaTa B YeCTOTara Ha CepoJIOTHUeH OTroBOp > -10%).
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CremoBaTesiHO, MPEIBAPUTEITHO OMPEACICHUTE KPUTEPHUHU 3a MIOCTUTAHE HA ITbPBUYHATA LIENT 1O
OTHOIIICHNE Ha MMYHOT'CHHOCTTA Ca IMOCTUTHATH B IBETE BH3PACTOBHU IPYIIH, KOSTO MO3BOJISABA /1A CE
3aKJIIOYM 3@ HATMYHE Ha ehUKACHOCT Ha 25 MUKpOrpama KakTo MpH Jelara Ha Bb3pacT OT 2 TOJMHU
710 5 TOAMHU, TaKa U MPH KbpPMadeTa U MAJIKUTE Jella Ha BB3pacT oT 6 Meceria 1o 23 mecena
(Tabmumu 5 u 6).

Tabanna 5. Pe3roMe Ha CHOTHOIIEHHETO HA CPeJHUTE reOMEeTPUYHHN CTOHHOCTH Ha
KOHUEHTPALUSITA M 4eCTOTATA HA CePOJIOrHYeH OTrOBOP — CPABHEHHeE HA JIMIATA HA BB3PACT OT
6 mecena 10 23 Mecena ¢ y4aCTHHIMTE HA Bb3pacT oT 18 roquuu 10 25 rogunm — rpymna no
MPOTOKOJI 32 OLIeHKA HA HMYHOTeHHOCTTAa

6 mecena 10 18 romuuu 10 6 mecema 10 23 mecena/
23 mecena 25 romuHn 18 rogunm 10 25 roguHu
n=230 n=291
Tect Bpe GMC GMC GMC OtroBaps Ha
MeBa (95% Ch* (95% Ch* CHOTHOILIE 1eJiTa 3a He
TOUKA aue (95% MO-MaJIKa
cn? epuKacHoCT
(WH)°
1 780,7 1 390,8 1,3
(1 606,4;1973,8) (1269,1;1524,2) (1,1; 1,5)
Tect 3a
HeyTpamiupa | 28 IHH Paznuxa B
i apTatena | cnen Jloza CepoJioruuen CepoJioruuen ceposioruy pi|
cpery SARS- 2 OTroBOp OTTOBOp HHS OTTOBOP
CoV-2° % (95% CD)* % (95%CD" | % (95% CI)*
100 99,3 0,7
(98,4; 100) (97,5; 99,9) (-1,0; 2,5)

GMC = CpeniHa reOMETpUYHA CTOMHOCT HA KOHLEHTpALUsATa

n = Opo¥ yYaCTHHIM C HAJIMYHU JJAaHHW Ha U3XOIHO HUBO U Ha JleH 57

* CTofHOCTUTE 32 AHTUTENATA, ChOOIICHH KATO HAMHPAIIM CE [TOJI JOJIHATA TPAHHUIIA HA KOJIUYECTBEHO
onpenenenue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 x LLOQ. CroitnocTtn, mmo-
TOJIEMH OT TOpHAaTa I'paHuIla Ha KOJIM4ecTBEeHO onpenesenne (upper limit of quantification, ULOQ), ca
3amectenu ¢ ULOQ, ako JmncBar A1€HCTBUTETHU CTOMHOCTH.

* log-TpanchopMupaHUTE TUTPH Ha aHTUTEJNATA Ca aHAIM3UPAHH C N3I0JI3BaHEe Ha KOBapHAllMOHEH
anamm3 (ANCOVA) ¢ npomennmBara Ha rpymnara (Y4acTHUIM Ha Bb3pacT OT 6 Mecela JI0 5 TOIMHU U
MJIaJ ¥ Bb3pacTHH) Kato (ukcupan edekr. [lomydennTte cpeaHn cToiHOCTH O MeToa Ha LS,
pasnmKaTa B CpeHUTE CTOHHOCTH 110 MeTona Ha LS u 95% CI ca tpanchopmupanu oOpaTtHO 10
II'bpBOHAYANIHIS Maal 3a mpe/IcTaBsHe.

® He mo-Manka e(MKacHOCT ce 00sBSBA, aKO JI0JTHATA TpaHUIa Ha 2-cTpaHus 95% Cl 32 CbOTHONIEHHETO
GMC e no-romsima ot 0,67 ¢ ToukoBa oueHka >0,8, a goyHata rpanuna Ha 2-ctpaHHus 95% Cl 3a
pa3nuKaTa B IPOLIEHTA Ha CEPOJIOTUUHMSA OTrOBOp € Hax -10% ¢ ToukoBa ouneHka >-5%.

* KpaiinuTte cpeJHO reOMETpUYHH CTOHHOCTH Ha KoHIeHTpanuuTe Ha anturenata (GMC) B AU/ml ca
OmpeAeNeH! C U3M0JI3BaHE Ha TECT 3a MUKpoHeyTpanu3anus Ha SARS-CoV-2.

" CepoJIOTHYHUSAT OTIOBOP, ABJDKAII CE Ha BAKCHHANUATA, CIICIM(UYCH 32 KOHIICHTpAUsATa Ha
HeyTpamusupamu antutena cpenty SARS-CoV-2 RVP Ha HEBO y4acTHHK, ce onpezess B IPOTOKOIA
kato npomsHa oT nox LLOQ no paBHa unu no-sucoka ot 4 x LLOQ nnu noxe 4-kpaTHO yBeJIUYEHHE,
aKO U3XOJIHOTO HUBO € paBHO WK MO-BUCOKO 0T LLOQ. 95% CI Ha ceponoruuHus oTroBop ce
m3uncisBa mo merona Ha Clopper-Pearson.

" Pazmmkata B 95% CI Ha ceposoriuHust OTTOBOP CE M3YKCIIsBA C M3II0JI3BaHE HA JIOBEPUTEIIHN TPAHUIIN Ha

Miettinen-Nurminen (ckop).



Tabanna 6. Pe3roMe Ha CHOTHOIIEHHETO HA CPeJHUTE reOMEeTPUYHHN CTOHHOCTH HA
KOHIEHTPAIMATA H YeCTOTATA HAa CEPOJIOTHYeH OTTOBOP — CPABHEHHE HA JIMIIATA HA BB3PACT OT
2 rOAVHHU 10 5 TOAMHHU ¢ yYACTHUIMTE HAa Bb3pacT oT 18 roauan Ko 25 roauHu — rpyna mo
MPOTOKOJ] 32 OLlEHKA HA HMYHOTeHHOCTTA

2 TOTMHH 10 18 rogunu 10 2 rOAMHH /10 S ToTMHW/
S ronuHu 25 romumn 18 rogumm o 25 rommmn
n=264 n=291
Tect Bpeme GMC GMC GMC OtroBaps Ha
Ba (95% CDh* (95% CDh* CHOTHOIIIEHH 1eJITa 3a He
TOUKA e (95% MO-MAJIKa
cn? epukacHocT
(WH)°
1410,0 1 390,8 1,0
(1273,8; 1 560,8) (1262,5;1532,1) (0,9; 1,2)
Tect 3a
HEy Tpa3Upa 28 mHn Paziuka B
crien J1osza 2 CepoJioruuen CepoJioruuen CEepPOJOrHYHA pil|
1 aHTHUTEIa OTIrOBOP OTTrOBOP sl OTTOBOP %
cpenry SARS- % (95% CI)" % (95% CI)" (95% CI)*
CoV-2° 98,9 99,3 -0,4
(96,7; 99,8) (97,5;99,9) (-2,7; 1,5)

GMC = Cpena reoMeTprUHa CTOMHOCT HA KOHLIEHTPALUATA

n = Opo¥l yJaCTHHILM C HAJIMYHHM JIJAaHHH Ha U3XOHO HUBO U B JleH 57

* CTofHOCTUTE HA aHTHUTENATA, CHOOIIEHN KATO HAMUPAIIM CE O] JI0JHATA MPAHKIA HA KOJIHYECTBEHO
onpexnencuue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 x LLOQ. CroiiHocTH 110-
TOJIEMH OT TOpHAaTa I'paHuIla Ha KOJIM4ecTBEeHO onpenesenne (upper limit of quantification, ULOQ), ca
3amectenu ¢ ULOQ, ako AeHCTBUTETHUTE CTOMHOCTH JIUIICBAT.

* log-TpanchopMupaHuTe HUBa Ha aHTHTENATa Ca aHAIM3UPAHU C U3I0JI3BaHE HA aHAJIN3 Ha KOBapHaTeH
Mmozent (ANCOVA) ¢ mpoMensBara Ha rpynata (y4acTHUIM Ha Bb3pacT OT 6 Mecela JI0 5 TOIMHU U
MJIaJ M Bh3pacTHH) Kato ¢ukcupan edekr. [lomyuennte cpeann croitHocTn Ha LS, pasmikara Ha
cpennunTte croiinocty Ha LS 1 95% CI ca Tpancdopmupanu oOpaTHO 10 MbpBOHAYAIHIS Maad 3a
MIpPECTABSHE.

® He mo-Manka e(MKacHOCT ce 00sBSBA, aKO JI0JTHATA TpaHUIa Ha 2-cTpaHus 95% CI 32 CbOTHONIEHHETO
GMC e no-romsima ot 0,67 ¢ ToukoBa oueHka >0,8, a goyHata rpanuia Ha 2-ctpanHus 95% Cl 3a
pa3nuKaTa B IPOLIEHTA Ha CEPOJIOTUYHMSA OTrOBOp € Hax -10% ¢ ToukoBa ouneHka >-5%.

* Kpaiinurte cpeJHO reOMETpUYHH CTOMHOCTH Ha KoHIeHTpanuuTe Ha anturenata (GMC) B AU/ml ca
OmnpeAeNeH! C U3M0JI3BaHE Ha TeCT 3a MUKpoHeyTpanu3anus Ha SARS-CoV-2.

" CepoJIOTHYHUSAT OTIOBOP, ABJDKAIIL CE Ha BAKCHHANUATA, CIICIM(UYCH 32 KOHIICHTpAUsATa Ha
HeyTpamu3upaiy anturena cpeury SARS-CoV-2 RVP Ha HHBO yyacTHHK, ce onpesens B IPOTOKOJIa KaTo
npomsiHa oT nox LLOQ no paBHa mum no-Bucoka ot 4 x LLOQ umu none 4-kpaTtHo yBeIUYEHHUE, aKO
H3XOJHOTO HUBO € paBHO win no-BUcoko oT LLOQ. 95% CI Ha ceposorndHust OTTOBOpP €€ U3UUCIABA IO
Mmetona Ha Clopper-Pearson.

" PazmmkaTta B 95% CI Ha ceposoriuHust OTTOBOP CE M3YKCIIsBA C M3IIOJI3BAHE HA JIOBEPUTEIIHN TPAHUIIN Ha
Miettinen-Nurminen (ckop).

CTapquKa BB3pacT

Spikevax e uscienBana npu JIMIla Ha B3pacT 6 U MOBEUE Mecela, BKIIOYUTETHO 3 768 ydacTHUIH Ha
BB3pacT Ha 65 u noBeue roanHu. EdukacHocTTa Ha Spikevax mpu y9acTHUIMTE B HAIIpeIHAIA
BB3pacT (=65 ronuHM) CHOTBETCTBA HA Ta3H MPHU MO-MJIaJUTe Bb3pacTHU ydacTHULH (18-64 roguHm).

HCI[I/IaTDI/I‘IHa nonyJjaanus

EBpornelickaTta areHnus 1o JekapcTBaTa oTiara 3abJKEHUETO 32 PEAOCTABsIHE Ha PE3YIATATUTE OT
npoy4BaHusATa cbc Spikevax B enHa WM MoBeve NOATPYNH Ha NeAUaTpUYHATa IOMyJIanus 3a
npeseHmst Ha COVID-19 (Bx. Touka 4.2 3a uH(pOpMaLys OTHOCHO YIOTpeba B MeAnaTpusiTa).
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5.2 ®apMakOKMHETHMYHH CBOICTBA
Henpunoxumo.
5.3 IlpeakJMHUYHU JAHHHU 32 0€30MACHOCT

Hexnmuanunanre JaHHH HEC ITOKa3BaT ocobeH PHUCK 3a XOpa Ha 0a3ara Ha KOHBCHIIMOHAJTHUTC
MMpoy4BaHUA 3a TOKCUYIHOCT IIPU MHOT'OKPATHO NpHJIarane, perpoaAyKTUBHA TOKCUIYHOCT U TOKCUYHOCT
34 Pa3BUTUCTO.

OO0111a TOKCUYHOCT

ITpoBeneHu ca mpoyuyBaHus 3a 00IIa TOKCHYHOCT MPH TUTHXOBE (Ha KOUTO Ca MPHUI0KEHU
WHTPAMYCKYJIHO 10 4 1031, HaJIBHINIABAIIY JI03aTa IIPU X0Pa, BEJHBK HA BCEKU 2 CSIMHUIIH ).
HabnromaBanu ca mpexo HH U 0OpaTUMH OTOK M €PUTEM Ha MSICTOTO Ha WH)KEKTHUPAHE, KaKTO U
MPEXOHU M 00pPaTUMHK ITPOMEHH B J1TaOOPATOPHUTE MOKA3aTe M (BKIFOUUTETHO MMOBUIIABAHE HA
€O3MHO(HIINTE, AKTUBUPAHOTO MAPIUATHO TPOMOOIIIIACTHHOBO BpeMe  (puOpuHoreHa). Pesynrarute
MPEMOIArar, ye MOTCHIMATHT 38 TOKCHYHOCT TPH X0pa € HUCHK.

I'eHOTOKCHYHOCT/KaHLIEPOTeHHOCT

[IpoBenenu ca in vitro u in vivo Ipoy4IBaHUs 3a TEHOTOKCUYHOCT C HOBUS JIMIIUAEH KOMIIOHEHT SM-
102 na BakcuHaTa. Pesynratute npenmnosarar, 4e NOTEHIIMATBT 3a FEHOTOKCUYHOCT MPU XOpa € MHOTO
HUCBK. He ca npoBexnaHy Mpoy4dBaHus 3a KaHIIEPOT€HHOCT.

PenpoayKkTHBHA TOKCMYHOCT

B enno mpoyuBane 3a TOKCHYHOCT Ha pa3BuTHeTo 0,2 ml OT BaKCHHA ChC ChCTAB, ChABPIKAIL CHIIOTO
kosmuectBo HPHK (100 mMukporpama) u Ipyru ChbCTaBKH, BKIIOUYCHH B €IMHUYHA 032 Ha Spikevax 3a
X0pa, € MPUIIoKEeHa Ha KEHCKH TUTbXOBE HHTPAMYCKYJHO B 4 ciy4ast: 28 u 14 nuu npean undTocBaHe
1 Ha rectaunoneH JieH 1 u 13. AatuTsno-otroBopu cpeiry SARS-CoV-2 ce nabmtonaBat mpu
JKEHCKUTE TTHXOBE OTIPEaN YU(PTOCBAHETO [0 Kpasi Ha MPOy4BaHETO Ha 2 1-BUs TaKTallMOHEH JIeH,
KakTo U IpH (eTycuTe u nmokojeHneTo. B mpoyuBaneTo HsiMa CBBbP3aHH C BAKCHHATA HEXKEJIaHH
edeKTr BbpXY QepTHINTETa IPU KEHCKUTE, OPEMEHHOCTTA, eMOpHO(ETATHOTO Pa3BUTHE, PA3BUTUETO
Ha ITOKOJICHUETO MJIM [TOCTHATAIHOTO pa3BUTHE. JIucBar ganHu nanu BakcuHaTa Spikevax
MIpEMHUHABA IIPe3 MJIalleHTaTa WM Ce EKCKPETHPa B MIIIKOTO.

6. OAPMAINEBTUNYHU JAHHU
6.1 Cnucbk Ha IOMOLIHHUTE BelIeCTBAa

SM-102 (xenTanexan-9-un 8-{(2-xumpokcueTi)[ 6-0kco-6-(yHISIIMIOKCH ) XEKCHII [aMITHO } OKTaHOAT)
Xonectepon

1,2-mucreapouni-sn-riunepo-3-pocpoxomun (DSPC)
1,2-mumupucron-rac-riauiepo-3-mMetokcunonuerwieHrmkon-2000 (PEG2000-DMG)

Tpomeramon

TpomMeTaMoIIOB XHIPOXIOPHUT

OrneTHa KuceInHa

Hatpues anerar tpuxumpar

3axapo3sa

Bonma 3a umxeknuu

6.2 HecbBMeCTHMOCTH

To3u nekapcTBeH NPOAYKT HE TPsAOBaA Aa ce CMECBa C APYTH JIEKApCTBEHU MPOIYKTH WM 12 Ce
paspexna.
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6.3 Cpok Ha romHoct

HeorBopeHn MHOrono308 guakod (Spikevax 0.2 mg/ml nHxekmonHa aucnepeus U Spikevax
0.1 mg/ml MHKEKIIMOHHA UCIIEPCHUST)

9 mecena npu -50°C nmo -15°C.

B pamkute Ha mepuoaa ot 9 Mecena, cien U3BaXIaHe OT Ppusepa, HEOTBOPEHHUAT (JIAKOH C BAKCHHA
MOJKeE Jia ce ChXpaHsaBa B xJaauiaHuK npu 2°C no 8°C, 3amTeH oT CBETIIMHA, MakcuMyM 3a 30 nau. B
paMKuUTE Ha TO3H NEPHOJ, 3a TPAHCIOPTHUPAHE MOraT Aa ce u3moa3Bar a0 12 gaca mpu 2°C o 8°C
(Bk. TOuKa 6.4).

Cob1o e foKa3aHa XMMHUYHA U pU3HYHA CTAaOMIIHOCT Ha HEOTBOPEHH (PJIaKOHU C BAaKCHHA B
poJbJKeHre Ha 12 Mecena, koraro ce cbxpassasar npu -50°C go -15°C, npu yciaoBHe 4e oM KaTo
BeIHBK Ob/ie pa3Mpa3eH H ocTaBeH Ha cbxpaHenue npu 2°C 1o 8°C, u e 3aIUTEH OT CBETINHA,
HEOTBOPEHUAT ()JIAKOH III€ /12 Ce U3MO0JI3Ba B PAMKHTE HA He moBeve oT 14 gau (BMecto 30 mHU,
KakTo KoraTo ce cbxpaHsBa npu -50°C mo -15°C 3a 9 mecena), 6e3 na ce HagBHUILIaBa 0OIIOTO BpeMe 3a
CbXpaHeHue ot 12 mecena.

BG,HH’L)K pa3dMpa3CHa, BaKCUHATa HE TpSI6Ba Ja CC 3aMpa3siBa MOBTOPHO.

HeotBopenara BakcuHa Moxke aa ce cbxpanssa npu 8°C no 25°C no 24 yaca crien u3BaxkIaHe OT
XJIAIUITHUK.

IIyuaxTrpad MHOrono30B (uiakod (Spikevax 0,2 mg/ml nakeknmonna aucnepcust u Spikevax
0.1 mg/ml nHKEKIIMOHHA UCIIEPCHUs)

JlokazaHa e XuMH4YHa U (U3HYHA CTaOMIIHOCT MpH yroTpeda B MpoAbDKeHne Ha 19 yaca cien
M'BbPBOHAYATHOTO MyHKTHpaHe npu 2°C 1o 25°C (B paMKuTe Ha IEPHUOJIA, TO3BOJICH 3a YHOTpeoa,
koiTo e 30 muu wiu 14 mau crorBetHO npu 2°C mo 8°C u BrmtounTtenHo 24 vaca mpu 8°C mo 25°C).
OT MuKpoOHOIOTHYHA TJIeHA TOYKA MPOAYKTHT TPAOBa Jja ce U3IM0II3Ba He3a0aBHO. AKO BaKCHHATa
HE ce M3M0JI3Ba BeJHara, IepuoAbT Ha U3MOJI3BAHE U YCIOBHUATA HA ChXpaHeHHE penu ynotpeda ca
OTTOBOPHOCT Ha MOTPEOUTETISL.

Spikevax 50 MHKpOrpaMa HHXKCKIIMOHHA JHMCIICPCHA B MPEABAPUTCIHO HAITbJIHEHA CIPUHITOBKA

9 mecena npu -50°C no -15°C.

B pamkuTe Ha nepuona ot 9 Mecenia, cie u3BaxaAaHe OT (ppu3epa NPeABAPUTEITHO HATBITHCHUTE
CIIPUHIIOBKU MOTAT Ja ce chXpaHsBar B xiaaauiHuk mpu 2°C go §°C, 3allUTeHU OT CBETIINHA,
MakcumyM 3a 30 1Hu (BK. TOuKa 6.4).

Cob110 € foKa3aHa XMMHYHA U (U3MYHA CTAOMIIHOCT Ha HEOTBOPEHH MPEIBAPUTEIHO HAIIBJIHEHH
CIPUHIOBKHU B IPOABIKEHHNE Ha 12 Mecena, korato ce cbxpanssar 1pu -50°C o -15°C, npu
yCJI0BHE Ye IIIOM KaTo BeJIHbkK 0b/ie pa3Mpa3eHa U ocTaBeHa Ha cbxpaHeHue npu 2°C 1o 8°C u e
3alIMTEHa OT CBETIMHA, MPeBAPUTEIHO HAIIbJIHEHATA CHPUHIOBKA 1€ ce U3I10J13Ba B PAMKHUTE
Ha He moBeue oT 14 qum (BMecto 30 gHM, KoraTo ce chxpaHsaBa npu -50°C go -15°C 3a 9 mecemna), 6e3
Jla ce HaJBHILIaBa oOIIOTO BpeMe 3a ChbXpaHeHue oT 12 mMecena.

BGI[H’L)K pa3Mpa3CHa, BaKCUHATa HE TpSI6Ba Ja CC 3aMpa3ssiBa MOBTOPHO.

[IpenBaputenHo HambJIHEHATA CIPUHLIOBKA MOXeE Aa ce cbxpansBa rpu 8°C no 25°C o 24 yaca crep
M3BaXKIAHE OT XJIaIMIHHAKA.
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6.4 CrnenuanHu ycJI10BHS HAa CbXpaHeHHe

Spikevax 0,2 mg/ml nmxkekimonna agucnepens u Spikevax 0.1 mg/ml MEKEKIIMOHHA AHCIIEPCUS
(MHOTr01030BH (hJIAKOHU)

Ma ce cpxpansaBa 3ampaseH npu -50°C u -15°C.

CoxpansBaiiTe (1akoHa BB BBHIIHATA KAPTOHEHAFa OIMAKOBKA, 3a Jja Ce Mpeanasy OT CBETIIHHA.
3a ycioBusATa Ha ChXpPaHEHHE CIIe/l pa3MpassiBaHe Ha JIeKapCTBEHHsI IPOAYKT, BIKTE ToUKa 6.3.

3a ycioBusTa Ha ChbXpaHEHHE Ha MHOTOJJ030BHSI (DJIaKOH cJe]] ITbPBOTO OTBapsiHe BIKTE TOUKa 6.3.

Tpancnopmupane Ha pasmpazeHu MHO2000306U (YIAKOHY 8 MEYHO CbCMOSHUE NPU MeMnepamypa om
2°C 0o 8°C

Axo Tpancnoptupaneto npu -50°C g0 -15°C He € Bb3MOKHO, HAJIMYHU Ca JaHHHU, CIIOPE] KOUTO €
BB3MOKHO TPAHCIIOPTHPAHETO Ha €AWH WM MOBEYE Pa3Mpa3eHu (UIakoHa B TEYHO CHCTOSIHUE 32
nepuon 1o 12 gaca npu 2°C no 8°C (B pamkute Ha 30-1HeBHUS WM 14-THEBHUS CPOK Ha TOAHOCT,
cboTBeTHO Ipu Temnepatypa 2°C no 8°C). Beanbxk pazmpazeHl U TPaHCIIOPTHPAHH B TEYHO
cberosnue npu 2°C no 8°C, guakonuTe He TpsiOBa 11a ce 3aMpassiBaT OBTOPHO, a Ja Ce ChbXpaHsABaT
nipu 2°C 1o 8°C 10 TAXHOTO M3MOJ3BAHE.

Spikevax 50 MHKpOrpaMa MHXKXCKIIMOHHA NUCIICPCHA B MPEABAPUTCIHO HAITbJIHEHA CIPUHITOBKA

Ma ce cpxpansaBa 3ampaseH npu -50°C u -15°C.

CpxpansBaiiTe IpeABAPUTEIHO HAITbJIHEHATa CIIPHHLIOBKA BHB BBHIIHATA KAPTOHCHATa KyTHS, 32 Ja
ce Mmpearasy OT CBETIHMHA.

3a ycioBusATa Ha ChbXpaHEHHE CJIeA pa3MpassiBaHe, BIKTE ToUka 6.3.

Tpancnopmupane Ha pasmpazeru npeosapumento HanbiHeHU CNPUHYOBKU 8 MeYHO CbCMOsHUE NPU
2°C 0o 8°C

Axo Tpancnoptupaneto npu -50°C g0 -15°C He € Bb3MO)KHO, HAIMYHU Ca JaHHHU, CIIOPE] KOUTO €
BB3MOXHO TPAaHCIIOPTHPAHETO HA €HA WIIM [TOBEUE pa3Mpa3eHH NPEABAPUTEIHO HATbJIHEHU
CHPUHIIOBKU B Te4HO cherosiHue npu 2°C 1o 8°C (B pamkute Ha 30-qHeBHUS WK 14-THEBHHUS CPOK Ha
TOAHOCT ChOTBETHO IpH Temrneparypa 2°C no 8°C). Benubk pazMpaseHu U TpaHCIIOPTHPAHU B TEYHO
cberosnue npu 2°C go 8°C, npenBapuTeIHO HAITBJIHEHUTE CIIPUHIOBKY HE TPAOBa J1a ce 3aMpassiBar
MTOBTOPHO, a Ja ce cbxpaHasar npu 2°C go 8°C 10 TIXHOTO U3MOI3BaHE.

6.5 Buau chabpxaHne Ha ONTAKOBKaTAa

MHoro103084 (yiakoHu

MHno2000306 gnaxon (Spikevax 0,2 mg/ml unsxcexyuonua oucnepcus)

5 ml gucniepcust B MHOT0/1030B (pJ1akoH (OT CTHKJIO THIT | MJTH €KBUBAJICHT HA CTHKIIO THM 1, WK
MUKITHYCH 0JICUHOB MOJUMEP C BBTPEUIHO OapuepHO MOKPUTHE) ChC 3aMyIianka (XI0po0yTHIIOR
Kay4dyK) U 00KaTka (alyMHHHEBA 00KAaTKa) ¢ YepBEHO OTUYIIBAIIO CE MIACTMACOBO Karaue.

Cobabpkanue Ha onakoBkarta: 10 MHOrog030B1 (hakoHa. Beeku dmakoH cpabpxka S ml.

Spikevax_0,1 mg/ml unoscexyuonna oucnepcus

2,5 ml mucniepcust OT B MHOT0J030B (pJIaKOH (OT CTHKJIO THIT | MJIM €KBUBAJICHT HA CTHKJIO THUII 1, WK
UUKIMYEH 0JIEUHOB MOJMMED C BBTPELIHO OapuepHO MOKPHUTHE) ChC 3alylIanKa (XI0poOyTHIIOB

Kay4dyK) 1 0OKaTka (aIyMHHHEBa 00KAaTKa) ChbC CHHBO OTYYIBALIO CE IUIACTMACOBO Karlaye.

Bun omakoBka: 10 MHOTO1030BH (hiakoHa. Beeku (makoH chabpika 2,5 ml.
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Spikevax 50 MHKpOrpaMa HHXXCKIIMOHHA NHUCIICPCHA B IMPEABAPUTCIHO HAITbJIHEHA CIPUHITOBKA

0,5 ml mucniepcus B mpeaBapuTEIHO HATBJIHEHA CIIPUHIIOBKA (OT LMKIMYEH OJIEHHHOB MTOJUMED) C
riaBa Ha OyTanoTo (OpoMOOYTHIIOB KaydyK ¢ MOKPUTHE) U NpeAna3Ho Kanaue (OpoMOYTHIIOB Kay4yK,
0e3 urmna).

Besxka omakoBka CbAbpiKa 5 mpo3pavyHu 6J'II/ICTepa, BCCKH OT KOUTO ChAbPIKA I10 2 NpeaABApUTCIHO
HaIlbJIHCHU CIIPUHIIOBKU.

Bun onakoBka: 10 mpegBapuTeIHO HAITBJIHEHU CIIPUHIIOBKH. Besika npeaBapuTeTHO HaTbJIHEHA
cnpuHIOBKa chabpika 0,5 ml. He u3non3paiite npeaBapuTenHo Ha'bJIHEHA CIIPUHIIOBKA 32 YACTHYHO
WHXXeKTupaHe Ha ooem 0,25 ml.

6.6 CrenuajanHu npeanasH MepKH NMPH U3XBHPJIsIHE U padoTa

Bakcunara TpSI6Ba Ja CC MPUTOTBA U MMOCTaBA OT 06y‘ICHI/I MCINIUHCKHU CIICHHUAIIMCTH IIPU CIIa3BAHC
Ha aCCIITUYHU TCXHUKHU, 3a a CC rapaHTHpPa CTCPUITHOCT HA JUCTICPCUATA.

dnakoHUTE U PEBAPUTENHO HATBIHEHUTE CIIPHHIIOBKY CE ChXPaHSIBAT 3aMpa3eHU IIPU TeMIIepaTypa
ot -50°C mo -15°C.

CbxpaHeHue BbB cbpusep

Ad ce cbXpaHsBA 3aMpa3eHd Npu
TemnepaTypa ot -50°C po0-15°C

CbxpaHsBAMTE OACKOHA M NPEABAPUTEAHO

HAMbAHEHATA CMNPWHLIOBKA B KAPTOHEHATA KyTHs, 30

AQ 2 NPEANA3nTE OT CBETAMHA.

MHoro10308 (hJIakoH

Bakcunara e roroBa 3a yHOTpe6a CJICA pasMpas3siBaHC.

I[a HC CC pasKiiallla UJIn pa3peiKaa. 3aB'preTe JICKO q)HaKOHa CJICA pasMpas3saBaHC U MIPEAU BCAKO
HU3TCIJISAHE.

VBepere ce, 4e (IaKOHBT MMa YEPBEHO OTUYIBAILO CE IUIACTMACOBO Kallaue 1 HAMMEHOBAHUETO Ha
npoaykra e Spikevax 0,2 mg/ml. Ako GIakOHBT € ChC CHHBO OTUYITBAIIO CE IJIACTMACOBO Karave u
HAaMMEHOBAaHUETO Ha Npoaykra e Spikevax bivalent Original/Omicron BA.1 nmm Spikevax bivalent
Original/Omicron BA.4-5, mosis1, HanpaBeTe cnpaBka ¢ KparkaTta xapakrepucTHKa Ha IPOIYKTa 3a
TO3H ChCTaB.

Spikevax_0,2 mg/ml unoscexyuonna oucnepcus
Ot Bceku ¢uiakoH (YepBEHO OTUYMBAILO CE IUIACTMACOBO Karayve ) MoraT Jja Ce M3TEIJIST MaKCHMYM
necet (10) no3u (1o 0,5 ml Besika) wm makcumyM asanecet (20) mo3u (o 0,25 ml Besika).

[IpenoppunTtenno e Aa NpoOoXKaaTe 3amylIajgKaTa Ha pa3iiyHo MSCTO BceKu IbT. He myHKTHpaiiTe
¢makona noseve ot 20 MbTH.

B®B Bceku (prakoH ce Chabpika H3MHUIIBK, 3a a MOXKE Ja Ce TapaHTUpa I0CTaBsSIHETO Ha MakcuMyM 10
no3u 1o 0,5 ml Besika nmn MakcumyM 20 go3u o 0,25 ml.

PaBMpaBeTe BCCKHM MHOI'OO030B q)HaKOH npeau yHOTpe6a, KaToO CJICABATC YKa3daHUATa Mo-A0J1y

(Tabanua 7). Korato ¢nakoHBT € pa3Mpas3eH B XJIaJUJIHHUK, OCTAaBEeTE TO Ha CTaiiHa TeMIlepaTypa 3a
15 MuUHYTH Tpeay MPUITOKEHHE.
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Tadauua 7. Yka3zanus 3a pa3Mpa3siBaHe Ha MHOT0/1030BU (MIAKOHM Ipeau ynorpeda

YKa3zaHusl M IPOABJIKUTETHOCT HA pa3Mpa3siBaHe
Temneparypa
Temmneparypa IIpoanaxn Ha
paryp PoX MpoabixuTen
Bujg omakoBka HA TEJIHOCT HA pa3Mpa3ssiBa HOCT Ha
pa3Mpa3siBaHe | pa3Mpa3siBa | He
. pa3Mpa3ssiBaHe
(B XJIAAWJIHUK) | He (npu craiina
TeMIlepaTypa)
2qacau u 30
MHoromn0308 QiakoH 2°—-8°C 15°C - 25°C 1 gac
MUHYTHT

YKazaHua cAaeA pdasmpdassBaHe

4[ HenyHkTupaH cbAakoH —[ CAeA M3TerAsHe Ha MbpBATA A03Q ]—

MakcHMaAaHo Bpeme
MakcumaaHo speme

= XAGAWUAHMK MAM CTAHHO
Ha cTyaeHo ao cTaiing Temnepartypd
TemnepaTYPa

oT 8° A0 2500 Y

PAGKOHDT TPEOBA AQ CE ChXPAHIBA MPK

Xnoamanmk . TEMNEPATYPA MeEXAY 2° 1 25°C. AaTaTa 1 4aceT
& paMKHTE Ha 12-MECEUNHA CROK MO FOANOCT s
= HA MIXBBPAFHE AQ CE 3AMMLLIAT HA €THKETA HA
or 0 8°C
o doaakoHa.
Ha cTyaeno ac cTaing
TemnepaTypa M3xBbpAETE NYHKTMPAHUA APACKOH Caea 19 vaca.

O18°A025°C

M3teraqiite BCIKa AC3A BAKCHHA OT OAQKOHA € NOMOLLLTA HQ HOBA CTEPHAHA UFAQ M CMPUMHLLOBKA 30 BCAKA MHXKEKLIMA, 30 AQ NPeAoTBpaTHMTe
NpeAaBaHeTo Ha MHADEKLIMO3HM AreHTH OT EAHO AMLLE HA APYTO.
Ao3aTa B CNPUHLLOBKATA TPAGBA AQ €€ U3NOA3BA He3aBaBHO.

ChAea KATO (PAGKOHDBT Ce NYHKTUPA 3 U3TETASHE HO NbPBATA AO3d, BAKCHMHATA TPAGBA AG C€ M3NOA3BA He3aBGABHO M AT C€ H3XBbPAH
cAea 19 yaca.

Bcaka HEM3MOA3BAHA BAKCHMHA MAM OTMAABYEH MATEPUAA TPAOBA AQ CE U3XBbPAA B CbOTBETCTBME C MECTHMTE M3MCKBAHMS.

[ HUKOTA He 3aMpa3faBaiTe NOBTOPHO PA3MPA3EHATA BAKCHHA J

Spikevax 0,1 mg/ml unocexyuonna oucnepcus
[er (5) no3u (o 0,5 ml Besika) wmm makcumanuo aecet (10) nosu (o 0,25 ml Besika) MoraT na 6baat
M3TETJICHU OT BCEKH ()IIaKOH (CHHBO OTUYTIBAIO CE Karade).

VBepere ce, ye (IakOHBT MMa CHHBO OTUYIIBAILIO CE Karaue ¥ MMETO Ha mpoaykra e Spikevax

0,1 mg/ml. Ao (1aKOHBT € ChbC CHHBO OTUYIIBAILIO CE Karaue ¥ UMETO Ha Mpoaykra e Spikevax
bivalent Original/Omicron BA.1 unu Spikevax bivalent Original/Omicron BA.4-5, mons, HanpaBete
crpaBka ¢ Kparkara xapakTeprcTHKa Ha IPOILYKTa 3a TO3H ChCTaB.

KenarenHo € BCEKU BT Ja HpO6I/IBaTC 3alTyniajikaTta Ha pa3jindHo MsACTO.

BbB Bcekn (prakoH ce Chbprka U3IUITEK, 32 J]a MOXKE JIa Ce TapaHTHpa JOCTaBsSHETO Ha 5 103U 10
0,5 ml nmu makcumanuo 10 mo3u mo 0,25 ml Besika.

PaSMpaseTe BCCKH MHOI'OA030B q)HaKOH npeaun yHOTpe6a, KaTO CJICABATC YKa3daHUsATa MO-A0JTy

(Tabnuua 8). Koraro ¢makoHBT € pa3Mpas3eH B XJIaJUJIHHUK, OCTaBeTE IO Ha CTaiiHa TemIiepaTypa 3a 15
MUHYTH IPEAN NPUIOKEHHE.
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Tadauua 8. Ykazanus 3a pa3Mpa3siBaHe Ha MHOT0/1030BU (MIAKOHM Ipeau ynorpeda

YxkazaHus M NPOIBJKHTEIHOCT Ha pa3Mpa3siBaHe
Temneparypa
Temneparypa | [Ipoabiku HA
paryp PoX MpoabixuTen
Buj onakoBka Ha TeJIHOCT Ha | pasMpa3siBa HOCT Ha
pa3mpa3siBaHe | pa3mpassiBa | He
. pa3MpassiBaHe
(B XJIAAWJIHUK) | He (npu craiina
TeMIlepaTypa)
2 vaca u 30
MHorozno30B (hiaakoH 2°-8°C 15°C —-25°C 1 vac
MUHYTH

YkasaHus caep pasmpasfBaHe

—{ HenyHkTUpaH doAAKOH —-{ CAeA M3TETAsIHE HA MbPBATA AO3 ]—

XACAMAHHK
B PAMKHTE HG 9-MECEHHMA CPOK KA FOAHOST

012",:«)%

XAGAMAHMK MAM CTAHHa
Ha cryaeno Ao craii

remnepatypa 3 Lhidsphind il L BELET R
o1 8° A0 25° 3 - - N 0 =
@ B ] : PACKOHLT TPE6BA AQ CE CHXPAHABA MPM |
/ % TEMMEPATYPA MEXAY 2° 1 25°C. AQTATA W HYaCHT
B PaMKHTE Ha 12-MECEYHHA CPOK HO FOAHOCT| @y
& / J oy HQ M3XBbPASHE AQ CE 3anNULLIAT HQ ETHMKETA HA
o12° 70 8°C »
dpaakoHa.
Ha eTyaens ae cTafina
Temnepatypa MaxebpaeTe NyHKTMPAHMA COACKOH Caea 19 yaca.

o1 8° A0 25°C

M3TerAsifTe BCAKA AO3Q BAKCHHA OT d)AOKOHO C NOMOLLLTA HA HOBA CTEPUAHA UTAQ WM CNPUHLLOBKA 3Q BCAKA MHXEeKUMS, 30 Ad NpeACTBpaTuTeE
NPeAdBAHETO HA I/IHCpeKLIMOSHM AreHTr OT eAHO AMLLE HA APYTO.
Aolatae CMPHUHLLOBKATA TPSIGBG AQ ce U3NoA3Bd HeszaGaBHo.

Caea KaTo OAGQKOHBT CE€ NYHKTMPA 3a H3TErASHE HA MbPBATA AO3d, BOKCHHATA TPAGBA AGQ CE€ M3NOA3BA HE3AQ6ABHO M AQ CE UIXBbPAH
cAea 19 yaca.

Bcaka HEM3MOA3BAHA BAKCHMHA MAM OTNAABYEH MATEPHAA TPABBA AQ CE M3XBbPASA B CLOTBETCTBUE C MECTHUTE M3IMCKBAHMS.

[ HUKOIA He 3aMpA39BAMTE NOBTOPHO PA3ZMPA3EHATA BAKCUHA ]

Spikevax 0,2 mg/ml unocexyuonna oucnepcus u Spikevax 0,1 mg/ml unsicekyuonna oucnepcus

MpuAaaraHe

3aBbpTAMTE AEKO COACKOHA CAA PA3MPA3ABAHE 1 MPEAN BCAKO M3TEMAIHE
BakcuHATA € roToBA 3 MPUMAOXEHME CAEA PA3Mpa3ssBaHe. He paskaawanTe u He
paspexaaunre.

NpeAKn UHXEKTUPAHE NPOBEPSABATE BCAKA
A03Q, 30 AQ:
MOTBLRAMTE, YE TEYHOCTTA € GSAT AO

noYTH BAAQ, KOKTO BbB OAQKOHA, TAKA
11 B CTIPUHLIOBKATC!

ce yBepmTe B 06eMA HA CMPWHLLOBKATA

BAKCHMHATG MOXE AC CbABPXA
BEAM MAK MOAYNPO3PAYHM HACTMLLM,
CBbP3AHK C MPOAYKTQ.

AKO AO3ATCl € HETOMHA MAM MMA
NPOMAHA B LLBETA 1 APYTU BUAMMM HACTULM,
He npw\orut?ﬁe BAKCHHATA.
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Spikevax 50 MHKpOrpaMa B Ip€ABApUTCIIHO HAITBIHCHA CIIPHUHIIOBKA

I[a HC CC pasKiiallla UJin pa3peiKaa CbAbPKaHUCTO HA NPCABAPUTCIHO HAITbJIHCHATA CIIPUHIIOBKA.

Bcesika mpeBapuTeIHO HaITbJIHEHA CHPHHIIOBKA € CaMo 3a eHOKparTHa yrnorpeda. Bakcunara e rotosa
3a ynorpeda ciieq pa3MpassiBaHe.

C Bcsika mpenBapuTeTHO HAIIbJIHEHA CIIPHHLIOBKA MOXKe Jia ce npriioxu eana (1) nosa ot 0,5 ml. He
U3II0JI3BaiiTe MPEABAPUTENHO HAITBIHEHA CIPUHIIOBKA 38 YaCTUYHO MH)KEKTHpaHe Ha obem 0,25 ml.

Spikevax ce goctaBsi B €IHOA030Ba, IPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA (0€3 Uriia), ChAabprKalla
0,5 ml (50 mukporpama) uPHK u tpsi6Ba na ce pasMpasu npean npuiokeHue.

[Ipeau ynotpeba pazmpaseTe BCsAka NpeIBAPUTEIIHO HAIThIHEHA CIIPUHIIOBKA, CIEIBANKHN yKa3aHHUATA
no-goity. CIpUHIOBKHTE MOTAT Jia ce pa3MpassBaT B Onucrepute (BCEKH OnucTep ChabpiKa 2
MpeaBapUTEIHO HATBJIHEHU CIIPUHIIOBKH) HJIM B camMaTa KapTOHEHa OMAKOBKA, B XJIaHIHUK UM Ha
craiina remneparypa (Tabmuna 9). Korato cipuHijoBkata e pasMpaseHa B XJIaIUIHHUK, OCTaBeTe s Ha
CTaliHa TemrepaTypa 3a 15 MUHYTH Ipeay NPHIOKEHUE.

Tabanna 9. Ykazanus 3a pa3MpassiBaHe Ha NPeABapUTEJHO HAITbJIHEHH CIIPHHIOBKH U
KAPTOHEHHM KYTHH Npeau ynorpeda

Yxka3zaHus 3a pazMpa3siBaHe H HEroBaTa NPOAbJKHTETHOCT
Temneparypa
Temmneparypa | Ipoabiuku Ha TMpoxbxnTen
B OnaKoBKa Ha TEeJIHOCT Ha | pa3mpa3ssiBa HOCT Ha
pa3Mpa3ssiBaHe | pa3MpassiB He
(B XJIaJUITHHK) aHe (npu craiina pasmpasspaie
©0) (MuHyTH) | Temmepartypa) (MuHyTH)
cC)
[IpenBapurenHo
HaI'bJIHEHA CIIPUHLIOBKA 2-8 55 15-25 45
B Onmcrep
KapTtonena kytus 2-8 155 15-25 140

VBeperte ce, 4e UMETO Ha MPOJyKTa Ha MpeIBapuTETHO Hall'bJIHEHATa CIPUHIIOBKa € Spikevax

50 mukporpama. Ako uMeTo Ha rpoaykta e Spikevax bivalent Original/Omicron BA.1 unu Spikevax
bivalent Original/Omicron BA.4-5, Mosis1, HanpaBeTe crpaBKa ¢ KpaTkaTa XapaKTepUCTHKA Ha
MPOAYKTa 33 TO3U ChCTAB.

Vkasanus 3a paboma c npedsapumento HanviHeHume cnpuHYOSKU
e OcraBere BCsSKa IpeIBapUTEIHO HAIIbJIHEHA CIIPHHLIOBKA Ha cTaiiHa Temmeparypa (15°C no 25°C)

B NIPOABIKEHHUE HA 15 MUHYTH, Ipey J1a s IPHIIOKUTE.

e Jla He ce pa3kiana.

e [IpeaBaputesHO HaITbJIHEHATa CIIPHUHLIOBKA TPAOBa Jja ce MPOBEPsBa BU3YaTHO 33 HAJTMYUE Ha
BHUJIMMU YaCTHLIM M MPOMSHA B IBETA MIPEIH NPUIIOKEHHE.

e Spikevax e Os1a 1o mouTH Osii1a Aucnepcust. Moke Ja Chabpika Oesin WU MOTYIPO3padHu
YacTHUIH, TPUCHIIN Ha IpoayKTa. [la He ce mpuara, ako BakCHHaTa € ¢ IPOMEHEH LIBSIT I

CbAbpiKa JPYIr'd HAa BUA BUAWUMHU YaCTULIHU.
e lrimTe He ca BKIIOUCHH B KapTOHCHUTEC KYyTHUH HAa IPCABAPUTCIIHO HAITBJIHCHUTC COPUHIIOBKU.

e Jla ce u3MOI3Ba CTEpPHUITHA UIJIA C IOAXOISII pa3Mep 3a HHTPaMYCKYyITHO nHxekTupane (21G mwm

MO-THHKA).
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e MaxHeTe Karmaykara OT CIIPHHLIOBKATa, KaTo S 3aBbPTHTE 0OpaTHO Ha YaCOBHUKOBATA CTPEINKA.

e Jlocrasere urnara, KaTo s 3aBbPTUTE O TOCOKA HA YACOBHUKOBATa CTPEIIKA, JOKATO CE 3aKperHu
no0pe BBPXy CIIPUHIIOBKATA.

e OrcrpaHeTe Kanadykara Ha UIjiaTa, Koraro cTe TOTOBH 3a HHKEKTHPAHE.

° HpI/IJ'IO)KeTe s1ara 103a UHTPpaMyCKYJIIHO.

WsxBrprsgne

Heusnomnspanusr JICKapCTBCH MPOAYKT WK OTHAABYHUTC MAaTCpUaid OT HCTO TpH6Ba Aa CC U3XBBPJIAT

B CBOTBCTCTBUC C MCCTHUTC N3 CKBAHU .

7. HPUTEXATEJI HA PASPEIHIEHUETO 3A YIIOTPEBA

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

Ucnanus

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 ITBbPBO PA3PEIIABAHE/TIOJJHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

[Jata Ha mbpBO pa3pewmanane: 6 suyapu 2021 r.
[Hata na nocnenno nonHosseane: 03 okromBpu 2022 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[Monpo6Ha nHpOpMAaIKs 3a TO3H JEKapCTBEH MPOAYKT € MpelocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHIus 10 JIeKapcTBara http://www.ema.europa.eu.
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' To3u JICKAPCTBCH MPOAYKT MOAJIC)KHU Ha JOIMIBJIHUTCIIHO Ha6J'IIO)_IeHI/Ie. ToBa 1€ IMMO3BOJIN 6’bp30T0
YCTaHOBsBAaHC HAa HOBA I/IH(l)OpMaLII/IH OTHOCHO Oe3omacHocTTa. OT MCIUIIMHCKHUTE CIICHUAJIMCTH CC
HN3UCKBA Ja C’I)06H_IaBaT BCsKa IMMOAO3UpaHa HECXKCIaHa PCaKI . 3a HauMHa Ha C’BO6H_IaBaHC Ha

HEXEeIaHU PEeaklnK BIKTE TOUKa 4.8.

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

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

JTUCIIEPCHS

Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 Mukporpama HHXEKLIHOHHA JUCIIEPCHUS
Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 Mukporpama HHXEKLHOHHA JUCIIEPCHUS
B MIPEBApUTEIHO HATBJIHEHA CIIPUHIIOBKA
uPHK Bakcuna cpemry COVID-19 (nykieo3uano moauduuupana)
COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Tab6anna 1. KauecTBeHn u KoJim4ecTBeH cberaB Ha Spikevax bivalent Original/Omicron BA.1

KoauvecTBO HA AKTHBHOTO OnakoBka Jo3za(mn) CobceraB 3a 103a
BeIIeCTBO B /1030BA eINHUIA
Spikevax bivalent Original/Omicron | MHorono3os
BA.1 dmakon 2,5 ml | 5 Ao3u Enna nosa (0,5 ml) ceappxa
(50 mukporpama/50 mukporpama)/m | (CHHBO 25 mukporpama enazomepan
| HHKEKIMOHHA UCHepcHs OTYyIBALIO CE mo 0,5 ml (clasomeran) i 25 Mukporpama
Karaue) BCAKA WM | yvenazoMepaH (imelasomeran),
10 nosu 10 | yPHK pakcuua cpemnry COVID-19
0,25 ml (BKIIIOUEHA B JIMIIUAHU
BCiKa HAHOYACTHLIN).
MHorozm0308 10 no3u
¢naxon 5 ml o 0,5 ml Enna no3za (0,25 ml) ceabpxa
vial (cHHBO BCAKA WK | 12 5 Mukporpama eixasomepat u 12,5
oTaymsamo ce | 20 103U 1O | \yxporpama uMenasomepan, 1PHK
Karaue) 0,25 ml BakcuHa cpeiry COVID-19
BCAKa (BKJIIOYEHA B JIMIH/IHU
HaHOYACTHIIN).
Spikevax bivalent Original/Omicron | Eqnono3os 1 noza
BA.1 ¢naxon 0,5 ml | 0,5 ml
25 Mukporpama/25 Mukporpama (cuHBO
HHKEKIIMOHHA U CIIepCUst OTYYMBAILO Ce
Karaue) Camo 3a
€IHOKpaT Enna nosa (0,5 ml) ceappxa
Ha 25 MUKporpamMa ena3oMepaH u
ynoTtpeba. | 25 MUKporpaMa UMesia3oMepaH,
Spikevax bivalent Original/Omicron | IlpeaBaputen 1 mo3a nPHK Bakcuna cpenry COVID-19
BA.1 HO HaI'bJTHEHA 0,5 ml (BKITIOUYEHA B JIMITUIHH
25 mukporpama/25 mukporpama CIIPMHLIOBKA HaHOYACTHIIN).
HHKEKIIMOHHA U CIIepCUs B Camo 3a
NpeABAPUTETHO HANbJIHEHA eIHOKpaT
CIIPUHIIOBKA Ha
ynoTpeba.
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Enazomepan e enqnoBepuxHa, 5’-kenupana uaopmarmonna PHK (uPHK), nmpoussenena c
U3II0JI3BaHETO Ha OE3KJIEThYHA in Vitro TpaHcKpunuus oT cboTBeTHuTe JJHK-Marpunu, kogupama
BupycHus mmnos (S) nporenn Ha SARS-CoV-2 (opurnHaina).

Nmenazomepan e eanoBeprikHa, 5 -kenupana uadpopmannonna PHK (uPHK), npoussenena ¢
U3II0JI3BaHETO Ha OE3KIIEThYHA in Vitro TpaHcKpunuus oT cboTBeTHuTe JJHK-Marpunu, koqupama
BupycHus munoB (S) nporenn Ha SARS-CoV-2 (Omicron BA.1).

3a MbJIHUS COUCHK Ha ITOMOIIHUTEC BCIICCTBA BHIKTC TOUYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WmxexkunonHa nuctepeust

bsina no moutwn Gsina nucniepeus (pH: 7,0 — 8,0)

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHU NOKA3AHUS

Spikevax bivalent Original/Omicron BA.1 e npenna3HaveHa 3a akTHBHA UMYHHU3aLMS 32 TIPEBEHLIUS
Ha COVID-19, npuunnen ot SARS-CoV-2, npu nuna Ha 6 ¥ moBeye TOJUHHU, KOUTO BEYE ca
MOJTYYWJIIH TTIOHE KypcC Ha mbpBUYHA BakcuHarwms cpery COVID-19 (Bx. Touku 4.2 u 5.1).
Ynorpebara Ha Ta3u BakCHHA TPsOBa /1a ObJ€ B CHOTBETCTBHE C OPUIIMATHUTE TIPEIOPHKH.

4.2 Jl03UpOBKA M HAYUH HA NPUJIOKEHHE

ﬂompoma

Bwspacm 12 200unu u no-ev3pacmuu
Hozata Spikevax bivalent Original/Omicron BA.1 e 0,5 ml ce npunara vHTpaMycKyJHO.

Bwszpacm om 6 0o 11 200unu
Hozata Ha Spikevax bivalent Original/Omicron BA.1 e 0,25 ml ce npuiara ©HTpaMyCKyJTHO.

Mexay npunarasero Ha Spikevax bivalent Original/Omicron BA.1 u nocnennara npeaxonHa 103a
BakcuHa cperry COVID-19 TpsiOBa na mMa HHTEpBaJl OT Hail-Mallko 3 Mecena.

Spikevax bivalent Original/Omicron BA.1 e moka3ana camo 3a JIMia, KOUTO [IPEIH TOBA ca MOTYYHIH
MOHE KypcC Ha MbpBUYHA BakcuHaius cpemry COVID-19.

3a moapoOHOCTH OTHOCHO Kypca Ha ITbPBUYHA BaKCHHALUS NP BH3pacT 6 U OBeYEe TOAUHH, MOJIS,
BrxkTe KparkaTa xapakrepuctuka Ha npoaykra 3a Spikevax 0,2 mg/ml HHXeKIOHHA AUCTIEPCHSL.

Ileouampuuna nonynayus
BezomacHoctTa u epukacHocTTa Ha Spikevax bivalent Original/Omicron BA.1 npu aena Ha Bb3pact

moxa 6 TOAUHHM BCE OILE HE ca YCTAaHOBCHHU. Jluncear gaHHwH.

Cmapuecka 6v3pacm
He ce n3uckBa xopekius Ha 1o3aTa IIpy JHIA B CTapUyecka Bb3pacT >65 roJuHH.

Hauun na IPUITOKCHHEC

Bakcunara Tpsi0Ba a ce mpujara HHTPaMyCKyJIHO. 3a IPEANOYUTaHE € B ACATONIHUS MyCKYJl B
ropHaTa yacT Ha pbKaTa.
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He npnﬂaraﬁTe Ta3W BaAKCMHA UHTPABACKYJIAPHO, MMOJAKOKHO WM UHTPAACPMAIHO.

Bakcunara He TpSI6Ba Ja CC CMECBa C ApYyTrM BaKCMHHU WUJIX JICKAPpCTBCHU MPOAYKTH B ChIIaTa
CIIPUHIIOBKA.

3a npeanasHii MCpKu, KOUTO TpSI6Ba Ja CC B3CMaT Npcan NpujlaraHe Ha BakCuHaTa, BUXKTC TOYKaA 4.4,

3a ykazaHus OTHOCHO pa3Mpa3siBaHETO, padoTaTa ChC M U3XBBHPISHETO HA BAKCUHATA, BIIKTE
TOYKa 6.6.

4.3 IIporuBomokaszaHus

CBpBXUyBCTBHTEIHOCT KbM aKTHBHOTO BEILECTBO MM KBM HAKOE OT IOMOIIHHUTE BELIECTBA,
n30poeHu B Touka 6.1.

4.4 Chnenuajanu npeaynpeskaeHust U NMpeana3sHl MEPKH MPH ynorpeda

[Ipocaeaumoct

3a Ja ce 1'[0}.'[06[)1/1 mpocCjICANMOCTTA Ha OHOJIOTHYHUTE JICKaAPCTBCHU MPOAYKTHU, UMCTO U MAPTUIHUAT
HOMCP Ha MPUJIOKCHUSA ITPOAYKT TpSI6Ba SICHO Ja CC 3arimMcBar

CBD’LX‘IVBCTBI/ITCHHOCT n aHad)I/IJ'IaKCI/ISI

Nma cpobuenus 3a anaduinakcus npu jauua, noayunin Spikevax (opurunanna). Bunaru tpsaoBa na
UMa Ha pasnojoKeHHe MOAXOIII0 MEAULIMHCKO JIeUeHHE U HaOI0JeHUE B CITy4ail Ha
aHa(UIaKTUYHA PEeaKLHs CIel MPUIOKCHUE Ha BAKCUHATA.

[IpenopruBa ce BHUMATEITHO HAOIIOJICHHE B MTPOABIDKEHUE HA HAall-MaKo 15 MUHYTH clien
BakcuHanusta. [locnenpamure mo3u Ha Spikevax bivalent Original/Omicron BA.1 He Tpsi6Ba na ce
MOCTaBSAT HA OHE3U, KOWTO Ca MOJIYyYMIn aHa(uIIaKCHs TIpY IPeIIHa 1032 Ha Spikevax
(opuruHaiHa).

MI/IOKaD}_II/IT 1 IEPpUKapaAUT

ChpIecTByBa MOBHUILECH PUCK OT MHOKAPHUT M IEPUKAPIUT CJIeA BaKCHHALUs cbe Spikevax
(opuruHanHa).

Te3u 3abonsBaHus MOraT Ja CC pa3BUAT A0 HAKOJIKO JHU CJIC BAKCUHALIMATA U HACTHIIBAT MPECANMHO
B PAMKUTC Ha 14 JHH. Teca Ha6J'IIO}_IaBaHI/I MMO-4CCTO CJIEA BTOpAaTa 1034, B CPABHCHUC C ITbpBAaTa 1034,
" O-4Y€CTO IPU FOHOIIU U IMO-MJIaIn MBIKE (B)K. TOYKa 48) HpO(l)I/IJ'I’LT Ha pUCKa u3riexaa € CXoacH
IIpu BTOpAaTa 1 TpeTaTa A03a.

Hannuunre JAaHHU ITOKa3BaT, Y€ IIPOTUYAHCTO HA MUOKAPAUT U NICPUKAPAUT CJICA BAKCUHAIUATA HC CC
pas3jim4yaBa OT TOBAa IpU MUOKAPAUT WU IICPUKAPAUT KATO LAJIO.

MenuiuHCKUTE CIeNHaIuCT! TpAOBa fa ObaaT OOUTENHHU 3a IPU3HALUTE U CHMITOMUTE Ha
MHOKapIUT U epuKapanT. Bakcunupanure imma tpsaoBa qa ObaaT HHCTPYKTHPAHU Aa TOTHPCST
He3a0aBHO MEIMIIMHCKA TIOMOLI, aKO Pa3BHAT CUMIITOMH, IOKa3aTeTHHU 38 MUOKapIUT WIN
NEepUKapauT, KaTo (0CTpa M MPOABDKUTENHA) 00JIKa B IEPIUTE, 3a/4yX WU MaNTUTALUH CIIe]
BaKCHHALIMATA.

MG,Z[I/ILII/IHCKI/ITG CrICaIiCTH TpSI6Ba Ja HallpaBAT ClIpaBKa ¢ pbKOBOJACTBATA /v CIICUAJIMCTHUTE
3a JUArHoCTULIMPAaHEC U JICUCHUC Ha TOBA 3a00J1BaHe.

Peakiun CBBP3aHH C TPEBOXKHOCT
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PeaKLII/II/I, CBBpP3aHU € TPCBOKHOCT, BKIIFOUUTCIIHO BA30BaraJlHu peakinuu (CI/IHKOH), XUIICPBCHTUIIALUA
HJIM TaKrBa, CBBP3aHU CBC CTPCC, MOraT [ia CC NNOABAT BbB Bpb3Ka C BAKCUHAIUATA KATO IICUXOI'CHCH
OTTrOBOP KbM HHIKCKTHPAHCTO C UI'JIA. Baxno ¢ Ja CC B3EMart NMpeaAnasHu MEpKu, 3a a Ce n30erde
HapaHsBaHC IPpU NPUIOLIABAHC.

ChIbTCTB alio 3a00J19BaHE

BaKCI/IHaLII/IHTa TpSI6Ba Aa CC OTJIOXKHU IIpH JInla, CTpagalu OT OCTPO TCIKKO (I)e6pI/IJ'IHO 3a00J19BaHe
HJI OCTpa I/IH(l)eKLII/ISL Hanmuunero Ha 1meka I/IH(l)eKLII/ISI W/WIIH JIEKO MOBUIIICHA TEMIICpATypa HE TpSI6Ba
Ja 3a0aBs BaKCHUHaIusTa.

TDOM60LII/ITOH€HI/I$I 1 HAPYIICHUA HAa KPBBOCHCHPBAHETO

Kakro nmpu apyru HHTpaMyCKyJIHH MHKEKIMH, BAKCHHATa TPsAOBa Ja ce Mpujiara BAHUMATEIHO [IPH
JUIIa Ha aHTUKOAryJjJaHTHa TePanusl WK TaKUBa ¢ TPOMOOLMTONICHHS WIIM HIKAKBO HapyLIEHUE Ha
KPBBOCHCUPBAHETO (HampuMep XxeMOopHIINs), Thi KaTo MpU TE3H JMLA MOXKE J1a CE TIOSBU KbPBEHE HIIH
oOpasyBaHe Ha CHHHHH CJIe]l HHTPaMyCKYJIHOTO MTPUIIOKEHHE.

O0ocTpsiHE Ha CUHIPOMA Ha HapylleHa KanwisipHa nponyckiausoct (CLS)

CpoOIeHH ca HAKOJIKO ciy4asi Ha 000CTpsiHE Ha CHHAPOMA Ha HapyLIeHa KanuisipHa IPOIyCKINBOCT
npe3 IbPBUTE AHU cliell BakcHHAIus cbe Spikevax (opuruHanna). MeAUIMHCKATE CIICHUATHCTH
TpsiOBa J1a ca HasACHO ¢ mpu3HauuTe U cumnromute Ha CLS, 3a 1a paszno3nasT He3a0aBHO U Aa JIEKyBatT
cberosiHuero. [lpu nnna ¢ anamuesa 3a CLS ninanupaHeTo Ha BakcMHAIMsATa TPpsiOBa 1a ce HalpaBH
CBBMECTHO ChC CHbOTBETHUTE MEANIIMHCKU EKCIIEPTH.

HMVHOKOMHDOMGTHD&HH JIM1a

Eduxacnocrra n 6e3omacHoctTa Ha Spikevax bivalent Original/Omicron BA.1 He ca onjenenu mpu
WMYHOKOMIPOMETHPAHH JIUIA, BKIIOUUTEITHO TAKKMBA, KOUTO IOJy4yaBaT UMYHOCYIIPECUBHA TEPaITHSL.
Eduxacnocrra Ha Spikevax bivalent Original/Omicron BA.1 moxe na Ob1e mo-HUCKa IpH
WMYHOKOMIIPOMETHPAHH JIULA.

HDOI[’LJ'DKI/ITCJ'IHOCT Ha 3amuTara

HpOZ[’LJ'DKI/ITeJ'IHOCTTa Ha OCUrypcHaTa OT BaKCHHATa 3alluTa ¢ HCU3BCCTHA, TBU KaTo TS BCE omIe CC
YCTaHOBsABA OT TCKYIIW KIMHUYHU MIPOYYBAHHA.

OFI)aHI/I‘leHI/IH Ha ed)eKTI/IBHOCTTa Ha BaKCHHAarTa

Kakro mpu Bcuuku BakcuHH, BakcuHanusATa cbe Spikevax bivalent Original/Omicron BA.1 moxe aa
HE OCHT'YPH 3allTa Ha BCUUKU PELMIIMEHTH Ha BAKCHHATA.

IToMoIIHM BeIeCTBA ¢ U3BECTHO AEUCTBUE

Hampuu

Tasu BakcuHa chABpPKa MO-Maiko oT | mmol Hatpuii (23 mg), T.€. MOXKE J1a ce KaXke, 4e MPaKTUICCKU
HE ChIIbpKa HATPHL.

4.5 BzamMmopeiicTBHe ¢ IPYIH JIeKapCTBeHH NPOAYKTH M APYTrH ()OPpMH Ha B3auMojeiicTBHe

He ca MPOBCIKIAHU ITPOYUBAHHA 3a BBaHMOHCﬁCTBHHTa.

He e npoyuBano cbrpTcTBaIIOTO Npuiiokenue Ha Spikevax bivalent Original/Omicron BA.1 ¢ apyru
BaKCHHH.
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4.6 dDepTuauTeT, OPpEMEHHOCT U KbPMeHe

BpemenHoct

Bce ome numncear ganHu 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.1 o Bpeme Ha
OpEMEHHOCT.

lonemusT obem oT nanuu, obaye, MOMYyYEHH OT HAOMIOACHUETO Ha OpPEeMEHHH KEHHU, BAKCHHUPAHU ChC
Spikevax (opurrHagHa) O BpeMe Ha BTOPHUS M TPETHsI TPUMECTBP, HE TIOKa3Ba YBEIUYCHUE Ha
cllyyanTe Ha OpEMEHHOCT C HEeXKeJIaH U3X0[ OT OpeMeHHOocTTa. Makap ue JaHHUTE 33 U3XO0J OT
OpeMeHHOCTTa Clie/l BAKCHHALUS, TPOBEICHA M0 BpeMe Ha IIbPBUsI TPUMECTBP IIOHACTOSIIEM Ca
OrpaHUyeHH, He ce HabJIro1aBa MOBHUILEH PUCK OT CIIOHTaHeH abopT. [IpoyyuBanus npu >KUBOTHU He
MOKa3BaT MPEKU WM HENPEKH BpeAHU ePEeKTH, CBbP3aHl ¢ OpEMEHHOCTTA,
eMOpHOHATHOTO/(PEeTaTHOTO pa3BUTHE, PAXKIAHETO WU MOCTHATATHOTO pa3BUTHE (BXK. Touka 5.3).
Thii KaTO pa3IMKUTE B IPOAYKTUTE Ca OFPAaHUYECHH 0 MOCIECIOBATETHOCTTa Ha IIUIIOBHSI IPOTEUH U
HsMa KITMHUYHO 3HAYMMH Pa3jIMKH B peakToreHHoctTa, Spikevax bivalent Original/ Omicron BA.1
MOKE J1a c€ M3MO0JI3Ba [0 BpeMe Ha OPEMEHHOCT.

Kobpmene

Bce ome numncear ganHu 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.1 o Bpeme Ha
KbpPMEHE.

He ca ouyakBar obaue edexTs Ipr HOBOPOJEHH/KbpMayeTa, Thil KATO CHCTEMHATa €KCIIO3ULUS Ha
BaKCHMHATa NP KbpPMeELIaTa KeHa € He3HaunTenHa. JJaHHu OT HaOJII0JeHUS TIPH JKEHH, KOUTO KbPMSIT
clies1 BakcMHaUus cbe Spikevax (OpuruHaiHa), HE MOKa3BaT PUCK OT HEKeNaHU eeKTH IpU

HOBOpoaeHW/KbpMaueTa. Spikevax bivalent Original/Omicron BA.1 moxe aa ce npuiara B mepruoaa
Ha KbpMEHE.

DepTUnuter

[IpoyuBanus npH >KUBOTHH HE MTOKa3BaT MPEKU MM HENPEKH BPEAHU e(peKTH, CBbp3aHH C
PenpoayKTUBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTn BbpXy crioco0HOCTTA 32 mogupaHe H padoTa ¢ MAIINHA

Spikevax bivalent Original/Omicron BA.1 He noBnMsBa WK MOBIUSBA MPEHEOPEKUMO CIIOCOOHOCTTA
3a modupane 1 padora ¢ MammHK. Hsikon oT edektute, mocoueHu B Touka 4.8, Morar Bce Mak
BPEMEHHO J1a TIOBJIMSAT Ha CIIOCOOHOCTTA 3a Mmodupane uiu padoTa ¢ MalliHH.

4.8 Hexenanu jJjeKapCTBeHH PeaKIH

O06006111eHre Ha poduia Ha OE30IIaCHOCT

Bwspacmnu

BezomacHocTTa Ha Spikevax (opuruHanHa) € OLEHEeHa B TEKYLIO paHIOMU3HUPaHO, Iuiane0o-
KOHTPOJIMPAHO, 3acleNeHo 3a HaboAaTeNs KIMHIYHO npoyuBane da3za 3, mpoexxaamio ce B CALL,
BKrouBammo 30 351 yyacTHHIIM Ha BB3pacT 18 1 moBeye roguH, KOUTO ca MOIY4UIIN MOHE €Ha 103a
ot Spikevax (opurmHamHa) (n=15 185) nmm mamebo (n=15 166) (NCT04470427). [1o Bpeme Ha
BaKCHHALIMATA CpeHATa Bb3pacT Ha momyJauusaTa € 52 ronuHu (auanas3oH ot 18 go 95);

22 831 (75,2%) ot yuacTHunMTE ca Ha BB3pacT oT 18 1o 64 ronunu u 7 520 (24,8%) oT yuacTHULIHTE
ca Ha BB3pacT 65 u noBeye roJuHu.

Haif-yecTo choOIaBaHuTE HEKEIAaHU PEakUru ca 00JIKa Ha MSICTOTO Ha HHXKeKkTupane (92%), ymopa
(70%), rmaBoOomnue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTpucane

(45,4%), ranene/moBpbinane (23%), akcunapHo nmogaysane/6omnesnenoct (19,8%), mosuiena
temmneparypa (15,5%), nogyBane Ha MsacTOTO Ha uHkekTupane (14,7%) u 3auepssBane (10%).
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Hexenanure pcakuumn OOMKHOBEHO Ca JIEKH HUIN YMCPCHHU MO UHTCH3UTCT U OTIIYMABAT 3a HAKOJIKO
JHH CJICI BaKCHHaLUATA. Marko no-HHCKa 4eCTOTa Ha ChOMTHS Ha PCAKTOICHHOCT CC CBBbP3Ba C I10-
rojisiMma Bb3pacT.

Karo ns10, HAKOM HeXellaH! peakluy ce Cpelar Mo-4ecTo B MO-MJIAAUTE Bb3PACTOBH IPYIIH:
YecToTara Ha akCHJIApHO M0LyBaHe/00JIe3HEHOCT, YMOpa,IMIaBo00INe, MUANTHS, apTPANITHsl, BTPHUCAHE,
raJeHe/moBpbILaHe U MOBHUILEHA TEMIIEpaTypa € I0-BUCOKa MPH Xopa Ha Bb3pacT oT 18 10 < 65
TOJMHU OTKOJIKOTO MIPH TE€3H Ha Bh3pacT 65 roanHu u noseue. [lo-yecto ce choOmaBar JIOKamTHu U
CHCTEMHU HEXEIIaHH PEaKINM ciell 103a 2 OTKOJIKOTO cien o3a 1.

FOnowu na évspacm om 12 0o 17 2oounu

Jannu 3a Ge3omacHoCT Ha Spikevax (OpUrHHaIIHA) PH FOHOIIH ca ChOpaHu B TEKYIIO
PaHIOMHU3UPAHO, MIae00-KOHTPOINPAHO, 3aCIICIICHO 32 HaOMoIaTeNs KIMHINYHO ITpoy4YBaHe ¢a3za 2/3
C HAKOJIKO JacTH, mposexaamio ce B CAILl. [IspBara yacT Ha mpoy4BaHEeTO BKJIIOYBA 3 726 y4acTHULH
Ha BB3pacT ot 12 1o 17 roguHu, KOUTO ca MONyYniIH MOHE eaHa 103a Spikevax (opuruHamHa)

(n=2 486) nnu mare6o (n=1 240) (NCT04649151). Jlemorpadckure XapaKTEpUCTHKH ca CXOTHI
MEXJly YYaCTHUIIUTE, KOUTO ca morydnin Spikevax (opurnHaiiHa), U Te3U, KOUTO Ca MOy IHITH
mwiane0o.

Haii-uecture HeXxenaHu peakiiy MPH FOHOIIH Ha BB3pacT oT 12 1o 17 rogunaun ca 60ika Ha MSICTOTO
Ha umxektupane (97%), rmaBodomme (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
akcujiapHo noxayBaHe/6one3Henoct (35%), aprpanrus (35% ), ranene/mopwiuane (29%), moxysane
Ha MSICTOTO Ha HHKekTupane (28%), eputeM Ha MACTOTO Ha MHXKeKTHpaHe (26%) u moBHIIIeHa
temmneparypa (14%).

Toa npoy4BaHe IpeMHUHA KbM OTKPHUTO MpOy4YBaHe BB ¢aza 2/3, B koeto 1 346 ygacTHUIN Ha
BB3pact ot 12 no 17 rogunum nomyurxa O6ycrep mo3a Spikevax Hali-malko 5 Mecella ciie] BTopara 1032
OT mbpBHYHaTa cepus. He ca ycTaHOBEHHM JOIBIHUTENIHU HEXEJIaH!U PEaKLUH B OTKPUTATa 4acT Ha
MIPOYYBAHETO.

Heya na 6v3pacm om 6 200unu do 11 200unu

Jannu 3a 6e3omacHoCT Ha Spikevax (opuUrrHaIHA) IPH Jiela ca ChOpaH! B TEKYIIO PaHIOMHU3UPAHO,
3acyerneHo 3a HaOmroaTens, KIMHIYHO poy4uBaHe ¢a3a 2/3 B nBe wacth, mposexaamio ce B CALl u
Kanama (NCT04796896). Uact 1 e otkpuTa (pasa Ha mpoydBaHeTo 3a 6€30IaCHOCT, N300p Ha /1032 U
MMYHOT€HHOCT, U € BKIfouBaia 380 ygacTHUIM Ha BB3pacT oT 6 romuan 10 11 roanHu, KouTo ca
noryanim oHe 1 mo3a (0,25 ml) Spikevax (opurunanza). Yact 2 e miame0o-koHTponupanaTa ¢asa 3a
6e3omacHocT u e BiimouBaia 4 016 ygacTHUIN Ha BB3pacT oT 6 romuHu 110 11 roauHn, KOUTO ca
nosryanim moHe exana no3a (0,25 ml) Spikevax (opurunranaa) (n=3 012) umum mnamedo (n=1 004).
VYyactaumm ot Yacr 1 He ca yyactBanmm B Hact 2. Jlemorpadckute XapakTepuCTHKH ca CXOIHH MTPH
YY9acTHUITUTE, KOUTO ca Moydmin Spikevax (opuruHaimHa), ¥ Te3H, KOUTO ca MOyYriIH T1aneoo.

Haii-yecTrte HeXxeNnaHu peakluy IPH YYACTHUIIA Ha Bb3pacT oT 6 rogunu 1o 11 rogunu cien
MIPUJIOKEHUE Ha ITbPBUYHATA CepHs Ha BakcHHANMA (B 9acT 2) ca 00Jika Ha MSICTOTO Ha HEDKCKTHpaHe
(98,4%), ymopa (73,1%), TmaBobomnue (62,1%), muanrus (35,3%), srpucane (34,6%),
rajgene/nospbinane (29,3%), akcunapHo mnoayBane/6onezneroct (27,0%), moBUIlIeHa TeMIieparypa
(25,7%), eputem Ha MsCTOTO Ha nHXKeKTHpaHe (24,0%), mogyBaHe Ha MACTOTO Ha WH)KEKTHPaHe
(22,3%) u aprpanrus (21,3%).

[IpoTokomBT HA MPOYUYBAHETO € U3MEHEH, 3a JIa BKIII0UBA OTKpUTaTa (aza ¢ Oycrep /103a, KOSTO
BiTOUBa 1 294 ygacTHUIN Ha BB3pacT oT 6 1o 11 rogunu, KOUTO ca moxyqrm Oycrep mo3a Spikevax
(opurnHaHA) TIOHE 6 MEcema ciie] BTopaTa J103a OT IbpBUYHaTa cepus. He ca ycraHoBeHH
JOIIBJIHUTCIIHU HEXKCJIAaHU PECAKIUU B OTKpHUTAaTa 4aCT Ha IIPOYYBaHETO.

lleya na ev3pacm om 6 meceya 0o 5 200uHu

EnHo TekyIo paHIoMHU3UpaHo, IIIale00-KOHTPOIMPAHO, 3aCiIeIIEHO 3a Ha0oaaTess npoy4ysaHe (hasa
2/3 3a oreHka Ha 6€30MACHOCTTA, TOHOCUMOCTTA, PEaKTOTeHHOCTTa U euKacHoOCTTa Ha Spikevax
(opurunaiina) ce npoBexaa B Creauaennte maTtu 1 Kanama. Tosa npoyuBane BrirouBal0 390
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YYaCTHHIIM Ha BB3pacT oT 6 Mecena 10 11 roauHu, KOUTO ca MOy4riId Hall-MaJlko e1Ha 703a
Spikevax (n=7 798) nnu maunedo (n=2 592).

B npoyuBaneTto ca BKJIIOYEHH Aelia OT 3 BB3pacTOBU I'pynu: OT 6 roauuu A0 11 ronuuu, ot 2 roauHu
10 5 roguHu U OT 6 Mecena 10 23 Mecena. B ToBa neauaTpuvHo mpoydBaHe ca BKiIroueHu 6 388
YYacTHHIIM Ha BB3pacT OT 6 Mecera JI0 5 ToIMHH, KOUTO Ca MOJIy4HIN Hall-Mallko eHa j103a Spikevax
(opurunanna) (n=4 791) wnu mnaunedo (n=1 597). lemorpadckure XapakTepUCTUKU ca CXOAHU MPH
YYaCTHUIIUTE, KOUTO ca MoNTydmin Spikevax (OpUruHaiIHA), U Te3H, KOUTO Ca MOyYriIH T1aneoo.

B ToBa KIMHUYHO pOyYBaHE HEXEITAHUTE PEAKIIMK ITPU YYACTHHUIIUTE Ha Bh3pacT OT 6 mecerna 1o 23
Mecella cie]l Ipujaraie Ha bpBUYHATa Cepus ca paszapasHuTenHocT/miad (81,5%), Oomka Ha
MSICTOTO Ha MHXekTupaHe (56,2%), 6escwraue (51,1%), 3aryda Ha anetut (45,7%), moBuIleHa
temmneparypa (21,8%), mogyBaHe Ha MAcTOTO Ha uHkekTupane (18,4%), epureM Ha MSCTOTO Ha
nmxektupane (17,9%) u akcunapao noayBane/0onesneroct (12,2%).

Hexenanute peakuu mpy yyacTHHULKTE HA Bb3pacT oT 24 1o 36 Mecena ciel npujiaraie Ha
I'bpBUYHATA cepHs ca 00JIKa Ha MACTOTO Ha HHXekTupane (76,8%), pazapazautennoct/miay (71,0%),
oescpuue (49,7%), 3aryba Ha anetut (42,4%), moBuieHa Temneparypa (26,1%), eputeM Ha MACTOTO
Ha uHxektupane (17,9%), nogyBaHe Ha MACTOTO Ha uHKekTHpane (15,7%) u akcuinapHo
noayBaHe/6one3nenoct (11,5%).

Hexenanute peakuu mpy y4yacTHHLIKMTE HA Bb3pacT OT 37 Mecela 10 5 TOAWHY CJe] Ipujlarane Ha
IIbpPBUYHATA cepus ca 00JIKa Ha MACTOTO Ha MHKekTupaHe (83,8%), ymopa (61,9%), rmaBobonue
(22,9%), muanrust (22,1%), nosumena temmepatypa (20,9%), Brpucane (16,8%), ranene/moBppiuaHe
(15,2%), akcunapuo noaysane/6oneznenoct (14,3%), aprpanrus (12,8%), eputem Ha MICTOTO Ha
nHxekrtupane (9,5%) u nogyBaHe Ha MACTOTO Ha WHKekTHpane (8,2%).

TabnuyeH CIHUCHK HA HEXKETAHUTE

[IpodumrbT Ha Ge30MaCHOCT, IPEACTABEH MO-I0J1Y, CE OCHOBaBa Ha JaHHUTE, TCHEPHPAHU B HIKOJIKO
1a1e60-KOHTPOIMPaHN KIMHUYHY MIPOYUYBAHUS TIPH:
- 30 351 Bp3pacTau > 18 roauHu
- 3726 roHomm Ha BB3pact oT 12 no 17 roaunun
4 002 gena Ha BB3pacT oT 6 10 11 roguau
6 388 nmena Ha BB3pacT OT 6 Mecena A0 5 roJIMHU
- U1 10 BpeMe Ha MOCTMapKETHHTOBHUS OIUT.

C’LO6H_[CHI/ITC HCXKCJIaHU PCAKIIUU Ca I/136p06HI/I criopen cji€aHaTa KOHBCHIUSA 3a YCCTOTA:

Mmsoro yectu (=1/10)

Yecru (= 1/100 no < 1/10)

Heuecru (> 1/1000 o <1/100)

Penxu (> 1/10 000 mo <1/1000)

Mmuoro penku (<1/10 000)

C HeusBecTHA YecToTa (OT HATMYHUTE JaHHU HEe MOXe Jia Ob/ie HalpaBeHa OIeHKa)

B pamkuTe Ha BCSKO TPyIUpaHe M0 YeCTOTa HeKEIaHUTE PEaKIUU Ca MPEACTAaBEHN B HU3XOIAI] Pejl
0 OTHOIIIeHHe Ha cepro3HocTTa (Tabnumna 2).

Tabnuna 2: Hesxkeranu peaknuy OT KJIMHMYHHA IPOy4YBaHus HAa Spikevax (OpurMHATHA) M OT
MOCTMAPKETHHIOBMS ONUT NPH JULA HA 6 1 NoBeye Mecela
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CuHcTreMo-opraHeH KJac 1o
MedDRA

YecToTa

Hexenana(u) peakuusi(u)

Hapymennss Ha kppBTa®M  (MHOTrO Uectn Jlumdanenonarus™®
IMM@HAaTa cucTeMa

Hapymennss Ha uMmyHHaTta |C HEM3BECTHA 4ECTOTA AHa(uIaKCHS
crucTeMa CBpPBXUYBCTBUTEIHOCT

Hapymenns Ha
MeTa00JIM3Ma U XPaHEHeTo

[lcuxn4yHM HApYIIeHU s

MHoOro uect

MHoOro uect

Hawmaiien anetuty

PaznpazaurenHoct/miayt

Hapymennst Ha HepBHaTa  (MHoOrO UecTH ["maBoGonme
cucremMa bescrauet
Heuectn 3amMasHOCT
Penxu Octpa nepugepHa IuieBa
napanuzaj
Xunoecresus
[TapecTe3us
ChbpaeyHyn HapyIIeHH s MHoro penku MuoxapauT
[lepukapaut
CTOMAIIHO-YPEeBHH MHoro yectu ["aneHe/moBpbIIaHe
HApYIICHUSI
Uectn [uapus
Heuectn bonka B kopemag§
Hapymienns Ha koxxataum  [Uectn O6pus
MOIKOKHATA ThKAaH
Heuectn VpTukapus'

C HeHn3BeCcTHA YeCTOTa

Eputema myntugopme
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Hapymenns Ha MHoro yectu Muanrus

MYCKYJIHO-CKeJIeTHATA ApTpanrus

CHCTEMA H CheJMHUTETHATA

ThKAaH

Hapyumenust Ha C Heu3BEeCTHA YeCcToTa TexkKo MEHCTPYaIHO KbpBEHEH

BbH3IPOU3BOIUTEC/IHATA
CUCTEMA U I'bp/JaTa

OO0umu HapymeHus: u edpextu [MHOTO YeCcTH bonka Ha MACTOTO Ha HHKEKTUPAHE
Ha MSICTOTO HA NPUJIOKEHH e YMopa

Brpucane

[Mupexcus

[TogyBaHe Ha MSICTOTO Ha
MHXXCKTHpPaHE

Eputem Ha MACTOTO Ha
MHXXCKTHpaHE

Uectn YpTHKapus Ha MACTOTO Ha
MHXEKTHPaHE

OOpuB Ha MACTOTO Ha WH)KEKTHpaHe
Peakuysg Ha MACTOTO Ha

MHXXCKTUPAHC OT 3a0aBeH TUII®

Heuectn [Ipyputyc Ha MACTOTO Ha
MHXEKTHPaHE

Pekn [ToxyBaHe Ha THIETOY®

C Hen3BecTHa 4ecToTa OOmMpeH 0TOK Ha BAaKCHHUPAHUS
KpallHUK

*JInmpaneHomaTws € Omla ycTaHOBEHA KaTo akCHiIapHa JIMM(paIeHONaTHsI OT ChIlaTa CTPaHa Ha MSICTOTO HA MHXKEKTHPAHE.
B msixom cimywau ca 3acerHaTH U ApYTH IMM(HU BB3IH (HATIp. IIHHHN, HAAKITIOYNIHH).

+ HaGmomaBanu py iequaTpuIHATA ITOITyIIAIys (Ha Bb3pacT OT 6 Mecela 10 5 TOIIHN)

1B pamkunTe Ha Ieproza Ha IpOCIeAsBaHe Ha OE30IIaCHOCTTA e ChOOIaBa 3a OCTpa NepudepHa JIHIEeBa Hapann3a pu
TpHUMa yJaCTHHUIM B TpynaTa Ha Spikevax (OpurHHaNHa) ¥ IpU €AMH yYaCTHUK B Tpymnara Ha miarebo. [lossara mpu
YYaCTHHIIUTE B TPyIaTa Ha BAKCHHATA HACTBIIBA ciex 22, 28 1 32 THY cilex BaKCHHALLTA C 103a 2 .

§ Bonka B kopema ¢ HaOmoaBaHa B IeJUATPHYHATA ITOIMyTaIws (Ha Bb3pacT oT 6 1o 11 rogunm): 0,2% B rpynara Ha
Spikevax (opurunanuaa) u 0% B Tpynara Ha miane6o.

4| HaGimomaBanu ca ciiy4ay Ha ypTHKApHs ¢ OCTPO HAYasIo (B paMKUTE HA HIKOJIKO JTHU CJIEJ BAKCHHAIIITA) HIIH ChC
3a0aBeHO HaJaJo (IO OKOJIO ABE CEIMMITH CJIC]] BAKCHHANUATA).

#IloBedeTo ciryyan M3rIICKIA HE Ca CEPHO3HU U Ca C BpEMEHEH XapakTep.

®MemaHaTa Ha BpEMeETO JI0 T0siBa € 9 IHHM ciie]| MbpBaTa WHKeKuus U 11 1HU cient Bropata MHXeKLus. MeanaHata Ha
MIPOIBIDKUTEITHOCTTA € 4 HU CIIe]] TbPBaTa MHXKEKIHS U 4 THU CIIe]] BTOPAaTa MHKEKITHS.

¥lIma Be cepHo3HM HeXeNlaH! ChOUTHS Ha NIOAyBaHE Ha JIMIETO NPH PELUITHECHTH Ha BaKCHHATA C aHAMHEe3a 3a
HIDKeKTUpaHe Ha nepManau Gurspu. [losBata Ha nomyBaHeTo e cho0mmeHa croTBeTHO B Jlen 1 u Jlen 3 ot nens Ha
BaKCHHAIUATA.

Peakrorennocrra u npoduirsT Ha 6e3omacHOCT npu 343 yyacTHHLM, ody4aBaum Spikevax
(opurnHaiiHa), KOUTO ca Ounm ceporo3utuBHU 3a SARS-CoV-2 Ha M3X0/IHO HUBO, € CHIIOCTABUMA C
Ta3M Ha y4yacTHHUIH, cepoHeratuBHU 3a SARS-CoV-2 Ha U3X0HO HUBO.

Bwspacmuu (6ycmep 0osza)

BeszomacHocTTa, peakToreHHOCTTa 1 IMyHOTE@HHOCTTa Ha OycTtep mo3a Spikevax (opuruHaina) ca
OLIEHEHH B €IHO TeKyIlo (a3a 2, paHAOMU3HUPAHO, 3acJIeIeHO 3a Habmronarens, miamneoo-
KOHTPOJIMPaHO, MPOYYBaHE 3a MOTBBPXKAAaBaHE Ha J103aTa P yYacTHULM Ha Bb3pacT 18 roanHu u
noseye (NCT04405076). B Toa npoyusane 198 yuactauum ca momyuwiu ase a03u (0,5 ml,

100 mukporpama npe3 1 Mecelr) OT mbpBUYHATA CepUsl HA BakCHHALUs cbe Spikevax (opurunanna). B
OTKpHTa (ha3za Ha TOBa MpoyuyBaHe 167 OT Te3r yyacTHHULIM Ca MOJIYYWIM eIMHIYHA OycTep 103

(0,25 ml, 50 Mmukporpama) Hali-MaIKo 6 Mecela ciel mojydaBaHe Ha BTOpara J103a OT IIbPBUYHATA
cepusl Ha BakcHHAMs. ThpceHuT npodui Ha HeXeNaHu peakuy 3a oycrep goszara (0,25 ml,

50 mukporpama) e 6ui1 mogo0eH Ha TO3M cjel BTopaTa 103a B IIbPBUYHATA CEpUs HA BAKCHHALHSL.
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Spikevax bivalent Original/Omicron BA.1 (6ycmep 0o3a)

BeszomacHocTTa, peakToreHHOCTTa 1 IMyHOTEHHOCTTa Ha Oycrep no3a Spikevax bivalent
Original/Omicron BA.1 ce oueHsiBaT B IpoBeXAallo ce B MOMEHTa OTKPUTO mpoyuBaHe ¢aza 2/3 npu
Y4acTHUIM Ha Bh3pacT 18 u moseue roguan (MRNA-1273-P205). B ToBa npoyuBane 437 yyacTHUIH
ca nonyumm 50 mukporpama Oycrep g03a Spikevax bivalent Original/Omicron BA.1, a

377 yyactHunu ca nonyuniu 50 Mukporpama Oyctep no3a Spikevax (opuruHaiHa).

Spikevax bivalent Original/Omicron BA.1 nma npodui Ha peakToreHHOCT, TOA00EH Ha TO3U Ha
Spikevax (opurnHanHa) Oycrep, nIpuiiaral Karo Bropa Oyctep 1o3a. UectoraTa Ha HeXeJaHUTE
peakuuu cien uMyHu3anus cbe Spikevax bivalent Original/Omicron BA.1 cpio e nogo6Ha uinn mo-
HHUCKa B CpaBHEHHE C Ta3H MpH bpBaTa Oycrep no3a Spikevax (opurunanua) (50 Muxkporpama) u
CpaBHHMa C BTOpaTa J03a OT IbpBUYHATa cepusi cbe Spikevax (opurunanna) (100 muxporpama). He
ca yCTaHOBEHH HOBH CHTHAJIM BB BpPB3Ka C O€30IaCHOCTTA.

Onmucanue Ha I/136DaHI/I HCXCIaHU PCAKIINN

Muoxapoum
[ToBUIIEHUSAT PUCK OT MUOKAPUT CJeN BaKCHHAIMS Che Spikevax (OpUrHHAIIHA) € HAl-BUCOK IIPH
FOHOIIIY U MO-MIIaH MBXe (BXK. Touka 4.4).

JIBe rongemu papMakoenuIeMHOIOTHYHH TPOYYBaHUs, IPOBEACHHU B EBpona oLeHsIBaT mo-BUCOKHUS
PHUCK OT MHOKapIUT IIPH IOHOIIN M MTO-MJIaJM MBKe ciiel] BTopaTa Ao3a Spikevax (opurunanna). Eano
Mpoy4BaHe M0Ka3Ba, ue 3a Nepuos OT 7 JHH ClIed BTopara j103a uma okoio 1,316 (95% CI 1,299 —
1,333) nomenHuTenHM citydas Ha Muokapaut Ha 10 000 mpu 12 1o 29-roqyurHu I0HOIIH U MBXE, B
cpaBHeHHeE ¢ xopa 0e3 ekcro3uuus. B npyro npoyusane 3a nepuos oT 28 AHU ciel BTOpaTa 103a ca
HabmonaBanu 1,88 (95% CI 0,956 — 2,804) nonbinauTenHu cinydas Ha Muokapaut Ha 10 000 mpu 16
110 24-TOJUIIHY IOHOIIHN U MBXE, B CPaBHEHHE C Xopa 0e3 eKCIO3ULHSI.

C’L06H.[aBaHe Ha 10A03MpaH HCXCIaHU PCAKIINN

Cpo0maBaneTo Ha [MOIO3UPAHU HEXENaHU PEeaKIUH CIe/ pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. ToBa 1o3BojIsiBa Ja MPOABIDKHA HAOMIOJEHUETO Ha ChOTHOIIEHUETO MOJ3a/pUCK 32
JeKapcTBeHUs MPOoAYKT. OT MEAUIMHCKUTE CIEHUAMCTH CE U3UCKBA JIa ChOOIIaBaT BCsKa
MOJI03MpaHa HeXxellaHa Peakysl ype3 HalMOHaIHa CUCTeMa 3a ChoOIaBaHe, I0CO4YeHa B
[punoxxenue V u aa BKIOYAT NapTHIEH HOMED, aKO € HAJTMYEH.

4.9 IIpeno3upane

B ciyuaii Ha mpeno3upane ce mpenopbyBa MpociieAsBaHe Ha )KU3HEHUTE (PyHKIMH U BE3MOKHO
CUMIITOMaTHYHO JIEUCHHE.

5. OAPMAKOJIOTHUYHU CBOUCTBA

5.1 ®apmakoguHAMHYHM CBOMiCcTBa

dapmakoTepaneBTHUHA TpyIa: BaKCHHH, Apyru BupycHu BakcuHH, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Spikevax (emazomepan) u Spikevax bivalent Original/Omicron BA.1 (enazomepan/umenasomepan)
ceabprkaT MPHK, Brmrouena B munuanu HaHodactun. MPHK koaupa neiaHoBeprykeH MINIOB
npoterH Ha SARS-CoV-2, Momuduuupas ¢ 2 npoJIMHOBY 3aMECTBaHUS B 00J1acTTa Ha XENTaAHOTO
nosropenue 1 (S-2P), 3a crabminsupane Ha IUIOBUS TPOTEUH B npedy3noHHa koHopmanus. Crexn
WHTPaMYCKYJIHa HHXKEKIHsI KIICTKUTE Ha MSICTOTO Ha MHXXEKTUPaHE U APCHUPALINUTE TUM(PHU Bb3IU
noeMar JUMUAHNTE HAHOYACTHLH, KaTo edexTuBHO nocTaBiT UPHK cekBeHIMsATa B KIIETKHTE 32
TpaHcnanus BbB BUpyceH npoTenH. JlocrapeHata ”PHK He HaBiM3a B KIIETBUHOTO SIIpO U HE

38


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

B3alMOJIEHCTBA C TEHOMA, HE C€ PEIUIMKHPA U C€ EKCIPECUPA BPEMEHHO OCHOBHO B ACHIPUTHH KJIETKU
u Makpodaru B cyOKarcyjgapHuTe cuHycu. Excipecupanusr, cBbp3aH ¢ MeMOpaHaTa IUIOB IPOTEHH
Ha SARS-CoV-2 ce pa3sno3HaBa cies ToBa OT UMYHHHUTE KJIETKU KaTo Yy>KJ aHTUTeH. ToBa
Mpeau3BUKBa KakTo T-KieTbueH, Taka U B-kieTbueH oTroBop ¢ o0pasyBaHe Ha HEYyTpaTU3UpaIin
aHTHUTENa, KOETO MOXKE J1a AoIpuHece 3a 3amuTara cpenry COVID-19.

Knnnnyna edukacHoCT

Umynoeennocm npu evspacmuu — cied 6ycmep 0osa Spikevax bivalent Original/Omicron BA.1

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

Be3zomacHocTTa, peakToreHHOCTTa 1 IMyHOTEHHOCTTa Ha Oycrep no3a Spikevax bivalent
Original/Omicron BA.1 ce oueHsBaT B IpoBEXAaIlo ce B MOMEHTa OTKPUTO mpoyuBaHe ¢asza 2/3 npu
Y4acTHUIM Ha Bh3pacT 18 u moBeue roguan (MRNA-1273-P205). B ToBa npoyuBane 437 y4acTHUIH
ca nmomyuyunn 50 mukporpama Oyctep no3a Spikevax bivalent Original/Omicron BA.1, a

377 yyactHunu ca nonyuniu 50 Mukporpama Oyctep no3a Spikevax (opuruHaiHa).

[Ipoyusane P205 Yact G oueHnsiBa 0€30MaCHOCTTa, PEaKTOTEHHOCTTa U MMyHOTeHHOCTTa Ha Spikevax
bivalent Original/Omicron BA.1, koraro ce mpuiara kato Bropa OycTep 103a Mpu Bb3PACTHU, KOUTO
npeau ToBa ca noimyunin 2 no3u Spikevax (opurunnansa) (100 Mukporpama) Kato Kypc Ha IbpBHYHA
BakcuHauus u Oyctep no3a Spikevax opurunanna (50 Mmukporpama) Haii-Maiako 3 Mecena npenu
BkiouBaHeTo. B P205 Yacrt F yyactHunmTe B npoyuBanero ca noxyunin Spikevax bivalent
Original/Omicron BA.1 (25 mukporpama/25 Mukporpama) kato Bropa OycTep 103a, a rpymnara or Yact
G ciayxu KaTo Tpyla ¢ KOMIIapaTop B PaMKUTE Ha IPOYYBAHETO, KOATO € MPEIXOAHA 110 OTHOILICHHUE
Ha rpynara, nomyd4asamia Spikevax bivalent Original/Omicron BA.1.

B ToBa npoyuBaHe, MbpBUYHUAT aHATIHU3 32 UMYHOTEHHOCT CE OCHOBABa Ha IpyIia 3a IbPBUYEH aHAIN3
32 UIMYHOT'€HHOCT, KOSITO BKITIOYBA YYacTHUIM Oe3 nanHu 3a uHdekus cb¢ SARS-CoV-2 Ha
H3XOJHOTO HMBO (peau Oycrep n03a). [Ipu mepBrYHMS aHATU3 U3YUCICHUAT IPU IbPBOHAYATIHATA
otieHKa cpeneH reomerprdeH TUTHP (GMT) Ha HeyTpanusupamy antutena Ha SARS-CoV-2
crotBercTBaIr 95% CI e crotBeTHO 6422,3 (5990,1, 6885,7) m 5286,6 (4887,1, 5718,9) 28 aum cnen
Oycrep no3u Ha Spikevax bivalent Original/Omicron BA.1 u Spikevax (opurunanna). Tosu GMT
MpeICTaBIsABa CbOTHOILICHHETO MEXIY OTroBopa Ha Spikevax bivalent Original/Omicron BA.1
capsimo Spikevax (opurnnanna) cpemty pogosus mam SARS CoV-2 (D614G). GMR (97,5% CI) e
1,22 (1,08, 1,37), kato oTroBaps Ha MpeaBapUTEIHO 3aJaIcHUs KPUTEPH 3a HeMH(PEPHUOPHOCT (I0THA
rpanuna 97,5% CI >0,67).

Wzuncnennte GMT B meH 29 Ha HeyTpanu3upamure antutena cperry Omicron, BA.1 ca 2479,9
(2264,5, 2715,8) u 1421,2 (1283,0, 1574,4) croTBeTHO B rpynaTa Ha Spikevax bivalent
Original/Omicron BA.1 u rpynarta ¢ Oycrep no3a Spikevax (opurunanna), a GMR (97,5% CI) e 1,75
(1,49, 2,04), xoero oTroBaps Ha MPEABAPUTETHO ONPEACICHHUS KPUTEPHA 3a CyIEpHOPHOCT (I0THA
rpanuna Ha CI >1).

Kaunuuna egpuxacnocm npu év3pacmuu

[Ipoy4dBaHeTO Mpy BE3pACTHH € PaHJOMHU3UPAHO, ILIAe00-KOHTPOIUPAHO, 3aCIETICHO 32
HabronaTenst KTMHUYHO npoyuBaHe ¢aza 3 (NCT04470427), koeTo U3KITIOUYBa
MMYHOKOMIIPOMETHPAHU JIMIIA WK TaKUBa, TIOTYYaBaJli MMyHOCYIPECOPH B PAMKUTE HA TIOCTIETHUTE
6 Mecera, KakTo ¥ OpeMEeHHH WM TaKUBa C U3BECTHA aHaMHe3a 3a nHpekius cbec SARS-CoV-2.
Yyactauim cbe crabmmao HIV-3abonsBane He ca uskimodenn. [I[poTHBOrpHITHY BAaKCHHH € MOJKEINO J1a
ce npwtarar 14 gau npeau wiu 14 mHU ciex KosTo U aa e no3a ot Spikevax (opuruHanza). Ot
YYaCTHUIIUTE CHINO TaKa Ce € M3UCKBAJIO JIa UMa Haf-MaJIKO HHTEPBAJ OT 3 Mecella OT IpujiaraHe Ha
KPBBHU TMPOIYKTH/TUIa3Ma WII UMYHOTIIOOYJIMHHM JI0 BKIIOYBAHETO B MPOYYBAHETO, 32 Ja MOJIydaT
mnarne6o nnm Spikevax (opurnHaIIHA).

[Ipocnenenn ca o6mmo 30 351 yuactHuim ¢ meauana 92 nau (nuanasoH: 1-122) 3a pa3BuTueTo Ha
ooxecrra COVID-19.
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[NomynanwusiTa 3a MbPBUYEH aHANN3 Ha eUKAaCHOCTTa (HapuiaHa ,,[IOMyJIanus 0 MPOTOKOI" WU
,»PPS), BimrouBa 28 207 y4acTHHLIM, KOUTO ca nomyunnn uin Spikevax (opurunanna) (n=14 134),
i wianebo (n=14 073) u umaT oTpHuuateneH craryc 3a Haaunuue Ha SARS-CoV-2 Ha H3X0HO HUBO.
PPS nonynanusrta Ha npoyuBanero BkitouBa 47,4% xenu, 52,6% mbxe, 79,5% Oenn, 9,7%
appoamepukaniu, 4,6% azuaruu u 6,2% apyru. 19,7% oT ydacTHUIIMTE ca C UCHAHCKU HIIH
JATUHOAMEPUKAHCKU MPpOou3xo. MeanaHara Ha Bb3pacTTa Ha yYacTHULNTE € 53 rouHU
(mnamazon 18-94). Jlomycka ce quana3oH Ha npujlarane Ha Bropara j103a (IUlaHupaHa 3a JieH 29) oT —
7 mo +14 nuu 3a BitouBaHe B PPS. 98% oT penunuenTuTe Ha BakcHHATa, MOJIYYHIIM BTOpaTa 1032
25 no 35 nuu ciex no3a 1 (ot -3 mo +7 1HU OT MHTEpBaia OT 28 JHU).

Cayuante Ha COVID-19 ca noTBbpAeHH upe3 NOJIMMEpa3Ha BepHKHA peakuus ¢ odpaTrHa
tpanckpuntasza (RT PCR) u ot ximHnyHa apOutpaskHa komucusi. EdukacHocTTa Ha BakcuHaTa 0010
1 TI0 OCHOBHH BB3PacTOBH I'PYIH € IpeAcTaBeHa B Tabnuua 3.

Ta6auna 3: AHAIH3 HA epMKACHOCTTA HA BAKCHHATA: oTBBpaeH COVID-19%, nesaBucumo or
Te:KeCTTa, ¢ Haua o 14 auu ciaex 2™ 1032 — momyJIamusi MO MPOTOKO

Spikevax (opurnnanna) IInanedo
Br3pacrosa Yecrora Yecrora o
rpyna Yuactan|Ciay4yaun Hajua COVID-19| YVuactanuu | Ciryyaun Ha | Ha COVID-19 %
(romuim) COVID-19| na 1000 N COVID-19 | na 1000 ii”:f;;‘:’;:a
n "OBEKOI0/IHHH| n YOBEKOT0/IHHI (95% CI)*
O61mo 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, 95,2)
>65 no <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: cumnromartruen COVID-19, usuckpant nonoxurened pesynrar ot RT-PCR u
Hall-MaJKo 2 CUCTEMHH cuMnToMa uiH 1 peciuparopen cumnrom. Cinyvau, 3anouBaiu 14 quu cien 2P* nosa.
*EduxacHocT Ha BakcuHaTa 1 95% noseputeneH natepsai (CI) ot crparndunmpanus moaen Ha Cox 3a

MPONOPLIMOHATHOCT HA PUCKA
**CI He e KOPUTUPaH 32 MHOKECTBEHOCT. Kopurupanu 3a MHOXXECTBEHOCT CTAaTUCTUYECKH aHAJIM3H ca IIPAaBeHU
B MEXIMHCH aHaJN3 Ha To-Manko ciydan Ha COVID-19, xouTo He ca ChOOIICHA TYK.

Cpen Bcuuku yuactHuim B PPS e ca cpobmenu cnyyan Ha Texxbk COVID-19 B rpynara Ha BakcHHA
B cpaBHerue ¢ 30 ot 185 (16%) cimyuas, cro011eHn B Tpymnara Ha tiane6o. Ot 30-Te y4acTHUIM ¢
TEXKO 3a00JsBaHe, 9 ca XOCHHUTANU3UPaHH, 2-Ma OT TAX ca MIPUETH B MHTEH3UBHO oTaeneHue. [o-
rojsiMara 4acT OT OCTaHAJINTE TEKKH CIIydan ca U3IBIHIIN caMO KPUTEPHsI KHCIOPOIHA caTyparus
(Sp0O2) 3a Texko 3a0omsBane (< 93% npu craiiHa Temneparypa).

Eduxacnocrra Ha Spikevax (opurunanna) na npennassa or COVID-19, He3aBrCHMO OT IpeAnIIIHA
nHopekmsa cbe SARS-CoV-2 (ycraHoBeHa cepoJIOrHYHO Ha U3XOAHO HUBO M M3CJIEBaHE Ha
HazodapuHreanHa npoda ¢ TammnoH) ot 14 mau cnen Jlo3a 2 e 93,6% (95% noBepureneH uHTEpBal,

88,6; 96,5%).

B nombnHeHue, aHanM3M Ha MOATPYIIUTE HA IbPBUYHATA KpaliHa TOYKa 32 €(pUKAaCHOCT MOKa3Bat
CXOJ/IHA OLICHKA 33 E(PUKACHOCT I10 I10JI, ETHUYECKH I'PYIU U YYACTHUIN ChC CHIIBTCTBAILI
3a00MABaHus, CBBP3aHU C BUCOK pUCK 0T Texbk COVID-19.
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Umynoeennocm npu evspacmuu — cied oycmep oosza (0,25 ml, 50 muxpoepama)

BeszomacHocTTa, peakToreHHOCTTa 1 IMyHOTEHHOCTTA Ha eqHa OycTep no3a Spikevax (opuruHaina) ca
OLIGHEHH B TEKYILO PaHIOMHU3UPAHO, 3aCIeNeHO 3a HabIoAaTeNs, mIaned0-KOHTPOIMPAHO POyUBaHe
¢aza 2 3a mOTBBpKAAaBaHE HA 103aTa NpH y4acTHUIM Ha 18 u moBeue rogunu (NCT04405076). B ToBa
npoyuBane 198 yyactHunm ca nomyumnu ase A03u (0,5 ml, 100 mukporpama mpe3 uHTEpBai oT 1
Mecel) OT BakcuHarta Spikevax (opuruHaiHa) KaTo mbpBUYHA cepusl. B oTkpurara ¢aza 149 ot te3u
y4acTHULM (HAa0Op MO MPOTOKOJI) ca MOTydnin enuHnyHa Oycrep no3a (0,25 ml, 50 Mukporpama)
Hail-Masiko 6 Mecela ciie MPUIOKEHNETO Ha BTOpaTa 03a OT MbpBUYHaTa cepus. [lokaszano e, ue
enuHn4YHa Oyctep no3a (0,25 ml, 50 Mukporpama) Boau 0 CpEIHO FEOMETPUYHO KPATHO YBEJIMUYECHHUE
(geometric mean fold rise, GMFR) 12,99 nbtr (95% CI: 11,04; 15,29) Ha HeyTpanu3upammre
aHTHTENA OT MPEeIU MPUIIOKEHUETO Ha OycTep a03a a0 28 muu crnex Oycrep nozara. GMFR na
HeyTpanuzupamure antutena e 1,53 (95% CI: 1,32; 1,77) npu cpaBHeHne Ha TUTBbpa 28 AHU clex
no3a 2 (rppBUYHA cepHsi) cpsAaMo 28 mHH cied OycTep Jo3aTta.

Umynocennocm na 6ycmep 003a cied nvpsudHa 8aKCUHAyUs ¢ Opyea paspeuena 3a ynompeoa
saxcuna cpewsy COVID-19 npu ev3pacmuu

Be3zomacHocTTa 1 IMyHOTEHHOCTTa Ha XeTepoJIokKeH Oycrep cbe Spikevax (opuruHainHa) ca
MPOYYBaHU B €HO MHUIIMMPAHO OT U3CIEA0BATENs MpoyUBaHe cbe 154 yyacTHULIM. MUHUMATHUST
BpEMEBU MHTEPBAI MEXXIy IIbpPBUYHATA cepUs Ha BakcuHaLus ¢ BektopHa miu PHK Bakcuna cperry
COVID-19 u 6ycrep no3a Spikevax (opurunansa), e Omr 12 cenmuru (quamazon: 12 ceqmuiy 1o
20,9 cenmunn). [{o3ara, uznon3pana 3a Oycrep B ToBa mpoyuBane, ¢ 6una 100 mukporpama. Tutpute
Ha HEyTpaJH3UpaIUTe aHTUTENA, U3MEPEHH Ype3 TECT 3a HeyTpaJIn3alisl Ha IICEBAOBUPYC, ca OUH
onenenu B Jlen 1, nmpenu npunoxxenne u B Jlen 15 u Jlen 29 cien 6yctep mozara. OtroBop Ha Oycrep
Jo3arta € Ouj IeMOHCTpUPaH He3aBUCHMO OT ITbPBUYHATA BAKCHHALIHSL

Hanmmunwm ca camo jaHHH 32 KpaTKOCpO4YHAa UMYHOT'€HHOCT; ABJI'OCpOYHaTa 3allluTa 1
HMYHOJIOTUYHaTa 1maMeT HE Ca U3BECTHHU B MOMCHTA.

beszonacnocm u umynozennocm na cedem gaxcunu cpeusy COVID-19 kamo mpema 0o3a (6ycmep) 8
Obedunenomo kpaicmeo

COV-BOOST e MHOTOIIEHTPOBO, paHI0MHU3NUPaHO, MHUITMHPAHO OT U3CIIe0BaTels mpoy4Bane dasa 2
Ha TpeTta mo3a 0ycrep BakcuHaius cperry COVID-19 ¢ moarpyma 3a moapoOHoO u3ciaeaBaHe Ha
MMYHOJIOTHSITA. Y YaCTHHUIINTE ca OMiM Bh3pacTHH Ha 30 ¥ 1moBede TOAWHH, B 100po (hr3mdecko 31pase
(Jtekm 1o yMepeHH, 100pe KOHTPOJIUPAHH KOMOPOMIHOCTH ca OFIIH pa3pelIeHn), KOUTO ¢a MOy I TN
nBe mo3u win Pfizer—BioNTech, nmn Oxford—AstraZeneca (rppBara mo3a npe3 aekemspu 2020 1.,
stayapu 2021 1. umm deBpyapu 2021 T.), 1 ca I3MUHAIN Hai-Maako 84 THH clea BTopaTa 103a 10
MOMEHTa Ha BKJIouBaHe. Spikevax (opUTruHaNHAa) € YCHIHIa OTTOBOPHUTE IO OTHOIIICHUE Ha aHTHUTENa
Y HeyTpaJn3aius, u e Orna qo0pe moHeceHa, He3aBUCUMO OT ITbPBUYHUTE CEPUH HA BAaKCHHAIIWA.
Jozara, n3non3Bana 3a Oyctep B ToBa poyuBane, € omna 100 mukporpama. Tutpute Ha
HEyTpalM3upaIInuTe aHTUTENA, I3MEPEHH Ype3 TECT 3a HeyTpalu3allis Ha TICEeBAOBUPYC, ca OMITH
onerenu B Jlen 28 crex Oycrep no3ara.

Heympanusupawu anmumena cpewy B.1.617.2 ([lenma) eapuanm npeou u cied 6ycmep npu
6b3PACTHU

PesynraTute oT TecTa 3a HeyTpanm3aiusa Ha niceBnosupyc (PsVNA) cpemnty Bapuanta B.1.617.2
([enra), onpenencHu npeau oycrep Ao3ara u B e 29 cien Oycrep mo3aTa, MOKa3Bar, ue
MPHIIOKEHUETO Ha Oycrep no3a Spikevax (opuruHansa) (0,25 ml, 50 Mukporpama) mpu Bb3pacTHU
uHAynmpa 17 KpaTHO MOBHUILICHUE HA HEYTPAIM3UPAIIN Tella Cpelly BapranTa JlenTa B cpaBHEHHUE C
HuBara npeau oycrep gozara (GMFR = 17,28; 95% CI: 14,38, 20,77; n=295).

Knunuuna egpuxacrnocm npu ronouu Ha éwv3pacm om 12 0o 17 2o0unu

[Ipoy4BaneTo Mpy IOHOIIMN € TEKYIIO PaHIOMU3HUPAHO, IIAe00-KOHTPOIUPAHO, 3acIETICHO 32
HabronaTenst KMMHUYHO npoyuBaHe (aza 2/3 (NCT04649151) 3a ouenka Ha O€30MacHOCTTA,
PEaKTOreHHOCTTa U euKacHOCTTa Ha Spikevax (OpUrHHAIHA) IPH IOHOLIM Ha BB3pacT oT 12 mo 17
TOJMHU. YYaCTHUIINTE C M3BECTHA aHaMHe3a 3a nHpeknus chc SARS-CoV-2 ca uskitoueHu ot
npoyuBaneTo. O0mo 3 732 y4acTHUIM ca paHIOMU3UPAHH B ChbOTHOIIEHHE 2: 1 na momydar 2 1031
Spikevax (opuruHanHa) uiH mianedo, GU3NOIOTHYEH Pa3TBOP, C HHTEPBaI MEXIy Ao3uTe | Mecel.
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W3BbpiieH e BTopuieH aHanu3 Ha epukacHocTTa npu 3 181 yuyacTHHIM, KOUTO ca MOMYUHIH 2 103U
Spikevax (opurunanaa) (n=2 139) wim mnanedo (n=1 042) u ca UMaJn OTpULIATENIEH U3XOJCH CTaTyC
o otHouieHne Ha SARS-CoV-2, B nomynanusTa no npotokoi Mexay y4acTHULIUTE, KOUTO ca
nonyuyunu Spikevax (OpUruHanHa), ¥ Te€3U, KOUTO ca MOJTyYrId Tianedo, HaMa 3a0eNeKuMHU pa3inKu
B eMorpa)CKuTe JaHHU WM MPEALIEeCTBAILUTE 3a00IIBaHuUs.

COVID-19 e nepunupano xaro cumnromarnaio COVID-19, u3nckpamo noixoxuTeNneH pe3yiraT oT
RT PCR u Hait maniko 2 cucTeMHHU cuMnToma uim 1 peciupatopen cumntoM. Ciydau, 3anouBamu 14
ITHY CIIEN BTOpaTa J103a.

Nmano e myna cumntomarnynu ciaydas Ha COVID-19 B rpynata Ha Spikevax (opurunanna) u 4
cumrnroMaTnyHu ciydas Ha COVID-19 B rpynara Ha mnane6o.

HUmynoeennocm npu rwonowiu Ha evspacm om 12 0o 17 200unu — cied nvpsuyHa 6aKCUHAYUS CbC
Spikevax

AHanu3 3a He o-MaJika e)uKacHOCT, oueHsBal] TuTpuTe Ha 50% HeyTpaau3upaliuTe aHTUTeNa
cpeury SARS-CoV-2 u yectoTara Ha cepoJOruyYeH OTroBOp 28 AHU ciea 03a 2, € IPOBEJCH B
MOJTPYIUTE 32 HMYHOT€HHOCT Ha IMOIYJIALMATA 110 MPOTOKOJI IIPH IOHOIIM Ha Bb3pacT oT 12 1o

17 roguau (n=340) B Ipoy4YBaHETO NIPH FOHOIIHN, KAKTO U MPH YYaCTHUIIUTE Ha BH3PAcT OT 18 110

25 ropunu (n=296) B IpOy4YBaHETO NPU Bb3PACTHU. Y YACTHULUTE HE Ca UMAJIM UMYHOJIOTUYHH UIIN
BHPYCOJIOTUYHH JT0Ka3aTesICcTBa 3a npenxoaHa nadeknus cb¢ SARS-CoV-2 Ha H3X0HO HUBO.
Cpennoto reomerpudHo choTHOIeHHE (GMR) Ha TUTpUTE HA HEYTpaIU3UPAILUTE AaHTUTENA IIPU
FOHOIIIY Ha BB3pacT oT 12 mo 17 roauHu B cpaBHEHUE ¢ yudacTHUIHTE OT 18 1o 25 roguawm e 1,08 (95%
CI: 0,94; 1,24). Paznukara B uectoTaTa Ha ceponorudeH otroBop € 0,2% (95% CI: -1,8; 2,4).
KputepunTe 3a He mo-mainka eduxacHocT (gosHa rpanuna Ha 95% CI 3a GMR > 0,67 u nonHa
rpanuna Ha 95% CI 3a pa3nukara B yecToTaTa Ha CEpoJIOrHueH 0TroBop > -10%) ca H3MbJIHEHH.

Hmynoeennocm npu ronowu Ha evspacm om 12 do 17 2o0unu — cned 6ycmep 0o3a Spikevax
(opucunanta)

[IppBHYHAaTa 1€, CBBP3aHa C UMYHOI'€HHOCTTa, Ha OycTep (pa3aTa Ha TOBa IPOYUBAHE € 1a ce
yCTaHOBU e(MKAaCHOCTTa Ha OycTep /J03aTa MPH YIaCTHUIM Ha BB3pacT oT 12 g0 17 romuHm upe3
CpaBHSBaHE Ha IMyHHHTE OTTOBOPH (1eH 29) cnex OycTep Ao03aTta ¢ Te3, MOTYUYeHH CiIef 1032 2 OT
IpBUYHATA cepust (AeH 57) mpu Miaau Bb3pacTHU (Ha Bb3pacT oT 18 10 25 ronnHm) B IpOydBaHETO
rpu BB3pacTHH. EdukacHocT Ha OycTep go3ara ot 50 mukporpama Spikevax ce yCTaHOBSIBa, aKo
WMyHHHTE OTTOBOpH cies] Oycrep mo3ara (cpemHa reomerpudnaa konmerTparus [GMC] va nAb u
gecToTara Ha ceposorudeH otroBop [SRR]) oTtroBapst Ha mpeaBapuTEIIHO ONpeAeTIeH KPUTEPHH 32
He mo-Mauka eukacHocT (kakto 32 GMC, Taka u 3a SRR) B cpaBHeHHe ¢ Te€3u, U3MEPEHU CIIe]
3aBBpIIBaHE Ha MbpBUYHATA cepust che 100 Mukporpama Spikevax cpem moarpyra Miaai Bb3pacTHH
(18 mo 25 roguHM) B OCHOBHOTO MPOYyYBaHe 3a €PUKACHOCT MPH Bb3PACTHH.

B otkpura ¢aza Ha TOBa mpoy4BaHe yIaCTHUIIUTE HA Bh3pacT oT 12 10 17 ronuHM moxy4aBar
enuHUYHA OycTep 103a Hail-Mallko 5 Mecela ciie/ 3aBbpIllIBaHe Ha IIbPBUYHATA CepHst (ABE AO3H Mpe3
uHTepBal oT 1 mecen). [IppBrYHATA MOMyNAKS 32 aHAINW3 HA UMYHOTEHHOCTTA BKITIOUBa 257
y4acTHUIM ¢ OycTep A03a B TOBa IPOYYBaHE U CIIy4aiiHa moArpyna ot 295 y4acTHHLIM OT
MPOYYBAHETO MPHU MJIAX Bb3pacTHH (BB3pacT >18 1o <25 ronuam), KOUTO MPEIH TOBA Ca 3aBbPIIMIN
Kypc Ha MbpBUYHA BaKCHHAILIKSA C BE JI03M Ipe3 MHTepBai oT 1 Mecen cbe Spikevax. U aBere rpynu
YYacTHUIIY, BKJIIOYEHH B aHAIM3MpaHaTa MoIyJIaus, He ca UMald UMYHOJIIOTHYHH UIIH
BHPYCOJIOTUYHH J0Ka3aTencTBa 3a npeaxonHa nagexnus cb¢c SARS-CoV-2 npenu mepBara 103a ot
Kypca Ha ITbpBHYHA BaKCHHALIMS U CHOTBETHO Mpean OycTep ao3ara.

GMR na Oycrep no3ara npu tonomm GMC B [len 29 B cpaBHeHue ¢ miaau Be3pactHu: GMR B [len
57 e 5,1 (95% CI: 4,5, 5,8), oTroBapsii Ha KpUTESPUUTE 32 HE TTO-Mayika euKacHOCT (T.€. JI0JIHA
rpanuna Ha 95% CI > 0,667 (1/1,5); ToukoBa onenka >0,8); paznukara B SRR ¢ 0,7% (95% CI: -0,8,
2,4), oTroBapsIa Ha KPUTEPUHUTE 3a HE MO-Majka epUKacCHOCT (J0THA rpaHuIa Ha 95% ot paznukara
B SRR >-10%).
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[Tpu 257-1e yuactauuu GMC Ha nAb npenu Oycrep nosara (0ycrep noza - [en 1) e 400,4 (95% CI:
370,0, 433,4); B nens Ha Oycrep nosara ([en 29) GMC e 7172,0 (95% CI: 6610,4, 7781,4). Cnen
oycrep nozata (en 29) GMC ce yBennuaBa npubnusutento 18 metn or GMC npeau Oycrep no3arta,
JIeMOHCTpUpalku eeKTUBHOCTTa Ha Oyctep mo3ara npu roHomu. SRR e 100 (95% CI: 98,6, 100,0).

[IpenBaputenHo onpeaencHUTE KPUTEPHH 3a YCIIEX 32 OCHOBHATA II€J]T 32 UMYHOT€HHOCT Ca
U3ITBJIHEHH, KOETO TI03BOJISIBA /14 CE HANPaBH U3BOJ 3a e(pUKACHOCTTAa HA BAKCHHATA OT IPOYYBAHETO
IIPH BB3PACTHH.

Knunuuna egpuxacnocm npu deya na év3pacm om 6 200unu 0o 11 200unu

[lenmarpuuHoTO Mpoy4BaHe € TeKyIo, Gaza 2/3, paHaOMH3UPaHO, TIale00-KOHTPOIUPAHO,
3acJICNeHO 3a HaOIoAaTe s, KITMHIUYHO IPOYYBaHe 3a OLEHKa Ha 0€30I1acCHOCTTa, PEaKTOr€HHOCTTA U
epukacHocTTa Ha Spikevax (opurHHaNIHA) IPH Jena Ha Bb3pacT oT 6 roauau A0 11 ronuau B CAIL n
Kanama (NCT04796896). YuacTHUIIMTE ¢ M3BeCTHA aHaMHe3a 3a nH ek cbc SARS-CoV-2 ca
U3KITII0YEHH OT rpoyuBaneTo. O6mo 4 011 ydacTHUIM ca OMIM paHIOMU3UPAHHU B ChOTHOIIEHHE 3:1
na nomydvar 2 no3u Spikevax (opuruHaiHa) M miane6o (GpusnonornieH pasTeop) npes3 1 mecer.

Bropuuen ananus Ha epuKacHOCTTa, OLEHABAI NOTBbpAeHH ciydan Ha COVID-19, cvbpanu no
JaTara Ha 3aKitouBaHe Ha gaHHuTe — 10 HoemBpu 2021 r. € u3BbpieH npu 3 497 y4acTHULIM, KOUTO
ca moyumi e 1no3u (0,25 ml B mecenr 0 u mecent 1) nnu Spikevax (opuruHaHa) (n=2 644), unu
miame6o (n=853), u ca umanu otpunarenex cratyc 3a SARS-CoV-2 Ha 3X0/THO HUBO B IMOIMTyJIalUsATa
0 IPOTOKOJ. MeX Oy y4acTHHLIUTE, KOUTO ca moiy4yuin Spikevax (OpuruHanHa), 1 OHE3H, KOUTO ca
MOJTYYHJIH [U1a1e00, He € UMAaJIO SIBHU PA3JIMKH B AeMOTpad)CKUTE JaHHHU.

COVID-19 e onpenenen kato cumnromatuieH COVID-19, u3uckpaill MonoKUTEIHN PE3YNTATU OT
RT-PCR u Haii-manko 2 cucTeMHU cuMnToMa WiK 1 pecniuparoper cumintoM. Ciydau, 3anouBamy 14
IHH cje]] BTopaTa 103a.

Nwmano e tpu ciyuast Ha COVID-19 (0,1%) B rpynata Ha Spikevax (opuruHanHa) ¥ 4eTHPH CiIy4das Ha
COVID-19 (0,5%) B rpynara Ha mianeoo.

Hmynoeennocm npu deya na 6v3pacm om 6 200utu 0o 11 200unu

Amnanus, ouensisanl Tutpure Ha 50% HeyTpanusupaiure antutena cpeury SARS-CoV-2 u yectorara
Ha cepoJioTudeH oTroBop 28 auu cien Jlo3a 2, e mpoBezieH B MOATPYyNa Jera Ha Bh3pacT oT 6 TOTUHH
1o 11 roguan (n=319) B meauaTpmaHOTO MPOYyIBaHE, KAKTO U MPH YUYACTHHUIIMTE Ha BB3pacT oT 18 mo
25 roguan (n=295) B Mpoy4BaHETO MPH BH3PACTHH. Y YACTHUIIUTE HE Ca MMAJI UMYHOJIOTHYHH FITH
BHPYCOJIOTUYHH JT0Ka3aTescTBa 3a npenxoana napeknus cb¢ SARS-CoV-2 Ha n3xoano anBo. GMR
Ha TUTPUTE HA HEYTPAIU3UPALIUTE aHTUTENA [IPH Aela Ha BB3pacT OT 6 roauHu 10 11 roguHu B
cpaBHeHUeE ¢ ydactHuImTe OoT 18 10 25 romunm e 1,239 (95% CI: 1,072; 1,432). Paznukara B
gyecToTara Ha cepoyoruue otroBop € 0,1% (95% CI: -1,9; 2,1). KpurepuuTte 3a He mo-manka
eduracHocT (nonHa rpanuna Ha 95% CI 3a GMR > 0,67 u nonna rpanuna Ha 95% Cl 3a paznukara B
YecToTara Ha CepoJIorHueH oTroBop > -10%) ca U3MbIHEHH.

Hmynozennocm npu deya na ev3pacm om 6 0o 11 2o0unu — creo bycmep doza Spikevax (opucunanua)
[IbpBHYHATa 1IN, CBBP3aHa C UMYHOI'€HHOCTTa, Ha OycTep (hazaTa Ha TOBa MPOYUBAHE € Ja ce
yCTaHOBHU e(UKaCHOCTTa Ha OycTep J03aTa MPH yYacTHUIM Ha Bb3pacT oT 6 10 11 rogunu upes
CpaBHSIBaHE HAa UMYHHHTE OTroBopH (zieH 29) cien Oycrep go3ara ¢ Te3u, MOJIYyYeHHU Ccliesl 103a 2 OT
I'bpBUYHATA cepus (IeH 57) npu Miaau Bb3pacTHH (Ha BB3pacT oT 18 1o 25 ronuHu) B TOBa
poy4BaHe, KbIETO € AokazaHa 93% edukacuoct. EdukacHoct Ha Oycrep mo3ara oT 25 MUKporpaMa
Spikevax ce ycraHoBsiBa, ak0 UMYHHHUTE OTTOBOPH cJiesl OycTep Ao3aTa (cpeiHa reoMeTpruyHa
koHneHTparws [GMC] 3a HeyTpanM3upaiio anTuTsUI0 [nAb] yecToTara Ha CEpOJIOTHYCH OTTOBOP
[SRR]) oTroBapsr Ha npeaBapuTeIHO ONPEACICHN KPUTEPHH 3a HE MO-Majika e(hUKacHOCT (KaKTo 3a
GMC, Taka u 3a SRR) B cpaBHeHHE ¢ TE3HU, U3MEPEHH CIIE/I 3aBbpLIBAHE Ha IbPBUYHATA CEPUS CHC
100 mukporpama Spikevax cpen moarpymna miaaau Bb3pactau (18 1o 25 ronuHn) B OCHOBHOTO
MpOyYBaHuUs 3a €(pUKACHOCT MPU BH3PACTHH.
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B otkpuTa ¢aza Ha TOBa MpoyyBaHe yYyaCTHHIUTE Ha Bb3pacT oT 6 10 11 ronuHu noiaydaBat
enuHUYHA OycTep /103a Hail-Malko 6 Mecena clie/l 3aBbpIliBaHe Ha ITbPBUYHATA cepHst (ABE AO3H Mpe3
uHTepBal oT 1 mecen). [IppBrYHATA MOMyNaKs 32 aHAINW3 HA UIMYHOTEHHOCTTA BKIIOUBa 95
ydacTHHUIM ¢ OycTep A03a B rpynara Ha Bb3pacT oT 6 10 11 roanHu u ciyvaiiHa moarpymna ot

295 y4aCTHUIIM OT POYYBAHETO MPH MJIAJH BB3PACTHU), KOUTO ca MOIy4YrIn 1Be 1031 Spikevax c
uHTepBal oT 1 mecen. Y n1BeTe rpynu y4acTHUIM, BKIIOUEHH B aHAJM3UpaHaTa MOIyJiaus, He ca
WMaJli IMYHOJIOTHYHY WJIM BUPYCOJIOTHYHH JI0Ka3aTesICTBa 3a npeaxoana nHdekuus cbc SARS-CoV-
2 mpeny rbpBaTa 703a OT Kypca Ha IbPBUYHA BAKCHHAIIKS M CHOTBETHO Mpeau OycTep /o3ara.

[pu 95-Te yuactuuimy, ¢ 6ycrep no3a - en 29, e GMC e 5847,5 (95% CI: 4999,6, 6839,1). SRR ¢
100 (95% CI: 95,9, 100,0). ITpoyuenu ca cepymHuTe HUBa Ha nAb 3a nena ot 6 o 11 roaunau B
MOArpynara 3a UMYHOT€HHOCT T10 IPOTOKOJ C OTPHULIATENEH cTaTyc 1o otHomeHue Ha SARS-CoV-2
npenu OycTep J03aTa U CPaBHEHUETO C TE3U OT MJIAJX Bh3pacTHU (Ha Bh3pact oT 18 70 25 roauum).
GMR na Oycrep no3ara B [len 29 GMC B cpaBHenue ¢ mutaau Bb3pactHi: GMC B Jlen 57 € 4,2 (95%
CI [3,5, 5,0]), oTroBapsiiku Ha KPUTEPUHTE 3a HE MO-Mayka epukacHoCT (T.€. J0oJIHA TpaHuiia Ha 95%
CI > 0,667); paznmukara B SRR ¢ 0,7% (95% CI: -3,5, 2,4), oTtroBapsiiiia Ha KpUTESPUUTE 3a HE T10-
MaJika euKacHOCT (JonHa rpanuna Ha 95% ot paznukata B SRR >-10%).

[IpeaBapuTETHO ONPEACTICHUTE KPUTEPUH 3a YCIIEX 32 OCHOBHATA I1eJT 38 UMYHOTEHHOCT Ca
M3ITBJIHEHH, KOETO TI03BOJIABA JIa CE HANpaBH U3BOJ 3a e(UKACHOCTTA Ha BaKCHHATA. bhp3usaT
BTOPHYEH OTTOBOP, OUYEBUICH B pAMKHUTE Ha 4 CEIMHUIIM CIIe/ IpUjlarane Ha Oycrep jao3ata, €
JIOKA3aTeJICTBO 33 CTAOMIIHOTO TPEACTUMYTHUpaHe (priming), MpeAU3BUKAHO OT Kypca Ha MbPBUYHA
BaKCcHHaIUs cbe Spikevax.

Heympanusupawu anmumena cpewy éapuanma B.1.617.2 ([lenma) npu oeya nHa év3pacm om 6
200unu 00 11 200unu

CepyMHU IpOOHM OT TIOITYJIAIUATA 32 IMYHOTCHHOCT IO MPOTOKOJ (n=134) Ha TEKyIOTO NeIUaATPUIHO
MpOoy4YBaHe, B36TH Ha U3X0HO HUBO U B JleH 57, ca u3cienBanu upe3 PsVNA Ha 06a3ara Ha BapuaHTa
B.1.617.2 (lenTa).

[Ipu neua Ha BB3pact ot 6 roauuu 10 11 roguau, GMFR ot nzxoano nuso go Hen 57 e 81,77 (95%
CI: 70,38, 95,00) 3a Bapuanra JlentaDelta (u3mepeno upe3 PsVNA). Ocsen ToBa, 99,3% ot nenara ca
OTTOBapsLTH Ha OMPENIEICHUETO 3a CEPOIOTHUEH OTTOBOP.

Knunuuna eghuxacnocm npu deya na 6v3pacm om 6 meceya 00 5 200uHuU

[IpoBeneno e Texymio npoyusane ¢asa 2/3 3a oneHka Ha 6€301aCHOCTTA, TOHOCUMOCTTA,
peaKkTOreHHocTTa M epuKacHoOCTTa Ha Spikevax mpu 31paBu zena Ha Bb3pacT oT 6 mecena a0 11
roguHy. B mpoydBaHeTo ca BKIIOYEHH Aela OT 3 Bb3pacToBU Ipynu: oT 6 1o 11 roaunu, ot 2 10
5 roguMHU H 0T 6 Mecena g0 23 Mecena.

W3BBpIIeH € NeCKpUITHBEH aHAIN3 Ha e()MKACHOCTTA, OLIEHIBAIL NOTBbpAEHH ciydan Ha COVID-19,
cpOpaHy 10 JaTaTa Ha 3akiouBaHe Ha gaHHUTE 21 deBpyapu 2022 r., mpu 5 476 ydacTHULN Ha
BB3pacT OT 6 Mecela Jio 5 TOAMHU, KOUTO ca noiryuruid ase no3u (Ha 0 u 1 mecen) ot Spikevax

(n=4 105) nnm manedo (n=1 371) u ca umManu oTpuLaTeneH craTyc no otomenue Ha SARS-CoV-2
Ha M3XOJIHO HUBO (HApU4aHH ,,[IOMYJIalus 110 MPOTOKOI ™ 32 OlIeHKa Ha edukacHocTTa). He ce
0TOENSI3BaT CHILECTBEHH PA3IMKU B AEMOTrpad)CKUTE JaHHU MEXIY YYacTHHLMTE, MOonydmtn Spikevax,
U TIOJIy4MJInTe 11anedo.

MennanaTa Ha TPOIBIDKUTETHOCTTA Ha IpociensiBane Ha edukacHoctTa ciex Jloza 2 e 71 nau 3a
YYaCTHUIIUTE HA Bb3PACT OT 2 TOJUHU 10 5 TOIMHU U 68 IHU 3a YUYaCTHULIMTE Ha Bb3PacT OT 6 Mecena

o 23 Mmecena.

EdukacHoctTa Ha BakcHHaTa B TOBA IPOyYBaHe € HAOII0IaBaHa Mpe3 Mepuoa, Koraro BapHaHThT
B.1.1.529 (Omicron) npeobiagaBa cpea LUPKYIUPALIUTE BAPHAHTH.
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B Yact 2 B nonmynanusTa o npoToKoJ 3a oleHKa Ha eukacHocTTa npu cinydaute Ha COVID-19,
HACTBIMIM 14 Wi MoBeue THU Ciiel MpujlaraHe Ha 703a 2, npy u3noi3Bane Ha “‘aedununus P301 3a
ciyyait Ha COVID-19” (1.e. nedpuHuLnATa, TpHIaraHa B OCHOBHOTO NMPOYyYBaHe Ha e(hUKACHOCTTA MPH
BB3pacTHH) epukacHocTTa Ha BakcuHaTa (VE) e 36,8% (95% CI: 12,5; 54,0) npu aenia Ha BB3pacT OT
2 roaunu 10 5 roaunn u 50,6% (95% CI: 21,4; 68,6) pu aenia Ha BB3pacT oT 6 Mecena 10 23 meceria.

Umynocennocm npu deya Ha 6v3pacm om 6 meceya 00 5 200uHu
[Ipu nena Ha BB3pacT OoT 2 10 5 TOJUHY CpaBHEHHETO Ha oTroBopute nAb Ha Jlen 57 B Tasu Yact 2 Ha

MoJrpymnaTa no NpoTOKOJ 3a OLlEHKa Ha IMyHOT€HHOCTTa (n = 264; 25 Mukporpama) ¢ Te3u Ha
MiaguTe Bb3pactHu (n = 295; 100 mukporpama) nokazsa GMR 1,014 (95% CI: 0,881; 1,167),
OTrOBapsIIO Ha KPUTEPUUTE 3a IIOCTUTaHE HA HE IO-Majika epuKacHoCT (T.e. 1ojHa rpanuia Ha 95%
CI 3a GMR > 0,67; ToukoBa oreHka > 0,8). CpenHara reoMeTpuyHa CTOWHOCT Ha MOBUILEHUETO
(GMFR) ot m3xomnoTo HEBO 10 Jlen 57 mpu te3u nena e 183,3 (95% CI: 164,03, 204,91). Paznukara
B YECTOTaTa Ha CEepOJIOTHUYEH OTIOBOp (seroresponse rates, SRR) mexxay menara u Miagute Bb3pacTHU
e -0,4% (95% CI: -2,7%; 1,5%), KaTo ChIIO OTroBaps HA KPUTCPUUTE 33 TIOCTUTAHE Ha HE TI0-Mallka
eduracHocT (gonHa rpanuna Ha 95% CI Ha paznukara B SRR > -10%).

[Ipu kppMadeTa 1 MaNKM Aela Ha Bb3pacT oT 6 Mecena 10 23 Mecella CpaBHEHHETO Ha OTTOBOPUTE
nAb na len 57 B Tasu Yact 2 Ha moArpymnata no nNpoTOKOJ 3a OLleHKa Ha UMyHOoreHHocTTa (n = 230;
25 MHUKporpama) ¢ Te3u Ha miaauTe Bb3pacTHH (n = 295; 100 Mmukporpama ) nokassa GMR 1,280
(95% CI: 1,115; 1,470), oTroBaps1io Ha KpUTEPHUHUTE 3a IOCTUTaHE HA HE MO-MalKa epUKacHOCT (T.e.
nonHa rpanuna Ha 95% CI 3a GMR > 0,67; Toukosa onenka > (,8). Paznukara B mporienTa Ha SRR
MeXJly KbpMadeTa/Mallku Jieria v Miaau Be3pactau € 0,7% (95% CIL: -1,0%; 2,5%), kato chIio
OTroBapsl Ha KPUTEPHUUTE 3a IOCTUTaHe Ha He M0-MaJika eukacHoCT (HonHa rpanuna Ha 95% Cl Ha
pasyinKaTa B YecTOTaTa Ha CepoJIOrHUeH OTroBop > -10%).

CrenoBaTesiHO, MPEIBAPUTEITHO OMPEICTICHUTE KPUTEPHUHU 3a MOCTUTAHE HA ITbPBUYHATA LIS 1O
OTHOIIICHUE HAa UMYHOTCHHOCTTA Ca MOCTUTHATH B IBETEC BH3PACTOBHU IPYIIH, KOCTO MO3BOJISABA J1a CE
3aKJIIOYM 32 HATMYHKE HA eDUKACHOCT Ha 25 MUKpOrpama KakTo MpH JieliaTa Ha Bb3pacT OT 2 FOUHH
JI0 5 TOJIMHU, TaKa M TIPU KbpMadeTa ¥ MAIKUTE JIela Ha Bh3pacT oT 6 Mecena 1o 23 mecena
(Tabmumu 4 u 5).

Tabanna 4. Pe3roMe Ha CHOTHOIIEHHETO HA CPeJHUTE FeOMEeTPUYHHN CTOHHOCTH Ha
KOHUEHTPALUSATA M 4YeCTOTATA HA CePOJIOrHYeH OTrOBOP — CPABHEHHE HA JIMIATA HA BB3PACT OT
6 mecena 10 23 Mecena ¢ y4acTHHIMTE HA Bb3pacT oT 18 roqunu 1o 25 rogunm — rpyna no
NMPOTOKOJI 32 OIIeHKA HA HMYHOTeHHOCTTA

6 mecena 10 18 romuuu 10 6 mecema 10 23 mecena/
23 mecena 25 roquHmn 18 rogunm 10 25 roguHu
n=230 n=291
Tect Bpem GMC GMC GMC OtroBaps Ha
eBa (95% CDh* 95% CHOTHOIIIEHH 1eJITa 3a He
TOYKA Ch* e (95% CI)? MO-MAJIKa
e(pukacHocT
(WH)°
1 780,7 1 390,8 1,3
(1 606,4;1973,8) (1269,1;1524,2) (1,1; 1,5)
TecT 3a 28 mHu Paznuka B
HeyTpam3aus | cien Jlosa Ceponornien Ceponornien CEepPOJOrMYHA A
Ha SARS-CoV- 2 OTTOBOP OTTOBOP s orroBop %
2" % (95% CI)* % (95% CI)* (95% CI)*
100 99,3 0,7
(98,4; 100) (97,5; 99,9) (-1,0; 2,5)

GMC = CpeniHa reOMETpUYHA CTOMHOCT HA KOHLEHTpALIUsATA
n = Opo#i yJaCTHHILM C HAJIMYHHU JIJAaHHW Ha U3XOHO HUBO U B JleH 57
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* CTOMHOCTHTE Ha aHTHTENATa, ChOOIIEHN KaTO HAMU ALY CE ITOJ{ I0JHATA TPaHUIIa Ha KOJIMYECTBEHO
onpexnencuue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 x LLOQ. CtoiiHOCTH ITO-roJIeMA
OT TOpHaTa rpaHMIa Ha KOJIM4ecTBeHO onpeaenenne (upper limit of quantification, ULOQ), ca 3amectenn

¢ ULOQ, ako 1eHCTBUTETHUTE CTOMHOCTH JIUTICBAT.
* log-TpanchopMupaHuTe HUBa Ha aHTHTENATa Ca aHAIM3UPAHU C U3I0JI3BaHE HA aHAJIN3 Ha KOBapHaTeH
mozient (ANCOVA) ¢ mpoMensBara Ha rpynata (y4acTHUIM Ha Bb3pacT OT 6 Mecela JI0 5 TOIMHU U

MJIaJ M Bh3pacTHH) Kato ¢ukcupan edekr. [lomyuennte cpeanu croitHocTn Ha LS, pasmikara Ha

cpenunTte croiinoct Ha LS 1 95% CI ca tpancdopmupanu oOpaTHO 10 MbpBOHAYAIHIS MaIad 3a

MMpeacTaBsHe.

® He mo-Maka e(MKacHOCT ce 00sBSBA, aKO JI0JTHATA TpaHuIa Ha 2-cTpanHus 95% CI 32 CbOTHONIEHHETO

GMC e no-romsma ot 0,67 ¢ ToukoBa oueHka >0,8, a goyHata rpanuia Ha 2-ctpanHus 95% Cl 3a

pa3iuKaTa B IPOLIEHTA Ha CEPOJIOTUYHMSA OTrOBOp € Hax -10% ¢ ToukoBa ouneHka >-5%.
* KpaiinuTte cpeJHO reOMETpUYHH CTOHHOCTH Ha KoHIeHTpanuuTe Ha anturenata (GMC) B AU/ml ca

ONnpeAeNeH! C U3M0JI3BaHe Ha TECT 3a MUKpoHeyTpanu3anus Ha SARS-CoV-2.

" CepoJIOTHYHUSAT OTrOBOP, ABJDKAIIL CE Ha BAKCHHANUATA, CIICIM(UYCH 32 KOHICHTPAUATa Ha
HeyTpamusupamu antutena cpenty SARS-CoV-2 RVP Ha HEBO y4acTHHK, ce onpezesns B IPOTOKOIA
kato npomsHa oT nox LLOQ no paBHa unu no-sucoka ot 4 x LLOQ nnu noxe 4-kpaTHO yBeJIUYEHHE,

aKO U3XOJIHOTO HUBO € paBHO WK MO-BUCOKO 0T LLOQ. 95% CI Ha ceponoruuHus oTroBop ce

m3uncisBa mo merona Ha Clopper-Pearson.
" Pazmakata B 95% CI Ha cepOITOruyHIs OTTOBOP CE U3UHICIIABA C M3IIOJI3BAHE HA JOBEPUTEITHH TPAHUIH HA

Miettinen-Nurminen (ckop).

Tabanna 5. Pe3roMe Ha CHOTHOIIEHHETO HA CPeJHUTE FeOMEeTPUYHHU CTOHHOCTH HA
KOHIEHTPAIMATA H YeCTOTATA HAa CEPOJIOTHYeH OTTOBOP — CPABHEHHE HA JIMIIATA HA BB3PACT OT
2 rOAVHH 10 5 TOAMHHU ¢ yYACTHULIMTE HAa Bb3pacT oT 18 roauan Ko 25 roauHu — rpyna mo

MPOTOKOJI 32 OLIEHKA HA HMYHOTe€HHOCTTA

2 TOTMHH 10 18 rogunu 10 2 rOAMHH /10 S ToTMHW/
S ronunHu 25 romumn 18 rogumm o 25 romummn
n=264 n=291
Tect Bpeme GM GMC GMC OtroBaps Ha
Ba C (95% (95% Ch* CHOTHOIIIEHH 1eJiTa 3a He
TOUKA Ch* e (95% MO-MaJIKa
cn? epukacHocT
(WH)°
1410,0 1 390,8 1,0
(1273,8; 1 560,8) (1262,5;1532,1) (0,9; 1,2)
Tect 3a 28 mHu cren Pazauka B
HeyTpammsausa | Jloza 2 Ceponornien Ceponornien CEepOJIOrMYHHU A
Ha SARS-CoV-25 OTTOBOP OTTOBOP s orroBop %
% (95% CI)" % (95% CI)" 95% CI)*
98,9 99,3 -0,4
(96,7;99,8) (97,5;99,9) (-2,7; 1,5)

GMC = Cpena reoMeTprUHa CTOMHOCT HA KOHLIEHTPALUSATA
n = Opo¥i yYaCTHHILM C HAJIMYHHU JJAHHH Ha U3XO0HO HUBO U B JleH 57
* CTOWHOCTHTE HA aHTUTEJAaTa, ChOOIIEHH KaTO HAMHUPAIIM CE MO JJOJTHATA TPAHHIA HA KOJINIECTBEHO
onpexnencuue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 x LLOQ. CtoiiHOCTH ITO-roJIeMA
OT TOpHaTa rpaHMIa Ha KOJIM4ecTBeHO onpeaenenne (upper limit of quantification, ULOQ), ca 3amectenn
¢ ULOQ, ako 1eHCTBUTETHUTE CTOMHOCTH JIUTICBAT.
* log-TpanchopMupaHuTe HUBa Ha aHTHTENATa Ca aHAIM3UPAHU C U3II0JI3BaHE HA aHAJIN3 Ha KOBapHUaTeH
Mmozient (ANCOVA) ¢ mpoMensBara Ha rpynata (y4acTHUIM Ha Bb3pacT OT 6 Mecela JI0 5 TOIMHU U
MJIaJy Bb3pacTHH) Kato ¢ukcupan edekr. [lomyuennte cpeanu croiiHocTn Ha LS, pasmikara Ha
cpennunTte croiinoct Ha LS n 95% CI ca Tpancdopmupanu o0paTHO 10 MbpBOHAYAIHIS MaIad 3a

MMpeacTaBsHe.

® He mo-Manka e(MKacHOCT ce 00sBSBA, aKO JI0JTHATA TpaHUIa Ha 2-cTpaHus 95% Cl 32 CbOTHONIEHHETO
GMC e no-romsima ot 0,67 ¢ ToukoBa oueHka >0,8, a goyHata rpanuia Ha 2-ctpanHus 95% Cl 3a
pa3nuKaTa B IPOLIEHTA Ha CEPOJIOTUYHMSA OTrOBOp € Hax -10% ¢ ToukoBa ouneHka >-5%.
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* Kpaiinure cpeJHO reOMETpUYHH CTOMHOCTH Ha KoHIeHTpanuuTe Ha anturenata (GMC) B AU/ml ca
ONpeAeIIeHU C U3II0JI3BAHE Ha TeCT 3a MUKpoHeyTpanm3anus Ha SARS-CoV-2.

" CepOIOTHYHUST OTTOBOP, JIBIDKAIL CE HAa BAKCHHALIMATA, clieny(UYeH 3a KOHIIEHTpanusiTa Ha
HeyTpamu3upaiy anturena cpeury SARS-CoV-2 RVP Ha HHBO yyacTHHK, ce onpesens B IPOTOKOJIa KaTo
npomsiHa oT nox LLOQ no paBHa mim no-sucoka ot 4 x LLOQ umu nmone 4-kpaTHO yBEIUYEHUE, aKO U3XOTHOTO
HUBO € paBHO WK o-BUcOKo 0T LLOQ. 95% CI Ha ceponorndnus oTroBop ce U34ucisBa 10 METoJa Ha
Clopper-Pearson.

A Pazymkata B 95% CI Ha CepoJIOrHyHYst OTTOBOP CE U3YKCIISIBA C U3MI0I3BAHE HA JIOBEPUTEITHU TPAHUIIMA HA
Miettinen-Nurminen (ckop).

CTapquKa BB3pacT

Spikevax (opurrHanHa) e u3cjaeaBaHa IpH JIKIA Ha BB3pacT 6 U MOBeYe MECeLa, BKIIOYUTEIHO

3 768 yyacTHHIIM Ha BB3pacT Ha 65 u nmoBeue roguuu. E¢ukacaocrra Ha Spikevax (opurnnania) npu
YYacTHULIUTE B HAIIpeJHAaIa Bb3pacT (=65 roguHn) ChbOTBETCTBA Ha Ta3H NP MO-MJIaJUTE Bb3PACTHU
yuactHUIM (18-64 romunm).

HGZ[I/I aTpUYHa IonyJaanus

EBpomneiickarta areHuus 1o JekapcrBara oTjiara 3aJbJXKEHUETO 3a MPEOCTaBsIHE HA PE3YATATUTE OT
Mpoy4YBaHusATa che Spikevax (OpUrnHaIHA) B €IHA WM TIOBEYE MOATPYITU HA TIeAUaTpUIHATA
nonynanus 3a npeerius Ha COVID-19 (Bxk. Touka 4.2 3a mHpOpMaIMs OTHOCHO YIIoTpeda B
MeANaTPUITA).

5.2 ®apMakOKMHETHMYHHU CBOICTBA
Henpunoxumo.
5.3 IlpeakJMHUYHU JAHHU 32 0€30MACHOCT

Hexnmuanananre JaHHH HC ITOKa3BaT ocobeH PHUCK 3a XOpa Ha 0a3ara Ha KOHBCHIIMOHAJTHUTC
MMpoy4BaHUA 3a TOKCUIHOCT IIPU MHOTOKPATHO NpHUJIarane, perpoAyKTUBHA TOKCUIYHOCT U TOKCUYHOCT
34 Pa3BUTUCTO.

OO0111a TOKCHYHOCT

[IpoBenenn ca mpoyyBaHUs 3a 00IA TOKCHYHOCT MPH ILTHXOBE (HA KOUTO Ca IPHUIIOKCHH
WHTPAMYCKYJTHO JI0 4 /103H, HA/IBUINIABAIIY JI03aTa PH X0Pa, BEAHHK HA BCCKU 2 CEIMUIIH ).
HabmonaBanu ca mpexoHu 1 00paTUMHU OTOK M €PUTEM Ha MSICTOTO Ha MHKCKTHpaHE, KaKTO U
MPEXOJIHU ¥ 0OpaTHMH TPOMEHH B JTAOOPATOPHUTE MOKa3aTeIH (BKIFOUUTEIHO ITOBUIIIABAHE HA
CO3UMHO(DWINTE, aAKTUBUPAHOTO MAPIHAITHO TPOMOOILUTACTHHOBO BpeMe U pudpuHoTeHa). Pesynratute
MPENIoarar, 4e NOTEHIMAIBT 32 TOKCHYHOCT IIPH XOpa € HUCHK.

I'eHOTOKCHYHOCT/KaHLIEPOT€eHHOCT

[IpoBenenu ca in vitro ¥ in vivo Ipoy4IBaHUs 3a TEHOTOKCUYHOCT C HOBUS JIMIIUAEH KOMIIOHEHT SM-
102 na BakcuHaTa. PesynraTute mpenamnosarar, ue NoTeHIMATbT 32 TEHOTOKCUYHOCT MPHU XOpa € MHOTO
HUCBK. He ca npoBexnaHy Mpoy4dBaHus 3a KaHIIEPOT€HHOCT.

PenponyKTrBHA TOKCHYHOCT

B exno mpoyuBane 3a TOKCHYHOCT Ha pa3BuTHeTo 0,2 ml OT BaKCHHA ChC ChCTAB, ChABPIKAIL CHIIOTO
kosmmuectBo HPHK (100 mMukporpama) u Ipyru CbCTaBKH, BKIIOUCHH B eIMHIYHA 7032 Ha Spikevax
(opuruHanHa) 3a Xopa, € MPUIOKEHA Ha KEHCKU IIBXOBE HHTPaMYCKyJTHO B 4 ciyyast: 28 u 14 nuu
npeny unToCBaHe U Ha rectaiuoneH AeH 1 u 13. ArtuTso-orroBopu cperry SARS-CoV-2 ce
HaOIr0IaBaT MpH )KEHCKUTE TUTbXOBE OTIPEAN YU(TOCBAHETO IO Kpasi Ha Mpoy4yBaHeTo Ha 21-Bus
JIAKTAIlMOHEH JIeH, KaKTO U MpH (EeTyCUTEe U MOKOJIEHNETo. B mpoyuBaHeTo HAMa CBbpP3aHU C
BaKCHMHATa HeXeJlaHu ePeKTU BbpXY (pepTuinTeTa npu KEHCKUTE, OpEMEHHOCTTa, eMOpHOQeTaTHOTO
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Pa3BUTUC, PA3BUTUCTO HA ITOKOJICHUCTO WX MTOCTHATAJIHOTO Pa3BUTHC. Jlumcear JaHHU OaJIn
BaKCHHaTa Spikevax (OpI/IFI/IHaJ'IHa) npeMuruHaBa Npe3 MIalCHTaTa Uujin €€ CKCKPETHUpPa B MIISIKOTO.

6. OAPMAINEBTUYHU JTAHHU
6.1 Cnucbk Ha IOMOLIHHUTE BelIeCTBAa

SM-102 (xenTanekan-9-uin 8-{(2-xuapokcueTi)[ 6-0kco-6-(yHIEIMIOKCH ) XEKCHII [aAMIHO } OKTaHOAT)
Xonectepon

1,2-nucreaponn-sn-raunepo-3-pocpoxomun (DSPC)
1,2-muMuprcTOUII-rac-rIHIepo-3-MeTokcunonueTmeHrmukon-2000 (PEG2000-DMG)

Tpomeramon

TpomMeTaMoIIOB XHIPOXIOPHU

OrneTHa KuceIrnHa

Hatpues anerar tpuxumpar

3axaposa

Bona 3a nrxexum

6.2 HecnbBMeCTHMOCTH

To3u nekapcTBeH NPOAYKT HE TPsAOBaA Aa ce CMECBa C APYTH JIEKAPCTBEHU MPOIYKTH WM 1 Ce
paspexna.

6.3 Cpoxk Ha romHocr

HeorBopen MHOrono3os guiakoH (Spikevax bivalent Original/Omicron BA.1
(50 mukporpama/50 mukporpama)/ml MHXEKIIMOHHA JCIIEPCHS)

9 mecena npu -50°C mo -15°C.

B pamkute Ha eproza ot 9 Mecena, ciien U3BaXKIaHe OT Gppuzepa HEOTBOPEHUT (DIIAKOH ¢ BAaKCHHA
MOJKeE Ja c€ ChXpaHsaBa B xJaauaHuK npu 2°C no 8°C, 3amTeH oT CBETIIMHA, MakcuMyM 3a 30 nau. B
paMKHUTE Ha TO3H NMEPHOJ, 3a TPAHCIOPTHUPAHE MOraT Ja ce u3noa3Bar a0 12 gaca mpu 2°C o 8°C
(Bk. TOuKa 6.4).

Cob10 e foKa3aHa XMMHUYHA U pU3MYHA CTaOMIIHOCT Ha HEOTBOPEHH (PJIaKOHU C BAaKCHHA B
MpoJbJKeHNe Ha 12 Mecena, koraro ce cbxpansasar npu -50°C go -15°C, npu yciaoBHe 4e oM KaTo
BeIHbK ObJle pa3Mpa3eH U 0cTaBeH Ha cbxpaHeHue npu 2°C 1o 8°C, u e 3alIUTEH OT CBETJIMHA,
HEOTBOPEHUAT ()JIAKOH 1€ /12 ce U3MO0JI3Ba B PAMKHTE HA He moBeve oT 14 gau (BMecto 30 mHU,
KakTo KoraTo ce cbxpaHsBa npu -50°C mo -15°C 3a 9 mecena), 6e3 na ce HagBHUILIaBa 0OIIOTO BpeMe 3a
cbXxpaHeHue 12 Mmecena.

BG,HH’L)K pa3dMpa3CHa, BAKCUHATa HE TpSI6Ba Ja CC 3aMpassiBa MOBTOPHO.

HeotBopenara BakcuHa Moxke Aa ce chxpansBa npu 8°C no 25°C no 24 yaca cien u3BaxkIaHe OT
XJIAIUITHUK.

[IyuaxTrpanu MEOrono3osHu duakonu (Spikevax bivalent Original/Omicron BA.1
50 mukporpama/50 Mukporpama)/ml MH>XEKIIMOHHA JUCHEPCUS)

Jlokazana e XuMH4YHa U GU3HMYHA CTAaOMIIHOCT MpH yroTpeda B MpoAbDKeHre Ha 19 yaca cien
M'bPBOHAYATHOTO MyHKTHpaHe npH 2°C 1o 25°C (B paMKuTe Ha IEPHUOJIA, TO3BOJICH 3a YHIOTpeoa,
koiTo ¢ 30 muu wiu 14 mHU ChOTBETHO U BKItounTenHO 24 yaca npu 8°C mo 25°C). Ot
MHUKPOOHOJIOTHYHA TJIeHA TOYKa POLYKTHT TPsIOBa a ce M3M0I3Ba He3abaBHO. AKO BaKCHHATa HE ce
W3II0JI3Ba BelHAra, NEpuoIbT Ha U3MOI3BaHE U YCIIOBUATA HA ChbXpaHEHHE Mpeau yrnoTpeda ca
OTTOBOPHOCT Ha MOTPEOUTETISL.
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HeorBopeH ennono30B ¢uakoH (Spikevax bivalent Original/Omicron BA.1
25 Mukporpama/25 MUKporpamMa MHXEKIIMOHHA JIUCIIEPCHUs)

9 mecena npu -50°C no -15°C.

B pamkute Ha mepuoaa ot 9 Mecena, cien U3BaKIaHe OT Gppusepa, eAHOA030BUTE (PIaKOHU MOTAT J1a
ce chXxpaHsaBaT B XdaauiHUK rpu 2°C no 8°C, 3amuTeHu oT cBeTianHa 3a MakcuMyM 30 aau. B
paMKHTE Ha TO3M MEPUOA €AHO1030BUTE (hiIaKoHa Morar Aa ce TpaHcmoptupart 1o 12 yaca npu 2°C no
8°C (Bxk. ToKa 6.4).

Cob10 e noKa3aHa XMMHYHA U pU3MYHA CTAaOMIIHOCT 332 HEOTBOPEHHU €THOJ030BH (PJIaKOHH, KOTaTo ce
ChXpaHsBaT B IpobJbkeHHe Ha 12 Mecena ipu -50°C o -15°C, npu ycjioBHe Ye IpH yCJIOBHE Ye
IIOM KaTO BeHb:K O0bJe pa3Mpa3eH H OCTaBeH Ha chxpaHeHue npu 2°C 1o 8°C u e 3ammureH ot
CBETJIMHA, €THOA030BUAT ()JIAKOH IIle Ce U3MO0JI3Ba B pAMKHTE Ha He moBeue ot 14 quu (BMecTo 30
JTHH, KOoraTo ce cbxpanssa npu -50°C no -15°C 3a 9 mecena), 6e3 na ce HagBHIIaBa 00IIOTO BpeMe 3a
chXpaHeHHe oT 12 mecena.

Bemubx pasmpaseHa, BakcHaTa He TpsiOBa J1a ce 3aMpassaBa IOBTOPHO.
EnnonozoBute Qurakonu morat aa ce cexpanssat npu 8°C mo 25°C no 24 ygaca cien n3BaxaaHe OT
XJIaIUTHUKA.

Spikevax bivalent Original/Omicron BA.1 25 mMukporpamMa/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUS
B [IPEABAPUTEIHO HAN'BIHEHA CIIPUHIIOBKA

9 mecena npu -50°C nmo -15°C.

B pamkute Ha nepuona ot 9 Mecena, cie u3BaxaaHe OT Gppuszepa, MPEABAPUTEIHO HATBITHCHUTE
CIIPUHIIOBKM MOTAT Jia ce chXpaHsBar B xiaaauiHuk mpu 2°C go §°C, 3allUTeHU OT CBETINHA, 32
MakcumyMm 30 gHU. (BK. TOKa 6.4).

Cpb10 € foKa3aHa XMMHUYHA U GU3MYHA CTaOMIIHOCT Ha HEOTBOPEHH MPEIBAPUTETHO HAIBJIHEHN
CIPHUHLIOBKH B IpoAbKeHue Ha 12 mecena npu -50°C no -15°C, npu yciaoBHe 4e oOM KaTo
BeIHbK Ob/ie pa3Mpa3eHa U ocTaBeHa Ha cbxpaHeHue npu 2°C go 8°C u e 3amuTeHa oT CBETIINHA,
NpeABAPUTEIHO -HAITBJIHEHATA CIPHHI0OBKA IIle ce M3M10JI3BA B PAMKHTE Ha He NoBeyYe oT 14 1Hu
(Bmecto 30 mHU, KoraTo ce chxpansiBa rpH -50°C mo -15°C 3a 9 mecena), 6e3 1a ce HaJBUIIIaBa
00110TO BpeMe 3a chXpaHeHHe oT 12 Mecerna.

BGI[H’L)K pa3Mpa3CHa, BaKCUHATa HE TpSI6Ba Ja €€ 3aMpassdaBa IIOBTOPHO.

[IpenBaputenHo HabJIHEHUTE CIPUHLIOBKU MoraT aa ce cbxpansaBat npu 8°C go 25°C go 24 yaca
clie U3BaXKIaHe OT XJIaIMIHUKA.

6.4 CrnenuanHu yc10BHS HAa CbXPaHEHHUe

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 Mukporpama)/ml HHKEKIIMOHHA
nucrepcus (MHOro1030B4 (hJIAKOHM)

Ma ce cpxpansaBa 3ampaseH npu -50°C u -15°C.

CoxpansBaiiTe (1akoHa BB BBHIIHATA KAPTOHEHAFa OIMMAKOBKA, 3a Jja Ce Mpeanasy OT CBETIIHMHA.
3a ycioBusATa Ha ChXpaHEHHE CIIe/l pa3MpassiBaHe Ha JIeKapCTBEHHS TPOAYKT BHXKTE TOUKa 6.3.

3a ycioBusATa Ha ChbXpaHEHHE Ha MHOTOJJ030BHsI (DJIaKOH cJie]] ITbPBOTO OTBapsiHE BIKTE TOUKa 6.3.

Tpancnopmupane Ha pasmpazeHu MHO2000306U (YIAKOHU 8 MEYHO CbCMOSHUE NPU MeMnepamypa om
2°C 0o 8°C

Axo TpancnoptupaneTo npu -50°C g0 -15°C He € Bb3MOKHO, HAIMYHU Ca JaHHHU, CIIOPE]] KOUTO €
BB3MOKHO TPAHCIIOPTHPAHETO Ha €AWH WJIM MOBEYE Pa3Mpa3eHu (UIakoHa B TEYHO CHCTOSIHUE 32
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nepuon 10 12 gaca npu 2°C no 8°C (B paMKuTe Ha Iepruo/a, MO3BOJIEH 3a ynoTpeba, koiTo ¢ 30 m1Hu
win 14 mau cpoTBeTHO, mpu Temmeparypa 2°C mo 8°C). Beanbx pa3MpaseHd U TPaHCHOPTUPAHH B
TeuHo cherostaue npH 2°C no 8°C, guakoHuTe He TpsiOBa J1a ce 3amMpassiBaT MOBTOPHO, a Ja ce
cexpanssar npu 2°C no 8°C 10 TAXHOTO U3NOI3BaHE.

Spikevax bivalent Original/Omicron BA.1 25 mMukporpama/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUST
(eaH01030BU (DJIAKOHH )

Ha ce cpxpansBa 3ampaszeH Mexnay -50°C go -15°C.
CoxpaHsBaiiTe eJHO1030BHS (DJTAaKOH B KApTOHEHATa OITaKOBKa, 3a Ja Ce MPEAIa3y OT CBETINHA.
3a yclioBUATa Ha ChXPAaHEHUE CIIE/ pa3MpassiBaHe BIDKTE TOUkKa 6.3,

Tpancnopmupane na eono00308u gaaxonu 6 meuro cvcmostue npu 2°C 0o §°C

Axo TpancnoptupaneTo npu -50°C g0 -15°C He € Bb3M0KHO, HAIMYHU Ca JJaHHHU, CIIOPE] KOUTO €
BB3MOKHO TPAHCIIOPTHPAHETO Ha €AWH WM MOBEYE Pa3Mpa3eHu eIHOJ030BH (PJIaKOHH B TEUHO
cberognue npu 2°C no 8°C (B pamkute Ha 30-aHeBHUS WK 14-THEBHUS CPOK HA TOJHOCT CHOTBETHO
npu Temnepatypa 2°C no §°C). Beanbxk pa3Mpa3eHu U TPaHCIIOPTUPAHH B TEYHO ChCTOsTHUE TpH 2°C
1o 8°C, eqHomo3oBuTe (prakoHU He TPsAOBa 1a ce 3aMpassiBaT MOBTOPHO, a Jia ce chxpansaBaT npu 2°C
10 8°C 10 TAXHOTO U3IOI3BAHE.

Spikevax bivalent Original/Omicron BA.1 25 mMukporpama/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUST
B [IPEABAPUTEIHO HAN'BIHEHA CIIPUHIIOBKA

Ha ce cpxpansiBa 3ampaszeH Mexnay -50°C go -15°C.

ChxpaHsBaiiTe MpeIBAPUTEITHO HAITBITHEHATA CIIPUHIIOBKA B KAPTOHEHATa OITAaKOBKA, 3a J1a Ce
Mpennasy oT CBETINHA.

3a yclioBUsATa Ha ChXPAHEHUE CIIE/ pa3MpassiBaHe BIDKTE TOUKa 6.3,

Tpancnopmupare na pasmpasenu nped8apumenHo HanbiHeHu CHPUHYOBKU 8 MEUHO CbCMOsIHUE NPU
2°C 00 8°C

Axo Tpancnoptupaneto npu -50°C g0 -15°C He € Bb3MOKHO, HAIMYHU Ca JaHHHU, CIIOPE] KOUTO €
BB3MOHO TPAaHCIIOPTHPAHETO HA €AHA WM [TOBEUE pa3Mpa3eHU MPEABAPUTEIHO HAITBIHEHU
CHPUHIIOBKU B Te4HO cherosiHue npu 2°C no 8°C (B pamkute Ha 30-qHEeBHUS WK 14-THEBHHUS CPOK Ha
TOAHOCT CHOTBETHO IpH Temrneparypa 2°C no 8°C). Benubk pazMpazeHH U TPAaHCIIOPTHPAHU B TEUHO
cberognue npu 2°C go 8°C, npenBapuTeTHO HAIIBJIIHEHUTE CIPUHIIOBKY HE TPsIOBa Ja ce 3aMpassiBatr
MOBTOPHO, a Ja ce cbxpanasar npu 2°C go 8°C 10 TSIXHOTO U3MOI3BaHE.

6.5 Bujau chbabp:KaHUue HA OIAKOBKATA

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 MukporpamMa)/ml HHKEKIIMOHHA
nucrepcus (MHOro103084 (hJIAKOHM)

2,5 ml uymm 5 ml qucnepcust B MHOT0030B (JIAaKOH (OT CTHKJIO THI | MM €KBUBAJICHTHO CTHKJIIO, HIIH
UUKIMYEeH 0JIeUHOB MOJMMED C BBTPELIHO OapuepHO MOKPHUTHE) ChC 3alylIaiKa (XI0poOyTHIOB
Kay4yyK) ¥ CHHBO OTYYIBALIO CE IIaCTMAcCOBO Karade ¢ 00KaTka (alyMHHHEBA 0OKATKa).

Bun onakoBka:
10 mHOTO030BU (prakoHa. Beeku ¢uakon cpappika 2,5 ml.
10 mHOTO1030BM (priakoHa. Beekn duiakon cpappika 5 ml.

He Bcuukn BHUJOBEC OITAKOBKM MOrar aa 6T>}_IaT IMyCHATU Ha I1a3apa.

Spikevax bivalent Original/Omicron BA.1 25 mMukporpama/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUS
(eaH01030BU (DJIAKOHH )
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0,5 ml qucriepcus B eAHO030B (h1akoH (OT CTHKJIO THN | MITM €KBUBAJICHT Ha CTHKIIO THII 1) ChC
3amyIranka (XJIOpOOYTHIIOB KaydyK) U CHHBO OTUYITBAIIO CE MIACTMACOBO Karade ¢ o0KaTka
(amymuHMEBa 00KaTKa).

Bun omakoBka: 10 eqHon0308u ¢utakoHa. Beekn dmakon chabpika 0,5 ml.

Spikevax bivalent Original/Omicron BA.1 25 mMukporpamMa/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUS
B [IPEABAPUTEIHO HAN'BIHEHA CIIPUHIIOBKA

0,5 ml mucniepcust B mpeaBapUTEIHO HAIBJIHEHA CIIPHHIIOBKA (OT IMOJIMMED) € TJ1aBa Ha OyTajuoTo
(6pomMOOyYTHIIOB KayuyK ¢ IIOKPUTHE) U MIPEAna3Ho Kanade (OpoMoOyTHUIIOB KayuyK, Oe3 uria).

Besxka omakoBka CbAbpiKa 5 mpo3pavyHu 6J'II/ICTepa, BCCKH OT KOUTO ChbAbpPIKA I10 2 MNpeaABApUTCIHO
HAaIlbJIHCHU CIIPUHIIOBKU.

Bun onakoBka: 10 mpeaBapUTeNHO HAITBIHEHU CIIPUHIIOBKY. Besdka npenBapuTeTHO HaITbIHEHA
CIpUHLIOBKA chabpika 0,5 ml.

6.6 CrenuanHu npeana3HN MepKH NPH U3XBbPJIsiHE U padoTa

Bakcunara TpSI6Ba Ja CC MPUTOTBA U MMOCTaBA OT 06y‘ICHI/I MCIUIUHCKU CIICHHUAINCTH IIPU CIIa3BAHC
Ha aCCIITUYHU TCXHUKHU, 3a Na CC rapaHTHUpPa CTCPUITHOCT HA JUCIICPCUATA.

@DaKOHUTE U MPEABAPUTETHO HATBIHEHUTE CIIPUHIOBKY J1a CE ChbXPaHIBAT 3aMpa3zeHu Mexay -50°C
no -15°C.

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 MukporpamMa)/ml HHKEKIIMOHHA
nucrepcus (MHOro1030B4 (hJIAKOHM)

Bakcunara e roroBa 3a yHOTpe6a CJICA pasMpas3siBaHC.

I[a HC CC pasKkiiallla UJIn pa3peiKaa. 3aB1>pTeTe JICKO (1)J'IaKOHa CJICA pasMpas3saBaHC U IIPEAU BCAKO
HU3TCIJISAHE.

VBepere ce, 4ye (IakKOHBT MMa CHHBO OTUYIIBAILO CE [JIACTMACOBO Karaye 1 HAMMEHOBaHUETO Ha
npoaykTa e Spikevax bivalent Original/Omicron BA.1. Ako ¢akoHBT € CbC CHHBO OTUYIBALIO CE
IUTACTMACOBO Karadye 1 HamMEeHOBaHKWETO Ha mpoaykTa e Spikevax 0,1 mg/ml nnm Spikevax bivalent
Original/Omicron BA.4-5, moss1, HanpaBeTe cnpaBka ¢ KparkaTta xapakTepucTHKa Ha IPOIYKTa 3a
¢dbopMynHpoBKaTa.

[IpenoppunTtenno e Aa npoOoXKAaTe 3amyajgkara Ha pa3IniHo MACTO Bceku bT. He mpoOoxnaiite
¢nakona noseue ot 20 MbTH.

BBB Bcekn MHOT0/1030B (IIAKOH C€ ChIIbpPIKa U3JUIIBK, 32 J]a MOXKeE Jla e TapaHTHpa TOCTaBSIHETO Ha 5
i 10 mo3u o 0,5 ml, wmm 10 wmm 20 mo3m ot 0,25 ml, B 3aBUCHMOCT OT BU1a Ha (prakoHa.

Pa3mpazere Bcekn MHOT01030B (hJ1aKoH Ipeay ynoTpeda, KaTo cieABare yKa3aHHUsTa M0-10ITy
(Tabmuma 6). Korato ¢urakoHbT € pa3mMpaseH B XJIaIMITHHK, OCTaBETe I'0 Ha CTaliHa Temreparypa 3a 15

MHHYTH OPCaU IMPUITOKCHUC.

Tadauua 6. Ykazanus 3a pa3Mpa3ssiBaHe Ha MHOr01030BU (MIAKOHM IpeaH ynorpeda

Yxkazanus M NPOIbJKHTEIHOCT Ha pa3Mpa3siBaHe

Temneparypa | lIpoabaxut | Temmepatypa | IlpoabikuTtenHoc
Ha €JTHOCT HA Ha T Ha
pa3Mpa3siBaHe | pa3Mpa3siBa | pa3mpa3siBaHe | pasMpa3siBaHe

Buna onakoBka
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(B XJIAAWIHUK) | He (npu craiina

TeMIlepaTypa)

24gacauu 30

2°-8°C
MUHYTHT

MHorozno30B ¢hiaakoH 15°C —-25°C 1 vac

YKasaHusa caep pazmpassedHe

4[ HenyHkTHpaH cb:\qxcﬂ—— —{ CAea M3TErAsIHE HA MbPBATA A03d ]—

MakeumaaHo Bpeme
MakcumanaHo Bpeme

Casy
Ha eTyaeHo Ao cTaiina
renmnepaTypa

O1 8° A 25°CH I

rp—
B PaMKHTE Ha 12-MOCEUNHA CROK MG FOAHOCT)
o12°A08°C
Ha cTyaeno ao cTaing

Temnepatypa

XAGAMAHHK MAM CTANHHA
TemnepaTtypa

PACKOHBT TPEDBA AT CE& CHXPAHABA MPH
Temneparypa mexay 2° 1 25°C. AaTata 1 4acet
HC M3XBLPASHE AQ Ce 3anNMLUAT HO ETHMKETA HA
chaakoHa.

MaxsbpaeTe NyHKIMpaHug chAakcH caea 19 yaca.

o1 8° 40 25°C

M3TerAsifTe BCAKA AO3Q BAKCHHA OT q)AOKOHG C NOMOLULLTA HA HOBA CTEPUAHA UTAQ U CNPUHLLOBKA 3Q BCAKA MHXEKUMA, 3a AA NpeACTBpaTUTe
NPEACBAHETO HA MHADEKLMO3HK QreHTH OT EAHO AMLLE HO APYTO.
Aolatae CMpPHUHLLOBKATAa TPHGBG AQ Ce M3NOoA3Ba HesaGasHo.

CAeA KATO OAQKOHBT Ce NYHKTUMPA 34 U3TerAsHe HA MbPBATA AO3d, BAKCMHATA TPpAGBA AQ Ce U3MOA3BA He3a6aBHO U AQ Ce U3XBBPAH
caea 19 yaca.

Bcaka HEM3MOA3BAHA BAKCKMHA MAM OTNAABYEH MATEPHAA TPAGBA AQ C€ M3XBbPAS B CbOTBETCTBUE C MECTHUTE M3MCKBAHMS.

[ HUKOI'A He 3aMpa3sBalTe NOBTOPHO PA3MPd3eHATA BAKCHHA ]

Spikevax bivalent Original/Omicron BA.1 25 mMukporpamMa/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUS
(eaH01030BU (hIaKOHHU

Bakcunara ce JOCTaBs IroToBa 3a yHOTpe6a CJICOA pasMpas3siBaHC.
I[a HC CC pasKiiallla UJIn pa3peiKaa. 3aB’preTe JICKO (bHaKOHa CJICA pasMpas3ssBaHC U MPEAU U3TCTIISAHC.

VBepere ce, 4ye (IaKOHBT MMa CHHBO OTUYIIBAILO CE [IACTMACOBO Karaye 1 HAMMEHOBaHUETO Ha
npoaykTa e Spikevax bivalent Original/Omicron BA.1. Ako ¢akoHBT € CbC CHHBO OTUYIBALIO CE
IUTACTMACOBO Karadye 1 HaMMEeHOBaHHWETO Ha mpoaykTa e Spikevax bivalent Original/Omicron BA .4-5,
MOJIs1, HaTpaBeTe crpaBka ¢ KparkaTta xapakTepucTuka Ha MpoyKTa 3a GopMyIHpOBKarTa.

Pa3mpazere Bcekn enHO030B (UIakOH Mpear yrnorpeda, KaTo clieiBaTe yKa3zaHUATa Mo-1oiy. Beekn
eIHO030B ()JIaKOH WM KapTOHEHaTa KyTus, chabpkama 10 ¢uakoHna MoraT ga ce pa3mMpassBaT WM B
XJIQIMJTHUK, WM Ha cTaiiHa Temneparypa (Tabmuua 7).

Korato ¢nakoHbT € pasMpaseH B XJIaUIIHUK, OCTaBeTE TO Ha CTaiiHa TeMiepaTypa 3a 15 MUHyTH
Mpeay MpUIoKEHHE.

Tabamnna 7. Yka3anus 3a pazMpa3siBaHe 3a ¢IHOA030BH (pJIaKOHN U KADTOHEHA KYTHS TP e
ynorpeda

Yka3zanus 3a pazMpassiBaHe U NPOAbJLKUTEIHOCT
Temneparypa
Temmneparypa Ha HpoabiskuTeHOCT Ha HpoabikuTe HOCT
Buj onakoBka patyp pox pa3mpa3ssiBaHe pon
pa3mpa3ssiBane (B Ha pa3Mpa3ssiBaHe . Ha pa3Mpa3ssiBaHe
o (pu craiina
xaaauminuk) (°C) (MUHYTH) (MUHYTH)
TeMIeparypa)
O
Enn B
FUOAO30 2°C no 8°C 45 MUHYTH 15°C no 25°C 15 MunyTH
¢ItakoH
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| Kapronena kyTus | 2°C no 8°C | 1 vac, 45 MuHyTH I 15°C no 25°C | 45 MuHyTH

Axko ¢uakonuTte ce pazmpassasat npu 2°C mo §°C, ocraBere Bceku (IIaKOH Ha CTaiiHa TeMmIeparypa
(15°C nmo 25°C) 3a nmpubnu3uTenHo 15 MUHYTH Ipeay IpUIIOKEHHE.

[Ipunoxenue

Bakcunara Tpsi0Ba aa ce mpuiara HHTpaMmycKyiIHO. [IpearnouynTanoTo MACTO € JENTOUAHUSAT MYCKYJT
Ha ropHaTa yacT Ha pbkarta. He mpuiaraiite Ta3u BakcCMHa HHTPaBacKyJIapHO, MOAKOXKHO WIIN
HMHTPAAEPMAIHO.

MHnoz000306u praxonu

MpuAaraxHe

3aBbpTaMTE AEKO COACKOHA CASA PA3MPA3ABAHE 1 MPEAN BCAKO M3TEMASHE
BaKCHHATA € roToBA 30 MPUMAOXEHWE CAEA PA3ZMPA3sBaHE. He paskaalanTe 1 He
paspexaaunre.

MpeAn MHXEKTMPAHE NPOBEPABANTE BCAKA
A0O3d, 30 AQ:

MOTBbPAMTE, Y& TEYHOCTTA € BAAa AO
noYTH BAAQ, KOKTO BbB OAQKOHA, TAKA
1 B CMPHMHLIOBKATA

ce yBepmTe B 06eMa HO CMPMHLLOBKATA

BOKCHMHATA MOXE AQ ChABPXA
6EAK MAM MOAYNPO3PAYHM YTICTULLM,
CBbP3AHM C MPOAYKTA.

AKO AO3ATC € HETONHA MAM MMA
NPOMAHA B LLBETA 1 APYTU BUAMMM HACTULM,
HEe npw\oruiﬁe BAKCHHATA.

Spikevax bivalent Original/Omicron BA.1 25 mMukporpama/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUS
B [IPEABAPUTEIHO HAN'BIHEHA CIIPUHIIOBKA

I[a HC CC pasKiiallla Ujin pa3peiKaa CbAbPKAHUCTO HAa NPCABAPUTCIHO HAITbJIHCHATA CIIPUHIIOBKA.

Beska NpeaABApUTCIIHO HAITBbJIHCHA CIIPUHIIOBKA € CaMO 3a CJHOKpaTHa ynmpe6a. Bakcunara ce
JOCTaBsA IroToBa 3a yHOTpC6a CJICOA pasMpas3siBaHC.

C Bcska NpEABAPUTCIHO HAITBJIHCHA CIIPUHIIOBKA MOXKE J1da CC NPUJIOXKU €AHA (1) J03a OT 0,5_1’1'11.

Spikevax bivalent Original/Omicron BA.1 ce gocraBs B e1H01030Ba, MPEABAPUTEIHO HAITBIHEHA
cnpuHIOBKa (0e3 urna), ceapprkamma 0,5 ml (25 mukporpama enazomepas u 25 MUKporpama
nmenaszomepan) uPHK u tpsiOBa na ce pasmpasu npean npuiiokeHue.

[Ipean ynotpeba pazmpaseTe BCska NpeIBapUTEIIHO HAITbIHEHA CIIPUHIIOBKA, CJIEIBANKN yKa3aHUATA
no-goty. CIpHHIJOBKHTE MOTAT Jia ce pa3MpassBaT B Onuctepute (BCEKH OnucTep, ChIbpKaL]

2 mpeaBapUTENTHO HAIIBJIHEHN CIIPHUHLIOBKH ) HJTM B camMaTa KapTOHEHa OIIAaKOBKa, B XJIAIMIIHUK UIIH Ha
craiina remneparypa (Tabmuna 8). Korato cipuHIioBKaTa ce pa3Mpasu B XJIaJHIHUK, OCTAaBETE 5 Ha
CTaliHa TemrepaTypa 3a 15 MUHYTH Ipeay NPHIOKEHUE.

Ta6anna 8. MucTpykuum 3a pasmMpassaBane 3a Spikevax bivalent Original/Omicron BA.1
NpeABAPUTE]HO HATBJIHEHH CIIPHHIOBKH M KAPTOHEHH KYTHH NpeAn ynorpeda
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MucTpykuuu 3a pa3Mpa3ssiBaHe U NPOABJKUTETHOCT
Temmneparypa | Ipoabiuku TeMHf;]:laTypa
Ha TEJIHOCT HA HpoabaxuTeaHoct

Bua onmakoBka pa3Mpa3siBaHe

pa3Mpa3ssiBaHe | pa3Mpa3ssiB (upH craiina Ha pa3Mpa3ssiBaHe

(B XJIaJUITHHUK) aHe Tel\fne aTypa) (MMHYTH)

©0O) (MUHYTH) op yp
O

[IpenBapurenHo
HaI'bJIHEHA CIIPUHIIOBKA 2-8 55 15-25 45
B Onwmcrep
KapTtoHena onakoBka 2-8 155 15-25 140

VYBepere ce, ye UMETO Ha MPOJyKTa Ha MpeIBapUTENHO Hall'bJIHEHAaTa cIpUHIOBKa € Spikevax bivalent
Original/Omicron BA.1 25 . Ako nmero Ha npoaykTa e Spikevax 50 mukporpama nim Spikevax
bivalent Original/Omicron BA.4-5, Moiis1, HanpaBeTe cpaBKa ¢ KpaTkaTa XapaKTepUCTHKA Ha
MPOAYKTa 33 TO3U ChCTAB.

Unempyxyuu 3a paboma c npedsapumento HanvineHume cnpunyosku Spikevax bivalent
Original/Omicron BA.1

OcraBeTe Besika MpeJBapUTEIHO HATBIIHEHA CIIPUHIIOBKA Ha cTaiiHa Temneparypa (15°C mo 25°C)
3a 15 MUHYTH IIpeau MpUiIaraHe.

Ja He ce paskiama.

[Ipenn npuokeHre NpeaBapUTEIHO HATbJIHEHATA CIIPHHIIOBKA TPsIOBa Ja ce Orvea BU3YalHo 3a
BHUJMMH YaCTHLM U TIPOMSIHA B [[BETA.

Spikevax bivalent Original/Omicron BA.1 e Gsina 1o moutu Osia nucnepeusi. Moxke aa chabpixka
0eJIi WK TOJTYTIPO3pavHy YaCTUIU, CBbP3aHU ¢ mpoaykTa. He mpuaraiite, ako BakcHHara e
o0e31BeTeHa UK ChIbPIKA APYTU YACTHIIH.

Urnute He ca BKIIIOYEHN B KAPTOHEHUTE ONAKOBKH Ha MPEIBAPUTEIHO HAITBITHEHUTE CIPUHIIOBKH.
WznonspaiitTe cTepuiIHa Uriia ¢ MOAXOIAI pa3Mep 3a HHTpaMycKyiHa nHxekuus (21G unn mo-
THHKA UTJIN).

OtcrpaHeTe KarmadykaTra OT CIPUHIIOBKAaTa 4pe3 3aBbpTaHe B IOCOKa, 0OpaTHA Ha YaCOBHUKOBATA
CTpeJKa.

[Ipuxpenere urnara, karo s 3aBbPTUTE 110 TOCOKA HA YaCOBHUKOBATA CTPEIIKA, TOKATO UITIaTa ce
3aKpenu 3ApaBo KbM CIIPHHLIOBKATA.

OTBOpeTe Kanaykara Ha UIJIaTa, KOraTo CT€ TOTOBH 3a NMPHIIOKEHHE.

HpI/IHO)KeTe s1ara 103a UHTPpaMyCKYJITHO.

UsxBbprgne

Heusnomnspanusr JICKapCTBCH MPOAYKT WK OTHAABYHUTC MAaTCpraiu OT HCTO TpH6Ba Aa CC U3XBBPJIAT

B CbOTBCTCTBUEC C MCCTHUTC N3 CKBAHU .
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7. HPUTEXATEJI HA PASPEIHIEHUETO 3A YIIOTPEBA

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

Ucnanus

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 PASBPEIIABAHE/ITIOJHOBSIBAHE HA PASPELHIEHHUETO 3A
YIIOTPEBA

[Hata Ha mbpBO pa3pewmaBane: 6 sayapu 2021 r.

[Hata Ha nocienHo nonHoBsBaHe: 3 okToMBpu 2022 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[Monpo6Ha nHpOpMAaIKs 3a TO3H JEKApCTBEH MPOAYKT € MpenocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHIus 10 JIeKapcTBara http://www.ema.europa.eu.
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vTosn JIEKApCTBEH MPOIYKT TOJUICKH Ha JOIBJIHUTEIHO HabmoAeHre. ToBa 111e 1mo3Boau 0bp30To
YCTaHOBSIBaHE HA HOBA MH(OpMaIMs OTHOCHO 6e30macHOCTTa. OT METUITMHCKUTE CISIIMAITICTA Ce
M3HCKBA JIa ChOOIABaT BCKA MOA03MPaHa HeKellaHa peakins. 3a HaurHa Ha ChOoOIaBaHe Ha
HEXEeIaHU PEeaklnK BIKTE TOUKa 4.8.

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

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

JTUCIIEPCHS

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MuKporpama HHKEKIIHOHHA

JTUCIIEPCHS

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MuKporpama HHKEKIIHOHHA

AUCIICPCHS B IPCABAPUTCIHO HAITBJIHCHA CIIPUHIIOBKA

nPHK Bakcuna cpemry COVID-19 (Hykieo3naHo Moauduuupana)
COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Tabéanna 1. KauecTBeH u KoJim4ecTBeH cheraB Ha Spikevax bivalent Original/Omicron BA.4-5

KoauvecTBO HA AKTHBHOTO OnakoBka Jo3za(m) CobcraB 3a 103a
BEIIECTBO B 1030Ba eIUHAIA
Spikevax bivalent MHoroz0308 5 no3un

Original/Omicron BA.4-5
(50 muxkporpama/50 muxkporpama)/
ml HHKeKIMOHHA M CIepPCust

¢makon 2,5 ml
(cuHBO
OTYYMBAILO Ce
Karaue)

o 0,5 ml Bcaxka

Spikevax bivalent
Original/Omicron BA.4-5
25 Mukporpama /25 Mukporpama

Ennonozos
¢makon 0,5 ml
(cuHBO

1 go3a ot 0,5 ml

WH/KEKIMOHHA AN CIIepPCUst OTYYIIBALIIO CE Camo 3a
Karnade) eIHOKpaTHa
ynoTpeba.
Spikevax bivalent [IpenBapurenn
Original/Omicron BA.4-5 O HaIrbJIHEHA 1 no3a ot 0,5 ml
25 Mukporpama /25 Mukporpama CTIPUHIIOBKA
WHKEKIMOHHA TN CIIepCHsi B Camo 3a
NpPeIBAPUTEIHO HAIIbJIHEHA CAHOKpAaTHA
CIIPUHII0OBKA ynoTpeoa.

Enna noza (0,5 ml) ceabpxa

25 MuKporpamMa ena3omMepaH
(elasomeran) u 25 Mukporpama
naBe3omepad (davesomeran),
nPHK Bakcuna cpenry COVID-19
(BKIJIIOYCHA B JIMIUIHU
HaHOYACTHIIN ).

Enazomepan e enqnoBepuxHa, 5’-kenupana uadopmanmonna PHK (uPHK), npoussenena c
W3II0JI3BaHETO Ha OE3KJIeThYHA in Vitro TpaHcKpunuus oT cboTBeTHUTe JJHK-Matpunu, koquparma
BupycHus munos (S) nporenn Ha SARS-CoV-2 (opuruHaina).

JaBezomepaH enHOBepHIKHA, 5’ -kennpana nHpopmannonna PHK (uPHK), npoussenena c
M3II0JI3BaHETO Ha OE3KIIeThYHA in Vitro TpaHcKpunuus oT cboTBeTHUTe JJHK-Marpuuu, kogupama
BupycHus munoB (S) nporens Ha SARS-CoV-2 (Omicron BA.4-5). S-nporennuTte Ha IOABapHAHTHTE
BA.4 u BA.S na Bapunanta SARS-CoV-2 Omicron ca nIeHTHYHH.

3a MbJIHUS COUCHK Ha ITOMOIIHUTEC BCIICCTBA BHIKTC TOUYKA 6.1.
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3. JIEKAPCTBEHA ®OPMA

WmxexkunoHnHa Iuctepcust

Bsina no mourwu Gsina nucniepeus (pH: 7,0 — 8,0)

4. KJIMHUYHU JAHHHU

4.1 TepaneBTUYHHU NOKA3AHUS

Spikevax bivalent Original/Omicron BA.4-5 e npegna3HaueHa 3a akTHBHA UMYHHU3ALM 32 TIPEBEHLIUS
Ha COVID-19, npuunnen or SARS-CoV-2, npu nuna Ha 12 1 moBeve roJuHH, KOUTO BEYE ca
MOJTYYHJIH [TOHE KypC Ha MbpBUYHA BakcuHaims cpemy COVID-19 (Bx. Touku 4.2 u 5.1).
VYnorpebara Ha Ta3u BakCHHA TPsAOBa 1a ObJe B COTBETCTBUE C OPULUATHUTE IPETIOPHKH.
4.2 J103UPOBKA M HAYUH HA NPUJIOKEHHE

Jlo3upoBka

Hozata Spikevax bivalent Original/Omicron BA.4-5 e 0,5 ml, npuioskeHa HHTpaMyCKyJIHO.

Mesxny nprmtaranero Ha Spikevax bivalent Original/Omicron BA.4-5 u mocneanara npeaxoaHa a03a
BakcuHa cperry COVID-19 TpsiOBa na mMa HHTEpBaJl OT Hail-Malko 3 Mecena.

Spikevax bivalent Original/Omicron BA.4-5 e nmoka3zana camo 3a Jiu1a, KOUTO MPEIU TOBA Ca
MOJIy4HJIM ITIOHE Kypc Ha MbpBUYHA BakcuHaiums cpemry COVID-19.

3a moapoOHOCTH OTHOCHO Kypca Ha ITbPBUYHA BAaKCHHALMS IIPH BB3pacT 12 u moBeye rouHuU, MOJIS,
BrxTe KparkaTta xapakrepucTuka Ha npoaykra 3a Spikevax 0,2 mg/ml HHXeKIOHHA AUCTIEPCHSL.

Ileouampuuna nonynayus
BezonacHocTTa M epuracHocTTa Ha Spikevax bivalent Original/Omicron BA.4-5 npu aena Ha Bb3pact

noa 12 TrOAWHHA BCC OILIC HC Ca YCTAHOBCHHU. Jlunicear JaHHMH.

Cmapuecka 6v3pacm
He ce n3uckBa kopekius Ha 103aTa Iy JHIA B CTapyecka Bb3pacT >65 roJuHH.

Hauun na OPUITOKCHHEC

Bakcunara Tpsi0Ba a ce mpujara HHTPaMyCKyJIHO. 3a IPEANIOYUTaHe € B ACATOUIHUS MyCKYJl B
ropHaTa 4acT Ha pbKaTa.

He npnﬂaraﬁTe Ta3W BAKCMHA UHTPABACKYJIAPHO, MMOAKOKHO NI UHTPAACPMAIHO.

Bakcunara He TpSI6Ba Ja €€ CMECBaA C ApYyTU BAKCMHHU WUJIN JICKApCTBCHU MPOAYKTH B ChIIaTa
CIIPUHIIOBKA.

3a npeanasHi MCpKu, KOUTO TpSI6Ba Ja CC B3cMaT Npcan NpujlaraHe Ha BakCuHaTa, BUXKTC TOYKaA 4.4,

3a ykazaHWs OTHOCHO pa3Mpa3sBaHETO, padoTaTa ChC M U3XBBHPISHETO HA BAKCUHATA, BIKTE
TOYKa 6.6.
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4.3 IIporuBomoka3zaHus

CBpBXYYBCTBUTEITHOCT KbM aKTHBHOTO BELIECTBO MJIM KbM HSKOE OT IIOMOIIHUTE BEILECTBA,
n30poeHu B TouKa 6.1.

4.4 Chnenuaanu npeaynpeskaeHust U Mpeana3sHl MEPKH MPH ynorpeda

[Ipocaeaumoct

3a Ja ce 1'[0}.'[06[)1/1 mpocCjICANMOCTTA Ha OHOJIOTHYHUTE JICKaAPCTBCHU MPOAYKTHU, UMCTO U MAPpTUIHUAT
HOMCP Ha MPUJIOKCHUSA ITPOAYKT TpH6Ba SICHO Ja CC 3aIiMcBar.

CBD’LX‘IVBCTBI/ITCHHOCT n aHad)I/IJ'IaKCI/ISI

Nma cpobenus 3a anaduinakcus npu jauua, noayunin Spikevax (opurunanna). Bunaru tpsaoBa na
UMa Ha pa3NojoKeHHe MOIXOIII0 MEAULIMHCKO JIeUeHHE U HaOI0JIeHUE B CITy4ail Ha
aHa(UIaKTUYHA PEeaKLHs Clel MPUIOKCHUE Ha BAKCHHATA.

[IpenopbuBa ce BHUMAaTETHO HaOJIIOJICHNE B IPOABIDKEHUE HA Hal-MaJko 15 MUHYTH cien
BakcuHanusTa. [locneapammre no3u Ha Spikevax bivalent Original/Omicron BA.4-5 ne Tpsi6Ba aa ce
MOCTABST HA OHE3H, KOMTO ca MOJIy4YrIN aHaHIaKCHs Py IpeaunIIHa 103a Ha Spikevax
(opuruHanHa).

MI/IOKaD)_II/IT 1 NCpUKapauT

CrpIecTByBa MOBHUILEH PUCK OT MHOKAPHUT U MIEPUKAPIUT CIIeA BaKCHHALUs cbe Spikevax
(opuruHanHa).

Te3u 3abonsBaHus MOraT Ja CC pa3BUAT A0 HAKOJIKO JHU CJIC BAKCUHALIMATA U HACTHIIBAT MPECANMHO
B PAMKUTC Ha 14 JHH. Teca Ha6J'IIO}_IaBaHI/I MMO-4CCTO CJICA BTOpAaTa 1034 B CPAaBHCHUC C II'bpBaTa 1034
1 IO-4Y€CTO IPU FOHOIIU U IMO-MJIaIn MBIKE (B)K. TOYKa 48) HpO(l)I/IJ'I’LT Ha pUCKa u3rijiexaa € CXoacH
IIpu BTOpAaTa U TpeTaTa A03a.

Hannuuwnre JAaHHU ITOKa3BaT, Y€ IIPOTUYIAHCTO HA MUOKAPAUT U NICPUKAPAUT CJICA BAKCUHAIUATA HE CC
pas3jirm4aBa OT TOBAa IpU MUOKAPAUT WU IICPUKAPAUT KATO LAJIO.

MenuIuHCKUTe CIeNHaIuCcTH TpAOBa fa ObaaT OOUTENHHU 3a IPU3HALUTE U CHMITOMUTE Ha
MHOKapIUT U epuKapauT. Bakcunupanure imma tpaoBa qa ObaaT HHCTPYKTHPAHU Aa TOTHPCST
He3a0aBHO MEIMIIMHCKA TIOMOLI, aKO Pa3BHAT CUMIITOMH, IOKa3aTeTHHU 38 MUOKapIUT WIN
NEepUKapauT, KaTo (0CTpa ¥ MPOABIDKUTENHA) 00JIKa B IEPIUTE, 33/4yX WU MaTTUTALUH CIIe]
BaKCHHALIMATA.

MG,Z[I/ILII/IHCKI/ITG CrICnaIiCTH TpSI6Ba Ja HallpaBAT ClIpaBKa ¢ pbKOBOJACTBATA /v CIICHUAJIMCTHUTE
34 JUArHOCTULIMPAHEC U JICUCHUC Ha TOBA 3a00J1IBaHe.

Peakiun CBBP3aHH C TPEBOXKHOCT

PeaKLII/II/I, CBBpP3aHU € TPCBOXKHOCT, BKIIFOUUTCIIHO BA30BaraJlHu pCakinuu (CI/IHKOH), XUIICPBCHTUIIALUA
HJIN TaKrBa, CBBP3aHNU CBC CTPCC, MOIaT [ia CC NOABAT BbB Bpb3Ka C BAKCUHAIUATA KATO IICUXOI'CHCH
OTTrOBOP KbM HHIKCKTHPAHCTO C UIJIA. Baxno ¢ Ja CC B3EMarT NpeaAnasHu MEpKu, 3a 1a CC n30erue
HapaHsBaHC IPpU NPUJIONIABAHC.
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ChIbTCTB aiio 3a00J1BaHE

BaKCI/IHaLII/ISITa TpSI6Ba Aa CC OTJIOXKHU IIpH Jina, CTpagalu OT OCTPO TCIKKO (be6pI/IJ'IHO 3a00J19BaHe
HJIn OCTpa I/IH(l)eKLII/ISL Hanwnuunero Ha meka I/IH(l)eKLlI/ISI W/WIIH JIEKO IMOBUIIICHA TEMIICpATypa HE TpiI6Ba
Ja 3a0aBs BaKCHHaIusTa.

TDOM60LII/ITOHCHI/I$I 1 HAPYIICHUA HAa KPBBOCHCHPBAHETO

Kakro mpu apyru HHTpaMyCKyJIHH HHXKEKIMY, BAKCHHATa TPsOBa Ja ce Mpujiara BAUMATEIHO [IPH
JUIIa Ha aHTUKOAryJjJaHTHa TePanusl WK TaKUBa ¢ TPOMOOLMTONICHHS WIIM HIKAKBO HapyLIEHUE Ha
KPBBOCHCUPBAHETO (HampuMep XxeMoHIINs), Thi KaTo MpU TE3H JMLA MOXKE J1a C€ TIOSBU KbPBEHE HIIH
o0pasyBaHe Ha CHHHHH CJIe]l HHTPaMyCKYJIHOTO MTPUIIOKEHHE.

O0ocTpsiHE Ha CUHPOMA Ha HapylleHa KanwisipHa nponyckausoct (CLS)

CpoOIeHH ca HAKOJIKO ciy4asl Ha 000CTpsiHE Ha CHHAPOMA Ha HapylLIeHa KanwisipHa IpOIyCKIUBOCT
npe3 IbPBUTE AHU cliell BakcHHaAIus cbe Spikevax (opuruHanna). MeAUIMHCKATE CIICHUAINCTH
TpsiOBa 11a ca HasACHO ¢ mpu3HauuTe U cumnromute Ha CLS, 3a 1a pazno3nasT He3a0aBHO U Aa JIEKyBatT
cberosiHueto. [lpu nuna ¢ anamuesa 3a CLS ninanupaneto Ha BakcMHAIMsTa TpsiOBa 1a ce HalpaBH
CBBMECTHO ChC ChOTBETHUTE MEAUIIMHCKN EKCIIEPTH.

HMVHOKOMHDOMGTHD&HH JIM1a

Eduxacnocrra n 6e3onacHoctTa Ha Spikevax bivalent Original/Omicron BA.4-5 He ca onenenu npu
WMYHOKOMIPOMETHPAHH JIUIA, BKIIOUUTEITHO TAKKMBA, KOUTO IOJy4yaBaT UMYHOCYIIPECUBHA TEPaITHSL.
Eduxacnocrra Ha Spikevax bivalent Original/Omicron BA.4-5 moxe na Ob1e mo-HUCKa MTPH
UMYHOKOMIIPOMETHPAHH JIULA.

HDOZ[’LJ'DKI/ITCJ'IHOCT Ha 3amuTara

HpOZ[’LJ'DKI/ITeJ'IHOCTTa Ha OCUrypcHaTra OT BaKCHHATa 3alluTa ¢ HCU3BCCTHA, TBU KaToO TS BCE omIe CC
YCTaHOBsABA OT TCKYIIU KIMHUYHU MIPOYYBAHHA.

OFI)aHI/I‘leHI/IH Ha ed)eKTI/IBHOCTTa Ha BaKCHHAarTa

Kakro mpu Bcrukn BakcuHH, BakcuHanusATa cbe Spikevax bivalent Original/Omicron BA.4-5 moxe na
HE OCHT'YPH 3allMTa Ha BCUUKU PELMIIMEHTH Ha BAKCHHATA.

IToMoIIHM BeIeCTBA ¢ MU3BECTHO AEUCTBUE

Hampuu

Tasu BakcuHa chaAbpKa Mo-Manko oT 1 mmol Hatpwmii (23 mg) Ha no3a 0,5 ml, T.e. MOXxe 12 ce Kaxe,
4e NMPaKTUIECKU HE ChIbpKa HaTpUI.

4.5 BzamMmopeiicTBHe ¢ IPYrH JIeKApCTBeHH NPOAYKTH M APYrH (JOPpMH Ha B3auMojeiicTBHe

He ca MMPOBCIKIAHU ITPOYUBAHHA 3a BBaHMOHCﬁCTBHHTa.

He e npoyuBano cbpipTcTBaIOTO Npriioxkenne Ha Spikevax bivalent Original/Omicron BA.4-5 ¢
JpyTy BaKCHHHU.

4.6 dDepruaurter, )peMEHHOCT U KbPMeHe

BpemenHoct

Bce ome numncear ganHu 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.4-5 o Bpeme Ha
OpEMEHHOCT.
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lonemust 0bem oT naHHM 0bave, MOTyUYeHH OT HaOIIOJCHUETO Ha OpeMEHHH KEeHU, BAKCHHUPAHH ChC
Spikevax (opurrHamHa) O BpeMe Ha BTOPUS M TPETHsI TPUMECTHP, HE TI0Ka3Ba YBEIUYCHUE Ha
cllyyanTe Ha OpEMEHHOCT C HeKeJlaH U3X0[ OT OpeMeHHocTTa. Makap ye JaHHUTE 33 U3XO0. OT
OpeMeHHOCTTa clie]l BAKCHHAIUS, TPOBEICHA M0 BpeMe Ha IIbPBHsI TPUMECTBP IIOHACTOSIIEM ca
OrpaHHueHH, He ce HabIro1aBa MOBHUILEH PUCK OT CIIOHTaHeH abopT. [IpoyyuBanus npH *KUBOTHH HeE
MOKa3BaT MPEKU MM HENPEKH BpeaHU ePeKTH, CBbp3aHl ¢ OpEMEHHOCTTA,
eMOpHOHATHOTO/(PETaTHOTO pa3BUTHE, PAXKIAHETO WU MTOCTHATATHOTO pa3BUTHE (BXK. Touka 5.3).
Tbii KaTO pa3aMKHUTE B MPOAYKTHTE Ca OTPaHUUYCHHU 0 [TOCIEI0BATETHOCTTA Ha IIUIIOBHSI IPOTEUH U
HsMa KIIMHUYHO 3HAYMMU Pa3IMKH B peakToreHHocTTa, Spikevax bivalent Original/ Omicron BA.4-5
MOJKE J1a ce M3MO0JI3Ba [0 BpeMe Ha OpEeMEHHOCT.

Kopmene

Bce ome numncear ganHu 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.4-5 o Bpeme Ha
KbpPMEHE.

He ca ouakBar obaue edexTs Ipr HOBOPOJICHH/KbpMayeTa, Thil KATO CHCTEMHATa €KCIIO3ULUS Ha
BaKCHHATa MPHU KbpPMeELIaTa KeHa ¢ He3HaunTenHa. JJaHHu OT HaOJII0eHUS TIPH JKEHH, KOUTO KbPMSIT
clies1 BakcMHaLus cbe Spikevax (OpuruHaiHa), He MOKa3BaT PUCK OT HeKeNaHHU eeKTH Ipu

HOBOpoAeHW/KbpMayeTa. Spikevax bivalent Original/Omicron BA.4-5 moxe n1a ce mpuiiara B mepuoaa
Ha KbpMEHE.

DepTUnuTer

[Ipoy4Banus npH >KUBOTHH HE MTOKa3BaT MPEKU MM HENPEKH BpeAHU e(peKTH, CBbp3aHH C
PenpoayKTUBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTn BbpXy crioco0HOCTTA 32 mogupaHe n padoTa ¢ MAIINHA

Spikevax bivalent Original/Omicron BA.4-5 He moBIMsABa MM MOBJIUSBA TPEHEOPEKNUMO
crocoOHOCTTA 3a modupane U padota ¢ mammuu. Hskoun ot edekrute, mocodenu B Touka 4.8, morat
BCE MMaK BPEMEHHO /12 TIOBJIHUSAT Ha ClI0cOOHOCTTA 3a modupane iy padota ¢ MalIuHH.

4.8 Hexenanu jJjeKapCTBeHH PeaKIuu

O00011eHNE HA poduIa Ha OE30IIaCHOCT

Bwspacmnu

BezonacHocTTa Ha Spikevax (opurmuHamHa) € OllEHEHA B TEKYIIO PaHIOMHU3UPAHO, TUT1anedo-
KOHTPOJIMPAHO, 3aClICNeHO 3a HabIoaaTeNns KIMHUYHO nmpoyuBaHe Paza 3, nposexnaiio ce B CAILL,
BrrouBaiio 30 351 yyacTHuIM Ha Bb3pacT 18 u moBeye roAMHU, KOUTO Ca MOJIYYWIH ITOHE €IHA 032
ot Spikevax (opurmHamHa) (n=15 185) nmm mamebo (n=15 166) (NCT04470427). [1o Bpeme Ha
BaKCHHAIMATA CPEIHATA BH3PACT Ha MOIMyIanusaTa € 52 roauHu (Iuanas3oH ot 18 o 95);

22 831 (75,2%) ot yuacTHunMTE ca Ha Bb3pacT oT 18 1o 64 ronunu u 7 520 (24,8%) oT yuacTHULIHTE
ca Ha BB3pacT 65 u nopeye roJuHu.

Haif-yecTto choO1aBaHuTE HEKEIAaHU PEakUrH ca 00JIKa Ha MSICTOTO Ha HHXKeKkTupane (92%), ymopa
(70%), rmaBoOomme (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTpucane

(45,4%), ranene/moBpsbinane (23%), akcunapHo nmogaysane/6omne3nenoct (19,8%), mosurena
temmneparypa (15,5%), nogyBane Ha MsacTOTO Ha umxektupane (14,7%) u 3auepssiBane (10%).
Hexenanute peakiuy 0OMKHOBEHO ca JIEKH WM YMEPEHH M0 UHTEH3UTET U OTLIYMSBAT 32 HIKOJIKO
JIHU CIIe]l BAKCHHAIMATA. MaJKo MMo-HHUCKa YeCTOTa Ha ChOUTHS Ha PEaKTOTEHHOCT C€ CBBP3Ba C I10-
HarpeHaia Bb3pacT.

Karo 151710 HAKOM HEXXENaH! Peakliy ce CPelar Mo-4ecTo B MO-MJIaJUTE Bb3PACTOBHU IPYIIH:
YecToTara Ha akCHJIApHO I10lyBaHe/00JIe3HEHOCT, YMOpPa,I1IaBo00INe, MUANITHS, apTPANITHs, BTPUCAHE,
raJeHe/oBpbILAHE U MOBHUILEHA TEMIIEpaTypa € I10-BUCOKa IIPH Xopa Ha Bb3pacT oT 18 1o < 65
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roAWHU OTKOJIKOTO ITPU TC3U HA BB3PaCT 65 TOAWHHU U IIOBCYC. ITo-uecro ce C’I)06H_I3B3T JIOKAJIHHU 1
CUCTCMHH HCKCIIaHU pCaKUU CJICIA 103a 2 OTKOJIKOTO caena go3a 1.

FOnowu na évspacm om 12 0o 17 2oounu

Jannu 3a 6e3zomacHocT Ha Spikevax (OpUrHHaNHa) IPU IOHOLIX ca ChbOpaHHU B TEKYIIO
PaHIOMHU3UPAHO, IIIAe00-KOHTPOIUPAHO, 3aciIeneHo 3a HaboAaTeNsl KIIMHUYHO poyuBaHe ¢asa 2/3
C HAKOJIKO 4acTH, nposexaamio ce B CAILL. IIspBara gacT Ha npoy4BaHeTO BKJItOUBA 3 726 y4acTHULIH
Ha BB3pacT oT 12 1o 17 roguHu, KOUTO ca MOIyYHIId OHE efHa 1o3a Spikevax (opuruHanza)

(n=2 486) nnu mnauebo (n=1 240) (NCT04649151). lemorpadckute XapaKTEpUCTHKH ca CXOJHH
MEXIY YJacTHULUTE, KOUTO ca MoNy4ymi Spikevax (OpUrHHaIHA), U TE3H, KOUTO ca MOy IHIH
miane6o.

Haii-uectrure HeXxenaHu peakiiuy MPH FOHOIIH HA BB3pacT oT 12 1o 17 rogunaun ca 605ka Ha MSICTOTO
Ha umkektupane (97%), rmaBodomme (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
akcujiapHo noxgyBaHe/6onesHenoct (35%), aprpanrus (35% ), ranene/mopbiuane (29%), momyBane
Ha MSICTOTO Ha WHXKekTupane (28%), eputemM Ha MACTOTO Ha MHXKeKTHpane (26%) 1 moBHIIeHA
temmneparypa (14%).

ToBa npoy4BaHe IpeMHUHA KbM OTKPHUTO MpOy4YBaHe BB ¢aza 2/3, B koeto 1 346 yyacTHUIM Ha
BB3pacT oT 12 mo 17 rogunu nomyunxa 6yctep mo3a Spikevax Hali-malko 5 Mecena ciej BTopara 103a
OT ITbpBHUYHATa cepus. He ca ycTaHOBeHH JOMBIHUTEHN HEXKENaH! PEaKIIUY B OTKPUTATa 9acT Ha
MIPOYYBAHETO.

Heya na év3pacm om 6 200unu do 11 2o0unu

Jannu 3a 6e3omacHoCT Ha Spikevax (OpuUrMHAIIHA) IPH Jiella ca ChOpaH! B TEKYIIO PaHIOMHU3UPAHO,
3acierneHo 3a HaOmronaTens, KIIMHIYHO poy4uBaHe ¢a3a 2/3 B n1Be yactH, mposexaaio ce B CAILl u
Kanama (NCT04796896). Uact 1 e otkpuTa (pa3a Ha mpoydBaHeTo 3a 6€30IaCHOCT, U300p Ha /1032 U
MMYHOT'€HHOCT U € BKItouBaia 380 yyacTHUIM Ha Bb3pacT OT 6 ronuHu Ao 11 roguHu, KouTo ca
nosryanim moHe 1 mo3a (0,25 ml) Spikevax (opurunanmza). Yact 2 e miamne6o-koHTponupanaTa (asa 3a
6e3omacHocT 1 e BiimouBaia 4 016 ygacTHUIIN HA BB3pacT oT 6 romuHu 10 11 roauHn, KOUTO ca
nosryanim rmoHe exana no3a (0,25 ml) Spikevax (opurunranaa) (n=3 012) unm miamebo (n=1 004).
VYyactaumm ot Yacr 1 He ca yyactBanmu B HacT 2. Jlemorpadckute XapakTepUCTHKH Ca CXOIHH MIPH
YY9acTHUIIUTE, KOUTO ca Moydmin Spikevax (opuruHamHa), ¥ T€3H, KOUTO ca MOyYHiIH T1aneoo.

Haii-uectrte HeXXeTaHu peakIiy MPH YIACTHUIIM HA BB3PAcT OT 6 roawau 10 11 ronnnu criex
MIPUJIOKEHUE Ha ITbPBUYHATA CepHs Ha BakcHHANM (B 9acT 2) ca 00Jika Ha MACTOTO Ha HHDKCKTHpaHe
(98,4%), ymopa (73,1%), rmaBobomue (62,1%), muanrus (35,3%), Brpucane (34,6%),
razeHe/mospainane (29,3%), akcunapHo noxyBane/6onezneHocT (27,0%), moBuIIeHa TeMIeparypa

(25,7%), eputem Ha MiCTOTO Ha WHXeKkTHpaHe (24,0%), MogyBaHe Ha MACTOTO Ha WH)KEKTHPaHe
(22,3%) u aprpanrus (21,3%).

[IpoTokombT HA MPOYUYBAHETO € U3MEHEH, 3a JIa BKIIIOYBA OTKpUTaTa (aza ¢ Oycrep 103a, KOSTO
BKiIOYBa 1 294 ygacTHUIN Ha BB3pacT oT 6 1o 11 roauHu, KOUTO ca Moyqrii Oycrep mo3a Spikevax
MoHe 6 Mecella ciiejl BTopaTa J03a OT I'bpBUYHATA cepusi. He ca ycTaHOBEHU JAOMBIHUTETHHA
HE)KEJTaHU PeaKliy B OTKPUTATA YacT Ha MPOYUYBAHETO.

Jleya na év3pacm om 6 meceya 00 5 200uHu

Enno Tekymio panaoMu3upano, Iiarnedo-KOHTPOINPaHo, 3aciieneHo 3a HabmoaaTens npoyyBane dasza
2/3 3a orieHKa Ha 0€30MAaCHOCTTA, TOHOCUMOCTTA, PEaKTOTEHHOCTTa U euKacHOCTTa Ha Spikevax
(opurnnanHa) ce mpoBexaa B Crennnennte maru U Kanana. ToBa mpoyusane Bkimtoua 10 390
YYaCTHHIIN Ha BB3pacT oT 6 mecerna A0 11 roguHu, KOUTO ca MOTyYMIN Hai-MajIKo €IHa 1032
Spikevax (n=7 798) unu miane6o (n=2 592).
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B npoyuBanero ca BKIIOYEHH Aelia OT 3 BB3pacTOBU I'Pynu: OT 6 roauHu A0 11 ronuuu, ot 2 roauHu
10 5 roguHu U OT 6 Mecela 1o 23 Mecena. B ToBa neauaTpudHo mpoydBaHe ca BKiIroueHu 6 388
YYacTHHIIM Ha BB3pacT OT 6 Mecera 10 5 ToIMHU, KOUTO ca MOJIyYHIN Hal-Mallko eHa j103a Spikevax
(opurunanna) (n=4 791) wnu mnaunedo (n=1 597). lemorpadckure XapakTepUCTUKU ca CXOAHU MPH
YYaCTHUIIUTE, KOUTO ca momy4ymin Spikevax (opuruHamHa), ¥ Te3H, KOUTO ca MONyYriIH Mianeoo.

B ToBa KIIMHUYHO TIpOyYBaHE HEXETAHUTE PEAKIVH MTPY YYACTHHUIIMTE Ha BB3pacT OT 6 mecena 1o 23
Mecella cie]l Ipularaie Ha bpBUYHATA Cepus ca pasapasHuTenHocT/iad (81,5%), Oonka Ha
MSICTOTO Ha MHXekTupaHe (56,2%), 6escraue (51,1%), 3aryda Ha aretut (45,7%), moBUIICHA
temneparypa (21,8%), mogyBaHe Ha MACTOTO Ha uHxkekTupane (18,4%), epureM Ha MSICTOTO Ha
nmxekrupane (17,9%) u akcunapao noaysane/6oseznenoct (12,2%).

Hesxenanute peakiuu mpy yyacTHULMTE Ha Bb3pacT oT 24 1o 36 Mecena ciel npujiarade Ha
I'bpBUYHATA cepHsl ca 00JIKa Ha MSCTOTO Ha HHXekTupaHne (76,8%), pazapazautennoct/miay (71,0%),
oeszcpuue (49,7%), 3aryba Ha anetut (42,4%), moBuieHa Temneparypa (26,1%), eputem Ha MACTOTO
Ha umkektupane (17,9%), momgyBaHe Ha MACTOTO Ha mHXKekTupane (15,7%) n akcumapHo
noxyBaHe/6one3nenoct (11,5%).

HesxenanuTte peakmuu Ipyu yYacTHUIINTE Ha BB3PacT OT 37 Mecella 10 5 ToOWHU CIie/ puiaraie Ha
'bpBUYHATA Cepus ca O0JIKa Ha MSCTOTO Ha HHXekTupaHne (83,8%), ymopa (61,9%), rnaBobonue
(22,9%), muanrus (22,1%), nopuieHa temmneparypa (20,9%), Brpucane (16,8%), ragene/moBpoiane
(15,2%), akcunapuo noxyBane/6oneznenoct (14,3%), aprpanrus (12,8%), eputeM Ha MACTOTO Ha
nHxekTupane (9,5%) u momyBaHe Ha MACTOTO Ha HHXKeKkTHpaHe (8,2%).

TabnauyeH CIMCHK HA HEXKETAHUTE PCAKIINN

[IpodmrbT Ha Ge30macHOCT, MPEACTABEH MO-I01Y, CE OCHOBaBa Ha JaHHUTE, TCHEPHPAHU B HSIKOJIKO
1a1e60-KOHTPOIMPaHN KIMHUYHH MIPOYUYBAHUS MIPH:
- 30 351 Bp3pacTau > 18 roauHu
- 3726 roHomm Ha BB3pact oT 12 no 17 roaunn
4 002 gena Ha BB3pacT oT 6 1o 11 roguHu
6 388 nmena Ha BB3pacT OT 6 Mecena A0 5 roJIMHU
- U1 10 BpeMe Ha MOCTMapKETHHTOBUS OIUT.

C’LO6H_[CHI/ITC HCXKCJIaHU PCAKIIUU Ca I/136p06HI/I criopen cji€aHaTa KOHBCHIUSA 3a YECTOTA:

Mmsoro uectu (=1/10)

Yecru (= 1/100 no < 1/10)

Heuecru (> 1/1000 mo <1/100)

Penxu (> 1/10 000 mo <1/1000)

Mmoro penku (<1/10 000)

C HeusBecTHA YecToTa (OT HATMYHUTE JaHHU HEe MOXe Jia Ob/ie HalpaBeHa OIeHKa)

B pamkuTe Ha BCAKO TpyIUpaHe M0 YeCTOTa HEKEIAaHUTE PEaKIIUU ca MPEACTAaBEHN B HU3XOIAI] Pejl
0 OTHOIIIeHHe Ha cepro3HocTTa (Tabnumna 2).

Tabnuna 2: Hesxkeranu peaknuy oT KINHMYHHE NIPOY4YBaHus HAa Spikevax (OpuMrMHATHA) M OT
NMOCTMAPKETHHIOBMS ONUT NPH JULA HA 6 1 NoBeye Mecela
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CuHcTreMo-opraHeH KJac 1o
MedDRA

YecToTa

Hexenana(u) peakuusi(u)

Hapymennst Ha kppBTa®m  [MHoOro yectn Jlumdanenonarus™®
IMM@HAaTa cucTeMa

Hapymenns Ha uMmyHHaTta |C HEM3BECTHA YECTOTA AHa(uIAKCHS
crucTeMa CBpPBXUyBCTBUTEIHOCT

Hapymenns Ha
MeTa00JIM3Ma H XPaHEHeTO

MHoOro uect

Hawmaien anetuty

[lcuxn4yHM HApYIIeHU s

MHoOro uect

PaznpazaurenHoct/miayt

Hapymennss Ha HepBHaTta |MHoro yectu ["maBoGonme
cucreMa bescrauet
Heuectn 3amMasHOCT
Penxu Octpa nepugepHa IuieBa
napanuzaj
Xunoecre3us
[TapecTe3us
ChbpaeyHn HapyIIeHH s MHoro penku MuokapauT
[lepukapaut
CTOMAIIHO-YPEeBHH MHoro yectu ["aneHe/moBpbIIaHe
HApYIICHUS
Uectn [uapus
Heuectn bonka B kopema§
Hapymienns Ha koxxatam  [Yectn O6pus
MOIKOKHATA ThKAaH
Heuectn Yprukapusq

C HeHn3BeCcTHA YeCTOTa

Eputema myntugopme

Hapymenns Ha
MYCKYJIHO-CKeJIeTHATA
cHCTeMa U ChbeANHUTeJIHATA
ThKaH

MHoOro uect

Muanrus
ApTpanrus

Hapymenns Ha
Bb3MPON3BOANTEIHATA
cHCTeMa U I'bpaaTa

C HeHn3BeCcTHA YeCTOTa

TeKKO MEHCTPYaTHO KbpBEHEH

OO0mm HapyImeHus U
e(pekTH HA MSACTOTO HA
NpUJI0KEHH e

MHoOro uect

bonka Ha MACTOTO Ha MH)KEKTHpaHE
YMopa

Brpucane

[Mupexcus

[lomyBaHe Ha MACTOTO Ha
MHXEKTHPaHE

EputeM Ha MACTOTO Ha
MHXEKTHpPaHE

Uectu

ypTI/IKapI/IH Ha MACTOTO Ha
MHXXCKTUPAHC

O6pI/IB Ha MACTOTO Ha MHXCKTUPAHC
PeaKL{I/IH Ha MsACTOTO Ha
MHXXCKTUPAHC OT 3a0aBCH TUIT

Heuectu

[Ipyputyc Ha MACTOTO Ha
MHXCKTHPaHE

Penxu

[TogyBane Ha TUIETOY

C HeHn3BeCcTHA YeCTOTa

O6H.II/IpeH OTOK Ha BaKCUHHUPAHUA

KpallHUK
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*JInmpaneHomaTws € Omila ycTaHOBEHA KaTo akCHiIapHa JIMM(paJIeHONaTHsI OT ChIIlaTa CTPaHa Ha MSCTOTO HA MHXKEKTHPAHE.
B msixom cimywau ca 3acerHaTH U ApYTH IMM(HU BB3IH (HATIp. IIHHHN, HAAKITIOYNIHH).

+ HaGmomaBanu npy e uaTpryHATa IIOIMYIIAIs (Ha Bb3pacT OT 6 Mecerna 10 5 TOIUH).

1B pamkunTe Ha Ieproza Ha MPOCIeAsIBaHe Ha OE30IIaCHOCTTA ce ChOOIaBa 3a OCTpa NepudepHa JIHIEBa apann3a pu
TpHUMa yJaCcTHHUIM B TpynaTa Ha Spikevax (OpurHHaNHA) ¥ IIPU €AMH yYaCTHUK B Tpymara Ha miarebo. [lossara mpu
YYaCTHHIIUTE B TpyIaTa Ha BAKCHHATA HACTHIIBA citex 22, 28 1 32 iHY ciex BaKCHHAILATA C /103a 2 .

§ Bonka B kopema e HaOmoaBaHa B IeJUATPHYIHATA ITOIMyTaIs (Ha Bb3pacT oT 6 1o 11 rogunm): 0,2% B rpynara Ha
Spikevax (opurunanua) u 0% B Tpynara Ha miane6o.

4| HaGimomaBanu ca ciiy49ay Ha ypTHKApHs ¢ OCTPO HAJasIo (B paMKUTE HA HAKOJIKO JTHU CJIEJ BAKCHHALIITA) HIIH ChC
3a0aBeHO HaJajo (IO OKOJIO ABE CEIMMITH CJIC]] BAKCHHALUATA).

#IloBedeTo ciryyan M3IIICKIA HE Ca CEPHO3HU U €A C BpEMEHEH XapakTep.

AMenaHaTa Ha BpeMeETO JI0 TosiBa € 9 THU clie]] IbpBarta HHXeKLus u 11 qHU ciieq BropaTa HHKEKIMs. Menuanara Ha
MIPOIBIDKUTEITHOCTTA € 4 HU CIIe]] TbPBaTa MHXKEKIHS U 4 THU CIIe]] BTOPAaTa MHKEKIHS.

¥lIma Be cepHO3HM HeXeNlaH! CHOUTHS Ha NOAyBaHE Ha JIMLETO NPH PELUITHECHTH Ha BaKCHHATA C aHAMHE3a 3a
HIDKeKTUpaHe Ha fepManau Gmrspu. [losBata Ha nomyBaHeTo € cho0mmeHa croTBeTHO B Jlen 1 u Jlen 3 ot nens Ha
BaKCHHAIUATA.

Peakrorennocrra u npoduirsT Ha O6e3omacHOCT npu 343 yyacTHHLM, momydaBaum Spikevax
(opurnHaiiHa), KOUTO ca Oumm ceporo3utuBHU 3a SARS-CoV-2 Ha U3X0/IHO HUBO, € CHIIOCTABUMA C
Ta3M Ha y4yacTHHUIHU, cepoHeratuBHU 3a SARS-CoV-2 Ha U3X0HO HUBO.

Bwspacmuu (6ycmep 0osza)

BeszomacHocTTa, peakToreHHOCTTa 1 IMyHOTE@HHOCTTa Ha OycTrep mo3a Spikevax (opurunaina) ca
OLIEHEHH B €IHO TeKyIlo (a3a 2, paHAOMU3HUPAHO, 3aclIeTIeHO 3a Habronarens, miamneoo-
KOHTPOJIMPaHO, MPOYYBaHE 3a MOTBBPXKAAaBaHE Ha J103aTa P yYacTHULM Ha Bb3pacT 18 roanHu u
noseye (NCT04405076). B Toa npoyusane 198 yuactauum ca momyuwiu ase a103u (0,5 ml,

100 mukporpama npe3 1 Mecelr) OT mbpBUYHATA CepuUsl HA BakCHHALUs cbe Spikevax (opurunanna). B
OTKpHTa (ha3za Ha TOBa MpoyuyBaHe 167 OT Te3r yyacTHHULIM Ca MOJIYYWIM eIMHIYHA OycTep 103

(0,25 ml, 50 Mmukporpama) Hali-MajaKo 6 Mecela ciel mojydaBaHe Ha BTOpara J103a OT IIbpBUYHATA
cepusl Ha BakcHHAMs. ThpceHusT mpodui Ha HeXeNaHu peakuu 3a oycrep goszara (0,25 ml,

50 mukporpama) e 6ui1 mogo0eH Ha TO3M cje BTopaTa 103a B IIbPBUYHATA CEpUs HA BAKCHHALHSL.

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

Be3zomacHocTTa, peakToreHHOCTTa 1 IMyHOTE@HHOCTTA Ha Oycrep go3a Spikevax bivalent
Original/Omicron BA.1 ce oueHsBaT B IpoBEXAaIlo ce B MOMEHTa OTKPUTO NpoyuBaHe ¢asza 2/3 npu
Y4acTHUIM Ha Bh3pacT 18 u moBeue roguan (MRNA-1273-P205). B ToBa npoyuBane 437 y4acTHUIH
ca nonyumi 50 mukporpama Oycrep no3a Spikevax bivalent Original/Omicron BA.1, a

377 yyactHuuu ca noinyunin 50 mukporpama Oycrep no3a Spikevax (opuruHasiHa).

Spikevax bivalent Original/Omicron BA.1 uma mpodwr Ha peakToreHHOCT, T000eH Ha TO3W Ha
Spikevax (opuruHamHa) OycTep, mpuiIarad Karo BTopa Oycrep f03a. UecToTaTa Ha HEXKETAaHUTE
peakmuu ciex uMyHn3anus cbe Spikevax bivalent Original/Omicron BA.1 cbimo e momo0OHa witu mo-
HHCKa B CpaBHEHHWE C Ta3u Npu bpBata Oycrep mo3a Spikevax (opurnHanna) (50 Mukporpama) u
CpaBHHMa C BTOpara /J03a OT IIbpBUYHATa cepus cbe Spikevax (opurunamza) (100 mukporpama). He
ca yCTaHOBEHH HOBH CHUTHAJIM BbB BPb3Ka C 0€30M1aCHOCTTA.

Onncanne Ha N30paHU HEXEIAHN PEAKIINHT

Muoxapoum
[ToBUIIEHUSAT PUCK OT MUOKAPUT CJeNl BaKCHHAIMS Che Spikevax (OpUrnHaIHA) € Hall-BUCOK IIPH
FOHOIIIY U MO-MIIaJH MBXe (BXK. Touka 4.4).

[Be rongemu papMakoenuIeMHOIIOTHYHH IPOYYBaHU, MPOBeAeHU B EBpona, olieHsBaT mo-BUCOKHUS
PHCK OT MHOKapIUT IIPH IOHOIIN M ITO-MJIaJM MBKe ciiel] BTopaTa Ao3a Spikevax (opurunanna). Eano
Mpoy4BaHe M0Ka3Ba, ue 3a NepuoJ OT 7 JHH ClIed BTopara j103a uma okoio 1,316 (95% CI 1,299 —
1,333) nomenuuTenHu cirydas Ha Mmuokapaut Ha 10 000 mpu 12 1o 29-roqyiHu I0HOIIHN U MBXKE, B
cpaBHeHHE ¢ xopa 0e3 ekcno3uuus. B apyro npoyusane 3a nepuos oT 28 AHU ciel BTOpaTa 103a ca
HabmonaBanu 1,88 (95% CI 0,956 — 2,804) nonbinauTenHu cinydas Ha Muokapaut Ha 10 000 mpu 16
110 24-TOJUIIHY IOHOIIHN U MBXE, B CPaBHEHHE C Xopa 0e3 eKCIO3UIHSI.
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C’B06H_I3B3He Ha 1003 paH HCXCIIaHU PCAKIINNA

Cpo0maBaneTo Ha MOIO3UPAHU HEXENIaHU PEaKIUH CIe/l pa3pelaBaHe 3a ynorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakHO. ToBa 1o3BojIsiBa Ja MPOABIDKH HAaOMIOAEHUETO Ha ChOTHOIIEHUETO MOJ3a/pUCK 32
JeKapcTBEeHUs MPOAYKT. OT MEAUIMHCKUTE CIEHUATMCTH Ce U3UCKBA JIa ChOOIIaBaT BCsKa
MOJI03MpaHa HeXxellaHa Peaksl ype3 HalMOHaIHa CUCTEMa 3a ChoOIaBaHe, I0COYeHa B
[punoxxenue V u fa BKIOYAT NapTHIEH HOMED, aKO € HAJTMYEH.

4.9 IIpeno3upane

B ciydaii Ha npeno3upane ce npenopbyuBa MPOoCiIeAsBaHe HA )KU3HEHUTE QYHKIUH U BB3MOXKHO
CUMIITOMaTHYHO JIEUCHHE.

5. OAPMAKOJIOTHUYHU CBOUCTBA

5.1 ®apmakoguHAMHYHM CBOMiCcTBa

®dapmakoTepaneBTHUHA TpyIa: BaKCHHH, Apyru BupycHu BakcuHH, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Spikevax (emazomepan) u Spikevax bivalent Original/Omicron BA.4-5 (enazomepan/umenasomepan)
ceabpkaT MPHK, Brmrouena B munuanu Hanodactunn. ”PHK koaupa neiaHoBeprykeH MINNOB
npoterH Ha SARS-CoV-2, Monuduuupas ¢ 2 mpoJIMHOBY 3aMECTBaHUA B 00JacTTa HA XENTaAHOTO
nosropenue | (S-2P) 3a crabunmsupane Ha MKUNOBUS NPOTEHH B Ipedy3noHHA KoHpopMmanus. Cren
WHTPaMYCKYJIHa MHXKEKIHSI KICTKUTE Ha MSCTOTO Ha MHXECKTUPAHE U JPSHUPALIUTE JIUM(PHH Bb3JIN
nmoeMar JUMUAHNTE HAHOYACTHLH, KaTo edekTrBHO nocTaBiT UPHK cekBeHIMsATa B KIIETKHUTE 32
TpaHcanus BB BUpyceH npotenH. Jocraenata nuPHK He HaBnmu3a B KIETHYHOTO PO U HE
B3alMOJIEHCTBA C TEHOMA, HE C€ PEIUIMKUPA U C€ EKCIPECUPA BPEMEHHO OCHOBHO B ACHJPUTHH KJIETKU
u Makpodaru B cyOKarcyjgapHuTe cuHycu. Excipecupanusr, cBbp3aH ¢ MeMOpaHaTa MIMIOB IPOTENH
Ha SARS-CoV-2 ce pa3sno3HaBa ciell TOBa OT UMYHHUTE KJIETKH KaTo Yy»J aHTUreH. ToBa
Mpeau3BUKBa KakTo T-KineTbyeH, Taka U B-kineTbueH oTroBop ¢ o0pasyBaHe Ha HEyTpaTU3UpaIin
aHTUTENA, KOETO MOXeE Ja JonpuHece 3a 3amuraTa cpeury COVID-19. Hykneo3uaHo
momuduunpanata ”PHK B Spikevax bivalent Original/Omicron BA.4-5 (enazomepan/maBezomepan) e
BJIIOYEHA B JIMITUAHU YaCTUIH, KOETO Ch3/1aBa BB3MOXKHOCT 3a JOCTaBSIHE Ha HYKJICO3UIHO
momuduuupana nPHK B kietkute rocronprueMHuka, 3a Aa NpeAn3BHKa eKCIpecHs Ha aHTUIeHa Ha
SARS-CoV-2 S. Bakcunara npeIu3BUKBa HIMyHEH OTTOBOP KbM S aHTUI€Ha, KOMTO 3alUTaBa OT
COVID-19.

Knunnyna edukacHoCT

Umynoeennocm npu evspacmuu — cied 6ycmep 0osa Spikevax bivalent Original/Omicron BA.1

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

Be3zomacHocTTa, peakToreHHOCTTa 1 IMyHOTEHHOCTTa Ha OycTtep no3a Spikevax bivalent
Original/Omicron BA.1 ce oueHsBaT B IpoBeXAallo ce B MOMEHTa OTKPUTO MpoyuBaHe ¢aza 2/3 npu
y4acTHUIM Ha Bh3pacT 18 u moBeue roguan (MRNA-1273-P205). B ToBa npoyuBane 437 yyacTHUIH
ca nmomyuyunn 50 mukporpama Oyctep no3a Spikevax bivalent Original/Omicron BA.1, a

377 yyactHunu ca nonyunin 50 mukporpama Oyctep no3a Spikevax (opuruHaiHa).

[Ipoyusane P205 Yact G oueHnsiBa 0€30M1aCHOCTTa, PEaKTOTEHHOCTTa U UMYHOTeHHOCTTa Ha Spikevax
bivalent Original/Omicron BA.1, koraro ce mpuiara kato Bropa OycTep 103a pU Bb3PACTHU, KOUTO
npeay ToBa ca nomyunin 2 no3u Spikevax (opurnnansa) (100 Mukporpama) Kato Kypc Ha IbpBHYHA
BakcuHauus u Oyctep no3a Spikevax opurnnanna (50 Mmukporpama) Haii-Maiko 3 Mecena npenu
BkimouBaHeTo. B P205 Yacrt F yyactHununTe B npoyuBanero ca noxyumin Spikevax bivalent
Original/Omicron BA.1 (25 mukporpama/25 Mukporpama) kato Bropa OycTep 103a, a rpymnara or Yact
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G ciayxu KaTo Tpyla ¢ KOMIIapaTop B PaMKUTE Ha IPOYYBAHETO, KOATO € MPEIXOAHA 110 OTHOILICHHE
Ha rpymara, noinyd4asamia Spikevax bivalent Original/Omicron BA.1.

B ToBa npoyuBaHe MbPBUYHUAT aHAIN3 32 IMyHOT€HHOCT CE OCHOBaBa Ha IpyIia 3a IbPBUYCH aHAIN3
32 UMYHOTEHHOCT, KOSITO BKJIIOYBA YYacTHUIM Oe3 naHHU 3a uH(pekust cbec SARS-CoV-2 Ha
U3XOJHOTO HUBO (peau Oycrep A03a). [Ipu mbpBUYHMS aHATU3 U3YUCICHUAT IPH IbPBOHAYATHATA
orieHka cpeneH reomerpudeH THTHP (GMT) Ha HeyTpanusupamu antutena Ha SARS-CoV-2 u
crotBercTBail 95% CI e crorBeTHO 6 422,3 (5 990,1, 6 885,7) u 5 286,6 (4 887,1, 5 718,9) 28 nau
cien Oycrep no3u Ha Spikevax bivalent Original/Omicron BA.1 u Spikevax (opurunanua). To3u
GMT npeacraBnsiBa CbOTHOLICHHETO MEXIy OTroBopa Ha Spikevax bivalent Original/Omicron BA.1
cupsimo Spikevax (opuruHanna) cpemry poxoBus mam SARS CoV-2 (D614G). GMR (97,5% CI) e
1,22 (1,08, 1,37), kaTto oTroBaps Ha MpeaBapUTEIHO 3aJalcHUS KPUTEPH 3a HeMH(PEPHOPHOCT (I0THA
rpanuna 97,5% CI >0,67).

Wzuncnennte GMT B meH 29 Ha HeyTpanu3upammre anturena cpemty Omicron, BA.1 ca 2 479,9
(2264,5;2715,8) m 1 421,2 (1 283,0; 1 574,4) croTBeTHO B rpymnara Ha Spikevax bivalent
Original/Omicron BA.1 u rpynarta ¢ Oycrep no3a Spikevax (opurunanna), a GMR (97,5% CI) e 1,75
(1,49; 2,04), koeTo oTroBaps Ha MPEABAPUTEITHO OMPENEICHUS KPUTEPUH 3a CyNIepUOPHOCT (JI0ITHA
rpanuna va CI >1).

Knunuuna eghuxacnocm npu evspacmmuu

[IpoyuBaneTo mpu BB3pacTHU € PaHIOMH3HPAHO, IIaLe00-KOHTPOJIIMPAHO, 3aCIIEIICHO 3a
HaOmoaarens KIMHNYHO npoyuBaHe ¢aza 3 (NCT04470427), koeTo H3KITF0YBa
HMMYHOKOMIIPOMETHPAHHU JIMLA WM TAKKBA, IOIYy4aBAIN HUMyHOCYIIPECOPH B PAMKUTE Ha ITOCTIETHUTE
6 Mecera, KakTo U OpeMEeHHH WJIM TaKUBa C U3BECTHA aHaMHe3a 3a nHpekius cbc SARS-CoV-2.
Yuactautm cbe ctabmmao HIV-3abonsBane He ca uskmodern. [I[poTHBOrpHITHY BAKCHHY € MOJKEINO /1a
ce mpwtarar 14 gau npeau wiu 14 mHU ciex KosATo U aa € no3a oT Spikevax (opurnHanza). Ot
YYaCTHULUTE CHIIO TaKa CE € M3UCKBAJIO Ja MMa Hali-MaJKO MHTEPBaJ OT 3 Mecella OT MpHularaHe Ha
KPBBHH IPOIYKTH/TUIa3Ma UM UMYHOIJIOOYJIMHH 0 BKJIIOYBAHETO B IIPOYYBAHETO, 3a [a [10JIy4ar
mare6o nmm Spikevax (opurnHaIIHA).

[Ipocnenernn ca o6mmo 30 351 ygactHuim ¢ meauana 92 gau (muanasoH: 1-122) 3a pazButueTo Ha
6osiecrra COVID-19.

[Nomynanwusita 3a IbPBUYEH aHANN3 Ha ehUKAacCHOCTTa (HapuiaHa ,,[IOMyJIanus Mo MPOTOKOI™ MITH
,»PPS®), BmrouBa 28 207 ydacTHHLIM, KOUTO ca noydnnn ik Spikevax (opurunanna) (n=14 134),
i wianebo (n=14 073) u umaT oTpHuuateneH craryc 3a Haanuue Ha SARS-CoV-2 Ha H3X0HO HUBO.
PPS nonynanusra Ha npoyuBanero BkitouBa 47,4% xenu, 52,6% mbxke, 79,5% Oenn, 9,7%
appoamepukaniu, 4,6% azuaruu u 6,2% apyru. 19,7% oT yuacTHUIIMTE ca C UCHAHCKU HIIH
JTATUHOAMEPUKAHCKU MPpOou3xo/. MeanaHara Ha Bb3pacTTa Ha yYacTHULNTE € 53 rouHU

(mnamazon 18-94). Jlomycka ce quana3oH Ha npujlarane Ha BTopara j103a (IUlaHupaHa 3a JieH 29) oT —
7 mo +14 nuu 3a BitouBaHe B PPS. 98% oT penunuenTuTe Ha BakcHHATa, MOJIYYHIIM BTOpaTa 1032
25 no 35 nuu criex no3a 1 (ot -3 mo +7 1HU OT MHTEpBaNia OT 28 JHU).

Cayuante Ha COVID-19 ca noTBbpAeHH upe3 NOJIMMEpa3Ha BepHKHA peakuus ¢ odpaTrHa
tpanckpuntasza (RT PCR) u ot ximHnyHa apOutpaskHa komucusi. EdukacHocTTa Ha BakcrHaTa 0010
1 TI0 OCHOBHH BB3PacTOBU I'PYIH € IpeAcTaBeHa B Tabnuua 3.

TaﬁJII/IIIa 3: AHaJIH3 Ha ¢PpUKACHOCTTA HA BAKCHHATA: ITOTBD) Z[eH CO ~ ID'I 9# HE€3aBUCHUMO OT
9
TexXKeCcTTa, C HAYAJI0 14 OHU cJIeq 2paTa ao3a — IIOIIyJIaIII/IH 1o HpOTOKOJI

Spikevax (opurunnanna) IInanedo
Bn3pacroBa Yecrora Yecrora o
rpyna Yuactan|Cayqan na|Ha COVID-19| Yyactauuu | Coxyuan na | Ha COVID-19 %o
(roxum) |~y |COVID-19| 1a 1000 N | COVID-19| ma1000 |Eduractocr
N n YOBEKOTOUHH] n yoBekoroguuu|Hd BAKCHHATA
(95% CI)*
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061110 14134 11 3,328 14 073 185 56,510 94,1
>18) (89,3, 96,8)**
18 10 <65 | 10551 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 10 <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: cumnromartraen COVID-19, usuckpant nonoxurened pesynrar ot RT-PCR u

Hall-MaJKo 2 CUCTEMHH cuMnToMa uiH 1 pecniuparopen cumnrom. Cinyyau, 3anousaiu 14 quu cien 2P* nosa.
*EduxacHocT Ha BakcuHaTa 1 95% noseputeneH natepsai (Cl) ot crparndunmpanus moaen Ha Cox 3a
MPONOPLIMOHATHOCT HA PUCKA

** CI He e xopurupan 3a MHOXXeCTBEHOCT. KopHurupaHnu 3a MHOKECTBEHOCT CTATHCTHYECKH aHAJIN3HU Ca IIPaBEHH
B MEXIMHCH aHaJN3 Ha o-Manko ciydan Ha COVID-19, xouTo He ca ChOOIICHA TYK.

Cpen Bcuuku yuactHuim B PPS e ca cpobmenu cnyyan Ha Texxbk COVID-19 B rpynara Ha BakcHHA
B cpaBHerue ¢ 30 ot 185 (16%) cimyyas, cro0meHn B Tpymnara Ha miane6o. Ot 30-Te y4acTHUIM ¢
TEXKO 3a00JsBane, 9 ca XOCIHUTANU3UPaHH, 2-Ma OT TAX ca MPUETH B MHTEH3UBHO oTAeneHue. [lo-
rojsiMara 9acT OT OCTAaHAJINTE TEKKH CIIy4an ca U3IIBIHWIN CaMO KPUTEPHsI KHCIOPOIHA caTyparus
(Sp0O2) 3a Texko 3a0omsBane (< 93% npu craiiHa Temneparypa).

Eduxacnocrra Ha Spikevax (opurunanna) na npennassa or COVID-19, He3aBuCHMO OT IIpeAnIIIHA
nHopekmsa cbe SARS-CoV-2 (ycraHOBeHa cepoJIOrHYHO Ha U3XOAHO HUBO M M3CJIEBaHE Ha
HazodapuHreanHa npoda ¢ TammoH) ot 14 mau cnen Joza 2 e 93,6% (95% noepureneH uHTepBa,
88,6; 96,5%).

B nombnHeHue, aHaIM3M Ha MOATPYIIUTE HA IbPBUYHATA KpaliHa TOYKa 32 e(pUKAaCHOCT MOKa3Bat
CXOJ/IHA OLICHKA 33 EPUKACHOCT I10 I10JI, ETHUYECKH I'PYIU U YYACTHUIN ChC CHIIBTCTBAILU
3a00NABaHus, CBBP3aHU C BUCOK pUCK OT Texbk COVID-19.
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Umynoeennocm npu evspacmuu — cied oycmep oosza (0,25 ml, 50 muxpoepama)

BeszomacHocTTa, peakToreHHOCTTa 1 IMyHOTEHHOCTTA Ha eqHa OycTep no3a Spikevax (opuruHaina) ca
OLIGHEHH B TEKYILO PaHIOMHU3UPAHO, 3aCIeNeHO 3a HabIoAaTeNs, mIaned0-KOHTPOIMPAHO POyUBaHe
¢aza 2 3a mOTBBpKAAaBaHE HA 103aTa NpH y4acTHUIM Ha 18 u moBeue rogunu (NCT04405076). B ToBa
npoyuBane 198 yyactHunm ca nomyumnu ase A03u (0,5 ml, 100 mukporpama mpe3 uHTEpBai oT 1
Mecel) OT BakcuHarta Spikevax (opuruHaiHa) KaTo mbpBUYHA cepusl. B oTkpurara ¢aza 149 ot te3u
y4acTHULM (HAa0Op MO MPOTOKOJI) ca MOTydnin enuHnyHa Oycrep no3a (0,25 ml, 50 Mukporpama)
Hail-Masiko 6 Mecela ciie MPUIOKEHNETO Ha BTOpaTa 03a OT MbpBUYHaTa cepus. [lokaszano e, ue
enuHn4YHa Oyctep no3a (0,25 ml, 50 Mukporpama) Boau 0 CpEIHO FEOMETPUYHO KPATHO YBEJIMUYECHHUE
(geometric mean fold rise, GMFR) 12,99 nbtr (95% CI: 11,04; 15,29) Ha HeyTpanu3upammre
aHTHTENA OT MPEeIU MPUIIOKEHUETO Ha OycTep a03a a0 28 muu crnex Oycrep nozara. GMFR na
HeyTpanuzupamure antutena e 1,53 (95% CI: 1,32; 1,77) npu cpaBHeHne Ha TUTBbpa 28 AHU clex
no3a 2 (rppBUYHA cepHsi) cpsAaMo 28 mHH cied OycTep Jo3aTta.

Umynocennocm na 6ycmep 003a cied nvpsudHa 8aKCUHAyUs ¢ Opyea paspeuena 3a ynompeoa
saxcuna cpewsy COVID-19 npu ev3pacmuu

Be3zomacHocTTa 1 IMyHOTEHHOCTTa Ha XeTepoJIokKeH Oycrep cbe Spikevax (opuruHainHa) ca
MPOYYBaHU B €HO MHUIIMMPAHO OT U3CIEA0BATENs MpoyUBaHe cbe 154 yyacTHULIM. MUHUMATHUST
BpEMEBU MHTEPBAI MEXXIy IIbpPBUYHATA cepUs Ha BakcuHaLus ¢ BektopHa miu PHK Bakcuna cperry
COVID-19 u 6ycrep no3a Spikevax (opurunansa), e Omr 12 cenmuru (quamazon: 12 ceqmuiy 1o
20,9 cenmunn). [{o3ara, uznon3pana 3a Oycrep B ToBa mpoyuBane, ¢ 6una 100 mukporpama. Tutpute
Ha HEyTpaJH3UpaIUTe aHTUTENA, U3MEPEHH Ype3 TECT 3a HeyTpaJIn3alisl Ha IICEBAOBUPYC, ca OUH
onenenu B Jlen 1, nmpenu npunoxxenne u B Jlen 15 u Jlen 29 cien 6yctep mozara. OtroBop Ha Oycrep
Jo3arta € Ouj IeMOHCTpUPaH He3aBUCHMO OT ITbPBUYHATA BAKCHHALIHSL

Hanmmunwm ca camo jaHHH 32 KpaTKOCpO4YHAa UMYHOT'€HHOCT; ABJI'OCpOYHaTa 3allluTa 1
HMYHOJIOTUYHaTa 1maMeT HE Ca U3BECTHHU B MOMCHTA.

beszonacnocm u umynozennocm na cedem gaxcunu cpeusy COVID-19 kamo mpema 0o3a (6ycmep) 8
Obedunenomo kpaicmeo

COV-BOOST e MHOTOIIEHTPOBO, paHI0MHU3NUPaHO, MHUITMHPAHO OT U3CIIe0BaTels mpoy4Bane dasa 2
Ha TpeTta mo3a 0ycrep BakcuHaius cperry COVID-19 ¢ moarpyma 3a moapoOHoO u3ciaeaBaHe Ha
MMYHOJIOTHSITA. Y YaCTHHUIINTE ca OMiM Bh3pacTHH Ha 30 ¥ 1moBede TOAWHH, B 100po (hr3mdecko 31pase
(Jtekm 1o yMepeHH, 100pe KOHTPOJIUPAHH KOMOPOMIHOCTH ca OFIIH pa3pelIeHn), KOUTO ¢a MOy I TN
nBe mo3u win Pfizer—BioNTech, nmn Oxford—AstraZeneca (rppBara mo3a npe3 aekemspu 2020 1.,
stayapu 2021 1. umm deBpyapu 2021 T.), 1 ca I3MUHAIN Hai-Maako 84 THH clea BTopaTa 103a 10
MOMEHTa Ha BKJIouBaHe. Spikevax (opUTruHaNHAa) € YCHIHIa OTTOBOPHUTE IO OTHOIIICHUE Ha aHTHUTENa
Y HeyTpaJn3aius, u e Orna qo0pe moHeceHa, He3aBUCUMO OT ITbPBUYHUTE CEPUH HA BAaKCHHAIIWA.
Jozara, n3non3Bana 3a Oyctep B ToBa poyuBane, € omna 100 mukporpama. Tutpute Ha
HEyTpalM3upaIInuTe aHTUTENA, I3MEPEHH Ype3 TECT 3a HeyTpalu3allis Ha TICEeBAOBUPYC, ca OMITH
onerenu B Jlen 28 crex Oycrep no3ara.

Heympanusupawu anmumena cpewy B.1.617.2 ([lenma) eapuanm npeou u cied 6ycmep npu
6b3PACTHU

PesynraTute oT TecTa 3a HeyTpanm3aius Ha niceBnosupyc (PsVNA) cpemnty Bapuanta B.1.617.2
([enra), onpenencHu npeau oycrep Ao3ara u B e 29 cien Oycrep mo3aTa, MOKa3Bar, ue
MPHIIOKEHUETO Ha Oycrep no3a Spikevax (opuruHansa) (0,25 ml, 50 Mukporpama) mpu Bb3pacTHU
uHaynmpa 17 KpaTHO MOBHUILICHUE HAa HEYTPAIM3UPAIIN Tejla Cpelly BapranTa JlenTa B cpaBHEHHUE C
HuBara npeau oycrep gozara (GMFR = 17,28; 95% CI: 14,38, 20,77; n=295).

Knunuuna egpuxacrnocm npu onouu Ha éwv3pacm om 12 0o 17 2o0unu

[Ipoy4BaneTo MpH IOHOIIM € TEKYIIO PaHIOMU3HUPAHO, IIAe00-KOHTPOIUPAHO, 3acTIeTICHO 32
HabronaTenst KMMHUYHO npoyuBaHe ¢aza 2/3 (NCT04649151) 3a ouenka Ha O€30MacHOCTTA,
PEaKTOreHHOCTTa U euKacHOCTTa Ha Spikevax (OpUrHHAIHA) IPH IOHOLIM Ha BB3pacT oT 12 go 17
TOJMHU. YYaCTHUIINTE C M3BECTHA aHaMHe3a 3a nHpeknus ch¢c SARS-CoV-2 ca uskintoueHu ot
npoyuBaneTo. O0mo 3 732 y4acTHUIM ca paHIOMHU3UPAHH B ChbOTHOIIEHHE 2: 1 1a momyvar 2 1031
Spikevax (opurnHanHa) M mianedo, GU3NOJIOTHYEH Pa3TBOP, C MHTEPBAI MEeXIy Ao3uTe | Mecel.
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W3BbpiieH e BTopuieH aHanu3 Ha epukacHocTTa npu 3 181 yuyacTHHIIM, KOUTO ca MOTYUHIIH 2 103U
Spikevax (opurunanaa) (n=2 139) wim mnane6o (n=1 042) u ca UMaJu OTpULATENIEH U3XOJICH CTaTyC
o otHouieHne Ha SARS-CoV-2, B nomynanusTa no npotokos Mexay y4acTHULIUTE, KOUTO ca
nonyuyunu Spikevax (OpuruHanHa), ¥ Te€3u, KOUTO ca MOJTyYrId Tianedo, HaMa 3a0eeKuMHU pa3inKu
B JeMorpa)CKuTe JaHHU WM MPEALIeCTBAILUTE 3a00IIBaHuU.

COVID-19 e onpenenen karo cumnromarndeH COVID-19, nznckpai noaoKUTETHN pE3yITaTH OT
RT-PCR u Haii-manko 2 cCUCTEMHHM cUMIITOMa WK 1 peciupatopeH cumnToM. Citydau, 3anouyBammy 14
JIHY CIIefl BTOpAaTa /103a.

Nmano e ayna cumntomarndnu ciaydas Ha COVID-19 B rpynata Ha Spikevax (opurunanna) u 4
cumnromMatnunu ciaydas Ha COVID-19 B rpynara Ha ruiare0o.

Hmynoeennocm npu ronowu Ha evspacm om 12 0o 17 200unu — cied nvp8uyHa 8aKCUHAYUSL CbC
Spikevax

AHanu3 3a He mo-MaJika e(h)uKacHOCT, oLeHsBal] TuTpuTe Ha 50% HeyTpamu3upauTe aHTUTENa
cpemy SARS-CoV-2 u yectoTaTta Ha cepoJIOTMUEH OTTOBOP 28 JHU Cle] 103a 2, € IPOBENCH B
MOJTrPYIHUTE 32 MMYHOT€HHOCT Ha IMOIYJIALMATA 110 MPOTOKOJI IIPH IOHOIIM Ha Bb3pacT oT 12 1o

17 roguan (n=340) B Mpoy4BaHETO MPH FOHOIMIN, KAKTO Y NIPY YYACTHHUIIUTE HA BB3pacT oT 18 1o

25 ropunu (n=296) B IpOy4YBaHETO NPU Bb3PACTHHU. Y YACTHULMTE HE Ca HUMAJIM UMYHOJIOTUYHH WUJIN
BHPYCOJIOTUYHH JT0Ka3aTesCcTBa 3a npenxoana napeknus cb¢ SARS-CoV-2 Ha M3X01HO HHUBO.
CpenHoto reomerpuyHo crotHouieHue (GMR) Ha TUTpHUTE Ha HEyTpaTU3UpAIIUTE aHTUTEIA IPH
FOHOIIY Ha BB3pacT oT 12 mo 17 roauHu B cpaBHEHUE ¢ yuacTHHIHTE OT 18 1o 25 roguawm e 1,08 (95%
CI: 0,94; 1,24). Paznukara B yectoraTta Ha ceponoruder otroBop € 0,2% (95% CI: -1,8; 2,4).
KpurepuuTe 3a He mo-manka eduxacHocT (zosHa rpanuna Ha 95% CI 3a GMR > 0,67 u nonHa
rpanuna Ha 95% Cl 3a paznukara B 4ecToTaTa Ha CEpOJIOTHYEH OTroBOp > -10%) ca U3MbIHEHH.

Hmynoeennocm npu ronowu Ha 8vspacm om 12 do 17 2o0unu — crned 6ycmep 0o3a Spikevax
(opucunanta)

[ITbpBUYHAaTa 11eM, CBBP3aHa C UMYHOI'€HHOCTTA, Ha OycTep (a3aTa Ha TOBa IPOYUBAHE € 1a Ce
yCTaHOBH e(HKACHOCTTa Ha OycTep Jo3aTa MPH YIaCTHUIM Ha BB3pacT oT 12 g0 17 romuHn upe3
CpaBHsIBaHe Ha MMYHHHUTE OTTOBOPH (AeH 29) cnex OycTtep Ao3arta ¢ Te3d, MOTYUYeHH Cief 103a 2 OT
spBUYHATA cepus (AeH 57) mpu Miaau Bh3pacTHU (Ha BB3pacT oT 18 10 25 ronuHmM) B IpOydBaHETO
npu BB3pacTHH. EukacHocT Ha OycTep mo3ata ot 50 mukporpama Spikevax ce yCTaHOBSIBa, ako
WMYyHHHTE OTTOBOpH cief; Oycrep nmo3ara (cpemHa reomerpruyHa KoHieHTpaus [GMC] Ha nAb u
gecToTara Ha ceposorudeH otroBop [SRR]) oTroBapsrt Ha mpeaBapuTEIHO ONpeAeTeHN KPUTEPHH 3a
He mo-Maika eukacHocT (kakto 32 GMC, Taka u 32 SRR) B cpaBHeHHE ¢ Te3H, U3MEPEHH CIIe]]
3aBBpIIBaHEe Ha MbpBUYHATA cepus che 100 Mukporpama Spikevax cpen moarpyra MiIaau Bb3pacTHA
(18 mo 25 roguHM) B OCHOBHOTO MPOYyYBaHe 3a €PUKACHOCT MPH Bb3PACTHH.

B otkpuTa ¢a3za Ha TOBa npoyyBaHe yyacTHULUTE Ha Bb3pacT oT 12 no 17 rogunu momyyasar
enuHUYHA OycTep /103a Hail-Mallko 5 Mecela ciie/l 3aBbpIlIBaHe Ha ITbPBUYHATA CepHst (ABE AO3H Mpe3
uHTepBal oT 1 Mecen). [IppBrYHATA MOMyNAKS 32 aHAIN3 HA UMYHOTEHHOCTTA BKIIOUBa 257
y4acTHUIM ¢ OycTep A03a B TOBa IPOYYBaHE U CIydaiiHa moArpyna ot 295 yyacTHHLIM OT
MPOYYBaHETO MPHU MJIaX Bb3pacTHU (BB3pacT >18 1o <25 ronunHm), KOUTO MPEIU TOBA Ca 3aBbPLIMIN
Kypc Ha MbpBUYHA BaKCHHAILIKSA C BE JI03M Ipe3 MHTepBai oT 1 Mecen cbe Spikevax. U aBere rpynu
YYaCTHUIM, BKIIOUCHH B aHAJM3UpaHaTa MOMyJIalys, He ca UMaJIl UMYHOJIOTHYHH WU
BHUPYCOJIOTHYHH J0Ka3aTeNcTBa 3a npeaxonHa nagpexnus cb¢c SARS-CoV-2 npenu nepBara 103a ot
Kypca Ha ITbpBHYHA BaKCHHALIMS U CHOTBETHO Mpean OycTep ao3ara.

GMR Hna Oycrep no3ara npu tonomm GMC B [len 29 B cpaBHeHue ¢ miuaau Be3pactHu: GMR B [len
57 e 5,1 (95% CI: 4,5, 5,8), oTroBapsii Ha KpUTESPUUTE 3a HE TTO-Mayika euKacHOCT (T.€. JOJIHA
rpanuna Ha 95% CI > 0,667 (1/1,5); ToukoBa onenka >0,8); paznukara B SRR ¢ 0,7% (95% CI: -0,8,
2,4), oTroBapsiiia Ha KPUTEPUUTE 3a He Mo-Majika ehukacHOCT (JIofHa rpanuna Ha 95% oT pa3nukaTa
B SRR >-10%).
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[Tpu 257-1e yuactauuu GMC Ha nAb npenu Oycrep nosara (0ycrep noza - [en 1) e 400,4 (95% CI:
370,0, 433,4); B nens Ha Oycrep nosara ([en 29) GMC e 7172,0 (95% CI: 6610,4, 7781,4). Cnen
oycrep nozata (en 29) GMC ce yBennuaBa npubnusutento 18 metn or GMC nipeau Oycrep no3arta,
JIeMOHCTpUpalku edeKTUBHOCTTa Ha OycTep mo3ara npu roHomu. SRR e 100 (95% CI: 98,6, 100,0).

[IpeaBaputenHo onpeaeneHUTe KPUTEPUH 32 YCIIEX 3a OCHOBHATA 1)l 32 UMYHOTE€HHOCT ca
U3ITBJIHEHH, KOETO TI03BOJISIBA /14 CE HANPaBH U3BOJ 3a e(pUKACHOCTTAa HA BAKCHHATA OT IPOYYBAHETO
IIPH BB3PACTHH.

Knunuuna egpuxacnocm npu deya na év3pacm om 6 200unu 0o 11 200unu

[lennarpuuHoTO MpOyUBaHe € TeKy1o, (Gaza 2/3, paHAOMH3UPaHO, TIALe00-KOHTPOIUPAHO,
3aCJICNICHO 3a HaOIoAaTe s, KITMHIYHO POYyYBaHe 3a OLEHKa Ha 0€3011acHOCTTa, PEaKTOreHHOCTTa U
edukacHocTTa Ha Spikevax (opurHHaIIHA) IPH Jena Ha Bb3pacT oT 6 roaunu A0 11 roguau B CAILL n
Kanama (NCT04796896). YuacTtHuIM ¢ 3BecTHA aHaMHe3a 3a HHPpeKus cbc SARS-CoV-2 ca ounn
U3KITI0YEHH OT mpoyuBaneTo. O6mo 4 011 yyacTHuIM ca OMIM paHIOMU3UPAaHH B ChbOTHOILEHHE 3: 1
na nomydvar 2 103 Spikevax (opuruHaiHa) uiaM miane6o (GpusHonornieH pasTeop) npes3 1 mecer.

Bropuuen ananus Ha epKacHOCTTa, OLEHBaI MOTBbpAeHH cirydan Ha COVID-19, cvbpanu no
JaTara Ha 3aKiouBaHe Ha gaHHuTe — 10 HoemBpu 2021 r. € u3BbpieH npu 3 497 y4acTHULIY, KOUTO
ca moyumii e 1o3u (0,25 ml B mecenr 0 u mecenr 1) nnu Spikevax (opuruHanHa) (n=2 644), unu
miame6o (n=853), u ca umanu otpunarenex cratyc 3a SARS-CoV-2 Ha N3X0/THO HUBO B IOIMTyJIalUsATa
o mpotokon (PPS). Mexny ydacTHHIIHTE, KOUTO ca Moxydrin Spikevax (OpuTHHAIHA), U OHE3H,
KOMTO ca MOJIy4YnIH IJ1anedo, He € UMaJlo SIBHU Pas3JInKU B leMorpadckuTe TaHHH.

COVID-19 e onpenenen xkato cumnromatuieH COVID-19, u3uckaill MonoKUTEIHN PE3YITATU OT
RT-PCR u Haii-Manko 2 CHCTEMHU CUMIOTOMA WU | pecnupaTopeH CUMIITOM; CIIy4au, 3all0YBaLIU
14 nHu cnen BTOpara go3a.

Nwmano e tpu ciydast Ha COVID-19 (0,1%) B rpynata Ha Spikevax (opuruHanHa) ¥ 4eTHPH CiIy4das Ha
COVID-19 (0,5%) B rpynara Ha maneoo.

Hmynoeennocm npu deya na 6v3pacm om 6 0o 11 2o0unu

Amnanus, ouessisail Tutpure Ha 50% HeyTpanusupaiure antutena cpeury SARS-CoV-2 u yectorara
Ha CepoJIOTHYEH OTTOBOP 28 IHU Cie[ 1032 2, € MPOBEeH MPH MOATPYIA OT JIela Ha BB3pacT OT 6 110
11 roguan (n=319) B meaAnaTpudHOTO MPOYUYBAHE U MPU YYACTHUITM HA BB3pacT oT 18 1o 25 roanHu
(n=295) B mpoy4YBaHETO MPH BH3PACTHU. Y YACTHHIIUTE HE Ca MMAaJIN UMYHOJIOTHIHH WU
BHPYCOJIOTUYHH JJOKa3aTelICcTBa 3a npenxoana napeknns cb¢c SARS-CoV-2 Ha uzxoano anBo. GMR
Ha TUTPUTE Ha HEYTpaIM3UPAIIUTE aHTHTENA IIPH JIelia Ha Bh3pacT oT 6 10 11 ronuHu B cpaBHEHUE C
yuactHUIMTE OT 18 10 25 roaunm e 1,239 (95% CI: 1,072, 1,432). Pa3znukara B yecTtoTaTa Ha
ceposoruueH otroBop € 0,1% (95% CI: -1,9, 2,1). KputepuuTte 3a He mo-Manka eukacHOCT (J0JTHA
rpanuia Ha 95% CI 3a GMR > 0,67 u nonna rpanuina Ha 95% CI 3a pa3nukaTa B uecToTara Ha
ceposiornueH oTroBop > -10%) ca U3MbIHEHH.

Hmynozennocm npu deya Ha ev3pacm om 6 00 11 200unu — cned 6ycmep 0osza Spikevax (opucunanna)
[IbpBUYHAaTa 1IEM, CBBP3aHa C UMYHOT'€HHOCTTa, Ha OycTep (pazaTa Ha TOBa IPOYUBAHE € Ja ce
yCTaHOBHU e(UKaCHOCTTa Ha OycTep J03aTa MPH yYacTHUIM Ha Bb3pacT oT 6 10 11 rogunu upes
CpaBHSIBaHE HAa UMYHHHTE OTroBopH (zieH 29) cien Oycrep go3ara ¢ Te3u, MOJIYyYeHHU Ccliesl 103a 2 OT
I'bpBUYHATA cepus (IeH 57) npu Miaau Bb3pacTHH (Ha BB3pacT oT 18 1o 25 ronuHu) B TOBa
poy4BaHe, KbJETO € Aokazana 93% edukacuoct. Edukacnoct Ha Oycrep mo3ara ot 25 MUKporpaMa
Spikevax ce ycraHoBsiBa, ak0 UMYHHHUTE OTTOBOPH cJiesl OycTep Ao3aTa (cpeiHa reoMeTpruyHa
koHneHTparws [GMC] 3a HeyTpanm3upaiio anTuTsUI0 [nAb] yecToTara Ha CEpOJIOTHYECH OTTOBOP
[SRR]) oTroBapst Ha npegBapuTeIHO ONPEACICHN KPUTEPHUH 3a HE MO-Majika e(hUKacHOCT (KaKTo 3a
GMC, Taka u 3a SRR) B cpaBHeHHE ¢ Te3U, U3MEPEHH CIIE/1 3aBbpIIBAHE Ha IBPBUYHATA CEPUS CHC
100 mukporpama Spikevax cpen moarpymna miaaau Bb3pactau (18 1o 25 ronuHn) B OCHOBHOTO
MpOyYBaHuUs 3a €(PUKACHOCT MPU BB3PACTHH.
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B otkpuTa ¢aza Ha TOBa MpoyyBaHe yYyaCTHHIUTE Ha Bb3pacT oT 6 a0 11 ronuHu noiayvaBar
enuHUYHA OycTep /103a Hail-Manko 6 Mecena ciie/l 3aBbpIlIBaHe Ha ITbPBUYHATA CepHst (ABE AO3H Mpe3
uHTepBal oT 1 mecen). [IppBUYHATA MOMyNaKS 32 aHAIN3 HA UMYHOTEHHOCTTA BKITIOUBa 95
ydacTHUIM ¢ OycTep A03a B rpynara Ha Bb3pacT oT 6 10 11 roanHu u ciyvaiiHa moarpymna ot

295 y4aCTHUIIM OT IPOYYBAHETO MPH MJIAJH BB3PACTHU), KOUTO ca MOIy4YrIn 1Be 1031 Spikevax c
uHTepBal oT 1 mecen. Y nBeTe rpynu y4acTHUIM, BKIIOUEHH B aHAJM3UpaHaTa MOIyJiaus, He ca
WMaJli IMYHOJIOTUYHY WJIM BUPYCOJIOTHYHH JI0Ka3aTesICTBa 3a npeaxoaua nHdekuus cbc SARS-CoV-
2 mpeny rbpBaTa 703a OT Kypca Ha IbPBUYHA BAKCHHAILIKS M CHOTBETHO Mpeau OycTep /o3ara.

[pu 95-Te yuactuuimy, ¢ 6ycrep no3a - en 29, e GMC e 5847,5 (95% CI: 4999,6, 6839,1). SRR ¢
100 (95% CI: 95,9, 100,0). ITpoy4enu ca cepymHuTe HUBa Ha nAb 3a nena ot 6 o 11 roaunau B
MOArpynara 3a MMYHOT€HHOCT T10 IPOTOKOJI € OTPHULATENEH cTaTyc 1o otHomeHue Ha SARS-CoV-2
npenu OycTep J03aTa U CPaBHEHUETO C TE3U OT MJIJX Bh3pacTHU (Ha Bh3pact oT 18 10 25 roauum).
GMR na Oycrep no3ara B [len 29 GMC B cpaBHenue ¢ muiaau Bb3pactHr: GMC B Jlen 57 € 4,2 (95%
CI [3,5, 5,0]), oTroBapsiiku Ha KPUTEPUHTE 3a HE MO-Mayka epukacHoCT (T.€. JOJIHA rpaHuIla Ha 95%
CI > 0,667); paznmukara B SRR ¢ 0,7% (95% CI: -3,5, 2,4), oTtroBapsiiia Ha KpUTESPUUTE 3a HE T10-
MaJika euKacHOCT (HomHa rpanuna Ha 95% ot pasznukata B SRR >-10%).

[IpenBapurtenHo onpeaeaeHUTE KPUTEPHH 3a YCIEX 32 OCHOBHATA II€JT 32 MMYHOTE€HHOCT Ca
U3ITBJIHEHH, KOETO TI03BOJISIBA /14 CE HANPaBH U3BOJ 32 e(hUKACHOCTTa Ha BakcHHATa. bpp3usr
BTOpPHYEH OTTOBOP, OUYEBUICH B paMKHUTE Ha 4 CEIMUIIM ClIe/l Ipujlarane Ha Oycrep Jo3ata, €
JIOKa3aTeJICTBO 3a CTAOMIHOTO MpeNCTUMYIUpaHe (priming), NpeAU3BUKAHO OT Kypca Ha MbPBUYHA
BaKkcHHaNus cbe Spikevax.

Heympanusupawu anmumena cpewy éapuanma B.1.617.2 ([Jlenma) npu oeya nHa év3pacm om 6
200unu 0o 11 200unu

CepyMHU TIpOOHM OT TIOITYJIAIUATA 32 IMYHOTCHHOCT IO MPOTOKO (n=134) Ha TEKyIOTO NeIUATPUIHO
MpOoy4YBaHe, B36TH Ha U3X0IHO HUBO U B JleH 57, ca u3cnenBanu upe3 PsVNA Ha 06a3ara Ha BapuaHTa
B.1.617.2 (lenTa).

[Ipu neua Ha BB3pact ot 6 roaunu 10 11 roguau, GMFR ot nzxoano nuso go Hen 57 e 81,77 (95%
CI: 70,38, 95,00) 3a Bapuanra JlentaDelta (u3mepeno upe3 PsVNA). Ocsen ToBa, 99,3% ot nenara ca
OTTOBapsLTH Ha OIMPENIEICHNUETO 3a CEPOJIOTHUYEH OTTOBOP.

Knunuuna eghuxacnocm npu deya na 6v3pacm om 6 meceya 00 5 200uHuU

[IpoBeneno e Texymo npoyusane ¢asa 2/3 3a oueHka Ha 6€301aCHOCTTa, TOHOCUMOCTTA,
PeaKkTOreHHOCTTa U e(puKacHOCTTa Ha Spikevax mpu 31paBu Iela Ha Bb3pacT oT 6 Mecena a0 11
roJuHy. B mpoy4BaHeTo ca BKIIOYEHH Aela OT 3 Bb3pacToBU Ipynu: oT 6 1o 11 rogunu, ot 2 10
5 roguMHU H 0T 6 Mecena g0 23 Mecena.

W3BbpIiIeH e NecCKpUNTHBEH aHAIN3 Ha e()MKACHOCTTA, OLIEHIBAIL NOTBbpAEHH cirydyan Ha COVID-19,
cpOpaHu 10 JaTaTa Ha 3akiouBaHe Ha gaHHUTE 21 deBpyapu 2022 r., pu 5 476 ydacTHULM HA
BB3pacT OT 6 Mecela o 5 TOAMHU, KOUTO ca noiryuruiy ase no3u (Ha 0 u 1 mecen) ot Spikevax

(n=4 105) nnu manedo (n=1 371) u ca uManu oTpuLAaTeNeH craTyc no otHomenue Ha SARS-CoV-2
Ha M3XOJIHO HUBO (HApU4aHH ,,[IOMYJIalKs 110 MPOTOKOI ™ 32 OlIeHKa Ha epukacHocTTa). He ce
0TOENSI3BAT CHILECTBEHH PA3IMKU B AEMOTrpad)CKUTE JaHHU MEXIY YYacTHHLIUTE, OMydmtn Spikevax,
Y TIOJIy4MJInTe 11anedo.

MennanaTta Ha TPOIBIDKUTEHOCTTA Ha IpociensiBane Ha eukacHoctTa ciex Jloza 2 e 71 nau 3a
YYaCTHUIIUTE HA Bb3PACT OT 2 TOJUHU 10 5 TOIMHU U 68 THU 3a YUYaCTHULIMTE Ha Bb3pacT OT 6 Mecena

o 23 mecena.

EduxacHocTTa Ha BakcHHaTa B TOBA IPOyYBaHe € HAOII0IaBaHa Mpe3 Nepruoa, Koraro BapHaHThT
B.1.1.529 (Omicron) npeobiagaBa cpea UUPKYIUPALIUTE BAPHAHTH.

B Yacr 2 B nonmynauusTa no npoToKoJ 3a oLeHKa Ha eukacHocTTa npu ciaydaute Ha COVID-19,
HacThIUIM 14 Wim moBede AHU Ce]| MpUIaraHe Ha J103a 2, mpy u3noi3Bane Ha “neduannus P301 3a
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ciyyait Ha COVID-19” (T.e. ne¢pmHHULIMATA, TpHJIaraHa B OCHOBHOTO MPOYyYBaHe Ha e(hUKACHOCTTA MPH
BB3pacTHH) eukacHocTTa Ha BakcuHaTa (VE) e 36,8% (95% CI: 12,5; 54,0) npu aenia Ha BB3pacT OT
2 roaunu 10 5 roaunn u 50,6% (95% CI: 21,4; 68,6) pu aena Ha Bb3pacT oT 6 Mecerna 10 23 meceria.

Hmynozennocm npu deya Ha 6v3pacm om 6 meceya 00 5 200unu

[Ipu geua Ha BB3pAcT OT 2 10 5 roOWHM CpaBHEHHETO Ha oTroBopute nAb Ha [len 57 B Tasu Yact 2 Ha
MOJrpymnaTa no NpoTOKOJ 3a OLlEHKa Ha IMyHOT€HHOCTTa (n = 264; 25 MuKkporpama) ¢ Te3u Ha
MiaguTe Bb3pacTHH (n = 295; 100 mukporpama) mokazsa GMR 1,014 (95% CI: 0,881; 1,167),
OTrOBapsIIO Ha KPUTEPUUTE 3a IOCTUI'aHE Ha HE Mo-Malka epukacHoCT (T.€. AoJiHa rpaHuna Ha 95%
CI 3a GMR > 0,67; ToukoBa orenka > 0,8). CpenHara reoMeTpiuiHa CTOWHOCT Ha TIOBUILIEHUETO
(GMFR) ot u3xomnoTo HEBO A0 Jlen 57 mpu te3u nena e 183,3 (95% CI: 164,03, 204,91). Paznukara
B YECTOTaTa Ha CEpOJIOTHUYEH OTIOBOP (Seroresponse rates, SRR) mexxay menara u Minagute Bb3pacTHU
e -0,4% (95% CI: -2,7%; 1,5%), kaTo ChIIO OTroBaps Ha KPUTCPUUTE 33 TIOCTUTAHE Ha HE TI0-MaJlka
eduracHocT (gonHa rpanuna Ha 95% CI Ha paznukara B SRR > -10%).

[Ipu kppMadeTa 1 MaJNKH Aela Ha Bb3pacT oT 6 Mecena 10 23 Mecella CpaBHEHHETO Ha OTTOBOPUTE
nAb na [len 57 B Tasu Yact 2 Ha moArpymnata o NpoTOKOJ 3a OLleHKa Ha UMyHOoTreHHocTTa (n = 230;
25 MHUKporpama) ¢ Te3u Ha miaauTe Bb3pacTHH (n = 295; 100 Mmukporpama ) nokazsa GMR 1,280
(95% CI: 1,115; 1,470), oTroBapsIo Ha KpUTEPUHUTE 3 IOCTUTaHE Ha HE MO-MajKa epUKacHOCT (T.e.
nonHa rpanuna Ha 95% CI 3a GMR > 0,67; ToukoBa onienka > 0,8). Pasznukara B mponienta Ha SRR
MeXJly KbpMadeTa/Mallku Jieria v Miaau Bbp3pactau € 0,7% (95% CI: -1,0%; 2,5%), kato chIio
OTroBapsl Ha KPUTEPHUUTE 3a IOCTHTaHEe Ha He Mo-MaJika eukacHoCT (HonHa rpanuna Ha 95% Cl Ha
pasyinKaTa B YecTOTara Ha CepoJIOrHUeH OTroBop > -10%).

CrnenoBaTenHO, IPEIBAPUTEITHO OIPEEICHUTE KPUTEPUHU 32 TIOCTUTAHE Ha ITbPBUYHATA 1€ 1O
OTHOIIIEHUE Ha UMYHOT€HHOCTTA Ca IMOCTUTHATH B JBETE BH3PACTOBU IPYITH, KOESTO MO3BOJISIBA Ja C&
3aKITI0YM 32 HATMYKE Ha eUKACHOCT Ha 25 MUKpOrpama KaKTo IpH JeliaTa Ha Bb3pacT OT 2 TOIUHI
710 5 TOIMHY, TaKa U MPU KbpMaveTa ¥ MaJIKUTE JIella Ha Bh3pacT oT 6 Mecera /1o 23 Mecena
(Tabmumum 4 u 5).

Tabanna 4. Pe3droMe Ha CHOTHOIICHHETO HA CPeJHUTE FeOMEeTPUYHHN CTOHHOCTH HA
KOHIICHTPAIMATA H YeCTOTATA HA CEPOJIOTHYEeH OTTOBOP — CPABHEHHE HA JIMIIATA HA BB3PACT OT
6 mecena 10 23 Mecena ¢ y4aCTHHIMTE HA Bb3pacT oT 18 roquau 1o 25 rogunm — rpymna no
MPOTOKOJI 32 OLEHKA HA HMYHOTeHHOCTTA

6 mecena 10 18 rogunu no 6 mecena 10 23 mecena/
23 25 ropuHNn 18 rogmam 10 25 roguHA
Mecera n=291
n=230
Tecr Bpem GMC GMC GMC OtroBaps Ha
eBa (95% CI)* (95% CHOTHOIIIEH meJTa 3a He
TOYK Ch* ue (95% MO-MaJIKA
a CDn* eduxacHoct
(/H)
1 780,7 1390,8 1,3
(1 606,4; 1 973,8) (1269,1; (1,1; 1,5)
524,2)
TecT 3a 28
HeyTpamu3any (cen Josa Pazimka B i
4 na SARS- 2 Cepoaornyen Cepoaornyen CepOIOrHYH
CoV-2" OTrOBOP 0TroBOp U OTTOBOP
% (95% CI) % (95% CI)’ % (95%
(1))
100 99,3 0,7
(98,4; 100) (97,5, 99,9) (-1,0; 2,5)
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GMC = Cpenna reoMeTpuYHa CTOMHOCT Ha KOHIEHTpAIUSITA
n = Opoii y4aCTHHULIM C HAIMYHU JTaHHHU Ha U3XOJHO HUBO U B JleH 57

* CTOWHOCTHTE Ha aHTUTEJaTa, ChOOILEHH KaTO HAMUPALIX Ce MOJ I0JHAaTa TPaHULa Ha
konmuectBeHo omnpenencaue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 x
LLOQ. CroitHOCTH ITO-TOJIEMH OT rOpHATa I'paHUIla Ha KOJUYECTBEHO OmpeeneHue (upper
limit of quantification, ULOQ), ca 3amectenn ¢ ULOQ, ako 1eCTBUTEIHUTE CTOMHOCTH
JIUTICBAT.

* log-TpancdopMupaHuTe HIBA HA aHTUTENATa Ca aHAIM3UPAHU C U3MOI3BAaHE HA aHAIIU3 Ha
koBapuareH mozaen (ANCOVA) ¢ npoMeHIMBaTa Ha rpynara (y9acTHUIIM Ha Bb3pacT OT 6
Mecela 10 5 TOOMHU ¥ MITaJu Bb3pacTHH) Kato (ukcupad edekt. [lomyuennrte cpeqau
croitHoctu Ha LS, pasnukara Ha cpequute croiiHocti Ha LS 1 95% CI ca tpanchopmupanu
00paTHO /10 MbPBOHAYATHHA Maad 3a MpeaCTaBsHe.

He no-manka edukacHocT ce 00sBsiBa, ako JoHaTa rpanuia Ha 2-crpannus 95% Cl za
cpotHoeHnero GMC e no-romsama ot 0,67 ¢ ToukoBa orenka >0,8, a 1omHaTa rpaHula Ha 2-
ctpanHus 95% CI 3a pa3nukara B IpoLIEHTa Ha CEpOIOTMYHMSI OTroBop € Hax -10% c ToukoBa
oLeHKa >-5%.

KpaifHuTe cpeano reoMeTpruyHH CTOMHOCTH Ha KOHIEHTpauuuTe Ha anTutenara (GMC) B
AU/ml ca onpezeneHu ¢ u3noj3BaHe Ha TeCcT 3a MUKpoHeyTpanu3anus Ha SARS-CoV-2.
CepoJIOTHUHUST OTIOBOP, IBJDKAIL Ce HAa BAKCHHALMATA, CIIeHU(pUYEH 32 KOHLEHTpausITa Ha
HeyTpanusupamu anturena cpeury SARS-CoV-2 RVP Ha HHBO yyacTHUK, ce onpenens B
MpoToKoJa Karo npomsiHa oT noa LLOQ g0 paBHa mwin no-Bucoka ot 4 x LLOQ wiu none 4-
KpaTHO yBEJIMYEHHE, aKO U3XOJHOTO HUBO € paBHO WK no-Bucoko ot LLOQ. 95% CI na
CEpOJIOTHYHUS OTTOBOP ce U3uncisiBa o Merona Ha Clopper-Pearson.

" Pazmukara B 95% CI Ha cepoIIOrH4HSI OTTOBOP €€ U3YHCIISBA C U3ITOJI3BAaHE HA IOBEPUTEITHU TPAHUIIH
Ha Miettinen-Nurminen (ckop).
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Tabanna 5. Pe3roMe Ha CHOTHOIIEHHETO HA CPeJHUTE FeOMEeTPUYHHN CTOHHOCTH HA
KOHIEHTPAIMATA H YeCTOTATA HAa CEPOJIOTHYeH OTTOBOP — CPABHEHNE HA JIMIIATA HA BB3PaCT OT
2 rOAVHHU 10 5 TOAMHHU ¢ yYACTHULIMTE HAa Bb3pacT oT 18 roauan 1o 25 roauHu — rpyna mo
NMPOTOKOJI 32 OLlEHKA HA HMYHOTeHHOCTTA

2 roIvHM 10 18 roguam 10 2 roauHM 10 5 roquHn/
5 romam 25 romman 18 rogunm 1o 25 romuHN
n=264 n=291
Tecr Bpeme GM GMC GMC Otrosapst
Ba C (95% CHOTHOIIIEH HAa 1eJITa 3a
TOYKA (95% Ch* ue (95% He Mo-Majika
Ch* CDn* eduxacHoct
(I/H)
1410,0 1390,8 1,0
(1273,8; (1262,5;1532,1) (0,9; 1,2)
560,8)
Tect 3a 28 mu
HeyTpanu3anus| cien Joza Pazimka B i
Ha SARS-CoV- 2 Cepostornyen | CeposornieH CepoJIOrHYH
DB O0TroBOp O0TroBOp HUs OTTOBOP
% (95% % (95% CI' % (95%
Ch' 1’
98,9 99,3 -0,4
(96,7; 99,8) (97,5, 99,9) (-2,7; 1,5)

GMC = Cpenna reoMeTpuYHa CTOMHOCT Ha KOHIEHTpAIUITA
n = Opoii y4aCTHHULIM C HAIMYHU JJTaHHHU Ha U3XOJHO HUBO U B JleH 57

* CTOMHOCTHTE Ha aHTUTENaTa, ChOOIIEHU KaTO HAMHPAIIU CE IO/ JJOJHATA TPaHUIIa Ha
konmuecTBeHo onpenencnue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 x
LLOQ. CroitHOCTH ITO-TOJIEMH OT TOpHATa I'paHUIla Ha KOJMYECTBEHO OmNpeesieHue (upper
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limit of quantification, ULOQ), ca 3amectern ¢ ULOQ, ako AeHCTBUTEIHNUTE CTOMHOCTH

JIUTICBAT.

* log-TpaHcopMupaHuTe HUBA HA aHTHTENATa ca aHAIN3UPAHU C U3IOJI3BaHE Ha aHAU3 Ha
koBapuareH Mozaen (ANCOVA) ¢ npoMeHIMBaTa Ha rpynara (y4acTHUIM Ha Bb3pacT OT 6
Mecela J10 5 TOOMHU ¥ MIIaJii Bb3pacTHH) Kato (ukcupan edekt. [lomyuennute cpequu
croitHocty Ha LS, pasnukara Ha cpequute croiiHocti Ha LS 1 95% CI ca tpanchopmupanu
00paTHO /10 MbPBOHAYATHHA Maad 3a MpeaCcTaBsHe.

® He mo-MaJika e(uKkacHOCT ce 00sBsABa, aKo J0NHATA TPaHMIa Ha 2-cTpanuust 95% Cl 3a

crotHoIeHuero GMC e no-romsima ot 0,67 ¢ ToukoBa olieHka >0,8, a JonHaTa rpaHyiia Ha 2-
ctpanHus 95% CI 3a paznukara B IpoLIEHTa Ha CEPOJIOTHYHUS OTToBOP € Haj -10% ¢ ToukoBa
oLeHka >-5%.

* KpaiiHuTe cpeaHo reoMeTpHYHH CTOMHOCTH Ha KOHIEHTpauuuTe Ha antutenara (GMC) B

AU/ml ca onpezeneHu ¢ u3noja3BaHe Ha TeCT 3a MUKpoHeyTpanu3anus Ha SARS-CoV-2.

" CepoIOTHUHUSAT OTTOBOP, IBJDKAIIL CE Ha BAKCHHAIMATA, Crien(UYEH 3a KOHIICHTPAHsTa Ha
HeyTpanusupamu auturena cpeury SARS-CoV-2 RVP Ha HHBO yuacTHUK, ce Oonpeesns B poToKoIa
karo npomsiHa oT mox LLOQ g0 paBHa mim no-Bucoka ot 4 x LLOQ wiu noxe 4-kpaTHO yBEIHYEHHE,
aKO M3XOJHOTO HUBO € paBHO WM mo-Bucoko oT LLOQ. 95% CI Ha ceponoruynusi OTroBOp ce
n3uncisaBa no meroaa Ha Clopper-Pearson.

" Pasnukara B 95% CI Ha cepororiyHust OTTOBOP c€ M3UYMCISABA C U3M0JI3BaHE Ha JOBEPUTEIHU TPAHHUIU Ha
Miettinen-Nurminen (ckop).

CTapquKa BB3pacT

Spikevax (opurrHanHa) e u3cjaeaBaHa IpH JIKIA Ha BB3pacT 6 U MOoBeYe MECeLa, BKIIIOYUTEIHO

3 768 yyacTHHIIM Ha BB3pacT Ha 65 u noBeue ronuuu. E¢ukacuocrra Ha Spikevax (opurnnania) npu
YYacTHULIUTE B HAIIpeJHAaIa Bb3pacT (=65 roguHn) ChbOTBETCTBA HA Ta3H NP MO-MJIaJUTE Bb3PACTHU
yuactHUIH (18-64 romunm).

HGZ[I/I aTpUYHa IonyjJanus

EBpomneiickarta areHuus 1o JekapcrBara oTjiara 3aJbJXKEHUETO 3a MPEOCTaBsIHE HA PE3YyATATUTE OT
Mpoy4YBaHusATa cbe Spikevax (opuruHaiHa) B €IHA WM TIOBEUE MOATPYITH Ha MEeANaTpHIHATA
nonynanus 3a npeeHius Ha COVID-19 (Bxk. Touka 4.2 3a mHpOpMaIrs OTHOCHO yIIoTpeda B
MeANaTPUITA).

5.2 ®apMakOKMHETHMYHH CBOICTBA

Henpunoxumo

5.3 IlpeakJMHUYHU JAHHU 32 0€30MACHOCT

HexnmHuaHuTEe MaHHM HE TIOKa3BaT 0COOEH PUCK 3a XOopa Ha 0azaTa Ha KOHBEHITMOHATHUATE
MPOYYBaHUSA 3a TOKCUYHOCT MPU MHOTOKPATHO MPUJIaraHe, penpoayKTUBHA TOKCUYHOCT U TOKCUYHOCT

34 Pa3BUTUCTO.

OO0111a TOKCHYHOCT

[IpoBenenu ca mpoyuyBaHus 32 0012 TOKCHYHOCT MPH IUTBXO0BE (Ha KOUTO Ca MPHUIOKEHU
WHTPaAMYCKYJIHO /10 4 1031, HaJBHUILIABAIH J03aTa [IPH X0pa, BEAHBK Ha BCEKH 2 CEIMHULIN).
HabnronaBanu ca npexoaHu U 0OpaTUMH OTOK M €pUTEM Ha MACTOTO Ha MH)KEKTHUPAHE, KaKTO U
MPEXOAHU M 00paTUMH TPOMEHH B 1Ta0OpaTOPHHUTE MOKA3aTeIH (BKIIOUUTEIHO MOBUIIABAHE Ha
€03nHO(HINTE, aKTUBUPAHOTO MAPLMATHO TPOMOOIIIACTHHOBO BpeMe u ¢pubpunorena). Pesynrarure
MPENIOarar, 4¢ NOTEHIMAIbT 33 TOKCHYHOCT IIPH XOpa € HUCHK.

FeHOTOKCH‘IHOCT/KaHHCDOFCHHOCT
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[IpoBenenu ca in vitro ¥ in vivo Ipoy4IBaHUs 3a TEHOTOKCUYHOCT C HOBUS JIMIIUAEH KOMIIOHEHT SM-
102 Ha BakcuHaTa. PesynraTute npenmnosarar, ye NOTeHIMAIbT 32 TEHOTOKCUYHOCT MPH XOpa € MHOTO
HUCBK. He ca npoBexnaHy Mpoy4dBaHus 3a KaHIIEPOT€HHOCT.

PenpoaykTuBHA TOKCHYHOCT

B enno mpoyuBane 3a TOKCHYHOCT Ha pa3BuTHeTo 0,2 ml OT BaKCHHA ChC ChCTaB, ChABPIKAIL CHIIOTO
kosmmuectBo HPHK (100 pg) u npyru chcraBKy, BKIIOYCHU B €IMHUYHA 1032 Ha Spikevax
(opuruHanHa) 3a Xopa, € MPUIOKEHA Ha KEHCKU IUTHXOBE HHTPaMYCKyJTHO B 4 ciyyast: 28 u 14 nuu
npeny unToCcBaHe U Ha rectaiuoneH AeH 1 u 13. ArtuTsio-orroBopu cperry SARS-CoV-2 ce
HaOIroIaBaT MpH )KEHCKUTE TUTbXOBE OTIPEAN YM(TOCBAHETO O Kpasi Ha Mpoy4yBaHeTo Ha 21-Bus
JIAKTAIlMOHEH JIeH, KaKTO U MpH (EeTyCUTe U MOKOJIEHNETo. B mpoyuBaHeTo HAMa CBBbpP3aHU C
BaKCHMHATa HeXeJlaHU ePeKTU BbpXY (pepTuinTeTa npu KEHCKUTE, OpeMEHHOCTTa, eMOpruodeTarTHoTo
pasBUTHE, Pa3BUTHETO Ha MOKOJIEHUETO WX IOCTHATATHOTO pa3BuTHE. JIMIICBaT NaHHK Aaiu
BakcuHarta Spikevax (opUruHajgHa) IpeMHUHABA IIPE3 IUIALEHTATa WK CE EKCKPETHpa B MILSIKOTO.

6. OAPMAINEBTUYHU JAHHU
6.1 Cnucbk Ha IOMOLIHHUTE BeleCTBAa

SM-102 (xenTagexan-9-un 8-{(2-xumpokcueTi)|[ 6-0kco-6-(yHIEIMIOKCH ) XEKCHII |aMITHO } OKTaHOAT)
Xonectepon

1,2-mucreapouni-sn-rimnepo-3-pocpoxomun (DSPC)
1,2-numupucroni-rac-riunepo-3-metokcunonuerwieHrmkon-2000 (PEG2000-DMG)

Tpomeramon

TpomMeTaMoIIOB XHIPOXIOPHUT

OrneTHa KuceInHa

Hatpues anerar tpuxumpar

3axaposa

Bona 3a nmxekuuu

6.2 HecbBMECTHMOCTH

To3u nekapcTBeH NPOAYKT HE TPsAOBaA 1a ce CMECBA C APYTH JIEKApCTBEHHU NMPOIYKTH WM 1 Ce
paspexna.

6.3 Cpok Ha rogHocT

HeorBopen MHOrono3o8 guiakod (Spikevax bivalent Original/Omicron BA.4-5
(50 mukporpama/50 mukporpama)/ml MHXEKIIMOHHA JUCIEPCHS)

9 mecena npu -50°C nmo -15°C.

B pamkute Ha mepuosa ot 9 Mecena, cie U3BaKIaHe OT Gppusepa HEOTBOPEHUT (DIIAKOH ¢ BAaKCHHA
MOJKeE Ja c€ ChXpaHsaBa B xJaauaHuK npu 2°C no 8°C, 3aMTeH oT CBETIIMHA, MakcuMyM 3a 30 nau. B
paMKuUTE Ha TO3H NMEPHOJ, 3a TPAHCIOPTUPAHE MOraT Ja ce u3moa3Bar a0 12 yaca mpu 2°C o 8°C
(Bk. TOuKa 6.4).

Cob10 e foKa3aHa XMMHUYHA U pU3MYHA CTaOMIIHOCT Ha HEOTBOPEHH (PJIaKOHU C BAaKCHHA B
MpoJbJKeHNe Ha 12 Mecena, koraro ce cbxpasasar npu -50°C go -15°C, npu yciaoBHe 4e oM KaTo
BeIHbK Ob/ie pa3Mpa3eH M ocTaBeH HA cbxpaHeHue npu 2°C no 8°C, u e 3alMTEH OT CBETIINHA,
HEOTBOPEHUAT ()JIAKOH IIl€e Ce U3MO0JI3Ba B PAMKHTE HA He moBeue oT 14 qum (BmMecto 30 qHH,
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KakTo KoraTo ce cbxpaHssa npu -50°C mo -15°C 3a 9 mecena), 6e3 na ce HagBHUIIaBa 00IIOTO BpeMe 3a
chXxpaHeHHe 12 mecena.

BeZ[H’L)K pa3Mpa3CHa, BaKCHATa HC TpSI6Ba Ja CC 3aMpassiBa MOBTOPHO.

HeotBopenara BakciHa Moxke Ja ce cbxpasssa pu 8°C no 25°C o 24 gaca cief U3BaXIaHE OT
XJIQJAWITHUK.

I[IyuaxTrpann MEOorono3osHu diakonu (Spikevax bivalent Original/Omicron BA.4-5
50 mukporpama/50 Mukporpama)/ml MHXEKIIMOHHA JUCHEPCUS)

Jlokazana € XuMH4YHa U GU3HYHA CTAOMIIHOCT MPH yroTpeda B MpoAbDKeHUE Ha 19 yaca cien
M'BbPBOHAYATHOTO MyHKTHpaHe npH 2°C 1o 25°C (B paMKuTe Ha IEPHUO/Ia, MO3BOJICH 3a YHOTpeoa,
koiTo ¢ 30 muu wiu 14 mHU ChOTBETHO U BKItounTeNnHO 24 yaca npu 8°C no 25°C). Ot
MHUKPOOHOJIOTHYHA TJIeIHA TOUKa MPOLYKTHT TPsIOBa Ja ce M3I0I3Ba He3a0aBHO. AKO BaKCHHATa HE ce
W3II0JI3Ba BelHAra, NEpuoIbT Ha U3MOI3BaHE U YCIIOBUATA HA ChXpaHEHHE Mpeau yrnoTpeda ca
OTTOBOPHOCT Ha MOTPEOUTETISL.

HeorBopeH ennono308B duiakod (Spikevax bivalent Original/Omicron BA.4-5
25 Mukporpama/25 MUKporpamMa MHXEKIIMOHHA TUCIIEPCHUS)

9 mecena npu Temneparypa -50°C go -15°C.

B pamkute Ha mepuoaa ot 9 Mecena, cien U3BaKIaHe OT pu3epa, €AHOA030BHTE (PIaKOHU MOTAT J1a
ce ChXpaHsABaT B XJIaJAWIHHUK NpH Temneparypa oT 2°C no 8°C, 3alIUTEHH OT CBETJIMHA, 38 MAKCHMYM
3a 30 nHU. B pamkuTe Ha TO3M NEpUOJ €JHOA030BUTE (DIIAKOHU MOTaT Ja ce TPaHCIOPTUPAT 10

12 vaca npu Temneparypa ot 2°C o 8°C (Bx. Touka 6.4).

JlokazaHa e chlI0 XUMHYHA U (PU3MYHA CTAOMIIHOCT Ha HEOTBOPEHU €IHOI030BU (PJIAKOHU B
MpoJbJKEHNE Ha 12 Mecela, Korato ce cbxpaHsasar npu temneparypa ot -50°C o -15°C, npu
YCJI0BHE Ye IIIOM KaTo BeHbK Ob/ie pa3Mpa3eH M 0CTaBeH Ha CbXPaHeHHe NPH TeMIepaTypa ot
2°C no 8°C, 3a1UTEH OT CBETVIMHA, €AHOJ030BHAT (PJI1aKOH 1Ie ce 3M0JI3Ba B PAMKHTE HA He
noseye ot 14 quu (BMecto 30 1HH, KOraTo ce ChbxpaHsBa mpu Temmepatypa ot -50°C no -15°C 3a

9 mecena), 6e3 Aa ce HaABUIIAaBa OOILO BpeMe 3a chxpaHeHue 12 mecena.

BGI[H’L)K pa3dMpa3CHa, BaKCMHATa HE TpSI6Ba Ja C¢ 3aMpassiBa MOBTOPHO.

Enrono3oBuTe hurakoHM MoTaT 1a ce chXpaHsaBat npu temmneparypa ot 8°C g0 25°C mo 24 vaca cnen
W3BAXKIAHE OT XJIaIMIHUK.

Spikevax bivalent Original/Omicron BA.4-5
25 Mukporpama/25 MUKporpamMa MHXEKIIMOHHA JUCIIEPCUS B IPEIBAPUTEIHO HaIbJIHEHA COPUHIIOBKA

9 mecena npu Temneparypa -50°C go -15°C.

B pamkute Ha mepuoaa ot 9 mecena, cien U3BaKIaHE OT (ppu3epa, MpeIBapUTETHO HATBIHEHN
CIPUHIIOBKU MOTaT Jia c€ ChbXpaHsBaT B XJIJAUIHUK NpH TeMiieparypa ot 2°C go 8°C, 3aluTeH OT
CBETIIMHA, 32 MakcUMyM 3a 30 g1Hu (BXK. TOuKa 6.4).

JlokazaHa e chII0 XUMHYHA U PU3NYHA CTAOMIIHOCT Ha HEOTBOPEHH NPEABAPUTEIHO HAITBIHEHH
CIIPUHLIOBKH B IPOABIDKEHUE Ha 12 Mecela, KoraTo ce chbXpaHsaBaT InpH teMieparypa ot -50°C go -
15°C, npu ycJjioBue 4Ye IOM KATO BeIHBbK Ob/ie pa3Mpa3eHa H OCTABEHAa HA CbXPaHeHHe NPH
Temunepartypa ot 2°C go 8°C, amuTeHa OT CBETVIMHA, NPEABAPUTEIHO HAITBJIHEHATA CIPHHIIOBKA
1e ce H3M0J13Ba B paMKHUTe Ha He noBeye oT 14 quu (BMecto 30 1HU, KOTaTo ce ChbXpaHsBa MpH
temneparypa ot -50°C no -15°C 3a 9 mecemna), 6e3 a ce HaABUIIABa OOIIO BpeMe 3a ChbxpaHeHue 12
Mecela.
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BCI[H’I))K pa3Mpa3CHa, BaKCMHATa HC TpSI6Ba Ja CC 3aMpassiBa MOBTOPHO.

[IpenBapuTenHO HATBTHEHUTE CIPUHIIOBKU MOTAT Jla CE ChXpaHsABaT Npu Temiieparypa ot 8°C 10
25°C o 24 4gaca cien U3BakaaHe OT XJIQQMIHUK.

6.4 CrnenuanHu yclI10BHS HAa ChbXpaHeHHe

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 Mmukporpama)/ml MH>XEKIIMOHHA
nucrepcus (MHOro1030B4 (hJIAKOHM)

Ma ce cpxpansaBa 3ampaseH npu -50°C u -15°C.

CoxpansBaiiTe (1akoHa BB BBHIIHATA KAPTOHEHAFa OIMAKOBKA, 3a Jja Ce Mpeanasy OT CBETIIHHA.
3a ycioBusATa Ha ChXpaHEHHE ClIe/l pa3MpassiBaHe Ha JIeKapCTBEHHSI TPOAYKT BHXKTE TOUKa 6.3.

3a ycioBusATa Ha ChbXpaHEHHE Ha MHOTOJJ030BHsI (DJIaKOH cJie]] ITbPBOTO OTBapsiHE BIKTE TOUKa 6.3.

Tpancnopmupane Ha pasmpazeHu MHO2000306U (YIAKOHU 8 MEYHO CbCMOSHUE NPU MeMnepamypa om
2°C 0o 8°C

Axo Tpancnoptupaneto npu -50°C 1o -15°C He € Bb3MOKHO, HAJIMYHU Ca JaHHHU, CIIOPE] KOUTO €
BB3MOKHO TPAHCIIOPTHPAHETO Ha €AWH WJIH MOBEYE Pa3Mpa3eHu (UIakoHa B TEYHO CHCTOSIHUE 3a
nepuon 10 12 gaca npu 2°C no 8°C (B paMKuTe Ha Iepuo/a, MO3BOJIEH 3a ynoTpeba, koiTo € 30 gHu
win 14 mau cpoTBeTHO, TpH Temmeparypa 2°C no 8°C). Beanbx pasmMpaseHr U TPaHCHOPTUPAHH B
TeuHo cherostaue npu 2°C no 8°C, guakoHuTe He TpsiOBa Jia ce 3aMpassiBaT MOBTOPHO, a Ja ce
cpxpansBat npu 2°C 1o 8°C 10 TAXHOTO U3IOJI3BaHE.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MEUKporpaMa MH>KEKIIMOHHA
nucnepcus (€4H0a030BU (DIIAKOHM)

Ha ce cpxpansiBa BbB (ppusep npu -50°C mo -15°C.
CoxpansBaiiTe e1HOI030BUS (PIIAKOH B kapToHeHara OTIAKOBKA, 3a Ja CE MPEANa3y OT CBETIHHA.
3a ycioBusATa Ha ChXpaHEHHE ClIe/l pa3MpassiBaHe BIXKTE ToUKa 6.3.

Tpancnopmupane Ha eOH000308U PAAKOHU 8 MeuHO cbcmosiHue npu memnepamypa om 2°C 0o 8°C
AKo TpaHcnopTHpaHeTo npu Temmneparypa oT -50°C o -15°C He € Bb3MOXKHO, HATMYHUTE TaHHU
MOJKPEIST TPAHCIOPTUPAHETO Ha eIUH WM TIOBEYE Pa3Mpa3eH eJHOA030BH (hIaKoHa B TEUHO
cberosHue npu Temmeparypa ot 2°C no 8°C (B paMKuTe Ha IIEpHO/a, TO3BOJICH 3a YIOTpeda, KOWTO €
30 nau nnu 14 1M cpOTBETHO, IpH Temmeparypa 2°C o 8°C). Benubxk pasmpaseHu u
TPaHCIOPTUPAHHU B TEUHO ChCTOsIHUE MpU TemmepaTypa ot 2°C no 8°C, eqHomo30BuTe (PrrakoHH HE
TpsiOBa J1a ce 3amMpassBaT MOBTOPHO U TPsiOBa 1a ce cbhxpansaBar npH 2°C 10 8°C 10 U3MOI3BAHETO UM.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MUKporpaMa MHKEKIIMOHHA
JICIIEPCHUSL B IIPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA

Ha ce cpxpansiBa BB (ppusep mpu -50°C mo -15°C.

CpxpaHsBaiiTe IpEABAPUTENHO HAITBIHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMIAKOBKa, 3a J1a ce
Mpearnasy OT CBETIIMHA.

3a ycioBusATa Ha ChXpaHEHHE ClIe/l pa3MpassiBaHe BIKTE ToUKa 6.3.

Tpancnopmupare na pasmpaseHu npedsapumenHo HanbiHeHu CHPUHYOBKU 8 MEUHO CbCMOsIHUE NPpU
memnepamypa om 2°C 0o 8°C

Axo TpaHcnopTupaneTo npu Temneparypa ot -50°C no -15°C He e Bb3MOKHO, HATUYHUTE JaHHU
MOAKPENAT TPAHCIIOPTUPAHETO HA €1HA WM TIOBEUYE Pa3MPA3eHU MIPENBAPUTEIHO HAITbIHEHH
CHPUHIIOBKY B TEYHO CHCTOSIHKE NPpH Temmeparypa oT 2°C mo 8°C (B paMKUTE Ha IEPHOAA, IO3BOJICH
3a ynorpe0a, koiito e 30 quu win 14 quu cpoTBETHO, pu Temmepatypa 2°C no §°C). Benubx
pa3Mpa3eHH U TPaHCIOPTHPAHU B TEYHO CHCTOSIHHUE MpU TemmepaTypa oT 2°C no 8°C, npensapuTenHo
HaITbJIHEHUTE CIIPHUHLIOBKH He TpsiOBa Ja ce 3aMpassiBaT NOBTOPHO U TPsOBa Jja ce ChXpaHsBaT MIPH
2°C no 8°C 10 M3IONI3BAHETO UM.
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6.5 Bwuau chabpxaHne Ha OMAKOBKaTAa

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 Mmukporpama)/ml MH>XEKIIMOHHA
nucrepcus (MHOro1030B4 (hJIAKOHM)

2,5 ml mucniepcusi B MHOTO1030B (JIaKOH (OT CTHKIIO THII | MM €KBUBAJIIEHTHO CTHKIIO, MIIM LUKINYCH
0JiepMHOB MOTUMEP C BHTPEUIHO OapuepHO MOKPHUTHE) ChC 3alyIIanka (XJI10poOyTUIOB KaydyK) U
CHHBO OTYYIIBAIIIO CE€ IJIACTMACOBO Kamaue ¢ o0KaTKa (aryMrHHEeBa 00KaTKa).

Onaxoska: 10 MHOTO1030BU (htakoHa. Beeku duiakoH chabpka 2,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mMukporpama/25 MUKporpaMa MHKEKIIMOHHA
nucnepcus (€4H0a030BU (DIAKOHM)

Hucnepcust 0,5 ml B eqHo1030B (h1akoH (OT CTHKIO TUMN | MM €KBUBAICHT HA CTHKIIO TUN 1) Cbe
3amymaiKa (XJOpoOyTHIIOB KayuyK) U CHHBO OTUYIIBAIIO CE MJIACTMACOBO Karade ¢ 0OKaTKa
(amymuHMEBa 00KaTKa).

Onaxoska: 10 ennomo3oBu (hraxona. Beekn nakon chabpxa 0,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mMukporpama/25 MUKporpaMa HHKEKIIMOHHA
JIACIIEPCHUSL B IPEIBAPUTEIHO HATbIHEHA COPUHIIOBKA

Hucnepcus 0,5 ml B mpegBapuTeIHO HAIBJIHEHA CIIPHHLIOBKA (LUKIUYEH 01e()MHOB MOJIMMED) C TiIaBa
Ha OyTtanoro (OpomMoOyTHIIOBA T'yMa ¢ IOKPUTHE) U Karavyka Ha BbpXa (OpoMOYyTHIIOB KaydyK, 0e3
UTJa).

Hpe)_'[BapI/ITeJ'IHO HAITbJIHCHUTC CIIPUHIIOBKHU Ca OIIAKOBAHU B 5 mpo3pavyHu 6J'II/ICTepa, BCCKH OT KOUTO
CbAbpiKa 110 2 NpEeABApUTCIIHO HAITBJIHCHU CIIPUHITOBKU.

OmnaxoBka: 10 npeaBapuTENTHO HAIBJIHEHN CIIPUHLIOBKU. Besika mpeaBapHUTEHO HAITbIHEHA
CIpUHLIOBKA chabpika 0,5 ml.

6.6 CrenuajaHu npeana3HN MepKH NMPH U3XBbPJIsiHE U padoTa

Bakcunara TpSI6Ba Ja CC MPUTOTBA U MMOCTaBA OT 06y‘ICHI/I MCINIUHCKHU CIICHHUAIIMCTHU IIPU CIIA3BAHC
Ha aCCIITUYHU TCXHUKHU, 3a a CC rapaHTHUpPa CTCPUITHOCT HAa JUCIICPCUATA.

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 Mmukporpama)/ml MH>XEKIIMOHHA
nucrepcus (MHOro103084 (hJIAKOHM)

Bakcunara e roroBa 3a yHOTpe6a CJICA pasMpas3siBaHC.

I[a HC CC pa3Kkiiallla UJIn pa3peiKaa. 3aB'preTe JICKO q)HaKOHa CJICA pasMpas3saBaHC U MPEAU BCAKO
HU3TCIJISAHE.

VYBepere ce, ye (IakKOHBT MMa CHHBO OTUYIIBAILO CE [IACTMACOBO Karaye 1 HAMMEHOBaHUETO Ha
npoaykTa e Spikevax bivalent Original/Omicron BA.4-5. Ako ¢pnakoHBT € CbC CHHBO OTUYIBALIO CE
IUTACTMACOBO Karade 1 HaMMEeHOBaHHWETO Ha mpoaykTa e Spikevax 0,1 mg/ml nnnm Spikevax bivalent
Original/Omicron BA.1, Mo, HanpaBeTe cnpaBka ¢ KpaTkaTa xapakTepucTHKa Ha IPOIYKTa 3a
¢dbopmMynHupOBKaTa.

HpenoqunTenHo € Ia np060>Kz[aTe 3alryniajikaTta Ha pa3JIM4HO MACTO BCCKU IIbT.

BBB Bcekn MHOT0/1030B ()ITAKOH C€ ChIbpPIKa U3JHIIBK, 32 J]a MOXKeE Jla e TapaHTHpa TOCTaBSIHETO Ha 5
o34 1o 0,5 ml.
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Pasmpazere Bcekn MHOT0030B (h1akoH Mpeau ynoTpeda, KaTo cieABare yKa3aHHUsITa I0-10Ty
(Tabnuua 6). Korato ¢akoHBT € pazMpas3eH B XJIaJUIIHHUK, OCTaBeTe IO Ha CTaiiHa TeMIiepaTypa 3a 15
MUHYTH IPEIy NPUIOKEHHUE.

Tadauua 6. Ykazanus 3a pa3Mpa3siBaHe Ha MHOI0/1030BU (MIAKOHM IpeaH ynorpeda

Yxkazanus M NPOIbJKHTEIHOCT Ha pa3Mpa3siBaHe

Temneparypa
Ha HpoasmxuTesnHoc
pa3Mpa3siBaHe | T Ha

(npu craiiHa pa3Mpa3siBaHe
TeMIlepaTypa)

Temmneparypa | IIpoabixur
Bupa onakoBka Ha €JIHOCT HA
pa3Mpa3ssiBaHe | pa3Mpa3ssiBa
(B XJIAAWJIHUK) | He

MHoromn0308 QiakoH 2° - 8°C 2 =acamu 30 15°C —-25°C 1 gac
MUHYTH

YKasdaHua caep pasmpassedHe

4[ HenyHkTHpaH cb:\axcﬂ—— —{ CAea M3TErAsHE HA MbPBATA A03d ]—

MakcumanHo Bpeme . R .
XACAMAHMK : MakcumaaHo epeme

& PankuTe Ha 9-MeceuHia CpoK Ka roaoeT

XAGAHAHHMK MAM CTalHA
Ha eTyaeHo Ao cTalina
remnepaTypa

or 8° A0 2RI 1

rrp—
B PAMKHTE Ha 12-M@CRYHHA CPOK HG FOAHOCT)
o12°208°C

TemnepaTtypa

PACKOHBT TPEOBA AT CE& CHXPAHABA MPK
TEeMNEePaTYpa mexxay 2° 1 25°C. AQTaTa 1 HackT
HQ M3XBbPASHE AQ CE 3annLIaT HO ETMKETA HA
doaakoHa.

Ha eTyaeHo ae caiina
Temnepatypa

MaxsbpAETE NyHKIMPAHKS OACKOH CAEA 19 yaca.

o1 8° 40 25°C

M3TerAsifTe BCAKA AO3Q BQKCHHA OT q)AGKOHG C NOMOLULLTA HA HOBA CTEPUAHA UTAC U CNPUHLIOBKA 3Q BCAKA MHXEKUMA, 3a AA NpeACTBpaTUTe
NPeAdBAHETO HA VIHqJeKLIMOBHM QAreHTM o1 EAHO AMLE HA APYTO.
Aoclatae CMNPUHLOBKATA TPSIGBQ Ad Ce M3NOA3BA He3aGaBHo.

CAea KaTo doAQKOHBT C€ NYHKTMRA 3a M3TEerAsHe HO MbPBATA AO3d, BOKCHHATA TPAGBa AQ CE M3NOoA3Ba He3a6aBHO M AQ C€ U3IXBbPAH
caea 19 Hyaca.

Bcaka HEM3MOA3BAHA BAKCKMHA MAM OTNAABYEH MATEPHUAA TPAGBA AQ CE M3XBbPAS B CbOTBETCTBUE C MECTHUTE M3IMCKBAHMS.

[ HUKOTIA He 3ampa3sBaiTe NOBTOPHO pasMpda3eHaTa BAOKCUHA ]

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MEUKporpaMa MH>KEKIIMOHHA
nucnepcus (€4H0a030BU (DIIAKOHM)

Bakcunara e roroa 3a ynorpe0a ciiei pa3MpassiBaHe.
Ja He ce pa3kialia WK pa3pexkaa. 3aBbpTeTe JIeKo (IakoHa ClIe pa3MpassiBaHe U MPeIu U3TErIIsHe.

VBepere ce, 4ye (IakKOHBT MMa CHHBO OTUYIIBAILO CE [JIACTMACOBO Karaye 1 HAMMEHOBaHUETO Ha
npoaykta e Spikevax bivalent Original/Omicron BA.4-5. Ako ¢pnakoHBT € CbC CHHBO OTUYINBALIO CE
IIACTMACOBO Karade 1 HaMMEHOBAaHUETO Ha mpoaykTa e Spikevax bivalent Original/Omicron BA.1,
MOJIs1, HampaBeTe crpaBka ¢ KpaTkaTta xapakrepucTuka Ha MpoayKTa 3a GopMyIMpOBKarTa.

[Ipean ynotpeba pazmpasere BCeKH eIHOA030B (IIaKoH, CIeIBANKH yKa3aHHATa MO-101y. Beekn
€IHO030B ()JIaKOH MM KapTOHEHaTa OMakoBKa, chabpxkama 10 ¢akona, MOXe Aa ce pa3Mpasy Win
B XJIAIWJIHUK, WJH Iy cTaiiHa Temmepatypa (Tabmauua 7). Korato ¢nakoHbT € pasmMpaseH B
XJIAAWJIHUK, OCTaBETe I'o Ha CTalfHa TeMIleparypa 3a 15 MUHYTH penu NpuiIoKeHHE.
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Tabanna 7. Yka3anus 3a pa3Mpa3siBaHe Ha eJHOA030BH (JIaKOHHN W ONIAKOBKA MpeIH ynorpeda

YxkazaHus M NPOIbJKHTEJIHOCT HAa pa3Mpa3siBaHe

Temneparypa
Temmneparypa Ha Ha
B [poab/KUTETHOCT [MpoabikuTETHOCT
HJ OIIAKOBKA pa3mpa3siBaHe pa3mpa3siBaHe
Ha pa3Mpa3siBaHe . HA pa3Mpa3siBaHe
(B XJIaAWTHHUK) (veayms) (npu craiina (MunyTH)
cO) y TeMIlepaTypa) y
O
Ennonozos o o ot 15°C no
(raxon ot 2°C no 8°C 45 MUHYTH 250C 15 MunyTH
Kapronena o o ot 15°C no
ONAKOBKA ot 2°C no 8°C 1 vac u 45 MunyTH 250C 45 MUHYTH

Ako QrakoHuTe ce pazmMpassaBat npu Temiepatypa ot 2°C no 8°C, octaBeTe BcekH (piakoH aa
npecTou Ha craiiHa Temmeparypa (15°C mpo 25°C) 3a npubnuzutenHo 15 MUHYTH Ipenu npuiiarate.

[Ipunoxenue

Bakcunara Tpsi6Ba aa ce mpuiara HHTpaMmycKyiHO. [IpeArnouynTanoTo MACTO € JEATOMIHUAT MYCKYIl B
ropHaTa yacT Ha pbKaTa. He mpuiaraiite Ta3u BakCHHA HHTPaBACKYJIapHO, MOAKOXKHO WIIN
WHTPAAEPMAIHO.

MHno2000306u raxonu

3ABLPTAMTE AEKO CPACKOHA CAEA PA3IMPA3ABAHE 1 MPEAM BCAKO U3TEMAIHE

Mpuaaraxe

BOKCMHATA € roTOBA 3A MPUAOXKEHWE CAEA PA3MPA3IBAHE. He pa3KAALLLANTE U He

paspexaanre.

Mpeay uHXeKTUPAHEe NPOoBEepPSBAMTE BCAKA

AO34d, 30 A

1 B CrPMHLLOBKATO

MOTBBRAMTE, Y€ TEYHOCTTA € BsiAa A0
NoYTH BAAQ, KOKTO BbB OAAKOHA, TAKA

ce yBepmTe B 06eMA HA CMIPWHLLOBKATA ’

BOKCHMHOTA MOXE AQ CbABPXA
BeAM MAM MOAYNPO3RAYHU HACTULM,

CBbP3AHM C MPOAYKTA.

AKO AO3ATC € HETONHA UAW UMA
MpPOMAHA B LLBETA M ARYITM BUAMMIK HOCTMLM,
HE HDMAOFDI;ITG BAKCKHATA.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MUKporpaMa MHKEKIIMOHHA

AUCTICPCHUA B IPCABAPUTCIHO HAITBJIHCHA CIIPHUHIIOBKA

I[a HC CC pa3Kiialla Ujin pa3peiKaa CbAbPKaHUCTO HAa NPCABAPUTCIHO HAITbJIHCHATA CIIPUHIIOBKA.

Besika peiBapuTEIHO HATBJIHEHA CITPUHIIOBKA € caMo 3a €JHOKpaTHa yroTpeda. BakcuHaTa e roroBa
3a ynotpe0ba ciiesi paMpassiBaHe.

Ot Besika IpeIBapUTEIIHO HAITBJIHEHA CIPUHIIOBKA MOXKe J1a Obie npuitoxkena eana (1) moza ot 0,5 ml.
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Spikevax bivalent Original/Omicron BA.4-5 ce nocTtass B €1HOJ030Ba, IPEABAPUTEIIHO HAITBIHEHA
cipuHIoBKa (0e3 uria), ceappikama 0,5 ml (25 Mukporpama enazomepan u 25 MUKporpama
nasesomepan) nPHK u Tpsi0OBa na ce pasmpasu npenu npuioxKeHue.

[Ipeau ynotpeba pa3mpaseTe BCsika MpeiBapruTENHO HAITbIHEHA CIPUHIIOBKA, CICABANKH
WHCTPYKLUUHUTE MO-107y. COPUHIIOBKUTE MOTaT Aa Ce pa3MpassiBaT B OJMCTEPHUTE OMAKOBKH (BCEKH
OmucTep ChabpKa 2 MPEABAPUTEIHO HAITBIHEHH CHPUHIIOBKHM) WM B caMaTa KapTOHEHa OMaKOBKa, B
XJIQIMJTHYK WK Ha cTaiiHa Temneparypa (Tabmuma 8).

Tabanna 8. Ykazanus 3a pazMpa3siBaHe Ha IPeABAPUTETHO HANBJIHEHH CIIPUHIOBKH M KYTHH €
Spikevax bivalent Original/Omicron BA.4-5 npenu ynorpe6a

Yka3zaHus ¥ NPOABJKUTETHOCT HA pa3Mpa3siBaHe
Temneparypa
Temmneparypa | Ipoabiuku Hl:l P
Ha TEJIHOCT HA HpoabaxuTeanoct
Buj onakoBka pa3Mpa3siBaHe
pa3Mpa3ssiBaHe | pa3Mpa3ssiB N Ha pa3Mpa3ssiBaHe
(npu craiiHa
(B XJIaJUITHHK) aHe (MMHYTH)
o TeMIlepaTypa)
°C) (munyH) )
[IpenBapurenHo
HaI'bJIHEHA CIIPUHLIOBKA 2-8 55 15-25 45
B OJIMCTEpHA OIIAaKOBKA
KapTtoHena onakoBka 2-8 155 15-25 140

VYBepere ce, ye UMETO Ha MPOYKTa B MPEABAPUTEIHO HAITbIHEHATa CIPHHIIOBKA ¢ Spikevax bivalent
Original/Omicron BA.4-5. Ako HanMeHOBaHHETO Ha poayKTa € Spikevax bivalent Original/Omicron
BA.1, Mo, HampaBete cripaBka ¢ KpaTkara xapakTepucTrka Ha MPOAyKTa 3a (OopMyInpOBKaTa.

Yraszanus 3a paboma cwvc Spikevax bivalent Original/Omicron BA.4-5 npedsapumento HanviHeHU
CHPUHYOBKU
e QOcraBere BCsKa MPEABAPUTEIIHO HAITBIHEHA COIPUHIIOBKA Ha cTaiiHa Temmeparypa (15°C no 25°C)

B NMPOABDKEHUE HA 15 MUHYTH, IPEIH J1a S MPHIIOKUTE.

e Jla He ce paskiala.

o [IpeaBapuTenHO HAITBJIHEHATA CIPHUHIIOBKA TPSOBA J1a c€ IPOBEPSIBA BU3YATHO 32 YACTHIIU U
MPOMSHA B [IBETA TIPEAH MPIIIOKCHHE.

e Spikevax bivalent Original/Omicron BA.4-5 e Osta 10 moutu Osiia nucnepcus. Moxe Jia Chabpika
0ey WM TONYTIPO3pavYHH YaCTHUIH, CBhP3aHH ¢ IPOAyKTa. J[a He ce mpuiara, ako BAaKCHHATA € C
MIPOMEHEH LBAT WX ChIIbPKA APYTH YACTHUIIH.

e lmiuTe HE ca BKIIIOUCHHU B KAPTOHCHHUTE KyTHH HA MPEIBAPUTEITHO HAITBIHCHUTE CIIPHHIIOBKH.

e Jla ce w3mon3Ba CTEPHIIHA UIJIA C MTOIXO/IAI pa3Mep 3a HHTPaMYCKyITHO uHxekTupane (21G nmm
MO-THHKA).

e OrtcrpaHere Kanaykara Ha BbpXa OT CIPUHIIOBKATA Ype3 3aBbpTaHE B MOCOKA 0OpaTHa Ha
YaCOBHUKOBATA CTPEJIKA.

e [lpukpenere urnara, Karo s 3aBbPTUTE IO ITOCOKA HA YACOBHUKOBATA CTPEIIKA, IOKATO CE 3aKPeIH
JI00pe BbPXY CIPUHIIOBKATA.

e OrtcrpaHeTe Kanaykara Ha UIJiaTa, KOraro CT€ TOTOBH 32 HHKCKTUPAHE.

L4 HpI/IJ'IO)KCTC sj1aTta 103a UHTPAaMyCKYJIIHO.
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UsxBhprsgHe

Heusnomspanusr JICKapCTBCH MPOAYKT WK OTNAABYHUTC MAaTCpUaid OT HCTO TpH6Ba Aa CC U3XBBPJIAT
B CbOTBCTCTBUEC C MECTHUTC U3HMCKBAaHUA.

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

Calle del Principe de Vergara 132 Plt 12

Madrid 28002

Ucnanus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA
EU/1/20/1507/006

EU/1/20/1507/009
EU/1/20/1507/010

9. JATA HA ITBbPBO PA3PEINABAHE/TIOJJTHOBSIBAHE HA PASPEHLIEHUETO 3A
YIOTPEBA

[Jata Ha mbpBO pa3pewmanane: 6 sayapu 2021 r.
Hata Ha nocienHo noaHoBsBaHe: 3 okToMBpu 2022 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[MompobHa nHpOpMAaIKs 3a TO3H JEKapCTBEH MPOAYKT € MpeocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara
areHIus 110 JIeKapcTBara http://www.ema.europa.eu.
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MNPUJIOXKEHMUE 11
IMPOU3BOJUTEJIM HA BUOJOI'HYHO AKTUBHOTO
BEHIECTBO U ITIPOU3BOJAUTEJIU, OTTOBOPHU 3A
OCBOBOXIABAHE HA TAPTHU U

YCJI0BUA UK OT'PAHUYEHUS 3A JTOCTABKA U
YIIOTPEBA

APYT'N YCJIOBUA U UBUCKBAHUS HA PASPELHIEHUETO 3A
YIIOTPEBA

YCJI0BUA UK OT'PAHUYEHUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS ITPOJAYKT
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A. TTPOU3BOAUTEJIN HA BUOJIOT'THYHO AKTUBHOTO BEIIECTBO U
MHNPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXJIABAHE HA ITAPTUIN

Hme n aApcC Ha IPOU3BOAUTECINTC HA OHOJIOTHYHO AKTUBHOTO BCIICCTBO

LONZA AG
Lonzastrasse
3930 Visp

[Iseitnapus

ModernaTX, Inc.
One ModernaWay
Norwood, MA 02062
CAIIL

Lonza Biologics, Inc.
101 International Drive Portsmouth, NH 03801
CAIIL

HMe 1 afpec HA IPOU3BOAUTEINTE, OTTOBOPHU 32 OCBOOOXK/IaBaHE HA NAPTUIUTE

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

28703. San Sebastian de los Reyes
Madrid,

Hcmanns

Recipharm Monts
18 Rue de Montbazon
Monts, @panims 37260

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 Plt 12
Madrid 28002

Wcnanus

Rovi Pharma Industrial Services, S.A.
Calle Julian Camarillo n°35
28037 Madrid Ucnianus

Patheon Italia S.p.a.
Viale G.B. Stucchi
110 20900 Monza, Utanns

Patheon Italia S.p.A.
2 Trav. SX Via Morolense 5
03013 Ferentino (FR) Utamms

[leuaTHaTa MMCTOBKA HA JIEKAPCTBEHUS MPOIYKT TPsAOBa 1a ChAbPKa UMETO U afpeca Ha
MPOU3BOIHUTEINS, OTTOBOPEH 332 OCBOOOXK/AaBAaHETO HA ChOTBETHATA MAPTUAA.

C ornex Ha oOsiBeHaTa ,,CIIEIIHA CUTYAIMs 33 OOIIECTBEHOTO 3/IpaBe OT MEKIYHAPOIHO 3HAUCHUE " U
3a J1a ce OCUTYPAT PaHHH JOCTABKHU, TO3H JICKAPCTBEH MPOIYKT TOJICKN Ha OTPaHHYEHO BEB BPEMETO
W3KITIOYEHHE, KOETO MO3BOJISIBA Ja CE pa3uuTa Ha U3CIeBaHEe 32 KOHTPOJ Ha TAPTHIIUTE, MPOBEICHO B
peructpupa(¥) eHTHP(0BE), pa3IOI0KEHN B TpeTa cTpaHa. ToBa N3KIIIOUCHHUE € BATUIAHO 10

31 mapt 2023 1. BpBEeXK1aHETO HAa JOTOBOPEHOCTHTE 32 KOHTPOJI HA MAPTHANTE, OCHIIECTBIBAH Ha
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teputopusita Ha EC, BKIIOUNTETHO HEOOXOANMHUTE IPOMEHH B YCIIOBUSATA HA pa3pelIeHHETO 3a
ynotpeba, TpsiOoBa aa 3aBbpIIN Hal-KbCHO A0 31 MapT 2023 T. B ChOTBETCTBUE ChC CHITIACYBAaHUS IIaH
3a TOBa MPEXBBPJIIHE HAa N3CIIEIBAHETO.

b. YCJIOBUS NN OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapcTBEHUAT MPOAYKT C€ OTIYCKA IO JIEKAPCKO NPEAIHCaHHNE.
Odunuanno ocBo0oKIaBaHE HA APTHAN

Cowraacno uin. 114 ot dupexrusa 2001/83/EO odunmanzoTo 0ocBoOOKAaBaHE Ha MAPTUANUTE C&
W3BBPILIBA OT JbprKaBHA Ja00paTopusl WK J1ad0paTopHs, OoNpeescHa 3a Ta3u Ledl.

B. JAPYI'N YCJOBUSA N U3NCKBAHUSA HA PASPEIIIEHUETO 3A YIIOTPEBA
. Ilepuoauynu akTyaJau3upanm aokjaaau 3a oesonacuoct (ITAIB)

WznckBanusrta 3a mopasane Ha [IAIb 3a To3u JiekapCcTBEH NIPOAYKT ca MMOCOUYEHH B CIIMCHKA C
pedepentuute gatn Ha EBponeiickus cpio3 (EURD cnmebk), npeasuaeH B wi. 1078, an. 7 ot
HupexruBa 2001/83/EO, 1 BbB BCHUKH CIIEIBAIIN aKTyalu3ally, ITyOJINKYBaH! Ha
eBpOIEHCKHUS yeOropTai 3a JIeKapcTBa.

. YCI0BUA NJIM OTPAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TPOAYKT

Ilnan 3a ynpasJienue Ha pucka (IIYP)

[IpurexarensaT Ha pa3pemennero 3a ynorpeda (IIPY) TpsOBa na u3BbpIIBa H3NCKBaHUTE
JNeWHOCTH U AEHCTBUS, CBBP3aHH C IIPOCIIEIIBaHE Ha JIEKapCTBEHAaTa 0€3011aCHOCT, IIOCOYEHH B
onobpenns [1YP, npeacrasen B Mozayn 1.8.2 Ha pa3pemeHnero 3a yrnorpeda, KakTo U IpH
BCHYKH CJIEBAIM ChIJIaCYBaHU aKTyanu3auuu Ha [TYP.

Axrtyanusupas [IYP Tps6Ba na ce momaBa:

. 1o nouckBane oT EBpomneiickaTa areHuus 1o JIeKapcTBara;

. BHHAru, KOraTo ce N3MEHs CUCTeMaTa 3a yIpaBjeHHE Ha PUCKa, 0COOCHO B pe3yiTaT Ha
[oJIy4aBaHe Ha HOBA MH(OpManys, KOSTO MOXeE Ja JOBeE 10 3HAYMMHU IPOMEHHU B
CHOTHOILCHHUETO I0JI3a/PUCK, WK CIIe JOCTUTaHE Ha BaXKEH eTarl (BbB BPb3Ka C IPOCIIEAsIBaHe
Ha JIEKapCTBEHaTa 0€30IaCHOCT WJIM CBEXAAHE Ha PUCKA 10 MUHUMYM).
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INPHUJIOXKEHMUE II1

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JIA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'OJ1030B ®JIAKOH)

1. UME HA JJEKAPCTBEHUS TPOAYKT

Spikevax 0,2 mg/ml HHKEKIIMOHHA AUCTIEPCHS
nPHK Bakcuna cpemry COVID-19 (Hykieo3naHo Moguduuupana)
ena3oMepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcekn MHOT071030B (hi1akoH chIbpxa S ml.
Enna noza (0,5 ml) ceappika 100 Mukporpama enazomMepa.
Enna no3za (0,25 ml) ceabpxka 50 Mukporpama eirazomepaH.

3. CIIUCBK HA TIOMOIIHUTE BEIMECTBA

[Momomuwm Bemecra: SM-102, xonecrepou, 1,2-mucreapomi-sn-riuinepo-3-hpocdoxonun (DSPC),
1,2-quMuprcTONI-Trac-rnepo-3-merokcunonuetuiaeHrnukon-2000 (PEG2000-DMG), Tpomeramont,
TPOMETaMOJIOB XUAPOXJIOPU, OLIETHA KUCENIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXxapo3a, BoJa 3a
WHXKEKINH.

4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxeknoHnHa quctepcust
10 MHOTO1030BH (pr1aKOHA

5. HAYUH HA ITPUJIOKEHUE U IBbT(MIIA) HA BBBEXKJIAHE

WHTpaMyCcKyITHO NPUITOKEHHE.
[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.

D0

2

5

CkaHupaiiTe TyK 3a JINCTOBKaTa Win nocerere www.modernacovidl9global.com.

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHABa HAa MACTO, HEAOCTHITHO 3a ACIA.

‘ 7. APYI'U CHEHNUAJIHA NPEAYNIPEXIEHUA, AKO E HEOBXOIUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

TI'onmen mo:

‘ 9. CIIEHUAJIHHA YCJIOBUS HA CbXPAHEHUE

Ma ce cpxpansaBa 3ampaszeH npu -50°C go -15°C.

[Ipouerere MUCTOBKATa 3a CPOKA HA TOJHOCT CJIEJ IIBPBOTO OTBAPSHE U 32 JOI'BIHUTEIHA
nH(pOpMaIUs OTHOCHO ChbXPaHEHHUETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAaKOBKa, 3a Jia Ce Mpeanasy OT CBETINHA.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

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

Ucnanus

12. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/001

13. MAPTHUJAEH HOMEP

[Naptuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HMH®OPMAIIMSA HA BEPAMJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOUM MH(popManus Ha bpaitioBa a30yka.

‘ 17. YHUKAJIEH MIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mMepeH 6apKoA ¢ BKIIOYEH YHUKAICH HICHTU(DHUKATOP.
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18. YHUKAJIEH TIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPKAT MAJIKUTE EJUHUYHU
II'bPBUYHU OITAKOBKH

ETUKET HA MHOI'OA0O30B ®JIAKOH

1. NUME HA JJEKAPCTBEHUSA NTPOAYKT U IbT(MIIA) HA BBBEXKJIAHE

Spikevax 0,2 mg/ml HHKEKIIMOHHA AUCTIEPCHS

nPHK Bakcuna cpemry COVID-19 (Hykieo3naHo Moguduuupana)
ena3oMepaH

im.

2. HAYYH HA ITPNUJIOKEHUE

WHTpaMycKyIHO NPHIIOKEHUE

‘ 3. JATA HA N3TUNYAHE HA CPOKA HA TOJHOCT

EXP

4. MHHAPTUAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM HUJIN EANHUIIN

MHoromn0308 ¢iakoH
Sml

6. JIPYTO

CkaHupaiiTe TyK 3a JIICTOBKaTa Win nocerere www.modernacovidl9global.com.
JlaTa/4ac 3a U3XBBpIISHE:
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JAHHH, KOUTO TPABBA JIA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'OJ1030B ®JIAKOH)

1. UME HA JJEKAPCTBEHUS TPOAYKT

Spikevax 0,1 mg/ml HHKEKIIMOHHA AUCTIEPCHS
nPHK Bakcuna cpemry COVID-19 (Hykieo3nano Moguduuupana)
enazoMepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku mHOTO1030B (hi1akoH cbabpxa 2,5 ml. Enna noza (0,5 ml) ceabpxa 50 mukporpama
enazomepad. Enna nosa (0,25 ml) cabpxa 25 MUKporpama enazoMepaH.

3. CIIUCBK HA TIOMOIIHUTE BEINECTBA

[Momomurnu BemmectBa: SM-102, xonecteporn, 1,2-aucteapou sn raunepo 3 ¢pocpoxomun (DSPC), 1,2-
JMMUPHCTOMI-Tac-ruepo-3-merokcunonuetnaenrmkoia-2000 (PEG2000-DMG), Tpomeramont,
TPOMETaMOJIOB XUAPOXJIOPU, OLIETHA KUCEJIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXxapo3a, BoJa 3a
WHXKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxeknnoHnHa quctepcust
10 MHOTO1030BH (pr1aKOHA

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIIA) HA BBBEXK/JIAHE

HHTpamycKyIHO IPHIIOKEHHE
[Ipean ynoTtpeba nmpoyereTe TMCTOBKATA.

OO0

L

5

CkaHupaiiTe TyK 3a JIICTOBKaTa Win nocerere www.modernacovid]9global.com.

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, UE JTEKAPCTBEHUSAT NPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHABa HAa MACTO, HEAOCTHITHO 3a ACIIA.

‘ 7. APYI'U CHEHNUAJIHA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma ce cpxpansaBa 3ampaszeH npu -50°C go -15°C.

[Ipouerere MUCTOBKATa 3a CPOKA HA TOJHOCT CJIEJ IIBPBOTO OTBAPSIHE U 32 JOI'BIHUTEIHA
nH(pOpMaIUs OTHOCHO ChXPaHEHHETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMaKOBKa, 3a Jia e Mpeanasy OT CBETINHA.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IPUTEXXATEJISAI HA PASPEHIEHUETO 3A YIIOTPEBA

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

Ucnanus

12. HOMEP(A) HA PASPEIHIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/002

13. MAPTHUJAEH HOMEP

[Naptuna:

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HMH®OPMAIIMSA HA BPAIJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOYM MH(popManus Ha bpaitioBa a30yka.

‘ 17. YHUMKAJIEH WAEHTHO®UKATOP — IBYU3MEPEH BAPKO/JI

JByn3mepeH 0apkoJI ¢ BKIIOYCH YHHKAJICH HIICHTH()UKATOP.

‘ 18. YHUKAJIEH MAEHTUH®UKATOP — JAHHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPKAT MAJIKUTE EJUHUYHU
II'bPBUYHU OITAKOBKH

ETUKET HA MHOI'OA0O30B ®JIAKOH

1. NUME HA JIEKAPCTBEHUSA MTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Spikevax 0,1 mg/ml HHKEKIIMOHHA AUCTIEPCHS

nPHK Bakcuna cpemry COVID-19 (Hykieo3naHo Moguduuupana)
ena3oMepaH

i.m.

2. HAYMH HA ITPUJIOKEHUE

WHTpaMycKyIHO NPHIIOKEHUE

‘ 3. JATA HA N3TUNYAHE HA CPOKA HA TOJHOCT

EXP

4. MHHAPTUAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM HUJIN EANHUTIN

MHoromn0308 ¢iakoH
2,5ml

6. JIPYTO

CkaHupaiiTe TyK 3a JINCTOBKaTa Win nocerere www.modernacovidl9global.com.
JlaTa/4ac 3a U3XBBPIISHE:
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JAHHH, KOUTO TPABBA JIA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (ITPEJABAPUTEJIHO HAITBJIHEHA CITPUHIIOBKA)

1. NUME HA JJEKAPCTBEHUSA TPOAYKT

Spikevax 50 Mukporpama HHXEKIHOHHA AUCIIEPCHS B IPEABAPUTEIHO HAII'BJIHEHA CIIPHHIIOBKA
nPHK Bakcuna cpemry COVID-19 (Hykieo3naHo Moguduuupana)
enazoMepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika nmpeaBapuTenHO HarbJHEHa cIpuHIOBKA chabpika 0,5 ml. Exna nosa (0,5 ml) ceappika
50 MuKporpama enazoMepaH.

3. CIIUCBK HA TIOMOIIHUTE BEIMECTBA

[Momomuwm Bemecra: SM-102, xonecrepou, 1,2-mucreapomi-sn-rimiepo-3-hpocdoxonun (DSPC),
1,2-nuMuprcTONI-Tac-rniepo-3-MeTokcunonueruieH riaukoi-2000 (PEG2000-DMG), tpomeramon,
TPOMETaMOJIOB XUAPOXJIOPU, OLIETHA KUCEJIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXxapo3a, BoJa 3a
WHXKEKIUH.

4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WuxeknuonHa qucnepceus
10 mpeaBapuUTETHO HAITBIHEHU CIIPUHIIOBKH

5. HAYMH HA ITPUJIOKEHUE U TBbT(MIIA) HA BBBEXK/JIAHE

HHaTpamycKyIHO IPHIIOKEHHE
[Ipean ynoTtpeba npoyereTe IMCTOBKATA.
3a exHOKpaTHA yroTpeba

OO0

r

-

[=]

CkaHupaiiTe TyK 3a JIICTOBKaTa Win nocerere www.modernacovidl9global.com.

6. CIIEHUAJIHO MPEAYNIPEXJIEHUE, UE JTEKAPCTBEHUSAT NPOAYKT TPSJABBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHdaBa HAa MACTO, HEAOCTHITHO 3a ACIIA.

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHH YCJIOBUSI HA CbXPAHEHUE

Ma ce cpxpansaBa 3ampaszeH npu -50°C go -15°C.

[Ipouerere nucTOBKaTa 3a CpOKa Ha TOJHOCT U 32 JOMBIHUTENIHA HHPOPMALIUS OTHOCHO
CbXpaHEHHUETO.

CpxpansBaiiTe IpeABAPUTEIHO HAITbJIHEHATa CIIPHUHLIOBKA B KAPTOHEHATa KyTHs, 3a Jja Ce Mpeara3u
OT CBETJIMHA.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

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

Wcnanus

12. HOMEP(A) HA PASPEIHIIEHHUETO 3A YIIOTPEBA

EU/1/20/1507/003

13. HNAPTHUJAEH HOMEP

[Naptuna:

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMSA HA BPAMJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOUM HHpopManus Ha bpaitioBa a30yka.

‘ 17. YHUKAJIEH WIEHTUO®UKATOP — IBYU3MEPEH BAPKO/JI

JIByn3mepeH 0apKoJI ¢ BKIIOYEH YHUKAJICH HISHTH()HUKATOD

‘ 18. YHUKAJIEH TIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA

97
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MUHUMYM JAHHU, KOUTO TPSABBA JJA CbABPXKAT MAJIKUTE EJUHUYHHU
II'bPBUYHU OITAKOBKH

ETUKET HA ITPEJIBAPUTEJTHO HAITBJIHEHA CITPUHIIOBKA

1. NUME HA JJEKAPCTBEHUS NTPOAYKT U IBT(MIIA) HA BBBEK/IAHE

Spikevax 50 Mukporpama HHXEKIHOHHA AUCIEPCHS
eazoMepaH
im.

2. HAYMH HA ITPNUJIOKEHUE

WHTpaMycKyIHO NpHIIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[Naptuna:

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJVMHUTIN

0,5 ml

6. JIPYTO
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'O1O30B ®JIAKOH)

1. NUME HA JJEKAPCTBEHUSA TPOAYKT

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

uPHK Bakcuna cpemry COVID-19 (Hykieo3naHo Moguduuupana)

ea3oMepaH/uMenazoMepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku mHOTO1030B (hi1akoH cbabpxa 2,5 ml. Enna noza (0,5 ml) ceabpxka 25 Mukporpama
enazoMepaH u 25 MUKporpama nmenaszomepad. Enna nosa (0,25 ml) ceabpxa 12,5 mukporpama
enazomepad u 12,5 Mukporpama nuMena3oMepaH.

3. CIIUCBK HA TIOMOIIHUTE BEIMECTBA

[Momomrnu BemmectBa: SM-102, xonectepoin, 1,2-aucteapou sn raunepo 3 ¢pocpoxomun (DSPC), 1,2-
JMMUPHCTOUI-Tac-ruepo-3-merokcunonuetniaenrmkoia-2000 (PEG2000-DMG), tpomeramont,
TPOMETaMOJIOB XUAPOXJIOPU, OLIETHA KUCENIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXapo3a, BoJa 3a
WMHXKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxeknnoHnHa quctepcust
10 MHOTO1030BH (pr1aKOHA

5. HAYMH HA ITPUJIOKEHUE U TBbT(MIIA) HA BBBEXK/JIAHE

HHTpamycKyIHO TPHIIOKEHHE
[Ipean ynoTtpeba npoyereTe IMCTOBKATA.

OO0

L

5

CkaHupaiiTe TyK 3a JINCTOBKaTa Win nocerere www.modernacovidl9global.com.

6. CIIEHUAJIHO MPEAYNIPEXJIEHUE, UE JTEKAPCTBEHUSAT NPOAYKT TPSJABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHdaBa HAa MACTO, HEAOCTHITHO 3a ACIIA.
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‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXIEHUA, AKO E HEOBXOINMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE

Ma ce cpxpansaBa 3ampaszeH npu -50°C go -15°C.

[Ipouerere MUCTOBKATa 3a CPOKA HA TOJHOCT CJIEJ IBPBOTO OTBAPSIHE U 32 JOI'BIHUTEIHA
nH(pOpMaIUs OTHOCHO ChXPaHEHHETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMaKOBKa, 3a Jia e Mpeanasy OT CBETINHA.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

Ucnanus

12. HOMEP(A) HA PASPEIHIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/005

13. MAPTHUJAEH HOMEP

[Naptuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMSA HA BPAMJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOYM MH(popManus Ha bpaitioBa a30yka.

‘ 17. YHUMKAJIEH MWAEHTHO®UKATOP — IBYU3MEPEH BAPKO/JI

JByn3mepeH 6apKoA ¢ BKIIOYSH YHUKAICH HASHTU(UKATOD
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18. YHUKAJIEH MWAEHTUH®UKATOP — JAHHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPKAT MAJIKUTE EJUHUYHU
II'bPBUYHU OITAKOBKH

ETUKET HA MHOI'OA0O30B ®JIAKOH

1. NUME HA JJEKAPCTBEHUSA NTPOAYKT U IbT(MIIA) HA BBBEXKJIAHE

Spikevax bivalent Original/Omicron BA.1 (50 ng/50 pg)/ml umkeKknuoHHa AUCHEPCHS
uPHK Bakcuna cpemry COVID-19 (nykieo3uano moauduuupana)
ela3oMepaH/uMenazoMepal

im.

2. HAYYH HA ITPUJIOKEHUE

WHTpaMycKyIHO NPHIIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. MHHAPTUAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM HUJIN EANHUIIN

MHoromn0308 ¢iakoH
2,5ml

6. JIPYTO

CkaHupaiiTe TyK 3a JINCTOBKaTa Win nocerere www.modernacovidl9global.com.
JlaTa/4ac 3a U3XBBPIISHE:
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JAHHH, KOUTO TPABBA JIA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (MHOI'O/1O30B ®JIAKOH)

1. UME HA JJEKAPCTBEHUS TPOAYKT

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 mukporpama)/ml HHKXEKIHOHHA
JHCTIEPCHsT

nPHK Bakcuna cpemry COVID-19 (Hykiaeo3naHo Moguduuupana)

ena3oMepaH/uMenazoMepal

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku mHOT01030B (hi1akoH chabpxa S ml. Enna nosa (0,5 ml) chabpxa 25 Mukporpama enazomepan
u 25 mukporpama uMmenasomepan. Enna nosza (0,25 ml) ceabppika 12,5 mukporpama enasomepan u 12,5
MHUKpOTpaMa uMeIa3oMepaH.

3. CIIUCBK HA TIOMOIIHUTE BEINECTBA

[Momomuwm Bemecra: SM-102, xonecrepou, 1,2-mucteapomt sn riutepo 3 gochoxonun (DSPC), 1,2-
JMMUPHCTOMNI-Tac-ruiepo-3-merokcunonuetniaenrmkoia-2000 (PEG2000-DMG), Tpomeramont,
TPOMETaMOJIOB XUAPOXJIOPU, OLIETHA KUCEIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXapo3a, BoJa 3a
WHXEKINH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxekunoHnHa quctepcust
10 MHOTO1030BH (pr1aKOHA

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXKJIAHE

HHTpamycKyIHO TPHIIOKEHHE
[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.

D0

a3

a

CkaHupaiiTe TyK 3a JINCTOBKaTa Win nocerere www.modernacovid]9global.com.

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHdaBa HAa MACTO, HEAOCTHITHO 3a ACIIA.
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‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXIEHUA, AKO E HEOBXOINMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE

Ma ce cpxpansaBa 3ampaszeH npu -50°C no -15°C.

[Ipouerere MUCTOBKATa 3a CPOKA HA TOJHOCT CJIEJ IIBPBOTO OTBAPSIHE U 32 JOI'BIHUTEIHA
nH(pOpMaIUs OTHOCHO ChXPaHEHHETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMaKOBKa, 3a Jia e Mpeanasy OT CBETINHA.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

Ucnanus

12. HOMEP(A) HA PASPEHIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/004

13. MAPTHUJAEH HOMEP

[Naptuna:

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMSA HA BPAIJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOYM MH(popManus Ha bpaitioBa a30yka.

‘ 17. YHUMKAJIEH NWAEHTHO®UKATOP — IBYU3MEPEH BAPKOJI

JByn3mepeH 6apKoA ¢ BKIIOYSH YHUKAICH HASHTU(UKATOD

105



18. YHUKAJIEH MWAEHTUH®UKATOP — JAHHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPKAT MAJIKUTE EJUHUYHU
II'bPBUYHU OITAKOBKH

ETUKET HA MHOI'OI0O30BUs ®JJAKOH

1. NUME HA JIEKAPCTBEHUSA MTPOAYKT U IBbT(MIIA) HA BBBEXK/IAHE

Spikevax bivalent Original/Omicron BA.1 (50 ng/50 pg)/ml nmkekunonna nucnepcus
nPHK Bakcuna cpemry COVID-19 (Hykieo3uaHo MoIuduuupana)
ena3oMepaH/uMenazoMepal

Lm.

2. HAYMH HA ITPUJIOKEHUE

WHTpaMycKyIHO NPHIIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. MHHAPTUAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM HWJIN EANMHUTIN

MHoromn0308 ¢iakoH
Sml

6. JIPYTO

CkaHupaiiTe TyK 3a JINCTOBKaTa Win nocerere www.modernacovid]9global.com.
JlaTa/4ac 3a U3XBBPIISHE:
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JAHHH, KOUTO TPABBA JIA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (EJHOJA030B ®JIAKOH)

1. UME HA JJEKAPCTBEHUS TPOAYKT

Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 Mukporpama WHXEKIHOHHA JUCIIEPCHUST
uPHK Bakcuna cpemry COVID-19 (nykieo3uano moauduuupana)
ella3oMepaH/uMenazoMepal

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku ennono3oB ¢nakon ceabpika 0,5 ml. Exna nosa (0,5 ml) ceappika 25 MuKporpama eixazoMepan
U 25 MUKporpama UMena3oMepaH.

3. CIIUCBK HA TIOMOIIHUTE BEINECTBA

[Momomuwm Bemecra: SM-102, xonecrepou, 1,2-aucreapomi-sn-riuiepo-3-hpocdoxonun (DSPC),
1,2-quMuprcTOnI-rac-ruuepo-3-merokcunonuetuiaeHrnukon-2000 (PEG2000-DMG), tpomeramont,
TPOMETaMOJIOB XUAPOXJIOPU, OLIETHA KUCEJIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXxapo3a, BoJa 3a
WHXKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxeknnoHnHa quctepcust
10 eqHomo30BH (hakoHa

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIIA) HA BBBEXK/JIAHE

HHTpamycKyIHO IPHIIOKEHHE
[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.
3a exHOKpaTHA yroTpeba

CkaHupaiiTe TyK 3a JIICTOBKaTa Win nocerere www.modernacovid]9global.com.

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSJBBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TELIA

I[a CC CbXpaHABa HAa MACTO, HEAOCTHITHO 3a ACIIA.

‘ 7. APYI'U CHEHNUAJIHA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ma ce cpxpansaBa 3ampaseH npu -50°C go -15°C.
[Ipouerere MUCTOBKATa 3a CPOKA HA TOJHOCT U 3a JIOMBIHUTENHA HHQOpMALUs 33 ChXpaHEeHHE.
CoxpansBaiite (1akoHa BbB KapTOHEHATa OMAKOBKa, 3a Ja Ce MPEea3y OT CBETIMHA.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

Ucnanus

12. HOMEP(A) HA PASPEIHIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/008

13. MAPTHUJAEH HOMEP

[Naptuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMSA HA BPAMJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOYM MH(popManus Ha bpaitioBa a30yka.

‘ 17. YHUKAJIEH MIEHTUO®UKATOP — IBYU3MEPEH BAPKO/JI

JByn3mepeH 6apKkoJI ¢ BKIIOYEH YHUKAJICH HISHTH(DUKATOD
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18. YHUKAJIEH TIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA
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MUHUMYM JAHHU, KOUTO TPSABBA JA CBbABPXKAT MAJIKUTE EJUHUNYHHU
II'bPBUYHU OITAKOBKH

ETUKET HA E/JHOAO30B ®JIAKOH

1. UME HA JIJEKAPCTBEHUA MTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Spikevax bivalent Original/Omicron BA.1 25 pg/25 pg umkeKunoHHa AUCTIepCus
ea3oMepaH/uMenazoMepal
im.

2. HAYMH HA ITPUJIOKEHUE

WHTpaMycKyIHO MPHUIIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. MHAPTUAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM HUJIN EAVUHUIA

EnnonozoB dhnakon
0,5ml

6. JIPYTO
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUUYHATA OITAKOBKA

BBHIIIHA KAPTOHEHA OITAKOBKA (IIPEJIBAPUTEJTHO HAITBJIHEHA
CIIPUHIIOBKA)

1. UME HA JJEKAPCTBEHUSA TPOAYKT

Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 Mukporpama WHXEKIIHOHHA JUCIIEPCHUST
B MIPEBApUTEIHO HATBJIHEHA CIIPUHIIOBKA

uPHK Bakcuna cpemy COVID-19 (Hykieo3naHo Moguduuupana)

ena3oMepaH/uMenazoMepal

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHo HarbJHEHa cIpuHIOBKa chabpika 0,5 ml. Exna mnosa (0,5 ml) ceappika
25 MUKpoTrpaMa eyla3oMepaH 1 25 MUKporpaMa UMea30MepaH.

3. CIIUCBK HA TIOMOIIHUTE BEIMECTBA

[Momomuwm Bemecra: SM-102, xonecrepou, 1,2-mucreapomi-sn-riuinepo-3-hpocdoxonun (DSPC),
1,2-quMuprcTONI-Trac-rnuepo-3-merokcunonuetuiaeHrnukon-2000 (PEG2000-DMG), Tpomeramont,
TPOMETaMOJIOB XUAPOXJIOPU, OLIETHA KUCEJIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXxapo3a, BoJa 3a
WHXKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

WuxeknuonHa qucnepceus
10 mpeaBapuUTETHO HAITBIHEHU CIIPUHIIOBKH

5. HAYMH HA ITPUJIOKEHUE U TBbT(MIIIA) HA BBBEXK/JIAHE

WHTpaMyCcKyITHO NPUITOKEHHE.
[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.
3a exHOKpaTHA yroTpeba

OO0

3
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CKaHupaliTe TyK 3a IMCTOBKaTa uan nocetete www.modernacovidl9global.com.

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, UE JTEKAPCTBEHUAT NPOAYKT TPsBBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHABa HAa MACTO, HEAOCTHITHO 3a ACIIA.

112
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‘ 7. APYI'U CHEHNUAJIHA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ma ce cpxpansBa 3aMpaszeno npu -50°C go -15°C.

[Ipouerere MUCTOBKATa 3a CPOKA HA TOJHOCT U 3a IOMBIHUTEIHA HHQOpMALHUs 32 ChXpaHEeHHE.
CbxpaHsBaiiTe IpeABAPUTEIHO HAITBIHEHATA CIIPUHLIOBKA B KAPTOHEHATa OMIAKOBKa, 3a /1a ce
Mpearnasy OT CBETIIMHA.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA TIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

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

Ucnanus

12. HOMEP(A) HA PASPEIHLIEHHUETO 3A YIIOTPEBA

EU/1/20/1507/007

13. HNAPTHUJAEH HOMEP

[Naptuna:

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMSA HA BPAMJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOYM MH(popManus Ha bpaitioBa a30yka.

‘ 17. YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/JI

JByn3mepeH 6apKkoJI ¢ BKIIOYEH YHUKAJICH HISHTH(DUKATOD
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18. YHUKAJIEH MIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPKAT MAJIKUTE EJUHUYHU
II'bPBUYHU OITAKOBKH

ETUKET HA ITPEJABAPUTEJTHO HAITBJIHEHA CITPUHIIOBKA

1. NUME HA JIEKAPCTBEHUSA MTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Spikevax bivalent Original/Omicron BA.1 25 mcg/25 mcg uHXeKIMOHHA TUCTIEPCHUs
ena3oMepaH/uMenazoMepal
i.m.

2. HAYYH HA ITPNUJIOKEHUE

WHTpaMycKyTHO NPHUIIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. MHAPTUAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM UJIN EANHUIIA

0,5 ml

6. JIPYTO
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JAHHH, KOUTO TPABBA JIA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'OJ1030B ®JIAKOH)

1. NUME HA JJEKAPCTBEHUSA TPOAYKT

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 Mukporpama)/ml HHKEKIIHOHHA
JHCTIEPCHsT

nPHK Bakcuna cpemry COVID-19 (Hykieo3naHo Moguduuupana)

ela3oMepaH/aaBe3oMepan

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku mHOT0O1030B (hi1akoH cbabpxa 2,5 ml. Enna noza (0,5 ml) ceabpxa 25 Mukporpama
ea3oMepaH U 25 MUKporpamMa J1aBe3oMepaH.

3. CIIUCBK HA TIOMOIIHUTE BEINECTBA

[Momomuum Bemecta: SM-102, xonectepou, 1,2-mucreapomi-sn-riunepo 3 pocdoxommn (DSPC), 1,2-
JMMUPHUCTOMI-Tac-ruiepo-3-merokcunonuetnaenrmkoia-2000 (PEG2000-DMG), Tpomeramont,
TPOMETaMOJIOB XUAPOXJIOPU], OLIETHA KUCEJIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXxapo3a, BoJa 3a
WHXKEKINH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

WmxeknnoHnHa quctepcust
10 MHOTO1030BH (pr1aKOHA

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIIA) HA BBBEXK/JIAHE

HHaTpamycKyIHO IPHIIOKEHHE
[Ipean ynoTtpeba npoyereTe IMCTOBKATA.

CkaHupaiiTe TyK 3a JIICTOBKaTa Win nocerere www.modernacovid]9global.com.

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, UE JTEKAPCTBEHUSAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT INOTJIEJA U TOCET' A HA JIEIIA

I[a CC CbXpaHABa HAa MACTO, HEAOCTHITHO 3a ACIIA.

‘ 7. APYI'U CHEHNUAJIHA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ma ce cpxpansaBa 3ampaszeH npu -50°C go -15°C.

[Ipouerere MUCTOBKATa 3a CPOKA HA TOJHOCT CJIE IBPBOTO OTBAPSIHE U 32 JOI'BIHUTEIHA
nH(pOpMaIUs OTHOCHO ChXPaHEHHUETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAaKOBKa, 3a Jia e Mpeanasy OT CBETINHA.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

I/ISXB’pr'ICTe B CbOTBCTCTBUEC C MCCTHUTC U3MCKBAHM .

11. HME U AJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

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

Ucnanus

12. HOMEP(A) HA PASPEHHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/006

13. MAPTHUJAEH HOMEP

[Naptuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMSA HA BPAMJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOYM HH(popManus Ha bpaitioBa a30yka.

‘ 17. YHUMKAJIEH WAEHTHO®UKATOP — IBYU3MEPEH BAPKO/JI

JByn3mepeH 6apKkoJI ¢ BKIIOYEH YHUKAJICH HISHTH(DUKATOD
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18. YHUKAJIEH MWAEHTUH®UKATOP — JAHHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHH, KOUTO TPSABBA JJA CBbABPKAT MAJIKUTE EJUHUYHHU
II'bPBUYHU OITAKOBKH

ETUKET HA MHOI'OA0O30B ®JIAKOH

1. NUME HA JIEKAPCTBEHUSA MTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Spikevax bivalent Original/Omicron BA.4-5 (50 ug/50 pg)/ml umxekunonHa aucrnepcus
nPHK Bakcuna cpemry COVID-19 (Hykieo3naHo Moguduuupana)
ella3oMepaH/aaBe3oMepan

i.m.

2. HAYMH HA ITPNUJIOKEHUE

WHTpaMycKyIHO NPHIIOKEHUE

‘ 3. JATA HA N3TUNYAHE HA CPOKA HA TOJHOCT

EXP

4. MHHAPTUAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM HUJIN EANHUIIN

MHoromn0308 ¢iakoH
2,5ml

6. JIPYTO

CkaHupaiiTe TyK 3a JINCTOBKaTa Win nocerere www.modernacovidl9global.com.
JlaTa/4ac 3a U3XBBPIISHE:
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JAHHH, KOUTO TPABBA JIA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (EJHOO30B ®JIAKOH)

1. NUME HA JJEKAPCTBEHUSA TPOAYKT

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKporpaMa HHKEKIIHOHHA
JHCTIEPCHsT

nPHK Bakcuna cpemry COVID-19 (Hykieo3uaHo Moguduuupana)
ela3oMepaH/aaBe3oMepan

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku ennonozoB ¢nakon ceabpika 0,5 ml. Exna nosa (0,5 ml) ceappika 25 MuKporpama eixasoMepan
U 25 MUKporpama 1aBe30MepaH.

3. CIIUCBK HA TIOMOIIHUTE BEIMECTBA

[Momomuwm Bemecra: SM-102, xonecrepou, 1,2-mucreapomi-sn-riuiepo-3-hpocdoxonun (DSPC),
1,2-quMuprcTONI-Trac-rnuepo-3-merokcunonuetuiaeHrnukon-2000 (PEG2000-DMG), Tpomeramont,
TPOMETaMOJIOB XUAPOXJIOPU, OLIETHA KUCENIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXxapo3a, BoJa 3a
WHXKEKINH.

4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxeknnoHnHa quctepcust
10 eqHOmO30BH (hakoHa

5. HAYMH HA ITPUJIOKEHUE U TBbT(MIIA) HA BBBEXK/JIAHE

HHaTpamycKyIHO IPHIIOKEHHE
[Ipean ynoTtpeba npoyereTe IMCTOBKATA.
3a exHOKpaTHA yroTpeba

D0

L

o

[=]

CkaHupaiiTe TyK 3a JINCTOBKaTa Win nocerere www.modernacovidl9global.com.

6. CIIEHUAJIHO MPEAYNIPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHABa HAa MACTO, HEAOCTHITHO 3a ACIIA.
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‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXIEHUA, AKO E HEOBXOINUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHH YCJIOBUSI HA CbXPAHEHUE

Ma ce cpxpansaBa 3ampaszeH npu -50°C no -15°C.

[Ipouerere nucTOBKaTa 3a CpOKa Ha TOJHOCT U 32 JOMBIHUTENIHA HHPOPMALIUS OTHOCHO
CbXpaHEHHUETO.

CoxpansBaiiTe (1akoHa B KapTOHEHaTa KyTHs, 3a a Ce MPEANas3n OT CBETIIMHA.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IPUTEXATEJISAI HA PASPEIHIEHUETO 3A YIIOTPEBA

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

Ucnanus

12. HOMEP(A) HA PASPEIHIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/009

13. MAPTHUJAEH HOMEP

[Naptuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMSA HA BPAIJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOUM HH(popManus Ha bpaitioBa a30yka.

‘ 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/JI

JByn3mepeH 6apKoa ¢ BKIIOYSH YHUKAICH HACHTU(UKATOD
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18. YHUKAJIEH MIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHU, KOUTO TPSABBA JJA CbABPXKAT MAJIKUTE EJUHUYHHU
II'bPBUYHU OITAKOBKH

ETUKET HA E/JHOAO30B ®JIAKOH

1. NUME HA JJEKAPCTBEHUS NTPOAYKT U IBT(MIIA) HA BBBEK/IAHE

Spikevax bivalent Original/Omicron BA.4-5 25 mcg/25 mcg nHXEeKINOHHA TUCTIEPCHUs
ella3oMepaH/aaBe3oMepan
im.

2. HAYMH HA ITPUJIOKEHUE

WHTpaMycKyIHO NpHIIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[Naptuna:

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJVMHUTIN

EnnonozoB dhnakon
0,5 ml

6. JIPYTO
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (ITPEJABAPUTEJIHO HAITbJIHEHA CITPUHIIOBKA)

1. NUME HA JJEKAPCTBEHUSA TPOAYKT

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKporpaMa HHKEKIIHOHHA
JMCTIEpCHsl B IPEJBApUTEIHO HATBJIHEHA CIIPUHIIOBKA

uPHK Bakcuna cpemry COVID-19 (nykieo3uano moauduuupana)
ella3oMepaH/aaBe3oMepan

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku ennono3oB ¢nakon ceabpika 0,5 ml. Exna nosa (0,5 ml) ceappika 25 Mukporpama eixasoMepan
U 25 MUKporpama 1aBe30MepaH.

3. CIIUCBK HA TIOMOIIHUTE BEINECTBA

[Momomuwm Bemecra: SM-102, xonecrepou, 1,2-aucreapomi-sn-riuiepo-3-hpocdoxonun (DSPC),
1,2-quMuprCcTONI-Tac-rnepo-3-merokcunonuetuiaeHrnukon-2000 (PEG2000-DMG), Tpomeramont,
TPOMETaMOJIOB XUAPOXJIOPU, OLIETHA KUCENIMHA, HATPUEB alleTaT TPUXUAPAT, 3aXxapo3a, BojJa 3a
WHXKEKINH.

4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

HuxeknuonHa qucnepceus
10 mpeaBapuUTETHO HAITBIHEHU CIIPUHIIOBKH

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/JIAHE

HHTpamycKyIHO TPHIIOKEHHE
[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.
3a exHOKpaTHA yroTpeba

D0
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CkaHupaiiTe TyK 3a JIICTOBKaTa Win nocerere www.modernacovidl9global.com.

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, UE JTEKAPCTBEHUSAT NPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHABa HAa MACTO, HEAOCTHITHO 3a ACIIA.
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‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHH YCJIOBUSI HA CbXPAHEHUE

Ma ce cpxpansaBa 3ampaszeH npu -50°C no -15°C.

[Ipouerere nucTOBKaTa 3a CpOKa Ha TOJHOCT U 32 JOMBIHUTENIHA HHPOPMALIUS OTHOCHO
CbXpaHEHHUETO.

CoxpansBaiiTe (1akoHa B KapTOHEHaTa KyTHs, 3a a Ce MPEANas3n OT CBETIMHA.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

I/IBXB’LpHeTe B CBbOTBCTCTBUC C MCCTHUTC U3UMCKBaAHMA.

11. HME U AJPEC HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

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

Ucnanus

12. HOMEP(A) HA PASPEIHIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/010

13. MAPTHUJAEH HOMEP

[Naptuna:

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMSA HA BPAMJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOUM HH(popManus Ha bpaitioBa a30yka.

17. YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/JI
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JByn3mepeH 6apKkoJI ¢ BKIIOYEH YHUKAJICH HISHTH()DHUKATOD

‘ 18. YHUKAJIEH MIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA
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MUHUMYM JAHHU, KOUTO TPSABBA JJA CbABPXKAT MAJIKUTE EJUHUYHHU
II'bPBUYHU OITAKOBKH

ETUKET HA ITPEJIBAPUTEJTHO HAITBJIHEHA CITPUHIIOBKA

1. NUME HA JJEKAPCTBEHUS NTPOAYKT U IBT(MIIA) HA BBBEK/IAHE

Spikevax bivalent Original/Omicron BA.4-5 25 mcg/25 mcg nHXEeKINOHHA TUCTIEPCHUs
ella3oMepaH/aaBe3oMepan
im.

2. HAYMH HA ITPUJIOKEHUE

WHTpaMycKyIHO NpHIIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[Naptuna:

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJVMHUTIN

0,5 ml

6. JIPYTO
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b. INCTOBKA
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JIncroBka: nH(popManus 3a NoTpedUTENA

Spikevax 0,2 mg/ml nHKeKIIMOHHA THCHIepCHSs
Spikevax 0,1 mg/ml nH:KeKIMOHHA TUCEepCHS
Spikevax 50 MukporpamMa HHKeKIMOHHA THCIIEPCHS B MPeIBAPHTEJIHO HAITbJIHEHA CIPUHIIOBKA
uPHK Bakcuna cpemy COVID-19 (HykJieo3uaHo moaupuuupana)
(COVID-19 mRNA Vaccine (nucleoside modified)
enazomepad (elasomeran)

To3u JICKAPCTBCH MPOAYKT MOAJICIKHU Ha JOIIBJIHUTCIIHO Ha6J'IIO}_IeHI/Ie. ToBa 1€ 1MMO3BOJIN 6’Bp30T0
YCTaHOBSABAHC HAa HOBA I/IH(i)OpMaLII/ISI OTHOCHO Oe30macHoCTTa. MoKeTe Aa 1aJIcTC CBOA IMPUHOC, KaTO
C’L06H_II/ITC BCsKa HECXKECJIaHa pCaKklus, KOATO CTC IOJYy4YUJIN. 3a HauMHA Ha C’BO6H_IaBaHe Ha HCXKCJIIaHU
PpCaKnur BUXKXTC Kpast Ha TOYKa 4,

IIpouyeTreTe BHUMATEIHO LSJIATA JIMCTOBKA, MPEIM 12 MOJYYUTE TA3M BAKCUHA, Thil KaTO TS

chABP:KA BaskHa 32 Bac nndopmanus.

- 3anasere Ta3u JUCTOBKA. MOXKe Aa ce HaJOXH Aa g MPOYETETE OTHOBO.

- AKO UMaTe HAKaKBU JOITBIHUTEITHH BBIIPOCH, ronuTaiite Bamms ekap, hapmaneBT mim
MEIHNIIMHCKA CECTpa.

- AKO TIOITyYnTe HIKaKBU HEXKEIAHU Peakliy, yBeqoMeTe Bamms nekap, GpapmarieBT uimu
MeauIrHCKa cectpa. ToBa BKITIOYBA BCHYKH BH3MOKHU HEOITMCAHH B Ta3U JIMCTOBKA HEXeJIaH!
peakuuu. Bixte Touka 4.

Kakso CbAbPiKa Ta3u JUCTOBKA

Kaxso npencrasmsiBa Spikevax u 3a KakBO ce U3IOI3Ba

Kakso Tps6Ba na 3Haere, mpeau na Bu 0b1e mocraBeHa Spikevax
Kak ce mpuara Spikevax

BBb3MOXHH HEXKETaH! peakiin

Kak na cexpansBare Spikevax

ChbabpikaHue Ha ONAKOBKATa U JIOBIIHUTENHA HH(POPMAITUs

AN

1. Kakso npencrasisBa Spikevax u 3a KakBo ce U3M0J13Ba

Spikevax e BakcuHa, n3non3Bana 3a npeanassane or COVID-19, npuunssiBan ot SARS-CoV-2. Ts ce
mpujara Ha Bb3pacTHH U Jielia Ha 6 1 moBede Mecena. AKTUBHOTO BeecTBO B Spikevax e
nnpopmanuonHa PHK (uPHK), konupama 1. Hap. ,,uunos* nporend Ha SARS-CoV-2. uPHK e
BrpajicHa B TUMUIHU HaHoyacTui SM-102.

Tt kato Spikevax He cbabpiKa BUPYC, T He Moxe a Bu 3apazu ¢ COVID-19.

Kak neiictBa BakcnHaTa

Spikevax cTumymnmpa ecTecTBEeHUTE 3allUTH Ha OpraHu3ma (MMyHHaTa cucreMa). Bakcunata nerictsa,
KaTo Kapa opraHu3Ma Jja Mpou3BeK/a 3allrTa (aHTUTeNa) Cpelly BUpYyca, KOMTO MPUYHHSBA
COVID-19. Spikevax u3nonsBa BeIIECTBO, HAPEUEHO HH(POPMALMOHHA PHOOHYKIIEHHOBA KHCENHHA
(uPHK), 3a na npenece nadopmanus, KOATO KJICTKUTE B OpraHu3Ma MOTaT Jia U3I0J3BaT 3a
o0pasyBaHe Ha LIMIIOBHS NPOTENH, KOWTO CHILO Ce HAMHpPa U BBPXY Bupyca. Ciel ToBa KIETKUTE
n3paboTBaT aHTHUTENA CPEIly HIMIIOBHS IPOTEHH, KOUTO Ja TOMOTHAT 32 OTOIbCKBAaHE HA BUpYCa.
Tosa e nomorse 3a 3amurara Bu cperry COVID-19.

2. Kakso Tps0Ba 1a 3Haere, npeau Aa Bu 0bae nocrasena Spikevax

Bakcunara ne TpﬂﬁBa Aa ce nmpuJjara, aKko CTc¢ ajJepru4id KbM aKTHUBHOTO BEIIECTBO UJIK KbM
HIKOA OT OCTAHAJIUTE CbCTABKU HA TOBA JICKAPCTBO (I/136p06HI/I B TOYKa 6)
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Ipenynpesxnenns u npeaAnasHu MepKU
I'oBopere ¢ Bamus nekap, ¢papmaneBT Wi MEAWLIMHCKA CECTPa, penu aa Bu 0b1e nmocraBena
Spikevax, ako:

- mpean CTC UMajll TEXKa, )KUBOTO-3acTpaliaBalia ajJeprudia peakuus CJjIe] HHXKCKTHPaHEe Ha
HJIKaKBa Jpyra BaKCUHa WIN aKO Bu e nocraBsHa Spikevax B MUHAJIOTO.

- HMaTe MHOTO cl1aba uiu KOMITpOMCTHPAaHA (0TCJ'Ia6eHa) HMYHHa CUCTECMa

- HIKOTr'a CTC MpUuiagaid CJICH MHKCKIUA C UTjia

- HUMATC HAPYHICHUC Ha KPbBOCHCUPBAHCTO

- HMATC BUCOKA TCMIICpaTypa NUJIN TCIKKa I/IH(l)eKLII/IH; HO MOXKC J1a C€ BAKCUHUPATEC, aKO UMATC JICKO
IMOBHUIICHA TEMIICPpATypa UJIN I/IH(l)CKLII/IH Ha TOPHUTC NUXATCIIHU IbTUIIA, HOH06Ha Ha IpocTyaa.

- HNMATC HAKAKBO CCPUO3HO 3a00JsBaHe

- H3NUTBATC TPCBOXKHOCT, CBbP3aHa C MOCTABAHC HA MHIKCKIIUHU.

ChlIecTBYBa MOBHIIICH PUCK OT MHOKAPAUT (Bh3NAIICHUE HA ChPJICUHUS MYCKYJI) M ICPUKAPIUT
(BB3nIAJICHUE HA BHHIIIHATA OOBHBKA Ha CHPIIETO, ChOOIICHH CIie]l BakKCHHAIMS che Spikevax (Bxk.
TOuKa 4)..

Te3u 3abons1BaHUs MOraT Ja C€ pa3BUAT 40 HAKOJIKO JHU CJICA BAKCUHAIIUATA U IPEIUMHO B PAMKUTC
Ha 14 JHH. Te ca Ha6J'I}O,Z[aBaHI/I IMO-4eCTO CJIeA BTOpara 103a, B CpaBHCHHUE C IIbpBaTa, v Mo-4€CTo npu
OHOIIN U ITO-MJIagu MBXKE.

Crnien BakcHHANUA, TPSAOBaA J1a ObAeTE OJUTEITHYU 32 MPU3HAIM HA MUOKAPIUT U IEPUKAPIUT, HAIPHMED
3ayX, ChpiicOneHe nik 0oJIKa B ThPAUTE, U TPOBA He3a0aBHO J1a MOTHPCUTE JICKAPCKa ITOMOIII, aKO
TE HACTBIIAT.

AKO HAKOE OT U30POEHHUTE MO-TOpe ce OTHACA 3a Bac (Miu He cTe CUTYpHH), ToBOpeTe ¢ Barus nekap,
(hapMareBT WM MEIUIIMHCKA CecTpa, Ipeau 1a Bu Obae mocraBeHna Spikevax.

OobocTpsine HA CHHAPOM Ha HapylleHA KanuJsipHa nponyckausoct (CLS)

Cpo01IeHn ca HAKOJIKO ciydas Ha 000CTpsHEe Ha CHHIPOM Ha HapylleHa KaluispHa MPOMyCKIMBOCT
(MpUYMHSIBAL] U3THYAaHE HAa TEYHOCT OT MAJIKUTE KPhbBOHOCHHU ChIOBE (KallWISIPH ), KOETO BOAH JI0
0Bp30 MoayBaHE HA PHLIETE U KpaKaTa, BHE3aITHO [TOBUIIIABaHE HA TETJIOTO U yCeIlaHe 3a
MpUMalsIBaHe, HUICKO KPBBHO HaJsiraHe) cliesl BakcHHAus cbe Spikevax. AKO B MUHAJIOTO CT€ UMalld
enuzoau Ha CLS, roBoperte ¢ sekap, npenu aa Bu 0b1e mocraBena Spikevax.

HpOII'bJI)KI/ITe.IIHOCT Ha 3ammurarTta
Kakro IIpU BCAKa BaKCHMHA, IbpBUYHATA 2—;[03013a BaKCUHAIIMOHHA CXEMa IIpH Spikevax MOXKE 1a HE
3alIUTHU HAITBbJIHO BCUYKHU, KOUTO A IOJy4aBaT, U HC € U3BECTHO KOJIKO ABJTO MIC 6’LI[CTC 3alllUTCHU.

Hena
Spikevax He ce mpenopbuBa npu Jera noJ 6-MeceyHa Bb3pacT.

JApyru nexkapcrBa u Spikevax

Tps6Ba na kaxere Ha Bamms exkap win GpapManeBT, ako IpreMare, HACKOPO CTE MpUEeMaTH W €
BB3MOKHO /1a 3aIll04HETe Ja IpueMare Ipyru jiekapera. Spikevax Moxe Ja HOBIMsie HAa HAUMHA HA
JISHCTBHE HA APYTH JIEKAPCTBA, KAKTO M JPYTH JIEKAPCTBA MOTAT Ja OKaXKaT BIMSHUAC HA HAYMHA, TI0
KolTO neiictBa Spikevax.

HNmyHoKoMNIpOMeTHPAaHHU JIHIA

AKO cTe IMyHOKOMIIPOMETHPAHH, MOKE JIa IoIyuuTe Tpera no3a Spikevax. EdukacHoctTa Ha
Spikevax, nopu cnex Tpera 103a, MOXKE J1a € I0-HUCKA PU KIMYHOKOMITPOMETHpaHH Juia. B TakuBa
ciy4an Ou TpsSOBAIIO J]a MPOIBIDKHUTE Ja Cclia3Bare (GU3NYECKU Mpela3Hu MEPKH, 3a J1a CIOMOTHETE 3a
npenorBpatsaBaHero Ha COVID-19. OcBeH ToBa, 6mu3kuTe Bu KOHTaKTHU JMia TpsiOBa /1a ObaatT
CHOTBETHO BakcWHUpaHu. OOCHAeTe MOIXOAANINTE WHANBUIYATHU IPENOPbKH ¢ Bamms mekap.
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BpemenHoOCT M KbpMeHe

AKko cTe OpeMeHHa WIIM cMsATaTe, Y€ MOXKe Jla cTe OpeMeHHa, ToChBeTBaiiTe ce ¢ Bamms ekap,
MEIMIMHCKA cecTpa Win gapmaueBT npeau 1a Bu ce noctaBu Tasu BakcuHa. Spikevax moxe aa ce
npujara rmo Bpeme Ha OpemenHocT. ['onemusiT 06eM ot uHpopManus, moyryueHa oT HaOJIIOJCHUETO Ha
OpeMeHHM >KeHH, BaKCHHUPaHH cbe Spikevax 1o Bpeme Ha BTOPUS U TPETHs TPUMECTBP, HE ITOKA3Ba
BaKCHHALIMATA ]a ©Ma HeOIaronpusaTHi eeKTH BbpXy OpeMEHHOCTTa WX HOBOPOJIEHOTO. Makap ue
nH(pOpMaUsATa OTHOCHO €PEKTUTE BHPXY OPEMEHHOCTTa MIIM HOBOPOAEHOTO CJIe/l BAKCHHALUS 110
BpeMe Ha ITbPBUS TPUMECTBP € OrpaHrndeHa, He ca Ha0Jl0aBa MPOMSIHA 110 OTHOILIEHHE Ha PHCKa OT
CIIOHTaHEH abopT.

Spikevax Moxe na ce mpuiara B Iepruojia Ha KbpMEHe.
lo¢pupane u padora ¢ MAIIUHU

He H.IO(I)HpaﬁTe n HE pa60TCTC C MAllIMHU, aKO HE CC TYBCTBATC 2[06pe CJIC BaKCHMHaluATa.
I/IsanaﬁTe, JOKaTO BCAKaKBH C(i)CKTI/I OT BaKCHHATa OTIIYyMIIT, IpEAU Aa H_IO(i)I/IpaTe niIn pa6OTI/ITe C

MalirHHU.

Spikevax cbabpaka HATpHUHT
ToBa nexapcTBO chabpka mo-mManko ot 1 mmol (23 mg) HaTpuii Ha 1034, T.e. MOXeE JIa Ce Kaxe, ue
MPAKTUKTHYECKH HE ChABPXKa HATPHIL.

3. Kak ce npuniara Spikevax

Tadauua 1. Jlo3upoBka Ha Spikevax npu mbpBUYHa cepusl HA BAKCHHALMSL, IPH BAKCUHALUS C
TpeTa 1032 PU TeKKO HMYHOKOMIIPOMeTHPAaHH 1Ml U OycTep 1031

Konn4yectBo Ha | Bug BakcuHanus Bw3pact | Jo3a IIpenopbkn
AKTHBHOTO
BeLECTBO B
J030BAa eTHHUIIA
Spikevax [IspBUYHa cepus JIuna Ha 2 (mBe) mo3u
0,2 mg/ml BB3pacT (0,5 ml Bcsika,
HH:KEeKIITHOHHA 12 ronuHu | chabpKaiia
aucnepcus U I0- 100 muxporpama | [IpenopbuBa ce
Bp3pactHu | UPHK) BTOpAara J103a Aa ce
NPUIOKHU 28 THU
Jena Ha 2 (mBe) mo3u clen mbpBaTa 103a.
BB3pact ot | (0,25 ml Bcsika,
6moll ChAbpKAaIla
TOJUHHU 50 Mukporpama
nPHK, xoero e
MOJIOBUHATA OT
IbPBUYHATA 1032
3anunaHa 12 u
MoBeYe TOJMHH)
Tpera no3a npu nuna cbe | Jluna Ha 1 (emna) mo3za
CHJIHO OTCJIa0CHAa UMyHHA | BB3PacT 0,5 ml,
cucreMa 12 ronunu | ceabpaxkamia 100
1 T0- MHUKpOTrpamMa Tpera no3a moxe
Bb3pacTHu | ”PHK Jla ce MPUIIOKHU
Hal-Manako 28 gHu
Hena Ha 1 (emna) mosza cJena BTOpara J103a.
BB3pact ot | 0,25 ml,
6 1011 cpabpxkaia 50
TOJIMHU MHUKpOTrpama
nPHK
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Konn4yecrBo Ha | Bug BakcuHanus Bw3pact | Jo3a IIpenopbkn
AKTHBHOTO
BeleCTBO B
A030Ba eTHHULIA
Bycrep noza JIunua Ha 1 (emna) mosza Spikevax moxe na
Bb3pacT 0,25 ml, C€ M3II0JI3Ba 3a
12 rogquHu | ceabpixkamia 50 MOJCHUJIBAHE HA
U To- MHKpOTpaMa WMYHHUTETA IPU
Bb3pacTHu | ”PHK Ju1a Ha Bp3pact 12
U TIOBEYE FO/INHY,
KOHTO ca MOJIy4nIn
M'BPBUYHA CEPHS
cbe Spikevax wim
I'bPBUYHA CEPHS,
CBCTOSIINA CE OT
npyra uPHK
BaKCHHA WUJIH
aZIcHOBUpPYCHA
BEKTOpHA BaKCHHA,
Hali-MajiKo
3 Mecena cien
3aBbpIIBaHE Ha
II'bPBUYHATA CEPUSL.
Spikevax [IbpBUUHa cepusf Jlena Ha 2 (aBe) no3u
0,1 mg/ml BB3pact oT | (0,5 ml Bcsika,
HH)KEKIIMOHHA 6 mo 11 cpabpxaia 50
AUCTIepcHst U TOAMHU MHKpOTpaMa
Spikevax nPHK Bcsxka)
50 mukporpama
WHKEKIMOHHA Jlena Ha 2 (aBe) no3u
AUCIepcHs B BB3pact ot | (0,25 ml Besika, IIpenopsbusa ce
NpeABAPUTETHO 6 Mecenia | ChABpIKaIIA BTOpATa /103a Jia ce
HANIbJIHEHA 70 5 25 MuUKporpama OPUIOKHU 28 THU
CIIPUHIOBKA * TOJIMHH nPHK, koeto e cliel rbpBaTa 103a.
MOJIOBUHATA OT
'bpBUYHATA 71032
3a Jiena Ha
BB3pacT oT 6 110
11 rogunn)*
Tpera no3a npu Jlena Ha 1 (emna) mo3za
JIM1IA CbC CHUJIHO BB3pact ot | 0,5 ml,
orciabeHa UMyHHA 6 1o 11 cpabprkama 50
cucremaj TOANHU MHKpOTpaMa
nPHK Tpera no3a moxe
Hena Ha 1 (emna) mosza J1a ce€ MPUII0KHU
BB3pact ot | 0,25 ml, Haii-Malko 28 nHu
6 Mecenia | chAbpKamma 25 clel BTOpara J03a.
1o 5 MHUKpoOrpama
TOOUHU uPHK*
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Konn4yecrBo Ha | Bug BakcuHanus Bw3pact | Jo3a IIpenopbkn
AKTHBHOTO
BeleCTBO B
A030Ba eTHHULIA
Byctep nosza JInna Ha 1 (emna) mo3za Spikevax moxe na
Bb3pacT 0,5 ml, Ce€ M3M0JI3Ba 3a
12 ronuuu | cpabpxkamia 50 MOJICUJIBAHE HA
U To- MHKpOTpaMa WMYHHUTETA IPU
Bb3pacTHu | ”PHK Ju1a Ha Bp3pact 12
U TIOBEYE FO/INHY,
KOUTO Ca MOTy4IHIIN
M'BPBUYHA CEPHS
cbe Spikevax wim
I'bPBUYHA CEPHS,
Jlena Ha 1 (emna) mo3za ChCTOSAIIA CE OT
BB3pact ot | 0,25 ml, npyra uPHK
6moll ChABbpKAaIla BaKCHHA WU
TOJUHHU 25 MHKporpaMa | aJ€HOBUPYCHA
nPHK)* BEKTOPHA BAaKCHHa,

Hal-MaJIko 3
Mecera cliie
3aBBPILIBAHE Ha
IIbPBUYHATA CEPHSL.

*He usnoinssaiite MNpEABAPUTCIIHO HAITBJIHCHA CIPUHIIOBKA 3a YaCTUYHO MHIKCKTHPAHC Ha o0em

0,25 ml

+3a TBPBUYHKTE CEPHU 32 JIMIIA Ha BB3pacT 12 u moBeye roJuHu TpsOBa Aa ce U3Moa3Ba (PIaKoH C
koH1eHTparws 0,2 mg/ml.
}3a Tpera 1032 mpu IHULA ChC CHIIHO OTcIa0eHa MMyHHaA CHCTeMa Ha Bb3pacT 12 u moBeye roJuHu
TpsiOBa 11a ce u3noi3Ba (iaakoH ¢ koHueHtpanus 0,2 mg/ml.

AKO npomycHeTe IJIAHKPAHO Mocemenne 3a 2 103a 0T MbPBHYHATA BAKCHHAIIMOHHA CXEMA ChC

Spikevax

- Axo MPOITYCHCTEC INIAHUPAHO IMOCCHICHUC, HACPOYUCTC Apyra BU3UTA IIPU Bamms JICKap,
(bapMaueBT WM MEAUIHUHCKA CCCTPa Bb3MOKHO Haﬁ-CKOpO.
- Axo MPOIMYCHCTC INIaHUPAaHa MHKCKIUA, MOXKE J1da HC CTC HAITBJIHO 3aIllIUTCHU CPCIIY

COVID-19.

Bammsr nekap, ¢papmManeBT WM MEAULMHCKA CECTPa e HHKEKTUPAT BAKCHHATA B MYCKYJI
(MHTpaMyCKyJiHa MHXKEKLIUs) B TOpHATa 4acT Ha pbKara Bu.

CJIeI[ BCsiAKa MHXKCKIWA HAa BAKCHMHATa Bammsar JICKap, q)apMaueBT HJIM MECOUIIMHCKA CECTpa 1Ie Bu
Ha6J'IIO)_'[aBaT 3a Hak-majiko 15 MMHWHYTHU 34 [IPpHU3HAIK Ha aJICPruiHa peakuus.

AKO MMaTe HKaKBU JAOIBIHUTEHH BBIIPOCH, CBBP3aHH C yIoTpedara Ha Ta3u BaKCHHA, IOMUTANTE
Bamms nekap, papManeBT WM MEJULIMHCKA CECTpa.

4. Bb3M0KHHI HekeTaHH peaKIuu

Kakro Bcnuku JICKApCTBA, Ta3W BAKCHMHA MOKC [a MPEAN3BUKA HCXKCIIAHU PCAKIINHN, BBIIPEKU Y€ HE

BCCKH I'1 ITIOJIyYaBa.

HOT’LpCCTe cnemHa MECOUIIKMHCKA ITOMOII, aKO IMOJIYYUTE HSKOM OT CJICAHUTC NpU3HAlU U CUMIITOMHA
Ha aJICpruvyHa peakuus:
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ycelllaHe Ha MPIJIOIIABAaHE UK 3aMastHOCT;
MPOMEHU B ChPJCYHHUS PUTHM;

3ayX;

XPUIIOBE;

MOIyBaHE Ha YCTHUTE, JIMIIETO UM T'BPIIOTO;
YpTUKApUs WK OOPHUB;

raJicHe WY TOBPBINAHE;

cToMaiiia 0oika.

FOBOpCTC ¢ Bamus JICKAp, aKo MOJYUHUTC HAKAKBU JPYTA HCKCIIAHU PCAKIIHH.. Te morar Ja BKJIFOYBArT:

MmHoro yectu (MoXe J1a 3acerHaT nosede oT 1 Ha 10 gymm):

mofyBaHe/00JIe3HEHOCT B 001aCTTa HAa TTOIMUIITHATIATA

HaMaJIeH aneTuT (HaOIltojaBaHo MpH Jera oT 6 Mecena /1o 5 TOAUHN)
pa3apa3HUTEITHOCT/HEOOUUacH I1ad (HaOI0IaBaHo MpH Jiella OT 6 Mecela 10 S TOMHHU)
rJ1aBo0onme

Oe3chHUe (HaOMIOIaBaHO MPH Jiela OT 6 Mecela A0 5 TOAUHN)

rajicHe

MOBPBIIAHE

MYCKyJIHa 00JIKa, OOJIKH B CTABUTE U CKOBAaHOCT

00JIKa WM TIO/TyBaHE Ha MICTOTO Ha WHXKEKTHUPaHE

3auepBsiBaHEe HAa MSACTOTO HA MHXKEKTUPaHEe (KOETO IMOHSIKOTa MOXE J1a CE MOSBU MPUOTU3UTEITHO
9 o 11 gHM ciesl MHKEKTHPAHETO)

yCelllaHe Ha CHJIHA yMOopa

BTpHCaHE

MTOBUIIICHA TEMITepaTypa

YecTu (Moxe 1a 3acerrar Ao 1 Ha 10 qymm):

apust
00puB,

0oOpHB WM YPTHKApHs HA MACTOTO Ha WHXKEKTUPaHE (HIKOW OT KOUTO MOXKE J1a CE MOSBST
pubIu3uTeNHO 9 10 11 MHM cie HHXKEKTHPAHETO)

Heuectu (Moxe ma 3acerHat a0 1 va 100 mymm):

ChpOeXK Ha MACTOTO Ha MH)KEKTHPAHE

3aMasiHOCT

OoJika B Kopema

HaJUrHat, chpOsI 00puB (YpTHKapHs) (KOWTO MOXKE J1a ce IOSIBH OT MOMEHTA Ha MH)KEKTHPaHEe
1 JI0 OKOJIO JIBE CEAIMUIIN CJIC]] MHKEKTHPAHETO)

Penxu (Moxe na 3acernar o 1 va 1000 mgymm)

BPCMCHHO YBHUCBAHC HA €JHATA CTPaHa Ha JIMLICTO (napaﬂma Ha Be.]'[)

moAyBaHE HaA JIUIIETO (HO,Z[YBaHe Ha JIMICTO MOXKE Jia CC IMMOABHU IIPU NALIUCHTH, KOUTO Ca UMaJIN
KO3MCTHYHHU MHXKXCKIIUH B J'II/ILleTO.)

HaMaJICHO YCCIIIaHC 3a NOTIHP UJIN CCTUBHOCT

HEOOMYaHO yCCIIaHeC M0 KOKaTa, KaTO U3TPHIIBAHC UM MPABYYKAHC (napeCTe3I/1$[)

Mmuoro penxu (morat aa 3acersar g0 1 Ha 10 000 gymm):

Bb3nanenue Ha CbpACYHNA MYCKYIJI (MI/IOKap)II/IT) W Bh3MaJICHNE Ha BHHIITHATA OOBHBKA HA
CbpUCTO (HepI/IKap}_II/IT), KOCTO MOKEC a JOBEAC N0 3a1YyX, C’prle6I/IeHe nim OOJIKa B I'bpaAUTC.

C HeU3BeCTHA Y€CTOTA

TEXKH aJepTUYHH PEaKklHu ChC 3aTPyAHEHO AulIaHe (aHaduIaKcus)

peakuys Ha UMyHHATa CHCTeMa — MOBUIIEHA YyBCTBUTEIHOCT MJIM HENOHOCUMOCT
(CBPBXUyBCTBHTEIIHOCT)

KOXKHa peakiusi, Hoa (opmara Ha YepBEeHHU TeTHA WM OOPUB IO KOXarTa, KOUTO MOXKe Aa
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M3TIIeKIa KaTo ,,MUIICHA" WX ,,0MBOJICKO OKO® C TBMHO YEpPBEH IICHTHP, OKOJIO KOHUTO UMa I1o-
CBETIIM YEPBEHU KPBIroBe (eputemMa MynTudopme)

- OTOK Ha BaKCHHHUPaHUs KpalHWK, KOHTO 00XBaIla rojsma ruioil.

- TEXKKO MEHCTPYaJTHO KbpBEHE (IIOBEUETO CITydau M3TJISK A He ca CEPUO3HH U Ca C BPEMEHEH
Xapakxrep)

Chol0maBaHe Ha HeJKeJIAHM PeaKIiu

AKO monyunTe HIKaKBU HEeXEJaH! peakiyy, yBeaomere Bamms nekap, papmarneBT nim MeIuIMHCKa
cectpa.ToBa BKJIrOYBa BCHUKU BB3MOKHU HEOIMCAHU B Ta3M JIMCTOBKA HEXeEJIaHU peakiuuu. Moxkere
ChUIO /12 ChOOIINTE HEKETaH! PEakuy AUPEKTHO Ype3 HalMOHAIHATA CHCTEMa 3a ChOOIIaBaHe,
nocouena B llpunokenne V. Kato cpobiaBaTe HexXenaH! peakyuy, MOKETe Aa AaJeTe CBOs IPHHOC
3a oJy4aBaHe Ha MoBeue HH(OpManus OTHOCHO 0€30MacHOCTTa Ha Ta3H BaKCHHA.

5. Kak na chxpansiate Spikevax

I[a CC CbXpaHsBa Ha MACTO, HEAOCTBHIIHO 3a [ACIA.

He u3non3Baiite Ta3u BakCHHA CIICT CpOKa Ha IrOJAHOCT, oTOeNsI3aH BBpPXY €THUKETA CJICA ,,FO}_'[CH J0“.
CpOK’LT Ha rOAHOCT OTTOBaps Ha NOCJICAHUA ACH OT MMOCOYCHUS MCCCII.

I/IHq)OpMaLII/IHTa 3a CbXpaHCHUC, CPOK HA 'OJHOCT U yHOTpe6a n pa60Ta € ollicaHa B paszgiia,
NpeaAHa3sHAUCH 3a MCAUIIMHCKU CIICHIUAJIMCTH B Kpas HA JIMCTOBKATA.

He n3xBbpsiite nekapcTBaTa B KaHAIM3aMATa WA B KOHTEHHEpaA 3a JOMAIIHHU OTIAbIIH.
[onuTaiite Bammst papmaneBT kak Aa U3XBBPIATE JIEKapcTBaTa, KOUTO Beue He usnomnssate. Tesn
MEpKH ILIe CIIOMOTHAT 3a OIa3BaHe Ha OKOJIHATA cpena

6. Chabp:kaHHe Ha OIIAKOBKATA M JONBJIHUTEIHA HHpOpManms

Kakso cbabp:xa Spikevax

Tabéanna 2. CbeTaB criopex BHAAa Ha ONIAKOBKATA

KoanuecTBo Ha OnakoBka Ho3a(u) CbcraB
AKTHBHOTO BelIeCTBO
B /I030Ba eIMHULIA

Spikevax 0,2 mg/ml MHoroz0308 Maxkcumym 10 Enna nosa (0,5 ml) ceabpxa
WHKEKIIMOHHA ¢nakon J103U 100 Muxporpama enazoMepas,
aucnepcus no 0,5 ml Bcska nPHK Bakcuna cpeury COVID-

19 (Bximrouena B SM-102
JIUTIMJTHA HAHOYACTHUIN ).

Maxkcumym 20 Enna nosa (0,25 ml) ceabpxa
no3u 1o 0,25 ml 50 MuKporpama enazomepas,
BCsIKa nPHK Bakcuna cpenry COVID-

19 (Bximrouena B SM-102
JIUTIMJTHA HAHOYACTHUIN ).

Spikevax 0,1 mg/ml MHoro0308 5 no3u Enna noza (0,5 ml) ceappika
WHKEKIMOHHA ¢nakon no 0,5 ml Bcska 50 MuKporpama enazomepas,
aucnepcus nPHK Bakcuna cpeury COVID-

19 (Bximrouena B SM-102
JIUTIMTHA HAHOYACTHUIH ).
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Maxkcumainuo 10
qo3u mo 0,25 ml
BCSKa

Enna no3za (0,25 ml) ceabpxa
25 MUKporpamMa ena3oMepaH,
nPHK Bakcuna cpeury COVID-
19 (Bximrouena B SM-102
JUNHAJHA HAHOYACTHIH ).

Spikevax [pensapurenno | 1 mo3a mo 0,5 ml Enna noza (0,5 ml) ceappka
50 mukporpama HaITbJIHECHA 50 MuKporpama enazomepas,
UHKEKIIMOHHA CIIPUHIIOBKA Camo 3a nPHK Bakcuna cpeury COVID-
aucrepcus B €JHOKpaTHa 19 (Brirouena B SM-102
NpeaBaApPUTEIHO ynotpeoa. JUNHAJHA HAHOYACTHLH ).
Hal'bJHEHA
CIIPUHIOBKA He n3nonzaiite

MIpeBAPUTETHO

HaITbJHEHa

CIPUHIIOBKA 32

YaCTUYHO

WH)XEKTUPaHE Ha

o06em 0,25 ml.

Ennosepmkna 5’-kenupana nadopmannonna PHK (nPHK), nponssenena ¢ uznomnsBanero Ha
Oe3KIeThuHa in Vitro(MH BUTPO)TpaHCKpunus ot cborBeTHUTe JJHK-MaTpuiy, kongupamy BUpyCHUS
umnoB (S) npotenH Ha SARS-CoV-2.

Hpyrute cberaBku ca SM-102 (xenranekan-9-un 8- {(2-XuapoKCHEeTHI )| 6-0KCO-6-
(YHAELMIIOKCH )XEKCHII |aMUHO } OKTaHOoaT), XoJecTepod, 1,2-aucreaponi-sn-rimko-3-hpochoxonnn
(DSPC), 1,2-mumupucrons-rac-rauuepo-3-MmerokcunonunermieHrankon-2000 (PEG2000-DMG),
TPOMETaMOJI, TPOMETAMOJIOB XUAPOXJIOPH, OLIETHA KUCEIMHA, HATPUEB alleTaT TPUXUIPAT, 3aXapo3a,
BOJIA 32 MHXKEKIINH.

Kak n3rnexga Spikevax u KakBO ChIbpPiKa ONIAKOBKATA

Spikevax 0,2 mg/ml HHKEKIIMOHHA JUCIIEPCHUS

Spikevax e Os1a 1o moutH Os1a AUCTIEPCHs, OCTaBsHA B CTHKICH (h1akoH ¢ o0eM 5 ml ¢ kayuykoBa
3aymaiKka 1 YepBeHO OTYYMBAlla Ce IIaCTMACOBO Karave ¢ aTyMHHHEeBa OOKaTKa.

Bun omakoBka: 10 MHOTO/1030BH (hi1aKoHA

Spikevax 0,1 mg/ml HHKEKIIMOHHA AUCHEPCUS

Spikevax e Os1a 10 mouTH OsJ1a qUCIIEPCHS, KOSTO Ce AOCTaBs B CTBhKIEH (piakoH ¢ 0bem 2,5 ml ¢
Kay4JyKOBa 3aIlyllaIKa ¥ CHHBO OTYYIBAILO Ce [JJaCTMAacOBO Karade ¢ aTlyMHHHEBa OOKaTKa.

Bun omakoBka: 10 MHOTO/1030BH (hi1aKoHA

Spikevax 50 MHKpOrpaMa HHXKXCKIIMOHHA JHMCIICPCHA B MPEABAPUTCIHO HAITbJIHEHA CIPUHITOBKA

Spikevax e Os1a 10 mouTH OsJ1a AUCTIEPCHS, KOSTO CE A0CTaBs B IPEABAPUTEIHO HAIIBIHEHA
CIPUHLIOBKA (LUKIXYCH 0Je(pUHOB MOIMMEp) C IJlaBa Ha OyTaloTo U MpEeAna3Ho Karaue (0e3 uria).

Besxka omakoBka CbAbpiKa 5 Mpo3pavyHu 6J'II/ICTepa, BCCKH OT KOUTO ChAbpPIKaA I10 2 MNpeaABaApUTCIHO
HaIlbJIHCHU CIIPUHIIOBKU.

BI/I)_'[ onakoBka: 10 MNPpEABAPUTCIHO HAITBJIHCHU CIIPUHIIOBKHA
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IpuTexartes HA pa3peLIeHUETO 32 ynoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 Plt 12
Madrid 28002

Ucnanus

IIpoussomuTen

3a MHOT01030BH (h1aKOHU

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

28703. San Sebastian de los Reyes
Madrid

Ucnanmns

Recipharm Monts
18 Rue de Montbazon
Monts, ®panims 37260

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 Plt 12
Madrid 28002

Ucnanus

3a OpeABApPUTCIHO HAITBJIHCHA CIPHUHITIOBKA

Rovi Pharma Industrial Services, S.A.
Calle Julian Camarillo n°35
28037 Madrid Ucnianus

3a JOITBJIHUTCIIHA I/IH(l)OpMaLII/IH OTHOCHO TOBa JICKApPCTBO, MOJIA, CBBPIKETC CC C JIOKAJTHUA

NPpEACTABUTCII Ha IPUTECKATCIIA HA pa3pClICHUCTO 3a yHOTpe6a.

Belgié/Belgique/Belgien
Tél/Tel: 0800 81 460

Bbuarapus
Tem: 00800 115 4477

Ceska republika
Tel: 800 050 719

Danmark
TIf: 80 81 06 53

Deutschland
Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

EA)LGoa
TnA: 008004 4149571

Espaiia
Tel: 900 031 015

Lietuva
Tel: 88 003 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
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France
Tél: 0805 54 30 16

Hrvatska
Tel: 08009614

Ireland
Tel: 1800 800 354

Island
Simi: 800 4382

Italia
Tel: 800 928 007

Kvnpog
TnA: 80091080
Latvija
Tel: 80 005 898

Portugal
Tel: 800 210 256

Romania
Tel: 0800 400 625

Slovenija
Tel: 080 083082

Slovenska republika
Tel: 0800 191 647

Suomi/Finland
Puh/Tel: 0800 774198

Sverige
Tel: 020 10 92 13

United Kingdom (Northern Ireland)
Tel: 0800 085 7562

I[ara Ha MOCJICAHO NpepasriekKaane Ha JUCTOBKaTa

CKaHHpaﬁTe Koaa € MOOUIIHO yc’I‘pOfICTBO, 34 J1a MOJIYYUTC JIMCTOBKATAa HA PA3JIMYHU C3ULIU.

W nocerere URL https:// www.ModernaCovid19Global.com

[ToxpoOHa nHpOpManus 3a Ta3u BaKCHHA € peIocTaBeHa Ha yeOcaiita Ha EBpornelickaTa areHuus mo
nekapcTBara: http://www.ema.europa.eu.

Tasu nucroBka e HanuuHa Ha Benuku e3uim Ha EC/EUII Ha yeGcalita Ha EBponeiickara areHIus mo
JIeKapcTBaTa.

ITocouenara mo-10J1y I/IH(l)OpMaIII/Iﬂ € MpeaAHasHavYeHa CaMoO 3a MCAUIIUMHCKHA CICHIUATUCTH:

[Ipocaeaumoct

3a Ja ce 1'[0}.'[06[)1/1 mpocCjICANMOCTTA Ha OHOJIOTHYHUTE MCIUNUHCKHU MMPOAYKTH, UMCTO U MMAPTUIHUAT
HOMCpP Ha npujiaranvs npoayKT TpSI6Ba Ja 6’])}_'[3T SICHO 3aIlliMCaHM.

CLXDaHeHI/Ie X INOArOTOBKA 34 NPUIIOKCHHEC

Spikevax Tpsi06Ba na ce mpuitara oT 00y4eH MEIULIUHCKH CHEIHATHCT.
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Bakcunara e roroa 3a ynorpeba ciiei pa3MpassiBaHe.
Jla He ce paskiala Win pa3pexaa.

Hpe):u/l MPUIOKCHUC BAKCUHATA TpSI6Ba BHU3YyaJIHO [a CC NpPCrjca 3a HAJIMUMEC Ha BUAUMU YaCTUIIU U
npoMsHa B LIBCTA.

Spikevax e Os1a 1o moutu Os71a qucnepeus. Moxke Aa chabpska Oesin HiTH MOTYPO3pavHy YacTHLIH,
CBBP3aHH ¢ poaykTa. [la He ce mpuiiara, ako BakCHHATa € ¢ IPOMEHEH LBAT WIX ChIbpKa IPyTH Ha

BUJ BUAUMHU HaCTUIIN.

dnakoHUTE U PEIBAPUTEITHO HAITBIHEHUTE CIIPHHIIOBKY Jla C€ ChbXPaHsBaT 3aMpazeHu Mexy -50°C
o -15°C.

CobxpaHeHue BbB cbpusep

Ad ce CbXpPAHABA 3GMPA3EHA NpH
TemnepaTypa oT -50°C Ao0-15°C

CbXPAHIBAMTE AOACKOHA M NPEABAPUTEAHO
HAMNbAHEHATA CMNPUHLIOBKA B KAPTOHEHATA KyTHs, 30

AC 9 NpeAnasnTe OT CBETAMHA.

Spikevax 0,2 mg/ml MHXKCKIIMOHHA NUCTICPCHUA B MHOI'OJ030BH d)J'IaKOHI/I C YCPBCHO OTYYyNBAalIO CC€
Karade

OT BCekM MHOTO/1030B (hrakoH Morart fa ce usrerasT necet (10) gosu (o 0,5 ml Besika) wn
MakcumyM aBazecet (20) no3u (o 0,25 ml Beska).

HpenoqunTenHO € Ia Hp060)K)_'[aTe 3alTyniajikaTta Ha pa3JIM4HO MACTO BCCKU IIBT. He HYHKTHpaﬁTC
(l)J'IaKOHa C YCPBCHO Karia4de rnmoBcuec OoT 20 opTH.

VYBepere ce, ye (IaKOHBT HMa YEPBEHO OTUYIBAIIO CE IUIACTMACOBO Kallaue 1 HAMMEHOBAHUETO Ha
npoaykra e Spikevax 0,2 mg/ml. Ako ¢IakOHBT € ChC CHHBO OTUYITBAIIO CE IJIACTMACOBO Karave u
HAaMMEHOBAaHUETO Ha npoaykra e Spikevax bivalent Original/Omicron BA.1 nmm Spikevax bivalent
Original/Omicron BA.4-5, moss1, HanpaBeTe cnpaBka ¢ KpaTkaTta xapakTepucTHKa Ha TIPOIYKTa 3a
(dbopMynHpOBKaTa.

Pa3mpazere Bcekn MHOTo1030B (hJ1akoH Mpeau ynoTpeda, KaTo cileABare yKa3aHHUsTa M0-10y
(Tabnuua 3). Korato ¢akoHBT € pa3MpaszeH B XJIaJUIIHHUK, OCTaBeTe IO Ha cTaiiHa TemiepaTypa 3a 15

MHHYTHU OPCaAU IMPUITOKCHUC.

Tabanna 3. Ykazanus 3a pazMpassiBaHe Ha MHOT'0/1030BH (DJIAKOHH IpeaH ynorpeda

Yxkazanus M NPOIbJKHTEIHOCT Ha pa3Mpa3siBaHe

Temneparypa
Ha HpoasmxuTesHoc
pa3Mmpa3siBaHe | T Ha

(mpu craiiHa pa3Mpa3siBaHe
TeMIlepaTypa)

Temmneparypa | IIpoabixur
Bupa onakoBka Ha €JIHOCT HA
pa3Mpa3ssiBaHe | pa3Mpa3ssiBa
(B XJIAAWJIHUK) | He

MHoromn0308 QiakoH 2° - 8°C 2 =acamu 30 15°C —-25°C 1 gac
MUHYTH
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YkaszaHusa caea pasmpdassaedaHe

4[ HenyHKTHpPAH chbAaKOH

MakcMmaaHo Bpeme

Ha cTyaemo ao crai
TemnepaTypa

o7 8° g0 2570

XACAHARHE

& PaMKITE Ha 12-MECENHHA CPOK HE FOAHOST

o1 2° A0 B8°C

Ha cryaeno ac cTaiina
TemnepaTypa
o1 8° A0 25°C

—[ ChAea u3TErASHe Ha NMbpBATA AO03Q ]—

MakcumMaaHo Bpeme

XAGAUAHMK MAH CTAWHHA
TemnepaTypad

PAGKOHBT TPEOBA AQ CE ChXPAHABA NPk
Temneparypa mexay 2° 1 25°C. Aarara 1 4acst
HO M3XBBPASHE AQ CE 3AMWLLIAT HA ETMKETA HA
doaaKoHa.

M3xBbpAETE NYHKTMPOHWA COACKOH Caea 19 vaca.

M3teraqiite BCIKA AC3A BAOKCHHA OT OAAKOHA C NOMOLLLTA HO HOBA CTEPMAHA UIAQ M CMNPUHLLOBKA 34 BCAKA MHXEKLMA, 30 AQ NMPpeAoTBpaTHTE

NpeAaBAHETO HA MHADEKLIMO3HU AreHTH OT EAHO AMLLE HA APYTO.
Ac3ara B cNpMHLOBKATA TPAGBA AQ Ce H3NOA3BA He3abaBHo.

CAea KATO CPAGKOHBT Ce NyHKTUPA 30 U3TerAsiHe Ha NbPBATA A03d, BOKCMHATA TPAGBA AQ Ce M3NOA3BA He3aGAaBHO U AG Ce U3XBbPAU
cAea 19 yaca.

Bcaka HEM3MOA3BAHA BAKCHMHA MAM OTMAALYEH MATEPHUAA TPAOBA AQ CE U3XBbPASA B CbOTBETCTBME C MECTHMTE M3UCKBAHMS.

[ HUKOTA He 3aMpa3saBAlTe NOBTOPHO PA3MPA3EHATA BAKCHHA J

Spikevax 0,1 mg/ml MHKCKIIMOHHA NUCTICPCHUA B MHOTI'OJ030BH d)J'IaKOHI/I ChC CMHBO OTYYIIBAIIO CC
Karade

OT BCEKM MHOT01030B (hJIaKOH Morar Ja ce usterisT ret (5) no3u (mo 0,5 ml Beska) v MakCUMaITHO
necet (10) no3u (o 0,25 ml Bcsika).

JKenaremHo € BCEKU BT Ja Hp06I/IBaTe 3altyniajikaTta Ha pas3sjindHo MsACTO.

VBepere ce, 4ye (IakOHBT MMa CHHBO OTUYIIBAILO CE [IACTMACOBO Karaye 1 HAMMEHOBaHUETO Ha
npoaykra e Spikevax 0,1 mg/ml. Ako ¢IakOHBT € ChC CHHBO OTUYIBAIIO CE IJIACTMACOBO Karave u
HAaMEHOBaHUETO Ha npoaykra e Spikevax bivalent Original/Omicron BA.1 nmm Spikevax bivalent
Original/Omicron BA.4-5, moss1, HanpaBeTe cnpaBka ¢ KparkaTta xapakrepucTHKa Ha IPOIYKTa 3a
(dbopMynHpoBKaTa.

Pa3mpazere Bcekn MHOTo030B (hJ1akoH Mpeau ynoTpeda, KaTo CleABare yKa3aHHUsITa M0-10Ty
(Tabnuua 4). Korato ¢nakoHBT € pa3Mpas3eH B XJIaJUIIHHUK, OCTaBeTe I'0 Ha cTaiiHa TeMiepaTypa 3a 15

MHHYTHU OPCaU IMPUITOKCHUC.

Tabnuna 4. Ykazanusi 3a pa3Mpa3siBaHe Ha MHOT0/1030BH (pJIaKOHH IpeaH ynorpeda

Yxkazanus M NPOIbJKHTEIHOCT Ha pa3Mpa3siBaHe
Temneparypa
Temmneparypa | IIpoabmxur patyp
Ha HpoasmxuTesHoc
Bun onakoBka Ha €JIHOCT HA
pa3Mmpa3siBaHe | T Ha
pa3Mpa3siBaHe | pa3Mpa3ssiBa .
(mpu craiiHa pa3Mpa3siBaHe
(B XJIAAWJIHUK) | He
TeMIlepaTypa)
2 vacauu 30
MHorozno30B ¢hiaakoH 2°-8°C 15°C —-25°C 1 vac
MHUHYTH
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YKasaHua caep pasmpassBdaHe

4[ HenyHkTupaH doAakoH —{ CAea M3TErAsHe HA MbpBATA A03d ]—

MakcumaaHo Bpeme £
XAcAMAHHK - il : MakcHmaaHo epeme

B PAMKHTE HO P-MECEUHMA CPOK HA rOAHOCT &

XAGAMAHMK HAM CTARHa
Temnepartypa

Ha cTyaeHo Ao cTaiina
TemnepaTypa

T 8° A0 25° R

PACKOHBT TPEDBA AG CE CHXPAHABA MNP
Xnaamnnm 5 N TEMNEPATYPa MexAY 2° 1 25°C. AQTaTA W HachT
B POMKHTE HO 12-MOCEUHHA CPOK HO FOAHOCT| i ‘3
& HQ M3XBbPASHE AQ CE 3anNULLIAT HO ETHMKETA HA
OT2° A0 8°C S
cpaakoHa.

Ha eTypeno a0 cTaiina
Temnepatypa
o1 8° 40 25°C

MaxebpaeTe NyHKMpaHMs hAakoH caea 19 yaca.

MsteraaifTe BCAKQ A03Q BAKCHMHA OT d)f\GKOHO C NMNOMOLLLTA HA HOBQ CTEPHUAHA MIAQ KM CNPUHLLOBKA 3Q BCAKA MHXEKLMA, 3a AQ NPeACTBRATHUTE
NpPeAdBaHETO HA WHKbeKLLMOSHM QreHTM o1 eAHO AMLLE HA APYTO.
Aosara s CMpHHLLOBKATa TPSIEBG AQ Ce U3NOA3BA He3ab6aBHo.

CAea KaTo OAGKOHBT Ce NYHKTMPA 3a H3TErAsHe HA MbPBATA A03d, BOKCHHATA TPAGBA A C€ M3NOA3BA HE3a6ABHO W AQ Ce UIXBbPAH
cAea 19 yaca.

Bcaka HEM3MOA3BAHA BAKCHMHA MAKM OTNAABYEH MATEPKAA TPAGBA AQ CE U3XBbPAA B CLOTBETCTBUE C MECTHUTE M3IMCKBAHMS.

[ HUKOI'A He 3aMpa3SBAMTE NOBTOPHO PA3SMPA3EHATA BAKCHHA ]

Spikevax 50 MHKpOrpaMa MHXXCKIIMOHHA JUCTICPCHA B IMPCABAPUTCIHO HAITbJIHCHA CIIPUHITOBKA

I[a HEC CC pa3Kiiallla UJin pa3peiKaa CbAbPKaHUCTO HAa NPCABAPUTCIHO HAITbJIHCHATA CIIPUHIIOBKA.

Besika ipeiBapuTEIHO HATBJIHEHA CITPUHIIOBKA € CaMo 3a €JHOKpaTHa yroTpeda. BakcuHaTa e roroBa
3a ynotpe0ba ciesi pazmpassiBaHe.

Ot Besika IpeIBapUTEIIHO HAITBJIHEHA CIPUHIIOBKA MOXKe J1a Obie nputoxkena eana (1) moza ot 0,5 ml.
He u3non3Baiite npeaBapuTeIHO HA'BJIHEHA CIIPUHIIOBKA 33 YACTUYHO MHXEKTUPaHEe Ha 00eM
0,25 ml

Spikevax ce moctaBs B €qHOZ030Ba, PEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA (0€3 Uriia), ChAabpsKalla
0,5 ml (50 mukporpama) uPHK u tpsi0Ba na ce pasMpasu npean npuiokeHue.

Ilo BpEMC HAa CbXPAHCHUC HAMAJICTC 1O MUHUMYM H3JIaraHCTo Ha CTalfHO OCBETJIICHUE M M30ATBaliTe
H3JIaraHeToO Ha MIpsKa CIbHYCBA CBCTIIMHA U YITPABUOJICTOBA CBCTINHA.

[Ipean ynotpeba pazmpaseTe BCska MpeiBaprUTENHO HAITbIHEHA CIPUHIIOBKA, CICABANKH
WHCTPYKLUUHUTE NO-10y. COPUHIIOBKUTE MOTaT Aa Ce pa3MpassiBaT B OJMCTEPHUTE OMAKOBKH (BCEKH
OmucTep ChabpKa 2 MPEeABAPUTEIIHO HAITBIHEHH CHPUHIIOBKHM) WIIM B caMaTa KapTOHEHa OIaKOBKa, B
XJIQIMJTHYK WIK Ha cTaiiHa Temneparypa (Tabmuna 5). Koraro cnpuHuoBkaTa ce pa3mMpasu B
XJIQIMJTHUK, OCTaBeTe s Ha CTaiHa TeMieparypa 3a 15 MUHYTH npenu IpHIoKEeHHE.
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Tabanna 5. Ykazanus 3a pazMpa3siBaHe Ha NPeABAPUTETHO HAITBJIHEHH CTIPMHIOBKH H KYTHH

npeau ynorpeda

Yka3zaHus ¥ NPOABJKUTETHOCT HA pa3Mpa3siBaHe
Temmepatypa Temneparypa na | IlpoabiaxnTenn
Ha IpoabnxuTeHOCT

Buj onakoBka pa3MpassiBaHe OCT Ha

pa3Mpa3ssiBaHe | Ha pa3MpassiBaHe N

(mpu craiiHa pa3Mpa3siBaHe
(B XJIaAUTHHUK) (MMHYTH) o
©C) Temneparypa) (°C) (MMHYTH)

[IpenBapurenHo
HanbAnena 2-8 55 15 -25 45
CIIPUHIIOBKA B
ommcrep
Kaproreita 2-8 155 15-25 140
KyTHS

VBepere ce, ye UMETO Ha MPOJyKTa Ha MpeIBapUTETHO HAalI'bJIHEHATa CIPUHIIOBKa € Spikevax
50 mukporpama. Ako UMeTo Ha rpoaykta e Spikevax bivalent Original/Omicron BA.1 unu Spikevax
bivalent Original/Omicron BA.4-5, Mosis, HanpaBeTe cpaBKa ¢ KpaTkaTa XapaKTepUCTHKA Ha
MPOAYKTa 33 TO3U ChCTAB.

Hucmpyxkyuu 3a paboma c npedgapumenro HanviHeHume CnpUHYo8Ku

OcraBete Bcsika IPEABApUTEITHO HAITBJIHEHA CIIPUHIIOBKA Ha craiiHa Temrieparypa (15°C mo 25°C)
B MPOJIBJKEHUE HA 15 MUHYTH, Ipeu Ja sl IPUIIOKUTE.

Ja He ce paskiama.

L4 HpeI[BapI/ITeHHO HaIlrbJIHCHATa CIIPUHIIOBKa TpH6Ba Ja CC MPOBECPsABAa BU3yaJIHO 3a YaCTULIU U

IMpoMAHa B IBETA MMPEAU MMPUITIOKCHUC.

e Spikevax e Os1a 1o mouTH Osi1a Aucnepcust. Moske a Chabprka Oesin WU MOMYIPO3padHu

JaCTUuly, IMpUCHIIN HA IPOAYKTaA. I[a HE CC Ipujiara, ako BakCruHaTa € C IPOMCHCH LBAT UJIU

CbAbpiKa APy 4aCTULIHU.

e lrimTe He ca BKIIOUCHH B KapTOHCHUTC KYyTHUH HAa IPCABAPUTCIIHO HAITBJIHCHUTC COPUHIIOBKU.

e Jla ce U3MOJI3Ba CTEpPHUITHA UIJIA C IOAXOISII pa3Mep 3a HHTPaMyCKYITHO nHxekTupane (21G mwm

MO-THHKA).

e MaxHeTe Kamaukara oT CIIPUHIIOBKATAa, KaTo s 3aBbPTUTC 06paTHO Ha 9YaCOBHUKOBATa CTPCIIKA.

e [locraBere urjiara, Kato 4 3aBbPTHUTC IO ITOCOKA HAa YaCOBHUKOBATA CTPCIIKA, JOKATO CC 3aKPCIIN

no0pe BBPXy CIIPUHIIOBKATA.

L4 OTCTpaHeTe KalrayKara Ha vurjiara, Korarto CT¢ roToBU 3a MHKCKTHPAHC.

L4 HpI/IHO)KeTe s1ara 103a UHTPpaMyCKYJIIHO.

L4 I[a HEC CC 3aMpas3sBa MOBTOPHO CJIC pa3Mpa3dBaHC.

UsxBbprgne

Heusnomn3panusr JICKapCTBCH MPOAYKT WK OTNAABYHUTC MAaTCpUaid OT HCTO TpH6Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBUC C MCCTHUTC U3MCKBAaHU .

I[osnpomca 1 CXEMa Ha IIpujaraHe
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Ta6anna 6. losupane Ha Spikevax npu mnbpBUYHA cepus HA BAKCHHALMSA, IPY BAKCHHALUSA €
TpeTa 1032 IPH JUNA ChC CHJIHO 0Tcaa0eHa HMYHHA CHCTeMa M 3a OycTep 103H

Bakcunanus

Spikevax 0,2 mg/ml
HHKEKIIMOHHA U CIIepCUst

Spikevax 0,1 mg/ml
HHKEKIIMOHHA THCTIePCUsi U
Spikevax 50 mukporpama
HHKEKIIMOHHA U CIIepCus B
NpeABAPUTETHO HANTbJIHEHA
CIIPUHIOBKA*

II'spBHYHA cepusn

[IpenopruBa ce BTOpaTa A03a OT
chIllaTa BAKCHHA Ja CE ITOCTaBH
28 nHU cien mbpBaTa 103a, 3a
Jla ce 3aBBPILIU KypChT Ha
BaKCHHAIHS.

JIuua Ha BB3pact 12 rogunu u
MO-BB3PACTHU
JIBe MHKeknuH 1o 0,5 ml

Henpunoxumo+t

Jemna Ha BB3pacT OT 6 TOJUHU
no 11 rogunu
naBe nHkeknuu 1o 0,25 ml

Jemna Ha BB3pacT OT 6 TOJUHU
no 11 rogunu
naBe uHkeknuu ot 0,5 ml

Henpunoxumo

Jlema Ha BB3pacT ot 6 Mecera
JI0 5 ToauHU
JBe MHKeKuuH 1o 0,25 ml*

Tperta no3a npu Jauna cbe
CHJIHO OTCJ1a0eHAa MMYHHA
cucremMa

Haii-manko 1 Mecerr cien

JIuua Ha BB3pact 12 roguHu u
MO-BB3PACTHU
0,5 ml

Henpunoxumo

Jemna Ha BB3pacT OT 6 TOJUHU
no 11 rogunu

Jemna Ha BB3pacT OT 6 TOJUHU
no 11 rogunu

BTOpArTa J103a 0,25 ml 0,5 ml
Jema Ha BB3pacT oT 6 Mecela
Hemnpunoxumo JI0 5 TOIUHU

JBe MHKeKuuH 1o 0,25 ml*

Bycrep no3a

Mosxe aa ce NpuIIoXH Hail-
MaJKo 3 Mecel] clie] BTopara
1032

JIuua Ha BB3pact 12 roguHu u
MO-BB3PACTHU
0,25 ml

JIuua Ha BB3pact 12 rogunu u
MO-BB3PaCTHU
0,5 ml

* He usmom3Baiite MNpEABApUTCIHO HAITBJIHCHA CIIPUHIIOBKA 3a YaCTUYHO MHXXCKTUPAHC Ha 00em

0,25 ml.

T3a MIbPBUYHUTE CCPHU 3a JIMIIA HA Bb3PacCT 12 u moBeue TOAWMHN TpSI6Ba Ja CC M3II0JI3Ba (I)J'IaKOH C

koHuentparus 0,2 mg/ml.

}3a Tpera 1032 mpu IHMLA ChC CHIIHO OTcIa0eHa MMyHHA CHCTeMa Ha Bb3pacT 12 u moBeye roguHu
TpsiOBa 11a ce u3noi3Ba (iaakoH ¢ koHueHtpanus 0,2 mg/ml.

Kakro IIpr BCUYKH MHKCKIIMOHHU BAKCUHU, BUHAI' TpSI6Ba Ja uMa roToBHOCT 34 IMOoAXO0JA1I0
MCIUIIMHCKO JICUCHUC 1 Ha6J'IIO}_'[eHI/Ie B cnyqaﬁ Ha aHa(bI/IJ'IaKTI/I‘-IHa pcaKknuus CJICA Mpujiarane Ha

Spikevax.

.HI/ILIaTa TpSI6Ba Ja 6’I>}_IEIT Ha6J'IIO}_'[aBaHI/I OT MCIUIIMHCKHU CIICOUaJINuCT Haii-mainko 15 MUHYTH CJICA

BaKCHUHaNusATa.

Bucokono3oBa ueTHprBaieHTHA IPOTUBOIPUITHA BAKCHHA MOJKE /1a CE MpHJIara €JHOBPEMEHHO ChC
Spikevax. Spikevax He TpsiOBa ia ce cMecBa ¢ JPYTd BAKCHHH WM JIEKaPCTBEHH IPOAYKTH B ChLIaTa

CIIPUHIIOBKA.
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[Ipunoxxenue

Spikevax TpsiOBa aa ce mpuiara UHTPaMyCKyJIHO. 3a IpeANOoYUTaHe € ACATOBUAHUAT MYCKYJI Ha
ropHaTa 4acT Ha pbKaTa WM aHTepoJlaTepaHaTa yacT Ha Oe[poTo NpH KbpMadeTa U Majiku aena. He
MpHIaraiTe Ta3u BAaKCMHA UHTPAaBEHO3HO WM TOJKOKHO.

MHno2000306u raxonu

MpuAaaraHe

3aBbPTAMTE AEKO CDACKOHA CAEA PA3MPA3ABAHE M MPEAM BCAKO M3TEMAIHE
BakcuHATA e roToBa 30 MPMAOXKEHME CAeA pa3mpasseaHe. He paskaawianTe n He
paspexaaure.

NpeAKn UHXEKTUPAHE NPOBEPSABANTE BCAKA
A03Q, 30 AQ:
NOTBLAMTE, YE TEYHOCTTA € GAAA AO

noYTH 64AQ, KOKTO BbB OAQKOHA, TAKA
1 B CMPMHLIOBKATC!

ce yBepuTe B 06EMA HA CTIPWHLLOBKATA

BAKCHMHATG MOXE AQ CbABPXA
BEeAr MAK MOAYNPO3PAYHK YACTMLA,
CBbP3QHM C MPOAYKTA.

AKO AO3QTC € HETOYHA UAM UMA
MPOMSAHT B LBETA M ARYTHM BUAMMM HACTHLM,
HE NPMAQraifTe BaKCHMHATA.

IIpeosapumento HanvaHeHU CHPUHYOBKU

Wznon3BaiiTe cTepuiiHa Uria ¢ IOAXOASII] pa3Mep 3a HHTPaMyCKYJIHO HHXeKkTupane. OTcTpanere
MPEANa3HoTo Karnave OT IPeIBapUTEIIHO HAIThbJIHEHATA CIIPUHIIOBKA, KaTo sl 3aBbPTUTE B TIOCOKA,
oOpaTHa Ha YaCOBHHKOBaTa cTpeinka. [Ipukpenere uriara, Kato s 3aBbPTHTE 10 [TOCOKA Ha
YaCOBHHMKOBATa CTPEIIKa, IOKATO CE 3aKpenu J00pe BbPXY CHPUHIIOBKaTa. MaxHeTe Kalaukara Ha
UrjiaTa, Korato cTe roToBH 3a HHkekTupane.llpunoxere nsiara 103a HHTpaMycKyJaHO. M3xBbprere
CHOpUHIIOBKaTa cief ynotpeda. Camo 3a eAHOKpaTHa yrnoTpeoa.
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JIncroBka: nH(popManus 3a NoTpedUTENA

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 mukporpama)/ml HH:KeKIMOHHA
Aucnepcus
Spikevax bivalent Original/Omicron BA.1
25 MuKporpama/25 MEKpoOrpaMa HHKeKIIHOHHA THCIIepCcHst
Spikevax bivalent Original/Omicron BA.1
25 MEUKpoOrpamMa/25 MUKpoOrpamMa MHKeKIHOHHA TUCIIepCHs B PeABAPUTEJHO HANNBJIHEHA
CIIPHMHIOBKA
nPHK Bakcuna cpemy COVID-19 (Hykyaeo3nano Moaupuuuapana)
(COVID-19 mRNA Vaccine (nucleoside modified))
enazoMepan/umenasomMepat (elasomeran/imelasomeran)

vTOBI/I JICKAPCTBCH MPOAYKT NOAJIC)KU Ha JOIMIBJIHUTCIIHO Ha6J'IIO)_IeHI/Ie. ToBa 1€ MMO3BOJIN 6'bp30T0
YCTaHOBsBAHC HAa HOBA I/IH(l)OpMaLII/ISI OTHOCHO Oe3omacHocTTa. MoKeTe Aa 0aJcTe CBOA MPUHOC, KaTO
C’LO6H_II/ITC BCsKa HCXKECJIaHa pCaKlus, KOATO CTC MOTYy4YUIIN. 3a HauMHa Ha C’I)06H_IaBaHe Ha HCXKCJIIaHU

pCaKun BUXKTC Kpas Ha TOYKa 4,

I[IpouyeTeTe BHUMATEIHO HSJIATA JIMCTOBKA, MPeIM 12 MOJYYUTE TA3M BAKCUHA, Thil KaTO TS

chABP:KA BaskHA 32 Bac nndgopmanus.

- 3anasere Ta3u JUCTOBKA. MOXe Aa ce HaJO0Xu JAa s MPOYETETe OTHOBO.

- AKO UMaTe HAKaKBU JOITBIHUTEIHH BBIIPOCH, ronuTaiite Bamms jiekap, hapmaneBT wim
MEIUIIMHCKA CecTpa.

- AKO TIOITyYnTE HIKaKBU HEXKEIAHU Peaklluy, yBeoMeTe Bamms nekap, GpapmarieBT uiu
MeauIuHCKa cectpa. ToBa BKIIOYBA BCUUKU B3MOKHU HEOMHUCAHU B Ta3U JIMCTOBKA HEXEIIaHU
peakunu. Bikte Touka 4.

Kakso CbAbPiKa Ta3u JUCTOBKA

—

Kakso npeacrasnsiBa Spikevax bivalent Original/Omicron BA.1 u 3a kakBo ce n3nosn3sa
Kakso Tps6Ba na 3Haere, mpeau na Bu 0bp1e nocraBena Spikevax bivalent Original/Omicron
BA.1

Kak ce npunara Spikevax bivalent Original/Omicron BA.1

BB3M0OXKHYM HEXENTaHN PeaKuH

Kak na cexpansBare Spikevax bivalent Original/Omicron BA.1

CbabpprkaHue Ha ONAKOBKATa M JOI'BJIHUTENIHA UH(OPMALUS

N

AN ol

1. Kakso npencrasasipa Spikevax bivalent Original/Omicron BA.1 u 3a kakBo ce H3M0J13Ba

Spikevax bivalent Original/Omicron BA.1 e BakcuHa, n3non3Bana 3a npeanassade or COVID-19,
npuanHABaH oT SARS-CoV-2. T4 ce npunara Ha n1uia Ha 6 ¥ MOBeYe TOAUHU. AKTUBHOTO BELIECTBO B
Spikevax bivalent Original/Omicron BA.1 e uagopmannonna PHK (uPHK), kogupama T. Hap.
,.1nmoB* npotrenH Ha SARS-CoV-2. uPHK e Brpaznena B nunuanu Hanogactui SM-102.

Spikevax bivalent Original/Omicron BA.1 e camo 3a numa, KOUuTo MpeAr TOBa ca MOIyYrIN IIOHE Kype
Ha I'bpBUYHA BakcuHaus cpemy COVID-19.

Twoii kato Spikevax bivalent Original/Omicron BA.1 He cbabpika BUpyc, T4 He Moke 1a Bu 3apasu ¢
COVID-19.

Kak neiictBa BakcuHaTa

Spikevax bivalent Original/Omicron BA.1 ctuMynmpa ecTecTBEeHUTE 3alIUTH Ha OpraHu3Ma
(umyHHaTa cucrema). Bakcunara feiicTBa, KaTo Kapa OpraHd3Ma Ja Ipou3BeXk/a 3aIuTa (aHTUTeNa)
cpenty Bupyca, koiito npuunHsia COVID-19. Spikevax bivalent Original/Omicron BA.1 u3non3sa
BEIIECTBO, HapeueHa nHdopmaonHa pubonykienHosa kuceanna (u PHK), 3a na npenece
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I/IH(l)OpMaLII/IH, KOSATO KJIICTKUTC B Oprain3Ma Morart Jia U3I1oJi3Bar 3a 06pa3yBaHe HaluIoB MPOTCHH,
KOHTO ChIIO € U BbB BUpYCa. CJ'IC)_'[ TOBA KJIICTKUTC I/13pa60TBaT AHTUTCIIa CPCIy HIUTIOBUA ITPOTCHH,
KOHMTO Ja IIOMOrHar 3a OTOI'bCKBAHE HA BHpYyCa. ToBa 1€ MOMOT'HE 3a 3aluTara Bu cpemy
COVID-19.

2. Kakso Tpsa0Ba 1a 3Haere, npeau 1a Bu 0b1e mocraBena Spikevax bivalent
Original/Omicron BA.1

Bakcunara He TpﬂﬁBa Aa ce nmpuJjara, aKko CTc¢ ajJepru4id KbM aKTHUBHOTO BE€IIECTBO UJIK KbM
HAKOA OT OCTAHAJIUTE CbCTAaBKKU HA TOBA JICKApCTBO (I/I36POCHI/I B TOYKa 6)

Ipeaynpesxienus u npeanasHu MepKU
I'oBopere ¢ Bamms nekap, ¢papmaneBT Wiy MEAULMHCKA cecTpa, peau Aa Bu Obne nmocraBeHa
Spikevax bivalent Original/Omicron BA.1, ako:

Mpeay CTe NMAM TEXKa, )KHBOTO-3aCTpalliaBalia aJepruyHa peakuus ciel HHKEKTUpaHe Ha
HSKaKBa Jpyra BakCMHA WK ako Bu e noctaBsHa Spikevax (OpUruHaiHa) B MUHAJIOTO.

uMare MHOTO ci1ada Wiu KOMIIpOMeTHpaHa (0TciadeHa) UMyHHA cucTeMa

HSKOTA CTE MPHUIAAAIH CIEA NHXXEKLUS C UrJa

uMare HapylleHue Ha KpbBOCHCUPBAHETO

uMare BUCOKa TeMIepaTypa MM TeXKa HHPEKUKs; HO MOXKE /1a Ce BAKCHHHPATE, aK0 UMaTe JIEKO
MOBHILEHA TEMIIepaTypa Wil HHPEKIHUA Ha TOPHUTE JUXaTENHU IbTUILA, TOJ00HA Ha IPOCTYIa.
- UMare HIKaKBO CEPUO3HO 3a00sIBaHe

- M3MHUTBATE TPEBOKHOCT, CBbP3aHa C IOCTABSIHE HAa MHXKEKIUH.

ChbIuecTByBa MOBHILECH PUCK OT MHOKAPIUT (Bb3MAICHHE HA ChPACYHHUS MYCKYJl) U TIEPUKApANUT
(BB3MasieHne Ha BbHIIHATa OOBUBKA Ha CHPILIETO CHOOIIEHH ciiell BakcCHHAIMS cbe Spikevax
(opurunanHa) (Bxk. ToUKa 4).

Te3u 3a0onsBaHUsS MOraT Ja CC pa3BUAT A0 HAKOJIKO JHU CJICA BAKCUHALMATA U IPCAUMHO B PAMKHUTC
Ha 14 JHH. Te ca Ha6J'IIOZ[aBaHI/I IMO-4€CTO CJICA BTOpaTta 103a, B CpaBHCHHUE C ITbpBara, v Mo-4€CTo 1npu
IOHOIIIN U IIO-MJIaJ MBXKE.

CJ'IGZ[ BaKCHHaII U TpSI6Ba Ja 6’LI{CTC 6)_'[I/ITCJ'IHI/I 34 IIpU3HAIlKX HA MUOKApPJUT U IICPUKAPIUT, HAIPUMED
3aayX, C’LpLIe6I/ICHe nuin OONKa B I'bpAUTEC, U TpSI6Ba He3a0aBHO Aa MMOTbPCUTEC JICKApCKa MMOMOII, aKO
TC HACTBIIAT.

AKo HsKOE OT U30pOEHUTE MO-TOpe ce oTHacsA 3a Bac (uiu He cTe curypHu), roopere ¢ Bamus nekap,
(apmaneBT WM MEJULIMHCKA cecTpa, npenu aa Bu 0bne mocraBena Spikevax bivalent
Original/Omicron BA.1.

OO0ocTpsiHe HA CHHAPOM Ha HapylIeHa KanuiasspHa nponyckansoct (CLS)

Ch0o0I11eHH ca HIKOJKO ciTydas Ha 000CTpsiHE Ha CHHAPOM Ha HapyIIeHa KalUIsSpHa TPOITYCKINBOCT
(mpuYHMHSBAIL N3THYAHE Ha TEYHOCT OT MAIKUTE KPHBOHOCHH ChAOBE (KAIHIISPH), KOETO BOIH JI0
OBp30 MOoAyBaHE HA PHIIETE U KpaKaTa, BHE3AIMHO ITOBUINIABAHE HA TETJIOTO U yCelaHe 3a
MpUMalisiBaHe, HUCKO KPBBHO HaJsATaHe) ciell BakCHHaIus che Spikevax (opurnHanHa). AKO B
MUHAIOTO cTe nManu enusoau Ha CLS, roBopere ¢ nekap, npeau na Bu 6bae mocraBeHa Spikevax
bivalent Original/Omicron BA.1.

I[poabIKNTEHOCT HA 3aAIATATA

Kakro mpu Bcsika BakcrHa, TpeTara 103a Ha Spikevax bivalent Original/Omicron BA.1 mosxe na He
3aIUTH HAITBJIHO BCUYKH, KOUTO s MOJTy4aBaT, M HE € M3BECTHO KOJIKO JABJITO I Ob/IeTe 3alIUTeHU.

Hdena
Spikevax bivalent Original/Omicron BA.1 He ce nmpenopbuBa npu jaera mnoj 6-roauIIHa Bb3pacT.
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Apyrn nexapcrBa u Spikevax bivalent Original/Omicron BA.1

Tps6Ba na kaxere Ha Bammus nekap win gapmaneBT, ako mpueMare, HACKOPO CTe IPUEMaH WU €
BB3MOJKHO J1a 3all0YHeTe Ja mprueMare Apyru jekapersa. Spikevax bivalent Original/Omicron BA. 1
MOJKE J1a TIOBIIMSIC HA HAYMHA Ha ACHCTBHE HA APYTH JEKApCTBa, KAKTO U APYTH JEKapcTBa MOTaT J1a
OKakaT BJIMSHME HA HAYMHA, [10 KOiTO feiictBa Spikevax bivalent Original/Omicron BA.1.

HNmyHokoMnpomeTHpaHu Juua

Eduxacnocrra Ha Spikevax bivalent Original/Omicron BA.1 Moxe 1a e mo-HUCKa IpH JIULA CbC
CHJIHO OTci1a0eHa MMyHHA cucTeMa. B TakuBa ciydyan Ou TpsOBajio Aa NpOIBJDKUTE Ja cria3Bare
(u3nvecKy npeanasHu MepKH, 3a ja CHOMOTHeTe 3a npepoTsparsaBaneTo Ha COVID-19. Ocsen ToBa
Oonmu3kuTe Bu KOHTAaKTHM A TpaOBa a ObIaT CHOTBETHO BakcHHUpaHu. OOChAETe MOAXOAALINTE
WHAMBUAYaTHH NIpenopbku ¢ Bamms ngexap.

BpemenHoCT H KbpMeHe

Axo cTe OpeMeHHa WM cMsTaTe, 9e MOXe J1a CTe OpeMeHHa, MoCchBeTBaiTe ce ¢ Bamms nekap,
MeIUIMHCKa cecTpa wim (papmarneBT npeau 1a Bu ce mocraBu Ta3m BakcuHa. Bee ore numcBar 1aHHu
3a ynorpeOara Ha Spikevax bivalent Original/Omicron BA.1 no Bpeme nHa 6pemeHHoCT. I'ostemusit
o0em JaHHU obaue, odydeHa OT HaOIroIeHHeTo Ha OpeMEeHHH JKeHH, BaKCUHUPaHH cbe Spikevax
(opuruHaNHA) IO BpeMe Ha BTOPHS M TPETHsI TPUMECTHP, HE TIOKa3Ba BAKCHHALMATA J1a UMa
HeOaronpusaTHy eexTH BbpXy OpPEeMEHHOCTTA WIM HOBOPOJIEHOTO. Makap ue nHdpopmanusra
OTHOCHO €()eKTHUTE BHPXY OPEMEHHOCTTA HIIM HOBOPOJICHOTO CJIe/l BAKCHHALIUS 110 BpEMe Ha ITbPBUS
TPUMECTBP € OrpaHHuYeHa, He ce HaOJII01aBa MOBHIIIEH PUCK OT CIIOHTaHEH abopT. Thii KaTo pasinukaTa
B JIBaTa MPOJYKTa € CBbp3aHa caMo C MIUIOBHS IIPOTEHH BbB BAKCHHATA U HAMA KIMHHYHO 3HAYUMU
pasnuky, Spikevax bivalent Original/Omicron BA.1 Moxe aa ce u3moi3Ba mo BpeMe Ha OpEMEHHOCT.

Bce ome nmricBar nanHu 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.1 mo Bpeme Ha
KbpMEHE.

He ca ouakBar o0aue eeKTn BbpXY KbpMEHH HOBOPOACHH/KbpMadeTa. JlaHHUTE OT JKeHH, KOUTO ca
KBPMIIN CIIeJ] BAKCHHANINAA ChC Spikevax (opuruHaiiHa), HE TOKa3BaT PUCK OT HEXEIIaH! PEaKInu
MIpU KbpPMEHH HOBOpOIeHI/ KbpMaueTa. Spikevax bivalent Original/Omicron BA.1 moxe na ce
IpuIIara B Ieprosia Ha KbpMeHe.

IMMo¢pupane u padora ¢ MAIIUHU

He modwupaiite 1 He paboTeTe ¢ MaIIMHMU, aKO HE CE€ YyBCTBATe J00pE CiIe BaKCHHAIIHATA.
N3zuakaiite, nokaro BCsikakBU e(eKTH OT BaKCHHATA OTIIYMSIT, IIPeIH 1a modupare uiu paboTUTe ¢
MaIlHY.

Spikevax bivalent Original/Omicron BA.1 cbabp:xa HaTpuii
ToBa nexapcTBO ChIabpiKa mo-Manko ot 1 mmol (23 mg) HaTpuii Ha 703a, T.€. MOXe JIa Ce Kaxe, Je
MPAKTUKTHYECKH HE ChIbPiKa HATPHIA.

3. Kaxk ce mpuaara Spikevax bivalent Original/Omicron BA.1

Bwvspacm 12 co0unu u no-6v3pacmmu

Ho3zara Spikevax bivalent Original/Omicron BA.1 ¢ 0,5 mlce npunara noxe 3 Mecena ciex
TocieTHaTa mpenxoaHa g03a Bakcuaa cpenry COVID-19.

Bw3pacm om 6 0o 11 2oounu

Hozara Spikevax bivalent Original/Omicron BA.1 e 0,25 ml ce npuiara mone 3 Mecerna cies

nocienHaTa nmpenxoaHa go3a Bakcuna cpemry COVID-19.

Bammsr nekap, ¢papmManeBT WM MEAUILMHCKA CECTpa 1€ HHKEKTUPAT BAKCHHATA B MYCKYJI
(MHTpaMyCKyJTHa MH)KEKLIMs) B TOpHATa 4acT Ha pbKara Bu.
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Cuaen Besika MHXKEKIUS HAa BakcHHATa Bammar sekap, ¢papmaneBT Wik MEAULIMHCKA cecTpa e Bu
HabIronaBar 3a Hai-Manko 15 MHHYTH 3a IpU3HALM Ha aIepPrUYHa PeaKius.

AXO uMare HIKaKBH AOMBJIHUTCIIHU BBIIPOCHU, CBBP3aHU C yHOTpeGaTa Ha Ta3u BaKCHUHA, IIOIMUTAUTE
Bamms JICKap, (bapMaueBT HJIM MEAUIUHCKA CCCTpa.

Spikevax bivalent Original/Omicron BA.1 e npegna3naueHa camo 3a JInia, KOUTO BEYE ca MOy IHIIH
MIOHE KypC Ha MbpBUYHA BakcuHaius cpemy COVID-19.

3a Kypca Ha TbpBUYHA BaKCHHALIMS TIPH JIMLA HAa 6 W MOBeYe TOJMHN BIXKTE JIMCTOBKaTa 3a Spikevax
0,2 mg/ml.

4. Bb3MoXHT HekeTTaHU peaKkuu

Kakro Bcnuku JICKApCTBA, Ta3W BAKCHMHA MOKC Ia NPCAN3BUKA HCXKCIIAHU PCAKIIUHN, BBIIPCKU Y€ HE
BCCKH I'1 ITOJIy4aBa.

[MoTepcere cnemHa MEAUITMHCKA TIOMOII, aKO MOJTyYUTe HAKOH OT CIICAHUTE MPU3HAI U CUMIITOMU
Ha aJIeprUYHA PEaAKIIHS:

- yCelllaHe Ha IMPHWJIONIABAHE UK 3aMastHOCT;

- MPOMEHU B CHPACYHUS PUTHM;

- 3aIyXx;

- XPHIIOBE;

- MOJyBaHE Ha YCTHUTE, JUIETO WU THPIIOTO;

- ypTHKapus Wi 00pHUB;

- TaJicHe WX TOBPbBINAHE;

- cToMaiiHa 0oika.

FOBOpCTC ¢ Bamus JICKAp, aKO MOJYUYHUTC HAKAKBU JPYTIA HCXKCIIAHU PCAKIIHU.. Te morar Ja BKJIIOYBAaT:

Mmuoro yectu (MoXxe 71a 3acersat nosede ot 1 Ha 10 gymm):
- MoayBaHe/00JE3HEHOCT B 00JIaCTTa Ha MOAMUIITHUIIATA
- HaMaJieH aneTHuT (HaOJro1aBaHo MpH Jiela oT 6 Mecela 10 5 TOIMHHN)
- pa3apa3HUTENHOCT/TuIad (HabIr0AaBaHo MpH Jielia OT 6 Mecena JI0 5 TOIMHHN)
- TIIaBo0oOJue
- Oe3chHHe (HAOIIOAaBAHO TPH Jiella OT 6 Mecela JI0 5 TOJIHH )
- rajeHe
- TOBpBINAHE
- MyCKyJiHa 00JIKa, OOJKU B CTABUTE 1 CKOBAHOCT
- 0oJKa WM TTOTyBaHE Ha MACTOTO Ha MHKEKTHUPaHE
- 3auepBsBaHE HAa MSACTOTO HA MHXKEKTHUPaHE (KOETO IMOHSIKOTa MOXKE J1a CE MOSBU MPUOTU3UTEITHO
9 o 11 aHM ciell MHKEKTUPAHETO)
- ycellaHe Ha CUJIHAa yMopa
- BTpHUCaHE
- TIOBHUIIIEHA TEMIIepaTypa

Yectu (Moxe 1a 3acerrar Ao 1 Ha 10 qymm):
- Japus
- 00pus,
- 00pUB WJIH yPTUKApHS HA MSICTOTO Ha WHXEKTHPaHe (HIKOM OT KOUTO MOXKE J]a CE TOSIBAT
puobIM3uTeNHO 9 10 11 qHM cien HHXKEKTHPAHETO)

Heuectu (Moxe ma 3acerHar a0 1 va 100 mymm):
- ChpOEX Ha MSCTOTO HA MH)KEKTUPAHE
- 3aMasHOCT
- Ooinka B Kopema
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HaJUTHAT, ChbpOAL] 00puB (YpTUKapHs) (KOMTO MOKeE J1a ce MOSBU OT MOMEHTA Ha WH)KEKTHUpaHe
U 10 OKOJIO JABE CEIMHIIM CJIE/ MHXKEKTHPAHETO)

Peaxu (Moxe na 3acernar go 1 ma 1000 qymm)

BpEMEHHO yYBHCBaHE Ha €JJHAaTa cTpaHa Ha Junero (mapaiu3a Ha ben)

MoJlyBaHe Ha JIMIETO (IOyBaHe Ha JHULETO MOXKeE Ja Ce MOSBU MPH MAallMeHTH, KOUTO ca UMall
KO3METUYHH MHKEKIUH B JIULETO. )

HaMaJIEHO YCEIllaHEe 3a JIONHP WJIM CETUBHOCT

HeoOHMUaifHO ycellaHe 1Mo KoXarta, KaTo U3TPhIIBaHe MIIM MpaBydKaHe (T1apecTe3us)

Mmuoro peaxu (morat aa 3acersar g0 1 Ha 10 000 mgymm):

Bb3nanenvie Ha chpacuHNS MYCKYJT (MHOKapIUT) WK Bh3MAJICHHE HA BHHITHATa 0OBUBKA Ha
ChpIeTO (TIEPUKAPIUT), KOSTO MOXKE Jia JIOBEE JI0 331yX, ChplIeONEeHEe WK 0O0JIKa B I'bP/IUTE.

C HeW3BeCTHA Y€CTOTA

TEXKH aJepTUYHH PEaKklHy ChC 3aTPyAHEHO AWlIaHe (aHaduIaKcus)

peakuys Ha UMyHHaTa CHCTeMa — MOBUIIEHA YyBCTBUTEIHOCT MJIM HEOHOCUMOCT
(CBPBXUYBCTBHTEIIHOCT)

KOXKHa peakiusi, Hoa (opmara Ha YepBEeHHU TIeTHA WM OOPUB IO KoXarTa, KOUTO MOXKe Aa
U3IJIeK]A KaTo ,,MUILIEHA™ HIIH ,,0MBOJICKO OKO' C TBMHO YEPBEH LEHTHP, OKOJIO KOMTO NMa I10-
CBETJIM YEPBEHU KPBroBe (eputemMa MynTudopme)

OTOK Ha BAaKCHHUPAHUS KpalHUK, KOWTO 00XBallia ToJisiMa TUIOILI.

TEKKO MEHCTPYAIHO KbPBEHE (IIOBEYETO CITy4a U3IIIEXKIa HE Ca CEpUO3HU U €A C BPEMEHEH
XapakxTep)

Cpo01IaBaHe HA HeKeJIAHU pPeakluu

AKO TIOITyYnTe HIKaKBU HEKEIAHU PEaklluy, yBeqoMeTe Baims nekap, GpapMarieBT Uil MEIUITMHCKA
cectpa.ToBa BKIIIOUBA BCUUKH BH3MOXKHH HEOITMCAHU B Ta3U JMCTOBKA HEXENaHU peakiuu. Moxxere
CBIIO JIa CHOOIIHUTE HEKETaH! PEaKIK TUPEKTHO Ype3 HallMOHATHATA CUCTEMa 33 ChOOIIaBaHe,
mocoveHa B [Ipunoxenne V. Kato cho0maBaTe HexelaH! peakiiui, MOXKETe J1a AaJeTe CBOS IIPUHOC
3a MoJTy4aBaHe Ha ITOBeUe MH(POpPMAIHS OTHOCHO 0€30MTaCHOCTTA Ha Ta3u BaKCHHA.

S.

Kak na cexpansiate Spikevax bivalent Original/Omicron BA.1

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBIIHO 3a [ACHA.

He u3non3Baiite Ta3u BakCHHA CIICT CpOKa Ha rOAHOCT, oTOEeNsI3aH BBpPXY €THUKETA CJIC] ,,FOI[CH J0“.
CpOK’LT Ha rOAHOCT OTTOBaps Ha NOCICAHUA ACH OT IMMOCOYCHUSA MCCCII.

I/IHq)OpMaLII/IHTa 3a CbXpPaHCHUC, CPOK HA 'OJHOCT U yHOTpe6a n pa60Ta € OollicCaHa B paszgiia,
nNpeaHa3sHAuCH 3a MCAUIIMHCKH CIICHUAIIMCTU B Kpas Ha JIMCTOBKATA.

He HSXB’LpHHﬁTe JICKApCTBAaTa B KaHAJIU3aluATa UJIU B KOHTCﬁHCpa 3a JOMAalIHU OTIIaaABbIIH.
Ilonuraiire Bammus (I)apMaL[CBT KaK J1a U3XBBPIIATC JICKAPCTBATA, KOUTO BEYC HC MU3IIOJI3BATC. Te3n
MCPKH LIC CTIOMOTHAT 3a OIla3BaHC Ha OKOJIHATa Cpcaa
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6. Chabp:kaHHe HA ONIAKOBKATA M JONBJIHUTEIHA MHpopManms
Kakso ceabp:xa Spikevax bivalent Original/Omicron BA.1

Ta6anna 1. CbeTaB criopex BHAa Ha ONIAKOBKATA

KosnyecTBO Ha AKTUBHOTO OnakoBka Ho3a(u) CbcraB
BelIeCTBO B /1030BA eINHUIA
Spikevax bivalent Original/Omicron | MHoromo308 5 mo3u Enna noza (0,5 ml)
BA.1 ¢makon 2,5 ml mo 0,5 ml ChIBpKa
(50 muxkporpama/50 muxkporpama)/ml Bcaka unm 10 | 25 Mukporpama
HHKEKIIMOHHA U CIIepCUsl 7034 OT eJla3oMepaH 1
0,25 ml Bcsixka | 25 Mukporpama
nMena3oMepaH ,
MHorozm0308 10 no3u uPHK BakcuHa cpeiity
¢naxon 5 ml mo 0,5 ml COVID-19
Boska umm 20 (Brirouena B SM-102
AO3H OT JUTAHA
0,25 ml HaHOYACTHIIN).
Enna noza (0,25 ml)
ChIObpKa
12,5 Mukporpama
enazomepad u 12,5
MHUKpOTpaMa
nMenasomepad, "PHK
BAaKCHHA CpelLy
COVID-19
(Bximoyena B SM-102
JTUNAHA
HaHOYACTHIIN).
Spikevax bivalent Original/Omicron | Ennono3os 1 noza 0,5 ml | Exna no3a (0,5 ml)
BA.1 ¢makon 0,5 ml ChABpXKA
25 mukporpama/25 mukporpama Camo 3a 25 MHUKporpama
HHKEKIIMOHHA U CIIepCUst eIHOKpaTHa enazoMepaH u
ynotpeoa. 25 MuKporpama
- - — - umenazomepan, ”PHK
Spikevax bivalent Original/Omicron | IIpensapurenno 1 mo3a ot 0,5 BAKCHHA CPEIy
BA.1 HaITbJIHEHA ml COVID-19
25 mukporpama/25 mukporpama CTIPUHIIOBKA (BKTOuCH B SM-102
HHKEKIIMOHHA U CIIepCus B Camo 3a ——
NpeABAPUTETHO HANbJIHEHA eIHOKpaTHa
HaHOYACTHIIN).
CIIPUHIIOBKA ynoTpeba.
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Enazomepan e enqnoBepmxHa 5’-kenupana napopmanmonna PHK (uPHK), npoussenena ¢
W3II0JI3BaHETO Ha Oe3KIIeThYHA in Vitro(MH BUTPO)TpaHckpunuus ot cbotBeTHuTe JHK-Marpunmy,
Koaupamy BupycHus mwunoB (S) nporenn Ha SARS-CoV-2 (opurunanna).

Nmenazomepan eqnoBeprxHa, 5’-kenupana nHpopmarronaa PHK (uPHK), npoussenena ¢
W3II0JI3BaHETO Ha OE3KIIEThYHA in Vitro TpaHcKpunuus oT cboTBeTHUTe JJHK-Marpuuu, kogupama
II'BJIHOBEPHIKEH, KOJOH-ONTHMHU3UPaH BapHaHT ChC cTabMIIM3upaHa KoHpopManus npeau Qy3usra
(K983P u V984P) na mumnosus (S) rmukonporenH Ha SARS-CoV-2 (Omicron variant BA.1).

Hpyrure cberaBku ca SM-102 (xentagekan-9-un 8-{(2-xuapokcuerni)[6-okco-6-
(YHICIMITOKCH )XEKCHII |aMHHO } OKTAaHOAT), XoJecTepot, 1,2-nmucTeaponm-sn-rauko-3-dochoxonud
(DSPC), 1,2-numupucroni-rac-rauiepo-3-merokcunonuerwienrmkon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETaMOJIOB XHIPOXJIOPH/, OIIETHA KUCETHA, HATPUEB arleTaT TPUXHUAPAT, 3aXapo3a,
BOJIa 32 MHXXCKIIHH.

Kak n3rnexna Spikevax bivalent Original/Omicron BA.1 1 kakBo chIBbp:Ka OIAKOBKATA

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 Mukporpama) ml MHXKEKIIMOHHA
Mcnepcus

Spikevax bivalent Original/Omicron BA.1 e 0suta 10 moutu Osiia AuCIIepcrs, KOSTO Ce JOCTaBs B
CTBKIIEH MHOT0/1030B (bitakoH ¢ o0eM 2,5 ml nnm 5 ml ¢ kaydykoBa 3amymaika U CHHbO OTUYYITBAIIO0
Cce IJTaCTMACOBO Kartadye ¢ arlyMHHHEeBa 00KaTKa.

Bun onakoBka:
10 mHOTOI030BM (riakoHa. Beeku ¢uakon cpabpika 2,5 ml.
10 mHOTOI030BM (riakoHa. Beekn ¢uiakon cpabpka 5 ml.

He Bcuukn BHUJOBEC OITAKOBKM MOrar aa 6’I>}_IaT IMyCHATU Ha I1a3apa.

Spikevax bivalent Original/Omicron BA.1 25 mMukporpamMa/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUS

Spikevax bivalent Original/Omicron BA.1 e 0suta 10 moutu Osiia aAuCIiepcus, KOSTO Ce JOCTaBs B
CTBKIIEH €IH0/1030B (urakoH ¢ 06eM 0,5 ml, ¢ kaydyKkoBa 3aIyIragka ¥ CHHbO OTYYIIBAIIO Ce
MJIaCTMACOBO Karade ¢ alfyMHHHAEBa 00KaTKa.

Bun omakoBka: 10 eqHO01030BU hutakoHa

Spikevax bivalent Original/Omicron BA.1 25 mMukporpama/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUST
B [IPEABAPUTEIHO HAN'BIHEHA CIIPUHIIOBKA

Spikevax bivalent Original/Omicron BA.1 e 0suta 10 moutu Osiia AuCIiepcrs, KOSTO Ce JJOCTaBs B
MPEeBapUTEITHO HAITBITHEHA CIIPUHIIOBKA (IIMKINYCH OJICUHOB MTOJUMED) C IJIaBa Ha OyTajaoTo u
mpennasHo kamaue (0e3 uria).

Bcesxka omakoBka CbAbpiKa 5 npo3pavyHu 6J'II/ICTepa, BCCKH OT KOUTO ChbAbpPIKA I10 2 MNpeaABaApUTCIHO
HaIlbJIHCHU CIIPUHIIOBKU.

BI/I}_'[ onakoBka: 10 MNpEeABApUTCIHO HAITBJIHCHU CIIPUHIIOBKHA

IIpuTtexkaTes Ha pa3pelIeHNETO 32 yHoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 Plt 12
Madrid 28002

Ucnanus
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IIpoussommTen

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, @panims 37260

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 Plt 12
Madrid 28002

Ucnanus

Rovi Pharma Industrial Services, S.A.
Calle Julian Camarillo n°35
28037 Madrid Ucnianus

Patheon Italia S.p.a.
Viale G.B. Stucchi
110 20900 Monza, Utanus

Patheon Italia S.p.A.
2 Trav. SX Via Morolense 5
03013 Ferentino (FR) Utamus

3a JOITBJIHUTCIIHA I/IH(i)OpMaLII/ISI OTHOCHO TOBa JICKApPCTBO, MOJIA, CBBPIKETC CC C JIOKAJTHUA
MNPEACTABUTCI Ha IPUTECIKATCIIA HA Pa3pCIICHUCTO 3a YHOTpe6a.

Belgié/Belgique/Belgien
Tél/Tel: 0800 81 460

Bbnarapus
Tem: 00800 115 4477

Ceska republika
Tel: 800 050 719

Danmark
TIf: 80 81 06 53

Deutschland
Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

EA)LGoa
TnA: 008004 4149571

Espaiia
Tel: 900 031 015

France

Lietuva
Tel: 88 003 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
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Tél: 0805 54 30 16

Hrvatska
Tel: 08009614

Ireland
Tel: 1800 800 354

Island
Simi: 800 4382

Italia
Tel: 800 928 007

Kvnpog
TnA: 80091080
Latvija
Tel: 80 005 898

Tel: 800 210 256

Romania
Tel: 0800 400 625

Slovenija
Tel: 080 083082

Slovenska republika
Tel: 0800 191 647

Suomi/Finland
Puh/Tel: 0800 774198

Sverige
Tel: 020 10 92 13

United Kingdom (Northern Ireland)
Tel: 0800 085 7562

,)Iara Ha MOCJICAHO Mpepasriekaane Ha JUCTOBKaTa

CKaHHpaﬁTe Koaa C MOOUIIHO yc’I‘pOfICTBO, 3a J1a MOJIYYUTC JIMCTOBKATAa HA PA3JIMYHU C3ULIU.

W nocerere URL https:// www.ModernaCovid19Global.com

[ToxpoOHa nHpOpManus 3a Ta3u BaKCHHA € peIocTaBeHa Ha yeOcaiita Ha EBporneiickaTa areHuus mo
nekapcTBara: http://www.ema.europa.eu.

Tasu nucroBka e HanuuHa Ha Benuku e3uim Ha EC/EUII Ha yeGcalita Ha EBponeiickara areHius mo
JIeKapcTBaTa.

ITocouenara mo-10J1y I/IH(l)OpMaIII/Iﬂ € MpeaAHasHavYeHa CaMoO 3a MCAUIIUMHCKHA CICHIUATUCTH:

[Ipocaeaumoct

3a Ja ce 1'[0}.'[06[)1/1 mpocCjICANMOCTTA Ha OHOJIOTHYHUTE MCIUNMWHCKHA MMPOAYKTH, UMCTO U MMAPTUIHUAT
HOMCpP Ha npujiaranvs NpoayKT TpSI6Ba Ja 6’])}_'[3T SICHO 3aIlliMCaHM.

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 MukporpamMa)/ml HHKEKIIMOHHA
nucnepcrs (MHOT0030BH (DJIAKOHM ChC CHHBO OTYYIIBAILO CE Karaye)

Spikevax bivalent Original/Omicron BA.1 Tps6Ba aa ce mpuinara ot 00yueH MEIUIUHCKU
CTIELUAITUCT.

Bakcunara e roroBa 3a yHOTpe6a CJICA pasMpas3siBaHC.
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I[a HC CC pasKiiallla UJIn pa3peiKaa.

Hpezn/l MPUIOKCHUC BAKCHUHATA TpSI6Ba BHU3YyaJIHO [1a CC NPCrjIca 3a HAJIMUYMEC HAa BUAUMU YaCTUIU U

IMpoMsHa B LIBCTA.

Spikevax bivalent Original/Omicron BA.1 e 0suta 1o moutu Osina aucniepcus. Moxe Ja Chabpika 0emu
WJIH TIOJTYTIPO3payHy YaCTHIIN, CBBP3aHU C MPOYyKTa. Jla He ce mpuiara, ako BaKCHHATa € C TIPOMEHEH
UBSIT WIH ChIbPKA APYTH HA BUJ BUIUMU YaCTHIIH.

drakoHUTE Jja ce ChbXpaHABAT 3aMpa3eHH IpH Temneparypa ot -50°C no -15°C.

OT Bcekr MHOTO1030B (h1akoH Morar Ja ce usrerasT ret (5) umu necet (10) nosu (o 0,5 ml Besika), B
3aBHCHMOCT OT pazMepa Ha ¢urakoHa. OT BCEKH MHOTO030B (hJIaKOH, B 3aBUCHMOCT OT o0eMa Ha
(bmakoHa, Morar fa ce u3rerasaT necet (10) nmm qagecet (20) mo3u (o 0,25 ml Besika).

VYBepere ce, ye (IakOHBT MMa CHHBO OTUYIIBAILO CE Karaue ¥ MMETO Ha npoaykra e Spikevax bivalent
Original/Omicron BA.1. Ako ¢yakoHBT HMa CHHBO OTUYYIIBAIIO CE Karade U MMETOHA MPOIYKTa €

Spikevax 0,1 mg/ml unu Spikevax bivalent Original/Omicron BA.4-5, mo:s1, HanpaBeTe cripaBKa ¢
Kparkara xapakTeprcTiKa Ha ITPOIYKTa 3a TO3U ChCTaB.

’KenareaHo € BCeKU OBT Ja Hp06I/IBaTC 3alTyniajikaTta Ha pa3jinaHo MsCTO.

Pa3mpazere Bcekn MHOrom030B (h1akoH mpeau ynotpeda, KaTo cieapare yKa3aHHUsTa I0-10ITy
(Tabmuma 2). Korato ¢makoHBT € pa3mMpaseH B XJIaIWITHHAK, OCTaBeTe IO Ha CTaifHa Temreparypa 3a 15
MUHYTH IPEAN NPUITIOKEHHE.

Tadauua 2. Ykazanus 3a pa3Mpa3ssiBaHe Ha MHOr01030BU (MIAKOHM Ipeau ynorpeda

Yxkazanus M NPOIbJKHTEIHOCT Ha pa3Mpa3siBaHe

Temmneparypa
Temmneparypa | IIpoabixur patyp
Ha HpoasnxuTesHoc
Bua onakoBka Ha €JIHOCT HA
pa3Mpa3siBaHe | T Ha
pa3Mpa3siBaHe | pa3Mpa3ssiBa .
(npu craiiHa pa3Mpa3siBaHe
(B XJIAAWJIHUK) | He
TeMIlepaTypa)
2 4vacauu 30
MHorozno30B ¢hiaakoH 2°-8°C 15°C —-25°C 1 vac

MUHYTH
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YKasaHua caep pasmpassBdaHe

4[ HenyHkTupaH cb:\axr.ﬂ—_ﬁ_— —{ CAea M3TErAsHE HA NbpBATA A03d ]—

MakcumaaHo Bpeme
MakcumanaHo epeme

XAQAMAHMK

XAGAMAHMK HAM CTARHa
Temnepartypa

Ha cTyaeHo Ao cTaiina
TemnepaTypa

T 8° A0 25° R

KAGAHAHMK
B PAMKITS HO 12-MOCEUHHR CPOK HO FOAHOCT,
0OT2° A0 8°C
Ha eTypeHs a0 cTaiina

PACKOHBT TPEDBA AG CE CHXPAHABA MNP
TEMNEPATYpa mexay 2° 1 25°C. Aatara m Hacst
HQ M3XBbPASHE AQ CE 3anNULLIAT HO ETHMKETA HA
cpaakoHa.

remnepatypa MaxebpaeTe NyHKMpaHMs hAakoH caea 19 yaca.

o1 8° 40 25°C

MsteraaifTe BCAKQ A03Q BAKCHMHA OT d)AGKOHG C NMNOMOLLLTA HA HOBQ CTEPHUAHA MIAQ KM CNPUHLLOBKA 3Q BCAKA MHXEKLMA, 3a AQ NPeACTBRATHUTE

NpPeAdBaHETO HA WHq}eKLLMOSHM QreHTM o1 eAHO AMLLE HA APYTO.
Aosara s CMpHHLLOBKATa Tpﬂﬁﬂﬂ AQ Ce U3NOA3BA He3ab6aBHo.

CAea KaTo OAQKOHBT Ce NYHKTMPA 3a U3TerAsHe Ha MbPBATA A03d, BOKCMHATA TPAGBA AQ Ce M3NOA3Ba He3a6aBHO M AQ Ce U3XBbPAM
cAea 19 yaca.

Bcaka HEM3MOA3BAHA BAKCHMHA MAKM OTNAABYEH MATEPKAA TPAGBA AQ CE U3XBbPAA B CLOTBETCTBUE C MECTHUTE M3IMCKBAHMS.

[ HUKOI'A He 3aMpa3SBAMTE NOBTOPHO PA3SMPA3EHATA BAKCHHA ]

Ennonososu duakounu (Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 Mukporpama
MHKEKIIMOHHA JIUCIIEPCHS)

Bakcunara e roroBa 3a yHOTpe6a CJICA pasMpas3siBaHC.

[la He ce paskiama uin paspexaa. 3aBbpTeTe JIeKo (prakoHa ciel pa3MpassiBaHe U HPeAr BCSIKO
usTerisine. Pasmpasere Bcekn eaH01030B (IIaKOH Mpean yrnoTpeda, KaTo ClieABaTe YKa3aHHUATa I0-
noiy. Becekn ennono30B ¢uiakoH WM KapTOHEHa KyTHs, chabpskamy 10 ¢uakona, morar aa ce
pasmpassiBaT WM B XJIaJUIHUK, WIK Ha cTaliHa Temneparypa (Tabmuma 3). Koraro ¢iaakoHsT €
pa3MpaseH B XJIaJWIHUK, OCTaBETe 0 Ha CTallHa TeMIleparypa 3a 15 MUHYTH Npenu IpusIoKeHHe.

Tabanna 3. MHcTpyKIum 3a pasMpa3siBaHe 32 ¢{HO/I030BU (pJIaKOHM M KAPTOHEHH ONAKOBKH
npeau ynorpeoda

HNucTpykium 3a pa3Mpa3siBaHe U NPOIbJKUTETHOCT
Temneparypa TeMnf{[;aTypa
B Ha [poab/KUTETHOCT [MpoabikuTETHOCT
U/l OIIAKOBKA pa3Mpa3ssiBaHe
pa3Mpa3ssiBaHe Ha pa3Mpa3siBaHe . Ha pa3Mpa3siBaHe
(mpu craiiHa
(B XJIaAUTHHK) (MMHYTH) (MMHYTH)
o TeMIlepaTypa)
( C) (oC)
Ennonoszon o o o o
(braxon 2°C no 8°C 45 MuHyTH 15°C nmo 25°C 15 MmunyTH
Kapronena 2°C mo 8°C 1 vac 45 MunyTH 15°C mo 25°C 45 MUHYTH
ONaKOBKa

Axko ¢uakonuTte ce pazmpassasat npu 2°C mo §°C, ocraBeTe Bceku (IIaKOH Ha CTaiiHa TeMmIeparypa
(15°C nmo 25°C) 3a mpubnusutenHo 15 MUHYTH IIpeau npuiIaraHe.

Spikevax bivalent Original/Omicron BA.1 25 mMukporpama/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUST

B IPCABAPUTCIIHO HAITBJIHCHA CIITPHUHITOBKA

He pasmamaﬁTe 1 HE pa3pe>K2LaI71Te CbABPIKAHUCTO HAa MPCABAPUTCIHO HAITbJIHCHATA CIIPUHITOBKA.
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Bcesika mpeaBapuTeHO HAITBJIHEHA CIIPUHIIOBKA € MPEeJHA3HAaYeH caMo 3a eAHOKpaTHA yroTpeoa.
Bakcunara ce goctaBsi ToTOBa 3a yrnoTpeba cieln pa3MpassBaHe.

Enna (1) mo3a ot 0,5 ml Moxxe a ce IPUIIOXKHU OT BCAKA MPEABAPUTEIHO HAIThJIHEHA CIIPUHIIOBKA.

Spikevax bivalent Original/Omicron BA.1 ce gocraBs B e1H01030Ba, MPEABAPUTEIHO HAITbJIHEHA
cnpuHIoBKa (0e3 uria), ceappikama 0,5 ml (25 Mukporpama enazomepan u 25 MUKporpama
nmenazomepan) nPHK u tpsiOBa na ce pasMpasu npean npuiioskeHue.

Ilo BpEMC HAa CbXPAaHCHUC MHHHMH3HpaﬁTC H3JaraHeTo Ha CTaiHa CBETIMHA U N30STBaliTe U3IaraHeTo
Ha IpsKa CIIbHYCBA U YJITPABUOJICTOBA CBCTJIMHA.

Pasmpazere Bcsika npeABapUTENHO HATbJIHEHA CIPUHIIOBKA IPEAX yIoTpeda, KaTo ClieABaTe
WHCTPYKUUHUTE NO-107y. COpUHIIOBKUTE MOTaT Aa Ce pa3MpassiBaT B OJMCTEPHUTE OMAKOBKH (BCEKH
Omucrep, ChabPIKaIL 2 IPEABAPUTEIHO HAITBIHEHH CIPUHIIOBKY) WM B caMaTa KapTOHEHA KyTHS, HIIH
B XJIAIWJIHUK, UM Ha cTaifHa Temneparypa (Tabmuua 4). Koraro cipuHIioBKaTa ce pa3Mpasu B
XJIQIWJTHUK, OCTaBeTe S Ha CTaiHa TeMieparypa 3a 15 MUHYTH npenu IpHIIoKEeHHE.

Taéanna 4. MucTpykuum 3a pasmMpassaBane 3a Spikevax bivalent Original/Omicron BA.1
NpeABAPUTETHO HAI'bJIHEHH CIIPMHLIOBKHY M KAPTOHEHU KYTHU Npeau ynorpeda

HMucTpykuuu 3a pa3Mpa3ssiBaHe U NPOABIKUTETHOCT
Temmeparyp
Temneparypa a Ha
Ha MpoabaxuTeano | pa3mpassiBaH
B IpoabaxuTEeHOCT HA
U/ ONIAKOBKA pa3Mpa3ssiBaH CT HA e (mpu
. pa3MpassiBaHe
e(s pa3Mpa3sBaHe craHa
(MMHYTH)
XJIa/IMJIHUK) (MUHYTH) TeMIeparypa
(°C) )
O
[IpensapurenHo
HathIHera 2-8 55 1525 45
CTIIPUHIIOBKA B
ommcrep
Kaproricita 2-8 155 15-25 140
OTIaKOBKa

VYBepere ce, 4e UMETO Ha MPOJyKTa Ha MpeIBapUTENHO HallbJIHEHaTa cupuHIoBKa € Spikevax bivalent
Original/Omicron BA.1. Ako umeto Ha npoxykra e Spikevax 50 mukporpama nnu Spikevax bivalent
Original/Omicron BA.4-5, Mo, HanpaBeTe CHpaBKa C KpaTkaTa XapakTepHCTHKa Ha IPOIYKTa 3a
Ta3u GOpPMyIUPOBKA.

Hucmpyxkyuu 3a paboma c npedgapumenro HanviHeHume CnpuHyo8Ku
e (OcraBere BCsSKa MpeIBapUTEIHO HAITBJIHEHA CIIPUHLIOBKA Ha cTaiiHa Temneparypa (15°C go 25°C)

3a 15 MUHYTH Ipeay MpUJIaraHe.

e Jla He ce pa3kiama.

e [Ipenu npunokeHre NpeIBapUTEIIHO HAITbIHEHATA CIIPUHIIOBKA TPsOBa Jja ce orjiefia BU3yalHo 3a
BHUJMMH YaCTHULH U TIPOMSHA B [IBETA.

e Spikevax bivalent Original/Omicron BA.1 e 6s1a 1o noutu 6sm1a qucnepeus. Moxke ga cbabppika
0enM WK MOMyNpo3pavyHul YacTUIH, CBbP3aHHu ¢ poaykTa. He mpunaraiite, ako BakcuHara e
o0e31BeTeHa UK ChIbPiKa APYTH YACTHIIH.

e MHraure He ca BKIIFOYCHH B KapTOHCHUTC OIMAKOBKHW HAa NPCABAPUTCIIHO HATBJIHCHUTC COPUHITOBKU.
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e lI3mom3BaiiTe cTepuiIHA UIJIA C OAXOIAIN pa3Mep 3a HHTpaMyCKyJiHa HHkekuus (21 pasmep uinu
MO-THHKA UIJIH).

e OrcTpanere Karaykara OT CIIPHHLIOBKaTa 4pe3 3aBbpTaHe B IOCOKA, 0OpaTHA Ha YaCOBHUKOBATa
CTpeiKa.

e [Ipukpenere uriara, Kato s 3aBbPTUTE T10 [I0OCOKA HA YACOBHUKOBATA CTPEJIKa, IOKATO UIJIaTa ce
3aKpernu 37paBo KbM CIPHUHIIOBKATA.

e OrBopeTe KanaykaTa Ha UIJIaTa, KOraTo CTE TOTOBH 3a MPHIIOKEHHUE.

e [Ipunosere 1su1aTa 1032 HHTPaMYCKYJTHO.

L4 CJ'Ie)I pa3MpassaBaHC HE 3aMpa3ﬁBaﬁTe TIOBTOPHO.

WsxBhprsHe

Heusnon3panusr JICKAPCTBCH NPOAYKT WJIN OTHAABYHUTC MATCpUATIN OT HETO TpSI6Ba Ja CC U3XBBPJIAT

B CbOTBETCTBHUEC C MCCTHUTC U3HMCKBAHU .

Jlo31UpoBKa M cxeMa Ha MpujiaraHe

Ha sv3pacm 12 200unu u no-6v3pacmmu
Ho3zara Spikevax bivalent Original/Omicron BA.1 e 0,5 ml, npunoxena mone 3 mecena cien
mocienHaTa nmpenxoaHa go3a Bakcuna cpemry COVID-19.

Ha sv3pacm om 6 0o 11 2o0unu
Ho3zara Spikevax bivalent Original/Omicron BA.1 e 0,25 ml, npunoxxena mone 3 mecena cies
mocJienHaTa mpenxoaHa go3a Bakcuna cpemry COVID-19.

Kakro IIpyU BCUYKH MHKCKIIMOHHU BAKCUHU, BUHAI' TpSI6Ba Ja uMa roToBHOCT 34 IoAXO0JAII10
MCIUIIMHCKO JICUCHUEC 1 Ha6J'IIO)_IeHI/Ie B cnyqaﬁ Ha aHa(i)I/IJ'IaKTI/I‘IHa pcaknus CJICA Mpujiarane Ha

Spikevax bivalent Original/Omicron BA.1.

Jlunara TpsibBa ga ObIAT HAONFOABAaHU OT MEIUITMHCKY CIICIUAIMCT Hali-Mallko 15 MUHYTH cren
BaKCHHALMTA.

Hsma nannm 3a orieHka Ha mpuitokeHreTo Ha Spikevax bivalent Original/Omicron BA. 1

€IHOBPEMEHHO C Ipyru BakcuHU. Spikevax bivalent Original/Omicron BA.1 He TpsiOBa na ce cmecBa ¢
JPYTH BaKCHHH WIIH JIEKAPCTBEHH MTPOIYKTH B ChHIATa CIIPHHIIOBKA.

[Ipunoxxenue

Bakcunara TpSI6Ba Ja CC Mnpujiara UHTpamMyCKYJIHO. 3a NpEANTIOYNUTAHEC € ACITOBUAHUAT MYCKYJI Ha
ropHaTa 4acCT Ha pbKarta. He npnﬂaraﬁTe Ta3W BaAKCMHA UHTPABCHO3HO HUJIU IMOJKOXHO.
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MHnoz000306u praxonu

MpuAaaraHe

3CBBPTANTE AEKO ADACKOHA CAEA PAZMPA3SBAHE 1 MPEAM BCIKO U3TEMAIHE
BGKCMHATA € roTOBA 30 MPUAOKEHWE CAEA PA3MPA3IBAHE. He PA3KACLLLAWTE U He
paspexaainre.

( 3
Mpeau uHXeKTUPAHe NPOBEePABAMTE BCAKA i
AO3d, 30 AQ:

MOTBbPAMTE, Y& TEYHOCTTA € BAAT AO
noy4TH BAAQ, KOKTO BbB JOACKOHA, TAKA
1 B CMPMHLIOBKATC

ce yBepuTe B 06eMa HA CMPUHLLOBKATA

BakcHHOTG MOXeE AQ CbABPXA
©eAr MAH MOAYMPO3RAYHH YACTMLN,
CBbP3CHM C NMPOAYKTA.

AKO AO3ATC € HETONHA MAKM MMA
NPOMAHA B LLBETA 1 APYTU BUAMMMKM HOCTULM,
He anAoruDﬁe BAKCHHATA.

IIpeosapumento HanvaHeHU CHPUHYOBKU

Wznon3BaiiTe cTepuiiHa UTia ¢ TOAXOAAI] pa3Mep 3a HHTpaMyCKyIHa HHKeKus (21G win no-ThHKa).
OtcTpaneTe KanaykaTta OT IpeJBapUTEIHO HATbJIHEHATa CIIPUHIIOBKA Ype3 3aBbPTaHE B IIOCOKA,
oOpaTHa Ha YaCOBHHKOBaTa cTpenka. [Ipukpenere uriara, Kato s 3aBbPTHTE 10 [TIOCOKA Ha
YaCOBHHMKOBATa CTPEJIKA, IOKATO UTJIaTa Ce 3aKpellu 3ApaBo KbM cpuHIOBKaTa. OTBOpeTe KamaukaTa
Ha WIJaTa, KOraTo cTe rOTOBH 3a Npuiiokenue. [Ipunoxere nsara 103a HHTpaMyCcKyJHO. M3xBbprere
CIIPHHIIOBKaTa ciel ynorpeda. Camo 3a eTHOKpaTHa ynoTpeoa.
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JIncroBka: nH(popManus 3a NoTpedUTENA

Spikevax bivalent Original/Omicron BA.4-5
(50 muxkporpama/50 mukporpama)/ml HHKeKIIMOHHA THCIIEPCHS
Spikevax bivalent Original/Omicron BA.4-5
25 MuKporpama/25 MEKporpaMa HHKeKIIHOHHA THCIIepCcHst
Spikevax bivalent Original/Omicron BA.4-5
25 MEUKpoOrpamMa/25 MUKpoOrpamMa MHKeKIHOHHA TUCIIepCHs B PeABApPUTEJHO HANbJIHEHA
CIIPMHIOBKA
nPHK Bakcuna cpemy COVID-19 (Hykyeo3nano MoaupuuuapaHa)
(COVID-19 mRNA Vaccine (nucleoside modified))
enazomepan/nase3oMepa (elasomeran/davesomeran)

vTOBI/I JICKAPCTBCH MPOAYKT MOJJIC)KH Ha JOIMIBJIHUTCIIHO Ha6J'IIO)_IeHI/Ie. ToBa 1€ 1MMOo3BOJIN 6’I>p30T0
YCTaHOBSABAHC HAa HOBA I/IH(l)OpMaLII/ISI OTHOCHO Oe30macHoCcTTa. MoKeTe Aa 1aJicTe CBOA MPUHOC, KaTO
C’I)06H_II/ITC BCsKa HCXKECJIaHa pCaKlus, KOATO CTC IOJTYyYUJIIN. 3a HauMHa Ha C’BO6H_IaBaHC Ha HCXKCIIaHU
pCaKnur BUXKXTC Kpas Ha TOYKa 4,

I[IpouyeTreTe BHUMATEIHO HSJIATA JIMCTOBKA, MPEIM 12 MOJYYUTEe TA3M BAKCUHA, Thil KaTO TS

chbABP:KA BajkHa 32 Bac nndgopmanus.

- 3anasere Ta3u JUCTOBKA. MOXKe Aa ce HaJO0XH JAa i MPOYETETe OTHOBO.

- AKO UMaTe HAKaKBU JOIMBIHUTETHH BBIIPOCH, ronuTaiite Bamms siekap, hapmaineBT wim
MEIUIIMHCKA CecTpa.

- AKO TIOITyYnTE HIKaKBU HEXKEIAHU Peaklluy, yBeoMeTe Bamms nekap, GpapmarieBT uinu
MeauIuHCKa cectpa. ToBa BKIIOYBA BCHUKU B3MOKHU HEOMHMCAHU B Ta3U JIMCTOBKA HEXKEIIaHU
peakuuu. Bikte Touka 4.

Kakso CbAbPiKa Ta3u JUCTOBKA

—

Kakso npencrasnsBa Spikevax bivalent Original/Omicron BA.4-5 u 3a kakBo ce nsnomn3sa

2. Kakso Tps6Ba na 3Haere, mpeau na Bu 0b1e mocraBena Spikevax bivalent Original/Omicron
BA.4-5

3. Kak ce npunara Spikevax bivalent Original/Omicron BA .4-5

4. BBb3M0XHU HEKETaHU peaklnu

5. Kak na cexpansiBate Spikevax bivalent Original/Omicron BA.4-5

6.  CpIppkaHue Ha ONMAKOBKATa U IOIIBJIHUTEIHA HH(OopManys

1. Kakso npencrasisiBa Spikevax bivalent Original/Omicron BA.4-5 u 3a kakBo ce

U3M0J13Ba

Spikevax bivalent Original/Omicron BA.4-5 e BakcuHa, n3non3Bana 3a npennassane or COVID-19,
npuarHABaH oT SARS-CoV-2. T4 ce npunara Ha nuna Ha 12 1 noBeye rofuHU. AKTHUBHOTO BEILECTBO
B Spikevax bivalent Original/Omicron BA.4-5 e undopmaunonna PHK (nPHK), xogupama 1. Hap.
,,1nmoB* npotrenH Ha SARS-CoV-2. uPHK e Brpaznena B nunuanu Hanogactui SM-102.

Spikevax bivalent Original/Omicron BA.4-5 e camo 3a Jua, KOWTO IPean TOBa ca MOIyYHIU TTOHE
Kypc Ha IbpBHUYHA BakcHHaus cpemy COVID-19.

Twoii kato Spikevax bivalent Original/Omicron BA.4-5 He cbabpika BUpyc, T4 He Moxe 1a Bu 3apasu ¢
COVID-19.

Kak neiictBa BakcuHaTa

Spikevax bivalent Original/Omicron BA.4-5 cTumymupa ecTeCTBEHUTE 3allUTH Ha OpraHu3Ma
(umyHHaTa cuctema). Bakcunara feiicTBa, KaTo Kapa OpraHu3Ma Ja IpOor3Bex/1a 3aluTa (aHTUTeNa)
cpenty Bupyca, koiito npuuuHsia COVID-19. Spikevax bivalent Original/Omicron BA.4-5 u3non3sa
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BEIIIECTBO, HapeueHa nH(popmMamonHa pubonykiennosa kucennna (u PHK), 3a na npenece
nH(pOpMaIus, KOSITO KISTKUTE B OpraHu3Ma MOraT J1a M3M0JI3BaT 3a 0Opa3yBaHe Ha IIUIOB MPOTEHH,
KOMTO ChI1I0 € ¥ BBB BUpyca. Ciiesl TOBa KJIETKUTE U3pab0TBAT aHTUTENA CPELLy IUIIOBUS IPOTEHH,
KOHTO J1a IOMOTHAT 3a OTOJIbCKBaHEe Ha Bupyca. ToBa 11e moMorse 3a 3amuTara Bu cpemry
COVID-19.

2. Kakso Tpsa0Ba 1a 3Haere, npeau 1a Bu 0b1e mocraBena Spikevax bivalent
Original/Omicron BA.4-5

Bakcunara He TpﬂﬁBa Aa ce nmpuJjiara, aKko CTc¢ ajJepru4id KbM aKTUBHOTO BE€IIECTBO UJIM KbM
HIAKOA OT OCTAHAJIMTE CbCTAaBKU HA TOBA JICKApCTBO (I/I36POCHI/I B TOYKa 6)

Ipenynpesxnenns u npeAnasHu MepKU
I'oBopere ¢ Bamms nekap, ¢papmaneBT Wi MEAWLMHCKA CECTPa, npenu aa Bu 0bae nocraBena
Spikevax bivalent Original/Omicron BA.4-5, ako:

- Tpeau cTe UMaJM TEXKa, )KUBOTO-3acTpallaBallla ajJepruyHa peakius cie] HHXKEKTUpaHe Ha
HSKaKBa Jpyra BakCMHA WK ako Bu e moctaBsHa Spikevax (OpUruHaiHa) B MUHAJIOTO.

- HUMare MHOro cyaba Wi KoMnpomerupana (orcnabeHa) MMyHHa cucTeMa

- HJKOra CTe MPUINAJAJIN CIIE UHXKEKIHS C UIJIa

- HUMare HapylleHHe Ha KpbBOCHhCHPBAHETO

- ¥Mare BHCOKa TeMIlepaTypa WM TeXKa HH(EKLUS; HO MOXKE Jla e BAKCHHUPATE, aKO UMATe JIEKO
MOBHILEHA TEMIIepaTypa Wiu HHPEKIHUA HAa TOPHUTE JUXAaTEIHU IbTUILA, TOJ00HA Ha MPOCTYIa.

- UMare HJIKaKBO CEpHO3HO 3a00sIBaHe

- H3NUTBATE TPEBOXKHOCT, CBbP3aHa C TOCTABSIHE HA MHKEKIUH.

CohliecTByBa MOBHIIIEH PUCK OT MHOKApANT (Bb3MAICHNE HA ChPJCUHUS MYCKYII) U TIEPUKAPIUT
(BBP3nIAJIeHUE HA BHHIIIHATA OOBUBKA Ha CHPIIETO CHOOIIEHH ClIe]] BAKCHHANUS ChC Spikevax
(opurnHaiHa) (BXK. TOYKa 4).

Te3u 3a0onsBaHUs MOraT Ja C€ pa3BUAT 4O HAKOJIKO JHU CJICA BAKCHUHAIIUATA U [IPEAUMHO B PAMKUTC
Ha 14 JHH. Te ca Ha6J'IIOI[aBaHI/I MO-4CCTO CJICA BTOpAaTta 103a, B CPAaBHCHHUE C ITbpBaTa, v Mo-4€CTo IIpnu
FOHOIIM U ITO-MJIau MBXKE.

CJ'I@I[ BaKCHHaI U TpSI6Ba Ja 6’LI[CTG 6I[I/ITGJ'IHI/I 3a IpU3HAIX HA MUOKApPJAUT U IICPUKAPAUT, HAITPUMCD
3aayX, C’LpI_IC6I/ICHC nuin OONKa B 'bpAUTEC, U TpH6Ba He3a0aBHO Ja NOTbPCUTE JICKApPCKa IMMOMOIL], aKO
TC HACTBIIAT.

AKo HAKOE OT U30pOEHUTE O-TOpe ce oTHacs 3a Bac (uiu He cTe curypHu), roopere ¢ Bamus nekap,
(apmareBT WIM MEJULIMHCKA cecTpa, peau Aa Bu Obnae nocraBena Spikevax bivalent
Original/Omicron BA .4-5.

OO0ocTpsiHe HA CHHAPOM Ha HapylleHa KanuiaspHa nponyckansoct (CLS)

Cpo01IeHn ca HIKOIKO CITydasi Ha 000CTpsiHE Ha CHHAPOM Ha HapyIIeHa KaUJIsSpHA MPOITYCKINBOCT
(mpuYHMHSABAIL N3THYAHE HA TEYHOCT OT MAIKUTE KPHBOHOCHH ChI0BE (KAIHIISPH), KOETO BOIH JI0
0Bp30 MOyBaHEe Ha PHIIETE M KpaKaTa, BHE3AITHO MMOBUIIIABaHE Ha TETJIOTO U yCellaHe 3a
MpUMalisiBaHe, HUCKO KPBBHO HaJATaHe) ciell BakCHHaNus che Spikevax (opurnHanHa). AKO B
MUHAIOTO cTe nManu enuzonn Ha CLS, roBopere ¢ nekap, mpeau na Bu 6b1e mocraBena Spikevax
bivalent Original/Omicron BA.4-5.

Ipoab/KMTETHOCT HA 3alIUTATA

Kakro mpu Bcsika BakcrHa, Tperara no3a Ha Spikevax bivalent Original/Omicron BA.4-5 mosxe na He
3aIlUTH HAITBJIHO BCUYKH, KOUTO s TIOJTy4aBaT, U HE € M3BECTHO KOJIKO JBJITO e Ob/IeTe 3alIUTeHH.

Jena
Spikevax bivalent Original/Omicron BA.4-5 He ce npenopb4Ba IpH Aena noj 12-roaumiHa Bb3pact.
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Apyrn nexapcrBa u Spikevax bivalent Original/Omicron BA.4-5

Tps6Ba na kaxere Ha Bammus nekap win gpapmaieBT, ako mpueMare, HACKOpPO CTe IPUEMAaH WU €
BB3MOJKHO J1a 3aTll0YHeTe Ja mpreMare Apyru jekapersa. Spikevax bivalent Original/Omicron BA.4-5
MOKE J1a TIOBIIMSIC HA HAYMHA Ha JACHCTBHE HA APYTH JEKapCTBa, KAKTO U APYTH JEKapcTBa MOTaT J1a
OKakaT BJIMSHME HA HAYMHA, 110 KOiTo feictBa Spikevax bivalent Original/Omicron BA.4-5.

HNmyHokoMnipoMeTHpaHu JTULA

Eduxacnocrra Ha Spikevax bivalent Original/Omicron BA.4-5 Moxe ia e mo-HUCKa IPH JIUIA ChC
CHJIHO OTClIabeHa MMyHHa cucTeMa. B TakuBa ciyvan Ou TpsiOBano 1a MpoIabKUTE Aa clia3Bare
¢$u3nvecKy npennasHu MepKH, 3a ja CHOMOTHeTe 3a npeaoTsparsBaneTo Ha COVID-19. Ocsen ToBa
Omu3kuTe By kOHTaKTHM LA TpAOBa a ObaT CHOTBETHO BakcHHUpaHu. OOChAeTe MOAXOAALINTE
WHAMBUAYaATHH NIpenopbku ¢ Bamms nexap.

BpemMeHHoCT M KbpMeHe

Axo cTe OpeMeHHa WM cMsTaTe, 9e MOXKe J1a CTe OpeMeHHa, MochBeTBaiTe ce ¢ Bamms nekap,
MeIUIMHCKa cecTpa wim (papmarneBT npeau 1a Bu ce mocraBu Ta3m BakcuHa. Bee ore numcBar 1aHHu
3a ynorpeOara Ha Spikevax bivalent Original/Omicron BA.4-5 no Bpeme nHa 6pemenHocT. I'ostemusit
o0eM JaHHU obade, oTy4eHa OT HalJII0JeHNeTo Ha OpeMEeHHH XKeHHU, BAKCUHUPaHH cbe Spikevax
(opuruHaNHA) IO BpEMe Ha BTOPHS M TPETHS TPHMECTHD, HE IOKa3Ba BaKCHHAIIMATA 12 HMa
HeOmaronpusaTHy eexTH BbpXy OpPEeMEHHOCTTA WIM HOBOPOJICHOTO. Makap ue nHdopmanusra
OTHOCHO e(eKTUTE BBPXY OPEMEHHOCTTA MM HOBOPOJCHOTO CJIE/T BAKCHHALIUS 110 BpEME Ha ITbPBUS
TPUMECTBP € OTpaHIYeHa, He ce HaOJII0/1aBa MOBHUIIIEH PUCK OT CIIOHTaHeH abopT. Thil KaTo pasnukara
B JIBaTa MPOJYKTa € CBbpP3aHa caMo C MIUIIOBHS IPOTEHH BbB BAKCHHATA M HAMA KIMHUYHO 3HAYNMU
pasnuky, Spikevax bivalent Original/Omicron BA.4-5 Mose ia ce W3moi3Ba 1o BpemMe Ha
OpEMEHHOCT.

Bce ome nmuricBar nanHu 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.4-5 o Bpeme Ha
KbpMEHE.

He ca ouakBar o6aue eekTn BbpXy KbpMEHH HOBOPOACHH/KbpMadeTa. J[aHHUTE OT JKeHH, KOUTO ca
KBPMILIU CIIeJ] BAKCHHANIAA ChC Spikevax (opuruHaiiHa), HE TOKa3BaT PUCK OT HEXEIIaH! PEaKIuu
TIpU KbpMEHH HOBOpoIeHI/ KbpMadeTa. Spikevax bivalent Original/Omicron BA.4-5 moxe na ce
IpuJIara B Ieprosia Ha KbpMeHe.

IHodupane u padoTa ¢ MAIIUHA

He modwupaiite 1 He paboTeTe ¢ MalInHMU, aKO HE C€ TyBCTBATE JOOpE ClIe]] BAKCHHAIIHSTA.
N3zyakaiite, 1okaTo BCSKAKBH e(DEKTH OT BAKCHHATA OTIIYMST, TIPS Jia modupare uin paboTUTe C
MAIuHH.

Spikevax bivalent Original/Omicron BA.4-5 chabp:ka HaTpuii
Tora nekapcTBO ChABpXKa Mo-Manko oT 1 mmol (23 mg) HaTpwii Ha 1034, T.€. MOXKE Ja ce€ KaKe, ue
MPAKTUKTHYECKH HE ChIbPiKa HATPHIA.

3. Kak ce mpuaara Spikevax bivalent Original/Omicron BA.4-5

Ho3zara Spikevax bivalent Original/Omicron BA.4-5 ¢ 0,5 ml, npuioxkeHa moHe 3 mecena cies
TocieIHaTa mpenxoHa g03a Bakcuaa cpernry COVID-19.

BammsaT nekap, papmaneBT nim MEAUIIMHCKA CECTpa IIe HHXKEKTUPAT BAKCHHATAa B MYCKYJI
(MHTpaMyCKyJIHa WH)KEKIHs ) B TOpHATa 4acT Ha pbkara Bu.

CJIeI[ BCsjKa MHXKCKIWA HAa BaKCHMHATa Bammsar JICKap, cbapMaueBT WM MCOUIIMHCKA CECTpa 1Ie Bu
Ha6J'IIO)_'[aBaT 3a Hai-majuko 15 MHWHYTHU 34 IIPpHU3HAIK Ha aJICPrUIHa peaKkuus.
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AXO uMaTe HIKaKBH AOMBJIHUTCIIHU BBIIPOCHU, CBBP3aHHU C yHOTpe6aTa Ha Ta3u BaKCHUHaA, IIOIMUTAUTE
Bamms JICKap, (bapMaueBT WM MCAUIUHCKA CCCTpa.

Spikevax bivalent Original/Omicron BA.4-5 e npegna3HaueHa camo 3a Jinila, KOUTO Beue ca MOTyIHIH
MIOHE KypC Ha MbpBUYHA BakcuHaius cpemy COVID-19.

3a Kypca Ha IbpBUYHA BaKCHHALIMS IPH JIMLA Ha 12 1 moBeve TOAWHHN BHXKTE IMCTOBKaTa 3a Spikevax
0,2 mg/ml.

4. Bb3MoKHT HekeTTaHU peaKkuu

Kakro Bcnuku JICKApCTBA, Ta3W BAKCHUHA MOKC Ia NMPCAN3BUKA HCXKCIIAHU PCAKIIUHA, BBIIPCKU Y€ HE
BCCKH I'1 TOJIyYaBa.

[MoTepcere cnemHa MEAUITMHCKA TIOMOIII, aKO MOJTYYUTE HAKOW OT CIICIHUTE IPU3HAIN U CUMITTOMHU
Ha aJIeprUYHA PEaAKIIHS:

- yCelllaHe Ha MPWJIONIABAHE UK 3aMastHOCT;

- MPOMEHU B CHPACYHUS PUTHM;

- 3aIyXx;

- XPHIIOBE;

- MOJyBaHE Ha YCTHUTE, JIUIIETO WU THPIIOTO;

- ypTHKapus Wi 0OpHUB;

- TaJicHe WJIX TOBPbBINAHE;

- crToMaiiga 0oika.

FOBOpCTC ¢ Bamus JICKAp, aKO MOJYUMTC HAKAKBU APYTA HCKCIIAHU PCAKIHU.. Te morar Ja BKJIIOYBAT:

Mmuoro yectu (MoXxe 71a 3acernat nosede ot 1 Ha 10 gymm):
- MoayBaHe/00JE3HEHOCT B 00JIaCTTa Ha MOJAMUIITHUIIATA
- HaMaJieH aneTHuT (HaOJro1aBaHo MpH Jiela oT 6 Mecela 10 5 TOIMHHN)
- pa3apazHUTENHOCT/TuIad (HaOIr0AaBaHo MpH Jiela OT 6 Mecena 10 5 TOIMHHN)
- TIIaBo0oOJHue
- Oe3chHEe (HAOIIOAaBAHO MPH Jiella OT 6 Mecera JI0 5 TOJIHH )
- rajeHe
- TOBpBINAHE
- MyCKyJiHa 00JIKa, OOJKU B CTABUTE M CKOBAHOCT
- 0oJKa WM TTOTyBaHE HA MACTOTO Ha MHKEKTHUPaHE
- 3auepBsBaHE HAa MSACTOTO HA WHXKEKTHUPaHE (KOETO IMOHSIKOTa MOXKE J1a CE MOSBU MPUOTU3UTEITHO
9 o 11 gHM ciell MHKEKTUPAHETO)
- ycellaHe Ha CUJIHAa yMopa
- BTpHUCaHE
- TIOBHUIIIEHA TeMIIepaTypa

YecTu (Moxe 1a 3acerrar Ao 1 Ha 10 qymm):
- Jmapus
- o0pus,
- 00pUB WIH yPTUKApHS HA MSICTOTO Ha WHXEKTHPaHe (HIKOM OT KOUTO MOXKE J]a CE TIOSIBAT
pubau3uTeNHO 9 10 11 MHM cie HHXKEKTHPAHETO)

Heuectu (Moxe ma 3acerHar a0 1 va 100 mymm):
- cbpOex Ha MACTOTO Ha HHXKEKTUPAHE
- 3aMasHOCT
- Ooinka B Kopema
- HaJWTHAT, ChpOsIT 0OpUB (ypTUKapws) (KOWTO MOXKE Ja ce TIOSBH OT MOMEHTA Ha HHKEKTHPaHE
U 10 OKOJIO ABE CEIMHIIU CJIE/l HHKEKTHPAHETO)
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Peaxu (Moxe na 3acernar o 1 va 1000 qymm)
- BpPEMCHHO YBHCBaHE Ha eAHAaTa CTpaHa Ha JuLeTo (mapanusa Ha bexn)
- ToAyBaHe Ha JHULeTO (MOAyBaHEe Ha JIMIETO MOXKE /1a CE TIOSBH MPH MalMEeHTH, KOUTO Ca UMalll
KO3METUYHH MHXKEKIMH B JIULETO. )
- HaMaJeHO ycellaHe 3a JONMUP MM CETHBHOCT
- HeoOWYaliHO ycelaHe Mo Ko)KaTa, KaTo U3TPBIIBaHE MM MpaByYKaHe (IapecTe3us)

Mmuoro peaxu (morar ga 3acersar g0 1 Ha 10 000 gymm):
- Bwp3nanenue Ha chpaeUHMS MYCKYJT (MHOKapIUT) UK Bh3MIAJICHHE HA BHHITHATa 0OBUBKA Ha
ChpIeTO (TIEPUKAPIUT), KOSTO MOXKE Jia JOBEE JI0 33]yX, ChpLeONEeHEe Win 00JIKa B I'bPIUTE.

C Heu3BecTHA 4ecTOTA

- TEXKH aJISpTrUYHU PEaKIUU ChC 3aTPYAHCHO NUIIaHe (aHa(UIaKCHsI)

- peaxuus Ha IMyHHaTa CUCTeMa — MOBHILEHA YyBCTBUTETHOCT WM HEIIOHOCHMOCT
(CBPBXUyBCTBHTEIIHOCT)

- KOKHa peakuus, mox ¢popmara Ha UepBEHH METHA WIIM OOPHB 10 KOXKaTa, KOMTO MOKe Jia
U3IJIeK]A KaTo ,,MHUILIEHA™ HIIH ,,0MBOJICKO OKO' C TBMHO YEPBEH LEHTHP, OKOJIO KOMTO NMa I10-
CBETJIM YEPBEHU KPBroBe (eputemMa MynTudopme)

- OTOK Ha BaKCHHUPAHUs KpailHUK, KOHTO 00XBaIla rojsma Iioil.

- TEXKO MEHCTPYaJHO KbpBEHE (IIOBEUETO CIyyad M3IJIEKJa HE ca CEPHO3HH U ca C BpEeMEHEH
Xapakxrep)

Chol0maBaHe Ha HeJKeJIAHM PeaKIiu

AKO moyunTe HIKaKBU HEeXEJIaH! peakiyy, yBeaomere Bamms nekap, GpapmareBT nin MeIuIMHCKa
cectpa.ToBa BKJIIOUBa BCHUKU BB3MOKHU HEOIMCAHU B Ta3M JIMCTOBKA HEXeEJIaHU peakiuu. Moxkere
ChUIO /12 ChOOIINTE HEKETaH! Peakuy AUPEKTHO Ype3 HallMOHAIHATA CHCTEMa 3a ChOOIIaBaHe,
nocouena B llpunokenne V. Kato cpobiiaBaTe HexXenaH! peaknuy, MOKETe Aa AaJeTe CBOS IPHHOC
3a IoJy4aBaHe Ha MoBeue HH(OopManus OTHOCHO 0€30MacHOCTTa Ha Ta3H BaKCHHA.

5. Kak na cexpansibate Spikevax bivalent Original/Omicron BA.4-5

I[a CC CbXpaHsBa Ha MACTO, HEAOCTBIIHO 3a ACIA.

He u3non3Baiite Ta3u BakCHHA CIICT CpOKa Ha rOAHOCT, oTOeNsI3aH BBpPXY CTHUKETA CJICT ,,FOHCH J0“.
CpOK’LT Ha rOAHOCT OTTOBaps Ha NOCICAHUA ACH OT MMOCOYCHUS MCCCII.

I/IHq)OpMaLII/IHTa 3a CbXpPaHCHUC, CPOK HA 'OJHOCT U yHOTpe6a n pa60Ta € ollicCaHa B paszgiia,
nNpeaHa3sHA4uCH 3a MCAUIIMHCKH CIICHIUAIIMCTU B Kpas Ha JIMCTOBKATA.

He n3xBbpsiite nekapcTBaTa B KaHAIM3aLMITa WA B KOHTEHHEpA 3a JOMAIHH OTIAbIIH.
[onuTaiite Bammst papmaneBT kak Aa U3XBBPIATE JIEKapcTBaTa, KOUTO Beue He usnomisBare. Tesn
MEpKH ILIe CIIOMOTHAT 3a OIa3BaHe Ha OKOJIHATA cpefa

6. Chabp:kaHHe Ha OIIAKOBKATA M JONBJIHUTEIHA MHpOpManms

Kakso cbeabpixa Spikevax bivalent Original/Omicron BA.4-5

Tabéanna 1. CbeTaB criopex BHAa Ha ONIAKOBKATA

KosnyecTBO Ha AKTUBHOTO OnakoBka Ho3a(u) CbcraB
BEIIECTBO B /1030BA eJMHUIA
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Spikevax bivalent Original/Omicron | MHorono3os 5 no3un

BA.4-5 (naxon 2,5 ml mo 0,5 ml

(50 muxkporpama/50 muxkporpama)/ml BCsIKa

WHKEKIMOHHA I CTIePCHsi

Spikevax bivalent Original/Omicron | EnHonozos 1 no3a mo

BA.4-5 ¢naxon 0,5 ml 0,5 ml

25 Mukporpama/25 Mukporpama

WH/KEeKIMOHHA AN CIIepPCUsi Camo 3a
€IHOKpaTHa
ynoTpeba.

Spikevax bivalent Original/Omicron | [IpeaBapurenno | 1 mosamo

BA.4-5 HambJIHEHA 0,5ml

25 Mukporpama/25 Mukporpama CIIPUHIIOBKA

WHKEKIMOHHA TN CIIepCHsi B Camo 3a

NpeIBAPUTEJHO HAITbJIHEHA €IHOKpaTHa

CIPUHIIOBKA ynotpeba.

Enna noza (0,5 ml)
ChIbpKa

25 MuKporpama
ea3oMepaH u

25 MuKporpama
naseszoMepas , ”PHK
BAaKCHHA CpeLLy
COVID-19
(Bximoyena B SM-102
JTUNAHA
HaHOYACTHIIN).

Enazomepan e eqnoBepmxHa 5’-kenupana nHpopmanunonHa PHK (uPHK), npoussenena ¢
M3II0JI3BaHETO Ha Oe3KIIeThYHA in Vitro(MH BUTPO)TpaHckpunuus ot cbotBeTHuTe JHK-Marpunmy,
Koaupamy BupycHus mwunoB (S) nporenn Ha SARS-CoV-2 (opurunaina).

HaBezomepaH e eqHOBeprXkHa, 5’-kenupana nHpopmarronaa PHK (uPHK), npoussenena ¢
W3II0JI3BaHETO Ha OE3KIIEThYHA in Vitro TpaHcKpunuus oT cboTBeTHuTe JJHK-Marpuuu, kogupama
mmnosus (S) nporenn Ha SARS-CoV-2 nogsapuant BA.4 u BA.5 na Bapuant Omicron. S
nporenHuTe Ha nmoaBanuanTute BA.4 u BA.5 Ha SARS-CoV-2 BapuanTta Omicron ca HICHTHYHH.

Hpyrure cbetaBku ca SM-102 (xentagekan-9-un 8-{(2-xuapokcuerni)[6-okco-6-
(YHISIMIIOKCH )XEKCHII |aMHHO } OKTAaHOAT), XoJecTepot, 1,2-nmucTeaponi-sn-riauko-3-gochoxonud
(DSPC), 1,2-mumupucrons-rac-rauuepo-3-MmerTokcunonnermieHrankon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETAMOJIOB XUAPOXJIOPHI, OLIETHA KUCEIMHA, HATPHUEB alleTaT TPUXUIPAT, 3aXapo3a,

BOJa 3a MHXXCKIIMH.

Kak n3rnexnga Spikevax bivalent Original/Omicron BA.4-5 n kakBo chIBbp:Ka OIIAKOBKATA

Spikevax bivalent Original/Omicron BA.4-5 e Osuma 10 mouTn Osta AUCIIepcHs, KOSTO Ce IOCTaBs B
CTBKJICH MHOT0/I030B (DJIAKOH ¢ Kay4yKOBa 3ayllalika i CHHbO OTYYITBAIIO CE MIACTMACOBO Kamaue ¢

AJIyYMHUHHUCBA oOKaTKa.

Omnaxoska: 10 MHOTO7030BH (hitakoHa. Beeku durakoH cpabpka 2,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpamMa/25 MuKporpaMa MHXEKIIMOHHA

AUCTICPCUA

Spikevax bivalent Original/Omicron BA.4-5 e Osuta 10 mouTH Osta AMCIIEpPCHS, KOSTO CE IOCTaBs B
CTBKIICH €IHO/I030B ()JIAKOH C KayIyKOBa 3aImyIalika U CHHhO OTUYIIBAIIIO CE IJJACTMACOBO Karayde ¢

AJIyMHUHHUCBA oOKaTKa.

Onaxoska: 10 ennomo3oBu (rakona. Beekn dnakon chabpxa 0,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MEUKporpaMa MH>KEKIIMOHHA

AUCTICPCHA B IPCABAPUTCIIHO HAITBJIHCHA CIIPHUHIIOBKA

Spikevax bivalent Original/Omicron BA.4-5 e Ostna 10 mouTH Osta AUCIIEpCHS, KOSTO CE TOCTaBs B
MpeIBapUTEITHO HAITBITHEHA CIIPUHITOBKA (IIMKINYCH OJIC(UHOB ITOJMMED) C IJIaBa Ha OyTano u

Karayka Ha Bbpxa (0e3 uria).
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HpeI[BapI/ITeJ'IHO HAITBJIHCHUTC CIIPUHIIOBKHU Ca OIIAKOBAHU B 5 mpo3pavyHu 6J'II/ICTepa, BCCKH OT KOUTO
CbAbpiKa 11O 2 MNpeABApUTCIIHO HAITBJIHCHU CIIPUHITOBKU.

OmnaxkoBka: 10 MNpEABApUTCIHO HAITBJIHCHU CIIPUHIIOBKHA

IIpurexkaTes Ha pa3pelIeHNETO 32 yHoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 Plt 12
Madrid 28002

Ucnanus

IIpoussomuTen

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

28703. San Sebastian de los Reyes
Madrid

Ucnanmns

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 Plt 12
Madrid 28002

Ucnanus

Rovi Pharma Industrial Services, S.A.
Calle Julian Camarillo n°35
28037 Madrid Ucnianus

Patheon Italia S.p.a.
Viale G.B. Stucchi
110 20900 Monza, Utanus

Patheon Italia S.p.A.
2 Trav. SX Via Morolense 5
03013 Ferentino (FR) Utamus

3a nonbiaHUTENHA HH(POPMALIKS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
MpeacTaBUTEN Ha IPUTEXATENs Ha pa3pelleHHeTo 3a yrnorpeoa.

Belgié/Belgique/Belgien Lietuva

Tél/Tel: 0800 81 460 Tel: 88003 1114
Bbnarapus Luxembourg/Luxemburg
Ten: 00800 115 4477 Tél/Tel: 800 85 499
Ceska republika Magyarorszag
Tel: 800 050 719 Tel: 06 809 87488
Danmark Malta

TIf: 80 81 06 53 Tel: 8006 5066
Deutschland Nederland

Tel: 0800 100 9632 Tel: 0800 409 0001
Eesti Norge

Tel: 800 0044 702 TIf: 800 31 401
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EA)LGoa
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
Kvnpog

TnA: 80091080

Latvija
Tel: 80 005 898

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
Sverige

Tel: 020 10 92 13

United Kingdom (Northern Ireland)
Tel: 0800 085 7562

,)Iara Ha MOCJICAHO NpepasriekKaane Ha JUCTOBKaTa

CKaHHpaﬁTe Koaa C MOOUIIHO yc’I‘pOfICTBO, 3a J1a MOJIYYUTC JIMCTOBKATAa HA PA3JIMYHU C3ULIU.

W nocerere URL https:// www.ModernaCovid19Global.com

[ToxpoOHa nHpOpManus 3a Ta3u BaKCHHA € peocTaBeHa Ha yeOcaiita Ha EBpornelickaTa areHuus mo
nekapcTBara: http://www.ema.europa.eu.

Tasu nucroBka e HanuuHa Ha Benuku e3uim Ha EC/EUII Ha yeGcalita Ha EBponeiickata areHIus 1o
JIeKapcTBaTa.

ITocouenara mo-10J1y I/IH(l)OpMaIII/Iﬂ € MpeaAHasHavYeHa CaMoO 3a MCAUIIUMHCKHA CNICIUATUCTH:

[Ipocaeaumoct

3a Ja ce 1'[0}.'[06[)1/1 mpocCjaICANMOCTTA Ha OHOJIOTHYHUTE MCIUNUHCKHA MMPOAYKTH, UMCTO U MMAPTUIHUAT
HOMCpP Ha Mnpujiaranvs NpoayKT TpSI6Ba Ja 6’])}_'[3T SICHO 3aIlliMCaHM.
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Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama /50 MukporpamMa)/ml HHKEKIIMOHHA
nmcrepcus (MHOro1030B4 (hJIAKOHU ChC CUHBO OTYVIIBAIIIO CE Karade)

Spikevax bivalent Original/Omicron BA.4-5 Tpsi6Ba aa ce mpuiara oT 00yueH MEIUIMHCKA
CTIELUAITUCT.

Bakcunara e roroa 3a ynorpe0ba ciies pasMpassiBaHe.
Jla He ce paskiala Win pa3pexaa.

Hpezn/l MPUIOKCHUC BAKCUHATA TpSI6Ba BHU3YyaJIHO [1a C€ IpCrjica 3a HAJIMYMEC Ha BUAUMU YaCTUIIU U
IMpoMsHa B LIBCTA.

Spikevax bivalent Original/Omicron BA.4-5 e 6su1a o mouTu Osuta aucriepcusi. Moke 1a chbppxa
0eM WK TOoMYyNpO3paduHy YacTUIH, CBBP3aHH C MPOoAyKTa. [la He ce mpuiiara, ako BAKCHHATa € ¢
MPOMEHEH LBST WM ChABPXKA APYTH HA BUJ BUIUMH YACTULIH.

®dakoHHUTE Ja ce ChbXpaHABAT 3aMpa3eHu IpH Temneparypa ot -50°C no -15°C.

OT BCekr MHOT0O1030B (hIaKOH Morar Ja ce u3TerasT reT (5) no3u (o 0,5 ml Besika).

VYBepere ce, ye (IakOHBT MMa CHHBO OTUYIIBAILO CE Karaue ¥ MMETO Ha npoaykra e Spikevax bivalent
Original/Omicron BA.4-5. Ako ¢akoHBT UMa CHHBO OTUYIIBAIIO CE Karade u UMETO Ha MPOAYKTa €
Spikevax 0,1 mg/ml unn Spikevax bivalent Original/Omicron BA.1, moJs1, HarpaBeTe ciipaBka ¢
Kparkara xapakTeprcTiKa Ha IPOLYKTa 3a TO3U ChCTaB.

Kenatenno e Bceku IbT 1a MpoOMUBATE 3aMyllaiKaTa Ha Pa3IndHO MACTO.

Pa3mpazere Bcekn MHOTo030B (hJ1akoH Ipeay ynoTpeda, KaTo cileABaTe yKa3aHHUsTa I0-10y
(Tabmuma 2). Korato ¢umakoHBT € pa3MpaseH B XJIaIUITHHAK, OCTaBETe I'0 Ha CTalfHa Temreparypa 3a 15

MUHYTH IPEAN NPUIIOKEHHE.

Tadauua 2. Ykazanus 3a pasMpassiBaHe Ha MHOr01030BU (MIAKOHM IpeaH ynorpeoda

Yxkazanus M NPOIbJKHTEIHOCT HAa pa3Mpa3siBaHe

Temneparypa
Ha HpoasmxuTesHoc
pa3Mmpa3siBaHe | T Ha

(npu craiiHa pa3Mpa3siBaHe
TeMIlepaTypa)

Temmneparypa | IIpoabixur
Bua onakoska Ha €JIHOCT HA
pa3Mpa3ssiBaHe | pa3Mpa3ssiBa
(B XJIAAWJIHUK) | He

MHoromn0308 QiakoH 2° - 8°C 2 uaca u 1 30 15°C —-25°C 1 gac
MUHYTH
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YKasaHua caep pasmpassBdaHe

4[ HenyHkTupaH cb:\axr.ﬂ—_ﬁ_— —{ CAea M3TErAsHE HA NbpBATA A03d ]—

MakcumaaHo Bpeme il
Xacamuarmx <% 3 : MakcumanaHo epeme

XAGAMAHMK HAM CTARHa
Temnepartypa

Ha cTyaeHo Ao cTaiina
TemnepaTypa

T 8° A0 25° R

PACKOHDT TPEOBA AQ CE CHXPAHABA MPH

Xnaamnnm . TEMNEPATYpa mexay 2° 1 25°C. Aatara m Hacst
B PAMKHTE HO 12-MBCEUHHA CPOK HO FOAHOET| | e
e HQ MEXBBPASHE AQ CE 3QMMLLIAT HO ETMKETA Ha
cpaakoHa.
Ha eTypeHs a0 cTaiina
remnepatypa MaxebpaeTe NyHKMpaHMs hAakoH caea 19 yaca.

o1 8° 40 25°C

MsteraaifTe BCAKQ A03Q BAKCHMHA OT d)AGKOHG C NMNOMOLLLTA HA HOBQ CTEPHUAHA MIAQ KM CNPUHLLOBKA 3Q BCAKA MHXEKLMA, 3a AQ NPeACTBRATHUTE
NpPeAdBaHETO HA VIHqJeKLIMO?aHM QreHTM o1 eAHO AMLLE HA APYTO.
Aosara s CMpHHLLOBKATa Tpaﬁnu AQ Ce U3NOA3BA He3ab6aBHo.

CAea KaTo OAQKOHBT Ce NYHKTMPA 3a U3TerAsHe Ha MbPBATA A03d, BOKCMHATA TPAGBA AQ Ce M3NOA3Ba He3a6aBHO M AQ Ce U3XBbPAM
cAea 19 yaca.

Bcaka HEM3MOA3BAHA BAKCHMHA MAKM OTNAABYEH MATEPKAA TPAGBA AQ CE U3XBbPAA B CLOTBETCTBUE C MECTHUTE M3IMCKBAHMS.

[ HUKOI'A He 3aMpa3SBAMTE NOBTOPHO PA3SMPA3EHATA BAKCHHA ]

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MEUKporpaMa MH>KEKIIMOHHA
nucnepcus (€4H0a030BU (DIIAKOHM)

Bakcunara e roroa 3a ynorpe0a ciie pasMpassiBaHe.
[a He ce paskiama uin paspexaa. 3aBbpTeTe JIEKo (prakoHa ciiel] pa3MpassiBaHe U MpeAr U3TETIIsIHE.

VYBepere ce, ye (IakOHBT MMa CHHBO OTUYIIBAILO CE [IACTMACOBO Karaye 1 HAMMEHOBaHUETO Ha
npoaykta e Spikevax bivalent Original/Omicron BA.4-5. Ako ¢pnakoHBT € CbC CHHBO OTUYIBALIO CE
IJIACTMACOBO Karade 1 HauMeHOBAaHUETO Ha mpoaykTa e Spikevax bivalent Original/Omicron BA.1,
MOJIs1, HarpaBeTe crpaBka ¢ KparkaTta xapakrepucTuka Ha MpoAayKTa 3a GopMyIMpOBKaTa.

[Ipean ynotpeba pazmpasere BCeKH eIHOA030B (IIaKOH, CIeIBANKH yKa3aHHATa 1MO-10i1y. Beekn
€IHO030B (HJIaKOH MM KapTOHEHATa OMakoBKa, chabpxkama 10 ¢akona, MOXe Aa ce pa3Mpasy Win
B XJIAIWJIHUK, WJH TIpu cTaiiHa Temmepatypa (Tabmauua 3). Korato ¢nakoHsT € pasmpaseH B
XJIAAWJIHUK, OCTaBETe I'o Ha CTalfHa TeMIleparypa 3a 15 MUHYTH Ipenu NpuiIoKeHHE.

Tabanna 3. Yka3anus 3a pazMpa3ssiBaHe Ha e¢JHOA030BHU (hJIaKOHHM U ONIAKOBKH Ipeau ynorpeda

Yxka3zanus ¥ NPpOIbJIKATEHOCT HA pa3Mpa3siBaHe
Temneparypa
Temmneparypa Ha Ha
[MpoabiKUTETHOCT [MpoabikuTETHOCT
Bua onakoBka pa3mpa3ssiBaHe pa3mpa3siBaHe
Ha pa3Mpa3siBaHe . HA pa3Mpa3siBaHe
(B XJIAAUITHHUK) (npu craiina
o (MMHYTH) (MMHYTH)
©O) TeMIlepaTypa)
((®)
Ennonoszon ot 15°C no
(biaKé[H ot 2°C no 8°C 45 MuHyTH 2500 A 15 MmunyTH
Kapronena ot 15°C no
OHSKOBKa ot 2°C no 8°C 1 yac u 45 MmunyTH 250C A 45 MUHYTH

Ako QuakoHuTe ce pazmpassaBat npu temiepatypa ot 2°C no 8°C, ocraBere Bceku (piakoH aa
npecTou Ha craiiHa Temmeparypa (15°C o 25°C) 3a npubnusutenHo 15 MUHYTH nipenyu npuiiarate.
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Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MEUKporpaMa MHKEKIIMOHHA

AUCTICPCHA B IPCABAPUTCIHO HAITBJIHCHA CIIPHUHIIOBKA

I[a HC CC pasKiiallla Ujin pa3peiKaa CbAbPKAaHUCTO HA NPCABAPUTCIHO HAITbJIHCHATA CIIPUHIIOBKA.

Bcesika mpeBapuTeIHO HaITbJIHEHA CIPUHIIOBKA € CaMo 3a €JHOKpaTHa yrnoTrpeda. BakcuHara e rorosa
3a ynortpeda ciieq pa3MpassiBaHe.

Ot Besika IpeIBapUTEIIHO HAITBJIHEHA CIPUHIIOBKA MOXKe J1a Obie nputoxkena eana (1) goza ot 0,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 ce noctass B €1HO030Ba, IPEABAPUTEIIHO HAITBIHEHA
cnpuHLOBKa (0e3 uria), ceappikama 0,5 ml (25 Mukporpama enazomepas U 25 MUKporpama
nasesomepan) HPHK u TpsiOBa na ce pa3mpasu npenu npuioxKeHue.

Ilo BpPEMC HAa CbXPAHCHUC HAMAJICTC 1O MUHUMYM H3JIaraHeTo Ha CTalfHO OCBETJICHUE M M30sATBaliTe
H3JIaraHeToO Ha MIpsKa CIbHYCBA CBCTIIMHA U YITPABUOJICTOBA CBCTJINHA.

[Ipeau ynotpeba pa3mpaseTe BCska NpeiBapyuTENHO HAITbIHEHA CHPUHIIOBKA, CICABANKH

WHCTPYKLUUHUTE MO-10y. COPUHIIOBKUTE MOTaT Aa Ce pa3MpassiBaT B OJMCTEPHUTE OMAKOBKH (BCEKH
OnmcTep chabpiKa 2 MpeBapUTETHO HAITBIIHEHH CIPUHIIOBKH) HJIM B caMara KapTOHEHa OMaKoBKa, B
XJIAJWITHUK WK Ha cTaiiHa Temrieparypa (Tabmuma 4).

Tadauua 4. Ykazanus 3a pa3Mpa3siBaHe Ha NpeJIBAPUTEHO HAIIbJIHEHU CIIPUHLIOBKY U KYTHH C

Spikevax bivalent Original/Omicron BA.4-5 npenn ynorpe6a

YxkazaHus M NPOIbJKHTEJIHOCT HAa pa3Mpa3siBaHe

Temneparypa
Temmneparypa Ha Ha
IIpoabrxuTeTHOCT IIpoabnxuTeTHOCT
Buj onakoBka pa3MpassiBaHe pa3MpassiBaHe
HA pa3Mpa3ssiBaHe N HA pa3Mpa3ssiBaHe
(B XJIaJUITHHUK) (npu craiina
o (MMHYTH) (MMHYTH)
°O) TeMIlepaTypa)
O
[IpenBapurenHo
HaITbJHEHa
ot 15°C no
CIIPUHIIOBKA B ot 2°C no 8°C 45 MuHyTH 250C A 15 munyTH
OmucrepHa
OITaKOBKa
Kaprtonena T 15°
Kle“)I/ISI ot 2°C no 8°C 1 yac u 45 MuUHYTH © 2202 Ho 45 MuHyTH

VBepere ce, ye HAMMEHOBAHUETO Ha MPOJYKTa B IPEABAPUTEIHO HATBJIHEHATA CIIPUHIIOBKA €
Spikevax bivalent Original/Omicron BA.4-5. Ako HauMeHOBaHKETO Ha IPoayKTa € Spikevax
50 MuKporpama, MOJIs, HallpaBeTe crpaBka ¢ KpaTkara xapakTepicTHKa Ha IPOAYKTa 3a

¢dbopmynHupoOBKaTa.

Hucmpyxyuu 3a paboma c npedgapumenno HanviHeHume CHPUHYOBKU
e (OcraBere BCsKa MPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA Ha cTaiiHa Temmeparypa (15°C no 25°C)

B IIPOABJIKCHUC Ha 15 MUHYTH, IIPCAN Aa I NPUITOXKUTE.

e Jla He ce paskiala.

° Hpe[{BapI/ITeJ'IHO HallbJIHCHATA CIIPHUHIIOBKa Tpf[6Ba Ja CC MPOBEPsABAa BU3YyAJIHO 3a YaCTULIU U

MMpoMAHa B IBETA MMPCAU MMPUTIOKCHUC.

e Spikevax bivalent Original/Omicron BA.4-5 e 6s1a 10 moutu Os1a qucniepcusi. Moke fa chbabpxa

Oenu v NOoJIynpo3pavyHu 4aCTUllH, CBbP3aHU C IMIPOAYKTaA. I[a HC CC IIpuJiara, ako BakCUHaTa € C

MPOMCHCH LBAT UK CbABbPIKA APYTU YaCTULIU.
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e Hriute He ca BKIIOYCHU B KAPTOHEHUTE KyTHH Ha TPEABAPUTEITHO HAITBITHECHUTE CIIPUHIIOBKH.

e Jla ce u3mon3Ba CTEpUIIHA UIJIA C ITOAXOIAI pa3Mep 3a HHTPaMyCKyTHO uHxekTupane (21G nnm
MO-THHKA).

e OrTcTpaHeTe Kanaykara Ha BbpXa OT CIPHUHIIOBKAaTa Ype3 3aBhpTaHe B MOCOKAa 00paTHa Ha

YaCOBHHKOBATA CTPCIIKA.

° HpI/IerHeTe urjiara, Kato 4 3aBbPTHUTEC 11O IOCOKA Ha YaCOBHUKOBATA CTPECJIKA, JOKATO CC 3aKPCIIn

n00pe BBPXy CIIPUHIIOBKATA.
e OrtcrpaHere Kanaykara Ha UIjiaTa, Koraro cTe TOTOBH 3a HHXEKTHPaHe.
e [lpunoxere nsuara 103a HHTPAMYyCKYJIHO.

e Jla He ce 3aMpa3siBa IOBTOPHO CIIEJ pa3Mpa3siBaHe.

WsxBhprsgne

Heusnomnspanusr JICKAapCTBCH MPOAYKT WK OTNAABYHUTC MAaTCpUaId OT HCTO TpH6Ba Aa CC U3XBBPJIAT

B CBOTBCTCTBUC C MCCTHUTC N3 CKBAHU .

I[osnpomca 1 CXEMa Ha IIpujaraHe

Hozara Spikevax bivalent Original/Omicron BA.4-5 ¢ 0,5 ml, mpunoxxeHa moHe 3 mecena ciesn
nocienHaTa npenxoaHa go3a Bakcuna cpemry COVID-19.

Kakro Ipr BCUYKH MHKCKIIMOHHU BAKCUHU, BUHAI' TpSI6Ba Ja uMa roToBHOCT 34 IoAXO0JA1I10
MCECIUIIMHCKO JICUCHUEC U Ha6J'IIO}_IeHI/Ie B cnyqaﬁ Ha aHa(bI/IJ'IaKTI/I‘-IHa peaKknuus CJICA Mpujiarane Ha

Spikevax bivalent Original/Omicron BA.4-5.

HuuaTa TpSI6Ba Ja 6’LI[aT Ha6J'IIO}_IaBaHI/I OT MCIUIIMHCKHU CIICOUaJInCT Haii-mMainko 15 MUHYTH CJICA
BaKCHUHaNusTa.

Hsma nannm 3a onieHka Ha mpuitokeHreTo Ha Spikevax bivalent Original/Omicron BA.4-5

€IHOBPEMEHHO ¢ JApyru BakcuHU. Spikevax bivalent Original/Omicron BA.4-5 ne tpsi0Ba na ce
CMECBa C JPYTH BaKCUHU WJIH JIEKapCTBEHH MIPOAYKTH B ChLIATa CIPUHIOBKA.

[IpunoxeHue

Bakcunara TpSI6Ba Ja CC Mnpujiara UHTpamMyCKYJIHO. 3a NpEANTIOYNUTAHEC € ACITOBUAHUAT MYCKYJI Ha
ropHaTa 4acCT Ha pbKarta. He npnﬂaraﬁTe Ta3W BAKCMHA UHTPABCHO3HO HUJIU IMOJKOXHO.
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MHnoz000306u praxonu

MpuAaaraHe

3CBBPTANTE AEKO ADACKOHA CAEA PAZMPA3SBAHE 1 MPEAM BCIKO U3TEMAIHE
BGKCMHATA € roTOBA 30 MPUAOKEHWE CAEA PA3MPA3IBAHE. He PA3KACLLLAWTE U He
paspexaainre.

( 3
Mpeau uHXeKTUPAHe NPOBEePABAMTE BCAKA i
AO3d, 30 AQ:

MOTBbPAMTE, Y& TEYHOCTTA € BAAT AO
noy4TH BAAQ, KOKTO BbB JOACKOHA, TAKA
1 B CMPMHLIOBKATC

ce yBepuTe B 06eMa HA CMPUHLLOBKATA

BakcHHOTG MOXeE AQ CbABPXA
©eAr MAH MOAYMPO3RAYHH YACTMLN,
CBbP3CHM C NMPOAYKTA.

AKO AO3ATC € HETONHA MAKM MMA
NPOMAHA B LLBETA 1 APYTU BUAMMMKM HOCTULM,
He anAoruDﬁe BAKCHHATA.

IIpeosapumento HanvaHeHU CHPUHYOBKU

[a ce u3mon3Ba cTepuiiHa UIia ¢ MOAXOSI pa3Mep 3a HHTPaMYCKyJIHO umxektupane (21G uiau no-
ThHKa). OTCTpaHeTe Karnavykara Ha BbpXa OT IPEABAPUTEIIHO HAITBIHEHATA CIIPUHLIOBKA Ype3
3aBbpTaHe B IOCOKa 00paTHa Ha YaCOBHUKOBAaTa cTpesika. [Ipukpenere uriata, KaTo s 3aBbPTUTE MO
MOCOKA Ha YaCOBHUKOBATA CTPENIKA, I0KATO Ce 3aKpenu 100pe BbpXy copuHLoBKaTa. OTCTpaHeTe
Kalla4ykaTa Ha UrjaTa, Korato cTe TOTOBHU 3a MH)KeKTHpaHe. [lpumnoxere nsara 103a UHTPaMyCKYJIHO.
H3xBbpreTe cipuHIOBKaTa ciel ynorpeda. Camo 3a eAHOKpaTHa ynoTpebda.
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