INPUJIOKEHMUE I

KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA



vTosn JIEKapCTBEH MPOAYKT MOJIEKH Ha TOMBIHUTEIHO HabmoaeHue. Tosa 1e mo3Boiu 06p30To
yCTaHOBSIBaHE HA HOBa MH(POPMALU OTHOCHO Oe3omacHocTTa. OT MEAMIIMHCKHUTE CIICIIMATICTH Ce
W3UCKBA J1a ChOOIABAT BCSAKA IM0I03UPaHa HeXKenaHa peakuys. 3a HaurHa Ha ChoOIIaBaHe Ha
HEe)XeJIaHW PeaKIuy BIKTe Touka 4.8.

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Spikevax 0,2 mg/ml HHXEKIIHOHHA TUCTICPCHSI

Spikevax 0,1 mg/ml nHXEeKIMOHHA TUCTICPCHST

Spikevax 50 Mukporpama HHXEKIIMOHHA AUCTIEPCHSI B TIPSIBAPUTEIIHO HAITBIHEHA CITPUHIIOBKA
nPHK Bakcuna cpeury COVID-19

COVID-19 mRNA Vaccine

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Tadauna 1. KayecTBeH 1 KOJIMYECTBEH CHCTAB CIIOpPe] KOHIEHTPAIMATA U BU/Aa HA OMAKOBKATA

KoanuectBo Ha | OnakoBka Ho3a(u) CbcTaB Ha 103a
AKTHBHOTO
BeIIeCTBO B
1030Ba
eIMHNLA
Spikevax MHOr01030B Maxkcumym 10 mosu | Exna mosa (0,5 ml) ceabpika
0,2 mg/ml (akoH mo 0,5 ml Bcaka 100 mukporpama emazomepan
HHKeKLIMOHHA | (YepBeHO (elasomeran), n”PHK Bakcuna cperry
AucHepcus OTUYTBAILO Ce COVID-19 (aykneo3umHo
Karaue) MouduIpana) (BKIOYCHA B
JIMITWTHA HAHOYACTHUIIN).
Makcumym 20 mo3u Enna no3za (0,25 ml) ceabpxka
mo 0,25 ml Bcska 50 mukporpama enazomepan, HPHK
BakcuHa cperry COVID-19
(HyKI€03HIHO MOTUDHUIIIPaHA)
(BKITIOYEHA B TUIHIHH
HaHOYACTHIIN).
Spikevax MHorono308 5 no3u Enna nosa (0,5 ml) ceaspxa
0,1 mg/ml ¢nakoH (CHHBO no 0,5 ml Bcska 50 mukporpama enazomepan, HPHK
HHKEKIMOHHA | OTYYTBAIIO CE BakcuHa cperry COVID-19
aucnepcust Karraue) (ryKITe03uaHO MOAMMUIpPaAH])
(BKIIIOYCHA B JTUIUIHU
HAHOYACTHUIIN).
Maxcumainsao 10 no3u | Egra goza (0,25 ml) ceabpxa
no 0,25 ml Bcsika 25 mukporpama enazomepas, ”PHK
BakcuHa cpemry COVID-19
(ryKIT€03uIHO MOAMMHUITPaHA)
(BKITFOUEHA B JINMTUIHH
HAHOYACTHUIIN).




KosauvecTBo Ha | OnakoBka Ho3a(m) CbcTaB Ha 103a
aKTHBHOTO
BelIeCTBO B
1030Ba
eIMHNLA
Spikevax IMpeasapurenno | 1 mosza mo 0,5 ml Enna no3a (0,5 ml) chabpixa
50 MuKporpamM | HamrbJIHEHA 50 mukporpama enazomepan, HPHK
a CITPUHITOBKA Camo 3a emHokpatHa | BakcuHa cperty COVID-19
HHKEeKIIMOHHA ynorpe0a. (HyKI€03HIHO MOTUDUIIIPaHA)
aucnepcusi B (BKJTFOUCHA B JIMITUTHH
NpeIBAPUTETHO He uznonzBaiite HAHOYACTHIIH).
HaN'bJHEHA NpEABAPUTEITHO
CIIPUHIIOBKA HaIThJIHEHA

CTIIPUHIIOBKA 32

HHKEKTHPaHe Ha

9acT oT 00eM

0,25 ml.

Enazomepan e enHoBepmkHa, 5’-kenupana nadopmannonna PHK (uPHK), npoussenena ¢
M3MOJ3BaHeTo Ha Oe3kieThuHa in Vitro Tpanckpumnius oT choTBeTHUTE JJHK-MaTpunm, koaupanu
BupycHus mwunoB (S) nporerH Ha SARS-CoV-2 (opurnnanHa).

3a IBIHMS CIUCHK HAa MOMOIIHUTE BEIIECTBA BHKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA
NHxekuroHHa ucrepcust

bsuta no moutn 6sma nucniepcus (pH: 7,0-8,0).

4. KJIVMHUYHU JAHHU
4.1 TepaneBTUYHHU MOKA3ZAHUS

Spikevax e mokaszaHa 3a akTHBHA UMyHH3anus 3a npeeniust Ha COVID-19, npuuunaeH oT
SARS-CoV-2, nipu nuiia Ha 6 1 TIoBe4e Mecella.

VYnoTpebarta Ha Ta3u BakCHHA TPsiOBa 1a ObJie B ChOTBETCTBUE C O(PUITUATTHUTE MPETOPHKU.

4.2 J103UpOBKA M HAYUH HA MPUJIOKEHHE

J1o3upoBKa

Bmxre Tabmuia 2 3a 103UpoBKa CIOpe]T pa3IMIHATE KOHIIGHTpaluy Ha Spikevax u Thna BakCUHAIHSL.

Taodauna 2. Jlo3upoBka Ha Spikevax 3a mbpBHYHA CepUs HA BAKCHHAIMS, 32 BAKCUHAIMSI C
TpeTa 1032 NPHU TeKKO HMYHOKOMIIPOMETHPAHM JIMIA U 32 OycTep 1031

KoumnuecTBo Bua Bn3pacr Ho3za IIpenopbku
HA aKTUBHOTO | BAKCHMHALUSA
BEIIECTBO B
A030Ba
eANHULA

Spikevax [IspBuuHa cepust | Jlnna Ha 2 (nBe) mo3u (0,5 ml [IpenoppuBa ce




KosnuecrBo Bun Bn3pacr Ho3za IIpenopbku
HA AKTUBHOTO | BAKCHMHALHA
BelIeCTBO B
J1030Ba
eIMHUIA
0,2.mg/ml BB3pacT BCSIKA, ChIIbprKaIla BTOpATa J103a Jia ce
HHKEKIIMOHHA 12 roquan | 100 mukporpama MIPHUJIOKU 28 THU
aucnepcust U T0- nPHK) cjen mbpBaTa J03a
BB3PACTHU (Bx. Toukn 4.4
5.1).
Jlena Ha 2 (nBe) mo3m (0,25 mli
BB3PaCT OT | BCSKA, ChABPKAIIA
6 roguHu 50 mukporpama uPHK,
b1 (6] KOETO € TI0OJIOBHUHATA OT
11 roanau Jlo3ara 3a IbpBUYHATa
BaKCHHAIIUS 32 JIMIIA Ha
12 u moBeYe ToAMHN)
Tpera nozanpu | Jluma Ha 1 (emna) no3za 0,5 ml,
TEXKO BB3pacT ChIIbpIKAIIa
umyHokomnpome | 12 roquan | 100 mukporpama
TUpaHU JIMLA U 1o- nPHK Tpera no3a moxe na
Bb3pacTHU Ce IPUJIOKHU Hal-
MAaJIKO 28 IHU clexn
Hena Ha 1 (emma) mo3a 0,25 ml, | BTOpara no3a (BK.
BB3pacT OT | ChAbpXKalia TouKa 4.4).
6 roquHA 50 mmuxporpama nPHK
b1 (6]
11 roauaun
Bycrep noza Jluia Ha 1 (emma) mo3a 0,25 ml, | Spikevax moxe aa
BB3pacT ChIbpIKalla ce M3M0J3Ba 32
12 roguuu | 50 mukporpama uPHK | momcuiBane Ha
U 110- UMYHHHS OTTOBOP
BB3PACTHH MIPY JIMIIA HA

BB3pacT 12 u
MoBeYe TOJMHH,
KOUTO ca IOy YHIN
I'BPBUYHA CEPUS
cbe Spikevax mmm
II'BPBUYHA CEpHS,
CBCTOSIIA CE OT
apyra uPHK
BaKCHHA WIN
a/leHOBUPYCHA
BEKTOpHA BaKCHHA,
Hal-MaJKo

3 Mecena cien
3aBbpIIBaHE HA
I'BPBUYHATA CEPUS
(Bk. Touka 5.1).




KosnuecrBo Bun Bn3pacr Ho3za IIpenopbku
HA AKTUBHOTO | BAKCHMHAIUSA
BelIeCTBO B
J1030Ba
eIMHUIA
Spikevax [TepBUvHa Jlena Ha 2 (nBe) mo3u (0,5 ml
0,1.mg/ml cepusit™ BB3PACT OT | BCSKA, ChABPIKAIIA
HHKEKIMOHHA 6 o 50 mukporpama uPHK
aucnepcus U 11 roguaN BCSIKA)
Spikevax IIpenoppyBsa ce
50 Mmukporpam BTOpAara J103a 1a ce
a Jeua na 2 (mBe) mosm (0,25 ml TPUIIOXKH 28 THU
MHKeKIMOHHA BB3pacT OT | BCAKa, ChABPIKaIa Clie/T TbpBara J103a
JHCTiepenst B 6 mecena g0 | 25 mukporpama MPHK | (Bx. Touku 4.4 u
npeiBapuTeIH 5 roguHy BCiIKa, KOCTO € 5.1).
0 HAI'LJIHEHA MOJIOBUHATA OT J103aTa
CHpHHIOBKA™® 3a MbpPBUYHA Cepus 3a
Jlera Ha Bb3pacT oT 6
no 11 roguan)*
Tpera noza mpu | Jlema Ha 1 (exma) mo3za 0,5 ml,
TEXKO BB3PACT OT | ChABpIKAIIA
MMYHOKOMIIPOME | 6 110 50 mukporpama uPHK | Tpera mo3a moxke 1a
TUpaHu nuiat 11 roguan ce MPUJIOKU Hal-
MaJIKO 28 JIHU CIIeX
Jena Ha 1 (emna) mo3a 0,25 ml, | Bropara no3a (BK.
BB3pACT OT | ChABpXKAIIA Toukn 4.4 u 5.1).
6 mecera 1o | 25 Mukporpama
5 roanan nPHK*
Bycrep noza Jluia Ha 1 (exma) mo3za 0,5 ml, Spikevax moxe na
BB3pacT ChIbpIKalla ce M3M0J3Ba 32
12 roguuu | 50 mukporpama uPHK | moacuiBane Ha
U 110- UMYHHHS OTTOBOP
BB3PACTHH MIPY JIMIIA HA
BB3pacT 6 u moseye
TOJIMHH, KOUTO Ca
Jlena Ha TOJTY YHITH
pp3pact or | | (eaHa) 103a 0,25 ml, | mupeuuna cepus
6 110 ChIIbpKAaIla cbe Spikevax mmm
11 romuun | 25 MHKporpama MbPBUYHA CEPHS,
nPHK* CHCTOSIIIA CE OT

apyra uPHK
BaKCHHA WIN
a/ICHOBHPYCHA
BEKTOPHA BaKCHHa,
Hali-MaJKo

3 Mecera caef
3aBbpIIBaHE HA
ITEPBUYHATA CEPUS
(Bk. Touka 5.1).

* I[a HC CC MU3M0JI3BA MMPCABAPUTCIIHO HAITBJIHCHA CIIPUHIIOBKA 3a MHIXKCKTHUPAHC HA 4aCT OT obem

0,25 ml.

+ 3a mppBUYHKTE cepHH 32 JTUIA HAa BB3pacT 12 W moBeue roJuHU TPSAOBA Ja ce U3MO3Ba (PIakoH ¢
KOHIIeHTpalus Ha BakcuHara 0,2 mg/ml.




}3a Tpera n03a npu TEKKO MMYHOKOMIIPOMETHUPAHH JIMIIA Ha Bb3pacT 12 ¥ moBeue roauHu TpsioBa 1a
ce u3non3ea (uakoH ¢ koHuenTpaus 0,2 mg/ml.

Teouampuuna nonynayust
besonacHocTTa 11 eukacHOCTTa Ha Spikevax mpu zera Ha Bh3pacT moj 6 Mecelia Bee OIe He ca

YCTAaHOBCHU. JlunicBar JaHHH.

Cmapuecka ev3pacm
He ce nanara kopurupane Ha J03aTa IpH JIMIA B CTapuecKka Bb3pacT =65 TOIHHU.

Hauun Ha OpUIIOXKCHHUE

Bakcunara Tpsi0Ba 1a ce npwiara HHTpaMycKyJIHO. 3a MPEANOoYnTaHe B JENTOUIHUSI MyCKYJI B
ropHaTa 4acT Ha pbKaTa WU B aHTepoJIaTepajlHaTa 4acT Ha OeApOTO MPU KbpMaueTa U MaJIKU JeLa.

He nmpuitaraiite Ta3u BakCHHa HHTPAaBacKyJIApHO, HOJKOXKHO WU UHTPAAEPMAIIHO.

Bakcunara He TpsiOBa Jja ce CMecBa B €IHA U ChIIla CIIPUHIIOBKA C IPYTH BAKCUHH WJIH JICKApCTBEHU
MIPOIYKTH.

3a mpeanazHuTe MEPKU, KOUTO TPSIOBa Aa OBAAT B3ETH NMPEAY MPUJIOKHNE HA BAKCHHATA, BUIKTE
Touka 4.4.

3a yKka3aHusi OTHOCHO pa3MpassiBaHETo, paboTaTa ChC M U3XBBPIIIHETO HA BAKCHHATA BU)KTE TOUKa 6.6.
4.3 TIlpoTruBOmMOKA3aHHUSA

CBpPBXUYYBCTBUTEIHOCT KbM aKTHBHOTO BEILECTBO WIIH KbM HSIKOE OT IIOMOIIHHUTE BELIECTBA,
n30poeHu B Touka 6.1.

4.4 CpoeuuajHu NpeaynpexIeHUs U MPeINa3Hu MepPKH NPHU ynoTpeda

[Ipocneaumoct

3a 5a ce moo0pH MPOCIeIUMOCTTa Ha OMOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHTHUSIT
HOMEp Ha MPHIIOKEHUS MMPOIYKT TPSOBa SACHO J]a ce 3aIUCBaT.

CBPBXYYBCTBUTEIHOCT M aHADMIAKCHS

Nma crobmieHns 3a anadIakcust py JInIa, noayamwin Spikevax. Bunaru tpsoBa 1a uMa Ha
pas3mnoiokeHne MOAXO0 A0 MEAUITHCKO JICUeHHE U HAOMI0ICHUE B CITydail Ha aHa(QUIaKTHIHA
peakuus ciel NpUIoKeHHe Ha BaKCUHATA.

[IpenopbyBa ce BHUMATEIHO HAOIIOACHUE B POABIDKEHIE Ha Hali-Manko 15 MUHYTH cien
BakcuHanusTa. IlocnenBamuy 1031 Ha BaKCHHATa HE Tps0Ba Jla ce Ipuiiarar Ha Jiuia, KOUTo ca

NOJTyYHITH aHaUIaKCus TIPH TbpBarta j103a Spikevax.

MI/IOKaD}_'[I/IT X NCpUKaApIAUT

C’BH_ICCTBYBa MOBHUIICH PHUCK OT MUOKApAUT U NCPUKAPAUT CJIC BaAKCUHALIUA CbC Spikevax.

Te3u 3a007sIBaHUST MOYKE J1a CE PA3BHAT JIO HAKOJIKO JTHH CJIC/ BAKCHHAIUATA U HACTHIBAT MPEIUMHO
B pamkuTe Ha 14 nuu. Te ca HaOIIOAaBaHM MO-YECTO MPH MO-MJIATH MBXKE U M0-4€CTO CJIe] BTopaTa
11033, B CpaBHEHHE C IIbpBaTa M03a (BX. Touka 4.8).

Hanmmuaure manHau IIOKa3Bar, 4€ B IIOBCYCTO CIIy4an HACTHIIBA BE3CTAHOBABAHE. B msxon clIydau ce€
Hajiara mnoagabp:KaHe€ ¢ MHTCH3UBHU I'PUKU U Ca Ha6J'IIOI[aBaHI/I 1 CIy4dau C JICTAJICH U3XO0M.



MenuIuHCKUTE CTISIUANCTH TPsAOBa a Ob1aT OMUTENTHH 3 MPU3HAIUTE U CUMITTOMHUTE Ha
MHUOKApIUT U IEPUKAPAUT. BakcuHupanute juia TpsoBa 1a ObJJaT MHCTPYKTUPAHU J1a IOTHPCAT
He3a0aBHO MEIHUIIMHCKA TIOMOIII, aKO Pa3BUAT CUMIITOMH, TIOKa3aTeTHH 32 MUOKAPIUT HITH
MEPUKAPINT KaTo (0CTpa U MPOAB/DKUTENHA) 00JIKa B I'BPNUTE, 331yX WIH NAJIUTAIIMHA CIIE]T
BaKCHHAITUATA.

MenuITMHCKATE CIICITHAMCTH TPSOBa J1a ce KOHCYJITHPAT C MPEHOPBHKUATE W/UJTH CTICTIHATUCTUTE 32
JTUarHOCTUIIMPAHE | JICUSHUE Ha TOBA 3a00JIIBaHE.

Peakiun CBBpP3aHHU C TPEBOKHOCT

BbB BPb3Ka € BaKCHHAIUATA € Bb3MOKHO [a CC MOJIydaT pCaklun, CBbP3aHU C TPECBOXKXHOCT,
BKJIFOUUTEIIHO Ba3oBaraJiHu pCakKnuun (CI/IHKOH), XUIICPBCHTUIIAUA UIIW PE€aKIIUU, CBbpP3aHU CbC
CTpeca, KaTo MCUXOI'€CHEH OTIOBOP KbM MHKEKTUPAHETO C HTJIA. BaxHo e Aa c€ B3EMart NnpeaArnasHu
MCPKH, 3a J1a CC MPEAOTBpATU HapaHABaHC OT MpUIladaHC.

C’LH’BTCTBEIH_IO 3a00/19BaHE

Bakcunanusita TpsiOBa J1a ce OTIIOKU MPH JIUIA, CTPAJIAIIN OT OCTPO TEXKKO (heOpHITHO 3a00IIsIBaHe
i octpa nHekusa. Hanmarero Ha eka nHQEKIHs 1/ WiH JIEKO TIOBHUIIICHA TEMIIEpaTypa He TpsoBa
1a 3a0aBsi BAKCHHALIUATA.

TpomMOoOLMTONIEHNS M HAPYIIIEHUS Ha KPbBOCHCUPBAHETO

Kakro npu apyru HHTpaMyCKyJIHA MHXEKIINU, BAKCHHATa TPSOBa Ja ce Mpuiara ¢ IOBUILEHO
BHUMaHUE IPH JIMLA, IOJTyYaBalld aHTUKOAryJIaHTHA Teparnus I JUIa C TPOMOOIMTOIICHHS UITH
KaKBOTO U Jla € HapyLIeHHe Ha KpBBOCHCUPBAHETO (HampuMep XeMopIns), Thi KaTo IpHU TE3U JIULa
MOXe€ J1a ce MOJIy4U KbpPBEHE WM 00pa3yBaHe HA CHHUHU CIIE]] HHTPAMYCKYJIHOTO IIPUIIOKEHUE.

O6OCTI)$IH€ Ha CHHAPOM Ha HAapyHICHa KallujidpHa OPOIyCKIMBOCT

CpoO1eH ca HAKOJIKO CiIydasi Ha 000CTpsSHE Ha CHHAPOM Ha HapylLIeHa KanmuiIspHa IpOITy CKIUBOCT
(CHKII) npe3 mbpBUTE AHU CiIe/ BaKCHHAIUS ChC Spikevax. MeaUIMHCKHUTE CHICUAINCTH TPsOBa 1a
ca HasicHO ¢ npu3HauuTe u cumnromure Ha CHKII, 3a na Mosxe He3abaBHO Aa pa3Mo3HAAT U Ja
JeKyBaT cherosiaueTo. [Ipu nuna ¢ anamuesa 3a CHKII nnanupanero Ha BakcHHAIUSITA TPSIOBA Ja ce
HalpaB¥ CbBMECTHO ChC ChOTBETHUTE MEAULIMHCKU EKCIIEPTH.

HMyHOKOMIPOMETHPAHHU JIUIIA

E(I)I/IKaCHOCTTa Ha BaKCHHaTa HE € OLICHEHA I[P UMYHOKOMIIPOMETUPAHH JIUIIa, BKIIFOYUTEIIHO TaKKWBa,
KOUTO OJIydaBaT UMYHOCYIIPECHUBHA TE€palrd U MOXKE 1a 6’5,[[6 IIO-HHUCKa.

[Ipenopbkara ga ce 0OMHCIIN NPUIIOKEHHUE HA TPETa 032 IPU TEKKO UMYHOKOMIIPOMETHPAHH JIMLA
(BX. Touka 4.2) ce OCHOBaBa Ha OTPaHUYEHU CEPOJIOTUYHH JAHHU TPH JIUIA, KOUTO ca

HUMYHOKOMIIPOMCTHUPAHU CJICA TPAHCIVIAHTAIIUA HA COJIMACH OPIraH.

HDOIL’LJ'I)KI/ITCJ'IHO CT Ha 3aluTaTta

HpO}_I’BJ'DKI/ITCIIHOCTTa Ha ocurypsBaHarta OT BaKCHHATAa 3alliTa HC € U3BCCTHA, TBH KaTo TS BCE omIe ce
ONpeacisd B TCKYIIU KIIMHUYHU MTIPOYyUBaAHUS.

OFD&HI/I‘ICHI/ISI OTHOCHO ed)eKTI/IBHOCTTa Ha BaKCHHaArTa

Jlumara Moe 1a He OBJIaT HAITBJIHO 3AIMUTEHU 10 14-us IeH Clie/ TOCTaBsiHe Ha BTOpara jo3a. Kakto
P BCUYKH BaKCHMHH, BaKCHHAINATA ChC Spikevax MoxXe ja He OCHTYPH 3alliTa Ha BCHYKH
PELMITUEHTH Ha BAKCUHATA.



IomortHu BCIICCTBA C U3BBECTHO ,Z[CﬁCTBPIC

Hampuu
To3u nekapcTBeH MPOAYKT ChABPKA MO-MalKo oT 1 mmol Hatpwmii (23 mg) Ha 103a, T.e. MOXe Jia ce
Kaxe, 4e IPaKTHUECKH HE ChIbPXKa HATPHIL.

4.5 BzaumopeiicTBHe C IPYrH JeKAPCTBEHH MPOAYKTH M Apyru (popMH Ha B3auMojeiicTBHe

Bucoka n03a yeTrpuBajeHTHA MPOTHBOTPHUITHA BAKCHHA MOJKE JIa c€ TPHJIara eTHOBPEMEHHO ChC
Spikevax.

46 @epruauTeT, )peMEeHHOCT U KbpPMeEHe

BpemenHoct

lomsim 06em OT naHHM, TOy4YeHN OT HaOJIOAeHNeTo Ha OpEeMEeHHH KeHH, BAKCHHUPaHU cbe Spikevax
10 BpeMe Ha BTOPHS U TPETHS TPUMECTBP, HE TIOKa3Ba yBeIMYaBaHEe Ha CIlydyanTe Ha HEXKEIaH H3XO0.T
Ha OpeMeHHOCcTTa. Makap 4e JaHHUTE 3a N3X0/ Ha OPEeMEHHOCTTA CJIe BAKCHHANNS 110 BpeMe Ha
'BPBUS TPUMECTHP MOHACTOSIILIEM Ca OTPAaHUYCHH, HE ce Ha0JII0aBa MOBUIIEH PUCK OT CIIOHTAaHEH
abopt. [IpoyuyBaHusATa IPH JKUBOTHH HE MMOKA3BAT MIPEKH UM HETIPEKU BpEIHU e(EeKTH, CBBP3aHH C
OpeMEeHHOCTTa, eMOPHUOHAITHOTO/(PETATHOTO Pa3BUTHE, PAXKIAHETO HIIM IIOCTHATATHOTO Pa3BHUTHE (BXK.
Touka 5.3). Spikevax Moke J1a ce mpujiara o BpeMe Ha OpEMEHHOCT.

Kspmene
He ca ouakBar eekTu ipy KbPMEHU HOBOPOJICHU/KbpMaUeTa, Thil KATO CUCTEMHATa SKCIIO3UIIHSI Ha
KbpMaukara Ha Spikevax e He3HaunTenHAa. JlaHHM OT HAOIIOICHUS TIPH JKEHH, KOUTO KBPMAT CIIET

BaKCHHAI[Us, HE TIOKAa3BaT PUCK OT HEKEIaHU e)eKTH MPU KbPMEHU HOBOPOICHU/KbpMayeTa.
Spikevax mMoxe ma ce mpmiiara B mepruoia Ha KbpMEHe.

DepTUIUTET

[IpoyuBanus npu KUBOTHU HE TIOKA3BAT MPEKHU WIN HETIPEKH BPETHHU €PEKTH, CBBP3aHU C
PEeNpoayKTHBHA TOKCUYHOCT (BXK. TOUKa 5.3).

4.7 EdexTu BbpXy cnocodHOCTTA 32 modupaHe 1 padoTa ¢ MAIIUHHA

Spikevax He TOBNHSIBA WM MTOBIHIBA IIPEHEOPEKNMO CITOCOOHOCTTA 3a modupaHe u padora ¢
MarmHu. Hsikou oT eekrure, mocoueHu B Touka 4.8, MOKe BCE MMaK BPEMEHHO J1a TIOBIUSIST Ha
CIocoOHOCTTA 32 Mo(HUpaHe Wik padoTa ¢ MaITHHH.

4.8 Hexenanm jJiekapcTBeHHU peaKIuu

O06001enne Ha npoduia Ha 0€30IMaCHOCT

Bwvspacmuu

BezomacHocTTa Ha Spikevaxe olleHeHa B TEKYIIO paHIOMH3UPAHO, TUIANe00-KOHTPOINPAHO,
3acieneHo 3a HabmoaaTens KInHnIHO npoyuBane Paza 3, nposexaamo ce B CAILLL, BxirouBario

30 351 yuacTHHIM Ha BB3pacT 18 1 moBeye rouHH, KOUTO ca MOJyYrIIH TIOHE eIHa 103a OT Spikevax
(n=15 185) wmm mnanebo (n=15 166) (NCT04470427). I1o BpemeTo Ha BAKCHHAIMATA, CPEIHATA
BB3pACT Ha MOMyJamusTa € 52 rogunu (quamna3on ot 18 mo 95); 22 831 (75,2%) ot yuacTHUIIUTE ca HA
BB3pact oT 18 no 64 rogunu u 7 520 (24,8%) OT y4acTHUIIMTE ca HA BB3pacT 65 U MoBeve TOJMHU.

Haii-uecto cho0IIaBaHUTE HEXEAaHU PEAKIINU ca O0JIKa Ha MSCTOTO Ha uHkektupane (92%), ymopa
(70%), rnaBoGonue (64,7%), muanrus (61,5%), aptpairus (46,4%), Brpucane (45,4%),
rajgene/nospobuane (23%), akcunapHo nogysaHe/0onesHenoct (19,8%), moBuiena remmneparypa



(15,5%), momysane (14,7%) u 3auepBsBane (10%) Ha MACTOTO Ha MHXKEKTHUpaHe. Hexemanurte
peakiu OOMKHOBEHO C€a JICKH WM YMEPEHH 110 MHTCH3UTET U OT3ByUYaBaT B PAMKUTE HA HAKOJKO JTHH
cliell BAKCUHAIUATA. MaJKo MO-HHCKa YeCTOTa Ha ChOUTHS Ha PEaKTOTEHHOCT CE CBBP3Ba C MO-TOIIMa
BB3PACT.

Karo 1sij10 HAKOM HEXeJIaHU Peakiliy Ce CPeIaT M0-4eCTo B IO-MIIAJUTE Bb3PAacTOBU IPYIIH:
YecTOoTaTa Ha aKCUIIAPHO IOyBaHe/00JIE3HEHOCT, yMOpa, TIIaBo00JIMe, MUAITHS, apTPaIITHs,
BTpHCaHe, raJicHe/IOBPBIIIaHEe U MMOBUIIICHA TEMIIEpAaTypa € I0-BUCOKA MIPH XOpa Ha Bb3pacT ot 18 10
<65 rouHH, OTKOJKOTO IPU TE€3H HA BB3PACT 65 u moBede roauHu. [1o-uecTo ce cho0IaBar JOKaIHH
Y CUCTEMHH HEXXEJIaHU PEaKIUH CIIe]] 103a 2 OTKOJIKOTO cliel 1o3a 1.

FOnowu na ev3pacm om 12 0o 17 eoounu

Jlanau 3a 6e3omacHOCT Ha Spikevax Mpu FOHOIIM ca ChOPaHU B €HO TEKYIIO PAaHIOMH3UPAHO,
1ane00-KOHTPOJIMPAHO, 3aCIICIICHO 3a HAOII0IaTellsl KIIMHUYHO TpoyuBaHe ¢asa 2/3 ¢ HIKOIKO
gacTH, mpoBekaamnio ce B CAILL. ITppBara gacT Ha MpOydYBaHETO BKIFOUBA 3 726 YIaCTHHUIINA HA
BB3pacT oT 12 1o 17 roanHH, KOUTO ca MONYYHIIH NoHe eqHa Ao3a Spikevax (n=2 486) nnu mnauedo
(n=1240) (NCT04649151). Jlemorpadckure XapaKTEpUCTHKH Ha YIACTHUIIUTE, KOMTO Ca TIOTYYHIIN
Spikevax, ca Ounu cXoHH € T€3U Ha YYACTHUIIMTE, KOUTO Ca TOTYYHIIH Mamneoo.

Haii-uecture HexxenaHN peakIMy PH IOHOIIN Ha BB3pacT oT 12 mo 17 roauawm ca Omnm 6oJka Ha
MACTOTO Ha UHXKekTupane (97%), rmaBodonue (78%), ymopa (75%), muanrus (54%), srpucane (49%),
akcmirapHo nogyBane/0onesneHocT (35%), aprpanrus (35% ), raneHe/moBprbinane (29%), momxyBaHe
Ha MsCTOTO Ha MHXeKTHpaHe (28%), eputeM Ha MACTOTO Ha MHXEKTUpaHe (26%) 1 MoBHUIlIeHa
temneparypa (14%).

ToBa npoy4BaHe € MpeMHHAJI0 KbM OTKPUTO IpoyuBaHe (aza 2/3, B koeto 1 346 ygacTHHIN Ha
BB3pacT oT 12 10 17 roaunu ca noay4yuiau 6yctep mo3a Spikevax Haii-manko 5 Mecena ciiesl BTopara
703a OT MEpBUYHATA ceprsi. He ca Omim ycTaHOBEHH TOTTBIIHUTETHE HEXKETaH! PEaKIIMK B OTKPUTATA
YacT Ha MIPOYYBAHETO.

Heya na 6v3pacm om 6 2o0unu 0o 11 200unu

Jlannu 3a O6e3omacHOCT Ha Spikevax mpu jena ca chOpaHu B €JHO TEKYIIO PaHIOMH3UPAHO,
3acJereHo 3a HaOmoqaTens, KIMHNIHO poy4uBaHe (asa 2/3 B nBe gacTth, mposexaaiio ce B CAIl u
Kanaga (NCT04796896). Uacr 1 e otkpuTta (haza Ha npoydBaHeTo 3a 0€301acHOCT, U300p Ha 7032 U
MMYHOTEHHOCT M € BKifouBaiia 380 yJacTHHUITM Ha BB3pacT oT 6 ronuHu a0 11 roauHu, KOUTO ca
nosryuniu nione 1 no3a (0,25 ml) Spikevax. Hacr 2 e mnane0o-koHTpoarpanara (haza 3a 6e301macHOCT
u e BkinouBajna 4 016 ygacTHUITM Ha BB3pacT OT 6 roauau 70 11 roauHu, KOUTO ca TOTyYHIIH TIOHE
enna go3a (0,25 ml) Spikevax (n=3 012) nim mnane6o (n=1 004). Yuactaurm ot Yacr 1 He ca
yuactBanu B Yact 2. Jlemorpadckure XapakTepUCTUKH HAa YUYACTHULIUTE, KOUTO Ca TOTYYHIN
Spikevax, ca GuITH CXOIHH C T€3H Ha YYACTHHUIMTE, KOUTO Ca MOy I1a1e6o.

Hait-uecture HexXeIaHU peakiuy NMPY yYaCTHUIIM Ha Bb3pacT oT 6 roauHu 10 11 rogunu cien
MPUIOKEHUE Ha MbpBUYHATA CEpUsl HA BaKCHHAIMA (B yacT 2) ca Omiu 00JKa Ha MSCTOTO Ha
nmkektupane (98,4%), ymopa (73,1%), rmaBodomnue (62,1%), muanrus (35,3%), Brpucane (34,6%),
rajgene/nospouuane (29,3%), akcunapHo noxyBane/0onesHenoct (27,0%), moBuiieHa TeMnepaTypa
(25,7%), eputem Ha MacTOTO Ha HHXKekTupaHe (24,0%), ToayBaHe Ha MACTOTO Ha HH)KEKTHPaHEe
(22,3%) u aprpanrus (21,3%).

[IpoTOKOIBT Ha TPOYYBAHETO € H3MEHEH, 3a J]a BKIIFOYH OTKpHUTa (haza ¢ Oycrep /1032, KOSTO BKIIFOUBA
1 294 yuactHuim Ha Bb3pact oT 6 10 11 roaunu, KouTo ca moay4mwiu Oycrep no3a Spikevax waii-
Mako 6 Mecelia cie Bropara 03a OT ITbPBHYHATA ceprsl. B OTKpHTATa 4acT Ha MPOYYBAHETO HE Ca
OWITH YCTAaHOBEHH JIOMBIHUTCITHNA HEXXCITAHH PEaKIHH.

Heya na ev3pacm om 6 meceya 0o 5 200unu

EnHo Teky1o paHIoMHU3MPaHo, IIale00-KOHTPOIMPAHO, 3aciIeNIeHO 3a HaOroaaTe sl POy YBaHe
(aza 2/3 3a orieHka Ha 6€30MACHOCTTA, MOHOCUMOCTTA, PEAKTOTCHHOCTTA M e(hUKACHOCTTA Ha
Spikevax ce nposekna B Crequnennre maru 1 Kanama. Tosa npoyusane BkarouBa 10 390 yuactaumm



Ha BB3pacT oT 6 Mecera 10 11 roauHu, KOUTO ca MOIyYHIn Haii-Manko eaHa qo3a Spikevax (n=7 798)
wiu maane6o (n=2 592).

B npoy4BaneTo ca BKJIFOUEHH Jielia OT 3 Bb3pacTOBU IpynHu: OoT 6 roguau 10 11 rogunu, OT 2 TOIUHA
10 5 roguHu U OT 6 Mecena 1o 23 Mecena. B ToBa neaguaTpuyHO NMPOyUYBaHe ca BKIIOYEHU

6 388 yuacTHuIM Ha BB3pacT OT 6 Mecera 10 5 TOAUHHU, KOUTO Ca MOJIYyYHId Hall-MaJIKoO €IHa 1032
Spikevax (n=4 791) wmu mmaue6o (N=1 597). lemorpadckure XapakTepUCTHKH Ca CXOHU IIPH
YYaCTHHUIINTE, KOUTO ca moimy4ymin Spikevax, u Te3u, KOUTO ca MOJTydHIH 1marnedo.

B ToBa KIMHUYHO NMPOYYBaHE HEXKETAHUTE PEAKIMU NP YYACTHUIIMTE HA BB3PacT OoT 6 Mecena J1o
23 Mecela cie/l NpUIOKeHHE Ha MbpBUYHATA ceprsi ca pazapasuurentoct/ miay (81,5%), Gonka Ha
MSICTOTO Ha UHKeKTupane (56,2%), 6escwhuue (51,1%), 3aryda Ha anerur (45,7%), moBurieHa
temmneparypa (21,8%), nogyBane Ha MsACTOTO Ha uHXekTupane (18,4%), epureM Ha MICTOTO Ha
umkektupane (17,9%) u akcunapro moayBane/6onesnenoct (12,2%).

Hexenanute peakiuu mpy y9acTHUIIMTE HAa BB3pacT oT 24 mo 36 Mecena ciies] MPUIOKEeHUE Ha
ObpBUYHATA Cepus ca 00JIKa Ha MICTOTO Ha mHkekTupane (76,8%), pasapaszuurennoct/ mwiav (71,0%),
Oe3cpHUuE (49,7%), 3aryba Ha anerurt (42,4%), nmoBuiieHa remieparypa (26,1%), epureM Ha MSICTOTO
Ha nmxektupane (17,9%), nogyBaHe Ha MICTOTO Ha HHXeKkTHpaHe (15,7%) u akcunapHo
noryBaHe/0one3neHocT (11,5%).

Hexenanure peakiyu Npy YYaCTHHITUTE HA BB3PacT OT 37 Mecena 70 5 TOAWHY Clief] MPUIOKEeHUE Ha
IbpBUYHATA cepus ca 00JIKa Ha MICTOTO Ha mHxkekTupane (83,8%), ymopa (61,9%), rinaBobosue
(22,9%), muanrus (22,1%), nopumena Temnepatypa (20,9%), srpucane (16,8%), ragene/moBphIane
(15,2%), akcunapHo moxyBaHe/0one3neHocT (14,3%), apTpanrus (12,8%), eputeM Ha MSCTOTO Ha
nmkektupane (9,5%) u nmoxyBane Ha MICTOTO Ha HHXKeKTHpaHe (8,2%).

TabnuueH CIMCBK Ha HEKEIAHUTE PEAKIUU

[IpodmrsT Ha 6€30MMaCHOCT, MPEACTABEH TO-I0JTy, CE OCHOBaBa Ha TAaHHUTE, TCHEPUPAHH B HIKOJIKO
1a1e00-KOHTPOJIMPAHU KITMHUYHY [TPOYYBAHUS TIPU:

- 30 351 B3pactHu >18 roguHu

- 3726 roHomm Ha BB3pact oT 12 1o 17 roguxu

- 4002 neua Ha BB3pacT ot 6 10 11 romuHu

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

- W II0 BpeMe Ha MMOCTMApKETHHTOBHS OITHUT.

Cpo01IeHnTe HeXKeNIaH! PEeaKIIuy ca H30pOeHHU CIIope]] clieAHaTa KOHBEHITUS 3a YeCTOTa!

Msoro yectu (>1/10)

UYecru (>1/100 mo <1/10)

Heuecru (>1/1 000 no <1/100)

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

Muoro penku (<1/10 000)

C Hen3BeCTHA YecToTa (0T HATMIHHUTE JaHHU HE MOJKe Ja ObJc HalmpaBeHa OICHKA)

B pamkuTe Ha BCSKO TpyIMpaHe M0 YECTOTA HEXKETAHUTE PEAKIIUU Ca MPEICTAaBEHN B HU3XOIAI PeJl
10 OTHOIIICHUE Ha cepro3HocTTa (Tabmmna 3).
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Ta6amua 3: Hexxenanu peakuum oT KJIMHUYHM Npoy4uBaHus Ha Spikevax u ot

NMOCTMAPKETUHTOBUSA ONUT MPH JIMLA HA 6 1 moBeye Mecena

CucrtemMo-opraHeH KJac mno
MedDRA

YecToTa

Hexesann peakuuu

Hapyumiennsi Ha KpbBTa U MHoro yectu JTumdaneHonaTus*
IMMQHATA cHCTeMAa

Hapymienuss Ha umynHaTa |C HEU3BECTHA YECTOTA AHa(WITaKCHs
crucTeMa CBpPBXUYBCTBUTEIHOCT

Hapyumenus Ha
MeTa00/11M3Ma U XPaHEHEeTO

MHoro uectu

Hamanen anetutt

IlcuXuYHN HAPYIIEHUSA

MHoOTr0 yecTtu

Pasapasuurennoct/miayt

Hapymennst Ha HepBHaTta  |MHOTO YeCTH ["maBoGonme
cucrema bescbHuet
Heuectn 3amasgHOCT
Penxu Octpa nepudepHa JuLeBa
napaiuzat
Xunoecrte3us
ITapecresus
CbpaeyHn HAPYILIEHUS MHoro peaku Muokapaut
[lepukapaur
CTOMAIIHO-YPEeBHH MHoro yectu ["ageHe/noBpbLIaHe
HapPyIIEHUA Uectu duapust
Heuectu boiika B kKopemag
Hapymenus Ha koxatau  (Uectu O6puB
MOJKO0KHATA ThKaH Heuectu Vprukapus'

C Hen3BeCTHA YECTOTa

Epurema mynrudopme
MexaHn4Ha ypTUKapUs

Hapyuenust Ha
MYCKYJIHO-CKeJIeTHATA
cHCTeMAa U ChbeIMHUTEeJIHATA
TbKAaH

MHoOro uyectu

Muanrus
ApTpanrus

Hapymenust Ha
Bb3MPONU3BOAUTETHATA
cucTeMa M rbpaaTa

C HeM3BECTHA YECTOTa

TexxKo MEHCTPYaTHO KbpBEHEH

OO0 HApYIIeHUs U eheKTH
HAa MSICTOTO HA MPHUJIOKEHUEe

MHoOro uyectu

boka Ha MSCTOTO Ha HHXEKTHpPaHe
YMopa

Brpucane

[Mupekcus

TlogyBane Ha MACTOTO Ha
WH)KEKTHPAaHe

EpureM Ha MAcTOTO Ha
WH)KCKTUPAHE

Yectn

YpTukapusi Ha MICTOTO Ha
WH)KCKTUPAaHE

OOpuB Ha MACTOTO Ha HHXKEKTHPaHE
Peakius Ha MSICTOTO Ha

WH)KEKTUPaHe OT 3a0aBeH THIT®

Heuectu

[Ipyputyc Ha MACTOTO Ha
WH)KEKTHPaHe

Penxu

[lonyBaHe Ha TULIETOY

C HEeM3BECTHA YeCTOTa

OOmMpeH 0OTOK Ha BAKCUHUPAHUS

KpalHUK

*JIumdanenonarys e OuiIa ycTaHOBEHA KaTO akCHJIapHA JIMM(BaaeHONaTHs OT ChIllaTa CTpaHa Ha MSCTOTO HAa MHXKEKTHUPAHE.
B msKOM ciydau ca 3acerHaTd U ApYTH JUM(HH BB31IU (HaNp. IMHHHY, HAJKITIOYNYHH).
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tHab6nronaBanu npu nequaTpuyHaTa Momyanus (Ha Bb3pacT OT 6 Mecena 0 5 TOAUHH)

1B pamkuTe Ha eproja Ha IpocieIsiBaHe Ha 6E30MacCHOCTTa ce choOIIaBa 3a 0cTpa rneprdepHa JIHIeBa napaii3sa npu
TpUMa y4aCTHHIM B Tpymiata Ha Spikevax U Ipu eJIMH YYacTHHUK B rpynaTa Ha miane6o. [TosBara npu yyacTHULIMTE B
rpynaTa Ha BAKCUHATa HACThIIBA cliel 22, 28 u 32 1HU ciej BAKCUHALUATA C 1033 2 .

§ bonka B kopema ¢ Hab/r01aBaHa B eAMATPUYHATA TOMyaius (Ha Bb3pact ot 6 a0 11 romunn): 0,2% B rpymnara Ha
Spikevax u 0% B rpynara Ha mare6o.

9§ HabGnrogaBanu ca cirydan Ha ypTHKApHs ¢ OCTPO Hadalo (B paMKUTE Ha HAKOJIKO JTHU CIIEJl BAKCHHAINATA) WIH ChC
3a0aBeHO Ha4aJo (10 OKOJIO JIBE CEAMMIIM CJIC BAKCHHALIUATA).

#IloBedeTo ciryyan M3IIIeXk/a HE Ca CEPUO3HH U ca C BPEeMEHEH XapakTep.

#MenanaTa Ha BpeMETO JI0 1osiBa € 9 THM ciex IIbpBaTa HIbKeKnus 1 11 1Hu cien BropaTta MEXKeKIus. MenuanaTa Ha
MIPOABIDKUTEIIHOCTTA € 4 THU Clle]l TbpBaTa MHXKEKIHs U 4 THU ClIe/l BTOpAaTa MHXKEKIUsL.

®lima 1Be CepHO3HU HEXENIaHU ChOUTHS Ha ITOJyBaHe Ha JIMIETO TIPH PELUIIMEHTH Ha BAKCHHATa C aHaMHe3a 3a
WH)XEKTHpaHe Ha AepMaiHu ¢uabpu. [losBata Ha moxyBaHeTO € choOuieHa choTBeTHO B Jlen 1 u [len 3 ot meHs Ha
BaKCHHAIUATA.

PeakTorenHocTTa 1 mpoduIbT Ha Oe30nmacHoCT Npyu 343 y4acTHUIM, TIoTy4aBamy Spikevax, KOUTO ca
6w ceporro3utiBHA 32 SARS-C0V-2 Ha H3X0JHO HUBO, € CHIIOCTABUMA C Ta3W Ha YYaCTHHIIH,
ceponeratuBHU 3a SARS-C0V-2 Ha U3X0IHO HUBO.

Bwspacmuu (6ycmep 003a)

Be3onacHocTTa, peakTOreHHOCTTa M IMYHOT€HHOCTTa Ha OycTep mo3a Spikevax ce oreHsIBaT B €HO
MPOBEKAALIO ce B MOMEHTa (a3a 2, paHAOMH3HPAHO, 3aCJICNICHO 3a HalIroaTes, mianeo-
KOHTPOJIMPAHO, POYYBaHE 3a MOTBbPIKIABAHE HA J03aTa NPU YYACTHHIIU Ha BB3pacT 18 ronuHu u
noseue (NCT04405076). B ToBa npoyuBane 198 yuactauim ca monmyqwiu ase no3u (0,5 ml,

100 mukporpama npe3 1 Mecenr) oT MbpBUYHATA CepUsl HA BakcHHAIMs cbe Spikevax. B oTkpuTa ¢aza
Ha TOBa Mpoy4BaHe 167 OT Te3H YYACTHUIIM ca MOJYIHIN earuHudHa Oycrep mo3a (0,25 ml,

50 Mukporpama) Haii-Majako 6 Mecela clie/l IoJIy4aBaHe Ha BTopaTa J103a OT IIbPBUYHATA CEPHUS Ha
BakcuHanus. ThpceHuAT npoduI Ha HeXeTaHu peakiyu 3a Oycrep go3zara (0,25 ml, 50 mukporpama)
e Oun momoOeH Ha TO3M ciie]] BTOpaTa J03a B IbpBUYHATA CEpUsl Ha BaKCHHALIUSL.

Onucanue Ha I/I36DaHI/I HCXCJIaHU PCAKIINU

Muokapoum
[ToBUIIEHUAT PUCK OT MHOKapANT CJIeNl BAKCHHAIMA Cbe Spikevax e Hali-BHCOK IPH MO-MJIa 1 MBXKe
(Bx. Touka 4.4).

JIBe roneMu papMaKoenuIeMUOIOTHYHY MPOYYBAHUS, TPOBEIcHH B EBpoMa, OIeHSBAT MO-BUCOKHS
PHUCK OT MHOKapJWT NPH MO-MJIaJIH MBbXe Cliell BTropara j1o3a Spikevax. ExHo npoy4BaHe moka3ssa, ue
3a Mepuoj OT 7 THU cliell BTopata /1o3a uMa okoio 1,316 (95% CI: 1,299, 1,333) nonpaHATETHHA
ciyyast Ha MuokapauT Ha 10 000 mpu 12 1o 29-roauirHu I0HOIIK U MBKE, B CpaBHEHHE C Xopa 0e3
excno3unusa. B npyro npoyuBane 3a mepron ot 28 qHE ciieq BTopara fo3a ca HabmonaBanu 1,88 (95%
Cl: 0,956, 2,804) nonbinauTesHU ciydas Ha MuokapauT Ha 10 000 mpu 16 10 24-roIMIIHN FOHOIIH U
MBbKe, B CpPaBHEHHE C XOpa 0€3 SKCIO3HIIHSL.

CroOmaBane Ha IIOI03UPAHN HEXKEIAHU PEAKIHN

CroO1maBaHeTo Ha MOJJO3MPAHN HEXKETIAH! PeaKkIvy Clie/l pa3pelaBane 3a yrnorpeda Ha JeKapCTBEHUS
MPOJYKT € BaKHO. TOBa 1M03BOJISIBA Ja MIPOIBIKH HAOIIOJICHHETO Ha CHbOTHOIIICHUETO TM0JI3a/PUCK 3a
JieKapCcTBEeHUs NpoaAyKT. OT MEAUIIMHCKUTE CIEIHAINCTH CE€ U3UCKBA Ja ChOOIIIaBaT BCAKA
M0I03MPaHa HeXKeJlaHa peakilys Ype3 HAI[MOHAIHA CHCTEMa 3a ChOOIaBaHe, TOCOYCHA B
[punoxenue V u 1a BKIOYAT TAPTUIHUS HOMEDP, aKO € HaJIUYCH.

4.9 Ilpeno3upane

B cnyuait Ha npeo3upane ce npenopbyBa NPOCIeAsIBaHe Ha )KU3HCHUTE (PYHKIIUU ¥ BB3MOKHO
CUMITTOMAaTHYHO JICUEHHE.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 dapmakoguHAMHYHM CBONCTBA
dapmakoTepaneBTiyHa rpyna: Bakcuan, COVID-19 Bakcunan, ATC xon: JO7BNO1

MexaHu3bsM Ha HCﬁCTBHC

Spikevax (emazomepan) cvabpika u”PHK, Bkirouena B iunuaau HaHouyactuim. n”PHK koaupa
IBITHOBEpPYIKEH IUIoB npoterH Ha SARS-CoV-2, Mmoaudunmpan ¢ 2 IpoJHMHOBH 3aMECTBaHUS B
oOmnactra Ha XenTagHoTo noBTopenue 1 (S-2P), 3a crabunu3upane Ha MKUNOBHS IPOTEHH B
npedy3nonHa kondopmarwms. Ciiesr THTpaMyCKyJTHA HHXEKIIHS KIETKATE Ha MACTOTO Ha
WHKEKTHPaHe U JpeHUpaIluTe TUM(QHHI BB3JIH [10eMaT JUIUAHUTE HAHOYACTHLH, KaTO €()eKTHBHO
nocrassaT MPHK cexBeHnMsATa B KJIETKUTE 3a TpaHCIaluus BbB BupyceH npoteut. JlocraBenara uPHK
HE HaBJIN3a B KJIETHYHOTO AP0 M HE B3aUMOJIEHCTBA C TEHOMA, HE C€ PEIUIMKUPA U CE EKCIIpecupa
BPEMEHHO OCHOBHO B JICHAPHUTHH KJIETKH U Makpodaru B cyOkancynapHuTe cunycu. Ekcnipecupanusir,
CBBp3aH ¢ MeMOpaHaTa mwuioB nmpotenH Ha SARS-CoV-2 ce pasmo3HaBa cien ToBa OT IMYHHUTE
KJIETKH KaTO 9y aHTUreH. ToBa Npenn3BUKBa KakTo T-KJIEeThUEH, Taka U B-KJIeThUeH OTTOBOp C
o0Opa3yBaHe Ha HEyTPAIM3HUPAIIN aHTUTENA, KOETO MOJKE /1a JOTPHUHECE 3a 3alIUTaTa CPEITy
COVID-19.

Kinanuna euxacHoct

Knunuuna eghuxacnocm npu 6v3pacmuu

[IpoyuyBaneTo Npu BBE3pacTHH € PaHIOMU3UPAHO, TIAIe00-KOHTPOIMPAHO, 3aCIIeTeHO 32
Habmogarens KIMHNIHO TipoyuBaHe (aza 3 (NCT04470427), koeTo U3KII0OYBA
MMYHOKOMIIPOMETHPAHH JIUIIA WM TAKUBA, TTOJTy4aBaI UMYHOCYTIPECOPH B PAMKHUTE Ha MOCICIHUTE
6 Mecela, KakTo U OpEeMEHHH WJIM TaKHWBa C U3BECTHA aHaMHe3a 3a nHdpeknus cbe SARS-CoV-2.
Yuactauim cbe cradmiHo HIV-3a0onsBane He ca u3kimtoueHu. [IpOTUBOTPUITHY BAKCUHY € MOKEIO J1a
ce mpwiarar 14 nau npenu win 14 qam ciaen KosTo U Aa € 1o3a ot Spikevax. OT yYaCTHHUIIATE CHIIO
Taka ce € M3MCKBAJIO JIa IMa Hal-MaJIko MHTEPBAJ OT 3 Mecela OT MPUIOKEHIE HA KPBBHU
MPOIYKTH/TIIa3Ma WM UMYHOTJIOOYJIMHH JI0 BKIIFOYBAHETO B IIPOYYBAHETO, 32 Ja TIOJIy4aT mianebo
wmm Spikevax.

[Ipocnenenu ca o6mo 30 351 yuactHuim ¢ Menuana 92 nuu (nuanazon: 1-122) 3a pa3BuTueTo Ha
6omnectra COVID-19.

[omynauusTa 3a MbpBUYEH aHATU3 HA epUKACHOCTTA (HapHUUyaHa ,,[IOIyJIaLKs 110 IPOTOKOII™ HIIH
,»PPS), BrmouBa 28 207 yyacTHHIH, KOUTO ca monyyund uian Spikevax (n=14 134), unn miane6o
(n=14 073) u umat oTpuuareneH cratyc 3a Hajanuue Ha SARS-CoV-2 Ha usxonHo HuBo. PPS
TIOMyJIAITMATA Ha MPOYYBAaHETO BKItouBa 47,4% xenn, 52,6% mbxe, 79,5% 6emn, 9,7%
adpoamepukaniy, 4,6% azuari u 6,2% apyru. 19,7% ot ydacTHUIMTE ca ¢ NCTIAHCKH UITH
JATUHOAMEPUKAHCKH NPOU3X0A. MeanaHara Ha Bb3pacTTa Ha y4acTHULUTE € 53 roJuHU

(mmamazon 18-94). Jlonycka ce Auana3oH Ha IpUIIOKEHHE Ha BTOopara 1o03a (ianupana 3a Jen 29) ot
— 7 no +14 gau 3a BxiouBane B PPS. 98% oT perunuenTuTe Ha BakCHHATA, MOTYYWIH BTOpaTa 1032
25 10 35 nuu cnen go3a 1 (oT -3 10 +7 IHU OT MHTEpBajia OT 28 JHU).

Cayuante Ha COVID-19 ca noTBbpACHH Ype3 MoIUMepa3Ha BepHKHa peakius ¢ 00paTHa

tparckpunTaza (RT PCR) u ot kimHIYHA apOuTpakHa Komucus. EpukacHOCTTa Ha BakcHHATa 00110
W 110 OCHOBHH BB3PaCTOBHU IPYIH € mpencTaBeHa B Tabnuna 4.
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Tabnuua 4: Anaau3 Ha epUKACHOCTTA HA BakcuHaTa: noTebpaen COVID-19%, nezaBucumo ot
TeKecTTa, ¢ Hayaj0 14 quu caexn 2P? noza — PPS

Spikevax IMnanedo
Br3pacrosa YecroTa YecroTa .
PyNa  yyacruuuu Cay4am (Ha COVID-19|Yuyacraunn Ciaywau |ma COVID-19 Y0
(roxunm) N Ha na 1 000 N Ha na1000 |Eduxacuocr
COVID-194oBekoronnHu COVID-194oBexoronnHu Ha
n n BaKCHHATA
(95% CIy*
0610 14 134 11 3,328 14073 185 56,510 94,1
(=18) (89,3, 96,8)**
18 go <65 10 551 7 2,875 10521 156 64,625 95,6
(90,6, 97,9)
>65 3 583 4 4,595 3552 29 33,728 86,4
(61,4,95,2)
2 953 4 5,586 2 864 22 31,744 82,4%
>65 no <75 (48,9, 93,9)
630 0 0 688 7 41,968 100%
=75 (NE, 100)

#*COVID-19: cumnromaruaen COVID-19, usnckpami nonoxuresien pesyirar ot RT-PCR u
Hal-MaJKo 2 cucTeMHH cuMnTomMa nim 1 pectimparoper cumntoM. Cirydan, 3anouamy 14 au ciex 2P nosa.
*EdukacHoct Ha BakcuHarta u 95% noseputencen uatepsai (CI) ot crparuduipanust moaer Ha COX 3a

MPONOPLIOHAIHOCT Ha PHCKa
**CI He e KOpUTHpaH 32 MHOKECTBEHOCT. Kopurnpanu 3a MHOXECTBEHOCT CTaTUCTUYECKH aHAIM3H Ca IPABeHU
B MEXIMHEH aHaJTU3 Ha mo-mManko ciaydan Ha COVID-19, xouTo He ca ChOOIICHU TYK.

Cpen Benuku ydacthHuiiy B PPS He ca choOrienu cirydan Ha Tex bk COVID-19 B rpynara Ha BakcHHA
B cpaBHeHue ¢ 30 ot 185 (16%) cnyyast, cpo0mieHu B rpynata Ha miane6o. Ot 30-Te yuacTHHIHU C
TEXKO 3a00sIBaHe, 9 ca XOCHUTAIM3UPAHH, 2-Ma OT TSIX ca IPHUETH B MHTECH3UBHO oTaeneHue. [1o-
rojsiMaTa 4acT OT OCTaHAJIUTE TEKKH CIy4au ca U3MBIHIIN CaMO KPUTEPHsl KHCIOPOAHA caTypaLus
(Sp02) 3a Texko 3ab6onsaBane (<93% npu cTaitHa TeMIepaTypa).

Eduxacnocrra Ha Spikevax na npeanazsa or COVID-19, He3aBHCHUMO OT mpenuirHa HHPEKIHs ChC
SARS-CoV-2 (ycTaHoBeHa cepOJIOTUYHO Ha U3XOTHO HMUBO W M3CIIeABaHE Ha Ha3o(apuHreasHa mpoda
¢ TamrioH) ot 14 nuu cnexn Jlo3a 2 e 93,6% (95% CI: 88,6; 96,5).

B nombnHeHue, aHaIM3M Ha MOATPYNUTE Ha MbPBUYHATA KpaliHa TOYKa 3a e(PUKaCHOCT MOKa3BaT
CXO/IHA OLICHKA 3a €()UKACHOCT IO MO0JI, ETHUYECKU IPYIH U YIACTHUIU ChC CHIIBTCTBAIIN
3a00J1sIBaHUs, CBBP3aHH C BUCOK pPUCK OT Texxbk COVID-19.

Hmynozennocm npu evspacmuu — cied bycmep oosa (0,25 ml, 50 muxpoepama)
Be3omnacHoCcTTa, pEaKTOreHHOCTTa M MMYHOTEHHOCTTa Ha OycTep J03a Spikevax ce oreHsBar B €1HO
MPOBEKAALIO CE B MOMEHTA PAaHIOMU3UPAHO, 3aCIIEeIICHO 3a HaOIoaaTesns, mianed0-KOHTPOIUPaHO
npoyuBase ¢asza 2 3a NOTBbPKIABaHE HA A03aTa MPU YYacTHUIM Ha 18 1 moBeue ToANHH
(NCT04405076). B ToBa npoyuBane 198 yuactauiu ca nosayuwiu ase g03u (0,5 ml, 100 mukporpama
npe3 MHTEpBa OT 1 Mecelr) oT BakcuHaTta Spikevax karo mppBuuHa cepus. B otkpurara daza 149 ot
Te3W YYaCTHHITH (IOITyJIalKs 110 IPOTOKO) ca MOIyIWiIn equHarndHa OycTep mo3a (0,25 ml,
50 mukporpama) Haii-Manko 6 Mecela ciell MIPUIOKESHUETO Ha BTOpaTa J03a OT IbPBUYHATA CEPHSI.
JTokazano e, 4e eauamaHa 0ycrep mo3a (0,25 ml, 50 mukporpama) Boau 10 cpeiHa reoMeTpHYHA
KpaTHa CTOWHOCT Ha yBennvaBane (geometric mean fold rise, GMFR) 12,99 metu (95% Cl: 11,04;
15,29) Ha HeyTpaM3UpaIIUTe aHTUTEIIA OT MPEIH MPUIOKEHHETO Ha OycTep 103a 1o 28 THU ciiel
Oycrep nozara. GMFR na neyrpanusupamure antutena e 1,53 (95% Cl: 1,32; 1,77) npu cpaBHeHHe
Ha TUTHpa 28 mHU cief 103a 2 (TbpBUYHA cepusi) CpsiMo 28 mHu ciie; OycTep mo3ara.
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Hmynocennocm na 6ycmep 003a cied nbpeuyHa 8aKcuHayus ¢ opyea paspeuiena 3a ynompeba
saxcuna cpeuty COVID-19 npu év3pacmuu

be3omnacHoCTTa 1 IMyHOTEHHOCTTA Ha XeTepOJIoKeH Oycrep che Spikevax ca mpoydeHu B €HO
WHUIIMAPAHO OT U3CJIeN0BaTeNs Mpoy4yBaHe ¢bC 154 yuacTHUIM. MUHIMATHUAT BpEMEBU HHTEPBAI
MEXIy IbpBUYHATA cepus Ha BakcuHauus ¢ BektopHa wim PHK Bakcuna cperry COVID-19 u Gycrep
no3a Spikevax e 6w 12 cemmunu (quamnason: 12 ceamunu 1o 20,9 ceamunn). Jlo3aTa, H3II0I3BaHa 3a
Oycrtep B ToBa poyuBane, ¢ 6una 100 mukporpama. Tutpute Ha HEyTpanU3UpaLIUTE aHTUTENA,
W3MEpPEHH Ype3 TeCT 3a HeYTpaInu3alusl Ha IICEBJ0BUpYC, ca Ounu orieHenn B JleH 1 npenu
npwioxkenuero u B [len 15 u Jlen 29 cnen Oycrep no3zara. OtroBop Ha OycTep j03ara € Oui
JEMOHCTPUpPAH HE3aBUCUMO OT ITbPBUYHATA BAKCHHAIIHS.

Hanuunau ca camo JaHHU 3a KPATKOCPOYHA MMYHOT'CHHOCT, ABJTOCPpOYHAaTa 3allliuTa U
HMYHOJIOTUYHATa MaMET HE Ca U3BCCTHU B MOMCHTA.

beszonacnocm u umynoeennocm na cedem saxcunu cpewsy COVID-19 kamo mpema 0o3a (6ycmep) 6
Obedunenomo Kkpaicmeo

COV-BOOST e MHOTOIIEHTPOBO, PaHIOMHU3MPAHO, MHAIIUMPAHO OT M3CIIEA0BATEN MTpoy4YBaHe ¢a3za 2
Ha TpeTa 7032, Oycrep BakcuHaiwms cpemry COVID-19, ¢ moarpyna 3a moapoOHO u3ciieBaHe Ha
UMYHOJIOTHATA. Y YaCTHUIIUTE ca OWIK Bh3pacTHU Ha 30 ¥ moBede TOAUHM, B TOOPO (GU3HUIECKO 3apaBe
(mexu 10 yMepeHu, 100pe KOHTPOJIMPaHA KOMOPOUTHOCTH ca OMITH pa3perieH ), KOUTO ca MOy I
nse no3u Pfizer-BioNTech uin Oxford—AstraZeneca (mppBata go3a npe3 aexemBpu 2020 r., ssHyapu
2021 r. wmm deBpyapu 2021 1.), ¥ ca U3MHUHAIH Hali-MajaKo 84 THU CJiea BTopaTa 103a 10 MOMEHTa Ha
BKJIFOUYBaHE. SPikevax e ycuimiia OTTOBOPHTE MO OTHOILICHUE Ha aHTUTENA U HeYTPaIn3alus, U €
Jn00pe MoHeceHa, He3aBUCUMO OT ITbPBUYHUTE CEPUH Ha BakcHHaIms. J[o3ara, u3mon3Bana 3a Oycrep B
ToBa npoyuBaHe, ¢ 6mnal00 mukporpama. TUTpHUTE Ha HEYTPATU3UPAIINTE AHTHUTENA, H3MEPEHH Upe3
TECT 3a HEeyTpaau3allus Ha TICEBIOBUPYC, ca Ounmm onieHenn Ha Jler 28 cien OycTep mo3arta.

Heympanusupawu aumumena cpewy B.1.617.2 (Ilerma) eapuanm npeou u cieo 6ycmep npu
8b3paAcmuU

Pesynratute oT TecTa 3a HeyTpanusaius Ha ricesaoBupyc (PSVNA) cpemty Bapuanta B.1.617.2
([lenTa), onpenenenu mpeau 0ycrep no3ara u Ha [len 29 cnen Oycrep 103aTa, TIOKa3BaT, 4ye
npuokeHnero Ha 6yctep mo3a Spikevax (0,25 ml, 50 mukporpama) npu Be3pacTHH HHAyIHpa 17-
KpaTHO MOBHIIICHHE HA HEYTPATM3UPAIIUTE Tella cpelly BapuanTa Jlenta B CpaBHEHUE C HUBATA MPEIU
oycrep no3ara (GMFR = 17,28; 95% CI: 14,38, 20,77; n=295).

Knunuuna egpuxacnocm npu ronowu Ha év3pacm om 12 0o 17 2o0unu

[Ipoy4yBaHeTo NpH FOHOIIY € TEKYIIO PAaHJOMHU3UPAHO, IIae00-KOHTPOIUPAHO, 3aCIIeIIeHO 32
HalJroAaTeNs KITMHUYHO npoyuBaHe ¢asa 2/3 (NCT04649151) 3a oreHka Ha 6e30MacHOCTTa,
peakToreHHOCTTa 1 edukacHocTTa Ha Spikevax mpu roHomM Ha BB3pacT ot 12 10 17 roauHw.
YyacTHUIM ¢ n3BecTHA aHaMHe3a 3a HHPekus cbc SARS-CoV-2 ca H3KIII0YeHH OT MPOYYBAHETO.
06110 3 732 y4acTHHITH ca paHIOMU3HPAHHU B ChoTHOIIeHHE 2:1 1a momyuat 2 mo3u Spikevax wiu
m1are0o, GU3HOIOTHICH Pa3TBOP, C HHTEPBAT MEKIY ITO3UTe 1 Mecer.

W3BbpieH e BTopudeH aHanu3 3a epukacHoct npu 3 181 yqacTHUIN, KOUTO ca TIOTYYHIIH 2 T03U
Spikevax (n=2 139) wau mwiane6o (n=1 042) u ca UManK OTPULIATEIICH U3XO0JCH CTAaTyC M0 OTHOIICHHE
Ha SARS-C0V-2 B noimyaangsra mo mpoToKoiI. Mex Iy y4acTHHIMTE, KOUTO ca moxyumnn Spikevax,
Y T€3H, KOUTO Ca MOJYyYHIN T1ane6o, HaMa 3a0eIekuMHU Pa3iuKy B IeMOTpadCKUTE TaHHU UITH
NpeAlecTBAIINTE 3200 IsIBAHNSI.

COVID-19 e nedunupan xaro cumnromarnieH COVID-19, u3nckpani mojoxuTeneH pe3yaTar oOT
RT-PCR u Haii-Maiko 2 CHCTEMHH CUMITOMA WK | pecrimpaTopeH CUMIITOM; CIIy4aw, 3aIi0 YBaIf

14 nuu cnen BTOpara J103a.

Nmano e Hyna cumnromatinyau ciay4das Ha COVID-19 B rpynata Ha Spikevax u 4 cuMnTroMaTHaHu
ciydas Ha COVID-19 B rpynara Ha miane0o.

15



Hmynoeennocm npu ronowu Ha évspacm om 12 00 17 200unu — cied nvpsuyHa 8aKCUHAYUsL CbC
Spikevax

AHanu3 3a He To-MayKa e()UKacHOCT, OLeHABAI TUTpHUTE Ha 50% HeyTpanu3upalluTe aHTuTena
cpenry SARS-CoV-2 u yecToTaTta Ha CEpOJIOTHYCH OTTOBOP 28 THU cliell 103a 2, € IPOBE/ICH B
MOJATPYNHTE 32 UMYHOT€HHOCT 110 TIPOTOKOJI MPH FOHOIIN Ha Bb3pacT oT 12 1o 17 rogunu (n=340) B
MIPOYYBAHETO MPH IOHOIIH, KAKTO W MPH YIACTHHUIINTE Ha BB3pacT oT 18 mo 25 roawam (N=296) B
MPOYYBAHETO NPY BB3PACTHH. YUYACTHUIIMTE HE Ca UMAIIM UMYHOJIOTHYHH WIIM BUPYCOJIOTHYHH
JloKazarescTsa 3a npeaxoqHa udeknus cbc SARS-CoV-2 Ha u3xomHO HUBO. CPETHOTO TEOMETPUIHO
ceoTHOIIeHHE (GMR) Ha TUTpUTE Ha HEYTpaTU3UPALIUTE aHTUTENA IPU FOHOILN Ha BB3PacT oT 12 10
17 ronuau B cpaBHeHHE ¢ yaacTHUIUTE OT 18 1o 25 roqunm e 1,08 (95% CI: 0,94; 1,24). Paznukara B
gyecToTara Ha ceposoruye orrosop € 0,2% (95% CI: -1,8; 2,4). Kpurepuute 3a He o-Majka
edukacHocT (noaHa rpanuia Ha 95% CI 3a GMR > 0,67 u nonHa rpanuna Ha 95% CI 3a pasnukara B
4ecToTaTa Ha CepoJioruueH 0TroBop >-10%) ca U3MbIHEHH.

Hmyrnozennocm npu onowu na evspacm om 12 0o 17 2o0unu — cned 6ycmep 0osa Spikevax
(opueunaina)

[TepBUUHAaTa 11e7, CBbp3aHa ¢ IMyHOT€HHOCTTa, Ha Oycrep (hazaTa Ha TOBa POYYBAHE € Ja Ce
YCTaHOBH e(pUKACHOCTTA Ha OycTep Jo03aTa MPH YUYaCTHUITK Ha BB3pacT oT 12 10 17 romuHu upes
cpaBHsBaHE Ha UMyHHHTE oTroBopH ([en 29) cnex Oyctep no3ara ¢ Te3H, HOIYUEHH cief 103a 2 OT
mepBUYHaTa cepust (eH 57) npu Miagu Be3pacTHU (Ha Bb3pact oT 18 10 25 ronunn) B Npoy4YBaHETO
npu Be3pacTHH. EdukacHocT Ha Oycrep mo3ara or 50 Mukporpama Spikevax ce ycraHoBsiBa, ako
MMYHHHUTE OTTOBOPH ciiesi Oycrep no3ara (cpeana reomerpuyuHa konuenTpaims [GMC] na nAb u
YyecToTara Ha cepojioruueH otroBop [SRR]) oTroBapsT Ha npeaBapuTeIHO ONPEACICHH KPUTEPUH 3a
He mo-Maika epukacHoct (kakTo 3a GMC, Taka u 3a SRR) B cpaBHEeHHE ¢ Te3H, U3MEPEHU CIIE]T
3aBbpIIBaHE Ha MbpBUYHATA cepusi ¢be 100 Mukporpama Spikevax cpen moArpymna Miaaan Bb3pacTHA
(18 1o 25 roguHu) B OCHOBHOTO MPOYyYBaHe 3a e(h)UKaCHOCT MPU BB3PACTHU.

B oTkpura ¢a3za Ha ToBa IMpoyyYBaHe YYACTHHUIIUTE Ha BB3pacT oT 12 1o 17 roauHu moixyvyaBar
enuHNYHa OycTep [103a Hall-MaJIko 5 Mecela ciiell 3aBbPIIBAaHe Ha IIbPBUYHATA CEPUs (IBE 103U IIPE3
uHTepBan oT 1 mecen). [IppBHYHAaTa Oy Ianys 3a aHAIU3 HA UMYHOTE€HHOCTTA BKIIIOYBA

257 ygactHUIM ¢ OycTep 7032 B TOBA MIPOyYBaHE W MPOU3BOJIHA MOATPyHa OT 295 y4acTHUIM OT
MIPOYYBAHETO NPHU MJIaIu Bb3pacTHH (BB3pacT =18 1o <25 ronuHu), KOUTO MPEa TOBA Ca 3aBbPLIHIH
KypC Ha MbPBUYHA BAKCHHAIMS C JIBE JI03H Npe3 uHTepBaji oT 1 Mecen cbe Spikevax. U nsere rpynu
YYaCTHHIIH, BKIIOYCHN B aHAJIM3MpaHAaTa MOITyJIalis, He ca UMaJIH UMYHOJIOTHYHHU WU
BHPYCOJIOTMYHH JJOKAa3aTeJICTBa 3a mpeaxoaHa uapexnus cbe SARS-CoV-2 npenu nppBata 103a OT
Kypca Ha IbpPBUYHA BAaKCHUHALMS U CbOTBETHO Mpenu Oycrep mo3aTa.

GMR na GMC na Oycrep mo3ata npu roHo1m Ha Jlen 29 B cpaBHeHHe ¢ Miiaan Bh3pactHu: GMR Ha
Hen 57 e 5,1 (95% Cl: 4,5, 5,8), oTroBapsIl Ha KpUTEPUUTE 3a HE MMO-MalIKa €PUKACHOCT (T.€. T0JIHA
rpanuna Ha 95% Cl1 >0,667 (1/1,5); ToukoBa onenka >0,8); pasnukara B SRR ¢ 0,7% (95% CI: -0,8,
2,4), oTroBapsiia Ha KPUTEPHUTE 32 HE M0-MaJika e(pUKacHOCT (JoyHa rpanuia Ha 95% ot pasnukara
B SRR >-10%).

Ipu 257-1e yuactaunn GMC ua nAb nipenn 6ycrep mosata (6ycrep mo3a - Jlen 1) e 400,4 (95% Cl:
370,0, 433,4); B nens ua Oycrep nozara ([en 29) GMC e 7 172,0 (95% Cl: 6 610,4, 7 781,4). Cnen
Oycrep nozara (Hden 29) GMC ce yBennuasa npubnusurenno 18 nbtu or GMC npeau Oycrep nozarta,
JeMOHCTpHpaliku eeKTUBHOCTTA Ha OycTep no3ara npu roHomu. SRR e 100 (95% Cl: 98,6, 100,0).

IIpeasapurenHo oNpenesIeHUTe KPUTEPUH 3a yCIIEX 32 OCHOBHATA 11€J1 33 UMYHOI'€HHOCT ca
M3IIBJIHEHH, KOETO MO03BOJISIBA [1a C€ HANPABU M3BO/ 3a e()MKACHOCTTAa HA BAKCHHATA OT IPOYYBAHETO
MIPU BB3PACTHHU.

Knunuuna egpuxacnocm npu oeya na 6v3pacm om 6 200unu 0o 11 200unu

[MeauaTpUaHOTO MPOYIBAHE € TEKYIO, ha3a 2/3, paHIOMH3UPAHO, IUTAIE00-KOHTPOIUPAHO,
3acJIeneHo 3a Habro1aTess], KITMHUYHO MPOYyYBaHe 3a OLEHKa Ha 0€30MacHOCTTa, PEaKTOreHHOCTTa U
ebukacHocrTa Ha Spikevax mpu gema Ha Bb3pact ot 6 10 11 rogunu B CAIL] u Kanama
(NCT04796896). YuacTHuLM ¢ M3BeCTHA aHaMHe3a 3a nHpekuus cbe SARS-CoV-2 ca Ounu
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W3KITFOYeHH oT npoy4BaneTo. O6mo 4 011 yyactHUIM ca OMIM paHAOMU3HPaHH B ChOTHOLIEHHUE 3:1
Ja nosrydar 2 jgo3u Spikevax wiu riame6o (husnonorndeH pasrsop) mpes 1 mecerr.

Bropuuen ananu3 Ha euKacHOCTTa, OoneHsABal] TOTBbpAeHH cirydan Ha COVID-19, cs6panu no
JaraTa Ha 3akitouBaHe Ha gjaHHUTEe — 10 HoemBpu 2021 r. e m3BbpieH npu 3 497 y4acTHULIU, KOUTO
ca moayuwan ase go3u (0,25 ml B mecen 0 u mecerr 1) nam Spikevax (n=2 644), win mwiane6o (N=853),
U ca UMaiu otpuuatesneH craryc 3a SARS-CoV-2 Ha U3X01HO HUBO B MOITYJIALMATA 110 IPOTOKOI
(PPS). Mex 1y y4acTHUIIMTE, KOUTO ca MoTydnin SPikevax, u OHe3u, KOUTO ca MOy YHiId 1iaieo,
HE € UMaJIO SIBHU PA3JIMKH B IeMOTpa)CKUTE TaHHH.

COVID-19 e onpenenen kato cumnromarandeH COVID-19, n3uckBani moyoKUTEHU PE3YITAaTH OT
RT-PCR u Haii-masiko 2 CHCTEMHH CUMIITOMA WK 1 pecIUpaTopeH CUMIITOM; CITydau, 3aroYBallH
14 nHu cnen BTOpata /1o3a.

Wmaro e tpu ciayvas ua COVID-19 (0,1%) B rpynara na Spikevax u uetupu ciay4vas va COVID-19
(0,5%) B rpynara Ha ruiane6o.

HUmynoeennocm npu deya na év3pacm om 6 2odunu 0o 11 200unu

Amnanus, onieHsBai Tutpute Ha 50% HeyTpanmsupamure anturena cpenry SARS-CoV-2 u gecrorara
Ha CEpOJIOTHYEH OTTOBOP 28 ITHU CleA 1032 2, € MPOBEAEH IIPU NOATpyIa OT Aela Ha Bb3pacT OT

6 rogunn 10 11 roguan (N=319) B neanaTpuyHOTO MPOYYBAHE M NIPU YYACTHUIM HA BB3pact ot 18§ 1o
25 roguau (N=295) B MpOy4YBaHETO NIPH BB3PACTHHU. Y YACTHUIINTE HE Ca UMAII UMYHOJIOTUIHH WITH
BUPYCOJIOTHYHH JI0Ka3aTelicTBa 3a npeaxoaHa napekuus cbc SARS-CoV-2 na uzxonno HuBo. GMR
Ha TUTPHUTE HAa HEYTPAIN3UPALIUTE aHTUTENA IIPH JIella Ha Bb3pacT oT 6 roaunu A0 11 roguxu B
cpaBHEHHE ¢ yyacTHHUIMTE OoT 18 10 25 ronunn e 1,239 (95% Cl: 1,072, 1,432). Paznukara B
gyecroTara Ha ceposioruueH otrosop € 0,1% (95% ClI: -1,9, 2,1). KpurepuunTte 3a He mo-mMaJjika
eduxacHocT (goxHa rpanuna Ha 95% Cl 3a GMR > 0,67 u nonna rpanuna Ha 95% Cl 3a paznukara B
YecToTaTa Ha CepoJorudeH oTroBop >-10%) ca H3MbIHEHH.

Hmynozennocm npu yuacmuuyu na v3pacm om 6 200unu 00 11 200unu — cned 6ycmep dosa Spikevax
(opueunanna)

[TepBUUHaTa 11e7, CBBbpP3aHa ¢ IMyHOT€HHOCTTa, Ha OycTep (a3aTa Ha TOBa IPOYYBAHE € /1a Ce
YCTaHOBU e(prKacCHOCTTA HA OycTep J103aTa MPHU YYaCTHUIM Ha Bh3pacT oT 6 roauuu 10 11 roauHu
4ype3 cpaBHABaHE HA UIMyHHUTE OTroBOpH (llen 29) cnen Oycrep no3ara ¢ Te3H, NOIYUYEHH Ceq 1032 2
oT mepBUYHarta cepus ([lexn 57) nmpu Miaau Bb3pacTHH (Ha BB3pacT oT 18 1o 25 ronuHN) B TOBA
poy4BaHe, KbIETO € Aoka3zaHa 93% edukacHoct. EdukacHoct Ha Oycrep no3arta ot 25 MUKporpama
Spikevax ce ycraHOBsiBa, ak0 IMyHHHTE OTTOBOPH cliesl OycTep Jo3aTa (CpeiHa reoMeTpruyHa
koHueHtpauus [GMC] Ha HeyTpanusupaiute anturena [NAD] u yectorara Ha cepoOrHYeH OTTOBOP
[SRR]) oTroBapsT Ha mpeaBapUTEITHO ONPEIEICHN KPUTEPHH 33 HE MO-MaJika e(pUKaCHOCT (KaKTo 3a
GMC, Taka u 3a SRR) B cpaBHeHUE ¢ Te3u, HI3MEPEHH ClIe/T 3aBbpIIBaHE HA ITHPBHYHATA CEPUS ChC
100 mukporpama Spikevax cpen moarpyma miaaan Bb3pactau (18 10 25 rognHN) B OCHOBHOTO
MIPOYYBAHUS 33 €PUKACHOCT ITPY BH3PACTHH.

B otkpura ¢a3za Ha ToBa MpoyyBaHe yYaCTHULIUTE Ha BB3pacT oT 6 ronunu A0 11 roguHu momyyasar
eIMHIYHA OycTep /103a Haii-Malko 6 Mecella clie]l 3aBbpIIBaHe Ha ITbPBUYHATA CEpHs (JIBE TO3U Ipe3
uHTepBal oT 1 Mecern). [IbpBUYHATA TOMyTAaKsA 32 AHATW3 HA IMyHOTEHHOCTTA BKIIFOUBA

95 yuactHumm ¢ Oycrep J03a B rpynara Ha Bb3pacT oT 6 10 11 ToIuHN 1 MPOU3BOIIHA OATPYTIA OT
295 yyacTHHIM OT MPOYYBAHETO MPH MIIAJU BB3PACTHH ), KOUTO ca MOJYYHIH JBe 1031 Spikevax c
uHTepBan oT 1 Mecer. U aBere rpynu y4yacTHUIM, BKIIIOUYCHH B aHAJTM3UPaHATa MOIyJIanus, He ca
MMaJli UMYHOJIOTUYHH WM BUPYCOJIOTUYHHM JI0KA3aTeICTBa 3a peaxoaHa unpeknus cbe SARS-CoV-
2 mpeay bpBaTa J03a OT Kypca Ha MbPBHYHA BaKCHHAIIMS M CHOTBETHO MpEAn OycTep Jo03ara.

IIpu 95-te yuactauum, c Oycrep no3a - en 29, e GMC e 5 847,5 (95% CI: 4 999,6, 6 839,1). SRR e
100 (95% ClI: 95,9, 100,0). ITpoyuenu ca cepymunTe HUBa Ha NAD mpu jena oT 6 TOTUHHU JI0

11 roxuHYU B MOArpyTaTa 1Mo MPOTOKOJ 3a OIICHKA Ha IMYHOTEHHOCTTA C OTPHUIIATEIICH CTaTyC MO
otHomeHnue Ha SARS-CoV-2 npenu OycTep 03ara U CPaBHEHUETO C TE3W OT MIIAJH BB3pacTHH (Ha
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BB3pact oT 18 no 25 rogunun). GMR va GMC Ha Oyctep no3arta Ha Jlen 29 B cpaBHEHHE C MIIaIH
Be3pactau: GMC Ha [len 57 € 4,2 (95% CI: 3,5, 5,0), oTroBapsiiiku Ha KpUTEPUUTE 3a HE TO-MaJIka
edukacHocT (T.e. monHa rpanuna Ha 95% Cl > 0,667); paznukara B SRR e 0,7% (95% ClI: -3,5, 2,4),
OTroBapsIia Ha KPUTEPUUTE 3a HEe MO-Malika eukacHOCT (JoyiHa rpanuna Ha 95% ot pa3nukara B
SRR >-10%).

[peaBapuTeIHO ONPENCICHUTE KPUTEPUH 32 YCIIEX 32 OCHOBHATA T[] 32 UMYHOTEHHOCT Ca U3IbJI-
HEHH, KOETO MO3BOJISABA JIa CE HAIIPAaBH M3BOJ 38 CPUKACHOCTTA HA BaKCHHATa Kato Oycrep no3a. bep-
3HAT BTOPUYEH OTIOBOP, OYCBUJICH B PAMKHUTE Ha 4 CEIMHUIM ciie]| MPUIIOKEHNE Ha OycTep J103aTa, ¢
JIOKa3aTeJICTBO 332 YCTONYMBUS TBPBUYCH OTTOBOP, MPEIN3BUKAH OT TbPBUYHATA BAKCHHAIUS ChC
Spikevax.

Heympanuzupawu anmumena cpewy eapuanma B.1.617.2 ([leama) npu deya na 8v3pacm om

6 coounu 0o 11 2o0unu

CepyMHHU TIpoOH OT MOMyJIAIMATA 38 UMYHOT€HHOCT 10 MPOoTOKOJ (N=134) Ha TeKyIIOTO NMeAUaTPUIHO
MpOoy4YBaHe, B3€TH HA M3X0AHO HUBO 1 Ha Jlen 57, ca nzcnensanu upe3 PSVNA Ha 6a3aTta Ha BapuaHTa
B.1.617.2 ([enTa).

[Ipu nema Ha BB3pacT ot 6 roauan 10 11 roguaun GMFR ot u3xoaHo HuBO 10 en 57 e 81,77 (95%
Cl: 70,38, 95,00) 3a Bapuanra Jlenra (u3mepeno upe3 PSVNA). Ocsen ToBa 99,3% ot nemara ca
OTrOBapsUIH Ha OTPEJIEIICHIETO 3a CEPOJIOTHYCH OTTOBOP.

Knunuuna egpuxacnocm npu oeya na ev3pacm om 6 meceya 00 5 200unu

IIpoBeneHo ¢ Tekymo npoyuBane (asa 2/3 3a oreHKa Ha 0€30MACHOCTTA, MOHOCHMOCTTA,
peaKkTOTeHHOCTTa M epuKkacHoCTTa Ha Spikevax mpwu 3apaBu Jema Ha BB3pacT OT 6 Mecena 10

11 roguau. B mpoy4BaHeTo ca BKIIOYEHH JIela OT 3 Bb3pacTOBH rpymu: oT 6 1o 11 roamau, ot 2 10
5 rogunu u ot 6 Mecera 10 23 Mecera.

W3BbpIIeH € JeCKpUNTUBEH aHANN3 3a e(pUKacHOCT, OleHBall MOTBBpAeHH cirydan Ha COVID-19,
chOpaHHu J0 JaTaTa Ha 3aKkirouBaHe Ha gaHHute 21 despyapu 2022 r., npu 5 476 yyacTHUIIN HA
BB3pacT oT 6 Mecera 10 5 roanHu, KouTo ca noxyunin ase go3u (Ha 0 u 1 mecen) Spikevax (n=4 105)
i maane6o (N=1 371) u ca uMaiu OTpHUIIATENEH cTaTycC Mo oTHomenne Ha SARS-CoV-2 Ha u3X01HO
HHMBO (HapWU4aHH ,,ITOITyJIAlKS 110 IPOTOKOJI 32 OLICHKA Ha eukacHocTTa™). HMa chiiecTBeHH
pa3IHKK B 1eMOTpad)CKUTE XapaKTePUCTHKH MKy YYaCTHUIIUTE, oIy Spikevax, u
HOJTyYMITHTE TUIAe0o.

MenmnaHara Ha TPOIBIDKUTEITHOCT Ha TIpocieasBane Ha epukacHocTTa ciuex J{o3za 2 e 71 mHu 3a
YYaCTHHUIIMTE Ha BB3PACT OT 2 TOAMHU JI0 5 TOAMHU U 68 JTHU 3a YYaCTHUIIMTE Ha BB3PacT OT 6 Mecena
1o 23 mecena.

EdukacHocTTa Ha BakcHHaTa B TOBa IIPOyYBaHe € HabJro1aBaHa Npe3 Mepuo/a, KoraTo BapHaHThT
B.1.1.529 (Omicron) npeo6nagaBa cpe IUPKYIUPALIATE BApUAHTH.

B Yacr 2 B momymarusTa 1o mpoTOKOJI 3a OlleHKa Ha eukacHocTTa pu ciydaute Ha COVID-19,
HacThIWIM 14 wiv oBeve JTHU CIie/ MPHUIOKEHHUE Ha J103a 2, TPH U3M0JI3BaHe Ha ,,qehunuims P301
3a ciydait Ha COVID-19 (1.e. neduHUIMATA, TPUIAraHa B OCHOBHOTO MPOYyYBaHe Ha e(hUKACHOCTTA
TpY BB3pacTHH) epukacHoctta Ha Bakcuuata (VE) e 46,4% (95% Cl: 19,8; 63,8) npu zema Ha BB3pacT
oT 2 roaunu 110 5 roaunu u 31,5% (95% Cl: -27,7; 62,0) npu nera Ha BB3pacT OT 6 Mecemna 10

23 Mecerna.

Umynocennocm npu deya na év3pacm om 6 meceya 00 5 200unu

[pum nena Ha BB3pact ot 2 10 5 ronunu, cpaBHeHHeTo Ha NAD otroBopute Ha Jlen 57 B moarpymnata
0 TIPOTOKOJI 32 OIICHKA Ha UMyHOTeHHOCTTa (N = 264; 25 Mukporpama) B Yact 2 ¢ Te3u Ha MJIaiuTe
BB3pactHu (N=295; 100 mukporpama) mokazsa GMR 1,014 (95% CI: 0,881; 1,167), otroBapsiiio Ha
KpUTEPHUHUTE 3a TIOCTUTaHE Ha He Mmo-Maiika edukacHocT (T.€. monmHa rpanuia Ha 95% CI 3a GMR
>0,67; ToukoBa orerka >0,8). CpesHara reoMeTprUyHa KpaTHa cTOHHOCT Ha yBenuuaBane (GMFR) ot
n3X01HOTO HUBO 110 Jlen 57 npu te3u aena e 183,3 (95% ClI: 164,03, 204,91). Paznukara B yectorara
Ha cepoJsioruueH oTroBop (Seroresponse rates, SRR) mexy aenara u Miaaaure Bp3pactau e -0,4%
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(95% CI: -2,7%; 1,5%), xaTo chIlO OTroBaps Ha KPUTEPUUTE 3a TIOCTUTaHE HA HE IO-MaJlka
euxacHoct (osHa rpanuna Ha 95% CI Ha pasznukara B SRR > -10%).

ITpu kppMaueTa 1 MaJIKH Jiela Ha Bb3pacT oT 6 Mecena 1o 23 Mecela, cpaBHeHHEeTo Ha NAD
otroBopute Ha JleH 57 B moArpymara 1mo mpoToKOJI 3a OIleHKa Ha uMyHorenHocrTa (N=230;

25 mukporpama) B Hact 2 ¢ Te3u Ha Mitaaute Bb3pactHu (N=295; 100 mukporpama ) nmokazsa GMR
1,280 (95% ClI: 1,115; 1,470), oTroBapsIio Ha KPUTEPUHTE 32 MOCTUTAaHE HA HE MO-MajKa e(hUKaCHOCT
(t.e. monnua rpanuna Ha 95% CI 3a GMR > 0,67; ToukoBa orenka > (,8). Pasnukara B mporieHTa Ha
SRR Mexay kppMaueTa/Manku aera u muaau Be3pactau € 0,7% (95% Cl: -1,0%; 2,5%), kaTo chIno
OTroBaps Ha KPUTEPHUHUTE 3a MIOCTUTAHE HA He Mo-Maika edukacHocT (mosHa rpanuia Ha 95% CI Ha
pa3iMKara B 4eCTOTaTa Ha CEPOJIOTHYEH OTroBop >-10%).

CrnenoBatenHo, peIBapUTEITHO ONPECTICHUTE KPUTEPHUH 32 MIOCTUTaHe Ha ITbPBUYHATA LIEJ 10
OTHOIIICHUE HA IMYHOTEHHOCTTA Ca TIOCTHTHATH B JIBETE BH3PACTOBH IPYIH, KOETO TO3BOJISIBA JIa C&
3aKIII0YHM 32 HAMWYKEe Ha epUKACHOCT Ha 25 MUKporpama KakTo MpH Jelara Ha Bb3pacT OT 2 TOJUHU
110 5 TOIMHY, TaKa M MPH KbpMaveTa 1 MAJIKUTE JIella Ha BB3pacT OoT 6 Mecerna 110 23 mecera
(Tabmumu 5 u 6).

Tabuauna 5. Pe3roMe Ha CHOTHOLIIEHHETO HA CPEIHUTE FeOMETPUYHHU CTOMHOCTH HA
KOHUEHTPAUUsTA U 4YeCTOTATA HA CePOJIOTHYeH OTrOBOP — CPaBHEHHE HA JIUNATA HA BB3PacT OT
6 mecena 10 23 Mecela ¢ y4acTHUIMTE HA Bb3pacT oT 18 romuuu a0 25 rognnm — rpyna no
NMPOTOKOJI 32 OlleHKA HA HMYHOTeHHOCTTA

6 Mecera 10 18 roaunu 10 6 mecena 10 23 mecena/
23 mecera 25 ropuHn 18 roguamn p0 25 rogunu
n=230 n=291
Tect Bpe GMC GMC GMC OtroBaps Ha
MeBa 95% CD* 95% CDh* CbOTHOIIIE 1eJITa 32 He
TOYKA Hue (95% NO-MaJIKa
CI? epuKacHocT
(WH)°
1780,7 1390,8 1,3
(1 606,4;1973,8) (1269,1;15242) (1,1; 1,5)
Tect 3a
HeyTpanmsupa | 28 JHH Pazinka B
LM aHTUTENa cien CepoJtoruyen Cepo.toruyien CEpPOJIOTHYHH A
cpemy SARS- | Hosa2 0TroBOp OTrOBOp st orroBOp %0
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 = Cpenana reoMeTpru4Ha CTOMHOCT Ha KOHIICHTPAIMSTA

N = Opoii y4aCTHUIM C HAJIMYHK JAHHH Ha U3XOJHO HUBO U B JleH 57

* CTOMHOCTHTE 32 aHTHTENATA, CHOOIIEHH KATO HAMHPALIM CE MO/ IOJIHATA IPaHKIA Ha KOJHYECTBEHO
onpenenenue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 X LLOQ. CroiiHoctute, mo-
roJIEMH OT FOpHAaTa IpaHuia Ha KonuuecTBeHo onpenenenune (Upper limit of quantification, ULOQ), ca
3amectenn ¢ ULOQ, ako IeCTBUTETHUTE CTOMHOCTH JIMIICBAT.

2 log-TparchopMEpaHiTEe TATPH HA AHTHTENATA CA AHATM3UPAHH C U3I0JI3BaHEe HA KOBapHAIHOHEH
ananmm3 (ANCOVA) ¢ npomeriBara Ha rpynara (yJ9acTHHIIM Ha BB3pacT oT 6 Mecera 10 5 rofuHu u
MJIaJi BB3PACTHHN) KaTo pukcupan edekt. [lomydennTte cpenHu cToifHOCTH IO MeTona Ha LS,
pasnukara B cpeJHuTe cToiiHOCTH 1o Merona Ha LS n 95% Cl ca tpancdopmupanu odpatao 10
'bPBOHAYAITHHS MaIab 3a MPeACTaBsIHE.

® He mo-manka eduKkacHOCT ce 00sIBsIBa, aKO JI0/IHATa rpaHuIa Ha 2-ctpanuus 95% Cl 3a chOTHOIIEHHETO
GMC e mo-rossma ot 0,67 ¢ ToukoBa orenka >0,8, a monHara rpanuiia Ha 2-crpannus 95% Cl 3a
pa3nuKara B IPOLIEHTa Ha CEPOJIOTHYHHMS OTToBOp € Hax -10% c ToukoBa omeHka >-5%.

® KpaitHuTe cpelHO TeOMETPUIHHU CTOMHOCTH Ha KOHIeHTparuuTe Ha antutenara (GMC) 8 AU/ml ca

OTIpe/IeNIeHH C M3IIOJI3BAaHe Ha TECT 3a MUKpoHeyTpanm3anus Ha SARS-CoV-2.

" CepoJOrn4HUSAT OTTOBOP, IBJDKAIL CE HA BAKCHHALUATA, CTICIM(UUCH 32 KOHIICHTPAIUsATA Ha
HeyTpanu3upanure anturena cpemy SARS-CoV-2 RVP Ha HUBO y4acTHHK, ce Onpe/ielisi B TPOTOKOIa
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kato npomsiHa ot noa LLOQ o paBHa wiun no-Bucoka ot 4 x LLOQ unu noHe 4-KpaTHO yBETUYECHHE,
aKO U3XOJIHOTO HUBO € PaBHO WK mo-BUcoko oT LLOQ. 95% CI Ha ceponoruyHusi OTTOBOP ce
n3umcIsBa mo metoza Ha Clopper-Pearson.
A Paznmmkara B 95% CI Ha ceponornyHus OTTOBOP CE M3UMCIIABA C M3MOI3BAHE HA JOBEPUTETHU TPAaHULN Ha
Miettinen-Nurminen (ckop).

Ta6auna 6. Pe3romMe Ha CHOTHOLIEHHETO HA CPEAHUTE T€OMETPUYHHU CTOIHOCTH HA
KOHIEHTPAIUATA H YeCTOTATA HA CePOJIOTHYEH OTTOBOP — CPABHEHHE HA JIULATA HA Bb3PacT OT
2 rOIUHHM 10 5 TOAMHYU € YYACTHUI[UTE HA BB3pacT oT 18 roguuu 10 25 roguHu — rpyna no

MMPOTOKOJ 32 OLICHKA HA UMYHOI'€CHHOCTTA

2 TOMHM 10 18 roamuu a0 2 roguHM 10 5 romunn/
5 romunun 25 roqnan 18 rogunu 10 25 romuHu
n=264 n=291
Tect Bpeme GMC GMC GMC OtroBaps Ha
Ba 95% CDh* 95% CDh* CHOTHOILIEHU 1eJITA 32 He
TOYKA e (95% NO-MaJIKa
CI)? epuKacHocT
wHy’
1410,0 1390,8 1,0
(1273,8; 1 560,8) (1 262,5;1532,1) (0,9; 1,2)
Tecr 3a 28 mu Paznuka B
HeyTpanmsupan |cien Jloza 2 CepoJioruuex CepoJioruuex CepoJOrHIHH pl|
W aHTUTEIa O0TrOBOp 0TrOBOp 51 oTroBoOp %0
cpemnry 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 = Cpenna reomeTprdHa CTOHHOCT Ha KOHIICHTPAIAATA

N = Opoii Y4aCTHUIIM C HAJIMYHK JAHHH Ha U3XOJHO HMBO U B JleH 57

* CTOHHOCTHTE Ha AHTUTENATA, ChOOIICHH KATO HAMUPALIHN Ce MO/l JOJIHATA TPAHMIIA Ha KOJIMYECTBEHO
onpeneinenue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 X LLOQ. CroiiHoctute, mo-
TOJIEMH OT TOpHATa rpaHuIla Ha KommdecTBeHo ompenenenre (Upper limit of quantification, ULOQ), ca
3amectenn ¢ ULOQ, ako eCTBUTETHUTE CTOMHOCTH JIMIICBAT.

2 log-TpaHchopMupaHuTe HUBA HA aHTHTENATA Ca AHAJTU3UPAHK C M3I0JI3BAHE HA aHAIN3 Ha KOBapHATCH
mozen (ANCOVA) ¢ npomernuiBara Ha rpyrara (y4acTHHIM Ha Bb3pacT oT 6 mMeceria 710 5 TOMuHN 1
MJIai BB3pACTHHN) Kato pukcupan edekt. [lomyuennrte cpennu croitHocTn Ha LS, pa3nukara Ha
cpennure croiiHocTd Ha LS 1 95% CI ca tpancdopmupanu oOpaTHO 10 ITbpBOHAYAIHUS Mamad 3a
IIPE/CTaBsHE.

® He mo-manka euKacHOCT ce 00sIBsIBa, aKO JI0/IHATa rpaHuIia Ha 2-ctpanHus 95% Cl 3a choTHOIIEHHETO
GMC e mo-rossma ot 0,67 ¢ ToukoBa orenka >0,8, a monHara rpanuiia Ha 2-crpannus 95% Cl 3a
pa3nuKara B IPOLIEHTa Ha CEPOJIOTHYHMS OTToBOp € Hax -10% c ToukoBa omeHka >-5%.

® KpaitHuTe cpelHO TeOMETPUIHHU CTOMHOCTH Ha KOHIeHTparuuTe Ha antutenara (GMC) 8 AU/ml ca
OTIpe/IeNIeHH C M3IIOJI3BAaHEe Ha TECT 3a MUKpoHeyTpanm3anus Ha SARS-CoV-2.

" CepoJIOTHYHHAT OTTOBOP, JBIDKAIL CE HA BAKCHHALMATA, CIICHH(UYCH 32 KOHI[CHTpaLsTa Ha
HeyTpanusupaiute anturena cpeiy SARS-CoV-2 RVP Ha HUBO y4acTHHK, Ce OIpe/ielis B IPOTOKOIIa
karo npomsiHa oT nox LLOQ no paBHa mim no-sucoka ot 4 X LLOQ unu none 4-kpaTHO yBEJIMYEHUE, aKO
M3XOJIHOTO HUBO € paBHO WK mo-BUcoko oT LLOQ. 95% CI Ha cepoioruvHus 0TrOBOp Ce U3UHCISBA 110
Mmetoza Ha Clopper-Pearson.

" Pazmukara B 95% CI Ha cepoIoriyHIs OTTOBOP CE U3UMCIISBA C M3IOI3BAHE HA IOBEPUTEITHU TPAHULIN HA
Miettinen-Nurminen (ckop).

Crapuecka Bb3pacT

Spikevax e nzcienBana mpu JUIA HA BB3pacT 6 ¥ IIOBeUe Mecera, BKIIOYUTEITHO 3 768 ydacTHUITN Ha
BB3pacT Ha 65 u noBeue ronuHu. EdukacHoctta Ha Spikevax npu ydacTHUIIMTE B HapeIHaia
BB3pACT (>65 roJIMHN) CHOTBETCTBA HA Ta3U MPU MO-MJIaJUTe Bh3pacTHU ydacTHUIM (18-64 roaunm).
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Ilegnarpryna nonyJalus

EBpomneiickara areHIus 1o JiekapcTBara oTiara 3aJbDKEHHETO 3a TIPEIOCTaBsIHE Ha Pe3yATaTUTE OT
npoy4BaHuATa cbe Spikevax B elHa WK MOBeYe MOATPYNHU HA IeJUaTPUIHATA [IOITyJIALHS [IPH
npesennus Ha COVID-19 (Bxk. Touka 4.2 3a nHGOpMAIs OTHOCHO yIOTpeOa B MeUaTpusTa).

5.2 ®dapMaKkOKHHETHYHU CBOKCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHU TaHHH 32 0€30MACHOCT

HexnuHnuHNTE NaHHM HE MTOKa3BaT 0cOOEH PHCK 3a XOpa Ha 0a3ara Ha KOHBEHIIMOHAIHUTE
MPOYYBaHHUS 32 TOKCHYHOCT MIPYU MHOTOKPATHO TIPUIIOKEHUE, PEIPOAYKTUBHA TOKCUIHOCT

TOKCHUYHOCT 3a pa3BUTUETO.

O0111a TOKCHYHOCT

[IpoBenenu ca mpoyuyBaHus 3a 001]a TOKCUYHOCT NPH ITHXOBE (Ha KOUTO Cca IMPHIIOKEHH
WHTPaMyCKYJTHO 70 4 103H, HAIBHIIABAIIH /103aTa IPH XOPa, BEAHBK HA BCEKH 2 CEIMUIIN).
HabnronaBanu ca npexoaHu 1 00paTUMH OTOK M €pUTEM Ha MSICTOTO Ha MHKEKTHPAHE, KAKTO
MIPEXOIHU ¥ 00paTHMHU IPOMEHH B JaOOPAaTOPHHUTE MOKa3aTea (BKIIOYUTEIHO [TOBUIIaBaHE Ha
€03MHO(WIINTE, aKTUBUPAHOTO MapIHaTHO TPOMOOIUIACTHHOBO BpeMe u (huOpuHoreHa). PezynraTure
HPEANOoarar, 4e NOTeHIUAIBT 32 TOKCUYHOCT IIPU XOpa € HUCHK.

['eHoTOKCHYHOCT/ KaHIICPOTCHHOCT

ITpoBesenu ca in Vitro u in Vivo npoy4YBaHusi 32 TEHOTOKCHYHOCT ¢ HOBHS JIMIIMACH KOMIIOHEHT SM-
102 Ha BakcuHara. PesynraTure mpeamnoaraT, 4€ NOTEHIIMATHT 32 TEHOTOKCUYHOCT IIPU XOpa € MHOTO
HUCBHK. He ca nmpoBexxaaHu npoydBaHus 3a KaHIIEPOTEHHOCT.

PenpoayKTHBHA TOKCUYHOCT

B enHo nmpoyuBane 3a TOKCHIHOCT Ha pa3ButreTo 0,2 ml OT BakCHHA ChC ChCTaB, ChIBPIKAI CHITIOTO
komnuectBo HPHK (100 Mukporpama) u Ipyru chCTaBKH, BKIIOYEHH B eTUHUYHA 1032 Ha Spikevax 3a
X0pa, € IPUIOKEeHa Ha KEHCKH IUIbX0BE HHTPaMyCKyJIHO B 4 cirydas: 28 u 14 quu npenu undrocBane
n Ha recrauuoHed Jen 1 u 13. Aurutsmo-orrosopu cpeiry SARS-CoV-2 ce nabmonasar npu
KEHCKUTE TUIBXOBE OTIIPEIN YM(PTOCBAHETO /IO Kpasi HA MPOyYBaHETO Ha 2 1-BUs JTaKTAI[IOHEH JICH,
KaKTO U IpH (eTycuTe U MOKOoJICHUETo. B mpoyuBaHneTo HAMa CBBP3aHU C BAKCHHATA HEXXETaH!
edeKTH BbpXY (HEepTUINTETA MIPH KEHCKUTE, OPEMEHHOCTTa, eMOPUO(ETATHOTO pa3BUTHE, PA3BUTHETO
Ha [TOKOJICHUETO WM MOCTHATAIIHOTO pa3BUTHe. JIUncBaT faHHM Aainu BakcuHarta Spikevax
MpeMHHaBa Mpe3 IUIalleHTaTa Wik ce eKCKPeTHpa B MIISKOTO.

6. DOAPMAIIEBTUYHMUA JAHHHA
6.1 CHmcbk HAa HIOMOIIHHUTE BElIECTBA

SM-102 (xenranekan-9-un 8-{(2-xuaporcueTiT)[6-0KCcO-6-(YHICIHITOKCH )XEKCHII|aMHHO } OKTAHOAT)
Xonecrepoin

1,2-mucreapow-sn-riumiepo-3-pochoxonun (DSPC)

1,2- IMMUpPHCTOMI-raC-TauIepo-3-MerokcumoareTuneHrmkon-2000 (PEG2000-DMG)

Tpomeramon

TpomeTaMosI0B XUAPOXIOPUIT

OueTHa KucenuHa

Harpues anerar tpuxuapar

3axaposza
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Bona 3a umxexknuu
6.2 HecbBMecTHMOCTH

To3u nekapcTBeH MPOAYKT HE TPSOBA 1a ce CMecBa C APYTH JISKAPCTBEHU MPOIYKTH WIIH Ja e
paspexna.

6.3 Cpok Ha rogHOCT

HeotBopen MHOron0308 uiakoH (Spikevax 0,2 meg/ml nrkekimonsa qucnepeus U Spikevax
0,1 mg/ml nHX)eKIMOHHA JUCIIEpCHs)

9 mecera mpu -50°C mo -15°C.

B pamkuTe Ha mepuona ot 9 Mecera, ciieq] I3BaXKIaHe OT Gppu3epa, HEOTBOPEHUAT (PIIaKOH C BAKCHHA
MOJe Jia ce ChXpaHsBa B xyaamwiHuk rnpu 2°C no 8°C, 3amuTeH ot cBeTyinHa, MakcuMyM 3a 30 nuu. B
paMKHUTE Ha TO3W IIEPHOJ, 3a TPAHCIIOPTHPaHe MOXKe Ja ce n3noa3Bar no 12 gaca mpu 2°C go 8°C (Bxk.
TOuKa 6.4).

Cn1110 € ToKa3aHa XUMHUYHA B (PU3WYHA CTA0MIIHOCT HAa HEOTBOPEHH (DJTAKOHU C BAaKCUHA B
npoabDKeHne Ha 12 Meceria, korato ce chxpanssar rnpu -50°C mo -15°C, npu ycjoBHe Ye IOM KATo
BeIHb:K ObJ/le pa3Mpa3eH U 0cTaBeH Ha cbxpaHeHue npu 2°C g0 8°C, u e 3alIUTEH OT CBETIIMHA,
HEOTBOPEHUAT (PJIAKOH IIIe 1A ce U3MO0JI3BAa B paMKuTe HA He moBeue oT 14 quu (Bmecto 30 mHWU,
KaKTO KOTaro ce cbxpansBa npu -50°C o -15°C 3a 9 mecena), 6e3 /1a ce HaABHIIABa OOIIOTO BpeEMe 3a
cbXpaHeHue oT 12 mecera.

BG,I[H’L)K pa3Mpa3cHa, BakCHaTa HE TpH6Ba Ja Cc€ 3aMpa3ssaBa MOBTOPHO.

HeotBopenara BakcuHa Moe fa ce cbxpansBa mipu 8°C no 25°C no 24 yaca ciej u3BaXJaHe OT
XJIATUITHHK.

IIyuakTupasd MHOroo308 duiakoH (Spikevax 0.2 mg/ml umkekimonsa nucnepens U Spikevax
0,1 mg/ml uHX)eKIMOHHA AUcIIepCcus)

JlokazaHa € XUMWUYHA U (U3UYHA CTAOWIIHOCT IpH ynoTpeda B mpoabbkeHne Ha 19 yaca cien
IbPBOHAYATHOTO IMyHKTHpaHe mpu 2°C 1o 25°C (B paMKUTE Ha AOMYCTUMHUS CPOK 3a YIIoTpeda ot
cpoTBeTHO 30 mnmu 14 muau npu 2°C no 8°C u BrimtountenHo 24 yaca npu 8°C go 25°C). Ot
MUKpPOOMOJIOTUYHA TJIEIHA TOYKA MPOAYKTHT TPIOBa Jia ce U3MO0JI3Ba He3a0aBHO. AKO BaKCHHATAa HE Ce
M3II0JI3BA BeJIHATA, TIEPHOIBT HA M3IOI3BaHE M YCIOBUATA HAa ChXpaHEHHUE Mpenn yrnoTpeda ca
OTTOBOPHOCT Ha MOTPEOUTEINS.

Spikevax 50 MukporpaMa HHXEKIIMOHHA AUCIIEPCUS B IPEABAPUTEIHO HANBJIHEHA COPUHIIOBKA

9 mecena mpu -50°C no -15°C.

B pamkuTe Ha mepuoa ot 9 Mecena, cien U3BaxkaaHe OT pprsepa MPeABAPUTEITHO HAITBITHEHNUTE
CIIPHHIIOBKH MOJKE Jla C€ ChXpaHsBar B xjaaauaHuk rmpu 2°C mo 8°C, 3aUTeHH OT CBETIINHA,
MakcumyM 3a 30 qHE (BK. Touka 6.4).

CaIlo e ToKa3aHa XUMHYHA U PU3HYHA CTAOWITHOCT HA HEOTBOPEHH MPEABAPUTEIHO HATBITHEHU
CIPUHIIOBKH B NMPOJIBIDKEHNE Ha 12 Mecela, koraro ce cbxpansasar npu -50°C o -15°C, npu
yCJIOBHE 4Ye IOM KATO BeIHBK 0b/e pa3Mpa3zeHa H ocTaBeHa Ha cbxpaHeHue nmpu 2°C 10 8°C u e
3alIUTeHa OT CBETJIHMHA, MPeABAPUTEIHO HATbJIHEHATA CIPUHIIOBKA 1€ Ce U3I0JI13Ba B PAMKHTE
Ha He moBeye oT 14 qum (BMecto 30 mHU, KoraTo ce chxpansasa mpu -50°C mo -15°C 3a 9 mecera), 6e3
Jla ce HaJIBMIIaBa OOIIOTO BpeMe 3a ChbXpaHeHue oT 12 mecena.

BGI[H’B)K pa3Mpa3cHa, BaKCHATa HC Tpr6Ba Ja Cc€ 3aMpa3ssaBa MOBTOPHO.
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[IpenBapurenHo HamrbIHEHATa CIPUHIOBKA MOXe J1a ce chxpansiBa pu §°C 1o 25°C go 24 yaca cnen
M3BaXKIAaHEe OT XJIAAIHHKA.

6.4 CneuuajHu ycja0BUsI HA CbXpPaHeHHe

Spikevax 0,2 mg/ml unxkekiwmonsa gucnepeus U Spikevax 0.1 mg/ml MHKXEKIIMOHHA UCIIEPCUS
(MHOT01030BH (HJIAKOHHN)

Ja ce cbxpansBa BbB Gpusep npu -50°C go -15°C.

CoxpaHsBaiite ¢iakoHa BKapTOHEHATa OMAKOBKa, 3a Jia Ce MPEANa3y OT CBETIIHHA.

3a ycaoBuATa Ha ChXPAaHEHHE CIIE]T pa3MpassiBaHe Ha JIEKapCTBEHHS POIYKT BIKTE TOUKa 6.3.
3a yCcnoBuUsATa HA ChXPAHCHUE HA MHOTO/I030BUs (DJIAKOH CIIC/ MBPBOHAYATHO OTBAPSHE BUKTE
TOoYKa 6.3.

Tpancnopmupate Ha pazmpasenu MHo2000308U (prakoHu 6 meuno cvcmostue npu 2°C oo 8°C

Axo Tpadcnoptupaneto 1mpu -50°C 110 -15°C He e Bb3MO0KHO, HAIMYHHU ca JJaHHH, CIIOPE]] KOUTO €
BB3MOKHO TPAHCIIOPTHPAHETO HA €IMH WIH NIOBEYE pa3MpaseHU (IakoHa B TEYHO ChCTOSIHHE 32
nepuoa 1o 12 gaca ipu 2°C go 8°C (B pamkute Ha 30-mHEBHUS Wi 14-THEBHUS CPOK HA TOTHOCT,
cpoTBeTHO Iipu 2°C 1o 8°C). Benubk pa3mpazeHu U TPaHCIIOPTHPAHHU B T€UHO cheTosiHue mpu 2°C 10
8°C, dhnmakonuTe HE TPsAOBA 1a ce 3aMpa3sBaT MOBTOPHO, a 1a ce chxpansasar mpu 2°C mo 8°C no
TAXHOTO H3IIOJI3BAHE.

Spikevax 50 MukporpaMa MHXEKIIMOHHA JUCIEPCHUS B IPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

Ja ce cpxpansnBa BbB Gpusep npu -50°C go -15°C.

ChxpaHsBaiiTe MpeIBAPUTEIIHO HAMMBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKA, 34 J1a CC
npennasu OT CBETIIMHA.

3a ycnoBuUATa Ha ChXPAHEHHE CIIE] pa3Mpa3siBaHe, BIXKTE TOUKa 6.3.

Tpancnopmupane na pasmpasenu nPpeosapumento HanviaHeHu CNPUHYOBKU 8 MEYHO CbCMOAHUE NPU
2°C 0o 8°C

Axo tpancnoptupanero npu -50°C go -15°C He € BB3MOKHO, HATUIHH ¢a JaHHH, CIIOPET KOHUTO €
BB3MO’KHO TPAHCIIOPTHPAHETO HA €/1HA WM MIOBEYE pa3Mpa3eHU MpeIBapUTEIHO HAITbIHEHU
CIPUHIIOBKH B Te4HO cherostHne Tipu 2°C 1o 8°C (B pamkute Ha 30-1HeBHUS WK 14-1HEBHUS CPOK HA
rogHoct cboTBeTHO TpH 2°C 1o 8°C). Benubx pazMpazeHH U TPAaHCIOPTUPAHHU B TEUHO CHCTOSHUE
mipu 2°C no 8°C, mpeaBapuTeIIHO HATBITHEHUTE CIPHUHIIOBKY HE TPsIOBa /1a ce 3aMpa3siBaT MOBTOPHO, a
na ce cbxpansiBat npu 2°C 1o 8°C 10 TAXHOTO U3MOJI3BaHE.

6.5 Bwuawu cpabpxkaHue Ha OMAKOBKaTa

MHoroio308u (prakoHn

Mno2o00306 paaxon (Spikevax_0,2 mg/ml unocexyuonna oucnepcust)

5 ml gucnepcust B MHOT0/1030B (Dj1akoH (OT CTHKJIO TUN | MM €KBUBAJICHT Ha CTHKJIO THII 1, WK
IUKJIMYeH 0Je(HOB MOIMMEpP C BETPENTHO OapHUEPHO MOKPUTHE) ChC 3aImymIaika (XJI0po0yTHIoB
KaydyK) U oOKaTka (aTyMHHHEBa 00KaTKa) C YepPBEHO OTUYIIBAILIO CE Karaye.

Omnaxkogka: 10 MHOr0o1030BU (hitakoHa. Beeku duakon chabpxka 5 ml.

Spikevax_0, I mg/ml unocexyuonna oucnepcus

2,5 ml gucrniepcrst OT B MHOT01030B (pJ1akOH (OT CTHKJIO THIT | MM €KBUBAJICHT HA CTHKJIO THI 1, MK
LIUKJIYEH 0Je(MHOB MOJMMEpP C BETPEUIHO OapUEPHO MOKPUTHE) ChC 3amyiaika (XJI0poOyTHIIOB

KaydyK) U oOKaTka (aryMHHHEBa 00KaTKa) ChC CHHBO OTYYIIBAIIIO CE Karade.

OmnakoBka: 10 MHOTOZ030BH (hiakoHa. Beekn dmakoH chabpxa 2,5 ml.
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SDikeV&X 50 MHKpOrpaMa MHXXCKIIMOHHA JUCIICPCHUA B IIPCABAPUTCIIHO HAITBJIHCHA CITPUHITOBKA

0,5 ml gucniepcust B mpeABapUTEIHO HATBIHEHA CIPUHIIOBKA (OT HUKJINYEH 0J1e()MHOB MOJIHUMED) C
riaBa Ha 0yTanoTo (OpoMOOYTHIIOB KaydyK C MMOKPHUTHE) U TpeAna3Ho Kamnade (OpoMOyTHIIOB KaydyK,
0e3 uria).

Bcska omakoBka CbAbpPiKa 5 mpo3pavyHu 6HI/ICT€pa, BCCKH OT KOHUTO ChAbPrKa IO 2 MpeaABAPUTCIIHO
Hall'bJIHCHHU CIIPUHIIOBKH.

OmnaxoBka: 10 npeaBapuTeNTHO HATBIHEHN CIPUHIIOBKHU. Besika mpeaBapuTeHO HarbJIHEHA
cnpuHLOBKa chabpxa 0,5 ml. He u3nosnspaiiTe npeaBapuTeHO HaIbJIHEHA CIPUHIIOBKA 32
HIDKEKTHpaHe Ha gactuueH odem - 0,25 ml.

6.6 CneuuajaHu npeana3Hu MepKH NPH U3XBbPJIsiHE U padoTa

Bakcunara Tp$I6Ba Aa CC MPUTOTBA U MOCTaBA OT 06yIICHI/I MCOUIWHCKU CIICHUAIIMCTH IIPU CIIa3BAHEC
Ha aCCIITUYHU TCXHHUKU, 3a Jia C€ rapaHTUpa CTCPUIIHOCT Ha AUCIICPCHUATA.

drakoOHHUTE U MPEABAPUTEIIHO HAIIBIHCHUTE CIIPUHIIOBKH J1a Ce ChXpaHsIBaT BbB (pusep npu -50°C 1o
-15°C.

CoxpansBaiite GpIaKoHUTE U MPEIBAPUTEITHO HAITBITHEHUTE CIIPUHIIOBKH B KAPTOHEHATa OMaKOBKa, 3a
Jla ce TpeAnas3sT OT CBETIUHA.

MHOro10308 d)HaKOH

BakcuHnara e roToBa 3a ynotpeba ciies pa3mpassiBaHe.

Jla He ce pa3kiala Wwin pa3pexaa. 3aBbpTeTe JISKO (iakoHa clie]] pa3MpassiBaHe U MPEAH BCSIKO
W3TETJISHE.

Spikevax_0,2 mg/ml unscexyuonna oucnepcus
Ot Bceku (pi1akoH (YEpBEHO OTUYIBAIIIO CE Kamaye ) MOXKe Jia ce U3TerIAT MakcumyM jeceT (10) 1o3u
(o 0,5 ml Bcsaka) wm makcumyM aBazaecet (20) mosu (o 0,25 ml Besika).

[IpenoprunTenHo e 1a mpoOoskIaTe 3amymaikaTa Ha pa3IiaHO MICTO BCekH MbT. He myHKTHpaiiTe
(nmaxona noseye oT 20 MBTH.

B®B Bceku (1akoH ce ChabpIKa U3IHIIBK, 32 J1a MOXKE Ja Ce TApaHTHPa TOCTaBsIHETO HA MAKCUMYM
10 no3u no 0,5 ml Besika wimu makcumyM 20 go3u o 0,25 ml.

VBepere ce, ue (pIaKOHBT UMa YEPBEHO OTUYMBAIIO CE Kanade 1 HAHMEHOBAaHHETO Ha MPOAYKTa €
Spikevax 0,2 mg/ml. Ako pakoHBT € ChC CHHBO OTYYIIBAIIO CE Karnauye 1 HAMMEHOBAHUETO Ha
npoaykta e Spikevax bivalent Original/Omicron BA.1 umu Spikevax bivalent Original/Omicron
BA.4-5, mos1, HampaBeTe CIIpaBKa ¢ KpaTKara XapaKTEpPHUCTHKA Ha TIPOTyKTa 32 TO3U ChCTAaB.

Pa3mpasere Bceki MHOT0/1030B (DJIakOH Tpenu yrnoTpeda, Karo ciieqBare yKa3aHusTa 1mo-10.1y

(Tabnuua 7). Koraro ¢nakoHBT € pa3Mpas3eH B XJIaJUIIHHUK, OCTaBeTe I'0 Ha cTaiiHa TeMiepaTypa 3a
15 MuHYTH NIpen NpUIIoKEeHUE.
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Tadauua 7. Yka3aHus 3a pa3Mpa3siBaHe Ha MHOT'0/1030BH (pJIakoHHU Npeau ynorpeda

Yka3zaHus 1 NPOIbIKUTETHOCT HA pa3Mpa3siBaHe
TemmnepaTypa
Temneparypa | Ilpoabixu Ha
patyp POl IIpoabikuTeN
OnakoBka Ha TeJIHOCT Ha | pa3Mpa3siBa HOCT Ha
pa3Mmpa3ssiBaHe | pa3mpa3ssiBa | He
. pa3mpa3ssiBaHe
(B XJIaIWJTHUK) | He (npu craiiHa
TeMIepaTypa)
2yacau
MHoro10308B QuiakoH 2—8°C 15°C-25°C 1 yac
30 munyTHT

Spikevax 0,1 mg/ml unscexyuonna oucnepcus
ITet (5) mo3u (mmo 0,5 ml Besika) wmn MakcumaiHo meceT (10) mo3u (mo 0,25 ml Besika) Moske ga Obaat
W3TErJICHU OT BCEKH (PIIakOH (CMHBO OTUYIBAIIO CE Karaye).

VBepere ce, ue (IakoHbT UMa CHHBO OTUYIIBAIIO Ce Karaye ¥ MIMETO Ha MpoaykTa e Spikevax

0,1 mg/ml. Ako pakoOHBT € ChC CHHBO OTUYIIBAIIO CE Karaue U MIMETO Ha MmpoaykTa e Spikevax
bivalent Original/Omicron BA.1 umu Spikevax bivalent Original/Omicron BA.4-5, moJis1, HanpaBeTe
CIIpaBKa C KpaTKaTa XapaKTCpUCTHUKA Ha POJAYKTa 3a TO31U CHCTaB.

XKenarenHo e BcekH BT Aa NpoOuBaTe 3amyliajKara Ha pa3IiuyHO MSCTO.

BBB Beceku (hakoH ce ChIabpiKa U3IHIIBK, 32 J1a MOXKE JIa CE TapaHTHPa JIOCTABSIHETO HA 5 JTO3U 110
0,5 ml mm makcumanao 10 mo3u mo 0,25 ml Beska.

PasmMpazere Bcekn MHOT0/1030B (hJ1aKOH MpeH yroTpeda, KaTro cieqBare yKa3aHusTa 1o-/10ITy

(Tabmuua 8). KoraTo ¢iakoHBT € pa3MpaseH B XJIaJIWITHHUK, OCTaBeTe TO Ha CTaifHa TemrepaTypa 3a 15
MUHYTHU TPEAH MPUIIOKEHHE.
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Tadoamua 8. Yka3aHus 3a pa3Mpa3siBaHe Ha MHOT'0/1030BH (pJIakoHHU Npeau ynorpeda

Yka3aHusi M NPOAbJKHTETHOCT HA pa3MpassiBaHe

TemnepaTtypa
Temneparypa | Ilpoabiku | Ha
patyp PO IIpoabiKkuTEN
OnakoBka Ha pa3Mpa3ssi- | TeJIHOCT Ha | pa3Mpa3ssiBa HOCT Ha
BaHe (B XJa- pa3mpassBa | He
" pa3MpassiBaHe
AUJTHHUK) He (npu crajina
TeMIepaTypa)
24acau
MHoro10308B QuiakoH 2—8°C 15°C-25°C 1 yac
30 MuHyTH

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

Spikevax 50 Mukporpama B IpeIBapUTEIHO HATbIHEHA CIIPUHIIOBKA

I[a HE CC pa3Kkiiallla Uiu paspeikaa CbABPKAHUECTO HA MMPEABAPUTCIIHO HAITBJIIHCHATA CIIPUHIIOBKA.
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Bcesika mpeBapuTeITHO HAMTBJIHEHA CIIPUHIIOBKA € CaMO 3a €JIHOKpaTHa yrnoTpeba. BakcnHara e roToBa
3a ynotpeba ciesl pa3mpassiBaHe.

C Bcsika MpeIBapUTEIHO HAITBIHCHA CIIPUHIIOBKA MOXe 1a ce npuioxu efana (1) mo3a ot 0,5 ml. He
M3II0JI3BaiiTe MPEBAPUTEITHO HAITBJIHEHA CIIPUHIIOBKA 3a HHDKEKTUPaHe Ha yacTudeH odem - 0,25 ml.

Spikevax ce qocTaBs B €IHOA030Ba, MPEABAPUTEITHO HAITBIHEHA CIPUHIIOBKA (0€3 WrJia), ChIbpiKama
0,5 ml (50 muxporpama) uPHK u TpsioBa na ce pa3mpasu mpean MpuiioKeHue.

[Ipean ynorpeba pazmpasere BCsKa MpeIBapUTETHO HAITBJIHEHA CIPUHLIOBKA, CIICABAWKN YKa3aHUSTA
no-ioury. CIIpHHIIOBKHUTE MOKE JIa c€ pa3MpassBaT B OMcTepute (BCEKU OJIIMCTEP ChABpPKA

2 mpeaBapUTEIHO HAITBIHEHHU CHPUHIIOBKU) WM B camaTa KapTOHEHA OIaKOBKa, B XJIAAWIHUK WU Ha
craiina temneparypa (Tabmuua 9). Korato cipuHiioBkaTa € pa3MpaseHa B XJIQJIWIHUK, OCTaBeTe g Ha
CTailHa TeMnepaTtypa 3a 15 MUHYTH IIpenn MPUIOKEHUE.

Ta6auua 9. Ykazanus 3a pazmpa3siBaHe Ha NPeABAPUTEIHO HANNbJIHEHU CIPUHIOBKH H
KAPTOHEHH ONMAKOBKH INpean ynorpeda

Yka3aHug 3a pa3Mpa3siBaHe M HEroBaTa NMPoABLIKHUTEIHOCT
Temneparypa
Temmneparypa Tposnku Hli)l P
H[; P TEJTHOCT a3MDa3siBa IpoabxuTe
OnakoBka A3MDAISBANE Ha P Ee HOCT Ha
pasmp pa3mpassaB . pa3mpa3ssiBaHe
(B XJIaAUTHHK) (npu craiina
©O) ane TeMnepaTypa) (MumyTH)
(MUHYTH) (opc) yp
IIpensapurenno
HaI'bIHEHA 2-8 55 15-25 45
CTIPUHIIOBKA B OJIMCTED
KapTtonena onakoBka 2-8 155 15-25 140

VBepere ce, ue UMETO Ha MPO/IYKTa Ha MPEIBAPUTENHO HaITbJIHEHATa CIIPHHIIOBKA € Spikevax

50 mukporpama. Ako uMeTo Ha rmpojaykra e Spikevax bivalent Original/Omicron BA.1 wmu Spikevax
bivalent Original/Omicron BA .4-5, Mo, HamipaBeTe CIpaBKa ¢ KpaTkara XapakKTEpUCTHKA Ha
MPOJIYKTa 33 TO3U ChCTAB.

Vkazanus 3a pa60ma Cc npeaeapumeﬂHo HAanvjHeHume CnpuHyoeKu

. OcrTagere BcsKa IpeABapUTEIIHO HATBITHEHA CIIPUHIIOBKA Ha cTaifHa Temmneparypa (15°C mo
25°C) B npoabKeHUE Ha 15 MUHYTH IPEAH NPUIIOKECHHUE.

° Ha He ce pasknaia.

° [Ipenu npunokeHne NpeaBapUTEIHO HATbJIHEHATa CIPUHLIOBKA TPsiOBa Ja ce orvieaa 3a

HaJIM4IKUC HA BUAUMHU YaCTHIU U TPOMsHA B LIBETA.

e Spikevax e 6sia 10 mouTH Osi1a aUctieperst. Moxke a ChabpiKa OeNn WK TMOIyIPO3padHu
YaCTHUIH, TIPUCHIIM Ha poaykTa. He mpunaraiite, ako BAKCHHATA € C MPOMEHEH LBST HIIH
ChABPXKA IPYTU BUAUMH YaCTHUIIH.

. Hrnute He ca BKIIOYEHU B KAPTOHEHUTE OTIAKOBKU HA MPEIBAPUTEITHO HAIBIHEHUTE
CHPUHIIOBKH.

] W3non3BaiiTe CTEpUIIHA MIJIA C TOIXOIII Pa3Mep 3a HHTPaMyCKyJIHO nmkektupane (216G win
ITO-THHKH HLJIH).

° OTcTpaHeTe KaraykaTa OT CIIPUHIIOBKAaTa 4pe3 3aBbpTaHe B MOCOKA 00paTHa Ha YaCOBHUKOBATA
CTpeJKa.

° [TocTaBere urmara, KaTo s 3aBBPTUTE IO ITOCOKA HA YaCOBHUKOBATA CTPEJKA, TOKATO CE 3aKPETH

n00pe BbPXY CIPHHIIOBKATA.
° MaxHeTe Kanaykara Ha UIJIaTa, KOraTo CTe TOTOBH 3a MPUIIOKECHUE.
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o HpI/IJ'IO)KCTC [s1aTa 103a UHTPaMyCKYJIHO.

U3xBBpIIHE

Hewnsmon3paHusT nekapcTBEH NPOMYKT WK OTIIAJbYHUTE MaTepHaI OT HETO TPSOBa Ja ce M3XBBPIIT
B ChOTBETCTBHE C MECTHUTE U3UCKBaHUS

7. IMPUTEXATEJ HA PASBPEHIEHUETO 3A YIIOTPEBA
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 PIt 12

Madrid 28002

Hcnanus

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

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

9. JATA HA ITBbPBO PA3ZPEIIABAHE/TIOJJHOBSIBAHE HA PASPEIHLIEHUETO 3A
YIHOTPEBA

Jlata Ha mBpBO paspemaBane: 6 sayapu 2021 r.
[Jara Ha mocneqHo nomHoBsiBaHe: 03 okromBpu 2022 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Toapo6Ha nH(pOpMAITHS 32 TO3M JIEKApPCTBEH MPOAYKT € IpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHIus 110 JIeKapcTBara http://www.ema.europa.eu.
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vTosn JIEKapCTBEH MPOAYKT MOJIEKH Ha TOMBIHUTEIHO HabmoaeHue. Tosa 1e mo3Boiu 06p30To
yCTaHOBSIBaHE HA HOBA MH(POpMaIU OTHOCHO Oe3omacHocTTa. OT MEAMIIMHCKHUTE CIICIIMATICTH Ce
W3UCKBA J1a ChOOIABAT BCSAKA IM0I03UPaHa HeXKenaHa peakuys. 3a HaurHa Ha ChoOIIaBaHe Ha
HEe)XeJIaHW PeaKIuy BIKTe Touka 4.8.

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Spikevax bivalent Original/Omicron BA.1 (50 muxporpama/50 Mukporpama)/ml HEKeKIIMOHHA
JUCTIEPCHST

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MukporpaMa HHKEKIIMOHHA AUCIIEPCHS
Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 Mukporpama WHKEKIIMOHHA AUCTIEPCHS
B MIPE/IBAPUTEITHO HAITBIIHEHA CIIPUHIIOBKA

nPHK Baxcuna cperry COVID-19

COVID-19 mRNA Vaccine

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Ta6auna 1. KauecTBeHn u kom4ecTBeH cheraB Ha Spikevax bivalent Original/Omicron BA.1

KosinyecTBO HA aKTUBHOTO OnakoBKka Jo3za(un) CnbeTaB 3a 103a
BeNIeCTBO B /1030Ba eTHHHIIA
Spikevax bivalent MHOT0/1030B
Original/Omicron BA.1 dmakon 2,5 ml | ©aosumo | Exna no3a (0,5 ml) cbabpxa
(50 muxporpama/50 mukporpama)/ | (CHHBO 0,5ml 25 MHKpOrpama eazomMepan
ml HHKEKIIHOHHA U CIIePCHsl oTuynBamo ce | Besikawm | (elasomeran) u 25 Mukporpama
Kanaye) 10 no3u o | umenazomepan (imelasomeran),
0,25 ml nPHK Bakcuna cpeury COVID-19
BCsIKa (ayxsIe03uaHO MOaMMHUIIIPaHA)
MHOromo0308 10 mo3m (BKJIFOUCHA B JIMITUIHU
¢maxon 5 ml o 0,5 ml HAHOYACTHITH).
(hnaxkoH (CHHBO | BCSAKA WITH
oruymBamio ce | 20 no3u o | Exna no3a (0,25 ml) chabpika
Karaue) 0,25 ml 12,5 Mukporpama enazoMepaH u
BCsIKA 12,5 Mukporpama umenazomepas,
uPHK Bakcuna cperry COVID-19
(ayxsIe03uaHO MOUMUIIPaHa)
(BKJIFOYCHA B JTUITHIHH
HAHOYACTHUIIN).
Spikevax bivalent Ennonosos 1 noza
Original/Omicron BA.1 ¢maxor 0,5ml | 0,5ml
25 mukporpama/25 Mmukporpama (cuHBO
HHKEKIIMOHHA THCTIepPCUst OTYYIBAIIO CE
Karraye) Cawmo 3a Enna no3a (0,5 ml) ceabpika
eIHOKpaT | 25 MHKpOrpama ella3oMepaH 1
Ha 25 MHUKporpaMa uMena3oMepaH,
ynorpeba. | uPHK Bakcuna cpemry COVID-19
Spikevax bivalent Ipeasapurenn | 1 mosza (ayxi1eo3uaHo MoaudUIpaHa)
Original/Omicron BA.1 0 HaIrbJIHEHA 0,5 ml (BKJITIOUYEHA B JIMITHIHU
25 mukporpama/25 Mmukporpama CIIPUHIIOBKA HAHOYACTHIIN).
WHKEKIIMOHHA TUCTIEPCHUs B Camo 3a
NpeIBAPUTETHO HATbJIHEHA €IHOKpaTH
CIIPUHIIOBKA a
ynotpeoa.
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Enazomepan e eqHoBepmkHa, 5’-kenupana uHopmarmonna PHK (nPHK), npouseenena ¢
U3II0JI3BaHETO Ha Oe3KJIeThYHa IN Vitro Tpanckpumuus ot cborBeTHHTEe JJHK-MaTpuy, koaupanm
BupycHus mwunoB (S) nporern Ha SARS-CoV-2 (opurnnanHa).

Nmenazomepan e enHoBeprkHa, 5S’-kenupana nHopmanuonna PHK (uPHK), npousBenena ¢
U3II0JI3BaHETO Ha Oe3KJIeThYHa IN Vitro Tpanckpumuus ot cborBeTHUTe JJHK-MaTpuy, koaupanm
BupycHus wunoB (S) nporerH Ha SARS-CoV-2 (Omicron BA.1).

3a IIBJIHMS CIIMCHK Ha IIOMOIITHUTE BCIICCTBA BMXKTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA

WmxekponHa aucnepcus

bsuta o mouTn Gstma muctrepcus (pH: 7,0-8,0).

4. KJIUMHUYHU JAHHHU

4.1 TepaneBTUYHHU MOKA3ZAHUS

Spikevax bivalent Original/Omicron BA.1 e nioka3aHa 3a akTHBHAa KMYHH3AIIUS 32 TIPCBEHITHS Ha
COVID-19, npuunnen ot SARS-CoV-2, npu uua Ha 6 1 moBede roAWHH, KOUTO BEYe Ca MOy YHIIH
MOHE Kypc Ha mbpBUYHA BakcuHanui cpenry COVID-19 (Bx. Touku 4.2 u 5.1).

Ynotpebara Ha Ta3u BakCHHA TPsiOBa Ja Ob/Ie B CHOTBETCTBHE C O(HUIIMATHUTE MPETOPHKH.

4.2  Jlo3uMpoBKa U HAYMH HA MPHJIOKEHUE

EO3I/I|ZOBK3

Jluya na év3pacm 12 200unu u no-6v3pacmHu
Iozara Spikevax bivalent Original/Omicron BA.1 e 0,5 ml ce npuiara HHTpaMycKyJIHO.

Heya na év3pacm om 6 0o 11 2o0unu
Jo3ara na Spikevax bivalent Original/Omicron BA.1 e 0,25 ml ce mpunara UHTPaMyCKYJIHO.

Mexny npunoxennero Ha Spikevax bivalent Original/Omicron BA.1 u nocieanara npeaxo/iHa 103a
BakcuHa cpenty COVID-19 tps6Ba na mMa WHTEpBaI OT Hal-MaJIKo 3 Mecera.

Spikevax bivalent Original/Omicron BA.1 e noka3ana camo 3a JinIia, KOUTO MPEIX TOBA Ca MOy YN
IOHE KypcC Ha MbpBUYHA BakcuHarms cpeury COVID-19.

3a moApoOHOCTH OTHOCHO Kypca Ha MbPBUYHA BaKCHUHAIIMS IIPH Bh3pacT 6 u MmoBeue rOAMHU, MOJIS,
BIDKTE KpaTKaTa XapaKTepUCTUKa Ha IpoaykTa 3a Spikevax 0,2 mg/ml nHXeKIIMOHHA TUCTIepCHsl.

Ieouampuuna nonynrayus
besonacHoctTa 1 edukacHoctTa Ha Spikevax bivalent Original/Omicron BA.1 npu sena Ha Bb3pact

nona 6 TOAWHHA BCC OLIC HE Ca YCTAHOBCHU. JluncBar JaHHH.

Cmapuecka év3pacm
He ce nanara kopurupase Ha go3aTa pu JIMIa B CTapuecKa Bb3pacT =65 roJuHu.

Hauwun Ha IPHUITOKCHHUC

Baxcunara TpsiOBa 11a ce mpriiara MHTpaMyCKyJTHO. 3a TIPEIIOYNTaHe € B IENITOUTHUS MYCKYJ B
ropHara 4acT Ha pbKara.
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He an/InaraﬁTe Ta3W BAKCUHA UHTPABACKYJIApHO, IIOAKOKHO WK UHTPAACPMAJIHO.

Bakcunara He Tpsi6Ba 1a ce cMecBa B e[lHa U ChIlla CIPUHLIOBKA ¢ APYTH BAKCUHU WU JICKApCTBEHU
HPOIYKTH.

3a npenna3HuTe MEPKU, KOUTO TPSIOBA J1a O'bIAT B3ETH MIPEIU NPUIIOKCHHUE HAa BAKCHHATA, BUKTE
Touka 4.4.

3a yka3aHus OTHOCHO pa3Mpa3sBaHETO, paboTaTa ChC U U3XBBPJISTHETO HA BAKCHHATA, BHXKTE
TOYKa 6.6.

4.3 TIlpoTruBOmMOKA3aHUSA

CBpPBXUYBCTBHTEIHOCT KbM aKTHBHOTO BEILECTBO WIIH KbM HSKOE OT IIOMOIIHHUTE BELIECTBA,
n30poeHu B Touka 6.1.

4.4 CpoeuuajHu NpeaynpexIeHus U MPeINa3Hu MepPKH NPHU ynoTpeda

[Ipocneaumoct

3a na ce moo0pH MPOCIeIUMMOCTTa Ha OMOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U AP THTHUST
HOMED Ha MPWIOKECHISI MPOAYKT TPSOBa SICHO JIa CE 3aIMCBaT

CBPBXYYBCTBUTEIHOCT M aHADMIAKCHS

Nma cpoOuienus 3a anadwiiakcus mpu Juia, noiayuwim Spikevax (opurunanHa). Bunaru Tpsosa na
MMa Ha pa3noyIoKeHHe TOAXO0 A0 MEAUIIHCKO JICUeHHE 1 HAOII0ICHUE B CITy4ai Ha
aHa(pUIIAaKTUYHA PEeaKIMs CIIe]] IPUIIOKCHUE Ha BAKCHHATA.

IpenopbyBa ce BHUMATETHO HAOJIOCHUE B IPOABIKCHUE HA Hali-Manko 15 MUHYTH ciel
BakcuHarusara. Ilocmensamm go3u Spikevax bivalent Original/Omicron BA.1 He TpsiOBa 1a ce

npuiiarat Ha JIMIa, KOUTO ca MOTyYrIH aHadUIIaKCchs IPH TpeauIHa 1o3a Spikevax (opuruHaiHa).

MUOKapIUT U HEPUKADIUT

C’BH_ICCTBYBa MOBHUIICH PHUCK OT MUOKApAUT U NCPUKAPAUT CJIC BaAKCUHALIUA CbC Spikevax.

Te3u 3a007sIBaHUST MOKE J1a CE PA3BHAT JIO HAKOJIKO JTHH CJIC/ BAKCUHAIIUATA U HACTHIBAT MPEIUMHO
B pamkuTe Ha 14 nuu. Te ca HaOIOAaBaHM MMO-YECTO NP MO-MJIAJIH MBXKE U TI0-4eCTO CJIe]] BTopaTa
11033, B CpaBHEHHE C IIbpBaTa 103a (BX. Touka 4.8).

Hamuunaure JaHHU TMOKa3BaT, Y€ B MOBCYCTO CIIydYan HACTHIIBAa Bb3CTAHOBABAHEC. B msxon clIydau ce
Hajiara noAabp:KaHe ¢ MHTCH3UBHU I'PUXKU U Ca Ha6J'IIOZ[aBaHI/I " CJIy4au.C JICTAJICH U3XOM.

MenuuuHCKUTE CIeHUaIMCTH TPsiOBa Aa ObAaT OOUTENHY 3a MPU3HALMTE U CUMIITOMUTE Ha
MHUOKapAUT U IepuKapanT. Bakcunupanute nuna TpsdBa 1a ObAaT HHCTPYKTUPAHU Ja TOTHPCAT
He3a0aBHO MEIUIIMHCKA IIOMOLLL, aKO Pa3BHUAT CUMITOMH, IIOKA3aTEIHN 32 MUOKApIUT WU
MepUKapIUT KaTo (0CTpa U MPOIBIDKUTENHA) O0JIKa B TBPANTE, 3ayX WIN MaJIMUTAIUN CIIe]T
BAaKCHHAIUATA.

MenuITMHCKHTE CIISITHAMCTH TPSOBa 1a ce KOHCYJITUPAT ¢ MMPEHOPBKUATE W/WIH CTICTIHATUCTUTE 32
JIMarHOCTUITUPAHE U JICUCHUE Ha TOBA 3a00JIIBaHE.
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Peaknuu, cBBp3aHU ¢ TPEBOKHOCT

BBB Bph3Kka ¢ BaKCHHAIIMATAE BB3MOXKHO Ja C€ TIOJIy4ar Peakiiu, CBbp3aHU C TPEBOKHOCT,
BKJTFOUMTEITHO Ba30BarallHi Peakiiuy (CHHKOM ), XUIIEPBEHTUIIANNS WM PEAKINH, CBBP3aHU ChC
CTpeca, KaTo IMCUXOTCHEeH OTTOBOP KbM WHXKEKTUPAHETO ¢ Uria. BaxkHo € ja ce B3emar npe/na3Hu
MEpKH, 32 JIa ce PEJOTBPaTH HapaHsIBaHe OT IPHUIIaIaHe.

CeoprcTBamio 3ad0saBane

Baxkcunarusta TpsiOBa 11a ce OTIIOXKHU MPH JIUIIA, CTPATAIIHA OT OCTPO TEKKO (heOprTHO 3a00sIBaHe
i octpa nHpeknms. Hannurero Ha neka nHQEKIHS W/WIH JIEKO IOBHIIIEHA TeMIIepaTypa He TpsOBa
na 3a0aBsi BAKCHUHAIIHATA.

TDOM6OHI/ITOHGHHH U HApYIICHUA Ha KPBbBOCHCHPBAHETO

Kakro npu apyru HHTpaMyCKyJIHA MHXEKIIMK, BAKCHHATa TPSOBa 1a ce Mpuiara ¢ TOBUILECHO
BHUMaHUE NIPH JIMLA, OTy4aBallld aHTUKOAryJIaHTHA Tepanus Wi JUIa ¢ TPOMOOILMTOIICHUS WU
KaKBOTO U Jla € HapyLlIeHHe Ha KpbBOCHCUPBAHETO (HAMpUMeEp XeMOHMIHs), Thil KaTO PH TE3H JIMLA
MOJKE J1a ce MOJIyYd KbpBEHE WM 00pa3yBaHe Ha CHHMHU CJIe[l HHTPaMyCKYJIHOTO IIPUJIOKEHHE.

O0ocTpsiHE HAa CHHIPOMA HA HAPVIIEHA KAMWISIPHA IIPOITYCKIUBOCT

CpoO11eHn ca HAKOJIKO CiIydast Ha 000CTpsiHE HAa CHHAPOMA Ha HapyIIeHa KanwIsipHa MPOITy CKIIMBOCT
(CHKII) npe3 mbpBUTE AHU ClIe BaKCUHAIUS che Spikevax (opuruHanHa). MeIUIIMHCKUTE
CIEIMANINCTH TPSIOBa N1a ca HasicHO ¢ mpu3HaiuTe U cumnromure Ha CHKII, 3a ga pasmo3Hast
He3a0aBHO U J1a JIeKyBaT cherostareTo. [Ipu numa ¢ anamuesa 3a CHKII mraanpanero Ha
BaKCHHAIUATa TPSIOBa J]a ce HAlpaBU ChbBMECTHO ChC ChOTBETHUTE MEIUIIMHCKH SKCIICPTH.

MMyHOKOMIOPOMETHPAHHM JIMIIA

EdukacHocTTa Ha BakcHHATa HE € OIICHEHA IPH UMYHOKOMIIPOMETHPAHU JIUIIA, BKIFOUUTEIHO TAKKBA,
KOHWTO TMOJTydaBaT MMYyHOCYTIPECHBHA TEPAIHA U MOXKeE /1a ObIe Mo-HUCKA IPH
MMYHOKOMITPOMETUPAHU JIULIA.

[Ipenopbkara na ce 0OMHCIIN IPUIIOKEHNE HA TPETa 033 IPU TEKKO UMYHOKOMIIPOMETHPAHH JIMLA
(BX. Touka 4.2) ce 0OCHOBaBa Ha OI'PaHUYEHHU CEPOJIOTUYHU JaHHU TPHU MallUEeHTH, KOUTO ca

HUMYHOKOMIIPOMETHUPAHU CJICA TPAHCIUVIAHTALIUA HA COJIMACH OPIraH.

I[IpoABLDKUTEITHOCT HA 3alIATaTa

HpOIL’bJ'DKI/ITCHHOCTTa Ha ocurypsiBaHaTa OT BaKCHUHAaTa 3alinuTa HE € U3BCCTHA, TBH# KaTO TS BCE OIIE Ce
ONpEAcis B TCKYIIU KIIMHUYHHA MTPOYyUBAHUS.

OFDaHI/I‘-ICHI/Iﬂ OTHOCHO C(bCKTI/IBHOCTTa Ha BaKCHHATa

Kakrto mpu BcHMUKH BakCHHH, BakcuHaIusATa ¢be Spikevax bivalent Original/Omicron BA.1 moxe aa
HE OCHT'YPH 3alllTa HAa BCHYKH PEIMITHEHTH Ha BAKCHHATA.

TloMoIHM BelecTBa ¢ U3BECTHO JEHCTBUE

Hampuu
To3u nexkapcTBeH NPOAYKT ChIIBpKA MO-MaJIKo oT 1 mmol Hatpuii (23 mg) Ha 1034, T.€. MOXKe J1a ce
Kake, ye MPaKTUYECKU He ChAbpiKa HaTpUH.

4.5 B3aumopaeiicTBHe ¢ IPYI" JIeKAPCTBEHH MPOAYKTH U APYrd (popMu Ha B3auMojelcTBHe

He ca MMPOBCKAAaHU TPOYUBAHUS 3a BSaHMOHeﬁCTBHHTa.

32



He e mpoy4Bano chIbTCTBANIOTO MpHiIokeHue Ha Spikevax bivalent Original/Omicron BA.1 ¢ npyru
BaKCHHH.

4.6 @epTHaNTET, )PEMEHHOCT U KbPMeEHe

bpemeHHocT

Bce omie nuncBar nannm 3a ynorpedara Ha Spikevax bivalent Original/Omicron BA.1 o Bpeme Ha
OpEMEHHOCT.

Tonsim 06eM OT JaHHH, MOTYYEeHU OT HAOJIIOCHUETO Ha OPEMEHHH KECHU, BaKCHHUPAHU ¢be Spikevax
(opuruHaiHa) IO BpEeME Ha BTOPHUS U TPETHS TPUMECTBP, HE MI0KA3Ba YBEINYaBaHE HA CIyYauTe C
HEXKeJaH U3X0Jl Ha OpeMeHHOCTTa. Makap 4e JaHHHTE 3a U3X0[ OT OpEMEHHOCTTA CJIe/l BAKCHHALIUS
10 BpeMe Ha IIbPBUS TPUMECTHP IIOHACTOSIIEM Ca OTPaHUYEHH, HE ce HaOJIr0/1aBa MMOBHIIEH PUCK OT
crioHTaHeH abopT. [IpoyuBanusTa NpY )KUBOTHU HE TIOKA3BaT NMPEKH WIIM HEMIPEKU BPEIHU €(EKTH,
CBBP3aHU C OPEMEHHOCTTa, EMOPHOHATHOTO/(DETATHOTO Pa3BUTHE, PAXKIAHETO HIIH IIOCTHATATHOTO
pasButHe (BX. Touka 5.3). Tl KaTO pa3nuKuTe B NPOAYKTHTE ca OTPAaHUYCHH JI0
MOCIIEI0BATETHOCTTA Ha IIUTIOBHUS TIPOTEHH U HAMA KIIMHAYHO 3HAYMMH Pa3iIMKH B PEaKTOTEHHOCTTA,
Spikevax bivalent Original/ Omicron BA.1 mose &1a ce n3noJ3Ba 1o BpeMe Ha OpeMEHHOCT.

Kspmene

Bce orie nuncBar nannu 3a ynorpebara na Spikevax bivalent Original/Omicron BA.1 o Bpeme Ha
KbPMEHE.

He ca ouyakBar o6aue eexT npu KbpMEHH HOBOPOAEHH/KbpMadeTa, Thii KaTO CHCTEeMHATa
eKCIIO3UIIMS Ha KbpPMayKaTa Ha BAKCHHATa € He3HauuTenHa. JlaHHu OT HaOIroNeHUsI IPU JKEHH, KOUTO
KBPMSIT Clie]] BAKCHHAIMS che SPikevax (opuruHaiHa), He MoKa3BaT PUCK OT HeXelaHH epeKTH mpu

KbPMEHHU HOBOpOIeHU/KbpMaueTa. Spikevax bivalent Original/Omicron BA.1 mosxe na ce npuiara B
nepro/ia Ha KbpMeEHe.

depTunuter

[TpoyuBaHus Mpy >KUBOTHHU HE IMOKA3BAT MPEKU WM HENPEKH BPEIAHU e(EKTH, CBBP3aHU C
PenpoAyKTHBHA TOKCHUYHOCT (BXK. TOUKa 5.3).

4.7 EdexTn BbpXy cioco0HOCTTa 32 mopupaHe 1 padboTa ¢ MAIIUHHA

Spikevax bivalent Original/Omicron BA.1 He noBiusiBa wiv MOBIHsBa MPEHEOPEKUMO CIIOCOOHOCTTA
3a modupane u padota ¢ MmammHA. Hsakon oT epekTuTe, mocoueHu B Touka 4.8, MOXKe BCE IMaK
BPEMEHHO 12 TOBJIUSAT Ha CIIOCOOHOCTTA 32 IoQupane Wik padboTa ¢ MalliHH.

4.8 Hexenanm JiekapcTBeH! peaKUuH

0O0001menne Ha nmpoduia Ha 0e30IMaCHOCT

Bwvspacmuu

BesonacHoctTa Ha Spikevax (opuruHagHa) € OLIEHEHA B TEKYIIO PaHIOMHU3UPAHO, I1ane0o0-
KOHTPOJIMPAHO, 3aCIIENIeHO 3a HaOMronaTens KIuHUIHO rpoy4Bane Paza 3, mposexamo ce B CAILLL,
BkiouBamio 30 351 yuactHunM Ha BB3pacT 18 U moBeye roJiHM, KOUTO Ca TIOIyYWIN TIOHE €HA 1032
ot Spikevax (opururanmHa) (n=15 185) wm mrane6o (n=15 166) (NCT04470427). Ilo BpemeTO Ha
BaKCHHAIIUATA CpeaHATa BB3PACT Ha MOMyIanuara € 52 ToIuHu (nuamnazoH ot 18 mo 95);

22 831 (75,2%) ot yuacTHUIHTE ca Ha BB3pacT oT 18 no 64 roguau u 7 520 (24,8%) oT ydacTHHIIATE
ca Ha BB3pacTt 65 U nmoBeye TOJUHM.
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Haii-uecto cro0maBanuTe HEXKETIAaHU PEaKIuu ca 00JIKa Ha MICTOTO Ha HHXeKTupane (92%), ymopa
(70%), rmaBo6omme (64,7%), muanrus (61,5%), aptpanrus (46,4%), Brpucane (45,4%),
rajiene/noBpbinane (23%), akcunapHo noaysane/6ome3neHoct (19,8%), noBuilieHa Temmeparypa
(15,5%), momyBane (14,7%) u 3auepssiBane (10%) Ha MsCTOTO Ha MHXKeKTUpaHe. HexxemannTe
peakunn 06I/IKHOBCHO Ca JICKH WJIM YMEPCHH IO MHTCH3UTCT U OT3BYYaBaT B PAMKUTC Ha HAKOJIKO JHU
Cclie]l BAKCUHAIUATA. MaJKo NO-HHCKA YeCTOTa Ha ChOUTHS Ha PEaKTOTEHHOCT CE CBBHP3Ba C MO-TOJISIMa
BB3pacT.

Kato 1o HaKou HeXeNnaHu PeaklUy Ce CPellaT Mo-4eCTO B MO-MJIAJJUTE BB3PACTOBH IPYIIN:
4yecToTaTra Ha akCHIIAPHO MO yBaHe/00JIe3HEHOCT, YMOpa, TTIaBOO0NINe, MHUAITHS, apTpasrHs,
BTpHCaHe, rajicHe/TIOBPhIIaHe U MOBUIIICHA TEMIIEpaTypa € I0-BUCOKa MPH XOpa Ha Bh3pacT ot 18 1o
<65 roauHM OTKOJIKOTO TIPU T€3HM Ha BB3pacT 65 u nmoBeye roAunu. [1o-uecTo ce cho0IaBar JoKaIH!
Y CHCTEMHU HEXEJIaH! PeaKIuH CIe/ 71032 2 OTKOJIKOTO clien Ao03a 1.

FOnowu na ev3pacm om 12 0o 17 2oounu

Jlannu 3a 6e3omacHoOCT Ha Spikevax (OpUrnHaJiHA) IIPY FOHOIIU Ca CHOPAHU B €THO TEKYIIIO
PaHIOMHU3HUPAHO, TUIae00-KOHTPOIUPAHO, 3acyIeIeH0 3a HaOIoaaTells KIMHAYHO IpoyuBane dasa 2/3
C HAKOJIKO yacTH, npoBexamo ce B CAILl. [IppBara yacT Ha npoy4YBaHETO BKIIIOYBA 3 726 y4yacTHHLU
Ha BB3pacT oT 12 1o 17 roJuHu, KOUTO ca MOTyYrIId MoHe eHa fo3a Spikevax (opuruHaiHa)

(n=2 486) vnu rare6o (n=1 240) (NCT04649151). JlemorpadckuTe XapakKTepUCTHKH HA
YYaCTHUIIUTE, KOUTO ca MOoay4ymiu Spikevax (OpUruHaiHa), ca OMIIM CXOJIHU C TE€3U Ha YUACTHUIIUTE,
KOHWTO Ca TOTYYHIIH I1ane0o.

Haii-gectrute HeXXeaHu peakIuy TP FOHOIIH Ha BB3pacT oT 12 mo 17 roawnam ca 6wan 00ika Ha
MSCTOTO Ha uHxkektupane (97%), rmasodonue (78%), ymopa (75%), muanrus (54%), srpucane (49%),
aKCUJIapHO noayBaHe/0oJie3neHocT (35%), aprpanrus (35% ), raneHe/mospsoitane (29%), momyBaHe
Ha MSCTOTO Ha MHKeKThpaHe (28%), epureM Ha MICTOTO Ha MHXKeKTupaHe (26%) 1 moBHUILIECHA
temriepatypa (14%).

ToBa npoyuBaHe € MPEMHHAI0 KbM OTKPUTO NpOoyuBaHe BbB (paza 2/3, B koero 1 346 yuacTHHIIM Ha
BB3pact ot 12 1o 17 roaunu ca moayumiu Oycrep no3a Spikevax maii-mainko 5 Mecena ciej Bropara
J103a OT MbpBUYHATa cepus. He ca OWIM yCTaHOBEHU TONBIHUTEIHY HEXKEJIaHU PEaKI[UU B OTKPUTATa
4acT Ha MPOYYBAHETO.

Heya na evspacm om 6 200unu 0o 11 200unu

Hannu 3a 6e3onacHocT Ha Spikevax (opuruHaiHa) Opu Jena ca ChOpaHu B €HO TEKYILO
paHIOMU3MPAHO, 3aCTIeTIEHO 3a Ha0moIaTeNs, KIMHUYHO poy4yBaHe (asa 2/3 B 1B 4acTH,
nposexxaanio ce B CAIL u Kanaga (NCT04796896). Hact 1 e oTkpuTa (ha3a Ha IpoOydBaHETO 3a
0e3omacHOCT, W300p Ha 1032 U IMYHOTEHHOCT, U € BKIfouBasa 380 y4acTHUIM Ha Bb3pacT OT

6 romuan 10 11 roawau, Kouto ca momyuywim noHe 1 go3a (0,25 ml) Spikevax (opurunanna). Yacr 2 e
iane0o-KoHTpoupaHara (asza 3a 6e30macHOCT U € BKiouBaia 4 016 ydyacTHUIIM HA Bb3pacT OT

6 romuan 10 11 romuHM, KOUTO ca OTyJriTd ToHe efaHa mo3a (0,25 ml) Spikevax (opurnHanHa)

(n=3 012) wu rarie6o (n=1 004). Yuactauiu ot Yact 1 e ca yuactBanu B Yact 2. Jlemorpadckute
XapaKTEePUCTUKHN Ha YIACTHHUIINTE, KOUTO ca Mmoiy4wmwmn Spikevax (opuruHamHa), ca OMIIM CXOIHHU C
TE€3W HA YYaCTHHULUTE, KOUTO Ca MOJYYHIH M1ane0o.

Haii-uectute HeXxxenaHu peakivy MPH yIaCTHUIIX Ha BB3pacT oT 6 roauau 10 11 roaunu cren
NPUIOKEHNE Ha MbPBUYHATA CEpUsl HAa BaKCHHAIHSA (B YacT 2) ca Omim O0JIKa Ha MSICTOTO Ha
umkektupane (98,4%), ymopa (73,1%), rmaBodomme (62,1%), muanrus (35,3%), Brpucane (34,6%),
rajieHe/mospbiane (29,3%), akcuiapHo noayBane/0ose3HeHocT (27,0%), mOBHIIICHA TeMIIepaTypa
(25,7%), eputeM Ha MAcTOTO Ha WHXKekTHpaHe (24,0%), ToayBaHe Ha MACTOTO HAa MH)KEKTHPaHE
(22,3%) u aptpanrus (21,3%).

ITpOTOKOIBT HA MPOYYBAHETO € U3MEHEH, 32 JIa BKJIKOYH OTKpHTa (hasa ¢ OycTep 1032, KOSITO BKIIOYBA
1 294 yuactauim Ha BB3pacT oT 6 10 11 roanHu, KOWTO ca moxydran oycrep mo3a Spikevax
(opuruHaiHa) Hali-MaJIKo 6 Mecella cjiell BTopara 703a OT IbpBUYHATa cepusi. B oTkpuTara yacT Ha
IIPOY4YBAHETO HE Ca 6I/IHI/I YCTAaHOBCHU AOITBIIHUTCIIHNA HEXKEIAHU PCaKIINHU.

34



Heya na 6v3pacm om 6 meceya 0o 5 200unu

EnHO TexyIo paHnoMHu3upaHo, Iianed0-KOHTPOIMPaHO, 3acieTieHO 3a Ha0oAaTeNs NpoyYBaHe
¢aza 2/3 3a orieHka Ha 6€30MaCHOCTTA, IOHOCUMOCTTA, PEAKTOT€HHOCTTA U e(PUKACHOCTTA Ha
Spikevax (opurunanua) ce nposexaa B Cheaunenure mary 1 Kanama. Tosa npoyuBane
BmouBalO 390 yuacTauny Ha Bb3pacT oT 6 Mecena 10 11 roauHu, KOUTO ca HOIYYHIN Hal-MaJIKoO
enna no3a Spikevax (n=7 798) wnu rarebo (N=2 592).

B mpoy4BaHeTo ca BKIIOUEHH Jela OT 3 Bb3PACTOBH Ipymu: OT 6 roauuu 10 11 roaunu, ot 2 roauHu
1o 5 ronunu u ot 6 Mecena 0 23 Mecera. B ToBa neauaTpuyHO Mpoy4YBaHe ca BKitoueHH 6 388
YYaCTHHITM Ha BB3pacT oT 6 Mecera 10 5 rofuHu, KOUTO ca MOoTyYrIH Hali-MaJko efaHa q1o3a Spikevax
(opurunanua) (=4 791) wm mraredo (N=1 597). JlemorpadcKuTe XapakKTEPUCTHKH Ca CXOIHHU MPH
YYACTHUIIUTE, KOUTO ca MONydmin Spikevax (OpUrHHAIHA), U Te3H, KOUTO €a MOJIYYHIIH Tiane0o.

B TOBa KIMHIYHO NMpOyYBaHE HEXKETAHUTE PEaKIMK PH YYaCTHHUIIMTE HA BB3PAcT OT 6 Mecena 710
23 Mecelia cie]] MPUIOKEHUE Ha MbPBUYHATA cepHsi ca pasapasHutenHoct/miad (81,5%), 6onka Ha
MSICTOTO Ha HHKekTupane (56,2%), 6ezcrame (51,1%), 3aryba Ha anerur (45,7%), moBurmieHa
temmneparypa (21,8%), nogyBane Ha MsACTOTO Ha urxekTupane (18,4%), epureM Ha MICTOTO Ha
umwkektupane (17,9%) u akcunapho noaysane/6onesnenoct (12,2%).

Hexxenanure peakiyu Npy yYaCTHHIIMTE HA BB3pacT oT 24 10 36 Mecelia clie/l MPUIOKEHUE Ha
IbPBUYHATA CepHUs ca 00JIKa Ha MICTOTO Ha HHXkekTupane (76,8%), paznpasuurentoct/miad (71,0%),
0e3ceHue (49,7%), 3aryba Ha anerur (42,4%), noBuiieHa Temmneparypa (26,1%), epureMm Ha MICTOTO
Ha nmxektupane (17,9%), mogyBaHe Ha MICTOTO Ha wHXeKkTHpaHe (15,7%) u akcumapHo
noyBaHe/0one3neHoct (11,5%).

Hexenanure peakuuu npu y9acTHHIIUTE HAa BB3pacT OT 37 Mecela J0 5 ToIWHY ciell NPUIOKEHHEe Ha
ITEPBUYHATA cepHsl ca 00JIKa Ha MACTOTO Ha mHKekTupane (83,8%), ymopa (61,9%), rmaBobosuie
(22,9%), muanrus (22,1%), nopumena Temneparypa (20,9%), Brpucane (16,8%), ragene/moBproinane
(15,2%), akcunapHo moayBaHe/0one3neHoct (14,3%), aptpanrus (12,8%), eputeM Ha MSCTOTO Ha
nmkektupane (9,5%) u moxyBane Ha MICTOTO Ha HHXKeKTHpaHe (8,2%).

TabauyeH CIUCHK Ha HEXKCIAHUTE pCeaKnuu

[IpodunbT Ha Ge3omacHOCT, IPEACTaBEeH MO-A0IY, CE€ OCHOBaBa Ha JAHHWUTE, TEHEPUPAHH B HAKOJIKO
1a1e00-KOHTPOJIUPAHU KITMHUYHY TPOYYBAHUS TIPU:

- 30 351 BB3pactau >18 roguan

- 3726 roHomm Ha BB3pact oT 12 1o 17 rogunu

- 4002 neua Ha BB3pacT oT 6 g0 11 roguHu

- 6 388 nema Ha BB3pacT OT 6 Mecena A0 5 FOIUHU

- W TI0 BpeMe Ha TIOCTMapKETUHTOBUS OITUT.

C’LO6H.[CHI/ITC HCEXCJIaHU PCaKIUU Ca I/I36pOeHI/I Criopen cjieaHata KOHBCHIUA 3a Y€CTOTA!

Msoro gectu (>1/10)

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

Heuectu (>1/1 000 no <1/100)

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

Mmuoro penxu (<1/10 000)

C HeusBecTHa yecToTa (OT HATHYHKUTE JaHHH HE MOXe J1a ObJie HallpaBeHa OICHKA)

B paMkuTe Ha BCSIKO TPyIHPaHE M0 YECTOTA HEKENAHUTE PEaKIMU ca MPEACTABCHH B HU3XOJIAII el
10 OTHOIIIEHKE Ha ceprno3HocTTa (Tabmuma 2).
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Ta6namua 2: Hexxenanu peakuuy oT KIMHUYHM Npoy4YBaHus Ha Spikevax (opMrnHasiaHa) M OT

NMOCTMAPKETUHTOBUS OIUT MPH JIMLA HA 6 1 moBeye Mecena

CucrtemMo-opraHeH KJac mno
MedDRA

YecToTa

Hexesann peakuuu

CUCTEMA

Hapyumiennsi Ha KpbBTa U MHoro yectu JTumdaneHonaTus*
IMM@HATAa cCHCTeMAa
Hapymienuss Ha umyHHaTa  |[C HEU3BECTHA YECTOTA AHanIaKcHs

CBpPBXUYBCTBUTEIHOCT

Hapyumenus Ha
MeTa001M3Ma U XPAHEHETO

MHoro uectu

Hamanen anetutt

Ilcuxu4yHM HAPYIIEHUSA

MHoro uectu

PasapasuurenHoct/miayt

Hapymienust Ha HepBHaTa  |MHOTO YecTH ['maBoOoME
cucremMa bescpamet
Heuectu 3amasiHOCT
Penxu OcTtpa nepudepHa JuieBa
napanusat
Xunoecre3us
[TapecTesus
CbpaedHHd HApyLIEHUS MHoOro penku Muokapaut
IIepukapaur
CToMAaIIHO-YpEeBHH MHOTO 9eCcTH I"aneHe/MOBpBITAHE
HAPYILIEHUS Yectu napus
Heuectu bonka B kopema§
Hapymennst Ha koxxkatam  |Yectn O6puB
MOAKO0KHATA ThbKaH Heuectu Vprukapus'

C HEeM3BECTHA YeCTOTa

Eputema myntudopme
MexaHUYHa YPTHKAPHS

Hapyumenusi Ha
MYCKYJIHO-CKeJIeTHATA
cHCTeMa M ChbeJUHUTeJIHATa
ThKaH

MHOTr0 uecTu

Muaarus
ApTpanrus

Hapymenus Ha
BBL3IPOM3BOAMTEHATA
cucTeMa U I'bpJIaTa

C Hen3BeCTHA YECTOTA

TeXKO MEHCTPYaTHO KbpBEeHEH

OO0mm HapymeHHusl U epeKTH
HAa MSCTOTO HA MPHJIOKEeHUe

MHOr0 uecTu

bomnka Ha MACTOTO Ha MH)KEKTUPAHE
'YMmopa

Brpucane

ITupekcus

[loyBaHe Ha MACTOTO Ha
WH)KEKTHpaHe

Epurem Ha MSCTOTO Ha
WH)KEKTUPaHe

Yectn

YpTukapus Ha MSCTOTO Ha
MHXEKTUpaHE

OOpUB Ha MSICTOTO Ha MH)KEKTUPaHE
Peakiiist Ha MSICTOTO Ha

WHXXCKTUPAHE OT 3a0aBeH TUIT®

Heuectu

IIpypuryc Ha MICTOTO Ha
WH)KEKTHPaHe

Penku

[lonyBaHe Ha TULIETOY®

C Hen3BeCTHA YECTOTAa

OOmupeH 0OTOK Ha BAKCHHUPAHHS

KpaltHUK

*JInmpanenonaTus e Omia ycTaHOBEHA KaTO aKCHIIapHa MM (aJeHONaTHs OT ChIlaTa CTpaHa Ha MACTOTO Ha MHKEKTHPAHE.
B HsKOM cilyuyau ca 3acerHaTd U Apyr JJUMGHHU Bb31IU (HANp. MHUHHY, HAJKIFOYUYHH).
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t HabmroaBanu npu nenaTpu4HaTa IonyJanus (Ha Bb3pact ot 6 Mecena 10 5 rouHm)

1B pamkuTe Ha eproja Ha TIpociIeIsBaHe Ha 6E30MaCHOCTTa ce ChoOIIaBa 3a 0cTpa rneprdepHa JIHIeBa napaini3sa npu
TpUMa Y4acTHHLM B Tpynara Ha Spikevax (OpUrHHaANHA) U IPH €WH YYacTHUK B rpynara Ha miane6o. [losBata npu
YYacTHHIUTE B TpyTaTa Ha BAKCHHATA HACTBIIBA ciiel 22, 28 1 32 qHH ciiex BaKCHHAIMATA C 103a 2 .

§ bonka B kopema ¢ Hab/r01aBaHa B eAMATpUYHATA oMy amus (Ha Bb3pact ot 6 a0 11 romunn): 0,2% B rpymnara Ha
Spikevax (opuruaanna) 1 0% B rpymara Ha miamne6o.

{ HabmonaBanu ca ciryyan Ha ypTHKapHs ¢ OCTPO Hadalo (B paMKHUTE Ha HAKOJIKO JTHU CJIEJl BAKCHHAINATA) WIH ChC
3a0aBeHO Ha4aJo (10 OKOJIO JIBE CEAMMIIM CJIC BAKCHHALIUATA).

#IloBedeTo ciryyan M3IIIeXk/a HE Ca CEPUO3HH U ca C BPEeMEHEH XapakTep.

#MenanaTa Ha BpeMeTO 0 1osiBa € 9 THM cie IbpBaTa HIbkeknus u 11 nuu cnen BropaTta MEXKeKus. MenuanaTa Ha
MIPOJIBDKUTENTHOCTTA € 4 JTHU CJIe]] TbpBaTa MHXKEKIHsS U 4 THU CJIe]] BTOpaTa HHKEKIIHS.

®lima 1Be CepHO3HU HEXENIaHU ChOUTHS Ha ITOJyBaHe Ha JIMIETO TIPH PELUIIMEHTH Ha BAKCHHATa C aHaMHe3a 3a
WH)XEKTHpaHe Ha AepMaiHu ¢uabpu. [losBata Ha moxyBaHeTo € choOuieHa choTBeTHO B Jlen 1 u [len 3 ot meHs Ha
BaKCHHAIUATA.

Peakrorennocrra u npo¢uiIsT Ha Oe3omacHoCT mpu 343 yJacTHUIIM, ToJydaBaiiu Spikevax
(opurnHamHa), KOUTO ca Ommn cepono3uTtuBHU 32 SARS-C0OV-2 Ha N3X0/IHO HUBO, € CHIIOCTABHMA C
Ta3W Ha y4acTHUIH, cepoHeraTuBHU 3a SARS-C0V-2 Ha U3X0IHO HUBO.

Bwspacmnu (6ycmep 003a)

be3onacHocTTa, peakTOreHHOCTTa M IMYHOT€HHOCTTa Ha OycTep mo3a Spikevax (opurnHaiHa) ce
OIICHSBAT B €THO MPOBEXKAAIIO ce B MOMEHTA (a3a 2, paHIOMHU3HPAHO, 3aCIIETICHO 3a HaOIr01aTes,
Iane00-KOHTPOIUPAHO, IPOYYBAHE 33 OTBBbPXKIABAHE Ha JI03aTa MIPH YYACTHHIIM HA BB3PACT

18 ronunan u noseuye (NCT04405076). B Toa npoyusane 198 yuacTHUIM ca MOTYYHIU IBE 103U
(0,5 ml, 100 mukporpama mpe3 1 mecelr) OT mbpBUYHATA CEPUs HA BaKCHHAIMS Che Spikevax
(opurnHanmHa). B oTkpuTa da3a Ha ToBa poy4uBaHe 167 OT Te3W YYACTHHUIH Ca TIONYUYWIN eIHHIIHA
oycrep no3a (0,25 ml, 50 mukporpama) Haii-manko 6 Meceria cie mojay4aBaHe Ha BTOpaTa 03a OT
IbPBUYHATA CepHs HA BaKCHMHANWA. ThPCEHUAT PO Ha HeXXEIIAaH! PeakIui 3a Oycrep mo3aTa
(0,25 ml, 50 mukporpama) e 6un MoJOOCH Ha TO3M CIIE/l BTOPATa J103a B MbPBUYHATA CEPHsI Ha
BaKCHHAITHSI.

Spikevax bivalent Original/Omicron BA.1 (6ycmep 0o3a)

BezonacHocTTa, peakTOreHHOCTTa M MUMYHOTEHHOCTTA Ha OycTtep mo3a Spikevax bivalent
Original/Omicron BA.1 ce omeHsiBaT B €JHO TPOBEXK/IAIIO CE€ B MOMEHTA OTKPUTO MpoyuBaHe (asza 2/3
IIPH yY9aCcTHHUIX Ha BB3pacT 18 u moeue roguau (MRNA-1273-P205). B ToBa npoyuBane

437 yuactaunu ca moayunan 50 mukporpama 6ycrep mo3sa Spikevax bivalent Original/Omicron BA.1,
a 377 y4yactHunu ca noay4mwin 50 mukporpama 6ycrep go3a Spikevax (opuruHasiHa).

Spikevax bivalent Original/Omicron BA.1 uma nipodmn Ha peakTOreHHOCT, TOA00EH Ha TO3H Ha
Spikevax (opuruHanHa) Oycrep, npuiiarad KaTo Bropa Oycrep 1o3a. YecroraTa Ha He)XEIaHUTE
peakmmu cien uMyHmu3aius cse Spikevax bivalent Original/Omicron BA.1 ¢bimo e momgo6Ha win 1mo-
HHCKa B CpaBHEHUE C Ta3H NpH IrbpBara Oycrep no3a Spikevax (opuruHansa) (50 Mukporpama) u
CpaBHMMa C BTOpaTa /103a OT IbpBUYHATA cepusi cbe Spikevax (opurunanza) (100 mukporpama).
Ipodunst Ha 6e30nacHocT Ha Spikevax bivalent Original/Omicron BA.1 (Menuana Ha nmeproaa Ha
npocneassane 113 qun) e monobeH Ha mpoduia Ha 6e3omacHocT Ha Spikevax (opuruHanHa) (MeauaHa
Ha Mepuojia Ha npocneasBane 127 aan).

Onucanue Ha I/I36DaHI/I HCXCIaHU pCaAKIINU

Muokapoum
[ToBHILIEHUAT PUCK OT MUOKAPIUT CIIe]] BAKCHHALIUSA Che Spikevax (OpuruHajiHa) € Hail-BUCOK ITPH I10-
MJIaIM MBXKe (BXK. Touka 4.4).

JBe ronemu papMakoenuIeMHIOJIOTHYHY MPOYYBAHHS, IPOBEACHN B EBpoma OIleHSIBAaT M0-BHCOKUS
PHUCK OT MUOKapIUT MPU MO-MJIai MBbKe clies Bropara no3a Spikevax (opurunanna). Enqno
MpOoy4YBaHe TIOKa3Ba, 4e 3a Meproj] OT 7 JIHU Clle] BTopara j03a uma okouo 1,316 (95% CI: 1,299,
1,333) nomrenautenuu ciydas Ha MuokapauT Ha 10 000 mpu 12 1o 29-roauiiHy I0HOIIHN U MBXKE, B
cpaBHeHHe ¢ xopa 0e3 excro3unms. B apyro npoyuBane 3a meprost ot 28 AHU CIlel BTOpAaTa J103a ca
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HaoOmonaBanu 1,88 (95% CI: 0,956, 2,804) nonbaHuTenHu ciydas Ha Muokapaut Ha 10 000 npu 16
710 24-TOIUIITHYU FOHOIIN U MB)KE, B CPAaBHEHHE C XOpa 03 EKCITO3HUIIHSL.

CroO1IaBade Ha II0I03UPAHN HEXKEIAHU PEAKIHU

CpoOmaBaHeTo Ha MOJO3UPAHN HEXKETaH! PEaKIUH CJIe pa3peniaBaHe 3a ynoTpeda Ha JIeKapCTBEHHS
NPOAYKT € BakHO. ToBa M03BOJIsIBA Aa NPOIBIDKMA HAOIIOJCHUETO Ha CHOTHOLICHUETO TI0JI3a/PHCK 32
JeKapCTBEHUS MPOIYKT. OT MEIUIMHCKUTE CIICIIMAINCTH C€ N3MCKBA Ja ChOOIIaBaT BCSKA
MOJ03MpaHa HeXXellaHa peakiys Ype3 HalMOHAIHA CUCTEMA 3a ChOOIIaBaHe, MOCOYEHA B
H[!I/IHO)KCHI/IG Vu Jla BKJIIO4YaT MmapTuaAHuA HOMEP, aKO € HAJIUYCH.

4.9 Ilpeno3upane

B ciyuaii Ha mpego3upane ce npenopbuBa NpociensBaHe Ha )KU3HEHUTE (YHKIMU U BB3MOXKHO
CHMIITOMAaTHYHO JICYEHHE.

5. DPAPMAKOJIOTNYHU CBOUCTBA

5.1 dapmakoaMHAMHYHHU CBOWCTBA

dapmakoTepanesrndyHa rpymna: Bakcuau, COVID-19 Bakcunan, ATC xomx: JO7BNO1

Mexauu3sM Ha AelicTBUE

Spikevax (enazomepan) u Spikevax bivalent Original/Omicron BA.1 (ena3zomepan/mmMenazoMepan)
ceabspkatr UPHK, Bkimtouena B mununau Hanowactuiin. UPHK xoaupa mbIHOBEpIKEH MTUTIOB
mpotenH Ha SARS-CoV-2, mogudunmpan ¢ 2 MpoJIMHOBY 3aMECTBaHHUS B 00J1aCTTa Ha XENTaIHOTO
nmosropenue 1 (S-2P), 3a ctabumusupane Ha MTUITOBHS POTEHH B pedy3uonHa KoHdopmarms. Cren
WHTPaMyCKYJTHA WHXEKITHS KIIETKATE Ha MACTOTO Ha WH)KEKTHPAHE U IPEHUPAIINTE TUMGHU BH3IN
noeMar JMIMUIHUTE HAaHOYACTUIH, KaTo eekTuBHO AocTaBaT MPHK cexBenuusiTa B kieTkute 3a
TpaHCIalys BbB BUpyceH nporeuH. JloctaBenata ”PHK He HaBnu3a B KIIETHYHOTO SIAPO U HE
B3alMOJIEHCTBA C TEHOMA, HE CE€ PEIUINKHpPA U C€ EKCIPECHpa BPEMEHHO OCHOBHO B JICHAPUTHH KIETKH
u Makpodaru B cyOkarcynapHuTe cuHycu. ExcripecupanusT, CBbp3aH ¢ MeMOpaHaTa IINUIOB MPOTeHH
Ha SARS-CoV-2 ce pa3no3HaBa ciiej] TOBa OT UMYHHUTE KJIETKH KaTO Uy XK aHTHreH. ToBa
MIPEeIU3BUKBA KakTO T-KJIeThueH, Taka U B-KIeThueH 0TroBop ¢ 00pa3yBaHe Ha HEYTPAITU3UPAIIH
aHTHUTEIa, KOETO MOXeE J1a JonpuHece 3a 3amuraTa cpeury COVID-19.

Knnanunga eduxacHoct

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

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

BezomacHocTTa, peakTOreHHOCTTa H MMYHOTEHHOCTTA Ha Oycrep mo3a Spikevax bivalent
Original/Omicron BA.1 ce oneHsiBatT B €IHO MPOBEXK/IAIIO CE B MOMEHTa OTKPHUTO Tpoy4BaHe (daza 2/3
IIpH y9acTHUIHX Ha BB3pacT 18 u moseue roguau (MRNA-1273-P205). B ToBa npoyuBane

437 yuactHuim ca nony4yunan 50 Mukporpama oyctep mo3a Spikevax bivalent Original/Omicron BA.1,
a 377 yuactHuim ca momy4unnd 50 Mukporpama 6ycrep mo3a Spikevax (opuruHaiHa).

ITpoyusane P205 Yact G onensiBa 6€30MacHOCTTa, PEaKTOreHHOCTTa U IMYHOTeHHOCTTa Ha Spikevax
bivalent Original/Omicron BA.1, koraro ce npuiara Kato Bropa 0ycrep /103a IpH Bb3PACTHH, KOUTO
npeny ToBa ca noiayumiu 2 no3u Spikevax (opurunanza) (100 mukporpama) kato Kypc Ha IbpBUYHA
BakCHHAIUA 1 Oycrep no3a Spikevax opurunanta (50 MEUKporpama) Hali-Majako 3 Mecelia IpeIn
BKtouBaHeTo. B P205 Yacr F yyactHunmte B npoyuBaneTo ca noiaydmiu Spikevax (opuruHamHa)

(50 muxporpama) kato Bropa OycTep 1034, a rpynara ot Hact F ciy»wu Kato rpyra ¢ KOMIIapaTop B
paMKHUTE Ha IPOYYBAHETO, KOATO € MPEIX0/aHa Mo oTHomeHHe Ha YacT G B CpaBHEHHETO MEXIy JABETE
oycrep Bakcunu Spikevax bivalent Original/Omicron BA.1 u Spikevax (opurunaisa), korato ce
npuIarar Kato Bropa Oycrep 1103a.
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B ToBa npoyuBaHe, MbPBUYHUAT aHAJH3 32 UMYHOTEHHOCT C€ OCHOBaBa Ha TPyIIa 3a MbPBUUCH aHAITU3
32 UMYHOT'€HHOCT, KOSITO BKJIIOYBA YYacTHUIM Oe3 NaHHU 3a nHpekus cbe SARS-CoV-2 Ha
W3XO0JHOTO HUBO (Tipenu Oycrep n03a). [Ipu mMbpBUYHUS aHANIN3 U3YHUCIICHUST NPU TbPBOHAYATHATA
oreHka cpeieH reomerpudeH TUThp (GMT) Ha HeyTpamu3upanure anturenaa Ha SARS-CoV-2 u
cpotBeTcTBail 95% Cl e chorBeTHO 6422,3 (5990,1, 6885,7) u 5286,6 (4887,1, 5718,9) 28 nuu cien
Oycrep no3u Ha Spikevax bivalent Original/Omicron BA.1 u Spikevax (opurunanua). Tozu GMT
MpEJICTaBIsIBa ChOTHONICHHETO MEeX Ty oTroBopa Ha Spikevax bivalent Original/Omicron BA.1
cripsimo Spikevax (opurunanHa) cperry poaosus imam SARS CoV-2 (D614G). GMR (97,5% Cl) e
1,22 (1,08, 1,37), karo oTroBapsi Ha MPEABAPUTEIHO 3aa/ICHUS KPUTEPHIA 32 HeMH(PEpUOPHOCT (10JIHA
rparuna 97,5% Cl >0,67).

N3uncnennre GMT B Jlen 29 Ha HeyTpanu3upainute anturena cpemry Omicron, BA.1 ca 2479,9
(2264,5,2715,8) u 1421,2 (1283,0, 1574,4) choTBeTHO B rpymnara Ha Spikevax bivalent
Original/Omicron BA.1 u rpynara ¢ 6ycrep n03a Spikevax (opurunanuaa), a GMR (97,5% Cl) e 1,75
(1,49, 2,04), xoeTo oTroBaps Ha MPEIBAPUTEIHO OINPEIECICHUS KPUTEPUNA 3a CYTIEpHOPHOCT (OJTHA
rpanuna Ha Cl >1).

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

VYuactaunure B npoyuBane P205 Yact G ca mociieioBaTeIHO BKIIIOYBAHH JIa TTOJTyYaBaT

50 muxporpama Spikevax (opurunansza) (n=376) mwiu Spikevax bivalent Original/Omicron BA.1
(n=437) xaro Bropa Oyctep mo3a. [Ipu yuacTauim 6e3 ciydan Ha nHdpekTupane cs¢c SARS-CoV-2
npeau 6ycrepa, Spikevax bivalent Original/Omicron BA.1 npean3suksa o6pasyBaHe Ha
HeyTpaiusupaiy Omicron-BA.1 anturena (HabmonaBan GMT) ¢ TUTPH, KOUTO ca 3HAYUTEITHO I10-
Bucoku (964,4 [834,4, 1 114,7]), otkonkoto Te3u mpu Spikevax (opurunamua) (624,2 [533,1, 730,9]),
1 mo100HM Ha Te3u npH Oycrepure cpemry pogosusi SARS-CoV-2, cien Tpu mecena.

Knunuuna egpuxacnocm npu svspacmuu

[IpoyuBaHeTO MPH BH3PACTHH € PAaHIOMHU3UPAHO, TUIAIIe00-KOHTPOIUPAHO, 3aCIIEIEHO 3a
HaOmonaTens KIMHUYHO npoyuBaHe ¢aza 3 (NCT04470427), KoeTo H3KIIOYBa
AMYHOKOMITPOMETHPAHHM JINI[A FJIM TAaKUBA, ITOTyYaBaI UMYHOCYIIPECOPH B PAMKHUTE Ha ITOCTICTHATE
6 Mecela, KakTo ¥ OpeMEHHH WM TaK¥Ba C U3BECTHA aHaMHe3a 3a uHdekusa cbc SARS-CoV-2.
Yyactaumm cbe ctabmino HIV-3abonsBane He ca u3kimoueHU. [[pOTHBOTPUITHN BAKCHHE € MOXKENO Ja
ce mpwarar 14 qau npenu wiu 14 nHU cnen KosATo U Aa € no3a ot Spikevax (opurunanna). Ot
YYaCTHUIIMTE CHIIO TaKa CE € U3UCKBAJIO J]a MMa Hal-MaJKo HHTEPBa OT 3 Mecella OT MPUI0KEHHE Ha
KPBBHH MPOTYKTH/IIA3Ma WITH KMYHOTJIOOYJIMHH JI0 BKIIIOYBAHETO B MMPOYYBAHETO, 32 JIa ITOJTydaT
iane6o win Spikevax (opuruHaimHa).

[pocnenenu ca o6mio 30 351 yuactHuim ¢ Menuana 92 nuu (Muanas3oH: 1-122) 3a pa3BUTHETO Ha
6omecrra COVID-19.

[NomynanusTa 3a MbpBUYECH aHAU3 HA ePUKACHOCTTA (HapUUaHa ,,[IOMyJIals 110 MPOTOKOI " HIIH
,»PPS%), BrirrouBa 28 207 ydacTHHIIM, KOUTO ca OXy4mnu win Spikevax (opurunanna) (n=14 134),
i ane6o (n=14 073) 1 uMart oTpunaTeNneH cratyc 3a Hammaue Ha SARS-CoV-2 Ha U3X01HO HHUBO.
PPS nonynanusta Ha mpoy4uBaneTo BkimouBa 47,4% xenu, 52,6% mexke, 79,5% O6enn, 9,7%
appoamepukani, 4,6% azuaruu u 6,2% apyru. 19,7% ot ydacTHULMTE ca C UICIAHCKU WU
JaTUHOAMEPUKAHCKH NPOU3X0J. MeanaHarta Ha Bb3pacTTa Ha y4acTHHLUTE € 53 roJuHn

(mmamazon 18-94). Jlomycka ce nuama3oH Ha IPUJIOKEHHUE Ha BTopara no3a (mianupana 3a Jlen 29) ot
—7 nmo +14 mam 3a BxmouBaHe B PPS. 98% oT penmmnuenTrTe Ha BAKCHHATA, TTOYYHIN BTOpATa 1032
25 no 35 nuu cnex no3a 1 (ot -3 10 +7 JHM OT MHTEpBaNa OT 28 THH).

Cayuante Ha COVID-19 ca moTBbpACHHU Upe3 NoJMMepa3Ha BeprKHa peakiiys ¢ oopaTHa

tpanckpunTaza (RT PCR) u ot kimHn4Ha apoutpaxua komucusi. E¢ukacHocTTa Ha BaKCHHATa 0010
Y TI0 OCHOBHH BB3PacTOBHU I'PYyTH € peacTaBeHa B Tabmmma 3.
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Tabauua 3: AHaau3 Ha epUKACHOCTTA HA BakcuHaTa: noTebpaen COVID-19%, nezaBucumo ot
TeKecTTa, ¢ Hayaj0 14 quu caexn 2P? noza — PPS

Spikevax (opurunanana) Iiane6o
Bn3pacrosa YecroTa YecroTa .
IPYHa  ''yyacrn | Cayvan HA Vaacrauuu Coryyan Ha HA /0
(rommum) | yyy na | COVID-19 N COVID-19| COVID-19 |Eduxacnocr
N COVID-1| wual000 n ma 1 000 Ha
9 JOBEKOTOIUH yopekoroauy BAKCHHATA
o . . (95% CI)*
0610 14 134 11 3,328 14 073 185 56,510 94,1
(218) (89,3, 96,8)*
*
18 no <65 10 551 7 2,875 10521 156 64,625 95,6
(90,6, 97.9)
>65 3583 4 4,595 3552 29 33,728 86,4
(61,4, 95,2)
>65 mo <75 | 2953 4 5,586 2 864 22 31,744 82,4%
(48,9, 93.9)
>75 630 0 0 688 7 41,968 100%
(NE, 100)

*COVID-19: cumnromaruuen COVID-19, usucksain nonoxurened pesynrar or RT-PCR u

Hal-MaJKo 2 cucTeMHH cuMnToMa mim 1 pecrimparoper cumntoM. Cirydaw, 3anouBaiy 14 nau ciex 2P nosa.
*EdukacHoct Ha BakcuHaTa 1 95% noseputesnen untepsai (CI) ot crpatuduimpanus moagen Ha CoX 3a
HPONOPLHOHAIHOCT Ha PHCKa

**CI He e KOpUTHpPaH 32 MHOKeCTBEHOCT. KopurupaHu 3a MHOKECTBEHOCT CTATHUCTHYECKH aHAIIU3H Ca [TPaBeHH
B MEXIMHEH aHaN3 Ha mo-mManko ciaydan Ha COVID-19, xouTo He ca CbOOIICHU TYK.

Cpen Bcuuku ydactHuiy B PPS He ca cpo0mmenu ciayvan Ha Texxbk COVID-19 B rpynara Ha BakcuHa
B cpaBHenue ¢ 30 ot 185 (16%) ciyuas, choOIieHu B rpynara Ha wiane6o. Ot 30-Te y4acTHHUIIU C
TEXKO 3a00Js1BaHe, 9 ca XOCHUTAIM3UPaHH, 2-Ma OT TAX ca IIPUETH B MHTECH3UBHO oTaeneHue. Ilo-
roJsiMaTa 4acT OT OCTaHAJIUTE TEKKH CIy4au ca U3IMBIHHIN CaMO KPUTEPHs KHCIOPOAHA caTypawus
(Sp0O2) 3a Texko 3aboisiBane (<93% mpu craiiHa TeMmieparypa).

Edukacnocrra Ha Spikevax (opurmHanna) aa npenmnaszsa or COVID-19, HezaBuCcHMO OT mpenuIiHa
nadekuns cbc SARS-CoV-2 (ycraHoBeHa CEepOIOrMYHO Ha M3XOAHO HUBO U U3CIIEABAHE HA
HazodapuHTeanHa nmpoba ¢ Tammon) ot 14 muu cirexn J{o3a 2 € 93,6% (95% CI: 88,6; 96,5).

B nombnHeHue, aHaIM3| Ha MOJATPYNUTE Ha IbPBUYHATA KpaliHa TOYKa 3a e(PUKAaCHOCT IIOKa3BaT
CXOJlHA OIIEHKA 32 €()MKACHOCT IO I0JI, ETHUYECKU IPYIH U YYACTHULH ChC CHITBTCTBAIIN
3a00JIsIBaHUs, CBBP3aHH C BUCOK PUCK OT Texbk COVID-19.

Hmynozennocm npu evspacmuu — cied 6ycmep oosa (0,25 ml, 50 muxpoepama)

BesomacHocTTa, peakTOreHHOCTTa M MMYHOTEHHOCTTa Ha Oycrep mo3a Spikevax (opurunanna) ce
OLICHSIBAT B €JHO IPOBEXk/AIIO CE€ B MOMEHTa PaHAOMHU3UPAHO, 3acjeneHo 3a HabroaaTens, mianedo-
KOHTPOJIMPAHO Mpoy4BaHe (aza 2 3a MOTBbpIKIABaHe Ha J03aTa MPU y4acTHHUIHM Ha 18 1 moBeue
rogauau (NCT04405076). B ToBa npoyuBane 198 yyactHunu ca nony4umnu ase ao3u (0,5 ml,

100 mukporpama mnpe3 uHTepBai ot 1 mecelr) oT BakcuHara Spikevax (opuruHaiiHa) Kato mbpBUYHA
cepusi. B otkpurara aza 149 ot Te3u ydacTHHIM (TIOMyJIAIMS IO MTPOTOKOII) ca MOTYYHIIN €INHUYHA
oycrep no3a (0,25 ml, 50 Mmukporpama) Haii-manko 6 Meceria cie MPUI0KEHHETO HA BTOPATA 1032 OT
mepBUYHATa cepus. JlokazaHo e, 4e enuamygHa 6ycrep mosa (0,25 ml, 50 Mukporpama) Bogu 10 cpeaHa
reoMeTpUYHa KpaTHa CTOMHOCT Ha yBennyaBane (geometric mean fold rise, GMFR) 12,99 mbti (95%
Cl: 11,04; 15,29) Ha HeyTpaIu3upalUTe aHTUTEIa OT NMPEAN IPUIOKESHUETO Ha OycTep 103a 10 28
nuu cnen Oycrep nozara. GMFR na neyrpanusupamute antutena e 1,53 (95% Cl: 1,32; 1,77) npu
CpaBHEHHE Ha TUTHpa 28 THU cien 1032 2 (TbpBUYHA CepHs) CpsAMO 28 IHU cien OycTep Ao3ara.
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Hmynocennocm na 6ycmep 003a cied nbpeuyHa 8aKcuHayus ¢ opyea paspeuiena 3a ynompeba
saxcuna cpeuty COVID-19 npu év3pacmuu

Be3omnacHoCTTa 1 IMyHOTE@HHOCTTA Ha XETepOJIokeH Oycrep che Spikevax (opuruHaiHa) ca
MPOYYBAHU B €IHO HHUITMHPAHO OT U3CIEN0BATENs Mpoy4uBaHe cbC 154 yuacTHUIM. MUHUMAITHUSAT
BpPEMEBHM MHTEPBAJl MEXKYy ITbPBUYHATA CEpUs Ha BakcHHaIus ¢ BektopHa i PHK Bakcuna cperry
COVID-19 u 6ycrep no3a Spikevax (opurunaina), e 6un 12 cenmuru (auama3on: 12 ceMuIm 10
20,9 cenmurn). Jlosara, u3noi3BaHa 3a Oycrep B ToBa npoyuBane, ¢ omia 100 mukporpama. Turpure
Ha HEYTPaIM3HPAIUTE AaHTUTENA, I3MEPEHH Ype3 TECT 3a HEYTPaIU3aIlHsl Ha IICEBIOBUPYC, Ca OHMIH
orieHenu B [len 1 npeau npunoxenuero u B Jen 15 u Jlen 29 cnen 6ycrep ao3zara. OTroBop Ha
OycTep A03ata € OWI JEMOHCTPUPAH HE3aBUCUMO OT ITbPBUYHATA BAKCUHAIIHSL.

Hanuunau ca camo JaHHU 3a KPpaTKOCPOYHA UMYHOT'CHHOCT,; ABJIrOCpOYHATA 3allluTa 1
HUMYHOJIOTUYHATa MaMET HE Ca U3BCCTHU B MOMCHTA.

beszonacnocm u umynoeennocm na cedem saxcunu cpewsy COVID-19 kamo mpema 0o3a (6ycmep) 6
Obedunenomo Kpaicmeo

COV-BOOST e MHOTOIIEHTPOBO, paHIOMH3UPAHO, HMHUITUHUPAHO OT U3CIEAOBATEIS IIpoydIBaHe ¢asza 2
Ha TpeTa j03a Oycrep BakcuHanus cpenry COVID-19 ¢ moarpyma 3a nogpoOHO u3cieBaHe Ha
UMYHOJIOTHATA. Y YaCTHUIIUTE ca OWiK Bh3pacTHU Ha 30 1 moBeye TOAUHM, B T0OpO GU3MUECKO 3paBe
(JIexu 10 yMepeHH, 100pe KOHTPOJIHUPaHH KOMOPOUTHOCTH ca OMITH pa3pelieHu), KOUTO ca MOy YHITH
nse no3u win Pfizer—-BioNTech, nnun Oxford—AstraZeneca (mspBata n03a npe3 nexkemspu 2020 T,
sayapu 2021 r. wm pepyapu 2021 1.), 1 ca I3MUHAIN Hal-Manko 84 THM ciel BTopara 103a 10
MOMEHTa Ha BKJIIOUYBaHe. SPikevax (opuruHaiHa) € yCuiiniia OTTOBOPHUTE MO OTHOILICHUE HAa aHTUTENa
U HeyTpanm3aius, u ¢ Ouna 1o0pe moHeceHa, He3aBUCUMO OT IBPBUYHHUTE CEPHU HA BAKCUHAITHSL.
Jlo3ara, u3non3Bana 3a Oycrep B TOBa poyuBane, ¢ Omia 100 mukporpama. Turpute Ha
HEeyTpAIU3UPAIINTE aHTHUTENa, HK3MEPEHHU Upe3 TECT 3a HeyTpalli3alys Ha MCEBIOBUPYC, ca OWIn
oueHenu B [len 28 cnen Oycrep gozara.

Heympanuzupawu anmumena cpewy B.1.617.2 (/lexma) eapuanm npedu u cied bycmep npu
8v3pacmuu

Pesynratute oT Tecta 3a HeyTpaiu3aims Ha ncesaoBupyc (PSVNA) cpemty Bapuanra B.1.617.2
([lenrta), onpenenenu npeau Oycrep fo3ara u B [len 29 cnen OycTep jo3ata, oKa3Bar, ue
npuiIoXKeHHeTo Ha Oycrep no3a Spikevax (opurunansa) (0,25 ml, 50 mukporpama) npu Bb3pacTHH
UHIyIMpa 17-KpaTHO MOBHIICHHE HA HEYTPATU3HPALIUTE Tela cpelnry BapranTa Jlenta B cpaBHEHHUE €
HuBaTa rpeau oycrep moszara (GMFR=17,28; 95% Cl: 14,38, 20,77; n=295).

Knunuuna egpuxacnocm npu ronowu na evspacm om 12 0o 17 200unu

[Mpoy4yBaHETO MPH FOHOIIH € TEKYIIO PAaHJOMHU3UPAHO, MIANe00-KOHTPOIUPAHO, 3aCICIICHO 32
HabmoaaTesst KIMHUNIHO npoyuBaHe (asa 2/3 (NCT04649151) 3a orieHka Ha 6€30MacHOCTTA,
PEaKTOreHHOCTTa M euKacHOCTTa Ha Spikevax (opuruHa Ha) IpH FOHOIIM Ha BB3pacT oT 12 110

17 roauuu. Y4YaCTHHUIM ¢ U3BECTHA aHaMHe3a 3a nHGpekiusa cbe SARS-COV-2 ca M3KIIFOUYEHHU OT
npoyuBaneTo. OO0 3 732 y9acTHUITM ca paHIOMHU3HUpPaHH B ChoTHOMIeHHe 2:1 1a moaydar 2 1o3u
Spikevax (opurnHanza) win mianedo, GU3HOIOrHICH Pa3TBOp, C MHTEPBAI MEXIY J03uTe 1 Mecell.

W3BbpliieH e BropuueH aHanu3 Ha eukacHocTTa pu 3 181 yyacTHHUILIN, KOUTO ca HOIYYMIN 2 J03U
Spikevax (opurunanua) (n=2 139) wim mwiane6o (N=1 042) u ca nMaIu OTPULIATETICH U3XOJIEH CTAaTyC
o otHomenne Ha SARS-CoV-2, B nomynanusTa 1mo npoTokos Mexay y4acTHUIIUTE, KOUTO ca
monyunan Spikevax (opuruHaiHa), ¥ Te3d, KOMTO ca IMOYYHITH M1anedo, Hama 3a0eIeKUMH Pa3InKi
B IeMOTpa)CKUTE JTaHHH WM MPEANISCTBAIINTE 3a00JIIBaHUSL.

COVID-19 e nedunupan karo cumnromatuaeH COVID-19, nznuckair mooxXuTeIeH pe3yaTaT OT
RT-PCR u Haii-Manko 2 CHCTEMHH CUMIITOMa WK | pecnupaTopeH CUMIITOM; CITy4Yau, 3ar0YBaIH

14 nam cnex BTOpaTa 1o3a.

Nmaio e Hyna cumnromatinadu ciydas Ha COVID-19 B rpynata Ha Spikevax (opurnnanza) u
4 cumnromarnyHu cirydas Ha COVID-19 B rpynara Ha mane0o.
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Hmynoeennocm npu ronowu Ha évspacm om 12 00 17 200unu — cied nvpsuyHa 8aKCUHAYUsL CbC
Spikevax

AHanu3 3a He To-MayKa e()UKacHOCT, OLeHABAI TUTpHUTE Ha 50% HeyTpanu3upalluTe aHTuTena
cpenry SARS-CoV-2 u yecToTaTta Ha CEpOJIOTHYCH OTTOBOP 28 THU cliell 103a 2, € IPOBE/ICH B
MOATPYIHUTE 32 UMYHOTEHHOCT Ha TMOITyJIalKsTa 10 MPOTOKOJI TIPH FOHOIIH Ha BB3pacT OT 12 1o

17 ronuan (n=340) B Tpoy9IBaHETO MIPH IOHOIIHN, KAKTO U IPH YIACTHUITUTE Ha BB3pacT oT 18 mo

25 romunu (N=296) B Mpoy4YBaHETO NPHU BB3PACTHU. Y YaCTHUIIUTE HE Ca UIMAIH UMYHOJOTHYHU MU
BUPYCOJIOTHYHH JIOKa3aTelcTBa 3a npeaxoqHa naeknus cbe SARS-CoV-2 Ha U3X0IHO HHBO.
Cpennoto reomerpuuHo choTHoIeHHe (GMR) Ha TUTpUTE Ha HEYTpaIM3UPALIUTE aHTUTENA IIPH
FOHOILIM Ha BB3pacT oT 12 1o 17 rogunu B cpaBHeHUe ¢ yuyacTHHIUTE OT 18 10 25 rogunu e 1,08 (95%
CI: 0,94; 1,24). Paznukara B yectoTara Ha ceposiorudeH otroop € 0,2% (95% CI: -1,8; 2,4).
Kpurepuute 3a He no-manka edpukacHoct (nonHa rpannna Ha 95% CI 3a GMR > 0,67 u nonHa
rpanuua Ha 95% CI 3a pa3nukara B 4ecToTara Ha CepoJIorHueH 0TroBop > -10%) ca u3mbJIHEHH.

Hmyrnozennocm npu onowu na evspacm om 12 0o 17 2o0unu — cned 6ycmep 0osa Spikevax
(opueunanma)

[TepBUYHAaTa 11e71, CBbpP3aHa ¢ IMyHOT€HHOCTTa, Ha Oycrep (hazaTa Ha TOBA POYYBAHE € Ja ce
YCTaHOBH e(pUKACHOCTTA Ha OycTep Ao03aTa IMPH YUYaCTHUITM Ha BB3pacT oT 12 10 17 romuHu upes
cpaBHsjBaHE Ha UMyHHHTE oTroBopH ([en 29) cnex Oyctep nosara ¢ Te3u, HOIYUYEHH ciel 103a 2 OT
mepBUYHaTta cepust ([eH 57) npu Miagu Be3pacTHU (Ha Bb3pact oT 18 1o 25 ronunn) B Npoy4YBaHETO
npu Be3pacTHH. EdukacHocT Ha Oycrep mo3ara oT 50 Mukporpama Spikevax ce ycraHoBsiBa, ako
MMYHHHUTE OTTOBOPH ciiesi Oycrep no3ara (cpeana reomerpuuna konuentpaims [GMC] na nAb u
YyecToTara Ha cepojioruueH otroBop [SRR]) oTroBapsT Ha npeaBapuTeIHO ONPEACICHH KPUTEPUH 3a
He mo-Maika eukacHoct (kakTo 3a GMC, Taka u 3a SRR) B cpaBHEeHHE ¢ Te3H, H3MEPEHU CIIE]T
3aBbpIIBaHEe Ha MbpBUYHATA cepusi ¢be 100 Mukporpama Spikevax cpen moarpymna Miaan Bb3pacTHA
(18 no 25 roguHu) B OCHOBHOTO MPOYyYBaHe 3a €(hUKaCHOCT MIPH BB3PACTHU.

B oTkpura ¢a3za Ha ToBa IMpoyUYBaHe YYACTHHUIIUTE Ha BB3pacT oT 12 1o 17 roauHu moixyvyaBar
enuHNYHa OycTep [103a Hall-MaJIko 5 Mecela ciiell 3aBbpIIBAaHe Ha IIbPBUYHATA CEPUs (IBE 103U IIPE3
uHTepBan ot 1 mecen). [IspBrUYHaTa Moy Ianys 3a aHaIU3 HA UMYHOTE€HHOCTTA BKIIIOYBA

257 ygactHUIM ¢ OycTep 7032 B TOBA ITPOyYBaHE U CIy4aiHa MOArpyNa OT 295 y4acTHUIH OT
MIPOYYBaHETO NPHU MJIaIy Bb3pacTHH (BB3pacT >18 1o <25 ronuHn), KOUTO MpEea TOBA Ca 3aBbPLIHIH
KypcC Ha MbPBUYHA BAKCHUHAIMS C JIBE JI03H Npe3 uHTepBaji oT 1 Mecen cbe Spikevax. U nsere rpynu
YYaCTHHIIN, BKIIOYEHN B aHAJIM3MpaHAaTa MOITyJIalis, He ca UMaJIl UMYHOJIOTHYHHU WU
BHPYCOJIOTHYHH JOKa3aTeJICTBa 3a mpeaxoaHa uapexuus cbe SARS-CoV-2 npenu nppBata 103a OT
Kypca Ha IbpPBUYHA BAaKCHUHALMS U CbOTBETHO Mpenu OycTep mo3aTa.

GMR na 6ycrep no3ara npu ronomu GMC B Jlen 29 B cpaBHeHue ¢ Miiaau Be3pacTau: GMR B

Hen 57 e 5,1 (95% Cl: 4,5, 5,8), oTroBapsI Ha KpUTEPUUTE 3a HE MMO-MalIKa €PUKACHOCT (T.€. T0JIHA
rpanuna Ha 95% Cl > 0,667 (1/1,5); ToukoBa onenka >0,8); pasnukara B SRR ¢ 0,7% (95% ClI: -0,8,
2,4), oTroBapsiia Ha KPUTEPHUTE 32 HE MM0-MajKa eUKacHOCT (IoJHa rpaHuia Ha 95% ot pa3nukara
B SRR >-10%).

Ipwu 257-1e yuactaunn GMC ua nAb nipenu 6ycrep mo3ata (6ycrep mo3a - Jlen 1) e 400,4 (95% Cl:
370,0, 433,4); B nens ua Oycrep nozara ([en 29) GMC e 7 172,0 (95% Cl: 6 610,4, 7 781,4). Cnen
Oycrep nozara (Hden 29) GMC ce yBennuasa npubnusurenso 18 nstu or GMC npenu Oycrep nozarta,
JeMOHCTpHpaliku eeKTHBHOCTTA Ha OycTep no3ara npu roHomu. SRR e 100 (95% Cl: 98,6, 100,0).

[IpenBapurenHo onpeneneHUTe KPUTEPUH 3a YCIIEX 32 OCHOBHATA IIeJ1 32 UMYHOI'€HHOCT ca
M3IBJIHEHH, KOETO M03BOJISIBA [1a C€ HANPABU M3BO/J 3a e()MKACHOCTTAa HA BAKCHHATA OT IPOYYBAHETO
MIPU BB3PACTHHU.

Knunuuna egpuxacnocm npu deya na 6v3pacm om 6 2oounu 0o 11 200unu

IleqnaTpuaHOTO MMPOYUIBAHE € TEKYIIO, (aza 2/3, paHIOMU3HPaHO, IUIAIe00-KOHTPOIUPAHO,
3acJIeneHo 3a HalIroIaTeNsl, KITMHUYHO MPOyYBaHe 3a OLEHKa Ha 0€30MacHOCTTa, PEaKTOreHHOCTTa U
edpuracHoctTa Ha Spikevax (opuruHaiaHa) Mpu Aena Ha Bh3pact ot 6 rogwuu 10 11 roguan 8 CAIL
Kanana (NCT04796896). YuacTHunuM ¢ u3BecTHa aHaMHe3a 3a nHpekus cbc SARS-CoV-2 ca
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W3KITIOYeHH OT nipoy4BaneTo. O6mo 4 011 yyactHUIM ca OMIH paHAOMU3HPaHH B ChOTHOLIEHHUE 3:1
na mosryyar 2 no3u Spikevax (opurunanHa) win miaie6o (GpuznosgorndeH pa3top) mpes 1 mecer.

Bropuuen ananm3 Ha euKacHOCTTa, oneHsBam] MoTBbpAeHn ciryyan Ha COVID-19, cebpanu o
JaraTa Ha 3akitouBaHe Ha gaHHUTEe — 10 HoemBpu 2021 r. e u3BbpieH npu 3 497 y4acTHHULIU, KOUTO
ca moayuwan ase no3u (0,25 ml B mecerr 0 u mecerr 1) nmm Spikevax (opurunanta) (n=2 644), win
wiane6o (N=853), u ca umanu orpuriareicH craryc 3a SARS-CoV-2 Ha U3X0/IHO HUBO B MOMYyJIalHAsATa
10 TIPOTOKOJI. MeX Iy YYaCTHHIIUTE, KOUTO ca momyuuin Spikevax (OpuruHajiHa), ¥ OHe3H, KOUTO ca
MOy YHIIH TU1ar[e00, He € MMAJIO SIBHU Pa3jIMKH B AeMOTpadCKUTE JaHHH.

COVID-19 e ompenenen karo cumnromatindeH COVID-19, u3ncksar moyioxXuTeNHN pe3yiaTaTh OT
RT-PCR u naii-manko 2 cucteMHu cumnroMa wii 1 pecimpatopen cummntoM. Cirydan, 3anousamiu 14
JHU CJIe[l BTOpara J103a.

Nwmaro e tpu ciayvas ua COVID-19 (0,1%) B rpynara Ha Spikevax (opuriHaiHa) U 4eTUPH CiTydast Ha
COVID-19 (0,5%) B rpynata Ha miane6o.

Umynozennocm npu deya na 6vspacm om 6 200unu 0o 11 200unu

Amnanms, oneHsBail Tutpute Ha 50% HeyTpanusupanure anturena cpenry SARS-CoV-2 u yecrorara
Ha cepoJiorudeH oTroBop 28 nuu ciex [o3a 2, e npoBeneH B NOATrpyna Jela Ha Bb3pacT OT 6 TOJUHU
1o 11 rogunn (n=319) B meAnaTpUIHOTO MPOyUYBaHE, KAKTO U NIPU yYACTHUIIUTE HA BB3pacT oT 18 1o
25 roguau (N=295) B MpoydYBaHETO NIPH BH3PACTHH. Y YACTHUIIUTE HE Ca NMAIH UMYHOJIOTHIHH WITH
BHPYCOJIOTHYHH JI0Ka3aTescTBa 3a npeaxonHa napekuus cbc SARS-CoV-2 Ha uzxoano vuso. GMR
Ha TUTPUTE Ha HEYTPAIU3HUPALIUTE aHTUTENA P Jela Ha Bb3pacT oT 6 roauHu 10 11 roguHu B
cpaBHeHue ¢ ydyactHunute ot 18 1o 25 romunu e 1,239 (95% CI: 1,072; 1,432). Pa3nukara B
gecToTara Ha ceposiorudeH otroBop e 0,1% (95% CI: -1,9; 2,1). Kpurtepunre 3a He o-Majka
eduxacHocT (monHa rpanuna Ha 95% CI 3a GMR > 0,67 u nonna rpanuna Ha 95% Cl 3a paznukara B
YecToTara Ha CepoJIOTHIEH OTroBop > -10%) ca M3mbIHEHH.

Hmynoeennocm npu deya na évspacm om 6 200unu 00 11 200unu — crneo 6ycmep 0o3a Spikevax
(opueunanna)

[IbpBUUHAaTa 1€, CBbp3aHa ¢ IMyHOT'€HHOCTTa, Ha OycTep (a3aTa Ha TOBa MPOYYBAHE € /1a Ce
yCTaHOBH e(huKacHOCTTa Ha OycTep J103aTa IPH YYACTHHUIIM HA BB3PACT OT 6 roaunu A0 11 roauHu
Yype3 cpaBHABaHE HAa UMYyHHHTE oTroBopH ([en 29) ciex Oycrep mo3ara ¢ Te3u, MOTYUYCHH cle] 103a 2
oT mepBUYHaTa cepus (Jlen 57) mpu miaau Bp3pacTHH (Ha BB3pacT oT 18 mo 25 roanHn) B TOBa
npoy4BaHe, KbIeTo € nokazana 93% edukacuoct. E¢uxacHocT Ha Oycrep mpo3aTta ot 25 MUKporpama
Spikevax ce ycraHOBsiBa, akO IMyHHHTE OTTOBOPH clieq OycTep J03aTa (CpeiHa reoMeTpryHa
konuentpanus [GMC] 3a Heytpanusupaio aututsuio [NAD] yectoTara Ha ceposoruueH OTroBop
[SRR]) oTroBapsT Ha mpeBapUTEITHO ONPEACICHN KPUTEPHH 32 HE T0-MaJlka e(hUKaCHOCT (KaKTo 3a
GMC, Taka u 3a SRR) B cpaBHEeHUE ¢ Te3H, I3MEPEHH CIIE/ 3aBbPIIBAHE HA ITEPBUYHATA CEPHS ChC
100 muxporpama Spikevax cpen moarpyma miaau Bb3pactau (18 10 25 rognHn) B OCHOBHOTO
MPOYYBaHUS 32 €PUKACHOCT IIPH BH3PACTHH.

B oTkputa ¢aza Ha ToBa MpoyyBaHe YYaCTHHUILIUTE Ha BB3pacT OT 6 rogunu 10 11 roauHu moiyvaBat
eIMHNYHA OycTep J03a Hall-Maako 6 Mecelia cJie]] 3aBbpIIBaHe Ha MbPBUYHATA CepHs (IBE 103U Mpe3
uHTepBai oT | Mecen). [TbpBrYHaTA MOy Tanys 3a aHANN3 HA IMYHOTEHHOCTTA BKIIIOYBA

95 yuacTHuIM ¢ OycTep 103a B rpymnara Ha Bb3pacT oT 6 10 11 roxuHu u cirydaiiHa IoArpymna ot

295 y4acTHHIM OT MPOYYBAHETO MPU MIIAIU B3PACTHH ), KOUTO ca MOJYYHIM ABe 103U Spikevax ¢
uHTepBai oT 1 mecen. U aBere rpynu yuyaCTHUIIM, BKIIOYEHH B aHANM3MpaHaTa NOMyJanus, He ca
UMaJId UMYHOJIOTUYHH WJIA BUPYCOJIOTHYHH JIOKAa3aTeJICTBA 3a mpenxoaHa unpeknus cbe SARS-CoV-
2 mpenu mbpBara Jio3a OT Kypca Ha ITbpBHYHA BAKCHHAIIUS M CHOTBETHO TIpe/in OycTep J03aTa.

ITpu 95-Te yuactHuny, c 6ycrep nosa - en 29, e GMC e 5 847,5 (95% Cl: 4 999,6, 6 839,1). SRR ¢
100 (95% ClI: 95,9, 100,0). [Ipoy4enu ca cepymuure HuBa Ha NAD 3a fnena ot 6 rogunau a0 11 roauHu
B NIOArpyIara 1o MpoTOKOJI 32 OLIEHKAa Ha UMYHOT'€HHOCTTA C OTPHUIIATENIEH CTaTyC 110 OTHOILICHHUE Ha
SARS-CoV-2 npenu Oycrep 103aTa U CpaBHEHHETO C T€3W OT MJIay BE3pacTHH (Ha BB3pacT oT 18 1o
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25 romunan). GMR Ha Oycrep no3ara B len 29 GMC B cpaBHenue ¢ mnaau Be3pactan: GMC B Jlen 57
e 4,2 (95% CI: 3,5, 5,0), oTroBapsiiiku Ha KpUTEPUHUTE 32 HE MMO-MajiKa e(hUKACHOCT (T.€. 0JIHA
rpanuina Ha 95% Cl >0,667); pasnukara 8 SRR ¢ 0,7% (95% ClI: -3,5, 2,4), orroBapsiiia Ha
KpUTEpHUUTE 32 HE o-MaJika eukacHOCT (foyiHa rpaHuna Ha 95% ot pasnukara B SRR >-10%).

[TpenBapuTeIIHO ONPEACICHUTE KPUTEPHH 3a YCIIEX 38 OCHOBHATA I1eJ1 32 UMYHOT'CHHOCT Ca U3IThI-
HEHH, KOETO M03BOJIsIBA J1a C€ HAIIPAaBU M3BOJ 32 €()UKACHOCTTA HA BaKCHHATA. Bbp3UAT BTOPHYEH OT-
TOBOp, OYEBUJICH B PAMKHTE Ha 4 CeMUIIM ciie/l IPUIIOKEHHE Ha OycTep 103aTa, € 10Ka3aTeliCTBO 3a
CTaOMIIHOTO TpeJCTUMYIHpane (priming), MpeAn3BUKAHO OT Kypca Ha MbPBHYHA BAKCUHALIUS ChC
Spikevax.

Heympanusupawu anmumena cpewy éapuanma B.1.617.2 (IJenma) npu oeya na év3pacm om 6
200unu 0o 11 200unu

CepyMHU TIpOOH OT MOMYJIAIUITA 32 UMYHOT€HHOCT 110 TPOTOKOJ (N=134) Ha TEKyIIOTO MEAUATPUIHO
MIpoyYBaHe, B3ETH Ha U3XOIHO HUBO U B [leH 57, ca m3cnensanu upe3 PSVNA Ha 6a3ata Ha BapraHTa
B.1.617.2 ([enta).

[Ipu nena Ha BB3pacT ot 6 rogunu 10 11 roguau, GMFR ot usxoano HuBo a0 Jen 57 € 81,77 (95%
Cl: 70,38, 95,00) 3a Bapuanta JlenraDelta (u3mepeno upe3 PSVNA). Ocsen ToBa 99,3% ot nernara ca
OTTOBApsUIA Ha ONPEICIICHUETO 3a CEPOJIOTHUEH OTIOBOP.

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

ITpoBezeHo € Tekyio npoyusane (asa 2/3 3a oreHka Ha 6€30MaCHOCTTa, MOHOCUMOCTTA,
peakTOreHHOCTTa U epuKacHOCTTa Ha SPikevax mpu 31paBu Jieria Ha BB3pacT oT 6 mecena 1o 11
roauHy. B mpoy4uBaHeTO ca BKIIFOUEHH Jielia OT 3 Bb3pacToBHU rpymu: ot 6 10 11 roauuu, ot 2 10
5 roqunu u ot 6 Mecera 1o 23 mecena.

W3BbpIIeH € JeCKpUNITUBEH aHANIN3 Ha epUKACHOCTTA, OLEHsBal] MOTBbpAcHHU citydyan Ha COVID-19,
cbOpaHu 70 Jarara Ha 3akirouBaHe Ha naHauTe 21 dhespyapu 2022 r., mpu 5 476 yyacTHumn Ha
BB3pacT oT 6 Mecena 10 5 ro U, KOUTO ca moayurin ase A03u (Ha 0 u 1 mecen) ot Spikevax

(n=4 105) wmm rarie6o (=1 371) u ca UManu OTpHIATENEH cTaTyc 1Mo oTHoIeHne Ha SARS-CoV-2
Ha M3XO0/IHO HUBO (HApHYaHH ,,[IOIyJIAIMS 110 MPOTOKOI™ 3a OlleHKa Ha edukacHocTTa). He ce
0TOeNsA3BaT CHUIECTBEHH PA3JIMKU B IEMOTPa)CKUTE JaHHU MEXK/Y YYaCTHHUIIUTE, moay4dmwin Spikevax,
Y TIOJTYYIUTUTE TU1aneoo.

MeauaHnaTta Ha IPOAB/DKUTEIIHOCTTA Ha MpociensBane Ha eukacHoctTa cier Jlo3a 2 e 71 nHu 3a
YYaCTHUIIMTE Ha BB3PACT OT 2 TOAMHU JI0 5 TOAMHU U 68 JTHY 32 YYaCTHUIIMTE Ha BB3PacT OT 6 Mecera
1o 23 mecera.

EdukacHocTTa Ha BakcMHaTa B TOBa [IpOyYBaHe € HabJIro1aBaHa npe3 nepuoja, KoraTo BapHaHThT
B.1.1.529 (Omicron) npeo6ianaBa cpe/ MUPKYIUPAIIATES BApHAHTH.

B Yacr 2 B momymarusTa 1Mo mpoTOKOJI 3a OLleHKa Ha eukacHocTTa pu ciydaute Ha COVID-19,
HacThIWwIM 14 wim oBede THU Clie/ MPHUIIOKEHHUE Ha JI03a 2, IPH U3I0JI3BaHe Ha ,,Jedunuims P301
3a cimyyait Ha COVID-19% (1.€. neduHuImMsTa, IPHIaraHa B OCHOBHOTO IPOYyYBaHe Ha e(pUKACHOCTTA
npHY BB3pacTHH) epukacHoctta Ha BakcuHata (VE) e 46,4% (95% Cl: 19,8; 63,8) npu nena Ha BB3pacT
oT 2 roaunu 10 5 roaunu u 31,5% (95% Cl: -27,7; 62,0) npu aeria Ha Bb3pacT OT 6 Mecera J10

23 Mecerna.

HUmynocennocm npu deya na gv3pacm om 6 meceya 00 5 200unu

ITpu neua Ha BB3pact ot 2 10 5 roauHu cpaBHeHHeTo Ha NAD otroBopute Ha [len 57 B Tazu Yacr 2 Ha
MOJTPyIIaTa 1o MPOTOKOJ 3a OLlEHKa Ha HMyHOTeHHOCTTa (N=264; 25 MHKpOrpaMa) ¢ Te31 Ha MIIJUTeE
BB3pactHH (N=295; 100 mukporpama) nmokazsa GMR 1,014 (95% CI: 0,881; 1,167), otroBapsiio Ha
KPHUTEPUUTE 32 IOCTUT'aHE HA He Mo-Majka eukacHoCT (T.e. nojiHa rpanuia Ha 95% CI 3a GMR
>0,67; ToukoBa orerka >0,8). CpesHara reoMeTpryHa KpaTHa cToiHOCT Ha yBennuaBane (GMFR) ot
M3X01HOTO HUBO 110 Jlen 57 npu te3u aena e 183,3 (95% ClI: 164,03, 204,91). Paznukara B yectorara
Ha cepoJIoTHYeH OTroBop (Seroresponse rates, SRR) mexy meriara u minagure Bp3pacthu e -0,4%
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(95% CI: -2,7%; 1,5%), xaTo chIlO OTroBaps Ha KPUTEPUUTE 3a TIOCTUTaHE HA HE IO-MaJlka
euxacHoct (osHa rpanuna Ha 95% CI Ha pasznukara B SRR >-10%).

Ipu kbpMaueTa 1 MAJIKH JIela Ha Bb3pacT oT 6 Meceria 10 23 Mecelia cpaBHeHHETO Ha NAD
otroBopute Ha Jlen 57 B Ta3u Yact 2 Ha moArpynaTa no NPOTOKOJI 32 OIIEHKA Ha HIMYyHOT€HHOCTTa
(n=230; 25 mukporpama) ¢ Te3u Ha Miaaure Bp3pactau (N=295; 100 mukporpama ) mokazsa GMR
1,280 (95% ClI: 1,115; 1,470), oTroBapsiio Ha KPUTCPUHTE 3a TIOCTUTAaHE HA HE MMO-Mallka e()UKaCHOCT
(r.e. monmua rpanuna Ha 95% CI 3a GMR >0,67; ToukoBa orierka >0,8). Pasiukara B mporieHTa Ha
SRR mMexay kbpMaueTa/Manku aena u muaau Be3pactu € 0,7% (95% Cl: -1,0%; 2,5%), kato chIiio
OTroBapsi Ha KPUTEPHUUTE 32 MOCTUTAHE Ha HE MO-Maika edukacHocT (monHa rpanuna Ha 95% CI Ha
pasnuKara B YecToTara Ha CepoJIorudeH oTroBop >-10%).

Crie1oBaTeHo, NMPEABAPUTEIHO ONPEIEICHUTE KPUTEPHH 32 MOCTUTAHE HA [TbPBUYHATA 1€ 110
OTHOIIICHHE HA HMYHOTEHHOCTTA Ca TIOCTUTHATH B JIBETE€ BH3PACTOBH I'PYIH, KOETO O3BOJISIBA Ja CE
3aKJIFOYH 33 HATMYIKE Ha epUKacHOCT Ha 25 MUKpOrpama KakTo IpH JIelara Ha Bb3pacT OT 2 TOJANHA
710 5 roJIMHH, Taka ¥ TIPH KbpMadyeTa i MaJIKUATE Jelia Ha Bb3pacT oT 6 Meceria o 23 mecela
(Tabmumu 4 u 5).

Tadauua 4. Pe3toMe Ha ChOTHOIIEHUETO HA CPEIHUTE FT€OMETPUYHH CTOHHOCTH HA
KOHIEHTPAILHMATA H YeCTOTATA HA CEPOJIOTHYEH OTTOBOP — CPAaBHEHHE HA JIMIATa HA BB3PacT OT
6 mMecena 10 23 Mecela ¢ yYacTHHIIMTE HA Bb3pacT oT 18 roqunm 10 25 ronunu — rpyna no
NPOTOKOJI 32 OLIEHKA HA HMYHOT€HHOCTTA

6 mecena 10 18 roguuu 10 6 mecena g0 23 mecena/
23 mecera 25 rogymn 18 rogunn g0 25 rogunu
n=230 n=291
Tect Bpem GMC GMC GMC OtroBaps Ha
eBa 95% CDH* 95% CDH* CHOTHOLLICHU LeJITa 3a He
TOYKA e (95% CI)? Mo-MaJjIKa
e(pukacHocT
(017) 51§
1780,7 1390,8 1,3
(1 606,4;1973,8) (1269,1;15242) (1,1; 1,5)
Tect 3a 28 muu Pasiuka B
HEYTPATU3UPAI |  CIIe CeposoruueH Ceposornyen CepOIOrHYHH pi
1 aHTHUTEIIA I[03a 2 O0TroBOP OTroBOpP f1 0OTTOBOP %
cpemnty SARS- % (95% CI)" % (95% CI)" (95% CI)*
CoV-2° 100 99,3 0,7
(98,4; 100) (97,5; 99,9) (-1,0; 2,5)

GMC = Cpenna reoMeTprvHa CTOMHOCT Ha KOHIICHTPAIHSTA
N = Opoii y9aCTHHIIN C HAIMYHH JAaHHU Ha N3XOTHO HUBO U B [leH 57
* CTOMHOCTUTE Ha aHTHUTENAaTa, ChOOIIEHN KaTO HaMHPAIIH ce MO/ J0JHATa IPpaHuIla Ha KOJTUYECTBEHO
onpenenenue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 X LLOQ. CroiiHoctuTe, mo-
roJIEMH OT FOpHAaTa 'paHuIla Ha KonuecTBeHo onpenencuue (Upper limit of quantification, ULOQ), ca
3amectenn ¢ ULOQ, ako eCTBUTEITHUTE CTOMHOCTH JIUTICBAT.
2 log-Tpanc(hopMUpaHUTE HUBA HA AHTUTEIATA Ca AHATU3UPAHH C U3M0JI3BAHE HA aHAJIN3 HAa KOBapUaTEH
mozen (ANCOVA) ¢ npoMeniBata Ha rpyrata (y4acTHUIM Ha BB3pacT OT 6 Mecera g0 5 roauHu u
MJIaiy Bb3pacTHH) Karo ¢pukcupan edekt. [Tonyuenure cpennu croiiHoctu Ha LS, pasnukara Ha
cpennute croiinoctr Ha LS n 95% CI ca tpancdopmupanu o0paTHO 10 MbpBOHAYANHUS Maiad 3a

TIpeICTaBsSHE.

% He no-manka e(puKacHOCT ce 00sBsBA, aKO J0JIHATA MPAHULA Ha 2-cTpaHHus 95% Cl 3a ChOTHOLIEHHETO
GMC e mo-ronsma ot 0,67 ¢ ToukoBa orerka >0,8, a gonmHara rpanuna Ha 2-ctpanaust 95% Cl 3a
pa3iuKara B IPOIEHTa Ha CEPOJIOTUYHUS OTTOBOp € Haj -10% c ToukoBa oreHka >-5%.

® KpaitHuTe CpelHO TeOMETPUYIHHU CTOWHOCTH Ha KOHIeHTparuuTe Ha antutenara (GMC) 8 AU/ml ca

OTIpe/IeICHH C U3I0JI3BaHe Ha TECT 32 MUKpoHeyTpanu3aius Ha SARS-CoV-2.

" CepOnOTHYIHUSAT OTTOBOP, ABJDKAII CE HA BAKCHHANMATA, CTICIM(UUCH 32 KOHIICHTPAIIUATA Ha
HeyTpanusupamure anturena cpemy SARS-CoV-2 RVP Ha HUBO y4acTHHK, ce onpenels B IPOTOKOIa




karo mpomsHa oT mox LLOQ o paBHa wiu mo-Bucoka oT 4 X LLOQ unu moHe 4-KpaTHO yBETHUUCHUE,
aKO U3XOJIHOTO HUBO € PaBHO WK mo-BUcoko oT LLOQ. 95% CI Ha ceponoruyHusi OTTOBOP ce
n3umcIsBa mo metoza Ha Clopper-Pearson.
A Paznmmkara B 95% CI Ha ceponornyHus OTTOBOP CE M3UMCIIABA C M3MOI3BAHE HA JOBEPUTETHU TPAaHULN Ha
Miettinen-Nurminen (ckop).

Ta6auna 5. Pe3roMe Ha CHOTHOLIEHHETO HA CPEAHUTE T€OMETPUYHHU CTOIHOCTH HA
KOHIEHTPAUATA U YeCTOTATA HA CePOJIOTHYEH 0TTOBOP — CPABHEHHE HA JIULATAa HA Bb3PacT OT
2 rOIUHH 10 5 TOAMHHU € YYACTHUI[UTE HA BB3pacT oT 18 roguuu 10 25 roguHu — rpyna no
MPOTOKOJI 32 OLIEHKA HA HMYHOT€HHOCTTA

2 TOMHM 10 18 roamuu a0 2 roguHM 10 5 romunn/
5 romunun 25 roqnan 18 rogunu 10 25 romuHu
n=264 n=291
Tect Bpeme GM GMC GMC OtroBaps Ha
Ba C (95% (95% Ch* ChHOTHOIIIEHH 1eJITa 3a He
TOYKA Ch* e (95% NO-MaJIKa
CI)? epuKacHocT
(017) 50§
1410,0 1390,8 1,0
(1273,8; 1 560,8) (1 262,5;1532,1) (0,9; 1,2)
Tect 3a 28 mHu cnen Pazaunka B
HeyTpanusupaiy | Jloza 2 CepoJioruuex CepoJioruuex CepoJOrHIHH pl|
W aHTUTEIa O0TrOBOp 0TrOBOp 51 oTroBoOp %0
cpemnty 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 = Cpenna reomeTprdHa CTOHHOCT Ha KOHIICHTPAIAATA

N = Opoii Y4aCTHUIIM C HAJIMYHY JAHHH Ha U3XOJHO HMBO U B JleH 57

* CTOMHOCTHTE Ha aHTUTeNaTa, CbOOIICHN KaTO HAMUPAIIH Ce IO JOTHATa TPaHUIla Ha KOJHIECTBEHO

onpenenenue (lower limit of quantification, LLOQ), ca 3amectenu ¢ 0,5 X LLOQ. CroiiHoctute, mo-

roJIEMH OT FOpHAaTa rpaHuila Ha KomuecTBeHo onpenenenune (Upper limit of quantification, ULOQ), ca
3amectenn ¢ ULOQ, ako IeHCTBUTETHUTE CTOMHOCTH JIUTICBAT.

2 log-TpanchopMUpaHiTe HIBA HA aHTUTENIATa Ca aHAIM3UPAHU C U3I0JI3BaHE HA aHAIN3 Ha KOBapUATCH
mogera (ANCOVA) ¢ mpoMeniBara Ha rpynata (y4acTHHIM HA Bb3pacT oT 6 Mecena 10 5 roauHu u
MIIaid Bb3pacTHH) Karo ¢pukcupan edekt. [Tonydenure cpennu croiiHocTu Ha LS, pasnukara Ha
cpennute croiiHocTH Ha LS 1 95% Cl ca tpanchopmupanu oOpaTHO 10 TbpBOHAYAIHUS Mamad 3a
MIpeICTaBsSHE.

® He mo-manka euKacHOCT ce 00sIBsIBA, aKO JI0JIHATa 'paHuIia Ha 2-ctpanuus 95% Cl 3a chboTHOIIEHHETO
GMC e mo-rosisma ot 0,67 ¢ ToukoBa orenka >0,8, a monmHara rpanuiia Ha 2-ctpannus 95% Cl 3a
pa3nukara B IPOIEHTa Ha CEPOJIOTUIHUS OTTOBOp € Haja -10% c ToukoBa oreHka >-5%.

® KpaiiHUTE CpeHO reOMETPUYHHN CTOMHOCTH Ha KOHIeHTpanuuTe Ha anturenara (GMC) 8 AU/ml ca
OTIpe/IeNIeHH C M3TIOJI3BaHe Ha TECT 3a MUKpoHeyTpanm3anus Ha SARS-CoV-2.

" CepoNIOTHYHHAT OTTOBOP, IBIDKAI CE Ha BAKCHHALIUATA, CIICIIM(UICH 32 KOHIICHTpAIITa Ha
HeyTpanu3upamure anturena cpemy SARS-CoV-2 RVP Ha HHBO y4yacTHHK, ce Onpesielisi B IPOTOKoIa
karo mpomsiHa oT mox LLOQ mo paBHa miu mo-pucoka oT 4 X LLOQ wiu nmoHe 4-KpaTHO yBEIUYCHUE, aKO
M3XOJHOTO HUBO € paBHO Wi Mo-Bucoko oT LLOQ. 95% CI Ha ceponornyHusi OTTOBOP C€ U3YHUCIISABA O
Mmerona Ha Clopper-Pearson.

A Pazmmkara B 95% CI Ha ceponornyHust OTTOBOp CE M3UMCIIABA C M3MOI3BAHE HA JOBEPUTEITHU IT'PAHHUIN Ha
Miettinen-Nurminen (ckop).

Crapuecka Bb3pacT

Spikevax (opurrHanHa) € U3CcIeABaHA IPH JIMIIA HAa BBE3PACT 6 U IMOBEUE MECeIa, BKITFOYHTEITHO

3 768 yuacTHHIM Ha BB3pacT Ha 65 u moBeue rogunu. EdukacHoctta Ha Spikevax (opuruHanHa) npu
YYaCTHHIUTE B HANIPEAHANIA BB3PACT (=65 rouHI) ChOTBETCTBA HA Ta3U MPH ITO-MJIAINTE BH3PACcTHU
yuactHunH (18-64 ronunm).
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IlengnaTpruuHa monyaamus

EBporefickaTa areHnus mo jJekapcTBaTa oTiiara 3aIbJDKEHHETO 32 MPEIOCTABSIHE Ha PE3yJITaTUTE OT
npoyuBaHusaTa cbe Spikevax (opuruHamHa) B €JHA WM MMOBeUE MOATPYIH Ha equaTpruyHaTa
nomysanus 1pu npesenius Ha COVID-19 (k. Touka 4.2 3a uHpopMaIs OTHOCHO yroTpeda B
MIeANATPUSTA).

5.2 dapMaKkOKHHETHYHU CBOKCTBA

Henpunoxumo.

5.3 IlpeakJIUHUYHU TaHHH 32 0€30MACHOCT

HexnmuanmaHnTe [aHAN HE TIOKa3BaT OCOOCH PHCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHATHUTE
MPOYYBaHHUS 32 TOKCHYHOCT MIPY MHOTOKPATHO TPUIIOKEHUE, PEIPOAYKTUBHA TOKCUIHOCT

TOKCHUYHOCT 3a pa3BHUTUETO.

O0111a TOKCUYHOCT

[IpoBenenu ca mpoyuyBaHus 3a 001]a TOKCUYHOCT IPH ITHXOBE (Ha KOUTO Ca NPHIIOKEHH
HHTPaMyCKYJIHO 710 4 103H, HaJABMIIIABAIIM J103aTa IPH X0Pa, BSAHBK HA BCCKH 2 CSIMHUIIH ).
HaGumoaBanu ca pexoaHu U 00paTHMHU OTOK M €pUTEM Ha MSICTOTO Ha HH)KEKTHPaHE, KaKTO
MPEXOJIHU ¥ 00paTUMU IPOMEHH B JTa0OPaTOPHHUTE TIOKA3aTe U (BKIFOUUTEIIHO MMOBUIIIABAHE HA
€03MHO(WINTE, aKTHBUPAHOTO MapIAaTHO TPOMOOIUIACTHHOBO BpeMe u (hnOpuHoreHa). Pesynrature
NpeArnoaraT, 4e NOTeHIUAIBT 38 TOKCHYHOCT TPH XOpa € HUCHK.

I'eHOTOKCHYHO CT/KaHLIeDOFCHHOCT

[TpoBexenu ca in Vitro u in Vivo npoy4BaHusl 32 TEHOTOKCHYHOCT ¢ HOBHS JIMIMACH KOMIIOHEHT SM-
102 na BakcuHaTa. Pe3ynrarure npeamnoarar, 4e NOTSHIHAIBT 32 TeHOTOKCUYHOCT MPU XOpa € MHOTO
HHUCBHK. He ca mpoBex1aHu NpOy4YBaHHs 33 KAHIIEPOTCHHOCT.

PenpoaykTHBHA TOKCHYHOCT

B enHo npoyuBane 3a TOkcHaHOCT Ha pa3zButreTo 0,2 ml OT BakcHHA ChC ChCTaB, ChIBPIKAI CHITIOTO
kommuectBo HPHK (100 mukporpama) u Ipyru chCTaBKH, BKIIOYSHH B €IUHUYHA 1032 Ha Spikevax
(opurunHamHa) 3a X0pa, € MPIWIOKEHA HA KEHCKU ITHX0BE HHTPAMYCKYJTHO B 4 ciy4as: 28 u 14 nau
npeau undrocBane u Ha recraunoned [en 1 u 13. AatuTsno-orroBopu cpeury SARS-CoV-2 ce
Ha0II0aBaT NPH JKEHCKHUTE ILTHXOBE OTHPEAN YU(PTOCBAHETO A0 Kpas Ha MPOy4BaHETO Ha 2 1-Bus
JIAKTALlMOHEH JIeH, KaKTO U IIpU (eTyCUTe U IOKOJIEHHETO. B poydBaHeTo HAMa CBBP3aHU C
BaKCHHATa HeXeJlaHu epekTH BepXy pepTunnTera NpH KEHCKUTE, OpEeMEHHOCTTa, eMOpHO(ETaTHOTO
pasBUTHE, Pa3BUTUETO HA IIOKOJIEHUETO WM IOCTHATAJIHOTO pa3BuTHE. JIMncBaT nanHu nanu
BakcuHaTa Spikevax (OpurMHajiHa) MpeMruHaBa Mpe3 IUIAleHTaTa WIK Ce EKCKPETHPa B MIISIKOTO.

6. DOAPMAIIEBTUYHMUA JAHHHA
6.1 CHmucbk HAa HIOMOIIHHUTE BELIeCTBA

SM-102 (xenranekan-9-un 8-{(2-xuapoKcHeTHT)[6-0KCO-6-(YHICIHUITOKCH ))XEKCHII|aMHHO } OKTAHOAT)
XonecTepo

1,2-mucreapowi-sn-rimnepo-3-pochoxonun (DSPC)

1,2- nuMUpUCTOMI-rac-rauepo-3-merokcumnoareTuneHrkon-2000 (PEG2000-DMG)

Tpomeramon

TpoMeTaMOoJIOB XHIPOXIOPHU/L

OreTHa KHcenuHa
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Harpues anerar tpuxuapar
3axapo3za
Bona 3a naxexnuu

6.2 HecbBMecTUMOCTH

To3u nekapcTBEH MPOAYKT HE TPAOBA 1a ce CMeCBa C APYTH JICKAPCTBEHU MPOIYKTH HIIH 14 Ce
paspexna.

6.3 Cpok Ha rogHOCT

HeotBopen MHOrono0308 (diakod (Spikevax bivalent Original/Omicron BA.1
(50 mukporpama/50 Mukporpama)/ml HHXKEKIIMOHHA AUCIIEPCHUS)

9 mecera mpu -50°C mo -15°C.

B pamkure Ha nepuoza ot 9 mMecena, ciel U3BaXIaHE OT (ppu3epa HEOTBOPEHHUAT (UIAKOH C BAKCHHA
MOJKe Jla ce chXpaHsBa B XJIaguwiaHuk rnpu 2°C no §°C, 3amuTeH oT cBeT/inHa, MakcuMyM 3a 30 1. B
paMKHTE Ha TO3U TIEPHO/JI, 32 TPAHCIIOPTUPaHE MOXKe Jia ce m3moysBar 1o 12 waca mpu 2°C mo 8°C (Bk.
Touka 6.4).

CrI110 € MoKa3aHa XUMHUYHA B (PU3WYHA CTA0MIIHOCT Ha HEOTBOPEHH (DJIAKOHU C BAaKCHHA B
npoabDKeHue Ha 12 Mecera, korato ce chxpanssar mnpu -50°C go -15°C, npu ycjoBHe Ye IIOM KATO
BeIHb:K ObJ/le pa3Mpa3eH U 0cTaBeH Ha cbxpaHeHue npu 2°C go 8°C, u e 3a1IUTEH OT CBETIIMHA,
HEOTBOPEHHUAT ()JIAKOH IIle /1A Ce U3M0JI3BAa B pAMKHUTE Ha He moBeve oT 14 qau (BMecto 30 1Hw,
KaKTO KOraro ce cbxpansasa npu -50°C go -15°C 3a 9 mecena), 6e3 1a ce HaJBHIIaBa OOIIOTO BpEME 3a
cbXxpaHeHue oT 12 mecena.

Bennbx pa3Mpa3cHa, BaKCuHAaTa HC TpH6Ba Ja Cc€ 3aMpa3ssaBa IMMOBTOPHO.

HeotBopenara BakcuHa Moe fa ce cbxpansaBa mpu 8°C no 25°C mo 24 yaca cief u3BaxkJaHe OT
XJIQWITHUK.

IIyaktupanu MmEOrono308H (diakonu (Spikevax bivalent Original/Omicron BA.1
50 muxporpama/50 Mukporpama)/m| HEKEKIIMOHHA IUCTIEPCHs])

JlokazaHa € XUMWUYHA U (U3UYHA CTAOWITHOCT IpH ynoTpeda B mpoabnkerne Ha 19 vaca cien
IBPBOHAYANHOTO IMyHKTHpaHe mpu 2°C 1o 25°C (B paMKUTe Ha JOIMTYyCTUMUS CPOK 3a yrnoTpeba oT
cpoTBeTHO 30 1 14 mHU choTBEeTHO M BKItouuTenHo 24 yaca npu 8°C mo 25°C). Ot
MHUKPOOHOJIOTMYHA TJIeHA TOYKa MPOAYKTHT TPAOBa [a ce U3IMO0JI3Ba He3a0aBHO. AKO BaKCHHATa HE ce
M3I0J13Ba BeJHAara, NepUOIbT Ha U3I0I3BaHE U YCIOBUATA HA ChbXpaHEHHE Ipenu ynorpeda ca
OTrOBOPHOCT Ha MOTPEOUTEIS.

HeotBopeH ennomno0308 daakoH (Spikevax bivalent Original/Omicron BA.1
25 Mukporpama/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCH)

9 meceria mpu -50°C mo -15°C.

B pamkuTe Ha iepuoja oT 9 Mecela, clie U3BaxkaaHe oT ppusepa, eHOJ030BUTE PIIAKOHN MOXKE Ja
ce cbxpansaBaT B xyaguiHuk npu 2°C go 8°C, 3amuTeHu oT cBeTinHa 3a MakcuMyM 30 nxu. B
paMKUTE Ha TO3M MIEPHUOJ SHOI030BHTE (hIaKOHA MOXKeE Jla ¢ce TpaHcropTupar 1o 12 yaca mpu 2°C 1o
8°C (Bk. TOuKa 6.4).

CrI10 € MoKa3aHa XUMUYHA U (PU3UYHA CTAOMITHOCT 32 HEOTBOPEHHU €IHOI030BU (hJIaKOHH, KOTaTO Ce
CBXpaHABaT B NpoAbIKeHHE Ha 12 mecena npu -50°C no -15°C, npu yci1oBHe Ye IpH ycJIOBHE e
1I0OM KAaTO BeAHbK 0be pa3Mpa3eH U ocTaBeH Ha chxpaHeHue npu 2°C 1o 8°C u e 3amuTeH oT
CBETJIMHA, eAHOA030BHUAT (MJIAKOH 1Ie ce U3M0J13Ba B PAMKHUTe HA He moBeye oT 14 quu (Bmecto 30
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JIHH, KOTaTo ce chxpansiBa npu -50°C no -15°C 3a 9 mecena), 0e3 ja ce HanBUIIIaBa OOMOTO BpeMe 3a
chXpaHeHue ot 12 mecena.

Benuwx pa3mpaseHa, BaKcHHaTa He TpAOBa [ja ce 3aMpa3siBa IOBTOPHO.

Enmnomozosute daakoHn Moxe aa ce cexpanasar mpu 8°C o 25°C mo 24 gaca cieq u3BaxKaaHe OT
XJIaJVITHUKA.

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKporpaMa MH>KEKIIMOHHA JIMCIIEPCUS
B I[IPEIBAPUTEIHO HANBIHEHA COPUHIIOBKA

9 meceria mpu -50°C mo -15°C.

B pamkute Ha mepuona ot 9 mecena, cien U3BaKIaHe OT pu3epa, MpeIBapUTEITHO HAITBITHEHUTE
CIIPUHIIOBKH MOX€E Jla C€ ChbXpaHABaT B xJaawIHUK Mpu 2°C g0 8°C, 3alllUTeHH OT CBETIIMHA, 33
MakcumyMm 30 qHH. (BK. Touka 6.4).

CaI1o € 1oKa3aHa XUMHUYHA U PU3HYHA CTAOMIIHOCT HA HEOTBOPEHH MIPEIBAPUTEIHO HAITBIIHEHU
CIPUHIIOBKH B Mpoabnkerne Ha 12 mecerna npu -50°C mo -15°C, npu ycjioBHe 4ye 1IOM KaTo
BeIHbK Ob/Ie pa3Mpa3eHa H OCcTaBeHa Ha cbxpaHeHnue npu 2°C 1o 8°C u e 3amuTeHa oT CBETIINHA,
NpeABapPUTEJHO -HATBJIHEHATa CIPUHIIOBKA 11le ce U3M0/I3Ba B PAMKHTE Ha He MoBeye oT 14 quu
(Bmecrto 30 nHU, Korarto ce chxpansBa mpu -50°C mo -15°C 3a 9 mecernia), 6€3 1a ce HaABUIIIaBa
00110TO BpeMe 3a chxpaHeHue oT 12 Mecera.

Benuwx pasmpaseHa, BakcrHaTa He TpAOBa Jja ce 3aMpassiBa MOBTOPHO.

[IpeaBapuTenHO HATBJIHEHUTE CIPHUHLIOBKH MO3Ke J1a ce chxpansaBat npu §°C 1o 25°C no 24 gaca
ClIell U3BAXJAHE OT XJIaJMIHHKA.

6.4 Cneuua.mm YcdioBusi HAa CbXpaHECHUE

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 Mukporpama)/ml HHXXEKIIMOHHA
nucrepcus (MHOr0n030BU (hJIAKOHU)

Ha ce cpxpansiBa BbB ¢ppusep npu -50°C no -15°C.

CoxpaHsiBaiiTe ¢uiakoHa B KapTOHEHATa OMAKOBKa, 32 Jla e MPE/Ia3h OT CBETIHHA.

3a ycloBusATa Ha ChbXpaHEHHE CIie]l pa3Mpa3siBaHe Ha JIEKapCTBEHHU NPOLYKT BIXKTE TOUKa 6.3.
3a ycnoBusTa Ha ChbXPaHEHNE Ha MHOTO/I030BUs (DJIAKOH CIIe/l TBPBOHAYATIHO OTBAPSHE BUKTE
TouKa 6.3.

Tpancnopmupane Ha pazmpasenit MH02000308uU ghaaxonu 6 meuno cvcmosnue npu 2°C 0o 8°C

Axo Tpancnoptupatnero npu -50°C g0 -15°C He e Bb3MOKHO, HUIMYHHU Ca TaHHU, CIIOPE] KOUTO €
BBH3MOKHO TPAHCIIOPTHPAHETO HA €IMH WM II0BEUE pa3Mpa3eHU (UIaKOHa B TEYHO ChCTOSIHUE 3a
nepuof 1o 12 gaca npu 2°C no 8°C (B paMKuTe Ha JOMYCTHUMHUS CPOK 3a yHnoTpeda ot croTBeTHO 30
wm 14 gan ipu 2°C g0 8°C). Benubx pa3MpazeHd ¥ TPAHCIIOPTUPAHU B TEYHO CheTostHHE TpH 2°C
1o 8°C, ¢hnakoHnTE HE TPsAOBA J1a ce 3aMpa3sBaT MOBTOPHO, a Ja ce cbxpansasat npu 2°C mo 8°C mo
TAXHOTO HU3IIOJI3BaHE.

Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 MUKporpaMa MHKEKIIMOHHA JTUCIIEPCUS
(eqH01030BU (DJIAKOHM)

Ja ce cbxpansBa BsB ¢pusep npu -50°C go -15°C.
CoxpaHsBaiiTe eHOI030BUs (PIIAKOH B KApTOHEHATA OTAKOBKA, 32 Jla Ce MPEIa3H OT CBETIHHA.
3a yclioBUsTa HAa ChXPAaHEHUE CIIE] pa3Mpa3siBaHe BUXKTE TOUKa 6.3.

Tpancnopmupane na e0no00306u graxouu 6 meyno cvcmosinue npu 2°C oo 8°C
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Axko tpancnioptupanero np# -50°C mo -15°C He e Bb3MOXKHO, HATMYHU ca JaHHH, CIIOpe KOUTO €
BB3MOKHO TPAHCIIOPTHPAHETO Ha €IUH WM IIOBEYE Pa3Mpa3eHH eIHOJ030BU (JIaKOHU B TEUHO
cbcrosiaue npu 2°C 1o §°C (B paMKHTE Ha TOMYCTUMHESI CPOK 32 yrorpeda oT cboTBeTHO 30 M

14 naw npu 2°C no 8°C). Begubx pazMpaseHu U TPaHCHOPTHPAHH B TEYHO cheTostHUE TIpu 2°C 10
8°C, emnomo3oBuTe (hJIaKOHU HE TPsiOBa Ja ce 3aMpassiBaT MMOBTOPHO, a Jia ce cbxpanssar npu 2°C 1o
8°C 110 TSIXHOTO U3MOJI3BaHE.

Spikevax bivalent Original/Omicron BA.1 25 MukporpaMa/25 MUKporpaMa HHKEKIIMOHHA JIUCIIEPCUSL
B IPE/IBAPUTENHO HAITBJIHEHA CIIPUHIIOBKA

Ja ce cpxpansBa BbB ¢Gpuzep npu -50°C go -15°C.

CoxpaHsBaiiTe mpeIBapUTEIHO HAITBIHEHATA CIIPUHIIOBKA B KAPTOHEHATa OTIAKOBKA, 32 J1a ce
Mpeanasy OT CBETINHA.

3a yclnoBUsTa Ha ChXPAaHEHUE ClENl pa3Mpa3siBaHE BIXKTE ToUKa 6.3.

Tpancnopmupane na pasmpaseny npeoeapumento HanviHeHu CNPUHYOBKU 8 MEYHO CbCMOAHUEe Npu
2°C 0o 8°C

Axko tpancnioptupaneto mp# -50°C mo -15°C He e Bb3MOXKHO, HATMYHU ca JaHHH, CIIOpPE KOUTO €
BB3MOHO TPAHCIIOPTHPAHETO HA €1HA WU MIOBEYE pa3Mpa3eHH MIPeIBapUTEIHO HAITBIHEHU
CIPUHIOBKHU B Te4HO cherosiaue mpu 2°C no §°C (B pamkure Ha 30-aHeBHUS WK 14-1HEBHUS CPOK Ha
rogHOCT choTBeTHO 11pH 2°C 1o 8°C). Bequbxk pasMpaszeHl U TPaHCHIOPTHPAHHU B TEYHO CHCTOSIHHE
npu 2°C o 8°C, npeaBapuTEIHO HATBIHEHUTE CIIPUHIIOBKY He TPsOBa J1a ce 3aMpassBaT MOBTOPHO, a
na ce cbxpansaBaT npu 2°C 1o §°C 10 TSXHOTO U3MOJI3BAHE.

6.5 Buau chabpkanue Ha OMAKOBKATA

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 MmukporpamMa)/ml HEKEKIIMOHHA
nucrepcus (MHOr0n030BU (hJIAKOHU)

2,5 ml wu 5 ml nucniepcust B MHOT01030B (pi1akoH (OT CTHKIIO THUIT | WM €KBUBAJIEHTHO CTBHKIIO, WIH
IUKIIAYEH 0JIChHUHOB TIOJIMMEP C BETPEITHO OapHepHO MOKPHUTHE) ChC 3aITyIiaika (XJI0poOyTHIIOB
Kay4yK) U CHHBO OTYYIBAIIlO Ce Karade ¢ 0OKaTKa (aTyMHUHHEBa OOKATKa).

OrmakoBKa:
10 mHoro030BH hitakoHa. Beeku duiakoH chabpixa 2,5 ml.
10 muOTOH030BM (hitakoHa. Beeku ¢urakon chabpprka S5 ml.

He Bcnukm BHIOBE OMAKOBKY MOTaT J1a ObIaT ITyCHATH Ha Ta3apa.

Spikevax bivalent Original/Omicron BA.1 25 MukporpaMa/25 MUKporpaMa MHKEKIIMOHHA JUCIIEPCUS
(eaH01030BU (DIIAKOHH )

0,5 ml aucniepcus B €1HO030B (UIAKOH (OT CTHKJIO THI | MM €KBUBAJIICHT HA CTHKIIO THUII 1) CbC
3amymanka (XJIoOpoOyTHIIOB KaydyK) U CHHbO OTYYIIBAIIIO Ce Karade ¢ 00KaTka (alyMHHHEBa OOKaTKa).

Onaxogka: 10 enHomo308H (hiakona. Beeku dutakon cbabpxa 0,5 ml.

Spikevax bivalent Original/Omicron BA.1 25 MukporpaMa/25 MUKporpaMa MHKEKIIMOHHA JIUCIIEPCUS
B IPE/IBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA

0,5 ml gucniepcns B ipeBapUTEITHO HAITBIIHEHA CIIPUHIIOBKA (OT MOJMMED) C TJIaBa Ha OyTaIo0ToO
(OpOMOOYTHIIOB Kay4yyK C IOKPUTHUE) U MPEAIa3Ho Kanaue (OpoMOOyTHIIOB KaydyK, O€3 Uriia).

Bcska omakoBka CbABbpPiKa 5 IMpo3pavyHu 6HI/ICTCpa, BCCKH OT KOUTO ChbAbpiKa I10 2 mpeaABAPUTCIIHO
HallbJIHCHU CIIPUHIIOBKH.
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OmnakoBka: 10 mpenBapuTETHO HATBIHEHN CIIPUHIIOBKHU. Beska mpeaBapuTeIHO HAITBITHEHA
CHpUHIIOBKA chabpka 0,5 ml.

6.6 ChenuajgHu mpeanasHu MepKHU NPH U3XBBPJIsiHE H padoTa

Baxkcunara TpsiOBa 1a ce MPUTOTBS ¥ IMOCTaBs OT 00yYEeHN MEAWIIMHCKH CICITHAIMCTH TIPH CTIa3BaHe
Ha aCEeNTUYHU TEXHUKH, 3a J]a C€ FapaHTHpa CTEPUIHOCT Ha AUCTIEPCUATA.

dnakoHHUTE U MPEIBAPUTETHO HAITBIHEHUTE CIPUHIIOBKH JIa c€ ChXpaHsaBaT BbB (pusep npu -50°C no
-15°C.

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 Mukporpama)/ml HHXEKIIMOHHA
nucrepcus (MHOI0J1030BH (DJIaKOHH)

Bakcunara e rotoBa 3a ynotpe6a ciezn pazMpassiBase.

Jla He ce pa3KJialia Wwin paspexaa. 3aBbpTere Jieko (IakoHa CIie/l pa3MpassBaHe U MPed BCIKO
W3TETJISHE.

VBepere ce, ue (IIaKOHBT HMa CHHBO OTUYYIBAIIO CE Kalauye i HAMMCHOBAHUETO Ha MPOJIYKTa €
Spikevax bivalent Original/Omicron BA.1. Ako ¢akOHBT € ChC CHHBO OTYYTIBAIIO CE Karmaye u
HanMeHoBaHKETO Ha npoaykTa ¢ Spikevax 0,1 mg/ml unu Spikevax bivalent Original/Omicron BA .4-
5, MOJIsI, HATIPaBETE CIPaBKa C KpaTKaTa XapaKTEepUCTHKA HA IPOAYKTa 3a (OpMyTHpPOBKATA.

[IpenopbunTETHO € a MPOOOKAATE 3alylaiKaTa Ha pa3InyHO MICTO BcekH mbT. He mpoboxknaiite
(akona noseye oT 20 mbTH.

BBB Bcekn MHOTO1030B ()JIaKOH €€ ChIBPIKa M3JHINEK, 32 J1a MOKE J1a Ce TapaHTHpa JTOCTAaBSIHETO Ha 5
win 10 go3u o 0,5 ml, wiu 10 wru 20 go3um ot 0,25 ml, B 3aBricuMOCT OT Buaa Ha (rakoHa.

Pa3mpasere Bcekr MHOT0/1030B (DIaKOH Ipeu yrnoTpeda, KaTo cleBare yKa3aHusTa 1Mo-10J1y
(Tabmuma 6). Koraro ¢yiakoHBT € pa3MpaseH B XJIQIUITHHK, OCTaBeTe rO Ha CTaifHa TemrepaTypa 3a

15 MUHYTH TIpeny TPUIIOKEHHUE.

Ta6auua 6. Ykazanus 3a pa3mpa3siBaHe HAa MHOT0/1030BH (MJIAKOHHM Mpeau ynoTpeda

Yka3aHus U NPOIbJKUTETHOCT HA pa3Mpa3siBaHe
Temneparypa
Temneparypa | IIpoab/okur | Ha
patyp pot IpoabiukuTEIHOC
OnakoBka Ha €JTHOCT Ha pasmpassiBan |
pa3Mpa3siBaHe | pa3mpa3ssiBa | e
N pa3mpa3ssiBaHe
(B XJIAAUJTHMK) | He (npu craiina
TeMIiepaTypa)
24acau
MHoro10308 (GakoH 2-8°C 15°C-25°C 1 vac
30 munyTHt
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Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKporpaMa MHXEKIIMOHHA TUCIEPCUs
(eaH01030BU (PIIaKOHH

BakcuHara ce 1octaBs roToBa 3a yrnoTpeoa ciiell pa3mpassiBaHe.
Jla He ce paskJialia Wid pa3pexaa. 3aBbpTeTe JIeko (IakoHa Clie/l pasMpassBaHe U MPeIH U3TETIIsHE.

VBepere ce, ue (IaKOHBT HMa CHHBO OTUYYIBAIIO CE Karauye i HAMMCHOBAHUETO Ha MPOJIYKTa €
Spikevax bivalent Original/Omicron BA.1. Ako ¢akoHBT € ChC CHHBO OTYYIIBAIIO CE Karaye 1
HaMMEHOBaHHETO Ha MpoaykTa e Spikevax bivalent Original/Omicron BA.4-5, moss, HanpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepHUCTHKA Ha MIPOIYKTa 3a GOPMyIHPOBKaTa.

Pasmpazere Bcekn eHO030B (UIaKOH Npean yrnoTpeda, KaTo clieiBaTe yKa3zaHUATa [o-10iy. Beekn
€HOJI030B (hJIAKOH WITH KapTOHEHATa OTMIAKOBKa, chabpxamnia 10 ¢iakoHa Moxe Ja ce pa3mMpassBat
WK B XJIQJAWIHWK, WK Ha cTaiina Temmnepatypa (Tabmuma 7).

Tabauna 7. YkazaHus 3a pasmpassiBaHe 32 eJHO1030BH (PJIaKOHU ¥ KAPTOHEHU ONAKOBKH Mpeau
ynorpeda

Yka3aHus 3a pa3Mpa3siBaHe W NPOIbLKHUTETHOCT
Temneparypa
Temneparypa Ha Ha
OnakoBka paryp IMpoabiKUTEIHOCT IMpoabaKUTETHOCT
pa3Mpa3siBane (B pa3Mpa3ssiBaHe
Ha pa3Mpa3siBaHe . Ha pa3Mpa3siBaHe
XJIAIUTHUK) (npu craiina
TeMIeparypa)
Ennonozos
AHO 2°C no 8°C 45 MuHyTH 15°C mo 25°C 15 munryTH
¢utakoH
Kapronena
PTOHE 2°C no 8°C 1 gac, 45 MmunyTH 15°C mo 25°C 45 MunyTH
OITaKOBKa

Axko ¢uakonute ce pazmpasssar npu 2°C o §°C, ocraBere BcekH (prakoH Ha cTaifHa TeMIieparypa
(15°C no 25°C) 3a npubnMu3uTEIHO 15 MUHYTH MIPEIU IPUIOKCHHUE.
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IIpunoxxeHue
Bakcunara TpsiOBa J1a ce mpuiiara UHTpamMmycKyJHo. [IpeArnoynTaHoTo MsICTO € JSITOUTHHUSIT MYCKY T
Ha TOpHaTa 4acT Ha pbkara. He npunaraiite Ta3u BakCMHa HHTPABACKYJIAPHO, MMOAKOKHO WX

HUHTPaZEpPMaIIHO.

MHnoz000306u prarxonu

Spikevax bivalent Original/Omicron BA.1 25 mukporpama/25 MEUKpoOrpaMa MHXEKIIMOHHA JUCIIEPCHS
B IIPEABAPUTEIHO HAIBJIHEHA COPUHIIOBKA

I[a HC CC pa3Kiiallla Uiu pa3peiKaa CbABPIKAHUCTO HA MMPEABAPUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA.

Bcesika mpeiBapuTeIIHO HAMBJIHEHA CIIPUHIIOBKA € CaMO 3a €JHOKpaTHa ynoTpeba. BakcuHara ce
JI0CTaBs FOTOBA 33 yHOTpeOa ciiesi pa3MpassiBaHe.

C Bcsika MpeBapUTEIHO HAThIHEHA CIIPUHIIOBKA MOJKe 1a ce mpuiaoxu exna (1) mo3a ot 0,5 ml.

Spikevax bivalent Original/Omicron BA.1 ce 1ocTaBs B e1HO030Ba, MIPEABAPUTEIHO HAITBIHEHA
crpuHIOBKaA (0€3 uria), ceaspixkama 0,5 ml (25 mukporpama exazomepas u 25 MUKporpama
nmenazomepan) uPHK u TpsibBa 1a ce pa3mpasu npean IpUiIokKeHuHE.

[Tpenu ynotpeba pa3zmpasere BesKa MpeBapUTEITHO HAITBIHEHA CIIPUHIIOBKA, CICABAKN yKa3aHUITA
no-mouy. CIIpHHIIOBKUTE MOKE JIa C€ pa3MpassBaT B OMCTepHUTe (BCEKU OJIUCTEP, ChIIBPIKAIL]

2 TpeIBapUTEITHO HAITBJIHEHU CIIPUHIIOBKH) MJIM B caMaTa KapTOHEHA OIaKOBKA, B XJIQJAMIHUK WU HA
craiina Temreparypa (Tabmuna 8). Koraro cnpuHioBkara ce pa3mMpasu B XJIQJIWIHUK, OCTaBETe g Ha
CTaifHa Temreparypa 3a 15 MUHYTH TipeH IPIIOKEHHE.
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Ta6auna 8. MHcTpyKuu 3a pazmpassiBane 3a Spikevax bivalent Original/Omicron BA.1
NpeIBapUTETHO HATbJIHEHH CIPHHIOBKH M KAPTOHEHH ONAKOBKH IpPeIu ynoTpeda

HMHcTpyKkuuu 3a pasMpassiBaHe U NPOAbJIKUTETHOCT
Tpommms Temneparypa
Temmneparypa Ha
HUTEJHOCT IMpoab/KkuTEIHOC
OnakoBka Ha Ha pasMpasiBan T Ha
PasMpa3ABANE | ) ;v ipazas ¢ azMpa3siBaHe
(B XJIaAUJTHHUK) P all:e (npu craiiHa P (MII;H ™)
°O) TeMImepaTypa) y
(MUHYTH) By
cC)
IIpenBapurenHo
HaIbJIHCHA CIPUHIIOBKA 2-8 55 15-25 45
B Oyuctep
Kapronena onakoBka 2-8 155 15-25 140

VBepere ce, 4e IMETO Ha MPOJIYKTa Ha MPEeIBapUTEIHO HaITbJIHEHAaTa CIPUHIIOBKA ¢ Spikevax bivalent
Original/Omicron BA.1 25 . Ako uMeTo Ha nipoaykTa e Spikevax 50 mukporpama mmu Spikevax
bivalent Original/Omicron BA .4-5, mons, HanpaBeTe cCrpaBKa ¢ KpaTkara XapakTepUCTHKa Ha
NPOIYKTa 33 TO3U ChCTAB.

Huempyxyuu 3a paboma ¢ npedsapumentio nanvanenume cnpunyosxku Spikevax bivalent
Original/Omicron BA.1

° Ocragere BCsika IpeBApUTEITHO HAITBITHEHA CITPUHIIOBKA Ha cTaifHa Temmeparypa (15°C mo
25°C) 3a 15 MuHyTH TIpean PUITOKEHUE.

° a He ce paskiamia.

° [Ipenu npuiokeHUe MpeIBapUTEIHO HAIThIHEHATA CIIPHHIIOBKA TPsOBa Jia ce oriesa 3a
HAJIMYMEC HA BUIUMH YaCTHUIIM U TPOMSIHA B IIBETA.

° Spikevax bivalent Original/Omicron BA.1 e 6stna 1o moutu Osuia aucniepcus. Moxe 1a ChIbpika

Oeny WK MOTyTIPO3padHU YACTHUII, CBEP3aHU ¢ MPOoAyKTa. He mpunaraiite, ako BakcuHara € ¢
IIPOMEHEH IBAT WU ChABPIKA JPYTH BUANMH YaCTHUITH.

. Urnute He ca BKIIOYEHU B KAPTOHEHHUTE ONAKOBKU Ha IPEIBAPUTEIHO HAIIBIIHEHUTE
CIPUHIIOBKH.

° W3non3Baiite cTepriIHa UIVIa ¢ TIOIXOIAIL pa3Mep 3a HHTPaMyCKyJIHO nHkektupane (21G wmu
MTO-THHKH WIJIN).

. OTcrpaneTe Kanaykara OT CIPUHILIOBKATa Ype3 3aBbPTaHe B II0COKAa 00paTHA Ha YaCOBHUKOBATA
CTpeJKa.

e [TocTaBere urara, KaTo s 3aBbPTUTE IO ITOCOKA HA YaCOBHUKOBATA CTPEJKA, TOKATO CE 3aKpemH
nmo0pe BhPXY CIPHUHITOBKATA.

° MaxHeTe Karmadkara Ha UIJ1aTa, KOraTo CTe TOTOBHU 3a PUJIOKEHHE.

° [Ipunoxere 1sIaTa 103a HHTPaAMyCKYTHO.

U3xBBpiisgHe

Hewnsnon3BaHUAT JeKapCTBEH MPOMYKT WIIH OTHAIBIYHUTE MaTEPHAIA OT HETO TPSIOBA /1a CE U3XBBPIIAT
B CBbOTBETCTBUE C MCCTHUTEC N3UCKBAHUS.

7. IMPUTEXATEJ HA PASBPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 PIt 12

Madrid 28002
Ucnanus
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8. HOMEP(A) HA PASPEIIEHUETO 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 TBPBO PA3SPEHIABAHE/TIOJHOBSIBAHE HA PASPELLIEHUETO 3A
YINOTPEBA

JlaTta Ha mepBO paspemaBane: 6 sayapu 2021 T.

[aTa Ha mocnenHo nogHoBsiBaHe: 3 okTroMBpu 2022 T.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

[Moxpo6Ha uH(popMaIus 3a TO3M JIEKAPCTBEH MPOIYKT € MpeocTaBeHa Ha yeOcaiita Ha EBpomnelickara
areHIus 110 JIeKapcTBara http://www.ema.europa.eu.
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' To3u nekapcTBEeH MPOAYKT MOJIEKH Ha TOMBJIHATETHO Habmoaenue. Tosa e mo3Bosm Obp30To
yCTaHOBSIBAaHE Ha HOBa MH(OpPMAIHSI OTHOCHO Oe3omacHocTTa. OT MEINIMHCKUTE CIICIUAINCTH Ce
M3HCKBa J]a ChoOIIaBaT BCsAKa MOI03MpaHa HeXKeJIaHa peakius. 3a HaurHa Ha ChOOIIaBaHe Ha

HEXEJIaHU PEaKlUy BUXKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

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

JUCTIEPCUS

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

JTACTICPCHSI

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

AUCIICPCHA B IIPCABAPUTCIIHO HAIIBJIHCHA CIIPUHIIOBKA

uPHK Bakcuna cpemry COVID-19
COVID-19 mRNA Vaccine

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Tadoanua 1. KadecTBeH u KoJimuecTBeH cberaB Ha Spikevax bivalent Original/Omicron BA.4-5

KosuyecTBO HA AKTUBHOTO OnakoBka Jo3a(m) CbcraB 3a 1032
BEIIIECTBO B /I030BAa IHHHIIA
Spikevax bivalent Enna no3a (0,5 ml) ceaspxa
Original/Omicron BA.4-5 MHoromo308 5 no3m 25 MuKporpama enazomMepaH
(50 mukporpama/50 mukporpam | dhiakon 2,5 ml | mo 0,5 ml Bcsxka | (elasomeran) u 25 mukporpama
a)/ml nHIKeKIHOHHA qUCcHepcust | (CHHBO i 10 mo3u mo nmaBesoMmepad (davesomeran),
oruymsaiio ce | 0,25 ml Bcska uPHK Bakcuna cpenry COVID-19
KarraJe) (ayksIe03uaHO MOTUDHUIIpaHa)
(BKIJTFOUCHA B JTUTTHTHH
HaHOYACTHIIN).
Enna mosa (0,25 ml) ceabpixa
12,5 mukporpama enazomepan
(elasomeran) u 12,5 mukporpama
naBe3oMepa (davesomeran),
uPHK Bakcuna cpenry COVID-19
(ryKireo3uaHO MOAMMUIPaAH])
(BKIJTFOYCHA B JTUTTHTHH
HaHOYACTHIIN).
Spikevax bivalent Ennonoszos Enna mo3a (0,5 ml) ceaspixa
Original/Omicron BA 4-5 ¢maxon 0,5 ml | 1103210 0,5 ml | 25 mukporpama enasomepan
25 MuKporpama (cuHBO (elasomeran) u 25 mukporpama
/25 MuKporpaMa HH:KeKIMOHHA | OTYYIBAIIO CE Cawmo 3a nmaBesomepad (davesomeran),
aucnepcust Karaue) CIHOKpaTHa nPHK Bakcuna cpenry COVID-19
ynorpeba. (aykiaeo3uaHO MoTudUIIpaHa)
(BKJTFOUCHA B JTUTTHTHH
HaHOYACTHIIN).
Spikevax bivalent [peasapurenn Enna mosa (0,5 ml) ceaspixa
Original/Omicron BA 4-5 o mampmaena | 120310 0,5 ml | 25 \ykporpama enasomepan
25 Mukporpama CIIPUHIIOBKA (elasomeran) u 25 mukporpama
/25 MukporpaMa WHKeKIHOHHA Camo 3a naBe3oMmepad (davesomeran),
AUCHepcHs B MPeIBAPUTETHO CAHOKpaTHa uPHK Bakcuna cpeury COVID-19
HAI'bJIHEHA CIIPUHII0OBKA ynorpeba. (HyksI€03MIHO MO U HUIpaHa)
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KosuyecTBO HA AKTUBHOTO OnakoBka Jo3a(m) CbceTaB 3a 1032
BEIIECTBO B 1030Ba eTHHULIA

(BKJIIOYEHA B JINMTUAHA
HAaHOYACTHIIH).

Enazomepan e eqHoBepmxkHa, 5’-kenmupana napopmarmonaa PHK (nPHK), mpomssenena ¢
M3I0JI3BaHeTO Ha Oe3KJIeThYHa IN Vitro tpanckpumms ot cborBeTHUTE JJHK-MaTpuim, koaupanm
BupycHus munoB (S) nporern Ha SARS-CoV-2 (opuruHaiHa).

JlaBe3omepaH eHOBEpIDKHA, 5’-kenupana nHpopmannonHa PHK (uPHK), npoussenena ¢
U3II0JI3BaHETO Ha Oe3KJeThuHa IN Vitro Tpanckpumuus ot cborBeTHHTe JJHK-MaTpuiy, koaupanim
BupycHus mwunoB (S) nporerH Ha SARS-CoV-2 (Omicron BA.4-5). S-npoTennnTe Ha NOABapUAHTUTE
BA.4 n BA.5 na Bapnanta SARS-CoV-2 Omicron ca HIeHTHIHH.

3a IBIHMUS CIIUCHK Ha TOMOIIHUTE BEIECTBA BIKTE TOUKa 6.1.

3. JIJEKAPCTBEHA ®OPMA
WmxekmonHa aucnepcust

Bsna no noutu 6suta nucniepeus (pH: 7,0-8,0).
4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKA3AHUSA

Spikevax bivalent Original/Omicron BA.4-5 e nmoka3ana 3a akTHBHA IMYHH3a1Us 32 TIPEBEHIINS Ha
COVID-19, mpuuunen or SARS-CoV-2, npu mna Ha 6 Mecena u mo-rojemu (Bx. Touku 4.2 u 5.1).

VYnorpebara Ha Ta3u BakCHHA TPsiOBa 1a Ob/ie B CHOTBETCTBUE C OQHULIHATHUTE PETIOPBKU.
4.2  J103MpOBKA M HAYMH HA MPHJIOKEHHE

2031/19031(31

Taoauua 2. o3uposka Ha Spikevax bivalent Original/Omicron BA.4-5

Bn3pacr Ho3za JlONbJHUTETHH PENOPBKU
Jlena Ha BB3pact ot 6 Mecena | e mo3u 0,25 ml Besika, Bropata no3a na ce npuinoxu
10 4 roguHy, 6€3 MpeanIIHa IIPWIOKEHU HHTPaMyC- 28 nmHu cneq mbpBara 1032 (BK.
BaKCHUHAIIMS U C HEU3BECTHA KyJTHO™ Touku 4.4 u 5.1).

aHaMHe3a 32 HHQEKIUS ChC

SARS CoV-2 AKO JieTe € MOJIy4HsIo €IHa Ipe-

nuiHa g03a Spikevax, tpsosa na
ObJe MPUIIO’KEHA e/THA /1032
Spikevax bivalent Original/Omi-
cron BA.4-5, 3a na ce 3aBbpIiu
JIBY1030BaTa CEPHSI.
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Bw3pacr

Ho3a

JlonmbJIHUTEIHH MPenopbKH

Jena Ha BB3pacT 6 Mecena a0
4 TOJIMHY C TIPEAMIITHA BAKCH-
HalMs MJTH U3BECTHA aHAMHE3a
3a HH(EKIHUS ChC

SARS CoV-2

Enna 0,25 ml go3a, mpmio-
»KeHa HHTPaMYCKYJIHO™

Hena Ha BB3pacT 5 rouHu 10
11 roauHu, che uaM Oe3 mpe-
JIUAIIHA BAaKCHHALIVS

Enna 0,25 ml go3a, mpuio-
’KE€Ha HHTPaMyCKYJIHO™

JIuna Ha BB3pact 12 u noseye
TOJIMHU, ChC WK O€3 mpe-
JMIITHA BaKCHHALHAS

Enna 0,5 ml no3a, mpusio-
»KeHa UHTPaMYCKYJIHO

Spikevax bivalent Original/Omi-
cron BA.4-5 tpsa6Ba na ce npu-
JIOKHM Hal-MaJIKo 3 Mecela Cliex
nociendara go3a COVID-19 Bak-
cHUHA

Jluna Ha BB3pacT 65 1 nmoBeue
TOJMHUA

Enna 0,5 ml no3a, npwuo-
JKEHA MHTPaMyCKYITHO

Enna gonbiaHUTENIHA 10332 MOXKE
Ja ObJie IPUIIOKEHA Hall-MaJIKo
3 Mecena cie] IocIeaHara 103a
COVID-19 BakcuHa.

* Jla He ce M3MO3BAT €JHOI030BUs (MJIAKOH WM MPEJBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA 32
MpUIOKEHHE Ha yacThuueH ooem - 0,25 ml.

Taoauua 3. Jo3uposka Ha Spikevax bivalent Original/Omicron BA.4-5 3a

HMYHOKOMIIPOMETUPAHU JIHLIA

Bn3pacr

Jo3a

JloIbJIHUTEIHN NIPeNOPbKH

HNmMmyHOKOMIIpOMETHpAHU Aena
Ha BB3pacT 6 Mecera 10

4 ronuHy, O3 MpeUIHA BaK-
CHUHAIHS

Ise 0,25 ml go3u, npwuio-
YKEHU HHTPAMYCKYITHO™

IIpu TE)XKO UIMYHOKOMIIPOMETHU-
paHu TpeTa Jj03a MOXKe Jia ce IpH-
JIOKH Hal-MaJIKo 28 IHU Clen
BTOpara J103a.

HMIMyHOKOMIIPOMETHPAHH Jela
Ha BB3pacT 6 Mecera 10

4 TOJIMHU C TIPEMIITHA BAKCH-
Haus

Enna 0,25 ml no3a, npwuio-
YKE€HA HHTPaAMyCKYITHO™

HNmMmyHOKOMIIpOMETHpaHU Aena
Ha BB3PACT 5 TOUHH JI0

11 rogunn, che wim 6e3 mpe-
JIMITHA BaKCHHAIIAS

Enna 0,25 ml no3a, npwio-
JKE€Ha MHTPaMyCKYJIHO®

HNMyHOKOMIIpOMETHPaHU JIULA
Ha BBb3pacT 12 u noseue ro-
JIUHH, ChC WK 0€3 TpeanIHa
BaKCHHAIUA

Enna 0,5 ml mo3a, mpwuiio-
’KE€HA HHTPaMYCKYJTHO

JombnauTenna(Hl) Ioaxo-
nsma(1m) 3a Bh3pacTTa 103a(31)
MOXe 1a ObJie (0baT) mpHiIo-
ykeHa(HH ) Hal-MaIko 2 Mecela
CJIe/I TIOCJICAHATA /1032
COVID-19 BakcuHa, 1o mpe-
[IEHKA Ha MEIUIIMHCKHSI CIIeIra-
JIUCT, KaTO Ce B3eMaT IOl BHUMa-
HUE KIMHUYHUTE 00CTOSTENCTBA
Ha JIUIETO.

* Jla He ce M3I0/I3BaT €IHOI030BH (PJIAKOH MM IIPEIBAPUTEIHO HAITbIHEHA CIPUHIIOBKA 3a
MpUIoKEeHHe Ha yacTuueH ooem - 0,25 ml.

Tleouampuuna nonynayus

besonacHocTra 1 edukacuocrTa Ha Spikevax bivalent Original/Omicron BA.4-5 npu nena Ha Bb3pact
noz 6 Mecera Bce OIle He ca yCTaHOBEeHH. JIUIICBAT JaHHH.

Cmapuecka év3pacm

He ce namara KOpuUrupaHe Ha n03aTa IIpu JIMla B CTap4CeCKa Bb3pacT 265 TOAWHU.
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Hauwun Ha TIIPHUIIOKCHUC

Bakcunara tpsi0Ba 1a ce npuiiara MHTpaMycKyJIHO. 3a IIPEAIoYnUTaHe € B ACITOUIHUI MYCKYJI B
ropHarTa 4yacT Ha pbKara.

He an/maraﬁTe Ta3W BAKCUHA UHTPABACKYJIApHO, IOAKOKHO WX UHTPAACPMAJIHO.

Bakcunara He TpsiOBa 1a ce cMecBa B €/lHa U ChIlla CIPUHIIOBKA C APYTH BAKCUHM WIIN JIEKapCTBEHU
HPOIYKTH.

3a npenna3HuTe MEPKU, KOUTO TPSAOBaA Jla O'bJAT B3ETH MPEIU MPUIIOKCHHE HAa BAKCHATA, BUJKTE
Touka 4.4.

3a yKkazaHHsA OTHOCHO pa3Mpa3sBaHETO, paboTaTa ChC M U3XBBPJISTHETO Ha BAKCHHATA, BHXKTE
TOUKa 6.6.

4.3 IIporuBOomoxa3zaHus

CBpBXUyBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MJIM KbM HAKOE OT IOMOIIHHUTE BEILIECTBa,
n30poeHH B Touka 6.1.

4.4 CneunmajH¥ mpexynpe:kaeHUs U NPeINa3Hi MepKH MpH ynorpeda

IIpocaenumoct

3a na ce moao0Opy MPOCISAUMOCTTa Ha OMOJOTMYHUTE JIEKAPCTBEHH MPOAYKTH, UMETO U TAPTHIHUSAT
HOMED Ha IIPUIIOKEHUS IIPOAYKT TPsIOBa SICHO Ja Ce 3aIluCBar.

CBpBXYYBCTBUTEIHOCT Y aHA(HUIAKCHS

Nwma crobmienus 3a anaduaakcus Py JIMIa, moirydmmy Spikevax (opuruHaidHa). Buraru Tpsosa ma
¥MMa Ha Pa3NOJI0KEHHUE TIOIXOISII0 METUIIMHCKO JICUeHHE U HAOII0ICHUE B ClTyuail Ha
aHauIIaKTUYHA PEeaKIIMs CIIe]] PUIIOKCHNUE Ha BAKCHHATA.

[IpenopruBa ce BHUMaTeTHO HaOIOCHNE B IPOABIDKEHHE HA Hall-Maiko 15 MUHYTH clien
BakcuHanusTa. [locnenBamu no3u Spikevax bivalent Original/Omicron BA.4-5 ue Tpsi6Ba na ce

MpUIarat Ha JIMIa, KOUTO ¢a MOTyYHId aHapUIaKCHs IPY TPEeanIiHa 103a Spikevax (opuruHaiHa).

MuokapauT U OepUKaApIUT

C’BH_IGCTByBa TMOBUIICH PHUCK OT MUOKApAUT U NCPUKAPAUT CJIC BaAKCUHALIUA CHC Spikevax.

Te3u 3a00ssIBaHUS MOKE Ja C€ Pa3BHAT J0 HAKOJIKO JHH CJIe]] BAKCHHAIUATA ¥ HACTBIIBAT IIPEIUMHO
B pamkure Ha 14 mau. Te ca Habm0aBaHU MTO-YECTO MPHU MO-MJIATH MBXKE U TI0-9€CTO CJIENl BTopaTa
71032, B CpaBHEHUE C IIbpBaTa /1032 (BXK. To4ka 4.8).

Hanmmuaure JAaHHU TTOKa3BaT, Y€ B MOBCYCTO CIIydau HACTHIIBA Bb3CTAHOBSABAHC. B msxon CjIy4dau ce
Hajiara noaabpKaH€ ¢ MHTCH3UBHU I'PUIKU U Ca Ha6JHOIIaBaHI/I 1 ClIy4au C IICTAJICH U3XO0M.

MeUIMHCKUTE CIICIUAIMCTH TPSIOBa Ja ObaT OMUTEIIHYU 3a MPU3HAIUTE U CUMIITOMHUTE Ha
MHUOKapIUT U IepUKapaAnT. BakcuHupanuTe juia TpsaoBa 1a 6baaT WHCTPYKTUPAHH J1a IOTHPCAT
He3a0aBHO MEIMIIMHCKA TIOMOIII, aKO Pa3BUAT CUMIITOMH, TIOKa3aTeITHH 32 MUOKAPIUT WU
MEPUKApANT KaTo (0CTpa U MPOABIDKUATENHA) O0NKa B TBPANTE, 33AyX WIH MANTUATAIINH CIE]T
BaKCHHAIUATA.
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MeaUIIMHCKUTE CIICIUAIMCTH TPSOBA Ja € KOHCYJITUPAT C IPEHOPHKUTE U/WIH CIICHHATUCTUTE 32
JTUATHOCTUIPAHE U JIeUeHUe Ha TOBA 3a00JIsTBaHE.

Peakiuu, cBbp3aHU C TPEBOMKHOCT

BBB BpB3Ka ¢ BakCHHANMATAE BB3MOXHO Ja C€ TOJTydaT PeaKiliy, CBbP3aHU C TPEBOXKHOCT,
BKJIFOUUTEITHO Ba30BarajlHi Peakiui (CHHKOM ), XUIIEPBEHTUIIAIINS WIN PEAKIIUH, CBBP3aHU ChC
CTpeca, KaTo IMCUXOTeHEeH OTTOBOP KbM WHXKEKTHPAHETO ¢ uria. BaxHo e ;a ce B3emar mpeana3Hu
MEpPKH, 3a J1a Ce MPEAOTBPATH HApaHIBAHE OT MPUMaIaHE.

C’LH’BTCTBaH_IO 3a00JI9IBaHE

BakcuHanusnta TpsOBa 1a ce OTIIOKH MPH JINIA, CTPAAAIIN OT OCTPO TEXKO GeOpHITHO 3a00sIBaHe
i octpa nHpekiums. Hannurero Ha eka nH(EKIMS U/WIK JISKO TIOBHIIICHA TEMIIepaTypa He TpsOBa
na 320aBsT BAKCHHAIHATA.

TpomOoLuTONIEHNS U HAPYIIIEHUS Ha KPhBOChCUPBAHETO

Kakro mpu apyru HHTpaMyCKyJIHA MHXEKINU, BAKCHHATa TPSOBa Aa ce Mpuiiara ¢ IOBUILEHO
BHUMaHU€ IIPH JIMLA, NOTy4aBallld aHTUKOAryJIaHTHA Tepanus Wi JUIa ¢ TPOMOOIIMTONICHUS WU
KaKBOTO U Jla € HapyLIeHHe Ha KpbBOCHCUPBAHETO (HApUMep XeMOpHIHs), Thil KaTO PH TE3H JIMLA
MOJKE J1a ce MOJIyYd KbpBEHE WM 00pa3yBaHe Ha CHHUHU CJIe[l HHTPaMyCKYJIHOTO IIPUII0KEHHE.

O0ocTpsiHEe HAa CHHIPOMA HA HApVIIEHA KAMWISIPHA IPOITYCKINBOCT

CpoO11eHn ca HAKOJIKO CiIydast Ha 000CTpsiHE HAa CHHAPOMA Ha HapyIIeHa KalwIsipHa MPOITy CKJIMBOCT
(CHKII) mpe3 mbpBUTE AHU CiIe/ BaKCHHAIUA ChC Spikevax (opuruHagHa). MeauIMHCKUTE
CIEIMANNCTH TPsOBa N1a ca HasicHO ¢ nmpu3HanuTe u cumnromure Ha CHKII, 3a ga pasno3Hast
He3a0aBHO U J1a JIeKyBaT cheTostHreTo. [Ipu numa ¢ anamuesa 3a CHKII mraanpanero Ha
BaKCHHAIUsATa TPsIOBa Jia ce HAlpaBU ChbBMECTHO ChC ChOTBETHUTE MEIUIIMHCKH SKCIICPTH.

HMyHOKOMIPOMETHUPAHH JIUIIA

E(l)I/IKaCHOCTTa Ha BaKCHHATA HC € OLICHCHA TP UMYHOKOMIIPOMETHUPAHU JIMIIA, BKIFOYUTCIIHO TaKWUBa,
KOHWTO IoJIydaBaT UMYHOCYIIPECHBHA TEpallnd U MOXKE J1a 6’[3):[6 IMO-HUCKaA ITpH
HUMYHOKOMIIPOMCTHUPAHU JIALIA.

[Ipenopbkara na ce 0OMHCIIN IPUIIOKEHNUE HA TPETa 033 IPU TEKKO UMYHOKOMIIPOMETHPAHH JIMLA
(BX. TOuka 4.2) ce 0OCHOBaBa Ha OI'PaHUYEHHU CEPOJIOTUYHU JaHHU TP MallUEeHTH, KOUTO ca

NMYHOKOMIIPOMETUPAHU CJIE TpaHCIUIaHTalluA Ha COJIMACH OpraH.

I[IpoABLDKUTEITHOCT HA 3alIATaTa

HpOII”bH)KI/ITCHHOCTFa Ha ocurypsBaHaTa OT BaKCHHAaTa 3alluTa HE € U3BECTHA, TH# KaTO TS BCE OIIE Ce
OIpCAcCis B TCKYIIU KIIMHUYHHA MIPOYYBAHUS.

OFDaHI/I‘IeHI/IH OTHOCHO e(beKTI/IBHOCTTa Ha BaKCHHATa

Kakrto npu BcHuKku BakCHHH, BakcuHanusaTa ¢be Spikevax bivalent Original/Omicron BA .4-5 moxe na
HE OCHT'YPH 3alllUTa Ha BCHYKH PEIMITHEHTH Ha BAKCHHATA.

IloMoIHM BelecTBa ¢ U3BECTHO JEHCTBUE

Hampuu
To3u nmexkapcTBeH NPOAYKT ChIIbpKA MO-MaJIKo oT 1 mmol Hatpuii (23 mg) Ha 1034, T.€. MOXKE J1a ce
KaXKe, 4e MPAKTUIECKU He ChIbpiKa HATPUH.
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4.5 BzaumopeiicTBHe C IPYrH JeKAPCTBEHH MPOAYKTH M Apyru (popMH Ha B3auMojeiicTBHe
He ca mpoBexnanu npoyyBaHus 3a B3aUMO/IeHCTBUATA.

He e mpoy4BaHO chIbTCTBaIIOTO MpHiokenue Ha Spikevax bivalent Original/Omicron BA.4-5 ¢
APYTU BaKCHHH.

4.6 @epTHANTET, GPEMEHHOCT U KbPMeEHe

bpemenHocT

Bce orme nmunicar nanam 3a yrorpebara na Spikevax bivalent Original/Omicron BA.4-5 o Bpeme Ha
OpEeMEHHOCT.

lomsim o6em oT narHM o0ade, MOTYYeHH OT HAOMIOJeHHETO Ha OpEMEHHH KEeHH, BAKCHHUPAHU ChC
Spikevax (opurrHaiHa) Mo BpeMe Ha BTOPUSI U TPETUSI TPUMECTHP, HE MTOKa3Ba yBellMuaBaHe Ha
cllyyauTe Ha He)KeJlaH u3xoJ] Ha OpeMeHHocTTa. Makap ue JaHHUTE 3a U3X0J OT OPEMEHHOCTTA ClIe]
BaKCHHALUS 110 BpEME Ha II'bPBUS TPUMECTHP ITOHACTOSIEM ca OTpaHUYCHH, HE ce HaOIo1aBa
MOBHIIICH PUCK OT CIIOHTaHeH abopT. [IpoyuBaHust Mpy )KUBOTHH HE TTOKA3BaT MIPEKH WK HETIPEKU
BpenHH eeKTH, CBbP3aHH C OPEMEHHOCTTa, EMOPHOHATHOTO/(ETATHOTO pa3BUTHE, PAXKIAHETO HUITH
MOCTHATATHOTO pa3BUTHE (BXK. Touka 5.3). Thil KaTo pa3MKuTe B IPOIYKTHTE Ca OTPAHUYCHH JI0
MOCJIEA0BATETHOCTTA Ha IIUIIOBUS IPOTEHH U HAMA KIIMHUYHO 3HAYMMH Pa3JIMKH B PEaKTOTCHHOCTTA,
Spikevax bivalent Original/ Omicron BA.4-5 mose na ce u3mos3Ba 1o BpeMe Ha OpEeMEHHOCT.

Kopmene

Bce orie nmunicBar nanam 3a yrorpebara va Spikevax bivalent Original/Omicron BA .4-5 o Bpeme Ha
KbpMEHE.

He ca ouakBat o0ade eexTy Ipu KbpMEHH HOBOPOACHHU/KbpMadeTa, Thid KATO CUCTEeMHATa
EKCIO3UIIHS Ha KbpMavyKaTa Ha BAKCHHATA € He3HAUUTeNNHa. J|aHHU OT HaOMI0IEHUS TP JKEHU, KOUTO
KBPMSIT Clie]] BAKCHHAIHS che SPikevax (opuruHaina), He MoKa3BaT PUCK OT HEeXeTaHH eeKTH mpu

KbPMEHHU HOBOpoJeHW/KbpMauera. Spikevax bivalent Original/Omicron BA.4-5 moxxe na ce npunara B
nepro/ia Ha KbpPMEHE.

DepTunuTer

[MpoyuBanus npu KUBOTHU HE TIOKA3BAT MPEKHU WX HETIPEKH BPETHH €PEKTH, CBBP3aHU C
PEenpoayKTHBHA TOKCUYHOCT (BXK. TOUKa 5.3).

4.7 EdexTu BbpXy cioco0HOCTTA 32 mo¢upaHe 1 padoTa ¢ MAIIUHU

Spikevax bivalent Original/Omicron BA.4-5 He moB/MsBa MK TOBIIHSABA MIPEHEOPEIKAMO
criocoOHOCTTA 3a modupane u padboTa ¢ MamuHU. Hikon oT edekTuTe, MoCoO4YeH! B TOUKa 4.8, MOXKe
BCE TaK BPEMEHHO Ja MOBIHUSAT Ha CTIOCOOHOCTTA 32 Mmodupane wim padoTa ¢ MaIlIHHM.

4.8 Hexenanm JiekapcTBeH! peaKIuH

O06001menne Ha npoduia Ha 0€30MaACHOCT

Bw3pacmuu

BesomacHocTTa Ha Spikevax (opuruHamHa) € OlleHEHA B TEKYIIO PAaHIOMHU3UPAHO, IIane00-
KOHTPOJIMPAHO, 3aCJICTICHO 3a Ha0ronaTels KIMHUYHO npoyuBane ®aza 3, nposexaamio ce B CAILLL,
BiurrouBario 30 351 yuactHuIM Ha BB3pacT 18 u moBeve roquHM, KOUTO ca MOTyYrIH TTOHE €/IHa 1032
ot Spikevax (opurunanHa) (n=15 185) unu rane6o (n=15 166) (NCT04470427). [1o BpemeTo Ha
BaKCHHAIMATA CPEeIHATA Bb3PACT Ha NOMyanuaTa ¢ 52 roauau (auana3oH ot 18 1o 95);
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22 831 (75,2%) ot yyacTHUIMTE ca Ha Bh3pacT OT 18 1o 64 roaunu u 7 520 (24,8%) OT y4acTHUIIUTE
ca Ha Bb3pact 65 U noBeye TOJUHM.

Haii-uecTo choO11aBaHuTE HEXeENaHU Peakuy ca 00JIKa Ha MICTOTO Ha MHXeKTHupane (92%), ymopa
(70%), rnaBo6osme (64,7%), muanrus (61,5%), aptpanrus (46,4%), Brpucane (45,4%),
rageHe/mospawimane (23%), akcunapro noayBane/6one3nenoct (19,8%), moBuiena Temmeparypa
(15,5%), momysane (14,7%) u 3auepssiBane (10%) Ha MACTOTO Ha MHXKeKTUpaHe. Hexxenannre
peaKiuu OOMKHOBEHO €a JICKU HJIH YMEPEHH 110 HHTCH3UTET U OT/IBYYaBaT B PAMKHTE Ha HAKOJKO JHU
cliesl BaKCHHALUATA. MaJKo MO-HHUCKa YeCTOTa Ha ChbOUTHS Ha PEaKTOTEHHOCT CE CBBP3Ba C I10-
HarpeHaia Bb3pacT.

Karo 15110 HAKOM HEeXeJIaHU PEaKIMU ¢ CPEIaT M0-4eCTO B IO-MJIAJUTE Bh3PacTOBU TPYIIU:
YecToTaTa Ha aKCHIJIAPHO MO yBaHe/00JIe3HEHOCT, YMOopa, TTIaBo00IIHe, MUAIITHS, apTPaIITHs,
BTpHCaHE, rajJicHe/TIOBPHIIAHE U MOBUIIICHA TEMIIEpaTypa € T0-BUCOKA MPH XOpa Ha Bh3pact ot 18 10
< 65 roAMHN OTKOJIKOTO MPH TE3H Ha BB3pacT 65 roauHu u nopeue. [1o-4ecTo ce cho0IIaBaT JOKaIHH
Y CHCTEMHU HEXEJIaHU PEaKIMu CIIeH J103a 2 OTKOJIKOTO clien j03a 1.

FOnowu na evspacm om 12 0o 17 eoounu

Jlannu 3a O6e3omacHoOCT Ha Spikevax (OpUruHaJiHa) IIPH FOHOIIIU Ca ChOPaHHU B €THO TEKYIIIO
PaHIOMHU3UPAHO, TIANe00-KOHTPOIUPAHO, 3aCTICTICHO 33 HAOM0AATeNs KIMHUYHO MpoyyBaHe dasa 2/3
C HAKOJIKO yacTH, mpoBexaio ce B CAILL. [IppBara yacT Ha mpoyyYBaHETO BKIIIOYBA 3 726 y4yacTHUIIU
Ha BB3pacT oT 12 1o 17 roauHu, KOUTO ca IMOJYyYHIIH [TOHE eaHa 103a Spikevax (opurnHaiHa)

(n=2 486) wnu mwianebo (n=1 240) (NCT04649151). Jlemorpadckute XapakTepUCTHKU Ha
YYacTHHUIINTE, KOUTO ca oiydmnu Spikevax (opuruHaimHa), ca OMIM CXOJHU C T€3U HA YYACTHHUITUTE,
KOHUTO ca TOJIy4rId Taneoo.

Haii-uecTure HexXenaHu peakMK NPY IOHOIIN Ha BB3pacT OoT 12 mo 17 roanHu ca 6uinu 6oJKa Ha
MSICTOTO Ha uHkekTHpane (97%), rmaBodomnue (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
akcuiiapHO noxysaHe/6osne3neHoct (35%), aprpanrus (35% ), raneHe/mospbiuane (29%), moxysane
Ha MSCTOTO Ha MHXeKTHpaHe (28%), eputeM Ha MACTOTO Ha MHXEKTUpaHe (26%) 1 MoBHUIIIeHa
temmnepatypa (14%).

ToBa mpoyuBaHe € MpeMHrHAI0 KbM OTKPUTO Ipoy4yBaHe BB (haza 2/3, B koero 1 346 yuacTHHIIN Ha
BB3pacT oT 12 10 17 roauuu ca moay4uiaun 6yctep mo3a Spikevax naii-manko 5 Mecena ciies1 BTopara
J103a OT MbpBUYHATa cepus. He ca Omin yCTaHOBEHM TOTBIHUTEIHH HEXXeJIaH! PEeakilii B OTKPUTATa
YacT Ha MPOYYBAHETO.

Heya na ev3pacm om 6 2o0unu 0o 11 200unu

Jlannu 3a 6e3omacHoCT Ha Spikevax (OpUruHaiHa) MpH Jela ca CbOpaHu B €IHO TEKYIIO
PaHIOMM3UPAHO, 3aCIeTIeHO 3a Ha0IIIoAaTeNs, KIMHUYHO poy4YBaHe ¢asa 2/3 B 1B 4acTH,
nposexaiio ce B CAIIl u Kanaga (NCT04796896). Uact 1 ¢ oTkpura ¢a3a Ha MPOy4BAHETO 32
Oe3omacHOCT, M300p HA /1032 M UMYHOTEHHOCT U € BKIo4Baia 380 yJyacTHHIM Ha BB3pacT OT 6 roanHu
10 11 rogunu, kouto ca noxyumnu noHe 1 goza (0,25 ml) Spikevax (opurunanua). Yact 2 e nnamne6o-
KOHTpoJinpaHata (asa 3a 6e30macHOCT U ¢ BKiIrouBaia 4 016 ydyacTHHIIM Ha Bb3pacT OT 6 TOAMHH 110
11 roaunu, KouTO ca nomyunny nmone exHa go3a (0,25 ml) Spikevax (opurunansa) (n=3 012) unm
wiane6o (n=1 004). Yuactaumu ot Yact 1 He ca yyactBanu B Yact 2. [lemorpadckure
XapaKTEePUCTHKH Ha YYACTHUIMTE, KOUTO ca IMoy4dmwin Spikevax (opuruHaiiHa), ca OuiamM CXOJHU C
TE3W Ha YYaCTHHIIUTE, KOUTO Ca MOJYYIIH T1are0o.

Haif-yecTrre HexXeNaH! peakK NPH YIaCTHHULM Ha BB3pacT oT 6 roauuu 1o 11 ronunu cnen
MIPWIIOKCHHE Ha ITbPBUYHATA CepHs Ha BaKCHHAIHA (B YacT 2) ca Omiau 00Ka Ha MICTOTO Ha
umwkektupane (98,4%), ymopa (73,1%), rnmaBodosue (62,1%), muanrus (35,3%), Brpucane (34,6%),
raneHe/mospoimane (29,3%), akcunapao noaysane/6omxe3Heroct (27,0%), moBuIlieHa TemMriepaTypa
(25,7%), epurem Ha MACTOTO Ha WHKeKTUpaHe (24,0%), moayBaHe Ha MSCTOTO Ha HHKEKTHpAHE
(22,3%) u aprpanrus (21,3%).
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IIpoToKOIBT HAa IPOYYBAHETO € U3MEHEH, 3a Jja BKJIIOYM OTKpHUTaTa (aza c 6ycrep [103a, KOSTO
BKJIIOYBA | 294 y4acTHHIM Ha BB3pacT OT 6 10 11 roanHu, KOUTO ca momyduin Oycrep no3a Spikevax
Haii-Masiko 6 Mecella cllell BTopara J103a OT IbpBUYHATa cepusl. B oTkpuTaTa 4acT Ha IpOy4BaHETO HE
ca OMJIM yCTaHOBEHH JOIBJIHUTEIIHN HEXXETIaHN PEaKLHH.

Heya na sév3pacm om 6 meceya 0o 5 200unu

EnHo Texy1o pannoMu3upaHo, mianed0-KOHTPOIMPaHO, 3aciIelieHo 3a HaOIoAaTes NpoyYBaHe
daza 2/3 3a oreHka Ha 6€30MaCHOCTTA, TOHOCUMOCTTA, PEAKTOT€HHOCTTA M e(PUKACHOCTTA Ha
Spikevax (opurunanna) ce npoBexaa B Crequnenute matu 1 Kanaga. ToBa npoyuBaHe BKITIOUBA
10 390 yuactHunm Ha BB3pacT oT 6 Mecena 10 11 roguHu, KOMTO ca MOTYYHIH Haii-MaJIko eHa 1032
Spikevax (n=7 798) wiu mane6o (N=2 592).

B nmpoy4BaneTo ca BKIIIOUEHH Aela OT 3 Bb3pacTOBH Irpynu: oT 6 roaunu 1o 11 rogunu, ot 2 roguHu
10 5 ronuHU 1 0T 6 Mecena 10 23 Mecera. B ToBa meauaTpuyHO MpoydYBaHe ca BKitoueHu 6 388
Yy4aCTHUIIM Ha Bb3pacT OT 6 Mecena 10 5 roguHM, KOUTO ca MOJIYYHJIM HAal-MaJIKO €JIHa J03a Spikevax
(opurunanua) (=4 791) wm mwrare6o (N=1 597). JlemorpadcKUTE XapaKTEPUCTHKH Ca CXOIHHU IPH
YYacTHHUIIMTE, KOUTO ca Moydnnn Spikevax (opuruHaigHa), 1 Te3H, KOUTO ca MOYUHIIH M1ane0o.

B ToBa KIMHUYHO NMPOYYBAaHE HEXKEIAHNUTE PEAKIMH MPH YYACTHUIIMTE HA BB3PacT OT 6 Mecena 1o

23 Mecelia cie]| MPUIOKEHNE Ha IbPBUYHATA cepHs ca paszapasHutenHoct/moad (81,5%), 6onka Ha
MSCTOTO Ha uHKekTupane (56,2%), oescwvuue (51,1%), 3aryda Ha anerur (45,7%), nosurieHa
temmneparypa (21,8%), nogyBane Ha MsACTOTO Ha uHXekTHpane (18,4%), epuremM Ha MICTOTO Ha
umwkektupane (17,9%) u akcunapro noaysane/6oneznenoct (12,2%).

Hexenanure peakuuu Npy y4aCTHHIIMTE HA BB3pacT oT 24 10 36 Mecelia clie/i MPUIOKEHUE Ha
IbpPBUYHATA CEepHUs ca 00JIKa Ha MSCTOTO Ha MHkekTupane (76,8%), pasznpasuurentoct/uiad (71,0%),
oe3cbaue (49,7%), 3aryOa Ha anetuT (42,4%), noBuiieHa temmeparypa (26,1%), eputeM Ha MSICTOTO
Ha mmxektupane (17,9%), mogyBaHe Ha MsIcTOTO Ha HHXekTHpaHe (15,7%) n akcunapHo
noxyBaHe/0one3neHoct (11,5%).

Hesxenanure peakiyu Npy YYacTHHUIIUTE HAa BB3PAcT OT 37 Mecena 70 5 TOANHY Clie/] MPUIOXKEHUE Ha
II’bpBUYHATA cepus ca 00JIka Ha MICTOTO Ha uHKekTupane (83,8%), ymopa (61,9%), riaBobosiue
(22,9%), muanrus (22,1%), nopumena temneparypa (20,9%), Brpucane (16,8%), ragene/moBproiiane
(15,2%), akcunapuo moayBaHe/6one3neHoct (14,3%), aptpanrus (12,8%), eputem Ha MSACTOTO Ha
nmkektupane (9,5%) u nmoxyBane Ha MICTOTO Ha HHXKeKTHpaHe (8,2%).

TabnudeH cMChK Ha HEXKEITAHUTE peaKnu

[IpoduneT Ha Ge3omacHOCT, IPEACTaBEeH MO-A0IY, CE OCHOBaBa Ha JAHHWUTE, TEHEPUPAHH B HAKOJIKO
1a1e00-KOHTPOJIMPAHU KITMHUYHY TPOYYBAHUS TIPU:

- 30 351 B3pactHu >18 roguHu

- 3726 roHomwM Ha BB3pact oT 12 o 17 rogunu

- 4002 neua Ha BB3pacT oT 6 g0 11 roguHu

- 6 388 nemna Ha BB3pacT OT 6 Mecena 0 5 roJUHU

- W TI0 BpeMe Ha TIOCTMAapKETHHTOBUS OITUT.

Cpo01eHnTe HeXKeJIaHd PeakIliy ca H30pOeHHU CIope]] clieAHaTa KOHBEHITHS 3a YeCTOTa!

Msoro gectu (>1/10)

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

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

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

Mmuoro peaxu (<1/10 000)

C HeusBecTHa yecToTa (OT HATMYHKUTE JaHHH HE MOXe J1a ObJie HalpaBeHa OIEHKa)

B pamMkuTe Ha BCSIKO TPyIHpaHE M0 YECTOTA HEXKENAHUTE PEAKIMU ca MPEACTABCHH B HU3XOJIAII e/l
10 OTHOIIICHUE Ha cepro3HoctTa (Tabimna 4).
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Ta6mmua 4: Hexenanu peakuuu oT KIMHUYHH Npoy4YBaHus Ha Spikevax (opurmHajana) u ot

MOCTMAPKETUHIOBUS OIMUT IIPHA JIULIA HA 6 1 moBeue Mecena

CucTeMo-opraHeH KJjac 1o
MedDRA

YecToTa

Heskenann peakunu

Hapymenuns Ha kppBTa M [MHOTO YecTu JIumbpaneHonarus™
inM@QHaTa cucTema

Hapymenuns Ha umyHHaTa |C HEM3BECTHA YecTOTa AHadumakcus
crucTemMa CBPBX4yBCTBUTEITHOCT

Hapymenusi Ha
MeTa00JIM3Ma U XPaHEeHeTo

MHoOTr0 yectu

Hamanen anetutt

IlcuxuyHyu HApyLIEHHS

MHoro uectu

Paznpasuutennoct/miaut

Hapyumienus Ha HepBHaTa |[MHOTO YecTH ["'maBoOoIME
cucremMa beschauet
Heuectu 3amasiHOCT
Penku Octpa nepudepHa ITuIIeBa
napanuzad
Xumnoecre3us
ITapecres3us
CbpaeYyHn HApyIIEeHHs MHoro peaxku Muoxkapaut
Ilepukapaur
CToMalIHO-YpeBHH MHOro 4yectu ["anmeHe/moBpoIIaHe
HAPYIIEHUsI Yectu JTuapust
Heuectu bosika B kopeMa§
Hapyumienus Ha koxxkatam  |Uectu O6puB
MOJKOKHATA ThKAH HeuecTn Vprukapus

C HeM3BECTHA YECTOTa

Eputema myntudopme
MexaHu4Ha ypTUKapUs

Hapyumenus Ha
MYCKYJIHO-CKeJIeTHATA
CHCTeMAa M CheAMHUTEJIHATA
ThKaH

MHOTr0 uecTu

Muanrus
ApTpanrus

Hapyumenus Ha
BbL3IIPON3BOANTEIHATA
cucTeMa M I'bpJaTa

C Hen3BeCTHA YECTOTa

TeXKO MEHCTPYaTHO KbpBEHEH

O01mu HapyLIeHus1 1
e(pexTH Ha MSICTOTO HA
NnpujIoKeHue

MHoOTrO0 uecTtu

bosika Ha MACTOTO Ha UHXKEKTUPAHE
'YMopa

Brpucane

[Tupekcus

IlomyBaHe Ha MSICTOTO Ha
MHXEKTUPaHE

Epurem Ha MSICTOTO Ha
MHXEKTUpaHE

Yectn

Y pTUKapusi Ha MACTOTO Ha
MH)XEKTUpaHe

OOpUYB Ha MSCTOTO Ha MH)KEKTUPaHEe
[Peakiinst Ha MSICTOTO Ha
MH)XEKTHpaHe OT 3a0aBEeH THUII4

Heuectu

[Ipypuryc Ha MACTOTO Ha
MH)KEKTHpaHe
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Cucremo-oprases kJjaac no |[Yecrora He:xenanu peakuuu
MedDRA

Penxu HozLyBaHe Ha IULETOY
C HEeW3BECTHA YECTOTa OO0mmpeH 0TOK Ha BAKCHHUPAHUS
KpallHUK

*JlumbaneHonaTus ¢ OUIa yCTaHOBEHA KaTo akCUiIapHa TuMGaaeHONaThs OT ChIllaTa CTPaHa Ha MICTOTO Ha HHXKCKTHPAHE.
B HSKOM CilyyaH ca 3acerHaTd U ApYTH JTUMGHHU Bb31U (HAIp. UIMIHHY, HAJKIFOYUYHH).

t HaGmroaBanu npu renaTpryHaTa momysanus (Ha Bb3pact ot 6 Mecela 10 5 roauHm).

1B pamkuTe Ha eproza Ha IpocieasBaHe Ha 6e30I1aCHOCTTa ce choOIIaBa 3a 0cTpa nepudepHa JIHIEeBa napanusa opu
TpUMa y4aCTHHIM B Tpymata Ha Spikevax (OpHruHaJIHa) U [P eMH yYaCTHHK B Ipymnara Ha miane6o. [TosBara npu
YYaCTHHIIUTE B TpyIaTa Ha BAKCHHATA HACTBIIBA ciiel 22, 28 1 32 THY cile BaKCHHAIMATA C 103a 2 .

§ Bonka B kopema e Ha0moAaBaHa B IeANATPUIHATA MOMyJIays (Ha Bb3pacT ot 6 10 11 rogunn): 0,2% B rpymara Ha
Spikevax (opurunanna) u 0% B rpynara Ha miane6o.

1 HabnronaBanu ca cityyau Ha ypTHKapus ¢ OCTPO Havyaio (B paMKHUTE Ha HAKOJIKO JIHHU CIeJl BAKCHHAIMATA) WK ChC
3a0aBeHO Ha4aJo (10 OKOJIO JIBE CEJAMHMIIM CJIE/ BAKCHHAIUATA).

#IloBeueTo ciryyan M3IJIeXk/a HE Ca CEPUO3HH U ca C BpeMEHEH XapakTep.

AMeuaHaTa Ha BpEeMETO JI0 1osiBa € 9 THU Clie]] IIbpBaTa HHKeKIMs 1 11 HU ciien BropaTta HHKeKus. MequaHara Ha
MIPOJIBDKUTENHOCTTA € 4 JTHU Clie]] TbpBaTa MHKEKIHs U 4 JTHU CJIe]] BTOpaTa HHKEKIIHS.

®lima 1Be CepHO3HN HEXeNIaH! CHOUTHS Ha ITOJyBaHe Ha JIMIETO TIPH PEIUIMEHTH Ha BAKCHHATa C aHaMHe3a 3a
UHXXEKTHpaHe Ha AepManty Gunbpu. [losiBatra Ha noayBaHeTo € choOIieHa cboTBeTHO B JleH 1 u [leH 3 oT neHs Ha
BaKCHHALIUATA.

PeakTorenHoctTa 1 mpo¢usT Ha Ge3omacHocT npu 343 yyacTHULM, ody4aBamn Spikevax
(opuruHaiHa), KOUTO ca Omin cepono3utuBHu 3a SARS-COV-2 Ha H3X0IHO HUBO, € CHIIOCTABUMA C
Ta3W Ha y4acTHHULH, cepoHeratuBHH 3a SARS-C0OV-2 Ha u3X0AHO HUBO.

Bwspacmnu (6ycmep 003a)

BezonacHocTTa, peakToreHHOCTTa 1 MMYHOTEHHOCTTa Ha Oycrep mo3a Spikevax (opuruHaiHa) ce
OLICHSBAT B €THO NPOBEIKIAIO CE B MOMEHTa (paza 2, paHJIOMU3UPAHO, 3aCIICIICHO 3a Ha0JII0AaTes,
1ane00-KOHTPOIMPaHO, MPOYYBaHE 3a MOTBBbPIKAAaBaHe Ha Jj03aTa MPH yYaCTHUIIM Ha Bb3pacT 18
romunu u ioBeue (NCT04405076). B ToBa poyusane 198 yuactaunm ca moayumin ase gosu (0,5 ml,
100 mukporpama npe3 1 mMecelr) oT MbpBUYHATA CepHs HAa BakcHHANUsA cbe Spikevax (opuruHanHa). B
oTKpwuTa (ha3a Ha TOBA Mpoy4BaHe 167 OT Te3W YIACTHUIH ca MOIYIHIN eJUHUYHA OycTep 103a

(0,25 ml, 50 mukporpama) Haii-MaJIKo 6 Mecela cie/ oJy4aBaHe Ha BTopara J103a OT IbpBHYHATA
cepusi Ha BakcUHaIws. ThpceHUAT MPOGUIT Ha HEeKENIaHH peakuuu 3a Oycrep no3ata (0,25 ml,

50 mukporpama) e 0w MoJ0OEH Ha TO3HM CJIe]] BTOparta J103a B IbPBHYHATA CEPHsl HA BAKCHHALIMSL.

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

be3onacHocTTa, peakTOreHHOCTTa M MMyHOTE€HHOCTTa Ha Oyctep no3a Spikevax bivalent
Original/Omicron BA.1 ce oreHsiBat B €1HO MPOBEX/IAIIO CE€ B MOMEHTa OTKPHUTO Tpoy4Bane (aza 2/3
NpY yyacTHHULM Ha BB3pacT 18 u moseye roguau (MRNA-1273-P205). B ToBa npoyuBaHe

437 yuactaunu ca moayuwan 50 mukporpama O6ycrep mosa Spikevax bivalent Original/Omicron BA.1,
a 377 yyacTHunm ca nony4ymw 50 Mukporpama oycrep go3a Spikevax (opuruHaiHa).

Spikevax bivalent Original/Omicron BA.1 uma npodui Ha peakTOreHHOCT, 0I00CH Ha TO3H Ha
Spikevax (opuruHanna) Oycrep, npuiiarad Kato Bropa oycrep no3a. YecroraTa Ha He)XeIaHUTE
peakiu e umyHu3aius cbe Spikevax bivalent Original/Omicron BA.1 cbliio e nmogo6Ha win 1mo-
HICKA B CpaBHEHHUE ¢ Ta3M NP IbpBara 0ycrep m03a Spikevax (opurunaina) (50 Mukporpama) u
CpaBHMMa C BTOpaTa 7103a OT TbpBUYHATA cepusi cbe Spikevax (opurunanza) (100 mukporpama).
IMpodunst Ha Ge3omacHocT Ha Spikevax bivalent Original/Omicron BA.1 (Meauana Ha nepuo/a Ha
npocienssade 113 qun) e momoben Ha mpodmiaa Ha 6e3omacHocT Ha Spikevax (opurunanHa) (MeamaHna
Ha TIepHo/ia Ha npocieasiBaHe 127 auu).

Spikevax bivalent Original/Omicron BA.4-5 (6ycmep 0o3a)

Be3omacHocTTa, peakTOreHHOCTTa M UMyHOTEHHOCTTa Ha OuBajieHTHa OycTep no3a Spikevax bivalent
Original/Omicron BA.4-5 ce oreHsiBaT B POBEXKIAIIIO CE€ B MOMEHTA OTKPUTO Mpoy4BaHe (hasza 2/3
MIPH y4acTHULM Ha BB3pacT 18 u moseue roaunu (MRNA-1273-P205). B ToBa npoyuBane

511 yuactauu ca moy4umia oycrep mpo3a Spikevax bivalent Original/Omicron BA.4-5
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(50 mukporpama), a 376 y4acTHHUIIHM ca moay4rin Oycrep no3a Spikevax (opuruHaiHa)
(50 mukporpama).

Spikevax bivalent Original/Omicron BA.4-5 uma npodit Ha peakTOreHHOCT, MOA00eH Ha TO3M Ha
oycrep Spikevax (opuruHanHa), IPHIOKEHA KaTO BTOpa OycTep 103a.

Onucanue Ha I/I36DaHI/I HCXCIaHU pCAKIINU

Muokapoum
[ToBHILIEHUAT PUCK OT MUOKAPIUT ClIe]] BAKCHHALIMA Che Spikevax (OpuUruHajiHa) € Hai-BUCOK ITPH I10-
MJIaIM MBXKe (BXK. Touka 4.4).

JBe rojemu GapmMakoenuaeMUOJIOrHYHH NPOYYBaHuUs, IPOBeieHH B EBpoma, o1eHsBaT 10-BUCOKHS
PHUCK OT MHOKapIUT MpH MO-MJIagu MBbKe clies Bropara no3a Spikevax (opurunanna). Enqno
MpOoy4YBaHe TIOKa3Ba, 4e 3a Mepro] OT 7 JTHU Clie] BTopara j03a uma okono 1,316 (95% CI: 1,299,
1,333) nonmrbiHuTenHu ciaydas Ha MuokapauT Ha 10 000 mpu 12 10 29-roiuIIHN IOHOLIN U MBKE, B
CpaBHEHHE ¢ Xopa 6e3 excno3uiys. B npyro npoyuBane 3a nepuoa ot 28 IHH clie BTOparta 103a ca
HabmonaBanu 1,88 (95% CI: 0,956, 2,804) nonbaHuTeNHN cayvas Ha Muokapaut Ha 10 000 pu 16
10 24-TOAWIITHY IOHOIIN M MBXXE, B CPaBHEHHUE C X0pa 0e3 eKCITO3UIIHSL.

Crpo0II1aBade Ha IOJXO3UPAHN HEKEIAHU PEAKIHNA

CpoOmmaBaHeTo Ha MOJO3UPAHN HEXKETAH!U PEAKIUU CIIe pa3pelIaBaHe 3a ynoTpeOda Ha JIeKapCTBEHUS
NPOJYKT € BayKHO. ToBa MO3BOJISIBA 1a IPOABIDKY HAOIIOJCHUETO Ha CHOTHOIICHHETO 1OJI3a/PHCK 32
JieKapCcTBEeHUs MPOAYKT. OT METUIIMHCKHUTE CTICIIHAICTH Ce M3UCKBA Jia ChOOIIaBaT BCAKa
MOJ03UpaHa HeXKEeJIaHa Peaknns Yype3 HaIllMOHAIHA CHCTeMa 3a ChoOIaBane, IOCoO4YeHa B
[punoxenue V u 1a BKItOYAT TAPTHIHUS HOMED, aKO € HATMYEH.

4.9 TIlpeno3upane

B ciyuaii Ha npego3upane ce npenopbuBa NpociensBaHe Ha )KU3HEHUTe (YHKIMU U BB3MOXKHO
CHMIITOMAaTHYHO JICYEHHE.

5. DPAPMAKOJIOTNYHU CBOUCTBA

5.1 dapmakoguHAMHYHH CBOHCTBA

®dapmakoTtepaneBTiyHa rpyna: Bakcuan, COVID-19 pakcuan, ATC xox: JO7BNO1

MexaHU3bM Ha JeHCTBHE

Spikevax (emazomepan) u Spikevax bivalent Original/Omicron BA .4-5 (ena3zoMepan/umMena3zoMepan)
ceabpkar uPHK, Bxmovena B munuann Hanouactuiu. MPHK xoaupa meiHOBEpHKEH IIUTIOB
npotenH Ha SARS-CoV-2, Momuduimpan ¢ 2 NpoJIMHOBY 3aMECTBaHHUS B 00J1aCTTa Ha XENTaIHOTO
noBtopenue 1 (S-2P) 3a crabuin3upaHe Ha MIMTIOBHS IPOTEHH B Npedy3noHHa KoHpopmanus. Ciexn
WHTPaMYyCKYJIHA HHXCKIIHS KJIETKUTE HA MSACTOTO HA HH)KEKTUPAHE U IPCHUPAIINTE TUM(OHU BH3IH
noeMar JIMIUIHUTE HAaHOYACTUIH, KaTo edekTuBHO nocTaBaT MPHK cexBeHuusTa B KieTkute 3a
TpaHcIanys BbB BUpYyceH npotenH. JloctaBenata ”PHK He HaBnM3a B KJIETHUHOTO SAPO U HE
B3aMMOJEHCTBA C TEHOMA, HE CE PEIUIMKUPA U Ce eKCIIPeCcUpa BPEMEHHO OCHOBHO B JICHAPUTHHU KJIETKU
u Makpodaru B cyOkarncynapHuTe cuHycu. ExcripecupanusT, CBbp3aH ¢ MeMOpaHaTa IIHUIOB MPOTeHH
Ha SARS-CoV-2 ce pa3no3HaBa ciie] TOBa OT UMYHHHUTE KJIETKH KaTO YY1 aHTHUreH. ToBa
NPEAN3BUKBA KakTO T-KIIeTh4eH, Taka 1 B-kieThueH oTroBop ¢ 00pa3zyBaHe Ha HEYTpaIH3HpaIld
aHTHUTEIa, KOSTO MOXe JIa JomnpuHece 3a 3amurara cpenty COVID-19. HykneosumHo
monuduuupanara ”PHK B Spikevax bivalent Original/Omicron BA .4-5 (ena3omepan/naBezomepan) e
BJIFOUEHA B JINITUIHK YaCTHUIIH, KOETO Ch3/1aBa BE3MOXKHOCT 32 JIOCTaBsSIHE Ha HYKIICO3UIHO
monuduuupana uPHK B kieTkure rocronpueMHmka, 3a 1a NpeIn3BUKa eKCIIpecusl Ha aHTUTeHA Ha
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SARS-CoV-2 S. Bakcunara npeJu3BUKBa IMYHEH OTTOBOP KbM S aHTHT€HA, KOMTO 3alUTaBa OT
COVID-19.

Kinnanuga euxacHoct

Hmynozennocm npu yuacmuuyu na v3pacm 18 u nogeue 200unu — cied npunodicenue a oycmep 0o3a
Spikevax bivalent Original/Omicron BA.4-5 (0,5 ml, 25 muxpoepama/25 muxpoepama)
BezomacHocTTa, peakTOreHHOCTTa M MMYHOTEHHOCTTA Ha Oycrep mo3a Spikevax bivalent
Original/Omicron BA.4-5 ce orieHsIBaT B MPOBEXK/IAIIO CE B MOMEHTA OTKPHUTO MPOYYBaHEe BHB (pasa
2/3 nipu ydactHuIM Ha BB3pacT 18 u nosede romuan (MRNA-1273-P205). B ToBa nmpoyuBane

511 yyactHunu ca nonyunnu Oycrep go3a Spikevax bivalent Original/Omicron BA.4-5

50 mukporpama, a 376 ygacTHHIN ca IOAyIrin 6ycrep no3a Spikevax (opurunanza) 50 Mukporpama.

IMpoyusane P205 Yact H omensia 6e30macHoCTTa, PEaKTOrEHHOCTTa U IMYHOTeHHOCTTa Ha Spikevax
bivalent Original/Omicron BA .4-5, xoraro ce mpmiara Kato Bropa 0ycrep J03a IIpH Bb3PACTHH, KOUTO
npeu ToBa ca moiy4mwin 2 1o3u Spikevax (opurunanna) (100 Mukporpama) KaTo mbpBHYHA CEPUS U
mepBa Oycrep mo3a Spikevax (opurunanna) (50 mukporpama). B P205 Yacrt F yuactauiure B
npoy4BaHeTo ca nmony4ymwin Spikevax (opurunanza) (S0 Mukporpama) kato BTopa OycTep 103a, a
rpynara ot Yact F ciry»ku kaTo rpymia ¢ KOMIapaTop B paMKUTE Ha MIPOYYBAHETO, KOSITO € IPEeIXOHa
10 OTHOILICHUE Ha rpymnara cbe Spikevax bivalent Original/Omicron BA.4-5.

B ToBa npoyuBaHe MbPBUYHUAT aHAJN3 32 IMYHOTEHHOCT C€ OCHOBABA Ha ITbPBUYHATA MOMYJIANKUS 32
MMYHOT€HHOCT, KOHTO BKITIOYBA YYaCTHUIM Oe3 Toka3zarencTsa 3a nHeknus ckc SARS-CoV-2 Ha
U3XO0JHO HUBO (mpeau OycTep mo3ata). B mbpBUYHMS aHAIW3 HAOIIOAaBAHUAT CPEJICH TEOMETPUICH
tutbp (GMT) (95% CI) npenu Gycrepa e 87,9 (72,2, 107,1) u ce nosumiasa a0 2 324,6 (1 921,2,

2 812,7) 28 nuu cnen O6ycrep no3ara Spikevax bivalent Original/Omicron BA.4-5. GMR na nen 29 3a
Oycrep mo3ara Spikevax Original/Omicron BA.4-5 50 mukporpama cripsimo 6ycrep nosarta Spikevax
(opurunanua) 50 mukporpama e 6,29 (5,27, 7,51), koeTo oTroBaps Ha MPEABAPUTEITHO OTPEACICHHS
KpUTEpHH 3a cynepuopHOCT (foiHa rpanuia Ha Cl >1).

N3uncnenure GMT na HeyTpanusupamute anturena (95% Cl) cpemry Omicron BA.4/BA.5,
KOPHUTHUPaHU 3a peA0yCTepHHs TUTHP U Bb3pacToBaTa rpyIa, ca cboTBeTHO 2 747,3 (2 399,2, 3 145,9)
n 436,7 (389,1, 490,0) 28 auu cnex 6ycrep nosute Spikevax bivalent Original/Omicron BA.4-5 u
Spikevax (opurunanua), a GMR (95% Cl) ¢ 6,29 (5,27, 7,51), otroBapsiiil Ha peIBapUTEITHO
3a7aJieHnsl KpuTepuii 3a HemHpepropHocT (1omHa rpanuna Ha Cl >0,667).

Hmynozennocm npu evspacmuu — cied 6ycmep dosza Spikevax bivalent Original/Omicron BA. 7

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

Bbe3zonacHocTTa, peakTOreHHOCTTa 1 MMYHOTEHHOCTTA Ha OycTep no3a Spikevax bivalent
Original/Omicron BA.1 ce oueHsiBaT B €JHO TIPOBEX/IAINO CE€ B MOMEHTA OTKPHUTO MpoyuBane ¢asza 2/3
MIpH y9acTHHUIX Ha BB3pacT 18 u moseue roguau (MRNA-1273-P205). B ToBa npoy4uBane

437 yuactaunu ca noayuwian 50 mukporpama oycrep mo3a Spikevax bivalent Original/Omicron BA.1,
a 377 y4yactHunu ca noay4mwin 50 Mmukporpama Oycrep go3a Spikevax (opuruHasiHa).

Ipoyusane P205 Yact G onensBa 6€30MacHOCTTa, PEaKTOTEHHOCTTa M KIMYyHOTeHHOCTTa Ha Spikevax
bivalent Original/Omicron BA.1, xoraro ce npuiara Kato Bropa Oycrep /103a IpH Bb3pacTHH, KOUTO
npeau ToBa ca moayumwin 2 103u Spikevax (opurunanna) (100 Mukporpama) KaTo Kypc Ha MbpBHYHA
BakcuHanus u Oycrep no3a Spikevax opurunanna (50 MUKporpama) Haii-Majiko 3 Mecela npean
BrrouBanero. B P205 Yacr F yyacTHuimTe B ipoy4yBaHeTo ca noydmin Spikevax (opuruHaiHa)
(50 mukporpama) karo BTopa OycTep 103a, a rpynara oT Yact G ciryku Karo rpyma ¢ KOMIapaTop B
paMKuTe Ha MPOYYBAHETO, KOSITO € MPEIXO/IHA [0 OTHOIICHUE Ha Tpymara, rmosydasaiia Spikevax
bivalent Original/Omicron BA.1.

B ToBa nmpoy4BaHe MbPBUYHHAT aHAIHM3 32 IMYHOTEHHOCT CE OCHOBaBa Ha TPyIa 3a MbPBHUYCH aHAITU3
32 IMYHOT€HHOCT, KOSITO BKIIIOYBA y4acTHUIM Oe3 aaHHU 3a uHpekius cbc SARS-CoV-2 Ha
M3XO0JHOTO HUBO (Tipeu OycTep m03a). [Ipu MbpBUYHHUS aHAIN3 U3UHUCIICHUST PH TbPBOHAYATHATA
orieHKa cpeaeH reomerpuueH TuThp (GMT) Ha HeyTpamusupamure antutena Ha SARS-CoV-2 u
cpotBercTBani 95% Cl e chorBetHo 6 422,3 (5 990,1, 6 885,7) u 5 286,6 (4 887,1, 5 718,9) 28 nuu
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cnen 6ycrep no3u Ha Spikevax bivalent Original/Omicron BA.1 u Spikevax (opurunanua). To3u
GMT npencrasisBa ChOTHONIEHHETO MeXx Ty oTroBopa Ha Spikevax bivalent Original/Omicron BA.1
crpsimo Spikevax (opuruHania) cpenty pozosus mam SARS CoV-2 (D614G). GMR (97,5% Cl) e
1,22 (1,08, 1,37), kaTto oTroBaps Ha MpeIBapUTEIHO 3aaICHIS KPUTEPHA 3a HeMH(pepHopHOCT (0JTHA
rpanuna 97,5% Cl >0,67).

Wzuucnennre GMT B [len 29 Ha HeyTpanmsupamure antutena cpeity Omicron, BA.1 ca 2 479,9
(2264,5;2715,8) m 1 421,2 (1 283,0; 1 574,4) cvoTBeTHO B rpymara Ha Spikevax bivalent
Original/Omicron BA.1 u rpynarta ¢ 0ycrep no3a Spikevax (opurunanna), a GMR (97,5% Cl) e 1,75
(1,49; 2,04), xoeTo oTroBapsi Ha MPEABAPUTEITHO OMPENCICHISI KPUTEPUH 3a CYIIEpHOPHOCT (JI0THA
rpanuia Ha Cl >1).

Iepcucmupane na anmumenama na 6ycmep saxcunama cpeusy COVID-19 Spikevax bivalent
Original/Omicron BA.! & npoodwaicenue na mpu meceya

VYyactuuiure B npoyusane P205 Yact G ca mociieqoBareIHO BKIOYBAHM, 32 Ja MOJydaBaT

50 mukporpama Spikevax (opurunanua) (n=376) wim Spikevax bivalent Original/Omicron BA.1
(n=437) xaro Bropa G6yctep mo3a. IIpu yuacTauim Oe3 caydan Ha nuHpekTupane cs¢c SARS-CoV-2
npenu Oycrepa, Spikevax bivalent Original/Omicron BA.1 npenusBrukBa oOpa3yBaHe Ha
HeyTpaimsupaiyd Omicron-BA.1 anturena (HabmonaBan GMT) ¢ TUTPH, KOUTO ¢a 3HAYUTEITHO T10-
Bucoku (964,4 [834.,4, 1 114,7]), otkonkoTo Te3u Ha Spikevax (opurnHanna) (624,2 [533,1, 730,9]) u
noJJ00HM Ha Te3u npu Oycrepute cpeuty poaosus SARS-CoV-2 crnen Tpu mecerna.

Knunuuna eghuxacnocm npu 6v3pacmuu

IIpoyuyBaHeTO NP BB3PACTHH € PAHIOMU3UPAHO, TIAIe00-KOHTPOIUPAHO, 3aCIICEeHO 32
HaOJI0aTeNs KIIMHUYHO TipoyuBaHe (aza 3 (NCT04470427), koeTo U3KIHOUBA
WMYHOKOMIIPOMETHPAHH JIUI[A WM TAKHUBa, MOJy4aBalli UMYHOCYNPECOPH B PAMKHTE Ha TIOCIICTHUTE
6 Mecela, KakTo 1 OpeMEHHHU WIIM TaKKMBa C W3BECTHA aHaMHe3a 3a nHdpekuus cbc SARS-CoV-2.
Yyactaumm cbe cTadbmrao HIV-3abonsaBane He ca m3KIToUeHU. [[pOTHBOTPUITHH BAKCHHE € MOYKENO0 Ja
ce mpwiarar 14 qau npeayu wiu 14 nHu cnen KosATo u Aa € 103a ot Spikevax (opurunanna). Ot
YYaCTHHUIIMTE CHIIO TaKa Ce € M3UCKBAJIO Jla MMa Hal-MajKo HHTEPBAI OT 3 Mecela OT MPUIOKEHHUE Ha
KPBBHHU MPOIYKTH/TIIa3Ma WK UMYHOTJIOOYIMHU 10 BKIFOYBAHETO B MIPOYUYBAHETO, 3a JIa MOJyYar
miare6o wim Spikevax (opuruHamHa).

Ipocnenenu ca o6mo 30 351 yuactHunm ¢ Meauana 92 quu (quanason: 1-122) 3a pa3BUTHETO Ha
6oxecrra COVID-19.

[omynanusTa 3a mppBUYEH aHATN3 Ha e(hUKACHOCTTA (HapuUdaHa ,,IIOMYJIaIHs IO MPOTOKOI ™ FITH
»PPS%), BxirrouBa 28 207 y4acTHHITM, KOUTO ca ToXy4nu wik Spikevax (opurunaanaa) (n=14 134),
wm mnane6o (n=14 073) u umaT oTpruaTeneH craryc 3a Haaudue Ha SARS-COV-2 Ha M3X0HO HUBO.
PPS nonynanusta Ha npoyuBaneTo BkimouBa 47,4% xenu, 52,6% mbixke, 79,5% 0enu, 9,7%
adpoamepukaniy, 4,6% azuariy u 6,2% apyru. 19,7% OT y4aCTHUIMTE ca ¢ UCIIAHCKH UJTU
JIATHHOAMEPUKAHCKU IPOU3X0/1. Me/raHaTa Ha Bb3pacTTa Ha yUYaCTHHUIIMTE € 53 roJuHu

(mmamazon 18-94). Jlommycka ce Tuarma3oH Ha IPHJIOKCHHUE Ha BTopara no3a (tanupana 3a Jlen 29) ot
—7 no +14 nuu 3a BkmouBane B PPS. 98% oT penunuenTuTe Ha BakCUHATA, NOJIYYMWIM BTOpaTa 103a
25 10 35 nuu cnen no3a 1 (ot -3 10 +7 IHU OT MHTEpBaJia OT 28 JHN).

Crnyuante Ha COVID-19 ca moTBBpACHHN Upe3 NoJarMepa3Ha BeprKHA peakIysi ¢ oOpaTHa

tpanckpunTaza (RT PCR) u ot kimHn4yHa apouTpaxkHa komucusi. EpukacHocTTa Ha BAKCHHATA 0010
U 110 OCHOBHH BB3PACTOBHU IPYIH € MpencTaBeHa B Tabnuna 5.
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Tabauua 5: Anaau3 Ha epuKacHOCTTAa HA BakcuHaTa: noTebpaen COVID-19%, nezaBucumo ot
TeKeCcTTa, ¢ Haya 0 14 quu ciaex 2P*™ no3a — PPS

Spikevax (opurunanana) IMiane6o
Bn3pacrosa YecroTa YecroTa .
IPYHa  ''yyacrn | Cayvan HA Vaacrauuu Coryyau Ha HA /0
(romunm) | yypy na | COVID-19 N COVID-19| COVID-19 |[Eduxacuocr
N COVID-1| wua1l000 n ma 1 000 Ha
9 JOBEKOTOINH yopekoroauy BAKCHHATA
o . . (95% CI)*
0610 14 134 11 3,328 14 073 185 56,510 94,1
(18) (89,3, 96,8)*
*
18 no <65 10 551 7 2,875 10521 156 64,625 95,6
(90,6, 97.9)
>65 3583 4 4,595 3552 29 33,728 86,4
(61,4, 95,2)
>65 mo <75 | 2953 4 5,586 2 864 22 31,744 82,4%
(48,9, 93,9)
>75 630 0 0 688 7 41,968 100%
(NE, 100)

*COVID-19: cumnromaruen COVID-19, usucksain nonoxurened pesynrar or RT-PCR u

Hal-MaJKo 2 cucTeMHH cuMnToMa nim 1 pecrimparoper cumntom. Citydaw, 3anouBaiy 14 nau ciex 2P nosa.
*EdukacHoct Ha BakcuHaTa 1 95% noseputesnen untepsai (CI) ot crpatudurmpanus moaen Ha CoX 3a
HPONIOPLUHOHAIHOCT Ha PHCKa

** Cl He e KOpUTHPaH 32 MHOXKECTBEHOCT. KOopUrupaHu 3a MHOXXECTBEHOCT CTaTHCTHUECKU aHAJIN3H Ca PaBEeHH
B MEXIMHEH aHAJN3 Ha mo-mManko ciaydan Ha COVID-19, xouTo He ca CbOOIICHU TYK.

Cpen Bcnuku yuactHurn B PPS He ca cro0mienn cirydan Ha Tesxpk COVID-19 B rpymnara Ha BakcuHa
B cpaBHeHue ¢ 30 ot 185 (16%) ciydasi, choOmIeHH B rpynara Ha miane6o. Ot 30-re yyacTHUIM ¢
TEXKO 3a00Js1BaHe, 9 ca XOCHUTAIM3UPAHH, 2-Ma OT TAX ca IIPUETH B UHTECH3UBHO oTaeneHue. Ilo-
rojsiMaTa 4acT OT OCTaHAJIUTE TEKKH CIydau ca U3MBIHHIN CaMO KPUTEPHs KHCIOPOAHA caTypawus
(Sp02) 3a Texko 3abossiBane (< 93% mnpu cTaiiHa TEMIIEpaTypa).

Edwukacnocrra Ha Spikevax (opurunanna) aa npennaszsa or COVID-19, HezaBuCHMO OT IpenuIIHa
nadekuns cbc SARS-CoV-2 (ycraHoBeHa CEpOIOrHYHO Ha M3XOAHO HUBO U U3CIIEABAHE HA
Ha3ogapuHreaita mpobda ¢ TammoH) ot 14 nuu ciexn Jlo3a 2 e 93,6% (95% CI: 88,6; 96,5).

B nombnHeHue, aHaIM3| Ha MOJATPYNUTE Ha IbPBUYHATA KpaliHa TOYKa 3a e(PUKaCHOCT IIOKa3BaT
CXOJlHA OIIEHKA 32 €()MKACHOCT MO I0JI, ETHUYECKU IPYIH U YYACTHUIHU ChC CHITBTCTBAILN
3a00JIsIBaHus, CBBP3aHH C BUCOK PUCK OT Texbk COVID-19.

Hmynozennocm npu evspacmuu — cied 6ycmep oosa (0,25 ml, 50 muxpoepama)

Be3zomacHocTTa, peakTOreHHOCTTa M HMYHOTEHHOCTTA Ha Oycrep mo3a Spikevax (opurunanna) ce
OIICHSBAT B €THO IMPOBEKIAIIO0 CE€ B MOMEHTA PaHIOMH3UPAHO, 3aCIelIeHO 3a Habmoqarens, miamebo-
KOHTPOJIMPAHO Mpoy4BaHe (aza 2 3a MOTBbpPXKIABaHEe Ha J03aTa MPU y4acTHUIHM Ha 18 u moBeue
rogauau (NCT04405076). B ToBa mpoyuBane 198 yyactHunu ca nony4umnu ase ao3u (0,5 ml,

100 mukporpama mpe3 uHTepBai oT 1 Mecelr) OT BakcuHara Spikevax (opuruHaiiHa) Kato mbpBUYHA
cepusi. B otkpurara ¢aza 149 ot Te3n ydacTHHIM (TTOMyIAHS IO MTPOTOKOIT) ca OTYUYHIIN eINHUIHA
oycrep no3a (0,25 ml, 50 Mmukporpama) Haii-manko 6 Mecera cie MPUI0KEHHETO Ha BTOpATa 1034 OT
mepBUYHATa cepus. JlokazaHo e, 4e enuHmygHa 6ycrep mosa (0,25 ml, 50 Mukporpama) Bou 10 cpeaHa
reoMeTpUYHa KpaTHa CTOMHOCT Ha yBenu4yaBane (geometric mean fold rise, GMFR) 12,99 mbti (95%
Cl: 11,04; 15,29) na HeyTpaiIu3upanuTe aHTUTEIA OT TPE/IN MPUIIOKEHUETO Ha OycTep J03a 10

28 nuu caen Oycrep no3zata. GMFR Ha HeyTpanusupammre anturena e 1,53 (95% Cl: 1,32; 1,77) npu
CpaBHEHHUE Ha THTHpa 28 cien j1o3a 2 (MbpBUYHA cepusi) crpsiMo 28 aHU cien Oycrep jo3aTta.
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Hmynocennocm na 6ycmep 003a cied nbpeuyHa 8aKcuHayus ¢ opyea paspeuiena 3a ynompeba
saxcuna cpeuty COVID-19 npu év3pacmuu

Be3omnacHoCTTa 1 IMyHOTE@HHOCTTA Ha XETepOJIokeH Oycrep che Spikevax (opuruHaiHa) ca
MPOYYBAHU B €IHO HHUITMHPAHO OT U3CIEN0BATENs Mpoy4uBaHe cbC 154 yuacTHUIM. MUHUMAITHUSAT
BpPEMEBHM MHTEPBAJl MEXKYy ITbPBUYHATA CEpUs Ha BakcHHaIus ¢ BektopHa i PHK Bakcuna cperry
COVID-19 u 6ycrep no3a Spikevax (opurunaina), e 6un 12 cenmuru (auama3on: 12 ceMuIm 10
20,9 cenmurn). Jlosara, u3noi3BaHa 3a Oycrep B ToBa npoyuBane, ¢ omia 100 mukporpama. Turpure
Ha HEYTPaIM3HPAIUTE AaHTUTENA, I3MEPEHH Ype3 TECT 3a HEYTPaIU3aIlHsl Ha IICEBIOBUPYC, Ca OHMIH
orieHenu B [len 1 npeau npunoxenuero u B Jen 15 u Jlen 29 cnen 6ycrep ao3zara. OTroBop Ha
OycTep A03ata € OWI JEMOHCTPUPAH HE3aBUCUMO OT ITbPBUYHATA BAKCUHAIIHSL.

Hanuunau ca camo JaHHU 3a KPpaTKOCPOYHA UMYHOT'CHHOCT,; ABJIrOCpOYHATA 3allluTa 1
HUMYHOJIOTUYHATa MaMET HE Ca U3BCCTHU B MOMCHTA.

beszonacnocm u umynoeennocm na cedem saxcunu cpewsy COVID-19 kamo mpema 0o3a (6ycmep) 6
Obedunenomo Kpaicmeo

COV-BOOST e MHOTOIIEHTPOBO, paHIOMH3UPAHO, HMHUITUHUPAHO OT U3CIEAOBATEIS IIpoydIBaHe ¢asza 2
Ha TpeTa j03a Oycrep BakcuHanus cpenry COVID-19 ¢ moarpyma 3a nogpoOHO u3cieBaHe Ha
UMYHOJIOTHATA. Y YaCTHUIIUTE ca OWiK Bh3pacTHU Ha 30 1 moBeye TOAUHM, B T0OpO GU3MUECKO 3paBe
(JIexu 10 yMepeHH, 100pe KOHTPOJIHUPaHH KOMOPOUTHOCTH ca OMITH pa3pelieHu), KOUTO ca MOy YHITH
nse no3u win Pfizer—-BioNTech, nnun Oxford—AstraZeneca (mspBata n03a npe3 nexkemspu 2020 T,
sayapu 2021 r. wm pepyapu 2021 1.), 1 ca I3MUHAIN Hal-Manko 84 THM ciel BTopara 103a 10
MOMEHTa Ha BKJIIOUYBaHe. SPikevax (opuruHaiHa) € yCuiiniia OTTOBOPHUTE MO OTHOILICHUE HAa aHTUTENa
U HeyTpanm3aius, u ¢ Ouna 1o0pe moHeceHa, He3aBUCUMO OT IBPBUYHHUTE CEPHU HA BAKCUHAITHSL.
Jlo3ara, u3non3Bana 3a Oycrep B TOBa poyuBane, ¢ Omia 100 mukporpama. Turpute Ha
HEyTpAIU3UPAIINTE aHTHUTENa, K3MEPECHHU Upe3 TECT 3a HeyTpall3alys Ha MICEBIOBUPYC, ca OWIn
oueHenu B [len 28 cnen Oycrep gozara.

Heympanuzupawu anmumena cpewy B.1.617.2 (/lexma) eapuanm npedu u cied bycmep npu
8v3pacmuu

Pesynrarute oT Tecta 3a HeyTpaimsaius Ha ncesaoBupyc (PSVNA) cpemnty Bapuanra B.1.617.2
([lenrta), onpenenenu npeau Oycrep fo3ara u B [len 29 cnen OycTep jo3ata, oKa3Bar, ue
npuiIoXkeHneTo Ha Oycrep no3a Spikevax (opurunansa) (0,25 ml, 50 mukporpama) npu Bb3pacTHH
UHIyIMpa 17-KpaTHO MOBHIICHHE HA HEYTPATU3HPALIUTE Tela cpelnry BapranTa Jlenta B cpaBHEHHUE €
HuBaTa rpeau oycrep moszara (GMFR=17,28; 95% Cl: 14,38, 20,77; n=295).

Knunuuna egpuxacnocm npu ronowu na evspacm om 12 0o 17 200unu

[Mpoy4yBaHETO MPH FOHOIIH € TEKYIIO PAaHJOMHU3UPAHO, MIANe00-KOHTPOIUPAHO, 3aCICIICHO 32
HabmoaaTesst KIMHUNIHO npoyuBaHe (asa 2/3 (NCT04649151) 3a orieHka Ha 6€30MacHOCTTA,
PEaKTOreHHOCTTa M euKacHOCTTa Ha Spikevax (opuruHa Ha) IpH FOHOIIM Ha BB3pacT oT 12 110

17 roauuu. Y4YaCTHHUIM ¢ U3BECTHA aHaMHe3a 3a nHGpekiusa cbe SARS-COV-2 ca M3KIIFOUYEHHU OT
npoyuBaneTo. OO0 3 732 y9acTHHUITH ca paHIOMHU3UpPaHy B ChoTHOMmEeHHe 2:1 1a moayyar 2 m1o3u
Spikevax (opuruHanza) win mianedo, GU3HOIOrHYCH Pa3TBOp, C MHTEPBAI MEXIY J03uTe 1 Mecell.

W3BbplieH e BropuueH aHanu3 Ha eukacHocTTa pu 3 181 yyacTHHIIN, KOUTO ca HOXYYMIX 2 1031
Spikevax (opurunanza) (n=2 139) wium mwiane6o (N=1 042) u ca uManu OTPULIATEICH U3XOJIEH CTAaTyC
o otHomenne Ha SARS-CoV-2, B nomynanusTa 1mo npoTokos Mexay y4acTHUIIUTE, KOUTO ca
oy Spikevax (opuruHaiHa), ¥ Te3d, KOMTO ca IMOJYYHITH 11anebo, Hama 3a0eIeKUMH Pa3InKi
B IeMOTpa)CKUTE JTaHHH WM MPEANISCTBAIINTE 3a00IIIBaHUSL.

COVID-19 e nedpunupan karo cumnromatuaeH COVID-19, nznuckpai mooXuTeIeH pe3yaTaTr oT
RT-PCR u Haii-Manko 2 CHCTEMHH CUMIITOMa WK | pecnupaTopeH CUMIITOM; CITy4YaH, 3ar0YBaIH

14 nam cnex BTOpaTa mo3a.

Nmaso e nHyna cumnromatiadu ciydas Ha COVID-19 B rpynara Ha Spikevax (opuruHansa) u
4 cumnromatnyny cinydas Ha COVID-19 B rpynara Ha ruiane6o.
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Hmynoeennocm npu ronowu Ha évspacm om 12 00 17 200unu — cied nvpsuyHa 8aKCUHAYUsL CbC
Spikevax

AHanu3 3a He To-MayKa e()UKacHOCT, OLeHABAI TUTpHUTE Ha 50% HeyTpanu3upalluTe aHTuTena
cpenry SARS-CoV-2 u yecToTaTta Ha CEpOJIOTHYCH OTTOBOP 28 THU cliell 103a 2, € IPOBE/ICH B
MOATPYIHUTE 32 UMYHOTEHHOCT Ha TMOITyJIalKsTa 10 MPOTOKOJI TIPH FOHOIIH Ha BB3pacT OT 12 1o

17 ronuan (n=340) B Tpoy9IBaHETO MIPH IOHOIIHN, KAKTO U IPH YIACTHUITUTE Ha BB3pacT oT 18 mo

25 romunu (N=296) B Mpoy4YBaHETO NPHU BB3PACTHU. Y YaCTHUIIUTE HE Ca UIMAIH UMYHOJOTHYHU MU
BUPYCOJIOTHYHH JIOKa3aTelcTBa 3a npeaxoqHa naeknus cbe SARS-CoV-2 Ha U3X0IHO HHBO.
Cpennoto reomerpuuHo choTHoIeHHe (GMR) Ha TUTpUTE Ha HEYTpaIM3UPALIUTE aHTUTENA IIPH
FOHOILIM Ha BB3pacT oT 12 1o 17 rogunu B cpaBHeHUe ¢ yuyacTHHIUTE OT 18 10 25 rogunu e 1,08 (95%
CI: 0,94; 1,24). Paznukara B yectoTara Ha ceposiorudeH otroop € 0,2% (95% CI: -1,8; 2,4).
Kpurepuute 3a He no-manka edpukacHoct (nosHa rpanuna Ha 95% CI 3a GMR >0,67 u nonna
rpanuua Ha 95% CI 3a pa3nukaTa B 4eCTOTaTa Ha CEpoJOruyeH oTroBop >-10%) ca U3MbIHEHH.

Hmyrnozennocm npu onowu na evspacm om 12 0o 17 2o0unu — cned 6ycmep 0osa Spikevax
(opueunanma)

[TepBUYHAaTa 1171, CBbpP3aHa ¢ IMyHOT€HHOCTTa, Ha Oycrep (hazaTa Ha TOBa POYYBAHE € Ja ce
yCTaHOBH e(pUKACHOCTTA Ha OycTep Ao03aTa MPH YUYaCTHUITK Ha BB3pacT oT 12 10 17 romuHu upes
CpaBHsBaHe Ha UMyHHHUTE oTroBopH (LeH 29) cien Oycrep no3ata ¢ Te3u, MOIYUYEHHU el 1032 2 OT
mbepBUYHaTa cepust (eH 57) npu miagu Be3pacTHH (Ha Bb3pacT oT 18 1o 25 roaunn) B Npoy4BaHETO
npu Be3pacTHH. EdukacHocT Ha Oycrep mo3ara or S0 Mukporpama Spikevax ce ycraHoBsiBa, ako
MMYHHHUTE OTTOBOPH ciiesi Oycrep no3ara (cpeana reomerpuuHa konuenTpamus [GMC] na nAb u
YyecToTara Ha cepojioruueH otroBop [SRR]) oTroBapst Ha npeaBapUTEIHO ONPEACICHH KPUTEPUH 3a
He mo-Maika epukacHocT (kakTo 3a GMC, Taka u 3a SRR) B cpaBHEHHE ¢ Te3H, H3MEPEHU CIIET
3aBBbpIIBaHE Ha MbpBUYHATA cepusi cbe 100 Mukporpama Spikevax cpen moarpymna Miaaan Bb3pacTHA
(18 no 25 roguHu) B OCHOBHOTO MPOYYBaHe 3a €(hUKaCHOCT MIPU BB3PACTHU.

B otkpura ¢a3za Ha ToBa MpoyyBaHe YYaCTHHUIIUTE Ha BB3pacT oT 12 10 17 roauHu moixyvyaBar
enuHNYHa OycTep [103a Hali-MaJko 5 Mecela ciiell 3aBbpIIBaHE Ha IIbPBUYHATA CEPUs (IBE 103U IIPE3
uHTepBan ot 1 mecen). [IppBHYHAaTa MOMyIanys 3a aHAIW3 HA UMYHOTE€HHOCTTA BKJIIOYBA

257 ygactHUIM ¢ OycTep 7032 B TOBA ITPOyYBaHE U CITyYaiHa MOArpyma OT 295 y4acTHUIH OT
MIPOYYBAHETO NPHU MJIaIu Bb3pacTHH (Bb3pacT >18 1o <25 ronuHn), KOUTO MpEa TOBA Ca 3aBbPLIHIH
KypcC Ha MbPBUYHA BAKCHHAIMS C JIBE JI03H Npe3 uHTepBai oT 1 Mecen cbe Spikevax. U nsere rpynu
YYaCTHHIIN, BKIIOYSHN B aHAJIM3MPaHAaTa MOITyJIalis, He ca UMaIl UMYHOJIOTHYHHU WU
BHPYCOJIOTHYHH JOKa3aTeJICTBa 3a mpeaxoaHa napexnus cbe SARS-CoV-2 npenu nppBaTa 103a OT
Kypca Ha IbpPBUYHA BAaKCHHALMS U CbOTBETHO Mpenu OycTep Ao3aTta.

GMR na 6ycrep no3ara npu ronomu GMC B Jlen 29 B cpaBHeHue ¢ Miiaau Bb3pacTau: GMR B

Hden 57 e 5,1 (95% CI: 4,5, 5,8), oTroBapsii Ha KpUTEPHUUTE 32 HE TO-MalKa euKacHOCT (T.€. JOTHA
rpanuia Ha 95% Cl > 0,667 (1/1,5); ToukoBa onenka >0,8); pasnukara B SRR ¢ 0,7% (95% ClI: -0,8,
2,4), oTroBapsiia Ha KPUTEPUUTE 3a HE TO-Majka ehuKkacHOCT (oHa rpaHuna Ha 95% oT pa3nukara
B SRR >-10%).

Ipu 257-1e yuactarnu GMC Ha nAb nipenu 6ycrep mo3ata (6ycrep mo3a - Jen 1) e 400,4 (95% Cl:
370,0, 433,4); B nens na 0ycrep nozara ([en 29) GMC e 7 172,0 (95% Cl: 6 610,4, 7 781,4). Cnen
Oycrep nozara (Hden 29) GMC ce yBennuaBa npubnusurenno 18 nstu ot GMC npenu Oycrep nozarta,
JIeMOHcTpupaliku epekTHBHOCTTA Ha OycTep no3ara npu roHomu. SRR e 100 (95% Cl: 98,6, 100,0).

[IpensapurenHo onpeneneHUTe KPUTEPUH 3a yCIIEX 32 OCHOBHATA IIeJI 32 UMYHOI'€HHOCT ca
M3IBIHEHH, KOETO M03BOJISIBA [1a C€ HANPABU M3BO/J 3a e()MKACHOCTTAa HA BAKCHHATA OT IPOYYBAHETO
P BB3PACTHHU.

Knunuuna egpuxacnocm npu deya na ewv3pacm om 6 2oounu 0o 11 200unu

IMeauaTpuyHOTO MPOYyYBaHE € TEKyIo, (a3a 2/3, paHIOMHU3UPAHO, TUIAIE00-KOHTPOIUPAHO,
3aCIICTICHO 3a HaOJroaTelIs, KIMHUYHO MPOYyYBaHe 3a OlleHKA Ha 0€30MacHOCTTa, PEaKTOTEHHOCTTa U
edpuracHoctTa Ha Spikevax (opuruHaiHa) Mpu Aena Ha Be3pact ot 6 rogwuu 10 11 roguan 8 CAIIL u
Kanana (NCT04796896). YuacTHuUIM ¢ U3BECTHA aHaMHe3a 3a uHbpekIws cbe SARS-CoV-2 ca ounn
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W3KITFOYeHH oT npoy4BaneTo. O6mo 4 011 yyactHUIM ca OMIM paHAOMU3HPaHH B ChOTHOLIEHHUE 3:1
Ja mostydar 2 j1o3u Spikevax (opuruHanHa) win mianedo (hpusuonorndeH pa3rsop) mpes 1 mMecerr.

Bropuuen ananm3 Ha euKacHOCTTa, oneHsBam] moTBbpAeHN cirydan Ha COVID-19, cebpanu o
JaraTa Ha 3akitouBaHe Ha gaHHHUTEe — 10 HoemBpu 2021 r. e m3BbpieH npu 3 497 y4acTHHULIU, KOUTO
ca moayuwan ase no3u (0,25 ml B mecerr 0 u mecerr 1) nmm Spikevax (opurunanua) (N=2 644), win
ianedo (N=853), u ca umanu orpunareineH craryc 3a SARS-CoV-2 Ha U3X0THO HUBO B IMOITYJIaI[MsATa
o ipotokoi (PPS). Mex 1y y4acTHUIUTE, KOUTO ca moydmin Spikevax (opuriHaiHa), U OHe3H,
KOMUTO ca MOJIyYnIH I1anedo, He € UMaJio SIBHU Pa3JIMKU B JeMOTpa(CKUTe TaHHU.

COVID-19 e onpenenen karo cumntoMatiuaeH COVID-19, nznckpani moyioXuTeHd pe3yiaTaTd OT
RT-PCR u Haii-Manko 2 CHCTEMHH CUMIITOMA WK 1 pecliupaTopeH CUMIITOM; CITy4Yau, 3aroYBallH
14 nuu cnen BTOpaTa /1o3a.

Wmaro e tpu ciayvas ua COVID-19 (0,1%) B rpynara Ha Spikevax (opuriHaiHa) U 4eTHPH CiIydasi Ha
COVID-19 (0,5%) B rpynara Ha miane6o.

HUmynoeennocm npu oeya na v3pacm om 6 2o0unu 0o 11 200unu

Amnanms, onieHsBai Tutpute Ha 50% HeyTpanmzupamure anturena cpenry SARS-CoV-2 u gecrorara
Ha CEpOJIOTHYEH OTTOBOP 28 ITHU ClieA 1032 2, € MPOBEIEeH MIPU NOATpyHa OT Aela Ha Bb3pacT OT

6 rogunn 1o 11 roguan (N=319) B neanaTpuyHOTO MPOYYBAHE M NIPU YYACTHUIM HA BB3pact ot 18§ 1o
25 roguau (N=295) B MpOy4YBaHETO NIPX BH3PACTHH. Y HACTHUIINTE HE Ca UMAIId UMYHOJIOTUIHH WITH
BUPYCOJIOTHYHH JI0Ka3aTelicTBa 3a npeaxoaHa napekuus cbc SARS-CoV-2 na usxonno HuBo. GMR
Ha TUTPUTE HAa HEYTPAIU3UPALIUTE aHTUTENA IIPH JIella Ha Bb3pacT oT 6 roaunu a0 11 roguxu B
cpaBHeHue ¢ yuactHUImTe oT 18 10 25 ronunm e 1,239 (95% Cl: 1,072, 1,432). Paznukara B
gyecroTara Ha cepojioruueH otrosop € 0,1% (95% ClI: -1,9, 2,1). KpurepuuTte 3a He o-mMajika
eduxacHocT (noxHa rpanuna Ha 95% Cl 3a GMR >0,67 u nonna rpanuua Ha 95% Cl 3a paznukata B
YecToTaTa Ha CepoJorudeH oTroBop >-10%) ca H3MbIHEHH.

Hmynozennocm npu deya na evs3pacm om 6 200unu 0o 11 200unu — cied 6ycmep d0osza Spikevax
(opueunanna)

[TepBUUHaTa 117, CBBbpP3aHa ¢ IMyHOT€HHOCTTa, Ha OycTep ¢a3aTa Ha TOBa IIPOYYBAHE € /1a Ce
YCTaHOBU e(pUKaCHOCTTA Ha OycTep J03aTa MPH YYaCTHUIM HA Bh3pacT oT 6 roauuu 10 11 roaunu
4pe3 cpaBHIBaHE Ha IMyHHHTE OTroBOopH ([eH 29) ciex Oycrep no3ara ¢ Te3u, NOJTy4IeHH ciel 103a 2
oT mepBUYHara cepust ([len 57) nmpu Miaau Bb3pacTar (Ha BB3pacT oT 18 mo 25 ronuHun) B TOBa
poy4BaHe, KbIETO € Aoka3zaHa 93% edukacHoct. EdukacHoct Ha Oycrep no3ata oT 25 MUKporpama
Spikevax ce ycraHOoBsiBa, ak0 IMyHHHTE OTTOBOPH cliesl OycTep Jo3aTa (CcpeiHa reoMeTpruyHa
konuentpauus [GMC] 3a HeyTpanusupaio aHTuTsIo [NAD] yectorara Ha CepoOJIOrUYEH OTTOBOP
[SRR]) oTroBapsT Ha mpeaBapUTEIHO ONPEICICHN KPUTEPHH 33 HE MO-Maika e(pUKACHOCT (KaKTO 3a
GMC, Taka u 3a SRR) B cpaBHEeHUE ¢ Te3u, HI3MEPEHH ClIe/ 3aBbpIIBAHE HA ITHPBHYHATA CEPUS ChC
100 mukporpama Spikevax cpen moarpyma miaaan Bb3pactau (18 10 25 rognHN) B OCHOBHOTO
MIPOYYBaHUS 33 €PUKACHOCT MPY BH3PACTHH.

B otkpura ¢a3za Ha ToBa MpoyyBaHe YYaCTHHULIMTE Ha BB3pacT OT 6 ronunu A0 11 roguHu momyyasar
eIMHIYHA OycTep J103a Haii-Malko 6 Mecella clie]l 3aBbpIIBaHe Ha ITbPBUYHATA CEpHs (JIBE TO3U Ipe3
uHTepBal oT 1 Mecen). [IbpBuYHATA TOMyTAaKsA 32 AHATW3 HA IMyHOTEHHOCTTA BKIIFOUBA

95 yuactHumu ¢ Oycrep 103a B rpymnara ot 6 roguau 10 11 roguan u cinydaiiHa moarpymna ot

295 yyacTHHIM OT MPOYYBAHETO MPH MIIAJU BB3PACTHH ), KOUTO ca MOJYYHIH JBe 1031 Spikevax c
uHTepBan oT 1 Mecen. W nBete rpynu y4acTHUIM, BKIIOUEHH B aHATM3UPaHATa MOIMyJalus, He ca
UMaJli UMYHOJIOTUYHH WM BUPYCOJIOTHYHHM JI0KA3aTeICTBA 3a peaxoaHa nndeknus cbec SARS-CoV-
2 mpey MbpBaTa J03a OT Kypca Ha MbPBHUYHA BaKCHHAIIMS H CHOTBETHO MPEAN OycTep Jo3ara.

IIpu 95-te yuactauny, ¢ Oycrep no3a - en 29, e GMC e 5 847,5 (95% Cl: 4 999,6, 6 839,1). SRR e
100 (95% CI: 95,9, 100,0). ITpoyuenu ca cepymMHuTe HUBa Ha NAD 3a fena ot 6 roaunu 10 11 roguan
B TOArpyIara o MpOTOKOJI 32 OLICHKA Ha IMYHOT'C€HHOCTTA C OTPHIIATENICH CTATyC 10 OTHOIICHHE Ha
SARS-CoV-2 npenu Oycrep g03aTa U CpaBHEHHETO € T€3W OT MIIAJIU BB3pacTHU (Ha BB3pacT ot 18 1o
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25 romunn). GMR Ha Oycrep mo3ara B len 29 GMC B cpaBHenue ¢ mnaau Bp3pactan: GMC B Jlen 57
e 4,2 (95% CI: 3,5, 5,0), oTroBapsiiiku Ha KpUTEPUHUTE 33 HE MO-MaiKa e(hUKaCHOCT (T.e. 0JHA
rpanuina Ha 95% Cl >0,667); pasnukara 8 SRR ¢ 0,7% (95% ClI: -3,5, 2,4), orroBapsiiia Ha
KpUTEpHUUTE 32 HE o-MaJika eukacHOCT (foyiHa rpaHuna Ha 95% ot pasnukara B SRR >-10%).

[TpenBapuTeIIHO ONPEACICHUTE KPUTEPHH 3a YCIIEX 38 OCHOBHATA I1eJ1 32 UMYHOT'CHHOCT Ca U3IThI-
HEHH, KOETO M03BOJIsIBA J1a C€ HAIIPAaBU M3BOJ 32 €()UKACHOCTTA HA BaKCHHATA. Bbp3UAT BTOPHYEH OT-
TOBOp, OYEBUJICH B PAMKHTE Ha 4 CeMUIIM ciie/l IPUIIOKEHHE Ha OycTep 103aTa, € 10Ka3aTeliCTBO 3a
CTaOMIIHOTO TpeJCTUMYIHpane (priming), MpeAn3BUKAHO OT Kypca Ha MbPBHYHA BAKCUHALIUS ChC
Spikevax.

Heympanusupawu anmumena cpewy éapuanma B.1.617.2 ([lenma) npu deya Ha év3pacm om

6 2o0unu 0o 11 co0unu

CepyMHU TIpOOH OT MOMYJIAIUSTA 32 UMYHOT€HHOCT TI0 MPOTOKOJ (N=134) Ha TEKyIIOTO MEAUATPUIHO
MIpOyYBaHe, B3CTH Ha M3XOIHO HUBO 1 B [leH 57, ca m3cnensanu upe3 PSVNA Ha 6a3ata Ha BapraHTa
B.1.617.2 (denTa).

[Ipu nena Ha BB3pacT ot 6 rogunu g0 11 roguaun, GMFR ot usxoano HuBo a0 Jen 57 € 81,77 (95%
Cl: 70,38, 95,00) 3a Bapuanta JlenraDelta (u3mepeno upe3 PSVNA). Ocsen ToBa 99,3% ot nenara ca
OTTOBAPsUIA Ha ONPEICIICHUETO 3a CEPOJIOTHUCH OTIOBOP.

Knunuuna eghuxacnocm npu deya na ev3pacm om 6 meceya 00 5 200unu

ITpoBezeHo e TekyIo npoyuBane (asa 2/3 3a oreHka Ha 6€30MaCHOCTTa, MOHOCUMOCTTA,
peakToTeHHOCTTa U eukacHoCTTa Ha Spikevax mpwu 3paBu Jera Ha BB3pacT OT 6 Mecena 10

11 roauuu. B mpoyuBaHeTo ca BKIIOYEHH J€lla OT 3 Bb3pacToBHU rpymnu: ot 6 10 11 roauuu, ot 2 10
5 romunau u ot 6 Mecera 1o 23 mecena.

W3BbpLIeH € NeCKpUNTUBEH aHAIN3 Ha e(pUKACHOCTTA, OLEHsBal MOTBbpAcHHU citydyan Ha COVID-19,
cbOpaHu 10 Jarara Ha 3akirouBaHe Ha naHauTe 21 dhespyapu 2022 r., mpu 5 476 yyacTHumn Ha
BB3pacT oT 6 Mecena 10 5 roaunu, KOUTo ca moayunin ase A03u (Ha 0 u 1 mecen) ot Spikevax

(n=4 105) wmu marie6o (=1 371) u ca UManu OTpHIATENEH cTaTyC 1Mo oTHoIeHne Ha SARS-CoV-2
Ha M3XOTHO HUBO (HApHYaHH ,,[IOIYJIAIMS 110 MPOTOKOI™ 3a OlleHKa Ha edukacHocTTa). He ce
0TOeNSA3BaT CHUICCTBEHH PA3JIMKU B IEMOTPa)CKUTE JaHHU MEXK/Y YYaCTHHUIIUTE, Moay4dmwin Spikevax,
Y TIOJTyYIHJTUTE TITare0o.

MenauaHaTta Ha IPOAB/DKUTEIIHOCTTA Ha MpociensBane Ha eukacHoctTa cier Jlo3a 2 e 71 nHu 3a
YYaCTHHUIIMTE Ha BB3PACT OT 2 TOAMHU JI0 5 TOAWHU U 68 JTHU 32 YYaCTHHUIIMTE Ha BB3PacT OT 6 Mecera
1o 23 mecera.

EdukacHocTTa Ha BakcHHaTa B TOBa IIPOyYBaHe € HabJIro1aBaHa Mpe3 Meproa, KoraTo BapHaHThT
B.1.1.529 (Omicron) npeobiagaBa cpea MUPKYIUPAIINTE BAPHAHTH.

B Yacr 2 B momymarusTa 1Mo mpoTOKOJI 3a OlleHKa Ha edukacHocTTa pu ciydaute Ha COVID-19,
HacThIMIM 14 vy noBeve AHM Cliesl NPUIIOKEHHE Ha 7103a 2, IPU U3MoJi3BaHe Ha ,,Jeununmsa P301
3a cimydait Ha COVID-19% (1.€. nedunuImMsTa, IpHIaraHa B OCHOBHOTO MPOyYBaHe Ha e(PUKACHOCTTA
npY BB3pacTHH) epukacHocTTa Ha BakcuHata (VE) e 46,4% (95% Cl: 19,8; 63,8) npu nera Ha BB3pacT
oT 2 roaunu 10 5 roaunu u 31,5% (95% Cl: -27,7; 62,0) npu aera Ha Bb3pacT OT 6 Mecena 10

23 Mecerna.

Hmynocennocm npu deya na év3pacm om 6 meceya 0o 5 200unu

Ipu mena Ha BB3pacT ot 2 10 5 roguHu cpaBHeHHETO HAa NAD oTroBopuTe Ha Jlen 57 B Tasu Yact 2 Ha
MOJrpyTaTa 1Mo MpOTOKOJ 3a OIIEHKAa Ha UMYyHOTEHHOCTTa (N=264; 25 MUKpOrpaMa) ¢ Te3 Ha MJIaJuTe
BB3pactHu (N=295; 100 mukporpama) mokazsa GMR 1,014 (95% CI: 0,881; 1,167), otroBapsiio Ha
KPUTEPHUHUTE 3a TIOCTUTAHE HA HE Mo-Maiika edukacHocT (T.€. monaHa rpanuia Ha 95% CI 3a GMR
>0,67; ToukoBa orenka >0,8). Cpeanara reoMeTpruYHa KpaTHa CTOMHOCT Ha yBennudaBane (GMFR) ot
M3X0IHOTO HUBO 710 Jlen 57 mpu te3u aena e 183,3 (95% ClI: 164,03, 204,91). Paznukara B yectorara
Ha CepoJIoTHUeH OTroBop (Seroresponse rates, SRR) mexy meriara u miiagure Bp3pacthu e -0,4%
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(95% CI: -2,7%; 1,5%), xaTo chIlO OTroBaps Ha KPUTEPUUTE 3a TIOCTUTaHE HA HE IO-MaJlka
euxacHoct (osHa rpanuna Ha 95% CI Ha pasznukara B SRR >-10%).

Ipu kbpMaueTa 1 MAJIKH JIela Ha Bb3pacT oT 6 Meceria 10 23 Mecelia cpaBHeHHETO Ha NAD
otroBopute Ha Jlen 57 B Ta3u Yact 2 Ha moArpynaTa no NPOTOKOJI 32 OIIEHKA Ha HIMYyHOT€HHOCTTa
(n=230; 25 Mukporpama) ¢ Te3u Ha Miaaure Bp3pactau (N=295; 100 mukporpama ) mokazsa GMR
1,280 (95% ClI: 1,115; 1,470), oTroBapsiio Ha KPUTCPUHTE 3a TIOCTUTAaHE HA HE MMO-Mallka e()UKaCHOCT
(r.e. monmua rpanuna Ha 95% CI 3a GMR >0,67; ToukoBa orierka >0,8). Pasiukara B mporieHTa Ha
SRR mMexay kbpMaueTa/Manku aena u muaau Be3pactu € 0,7% (95% Cl: -1,0%; 2,5%), kato chIiio
OTroBapsi Ha KPUTEPHUUTE 32 MOCTUTAHE Ha HE MO-Maika edukacHocT (monHa rpanuna Ha 95% CI Ha
pasnuKara B YecToTara Ha CepoJIorudeH oTroBop >-10%).

CrnieoBaTenTHO, IPEBAPUTEITHO OIPEIEIIEHUTE KPUTEPUH 32 TIOCTUTaHe Ha IBPBUYHATA IIeJT TI0
OTHOIICHUE Ha UMYHOT€HHOCTTA Ca MOCTUTHATH B JBETE BH3PACTOBH IPYIH, KOETO MMO3BOJISIBA 1A CE
3aKITIOYH 32 HATWYKE Ha e(pUKACHOCT Ha 25 MUKporpama KakTo MpH Jierata Ha Bb3pacT OT 2 TOJIUHU
JI0 5 TOJIMHY, TaKa U MPU KbpMaveTa M MaJKUTE Jiella Ha Bh3pacT OoT 6 Mecera 1o 23 Mecena

(Tabmmmm 6 u 7).

Tadauua 6. Pe3toMe Ha CHOTHOIIEHUETO HA CPEIHUTE FeOMETPUYHH CTOHHOCTH HA
KOHIEHTPAILHMATA H YeCTOTATA HA CEPOJIOTHYEH OTTOBOP — CPAaBHEHHE HA JIMIATa HA BB3PacT OT
6 mecena 10 23 Mecela ¢ yYacTHHIIMTE HA Bb3pacT oT 18 roqunu 10 25 roqunu — rpyna no
NPOTOKOJI 32 OLIEHKA HA HMYHOT€HHOCTTA

6 mecemna 1o 18 roqunm 10 6 meceia a0 23 mecena/
23 mecerr 25 romyHH 18 romunu 10 25 rogunn
an=230 n=291
Tect Bpem GMC GMC GMC OrtroBaps Ha
eBa 95% CD* 95% CD* CHOTHOLLICH LeJITA 32 He
TOYK ue (95% Mo-MaJjiKa
a CI)? e(pHKaACHOCT
(1/H)
1780,7 1390,8 1,3
(1 606,4;1973,8) (1269,1; (1,15 1,5)
1524.2)
Tect 3a 28 man
HEeyTpalu3upa | Cieln Pa3znuka B i
iy antutena | Jloza 2 Ceposoruyen Ceposornyen CePOJIOTHYH
cpemry SARS- O0TroBOp O0TroBOp Hsl OTTOBOP
CoV-2¢ % (95% CI)" % (95% CI)" % (95%
cnt
100 99,3 0,7
(98,4; 100) (97,5; 99,9) (-1,0; 2,5)

GMC = Cpenna reomeTpryHa CTOHHOCT Ha KOHIIEHTPALIUATA

N = Opo¥ yJaCTHHUITH ¢ HATMYHU TaHHU Ha M3XOIHO HUBO U B [leH 57
* CTOHHOCTHTE HA aHTUTEJaTa, ChOOICHN KaTO HAMHUPAIIM CE MO J0JIHATA TPaHHUIIa Ha
konmuectBeno onpenenenne (lower limit of quantification, LLOQ), ca 3amecrenu ¢

0,5 x LLOQ. CroitHoCTHTE, TO-TOJIEMH OT TOpHATa TPaHUIla Ha KOJIWYECTBEHO OMpeeIeHNe
(upper limit of quantification, ULOQ), ca 3amecrenn ¢ ULOQ), ako fAefcTBUTETHUTE CTORHOCTH

JIMIICBAT.

2 log-TpancopmupaHUTe HUBA HA AHTUTENATA Ca AHAIM3UPAHU C U3TIOJI3BaHE HA AHAJIN3 Ha
koBapuared mozen (ANCOVA) ¢ npoMeHIiBaTa Ha TpyIaTa (y4acTHHIM Ha BB3pacT OT
6 Mecera 10 5 ronuHN 1 MITaTU BB3pacTHH) KaTto Gukcupad edekt. [lomyuenure cpemau
cToiiHocTH Ha LS, pasnukara Ha cpeanute ctoiiHOCTH Ha LS 11 95% CI ca tpancopmupann
00paTHO 10 MbpBOHAYATHHUS Mallad 3a MpeACTaBsHE.
% He mo-masika epuKacHOCT ce 00sBsiBa, aKo J0JIHaTa Tpanuna Ha 2-crpannus 95% Cl 3a
cpoTHOIIeHHeTo GMC e mo-rossima ot 0,67 ¢ ToukoBa orienka >0,8, a qoHaTa rpaHMIia Ha 2-
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crpannus 95% Cl 3a pasnukara B IpolieHTa Ha CEPOJIOTUUHKS OTroBOp € Haj -10% c¢ ToukoBa
oueHka >-5%.

® KpaifHure cpeiHo TeOMETPHYHN CTOMHOCTH Ha KOHIleHTpanuure Ha anrutenara (GMC) B
AU/mI ca onpenesnienu ¢ U3MOI3BaHE HA TECT 32 MUKpOHEyTpaiu3anust Ha SARS-CoV-2.

" CepOJIOTHYHHAT OTIOBOP, AbJDKAL CE€ Ha BAKCHHALMATA, ClIeM(UYEH 32 KOHLCHTPAUITa Ha
HeyTpanusupamure anturena cpeiy SARS-CoV-2 RVP Ha HHBO y4yacTHUHK, ce onpenens B
MpoTOKOJa KaTto npomsiHa ot o LLOQ 1o paBHa uinu no-sucoka ot 4 X LLOQ wnu none 4-
KpaTHO yBeIHMYEHHUE, aK0 U3XOJHOTO HUBO € PaBHO WM 1mo-BUcoko oT LLOQ. 95% CI na

CEepOJIOTHYHHMS OTTOBOP ce M3uucisiBa mo meroaa Ha Clopper-Pearson.
A Pasnmikara B 95% Cl Ha ceposIoruaHus OTTOBOP Ce M3UHCIIIBA C M3IOI3BaHe Ha JOBEPHUTEITHH T'PAHHUIIN
Ha Miettinen-Nurminen (ckop).

Ta6auna 7. Pe3roMe Ha CHOTHOLIEHUETO HA CPEAHUTE T€OMETPUYHHU CTOHOCTH HA
KOHIEHTPALUATA H YeCTOTATA HA CePOJIOTMYeH 0TTOBOP — CPABHEHHE HA JTULATA HA Bb3PacT OT
2 rOIVHH 10 5 TOAMHYU € YYACTHUI[UTE HA Bb3pacT oT 18 roauuu 1o 25 roguHu — rpyna no

IMPOTOKOJ 32 OLICHKA HA UMYHOI'€CHHOCTTA

2 romuHu 10 18 roqunm 10 2 roauHu 10 5 roauHu/
5 roaunm 25 roguHn 18 romunu 10 25 roquHA
n=264 n=291
Tect Bpeme GM GMC GMC OTtroBapst
Ba C (95% CD* CHOTHOILIEH HA 11eJITa 32
TOYKA 95% ue (95% He M0-MAaJIKa
Ch* CI? epukacHoct
(1/H)
1410,0 1390,8 1,0
(1273,8; (1262,5;1532,1) (0,9; 1,2)
1560,8)
Tect 3a 28
HEyTpalu3upa cren Paznuka B i
my anturena | Jloza 2 Ceposornyen | CepoJjioruyien CepPoJIOTHYH
cpenry SARS- 0TroBop O0TroBOp Hsl OTTOBOP
CoV-2¢ % (95% % (95% CI)" % (95%
CD* (¢ )}
98,9 99,3 -0,4
(96,7; 99,8) (97,5, 99,9) (-2,7; 1,5)

GMC = Cpenna reoMeTpryHa CTOMHOCT Ha KOHIIGHTPAIIHATA

N = Opo¥i yJaCTHHUITY ¢ HATMYHY TaHHU Ha M3XOIHO HUBO U B [leH 57

* CToWHOCTHTE Ha aHTUTEJaTa, ChOOIECHH KaTO HAMUPALIX CE MOJ] I0JIHATA TPaHULIa Ha

konmuectBeno onpenenenne (lower limit of quantification, LLOQ), ca 3amecrenu ¢

0,5 x LLOQ. CroiiHOCTH MO-TOJIEMHU OT rOpHATa IPaHMUILA Ha KOJMYECTBEHO ONpeielieHHE

(upper limit of quantification, ULOQ), ca 3amectrenn ¢ ULOQ), ako feficTBUTETHUTE CTORHOCTH

JIMTICBAT.

2 log-TpancopmupaHUTE HUBA HA AHTUTENATA Ca AHAIN3UPAHU C U3TIOJI3BaHE HA aHAJIN3 Ha
koBapuared mojen (ANCOVA) ¢ npoMeHIiBaTa Ha TpyIaTa (yU4acTHHIM Ha Bb3pacT OT
6 Meceria 10 5 roaMHU U MITaIu BB3PACTHH) KaTo PUKcHpaH edekT. [lomyuenure cpeaau
croiiHocTH Ha LS, pasnukara Ha cpeanute ctoiiHOCTH Ha LS 11 95% CI ca tpancdopmupanu
00paTHO 10 MbPBOHAYATIHUS Mallad 3a MPeACTaBsHE.

® He mo-masika e(h)MKacHOCT ce 00sBsBa, aKO OJIHATA TpaHuIa Ha 2-ctpanuust 95% Cl 3a
cproTHOIIeHHeTo GMC ¢ mo-ronsima ot 0,67 ¢ ToukoBa orienka >(,8, a qonHaTa rpaHMIa Ha 2-
crpannus 95% Cl 3a pa3nukara B IpoIIEHTa Ha CEPOJIOTHYHUS OTroBOp € Hax -10% ¢ ToukoBa
oueHka >-5%.

® KpaifHuTe CpeiHO TeOMETPHYHU CTOMHOCTH Ha KOHLeHTpanunuTe Ha antutenara (GMC) B
AU/mI ca onpenenenu ¢ U3moi3BaHe HA TECT 32 MUKpoHeyTpanm3anus Ha SARS-CoV-2.

" CepoJIOTUYHUST OTTOBOP, IBJDKAIL Ce Ha BAKCHHALUATA, CTIEHU(HUICH 32 KOHLIEHTPALUATa Ha
HeyTpanusupanmre anturena cpemy SARS-CoV-2 RVP Ha HEBO y4yacTHHK, ce onpenens B
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MpoTOKOJa KaTto npomsiHa ot nox LLOQ 1o paBHa uinu no-Bucoka ot 4 X LLOQ unu nowne 4-
KpaTHO yBEIMYEHHE, aK0 U3XOJHOTO HUBO € PaBHO WM mo-BHUCOKO oT LLOQ. 95% CI na
CepOJIOTUYHHMS OTTOBOP Ce M34ucisiBa no merona Ha Clopper-Pearson.

" Pa3mikara B 95% CI Ha CeposIOrHYHMs OTTOBOP €€ M3YHCIIABA C U3MOI3BAaHE Ha JOBEPUTEIIHU IPaHULIN
Ha Miettinen-Nurminen (ckop).

Crapuecka Bb3pacT

Spikevax (opurnHaNHa) € U3CcIeABaHA MPH JIMIIA Ha BBE3PACT 6 U IMOBEUYE MECEIa, BKIIOIUTEITHO

3 768 yuacTHMIM Ha BB3pacT Ha 65 u moBeue rogunu. EdukacHoctra Ha Spikevax (opuruHanHa) npu
YYaCTHHUIINTE B HAaNpEIHANA BB3PAcT (>65 roJHN) ChOTBETCTBA HA Ta3U MPH MTO-MIIAJUTE BE3PACTHH
yuactaun# (18-64 ronuam).

IlennaTpruuHa monyiaamus

EBporefickaTa areHnus mo jJekapcTBaTa oTiiara 3aIbJDKEHHETO 32 MPEIOCTABSIHE Ha PE3yJITaTUTE OT
npoyuBaHusaTa cbe Spikevax (opuruHamHa) B €JHA WIM MMOBeUE MOATPYIH Ha NeIuaTpuyHaTa
norrynanust pu npesenus Ha COVID-19 (k. Touka 4.2 3a uHGOpMAanys OTHOCHO YIIoTpeda B
MeINATPUSTA).

5.2 dapMaKkOKHHETHYHU CBOKCTBA

Henpunoxumo

5.3 IlpeakJIUMHUYHU TaHHH 32 0€30MACHOCT

HexnmamyanTe TaHHEN HE TIOKa3BaT OCOOEH PHCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHATHUTE
MPOYYBaHHUS 32 TOKCHYHOCT MIPY MHOTOKPATHO TPUIIOKEHUE, PETPOAYKTUBHA TOKCUIHOCT

TOKCHUYHOCT 3a pa3BHUTUETO.

O0111a TOKCUYHOCT

[poBenenu ca mpoyuyBaHus 3a 001]a TOKCUYHOCT NPH ILTHXOBE (Ha KOUTO Ca TPUIIOKEHH
MHTPaMYCKYJHO 110 4 103M, HaJBHIIABAIIN A03aTa PU XOPa, BEAHBX Ha BCEKH 2 CEAMULIN).
HabnronaBanu ca nmpexoHu 1 0OpaTUMH OTOK M €pUTEM Ha MSICTOTO Ha MHXKEKTHPaHE, KAKTO U
[PEXOAHU U 00pPAaTUMU IIPOMEHH B J1a0OPATOPHUTE [TOKA3ATENH (BKJIIOYUTEIHO [IOBUIIABAHE HA
€03uHO(HIKTE, AKTUBHPAHOTO MAapHUATHO TPOMOOIIIIACTHHOBO BpeMe u pubpuHorena). Pesynrarure
MIpeInoJaraT, ye MOTeHIHATHT 32 TOKCUIHOCT IPH XOpa € HHUCHK.

I'eHOTOKCHYHO CT/KaHLIeDOFeHHOCT

IIposemenu ca in Vitro u in Vivo mpoy4BaHus 3a TEHOTOKCHYHOCT C HOBHSI JIMITHIEH KOMITOHEHT SM-
102 na BakcuHara. Pe3yiraTuTe Ipeanoarar, ye HOTEHIHAIBT 3a TEHOTOKCHYHOCT MPH X0pa € MHOTO
HUCHK. He ca mpoBexaanu mpoy4BaHus 3a KaHIIEPOTCHHOCT.

PenpoykTUBHA TOKCUYHOCT

B enHo npoyuBaHe 3a TOKCHYHOCT Ha pa3putueTo 0,2 ml OT BakCHHA ChC ChCTAB, ChIBPXKAII CHIIOTO
konmaectBo HPHK (100 Lg) 1 apyTw ChCTaBKH, BKIIIOYCHN B IMHUYHA 1032 Ha Spikevax
(opurnHasiHa) 3a X0pa, € NPUIOKEHA Ha )KEHCKHU TUTbXOBE MHTPAMYCKYJIHO B 4 citydast: 28 u 14 nHu
npeau unrocBane u Ha recraiuoneH Jlen 1 u 13. AntuTsuio-orrosopu cperry SARS-CoV-2 ce
HaOTI01aBaT MPH KEHCKHUTE TTHXO0BE OTIPEaAN Yn(TOCBAHETO J0 Kpas Ha MPOyYBaHETO Ha 2 1-Bus
JIAKTAllMOHCH ACH, KAKTO U IIpU q)eTYCI/ITe U TIOKoJIeHHeTo. B MMPOYYBAHETO HAMA CBbpP3aHU C
BaKCHHATA HeXeNaHu eekTH BbpXy hepTuinTeTa NpH KEHCKUTE, OPEMEHHOCTTa, eMOPHO(ETATHOTO
Pa3BUTUC, PA3BUTUCTO HA TOKOJICHUCTO WJIN ITOCTHATAJIHOTO PA3BUTHUC. JIuncBar JaHHU JaJInu
BakcuHaTa Spikevax (opWrHHaHA) IPEeMHUHABA TIPE3 TUIAIIEHTaTa MIIH C€ EKCKPEeTHpa B MIIIKOTO.
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6. OAPMAIIEBTUYHU JAHHU
6.1 CHoucbk Ha HOMOIIHHUTE BeElIeCTBA

SM-102 (xenranekan-9-un 8-{(2-xuapoKrcHeTI)[6-0KCO-6-(YHIEIHMIOKCH )XEKCHII|aMIHO } OKTaHOAT)
Xouecrepon

1,2-mucreapoun-sn-rimiepo-3-hochoxomaun (DSPC)
1,2-nuMupucTOrI-rac-raunepo-3-merokcunonueruneHrukon-2000 (PEG2000-DMG)

Tpomeramon

TpomeTaMoJIOB XUAPOXIOPH/T

OrneTHa KucenuHA

Harpues anerat Tpuxuapar

3axaposza

Bona 3a unxekiuu

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH NPOAYKT He TpsIOBa Jja ce cMecBa ¢ APYTH JIEKAPCTBEHU MIPOAYKTH WM 1A ce
paspexa.

6.3 Cpok Ha rOTHOCT

HeotBopen mHOrono308 diako (Spikevax bivalent Original/Omicron BA.4-5
(50 mukporpama/50 Mukporpama)/ml HHKEKIIMOHHA JUCIIEPCHUS)

9 mecera mpu -50°C mo -15°C.

B pamkute Ha mepuona oT 9 mMecena, ciel U3BaKIaHe OT Ppu3epa HEOTBOPEHHUAT (IIAKOH C BAaKCHHA
MOJeE Jia ce ChXpaHsaBa B xjaamwiHuk npu 2°C no 8°C, 3amuTeH oT cBeTiinHa, MakcuMyM 3a 30 nuu. B
paMKHUTE Ha TO3U NIEPUOJ, 32 TPAHCIIOPTHpaHE MOXKe Ja ce u3non3Bar Ao 12 vaca npu 2°C mo 8°C (Bxk.
TouKa 6.4).

Cwi110 € 1oKa3zaHa XUMHUYHA U QU3UYHA CTAOWIIHOCT HAa HEOTBOPEHH (DJIAKOHU C BaKCHHA B
npoabKeHue Ha 12 Mecena, koraro ce cbxpansasar rnpu -50°C no -15°C, npu ycjioBue 4e IOM KATO
BeJIHbK 0b/ie pa3Mpa3eH M ocTaBeH Ha cbxpaHenne nmpu 2°C po 8°C, u e 3auuTeH OT CBETJINHA,
HEOTBOPEHUAT (MJIAKOH IIle ce U3MO0J3Ba B paMKHTEe HAa He moBeue oT 14 qum (Bmecto 30 mHH,
KaKTO Koraro ce chxpansisa mpu -50°C mo -15°C 3a 9 mecena), 6e3 1a ce HagBUIIaBa 0OLIOTO BpeMe 3a
chxpaHeHue 12 mecena.

Bennwx pazmpaseHa, BaKCHHATa He TPSAOBA Jja ce 3aMpassiBa MOBTOPHO.

HeotBopenara BakcuHa MOe Aa ce cbxpansaBa pu 8°C no 25°C no 24 yaca ciejl u3BaXIaHe OT
XJIQTUTHUK.

[IyexTHpanu MEHOrono308u (diakonu (Spikevax bivalent Original/Omicron BA.4-5
50 muxporpama/50 Mmukporpama)/m| HHKXEKIIMOHHA IUCIIEPCHSI )

JlokazaHa e XuMHYHa ¥ (pU3HYHA CTAa0MITHOCT IpH yroTpeda B mpoabhkeHue Ha 19 yaca cnen
BPBOHAYANHOTO MyHKTHpaHe rpu 2°C g0 25°C (B paMKUTe Ha JOIyCTHUMUS CPOK 3a ynoTpeOa oT
cboTBeTHO 30 i 14 nuu u BrimouutenHo 24 yaca npu 8°C g0 25°C). OT MuKkpoOHOJIOTHYHA TIIeHA
TOYKa NPOLYKTHT TPsIOBa Ja ce U3M0JI3Ba He3a0aBHO. AKO BaKCHHATa HE Ce M3II0JI3Ba BelHAra,
MEepUOIbT Ha U3MOJI3BaHE U YCIOBHATA HA ChXpaHEeHHe Npean ynoTpeda ca OTTOBOPHOCT Ha
MTOTPEOUTEIS.
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HeotBopeH enHono30B duiakoH (Spikevax bivalent Original/Omicron BA.4-5
25 Mukporpama/25 MHUKporpaMa HEKEKIIMOHHA IUCIIEPCHs)

9 mecera mpu -50°C mo -15°C.

B pamkure Ha epruosia ot 9 Mecenia, el U3BaXIaHe OT pu3epa, eJHOI030BHTE (PIAKOHU MOXKE J1a
ce chXpaHsBaT B xiamuiHUK rpu oT 2°C o 8°C, 3amuTeHu oT cBeTinHa, 38 MakcumyMm 3a 30 qau. B
pPaMKHUTE Ha TO3M MIEPHO €HOI030BHTE (hIIaKOHU MOXKE JIa ¢ce TpaHcropTHpaT 10 12 yaca mpu 2°C 1o
8°C (Bxk. Touka 6.4).

JlokazaHa e chII0 XMMHUYHA U (PU3NIHA CTAOMITHOCT Ha HEOTBOPEHU €THO030BH (pIIakoHH B
npoab/bkeHue Ha 12 Mecena, korato ce cbhxpansaBar npu -50°C 1o -15°C, npu ycioBHe 4e IOM KAaTO
BeJHbK Obje pa3Mpa3eH U OCTABEeH Ha cbXxpaHenue npu 2°C no 8°C, 3a1UTEH OT CBETIIMHA,
€1HO/1030BHAT (JIAKOH 1Ile ce M3MO0J3Ba B pAMKHUTe Ha He moBeye oT 14 guu (BmMecto 30 aHy,
Koraro ce cbxpansBa npu -50°C 1o -15°C 3a 9 mecerna), 6e3 1a ce HaJBHIIaBa OOIIO BpeMe 3a
cbXxpaHeHue 12 Mmecena.

Be,[lH’B)K pa3dMpa3cHa, BAaKCMHATa HE Tpﬂ6Ba Aa €€ 3aMpa3ssBa IIOBTOPHO.

EnnonozoBute prmakonn Moxe ma ce cexpansBat npu 8°C mo 25°C no 24 vaca cnen u3BaxKaane oT
XJIAUITHUK.

Spikevax bivalent Original/Omicron BA.4-5
25 MI/IKT)OFDaMa/ZS MHUKpOI'paMa MHXXCKIIMOHHA AUCIHCPCHUA B IPSCABAPUTCIIHO HAITBJIHCHA CITPUHIIOBKA

9 mecera mpu -50°C o -15°C.

B pamkuTe Ha epuoja ot 9 Mecena, ciieq U3BaKIaHe OT ppusepa, MPEeIBaAPUTEIHO HAITBIHCHU
CIPHUHIIOBKH MOXeE JIa € ChbXpaHsaBarT B XJaauaHuk npu 2°C g0 8°C, 3amuTeHn 0T CBETIIMHA, 33
MakcumyM 3a 30 guu (BX. TOUuKa 6.4).

JlokasaHa e ChII0 XUMHYHA U (PU3NYHA CTAOMITHOCT HA HEOTBOPEHH TPEIBAPUTEITHO HATBIHECHU
CIIPUHIIOBKH B MPOABIDKEHUE HA 12 Mecena, koraro ce chxpanssar npu -50°C o -15°C, npu
yCJI0BHeE Ye HIOM KATO BeHb:K 0blle pa3Mpa3eHa H ocTaBeHa Ha cbxpaHeHue 2°C o 8°C,
alllUTEeHA OT CBETJIMHA, MPeIBAPUTESHO HAbJIHEHATA CIPHHLOBKA 1Il€e ce M3M0J3Ba B PAMKHUTE Ha
He nmoBeyve o1 14 muu (Bmecto 30 mHu, korato ce cbxpansasa npu -50°C mo -15°C 3a 9 meceria), 6e3 na
ce HajIBUIIIaBa 0010 BpeMe 3a chxpaHeHue 12 mecena.

BC,[[H’B)K pasMpascHa, BAaKCUHATAa HC Tpﬂ6Ba Aa C€ 3aMpa3ssBa IIOBTOPHO.

[IpenBapuTenHo HATBIHEHUTE CIPUHIIOBKY MOXe Ja ce chxpansBat npu 8°C o 25°C no 24 vaca
cJie] U3BakJIaHe OT XJIQAUIHUK.

6.4 CneuuaaHu ycjaoBUsI HA CbXpPaHEHHE

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 Mmukporpama)/ml MHXEKIIHOHHA
nucrepcus (MHOI0I030BH (DJIaKOHH)

Ja ce cexpansBa BsB ¢pusep npu -50°C mo -15°C.

CoxpaHsiBaiiTe iakoHa B KapTOHEHATa OMaKOBKa, 3a Jla ce MPEAa3Hu OT CBETIHHA.

3a yciioBHsATa HAa ChXpaHEHHUE ClIe] pa3MpassiBaHe Ha JEKAPCTBEHUS MPOIYKT BIKTE TOUKa 6.3.
3a ycnoBusTa Ha ChbXpaHEHWE Ha MHOTO/I030BUs ()JIAKOH CIIe/l TBPBOHAYAIHO OTBAPSHE BUXKTE
TouKa 6.3.

Tpancnopmupane Ha pazmpasenu MH02000308u gaaxonu 6 meuno cvcmosnue npu 2°C 0o 8°C
Axo Tpancnoptupatnero npu -50°C g0 -15°C He € Bb3MOKHO, HUIMYHHM ca JaHHU, CIIOPE] KOUTO €

BB3MOXKXHO TPAHCIIOPTUPAHETO HAa €IUH WUJIN ITOBCYEC Pa3SMpPa3CHU Q)HaKOHa B TCYHO CBCTOSAHUC 3a
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nepuoy 1o 12 gaca npu 2°C o 8°C (B paMKuTE Ha JOMYCTHUMHUS CPOK 32 ynotpeda ot crorBeTHO 30
i 14 gam 2°C go 8°C). Benubx pasmMpaseHr U TPaHCTIOPTHPAHU B T€UHO cheTosiHUE mpH 2°C 110
8°C, duiakonuTte He TPsIOBA Ja ce 3aMpa3sBaT MOBTOPHO, a Ja ce chxpansasar npu 2°C no 8°C o
TAXHOTO M3I0JI3BAHE.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKpOrpaMa HHKEKITHOHHA
nucrepcus (eaH01030BU (hIIAKOHH)

Ja ce cbxpansBa BsB ¢Gpusep npu -50°C go -15°C.
CoxpaHsBaiiTe eMHO030BUs (DIAKOH B KAPTOHEHATA OTIAKOBKA, 3a J]a CC MPE/a3y OT CBETIHMHA.
3a ycloBusATa Ha ChXPaHEHUE CJeNl pa3MpassiBaHe BIDKTE TOUKa 6.3.

Tpancnopmupane Ha eOH000306U rakoHu 6 meyno cvcmosinue npu 2°C 0o 8°C

Axo tpancnoptupanero 1pu -50°C o -15°C He € Bb3MOKHO, HATHIHUTE JaHHU TTOAKPETIST
TPaHCIOPTUPAHETO HA CIMH WM TIOBEUE pa3Mpa3eHH eAHOI030BH ()JIaKOHA B TEYHO CHCTOSHHE MPH
2°C no 8°C (B paMKHTE Ha JOMYCTHUMUS CPOK 32 ynorpeda ot cboTBeTHO 30 min 14 mau nipu 2°C o
8°C). Beanbk pazMpa3eHd U TpaHCIIOPTUPAHU B Te4HO cherostHue npu 2°C no 8°C, enHono30BuUTE
(hnakoHu He TPSOBa Ja ce 3aMpa3saBaT MOBTOPHO U TPsiOBa aa ce chxpansasat npu 2°C no 8°C mo
H3II0JI3BAHETO UM.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MUKporpaMa HHKEKIIHOHHA
JIACIIEPCHS B IPEIBAPUTENHO HABJIHEHA COPUHIIOBKA

Ja ce cbxpansBa BbB ¢Gpusep npu -50°C go -15°C.

CoxpaHsBaiiTe MpeBapUTEIHO HAITBIHEHATA CIPUHIIOBKA B KAPTOHEHATa OTIAKOBKA, 32 J1a Ce
Mpe/nas3y OT CBETJINHA.

3a ycnoBUsTa HA ChXPAHEHHUE CIENl pa3Mpa3siBaHE BIKTE TOUKa 6.3.

Tpancnopmupare Ha pasmpaszenu RPeod8apumenHo HanviIHeHU CHPUHYOBKU 8 MEYHO CbCIMOoAHUe NpU
2°C 00 8°C

Axko tpancnioptupanero npu -50°C 10 -15°C He € Bb3MOKHO, HATMYHHUTE JTaHHU TOAKPETISAT
TPaHCIIOPTUPAHETO HA €JTHA WK TIOBEYE Pa3MpPa3eHH MPEIBAPUTEITHO HAITBTHEHU CIIPUHIIOBKHU B
TeyHo cberostHue npu 2°C 10 8°C (B paMKkuTe Ha AOMYCTUMHS CPOK 3a yrmorpeda ot choTBeTHO 30
i 14 gam npu 2°C no 8°C). Bennbk pa3mpaszeHu U TPaHCIIOPTUPAHHU B TEUHO CheTosiHUE mpu 2°C
1o 8°C, nmpeaBapuTeIIHO HAIIBJIHCHUTE CIIPUHIIOBKY HE TpsiOBa Jia ce 3aMpa3siBaT IOBTOPHO U TPsiOBa
na ce cexpansaBar npu 2°C go 8§°C 10 U3Moa3BaHETO UM.

6.5 Buau cbabpikaHue HA ONMAKOBKATA

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 mukporpama)/ml HHXEKIIMOHHA
nucrepcus (MHOI01030BH (DJIaKOHHU)

2,5 ml nucniepcrst B MHOT0/1030B (pIIakoH (OT CTBHKJIO THIT | MJIM €KBHBAJIEHTHO CTHKIIO, HIIH [IUKIMYCH
oJie(pHHOB MOJMMEp C BHTPEHIHO OapuepHO MOKPUTHE) ChC 3ayIanka (XJI0poOyTHIIOB KaydyK) 1
CHHBO OTYYIIBAIIO Ce Karade ¢ 0OKaTka (aryMHHAEBa 00KaTKa).

OmakoBka: 10 MHOTOH030BH (pitakoHa. Beeku durakon chabpxa 2,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MAKDPOTpaMa HHKEKIIMOHHA
nucrepcud (eaH01030BU (hIIAKOHH)

Hucnepcus 0,5 ml B eqHO10308B (haakoH (OT CTHKIIO THM | MM €KBUBAJICHT HA CTHKIIO THUI 1) Cbe
3amymanka (XJIOpoOyTHIIOB Kay4dyK) U CHHbO OTYYIIBAIIlO Ce Kamade ¢ 00KaTka (alyMHHHEBa 00OKaTKa).

Omakoska: 10 eqromo30Bu ¢utakona. Beekn dumakon cpabpika 0,5 ml.
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Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MEKDPOTpaMa WHKEKIIMOHHA
NUCIIEepCHsl B IPEBAPUTEIHO HABJIHEHA COPUHIIOBKA

Hucnepcust 0,5 Ml B npeBapuTeHO HATBIHEHA CIPHHIIOBKA (LIUKIMYEH 0Je(HHOB MOJIUMED) C TiIaBa
Ha OyTanoto (OpomMoOyTHIIOBa 'yMa ¢ IOKPUTHE) M Karadka Ha Bbpxa (OpoMOYTHIIOB Kayuyk, 0e3
WrJIa).

Hpe)IBapI/ITeJIHO HaITBJIHEHUTEC CIIPMHIOBKHU Ca OIIaKOBaHU B 5 IIpo3pavyHu 6HI/ICTepa, BCCKH OT KOHUTO
CbABbpiKa 110 2 NpeaABAPUTCIIHO HAIIBJIHCHU CIIPUHITOBKH.

OmnakoBka: 10 mpeBapuTEIIHO HAITBIHEHH CIIPUHIIOBKU. BesKa MpeiBapuTeIHO HAITbIIHEHA
cripuHIOBKa chabpixka 0,5 ml.

6.6 CneuuajaHu npeana3Hu MepKH NPH U3XBbPJIsIHE U padoTa

Bakcunara Tpﬂ6Ba Ja CC MPUTOTBA U MOCTAaBA OT 06yIICHI/I MCOULWHCKU CIICHUAIIMCTH IIPU CIIa3BAHEC
Ha aCCIITUYHU TCXHUKH, 3a Jla C€ rapaHTUpa CTCPUIIHOCT Ha AUCIIEPCHUATA.

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 mukporpama)/ml HHKEKIIMOHHA
nucrepcus (MHOr0n030BU (hJIAKOHU)

Bakcunara e roToBa 3a yHOTp€6a CJICHA pasMpassaBaHC.

Ja He ce pa3kialla Wid pa3pexaa. 3aBbpTeTe JIeKo (IakoHa ClIe pa3Mpas3siBaHe U NMPEeI BCIKO
W3TETJISHE.

YBepeTe Ce, ue (I)HaKOH'I)T nMa CMHBO OTUYNBAILIO CC Kara4y€ 1 HAMMCHOBAHUETO HA NPOAYKTa €
Spikevax bivalent Original/Omicron BA.4-5. Ako (JIakOHBT € ChC CHHBO OTUYIIBAILO CE Kalayue u
HauMeHoBaHKEeTO Ha npoaykTa e Spikevax 0,1 mg/ml unu Spikevax bivalent Original/Omicron BA.1,
MOJIsI, HallpaBeTe CIpaBKa C KpaTKaTa XapaKTepUCTHKA Ha IPOIyKTa 3a (OpPMyITUpOBKaTa.

[IpenoprunTenHo e n1a mpoOokIaTe 3amyIIaikaTa Ha pa3IidHO MSICTO BCEKH ITBT.

BBB Bcekn MHOT0/1030B (DJIAKOH C€ ChbprKa M3JIMIIIBK, 32 J]a MOXKE Jla Ce TapaHTUpa JOCTaBIHETO Ha
5 no3u no 0,5 ml wim makcumym 10 1031 1o 0,25 ml B 3aBUCHMOCT OT Bb3pacTTa Ha JIHIIETO.

Pa3mpaszere Bcexkn MHOTO1030B (hJTaKOH Tpeu ynoTpeda, KaTo clieiBaTe yKa3aHUATA MO-I0ITy
(Tabnuua 8). Koraro ¢nakoHBT € pa3Mpas3eH B XJIaJUIIHHUK, OCTaBeTE IO Ha CTaiiHa TeMiepaTypa 3a

15 MuHYTH TIipeau MPUIOKEHHUE.

Taoauua 8. Yka3aHus 3a pa3Mpa3siBaHe Ha MHOT0/1030BH (pJIaKOHH NpeIu ynoTpeda

Yka3zaHus ¥ NPOIBJKUTEHOCT HA pasMpa3siBaHe
Temneparypa
Temneparypa | IIpoab/okur | Ha
patyp P IIpoabiKkuTEIHOC
OnakoBka Ha €JTHOCT HA pasvMpassian |
pa3Mpa3siBaHe | pa3mpassiBa | e
N pa3mpa3ssiBaHe
(B XJIaAWJITHMK) | He (npu crajina
TeMIiepaTypa)
24acauu
MHorono30B $haakoH 2-8°C 15°C-25°C 1 gac
30 MunyTH
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Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MEKpOrpaMa HHKEKITMOHHA
nucnepcusd (eIHOI030BH (DJIAKOHHU)

BakcuHnara e roToBa 3a ynotpeba ciies pa3mpassiBaHe.
Jla He ce paskJialia Wid pa3pexaa. 3aBbpTeTe JIeko (IakoHa Clie/l pasMpassiBaHe U MPeIH U3TETIIsHE.

VBepere ce, ue (IaKOHBT HMa CHHBO OTUYYIBAIIO CE Karauye i HAMMCHOBAHUETO Ha MPOJIYKTa €
Spikevax bivalent Original/Omicron BA.4-5. Ako (akoHBT € ChC CHHBO OTYYIBAIIO CE Karayue u
HaMMEHOBaHHETO Ha mpoaykTa ¢ Spikevax bivalent Original/Omicron BA.1, moust, HanpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepHUCTHKa Ha MIPOIYKTa 3a GOPMyIHpOBKaTa.

[Ipean ynotpeba pazmpasere BCeKH eJHOA030B (PIIakoH, cleBaliKy yKa3zaHUATa Mo-10iy. Beeku
€IHOI030B (hJIAKOH WM KapTOHEHATa OTIaKOBKa, chabpkama 10 ¢urakoHna, Moke 1a ce pa3Mpasyl HiTh
B XJIAJWJTHUK, WU TPU cTaliHa TeMieparypa (Taomuma 9).

Ta6auna 9. Ykazanus 3a pasMpassiBaHe Ha eJHOI030BU (MJIAKOHH ¥ KAPTOHEHHU ONAKOBKH
npeau ynorpeoa

Yka3aHusi M NPOAbJKHTETHOCT HA pa3Mpa3siBaHe
T aTypa
TemmnepaTtypa eMHfiI; wp
OnakoBka HA [poabaxuTEIHOCT MpoabakuTeaTHoCcT
pa3Mpa3ssiBaHe
pa3mpa3ssiBaHe Ha pa3Mpa3siBaHe N Ha pa3Mpa3siBaHe
(B XJIaTWTHUK) (npu craiina
8 TeMIepaTypa)
Ennonozos
(bﬁaKé[H 2°C mo 8°C 45 MuHYyTH 15°C mo 25°C 15 munyTH
Kapronena
proHen 2°C mo 8°C 1 gac u 45 MunyTH 15°C nmo 25°C 45 MUHYTH
OTIAKOBKA

Axo ¢nakonure ce paszmpazssar nipu 2°C no 8°C, ocraBere Bceku (hIaKkoH Jia MPEeCcTON Ha CTaliHa
temmneparypa (15°C go 25°C) 3a npubnusurenno 15 MUHyTH npear IPUIIOKEHHUE.
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IIpunoxxeHue
Bakcunara TpsiOBa J1a ce mpuiiara UHTpamMycKyJHo. [IpeAnoynTaHoTo MICTO € JSITOUTHHUSIT MYCKYJI B
ropHata 4acT Ha pbkara. He mpuinaraiite Ta3u BakCHHA HHTPaBacCKyJIapHO, MOJKOXKHO WU

HUHTPaZEpPMaIIHO.

MHnozo00306u praxonu

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MAKDPOTpaMa HHKEKIIMOHHA
JcHepcys B IIPEIBAPUTEIHO HAITbIHEHA CIIPUHIIOBKA

I[a HC CC pa3Kiiallla Uiu pa3peiKaa CbABPIKAHUCTO HA MMPEABAPUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA.

Bcesika peiBapuTeNIHO HAMMBJIHEHA CIIPUHIIOBKA € CaMO 3a €HOKpaTHa ynoTpeba. BakcuHara e rotoBa
3a ynotpeba ciesi pa3mpassiBaHe.

Or BCsiKa MPEIBAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA MOKe 1a Oble npuiioxkena eana (1) nosa ot 0,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 ce nocTtaBs B ¢1HO1030Ba, IPEIBAPUTEIHO HATBIHECHA
cnpuHIOBKa (0€3 uria), ceaspixkamia 0,5 ml (25 mukporpama exazomepan u 25 MUKporpama
nase3omepan) HPHK u Tpsi0Ba 1a ce pasmpasu npeau npuioKeHue.

[Ipeau ynorpeba pa3mpasere BCska NpeIBapUTEHO HAIBJIHEHA CIIPUHLIOBKA, CIEABANKU
HWHCTPYKIMHTE MO-A0Ty. CIIPpUHIIOBKUTE MOXKeE J]a ce pa3MpassBaT B OJIMCTEPHUTE OMAKOBKH (BCEKH
OmucTep ChAbpIKa 2 MPEIBAPUTEIIHO HAITBJIHEHH CIPUHLIOBKH) HJIM B caMaTa KapTOHEHA OMaKOBKa, B
XJIAJIWJTHUK WK Ha craiiHa Temnepatypa (Taomuia 10).
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Ta6auuna 10. Yka3zauus 3a pasMpassiBaHe Ha MPeIBAPUTETHO HANbIHEHH CIPHHIIOBKH
KapToHeHH onakoBKH ¢ Spikevax bivalent Original/Omicron BA .4-5 npeaun ynorpeta

Yxka3aHus ¥ NPOAbJKUTETHOCT HA pa3Mpa3siBaHe
MpoxbiK Temneparypa
Temmneparypa poa Ha
HUTEJHOCT IMpoab/KkuTEIHOC
OnakoBka Ha Ha pasMpasiBan T Ha
PasMpassBane | ..\ ipassn ¢ azMpa3siBaHe
(B XJIaAUJTHHUK) P aEe (npu craiina P (MEH i)
°O) TeMImepaTypa) y
(MUHYTH) o
(WY)]
IIpenBapurenHo
HaIbJIHCHA CIPUHIIOBKA 2-8 55 15-25 45
B OJMicTEpHA ONAKOBKa
Kapronena onakoBka 2-8 155 15-25 140

VBepere ce, 4e IMETO Ha MPOJIYKTa B IPEIBAPUTEIIHO HAITBIHEHATa CIIPHHIIOBKA ¢ Spikevax bivalent
Original/Omicron BA.4-5. Axo HaumeHOBaHKETO Ha mpoaykTa e Spikevax bivalent Original/Omicron
BA.1, Mossi, HampaBeTe CrpaBKa ¢ KpaTkara XapakTepHCTHKa Ha MPOIyKTa 3a HOpMyJIMpOBKaTa.

Vkasanus 3a paboma cwvce Spikevax bivalent Original/Omicron BA.4-5 npedsapumento nanvinenu
CHPUHYOBKU
. OcTaBere BcsKa IpeBapUTEIIHO HAITBJIHEHA CIIPUHIIOBKA Ha cTaiiHa Temmeparypa (15°C mo
25°C) B mpoabKEHNE Ha 15 MUHYTH IIpeu [IPUIIOKEHUE.
[a He ce pa3knama.

. [Ipenu npuioxeHUe MPeIBapUTEITHO HAITbJIHEHATA CIPUHIIOBKA TPsOBA [1a ce oriea 3a
HAJMYMEC HA BUIUMH YaCTHUIIM U IPOMSIHA B IIBETA.
) Spikevax bivalent Original/Omicron BA.4-5 e 6suta mo mourtu 6sma qucnepcus. Moxe na

ChIBbprKa Ol Wi MOTyNpO3pavyHy YacTUIIM, CBBP3aHu ¢ poaykTa. He npuaraiite, ako
BAaKCHHATAa € C IPOMEHEH LIBAT UK ChAbPKA APYTU BUIUMH YaCTULU.

o Urnurte He ca BKIIOYEHHU B KapTOHCHUTE OIMaKOBKU HA MPEABAPUTCIIHO HAIIBJIHCHUTE
CHPUHIIOBKH.

. M3nomn3BaiiTe cTEprUTHA UTJIa ¢ TMTOIXOISIIN pa3Mep 3a HHTPAMYCKYITHO HKekTupane (216G wm
MO-THHKHU HIJIH).

. OTcTpaHeTe KaraykaTa OT CIIPUHIIOBKAaTa 4pe3 3aBbpTaHe B MOCOKA 00paTHa Ha YaCOBHUKOBATa
CTpeJKa.

. ITocraBete urmara, Kkato s 3aBbPTUTE 110 MTOCOKA HA YACOBHUKOBATA CTPEIIKA, TOKATO C€ 3aKperu
o0pe BBPXY CIPHUHIIOBKATA.

. MaxHeTe Karmadykara Ha UIJ1aTa, KOraTto CTe TOTOBHU 33 MPUJIOKEHHE.

[Ipunoxere 1saTa J103a HHTPaMyCKYITHO.

U3xBBpIIHE

Hewnsmon3paHusT nekapcTBEH NPOMYKT WM OTIIAbYHUTE MaTepHaIH OT HETO TPSOBa Ja ce M3XBBPILT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHMUSI.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

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

Hcnanus
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/20/1507/006

EU/1/20/1507/009
EU/1/20/1507/010

9. JATA HA ITIbPBO PASPEHIABAHE/IMNOJHOBSBAHE HA PASPEHLIEHUETO 3A
YHOTPEBA

JlaTta Ha mepBO paspemasane: 6 sayapu 2021 r.

Jara Ha nocnenHo nogHoBsiBane: 3 okromBpu 2022 .

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

[Toapo6Ha nHpOpMAITHS 32 TO3M JIEKapCTBEH MPOAYKT € IpeIocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHIus 110 JIeKapcTBara http://www.ema.europa.eu.
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' To3u nekapcTBeH MPOAYKT MOJJIEKH Ha JTOITBJIHUTETHO Ha0moenne. Tosa mie mo3Bomm 66p30To
yCTaHOBSIBAaHE Ha HOBa MH(OpPMAIHSI OTHOCHO Oe3omacHocTTa. OT MEINIMHCKUTE CIICIUAINCTH Ce
M3HCKBa J]a ChoOIIaBaT BCsAKa MOI03MpaHa HeXKeJIaHa peakius. 3a HaurHa Ha ChOOIIaBaHe Ha

HEXEJIaHU PEaKLUU BUXKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax XBB.1.5 0,1 mg/m| umxeKIIMOHHA AUCTIEPCHSI
Spikevax XBB.1.5 50 Mukporpama HHXEKIHOHHA TUCIICPCHS
Spikevax XBB.1.5 50 Mukporpama UHKEKIIMOHHA IUCIIEPCHS B TIPEIBAPUTEITHO HAIThIIHEHA

CTIPUHIIOBKA
uPHK Bakcuna cpernry COVID-19
COVID-19 mRNA Vaccine

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Tao6mna 1. KayecTBeH 1 KoJin4uecTBeH ¢cheTaB HAa XBB1.5

50 MuKporpamMa MHKeKIHOHHA

¢axon 0,5 ml

KosuyecTBO HA AKTUBHOTO OnakoBka Jo3a(m) CbcraB 3a 1032
BelIeCTBO B /I030Ba eTHHHIIA
Spikevax XBB.1.5 0,1 mg/ml Enna no3a (0,5 ml) ceaspxa
HHKEKIIMOHHA M CIIepCUst MHorozn0308 5 no3u 50 MuKkporpama aHzy30MepaH
¢naxon 2,5ml | mo 0,5 ml Besika | (@andusomeran), uPHK Bakcuna
(cuHBO i 10 qo3u o cpenry COVID-19 (Hyk/1c03u1HO
oruynsaio ce | 0,25 ml Besika Moaudunupana) (BKIOYCHA B
KaraJe) JTUTIUIHA HAHOYACTHIIN).
Enna mosa (0,25 ml) ceabpixa
25 MuKporpama aHy30MepaH
(andusomeran), u”PHK Bakcuna
cpeury COVID-19 (nykneo3umHo
Moauumpana) (BKIIFOYEHA B
JAIHUIHA HAHOYACTHUIIN).
Spikevax XBB.1.5 Enmomo308 1 nozamo 0,5 ml | Exna mo3a (0,5 ml) ceaspixa

50 MuKkporpama aHzy30MepaH

JAUCIIEepCHs (cuHBO Camo 3a (andusomeran), "PHK Baxcuna
OTYYIBAIIO Ce | €OHOKpaTHA cperry COVID-19 (Hyky1e03u1HO
Karaue) ynorpe0a. Moaudupana) (BKIIFOUCHA B

JIMITUTHA HAHOYACTHUIIN).

Spikevax XBB.1.5 Ipensapurenn | 1 no3amo 0,5 ml | Enna no3a (0,5 ml) ceabpika

50 MukporpamMa MHKEKIIMOHHA | O HAITBJIHEHA 50 Mukporpama aHzxy3oMepaH

JUCTIEPCHS B PEeABAPUTETHO CIIPUHIIOBKA Camo 3a (andusomeran), uPHK Bakcuna

HAN'bJIHEHA CIPHUHII0OBKA €IHOKpaTHA cpenry COVID-19 (Hykiieo3umHO

yrmoTpeoa. Moaudumpana) (BKIIOUCHA B

JTUTUIHA HAHOYACTHIIN).

AHTy30MepaH € eqHOBepIKHa, 5’-kenmupana napopmarmonHa PHK (nPHK), mpoussenena ¢
M3MOJ3BaHeTO Ha Oe3kieThuHa in Vitro Tpanckpumnius oT choTBeTHUTE JJHK-MaTpuim, koaupanm
BupycHus munoB (S) mpotend Ha SARS-CoV-2 (Omicron XBB.1.5).

3a IBJIHNUA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIDKTE TOYKa 6.1.
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3. JIEKAPCTBEHA ®OPMA

HNHxekuroHHa ucrepcust

bsuta o mouTn 6sma muctrepcus (pH: 7,0-8,0).

4. KJIMHUYHU JAHHHA

4.1 TepaneBTUYHU MOKA3ZAHUS

Spikevax XBB.1.5 e noka3ana 3a akTHBHa UMyHHU3a1us 3a npesenims Ha COVID-19, npuunten ot
SARS-CoV-2, npu nuna Ha 6 Mecena 1 mo-rojgeMu (Bx. Touku 4.2 u 5.1).

YHOTpe6aTa Ha Ta3u BaKCHHa Tp$I6Ba Ja 6’b£[e B CbOTBCTCTBUEC C 0(1)I/II_[I/IB.J'IHI/ITC MNpENOPHKU.

4.2  Jlo3upoBKa U HAYMH HA NPUIOKEHUE

gOBH[!OBKa

Ta6auna 2. lo3uposka na Spikevax XBB.1.5

Bwn3pacr

Jlo3a

I[OHLJ'[H]/[TQJI]—[I/I NnpenopbKu

Jena Ha BB3pacT oT 6 Mecena
10 4 roquau, 6e3 mpeauITHa
BaKCHHAIIMA U C HEU3BECTHA
aHaMHe3a 32 HHQEKIIUA ChC
SARS CoV-2

JBe no3u 0,25 ml Besika,
MIPUIOKEHU HHTPaMYyC-
KyJTHO™

Bropara 103a 1a ce mpuiIoxu
28 naHuU ciaen mepBaTa 103a (BXK.
Toukn 4.4 u 5.1).

AXo0 1eTe e MoTydnIIo exHa mpe-
JIMIIIHA JI03a OT KOSITO U J1a €
Spikevax Bakcuna, Tps6Ba 1a
Obie pUIIOKEHA €/1HA J103a
Spikevax XBB.1.5, 3a na ce 3a-
BBPILH JBY/I030BaTa CEPUsL.

Jena Ha BB3pacT 6 Mecena a0
4 TOMHU C TIPEANIITHA BAKCH-
HaIMs WM U3BECTHA aHAMHE3a
3a UH(EKIHUS ChC

SARS CoV-2

Enna 0,25 ml qo3a, mpuio-
»KeHa HHTPaMyCKYJIHO™

Hetia Ha BB3pacT 5 roJiMHU J0
11 roaunuu, che uau Oe3 mpe-
JIAIIIHA BAKCHHALIS

Enna 0,25 ml go3a, mpuio-
»KeHa HHTPaMYCKYJIHO™

Jluna Ha BB3pact 12 u noseye
TOJIMHM, ChC UK O€3 mpe-
JIMIITHA BAKCUHALHAS

Enna 0,5 ml no3a, npuo-
JKeHA MHTPaMyCKYITHO

Spikevax XBB.1.5 tpsi6Ba na ce
MIPUJIOKH Hal-MaJiko 3 Mecera
cien nocienanara no3a COVID-19
BaKCHHA

Jluna Ha BB3pact 65 u noeeye
TOJTUHH

Enna 0,5 ml no3a, mpwiio-
»KE€Ha HHTPaMyCKYJTHO

Enna nonbaHuTeIHA 033 MOXKE
na O’bJIe IPUIIOKEeHA Hali-MaJIKoO
3 Mecena cie IoClIeIHara 103a
COVID-19 BakcuHa.

* Jla He ce M3MO0JI3BaT €IHO1030BHs (DJIAKOH MM NIPEIBAPUTEIIHO HAITbIHEHA CIIPUHIIOBKA 3a
MpUIoKEeHHe Ha yacThuueH obem - 0,25 ml.
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Tadoauua 3. Jo3uposka Ha Spikevax XBB.1.5 3a HMyHOKOMIIpOMETHPAHH JIHIIA

Bn3pacr Ho3za JonbJHUTEHN NPenopbKU
Nmynoxomnpomerupanu nena | Ise 0,25 ml go3u, npuo- IIpu TE)XKO UIMYHOKOMIIPOMETHU-
Ha BB3pacT 6 Mecena 10 KEHH HHTPAMYCKyJIHO™ paHM TpeTa 103a MOXKE J1a Ce MpH-
4 ronuuu, O3 IpeviliHa Bak- JIOJKHU Hal-ManKko 28 JHH cien
CHHALHA BTOpArTa J103a.

NmyHnokomnpomerupanu nena | Exna 0,25 ml no3a, mpuo-

Ha BB3pacT 6 Mecena 10 ’KEHA HHTPAMYCKYyITHO®

4 ToIMHY C TIPEUIIHA BAKCH- JlombnHUTENHA(HU) TIOIXO-

Haus nsma(1nu) 3a Bh3pacTTa 103a(31)

Nmynoxomnpomerupanu aena | Exna 0,25 ml mosa, mpuimo- MoXxe 1a 0bae (0baaT) mpuino-

Ha BB3pacT 5 ToAWHH 10 JKeHa HHTPaMYCKYJIHO™ *eHa(HH) Hali-manko 2 Mecena

11 roaunn, che wim 6e3 mpe- CJIe]T TIOCJIeIHATA 1032

JIUIIIHA BAKCUHAIMS COVID-19 BakcwuHa, o npe-
LIEHKA Ha MEJUIIMHCKHUSI CIIeI[ra-

Nmynoxomnpomerupanu nuiia | Exna 0,5 ml mosza, mpuiio- JINCT, KaTO C€ B3eMarT I10J BHUMa-

Ha BB3pacT 12 u nmoseue ro- JKEHA MHTPaMYCKYJIHO HUE KIMHUYHHUTE 00CTOSATEIICTRA

JIUHH, ChC WK 0€3 TpeauIiHa Ha JIUIETO.

BaKCHUHAITUS

* Jla He ce M3IOJI3BAT €HO1030BUs (MIAKOH WIIH TIPEABAPUTEITHO HAITbJIHEHA CIIPHHIIOBKA 3a
NMpUIoKeHHe Ha yacTuueH ooem - 0,25 ml.

Ileouampuuna nonynayus
Be3onacHocTTa 1 edukacHoctTa Ha Spikevax XBB.1.5 npu aena Ha Bp3pacT moja 6 Mecena Bce olie He

Ca YCTaHOBCHU. Jluncear JaHHH.

Cmapuecka év3pacm
He ce nanara xopurupane Ha J03aTa Npu JHIA B CTApUYECKa BB3PaCT >65 TOIUHU.

Hauwun Ha nmpuioxeHue

Bakcunara tpsi0Ba 1a ce npuiiara MHTpaMycKyJIHO. 3a IIPEAIoYNUTaHe € B AEITOUIHUI MYCKYJI B
ropHarTa 4yacT Ha pbKara.

He nplxmaraﬁTe Ta3W BAKCUHA UHTPABACKYJIApHO, IOAKOKHO WX UHTPAACPMAJIHO.

Bakcunara He TpsiOBa 1a ce cMecBa B €/lHa U ChIlla CIPUHIIOBKA C APYTH BAKCUHU WIIU JIEKapCTBEHU
HPOIYKTH.

3a npenana3HuTe MEPKU, KOUTO TPSAOBA Jla O'bJaT B3ETH MPEIU MPUIIOKCHHE HAa BAKCHATA, BUXKTE
Touka 4.4.

3a yKkazaHusA OTHOCHO pa3Mpa3sBaHETO, paboTaTa ChC U U3XBBP/ISIHETO Ha BAKCHHATA, BHXKTE
TOUKa 6.6.

4.3 IIpoTruBOmOKA3aHUS

CBpPBXUyBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MJIM KbM HAKOE OT IIOMOIIHHUTE BELIECTBA,
n30poeHH B Touka 6.1.
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4.4 CneuuajHM mpeaynpe:kaeHUs U NMpeINa3Hu MepKH NpU ynorpeda

IIpocaeaumoct

3a 1a ce moaoOpU NPOCISAUMOCTTa Ha OMOJIOTMYHUTE JIEKAPCTBEHH MPOAYKTH, UMETO U TAPTHIHUSAT
HOMEDp Ha IIPHUIIOKEHUS IIPOAYKT TPsIOBa SICHO Jja Ce 3aIlluCBar.

CBpPBX4YYBCTBUTEIHOCT Y aHA(HIAKCHS

Nma cpoOiienus 3a aHaduitakcus mpu Juia, nojayuwii Spikevax (opuruHanHa). Bunaru tpsoBa na
¥“Ma Ha Pa3NoJI0XKEeHHEe TIOIXO IS0 METUIIMHCKO JeueHre U HaOIIIeHre B ClTy4ail Ha
aHaUIaKTUIHA PEaKIHsl Clie]] MPUIOKEeHNE Ha BaKCHHATA.

[IpenopbyBa ce BHUMATEIHO HAOIIOACHUE B MPOABIDKEHHE Ha Hali-Manko 15 MUHYTH cien
BakcuHarusTa. [locnenBamu no3u XBB.1.5 He TpsiOBa na ce mpuarar Ha JIMIa, KOUTO Ca TOXYYHIN

aHa(uIaKCHs P MPEAMIIHA 1032 Spikevax (opuruHaiHa).

MuoKapauT U OepUKAPAUT

C’BH_ICCTByBa TMOBUIICH PUCK OT MUOKApAUT U NCPUKAPAUT CJIC BaAKCUHALIUA CHC Spikevax.

Te3u 3200 s1BaHUS MOKE Ja C€ Pa3BHAT J0 HAKOJKO JTHH CJIe]] BAKCHHAIIUATA ¥ HACTHIIBAT TIPETUMHO
B pamkure Ha 14 quu. Te ca Habm0aBaHU MO-YECTO MPHU MO-MJIATH MBXKE U TI0-9eCTO CJIE]l BTopaTa
71033, B CpaBHEHUE C IIbpBaTa /1032 (BXK. To4ka 4.8).

Hanmmaaure JaHHHU ITOKa3BaT, 4Y€ B IMMOBEYETO CIIydand HACTHIIBA Bb3CTAHOBSIBAHE. B Hsxon Cliy4yau ce€
Hajiara noaabpKaHe ¢ MHTCH3UBHU I'PUIKU U Ca Ha6JI}OI[aBaHI/I 1 ClIy4dau C IICTAJICH U3XO0/.

MenuuuHCKUTE CIeHUAUCTH TpsiOBa Aa ObAaT OJUTENHY 32 MPU3HALUTE U CUMIITOMUTE Ha
MHUOKApJAUT U TIepuKkapanT. BakcuHupanuTe nuna TpsoBa 1a ObaaT HHCTPYKTHPAHU JIa TOTHPCAT
He3a0aBHO MEIUIIMHCKA IIOMOLLL, aKO Pa3BHUAT CUMITOMH, IIOKA3aTETHN 38 MHOKapIUT MU
MepUKApIUT KaTo (0CTpa U MPOIBIDKUTENHA) O0JIKa B I'BPINTE, 33yX WU MaJIIMUTAIIUN CIIE]T
BAKCUHALUATA.

MenuIrHCKUTE CTISIUAINCTH TPSIOBa J]a ce KOHCYITHPAT C PENOPBHKUTE H/UJH CIISITHATNCTUTE 32
JTUATHOCTHUIIUPAHE U JICUCHHE Ha TOBA 3a00JIsBaHE.

Peaknuu, cCBbp3aHU C TPEBOKHOCT

BBB Bpb3Ka ¢ BAKCHHAIUATAC BE3MOXKHO J1a C€ TIOJIydar Peakiiuu, CBhbP3aHU C TPEBOKHOCT,
BKJTFOUMTEITHO Ba30BarallHi Peaki(uy (CHHKOM ), XUIIEPBEHTWIIANNS WM PEAKINH, CBBP3aHU ChC
CTpeca, KaTo MCUXOTCHEeH OTTOBOP KbM WHXKEKTUPAHETO ¢ Uria. BaxxHo € ja ce B3emar npe/na3Hu
MEpKH, 32 JIa ce MPEJOTBPaTH HapaHsABaHE OT MPHUIIaTaHe.

CeoprcTBamnio 3ad0saBane

Bakcunarusta TpsiOBa J1a ce OTJIOKH MPH JIMIA, CTPAJIAIIN OT OCTPO TEXKO (HeOpUITHO 3a00IIsIBaHe
WM ocTpa uHbekys. Hamnuuero Ha eka MHOEKIUS W/UITK JISKO MOBHUIIIEHA TeMIIepaTypa He TpsiOBa
n1a 3a0aBsT BaKCHUHAIMTA.

TDOM6OHI/ITOHGHHH W HApYIICHUA Ha KPBBOCHCHPBAHETO

Kakro mpu apyru HHTpaMyCKyJIHA HHXEKIIMU, BAKCHHATa TPsIOBa /1a ce Mpuiiara ¢ moBUILIECHO
BHUMaHUE IIPH JIMLA, NOJTy4aBalll aHTUKOArYJIaHTHA Tepanus WiId JULIA ¢ TPOMOOIMTOIICHUS WU
KaKBOTO U Jla € HapyllIeHHe Ha KpbBOCHCUPBAHETO (HAPUMEpP XeMODIIIH), Thil KaTO IPH TE3H JIMLa
MOJKE J1a Ce M0JIyYHd KbpBEHE WM 00pa3yBaHe Ha CHHUHU CJIe[ HHTPaMYCKYJIHOTO IIPUIIOKEHHE.
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O0ocTpsHE HAa CHHIPOMA HA HAPVIIEHA KAMMISIPHA IPOITYCKINBOCT

Cw0O0I1IeHN Cca HAKOJIKO CiIydasi Ha 000CTPSHE Ha CHHIPOMA Ha HapyIlIeHA KaWIsspHA MPOIYCKIMBOCT
(CHKII) mpe3 mbpBUTE AHK CIIEN BaKCHHAINA ChC Spikevax (opuruHanHa). MequInHCKITE
CHEIMANNCTH TPsIOBa N1a ca HasicHO ¢ npu3HanuTe U cumnromute Ha CHKII, 3a ga pasno3nast
He3a0aBHO U Ja JIeKyBaT chcTossHUETO. [Ipn mura ¢ anamuesa 3a CHKII mranupaneTo Ha
BaKCHHAIUATA TPsIOBa Ja ce HAlpaBU ChbBMECTHO ChC CHOTBETHUTE MEIUIIMHCKH SKCIICPTH.

HMyHOKOMIOPOMETHUPAHH JIUIIA

E(I)I/IKaCHOCTTa Ha BaKCHMHATA HC € OLCHCHA TP UMYHOKOMIIPOMETHUPAHH JIMIA, BKIIFOUYUTCIIHO TaKNBA,
KOUWTO IoJIydaBaT UMYHOCYIIPECHBHA TE€palrd U MOXE J1a 6’[:.):[6 IMO-HUCKaA ITPpH
HUMYHOKOMIIPOMETHPAHU JIALIA.

[Ipenopbkara na ce 0OMUCIN TPUIIOKEHHUE HA JOIBIHUTENHA 1033 IPU TEXKO
MMYHOKOMIIPOMETHPaHH JIULA (BXK. TOUKa 4.2) ce OCHOBaBa Ha OIpaHHUYEHH CEPOJIOTHYHH TaHHU NPU

MaOUEHTH, KOUTO Ca UMYHOKOMITPOMETHUPAHU CJICA TpaHCIIIAaHTAlUuA Ha COJIMJACH OpTraH.

HDOII’LH)KI/ITG.HHO CT HA 3amurara

HpOIITJJ'DKI/ITC.HHOCT[a Ha ocurypsABaHaTa OT BaKCHHAaTa 3aiuTa HE € U3BECCTHA, TH# KaTO TS BCE OIIE Ce
onpeacid B TCKyIIU KIMHUYHU IIPOYYBAHUA.

OFDaHI/I‘IGHI/IH OTHOCHO ed)eKTI/IBHOCTTa Ha BaKCHHATa

KaxTo npu Bcruuku BakCHUHH, BakcuHanusTa cb¢c XBB.1.5 Moxe n1a He ocurypu 3amura Ha BCHUKH
pPELUIUEHTH Ha BaKCHHATA.

IloMoIHYM BemnecTBa ¢ U3BECTHO JEHCTBUE

Hampuu
To3u gexapcTBeH MPOAYKT ChAbPIKa Mo-Majiako oT 1 mmol Harpuii (23 mg) Ha m03a, T.€. MOXKE 1a ce
KaXKe, 4e MPAKTUIECKU HE ChAbpiKa HATPUH.

45 BzaumopeiicTBHe C APYTH JEKAPCTBEHH MPOAYKTH U IPyru (popMu HA B3auMojaeiicTBHe
He ca npoBexnanu npoy4BaHusi 3a B3aUMOJCHCTBHITA.
He e npoyuBaHo chbTCTBAIIOTO NpuiiokeHue Ha XBB.1.5 ¢ apyru BakcuHu.

4.6 depTHIUTET, OPEMEHHOCT U KbPMEHE

BbpemenHocT

Bce ome smrnicBar ganuu 3a ynorpebara Ha Spikevax anmy3omepas 1mo Bpeme Ha OpeMEHHOCT.

l'omsim 06em oT naHHM o0ade, MOTYYeHH OT HAOII0eHHETO Ha OpEMEHHH KEeHH, BAKCHHUPAHU ChC
Spikevax (opuruHanHa) IO BpeMe Ha BTOPHS U TPETHS TPUMECTBD, HE IMOKa3Ba yBEINYaBaHE HA
cllydanTe Ha HeXeJIaH U3XoJl Ha OpeMeHHocTTa. Makap ue JaHHHUTE 3a MU3X0J OT OpEMEHHOCTTa e
BaKCHHAITUS 110 BpeMe Ha IbPBUsI TPUMECTBP MTOHACTOAIIEM ca OTPaHWYESHH, He ce HaOmoaaBa
TIOBHIIIEH PUCK OT CIIOHTaHeH abopT. [IpoyuBaHust Npy )KUBOTHH HE TMOKA3BaT MIPEKH WIIM HETIPEKU
BpeIHHU eEKTH, CBBP3aHU C OPEMEHHOCTTa, EMOPHOHAITHOTO/()ETATHOTO Pa3BUTHE, PAXKITAHETO WITH
MOCTHATAIHOTO pa3BUTHE (BXK. Touka 5.3). Thil KaTo pa3MKuTe B IPOIYKTUTE Ca OTPAaHUICHH JI0
MOCTIeIOBATETHOCTTA Ha IIMITOBUS TIPOTEHWH M HAMA KIMHUYHO 3HAYMMH Pa3JINKH B PEaKTOT€HHOCTTA,
Spikevax anay3omMepaH MOKe Jla c€ M3M0JI3Ba 10 BpeMe Ha OPEeMEHHOCT.
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Kbpmene

Bce ome nuncBar nanuM 3a ynorpebara Ha Spikevax anmgy3omepaH 1o BpeMe Ha KbpMEHe.

He ca ouakBar 06aue epekTu mpu KbPMEHU HOBOPOJICHU/KbpPMaUeTa, Thil KATO CHCTEMHATa
eKCIIO3UIIMs Ha KbpPMayKaTa Ha BaKCHHATa € He3HauuTeNnHa. [laHHu OoT HaOIroAeHUsI IIPU JKEHHU, KOUTO
KBPMSIT Clie]] BAKCHHAIMA che SPikevax (opuruHainHa), He IoKa3BaT PUCK OT HEXKeIaHH epeKTH Mpu
KbpPMEHH HOBOPOJIeHH/KbpMadeTa. Spikevax aHay3oMepaH MOJKe Jia ce Ipuiiara B epruo/ia Ha
KbpMEHE.

depTuanTer

[TpoyuBaHus Mpy >KUBOTHHU HE ITOKA3BAT NMPEKU WM HENPEKH BPEIHU e(EKTH, CBBP3AHU C
penpoaAyKTHBHA TOKCUYHOCT (BX. TOUKa 5.3).

4.7 EdexTn BbpXy cioco0HOCTTa 32 mopupaHe 1 padboTa ¢ MAIIUHA

AHpy3oMepaH He OBJIHSABA HIIH MTOBIIKSBA MPEHEOPEKMUMO CIIOCOOHOCTTA 32 IoQupane 1 padora ¢
MammHu. Hsxon oT ehexkrute, mocouern B Touka 4.8, MOke BCE MaK BPEMEHHO J1a TIOBIHUSAT Ha
CIOCOOHOCTTA 3a MoQHUpaHe Wik paboTa ¢ MaIIMHH.

4.8 HexenaHu JeKapCTBEHH PeaKIUH

0O0001menne Ha nmpoduia Ha 0e30MaCHOCT

Bwvspacmuu

BezonacHocTTa Ha Spikevax (opuruHagHa) € OLEHEHA B TEKYIIO PaHIOMU3UPAHO, II1ane00-
KOHTPOJIMPAHO, 3aClIENIeHO 3a HaOmronaTens KIMHIIHO npoyuBane Paza 3, mposexaamo ce B CAILLL,
BkitouBamio 30 351 yuactHunM Ha BB3pacT 18 U moBeye roJiHM, KOUTO Ca TIOIyYWIId TIOHE €HA 1032
ot Spikevax (opurunamza) (n=15 185) mm miane6o (n=15 166) (NCT04470427). ITo BpemeTo Ha
BaKCHHAIUATA CPEIHATA BB3PAcT Ha MoMyianusaTa ¢ 52 roauau (nuana3oH ot 18 1o 95);

22 831 (75,2%) ot yyacTHUIIMTE ca Ha Bh3pacT oT 18 1o 64 roaunu u 7 520 (24,8%) OT y4acTHHIIUTE
ca Ha BB3pact 65 U nmoBeye rOJUHM.

Haii-gecto cho0IIaBaHuTe HEXEJIAaHN PEaKIUK ca O0JIKa Ha MACTOTO Ha HHKeKkTupaHe (92%), ymopa
(70%), rnaBoGosme (64,7%), muanrus (61,5%), aptpairus (46,4%), Brpucane (45,4%),
rajgeHe/nospaiiane (23%), akcunapHo noxysaHe/0one3nenoct (19,8%), mopuiena remmneparypa
(15,5%), momysane (14,7%) u 3auepBsiBane (10%) Ha MACTOTO Ha MHXKeKTUpaHe. Hexxenanure
peakIy OONKHOBEHO €A JIEKH WM YMEPEHH 110 HHTEH3HUTET U OTJBYYaBaT B PAMKHTE Ha HAKOJIKO JTHH
cliell BaKCUHALUATA. MajKo MO-HHUCKa YeCTOTa Ha ChOUTHS Ha PEaKTOTEHHOCT CE CBBP3Ba C I0-
HaIlpeHaNa Bh3pPacT.

Karo 1si10 HAKOM HEXeJIaH! PEeakIliu ¢ CPEIaT MO-4eCTO B MO-MJIAJUTE Bh3PacTOBU TPYIIH:
YecToTaTa Ha aKCHIIAPHO MOIyBaHe/00JIe3HEHOCT, YMOopa, TJIaBo00Ire, MUAIITHS, ApTPaITus,
BTpHCaHE, raJicHe/IOBPBIIAHE U MOBUIIICHA TEMIIEpaTypa € Io-BUCOKa MPH XOpa Ha Bh3pacT ot 18 10
< 65 roJiMHN OTKOJKOTO MPU T€3H Ha BB3PAcT 65 TOAMHU U MoBede. [1o-4ecTo ce choOmaBar JOKATH
Y CUCTEMHH HEXXEJIaHU PEaKIUH CIIe]] 103a 2 OTKOJIKOTO clies 1o3a 1.

FOnowu na évzpacm om 12 0o 17 200unu

Jlamnan 3a 6e3omacHOCT Ha Spikevax (opUruHaNHA) TIPH FOHOIIH ca CHOPAaHM B €THO TEKYIIIO
PaHIOMHU3UPAHO, TIANe00-KOHTPOIUPAHO, 3aCTICTICHO 3a HAOM0AaTeNs KIMHUYHO Mpoy4BaHe dasa 2/3
¢ HAKOJIKO yacTH, npoBexaamio ce B CAILl. [IppBara yacT Ha mpoydYBaHETO BKIIIOYBA 3 726 y4aCTHHUIIN
Ha BB3pacT oT 12 1o 17 roauHu, KOUTO ca MOJy4HIH MTOHEe eaHa 103a Spikevax (opurruHaiHa)

(n=2 486) wiu mwiane6o (n=1 240) (NCT04649151). TemorpadckuTe XapaKTePUCTHKU Ha
YYaCTHHUIINTE, KOUTO ca moiydunn Spikevax (opurnHamHa), ca OMIM CXOJHU C T€3H HA YYaCTHHUITUTE,
KOHUTO ca MOIy4/Id 1aneoo.
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Hali-uecture HeXXEIaHU PEAKIIMK IIPU IOHOIIW Ha Bb3pacT oT 12 1o 17 roaunu ca Owin 00JIKa Ha
MSCTOTO Ha uHkekTupane (97%), rmaBodonue (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
aKcuJIapHo noyBane/0osne3neHocT (35%), aprpanrus (35% ), raneHe/moBpsoiane (29%), momayBaHe
Ha MSICTOTO Ha HHXeKTHpaHe (28%), eputeM Ha MACTOTO Ha HHXeKTHpaHe (26%) 1 TTOBUIIIeHA
temrepatypa (14%).

ToBa npoyuBaHe € IpEeMHUHAIIO KbM OTKPHUTO NpOy4BaHe BBB ¢a3za 2/3, B koeTo 1 346 yyacTHUIN Ha
BB3pacT oT 12 10 17 roaunu ca moayuwian 6ycrep mos3a Spikevax maii-mainko 5 Mecena ciiesr BTopara
71032 OT IbpBUYHATa cepusi. He ca OuiM ycTaHOBEHH HOIBIHUTETHH HEKEIaHU PEakluu B OTKpUTATa
4acT Ha MPOYYBAHETO.

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

Jannu 3a 6e3omacHocT Ha Spikevax (OpUrnHaiIHA) IIPH Je1a ca CbOpPaHU B €IHO TEKYIIO
PaHIOMU3UPAHO, 3aciIeTIeHO 3a HaOIoAaTeNs, KIMHIYHO NpoyuBane ¢asa 2/3 B 1Be yacTu,
nposexaamnio ce B CAII u Kanaga (NCT04796896). Uact 1 e oTkpuTa haza Ha IpOyIBAHETO 32
0e3omacHOCT, W300p Ha 1032 U IMYHOTE€HHOCT U € BKJItouBaia 380 yyacTHHIM HA BB3PACT OT 6 TOJUHU
1o 11 rogwam, kouTo ca moxydwm moHe 1 go3a (0,25 ml) Spikevax (opurunanaa). Yacr 2 e miame6o-
KOHTpoJpaHaTa (aza 3a 6e3omacHoCT U € BKirouBana 4 016 yyacTHULM Ha BB3PAcT OT 6 TOIUHH JI0
11 roxuHM, KOUTO ca Moy4riu moHe exana go3a (0,25 ml) Spikevax (opurunania) (n=3 012) unu
mwiane6o (n=1 004). Yuactauuu ot Yact 1 He ca yyactBanu B Yact 2. [lemorpadckure
XapaKTEPUCTUKHU Ha YYACTHHIIUTE, KOUTO ca MONydunu Spikevax (OpuUruHaiHa), ca OWIN CXOHU C
TEe3H Ha YYaCTHUIIUTE, KOUTO Ca IOy I1anedo.

Haii-uectute HeXXenaHU peakMK NMPU YYACTHULIM HA Bb3pacT OT 6 roAuHu a0 11 roaunu cnex
NPUIIOKEHNE Ha IBPBUYHATA CepHsl HAa BakCHHAIMA (B yacT 2) ca Onnm O0ska Ha MSICTOTO Ha
umwkektupane (98,4%), ymopa (73,1%), rmaodoinue (62,1%), muanrus (35,3%), Brpucane (34,6%),
rajene/mospbiane (29,3%), akcunapHo noxysane/6onezneroct (27,0%), moBuIlieHa TeMIepaTypa
(25,7%), eputeM Ha MsIcTOTO Ha nHXekTupaHe (24,0%), moayBaHe Ha MACTOTO Ha MH)KEKTHpaHe
(22,3%) u aptpanrus (21,3%).

[IpoToKOTBT Ha MPOYYBAHETO € U3MEHEH, 3a J]a BKJIFOUM OTKpuTara ¢aza ¢ Oycrep 103a, KOSTo
BKJTIOUBa | 294 yyacTHHIIM Ha BB3pAcT OT 6 70 11 roauHu, KOUTO ca moydrin Oycrep ao3a Spikevax
Haif-Maiko 6 Mecela cliel BTopaTa /103a OT ITbpBUYHATA ceprsl. B oTkpuTaTa yact Ha IpOy4YBaHETO HE
ca OWJIM yCTaHOBEHH JIOITBJIHUTEITHU HEXKEIAHH PEAKIIHH.

lleya na ev3pacm om 6 meceya 00 5 200unu

EnHo TeKyIo paHIOMU3HPaHO, I1arie00-KOHTPOIMPaHO, 3aciICIICHO 3a HaOIFoaaTeIst POy YBaHe
¢aza 2/3 3a orieHka Ha 6€30IIACHOCTTA, IOHOCUMOCTTA, PEAKTOTEHHOCTTA U €(hUKACHOCTTA Ha
Spikevax (opurunanua) ce nposexaa B Cheaunennre maryu 1 Kanama. ToBa mpoydyBaHe BKIIOUBA

10 390 yyactHuim Ha BB3pact ot 6 mecena 10 11 roguHu, KOUTO ca MOTYYWIIA Hall-MaJKo eIHa J103a
Spikevax (n=7 798) wu marie6o (N=2 592).

B npoy4BaHeTO ca BKIIFOUEHH Jielia OT 3 Bb3pacTOBY Ipynu: OT 6 roqunu jo 11 roauHu, oT 2 TOAUHH
1o 5 roguau 1 0T 6 Mecena 1o 23 mecera. B ToBa neauaTpuyHO MpoyvBaHe ca BKioueHUu 6 388
YYaCTHHITM Ha BB3PAcT OT 6 Meceria 10 5 rouHu, KOUTO ca MOJyYrIId Hai-MajKo eqHa 1o3a Spikevax
(opurunanna) (n=4 791) wnu mnane6o (N=1 597). Jlemorpadckute XapakTepUCTHKU Ca CXOIHH MPU
Y4aCTHHUIINTE, KOUTO ca moiay4ymin Spikevax (opuruHamgHa), ¥ T€3u, KOUTO Ca MOJYYMIN TIaneoo.

B ToBa KIMHUYHO TpOyYBaHE HEXKETAHUTE PEAKIINU NIPH YYaCTHHUIIUTE Ha BB3pacT oT 6 Mecera 110

23 Mecera ciiesl IPUIIOKEHNE Ha IbPBUYHATA CepHs ca paszapasuurennoct/miay (81,5%), 6onka Ha
MACTOTO Ha WHKeKkTupane (56,2%), 6ezcvaue (51,1%), 3aryda Ha ametur (45,7%), moBuiena
temnepatypa (21,8%), nogyBane Ha MacToTo Ha uHxektupane (18,4%), epuremM Ha MACTOTO Ha
nmxektupane (17,9%) u akcunapro nmoxyBane/6oe3HeHocT (12,2%).

Hexenanute peakiuu npy y4acTHHUIIMTE HA Bb3pacT oT 24 1o 36 Mecelia clie/ MPHIOKEHUE Ha

ObpPBUYHATA cepust ca O0JIKa Ha MSICTOTO Ha MHXekTupane (76,8%), pasapasuutennoct/miay (71,0%),
6e3cpHue (49,7%), 3ary0a Ha anerur (42,4%), moBuieHa remmeparypa (26,1%), epurem Ha MICTOTO
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Ha nmxektupane (17,9%), mogyBaHe Ha MsCTOTO Ha wHXeKTHpaHe (15,7%) u akcunapHo
moxyBaHe/0one3neHocT (11,5%).

Hexenanurte peakuuu npy y4aCTHULMTE HA BB3pacT OoT 37 Mecena A0 5 TOAUHU ciel MPUIOKEHUE Ha
IbpBUYHATA cepus ca 00JIka Ha MICTOTO Ha uHxkekTupane (83,8%), ymopa (61,9%), rinaBobosue
(22,9%), muanrus (22,1%), nosumena Temneparypa (20,9%), Brpucane (16,8%), ragene/moBpoiiane
(15,2%), akcunapHo moxyBaHe/0one3neHocT (14,3%), aprpanrus (12,8%), eputeM Ha MSCTOTO Ha
nmkektupane (9,5%) u moxyBane Ha MICTOTO Ha HHXKeKTHpaHe (8,2%).

TabyMueH CIUCHhK Ha HEXKEIAHUTE jolszahiNnnzegt

[MpoduabT Ha Ge30MacHOCT, MPEACTABEH MO-0J1y, CE OCHOBaBa Ha JAHHUTE, TCHEPUPAHU B HAKOJIKO
iane60-KOHTPOIUPAHU KIMHHUYHY MIPOYYBAHUS MPH:

- 30 351 Bp3pacthu >18 ronuHn

- 3726 roHo1u Ha Bb3pact oT 12 10 17 roauHu

- 4002 nena Ha BB3pacT ot 6 10 11 romuHu

- 6 388 gena Ha BB3pacT OT 6 Mecena o 5 TOJUHU

- U II0 BpEME Ha IIOCTMApKETUHTOBUS OITUT.

Cpo01IeHNTE HEXKENTaH! PeaKIuy ca H30pOeHU CIope]] clieAHaTa KOHBEHITUS 32 YeCTOTa:

Mtuoro yectu (>1/10)

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

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

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

Mmoro penxu (<1/10 000)

C Heu3BeCTHA 4eCcTOTa (0T HATMIHHUTE JaHHU HE MOKe Jia ObJie HalpaBeHa OI[CHKA)

B pamkuTe Ha BCAKO TpyIMpPaHE 110 Y€CTOTA HEXKEJIAHUTE PEaKIIUU Cca MPEICTAaBEHU B HU3X OIS PeJl
10 OTHOITICHHUE Ha cepro3HocTTa (Tadnwmma 4).

Tadoauua 4: HeskelaHU peakiiuy OT KJIMHUYHE NpoyuBaHus Ha Spikevax (opuruHajana) u oT
MOCTMAPKETHHTOBHS OMUT MPH JIMIA HA 6 U OBeYe Mecela

Cuctemo-opraHeH kJjac no |[Yecrora He:xenann peakuuu
MedDRA
Hapyumienust Ha kppBTa 1 |MHOI0 YeCTH JlumdaneHomaTms*
IMM@HAaTa cucTeMa
Hapymenus Ha umyHHaTa |C HEM3BECTHA YeCTOTa AHaduaakcus
crucTeMa CBPBX4yBCTBUTEIHOCT
Hapymenus Ha MHoro yectu Hamanen anerurt
MeTa00JIM3Ma U XPAHEHEeTO
Ilcuxnynmn HapylIeHHus MHoro yectu Pa3npasautennoct/miaqt
Hapyumienus Ha HepBHaTa |[MHOTO YecTH ["'maBoOoIME
cucremMa beschamnet
Heuectu 3amasiHOCT
Penxu OcTtpa nepudepHa IuieBa
napanuzal
Xurnoecresus
ITapecres3us
CbpaedHHr HAPYLUIEHUS MHoOro penku Muokapaut
Ilepukapaur
CToMAaIIHO-YPEeBHH MHOTO YecTH ["ameHe/IOBpBITAHE
HapylmeHUA Uectu [napus
Heuectu boinka B kopeMa§
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CucTeMo-OpraHeH KJjac 1o
MedDRA

YecToTa

He:xenanu peakuuu

Hapyumienus Ha Ko:xxaTa U
IOAKOKHATA ThKaH

Yectn

O0puB

Heuectn

Yprukapusf

C HeM3BECTHA 4ECTOTA

Epurema myntudopme
MexaHn4YHa YpTUKapHs

Hapymenusi Ha
MYCKYJIHO-CKeJIeTHATA
cHCTeMa M ChbeJUHUTEIHATA
ThKaH

MHoOTr0 uecTtu

Muanrus
ApTpanrus

Hapymenust Ha
BBH3NMPON3BOANTEIHATA
cucTeMa M IrbpiaTa

C HEeM3BECTHA YeCcTOoTa

TeXKO MEHCTPYaITHO KbpBEHEH

OO0 HAPYIIEHUST 1
edeKkTH HA MSIICTOTO HA
MPUJIOKEHH e

MHoOTr0 uectu

bomka Ha MCTOTO Ha MH)KEKTUPAHE
'YMopa

BTpucane

[Tupekcus

IlogyBane Ha MACTOTO Ha
MHKEKTHpaHe

Eputem Ha MSCTOTO Ha
MHXKEKTHpaHe

Uectu

YpTukapus Ha MACTOTO Ha
MHXEKTUPAHE

OOpuYB Ha MACTOTO Ha MH)KEKTHpaHe
[Peakiims Ha MSICTOTO Ha
WH)XKEKTHpaHe OT 3a0aBEeH THIT4

Heuectn

[IpypuTyc Ha MJCTOTO Ha
WH)KEKTHpaHe

Penxu

[lomyBaHe Ha TULIETOY

C HeM3BECTHA YECTOTa

OO0mmpeH 0TOK Ha BAKCHHUPAHUS

KpallHUK

*JlumbaneHonaTus ¢ OUIa yCTaHOBEHA KaTo akCUiIapHa TuMGaaeHONaThs OT ChIllaTa CTPaHa Ha MICTOTO Ha HHXKCKTHPAHE.
B HSKOM CilyyaH ca 3acerHaTd U ApYTH JTUMGHHU Bb31U (HAIp. UIMIHHY, HAJKIFOYUYHH).

t HaGroiaBanu npu e inaTpryHaTa momysanus (Ha Bb3pact oT 6 Mecela 1o 5 roJuHH).

1B pamkuTe Ha eproza Ha IpocieasBaHe Ha 6e30I1acCHOCTTa ce choOIIaBa 3a ocTpa nepudepHa JHIEeBa napanusa opu
TpUMa y4aCTHHIM B Tpymata Ha Spikevax (OpHrHHaJIHA) U [P eIMH yYaCTHHK B Ipymnara Ha miane6o. [TosBara npu
YYaCTHUIMTE B IpylaTa Ha BaKCHHATa HACThIBa ciief 22, 28 u 32 THU ciiell BAKCUHALMATA C J103a 2 .

§ Bonka B kopema e Ha0moAaBaHa B IeANATPUIHATA MOMyJIays (Ha Bb3pacT oT 6 10 11 rogunn): 0,2% B rpymara Ha
Spikevax (opurunanna) u 0% B rpynara Ha miane6o.
1 HabnronaBanu ca cityyau Ha ypTHKapHus ¢ OCTPO Havyaio (B paMKHUTE Ha HAKOJIKO JIHHU CIeJl BAKCHHAINATA) WIH ChC
3a0aBEHO HAYaJO (10 OKOJIO JABE CEAMHUIIH CJIC/ BAKCHHALIMATA).

#IloBeueto ClIydau U3TJIC)KJa HE Ca CCPUO3HU U Ca C BDEMEHCH XapaKTep.

AMeuaHaTa Ha BpEMETO JIO [0siBa € 9 THU Clie]] IIbpBaTa HHKeKIus 1 11 HU ciiex BropaTta MHKeKIus. MequaHara Ha
MIPOJIBIDKUTENHOCTTA € 4 JTHU CJIe]] IbpBaTa MHKEKIHs U 4 JTHU CJIe]] BTOpaTa HHKEKIIHS.

®lima 1Be CepHO3HN HEXENIaH! CHOUTHS Ha ITO{yBaHe Ha JIMIETO TIPH PEIUIMEHTH Ha BAKCHHATa C aHaMHe3a 3a
UHXXEKTHpaHe Ha aepManny Gunbpu. [losiBata Ha noayBaHeTo € choOIieHa cboTBeTHO B JleH 1 u [leH 3 oT neHs Ha

BaKCHUHaNHuATa.

PeakTorenHocTTa 1 mpoduIbT Ha Ge3omacHoCT npu 343 yyacTHALM, nody4aBamn Spikevax
(opuruHaiHa), KOUTO ca Omin ceporno3utuBHu 3a SARS-COV-2 Ha H3X0IHO HUBO, € CHIIOCTABUMA C
Ta3W Ha y4acTHHLH, cepoHeratuBHu 3a SARS-C0OV-2 Ha u3X0AHO HUBO.

Bwspacmnu (6ycmep 003a)

BezonacHocTTa, peakToreHHOCTTa 1 MMYHOTEHHOCTTa Ha Oycrep mo3a Spikevax (opuruHaiHa) ce
OIICHSIBAT B €THO MPOBEKIAIIO ce B MOMEHTA (paza 2, paHIOMHU3HPAHO, 3aCIICTICHO 3a HAOIr01aTes,
1ane00-KOHTPOIMPaHO, MPOYYBaHE 3a MOTBBbPIKAAaBaHEe Ha Jj03aTa P yYacTHUIIM Ha Bb3pacT 18
rogunu 1 ioBeue (NCT04405076). B ToBa mpoyusane 198 yuactaunm ca moayumin ase go3u (0,5 ml,
100 mukporpama npe3 1 Mecelr) OT MbpBUYHATA CEpHs HA BakcHHANUs cbe Spikevax (opuruHanHa). B
OTKpHuTa (aza Ha TOBA MpoyuyBaHe 167 OT TE3W YUIACTHHUITU Ca MOIYUHITH €IUHIIHA OycTep mo3a
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(0,25 ml, 50 mukporpama) Haii-Mako 6 Meceria ciie/l MojyYaBaHe Ha BTOpaTa 703a OT IIbpBUYHATA
cepust Ha BakcuHAIWs. ThpceHUAT NpodII Ha HEeXENaH! peakuun 3a oycrep no3zara (0,25 ml,
50 mukporpama) e 6w mojo0eH Ha TO3M CJIe/] BTOpaTa 71032 B ITbPBUYHATA CEpUs Ha BAKCHHALHSL.

Spikevax bivalent Original/Omicron BA. 1 (6ycmep 0o3a)

BezomacHocTTa, peakTOreHHOCTTa 1 MMYHOTEHHOCTTA Ha Oycrep mo3a Spikevax bivalent
Original/Omicron BA.1 ce oneHsiBat B €IHO IPOBEXK/IAIIO CE B MOMEHTa OTKPHUTO Npoy4BaHe (da3za 2/3
MIpH y9acTHUIHX Ha BB3pacT 18 u moseue roguau (MRNA-1273-P205). B ToBa npoyuBane

437 yuyactHunm ca noinyuymwin 50 mukporpama oycrep go3a Spikevax bivalent Original/Omicron BA.1,
a 377 yuactauim ca nmomyunau 50 Mukporpama 6ycrep mo3a Spikevax (opuruHaiHa).

Spikevax bivalent Original/Omicron BA.1 uma npoduit Ha peakTOreHHOCT, 1M0I00CH Ha TO3H Ha
Spikevax (opuruHanna) 6ycrep, npuiiarai KaTo Bropa oycrep no3a. YecroraTa Ha HE)KEITaHUTE
peakiuu cieq umyHu3aius cbe Spikevax bivalent Original/Omicron BA.1 cbiio e mogo0OHa ui 1o-
HHUCKa B CpaBHEHHME C Ta3H IIPH IrbpBara Oycrep mo3a Spikevax (opuruuansa) (50 MEUKporpaMa) u
CpaBHMMa C BTOpaTa J103a OT IbpBUYHATa cepusi cbe Spikevax (opurunanza) (100 mukporpama).
IIpodurst Ha 6e3omacuoct Ha Spikevax bivalent Original/Omicron BA.1 (Menuana Ha meproa Ha
npocnenasade 113 nun) e mogodeH Ha npoduia Ha 6e3omacHocT Ha Spikevax (opurunanHa) (MeauaHa
Ha nepuojia Ha npocneasiBane 127 aun).

Spikevax bivalent Original/Omicron BA.4-5 (6ycmep 0o3a)

BesomacHocTTa, peakTOreHHOCTTa M MMyHOTEHHOCTTa Ha OuBajieHTHa Oyctep no3a Spikevax bivalent
Original/Omicron BA.4-5 ce oneHsIBaT B MPOBEKIAIIO CE B MOMEHTA OTKPHUTO MpoyuBane ¢asa 2/3
MIPH YYaCTHHUIM Ha BB3pacT 18 u moseue roauan (MRNA-1273-P205). B ToBa mpoyduBane

511 ygactHunu ca noaydmia oycrep go3a Spikevax bivalent Original/Omicron BA.4-5

(50 muxporpama), a 376 yuacTHHIIN ca OTyuwran Oycrep mo3a Spikevax (opurmnaimHa)

(50 mukporpama).

Spikevax bivalent Original/Omicron BA.4-5 uma npo¢ui Ha peakTOreHHOCT, T0JJ00EH Ha TO3H Ha
oycrep Spikevax (opuruHanHa), IpUIIOKEHA KaTo BTOpa OycTep 103a.

Spikevax XBB.1.5 (6ycmep do3a)

Be3omacHocTTa, peakKTOreHHOCTTa M HMyHOTEHHOCTTa Ha OycTep no3a Spikevax XBB.1.5 ce onensBar
B IIPOBEXKAIIO0 CE B MOMEHTa OTKPUTO mpoyuBaHe ¢asa 2/3 npu Bp3pactHr (MRNA-1273-P205,

Part J). B ToBa npoyusane, 50 yuacTHumm ca moayumin oycrep mosa Spikevax XBB.1.5

(50 mukporpama), a 51 yyacTHULM ca noay4mwin OycTep J03a u3nuTBaHa OuBanentHa Omicron
XBB.1.5/BA .4-5 Bakcuna (50 mukporpama).

[TpodunbT Ha peakrorenHoCcT Ha Spikevax XBB.1.5 e nogoben Ha To3u Ha Spikevax (opuruHaiHa) U
Spikevax bivalent Original/Omicron BA.4-5. Menuanara Ha BpeMETO 3a MPOCIIEAsIBaHe U 3a JBETE
BaKCHHAJHU TPYITH B TO3M MEXauHEH aHamu3 ¢ 20 auu (quamnason ot 20 10 22 quu ¢ qara Ha
3aKTroYBaHe Ha manauTe 16 mait 2023 1.).

Omnncanre Ha N30paHu HEXKEITaHU PEAKIINU

Muokapoum
[ToBUIIEHUAT PUCK OT MUOKAPAUT CJIea BaKCHHAIUS Che Spikevax (opuruHaiiHa) € Hail-BHCOK TIPH I10-
MJIaIM MBXe (BX. Touka 4.4).

JBe rojemu GapMakoenuaeMUOJIOrHYHH NPOYYBaHuUs, IpoBeieHH B EBpoma, O1eHsBaT 10-BUCOKHS
PHUCK OT MUOKapIUT MPH MO-MJIau MBbKe clies Bropara no3a Spikevax (opurunanna). Enqno
Mpoy4YBaHe TOKa3Ba, 4e 3a Mepho] OT 7 JHU Clief] BTopara jo3a uma okoo 1,316 (95% CI: 1,299,
1,333) nomrenautenuu ciydas Ha MuokapauT Ha 10 000 mpu 12 10 29-roauiiHy I0HOIIHN U MBXKE, B
CpaBHEHUE ¢ Xopa 6e3 excro3uiys. B npyro npoyuBane 3a nepuoa ot 28 IHH Cliel BTOparta 103a ca
HaOmonaBanu 1,88 (95% CI: 0,956, 2,804) nonbaHuTENHY cay4as Ha MUOKapauT Ha 10 000 pu 16
10 24-TOAWIITHY IOHOIIN M MB)XXE, B CPaBHEHHUE C X0pa 0e3 eKCITO3UIIHSL.
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Crpo0I11aBade Ha IOJO3UPAHN HEKEIAHU PEAKIIHNA

Cro0maBaHeTo Ha OJO3UPAHU HEXKETIaH! PEeaKMY Clie/l pa3peliaBane 3a ynorpeda Ha JeKapCTBEHUs
MPOAYKT € BakHO. ToBa MO3BOJISsIBA Ja IPOIBIKY HAOIOJICHUETO Ha CHOTHOIICHUETO TOJI3a/PUCK 32
JeKapcTBeHUs MPOoAyKT. OT MEIUIMHCKHUTE CTICIHAINCTH Ce M3UCKBa Ja ChOOIIaBaT BCAKA
MOJI03MpaHa HeXXellaHa peakIfis Ype3 HallMOHAIHA CUCTEMA 3a ChOOIaBaHe, MOCOYCHA B
[punoxxenue V u 1a BKIIOYAT TAPTUIHUS HOMED, aKO € HATUYCH.

4.9 Ilpepo3upane

B cnyuait Ha npego3upane ce npenopbuBa NpocieIaBaHe Ha KU3HEHUTE (YHKIIMU U BB3MOKHO
CHUMIITOMAaTHU4YHO JICUCHUC.

5. DOAPMAKOJIOTUYHU CBOUCTBA

5.1 dapmakoaMHAMUYHU CBOWCTBA

dapmakoTepaneBTiuHa rpyna: Bakcuan, COVID-19 Bakcunan, ATC xon: JO7BNO1

Mexauu3bM Ha JelCTBUE

Enazomepan u enazomepan/umenazomepan coappxar MPHK, BkitoYeHa B TMITUIHA HAHOYACTHUIIH.
nPHK xoaupa nmbeiHOBeprxkeH munoB npotend Ha SARS-CoV-2, mogudunmpan ¢ 2 npoJuHOBH
3aMecTBaHUs B 00JacTTa Ha XenTagHoTo nmoBropenue 1 (S-2P) 3a crabuiusupane Ha MIMIIOBUS
mpoTenH B npedy3roHHa koHbopMarus. Ciiesl HHTpaMyCKyJTHa HHKEKITUS KIETKUTE Ha MACTOTO Ha
HWHXCKTUPAHC U APCHUPAIUTE .]'[I/IM(I)HI/I BB3JIM 11o€MaT JUIIMJHUTEC HAHOYAaCTHIIU, KaTO e(bCKTI/IBHO
noctaBsaT MPHK cekBeHIuATa B KJIETKUTE 3a TpaHcIaluus BbB BUpyceH npoTeuH. JJoctaBenata u”PHK
HE HaBJIM3a B KJIETHYHOTO PO M HE B3aUMOJIEHCTBA C TEHOMA, HE C€ PEIUIMKHUpa U ce eKCIpecrpa
BPEMEHHO OCHOBHO B JICHAPUTHH KJIETKH M Makpodaru B cyOKarncyJapHUTe CHHyCH. EXcripecupaHusT,
CBBp3aH ¢ MeMOpaHara munoB npoterH Ha SARS-CoV-2 ce pa3no3HaBa ciex ToBa OT IMYHHUTE
KJICTKH KaTO YY>KJ aHTUI'CH. Tosa NpE€aAN3BHUKBA KAKTO T-KHGTL‘ICH, Taka U B-kileTpueH OTTOBOp C
o0Opa3yBaHe Ha HEyTPAIM3UPAIIX aHTUTENA, KOETO MOXKE /1a IOTIPHHECE 32 3aIUTaTa CPELLy
COVID-19. Hykneo3uauno moaudunupanara uPHK B enazomepan/naBe3oMepa v B aHIy30MepaH €
BITIOYCHA B JIMITUAHHA YaCTHIN, KOETO Ch3/]aBa BH3MOXKHOCT 3a JIOCTaBsIHE Ha HYKIICO3HTHO
Monuduuupana nPHK B kieTkute rocTonpueMHuKa, 3a 1a NpeIn3BUKa eKCIIPeCHsl Ha aHTUTCHA Ha
SARS-CoV-2 S. BakcuHara npeu3BUKBa IMYHEH OTTOBOP KbM S aHTHTeHa, KOWTO 3aliTaBa OT
COVID-19.

Kinunnuna Gd)I/IKaCHOCT

Umynocennocm npu évspacmuu — cined 0osa Spikevax XBB.1.5 (0,5 ml, 50 muxpoepama) 6 cpasHerue
¢ 0o3a uznumeana dousanenmua XBB.1.5/BA.4-5 (0,5 ml, 25 muxpoepama/25 muxkpoecpama)
BezonacHocTTa, peakToreHHOCTTa M UMyHOTeHHOCTTa Ha Spikevax XBB.1.5 50 mukporpama u Ha
OMBaJleHTHA BaKCHHA, KOATO ChIbpika paBHHU kojmdecTBa nPHK 3a mumos nporenn Ha Omicron
XBB.1.5 u Omicron BA.4-5 (25 muxporpama XBB.1.5/25 mukporpama BA.4-5), ca onenenu B
OTKPUTO Mpoy4BaHe BbB (aza 2/3 npu Bb3pacTHU. B ToBa npoyusane 50 yyacTHHIIN ca TOTYYHIH
Spikevax XBB.1.5, a 51 yuacTHuiu ca nony4niu u3nurBana 6usanentHa XBB.1.5/BA.4-5 (MRNA-
1273- P205, Yacr J). /IBete rpymu ca paHIOMHU3HPAHU B ChOoTHOIIEHHE 1:1.

Bakcunute ca Omim npuiiaraHy Kato nera J03a Ha Bb3PacTHU, KOUTO IPEAU TOBA €a MOy U
IIBYZI030BH ITEPBUYIHM cepuu ¢ kKakBaTo 1 Aa ¢ ”PHK COVID-19 Bakcuna, OycTep m03a OT KaKBaTO |
na e uPHK COVID-19 Bakcuna u 6ycrep no3a ot kakBaro u Aa ¢ ”PHK O6uBanenTna
Original/Omicron BA.4-5 BakcuHa.

Ha [len 15 Spikevax XBB.1.5 u 6uBanentna XBB.1.5/BA.4-5 ca npeau3BHKaiu CUIIHU OTTOBOPH C
oOpasyBaHe Ha HeyTpaim3upamu aututena cpeury XBB.1.5, XBB.1.16, BA.4-5, BQ.1.1 u D614G. B
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rpyrara o nmpoTOKOJ 3a OIIeHKa Ha KIMYyHOTEHHOCTTA, BKITIOUBAIlla BCHYKU YYaCTHHIIN, ChC WK 03
npenuiraa SARS-CoV-2 undexrmst (N=49 nu N=50 3a rpynute croTrBeTHO Ha Spikevax XBB.1.5 n
ouBanenTHa XBB.1.5/BA 4-5), na Jlen 15 GMFR (95% CI) 3a Spikevax XBB.1.5 u 6uBanenTaa
XBB.1.5/BA.4-5 e chotBeTHO 16,7 (12,8, 21,7) 1 11,6 (8,7, 15,4) cpenry XBB.1.5 1 6,3 (4,8, 8,2) u
5,3 (3,9, 7,1) cpeury BA .4-5.

3a HechABpKaLM ce BbB Bakcuuute BapuanT Ha [len 15 GMFR (95% CI) 3a Spikevax XBB.1.5 u
ouBanentHa XBB.1.5/BA.4-5e 11,4 (8,5,154)u 9,3 (7,0, 12,3) cpemry XBB.1.16; 5,8 (4,7,7,3) u 6,1
(4,6,7,9) cpemry BQ.1.1 1 2,8 (2,2, 3,5) u 2,3 (1,9, 2,8) cpemry D614G.

Hmynozennocm npu yuacmuuyu na 6bspacm 18 u noseue 2o0unu — cneo npunodicerue Ha bycmep 003a
Spikevax bivalent Original/Omicron BA.4-5 (0,5 ml, 25 muxpoepama/25 muxpozpama)
BesomacHocTTa, peakTOreHHOCTTa M MMyHOTeHHOCTTa Ha Oycrep no3a Spikevax bivalent
Original/Omicron BA.4-5 ce omieHsiBaT B MPOBEXK/IAIIO CE€ B MOMEHTA OTKPHUTO MPOyUYBaHe BBB (pasa
2/3 mpu yuacTHAIM Ha BB3pacT 18 u noBeue roguan (MRNA-1273-P205). B ToBa mpoyuBane

511 ygactaunu ca moiy4dmiu oycrep go3a Spikevax bivalent Original/Omicron BA.4-5

50 mukporpama, a 376 yyacTHUIM ca oTy4duan Oycrep mo3a Spikevax (opurunanta) 50 Mukporpama.

IMpoyusane P205 Yact H ouensiBa 6e30macHoCTTa, p€akKTOTEHHOCTTa M MMyHOTE€HHOCTTa Ha Spikevax
bivalent Original/Omicron BA.4-5, xoraro ce npuiara Kkato Bropa 0ycrep /103a IpH Bb3pacTHH, KOUTO
npenu ToBa ca moayumin 2 no3u Spikevax (opurunanza) (100 Mukporpama) Kato mbpBUYHA CEPHUSI U
nepBa Oycrep no3a Spikevax (opurunanua) (50 mukporpama). B P205 Yacr F yuactHummre B
npoyuBaHeTo ca noiayumin Spikevax (opurunamua) (50 Mukporpama) kato Bropa OycTep 103a, a
rpynara ot Yact F ciry»xu kaTo rpyma ¢ KoMrnapaTop B paMKUTE Ha IPOYYBAHETO, KOSTO € MPEIX0IHa
10 OTHOILICHHE Ha rpymnara cbe Spikevax bivalent Original/Omicron BA.4-5.

B ToBa npoyuBaHe MbPBUYHMAT aHAIH3 32 IMYHOTEHHOCT CE OCHOBaBa HA ITbPBUYHATA IMOITYJIAIHS 32
UMYHOTEHHOCT, KOWTO BKJIFOUBA YUaCTHHUIIM Oe3 noka3zarencTsa 3a uHpekuus cbc SARS-CoV-2 na
M3XO0JIHO HUBO (TIpenu Oycrep no3ata). B mppBuYHMS aHamM3 HAOMIOAABAHHAT CPEJeH TeOMETpHIeH
tuthp (GMT) (95% CI) npeau 6ycrepa e 87,9 (72,2, 107,1) u ce moumasa a0 2 324,6 (1 921,2,

2 812,7) 28 muum cien 6ycrep mosara Spikevax bivalent Original/Omicron BA.4-5. GMR Ha men 29 3a
Oycrep nosara Spikevax Original/Omicron BA.4-5 50 mukporpama cripsimo 0ycrep go3ara Spikevax
(opurunamua) 50 mukporpama e 6,29 (5,27, 7,51), koeTo oTroBaps Ha IPEIBAPUTEITHO OTPEICIICHHUS
KpuTepuii 3a cynepuopHocT (nomHa rparnna Ha Cl >1).

N3uncnennte GMT Ha HeyTpanusupaiure anturena (95% Cl) cpeury Omicron BA.4/BA.S,
KOPHUT'HpaHU 3a MpeJ0yCTEPHUS TUTHP U Bb3pacToBara rpyia, ca cboTBeTHo 2 747,3 (2 399,2, 3 145,9)
u 436,7 (389,1, 490,0) 28 nuwm cien 6ycrep nosute Spikevax bivalent Original/Omicron BA.4-5 u
Spikevax (opurunanna), a GMR (95% Cl) e 6,29 (5,27, 7,51), oTroBapsiiil Ha IpeIBapUTEITHO
3ajaieHus Kpurepuil 3a HenHpepropHocT (zonHa rpanuna Ha Cl >0,667).

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

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

BesonacHocTTa, pEaKTOreHHOCTTa M HMyHOTEHHOCTTa Ha OycTep no3a Spikevax bivalent
Original/Omicron BA.1 ce omieHsBaT B €HO MPOBEXK/IAIIO CE€ B MOMEHTAa OTKPUTO MpoyuBaHe ¢asza 2/3
IIpH y9acTHUIHX Ha BB3pacT 18 u moseue rognau (MRNA-1273-P205). B ToBa npoyuBane

437 yuyactHuum ca noiny4ymwim 50 mukporpama oycrep go3a Spikevax bivalent Original/Omicron BA.1,
a 377 yuacTHuim ca nmomydunu 50 MukporpaMa 6ycrep mo3a Spikevax (opuruHaiHa).

IIpoyusane P205 Yact G onensiBa 6€30MacHOCTTa, PEaKTOrEHHOCTTa U IMYHOTeHHOCTTa Ha Spikevax
bivalent Original/Omicron BA.1, koraro ce npuiara Kato Bropa Oycrep /103a IpH Bb3PACTHH, KOUTO
npeny ToBa ca noiyumiu 2 no3u Spikevax (opurunanza) (100 Mukporpama) Karo Kypc Ha bpBUYHA
BakcHHaIus U Oycrep no3a Spikevax opurunaina (50 MukporpaMa) Haii-Maiko 3 Mecera npeau
BKJIt0YBaHeTo. B P205 Yacr F yuactHuimte B npoyuBaneTo ca noiaydmia Spikevax (opuriHamHa)
(50 muxporpama) kato Bropa Oycrep 034, a rpynara ot Hact G ciryKu Karo rpyma ¢ KoMmaparop B
paMKHUTE Ha MPOYYBAHETO, KOATO € MPEIXO/IHA 110 OTHOLICHHE Ha rpyIaTa, mojy4asaina Spikevax
bivalent Original/Omicron BA.1.
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B ToBa npoyuBaHe MbPBUYHUST aHAJIN3 32 UMYHOTEHHOCT CE OCHOBABa Ha IpyIia 3a ITbPBUYEH aHAIN3
3a IMYHOTE€HHOCT, KOSITO BKITIOYBA YYacTHUIM Oe3 paHHu 32 nHpekmus cbc SARS-CoV-2 Ha
W3XOJHOTO HUBO (TIpenu Oycrep m03a). [Ipu mbpBUYHUS aHAIN3 U3UMCICHUAT TIPH TbpBOHAYATHATA
orieHKa cpeneH reomerpuueH TuThp (GMT) Ha HeyTpanmusupamure antTurena Ha SARS-CoV-2 n
cvotBercTBanl 95% Cl e crorBeTHO 6 422,3 (5 990,1, 6 885,7) u 5 286,6 (4 887,1, 5 718,9) 28 nuun
cren 6ycrep nosm Ha Spikevax bivalent Original/Omicron BA.1 u Spikevax (opurunasnna). To3u
GMT npencrasisiBa CbOTHOLICHUETO Mex 1y otroBopa Ha Spikevax bivalent Original/Omicron BA.1
crpsimo Spikevax (opuruHanHa) cpenry ponosus mam SARS CoV-2 (D614G). GMR (97,5% Cl) e
1,22 (1,08, 1,37), kato OTroBapsi Ha PEJBAPUTETHO 3aJa/ICHHsI KpUTEPHI 32 HEMH(EPHOPHOCT (I0THA
rpanuna 97,5% Cl >0,67).

W3uncnennte GMT B [len 29 Ha HeyTpaim3upaiute antutena cpemury Omicron, BA.1 ca 2 479,9
(2264,5;2715,8)u 1 421,2 (1 283,0; 1 574,4) cvoTBeTHO B rpymata Ha Spikevax bivalent
Original/Omicron BA.1 u rpynara ¢ 6ycrep no3a Spikevax (opurunaina), a GMR (97,5% Cl) e 1,75
(1,49; 2,04), xoeto oTroBaps Ha MPEABAPUTEITHO ONPEICICHISI KPUTEPUH 32 CYTIEPHOPHOCT (JI0THA
rpanuiia Ha Cl >1).

IHepcucmupane na anmumenama na 6ycmep saxcurama cpewgy COVID-19 Spikevax bivalent
Original/Omicron BA.1 & npoowaicenue na mpu meceya

Yyactraummre B ipoyuBane P205 Yact G ca mocieoBaTeIHo BKIIOYBAHH, 32 J1a TIOydaBaT

50 mukporpama Spikevax (opurunansa) (n=376) wu Spikevax bivalent Original/Omicron BA.1
(n=437) xaro BTOpa Oyctep no3a. [Ipu yuactauim 6e3 ciyvan Ha nHdektupane csec SARS-CoV-2
npenu Oyctepa, Spikevax bivalent Original/Omicron BA.1 npenu3BrikBa oOpa3yBaHe Ha
meyrpanusupanm Omicron-BA.1 arrurena (Habmomgasan GMT) ¢ TUTpH, KOUTO ¢a 3HAYUTEITHO I10-
Bucoku (964,4 [834,4, 1 114,7]), otkonkoTto Te3u Ha Spikevax (opurunanna) (624,2 [533,1, 730,9]) u
noJJ00HM Ha Te3u npu Oycrepute cpenty poaosus SARS-CoV-2 crnen Tpu mecerna.

Knunuuna eghuxacnocm npu ev3pacmuu

[IpoyuBaneTo Npu BBE3pacTHH € paHIOMU3UPAHO, TIAIe00-KOHTPOIMPAHO, 3aCIIeTeHO 32
HaOromarens KIMHUIHO poyuBane ¢aza 3 (NCT04470427), koeTo M3KIII0UBa
UMYHOKOMIIPOMETUPAHH JIMLIA WM TaKUBa, M0JIy4aBald UMYHOCYIPECOPH B PAMKHUTE Ha MOCIICAHUTE
6 Mecela, KakTo ¥ OpEeMEHHHU WM TaKWBa C U3BECTHA aHaMHe3a 3a uHpeknus cbe SARS-CoV-2.
VYyactHum cbe crabunHo HIV-3abonsgBane He ca n3kimoyeHu. [IpoTHBOTPUITHU BaKCHHU € MOYKENO Aa
ce mpuarar 14 gHu npenu win 14 mHYU ciiex KosATo U 1a e 1o3a ot Spikevax (opurunanza). Ot
YYaCTHHIIUTE CHIO TaKa ce € U3UCKBAIIO J]a MMa Haii-MaJIko MHTEpBaJl OT 3 Mecela OT MPUIIOKEHNE Ha
KPBBHHU MPOIYKTH/TNIa3Ma WIK UIMYHOTJIOOYJIMHY 10 BKIIFOUYBAHETO B IIPOYYBAHETO, 32 JIa MOJIyYar
rrane6o wim Spikevax (opuruHamHa).

IIpocnenenu ca o6imo 30 351 yuactHuIM ¢ Meauana 92 auu (nuamna3oH: 1-122) 3a pa3BUTHETO Ha
6onecrra COVID-19.

[omynauusTa 3a MbpBUUCH aHATU3 HA epUKACHOCTTA (HapUUyaHa ,,[IOIyJIaLHs 110 IPOTOKOJ™ HIIH
»PPS%), BxirouBa 28 207 y4acTHHIM, KOUTO ca Tody4unu wiu Spikevax (opurunanna) (n=14 134),
i mnane6o (n=14 073) u umaT oTpruaTeeH cTaryc 3a Haaundne Ha SARS-COV-2 Ha H3X0HO HUBO.
PPS nonynanusta Ha npoyuBaneto Bkitoua 47,4% xenu, 52,6% mbixke, 79,5% Oenu, 9,7%
adpoamepukanm, 4,6% azuatiy u 6,2% apyru. 19,7% 0T ydacTHUITUTE ca ¢ UCTIAHCKH WITN
JIATHHOAMEPUKAHCKHU Tpou3xoj. MeanaHaTa Ha Bb3pacTTa Ha YYaCTHUIIUTE € 53 roAuHU

(mnanazon 18-94). [lomycka ce auana3oH Ha IPUJIOXKEHWE Ha BTopara jo3a (maHupaHa 3a [en 29) ot
—7 no +14 nuu 3a BximouBaHe B PPS. 98% oT penunuenTuTe Ha BAKCHHATA, MOJIy4YHMIIM BTOpAaTa 1032
25 10 35 nuu cnen go3a 1 (oT -3 10 +7 IHU OT MHTEpBaJia OT 28 JHM).

Cayuante Ha COVID-19 ca noTBbpAEHH Ype3 NoIMMepa3Ha BEpHKHa peaklus ¢ o0paTHa

tpanckpunTaza (RT PCR) u ot kimHYHA apOuTpakHa KoMUCHs. EdrkacHOCTTa Ha BaKCHHATa 0O0III0
Y TI0 OCHOBHH BB3PacTOBHU IpyIH € npejcTaBeHa B Tabmuna 5.
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Tabauua 5: Anaau3 Ha epUKacHOCTTAa HA BakcuHaTa: noTebpaen COVID-19, nezaBucumo ot
TeKeCcTTa, ¢ Haya0 14 quu ciaex 2P*™ noza — PPS

Spikevax (opurunanana) IMiane6o
Bn3pacrosa YecroTa YecroTa .
IPYHa  ''yyacrn | Cayvan HA Vaacrauuu Coryyau Ha HA /0
(romunm) | yypy na | COVID-19 N COVID-19| COVID-19 |[Eduxacuocr
N COVID-1| wua1l000 n ma 1 000 Ha
9 JOBEKOTOINH yopekoroauy BAKCHHATA
o . . (95% CI)*
0610 14 134 11 3,328 14 073 185 56,510 94,1
(18) (89,3, 96,8)*
*
18 no <65 10 551 7 2,875 10521 156 64,625 95,6
(90,6, 97.9)
>65 3583 4 4,595 3552 29 33,728 86,4
(61,4, 95,2)
>65 mo <75 | 2953 4 5,586 2 864 22 31,744 82,4%
(48,9, 93,9)
>75 630 0 0 688 7 41,968 100%
(NE, 100)

*COVID-19: cumnromaruen COVID-19, usucksain nonoxurened pesynrar or RT-PCR u

Hal-MaJKo 2 cucTeMHH cuMnToMa nim 1 pecrimparoper cuMntoM. Citydaw, 3anouBaiy 14 nau ciex 2P nosa.
*EdukacHoct Ha BakcuHaTa 1 95% noseputesnen untepsai (CI) ot crpatudurmpanus moaen Ha CoX 3a
HPONIOPLUHOHAIHOCT Ha PHCKa

** Cl He e KOpUTHPaH 32 MHOXKECTBEHOCT. KOopUrupaHu 3a MHOXXECTBEHOCT CTaTHCTHUECKU aHAJIN3H Ca PaBEeHH
B MEXIMHEH aHAJN3 Ha mo-mManko ciaydan Ha COVID-19, xouTo He ca CbOOIICHU TYK.

Cpen Bcnuku yuactHurn B PPS He ca cro0mienn cirydan Ha Texxbk COVID-19 B rpymnara Ha BakcuHa
B cpaBHeHue ¢ 30 ot 185 (16%) ciydasi, choOmIeHH B rpynara Ha iane6o. Ot 30-Te yyacTHUIM ¢
TEXKO 3a00Js1BaHe, 9 ca XOCIUTAIM3UPAHH, 2-Ma OT TAX ca IIPUETH B MHTEH3UBHO oTaeneHue. Ilo-
rojsiMaTa 4acT OT OCTaHAJIUTE TEKKH CIy4au ca U3IMBIHHIN CaMO KPUTEPHsl KHCIOPOAHA caTypaLus
(Sp0O2) 3a Texko 3abomsBane (< 93% mpu cTaiiHa TeMIeparypa).

Edwukacnocrra Ha Spikevax (opurunanna) aa npenmnaszsa or COVID-19, HezaBrCHMO OT mpenuIiHa
nndekuns cbc SARS-CoV-2 (ycraHoBeHa CepOIOrHYHO Ha M3XOAHO HUBO U U3CIIEABAHE HA
Ha3ogapuHreaita mpobda ¢ TammoH) ot 14 quu ciexn Jo3a 2 e 93,6% (95% CI: 88,6; 96,5).

B nombnHeHue, aHaIM3| Ha MOJATPYNUTE Ha IbPBUYHATA KpaliHa TOYKa 3a e()UKaCHOCT IIOKa3BaT
CXO/IHa OLICHKA 3a €(h)UKACHOCT IO MOJ, ETHUYECKU IPYIH U YIaCTHULH ChC CHITBTCTBAIIN
3a00JIsIBaHUs, CBBP3aHH C BUCOK pPUCK OT TexbKk COVID-19.

Hmynozennocm npu evspacmuu — cied 6ycmep oosa (0,25 ml, 50 muxpoepama)

Be3omacHocTTa, peakTOreHHOCTTa M HMYHOTEHHOCTTA Ha Oycrep mo3a Spikevax (opurunanna) ce
OIICHSIBAT B €IIHO MPOBEXKIAIIO C€ B MOMEHTA PaHIOMHU3UPAHO, 3aCIEIIeHO 3a HaboaTens, miamnedo-
KOHTPOJIMPAHO NMpoy4BaHe (a3za 2 3a MOTBBpPXKIABaHE HA J03aTa MPU y4acTHUIHM Ha 18 1 moBeue
roguau (NCT04405076). B ToBa npoyuBane 198 yyactHunu ca nony4umnu jase ao3u (0,5 ml,

100 mukporpama mpe3 uHTepBai oT 1 Mecelr) OT BakcuHara Spikevax (opuruHaiHa) Kato mbpBUYHA
cepusi. B otkpurara ¢aza 149 ot Te3n ydacTHHIM (TTOMyIAHS IO MTPOTOKOI) ca MOTYUYHIN eINHUIHA
oycrep no3a (0,25 ml, 50 Mmukporpama) Haii-Manko 6 Mecera cies MPUI0KEHHETO Ha BTOpATa 1034 OT
mbpBUYHaTa cepus. JlokazaHo e, 4e enuamygHa 6ycrep mosa (0,25 ml, 50 Mukporpama) Bogu 10 cpeaHa
reoMeTpryYHa KpaTHa CTOMHOCT Ha yBenuyaBane (geometric mean fold rise, GMFR) 12,99 mbti (95%
Cl: 11,04; 15,29) na HeyTpaiIu3upanuTe aHTUTEIA OT TPE/IN MPUIIOKEHUETO Ha OycTep J03a 10

28 nuu caen Oycrep no3zata. GMFR Ha HeyTpanusupammre anturena e 1,53 (95% Cl: 1,32; 1,77) npu
CpaBHEHHUE Ha THTHpa 28 cien 1o3a 2 (MbpBUYHA cepusi) crpsiMo 28 aHU cien Oycrep jo3aTa.
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Hmynozennocm na 6ycmep 003a cied NbpeUUHA 6AKCUHAYUS ¢ OpYea paspeuiena 3a ynompeoa
saxcuna cpeuty COVID-19 npu év3pacmuu

Be3omnacHoCTTa 1 IMyHOTE@HHOCTTA Ha XETepOJIokeH Oycrep che Spikevax (opuruHaiHa) ca
MPOYYBaHU B €JHO MHUIIMHUPAHO OT U3CJIEA0BATEN NpoyUBaHe cbC 154 yyacTHUIM. MUHUMATHUAT
BpPEMEBU MHTEPBAI MEKAY ITbPBUYHATA Cepusl Ha BakcuHauus ¢ BektopHa wim PHK Bakcuna cperry
COVID-19 u 6ycrep mo3a Spikevax (opurunaina), € 6un 12 ceamuru (auamason: 12 ceIMuIm 10
20,9 cenqmuim). [lo3ara, n3nonssana 3a Oycrep B ToBa npoyuBane, ¢ 6una 100 mukporpama. Turpute
Ha HEYTPaIM3HPAIIUTE AaHTUTENA, I3MEPEHH Ype3 TeCT 3a HEYTPAIU3aIHs Ha IICEBIOBUPYC, Ca OHMIH
ouenenu B [len | npeau npunosxxenuero u B [en 15 u len 29 cnex Oyctep nozara. OTroBop Ha
Oyctep 703arta € OWI AEMOHCTPUPAH HE3aBUCUMO OT ITbPBUYHATA BAKCHHAIIHSL.

Hanuunau ca camo JaHHU 3a KPpaTKOCPOYHAa MMYHOT'CHHOCT, ABJIrOCpOYHATA 3allluTa 1
HUMYHOJIOTUYHATa MaMET HE Ca U3BCCTHU B MOMCHTA.

bezonacnocm u umynoeennocm na cedem eaxcunu cpeusy COVID-19 kamo mpema 0osa (6ycmep) 6
Obedunenomo Kpaicmeo

COV-BOOST e MHOTOIICHTPOBO, paHAOMI3UPAHO, MHUITUHPAHO OT U3CIIEAOBATENS IpOyIBaHe (aza 2
Ha TpeTa fno03a Oycrep BakcuHanus cpenry COVID-19 ¢ monrpymna 3a noapoOHO u3cieBaHe Ha
UMYHOJIOTHUATA. Y YaCTHUIIUTE ca OWiK Bh3pacTHU Ha 30 U moBeYe TOANHM, B TOOPO GU3HUIECKO 3apaBe
(7Iexn 10 ymMepeHu, 100pe KOHTPOIUPaHH KOMOPOUAHOCTH ca OWIIHM pa3pelieHn), KOUTO ca TOIyJHIn
nse no3u uin Pfizer—-BioNTech, nnun Oxford—AstraZeneca (mspBata 103a npe3 nexemspu 2020 1.,
sayapu 2021 r. wm pepyapu 2021 1.), 1 ca H3MHUHAIN Hal-Manko 84 THU ciel BTopara 103a 10
MOMEHTa Ha BKJIIOUYBaHe. SPikevax (opuruHaiHa) € yCuiiniia OTTOBOPHUTE MO OTHOILICHUE Ha aHTUTENa
Y HeyTpajm3als, 1 e Onia 7o0pe moHeceHa, He3aBUCUMO OT ITbPBUYHUTE CEPUU Ha BaKCHUHAIINS.
Ho3zara, n3nonssana 3a OycTep B TOBa MpoyuBane, ¢ ouina 100 mukporpama. Turpure Ha
HEeyTpaIM3UpAIIUTEe aHTHUTENa, K3MEPECHHU Upe3 TECT 3a HeyTpalli3alys Ha MCEBIOBUPYC, ca OWIn
oueHenu B [len 28 cnen Oycrep gozara.

Kaunuyna egpuxacnocm npu ronowu va év3pacm om 12 0o 17 200unu

[IpoyuBaHeTo NpH IOHOIIY € TEKYIIO PAaHIOMU3UPAaHO, IJIae00-KOHTPOIUPAHO, 3aCIICIICHO 32
HabJro1aTesst KIMHUYHO npoy4uBane (asza 2/3 (NCT04649151) 3a oreHka Ha 6€30MacHOCTTA,
pEaKkTOreHHOCTTa U eprKacHOCTTa Ha SPikevax (opuruHaiHa) Mpy FOHOIIM Ha Bb3pacT oT 12 10

17 ronuHA. YYacTHUITM C U3BECTHA aHaMHe3a 3a HHpeknus cbe SARS-CoV-2 ca H3KII0YeHH OT
npoyuBaneTo. O61mo 3 732 yyacTHHLM ca paHAOMHU3UPAHU B ChOTHOLIEHHE 2:1 ja momydaT 2 103H
Spikevax (opuruHanHa) Win miamnedo, GU3HOIOTHYEH Pa3TBOP, C HHTEPBAT MEKIY A03uTe 1 Mecelr.

W3BbpiieH e BTOpuUeH aHainu3 Ha epukacHocTTa pu 3 181 yyacTHHIN, KOUTO ca MOyYHin 2 1031
Spikevax (opurunanna) (n=2 139) wim wiane6o (N=1 042) u ca UMaIK OTPHULIATETIEH U3XOIEH CTATyC
o oTHonieHne Ha SARS-CoV-2, B nomynanusTa mo npoTokos Mexay y4aCTHUIIUTE, KOUTO ca
noyunn Spikevax (OpuruHaiHa), ¥ Te31, KOMTO ca MOJIy4YHIH T1anedo, HsaMa 3a0eIe MU PasiIuKu
B JeMOrpa)CKUTE TaHHH UJIH MPEIIIeCTBAIUTE 3a00JIIBaHu.

COVID-19 e nepunupan xaro cumnromarnaeH COVID-19, u3ncksar mojoxuTeneH pe3yaTar oT
RT-PCR u Hali-Manko 2 CHCTEMHH CUMIITOMA WK | peCIUpaTopeH CUMIITOM; ClIydau, 3aroYBalin
14 nHu cnen BTOpata ;03a.

Nmano e Hyna cumnromatinyau ciay4dast Ha COVID-19 B rpynara na Spikevax (opurunaisa) u
4 cumnromatuunu cirydas Ha COVID-19 B rpymnata Ha 1uiane6o.

Hmynoeennocm npu ronowu Ha évspacm om 12 0o 17 200unu — crned nvpeuyHa 8aKCUHAYUsL CbC
Spikevax

AHanu3 3a He To-Mayka e()UKaCHOCT, OLEHABAI TUTpUTE Ha 50% HeyTpanu3upaliuTe aHTuTena
cpemry SARS-CoV-2 u yectoTaTa Ha CepoJIOTHYEH OTIOBOp 28 JHH Cliea 1032 2, € IPOBEICH B
MOATPYIHTE 32 UMYHOTEHHOCT Ha MOITyJIalysTa 1Mo MPOTOKOJI IIPH FOHOIIH Ha Bh3pacT oT 12 1o

17 roguamn (n=340) B mpoydYBaHETO NPH IOHOIIH, KAKTO U MPHU YIACTHUIIMTE Ha BB3pacT oT 18 1o

25 roguau (N=296) B MpOoy4YBaHETO NP BB3PACTHU. Y YACTHULUTE HE Ca UMaIH UMYHOJIOTHYHU MU
BUPYCOJIOTUYHH JIOKa3aTelcTBa 3a npeaxoaHa nHdeknus cbe SARS-CoV-2 Ha U3X0IHO HHBO.
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CpenHoTo reomerpudHo choTHolIeHHe (GMR) Ha TUTpUTE Ha HEYTpaTH3UPALUTE AaHTUTETA ITPH
FOHOIIIM Ha BB3pacT oT 12 o 17 roawHu B cpaBHEeHUE ¢ ydacTHUIHTE OT 18 10 25 roxunan e 1,08 (95%
CI: 0,94; 1,24). Pasnukara B yecToTara Ha cepojorude otroBop € 0,2% (95% CI: -1,8; 2,4).
Kpurepuute 3a He no-manka edukacHocT (nosnHa rpasuna Ha 95% CI 3a GMR >0,67 u nonna
rpanuna Ha 95% CI 3a pa3nukara B yecToTara Ha CEpPOJIOTHUYCH OTroBOp >-10%) ca M3BIHEHH.

Umynocennocm npu ronowu va evspacm om 12 do 17 2oounu — crned 6ycmep 0o3a Spikevax
(opueunanna)

[IppBUUHaTa 11€7, CBBbpP3aHa ¢ IMyHOT'€HHOCTTa, Ha OycTep (a3zaTa Ha TOBa IPOYYBAHE € /1a CE
yCcTaHOBH e(h)UKacHOCTTa Ha OycTep Jo3ara MpH yYacTHUIM Ha BB3pacT oT 12 1o 17 rogunu upes
CpaBHsiBaHe Ha uMyHHHTE oTroBopH ([leH 29) cien Oycrep mo3ata ¢ Te3u, MOJIYyUEHHU Clie] 103a 2 OT
mbpBUYHaTa cepus (Jlen 57) mpu mMiaau Bp3pacTHH (Ha BB3pacT oT 18 10 25 ronuH) B IpOyYBaHETO
pu BB3pactHU. EpukacHoct Ha 6ycrep mo3ara ot 50 mukporpama Spikevax ce ycraHoBsiBa, ako
MMYHHHUTE OTTOBOPH ciiest Oycrep mo3ara (cpeana reomerpudna KonienTpamms [GMC] na nAb u
yecToTaTa Ha ceposioruueH oTroBop [SRR]) oTroBapsT Ha npeaBapUTEIHO ONpPEACTICHN KPUTEPUH 32
He mo-mainka eukacHocT (kakto 3a GMC, Taka u 3a SRR) B cpaBHeHue ¢ Te3u, U3MEPEHHU ClIE
3aBbpIlBaHE HA MbpBUYHATA ceprsi cbe 100 mukporpama Spikevax cpen moarpymna mMiaaau Bb3pacTHA
(18 mo 25 roguHM) B OCHOBHOTO MPOYYBaHE 32 €(pUKACHOCT MPH B3PACTHH.

B otkpura ¢aza Ha TOBa Mpoy4YBaHe yUYACTHHUIIUTE HA BB3pacT oT 12 g0 17 ronuHu morydaBat
enMHNYHa OycTep [103a Hall-Malko 5 Mecela cliesl 3aBbpIIBaHe Ha IIbPBUYHATA CEpUs (IBE 103U IIpe3
uHTepBai oT 1 mecen). [IbpBUYHATA TIOMyIAKs 32 aHAIU3 HA UMYHOTEHHOCTTA BKITIOUBA

257 yyactHUIM ¢ OycTep 7032 B TOBA IIPOYYBAHE U CiIydaiHa NOArpyna oT 295 y4acTHUIM OT
MIPOYYBAHETO MPU MJIAIA BB3paCTHH (BB3pacT >18 1o <25 roauHm), KOUTO IPEIH TOBA Ca 3aBBPIITIIIH
KypC Ha MbPBUYHA BAKCHHAIMS C JIBE J03H Ipe3 uHTepBaj ot 1 mecen cve Spikevax. U nsere rpynu
YYaCTHHIIH, BKITIOYCHN B aHAIM3MPaHATa TOITyJIAIs, He ca MMaIl UMYHOJIOTHYHHU HITH
BHPYCOJIOTHYHH JI0Ka3aTescTBa 3a npeaxonHa napexuus cbc SARS-CoV-2 npenn mepBata 103a ot
Kypca Ha TbpBUYHA BAaKCHUHAIUS U CHOTBETHO Mpenu OycTrep ao3aTa.

GMR na 6ycrep no3ara npu roromu GMC B Jlen 29 B cpaBHeHue ¢ miaau Be3pacTan: GMR B

Hen 57 ¢ 5,1 (95% CI: 4,5, 5,8), oTroBapsiiil Ha KPUTEPUUTE 3a HE MO-MaJika e(UKacHOCT (T.€. JI0JTHA

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

2,4), oTroBapsiiia Ha KpUTEPUUTE 32 HE TI0-MajKa ehuKacHoCT (IosHa rpaHuna Ha 95% oT pa3nukara
B SRR >-10%).

IMpu 257-te yuactaunu GMC na nAb npeau Oycrep no3ata (6ycrep mo3a - en 1) e 400,4 (95% ClI:
370,0, 433,4); B nens Ha 0ycrep no3ara ([en 29) GMC e 7 172,0 (95% Cl: 6 610,4, 7 781,4). Cnen
oycrep no3ara ([en 29) GMC ce ysenuyapa npubiuzurento 18 netu or GMC npenu Oycrep no3arta,
JIEMOHCTpHUpaiiku eeKTUBHOCTTA Ha Oyctep mo3ata npu roHomm. SRR e 100 (95% Cl: 98,6, 100,0).

[IpenBapurenno onpeaeneHUTe KPUTEPUH 3a YCIIEX 32 OCHOBHATA 11eJl 32 UMYHOT€HHOCT ca
U3ITBJIHEHH, KOETO MI03BOJISIBA J1a C€ HAIPaBU U3BOJ 32 €()UKACHOCTTA HA BAKCHHATA OT NIPOYYBAHETO
IpY BB3PACTHHU.

Knunuuna egpuxacrnocm npu oeya na svzpacm om 6 coounu 0o 11 200unu

[MenuaTpuyHOTO MPOyYBaHe € TeKy1Io, (a3a 2/3, paHIOMHU3UPaHO, TIALEO0-KOHTPOIUPAHO,
3acJIeNeHO 32 HaOJroIaTeNs], KIIMHUYHO MPOYyYBaHe 32 O[eHKa Ha 0€30MacHOCTTa, PEaKTOTeHHOCTTA U
edukacHoctTa Ha Spikevax (opurnHaiHa) Mpu Jena Ha Bb3pact ot 6 roaunu n10 11 roguau 8 CAIIl u
Kanama (NCT04796896). YuacTHHIM ¢ M3BECTHA aHaMHe3a 3a nHpekims cbe SARS-CoV-2 ca 6unn
M3KIII0YeHH OT rpoy4uBaneTo. O61mo 4 011 yyactHUIM ca OMIM paHIOMHU3UPAHU B ChOTHOIIeHKE 3: 1
Ja mojtydar 2 103u Spikevax (opurnHaigHa) nim miarebo (pusnonornueH pasteop) mpes 1 mecerr.

BropuueH anaiu3 Ha epUKACHOCTTA, OlleHsBal] MOTBbpcHU ciryyan Ha COVID-19, cxbpanu 1o
JaTara Ha 3akimouBane Ha gaHHuTe — 10 HoemBpu 2021 r. e u3BbpiucH npu 3 497 ydacTHHIIH, KOUTO
ca mosyuwu ase qo3u (0,25 ml B mecerr O u mecerr 1) unu Spikevax (opurunanta) (=2 644), wiu
mnare6o (N=853), u ca nmainu oTpunareieH craryc 3a SARS-COV-2 Ha H3X0IHO HHUBO B TIOIYJIAIMITA
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o npotokoi (PPS). Mexy y4acTHUIIUTE, KOUTO ca noxyunin Spikevax (opuruHaiHa), ¥ OHE3H,
KOHTO ca IOJIy4/IH I1anedo0, He € UMajio SIBHU Pa3JIMKU B JeMOTpadCcKUTe JaHHU.

COVID-19 e onpenenen karo cumnroMatindeH COVID-19, u3ncksar moroXuTENHN pe3yiITaTh OT
RT-PCR u Haii-Manko 2 CHCTEMHH CUMIITOMA WK 1 peciupaTopeH CUMIITOM; CITy4Yau, 3ar0YBaIH
14 num cnex BTOpaTa mo3a.

Nwmano e tpu ciayuas na COVID-19 (0,1%) B rpynara Ha Spikevax (opuruHaiHa) U 4eTHPH CiTydas Ha
COVID-19 (0,5%) B rpynara Ha miane6o.

HUmynozennocm npu deya na 6vspacm om 6 200unu 0o 11 200unu

Amnanms, onieHsBail Tutpute Ha 50% HeyTpanmsupanure anturena cpeury SARS-CoV-2 u uecrorara
Ha CEpOJIOTHYEH OTTOBOP 28 [AHU ciief 103a 2, € IPOBEAEH IIPU NOArpyIa OT JeLa Ha Bb3pacT OT

6 rogunu 10 11 roguan (N=319) B meAnaTpMyHOTO MPOYYBaHE U PU YYACTHUIM Ha BB3pacT ot 18§ 1o
25 roaunu (N=295) B MpOyYBaHETO MPH BH3PACTHU. Y YaCTHUIIUTE HE Ca UMAJIM UMYHOJIOTHYHH HITH
BHPYCOJIOTHYHH JI0Ka3aTescTBa 3a npeaxonHa napexuus cbc SARS-CoV-2 Ha uzxoano Huso. GMR
Ha TUTPUTE Ha HEYTPAIM3HUPALIUTE aHTUTENA IPHU JAela Ha Bb3pacT oT 6 roauHu 10 11 roguxu B
cpaBHeHue ¢ yyactHunmte ot 18 1o 25 romunu e 1,239 (95% Cl: 1,072, 1,432). Paznukara B
yecToTara Ha cepojioruueH otroBop ¢ 0,1% (95% Cl: -1,9, 2,1). Kpurepuunte 3a He o-Mayka
edpukacHocT (nonHa rpanuna Ha 95% Cl 3a GMR >0,67 u nonna rpaauna Ha 95% Cl 3a pa3nukara B
YyecToTara Ha cepoJioruueH oTroBop >-10%) ca u3MbJIHEHH.

Hmynozennocm npu oeya na 8vspacm om 6 200unu 0o 11 200unu — creo 6ycmep dosza Spikevax
(opueunanua)

[IspBUYHAaTa 1€, CBbp3aHa ¢ IMyHOT'€HHOCTTa, Ha OycTep (a3aTa Ha TOBa MPOYYBAHE € Aa Ce
YCTaHOBU e(prkacHOCTTa Ha OycTep J103aTa IMPY YYaCTHUIIM HA BB3PACT OT 6 roguuu 10 11 roauHu
ype3 cpaBHABaHE HA UMyHHHTE oTroBopH ([en 29) ciex Oycrep no3ara ¢ Te3u, MOTYUCHH cle] 1032 2
oT mepBUYHaTa cepust (Jlen 57) mpu Mitaau Bp3pacTHH (Ha BB3pacT oT 18 mo 25 roawHn) B TOBa
MpOy4BaHe, KbJIETO € nokazaHa 93% eduxacHoct. EdukacHocT Ha Oycrep mo3ara ot 25 MUKporpama
Spikevax ce ycraHOBsiBa, aKO UMYHHHUTE OTTOBOPH ClIe OycTep mo3ara (CpeHa TeOMeTpUYHA
konuenTpauus [GMC] 3a Heytpanusupaio antutsuio [NAD] yectorara Ha ceposoruueH oTroBop
[SRR]) oTroBapsT Ha mpeaBapUTEIHO ONpPEACICHU KPUTEPHH 3a HE TIO-MaJika e(hUKacHOCT (KaKTo 3a
GMC, Taka u 3a SRR) B cpaBHEeHUE ¢ Te3H, I3MEPEHH CJIE/ 3aBbPIIBAHE HA ITBPBUYHATA CEPHSI ChC
100 mukporpama Spikevax cpex moarpyma miaaau Be3pacTau (18 10 25 ToAMHA) B OCHOBHOTO
NpOYyYBaHuUs 32 eHUKACHOCT TIPU BH3PACTHH.

B otkpura ¢a3za Ha ToBa Mpoy4YBaHE YYaCTHULIUTE Ha BB3pAcT oT 6 rogunu 10 11 roauHu moixyvasat
eqMHUYHA OycTep J03a Hall-MajIko 6 Mecela ciie] 3aBbPIIBaHe Ha MbPBUYHATA cepus (IBE T03H Mpe3
uHTepBai oT 1 Mmecei). [IbpBUYHATA TIOMYJIANKS 32 AaHAIN3 HA UMYHOTE€HHOCTTA BKITFOUBa

95 ygactauy ¢ OycTep /103a B Tpymnara ot 6 ronuHu A0 11 roauHu U ciyvaifHa moArpymna ot

295 y4aCTHHIM OT MPOYYBAHETO MPU MJIA M BH3PACTHHU ), KOUTO Ca MOJYYHIN JIBe 103U Spikevax ¢
uHTEpBaj oT 1 Mecen. U aBere rpynu y4acTHUIIM, BKIIOYEHH B aHANM3UpaHaTa MOIyJamus, He ca
MMaJi IMYHOJIOTHYHH WM BUPYCOJIOTHYHH JJOKa3aTeNICTBa 3a peaxoaHa nadekuus csc SARS-CoV-
2 mpeny bpBarta J103a OT Kypca Ha TbpBHUYHA BaKCHHALIUS M CHOTBETHO Ipen OycTep Jo3arta.

[Tpu 95-Te yuactaunm, ¢ Oycrep nosa - len 29, e GMC e 5 847,5 (95% Cl: 4 999,6, 6 839,1). SRR e
100 (95% CI: 95,9, 100,0). ITpoyuenu ca cepyMHuTe HUBa Ha NAD 3a fena ot 6 roauau 10 11 roquan
B MOATpyIara 1o MpOTOKOJ 3a OLEHKAa HA UMYHOTEHHOCTTA C OTPHULATENEH CTAaTyC 10 OTHOILICHHE Ha
SARS-CoV-2 npenu Oycrep p03aTa U CpaBHEHHETO € TE€3W OT MJIaIy Bb3pacTHH (Ha BB3pacT oT 18 1o
25 romuan). GMR Ha Gycrep no3ara B Jlen 29 GMC B cpaBHenue ¢ muaau Be3pactan: GMC B Jlen 57
e 4,2 (95% ClI: 3,5, 5,0), oTroBapsiiki Ha KpUTEPHHTE 32 HE MO-Mallka euKacHOCT (T.€. IOJTHA
rparuta Ha 95% Cl >0,667); paznukara B SRR e 0,7% (95% ClI: -3,5, 2,4), otroBapsiia Ha
KpUTEpHHUTE 32 HEe MO-MaJika eukacHOCT (1osiHa rpaHuna Ha 95% ot pasnukaTta B SRR >-10%).
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[penBapuTEIIHO ONPE/ICIICHUTE KPUTSPHH 32 YCIIEX 32 OCHOBHATA I1eJT 32 UMYHOTEHHOCT Ca U3IIbJI-
HEHH, KOETO TI03BOJIsIBa Jla C¢ HAMPaBH M3BOJI 32 €(UKACHOCTTA HA BAaKCHHATA. Bbp3UAT BTOPHYEH OT-
TOBOp, OYEBHUJICH B pAMKHTE Ha 4 CEIMHUIIH Cliell IPUIIOKEHHUE Ha OycTep 703arta, € 10Ka3aTeICTBO 3a
CTAOMITHOTO TPEACTUMYJTHpane (priming), MpeAn3BUKAHO OT Kypca Ha MbPBHYHA BAKCUHAIUSI ChC
Spikevax.

Knunuuna egpuxacnocm npu oeya na v3pacm om 6 meceya 00 5 200unu

IIpoBeneHo € Tekymo mpoyuBane (asa 2/3 3a oleHKa Ha 0€30IT1aCHOCTTa, IIOHOCHMOCTTA,
peakToreHHOCTTa U edukacHocTTa Ha Spikevax mpu 3apaBu fena Ha Bb3pacT OT 6 Mecena 10

11 roauuu. B npoy4BaHeTo ca BKIKOYEHH Jiella OT 3 Bb3pacToBHU rpymu: oT 6 1o 11 roaunu, ot 2 10
5 roguau 1 ot 6 Mecena no 23 mecela.

W3BEpIIeH e eCKpunTrUBeH aHalu3 Ha e(PUKaCHOCTTA, OlleHIBAI MOTBEpAeHH ciydan Ha COVID-19,
cbOpaHu 70 AaTara Ha 3akirouBaHe Ha naHHuTe 21 dheBpyapu 2022 r., mpu 5 476 yyacTHALM HA
BB3pacT oT 6 Mecena 10 5 roxuHu, KouTo ca moayuran ase qo3u (Ha 0 u 1 Mecen) ot Spikevax

(n=4 105) wm mnane6o (N=1 371) u ca umManm oTpuULATEICH cTaTyc No oTHomeHne Ha SARS-CoV-2
Ha U3XOIHO HUBO (HapWYaHH ,,IIOIYJIAIMS IT0 MPOTOKOJ 3a oIleHKa Ha edukacHocTTa). He ce
0TOeNSA3BaT CHUIECTBEHH PA3JIMKU B IEMOrpa)CKUTE JaHHU MEXK/Y YYaCTHHULUTE, MOIydmwin Spikevax,
U TIOJTyYUITUTE TUIAIe0o.

MenauaHaTa Ha IPOABDKUTEIIHOCTTA Ha MpociensBane Ha eukacHoctTa cien Jlo3a 2 e 71 mHu 3a
YYACTHHUIIUTE HA BB3PACT OT 2 TOJMHU JI0 5 TOAWHY U 68 THH 32 YYaCTHHUIIUTE HA BB3PACT OT 6 Mecera
1o 23 mecerna.

EdukacHocTTa Ha BakcMHaTa B TOBA MPOYYBaHE € HAOFO1aBaHa Npe3 MepPHUo/Ia, KOraTo BAPUAHTHT
B.1.1.529 (Omicron) npeo6ianaBa cpe/ MUPKYIUPANIATES BAPHAHTH.

B Yacr 2 B momyJanusATa 1o MpOTOKOJ 3a OlleHKa Ha eukacHoCcTTa npu cirydante Ha COVID-19,
HacThmwK 14 wim noBede THU Clie/ MPHUIIOKEHHE Ha J103a 2, IPH U3I0JI3BaHe Ha ,,Jedunuims P301
3a ciydait Ha COVID-19% (1.e. neduHuIMATa, IPUIIaraHa B OCHOBHOTO MPOy4YBaHe Ha e()UKACHOCTTa
npH Bb3pacTHH) edukacHocTTa Ha BakcuHarta (VE) e 46,4% (95% Cl: 19,8; 63,8) npu Jera Ha Bb3pacT
oT 2 roaunu 10 5 roaunu u 31,5% (95% Cl: -27,7; 62,0) npu aera Ha Bb3pacT OT 6 Mecena J0

23 Mmecerna.

Hmynoeennocm npu oeya na v3pacm om 6 meceya 00 5 200uru

ITpu neua Ha BB3pact oT 2 10 5 roauHu cpaBHeHHeTo Ha NAD otroBopure Ha [Jlen 57 B Tazu Yacr 2 Ha
MOJrpyIIaTa Imo MPOTOKOJ 3a OllEHKa Ha HMYHOTeHHOCTTa (N=264; 25 MUKpOrpaMa) ¢ T€31 Ha MIIaJNTe
BB3pacTHH (N=295; 100 mukporpama) nokazsa GMR 1,014 (95% ClI: 0,881; 1,167), otrosapsiio Ha
KPUTEPHHUTE 3a TIOCTHTaHE Ha He Mmo-Maika eukacHocT (T.€. moiHa rpanuia Ha 95% CI 3a GMR
>0,67; ToukoBa oreHka >0,8). CpeaHara reoMeTpiuyHa KpaTHa cToifHOCT Ha yBenunuaBane (GMFR) ot
M3X0HOTO HUBO 110 Jlen 57 npu te3u aena e 183,3 (95% ClI: 164,03, 204,91). Pasnukara B yectoTara
Ha cepoJsioruueH oTroBop (Seroresponse rates, SRR) mexy aenara u Miaaaure Bp3pactau e -0,4%
(95% CI: -2,7%; 1,5%), kaTo chIlO OTroBaps Ha KPUTSPUUTE 3a TIOCTUTaHE HA HE IO-Mallka
edukacuoct (onHa rpanuna Ha 95% CI Ha pasnukara B SRR >-10%).

Ipm kbpMaueTa U MaJIKH Jela Ha BB3PacT oT 6 Mecera 0 23 Mecela cpaBHEHHETO Ha NAD
otroBopute Ha Jlen 57 B Ta3u Yact 2 Ha noJrpymnara 1o npoToKoJ 3a OlleHKa Ha UMYHOTEHHOCTTA
(n=230; 25 mukporpama) ¢ Te3u Ha miaaute Bb3pacTau (N=295; 100 mukporpama ) nokazsa GMR
1,280 (95% CI: 1,115; 1,470), oTroBapsiio Ha KpUTCPUHTE 3a TIOCTUTaHE HA HE MO-MaJika e()UKaCHOCT
(t.e. mosna rpanuia Ha 95% CI 3a GMR >0,67; ToukoBa oretka >0,8). Pasnukara B mporieHTa Ha
SRR Mexay KppMaueTa/Manky aera u miuaau Be3pactau € 0,7% (95% Cl: -1,0%; 2,5%), kaTo ChIio
OTroBapsi Ha KPUTEPHUUTE 3a MOCTUTAHE HAa HE MO-Maika edukacHocT (onHa rpanuna Ha 95% CI Ha
pa3nuKaTa B 4eCTOTaTa Ha CepoJIoruueH oTroBop >-10%).

CHC,Z[OB&TCJ'IHO, MpEeABAPUTCIIHO ONIPEACIICHUTEC KPUTCPUU 3a NOCTUTAHEC HA ITbPBUYHATA LICJI 11O
OTHOHICHNE HAa UMYHOI'€CHHOCTTA Ca INOCTUTHATU B ABETC BB3PACTOBU I'PYIIH, KOCTO ITO3BOJIsABA Aa CC

3aKJIFOYM 3a HAJIMYKEC Ha C(I)I/IKaCHOCT Ha 25 MUKpOI'paMa KakToO IMpU AelaTa Ha Bb3PacCT OT 2 TOAWHHA
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110 5 ToauHY, TaKa U IPU KbpMadeTa U MAIKUTE JIella Ha BB3pacT oT 6 Mecemna o 23 mecena
(Tabmmmu 6 u 7).

Ta6mmua 6. Pe3rome Ha CHOTHOLIIEHHETO HA CPeHUTE F€OMETPUYHU CTOHHOCTH HA
KOHIIEHTPAIUSTA U YeCTOTATA HA CEPOJIOTMYEH 0TTOBOP — CPABHEHHE HA JIMLATAa Ha Bb3PacT OT
6 Mecena 10 23 Mecena ¢ y4aCTHUIIMTE HA Bb3pacT oT 18 roamuu 10 25 roJuHu — rpyna mno
MPOTOKOJI 32 OLIEHKA HA HMYHOT€HHOCTTA

6 mecena 10 18 rogunm 1o 6 mecena 10 23 mecena/
23 mecerr 25 roguHH 18 romunm 10 25 roguHM
an=230 n=291
Tecr Bpem GMC GMC GMC OtroBaps Ha
eBa (95% CD* (95% CD* CHOTHOILIEH 1eJITa 32 He
TOYK ue (95% Mo-MaJjKka
a CI? eduxacHocr
(IH)
1780,7 1390,8 1,3
(1 606,4;1973,8) (1269,1; (1,15 1,5)
1524,2)
Tecr 3a 28 nHn
HEyTpalnu3upa | Clien Pa3ziauka B A
iy anturena | Jloza 2 CepoJornyen CepoJtornyen CePOJIOTHYH
cpemry SARS- O0TroBOp O0TroBOp Hs1 OTTOBOP
CoV-2 % (95% CIy* % (95% CI' % (95%
CI)"
100 99,3 0,7
(98,4; 100) (97,5;99,9) (-1,0; 2,5)

GMC = Cpenna reoMeTpuyHa CTOMHOCT Ha KOHIIGHTpAIIUSTA

N = Opoii yyacTHHUIIN ¢ HATIMIHY JTaHHU Ha U3XOIHO HUBO U B JleH 57

* CTOMHOCTUTE Ha aHTUTEJaTa, ChOOIIEHN KaTo HAMHPAIIH CE IOJ1 I0JIHATA TPaHUIIa Ha

konuuectBeHo onpenenenue (lower limit of quantification, LLOQ), ca 3amecteHu ¢

0,5 x LLOQ. CroiiHoCTHTE, TO-TOJIEMH OT TOpHATa TPaHMUIla HA KOJIMYECTBEHO OIpeeTeHnE

(upper limit of quantification, ULOQ), ca 3amecrenn ¢ ULOQ), ako HeiiCTBUTETHUTE CTOMHOCTH

JIUTICBAT.

2 log-TpancopmMupaHUTE HUBA HA AHTUTENATA Ca AHAIM3UPAHU C U3TIOJI3BaHE HA aHAJIN3 Ha
koBapuared mozen (ANCOVA) ¢ npoMeHIiBaTa Ha TpyIiaTa (y4acTHHIM Ha BB3PacT OT
6 Mecera 0 5 ronuHN 1 MITaIu BB3pacTHH) KaTto Gukcupad edekt. [lomyuenure cpemau
cToiiHocTH Ha LS, pasnukara Ha cpeanute ctoiiHOCTH Ha LS 11 95% CI ca tpancdopmupann
00paTHO 0 MbpBOHAYATHHUS Mallad 3a MpeACTaBsHE.

% He mo-masika epuKacHOCT ce 00sBsiBa, aKo J0JIHaTa Tpanuna Ha 2-crpannus 95% Cl 3a
cpoTHOIIeHHeTo GMC e no-rossima ot 0,67 ¢ ToukoBa orienka >0,8, a qoHaTa rpaHMIia Ha 2-
crpannus 95% Cl 3a pa3nukara B IpolleHTa Ha CEPOJIOTUYHMS OTroBOp € Haj -10% c¢ ToukoBa
oreHka >-5%.

¢ KpaifHUTE CpeIHO TEOMETPUYHM CTOMHOCTH Ha KOHIleHTpanuute Ha antutenara (GMC) B
AU/mI ca onpenenenu ¢ U3moi3BaHe HA TECT 32 MUKpoHeyTpanu3anus Ha SARS-CoV-2.

" CepOJIOTHYHHAT OTTOBOP, ABJDKAIL CE€ Ha BAKCHHAIUTA, ClIeIM(UYCH 32 KOHICHTPAIUsITa Ha
HeyTpanusupaiute antutena cpeiry SARS-CoV-2 RVP Ha HUBO y4acTHUK, CE OIpeaess B
poToKojIa KaTo nmpomsHa oT mox LLOQ g0 paBHa uin no-Brcoka oT 4 X LLOQ wu none 4-
KpaTHO yBEIMYEHHUE, aKO U3XOJHOTO HUBO € PaBHO WM M0-BUCOKO 0T LLOQ. 95% CI Ha
CEepOJIOTUYHHMS OTTOBOP ce M3uHcisiBa mo merona Ha Clopper-Pearson.

A Paznukara B 95% CI Ha ceponornaHus OTTOBOP CE M3UMCISIBA C M3MIO3BAaHE HA TOBEPUTEIHU IPaHUIH

Ha Miettinen-Nurminen (ckop).
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Tabauua 7. Pe3roMe Ha CHOTHOIIIEHHETO HA CPeIHUTE reOMEeTPUYHM CTOHHOCTH HA
KOHIIEHTPAIUSITA U YeCTOTATA HA CEPOJIOTHYEH OTrOBOP — CPABHEHNE HA JIMIATA HA BB3PaCT OT
2 TOIMHH /10 5 TOMHYU ¢ YYACTHUIMTE HA Bh3PAacT oT 18 roaunu 10 25 roaguHu — rpymna mo

NMPOTOKOJ 32 OLIEHKA HA HMYHOTE€HHOCTTA

2 romuHu 10 18 roqunn 10 2 roauHu 10 5 roauHu/
5 romuHM 25 roguHn 18 romunu 10 25 roquHA
n=264 n=291
Tecr Bpeme GM GMC GMC OtroBaps
Ba C 95% ChH* CbOTHOLLICH HA 1eJITa 32
TOYKA 95% ue (95% He M0-MaJIKa
Ch* CI? e(pUKaACHOCT
(1/H)
1410,0 1390,8 1,0
(1273,8; (1262,5;1532,1) (0,9; 1,2)
1560,8)
Tect 3a 28 mau
HEyTpalu3upa cren Paziuka B i
my anturena | Jloza2 Ceposornyen | Ceposiornyen CePOJIOTHYH
cpenry SARS- 0TroBop 0TroBOp Hsl 0OTTOBOP
CoV-2° % (95% % (95% CD" % (95%
CD" Ccn"
98,9 99,3 -0,4
(96,7; 99,8) (97,5; 99,9) (-2,7; 1,5)

GMC = Cpenna reomeTpryHa CTOHHOCT Ha KOHIIEHTPALIUATA
N = Opo¥ yJaCTHHUITH ¢ HATMYHU TaHHU Ha M3XOIHO HUBO U B [leH 57

* CTOHHOCTHTE Ha aHTUTEIaTa, ChOOIICHN KaTO HAMUPAIIH CE TI0]] I0JIHATA IPAaHUIlA Ha

konuuectBeno onpenenenne (lower limit of quantification, LLOQ), ca 3amecrenu ¢

0,5 x LLOQ. CroiiHOCTH MO-TOJIEMHU OT rOpHATa rPaHKIA Ha KOJMYECTBEHO ONpeielieHHe

(upper limit of quantification, ULOQ), ca 3amecrenn ¢ ULOQ), ako fAefcTBUTETHUTE CTORHOCTH

JIMIICBAT.

2 log-TpancopmMupaHuTe HUBA HA aHTHUTENATa Ca AHATM3UPAHU C M3II0JI3BaHe HA aHAJIN3 Ha

koBapuared mozen (ANCOVA) ¢ npoMeHIiBaTa Ha TpyIiaTa (y4acTHHIM Ha BB3pacT OT
6 Mecera 10 5 ronuHM 1 MITaTU BB3pacTHH) KaTto Gukcupad edekt. [lomyuenure cpenau

cToiiHocTH Ha LS, pasnukara Ha cpeanute ctoiiHOCTH Ha LS 11 95% CI ca tpancopmupann
00paTHO 0 MbpBOHAYATHHUS Mallad 3a MpeACTaBsHE.

% He mo-masika epuKacHOCT ce 00sBsiBa, aKo J0JIHaTa Tpanuia Ha 2-crpannus 95% Cl 3a

cpoTHOIIeHHeTo GMC e mo-rossima ot 0,67 ¢ ToukoBa orieHka >0,8, a qoHaTa rpaHMIia Ha 2-
crpannus 95% Cl 3a pa3nukara B IpolleHTa Ha CEPOJIOTUYHMS OTroBOp € Haj -10% c¢ ToukoBa

oreHka >-5%.

® KpaitHuTe cpeJHO reOMEeTpUYHH CTOMHOCTH Ha KOHIeHTpauuuTe Ha antutenata (GMC) B

AU/mI ca onpenenenu ¢ U3moi3BaHe HA TECT 32 MUKpoHeyTpanu3auus Ha SARS-CoV-2.

" CepoJIOTUYHUST OTTOBOP, JBJDKAIL C€ Ha BAKCHHAIUATA, CTICIIM(UICH 32 KOHIICHTPAIUITa Ha
HeyTpanusupaiuTe antutena cpeiry SARS-CoV-2 RVP Ha HUBO y4acTHUK, Ce OIpEAess B
MPOTOKOJa KaTo nmpomsHa oT mox LLOQ g0 paBHa wiu no-Brcoka oT 4 X LLOQ wmm none 4-
KpaTHO yBEIMYEHHUE, aKO U3XOJHOTO HUBO € PaBHO WM Mo-BUCOKO 0T LLOQ. 95% CI Ha

CEepOJIOTMYHHMS OTTOBOP Ce U3UMCIABa mo MeToaa Ha Clopper-Pearson.

APasmukara B 95% Cl na CCEPOJIOTMYIHMA OTTOBOP CC U3YUCIIABA C U3II0JI3BAHC HA JOBEPUTCIIHU I'PAaHULIUA
ua Miettinen-Nurminen (ckop).

CTapquKa BB3pacT

Spikevax (opurrHanHa) e U3CJIeABaHa MIPH JIMLA HA BB3PAcCT 6 1 IIOBEUE MECela, BKIIOUYUTEIHO
3 768 yuacTHHIIM Ha BB3pacT Ha 65 u moBeue ronuan. EdukacHoctra Ha Spikevax (opurnHainHa) npu
YYaCTHHIUTE B HANIPEAHANIA BB3PACT (=65 rouHI) ChOTBETCTBA HA Ta3W NP ITO-MJIQIUTE BH3PacTHU

yuactHunH (18-64 romunn).
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IlengnaTpruuHa monyaamus

EBporefickaTa areHnus mo jJekapcTBaTa oTiiara 3aIbJDKEHHETO 32 MPEIOCTABSIHE Ha PE3yJITaTUTE OT
npoyuBaHusaTa cbe Spikevax (opuruHamHa) B €JHA WM MMOBeUE MOATPYIH Ha equaTpruyHaTa
nomysanus pu npesenius Ha COVID-19 (k. Touka 4.2 3a uHpOpMaIis OTHOCHO yroTpeda B
NeaaTpUsITa).

5.2 ®dapMaKkOKHHETHYHU CBOMCTBA

Henpunoxumo

5.3 IlpeakJIuMHUYHU TaHHH 32 0€30MACHOCT

HexnmmanmyanTe NaHHA He TTOKa3BaT OCOOCH PHCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHATHUTE
MPOYYBaHHUS 32 TOKCHYHOCT MIPYU MHOTOKPATHO TPUIIOKEHUE, PEIIPOAYKTUBHA TOKCUIHOCT

TOKCHUYHOCT 3a pa3BUTUETO.

OO0111a TOKCUYHOCT

[poBenenu ca mpoyuyBaHus 3a 001]a TOKCHYHOCT NPH ILTHXOBE (HA KOUTO Ca TPUIIOKEHH
MHTPaMYCKYJHO 110 4 103M, HaJBHIIABAIIN A03aTa IPU XOPa, BEAHBX Ha BCEKH 2 CEAMHULIN).
HabnronaBanu ca npexoaHu 1 00paTUMH OTOK M €pUTEM Ha MSICTOTO Ha MHKEKTHPaHE, KAKTO
IPEXOAHU U 00pPAaTUMU IIPOMEHH B J1a0OPAaTOPHUTE [TOKA3aTENH (BKIIOYUTEIHO [IOBUIIABAHE HA
€03uHO(HIKTE, AKTUBUPAHOTO MAapUUATHO TPOMOOIIIIACTHHOBO BpeMe u pubpuHorena). Pesynrarute
MIpeInoaraT, ye MOTeHIHATHT 32 TOKCUIHOCT IPH XOpa € HHUCHK.

FCHOTOKCI/I‘IHOCT/KaHHeDOFeHHOCT

Iposemenu ca in Vitro u in Vivo mpoy4BaHus 3a TEHOTOKCHYHOCT C HOBHSI JIMITHIEH KOMITOHEHT SM-
102 na BakcuHara. Pe3ysraTuTe Ipeanoarar, ye HOTEHIHAIBT 3a TEHOTOKCHYHOCT MPH X0pa € MHOTO
HUCHK. He ca mpoBexaanu Mpoy4BaHus 3a KaHIIEPOTCHHOCT.

PenpoykKTUBHA TOKCUYHOCT

B enHo npoyuBaHe 3a TOKCHYHOCT Ha pa3putueto 0,2 ml OT BakCHHA ChC ChCTAB, ChIBPKAII CHIIOTO
konmaectBo HPHK (100 Lg) 1 apyTw ChCTaBKH, BKIIIOYCHN B IMHUYHA 1032 Ha Spikevax
(opuruHaiHa) 3a X0pa, € MPUIIOKEHA Ha KEHCKHU TTbX0BE HHTPAMYCKYIHO B 4 ciydas: 28 u 14 nHu
npeau unrocBane u Ha recraiuoneH Jen 1 u 13. ArtuTsuio-orrosopu cperry SARS-CoV-2 ce
HaOJTI01aBaT MPH KEHCKHUTE TIHXOBE OTIPEaAN YU(TOCBAHETO J0 Kpasi Ha MPOyYBaHETO Ha 2 1-Bus
JIAKTAllMOHCH ACH, KAKTO U IIpU @eTyche U TTIOKoJIeHHeTo. B MMPOYYBAHCTO HAMA CBbpP3aHU C
BaKCHHATa HeXeJaH! e(peKTH BbpXY QepTHINTETa MIPH KEHCKUTE, OpeMEeHHOCTTa, eMOpHo(deTaTHOTO
Pa3BUTUC, PA3BUTUCTO HA ITOKOJICHUCTO WJIX ITOCTHATAJIHOTO PA3BUTHUC. JIunicBar JaHHU JaJInu
BakcmHaTa Spikevax (opHrHHaHA) IPEMHUHABA TIPE3 TUIAIIEHTaTa HMIIH C€ EKCKPEeTHpa B MIIIKOTO.

6. OAPMAIIEBTUYHU JAHHU
6.1 CHoucbk Ha HOMOIIHHUTE BEIIECTBA

SM-102 (xenranekan-9-mn 8-{(2-xuapokcueru)[6-0kco-6-(yHACIMIOKCH)XEKCHII |aMHHO } OKTAHOAT)
Xounecrepon

1,2-mucreaponn-sn-rimmepo-3-hochoxonmn (DSPC)

1,2- muMupucTonn-rac-rauuepo-3-merokcunonueTwieHrmkon-2000 (PEG2000-DMG)

Tpomeramon

TpoMeTaMoI0B XUAPOXIOPHT

OreTHa KHCeIMHA
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Harpues anerar tpuxuapar
3axapo3za
Bona 3a naxexnuu

6.2 HecbBMecTUMOCTH

To3u nekapcTBEH MPOAYKT HE TPAOBA 1a ce CMeCBa C APYTH JICKAPCTBEHU MPOIYKTH HIIH 14 Ce
paspexna.

6.3 Cpok Ha rogHOCT

HeoTtBopen mHorono3os daakos (Spikevax XBB.1.5 0,1 mg/ml nHXeKIHMOHHA AUCIIEPCHs)

9 meceria mpu -50°C o -15°C.

B pamkute Ha mepuona oT 9 mMecena, cien U3BaKIaHE OT Ppu3epa HEOTBOPECHHUAT (IJIAKOH C BAaKCHHA
MOXe€ J1a ce ChXpaHsBa B xuaguinHuk npu 2°C go §8°C, 3alUTEH OT CBETIUHA, MakcuMyM 3a 30 nHu. B
paMKuTE Ha TO3U [IEPHUOJ, 32 TPAHCIOPTUPAHE MOXKe Jia ce u3no3Bar a0 12 vaca npu 2°C no 8°C (Bxk.
TouKa 6.4).

CrI10 € MoKa3aHa XMMHUYHA U (PU3WYHA CTAOMITHOCT HA HEOTBOPCHH (DIIAKOHHU C BAKCHHA B
npoabKeHue Ha 12 Mecena, koraro ce cbxpansasar npu -50°C no -15°C, npu ycjioBue 4e HIOM KATO
BeJIHbK 0b/ie pa3Mpa3eH M ocTaBeH Ha cbxpaHeHnne nmpu 2°C po 8°C, u e 3auuTeH OT CBETJINHA,
HEOTBOPEHHUAT ()MJIAKOH II[e ce U3MO0JI3Ba B PAMKHTE HAa He moBeue oT 14 quu (BMecto 30 aHH,
KaKTO Koraro ce cpxpansina mpu -50°C mo -15°C 3a 9 mecena), 6e3 1a ce HagBUILIaBa OOLIOTO BpeMe 3a
chxpaHeHue 12 mecena.

Bennwk pazmpaseHa, BaKCHHATa He TPSOBA J]a ce 3aMpassiBa MOBTOPHO.

HeoTtBopenara BakcuHa MOXe j1a ce chxpansaBa npu 8°C mo 25°C mo 24 daca cieql u3BaKIaHe OT
XJTQTATHUK.

[Iyaktupanu MmHOT0A030BH hiakonu (Spikevax XBB.1.5 0,1 mg/ml umxekimmonHa nucrepcusi)

JlokazaHa € XUMWUYHA U (U3UYHA CTAOWIIHOCT IpH ynoTpeda B mpoabbkeHne Ha 19 yaca cien
IbPBOHAYATHOTO IMyHKTHpaHe mpu 2°C 1o 25°C (B paMKUTE Ha JOMYCTUMHUS CPOK 3a YIIoTpeda ot
cpoTBeTHO 30 mu 14 muau u BrimouutenHo 24 yaca npu 8°C g0 25°C). Ot MukpoOnoIorudHa riiegHa
TOYKa MPOJIYKTHT TPSIOBA J1a Ce U3IO0JI3Ba He3a0aBHO. AKO BAaKCMHATA HE CE U3II0JI3Ba BEHATA,
MIEPUOABT Ha U3IIOJI3BaHE U YCIIOBHATA Ha ChXpaHEHHE Tpeay yrnoTpeda ca OTTOBOPHOCT Ha
notpeoures.

HeoTtBopeH ennon030B hiakoH (Spikevax XBB.1.5 50 MukporpamMa MHXEKIIMOHHA JIUCIIEPCHS])

9 mecera mpu -50°C o -15°C.

B pamkute Ha meprosia oT 9 Mecena, cien U3BaKIaHe OT Gpusepa, eAHOA030BHUTE (PIAKOHU MOXKE J1a
ce chXpaHsBaT B XJaquiiHUK pu oT 2°C o 8°C, 3amureHu oT CBeTInHa, 38 MakcuMyM 3a 30 quu. B
PaMKHTE Ha TO3HU TMEPHOJ €IHO030BUTE (HIIAKOHH MOXKE Jia ce TpaHcnopTupar a0 12 vaca npu 2°C o
8°C (Bxk. Touka 6.4).

JlokazaHa e ChII0 XUMHUYHA M (DU3UYHA CTAOMIIHOCT HA HEOTBOPEHHU €JHOA030BH (DIAKOHH B
poabkDKeHne Ha 12 Meceria, Korato ce chxpanssar npu -50°C mo -15°C, npu ycjoBHe Ye MIOM KATO
BeIHBK Ob/ie pa3Mpa3eH N ocTaBeH Ha cbXxpaHenne npu 2°C no 8°C, 3amureH OT CBETIUHA,
€THOX030BHAT ()JIAKOH IIle Ce U3IMO0JI3BAa B paMKHUTe Ha He moBeye oT 14 auu (BMecto 30 mHwU,
Korato ce cbxpansiBa npu -50°C o -15°C 3a 9 mecena), 6e3 na ce HagBHIIaBa 00110 BpeMe 3a
cbxpaHenue 12 mecera.
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Benupx pasmpaseHa, BakcHaTa He TpsiOBa Ja ce 3ampassiBa IOBTOPHO.

EnnonozoBute duakonn Moxke Aa ce chxpanssat npu 8°C 1o 25°C no 24 vaca ciiei U3BaKaaHe OT
XJIAUIHHK.

SDikeVﬁX XBB.1.550 MHKpOrpaMa MHXXCKIIMOHHA AUCHICPCHA B MPEABAPUTCIIHO HAITbJIHCHA
CIIPHUHITIOBKA

9 meceria pu -50°C o -15°C.

B pamkuTe Ha niepuoja ot 9 Meceria, clie]] M3BaXKIaHe OT Gppu3epa, MPEABAPUTEITHO HAITBIHCHU
CIIPHHIIOBKH MOJKE J1a C€ ChXpaHsABaT B XjaaamiaHuk mpu 2°C mo 8°C, 3ammTeHn OT CBETIIMHA, 38
makcumyM 3a 30 gau (BXK. TOuka 6.4).

Joka3aHa e chII0 XUMHYHA U (PU3WYHA CTAOMITHOCT HA HEOTBOPEHH TPEIBAPUTEITHO HAITBIHEHH
CTIIPUHIIOBKH B MPOABIDKEHUE Ha 12 Mecena, korato ce chxpanssar npu -50°C o -15°C, npn
yCJI0BHe 4Ye II0OM KATO BeHbK 0bJe pa3Mpa3eHa U ocTaBeHa Ha cbxpaHeHue 2°C no 8°C,
alllUTEeHA OT CBETJIMHA, MPeIBAPUTE]HO HATbJIHEHATA CIPHHIOBKA 1€ Ce M3M0J3Ba B PAMKHUTE Ha
He noBeyve oT 14 quu (BMecto 30 qHM, Korato ce chxpansiBa npu -50°C no -15°C 3a 9 mecena), Oe3 na
ce HaJBUIIIaBa 0010 BpeMe 3a chXxpaHeHue 12 mecena.

Benuwxk pa3mpaseHa, BakCHHATa He TPIOBa Ja ce 3aMpa3siBa MOBTOPHO.

[IpenBapurenHo HaTBIHEHUTE CIPUHLIOBKY MOXKe J1a ce cbxpanaBat npu §°C 1o 25°C no 24 vaca
CJle/l U3BAXK/aHE OT XJIaJUIHHK.

6.4 Cnelma.mm ycdioBusa Ha CbXpPaHCHUE

Spikevax XBB.1.5 0,1 mg/ml nsxekuonHa aucnepcus (MHOroa030BH (DJIAKOHM)

Ja ce cpxpansnBa BbB Gpusep npu -50°C go -15°C.

CoxpaHsBaiite ¢iakoHa B KApTOHEHATA OMAKOBKA, 3a Jla Ce MPE/a3y OT CBETIHMHA.

3a yCcaoBuATa Ha ChXPAaHEHHE CIIE]T pa3MpassiBaHe Ha JIEKapCTBEHHS POIYKT BIDKTE TOUKa 6.3.
3a yCcroBuUsATa HA ChXPAHCHUE HA MHOTO/I030BHUs (DJIAKOH CJIE/ MPBOHAYATHO OTBAPSHE BUXKTE
ToYKa 6.3.

Tpancnopmupate Ha pazmpasenu MH02000308U (paakoHu 6 meuno cvcmositue npu 2°C 0o 8°C

Axo tpancnioptupanero npu -50°C go -15°C He € BB3MOKHO, HATUIHH ca JaHHH, CIIOPET KOUTO €
BB3MOKHO TPAHCIIOPTHPAHETO HA €IMH WM NOBeYe pa3MpaseHu (IakoHa B TEYHO CHCTOSIHHE 32
neprox 1o 12 gaca ipu 2°C go 8°C (B paMKuTe Ha TOMYCTUMHS CPOK 3a yroTpeda oT choTBETHO 30
wm 14 qam 2°C no §°C). Beguwx pa3MpaseHu U TPaHCIIOPTUPAHH B TEYHO chCTOsIHUE TIpH 2°C 1o
8°C, ¢uakonuTe He TpsiOBa 1a ce 3aMpa3sBaT MOBTOPHO, a Aa ce chxpansasaT npu 2°C no 8°C o
TAXHOTO M3MOJI3BAHE.

Spikevax XBB.1.5 50 mukporpama HHXEKIMOHHA aucnepcus (e1HOL030BU (DIIAKOHH)

Ja ce cpxpansaBa BbB ¢Gpusep npu -50°C go -15°C.
CoxpansBaiite eqHO1030BUs ()JIAKOH B KAPTOHEHATA OMAKOBKa, 32 Ja Ce MPEJIa3y OT CBETIIHHA.
3a ycloBusATa Ha ChXPaHEHUE CJeNl pa3MpassiBaHe BIDKTE TOUKa 6.3.

Tpancnopmupane Ha edHo000306uU aaxkoru 6 meuno cocmosinue npu 2°C 0o 8°C

Axko tpancnioptupanero npH -50°C no -15°C He e Bb3MOKHO, HATMYHHUTE TaHHU TTOIKPETISAT
TPAaHCIOPTUPAHETO HA SMH WK TIOBEUE pa3Mpa3eHH eHOI030BH ()JIaKOHA B TEYHO CHCTOSHHE MPH
2°C mo 8°C (B paMKHTe Ha JOIyCTHMUS CPOK 3a yroTpeda oT choTBeTHO 30 i 14 gam npu 2°C 1o
8°C). Benubk pa3Mpa3eHu U TPAHCIIOPTUPAHU B T€UHO cheTosiHue pu 2°C mo 8°C, eqHO1030BUTE
(hakoHu He TPsIOBA Ja ce 3aMpa3saBaT MOBTOPHO U TPsiOBa aa ce chxpanssaT npu 2°C mo 8°C mo
H3I0J3BAHETO UM.
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Spikevax XBB.1.5 50 MukporpamMa HHXEKIIMOHHA IUCIIEPCHS B IPEABAPUTEIHO HAITBIHEHA
COPHHIIOBKA

Ja ce cbxpansBa BsB ¢pusep npu -50°C o -15°C.

CoxpaHsBaiiTe mpeBapUTEIHO HAITBIHEHATA CIIPUHIIOBKA B KAPTOHEHATa OTIAKOBKA, 32 J1a Ce
Mpena3y OT CBETJINHA.

3a ycnoBUsTa Ha ChXPAHEHUE CIENl pa3Mpa3siBaHE BIKTE TOUKa 6.3.

Tpancnopmupare Ha pasmpaszenu RPeod8apumenHo HanvIHeHU CHPUHYOBKU 8 MEYHO CbCMOAHUe HpU
2°C 0o 8°C

Axko tpancnioptupanero npu -50°C 10 -15°C He € Bb3MOKHO, HATMYHHUTE JTaHHU TOAKPETISAT
TPAHCIIOPTHUPAHETO Ha eHa WU MOBeYe Pa3MpPa3eH! NPEABAPUTEITHO HAITBIHEHU CIIPUHIIOBKH B
TeyHo cberostaue npu 2°C 10 8°C (B paMKkuTe Ha JOMYCTUMHUS CPOK 3a yroTpeda oT ¢choTBETHO 30
i 14 gau ipu 2°C o 8°C). Benabx pa3MpazeHu U TPAHCIIOPTUPAHU B TEUHO CheTosiHUE pu 2°C
1o 8°C, nmpeaBapuTeIHO HAIIBJIHCHUTE CIIPUHIIOBKY HE TpsiOBa Jia ce 3aMpa3siBaT IOBTOPHO U TPsiOBa
na ce cexpansBar npu 2°C 10 8°C 10 U3IM0I3BAHETO UM.

6.5 Bwuau cbabprkaHue HA OMAKOBKATA

Spikevax XBB.1.5 0,1 mg/ml usxekimonHa aucnepcensi (MHOT01030BU QIIaKOHH)

2,5 ml qucrniepcust B MHOT0/1030B (pJ1akoH (OT CTHKJIO THIT | MM €KBUBAJIEHTHO CTHKIIO, MIIH IUKIHYEH
oJie(UHOB MOJIUMED C BHTPEITHO OapHepHO TOKPUTHE) ChC 3aIymaika (XJI0poOyTIIIOB KayIyK) U
CHHBO OTYYIIBAIIO Ce Karadye ¢ 0O0kaTka (alyMUHHEBa 00KaTKa).

Onaxkogka: 10 mHOTOZ030BH (hitakoHa. Beeku duakoH chabpxka 2,5 ml.

Spikevax XBB.1.5 50 MukporpaMa HHXKEKIIMOHHA JUcIiepcHs (€AHOI030BH (hIaKOHU)

Mucnepcus 0,5 ml B eqHO1030B hakoH (OT CTHKIO TN | MM €KBUBAJIICHT HA CTHKIIO THUI 1) Cbe
3amyIanka (XJIOpoOyTHIIOB Kay4yyK) U CHHbO OTYYIIBAIIlO Ce Karade ¢ 00KaTka (alyMHHHEeBa 00OKaTKa).

Bunose onakoBku:

1 eqHOMO30B (hTakOH

10 enHot030BM (pitakoHa
Bceeku dmakon cpabpxa 0,5 ml.

He Bcuuku BUIOBE OMAKOBKY MOTaT J1a Ob/IaT IIyCHATH Ha T1a3apa.

Spikevax XBB.1.5 50 MukporpaMa HHXEKIIMOHHA IUCIIEPCHS B IPEABAPUTEIHO HAITBIHEHA
COPUHIIOBKA

Hucniepcust 0,5 ml B mpeBapuTeIHO HAITBJIHEHA COPUHIIOBKA (LUKJINYESH 0JIE()UHOB MOJIMMED) C IiIaBa
Ha OyTtanoto (OpoMoOyTHIIOBa T'yMa ¢ IOKPUTHE) M Karadka Ha Bbpxa (OpOMOYTHIIOB KaydyK, 0e3
WTJIa).

[IpeaBapurenHo HabJIHEHATA CIPUHLIOBKA € OIaKOBaHa B 1 mpo3padeH OnucTep, ChIbprKalll
1 npeaBapuTEIHO HAITBJIHEHA CTIPUHIIOBKA HJIH 5 MPO3payHu OJIMCTEPa, BCEKU OT KOUTO ChIBPIKA I10
2 peZIBAPUTEIHO HAITBIIHEHH CIPUHIIOBKH.

BuoBe ommakoBKH:

1 mpenBapHUTENHO HAIThJIHEHA CIIPUHIIOBKA

10 npeaBapUTEIIHO HAIIBJIHEHH CIIPUHIIOBKH

Bcesika npeiBapuTeIHO HATbJIHEHA CIIPUHIIOBKA Chabpska 0,5 ml.

He Bcuuku BHJI0OBC OIIAKOBKH MOTrarT aa 6’B,Z[aT ITyCHATH Ha I1a3apa.
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6.6 ChenuajaHu mpeanasHu MepKHU NPH U3XBBPJIsiHE H padoTa

Bakcunara Tp5I6Ba Jla C€ IPUT'OTBSA U IMOCTaBA OT 06yquH MEIUIMHCKU CIIETUAIIMCTH ITPU CIIa3BAHE
Ha aCCIITUYHU TEXHHUKU, 3a JIa CC€ rapaHTUpa CTCPUIHOCT HAa AUCIICPCHUATA.

Spikevax XBB.1.5 0,1 mg/ml naxexkmonHa aucnepcerst (MHOr01030BU (DJIaKOHU)

Bakcunara e rotoBa 3a yHOTpe6a CJIC pasMpassaBaHEC.

Ja He ce pa3kJialla Win pa3pexkaa. 3aBbpTeTe JIeKo (IakoHa ClIe pa3MpassiBaHe U NMPeI BCIKO
W3TETJISHE.

VYBepere ce, 4e (IAKOHBT MMa CHHBO OTUYIIBAIIO CE Karaye ¥ HAMMEHOBAHUETO Ha MPOJIyKTa ©
Spikevax XBB.1.5. Ako ¢akOHBT € ChC CHHBO OTYYIBAIIO CE Karnaye i HAMMEHOBAHHUETO Ha
npoaykta e Spikevax 0,1 mg/ml, Spikevax bivalent Original/Omicron BA.1 unu Spikevax bivalent
Original/Omicron BA.4-5, Moits1, HallpaBeTe CIpaBKa ¢ KpaTkara XapaKTepHCTHKA Ha IPOIyKTa 3a
(hopmynupoBKara.

HpeHOp’L‘-II/ITGHHO € Ja np060>1<)1aTe 3allyniajiKkaTa Ha pa3IM4HO MACTO BCCKU ITBT.

B®B Bceku MHOT071030B (pJIaKOH ce ChABPIKA M3JHUILIBK, 33 a MOXKE []a C€ rapaHTUpa JOCTABSIHETO Ha
5 no3u no 0,5 ml wim makcumym 10 103u 1o 0,25 ml B 3aBUCHMOCT OT Bb3pacTTa Ha JIHIETO.

PasmMpazere Bcekn MHOT01030B (hIaKOH Mpeay yrnoTpeda, KaTto cieaBare yKa3aHusTa 1o-10JTy
(Tabmuma 8). Koraro ¢h1akoHBT € pa3Mpa3eH B XJIATWIHHUK, OCTaBEeTe TO Ha CTaifHa TeMIiepaTypa 3a

15 MHUHYTH TIpeay IPUIOKEHHE.

Tabauna 8. Ykazanus 3a pasmpassiBaHe HAa MHOT01030BH (uIaKOHHU Npean ynorpeda

YKa3zaHMs ¥ NPOABJIKUTETHOCT HA pa3Mpa3siBaHe
Temnepartypa
Temnepa a | IIpoabuxkur | Ha
patyp POA [poabikuTETHOC
OnakoBKa HA €JIHOCT Ha pasmpassiBan | Ha
pa3mpa3ssiBaHe | pa3mpassiBa | e
. pa3mMpa3ssiBaHe
(B XJIAINJIHUK) | He (npu craiina
TeMIepaTypa)
24acauu
MHoro10308B QrakoH 2-8°C 15°C-25°C 1 yac
30 MuHyTH
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Spikevax XBB.1.5 50 MukporpaMa HH>XEKIIMOHHA AUCTiepcHst (€IHOI030BH (hJIAKOHU)

Bakcunara e roToBa 3a ynotpe6a ciezn pazMpassiBase.

Jla He ce pa3kIialia Win pazpexa. 3aBbpTere Jieko (IakoHa Clie/l pa3MpassiBaHe U MPeH U3TeTIIsHE.

YBepeTe ce, uc @HaKOHLT HMa CMHBO OTUYNBAIIO CC Kara4y€ 1 HAMMCHOBAHUETO Ha NIPOAYKTa €
Spikevax XBB.1.5. Ako ¢akOHBT € ChC CHHBO OTYYIIBAIIO CE Karnaue 1 HAMMEHOBAHHUETO Ha
npoaykra e Spikevax bivalent Original/Omicron BA.1 uwim Spikevax bivalent Original/Omicron
BA.4-5, mons, HanpaBeTe cripaBKa ¢ KpaTKara XapakTepUCTHKa Ha IPOAYKTa 3a (OpMYIIMPOBKATa.

Ipeau ymotpeba pazmpasere BCEKH €HOA030B (PIIAKOH, CICBANKY yKa3aHUATA MO-10.1y. Beeku
€/IHO/1030B (hJTaKOH WU KapTOHEHATa OMAaKOBKa, chabpikama 1 wim 10 ¢nakoHa, Moxe 1a ce
pa3Mpasu Wik B XJIaJUIHUK, WK IpHU cTaiiHa Temneparypa (Tabnuma 9).

Tab6auna 9. Yka3zauus 3a pasMpa3siBaHe HA €AHOT1030BHA Qmalcmm U KAPTOHCHH ONMAKOBKH

npeau ynorpeda

Yka3aHus U NPOIbJKUTETHOCT HA pa3Mpa3siBaHe
Temmneparypa
Temneparypa Hl; wp
OnakoBka Ha IpoabirkUTETHOCT IIpoabmxuTeHOCT
pa3Mpa3ssiBaHe
pa3Mpa3ssiBaHe Ha pa3Mpa3siBaHe N Ha pa3Mpa3ssiBaHe
(B XJIaAWJIHUK) (npu crajina
6 TeMIiepaTypa)
Ennonozos
q)iaK(I)[H 2°C mo 8°C 45 munyTH 15°C nmo 25°C 15 MunyTH
Kapronena
P 2°C no 8°C 1 gac u 45 muHyTH 15°C nmo 25°C 45 MuHyTH
OTTaKOBKa

Ako ¢uakonute ce pazmpasssar npu 2°C no 8§°C, ocraBeTe Bceku (pyiakoH /a MPecTOU Ha cTaifHa

temreparypa (15°C no 25°C) 3a npuOIU3UTENHO 15 MUHYTH NIpen TPUIIOKEHHUE.
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IIpunoxxeHue
Bakcunara TpsiOBa J1a ce mpuiiara UHTpamMycKyJHo. [IpeAnoynTaHoTo MICTO € JSITOUTHHUSIT MYCKYJI B
ropHata 4acT Ha pbkara. He mpuinaraiite Ta3u BakCHHA HHTPAaBaCKyJIapHO, MOJKOXKHO WU

HUHTPaZEpPMaIIHO.

MHnozo00306u praxonu

Spikevax XBB.1.5 50 MukporpamMa HHXEKIIMOHHA IUCIIEPCHS B IPEABAPUTENHO HAITBIHECHA
CIIPUHIIOBKA

I[a HC CC pa3Kiiallla Uiu pa3peiKaa CbABPIKAHUCTO HA MMPEABAPUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA.

Bcesika peiBapuTeNIHO HAMMBJIHEHA CIIPUHIIOBKA € CaMO 3a €HOKpaTHa ynoTpeba. BakcuHara e rotoBa
3a ynotpeba ciesi pa3mpassiBaHe.

Or BCsiKa MPEIBAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA MOKe 1a Oble npuiioxkena eana (1) nosa ot 0,5 ml.

Spikevax XBB.1.5 ce nocTaBs B €1HO/I030Ba, MPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA (€3 uriia),
ceappikamma 0,5 ml (50 mukporpama anmyzomepan) nPHK u TpsibBa ma ce pasMpasu npean
MIPUIIOKEHUE.

[Ipean ynorpeba pa3mpasere BCsKa NpeIBapUTEIHO HAIBJIHEHA CIPUHLIOBKA, CIEABANKU
WHCTPYKIMHUTE NO-A0Ty. CIIPUHIIOBKUTE MOXE Jla ce pa3MpassBaT B OJUCTEpHUTE OMAKOBKH (BCEKU
Omucrep chabpika 1 WK 2 npeaBapuTEIHO HAITBJIHEHN CIPUHLIOBKH, B 3aMHCHUMOCT OT OIIaKOBKAaTa)
WK B camMaTa KapTOHEHa OMaKOBKa, B XJIaIMJIHUK WK Ha cTaliHa TeMneparypa (Taomuna 10).
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Ta6auuna 10. Yka3zauus 3a pasMpassiBaHe Ha MPeIBAPUTETHO HANbIHEHH CIPHHIIOBKH
KapToHeHu onakoBkH ¢ Spikevax XBB.1.5 npenu ynotpeda

Yxka3aHus ¥ NPOAbJKUTETHOCT HA pa3Mpa3siBaHe
MpoxbiK Temneparypa
Temmneparypa poa Ha
HUTEJHOCT IMpoab/KkuTEIHOC
OnakoBka Ha Ha pasMpasiBan T Ha
PasMpassBane | ..\ ipassn ¢ azMpa3siBaHe
(B XJIaAUJTHHUK) P aEe (npu craiina P (MEH i)
°O) TeMImepaTypa) y
(MUHYTH) o
(WY)]
IIpenBapurenHo
HaIbJIHCHA CIPUHIIOBKA 2-8 55 15-25 45
B OJMicTEpHA ONAKOBKa
Kapronena onakoBka 2-8 155 15-25 140

VBepere ce, 4e IMETO Ha MPOJIYKTa B IPEIBAPUTEIIHO HAITBIHEHATa CIIPUHIIOBKA ¢ Spikevax XBB.1.5.
Axo HanMeHOBaHMETO Ha mpoaykra e Spikevax 50 mukporpama, Spikevax bivalent Original/Omicron
BA.1 unu Spikevax bivalent Original/Omicron BA.4-5, mons, HanpaBeTe cripaBka ¢ KpaTkarta
XapaKkTepUCTUKA Ha IPOYKTa 332 POPMYITUPOBKATA.

Vrkaszanus 3a paboma coc Spikevax XBB. 1.5 npedsapumentio nanvineHu CHPUHYOBKU

. OcTaBeTe BcsKa IpeABapUTEIIHO HAITbJIHEHA CIIPUHIIOBKA Ha cTaifHa Temmeparypa (15°C mo
25°C) B mpoAbKEHNE Ha 15 MUHYTH IIpeu [IPUIIOKEHUE.
[a He ce pa3knama.

. [Ipenu npuioxeHUe MPeIBapUTEITHO HAITbJIHEHATA CIPUHIIOBKA TPsOBA [1a ce oriea 3a
HAJMYMEC HA BUIUMH YaCTHUIIM U IPOMSIHA B IIBETA.
) Spikevax XBB.1.5 e 6suta 10 moutu Gsuta aucriepcus. Moke 1a Chabpika Oenn win

MOJTYIIPO3PAYHH YACTHUIIH, CBBP3aHU ¢ IpoaykTa. He mpunaraiite, ako BakCMHATa € C IPOMEHEH
LBAT WK CHIBPKA JPYTH BUANMH YaCTHIIH.

o Wrnurte He ca BKIIOYEHHU B KapTOHCHUTE OIMaKOBKU HA MPEABAPUTCIIHO HAIIBJIHCHUTE
CHPUHIIOBKH.

. M3mnomn3BaiiTe cTEprUTHA WA ¢ MTOIXOSIII pa3Mep 3a HHTPAMYCKYITHO HikekTupane (216G wim
NO-THHKH UIJIN).

. OTcTpaHeTe KaraykaTa OT CIIPUHIIOBKAaTa Ype3 3aBbpTaHe B MOCOKA 00paTHa Ha YaCOBHUKOBATa
CTpeJKa.

. ITocraBere urmara, Kato s 3aBbPTUTE MO MTOCOKA HA YACOBHUKOBATA CTPEIIKA, TOKATO C€ 3aKpeIu
no0pe BBPXY CIPHUHIIOBKATA.

. MaxHeTe Karmadkara Ha UIy1ara, KOraTto CTe TOTOBHU 33 PUJIOKEHHE.

[Ipunoxere 1smata J103a HHTPaMyCKYJTHO.

H3xBBpIIHE

Hewnsmon3paHusT nekapcTBEH NPOMYKT WM OTIIAbYHUTE MaTepHaIH OT HETO TPSOBa Ja ce M3XBBPILT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHMUSI.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

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

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

EU/1/20/1507/011
EU/1/20/1507/012
EU/1/20/1507/013
EU/1/20/1507/014
EU/1/20/1507/015
EU/1/20/1507/016

9. JATA HA TBPBO PA3PEHIABAHE/IIOJTHOBSABAHE HA PA3PELHIEHUETO 3A
YIHOTPEBA

[lata Ha mBpBO paspemasane: 6 ssHyapu 2021 1.

Jlata Ha nmocneaHo noHOBsIBaHe: 3 okToMBpHU 2022 T.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Toxppo6Ha nHpOpManus 3a TO3M JEKapCTBEH MPOAYKT € MpeocTaBeHa Ha yeOcaiita Ha EBpomneiickata
areHIus 110 JiekapcTBara http://www.ema.europa.eu.
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MPUJIOXEHUE I
MPOU3BOUTEJIN HA BUOJIOTMYHO AKTUBHOTO(UTE)
BEILIECTBO(A) 1 MPOU3BOJUTEJIHU, OTTOBOPHHU 3A
OCBOBOKIABAHE HA MAPTUIH

YCJIOBUA UJIM OTPAHUYEHUSA 3A TOCTABKA U
YIHOTPEBA

APYI'U YCJIIOBUA U U3UCKBAHUSA HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJIOBUSA NJIM OTPAHUYEHUS 3A BE3OITIACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT
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A.  TNTPOU3BOAUTEJIN HA BUOJIOI'MYHO AKTUBHOTOMTE) BEHIECTBO(A) 1
IMPOU3BOJUTEJIN, OTTOBOPHHU 3A OCBOBOKIJABAHE HA TAPTUIN

HMe u anpec Ha OpOU3BOAUTENNTE HA OMOJIOTHYHO aKTUBHOTO(HUTE) BeriecTBo(a)

LONZA AG
Lonzastrasse
3930 Visp

[Iseinapus

ModernaTX, Inc.

One ModernaWay
Norwood, MA 02062
CAIIL

Lonza Biologics, Inc.
101 International Drive Portsmouth, NH 03801
CAIIL

HMe 1 ajijpec Ha IPOU3BOAUTEIINTE, OTTOBOPHU 3a OCBOOOKIaBaHE Ha ITAPTHUIUTE

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

28703. San Sebastian de los Reyes
Madrid

Ucnanus

Recipharm Monts
18 Rue de Montbazon
Monts, ®@panrus 37260

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

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

28037 Madrid

WUcnanus

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

20900 Monza

Uranus

Patheon Italia S.p.A.

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

IleuaTHara nuCTOBKA Ha JICKApCTBCHUA TPOAYKT Tpﬂ6Ba Ja CbABbpPiKa UMCTO U aApeCa Ha
MMPON3BOAUTEIIA, OTTOBOPCH 3a OCBO60)KI[aBaHeTO Ha CbOTBETHATA MapTujaa.
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b. YCJIOBUSA NJIX OTPAHUYEHUA 3A IOCTABKA U YIIOTPEBA
JlexapcTBEHUAT MPOIYKT CE OTITyCKa IO JIEKapCKO MpEANUCaHHE.
. Oduunanno ocBoO0k1aBaAHE HA MAPTHIU

Cwriacuo wi. 114 ot [lupextura 2001/83/EO odunmaiHoTo 0CBOOOKIaBaHE HAa MAPTUIUTE CC
W3BBPIIBA OT JIbpPIKaBHA J1TAOOPATOPHS WK JTJAOOpATOPHsI, ONPE/ICIICHA 3a Ta3H I

B. JAPYI'H YCJOBUSA U U3UCKBAHUS HA PASPEHHIEHUETO 3A YIIOTPEBA
. IlepuoauyHu akTyaau3upanu aokaaau 3a oesonacuoct (ITAIB)

W3uckBanusTa 3a mogaBane Ha [1AJ[b 3a To3u TekapCcTBEH MPOAYKT ca MMOCOUYEHHU B CIIUCHKA C
pedepentHuTe gatu Ha EBpomnetickus cpro3 (EURD crmcsk), npensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BB BCUUKH CIIEBAINN aKTyaTH3all|K, TyOIMKYBaH! Ha
eBpOIIECKIS yeObrmopTa 3a JIeKapcTBa.

r. YCiI0BUsA NJIM OIT'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITPOAYKT

. Ilnan 3a ynpapJienue Ha pucka (ITYP)

[Iputexarensart Ha pazpemieHueTo 3a yrnotpeda (IIPY) TpsOBa na n3BbpIIBa N3UCKBAHNUTE
JNEeWHOCTH U ACHCTBHUS, CBBP3aHH C MPOCIensBaHe Ha JIeKapCcTBeHaTa 0e30MacHOCT, IOCOUYEHH B
onobpenus [1YP, npencraBen B Moayn 1.8.2 Ha pa3pemieHreTo 3a yrnorpebda, KakTo ¥ BbB
BCHYKH CIIe/IBaIlM 00peHHn akTyanu3anun Ha [TYP.

Axrtyamusupas [1YP Tps6Ba na ce moxaBa:

e 110 nouckBaHe oT EBporelickaTa areHius 1o jJeKapcrnara;

e BHHArW, KOTaTo ce M3MEHs CHCTeMara 3a yrpaBJIeHHe Ha PUCKa, 0COOEHO B pe3yiTar Ha
NOoJIy4aBaHe Ha HOBa HHPOPMALH, KOSITO MOXKE J1a IOBEJE O 3HAaUNMH IPOMCHH B
CHOTHOILICHUETO TI0JI3a/PHUCK, WK CIIe]] TOCTUTaHe Ha BayKeH eTall (BbB BPBh3Ka C IPOCIIe/IsIBaHe
Ha JIeKapcTBeHaTa 0€30IaCHOCT MJIM CBEXJaHE Ha PUCKA 10 MUHUMYM).
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MNPUJIOXKEHMUE 111

JAHHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'OJ0O30B ®JIAKOH)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax 0,2 mg/ml HHKEKIIMOHHA TUCIEPCHSI
nPHK Bakcuna cpeury COVID-19
enazoMepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHLIECTBO(A)

Bceku MHOT011030B (hitakoH chabpika 5 ml.
Emna nosza (0,5 ml) ceappixa 100 Mukporpama enazoMepa.
Enna nosa (0,25 ml) ceapprka 50 Mukporpama enasoMepa.

3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

[Homommam BemectBa: SM-102, xomectepou, 1,2-aucreapoun-sn-riumiepo-3-docdoxomwa (DSPC),
1,2- mumupucronn-rac-raunepo-3-merokcunonueriwieHrankon-2000 (PEG2000-DMG), tpomeramont,
TPOMETaMOJIOB XHIPOXJIOPH/, OLIETHA KUCEINHA, HATPHEB alleTaT TPUXHUAPAT, 3aXapo3a, BOJa 3a
WHKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WmKeKIMoHHa AUCTIePCHST
10 MHOTO/1030BH (hi1aKOHA

5. HAYMH HA ITPUJIOKEHUE U ITBT(ULIA) HA BBBE/KJIAHE

HHTpaMyCcKyIHO MPHUIIOKEHHE.
IIpean ynorpeba npoderere JIMCTOBKATA.

OO0

3

5

CkanupaiiTe TyK 3a JUCTOBKaTa Win nocerere www.modernacovid19global.com.

6. CIHELHAJHO OPEAYIIPEKJIEHUE, YE JEKAPCTBEHUSIT IPOJIYKT TPSIBBA
JIA CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA U JOCETA HA JIELIA

I[a C€ CbXpaHsiaBa Ha MACTO, HEAOCTBHITHO 3a ACIA.

‘ 7. APYI'U CIHEOUAJIHU NPEAYTIPEXJIEHUS, AKO E HEOBXOJINMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'oneHn no:

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cexpansBa 3ampaszeH mipu -50°C mo -15°C.

[Ipouerere MucTOBKaTa 3a CPOKA HA TOJIHOCT CJICH ITbPBOHAYAITHO OTBAPSHE U 32 JOIBJIHUTEITHA
UHGOPMAITUS OTHOCHO ChXPaHEHUETO.

CoxpansBaiite (hakoHa B KapTOHEHATa OITAKOBKa, 3a Jla ce MPEAIa3 OT CBETIIMHA.

10. CHELUWAJIHA NPEAINNA3ZHU MEPKHU ITPU U3XBBPJSIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHAJIA OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HUME U AJPEC HA ITIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

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

Hcnanns

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1507/001

13. TAPTHUJAEH HOMEP

[Taptupa:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUHA 3A YIIOTPEBA

| 16. MH®OPMAIIMS HA BPAMJIOBA A3BYKA

I[Tpuero e ocHOBaHMeE a He ce BKIOYHM nH(opmanus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH MAEHTHO®UKATOP — IBYU3MEPEH BAPKO/J

JByn3mepeH 6apKo ¢ BKIIOYEH YHUKAJICH UASHTU(DHUKATOD.
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18. YHUKAJIEH TIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MHUHUMYM JAHHU, KOUTO TPABBA JA CBABPXKAT MAJIKUTE EAUMHUYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA MHOI'O40O30B ®JIAKOH

1. HMME HA JEKAPCTBEHMSI IPOAYKT M IbT(MIIIA) HA BbBEKJIAHE

Spikevax 0,2 mg/ml nHXEKIMOHHA TUCTICPCHSI
nPHK Bakcuna cpenry COVID-19
era3zoMepan

i.m.

2. HAYMH HA ITPUJIOKEHUE

WuTpamyckyIHO NpUIoXKeHne

‘ 3. JATA HA U3TUYAHE HA CPOKA HATOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

S. CBbABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

MHOT0/1030B (iIaK0H
5ml

6. JPYIO

OO0

L
=]

Ckanupaiite TyK 3a JUCTOBKaTa iy nocerere www.modernacovid19global.com.
Jlara/4yac 3a U3XBBPJISHE:
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'OJ0O30B ®JIAKOH)

1. NME HA JIEKAPCTBEHUSA ITPOAYKT

Spikevax 0,1 mg/ml HHKEKIIMOHHA TUCIIEPCHSI
nPHK Bakcuna cpeury COVID-19
enazoMepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHLIECTBO(A)

Bceku MHOT01030B (iakoH chabpka 2,5 ml. Enna no3a (0,5 ml) ceabpxka 50 Mukporpama
emaszomepan. Exna nosa (0,25 ml) ceabpika 25 MEKporpama era3oMepaH.

3. CITMCBK HA ITIOMOIIHUTE BEIMECTBA

IMomomniuu Bernectsa: SM-102, xonectepoi, 1,2-aucteapoui sn riuiiepo-3-hocdoxonun (DSPC), 1,2-
JUMHUPHUCTOMII-FAC-TIHLEepO-3-MeToKcHuoaueTwieHrmkon-2000 (PEG2000-DMG), Tpomeramout,
TPOMETaMOJIOB XHUAPOXJIOPHUJI, OIICTHA KHCEIIMHA, HATPHUEB alleTaT TPUXUAPAT, 3aXapo3a, Boja 3a
WHKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WNnxexkunoHHa Aucnepcust
10 mHOTO/1030BH (hi1akOHA

S. HAYUYH HA ITPUJIOKEHUE N TBT(MLIA) HA BBbBE/KJIAHE

WHTpaMycKyIHO NPUIIOKEHUE
IIpeau ynorpeba npoyerere JIMCTOBKATA.

OO0

a3

5

CkannpaiiTe TyK 3a TUCTOBKaTa MK noceTere www.modernacovidl9global.com.

6. CIHIEHUAJIHO NPEAYNIPEXKIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSJABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT HOIVIEJA 1 TIOCEI'A HA IELIA

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

‘ 7. APYI'U CIHENUAJHU NPEAYIIPEXKIEHUS, AKO E HEOBXOJIUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'onen no:

‘ 9. CHELNUAJIHM YCJIIOBUS HA CbXPAHEHUE

Ja ce cexpanssa 3ampaszeH mipu -50°C mo -15°C.

IIpodeTere MUCTOBKATA 32 CPOKA HA TOJJHOCT CJIE/ MBPBOHAYAIHO OTBAPSHE U 33 JONBIHHUTEIIHA
MHGpOPMAITUS OTHOCHO ChXPaHEHUETO.

CoxpaHsBaiite QiakoHa B KApTOHEHATa OMAKOBKa, 3a Jla Ce MPE/Ia3H OT CBETIHHA.

10. CHIENMWAJIHU NPEAIIA3ZHU MEPKHU ITPU U3XBBHPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NI OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HMME U AJPEC HA ITPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

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

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/002

13. TAPTUJAEH HOMEP

[TapTupa:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAILMS HA BPAIMJIOBA A3BYKA

[Ipuero e ocHOBaHUE Ja HE ce BKIIOYM HHpopManus Ha bpaiinosa a30yka.

‘ 17. YHUMKAJIEH HIEHTH®UKATOP — JIBYU3MEPEH BAPKO/L

JIByn3MepeH 0apKoJI ¢ BKIIIOYSH YHUKAICH HICHTU(PHUKATOP.

‘ 18. YHUKAJIEH HWIEHTU®UKATOP — JTAHHMU 3A YETEHE OT XOPA

PC
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MHUHUMYM JAHHU, KOUTO TPABBA JA CBABPXKAT MAJIKUTE EAUMHUYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA MHOI'O40O30B ®JIAKOH

1. HMME HA JEKAPCTBEHMSI IPOAYKT M IbT(MIIIA) HA BbBEKJIAHE

Spikevax 0,1 mg/ml nHXeKIMOHHA TUCTICPCHSI
nPHK Bakcuna cpenry COVID-19
era3zoMepan

im.

2. HAYMH HA ITPUJIOKEHUE

WnTpamyckyHO npUIoxKeHne

‘ 3. JATA HA U3TUYAHE HA CPOKA HATOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

S. CBbABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

MHOT0/1030B (iIaK0H
2,5ml

6. JPYIO

OO0

a3

o
Ckanupaiite TyK 3a JMCTOBKaTa Wi nmocerere www.modernacovid19global.com.
JlaTa/dac 3a U3XBBpIISHE:
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (ITPEABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax 50 mukporpama HHXEKI[MOHHA IUCIEPCHUs B IPEIBAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA
uPHK Bakcuna cpeury COVID-19
enazomMepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcsika npeiBapuTeHO HaITbJIHEHA CIIPUHIIOBKA chabpika 0,5 ml. Enuna nosa (0,5 ml) ceabpika
50 Mukporpama exazoMepa.

3. CIIMCBK HA IIOMOIIHUTE BEIIECTBA

[omonrau Bemectsa: SM-102, xonectepou, 1,2-aucreapoun-sn-riuuepo-3-docdoxonwn (DSPC),
1,2-nuMupuCcTOmI-rac-raumepo-3-merokcumnosreruned rimkon-2000 (PEG2000-DMG), tpomeramort,
TPOMETaMOJIOB XHIPOXJIOPH]I, OLIETHA KUCEINHA, HATPUEB alleTaT TPUXUAPAT, 3aXapo3a, BoJa 3a
WHKCKIIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WnxexknnonHa Auciepcus
10 npenBapuTETHO HATBIHEHU CIIPUHIIOBKH

S. HAYUH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BBBE/KJAHE

WHTpaMyCKyJIHO NPUIOKEHUE
[Ipenu ymorpeba mpovereTe TMCTOBKATA.
3a enHOKpaTHa ynoTpeba

OO0

3

"

[=]

Ckanupaiite TyK 3a JIMCTOBKaTa min nmocerere Www.modernacovid19global.com.

6. CIHELHAJIHO OPEJYIIPEKJIEHUE, YE JEKAPCTBEHUSIT IPOJYKT TPSIBBA
JIA CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA U JOCETA HA JIELIA

I[a C€ CbXpaHsABa Ha MACTO, HEAOCTBHITHO 3a ACIA.

‘ 7. APYI'U CIHIEOUAJIHU IPEAYTIPEXIEHUS, AKO E HEOBXOJINMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'onen no:

‘ 9. CHELNUAJIHM YCJIIOBUS HA CbXPAHEHUE

Ja ce cbxpansBa 3ampases npu -50°C go -15°C.

IIpoyerere MMCTOBKATA 3a CPOKA HA TOJAHOCT U 3a JAOIBJIHHUTEIHA HHYOPMAIHST OTHOCHO
ChXpaHEHHETO.

ChxpaHsBaiiTe MpeaBapuTeIHO HAITbJIHEHATA CIPUHIIOBKA B KApTOHEHATa OIaKOBKa, 3a JIa Ce
Hpeanasu OT CBETJIMHA.

10. CHENUWAJIHA NPEANNA3ZHU MEPKHU ITPU U3XBBHPJISIHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HUME U AJPEC HA TIPUTEXKATEJISA HA PABPEHIEHUETO 3A YIIOTPEBA

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

Wcmanusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/003

13. TAPTHUIAEH HOMEP

[MapTtuna:

‘ 14. HAYUH HA OTIIYCKAHE

‘ 15. YKA3AHWNA 3A YIIOTPEBA

‘ 16. HMH®OPMAIIMSA HA FPAHJIOBA A3BYKA

I[puero e ocHOBaHME a He ce BKIOYHM nH(opmanus Ha bpaiinoBa a30yka.

‘ 17, YHUKAJIEH MAEHTUHO®UKATOP — IBYU3MEPEH BAPKOJ

JByn3mepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HICHTU(PHUKATOD

‘ 18. YHUKAJIEH WAEHTUO®UKATOP — JJIAHHHU 3A YETEHE OT XOPA

PC
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MHUHUMYM JAHHH, KOUTO TPABBA JA CbABPXKAT MAJIKUTE EAUHUNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IPEJABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA

1. HMME HA JEKAPCTBEHMSI IPOJYKT U TbT(MIIIA) HA BbBEKJIAHE

Spikevax 50 Mukporpama HHXEKIIMOHHA IUCIEPCUS
enazomMepaH
im.

2. HAYUH HA ITPUJIOKEHUE

HHTpaMycKyIHO NPUI0KEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'onen no:

4. IHAPTUJIEH HOMEP

[Taptupa:

5. CBbABbPKAHUE KATO MACA, OBEM WJIH EIUHUIIN

0,5ml

6. JPYIO
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'OJ0O30B ®JIAKOH)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.1 (50 muxporpama/50 Mukporpama)/ml HrkeKIIMoHHA
JUCIIEpCUS

nPHK Bakcuna cperry COVID-19

ena30MepaH/I/IMen330MepaH

2. OBSBSABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcexkn MHOT0/1030B (hitakoH chabpika 2,5 ml. Enna nosa (0,5 ml) ceappxa 25 Mukporpama
enmazoMepan u 25 Mukporpama umenasomepan. Exna mo3za (0,25 ml) ceaspixa 12,5 mukporpama
emazoMmepaH u 12,5 MUKporpamMa uMenazoMepaH.

3. CIIMCBK HA ITIOMOINHUTE BEIMECTBA

IMomomram Bemectea: SM-102, xonecrepon, 1,2-aucreapou sn raunepo-3-pocdoxonun (DSPC), 1,2-
JIMMHUPHUCTOMI-IaC-THIepo-3-MeTokcunonuetTmieHrmmkon-2000 (PEG2000-DMG), tpomeramon,
TPOMETaMOJIOB XHIPOXJIOPH/, OLIETHA KUCEINHA, HATPHEB alleTaT TPUXUAPAT, 3aXxapo3a, BoJa 3a
HHKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHxeK1roHHa TUCTIepCHst
10 mHOTO/1030BM (hi1akOHA

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBE/KJAHE

HHTpaMycKyIHO NPUIIOKEHUE
[Ipenu ynorpeba npodereTe IMCTOBKATA.

CkannpaiiTe TyK 3a TUCTOBKaTa MK noceTere www.modernacovidl9global.com.

6. CIHELHAJHO OPEJYIPEKJIEHUE, YE JEKAPCTBEHMSIT IPOJIYKT TPSIGBA
JIA CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA U JOCETA HA JIELIA

IIa CC CbXpaHABA HAa MSACTO, HCAOCTHIIHO 34 ACIA.

‘ 7. APYI'U CIHEIUAJIHU NPEAYIIPEXIEHUS, AKO E HEOBXOJINUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'onen no:

‘ 9. CIIEIJMAJIHU YCJIOBUS HA CbXPAHEHUE

a ce cpxpansa 3ampaseH mpu -50°C mo -15°C.

IIpodeTere MUCTOBKATA 32 CPOKA HA TOJJHOCT CJIE/T MBPBOHAYAIHO OTBAPSHE M 33 JOIBIHHUTEITHA
MH(pOPMAITUS OTHOCHO ChXPaHEHUETO.

CoxpaHsBaiite QiakoHa B KApTOHEHATa OMAKOBKA, 3a Jla Ce MPE/IIa3H OT CBETIHHA.

10. CIHIENMWAJIHU NPEJAIIAZHUA MEPKMU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPHUAJIU OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HMME U AIPEC HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

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

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/005

13. TAPTUAEH HOMEP

[TapTupa:

| 14. HAYMH HA OTHYCKAHE

| 15.  YKA3AHUS 3A YIIOTPEBA

| 16. MH®OPMAILINS HA BPAIJIOBA A3BYKA

[Ipuero e ocHOBaHME Jja HE ce BKIOYN MHQopMaIws Ha bpaiiosa a30yxka.

‘ 17. YHUKAJIEH HWAEHTH®UKATOP — IBYU3MEPEH BAPKO/L

JIByn3mepeH 0apKoJ1 ¢ BKJIFOYEH YHUKAICH HACHTU(UKATOD
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18. YHUKAJIEH HAEHTH®UKATOP — JAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHU, KOUTO TPABBA JA CBABPXKAT MAJIKUTE EAUMHUYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA MHOI'O40O30B ®JIAKOH

1. HMME HA JEKAPCTBEHMSI IPOAYKT M IbT(MIIIA) HA BbBEKJIAHE

Spikevax bivalent Original/Omicron BA.1 (50 pug/50 pg)/ml umxekuuoHHa qucnepcus
uPHK Bakcuna cpenry COVID-19

eIa3oMepan/uMenazoMepaH

im.

2. HAYUH HA ITPUJIOKEHUE

WnTpamyckyHO npUIoxKeHne

‘ 3. JATA HA U3TUYAHE HA CPOKA HATOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

S. CBbABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

MHOT0/1030B (iIaK0H
2,5ml

6. JPYIO

OO0

a3

o
Ckanupaiite TyK 3a JMCTOBKaTa Wi nmocerere www.modernacovid19global.com.
JlaTa/dac 3a U3XBBpIISHE:
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (MHOI'OJI0O30B ®JIAKOH)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.1 (50 muxporpama/50 Mukporpama)/ml HrkeKIIMOHHA
JUCIIEpCUS

nPHK Bakcuna cpernry COVID-19

ena30MepaH/I/IMen330MepaH

2. OBSBSABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcexu MHOT01030B (hitakoH chabpka 5 ml. Exxa mo3a (0,5 ml) ceabspika 25 MuKporpaMa enazoMepan
u 25 Mukporpama umenazomepan. Exna 103a (0,25 ml) ceaspika 12,5 Mukporpama enazoMepas u
12,5 mukporpama uMesIa3oMepaH.

3. CIIMCBK HA ITIOMOINHUTE BEIMECTBA

IMomourau Bemectea: SM-102, xonecrepon, 1,2-aucreapou SN raunepo-3-pocdoxonun (DSPC), 1,2-
JMMHUPUCTOUIT-IAC-THIepo-3-MeTokcunonuermwienrnikona-2000 (PEG2000-DMG), tpomeTamon,
TPOMETaMOJIOB XHIPOXJIOPH], OLIETHA KUCEINHA, HATPUEB alleTaT TPUXUAPAT, 3aXapo3a, BoJa 3a
WHKEKIIUH

4. JEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHxeknroHHa JucIepcust
10 mHOTO/1030BM (hi1akOHA

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBE/KJAHE

HHTpaMycKyIHO NPUIIOKEHUE
[Ipenu ynorpeba npodereTe IMCTOBKATA.

Ckanupaiite TyK 3a JTUCTOBKaTa MK moceteTe Www.modernacovid19global.com.

6. CIHELHAJHO OPEJYIPEKJIEHUE, YE JEKAPCTBEHMSIT IPOJIYKT TPSIGBA
JIA CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA U JOCETA HA JIELIA

IIa CC CbXpaHABA HAa MSACTO, HCAOCTHIIHO 34 ACIA.

‘ 7. APYI'U CIHEIUAJIHU NPEAYIIPEXIEHUS, AKO E HEOBXOJINUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'onen no:

‘ 9. CIIEIJMAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cbpxpansBa 3ampasen npu -50°C no -15°C.

[Ipoyerere TMCTOBKATA 3@ CPOKA HA TOIAHOCT CJIE]T ITbPBOHAYAIHO OTBAPSIHE U 3a JIOIBIHUTEIHA
HH(POPMAITHSI OTHOCHO ChXPaHCHHUETO.

CobxpansBaiite (iakoHa B KapTOHEHATa OMAKOBKA, 3a J1a Ce MPEeINa3d OT CBETIINHA.

10. CIHIENMWAJIHU NPEAIIAZHUA MEPKMU ITPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPHUAJIU OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HMME U AIPEC HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

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

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/004

13. TAPTUAEH HOMEP

[TapTupa:

| 14. HAYMH HA OTHYCKAHE

| 15.  YKA3AHUS 3A YIIOTPEBA

| 16. MH®OPMAILINS HA BPAIJIOBA A3BYKA

[Ipuero e ocHOBaHME Jja HE ce BKIOYN MHQopMaIws Ha bpaiiosa a30yxka.

‘ 17. YHUKAJIEH HWAEHTH®UKATOP — IBYU3MEPEH BAPKO/L

JIByn3mepeH 0apKoJ1 ¢ BKJIFOYEH YHUKAICH HACHTU(UKATOD
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18. YHUKAJIEH HAEHTH®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHU, KOUTO TPABBA JA CBABPXKAT MAJIKUTE EAUMHUYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA MHOI'OA0O30BUS ®JIAKOH

1. HMME HA JEKAPCTBEHMSI IPOJAYKT M IbT(MIIIA) HA BbBEKJIAHE

Spikevax bivalent Original/Omicron BA.1 (50 pug/50 pg)/ml nHxeKunoHHa AUCTIEPCHsT
nPHK Bakcuna cpernry COVID-19

eIa3oMepan/uMena3oMepaH

i.m.

2. HAYUH HA ITPUJIOKEHUE

WnTpamyckyHO npUIoxKeHne

‘ 3. JATA HA U3TUYAHE HA CPOKA HATOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

S. CBbABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

MHOT0/1030B (iIaK0H
5ml

6. JPYIO

OO0

a3

o
Ckanupaiite Tyk 3a JIMCTOBKaTa Win nmocerere Www.modernacovid19global.com.
JlaTa/dac 3a U3XBBpIISHE:
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (EJHOA030B ®JIAKOH)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.1 25 Mmukporpama/25 MukporpaMa HHKEKIIMOHHA JUCIIEPCHUS
nPHK Bakcuna cpeury COVID-19
enazoMepaH/uMenazoMepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHLIECTBO(A)

Bceku eqnon030B iakon chabpika 0,5 ml. Eqna go3a (0,5 ml) ceabpika 25 Mukporpama enazoMepan
U 25 MUKporpama uMeaa3oMepaH.

3. CIINCBK HA ITIOMOIIHUTE BEIMECTBA

Iomomiuu Berectsa: SM-102, xonectepoi, 1,2-aucreapoui-sn-riuiepo-3-hochoxoun (DSPC),
1,2- mumupucronn-rac-raunepo-3-merokcunonuerwieHrankon-2000 (PEG2000-DMG), tpomeramont,
TPOMETAaMOJIOB XUAPOXJIOPHUJI, OIICTHA KHCEIMHA, HATPHUEB alleTaT TPUXUAPAT, 3aXapo3a, Boja 3a
WHKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WnxexkunoHHa aucnepcust
10 egnomo30BH (akoHa

S. HAYUYH HA ITPUJIOKEHUE N TBT(MLIA) HA BBbBE/KJIAHE

WHTpaMycKyIHO NPUIIOKEHUE
IIpeau ynorpeba npoyerere JIMCTOBKATA.
3a exHOKpaTHA yrorpeba

OO0

L

5

Ckanupaiite TyK 3a JMCTOBKaTa Wiy nocerere www.modernacovid19global.com.

6. CHELOUAJIHO NPEAYIIPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHABA HA MSACTO JAJIEYE OT ITIOTJVIEJA U TOCEI'A HA TELIA

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTBITHO 3a JICIaA.

‘ 7. APYT'U CHENUAJIHM IPEAYIIPEXKAEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUNYAHE HA CPOKA HATOJHOCT

T'ogen no:

‘ 9. CIIEHUAJIHU YCJIIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa 3ampases npu -50°C no -15°C.
[Ipouerere MMCTOBKATA 3@ CPOKA HA TOAHOCT U 3a AOIBIHUTEIHA HHPOPMALHS 32 ChbXPaHEHHE.
CoxpansBaiite ¢uiakoHa BbB KAPTOHEHATa OMAKOBKA, 3a []a C€ MPEIa3y OT CBETJIMHA.

10. CHENMWAJIHUA NPEAIIA3ZHU MEPKMU ITPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NI OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HMME U AJPEC HA ITPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

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

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/008

13. TAPTUJAEH HOMEP

[TapTupa:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAILMS HA BPAIMJIOBA A3BYKA

[Ipuero e ocHOBaHUE Ja HE ce BKIIOYM HHpopManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH WIAEHTHO®UKATOP — IBYU3MEPEH BAPKOJ

JIByn3MepeH 0apKoJI ¢ BKIIFOYCH YHUKAICH HICHTU(PHUKATOD

‘ 18. YHUKAJIEH HAEHTUO®UKATOP — JJIAHHHU 3A YETEHE OT XOPA

PC

140
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MHUHUMYM JAHHU, KOUTO TPABBA JA CBABPXKAT MAJIKUTE EAUMHUYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA EJJHOAO30B ®JIAKOH

1. HNME HA JIEKAPCTBEHUS ITPOAYKT U ITbT(MLIA) HA BBBEKJIAHE

Spikevax bivalent Original/Omicron BA.1 25 pg/25 pg nrmxekumoHHa Tucnepcus
ela3oMepaH/uMena3oMepaH
i.m.

2. HAYUH HA ITPUJIOKEHUE

HHTpaMycKyIHO NPUI0KEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

EXP

4. IHAPTUJIEH HOMEP

Lot

5. CBbABbPKAHUE KATO MACA, OGEM WJIHU EJUHUILIA

Ennono3oB hnakon
0,5ml

6. JIPYTO
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JAHHH, KOUTO TPABBA JJA CBADBPKA BTOPUYHATA OITAKOBKA

BBHIIIHA KAPTOHEHA OITAKOBKA (IIPEJIBAPUTEJTHO HAITBJIHEHA
CIIPUHIIOBKA)

1. UME HA JIEKAPCTBEHUS IMTPOAYKT

Spikevax bivalent Original/Omicron BA.1 25 muxporpama/25 Mukporpama HH>KEKLIMOHHA AUCTIEPCUS
B NIPE/IBAPHUTEIIHO HAITBJIHEHA CTIPUHIIOBKA

nPHK Bakcuna cperry COVID-19

ela3oMepaH/uMena3oMepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska npenBaputenHo HambiHeHA cpuHIloBKa chabpixka 0,5 ml. Exna noza (0,5 ml) chabpika
25 Mukporpama enazoMepaH u 25 MUKporpaMa uMena3oMepaH.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[Homommanm BemectBa: SM-102, xomectepou, 1,2-aucreapoun-sn-riumiepo-3-docdoxomwa (DSPC),
1,2- mumupucronn-rac-riaunepo-3-merokcunonueriwieHraukon-2000 (PEG2000-DMG), tpomeramont,
TPOMETaMOJIOB XHIPOXJIOPH, OLIETHA KUCEINHA, HATPHEB alleTaT TPUXHUAPAT, 3aXapo3a, BOJa 3a
WHKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WnxexknnoHHa aucnepcust
10 npeaBapUTEITHO HATBIHEHH CIIPUHIIOBKU

5. HAYMH HA ITPUJIOKEHUE U ITBT(ULIA) HA BBBEKJIAHE

HHTpaMyCcKyIHO MPHUIIOKEHHE.
IIpean ynorpeba npoyerere JIMCTOBKATA.
3a exHOKpaTHA ynorpeba

OO0

2

a

CKaHMpaiiTe TyK 3a IMCTOBKaTa uau nocetete www.modernacovidl9global.com.

6. CHELNUAJIHO HPEAYIIPEXKIEHUE, YE JTEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA JTELIA

I[a C€ ChbXpaHsABa Ha MACTO, HCAOCTBITHO 3a JICIaA.

‘ 7. APYT'U CHEINUAJIHU IPEAYIIPEXKAEHUA, AKO E HEOBXO/IUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'onen no:

‘ 9. CIIEIJMAJIHU YCJIOBUS HA CbXPAHEHUE

a ce cpxpansa 3ampaseH mpu -50°C mo -15°C.

[IpodeTere MUCTOBKATA 32 CPOKA HA TOJJHOCT U 32 JOMBIIHUTEIIHA HHPOPMAIIUS 32 ChXPaHEHHE.
CoxpaHsBaiiTe MpeIBapUTEIHO HATBJIHCHATA CIPUHIIOBKA B KAPTOHEHATa OMIAKOBKA, 3a J1a Ce
Mpea3y OT CBETJIMHA.

10. CIHIENMWAJIHU NPEAIIAZHUA MEPKMU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPHUAJIU OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HMME U AIPEC HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

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

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/007

13. TAPTUAEH HOMEP

[TapTupa:

| 14. HAYMH HA OTHYCKAHE

| 15.  YKA3AHUS 3A YIIOTPEBA

| 16. MH®OPMAILINS HA BPAIJIOBA A3BYKA

[Ipuero e ocHOBaHME Jja HE ce BKIOYN MHQopMaIws Ha bpaiiosa a30yxka.

‘ 17. YHUKAJIEH MAEHTHO®UKATOP — IBYU3MEPEH BAPKOJ

JIByn3mepeH 0apKoJ1 ¢ BKJIFOYEH YHUKAICH HACHTU(UKATOD
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18. YHUKAJIEH TIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MHUHUMYM JAHHU, KOUTO TPABBA JA CBABPXKAT MAJIKUTE EAUMHUYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IPEJIBAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA

1. HMME HA JEKAPCTBEHMSI IPOAYKT M IbT(MIIIA) HA BbBEKJIAHE

Spikevax bivalent Original/Omicron BA.1 25 pg/25 pg nmxekumoHHa TUCTIepCHs
eJa3oMepaH/uMena3oMepan
i.m.

2. HAYUH HA ITPUJIOKEHUE

HHTpaMycKyIHO NPUI0KEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

EXP

4. IHAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OGEM WJIHU EIUHUILIA

0,5ml

6. JPYIO
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'OJ0O30B ®JIAKOH)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama/50 Mukporpama)/ml HHKeKIIMOHHA
JUCIIEpCUS

nPHK Bakcuna cperry COVID-19

ena30MepaH/;[aBe30MepaH

2. OBSBABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcexkn MHOT0/1030B (hitakoH chabpika 2,5 ml. Enna nosa (0,5 ml) ceappxa 25 Mukporpama
enmaszomepaH u 25 Mukporpama aasesomepan. Enna nosa (0,25 ml) ceappika 12,5 Mukporpama
emazoMmepaHn u 12,5 MUKporpama IaBe3oMepaH.

3. CIIMCBK HA ITIOMOIIHUTE BEIMECTBA

Iomomnruu Berectsa: SM-102, xonectepoi, 1,2-aucreapouii-sn-riuiepo-3-hochoxomun (DSPC),
1,2- mumupucronn-rac-raunepo-3-merokcunonueTiwieHrankon-2000 (PEG2000-DMG), Tpomeramont,
TPOMETaMOJIOB XUAPOXJIOPHUJI, OIICTHA KHCEIINHA, HATPHUEB alleTaT TPUXUAPAT, 3aXapo3a, Boja 3a
HHKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHxeK1roHHa TUCIepCHst
10 mHOTO/1030BM (hi1akOHA

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBE/KJAHE

HHTpaMycKyIHO NPUIIOKEHUE
[Ipenu ynorpeba npodereTe IMCTOBKATA.

CkannpaiiTe TyK 3a TUCTOBKaTa MK noceTere www.modernacovidl9global.com.

6. CIHELHAJHO OPEJYIPEKJIEHUE, YE JEKAPCTBEHMSIT IPOJIYKT TPSIGBA
JIA CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA U JOCETA HA JIELIA

IIa CC CbXpaHABA HAa MSACTO, HCAOCTHIIHO 34 ACIA.

‘ 7. APYI'U CHEIUAJIHU NPEAYTIPEXKIEHUS, AKO E HEOBXOJINUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'oneHn no:

‘ 9. CIIEOUAJIHHA YCJIIOBUA HA CbXPAHEHUE

Ja ce cexpansBa 3ampaszeH mipu -50°C mo -15°C.

[Ipouerere mucTOBKaTa 3a CpOKa HA TOJHOCT CJIEH ITbPBOHAYAITHO OTBAPSHE U 32 JAOIBJIHATEIIHA
“HGOPMAITUS OTHOCHO ChXPaHEHUETO.

CwxpansBaiite (hakoHa B KapTOHEHATa OITAKOBKa, 3a Jla ce MPEAIa3u OT CBETIIMHA.

10. CHELMWAJIHU NPEAIIA3ZHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NI OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HWME U AAPEC HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

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

Hcnanus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1507/006

13. TAPTUAEH HOMEP

[Taptupa:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HH®OPMAIIUA HA BPAJIOBA A3BYKA

[Ipuero e ocHOBaHUE Ja HE ce BKIIOYM HHpopManus Ha bpaiinosa a30yka.

‘ 17. YHUMKAJIEH HWAEHTH®UKATOP — IBYU3MEPEH BAPKO/J

JIByn3MepeH 0apKoJl ¢ BKIIFOYCH YHUKAICH HICHTU(PUKATOD
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18. YHUKAJIEH HAEHTH®UKATOP — JAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHU, KOUTO TPABBA JA CBABPXKAT MAJIKUTE EAUMHUYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA MHOI'O40O30B ®JIAKOH

1. HMME HA JEKAPCTBEHMSI IPOAYKT M IbT(MIIIA) HA BbBEKJIAHE

Spikevax bivalent Original/Omicron BA.4-5 (50 pg/50 pg)/ml umxekuuoHHa qucrepcHs
uPHK Bakcuna cpenry COVID-19

eJa3oMepaH/aBe3oMepan

im.

2. HAYUH HA ITPUJIOKEHUE

WnTpamyckyHO npUIoxKeHne

‘ 3. JATA HA U3TUYAHE HA CPOKA HATOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

S. CBbABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

MHOT0/1030B (iIaK0H
2,5ml

6. JPYIO

OO0

a3

o
Ckanupaiite TyK 3a JMCTOBKaTa Wi nmocerere www.modernacovid19global.com.
JlaTa/dac 3a U3XBBpIISHE:
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BTOPHUYHA ONAKOBKA (EJHOJ030B ®JIAKOH)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKporpamMa HHKEKITHOHHA
JIACTIEPCHST

nPHK Bakcuna cperry COVID-19

enazoMepan/iaBe3oMepan

2. OBSBABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceku enHom030B ¢utakon chabpika 0,5 ml. Exna no3a (0,5 ml) ceabpika 25 MUKporpama enazoMepan
1 25 MUKporpama JlaBe3oMepaH.

3. CIIMCBK HA TIOMOHIIHUTE BEIECTBA

[Tomomrau BemectBa: SM-102, xonecrepou, 1,2-nucreapoui-sn-riuuepo-3-pocdoxonun (DSPC),
1,2-nuMupHCTOMI-rac-rauiepo-3-merokcumnoareruieHrmkon-2000 (PEG2000-DMG), TpomMeramon,
TPOMETaMOJIOB XHIPOXJIOPH], OLIETHA KUCEINHA, HATPHEB alleTaT TPUXUAPAT, 3aXapo3a, BoJa 3a
HHKCKIIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WKeKITHoHHa AUCTICPCHST
10 exHom030BH (hitakoHa

5. HAYMH HA TIPUJIOKEHUE U ITBT(UIIA) HA BBBEX/IAHE

WHTpaMyCKyJIHO NPUIOKEHUE
[Ipenu ymorpeba mpovereTe TMCTOBKATA.
3a enHOKpaTHa ynoTpeba

OO0

L

5

CkanupaiiTe TyK 3a JIMCTOBKaTa miin mocerere Www.modernacovid19global.com.

6. CIHELHWAJIHO OPEJYIIPEKJIEHUE, YE JEKAPCTBEHUSIT IPOJIYKT TPSIBBA
JIA CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA U JOCETA HA JIELIA

I[a C€ ChbXpaHsAaBa Ha MACTO, HEAOCTBHITHO 3a ACIA.
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‘ 7. APYI'U CIHEOUAJIHU NPEAYIIPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TNYAHE HA CPOKA HATOJHOCT

T'onen no:

‘ 9. CIIEIMAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa 3ampases npu -50°C no -15°C.

[Tpoyerere TMCTOBKATA 3a CPOKA HA TOAHOCT U 3a JAOIBJIHUTEIHA HHYOPMAIHST OTHOCHO
ChXPaHEHHETO.

CobxpansBaiite akoHa B KapTOHEHATa OMAKOBKA, 3a J1a Ce MPE/Ia3u OT CBETIINHA.

10. CIENMWAJIHUA NPEAIIAZHUA MEPKMU ITPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE INPOAYKTH WU OTHIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HUME U AJAPEC HA IIPUTEXATEJISI HA PASPELIHEHUETO 3A YIIOTPEBA

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

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/009

13. TAPTUAEH HOMEP

[TapTupa:

| 14. HAYMH HA OTIYCKAHE

| 15.  YKA3AHUS 3A YIIOTPEBA

| 16. MH®OPMALHNS HA BPAIJIOBA A3BYKA

[Ipuero e ocHOBaHME Na HE ce BKIOYM MHpopMalws Ha bpaiimoBa a30yka.

‘ 17. YHUKAJIEH MAEHTH®UKATOP — IBYU3MEPEH BAPKO/

JByrn3MepeH 0apKoJI ¢ BKIIIOYCH YHUKAICH HICHTU(PHKATOD
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18. YHUKAJIEH WIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JA CbABPXKAT MAJIKUTE EAUHUNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA EJJHOAO30B ®JIAKOH

1. HMME HA JEKAPCTBEHMSI IPOJYKT U TbT(MIIIA) HA BbBEKJIAHE

Spikevax bivalent Original/Omicron BA.4-5 25 pg/25 g uHXeKIHOHHA JUCTIePCHS
eJazoMepan/iaBe3oMepan
im.

2. HAYUH HA ITPUJIOKEHUE

HHTpaMycKyIHO NPUI0KEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'onen no:

4. IHAPTUJIEH HOMEP

[Taptupa:

5. CBbABbPKAHUE KATO MACA, OBEM WJIH EIUHUIIN

Ennono3oB hnakon
0,5ml

6. JIPYTO
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (ITPEABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKporpamMa HHKEKITHOHHA
JIMCTIEPCHSL B TIPEIBAPUTEITHO HAITbJIHEHA CIPUHIIOBKA

nPHK Bakcuna cpernry COVID-19

eazoMepan/iaBe3oMepan

2. OBSBSABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceku enHom030B ¢utakon chabpika 0,5 ml. Exna no3a (0,5 ml) ceabpika 25 mukporpama enazomepan
u 25 MuUKporpaMa 1aBe3oMepaH.

3. CIIMCBK HA ITIOMOIIHUTE BEIECTBA

[Tomomrau BemectBa: SM-102, xonecrepou, 1,2-nucreapoui-sn-riuuepo-3-pocdoxonun (DSPC),
1,2-nuMupHCTOMI-rac-rauiepo-3-merokcumnoareruieHrmkon-2000 (PEG2000-DMG), TpomMeramon,
TPOMETaMOJIOB XHIPOXJIOPH], OLIETHA KUCEINHA, HATPHEB alleTaT TPUXUAPAT, 3aXapo3a, BoJa 3a
HHKCKIIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WnxexknnonHa Auciepcus
10 npenBapuTETHO HATBIHEHU CIIPUHIIOBKH

5. HAYMH HA TIPUJIOKEHUE U ITBT(UIIA) HA BBBEX/IAHE

WHTpaMyCKyJIHO NPUIOKEHUE
[Ipenu ymorpeba mpovereTe TMCTOBKATA.
3a enHOKpaTHa ynoTpeba

OO0

L

5

CkanupaiiTe TyK 3a JIMCTOBKaTa miin mocerere Www.modernacovid19global.com.

6. CIHELHWAJIHO OPEJYIIPEKJIEHUE, YE JEKAPCTBEHUSIT IPOJIYKT TPSIBBA
JIA CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA U JOCETA HA JIELIA

I[a C€ ChbXpaHsAaBa Ha MACTO, HEAOCTBHITHO 3a ACIA.
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‘ 7. APYI'U CIHEOUAJIHU NPEAYIIPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TNYAHE HA CPOKA HATOJHOCT

T'onen no:

‘ 9. CIIEIMAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa 3ampases npu -50°C no -15°C.

[Tpoyerere TMCTOBKATA 3a CPOKA HA TOAHOCT U 3a JAOIBJIHUTEIHA HHYOPMAIHST OTHOCHO
ChXPaHEHHETO.

ChxpaHsBaiiTe MpeaBapuTeIHO HAITbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OIIAaKOBKa, 3a JIa Ce
Mpena3y OT CBETIIMHA.

10. CHENUAJIHU NPEANNA3ZHU MEPKHU ITPU U3XBBHPJISIHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HWME U AJPEC HA TIPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

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

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/010

13. TAPTHUIAEH HOMEP

ITaptuna:

‘ 14. HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMSA HA BPAHJIOBA A3BYKA

I[puero e ocHOBaHKE Ja He ce BKIIOYHM nH(opmanus Ha bpaiinosa a30yka.

‘ 17, YHUKAJIEH MAEHTH®UKATOP — IBYU3MEPEH BAPKO/J

JByn3mepeH 0apKoJ ¢ BKIIOYCH YHUKAIECH HICHTU(PHUKATOD
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18. YHUKAJIEH WIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JA CbABPXKAT MAJIKUTE EAUHUNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IPEJABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHUS ITPOAYKT U ITBT(MLIA) HA BBBEKJIAHE

Spikevax bivalent Original/Omicron BA.4-5 25 pg/25 g nmkeKuoHHa qucnepcus
erazoMepan/iaBe3oMepan
im.

2. HAYUH HA ITPUJIOKEHUE

HHTpaMycKyIHO NPUI0KEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'onen no:

4. IHAPTUJIEH HOMEP

[Taptupa:

5. CBbABbPKAHUE KATO MACA, OBEM WJIH EIUHUIIN

0,5ml

6. JPYIO

158



JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA (MHOT'OJ0O30B ®JIAKOH)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax XBB.1.5 0,1 mg/ml umkeKIHOHHA AUCIIEPCHS
uPHK Bakcuna cpeury COVID-19
aHy30MepaH

2. OBSIBSAABAHE HA AKTUBHOTOMTE) BEIHECTBO(A)

Bceku MHOT01030B (uiakoH chabpka 2,5 ml. Enna no3a (0,5 ml) ceabpxka 50 Mukporpama
anmy3omepan. Enqna mo3a (0,25 ml) ceabpika 25 MUkporpama aHmay3oMepas.

3. CIIMCBK HA ITIOMOINHUTE BEIMECTBA

Iomomiuu Berectsa: SM-102, xonectepoi, 1,2-aucreapoui-sn-riuiepo-3-hochoxoun (DSPC),
1,2- mumupucronn-rac-raunepo-3-merokcunonuerwieHrankon-2000 (PEG2000-DMG), tpomeramont,
TPOMETAaMOJIOB XUAPOXJIOPHUJI, OIICTHA KHCEIMHA, HATPHUEB alleTaT TPUXUAPAT, 3aXapo3a, Boja 3a
WHKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

NnxexkunoHHa Aucnepcust
10 mHOTO/1030BH (hi1akOHA

S. HAYUYH HA ITPUJIOKEHUE N TBT(MLIA) HA BBbBE/KJIAHE

WHTpaMycKyIHO NPUIIOKEHUE
IIpeau ynorpeba npoyerere JIMCTOBKATA.

OO0

a3

5

CkannpaiiTe TyK 3a TUCTOBKaTa MK noceTere www.modernacovidl9global.com.

6. CIHIEHUAJIHO NPEAYNIPEXKIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSJABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT HOIVIEJA 1 TIOCEI'A HA IELIA

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

‘ 7. APYI'U CIHENUAJHU NPEAYIIPEXKIEHUS, AKO E HEOBXOJIUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'oneHn no:

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cpxpansBa BB dpusep npu -50°C go -15°C.

[Ipouerere MucTOBKaTa 3a CPOKA HA TOJHOCT CJICH TbPBOHAYAITHO OTBAPSHE U 32 JOIIBJIHUTEIIHA
HMHGOPMAITUS OTHOCHO ChXPaHEHUETO.

CoxpansBaiite (pnakoHa B KapTOHEHATa OITAKOBKa, 3a Jla ce TPEAIa3u OT CBETIIMHA.

10. CHENMWAJIHU NPEANNA3ZHU MEPKHU ITPU U3XBBHPJSIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHAJIA OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HUME U AJPEC HA ITIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

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

Hcnanns

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1507/011 (cTBKII0)
EU/1/20/1507/012 (muknmyeH oieUHOB MOIUMED)

13. TAPTHUAEH HOMEP

[MapTtuna:

‘ 14. HAYMUH HA OTIIYCKAHE

| 15.  VKA3AHHS 3A YIOTPEBA

‘ 16. HMH®OPMAIIMSA HA BPAHJIOBA A3BYKA

[Ipuero e ocHOBaHHUE Ja HE Ce BKIIOUM MH(popMalys Ha bpaitioa a30yka.

‘ 17. YHMKAJIEH HWIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYEH YHUKAICH HICHTU(PHUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHU, KOUTO TPABBA JA CBABPXKAT MAJIKUTE EAUMHUYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA MHOI'O40O30B ®JIAKOH

1. HMME HA JEKAPCTBEHMSI IPOAYKT M IbT(MIIIA) HA BbBEKJIAHE

Spikevax XBB.1.5 0,1 mg/m| umxekiroHHa aucrepcust
uPHK Bakcuna cperry COVID-19

aHIy30MepaH

im.

2. HAYMH HA ITPUJIOKEHUE

WnTpamyckyHO npUIoxKeHne

‘ 3. JATA HA U3TUYAHE HA CPOKA HATOJHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

S. CBbABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

MHOT0/1030B (iIaK0H
2,5ml

6. JPYIO

OO0

a3

o
Ckanupaiite TyK 3a JMCTOBKaTa Wi nmocerere www.modernacovid19global.com.
JlaTa/dac 3a U3XBBpIISHE:
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BTOPHUYHA ONMAKOBKA (EJHOJ030B ®JIAKOH)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax XBB.1.5 50 Mukporpama WHXEKIIMOHHA TUCTIEPCHS
nPHK Bakcuna cpeury COVID-19
aHIy30MepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHLIECTBO(A)

Bceeku enromno3os ¢uakon ceaspika 0,5 ml. Exna mosa (0,5 ml) ceabpika 50 mukporpama
aHy30MepaH.

3. CITMCBK HA ITIOMOIIHUTE BEIMECTBA

Iomomiuu Berectsa: SM-102, xonectepoi, 1,2-aucreapoui-sn-riuiepo-3-hochoxomun (DSPC),
1,2- mumupucronn-rac-raunepo-3-merokcunonuerwieHrankon-2000 (PEG2000-DMG), tpomeramont,
TPOMETAaMOJIOB XUAPOXJIOPHUJI, OIICTHA KHCEIIMHA, HATPHUEB alleTaT TPUXUAPAT, 3aXapo3a, Boja 3a
WHKEKIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WNnxexkunoHHa Aucnepcust
1 enHOM030B (hi1aKOH
10 enHOm030BH (hi1akoHA

S. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEKJAHE

WHTpaMyCKyJIHO NPUIOKEHUE
[Ipenu ymorpeba mpovereTe TMCTOBKATA.
3a enHOKpaTHa yrnoTpeba

OO0

L

5

CkanupaiiTe TyK 3a JIMCTOBKaTa Win mocerere Www.modernacovid19global.com.

6. CIHELHWAJIHO OPEJYIIPEKJIEHUE, YE JEKAPCTBEHUSIT IPOJIYKT TPSIBBA
JIA CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA U JOCETA HA JIELIA

I[a C€ ChbXpaHsAaBa Ha MACTO, HEAOCTBHITHO 3a ACIA.
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‘ 7. APYI'U CIHEOUAJIHU NPEAYIIPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TNYAHE HA CPOKA HATOJHOCT

T'onen no:

‘ 9. CIIEIMAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa BbB ¢pusep npu -50°C mo -15°C.

[Tpoyerere TMCTOBKATA 3a CPOKA HA TOJAHOCT U 3a JAOIBJIHUTEIHA HHOOPMAITHST OTHOCHO
ChXpaHEHHETO.

CobxpansBaiite (akoHa B KapTOHEHATa OMAKOBKA, 3a J1a Ce MPEe/Ia3y OT CBETIINHA.

10. CIHIENMWAJIHU NPEAIIA3HUA MEPKMU ITPU NU3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE INPOAYKTH WU OTHIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HUME U AJAPEC HA IIPUTEXATEJISI HA PASPELIHEHUETO 3A YIIOTPEBA

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

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/013
EU/1/20/1507/014

13. TAPTHUIAEH HOMEP

ITaptuna:

‘ 14. HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMSA HA BPAHJIOBA A3BYKA

I[puero e ocHOBaHKE Ja He ce BKIIOYHM nH(opmanus Ha bpaiinosa a30yka.

‘ 17, YHUKAJIEH MAEHTH®UKATOP — IBYU3MEPEH BAPKO/J

JByn3mepeH 0apKoJ ¢ BKIIOYCH YHUKAIECH HICHTU(PHUKATOD
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‘ 18. YHUKAJIEH MAEHTUO®UKATOP — TIAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JA CbABPXKAT MAJIKUTE EAUHUNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA EJJHOAO30B ®JIAKOH

1. HMME HA JEKAPCTBEHMSI IPOJYKT U TbT(MIIIA) HA BbBEKJIAHE

Spikevax XBB.1.5 50 pg uHXeKIIMOHHA AUCIIEPCHUS
aH/y30MepaH
im.

2. HAYUH HA ITPUJIOKEHUE

HHTpaMycKyIHO NPUI0KEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'onen no:

4. IHAPTUJIEH HOMEP

[Taptupa:

5. CBbABbPKAHUE KATO MACA, OBEM WJIH EIUHUIIN

Ennono3oB hnakon
0,5ml

6. JIPYTO
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA OITAKOBKA (ITPEABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA)

1. NME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax XBB.1.5 50 Mukporpama WHXEKIIMOHHA IUCTIEPCHS B IIPEIBAPUTEITHO HAIThIIHEHA
CIPHUHIIOBKA

uPHK Bakcuna cperry COVID-19

aHy30MepaH

2. OBSBSABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceku enHomo30B ¢utakon chabpika 0,5 ml. Exna no3a (0,5 ml) ceabprka 50 mukporpama
aHJy30MepaH.

3. CIIMCBK HA ITIOMOIIHUTE BEIECTBA

[Tomomrau BemectBa: SM-102, xonecrepou, 1,2-nucreapoui-sn-riuuepo-3-pocdoxonun (DSPC),
1,2-nuMupHCTOMI-rac-rauiepo-3-merokcumnoareruieHrmkon-2000 (PEG2000-DMG), TpomMeramon,
TPOMETaMOJIOB XHIPOXJIOPH], OLIETHA KUCEINHA, HATPHEB alleTaT TPUXUAPAT, 3aXapo3a, BoJa 3a
HHKCKIIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WnxexknnonHa Auciepcus
1 nmpenBapuTENHO HAITBJIHEHA CTIPUHIIOBKA
10 npeaBapuTEITHO HATBIHEHH CIPUHIIOBKH

5. HAYUYH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBE/KJAHE

HHTpamyCKyITHO PHIOKEHHE
[Ipenu ynorpeba npovereTe IMCTOBKATA.
3a eqHOKpaTHa ynorpeda

D0

L

"

[=]

CkanupaiiTe TyK 3a JJUCTOBKaTa Wi nocerere Www.modernacovid19global.com.

6. CIHEHUAJIHO NPEAYNIPEXKIEHUE, YE JEKAPCTBEHUAT NPOAYKT TPSJBBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA JEIIA

)Ia CC ChbXpaHsABa Ha MACTO, HCAOCTHITHO 3a JCIA.
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‘ 7. APYI'U CIHEOUAJIHU NPEAYIIPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TNYAHE HA CPOKA HATOJHOCT

T'onen no:

‘ 9. CIIEIMAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa BbB ¢pusep npu -50°C mo -15°C.

[Tpoyerere TMCTOBKATA 3a CPOKA HA TOJAHOCT U 3a JAOIBJIHUTEIHA HHOOPMAITHST OTHOCHO
ChXpaHEHHETO.

ChxpaHsBaiiTe MpeaBapuTEIHO HAITbJIHEHATA CIPUHIIOBKA B KAPTOHEHATA OITAKOBKa, 3a Ja Ce
Mpena3y OT CBETJIMHA.

10. CIHIENUAJIHU NPEANA3HU MEPKHU ITPU U3XBBHPJISIHE HA HEU3TIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HWME U AJPEC HA TIPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

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

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/015
EU/1/20/1507/016

13. TAPTUAEH HOMEP

INapTuna:

| 14. HAYUH HA OTIIYCKAHE

| 15.  YKA3AHMS 3A YIIOTPEBA

| 16. HMH®OPMALHNS HA BPAIJIOBA A3BYKA

[Ipuero e ocHOBaHME Ja HE ce BKIOYM MHpopMalws Ha bpaitmosa a30yxka.

‘ 17. YHUKAJIEH TAEHTH®UKATOP — IBYU3MEPEH BAPKO/

JIByu3mepeH 0apKo/1 ¢ BKIFOUEH YHUKAICH UACHTU(UKATOD
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‘ 18. YHUKAJIEH MAEHTUO®UKATOP — TIAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JA CbABPXKAT MAJIKUTE EAUHUNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IPEJABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA

1. HMME HA JEKAPCTBEHMSI IPOJYKT U TbT(MIIIA) HA BbBEKJIAHE

Spikevax XBB.1.5 50 pg uHXeKIIMOHHA AUCIIEPCHUS
aH/y30MepaH
im.

2. HAYUH HA ITPUJIOKEHUE

HHTpaMycKyIHO NPUI0KEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HATOJHOCT

T'onen no:

4. IHAPTUJIEH HOMEP

[Taptupa:

5. CBbABbPKAHUE KATO MACA, OBEM WJIH EIUHUIIN

0,5ml

6. JPYIO

170



b. JIMCTOBKA
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JlucTroBka: uHopManus 3a NOTPedOUTEA

Spikevax 0,2 mg/ml uH:KeKUMOHHA ANCTIEPCHsT
Spikevax 0,1 mg/ml uH:KeKUHOHHA AUCTEPCHSsT
Spikevax 50 MuKporpamMa HH:KeKIIHOHHA TUCIEPCHs] B MPEIBAPUTEIHO HATbJIHEHA CIPHHIIOBKA
uPHK Bakcuna cpemy COVID-19
(COVID-19 mRNA Vaccine)
emazomepad (elasomeran)

vTO3I/I JIEKapCTBEH MPOMYKT TOJUICKH Ha TOMBIHUTETHO HabroneHne. Tosa e mo3Boiau 0bp30TO

YCTaHOBSIBAHE Ha HOBA MH(pOPMAIlHsI OTHOCHO Oe3omacHocTTa. MokeTe Jia 1aJieTe CBOs PUHOC, KAaTo
CHOOIIUTE BCSIKA HEXEJlaHa PeakIlns, KOsITO CTe MOMYYMId. 3a HAaYMHA Ha ChOOIIaBaHe Ha HEXeIaH!

peaKIuy BIXKTE Kpas Ha TOYKa 4.

IIpouyeTeTe BHMMATEIHO LSVIATA JIMCTOBKA, IIPeIH 1A MOJYYUTEe Ta31 BAKCHHA, Thil KaTO TS

ChABbPa BaskHa 3a Bac undopmanmus.

- 3araseTe Ta3u JMCTOBKAa. MoXe Jia ce HaJIOXKH Jia 51 IPOYETETe OTHOBO.

- AKO UMate HSIKaKBH JIOMBIHATEHY BBIIPOCH, TIonuTaiTe Bamus nexap, gapmarneBt wim
MEIMIIMHCKA CecTpa.

- AKO TIONTyYUTe HIKAaKBHU HEXEIIaHU peakiuy, yBeaoMeTe Bamms nekap, papmaneBt wim
MEIHUITMHCKA cecTpa. ToBa BKIIIOUBA BCUYKH BH3MOYKHH HEOTIMICAHH B Ta3U JINCTOBKA HEXETaHH
peakuuu. Buxre Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

KaxBo mpencrasnsaBa Spikevax u 3a KakKBO Ce M3T0I3Ba

KakBo Tpsi0Ba na 3Haere, npenu na Bu 0b1e npunoxena Spikevax
Kax ce npumnara Spikevax

BB3MOKHYN HEXKETaHU PeaKIK

Kak na cexpansiBare Spikevax

ChapprkaHue Ha ONIAKOBKATa M JOIBJIHUTEIHA HHpOpMAIUs

Sk Wb =

1. Kakso npencraBisiBa Spikevax u 3a kakBo ce H3M0J13Ba

Spikevax e BakcuHa, n3non3Bana 3a npeanazsane or COVID-19, npuunnssan ot SARS-CoV-2. T ce
IpuiIara Ha Bb3pacTHH U Jiela Ha 6 1 moBede Mecena. AKTUBHOTO BeIeCTBO B Spikevax e
nndopmarnmonna PHK (uPHK), koaupamia T. Hap. ,,mmmmnoB* nporend Ha SARS-CoV-2. uPHK e
BKJIFOUYEHA B JUMMIHUA HaHOo4UacTUIl SM-102.

Twit kato Spikevax He chabpika BUPYC, T He Moxe jaa Bu 3apasu ¢ COVID-19.

Kak neiictBa BakcnHaTa

Spikevax cTumynupa eCTeCTBEHUTE 3alIUTH Ha OpraHu3Ma (MMyHHarta cuctema). Bakcunara nelicTsa,
KaTo Kapa OpraHn3Ma Ja IMPOU3BErK/Ia 3alIuTa (aHTHUTENIa) Cpelly BUpyca, KOMTO NpUIUHABA
COVID-19. Spikevax u3non3Ba BelecTBO, HAPEUCHO HHPOPMALMOHHA PUOOHYKICHHOBA KUCETUHA
(uPHK), 3a na npenece nHpopmanys, KOSTO KIETKUTE B OpraHW3Ma MoraT Jia H3M0J3BaT 3a
o0pa3yBaHe Ha IIUIOB NPOTEUH, KOMTO CHIIO CE HAMHpPA U BbPXY BHpyca. Ciel ToBa KIETKUTE
n3paboTBaT aHTHUTENA CPEIly HIMTIOBHUS IPOTEHH, KOUTO Ja IOMOTHAT 32 OTOECKBAHE Ha BUpYCa.
Tosa me nomorse 3a 3amurara Bu cpeury COVID-19.

2. Kakso Tpsi6Ba na 3naere, npean aa Bu 6b1e npustokena Spikevax

BakcuHaTa He TpPs0Ba 1a ce MpUJIara, ako CTe aJJeprudHU KbM aKTUBHOTO BEIIECTBO M KbM
HSKOSI OT OCTaHAJINTE ChCTABKH Ha TOBA JICKApCTBO (M30pOCHM B TOUKA 6).
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IpenynpeskaeHus ¥ MpeaNa3Hd MePKH
T'oBopere ¢ Bamms nekap, hapmareBT Wik MeJUIMHCKa cecTpa, pean na Bu 0bae npunoxena
Spikevax, ako:

- Mpeay CT€ UMaJi TEXKKa, )KUBOTO-3aCTpaIllaBalla aJePrudHa peakiys ciel HHKEKTHpaHe Ha
HJKaKBa Jpyra BaKCHHA UK ako Bu e nmpunarana Spikevax B MHHAIIOTO.

- “MaTe MHOTO Cj1ada WM KoMIpoMeTupana (oTciabena) UMyHHa CHCTEMA

- HSIKOTA CTE MPUITAJATH CIIC WHKEKITUS C Uria

- UMare HapylieHUe Ha KPbBOChCHPBAHETO

- uMare BICOKa TeMIepaTypa Wil TeKKa HH(EKIKs; HO MOXKe 1a ce BAKCUHHUpPATE, aKO UMaTe
JIEKO TIOBUILICHA TeMIIepaTypa Wi HH(EKIUS Ha TOPHUTE TUXaTeTHA IbTUILA, T0100Ha Ha
npocTyaa.

- UMaTe HIKaKBO CEPUO3HO 3a00JIsIBaHe

- U3MHUTBATE TPEBOXKHOCT, CBbP3aHa C TIOCTABSHE HA MHIKCKIIHH.

ChlilecTBYBa MOBUIICH PUCK OT MHOKAP/IHUT (Bh3MAJCHUE HA CHPACUHUSA MYCKYJ) U IEPUKAPIUT
(BB3MaJicHUE Ha BhHITHATA OOBHBKA HA CHPIIETO, ChOOIIEHH Clie]l BakcuHaIMs che Spikevax (Bixk.
TouKa 4).

Te3n 3a00sIBAaHUS MOJKE J1a C€ PA3BHLT 10 HAKOJIKO JHHU CJIe]l BAKCHHAIMATA U IPESANMHO B paMKHTE
Ha 14 nau. Te ca HabmIOAaBaHM MO-YECTO MPH MO-MIIAAH MBXKE U TI0-9eCTO CJIe] BTOpara 7034, B
CpaBHEHHE C ITbpBaTa J03a.

B noseudero Cllydyad Ha MUOKapJuUT U IICPUKAPIUT HACTHIIBA Bb3CTAHOBABAHC. B naxou Cllydau Cc€
Hajiara noaabpKaH€ ¢ MTHTCH3UBHU I'PUXKU U Ca Ha6J'I}OI[aBaHI/I 1 ClIy4an CbC CMBPTEH U3XOM.

CJ'IG,Z[ BaKCHUHaIus:, Tpﬂ6Ba Ja 6’BI[CTC 6,I[I/ITCJ'IHI/I 3a [IpU3HAlKM HA MUOKApAUT U NCPUKAPAUT, HAIPHUMED
3aayX, C’pre6I/IeH€ nuian OOJIKa B I'bpAUTE, U Tpﬂ6Ba He3a0aBHO Ja TOTbPCUTEC JICKApCKa MOMOIII, aKO
TC HACTBIIAT.

Axo HsIKOE OT H30pOEHHTE MO-Tope ce OTHAcs 3a Bac (wiu He cre curypHm), roBopete ¢ Barust jiekap,
(hapmareBT WM MEIUIMHCKA cecTpa, peau na Bu Obae npunoxena Spikevax.

O0ocTpsiHe HA CHHAPOM HA HAPYLIEHA KANMJISIPHA NPONYCKJINBOCT

CpoO111eHn ca HAKOJIKO ciydast Ha 000CTpsiHE Ha CHHIPOM Ha HapylleHa KalliIsipHa MPOITY CKIIMBOCT
(CHKII) (mpuumHsBAaIl U3TUYaHE HA TEYHOCT OT MAIIKUTE KPHBOHOCHH Ch0BE (KAIWIAPH), KOETO
BOAM 10 OBbP30 MOAyBaHE HA PhIETE U KpaKaTa, BHE3AITHO MOBUIIIABAHE HA TETJIOTO U yCellaHe 3a
MpUMaJsBaHe, HUCKO KPBBHO HAJATaHE) CJie]] BaKCUHAIMA ChC Spikevax. AKO B MHHAIOTO CT€ UMAJH
ermmzonn Ha CHKIIL, roBoperte ¢ nekap, npeau ga Bu Ob1e npunoxeHa

Spikevax.

IIpoaBLLKUTETHOCT HA 3alIUTATA
KakTo npu Bcsika BakcHHa, TbpBUYHATA 2-71030Ba BAKCHMHAIIMOHHA cxeMa npu Spikevax moxe na He
3aIATH HAIIBJIHO BCHYIKU, KOUTO S TIOJTy4YaBaT, ¥ HE € U3BECTHO KOJIKO IBJITO ¢ OBETE 3alTUTCHH.

Jena
Spikevax He ce npemopbYBa MpH Jena moj 6-MecedHa Bb3pacT.

Apyru nexapcerBa u Spikevax

Tpsi0Ba na kaxxere Ha Bammst nekap wnu apMarieBT, ako IpueMare, HaCKOpO CTe PUEMANH HITH €
BB3MOJKHO J1a IIpUeMaTe ApyTru JekapcTBa. Spikevax Moxe Aa NOBJIMsE Ha HAYMHA HA ACHCTBHE Ha
JIpYTH JIEKapCTBa, KaKTO U APYTH JIEKapCTBAa MOTAT J1a OKaXKaT BIMSHNUE HA HAUYMHA, IT0 KOWTO NeiicTBa
Spikevax.

173



HmMyHOKOMIPOMETHPAHH JIMIIA

AKO cTe IMYHOKOMIIPOMETHPAHU, MOKE JIa TIOJTyuuTe TpeTa fo3a Spikevax. EdukacHocTTa Ha
Spikevax, mopu cien Tpera J103a, MOXe Jia € MO-HUCKa MPU UIMYHOKOMIIPOMETHPAaHH Jinila. B TakuBa
ciiydau OH TpsOBaJo 1a POIBIDKUTE Ja cria3BaTe GU3UUSCKH MPEIa3Hi MEPKH, 3a Jia CIOMOTHETE 3a
npenorpatsBaHero Ha COVID-19. OcBen ToBa Oiu3kute Bu koHTakTHY Jinlia TpsiOBa a ObaatT
CHOTBETHO BakCHHUpaHu. OOChaETe MOAXOIAINTE HHIANBUAYAIHH IPENOPHKY ¢ Baius nekap.

BpemenHocT U KbpMeHe

AKko cte OpeMeHHa HITH cMsITaTe, Ye MOJKe Jla cTe OpeMeHHa, MoChBETBalTe ce ¢ Bammms nekap,
MeIULHCKA cecTpa WK (apMaieBT npenu na Bu ce mocraBu Tasu Bakcuna. Spikevax Moxe 1a ce
npuiiara no Bpeme Ha OpemeHHocT. ['onemusar o6emM oT nHMopMarys, mojydeHa oT HabII0CHUETO Ha
OpeMeHHH KEeHU, BAKCHHUPaHH Ccbe Spikevax 1o BpeMe Ha BTOPUS M TPETHSI TPUMECTED, HE MOKa3Ba
BaKCHHALMATA J1a ©UMa HeOJIaronpusTHU e(peKTH BbpXy OPEeMEHHOCTTa WM HOBOPOJICHOTO. Makap ue
HHQOPMALUITA OTHOCHO €(DEKTUTE BBPXY OPEMEHHOCTTa MIM HOBOPOAEHOTO ClIe/l BAKCHHALHSI 10
BpeMe Ha IbPBHS TPUMECTHD € OTpaHIUYeHa, He ca HalJIio1aBa MpoMsiHa [0 OTHOILICHUE Ha PHCKA OT
CIIOHTaHEeH abopT.

Spikevax mMoxe aa ce npuiiara B Iepuojia Ha KbpMeHe.

Modupane u padora ¢ MAIIMHU

He mogupaiite u He paboTeTe ¢ MalllMHK, aKO HE CE YyBCTBATE J00PE Clie/] BAKCHHAIIMATA.
NzuakaiiTe, nokaro BcskakBu e(heKTH OT BaKCHHATA OTIIYMSIT, IPEH Ja modupaTe ik paboTure ¢
MallluHH.

Spikevax cbabprka HATpUH
ToBa niekapcTBO ChabpKa mo-mManko ot 1 mmol narpuit (23 mg) Ha 1034, T.€. MOXe Ja ce Kaxe, 4e
MPAaKTUKTHYECKH HE ChABPKA HATPHUH.

3. Kak ce npunaara Spikevax

Ta6auna 1. {lo3upoBka Ha Spikevax npu mbpBHYHA cepusl HA BAKCUHALUS, TPH BAKCHHAIUS C
TpeTa 1032 NPH Te;KKO MMYHOKOMIIPOMETHPAHM JINLA U OycTep 103H

KosauvecTBo Ha | Buja BakcuHanus Bb3pacrt | Jo3a Ipenopbku
aKTHBHOTO

BelleCTBO B

1030Ba

eIMHNIA

Spikevax [TepBUYHa cepust Jluna na | 2 (1Be) no3u

0,2 mg/ml BB3PacT (0,5 ml Bcsika,

WHIKEKIIHOHHA 12 roguau | chabpxKaa

aucrepcus Y TI0- 100 mukporpama

Bb3pactHu | ”PHK)

IIpenopsuBa ce

era Ha 2 (oBe) mo3u
Aen (1Be) 1 BTOpATa J103a Jia ce

BB3pacT (0,25 ml Bcsika,

MPUIOKH 28 AHU
or 6 1o 11 | ceappxkaia

cJle/l IbpBaTa 103a.
TOJIUHH 50 mukporpama

nPHK, xoeto ¢
IOJIOBMHATA OT
TbpPBUYHATA
J103a 3a JIMIa Ha
12 u ioBeue
TOJIMHU)
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KonuyectBo Ha | Buja BakcnHanms Bw3pact | lo3a IIpenopbkn
AKTHBHOTO
BEIIECTBO B
1030Ba
eTMHHUIIA
Tpera no3a mpu nuna cbe | Jluna Ha 1 (emna) mo3a Tpera no3za Mmoxe
CHITHO oTcrabeHa BB3pacT 0,5 ml, Jia ce TPHIIOKH
MMYyHHa CHCTEMa 12 ropuHu | chABpIKAIIa Han-Mayko 28 qHu
Y TI0- 100 mMukporpama | cieq BTopara fo3a.
Bb3pactHu | ”PHK
[Hena Ha 1 (emHa) mo3a
BB3PacT 0,25 ml,
ot 6 110 ChIBpIKAIIA
11 roaunuu | 50 Mukporpama
nPHK
Bycrep noza JInna Ha 1 (emna) mo3a Spikevax moxe na
BB3pacT 0,25 ml, Cce U3I0JI3Ba 3a
12 ropuHu | chABpIKaIa MOJICUIIBaHE Ha
U T10- 50 Mukporpama | UMyHHTETa PU
Bb3pactHu | UPHK JU1a Ha Bb3PacT
12 u moBeye
TOJIUHH, KOUTO Cca
MOJTY YHITH
MIBPBUYHA CEPHA
cbe Spikevax wu
IbpBUYHA CEPHS,
CBCTOSAIIA CE OT
npyra uPHK
BaKCHHA WITH
a/ICHOBUPYCHA
BEKTOPHA BaKCHHA,
Hal-MaJIKO
3 Mecena cien
3aBBpIIBaHE HA
MIbPBUYHATA CEPHSL.
Spikevax [TepBuuHa cepust Jena Ha 2 (nBe) mo3u
0,1 mg/ml BB3pacT (0,5 ml Bcsika,
WHKEKIIMOHHA ot 6 110 ChIBpIKaIa
JucHepcus u 11 roaunu | 50 Mukporpama
Spikevax nPHK Bcsika)
50 Mukporpama
HH/KEKIIMOHHA Jena Ha 2 (nBe) mo3u [IpenopruBa ce
aMcnepcus B BB3pacT (0,25 ml Bcsika, | BTOpaTa 1034 Aa ce
npeIBapuTeTHO oT ChABpXKAIIA TIPUIIOKU 28 THU
HAN'bJIHEHA 6 meceria | 25 MuKporpama | ciej mbpBarta J03a.
CIIPUHIIOBKA * 10 nPHK, koeto e
S5 rofuHE | TIOJIOBHHATA OT
IbpBUYHATA
Jt03a 3a Jiera Ha
BB3pacT oT 6 110
11 roguan)*
Tpera mo3a mpu Hena Ha 1 (emna) mo3a Tperta 1032 MOKe
JINIA ChC CUJIHO OTCIIa- BB3pacT 0,5ml,

OeHa uMyHHa cucremat

ChABpXKALIA

Jia ce TPHII0KU
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KonuyectBo Ha | Buja BakcnHanms Bw3pact | lo3a IIpenopbkn
AKTHBHOTO
BeIIeCTBO B
1030Ba
eMHUIA
otT 6 110 50 mukporpama | Haii-manko 28 mHU
11 rogunu | ”PHK ciej BTopara J03a.
Hena Ha 1 (emna) mo3a
BB3pacT 0,25 ml,
oT ChIBpIKaIa
6 mecena | 25 Mukporpama
bi (e} nPHK*
5 roaunun
Bycrep mo3a JInma Ha 1 (exma) mosa Spikevax moxe ma
BB3pacT 0,5ml, ce U3I0JI3Ba 3a
12 roguHu | chabpxKama MOJICUJIBaHE Ha
U 1o~ 50 Mukporpama | UMyHHUTETa IpU
Bb3pactHu | U”PHK JIMLIA HA Bb3pacT
6 1 moBeue
TOJIMHH, KOUTO ca
MOy IHITH
IbPBUYHA CEpHS
cbe Spikevax wim
Jlemna Ha 1 (emna) mo3a II'bPBUYHA CEPUS,
BB3PacT 0,25 ml, ceabp- | cBCTOSIMIIA CE OT
oT 6 110 Kara 25 MUK- npyra uPHK
11 ropunu | porpama BAKCUHA WIH
nPHK)* aJICHOBUPYCHA
BEKTOpHA BAaKCHHA,
Hal-MaJIKo

3 Mecelna ciief
3aBBpIIIBAHE HA
MIBPBUYHATA CEPHSL.

*He uznoinsBaiite MpeaABAPUTECITHO HAITBJIHEHA CIIPUHIIOBKA 3a MHXKCKTUPAHE HA YaCTHUUCH obeMm -

0,25 ml.

t3a mppBUYHKTE CEepUU 3a JIMIA HA BB3pAcT 12 U moBeye roJiHU TPpsOBa J1a ce U3Mo3Ba (IakoH ¢
koHnenrpanus 0,2 mg/ml.
13a Tpera m03a TpH JIMIA CHC CHITHO OTCIa0eHa HIMYHHA CHCTEMA Ha BB3pacT 12 U moBeue roIuHu
TpsiOBa Ja ce u3noi3pa (hiaakoH ¢ koHreHTpanus 0,2 mg/ml.

AKO nponycHere IVIAHUPAHO MocenieHue 3a 2P* 1032 0T NBPBUYHATA BAKCHHALIMOHHA CXeMa ChC

Spikevax

- AKO mpoIycHeTe IJIaHUPaHO MOCeIIeHe, HaCpOYeTe Apyra BU3UTa npu Bammms nekap,
(hapMareBT WM MEAUIMHCKA CECTPa B3MOXKHO Hal-CKOPO.
- AKO TIpOIyCHETE TUTaHWPaHa WHXKEKIIHUA, MOJKE /1a He CT€ HAITBJIHO 3aIIUTEHH CPEIILy

COVID-19.

Bammst nekap, GpapmManeBT WM MEIUIMHCKA CECTPA L€ HH)XEKTUPAT BAKCHHATA B MYCKYJI
(MHTpaMyCKyJIHa MHXKEKLIMA) B FOpHAaTa yacT Ha pbKaTa Bu.

Caen Bcsika MHXKEKIHMS Ha BakcuHaTa BammusT jiekap, gpapmalieBT nim MeJAUIIMHCKA cecTpa e Bu
HaO0JIFOTaBaT 3a Hail-Maiko 15 MUHYTH 3a MpU3HAIIN Ha aJIepTHYHA PEaKITHS.
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AKO uMare HSIKaKBH JOITBIHUTEIIHN BBIIPOCH, CBBP3aHU C ynoTpebaTa Ha Ta3u BaKCHHA, MTOTUTANTE
Bammis nekap, ¢papManeBT WM MEAUIIUHCKA CECTPA.

4, B1b3MOKHH HeXKeJIaHU peakuuun

Kakro Bcnuku JICKApCTBaA, Ta3u BaKCHMHA MOXKC 1a NIPCAU3BUKA HCIKCIIAHU PCAKIINU, BBIIPCKHU Y€ HE
BCCKH I'l [TI0JTy4aBa.

HOTT)pCGTe CnemHa MCIUIMUWHCKA ITOMOII, aKO IMOJIYyYUTC HAKOH OT CJICOHUTEC NPpU3HAL U CUMIITOMHA
Ha alepruvHa PeaKilys:

- ycelllaHe Ha NPUJIOIIABAHE WIIH 3aMasiHOCT;

- MIPOMEHH B CHPJICYHHS PUTHM;

- 3a1yX;

- XPHITOBE;

- IMOAYBAaHC Ha YCTHUTE, JIULICTO UJIN I'bPJIOTO,

- YPTUKAPUS WIH OOpUB;

- raJicHe WU MOBPHIIAHE;

- cromariHa 60JKa.

I'oBopere ¢ Bamus nekap, ako MOJIy4NTE HAKAKBU APYT'H HEXKENAHHU PEakUU.. Te Moxe 1a BKIHYBAaT:

MmHoro yectu (Moxe ja 3acerHat nmoseue ot 1 Ha 10 nymm):

- 0 TyBaHe/00JIE3HEHOCT B 00J1aCTTa HA ITOAMHIITHATIATA

- HaMaJIeH areTuT (HabJro1aBaHo TpH JIela oT 6 Mecerna 10 5 TOIUHN)

- pasapa3HuTeNHOCT/ IUad (HaOJIro1aBaHo MmpH Jera oT 6 Mecena 10 5 rouHm)

- rJ1aBo0oJIMe

- Oe3chHUE (HaOII0IaBaHO TIPH Jiera OT 6 Mecena 10 S5 TouHN)

- rajicHe

- MOBPBIIIAHE

- MYCKYyJIHA 00JIKa, OOJIKM B CTABUTE W CKOBAHOCT

- 0O0JIKa WU TOyBaHe Ha MSCTOTO HAa WH)KEKTUPaHe

- 3auepBsABaHe Ha MSACTOTO Ha HHXKEKTHpaHe (KOETO MOHSIKOTa MOKE JIa C€ TMOSBH MPUOTUIUTETHO
9 o 11 faHU clle HHKEKTHPAHETO)

- ycelllaHe Ha CHJIHA yMOopa

- BTpPHUCaHE

- MOBHIIICHA TEMIIEpaTypa

Yecru (Moxe aa 3acernar a0 1 Ha 10 mymn):

- AP

- 00pus,

- 00pHUB WM YPTHKApPHUA Ha MACTOTO HAa UHXKEKTUPaHEe (HSIKOW OT KOUTO MOJXKE Ja CE MOSABST
npuOm3uTenHo 9 no 11 gHu ciien HHKEKTHPAHETO)

Heuectu (Moxxe na 3acernar 1o 1 #a 100 mymm):

- CbpOEX Ha MACTOTO Ha HH)KEKTHUPAHE

- 3aMasiHOCT

- Oonka B Kopema

- HaJUrHaT, cbposir 00puB (ypTukapus) (KOMTO MOXKeE J1a ce TOSIBM OT MOMEHTa Ha MH)KEKTHpaHe
Y JI0 OKOJIO JBE CEAMMIIM CIIe HHKEKTHPAHETO)

Penxu (Moxe na 3acernar g0 1 Ha 1 000 mymm)

- BPEMEHHO YBHUCBAHE Ha €THATa CTpaHa Ha JUIETOo (mapanu3a Ha bex)

- MoiyBaHe Ha JIMIETO (TIOyBaHe Ha JMIIETO MOXE J1a CE HOSBH IIPH JIMIIA, KOUTO Ca UMaJIH
KO3METHYHH HH)KEKIIUU B JIUIIETO. )

- HAMaJICHO yCelllaHe 3a JIOMUP WU CETUBHOCT
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- HeoOWYaliHO ycellaHe Mo Ko)KaTa, KaTo U3TPBIIBaHe WM MpaBydYKaHe (TIapecTe3usl)

Muoro penku (Morat aa 3acerHat a0 1 Ha 10 000 mymm):
- Br3nanenue Ha ChpACYHHS MYCKYJT (MHOKapIUT) WIK Bh3IaJCHNE Ha BHHITHATA OOBUBKA Ha
ChpIETO (MEPUKAPIUT), KOSTO MOXKE JIa AOBEAEC J0 33/yX, ChpleOHeHEe Win 00JIKa B I'bPIUTE.

C HensBecTHaA 4YecTOTA

- TEXKU aJIepTUYHH PEaKLUH ChC 3aTPyAHEHO TUIaHe (aHapUIaKCHsT)

- peakuus Ha IMyHHAaTa CUCTEMA — IOBHUILEHA YyBCTBUTEIHOCT MM HETIOHOCUMOCT
(CBPBX4yBCTBUTEIHOCT)

- KOXXKHA peakmus, o ¢opMaTa Ha YepBEHH METHA WM OOPUB 10 KOKaTa, KOWTO MOXKE Ja
H3IJIeKIa KaTo ,,MHUIIeHA  HJIH ,,0MBOJICKO OKO™ C THBMHO YEpPBEH LEHTHP, OKOJIO KOMTO MMa I10-
CBETJIM YePBEHH KPBIroBe (epuTeMa MyaTudopme)

- OTOK Ha BaKCHHUPAHUs KpalHUK, KOWTO 00XBaIla rojsma Iioll.

- TEXKO MEHCTPYaJTHO KbpBeHE (TIOBEYETO CIIydau M3TJIeX/]1a He Ca CEpHO3HH U ca C BpEMEHEH
xXapakTep)

- 00pHuB, IpEIN3BUKaH OT BHHILIEH CTUMYJI KaTO CUJIHO MOTJIAXKJaHe, YeCaHe MM HATHCK BBPXY
KOXKaTa (MeXaHNYHa YPTHUKAPHS)

Cpo0maBaHe HA HeKeJIAHU peaKIuu

AKO TIOITyYnTe HAKAKBU HEXEIIaH! PeaKllny, yBeJoMeTe Bamms iekap, papManeBT win MeIUIIMHCKA
ceCTpa. TOBa BKJIFOYBA BCUYKHU BBb3MOXHU HCOIITMCAHU B TAa3U JIMCTOBKA HCKCIIAHU peaKHI/II/I. MO)KCTG
CBIIIO J1a ChOOIINTE HEXKETaHN PEaKIHK AUPEKTHO Ype3 HAIMOHAIHATA CHCTEMa 3a ChoOIaBaHe,
nocoueHa B [Ipunoxenne V. Kato cho0iaBaTe HeXXeIaHH PEAKIMH, MOKETE J1a IJeTe CBOSI IPUHOC
3a MoJTyJaBaHe Ha NoBeue HH(OpMaIrs OTHOCHO OE€30MIaCHOCTTA Ha Ta3H BaKCHHA.

S. Kak na chxpansiBate Spikevax

Ja ce cpxpansBa Ha MSCTO, HEJOCTHITHO 32 JeIa.

He u3non3BaiiTe Ta3u BakCHHA CJie]] CPOKa Ha TOJHOCT, OTOENsI3aH BEPXY €THUKeTa cliel ,,[ ofieH 10,
CpOKBT Ha TOJHOCT OTTOBApsI HA TTOCIICAHUS JICH OT TTOCOYCHISI MECEII.

HNndopmarnmsita 3a chXpaHeHHe, CPOK Ha TOJHOCT U yroTpeda u paboTa e onrcaHa B pasjena,
nperHa3HauYeH 32 MEAMIIMHCKH CIEeUAINCTH B Kpas Ha JINCTOBKATA.

He HBXBBpHﬂﬁTe JICKApCTBATA B KaHAJIN3auATa WU B KOHTeﬁHepa 3a JOMAIllH! OTIIaaAbIIN.

Ilonuratite Bamms q)apMaHCBT KakK J1a U3XBBPJIATC JICKAPCTBATA, KOUTO BEYC HC M3IOJI3BATC. Te3u
MCPKH 1II€ CIIOMOTrHAaT 3a OIla3BaHC HAa OKOJIHATa Cpeaa.
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6. Cmn,pmam/le Ha ONMMAaKOBKAaTa U JONNbJHHUTECTIHA HHQ)OpMaHI/Iﬂ

Kakso cbabpixa Spikevax

Tabauua 2. CheTaB ciopel BUIa HA ONIAKOBKATA

TPEBAPUTEITHO
HAII'bJIIHEHA
CIIPUHIIOBKA 34
UHXXEKTHpaHE Ha
yacTHYEH 00eM -
0,25 ml.

KoaunuyecTBO Ha OnakoBKka Jo3a(un) CbcraB
AKTUBHOTO BelIeCTBO
B /1030Ba eIMHHULA
Spikevax 0,2 mg/ml MHOT0030B MaxkcuMym Enna mosa (0,5 ml) ceabpixa
HH/KEKIIMOHHA (hnaxoH 10 no3m 100 mukporpama enazomepa,
Aucnepcus no 0,5 ml Bcsika nPHK Bakcuna cpenty COVID-
19 (Hykneo3uaHo
MoauduIpana) (BKIOYCHA B
SM-102 nmunuaau
HaHOYACTHIIN).
Makcumym Enmna no3za (0,25 ml) ceaspixa
20 no3u mo 0,25 ml | 50 mukporpama enazomepa,
BCsKa nPHK Bakcuna cpenty COVID-
19 (Hykneo3uaHo
MoauduIpana) (BKIOYCHA B
SM-102 nmunuaau
HaHOYACTHIIN).
Spikevax 0,1 mg/ml MHoro1030B 5 no3u Enna no3a (0,5 ml) ceabpxa
HHIKEKIHOHHA (himaxoH mo 0,5 ml Bcska 50 Mukporpama eja3omMepa,
aucnepcust nPHK Bakcuna cpemry COVID-
19 (Hykneo3uaHo
Monudunupana) (BKIOYCHA B
SM-102 nmunugau
Maxkcumanno HAHOYACTHIIN).
10 go3u o 0,25 ml
BCSKa Enna noza (0,25 ml) ceappxa
25 MHKporpama ena3oMepasx,
uPHK Bakcuna cpemy COVID-
19 (Hykneo3uaHoO
Mou(uIpana) (BKIOYCHA B
SM-102 munuoau
HAHOYACTHIIN).
Spikevax [Mpensapurento | 1 mo3a mo 0,5 mi Enna no3a (0,5 ml) ceaspxa
50 mukporpama HaIbJIHEHA 50 mMuKporpama enazomepasx,
HHKEKIMOHHA CIIPUHIIOBKA Camo 3a nPHK Baxcuna cpenty COVID-
aucnepcus B €IHOKpaTHa 19 (HykI€03UHO
npeIBapuTeTHO ymoTpeoa. Moaudumpana) (BKJIOUCHA B
Ha'bJHEHA SM-102 nmunuaau
CIIPUHIIOBKA He usnonzaiite HAHOYACTUIIN).
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Enazomepan e eqaoBepmxkHa 5’-kenupana nHbopmanuonHa PHK (nPHK), mpoussenena c
M3I0JI3BaHeTO Ha Oe3KiIeThYHa iN Vitro TpaHckpwuims oT choTBeTHUTE JJHK-MaTpuity, koaupanm
BupycHus mwunoB (S) nporerH Ha SARS-CoV-2 (opurnnanHza).

Jpyrure cberaBku ca SM-102 (xenranekan-9-un 8-{(2-xuapokcuern)[6-okco-6-
(YHACIMIOKCH)XEKCHJI |JAMHUHO } OKTAHOAT), X0JIECTePOJI, 1,2-aucreaponii-SN-rinko-3-hocdoxouH
(DSPC), 1,2-mumupucrouni-rac-rauuepo-3-merokcunonueriwienriankon-2000 (PEG2000-DMG),
TPOMETaMOJI, TPOMETAMOJIOB XUJIPOXJIOPH/I, OLIETHA KUCETIMHA, HATPUEB alleTaT TPUXUIPAT, 3axapo3a,
BOJIa 32 MH)KEKIIHH.

Kak m3rue:xxga Spikevax n KakBo CbAbpiKa OIIAKOBKATA

Spikevax 0,2 mg/m| nmxexknmonHa gucnepcus

Spikevax e Osia 1o IOYTH Osi1a AUCTIEPCHS, JTOCTaBsSHA B CTHKJICH (IakoH ¢ 00eM 5 ml ¢ kayuykoBa
3allylIajKa 1 Y4epBEHO OTUYIBAIla ce Kanaye ¢ alyMUHHEeBa OOKaTKa.

OmnaxoBka: 10 MHOTOZI030BH (h1akOHA

Spikevax 0,1 mg/ml umxeknroHHa UCcepcus

Spikevax e Osu1a 10 IOYTH Osi1a AUCTIEPCHS, KOSITO CE JOCTaBs B CThKJICH (yiakoH ¢ 00em 2,5 ml ¢
Kay4yKOBa 3aIlyajka i CHHbO OTYYIIBAIIO CE Karavye ¢ alyMHHHEBa OOKaTKa.

OmakoBka: 10 MHOTOZ030BH (piTakOHA

Spikevax 50 MukporpaMa MHXEKIIMOHHA AUCIEPCUS B IPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

Spikevax e Os1a 10 MOYTH Osi1a AUCTIEPCHS, KOSATO CE TOCTABS B TIPEIBAPUTEITHO HAIIBIIHCHA
CHPUHIIOBKA (IIUKJIMYEH 0Je(PHHOB NOJIMMED) ¢ TJIaBa Ha OyTaloTo M NpeANa3Ho Kanaue (0e3 uria).

Besxka omakoBka CbAbpPiKa 5 mpo3pavyHu 6J'II/ICT€pa, BCCKH OT KOHUTO ChbAbpPrKa I10 2 npeaABAPUTCIIHO
Hall'bJIHCHHU CIIPUHIIOBKH.

OmnakoBka: 10 mpeaBapuUTEIHO HATBIHEHU CITPUHIIOBKU
[IpuTexaTes1 Ha pa3pelIeHHETO 32 yNOTPeda
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 PIt 12

Madrid 28002

Hcnanus

IIpousBoauTenn

3a MHOTr0/1030BU (hIaKOHHU

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, ®panrus 37260
Moderna Biotech Spain S.L.
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Calle del Principe de Vergara 132 PIt 12
Madrid 28002
Hcnanus

3a OpEABAPUTCIIHO HAITBbJIHCHA CIPUHITOBKA

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

28037 Madrid

Ucnanus

3a JOITBJIHUTCIIHA I/IH(l)OpMaHI/ISI OTHOCHO TOBa JIEKApCTBO, MOJIA, CBBPIKETE CC C JIOKATTHUA
MNpEACTABUTECI HA MMPUTECIKATECIIA Ha PA3PCHICHUCTO 3a yrIOTpe6a.

Belgié/Belgique/Belgien Lietuva
Tél/Tel: 0800 81 460 Tel: 88 003 1114

bbarapus Luxembourg/Luxemburg

Ten: 0800 115 4477

Ceska republika
Tel: 800 050 719

Danmark
TIf: 80 81 06 53

Deutschland
Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

EALada
TnA: 008004 4149571

Espafia
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
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Tél/Tel: 800 85 499

Magyarorszag
Tel: 06 809 87488

Malta
Tel: 8006 5066

Nederland
Tel: 0800 409 0001

Norge
TIf: 800 31 401

Osterreich
Tel: 0800 909636

Polska
Tel: 800 702 406

Portugal
Tel: 800 210 256

Romania
Tel: 0800 400 625

Slovenija
Tel: 080 083082

Slovenska republika
Tel: 0800 191 647

Suomi/Finland
Puh/Tel: 0800 774198

Sverige
Tel: 020 1092 13



Latvija United Kingdom (Northern Ireland)
Tel: 80 005 898 Tel: 0800 085 7562

JlaTa Ha mocjeHo MpepasrJieskaane Ha JUCTOBKAaTa
Ckannpaiite Ko/1a ¢ MOOIITHO yCTPOMCTBO, 3a Ja MOJTyYnTe JIMCTOBKATA HAa Pa3IMYHH €3UIIN.

[=]7 g [w]

L

[=]

W nocerere URL https://www.ModernaCovid19Global.com

[MonpoOHa uH(popMaIus 3a Ta3u BaKCHHA € MPEJAOCTaBeHa Ha yeOcalita Ha EBporielickaTa areHmus mo
JIeKapcTBaTa: http:/www.ema.europa.eu.

Ta3u nucToBKa e HannyHa Ha Bcuuku e3ulm Ha EC/EUII Ha yeOcaiiTa Ha EBpornieiickaTa areHius mo
JIeKapcTBarTa.

IlocouenaTa mo-a0J1y uHpopManus e MpeIHA3ZHAYEHA CAMO 32 MEAHIMHCKH CIIEIHATUCTH:

IIpocaeaumoct

3a ma ce momoOpu MPOCISAUMOCTTA Ha OMOJIOTHIHUTE MEIUITMTHCKH TIPOTYKTH, IMETO U AP THIHUAT
HOMEp Ha MpHJIaraHus IPOAYKT TPsiOBa J1a ObAAT SICHO 3allMCaHH.

C"bXDaHeHI/Ie X INOArOTOBKA 3a NPHUJIOKCHHEC

Spikevax TpsOBa f1a ce mpuiiara OT 00y4eH METUIIMHCKH CIIEITHAIUCT.
BakcuHara e roToBa 3a ynotpeba ciiesl pazMpassiBaHe.
Jla He ce pasKJjallia Wk pa3pexa.

Hpezm IIPUIIOKCHUE BaKCHATa Tpﬂ6Ba BHU3YyaJIHO Ja C€ NpETJIC€ia 3a HAJIMYMEC Ha BUANMU 4YaCTUIIU U
MMpoMsHa B IIBE€TA.

Spikevax e Osma mo mouTH Os1a gucTiepeus. Moxke na chabpIka OeT UITH MOy IpO3padyH YaCTHIIH,
CBBP3aHU C MpojykTa. [la He ce mpuiara, ako BAKCHHATA € C IPOMEHEH IIBST WU ChIbpKa JPYTH Ha

B/ BUJIVMH YaCTHIIH.

dakoHKUTE U MPEABAPUTEIIHO HAIIBIIHEHUTE CIIPUHIIOBKY J1a Ce ChXpaHsBaT BbB (ppusep npu -50°C 1o
-15°C.

C’BXpaHHBaﬁTe (I)J'IaKOHI/ITe U IPEABAPUTCIIHO HAITBJIHCHUTE CIIPUHIIOBKU B KapTOHCHATA OIIAKOBKA, 34
Jla C€ MpeAnasdaT OT CBETJIIMHA.
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Spikevax 0,2 mg/ml nHXkeKIMoOHHA AUCIIEpCHs B MHOTOI030BH (hJIIAKOHHU C YEPBEHO OTUYIIBAIIO CE
Kamaye

OT Bcexn MHOTO030B (hi1akoH Moke n1a ce n3tersit peceT (10) mo3u (mo 0,5 ml Besika) nmm
MakcumyM nBazeceT (20) go3u (mo 0,25 ml Besika).

[IpenoprunTenHo € 1a mpoOoKIaTe 3ammyliaiKaTa Ha pa3liidHo MAICTO BCekH mbT. He myHKTHpaiiTe
(hmakoHa ¢ yepBeHO Kamade mosede oT 20 mbTH.

VYBepere ce, ye (PIAKOHBT MMa YSPBEHO OTUYIBAIIO CE Karavye U HANMEHOBAHUETO Ha MPOJIYKTA €
Spikevax 0,2 mg/ml. Ako pakoHBT € ChC CHHBO OTYYIIBAIIO CE Karnaye i HAMMEHOBAHUETO Ha
npoaykra e Spikevax bivalent Original/Omicron BA.1 wmu Spikevax bivalent Original/Omicron
BA.4-5, mons, HanpaBeTe CrpaBKa ¢ KpaTKara XapakTepUCTHKA Ha IPOAYKTa 3a (POpMYIIMPOBKATa.

Pa3mpasere Bcekn MHOT01030B (DJIaKOH Npeay ynoTpeda, KaTo cieaBare yKa3aHusTa I0-10J1y
(Tabmuua 3). Koraro ¢akoHBT € pa3MpaseH B XJIQIUITHHK, OCTaBeTe IO Ha CTaifHa TemrepaTypa 3a

15 MuHYTH TIpeay MPUIOKEHHUE.

Tadoauua 3. Yka3aHus 3a pa3Mpa3siBaHe Ha MHOT01030BH (pJIaKkoOHH NpeIu ynorpeda

Yka3zaHus ¥ NPOIbJKUTEHOCT HA pasMpassiBaHe
Temneparypa
Temneparypa | IIpoab/okur | Ha
patyp pot IIpoab/KHTEIHOC
OnakoBka Ha €JTHOCT HA pasmpassiBan |
pa3Mpa3siBaHe | pa3mpa3ssBa | e
. pa3mpa3ssiBaHe
(B XJIATWJIHUK) | He (npu craiina
TeMIIepaTypa)
24acau
Muorono30B hiaakoH 2-8°C 15°C —25°C 1 gac
30 MmunyTH

Spikevax 0,1 mg/ml uHxkeKIMoHHA AUcIiepcus B MHOTOJI030BU (DIIAKOHU ChC CHHBO OTYYIIBAIIO CE
Kamnaue

OT BCekr MHOTO030B (hITaKOH MOXKe J1a ce U3TeryaT meT (5) mo3u (mmo 0,5 ml Besika) niim MaKCHMAITHO
necer (10) go3u (o 0,25 ml Besika).
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’KenarenHo € BCEKH ITBT Aa HpO6I/IBaTe 3amrymiajikaTta Ha pa3jJIn4HO MsCTO.

VYBepere ce, 4e (IaKOHBT UMa CHHBO OTUYIIBAIIO CE Kanaye 1 HAHMEHOBAaHMETO Ha MPOJYKTa €
Spikevax 0,1 mg/ml. Ako GakoHBT € ChC CHHBO OTUYIIBAIIO CE Karaye i HANMEHOBAHUETO Ha
npoaykra e Spikevax bivalent Original/Omicron BA.1 wmu Spikevax bivalent Original/Omicron
BA.4-5, Mo, HampaBeTe CIIpaBKa ¢ KpaTkara XapaKTEepHUCTHKA Ha TIPOIyKTa 3a (DOpMyIIMpOBKaTa.

Pa3mpaszere Bcexnt MHOTO1030B (hJTaKOH Tpean yHnoTpeda, KaTo clieiBaTe yKa3zaHUsTa MO-I0Jy
(Tabmuma 4). Korato yiakoHBT € pa3MpaseH B XJIAJAWITHUK, OCTaBETe 'O Ha CTaliHa TeMIeparypa 3a

15 MuHYTH NIpeu NpUIIoKEeHNE.

Tadamua 4. Yka3aHus 3a pa3Mpa3siBaHe Ha MHOT'0/1030BH (pJIakoHH Npeau ynorpeda

Yka3aHusl ¥ NPOABJKUTETHOCT HA pa3MpassiBaHe
Temnepartypa
Temneparypa | IIpoabikuTt | Ha
patyp POX Ipoab/ukuTEIHOC
OnakoBka HA €JIHOCT HA pa3Mpa3ssiBaH T Ha
pa3mpa3ssiBaHe | pa3mpassiBa | e
. pa3Mpa3ssiBaHe
(B XJIAAWJIHMK) | He (npu crajina
TeMIepaTypa)
2 yacau
MHoro10308B QriakoH 2-8°C 15°C -25°C 1 yac
30 MuHYTH

Spikevax 50 MukporpaMa MHXEKIIMOHHA JUCIEPCHUS B IPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

Jla He ce pa3kJiiama Win pa3pexaa ChIbPKAHIETO Ha TPEABAPUTEIHO HAIThIHEHATA CIIPHHIIOBKA.

Bcesika npenBapuTeNIHO HallbJIHEHA CIPUHIIOBKA € CaMo 3a €AHOKpaTHa ynorpeda. Bakcunara e rotosa
3a ynorpe0a ciel] pasmMpassBaHe.

OT BCsIKa MpeIBApUTENTHO HAITBITHEHA CITPHHIIOBKA MOXe Aa Obje npuitokeHa eqHa (1) goza ot 0,5 ml.
He u3non3BaiiTe npeBapuTeIHO HAITBJIHEHA CIIPUHIIOBKA 33 MH)KEKTUPAHE Ha YaCTHYCH 00eM -
0,25 ml.
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Spikevax ce g0CTaBs B €IHO/I030Ba, ITPEABAPHUTEIIHO HAIThJIHEHA CIPUHIIOBKA (0€3 HIJIa), ChAbpKalla
0,5 ml (50 mukporpama) uPHK u TpsiGBa 1a ce pa3mpasu mpean NpuioKeHue.

ITo BpeMe Ha chXxpaHEeHHE HaMaJeTe 10 MUHIMYM H3JIaraHeTo Ha CTaliHO OCBETJIEHUE U U30srBaiTe
M3J1araHeTo Ha NpsKa CIIbHUEBA CBETJIMHA U YITPABUOJIETOBA CBETJINHA.

[Ipean ynorpeba pazmpasere BCsika MpeIBapUTETHO HATbJIHEHA CIPUHILIOBKA, CIEABANKN
WHCTPYKIMHTE TO-A0Ty. CIIPUHIIOBKHTE MOXKE J]a C€ pa3MpassaBaTr B OJUCTEPHUTE OTIAKOBKH (BCEKH
OmucTep ChAbpiKa 2 MpeIBapUTENIHO HAITBJIHEHH CIIPUHLIOBKH) MJIM B caMaTa KapTOHEHA OTIaKOBKa, B
XJIQIMJTHUK WU Ha craiina Temrepatypa (Tabmuma 5). Koraro cnpuniioBkara ce pa3mMpasu B
XJIaJJMJTHUK, OCTaBeTe s Ha CTaifHa TemIiepatypa 3a 15 MUHyTH npean pHiIoKeHHe.

Ta6muua 5. Ykazanus 3a pa3Mmpa3siBaHe Ha MPeABAPUTEIHO HANTBJIHEHH CIPUHIIOBKH H
KAPTOHEHH ONMAKOBKH Npean ynorpeda

Yka3zaHus 1 NPOABJKUTEIHOCT HA pa3Mpa3siBaHe
Temmneparypa
Ha TIpobIBKHTEHOCT Temneparypa Ha | IIpoab/EKuTe H
OnakoBka pa3mMpa3ssiBaHe pa3MpassiBaHe 0CT Ha
Ha pa3Mpa3ssiBaHe N
(B (MuHyTH) (mpu craiina pa3mpa3siBaHe
XJIAIUJIHUK) y Temneparypa) (°C) (MUHYTH)
O
[IpenBapurenn
© HalbHeHa 2-8 55 15-25 45
CIPUHIIOBKA B
ommcrep
Kaprorietia 2-8 155 15-25 140
OITaKOBKa

VBepere ce, ue UMETO Ha MPO/IYKTa Ha MPEIBAPUTEITHO HAITbJIHEHATa CIIPHHIIOBKA € Spikevax

50 mukporpama. Ako uMeTo Ha nmpojaykTa e Spikevax bivalent Original/Omicron BA.1 wmu Spikevax
bivalent Original/Omicron BA .4-5, Mo, HamipaBeTe CIpaBKa ¢ KpaTkara XapaKTEpHUCTHKA Ha
MPOJIYKTa 3a TO3U ChCTaB.

Hucmpyxyuu 3a paboma ¢ npedgapumenro HanviHeHume CHPUHYOBKU

° Ocragete Bcsika IpeBApUTEITHO HAITBITHEHA CITPUHIIOBKA Ha cTaiiHa Temneparypa (15°C mo
25°C) B mpoabDKeHHE Ha 15 MUHYTH ITpeu IPUIIOKEHUE.

° Ha He ce paskiamia.

° [peny npunokeHre MpeBapUTETHO HAITbJIHEHATa CIIPUHIIOBKA TPSIOBa Jia ce oresa 3a
HAJIMYME HA BUIUMH YaCTHUIIM U TPOMSIHA B IIBETA.

° Spikevax e 6sima 10 moutu Osta qucnepcus. Moxke 1a Chabpika Oemu WK MOy IPO3padHu

YaCTHIIN, MPUCHIK HA TpoAyKTa. He mpumaraiite, ako BakCWHATa € ¢ POMEHEH IBAT WUJTH
CHIIbpKA IPYTH BUIUMH YaCTHITH.

° Urnute He ca BKIIOYEHU B KAPTOHEHUTE OMAKOBKY HA IPEABAPUTEITHO HAIBIIHEHUTE
CIPUHIIOBKH.

° Wznon3eaiiTe cTepriTHa UITIa ¢ MTOAXOMSI pa3Mep 3a HHTPaMyCKyITHO WHXekTupane (21G unn
MTO-THHKH WIJIN).

o OTcrpaneTe Kanaykara OT CIIPUHLIOBKATa Ype3 3aBbpTaHe B IIOCOKAa 00paTHA Ha YaCOBHUKOBATA
CTpeJKa.

e [TocTaBere urara, KaTo s 3aBBPTUTE M0 ITOCOKA HA YACOBHUKOBATA CTPEJKA, TOKATO CE 3aKpeMH
J00pe BbpXy CIPUHIIOBKATA.

. MaxHeTe Karmadkara Ha UIJ1aTa, KOraTto CTe TOTOBHU 32 IPUJIOKEHHE.

° [Ipunoxere 1smaTa 103a HHTPaAMyCKYTHO.

° Jla He ce 3amMpazsiBa MOBTOPHO CJIE] pa3Mpa3sBaHe.
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U3xBBpIIAHE

Hewusnomn3panust JICKApCTBCH MPOAYKT WIHW OTHAABYHUTEC MAaTCpHaAJIA OT HECTO TpSIGBa Ja C€ U3XBBPJIAT
B CBOTBCTCTBHUEC C MCCTHUTEC U3MCKBAaHUA.

Jo31poBKa 1 cxeMa Ha MPWIOKECHUE

Ta6auna 6. lo3upoBka Ha Spikevax npu mbpBHYHA cepus HA BAKCHHALUS, TPH BAKCHHAIUS C
TpeTa /1032 MPH JHIA CbC CHIIHO 0TCJIa0eHa HMYHHA CHCTeMa | 3a fycTep 1031

BakcuHanusa

Spikevax 0,2 mg/ml
MHIKCKIUOHHA TUCIIePCHs

Spikevax 0,1 mg/ml
HHKeKIIHOHHA JUcnepcus U
Spikevax 50 mukporpama
HHKeKIIMOHHA JUCIIepCcHus B
NpeIBAPUTETHO HANNbJIHEHA
CIPUHIOBKA™

IIspBHu4Ha cepus

IIpenoprpuBa ce BTOpaTa 103a
OT CBIIIaTa BAKCHHA Ja Ce
rocraBy 28 AHU ciel IbpBaTa
71034, 3a []a c€ 3aBbPIIN KypChT
Ha BaKCUHALYA.

Jluna na BB3pact 12 roaunu u
MO-BB3PaCTHU
nBe nxkeknuy mo 0,5 mi

Henpunoxumo T

[ena Ha BB3pacT oT 6 TOIUHU
1o 11 roguuun
IBe uHxeknuu mo 0,25 ml

Jena Ha BB3pacT oT 6 TOIUHU
o 11 rognaum
nse unxkeknuu ot 0,5 ml

Henpunoxumo

Jlemna Ha BB3pacT oT 6 Mecerna
10 5 roauHu
nBe uHxeknuu mo 0,25 ml*

Tpera 103a npu Juua cbe
CHJIHO 0Tc1a0eHa NMYHHA
cucreMa

Haii-manko 1 mecerr citen
BTOpATa 103a

Jluna na BB3pact 12 roguHu u
MO-BB3PACTHU
0,5ml

Henpunoxumot

Heua Ha Bb3pact oT 6 roAUHU
1o 11 ronguuu
0,25 ml

Hena Ha Bb3pact oT 6 TOAUHU
1o 11 roguau
0,5ml

Henpunoxumo

Jena Ha BB3pact oT 6 Mecena
J10 5 TOTMHHA
IBe uHxkeknuu mo 0,25 ml*

Bycrep no3a

Mosxe na ce OpuiIoKu Hal-
MaJKo 3 Mecell ciell BTopara
Jo3a

Jluma Ha BB3pact 12 roaunau u
TTO-BB3PaCTHH
0,25 ml

JIuma Ha BB3pact 12 roguan u
MTO-BH3PaCTHHU
0,5 ml

Henpunoxumo

JIuna Ha BB3pact 6 u noseue
TOQUHU

0,25 ml*

* He u3mon3BaiiTe peABapUTEIHO HAITBJIHEHA CIIPUHIIOBKA 33 MHKEKTUPAHE HA YaCTHYEH 00EM -
0,25 ml.

T 3a mppBUYHKTE CEPUU 3a JIMIIA HAa BB3PAcT 12 W moBeue roJiHN TPSAOBA J1a Ce M3MO3Ba (hJIaKoH ¢
koHnenTpanusg 0,2 mg/ml.

1 3a Tpera m03a npu JMIA ChC CHUITHO OTCIA0CHA MMYHHA CHCTEMa Ha Bh3pacT 12 U moBeye roJuHu
TpsiOBa Ja ce u3noi3pa (haakoH ¢ koHrenTpanus 0,2 mg/ml.

186



Kakto IIpr BCUYKH MHXCKIIMOHHNW BAKCHHU, BUHAI'u Tp$[6Ba Ja UMa I'OTOBHOCT 3a IMOAXO A0
MEIHUIIMHCKO JIeUeHHE M HAOJII0ICHNE B CITydai Ha aHaQUIaKTHYHA PEAKIHs CJIe]] PUIOKCHUE Ha
Spikevax.

Jlunara TpsoBa na ObAaT HAOMIOJABAaHU OT MEUIIMHCKH CIICIUATUCT Hal-Manko 15 MunyTH cnen
BAKCUHALUATA.

Bucokomo3oBa ueTnprBaieHTHa MPOTUBOTPUITHA BAKCHHA MOJXKE J1a CE MPHJIara eTHOBPEMEHHO ChC
Spikevax. Spikevax He Tpsi0Ba 1a ce cMecBa B €HA U ChlIa COPUHIIOBKA C JPYTH BaKCUHH WIH
JIEKapCTBEHU MPOAYKTH.

IIpunoxxeHue

Spikevax TpsOBa J1a ce mpuiiara HHTPaAMyCKYJIHO. 3a MPEANOYUTAHE € JSATOBUIHHUIT MYCKYJI Ha
ropHarTa 4acT Ha pbKara Wi aHTepoJiaTepaHaTa 4acT Ha OepoTo NP KbpMadeTa ¥ MaikH fera. He
MpuiIaraiiTe Ta3u BaKCMHA MHTPABEHO3HO HIJIU TIOIKOKHO.

MHno2000306u praxonu

Ilpeosapumento nanvianenu cnpuHYo8KU

Wznom3Baiite cTepuitHa UTia ¢ MOAXOIAMI pa3Mep 3a MHTPaAMYCKYJITHO MHKeKTupane. OTcTpaHeTe
KaraykaTa OT MPEIBaPUTEITHO HATbJTHEHATa CIIPUHIIOBKA Upe3 3aBbpTaHe B MOCOKA 0OpaTHA Ha
JacoBHUKOBaTa cTpenka. [locTaBere urnara, Kato s 3aBbPTHUTE TI0 TOCOKA Ha YaCOBHUKOBATA CTPEIIKA,
JIOKATO Ce 3aKperu 100pe BbpXy CIPUHIIOBKAaTa. MaxHeTe Karavkara Ha Wrjiara, KoraTo CTe TOTOBH 3a
npunoxkenue. [Ipunosxere nsgnara go3a HTpaMycKyTHO. VI3XBBpieTe CIpuHIIOBKATa Clief] yroTpeba.
Camo 3a eqHOKpaTHa ynorpeoa.
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JlucTroBka: uHopManus 3a NOTPedOUTEA

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 mukporpama)/m| HH:KeKIHOHHA

AHCHepCust

Spikevax bivalent Original/Omicron BA.1

25 Mukporpama/25 MUKporpaMa HHKeKIHOHHA HCIePCHst
Spikevax bivalent Original/Omicron BA.1
25 MHKporpama/25 MUKpoOrpaMa WHKeKIIHOHHA INCIePCHs B MPeIBAPUTETHO HANNbJIHEHA
CIPUHIOBKA
uPHK Bakcuna cpemy COVID-19
(COVID-19 mRNA Vaccine)
enmasoMepan/umenasomepan (elasomeran/imelasomeran)

vTO3I/I JIEKapCTBEH MPOIYKT MOJICKH Ha JOTBIHATEITHO HaOmoAeHue. ToBa I11e mo3Boyi Obp30TO

YCTaHOBSIBAaHE HA HOBA MH(pOPMAIUI OTHOCHO Oe3omacHocTTa. MokeTe /1a 1ajieTe CBOsl MPUHOC, KaTo
CHOOIIHTE BCSIKA HEXKEIIaHa PEAKITHs, KOATO CTE IMOYUWIN. 3a HaYMHA Ha ChOOIaBaHe Ha HEXKETaH!

peaxIuy BIKTE Kpast Ha TOYKa 4.

IIpoyereTe BHUMATEIHO HSAIATA JHMCTOBKA, MPEAH A MOJYYHTE Ta3H BAKCHHA, ThH KaTO TS

ChABbPa BaskHa 3a Bac undopmanus.

- 3amazere Ta3uM TUCTOBKA. MOJKe /1a ce HAJIO0XKHU Ja I TPOYeTeTe OTHOBO.

- AKO MMaTe HIKaKBH JIOTBJIHUTEIHU BBIIPOCH, onuTaiTe Bamus nexap, papManeBT wim
MEIUIUHCKA CECTPA.

- AKO moTyunTe HAKaKBH HEKEJIaHU peakuuu, yBeromere Bamms sekap, papManeBT win
MEJUIUHCKA cecTpa. ToBa BKIIIOYBA BCUUKH Bb3MOXHHU HEOIIMCAHU B Ta3U JIMCTOBKA HEXKEIIAHU
peakiuu. Biokre Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

—_

Kakso npencrasisia Spikevax bivalent Original/Omicron BA.1 u 3a kakBo ce u31oJ3Ba
KakBo Tpsi0Ba 1a 3Haete, nmpeau Aa Bu 0bae npunoxena Spikevax bivalent Original/Omicron
BA.1

Kaxk ce mpuiara Spikevax bivalent Original/Omicron BA.1

BB3MOXHU HEXENaHU PEAKLIUU

Kak ma cexpansBare Spikevax bivalent Original/Omicron BA.1

ChIbprKkaHue Ha ONIAKOBKATA U JJOMBJIHUTEIHA HHPOpMAIIUS

N

AW

1. Kakso npencraBasiBa Spikevax bivalent Original/Omicron BA.1 u 3a kakBo ce n3noJsssa

Spikevax bivalent Original/Omicron BA.1 e Bakcuna, u3nos3sana 3a npeamnaspade or COVID-19,
npruuHsiBad oT SARS-CoV-2. Ts ce npunara Ha Bp3pacTHH U enia Ha 6 ¥ moBede TOIMHN.
AxtuBHOTO BemecTtBo B Spikevax bivalent Original/Omicron BA.1 e uadopmannonna PHK (nPHK),

KOJUparia T. Hap. ,,mmoB‘ nporeud Ha SARS-CoV-2. uPHK e BkiroueHa B TMMUIHA HAHOYACTHUITH
SM-102.

Spikevax bivalent Original/Omicron BA.1 e camo 3a nuiiia, KOWTO TMPEAN TOBA Ca TIOIYUHIN TIOHE KypC
Ha meppBUYHA BakcuHatwms cpemry COVID-19.

Twit kato Spikevax bivalent Original/Omicron BA.1 e chabpska BUpPYC, TS HE MOKe 1a Bu 3apasu ¢
COVID-19.

Kak neiicTBa BAKCHHATA

Spikevax bivalent Original/Omicron BA.1 ctumyirpa ecTeCTBEHHUTE 3alIUTH Ha OpraHu3Ma
(umyHHaTa cucTeMa). BakcuHara jeiicTBa, KaTo Kapa opraHn3Ma Jia pOU3BEsK/Ia 3amura (aHTHTea)
cpey Bupyca, Koiro npuunnssa COVID-19. Spikevax bivalent Original/Omicron BA.1 u3non3sa
BEIIECTBO, HapeueHo HHpopMalmonHa pubonykienHoBa kucenuna (MPHK), 3a 1a npenece
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HHQOPMAITHSI, KOSITO KICTKUTE B OpraHn3Ma MOTaT JIa M3I0JI3BaT 32 00pa3yBaHe Ha IIMITIOB MIPOTEHH,
KOHTO CBILO € U BbpXYy BUpyca. Ciies ToBa KIETKUTE U3paboTBaT aHTUTENA CPELLy ILIHUIOBHS IPOTEHH,
KOHWTO Jla TOMOTHAT 3a OTOTbCKBaHe Ha BUpyca. ToBa 11e moMorse 3a 3amurara Bu cpenry
COVID-19.

2. Kakso Tps6Ba na 3naere, npean 1a Bu 6b1e npuito:kena Spikevax bivalent
Original/Omicron BA.1

Bakcunara He TpﬂﬁBa aa ce nmpuJjara, ako CTc¢ aJJépru4iu KbM aKTUBHOTO BE€IIECTBO WJIN KbM
HAKOA OT OCTAHAJIUTC CbCTABKU HAa TOBA JICKAPCTBO (I/I36p06HI/I B TOYKa 6)

IIpexynpesxxkaenus U mpeAnasHu MepKH
FOBOpeTe ¢ Bamms JICKap, (bapMaueBT HJIn MEAUIWHCKA CECTpa, Npeanu ga Bu 6’I>Z[C IMMPpUJIOKCHA
Spikevax bivalent Original/Omicron BA.1, axo:

- MpeId CTE UMAJI TEKKA, )KMBOTO-3aCTpalllaBallia aJIeprudHa Peakiys cliel] MHKCKTUPaHe Ha
HsAKaKBa JIpyra BaKCWHA WM ako Bu e mpuiarana Spikevax (OpurmHagHa) B MHHAIIOTO.

- “MaTe MHOTO cj1aba Wi KOMIIPOMeTHpaHa (0TciabeHa) MMyHHa CHcTeMa

- HSIKOTa CTE MPUIAJATH CIIE]] HHXEKIUS C UIJIa

- “MaTe HapylIeHUEe Ha KPhBOCHCUPBAHETO

- UMaTe BUCOKA TeMIIEpaTypa WK TeKKa HHPEKIINS; HO MOXE JIa C€ BAKCHHHpATE, aKO UMAaTe
JIEKO MTOBUINIEHA TEMIIEpaTypa WM HHQEKIHs Ha TOPHUTE AUXATETHH IBTHIIA, T0J00HA Ha
pocTyia.

- UMare HIKaKBO CEPUO3HO 3a00IsIBaHE

- M3MUTBATE TPEBOKHOCT, CBBP3aHa C IMOCTABSIHE HA HHKCKITUH.

CpIiecTBYBa IMOBUIIIEH PUCK OT MUOKapAUT (BB3MANCHNE Ha ChPACUYHUS MYCKYJ) U TIEPUKAPIUT
(BB3MajcHNE HAa BHHITHATA OOBUBKA Ha CHPIIETO CHOOIIECHH eI BaKCHHAITUA ChC Spikevax (BxK.
TouKa 4).

Te3u 3a00sIBaHKUS MOKE Ja C€ Pa3BUAT J0 HAKOJIKO JTHU CJIe]] BAKCUHAIIMATA U MPEAUMHO B PAMKUTE
Ha 14 nuu. Te ca HaOIOAaBaHM MO-YECTO MPH MO-MIIAJIH MBKE U TO-4ECTO CJIe]] BTOpaTa 7034, B
CpaBHEHUE C ITBpPBaTa J03a.

B noBeuero ClIydal Ha MUOKapJUT U IICPUKAPAUT HACTHIIBA Bb3CTaHOBABAHC. B msxon Clly4aun ce
Hajiara noAabpKaHe€ ¢ MHTCH3UBHU I'PUIKU U Ca Ha6J'IIO,Z[aBaHI/I U ClIy4au CbC CMBPTCH U3XOM.

Cren BakcuHanus TpsiOBa 1a ObaeTe OAUTENHY 3a IPU3HAIIM HA MUOKAPAUT U TIEPUKAPANT, HATIPUMED
3a1yX, chprieobnene win 0oyika B TbpAUTE, U TpsiOBa He3a0aBHO J1a MOTHPCHUTE JIEKAPCKa TTOMOTII, aKO
TE€ HACTBIIAT.

AKO HAKOE OT U30POCHHUTE MO-TOPe ce OTHACS 3a Bac (unu He cTe CUrypHH), roBopeTe ¢ Barmus jekap,
(hapMarieBT WM MEAMIIMHCKA cecTpa, penu aa Bu 6b1e mpuioskena Spikevax bivalent
Original/Omicron BA.1.

O0ocTpsiHe HA CHHAPOM HA HAPYIIEHA KANMJISAPHA NPOMYCKJIUBOCT

CBoOILIeHHN ca HIKOJIKO CiTydasi Ha 000CTpsiHE Ha CHHAPOM Ha HapylIeHa KanujsipHa MPOITyCKIUBOCT
(CHKII) (mprumHsBaII U3THYAHE HA TEYHOCT OT MAIKUTE KPBBOHOCHU ChJI0BE (KAIIMJISIPH), KOETO
BOJIM 10 OBP30 MOJIyBaHE Ha PBLETE U KpakaTa, BHE3AIMHO MMOBHUIIABaHE Ha TETJIOTO U yCellaHe 3a
MpUMasiBaHe, HUCKO KPBBHO HAJATaHe) Ciie]] BakCUHANHA che Spikevax (opurnHaiHa). AKO B
muHanoto cre umanu enusonu Ha CHKII, roBopere ¢ nekap, npeau na Bu 6bae npuinoxena Spikevax
bivalent Original/Omicron BA.1.
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IIpoaABLJLKMTETHOCT Ha 3aLUTATA
KaxkTo npu BCsika BakcuHa, Tperara q103a Ha Spikevax bivalent Original/Omicron BA.1 moxe n1a He
3aIMTH HAITBJIHO BCHUKH, KOUTO S MOJTy4aBaT, i HE € U3BECTHO KOJIKO IBJITO II¢ ObIeTe 3alIUTCHH.

Jena
Spikevax bivalent Original/Omicron BA.1 He ce npenopbuBa mpu Jelia Mo, 6-ToIuIIHa BB3PacT.

Jpyru aexapcrBa u Spikevax bivalent Original/Omicron BA.1

Tps0Ba na kaxxere Ha Bamus siekap win GpapManeBT, ako pueMaTe, HaCKOpO CTe IpUEMalTH W €
BBH3MOXKHO JIa Jla pueMare apyru jJekapcrsa. Spikevax bivalent Original/Omicron BA.1 moxe na
MOBJIHsIC HA HAYKMHA Ha CWCTBUE HA IPYTH JICKAPCTBA, KAKTO U JPYTH JICKapCTBA MOTAT J1a OKaXKaT
BJIMSTHHE HA HA4MHA, 10 KoiiTo aeiictBa Spikevax bivalent Original/Omicron BA.1.

NMyHOKOMIIPOMETHPAHH JTHIA

Eduxacrnocrra Ha Spikevax bivalent Original/Omicron BA.1 Mose 11a € mo-HHCKa IIPH
HMYHOKOMIIPOMETHPAHH JInIa. B TakuBa ciiyyan Ou TpsOBao Aa MPOIBIDKUTE [ Cria3Bare
(hm3udecky mpeanazHu MEpPKH, 3a Jia CIIOMOTHeTe 3a npeaoTBparsBanero Ha COVID-19. Ocsen ToBa
Onmu3KuTe BU KOHTaKTHU JIKIA TPAOBA 1a ObJaT ChOTBETHO BakCHHUPaHU. OOCHAETE MOIXOASIINTE
WHAVBUAYAJIHU NPENOPBKU ¢ Bamwst nekap.

BpemeHHOCT M KbpMeHe

AKo cTe OpeMeHHa WIH cMsTaTe, e MOXKe Jla CTe OpeMEHHa, TOChBETBalTe ce ¢ Bamms nekap,
MEJIMIIMHCKA cecTpa Wik (GapMarieBT npenu aa Bu ce moctaBu Ta3u BakcuHa. Bee orie urcBar janHu
3a ynorpebata Ha Spikevax bivalent Original/Omicron BA.1 mo Bpeme Ha 6pemenHoCT. ['onemust
o0eM uH(pOpMaIHs, TOTy4YeHa OT HAOIIOACHUETO Ha OPEMEHHH KECHU, BAKCUHUPAHU Che Spikevax
(opuruHaiHa) Mo BpeMe Ha BTOPHUSA U TPETUS TPUMECTHP, HE NIOKa3Ba BAaKCHHAIIMATA a UMa
HeOnmaronpuaTHu epekTy BbpXy OpPEMEHHOCTTA WITH HOBOPOACHOTO. Makap ue uadopmanumsra
OTHOCHO €(peKTUTE BbPXY OPEMEHHOCTTa MM HOBOPOJAECHOTO CJIe/l BAKCUHAIIHS 110 BpEME Ha ITbPBUS
TPUMECTBP € OrpaHUYeHa, He Ce Ha0It0/1aBa MOBHIIICH PUCK OT CIIOHTaHeH abopt. Thii kaTo pa3nukara
B JIBaTa MPOJYKTa € CBbp3aHa caMo C IIMIOBUS MPOTCHUH BbB BAKCUHATA U HSIMA KIMHUYHO 3HAYUMHU
pasmuku, Spikevax bivalent Original/Omicron BA.1 mMoe fa ce m3moi3Ba 1o Bpeme Ha OpeMEeHHOCT.

Bce ome mumnicBar qanau 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.1 o Bpeme Ha
KBbpPMECHE.

He ca ouakBar o6aue edekTu BbpXy KbpMEHH HOBOPOJIEHH/KbpMaueTa. JlaHHUTE OT KEHH, KOUTO ca
KBbPMUIIU CJIe/] BAKCHHAIMS cbe Spikevax (opuruHaiHa), He MOKa3BaT PUCK OT HEXeJIaH! peaKIuu
IIpY KbpMEHH HOBOpoJeHH/KbpMaueTa. Spikevax bivalent Original/Omicron BA.1 mMosxe na ce
npuiiara B eproja Ha KbpMeHe.

lodupane u padoTa ¢ MAIIMHU

He modwupaiite u He paboTeTe ¢ MaIlIMHM, aKO HE Ce TyBCTBATE J0OpPE CIe] BAaKCHHAIHATA.
N3zuakaiiTe, mokaTo BCAKakBH e(hEKTU OT BaKCUHATA OTIIYMST, IPEIH JIa IOPUPATE U pabOTUTE C
MaIlIfHH.

Spikevax bivalent Original/Omicron BA.1 cbabp:ka HaTpuii

ToBa JiekapcTBO ChABPKa MO-Mako oT 1 mmol Hatpuit (23 mg) Ha 103a, T.e. MOXKE Ja ce Kaxke, ue
HPAKTUKTHYCCKU HE ChIIbpKa HATPHH.

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

Jluya na év3pacm 12 200unu u no-ev3pacmmuu

Iozara Spikevax bivalent Original/Omicron BA.1 e 0,5 mice npunara mone 3 mecernia cies
MocjeIHaTa Mpeaxo iHa 103a Bakcuna cpeury COVID-19.
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Ileya ma ev3pacm om 6 0o 11 200unu
Josara Spikevax bivalent Original/Omicron BA.1 e 0,25 ml ce npuiara nose 3 Mecena cien
MOCJIe/IHATA TIPEAXO0/IHA J103a BakcuHa cpeiry COVID-19.

Bamust nekap, (hapmaiieBT WM MEIUIIMHCKA CECTPa e MHKEKTUPAT BAKCUHATA B MYCKYJT
(MHTpaMyCKyJTHa MH)KEKIIMS) B TOpPHATA 4acT Ha pbKaTa Bu.

CJen Bcsika MHKEKITUS Ha BakcHHaTa Bamust nekap, GpapManieBT win MEAUIMHCKA cecTpa e Bu
HaOIr01aBaT 3a Ha-Maiuko 15 MMHYTH 3a pU3HaLIU Ha alepruyHa peakuusl.

AKO MMaTe HIKaKBH JOMIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHOTpedaTa Ha Ta3y BaKCHHA, MIONUTANTEe
Bamms siekap, ¢papManeBT HWId MEAHIIUHCKA CECTPA.

Spikevax bivalent Original/Omicron BA.1 e moka3zana camo 3a JiuIia, KOUTO BEYE Ca MOITYYIIH TOHE
Kypc Ha mbppBHYHa BakcuHanus cpemry COVID-19.

3a Kypca Ha ITbpBUYHA BaKCHHANWS ITPH JIUNA HA 6 ¥ TTOBeYe TOAMHM BIDKTE JTMCTOBKaTa 3a Spikevax
0,2 mg/ml.

4, Bb3M0OKHU HEXKeJTaHH pPeakuuu

KaxkTto Bcnuku JICKapCTBa, Ta3u BaKCMHA MOXKEC J1a NIPCAU3BUKA HCKECJIaHU PCaKIINU, BBIIPEKU Y€ HE
BCCKMH I'l [10JTy4aBa.

[ToTepcere cnenHa MeIUIMHCKA TIOMOIIL, aKO TOJyYHTE HAKOW OT CIICIHHUTE MPU3HALN U CHMIITOMHU
Ha aJlepruyHa peaKiys:

- ycellaHe Ha MPHUIOIIaBaHe WIIN 3aMasHOCT;

- MIPOMEHU B ChPACYHHS PUTHM;

- 3a1yX;

- XPHUIOBE;

- HIO/TyBaHe Ha YCTHUTE, JIULETO WX I'BPIIOTO;

- YpTUKapUs WU OOPHUB;

- raJicHe WM MOBPbILAHE;

- cTOMarIHa O0JKa.

I'oBopere ¢ Bammms nekap, ako HodyduTe HIKAKBH JPYTH HEXXEJIaHHU PEakIud.. Te MoKe 1a BKITIOYBAT:

MHoro yectu (Moxe 1a 3acerHat nmoseue oT 1 Ha 10 aymim):

- Mo TyBaHe/00JIe3HEHOCT B 00JIaCcTTa HA TIOIMUIIIHUTIATA

- HaMmaJieH arneTuT (HabJogaBaHo MpH Jeia oT 6 Mecena 10 5 ToAuHU)

- pasapa3HuTeNHOCT/iay (Ha0JIF01aBaHo MpH Jielia OT 6 Mecena 70 5 roAuHH)

- ri1aBoOoJIme

- Oe3chHUE (Ha0JII0IaBaHO IIPH Jiela OT 6 Mecena 0 S5 rouHm)

- rajicHe

- MOBPBIIaHE

- MYCKyJTHa 00JIKa, OOJIKH B CTABUTE U CKOBAHOCT

- 00JIKa WU MOAyBaHEe Ha MSACTOTO HAa MH)KEKTUPAHE

- 3auepBsABaHe Ha MSACTOTO Ha HHKEKTHpaHe (KOETO TOHAKOTa MOJKE JIa C€ TOSBH IPUOITU3UTETHO
9 o 11 nHU cliex MHKEKTHPAHETO)

- yCelllaHe Ha CHJIHA YMOpa

- BTpHCaHe

- MOBHIIIEHA TEMIIepaTypa

Yectu (Moxe aa 3acersar a0 1 Ha 10 mymm):
- JHApHsT
- o0puB,
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- 00pUYB WM YPTUKAPHUS Ha MIICTOTO HA UHXEKTUPAHE (HIKOW OT KOUTO MOXKE J1a C€ TIOSIBSIT
npuom3uTeTHo 9 1m0 11 mHYU cites] MHKEKTUPAHETO)

Heuectu (Moxe na 3acersat 10 1 Ha 100 mymn):

- ChpOEK HA MSCTOTO HA HHXKEKTHPAHE

- 3aMastHOCT

- 0oska B Kopema

- HaJIMTHAT, ChPOsI] 00puB (ypTHKapus) (KOHTO MOXKe J1a ce MOSIBU OT MOMEHTA Ha MHXKCKTUPaHe
¥ JI0 OKOJIO JIBE CEIMHIIH CJIe/I HHKEKTUPAHETO)

Penxu (Mmoxe na 3acersar jo 1 va 1 000 mymm)

- BPEMEHHO YBHCBAaHE Ha eJHATa CTpaHa Ha JuieTo (mapaius3a Ha be)

- NOJJyBaHe Ha JUIETO (II0JyBaHE Ha JIUIIETO MOXKE JIa Ce TMOSBH MPH JINIA, KOUTO ca NMaln
KO3METHYHU WHKEKIIUHU B JIUIIETO. )

- HaMAaJIeHO ycCelllaHe 3a JOMHUpP MK CETHBHOCT

- HEOOMYalHO ycelllaHe Mo KOXkaTa, KATO U3TPBIIBAHE WIH MpaBydYKaHe (TTapecTe3usl)

Mmuoro penxu (morar aa 3acernar 1o 1 va 10 000 qymm):
- Bwp3nanenue Ha ChbpACUHUS MYCKYJT (MHOKAPIUT) WM Bh3IIATICHNE HA BHHITHATa OOBUBKA Ha
ChpLETO (TIePUKAPIHT), KOETO MOKE Ja JOBEE 10 3a1yX, ChpleONeHEe M 00JIKA B I'bP/IHTE.

C Hen3BeCTHA 4eCTOTA

- TEXKH aJIEpIrUYHY PEAKLUH ChC 3aTPyAHEHO NuIaHe (aHapHIaKCHs)

- peakuusi Ha UMyHHATa CUCTeMa — TIOBUILIEHA YYBCTBUTEIHOCT MM HEMTOHOCUMOCT
(CBpBXYYBCTBHTEITHOCT)

- KOXKHA peakuus, moj popmara Ha YepBEHH METHA WIIM OOpHUB MO KOXKaTa, KOUTO MOXKe J1a
W3TIIeK 1A KaTo ,,MUIIIeHa" WIH ,,0MBOJICKO OKO'* ¢ ThMHO YEPBEH IEHTHP, OKOJIO KOWTO MMa T10-
CBETJIM YePBEHH KPBIoBe (epuremMa MyaTudopme)

- OTOK Ha BaKCMHUPAHUs KpalHUK, KOMTO 00XBaIla royisimMa IO,

- TEXKO MEHCTPYAIHO KbpBEHE (IIOBEUETO CIIy4au M3IJIEeXK/1a HE Ca CEpUO3HU U €A C BPEMEHEH
Xapakrep)

- 00puB, IpeIN3BUKAH OT BHHILIECH CTUMYJI KaTO CUJIHO MOTJIAXKJaHe, YeCaHEe MM HATHCK BBPXY
KoXarta (MexaHU4YHa ypTHKapus)

Cho0uaBaHe HA HeXKEJIAHHU PeaKINu

AKO TIONTyYHTe HIKAaKBH HEXXeJIaHU peakiny, yBeaoMeTe Bamms nekap, papmaneBT wim MeIUIMHCKA
cectpa. ToBa BKJIFOUBA BCHYKH BB3MOXKHHM HEOTIMCAHU B Ta3W JMCTOBKA HEXEIaHU peakiuu. Moxere
CBIIIO J1a ChOOIINTE HEXKEIaH! PEaKIIUU TUPEKTHO Ype3 HAI[MOHAJHATA CUCTEMa 32 ChOOIIaBaHE,
nmocoyueHa B [Ipunoxenne V. Kato cho0maBaTe HexXeIaHH PEaKIl|K, MOKETE J1a TAJIeTe CBOSI IIPUHOC
3a MoJIyyaBaHe Ha nopeue MH(OpMaIrs OTHOCHO 0€30MaCHOCTTA Ha Ta3u BaKCHHA.

5.  Kak na cexpausiBate Spikevax bivalent Original/Omicron BA.1

I[a C€ CbXpaHsABa Ha MACTO, HECAOCTBITHO 3a JICIa.

He n3non3Baiite Ta3u BakCHHA CJIe]] CpOKa HAa TOTHOCT, OTOEIA3aH BEPXY €TUKeTa ciexn ,,l omeH 10,
CpOKBT Ha TOAHOCT OTTOBApS HA MOCIEIHUS ACH OT TOCOYCHUS MECell.

Wndopmarmsra 3a cbxpaHeHHe, CPOK HA TOIHOCT U yroTpeda u paboTa € onrcaHa B pasjena,
MpeIHa3Ha4YeH 32 MEIUIIMHCKH CIIEMANINCTH B Kpasl Ha JINCTOBKATa.

He u3xBbpsiiTe nexkapcTara B KaHAJIM3alKsITa WIM B KOHTEMHEpA 3a JOMAIllHU OTHAaIbIIH.

[Tonmraiire Bammst GapmaneBT Kak 1a HU3XBBPILITE JICKapCTBaTa, KOUTO BEUe HE N3MO3BarTe. Te3n
MEPKH IIIe CIIOMOTHAT 3a Ola3BaHe Ha OKOJHATa Cpeaa.
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6. CL}ImeaHne Ha ONMMAaKOBKAaTa U JONNbJHHUTECTIHA HHQ)OpMaHI/Iﬂ

Kakso cbabpika Spikevax bivalent Original/Omicron BA.1

Tadauua 1. CheTaB ciopel BUIa HA ONIAKOBKATA

Kosn4yecTBO HAa AKTUBHOTO OnakoBKka Jo3a(u) CbcTaB
BeIlleCTBO B /1030Ba ¢IHHUIA
Spikevax bivalent Original/Omicron | Mnoroao3os 5 no3u Enna noza (0,5 ml)
BA.1 ¢makon 2,5 ml mo 0,5 ml ChIbpKa
(50 muxporpama/50 Mmukporpama)/ml BCSKA WITH 25 MuKkporpama
HHKEKIMOHHA THCIIepPCUst 10 no3u ot ela30MepaH u
0,25 ml Bcsixka | 25 mukporpama
nMena3zoMepaH ,
MHoromo308 10 mo3m uPHK BaxcuHa cpery
¢makon 5 ml mo 0,5 ml COVID-19
BCsIKa HMH (HyKII€03HTHO
20 nosu ot MoaudHUIUpaHa)
0,25 ml (Bximovyena B SM-102
JUMATHA
HAaHOYACTHIIN).
Enna go3za (0,25 ml)
ChIBpKa
12,5 mukporpama
ena3zoMepaH u
12,5 mukporpama
nMenazomepat, u”PHK
BaKCHHA CpeILy
COVID-19
(HyKJI€03UTHO
Moauupana)
(Bxarouena B SM-102
JIMTTUTHH
HAaHOYACTHIIH).
Spikevax bivalent Original/Omicron | Exnomoszos 1 n03a 0,5 ml | Exgna mosa (0,5 ml)
BA.1 ¢naxon 0,5 ml ChABPKA
25 mukporpama/25 Mmukporpama Camo 3a 25 MuKporpama
HHKEKIMOHHA THCTIEPCUst eIHOKpaTHa erazoMepaH u
ynorpe0a. 25 MuKporpama
- - — - umenazomepan, uPHK
Spikevax bivalent Original/Omicron | IIpeasapurenno | 1 mo3a ot BAKCHHA CPEIy
BA.1 HambJIHEHA 0,5ml
25 mukporpama/25 Mmukporpama COVID-19
porp porp CTpUHIOBKA (HyKJI€O3UTHO
UHKEKIIMOHHA TUCTIepCUs B Camo 3a
NMpeIBapUTETHO HAITbJIHEHA eIHOKpaTHa MoAnpuIIpara)
(BximouyeHna B SM-102
CIIPMHIIOBKA ynorpe0a.

JIAITAIHA
HaHOYACTHIIH).

Enazomepan e enmHoBepmkHa 5’-kenupana uadopmarmonna PHK (uPHK), npoussenena ¢
M3I0JI3BaHeTO Ha Oe3kiIeThuHa in Vitrorpanckpumiust ot chotBeTHUTe JTHK-MaTpuim, Koaupaiu

BupycHus wunoB (S) nporerH Ha SARS-CoV-2 (opurnnaina).
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Nmenazomepan exHoBepmxkHa, 5’-kenupana nHpopmarmonHa PHK (nPHK), npoussenena c
U3II0JI3BaHETO Ha Oe3KJIeThYHa IN Vitro Tpanckpumuus ot cboTBeTHHTEe JJHK-MaTpuy, koaupanm
IIBJIHOBEPUIKEH, KOJOH-ONTHMH3UPAH BapUAHT ChC CTA0MIM3UpaHa KoH(popMaIus npeau Gy3usta
(K983P u V984P) na mmumosus (S) rmuxonporenH Ha SARS-CoV-2 (Omicron variant BA.1).

HIpyrure cheraBku ca SM-102 (xenrramexan-9-mn 8-{(2-xunpokcuernn)[6-o0kco-6-
(YHIEMIIOKCH )XEKCHII |JaMUHO } OKTaHOaT), XosecTepod, 1,2-aucreaponi-sn-riauko-3-GpochoxoanH
(DSPC), 1,2-mumupucron-rac-raumepo-3-metokcunonueriwieHrankon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETAMOJIOB XUAPOXJIOPHI, OLIETHA KHCEIIMHA, HATPHEB alleTaT TPUXUIPAT, 3aXapo3a,
BOJIA 33 MH)KEKIIHH.

Kaxk n3raexxkaa Spikevax bivalent Original/Omicron BA.1 u kakBo ¢babp:ka onaKoBKaTa

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

Spikevax bivalent Original/Omicron BA.1 e 6su1a 10 mouTH Osi1a IUCTIEPCHSI, KOSTO CE IOCTaBs B
CTBKJICH MHOT0,1030B (hj1akoH ¢ 06eM 2,5 ml mwin 5 ml ¢ kaydyKoBa 3alyIianka i CHHbO OTYYITBAIIO0
ce Karade ¢ aTyMHHHeBa oOKaTKa.

OmnaxoBka:
10 mHOT0030BH (hiakoHa. Beeku dmakon chabpika 2,5 ml.
10 muoron030BH (hiakoHa. Beeku dakon cuabpika 5 ml.

He Bcuuku BUOBE OMIAKOBKM MOTraT Ja ObJIaT IyCHATH Ha rasapa.

Spikevax bivalent Original/Omicron BA.1 25 MukporpaMa/25 MUKporpaMa MH>KEKIIMOHHA JIMCIIEPCUS

Spikevax bivalent Original/Omicron BA.1 e 0s1a 10 o4TH 0sJ1a TUCTIEPCHS, KOSTO CE IOCTaBs B
CTBKJICH €HO01030B (urakoH ¢ obem 0,5 ml, ¢ kayuykoBa 3aITyIragka i CHHRO OTUYTIBAIIIO CE Kamade ¢
alyMUHHEBa OOKaTKa.

OmnakoBka: 10 eqHOm030BH (IakoHa

Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKporpaMa MHKEKIIMOHHA JIUCIIEPCHS
B I[IPEIBAPUTEIHO HANBIHEHA COPUHIIOBKA

Spikevax bivalent Original/Omicron BA.1 ¢ 0su1a 10 mo4TH 0sU1a TUCTIEPCHUS, KOSTO CE IOCTaBs B
MpeBAPUTEITHO HAITbJIHEHA CIIPUHIIOBKA (IIMKJIMYCH OJIC(HHOB MOJMMEp) C TJIaBa Ha OyTaloTo U
mpenasHo Kamade (0e3 uria).

Bcska omakoBka CbAbpPiKa 5 IMpo3pavyHu 6HI/ICTCpa, BCCKH OT KOUTO ChbAbpiKa I10 2 MpeaABaApUTCIIHO
HaIlbJIHCHHU CIIPUHIIOBKH.

OmnakoBka: 10 mpeaBapuUTETHO HATBJIIHEHU CITPUHIIOBKH

IIpuTtexxkaTes Ha pa3pelieHHeTO 32 ynoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Wcnanus
IIpousBoauTenu
Rovi Pharma Industrial Services, S.A.

Paseo de Europa, 50
28703. San Sebastian de los Reyes

194



Madrid
Ucnanus

Recipharm Monts
18 Rue de Montbazon
Monts, ®panrus 37260

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

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

28037 Madrid

Hcmanus

Patheon Italia S.p.a.
Viale G.B. Stucchi, 110
20900 Monza,

Uranus

Patheon Italia S.p.A.

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

3a JOITBJIHUTCIIHA I/IH(I)OpMaHI/ISI OTHOCHO TOBa JIEKApCTBO, MOJIsA, CBBPIKETE CE C JIOKATHUSA

NpeACTABUTECI HA MMPUTCIKATECIIA Ha PAa3pCHICHUCTO 3a yrIOTpe6a.

Belgié/Belgique/Belgien
Tél/Tel: 0800 81 460

Boarapus
Ten: 0800 115 4477

Ceska republika
Tel: 800 050 719

Danmark
TIf: 80 81 06 53

Deutschland
Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

Elrada
TnA: 008004 4149571

Espaiia
Tel: 900 031 015

France
Tél: 0805 54 30 16
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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
Tel: 800 210 256



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

Romaénia
Tel: 0800 400 625

Slovenija
Tel: 080 083082

Slovenska republika
Tel: 0800 191 647

Suomi/Finland
Puh/Tel: 0800 774198

Sverige
Tel: 0201092 13

United Kingdom (Northern Ireland)
Tel: 0800 085 7562

I[aTa Ha MOCJCIHO MpepasrjaekaaHe Ha JIJUCTOBKaTa

Ckannpaiite Ko/1a ¢ MOOWITHO yCTPOMCTBO, 3a Ja MOJyYnTe JIUCTOBKATA HAa PA3IMYHH €3HIIN.

W nocerere URL https://www.ModernaCovid19Global.com

[MonpoOHa nH(popMaIus 3a Ta3u BaKCHHA € MPEJAOCTaBeHa Ha yeOcalita Ha EBporielickaTa areHmus mno
JIieKapcTBaTa: http:/www.ema.europa.eu.

Ta3u nucToBka e HannyHa Ha Bcuuku e3uiim Ha EC/EUII Ha yeGcaiiTa Ha EBpornieiickata areHius mno
JIeKapcTBarTa.

IlocouenaTa mo-go,1y nHopManus e MpeIHaA3HAYEHA CAMO 32 MEeIUIIHHCKH CIEeNHAJTUCTH:

IIpocaeaumoct

3a ma ce momoopu MPOCISANMOCTTA Ha OWOJIOTHIHUTE MEIUITMHCKH TIPOYKTH, IMETO U AP THIHUAT
HOMEp Ha MpHJIaraHus IPOAYKT TPsIOBa J1a ObAAT SICHO 3allMCaHH.

Spikevax bivalent Original/Omicron BA.1 (50 mukporpama/50 mukporpama)/ml naxekimonsa
nucnepers (MHOroa030BH (DJIAKOHM ChC CHHBO OTYYIIBAILO CE Karaye)

Spikevax bivalent Original/Omicron BA.1 tps6Ba aa ce mpuiara ot 00ydeH MeIUIIMHCKN
CIICIIMAITUCT.

BakcuHara e roToBa 3a ynotpeba ciiesl pazMpassiBaHe.

Jla He ce pa3kJania Win pa3pexia.
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[Ipenn nmpunoxeHne BaKCHHATA TPSOBA BU3YAIHO Jia c€ Mperiiea 3a HAIMIue Ha BUANMHE YaCTUITH U
MPOMSIHA B IIBETA.

Spikevax bivalent Original/Omicron BA.1 e 6su1a 10 mouts 6si1a aucrepcust. Moske 1a Chabpxa 0enu
WITY TIOJTYTIPO3PaYHU YacTHIM, CBEP3aHH ¢ MpOoAyKTa. [la He ce mpuiara, ako BAaKCHHATA € C IPOMEHEH
LUBAT WK ChAbPiKa JPYTHU HAa BUJ BUAUMU YaCTUIIH.

dnakoHHTE Ja ce ChXpaHABaT BB Gpuzep npu -50°C no -15°C.

OT Bcexn MHOTOJ1030B (hJIaKOH MOKe Ja ce u3Teryst net (5) unm necet (10) no3u (mo 0,5 ml Besika), B
3aBHUCHUMOCT OT pa3Mepa Ha (imakoHa. OT BCEKH MHOTO030B (DJIaKOH, B 3aBUCUMOCT OT 00eMa Ha
¢makona, moxe aa ce uzrersar aecer (10) wiu aeagecer (20) mo3u (o 0,25 ml Besika).

2’KenarenHo € BCEKH ITBT Ja Hp06I/IBaTC 3ammyniajiKkaTa Ha pa3JIM4HO MSCTO.

YBepere ce, ye (pIaKoOHBT MMa CHHBO OTUYIBAIIO CE Kalade ¥ IMETO Ha mpoaykTa e Spikevax bivalent
Original/Omicron BA.1. Ako (J1akOHBT MMa CHHBO OTYYIIBAIIO CE Kalaye ¥ MMETOHA MPOJIyKTa €
Spikevax 0,1 mg/ml wu Spikevax bivalent Original/Omicron BA.4-5, mosist, HanpaBeTe CripaBKa ¢
KpaTKaTa XapaKkTepUCTHKa Ha MPOAYKTa 33 TO3U ChCTaB.

Pasmpasere Bceku MHOTO/1030B (hJIaKOH Ipe ynotpeba, KaTo ClieiBaTe yKa3aHUATA MO-I0JTy
(Tabmuma 2). KoraTo ¢GrakoHBT € pa3MpaseH B XJIaAWIHNAK, OCTaBETE IO Ha CTaiHa TeMIeparypa 3a

15 MHUHYTH TIpeay IPUIOKEHHE.

Tabauna 2. Ykazanus 3a pasMmpassiBaHe HAa MHOTI0/1030BM ¢u1aKoOHU Npeau ynorpeda

Yka3zaHusi U NPOABJKUTEJIHOCT HA pa3Mpa3siBaHe
Temneparypa
Temneparypa | Ilpoabixurt | Ha
patyp P poabiukuTEIHOC
OnakoBka Ha €JIHOCT Ha pasMpassiBan |
pa3mpa3ssiBaHe | pa3mpassiBa | e
N pa3mMpa3ssiBaHe
(B XJIAAWIHMK) | He (npu craiina
TeMIepaTypa)
24acau u
MHoro10308 QrakoH 2-8°C 15°C-25°C 1 yac
30 muHYyTH
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Spikevax bivalent Original/Omicron BA.1 25 Mukporpama/25 MUKporpaMa MHXEKIIMOHHA TUCIEPCUs
(eaH01030BU (DIIAKOHM)

BakcuHnara e roToBa 3a ynotpeba ciien pa3mpassiBaHe.

Jla He ce pa3kIala Wwin paspexaa. 3aBbpTere JICKO (IiakoHa clie]] pa3MpassiBaHe U MPEIH BCSIKO
n3rerisiHe. Pazmpasere BcekH eHO/1030B (UIaKOH Hpeu yHnoTpeda, KaTo cliejBaTe yKa3aHHsTa 1o-
noiy. Beekn eH01030B (pi1akoH MITH KapTOHEHA OTaKoBKa, Chabpikainy 10 ¢akoHa, MoXe 1a ce
pasMpassBaT WM B XJIaJUIIHHUK, WIK Ha cTaliHa Temreparypa (Tabmuna 3).

Tadmua 3. MHCTpyKuuu 32 pa3Mpa3siBaHe 32 €IHO1030BH (JIAKOHH U KAPTOHEHH ONIAKOBKHU
npeau ynorpeda

MHcTpyKuuu 3a pa3MpassiBaHe U NPOAbKUTETHOCT
Temnepatypa
Temmnepartypa partyp
OnakoBKa Ha HpoabikuTeHOC Ha IpoabixuTeIHOC
a3Mpa3ssiBaHe T Ha pa3mpa3ssiBaHe T Ha
(I:; xn:: HJIHAK) pa3mpassiBane (npu craiina pa3Mpa3ssiBaHe
! TeMIeparTypa)
Ennonoso
d)i:K(I)lH ’ 2°C 1o 8°C 45 MuHyTH 15°C no 25°C 15 munyTH
K
Or?g;g;f:a 2°C po 8°C 1 yac 45 munyTH 15°C no 25°C 45 munyTH

Axko ¢makonuTe ce pazmpasssar npu 2°C go 8°C, octaBere Bcekr (JIaKOH Ha CTaifHa TeMmepaTtypa
(15°C pmo 25°C) 3a mpubIM3uTENHO 15 MUHYTH NIPEAH NPUIIOKEHHE.

Spikevax bivalent Original/Omicron BA.1 25 MukporpaMa/25 MUKporpaMa MH>KEKIIMOHHA JIMCIIEPCUS
B IIPEABAPUTEIHO HAIIBJIHEHA COPUHIIOBKA

He paskiamaiite u He pa3pexJiaiiTe ChbPKaHUETO HA MIPEABAPUTEIHO HATbJIHEHATA CIPUHIIOBKA.

Bcesika npenBapuTenHo HabJTHEHA CIPHUHIIOBKA € MpeIHa3HaYeH caMo 3a eHOKpaTHa yrnoTpeoa.
Bakcunara ce qocraBsi TOTOBa 3a ynoTtpeda cien pa3MpassiBaHe.

Enna (1) mo3a ot 0,5 ml Moske 11a ce IPHIIOKU OT BCSIKA TIPEIBAPUTEITHO HAITBJIHEHA CIIPHHITOBKA.

Spikevax bivalent Original/Omicron BA.1 ce gocTtaBs B €1HO1030Ba, MIPEIBAPUTEIHO HAIIBIIHEHA
cripuHIIOBKa (0e3 urina), chappikama 0,5 ml (25 mukporpama enazomepan u 25 Mukporpama
nMenaszomepan) UPHK u Tps6Ba na ce pazmpasu npeau MpuiioKeHue.

Ilo Bpeme Ha chbXpaHEeHNE MHHUMHU3HUPANTE N3JIaraHeTo Ha CTaifHa CBETJIMHA U M30STrBaliTe H3JIaraHeTo
Ha MpsIKa CIIbHYEBA U YIATPABUOJIETOBA CBETJIMHA.

Pa3mpasere Bcska npeABapUTEIHO HAITBJIHEHA CHPUHIIOBKA MPeau yHoTpeda, KaTo ciaeaBare
WHCTPYKIMUTE MO-A0Ty. CIIPUHIIOBKUTE MOXKE Jla ce pa3MpassBaT B OJUCTEpHUTE OMAKOBKH (BCEKU
OmucTep, ChABpPIKALL 2 TIPEIBAPUTEIIHO HAITBJIHEHH CIIPUHIIOBKYM) MJIM B caMaTa KapTOHEHA OIIaKOBKa,
WIW B XJIQAWJIHUK, WK Ha cTaiiHa Temiiepatypa (Tabmuma 4). Koraro cnpruHIoBKaTa ce pa3mMpasu B
XJIQIWJIHUK, OCTAaBETE s Ha CTaliHa TeMIieparypa 3a 15 MUHyTH npenu NpuiaoKeHue.
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Tadauua 4. UucTpykuuu 3a pasmpassisane 3a Spikevax bivalent Original/Omicron BA.1
NpeIBAPUTETHO HATbJIHEHH CIPUHIOBKY M KAPTOHEHHU ONMAKOBKHM NpPeIu ynoTpeda

HMHcTpyKkuuu 3a pasMpassiBaHe U NPOAbJIKUTETHOCT
Temnepartyp
Temmnepartyp a Ha
a Ha Mpoabaxutenn | pasmpa3ssiBa
[poabmxuTesHOCT HA
OnakoBka pa3sMpa3ssiBaH OCT Ha He (mpu
. pa3mpa3ssiBaHe
e(B pa3mpa3siBaHe cTaiiHA
(MUHYTH)
XJIAIMJTHUK) (MHHYTH) TeMIepaTyp
°C) a)
O
IIpensapurentno
HanbANena 2-8 55 15-25 45
CIIPUHLIOBKA B
ommcrep
Kaproseira 2-8 155 15-25 140
OTIaKOBKa

VBepere ce, 4e IMETO Ha MPOJYKTa Ha MPEABapUTEIHO HAITbJIHEHAaTa CIPUHIIOBKA € Spikevax bivalent
Original/Omicron BA.1. Axo numero Ha npoaykra ¢ Spikevax 50 mukporpama win Spikevax bivalent
Original/Omicron BA.4-5, moisi, HampaBeTe CpaBKa ¢ KpaTKkaTa XapakTepHUCTHKA Ha MPOYKTa 3a
Ta3u (HOpMyIHNpPOBKa.

Hucmpyxyuu 3a paboma ¢ npedgapumeino HanviHeHume CHPUHYOBKU

o OcraBere BCsiKa Pe/IBAPUTEITHO HAITbJIHEHA CIPUHIIOBKA Ha cTaiiHa Temmeparypa (15°C no
25°C) 3a 15 MuHyTH TIpEH IPUIIOKEHUE.

. Ha He ce pa3kiaiia.

o [Mpenun npunoxeHne npeABapUTEIHO HAITbJIHEHATA CIIPUHIIOBKA TPsIOBa J1a ce oriesa 3a
HaJIMYWEC HAa BUAVMHU YaCTUIU U IIPOMAHA B IIBETA.

. Spikevax bivalent Original/Omicron BA.1 e OGsu1a 1o mouTu Ostna qucnepcus. Moxe na

ChIbprKa OeNu WM MOTYIIPO3payHy YacTHILIM, CBBP3aHH ¢ npoaykTa. He mpunaraiite, ako
BaKCHHATA € C IPOMEHEH LBAT WU ChIBPKA APYTH BUIAUMH YaCTHIIH.

. Urnurte He ca BKIIIOUECHU B KAPTOHEHUTE OMIAKOBKU HA MPEABAPUTEITHO HAIIBIHEHUTE
CIIPUHIIOBKH.

. W3mos3Baiite cTepuiIHa Uria ¢ MOAXOIAIN pa3Mep 3a MHTPaMyCKYITHO HKeKkTHpane (21 pasmep
WM TIO-THHKH HTJIH).

. OTtcTpaHeTe Kamadkara OT CIPHUHIIOBKATa ype3 3aBbpTaHe B MOCOKa oOpaTHa Ha YaCOBHUKOBATa
CTpernKa.

. IlocraBere urmiara, KaTo s 3aBPTUTE 110 TIOCOKA Ha YACOBHUKOBATA CTPEJIKA, TOKATO CE 3aKPern

Jn00pe BbpPXy CHPUHIIOBKATA.

MaxHeTe Karnaykara Ha UIrjiaTa, Korato CTe TOTOBH 3a MPUIIOKEHHUE.
o [Mpuiosxere 1pi1aTa 103a HHTPAMYCKYITHO.

Crnien pa3MpassiBaHe He 3aMpassiBaiiTe MOBTOPHO.

U3xBBpIISHE

Hewnsmom3BaHuAT JIeKapCTBEH MPOIYKT WM OTIAIBYHUTE MAaTEPUAIH OT HETO TPAOBA J1a Ce M3XBBPIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.

I[OBI/IDOBKa 1 CXEMa Ha IPHUJIOKCHHUC

Jluya na év3pacm 12 200unu u no-6v3pacmu
Hozara Spikevax bivalent Original/Omicron BA.1 e 0,5 ml, npunosxena one 3 Mecena ciej
MoCcIIeTHaTa IpeaxoIHa 10o3a BakcuHa cperry COVID-19.
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Ileya na ev3pacm om 6 0o 11 coounu
Jo3ara Spikevax bivalent Original/Omicron BA.1 e 0,25 ml, npunoxena moHe 3 Meceria cies
MOCJIeIHATA TPEAX0/IHA J103a BakcuHa cpeiry COVID-19.

Kakto IIpy BCUYKU MHXXCKINOHHU BAKCUHH, BUHATH TpHGBa Ja UMa I'OTOBHOCT 3a IOAXOAAII0
MEIUITMHCKO JICUeHNE U HAOJI0IeHUE B CITydaii Ha aHaWIaKTHIHA PEAKITHS CIIe T TIPIUTIOKCHIE Ha
Spikevax bivalent Original/Omicron BA.1.

.HI/ILIaTa Tp$[6Ba Ja 6’I>,E[aT Ha6J'IIO}_'[aBaHI/I OT MCJUIIMHCKHU CIICIUAJINCT Haii-manko 15 MHHYTH CJIC]
BaKCHUHaIUsATa.

Hsama nanmu 3a omenka Ha npunokerneto Ha Spikevax bivalent Original/Omicron BA. 1
eIHOBpEMEHHO ¢ Jipyru Bakcuuu. Spikevax bivalent Original/Omicron BA.1 ue tpsiGBa 1a ce cMecBa B
eIHa U ChII[a CIPUHIIOBKA C IPYT'H BAKCHHH HJIH JICKAPCTBEHH MPOTYKTH.

IIpunoxxenue

Bakcunara TpsiOBa fa ce mpuiiara UHTpaMyCKyJIHO. 3a IpeIroYUTaHe € JSITOBUIHUSAT MYCKYJI Ha
ropHara yacT Ha ppkara. He npuaraiite Ta3u BakCHHA MHTPAaBEHO3HO WIIHA TIOIKOKHO.

Mmnoeodo308u gaaxonu

IIpedsapumento HanvineHu CHPUHYOBKU

HW3non3BaiiTe cTepriiHa UIJIa ¢ TIOAXO/IAIL pa3Mep 3a HHTPaMyCKyJIHO uikekTupane (21G wm mo-
ThHKA). OTCTpaHeTe Kamnadkara OT IpeJBapUTEIHO HAIbIHEHATa CIPUHIIOBKA Ype3 3aBbpTaHE B
nocoka oOpaTHa Ha YaCOBHHUKOBaTa CTpeka. [loctaBere uriara, Karo s 3aBbPTHUTE 110 TIOCOKa Ha
JaCOBHUKOBATa CTPEJIKA, OKATO CE€ 3aKpenH J00pe BbpXY CIPUHLIOBKATa. MaxHeTe Kanaukara Ha
WriaTa, Korato cTe TOTOBHU 3a mpuiioxeHnue. Ilpunoxere 1snara 103a HHTpaMyCKyJIHO. M3XBepieTe
CIIpUHIIOBKATA clieq ynoTpeda. Camo 3a emHOKpaTHA yroTpeoa.
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JlucTroBka: uHopManus 3a NOTPedOUTEA

Spikevax bivalent Original/Omicron BA.4-5
(50 mukporpama/50 Mukporpama)/m| HHKEKINOHHA TNCIIEPCHS
Spikevax bivalent Original/Omicron BA.4-5
25 Mmukporpama/25 MuKporpaMa HH:KeKIHOHHA TUCTEePCUst
Spikevax bivalent Original/Omicron BA.4-5
25 Mukporpama/25 MUKporpaMa WHKeKIIHOHHA INCIePCHs B MPeIBAPUTETHO HANNbJIHEHA
CIPUHIIOBKA
uPHK Bakcuna cpemy COVID-19
(COVID-19 mRNA Vaccine)
enazomepan/nase3omepan (elasomeran/davesomeran)

vTOSI/I JIEKapCTBEH MPOIYKT MOJICKH Ha JOMIBIHUTEITHO HaOmoAeHue. ToBa I1e mo3Boyi Obp30TO

YCTaHOBSIBAaHE Ha HOBA MH(OPMAIUSI OTHOCHO Oe30macHoCTTa. MoKeTe J1a AajieTe CBOsI IPUHOC, KaTo
CHOOIIHTE BCSIKA HEXKEIaHa PEAKITHs, KOATO CTE IMOMYUIWIH. 3a HAYMHA Ha ChOOIaBaHe HAa HEXKETaH!

peaKIuy BIKTE Kpas Ha TOYKa 4.

IIpoyereTe BHUMATEIHO HSAIATA JIMCTOBKA, MPEAH A MOJYYHTE Ta3H BAKCHHA, ThHl KaTO TS

ChABbPKa BaskHa 32 Bac ungopmanus.

- 3amazere Ta3u JUCTOBKA. Moke 1a ce HaJ0XHU Ja s IPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JIOMBJIHUTEIHU BBIIPOCH, onUTainTe Bamms nexap, papManeBT win
MEJUIIMHCKA CECTpA.

- AKO MoJTyunTe HAKaKBH HEXKEJIaHU peakuuu, yBenomere Bamms nekap, papManeBT win
MEJUIMHCKA cecTpa. ToBa BKIIIOUBA BCHUKH Bb3MOKHHM HEOIIMCAHU B Ta3U JINCTOBKA HEXEIaHU
peakuuu. Buxre Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

—_—

Kakso npescraBissa Spikevax bivalent Original/Omicron BA.4-5 u 3a KakBo ce M3II0I3Ba

2. KakBo Tps0Ba 1a 3Haete, nmpeau Aa Bu 0bae npunoxena Spikevax bivalent Original/Omicron
BA.4-5

3. Kak ce mpuiara Spikevax bivalent Original/Omicron BA .4-5

4.  BB3MOXHHU HEXEIIAaHU PEaKIUuH

5. Kak na cexpansBate Spikevax bivalent Original/Omicron BA.4-5

6.  CopabppxaHue Ha OTIAKOBKATa M JOIIBIHUTENHA HHPOpMALUS

1. Kakso npeacrasiasiBa Spikevax bivalent Original/Omicron BA.4-5 u 3a kakBo ce

H3I10J13BA

Spikevax bivalent Original/Omicron BA.4-5 e BakcuHa, u3nossBana 3a npeanassane or COVID-19,
npuanHsaBaH oT SARS-CoV-2. T4 ce npuara Ha B3pacTHH U Jiella Ha 6 Mecela ¥ Mo-roJieMu.
AxruBHOTO BenecTBo B Spikevax bivalent Original/Omicron BA.4-5 e undopmarmonna PHK
(nPHK), xoguparmia T. Hap. ,,mmmnoB* npotend Ha SARS-CoV-2. nPHK e BiroueHa B TUNHAIHU
HaHouactuiu SM-102.

Twit kato Spikevax bivalent Original/Omicron BA.4-5 He cbabpxa BUpYC, TS He MOXe j1a Bu 3apasu ¢
COVID-19.

Kak nejlicTBa BakcMHaTa

Spikevax bivalent Original/Omicron BA.4-5 cTuMynipa ecTeCTBEHHUTE 3alIUTH HA OpPraHUu3Ma
(umyHHaTa cucTema). BakcuHara aeiicTBa, KaTo Kapa opraHu3Ma Jia IpOu3BeK/Ia 3ammra (aHTHTea)
cpetty Bupyca, koo npuanassa COVID-19. Spikevax bivalent Original/Omicron BA .4-5 uznonssa
BEIIECTBO, HApEUEHO HH(pOpMaMOHHa puOoHyKIIenHoBa kucennHa (MPHK), 3a na npenece
uH(bOpMAaLHs, KOSTO KICTKATE B OPraHM3Ma MOraT Ja M30JI3BaT 3a 00pa3yBaHe Ha LIMIIOB MIPOTEHH,
KOMTO CBINO € U BbpXY BHpyca. Clien ToBa KJIETKUTE N3pab0oTBaT aHTUTEN A CPEIILY IIUIIOBHUS IPOTEHH,
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KOHWTO J]a IOMOT'HAT 32 OTOTbCKBaHE Ha BUpyca. ToBa me moMorue 3a 3amuTara Bu cpemry
COVID-19.

2. Kakso Tpsi6Ba na 3naere, npean aa Bu 6b1e npuito:kena Spikevax bivalent
Original/Omicron BA.4-5

Bakcunarta He TpflﬁBa aa ce nmpuJjara, aKko CTc¢ ajJJepru4yiu KbM aKTUBHOTO BE€IIECTBO WJIN KbM
HAKOSA OT OCTAHAJIMTC CbCTABKU HA TOBA JICKAPCTBO (I/I36pO€HI/I B TOYKa 6)

IIpexynpesxnenus u NpeanasHu MepKU
I'oBopere ¢ Bamms nekap, ¢papmaneBT Wik MEAUIHCKA CecTpa, peau na Bu 0b1e npuinoxkeHa
Spikevax bivalent Original/Omicron BA .4-5, ako:

- MpPeId CTE UMAJI TEKKA, )KMBOTO-3aCTpalllaBallia aJIepruYHa Peakiys clie] MHKCKTUPaHe Ha
HsKaKBa Jpyra BaKCHHA WM ako Bu e mpuiarana Spikevax (opuruHagHa) B MHHAIIOTO.

- “MaTe MHOTO cjiaba WM KOMIIPOMETHpaHa (0TciabeHa) UMyHHa CUcTeMa

- HSIKOTA CTE MPUMAJAIH CIIE]] MHKEKIIUS C UIIa

- “MaTe HapylIeHue Ha KPbBOChCUPBAHETO

- MMaTe BUCOKA TEMIIEpaTypa WK TeKKa HHPEKIIUS; HO MOXKE J1a C€ BAKCHHHUpATE, aKO UMaTe
JIEKO TIOBUINIEHA TeMIIEpaTypa Wi HHOEKIUS Ha TOPHUTE TUXaTeTHA IBTUINA, 110100Ha Ha
MpoCTyia.

- UMaTe HIKAKBO CEPHO3HO 3a00JIsIBaHE

- U3MUTBATE TPEBOKHOCT, CBBP3aHa C IMOCTABSIHE HA MHKCKITUH.

CpIiecTBYBa IMOBHUIIIEH PUCK OT MHOKAPAUT (BB3MANICHNE HAa ChPACYHUS MYCKYJ) U IEPUKAPAUT
(BB3MazcHNE HAa BHHITHATA OOBHBKA Ha CHPIIETO CHOOIIECHHU e BaKCHHAITHA Che Spikevax (BxK.
TouKa 4).

Te3u 3a00sBaHMS MOKE J]a C€ Pa3BUST J0 HIKOJIKO JTHU CJIE]] BAKCUHAIIMATA U MPEAUMHO B PAMKUTE
Ha 14 nuu. Te ca HaOIOAaBaHM MTO-YECTO MPH MO-MJIAJAH MBXKE U M0-4eCTO CJIe] BTOpara 7034, B
CpaBHEHHE C IThpBaTa J103a.

B noBeuero ClIydyal Ha MUOKapJUT U IICPUKAPAUT HACTHIIBA Bb3CTaHOBABAHC. B Hsxon Clly4dau ce
Hajiara noAabp:KaHe ¢ MHTCH3UBHU I'PUIKU U Ca Ha6J'IIOZ[aBaHI/I U ClIy4au CbC CMBPTCH U3XOM.

Cren BakcuHanus TpsiOBa 1a ObieTe OAUTENHY 32 MPU3HAII HA MUOKAPAUT U TIEPUKAPANT, HATIPUMED
3a1yX, chprieonene wim 0oyika B TEpAUTE, U TpsiOBa He3a0aBHO J1a MOTHPCHUTE JIEKAPCKa TTOMOTII, aKO
TE€ HACTBIIAT.

AKo HsKOE 0T M30pOCHHUTE MO-TOpe ce OTHACs 3a Bac (uiu He cTe CUrypHH), ToBopete ¢ Barust nekap,
(hapMarieBT WIM MEAMIIUHCKA cecTpa, mpenu na Bu 6b1e mpuioskena Spikevax bivalent
Original/Omicron BA.4-5.

O0ocTpsiHe HA CHHAPOM HA HAPYIIEHA KANMJISPHA MPOMYCKJIUBOCT

CpoO111eHn ca HAKOJIKO ciydast Ha 000CTpsiHE Ha CHHAPOM Ha HapyllleHa KaluiIgpHa IIPOITy CKIMBOCT
(CHKII) (mpuumHsBaI HU3THYAHE HA TEYHOCT OT MAIKUTE KPBbBOHOCHH CHJI0BE (KaMJISIpH), KOETO
BOJIM J10 OBP30 MMOJIyBaHE HAa PBLETE U KpakaTa, BHE3AIMHO MTOBHIIABaHE HA TETJIOTO U yCellaHe 3a
MpuMasiBaHe, HUCKO KPBBHO HAJATaHE) CJie]] BakCUHANHA che Spikevax (opurnHaiHa). AKO B
MuHan0To cte uman ermzoan Ha CHKII, roBopere ¢ ekap, npean aa Bu 6b/1e npuioxena Spikevax
bivalent Original/Omicron BA 4-5.

HpOIl’bJ'I)KP[TeJ'lHOCT Ha 3amurTarTa

KaxkTo npu Besika BakcuHa, Tperara qo3a Ha Spikevax bivalent Original/Omicron BA.4-5 moxe na He
3aI[UTH HAI'BJIHO BCUYKH, KOUTO S [OJTy4aBaT, U HE € N3BECTHO KOJIKO JIBJITO Li¢ ObIeTe 3alUTCHH.
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Jena
Spikevax bivalent Original/Omicron BA.4-5 He ce npenopbyBa npH Jeiia moj| 6-meceuHa Bb3pacT.

Opyru sekapersa u Spikevax bivalent Original/Omicron BA .4-5

TpsioBa na kaxxere Ha Bamms jgexap win hapMmareBt, ako mpueMare, HaCKOpo CTe MPUEMAaH HH €
BB3MOJKHO JIa JIa IIpHeMaTe ApyTrH JekapcrBa. Spikevax bivalent Original/Omicron BA.4-5 mosxe na
MOBJIHSIC HA HAYKMHA Ha CUCTBUE HA IPYTH JICKAPCTBA, KAKTO U JPYTH JICKApCTBA MOTAT J]a OKaXaT
BJIMSTHUE HA HAYMHA, 10 KO#To aeiictBa Spikevax bivalent Original/Omicron BA.4-5.

HNmyHOKOMNIPOMeETHPAHHU JINLA

Edukacuocrra Ha Spikevax bivalent Original/Omicron BA.4-5 mosxe 1a € mo-HUCKa npu
MMYHOKOMIIPOMETHpaHH JIUIa. B TakuBa ciyyan 6u TpsOBajo Ja IPOIBIDKUTE Ja cria3Bare
(hm3MyecKy MpennasHu MepKH, 3a Jia CIoMorHeTe 3a npepoTeparsBanero Ha COVID-19. Ocsen ToBa
Onm3KkuTe By KOHTaKTHHU JTMIa TpsAOBa Ja ObJaT ChOTBETHO BakCHMHUpaHU. OOChIeTe MOIXOASIINTE
HMHIUBUAYaIHU Openopbky ¢ Bamms nekap.

BpemeHHoOCT 1 KbpMeHe

AKo cTe OpeMeHHa WM CMsITaTe, Y€ MOXKe Jja CTe OpeMeHHa, NOoChBeTBaiTe ce ¢ Bamus nekap,
MEIUIIMHCKA cecTpa win (apMalieBT npean aa Bu ce mocraBu Ta3u BakcuHa. Bee olne numcBaT qanHu
3a ynorpebata Ha Spikevax bivalent Original/Omicron BA.4-5 no Bpeme Ha 6pemeHHOCT. ["onemMusT
o0eM naHHU o0ade, MoTyueHa OT HaOJII0JJeHHEeTO Ha OpEeMEHHH KEeHHU, BAKCHHUpaHH cbe Spikevax
(opurnHanHa) Mo BpeMe Ha BTOPHS M TPETHS TPUMECTHD, HE TI0OKa3Ba BAaKCHHANUATA J1a UMa
HeOIaronpusTHH eeKTH BbpXY OPEeMEHHOCTTa WX HOBOPOAEHOTO. Makap ue nHdopManmsra
OTHOCHO e()eKTUTE BEPXY OPEMEHHOCTTa WIIM HOBOPOJECHOTO CJIe]] BAKCHHAIIMS 110 BpEME Ha IIbPBHS
TPUMECTBP € OTpaHnyEeHa, He ce HabIo1aBa MOBUILIEH PUCK OT CIIOHTaHeH abopT. Thil KaTto pa3nukara
B JIBaTa MPOJAYKTA € CBbP3aHa CaMo C IUIOBHUS MPOTEHH BB BAKCUHATA M HAMA KJIMHUYHO 3HAYHMU
pasnuky, Spikevax bivalent Original/Omicron BA.4-5 Moe na ce U3Mo3Ba 1o Bpeme Ha
OpEMEeHHOCT.

Bce ome yunicBar nqanHu 3a ynorpebara Ha Spikevax bivalent Original/Omicron BA.4-5 no Bpeme Ha
KBbPMCHE.

He ca ouyakBar obaue edekTd BbpXy KbpMEHH HOBOPOICHH/KbpMaueTa. J[aHHUTE OT KEHH, KOUTO ca
KBPMUIIU CJIe]] BAKCHHALIUS Che Spikevax (OpHruHaiHa), He MOKa3BaT PUCK OT HEeXKEIIAHU PEaKIuu
TIpU KbPMEHHU HOBOpOIeHU/KbpMadeTa. Spikevax bivalent Original/Omicron BA.4-5 moxe na ce
Ipuiiara B Iepro/ia Ha KbpMeHe.

Modupane u padora ¢ MALIMHU

He modupaiite u He paboTeTe ¢ MallIMHY, aKO HE CE YyBCTBATE J0OpE Clie]] BAKCHHAIMATA.
W3zyakaiite, 10KaTO BCAKAKBU €(DEKTH OT BaKCHHATA OTIIYMST, IPeIH fa modupaTte win paboTute ¢
MallnHHU.

Spikevax bivalent Original/Omicron BA.4-5 chabp:ka HaTpmii
ToBa 1eKapCTBO ChABPIKa MOo-Mako ot 1 mmol HaTpuit (23 mg) Ha 103a, T.€. MOXE Ja Ce Kaxe, ue
MIPAKTUKTHYECKU HE ChABPKA HATPHUIA.

3. Kak ce mpuaara Spikevax bivalent Original/Omicron BA .4-5

Taoamua 1. To3upoBka na Spikevax bivalent Original/Omicron BA.4-5

Bn3pacr Ho3za JonbJHUTETHN NPEeNOPBKU
Jlena Ha BB3pact ot 6 mecenia | J[Be mo3u 0,25 ml Besika, Bropara no3a ga ce npuinoxu
10 4 ronuuy, 63 IpeuiTHa MIPUIIOKEHH HHTPaMYyC- 28 nHU cien mbpBaTta 103a.
BaKCHHAIIMA U ¢ HEU3BECTHA KYJIHO®
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Bw3pacr

Ho3za

JlonmbJIHUTEIHH MPenopbKH

aHaMHe3a 32 HHQEKIIUA ChC
SARS-CoV-2

AKO nteTe e moayduio eaHa mpe-
nuiHa g03a Spikevax, tpsosa na
ObJe MPUIIO’KEHA €JTHA /1032
Spikevax bivalent Original/Omi-
cron BA.4-5, 3a na ce 3aBppiun
JIBYy1030BaTa CEPHI.

Jena Ha BB3pacT 6 Mecena J0
4 TOIMHY C TIPETUIITHA BaKCH-
HAaIlMs WJTH U3BECTHA aHAMHE3a
3a undekimsa ¢ SARS-CoV-2

Enna 0,25 ml go3a, npwuiio-
JKeHa HHTPaMyCKYJIHO™

Jema Ha BB3pacT 5 TOIUHU 10
11 ropunu, che uau Oe3 mpe-
JIVIITHA BAKCHHAIHS

Enna 0,25 ml mo3a, mpuio-
»KeHa UHTPaMYCKYJIHO™

Jluna Ha BB3pact 12 u noseye
TOJIMHU, ChC U 03 Tpe-
JIMIIHA BAKCUHALNAS

Enna 0,5 ml no3a, npwo-
JKEHA MHTPaMyCKYIIHO

Spikevax bivalent Original/Omi-
cron BA.4-5 tps6Ba na ce npu-
JIO’KHM Hal-MaJIKO 3 Mecelia e
nocnexHara no3a COVID-19 sak-
CHHa.

Jluna Ha BB3pact 65 u noeeye
TOIMHA

Enna 0,5 ml go3a, npwio-
»KeHa HHTPaMYCKYJIHO

Enna nonbaHuTeIHA 1033 MOXKE
Jia O’bJIe IPUIIO’KEeHA Hal-MaJIKO
3 Mecena cie IoclIenHara 103a
COVID-19 BakcuHa.

* Jla He ce M3IOJI3BAT €IHO030BHS ()IAKOH WITH TPEABAPUTEITHO HAITBIHEHA CIIPHHIIOBKA 32
npuIokeHne Ha yactuueH oobem 0,25 ml.

Tadoamua 2. lozuposka Ha Spikevax bivalent Original/Omicron BA.4-5 3a

HMYHOKOMIIPOMETUPAHU JIHIIA

Bn3pacr

Ho3a

JonmbIHUTEIHH TPenopbKU

HMyHOKOMIPOMETHPAHHU AeLa
Ha BB3pacT 6 Mecena 10

4 ronuuy, 6e3 IpeuiiiHa Bak-
CHUHALIUS

Ise 0,25 ml go3u, mpwo-
YKEHH UHTPAMYCKYJIHO™

[Ipu TEKKO UMYyHOKOMIIPOMETH-
paHu TpeTa J03a MOXKE J1a Ce MPH-
JIOJKW Hal-MaJko 28 IHU ciexn
BTOpAaTa J03a.

HNmMmyHOoKOMIIpOMETHpaHU Aena
Ha BB3pacT 6 Mecera J0

4 TonVHY ¢ TIPEINIIHA BaKCH-
HaIus

Enna 0,25 ml go3a, mpmio-
»KeHa HHTPaMYCKYJIHO™

HNmyHoKOMIIpOMETHpaHU AeTa
Ha BB3paCT S FOJUHU 10

11 ropuHu, che uau Oe3 mpe-
JHIIHA BAKCHHALIUS

Enna 0,25 ml no3a, npuso-
’K€HA HHTPaMyCKYJTHO™

HmyHOKOMIpOMETHpaHHU IULa
Ha BB3pacT 12 u moeye ro-
IVHY, ChC WK 0€3 IpeAnIIHa
BaKCHHaIUA

Enna 0,5 ml no3a, mpusio-
»KeHa UHTPaMYCKYJIHO

JombmauTeHA(HI) TIOIXO0-
Jsma(1m) 3a Be3pacTra™ m03a(3u)
MoXe aa 0bae (0baaT) mpuio-
*KeHa(HH) Hall-MaJKo 2 Mecena
ciien nocienaHara no3a COVID-19
BaKCHHA, 110 MPEIeHKa Ha ME/TH-
IIUHCKUS CIICLUANNCT, KaTo Ce
B3eMarT IMoJ{ BHUMAHHUE KIMHHY-
HHUTE 00CTOSITEJICTBA HA JIUIIETO.

* Jla He ce M3MOI3BaT €IHOI030BHsI (DJIAKOH MM MPEIBAPUTEITHO HAITBIHCHA CIIPUHIIOBKA 32
npuioxkeHue Ha yactuueH obem 0,25 ml.

BammsT nexap, ¢papmaneBT Wi MEIUIMHCKA CECTPA L€ MH)KEKTUPAT BAKCHHATA B MYCKYJI
(MHTpaMyCKyJIHa MHXKEKLIMA) B TOpHAaTa yacT Ha pbKaTa Bu.
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Cuen Besika MEDKEKIINS HA BakCHMHATA Bammsr siexap, hapmaneBT Wik MeJUIMHCKA cecTpa e Bu
HaOmroaBar 3a Hali-Mainko 15 MUHYTH 3a pU3HANK Ha alepruyHa peakiusl.

AKO MMaTe HAKAaKBY JIOBIHUTEIHA BBIPOCH, CBhP3aHH C YIIOTpeOaTa Ha Ta3u BAKCHUHA, MTOITUTANTE
Bamms nekap, hapmaneBT wim MEAUIIMHCKA CECTpa.

4. Bb3MOKHU HeKeJIAHH PeaKIuu

Kakro Bcnuku JICKApPCTBA, Ta3W BAKCHHA MOXKC [a NPCAU3BUKA HCKCIIAHU PCAKIINU, BBIIPCKU Y€ HE
BCCKM I'l [10JTy4aBa.

[MoTkpcere cHenIHA MEIUITUHCKA TIOMOIII, aKO MOJYYUTE HAKON OT CIICAHUTE MPU3HAIU ¥ CUMIITOMU
Ha alepruvHa peaKilys:

- ycelllaHe Ha MPUJIONIABAHE WM 3aMasiHOCT;

- IIPOMEHHU B CbPJICYHUS PUTHM,;

- 3ayX;

- XPHITOBE;

- IMOAYBaHC Ha YCTHUTE, JIULICTO WUJIH I'bPJIOTO,

- YPTHUKApUS WIH OOpHUB;

- raJicHe WM MOBPBILAHE;

- CTOMaIHa 0oJIKa.

FOBOpGTC ¢ Bammus JICKAp, aKO MOJYYUTC HAKAKBU JPYTH HCKCIIAHU PCAKIIUH.. Te moxe Ja BKJIFOYBAT:

MHoro yectu (Moxe 1a 3acerHat nmoseve oT 1 Ha 10 aymmm):

- 1o,TyBaHe/00JIe3HEHOCT B 00J1aCTTa HA MIOIMUIIIHUIIATA

- HaMaJIeH areTuT (HabIro1aBaHo MPH Jiela oT 6 Mecera 10 5 TOIUHN)

- pa3ipasHUTETHOCT/Iay (HAOI0IaBAaHO TIPH Jiela OT 6 Mecena J0 5 TOJMHU)

- riaBoOoue

- Oe3crHUE (HAOII0OaBAHO MPH AeTa OT 6 Mecena 0 5 TOIUHH)

- rajJicHe

- MOBPBIIIaHE

- MYCKyJTHa 00JIKa, OOJIKH B CTaBUTE U CKOBAHOCT

- 00JIKa WK MOIyBaHE HAa MSICTOTO HA HHXKCKTHPAHE

- 3auepBsABaHE Ha MSACTOTO Ha UHXKEKTHpaHe (KOSTO MOHSIKOTa MOKE JIa CE MOSBH MPUOIUIUTEITHO
9 o 11 faHU clie HHKEKTHPAHETO)

- yCell[aHe Ha CHIIHA yMOopa

- BTpPHUCaHE

- MOBHILICHA TEMIIEpaTypa

Yecru (Moxe aa 3acernar a0 1 Ha 10 mymm):

- AP

- 00pus,

- 00pUB WU YPTHKApPHUS HA MACTOTO HAa UHXKEKTUPaHE (HSIKOW OT KOUTO MOJXKE J1a CE MOSBST
npubmu3nTenHo 9 10 11 mHU cien HHKEKTHPAHETO)

Heuectn (Moxe na 3acernar jqo 1 va 100 mymim):

- ChbpOEK Ha MACTOTO HA HHXKEKTUPAHE

- 3aMasHOCT

- 00JKa B KOpema

- HaJIUTHAT, ChpOsI] 00puB (ypTHKapHs) (KOHTO MOJXKE Ja e MOSIBU OT MOMEHTA Ha MHXKEKTUPaHe
U JI0 OKOJIO JIBE CEIMUILIU CJIE]] HHKCKTUPAHETO)
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Penxu (Moxe na 3acernar go 1 Ha 1 000 gymm)

- BPEMEHHO YBHCBAaHE Ha eHATa CTpaHa Ha JidieTo (mapaimsa Ha be)

- MoJTyBaHe Ha JuieTo (TMoJXyBaHe Ha JIUIIETO MOJXKE JIa Ce TIOSBH MIPH JIUIA, KOUTO ca MMaln
KO3METHYHU WHKEKIIUHU B JTHIETO. )

- HaMaJeHO ycellaHe 3a JOMHUpP MK CETUBHOCT

- HeoOWYaliHO yceliaHe Mo KoxKaTa, KaTo U3TPBIIBaHe WM MpaByuyKaHe (ITapecTe3ust)

Mmuoro penxu (morar jga 3acersat o 1 va 10 000 qyum):
- Bo3naneHue Ha ChbpACUHUS MYCKYJT (MHOKAPIUT) MU Bh3MAICHHE HA BHHITHATA OOBUBKA HA
ChpIETO (MEPUKAPIUT), KOETO MOXKE JIa IOBEAC JI0 33]1yX, ChPIIEOMCHE WK 00JIKA B I'bPIUTE.

C Hen3BecTHA 4ecTOTa

- TEXKU aJISPTUYHU PEaKIUU ChC 3aTPYAHEHO JMuiliaHe (aHApUITaKCHs)

- peaxIys Ha UMyHHATa CHCTeMa — TIOBUIIIEHA TyYBCTBUTEITHOCT MIIM HETIOHOCHMOCT
(CBpBXUYYBCTBHUTEITHOCT)

- KO>KHA peakius, Mo popMara Ha YepBEHH METHA WIIK OOpUB 10 KOXaTa, KOUTO MOXe Jia
W3TJIeXK/1a KaTo ,,MUIIeHA " WU ,,0MBOJICKO OKO™ C ThMHO YepBEH IIEHTHP, OKOJIO KOMTO MMa T10-
CBETIIM YePBEHH KPBroBe (epuremMa MyaTudopme)

- OTOK Ha BaKCUHHMPaHUs KpaHUK, KOMTO 00XBalla rojsMa IIorl.

- TEXKO MEHCTPYaIHO KbpBEHE (IIOBEUETO CIIy4au M3k A He Ca CEpUO3HU U Ca C BPEMEHEH
Xapaxrep)

- 00puB, MPEIU3BUKAH OT BBHIIICH CTUMYJI KaTO CHJIHO TIOTJIaXKIaHE, YSCAHE WIM HATUCK BBPXY
KOKaTa (MEXaHUIHA YPTHUKAPHS)

Cho0uaBaHe Ha HesKeJAHU peaknnu

AXo moTyynTe HIKaKBH HeXXEJTaH! Peakiiy, yBegoMere Bamms nekap, papManeBT M MEIHIIMHCKA
cecrTpa. ToBa BKIIOYUBAa BCHYKH BH3MOKHH HEONMCAHU B Ta3! JINCTOBKA HEKEIaHU pCaKknuu. Moxere
CBIILO J1a CHOOIINTE HEKEJIAaHN PEaKIUK AUPEKTHO Ype3 HallMOHAIHATA CHCTEMa 32 ChOoOIIaBaHe,
nocoueHa B [Ipunoskenne V. Karo crobmaBarte HexeTaHu peakiiu, MOXKETe Ja 1aieTe CBOS IIPHHOC
3a 1oJIy4aBaHe Ha MoBedye HH(OpMaIs OTHOCHO 0€30IMacHOCTTa Ha Ta3W BaKCHHA.

5. Kak na cexpansiBare Spikevax bivalent Original/Omicron BA.4-5

I[a CC ChbXpaHsABa Ha MSACTO, HCAOCTBITHO 3a ACHA.

He m3non3BaiiTe Ta3u BakCHHA Cliel] CPOKa Ha TOJHOCT, OTOENsI3aH BEPXY €THUKeTa cliel ,,] ofieH o™
CpOKBT Ha TOAHOCT OTTOBAPS HA MOCICTHUS AEH OT TOCOYCHUS MECETI.

HNudpopmarusara 3a cbXpaHeHUE, CPOK Ha TOAHOCT U ynoTpeba 1 paboTa € onucaHa B pas3jena,
NpeHa3HAuYEH 3a MEANLMHCKY CIIEUAIUCTH B Kpasi Ha JINCTOBKATA.

He m3xBopistiiTe JekapcTBaTa B KaHATU3AIAATA WIH B KOHTEHHEpa 3a JOMAITHA OTTIaIbITH.

Ilonuraiite Bamms q)apMaueBT KakK 1a U3XBBPJEITE JICKAPCTBATA, KOUTO BEYC HC M3IOJI3BATC. Tes3n
MCPKH 1I€ CIIOMOTrHAaT 3a OIla3BaHC Ha OKOJIHaTa Cpeaa.
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6. CL}ImeaHne Ha ONMMAaKOBKAaTa U JONNbJHHUTECTIHA HHQ)OpMaHI/Iﬂ

Kakso cbabpika Spikevax bivalent Original/Omicron BA .4-5

Tadmmna 3. CbhcTaB crniopea BUa Ha ONAKOBKATA

KoanuyecTBo Ha aAKTHUBHOTO
BelleCTBO B 1030BAa ¢INMHULA

OnakoBKa

Jo3a(u)

CncraB

Spikevax bivalent Original/Omicron
BA.4-5

(50 muxporpama/50 Mmukporpama)/ml
HH/KEeKIIMOHHA N CIIEPCHs

MHoro0308
¢makon 2,5 ml

5 no3u

o 0,5 ml
BCAKa UJIIN
MaKCHMYM

10 mosu o
0,25 ml Bcska

Enna nosza (0,5 ml)
ChIbpIKa

25 MuKkporpama
ela30MepaH u

25 MuKporpama
naBesoMepan , uPHK
BaKCHHA CpeILy
COVID-19
(HyKII€03HTHO
MoaudHUIUpaHa)
(Bximovyena B SM-102
JUMATHA
HAaHOYACTHIIN).

Enna go3za (0,25 ml)
ChIbpKA

12,5 mukporpama
eJa3oMepaH u

12,5 mukporpama
naBezoMepal, ”PHK
BaKCHHA CPeEIIy
COVID-19
(HyKJI€03UTHO
Moau(uIpana)
(Bxiarouena B SM-102
JIUITHIHA
HAaHOYACTHIIH).

Spikevax bivalent Original/Omicron
BA.4-5

25 mukporpama/25 mukporpama
HHIKEKIHOHHA HCIePCHst

Ennonozos
¢naxon 0,5 ml

1 nosa o
0,5ml

Camo 3a
€IHOKpaTHA
ynotpeoa.

Enna nosza (0,5 ml)
ChABPKA

25 MuKporpama
erazoMepaH u

25 MuKporpama
nasezomepan , uPHK
BaKCHHA CpeILLy
COVID-19
(HyKI1€03UTHO
MoIu(pHUIUpaHa)
(Bximovyena B SM-102
JIATUTHH
HaHOYACTHIIH).

Spikevax bivalent Original/Omicron
BA.4-5

25 mukporpama/25 mukporpama
HHIKEKIHOHHA TUCIepPCcHsi B
NpeIBapHTETHO HANTbJIHEHA
CIPHHIIOBKA

IIpenBapurenno
HaITbJTHEHA
CIIPUHIIOBKA

1 nosa o
0,5 ml

Cawmo 3a
€THOKpaTHA
ynorpeoa.

Enna mosza (0,5 ml)
ChIbpIKa

25 MuKporpama
ena3oMepaH u

25 MuKporpama
naseszomepan , PHK
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KosuvecTBO HA aKTUBHOTO OnakoBka Jo3za(un) Cbcrasn
BeLLECTBO B 1030BA eJMHUIIA

BaKCHHA CpeIILy
COVID-19
(HyKJI€03UIHO
MoIuHUIHpaHa)
(sximovyena B SM-102
T THH
HaHOYACTHIIH).

Enazomepan e enmHoBepmkHa 5’-kenupana uapopmarmonna PHK (uPHK), npoussenena ¢
U3II0JI3BaHETO Ha Oe3KJIeThYHa IN Vitro Tpanckpumuus ot cborBeTHHTEe JJHK-MaTpuny, koaupanm
BupycHus mwunoB (S) nporenH Ha SARS-CoV-2 (opurnnaina).

JlaBe3omepaH € eqHOBEpMIKHA, 5’ -kenupana napopmanronna PHK (uPHK), npoussenena c
M3I0JI3BaHeTO Ha Oe3KJeThYHa iN Vitro tpanckpwumims oT cboTBeTHUTE JJHK-MaTpuiy, koaupanm
mmnosus (S) nporens Ha SARS-CoV-2 nonsapuant BA.4 u BA.5 na Bapuant Omicron. S
nmpoteuHuTe Ha nmoaBanuantute BA.4 u BA.S na SARS-CoV-2 BapuanTta Omicron ca MISHTHYHH.

Hpyrurte ceeraBku ca SM-102 (xenragexan-9-mn 8-{(2-xunpokcnernn)[6-0kco-6-
(YHACIHMIOKCH)XEKCHJI |JaMHHO } OKTAHOAT), X0JIeCTepoJl, 1,2-aucreapori-SN-rinko-3-hocoxoTuH
(DSPC), 1,2-muMupucroun-rac-rauuepo-3-metokcunonueriwieHraukon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETAMOJIOB XUIPOXIIOPHJI, OLIETHA KUCETIMHA, HATPUEB alleTaT TPUXUIPAT, 3axapo3a,
BOJIa 32 MH)KEKIIHH.

Kak m3raexaa Spikevax bivalent Original/Omicron BA.4-5 n kakBo cbIBbpika ONMaKOBKATA

Spikevax bivalent Original/Omicron BA.4-5 (50 muxporpama/50 MukporpaMa MHXEKIIMOHHA
TUCTIEPCHUS

Spikevax bivalent Original/Omicron BA.4-5 e 6sma 10 moutH 6si1a TUCTIEPCHS, KOSATO Ce JOCTaBs B
CTBKJICH MHOT0/1030B (DJIAKOH ¢ Kay4dyKOBa 3aIyIiajika i CHHbO OTYYIIBAIIIO CE Karave ¢ alyMUHHACBA
oOKaTKa.

Omnaxogka: 10 MHOTr01030BH (itakoHa. Beeku duakon cbabpxa 2,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama/25 MUKpPOTrpamMa HHKEKIIMOHHA
JIACTIEPCHS

Spikevax bivalent Original/Omicron BA.4-5 e 6sa 10 mouTH 6si1a TUCIIEPCHS, KOATO Ce JOCTaBs B
CTBKJICH €THO/I030B ()JIAKOH C Kay4IyKOBa 3aIlylIaika i CHHBO OTYYIBAIIO CE Karaye ¢ alyMUHHCBA
obOKaTka.

Omakoska: 10 eqHomo30Bu ¢utakona. Beekn ¢umakon cpanpika 0,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MUKpOrpamMa WHKEKIIMOHHA
JIACTEPCHUs B IIPEIBAPUTEIHO HAITBIHECHA CITPHUHIIOBKA

Spikevax bivalent Original/Omicron BA.4-5 e 6sma 10 mouTH Osi1a TUCTIEPCHS, KOSATO Ce JOCTaBs B
MpeIBAPUTEITHO HAITBTHEHA CIIPUHIIOBKA (IIUKIIMYEH 0Je()MHOB MOJIMMEp) € TJIaBa Ha OyTano u
Karayka Ha Bbpxa (0e3 uria).

[IpenBapuTenHo HaATBJIHEHUTE CIPUHIIOBKY Ca OTIAKOBAaHU B 5 Mpo3pauHu O1MCTepa, BCEKU OT KOUTO
CBABPIKA 110 2 MIPEABAPUTEITHO HAIIBIHEHH CIPUHIIOBKH.

OmnakoBka: 10 mpeaBapUTEITHO HATBIHCHH CIIPUHIIOBKU
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IIpuTeskaTesn Ha pa3pelIeHUETO 32 ynoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Ucnanus
IIpousBoauTenu

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

28703. San Sebastian de los Reyes
Madrid

Wcmanus

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

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

28037 Madrid

HUcmanns

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

20900 Monza
Wramua

Patheon Italia S.p.A.

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

3a JOIIBJIHUTCIIHA I/IH(I)OpMaHI/IH OTHOCHO TOBa JICKapCTBO, MOJIA, CBBPIKCTE CC C JIOKAITHUSA
MpEeICTAaBUTEN Ha MPUTEKATENS HAa Pa3pelleHUETO 3a ynoTpeoa.

Belgié/Belgique/Belgien Lietuva

T¢él/Tel: 0800 81 460 Tel: 88003 1114
Bbbarapus Luxembourg/Luxemburg
Tem: 0800 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
EMado Osterreich
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TnA: 008004 4149571 Tel: 0800 909636

Espaiia Polska

Tel: 900 031 015 Tel: 800 702 406
France Portugal

Tél: 0805 5430 16 Tel: 800 210 256
Hrvatska Roménia

Tel: 08009614 Tel: 0800 400 625
Ireland Slovenija

Tel: 1800 800 354 Tel: 080 083082
island Slovenska republika
Simi: 800 4382 Tel: 0800 191 647
Italia Suomi/Finland

Tel: 800 928 007 Puh/Tel: 0800 774198
Kvnpog Sverige

TnA: 80091080 Tel: 020 1092 13
Latvija United Kingdom (Northern Ireland)
Tel: 80 005 898 Tel: 0800 085 7562

I[aTa Ha MOCJIECAHO NMpepasrjaeikaaHne Ha JUCTOBKaTa

CKaHHpafITC Koza C MOOHMITHO YCTpOﬁCTBO, 3a Ja NOJIyYUTE JIMCTOBKATa Ha pas3sjIMYHU €3UIIH.

W nocerere URL https://www.ModernaCovid19Global.com

[MonpoOHa uH(popMaIus 3a Ta3u BaKCHHA € MPEJIOCTaBeHa Ha yeOcalita Ha EBporelickaTa areHius mo
nekapcerara: http://www.ema.europa.eu.

Tasm nmuctoBka ¢ HamyHa Ha Bcruky e3uttd Ha EC/ENII na yeGcaiita Ha EBporetickara areHIus mno
JICKapCTBaTa.

ITocovenara mo-nosay nH(poOpMaNKs € MpeTHA3HAYEHA CAMO 32 MEIMIMHCKH CIIEIUATNCTH:

[Ipocneaumoct

3a y1a ce moJO00pH MPOCIEANMOCTTAa Ha OMOJIOTMYHUTE MEAUIIMHCKH NPOYKTH, IMETO W TTapTUIHHUAT
HOMEDp Ha IpHWIaranus NpoayKT TpsiOBa Aa ObAAT SICHO 3alTUCaHU.
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Spikevax bivalent Original/Omicron BA.4-5 (50 mukporpama /50 muxporpama)/ml nmxeknnonsa
nucnepcust (MHOr0/1030BH (DJIAKOHU ChC CHHBO OTYYIBAIIO CE Karaye)

Spikevax bivalent Original/Omicron BA.4-5 tpsi6Ba a ce mpuiiara oT 00y4eH MEAUIIMHCKH
CIEIUAINCT.

Bakcunara e roToBa 3a ynotpeba cies pazMpassiBaHe.
Jla He ce pa3kiala Win pa3pexna.

[Ipenu npunoxenne BakcuHaTa TpsiOBa BU3YaIHO J1a Ce MperJieia 3a Haiudrue Ha BUIUMH YaCTHIIA U
MpOMsHA B 1[BETA.

Spikevax bivalent Original/Omicron BA.4-5 e 6sma 1o moutH Osiia qucnepceusi. Moxe a Chabpxa
OeJIM WK TIOJTyTIPO3PAvHH YaCTHUIIH, CBBP3aHH C IPOAyKTa. Ja He ce mpuiara, ako BAKCHHATA € C
MPOMEHEH IBAT WK ChIbPrKa IPYTH HA BUJl BUIMMHU YaCTHIIH.

dnakoHHTE Aa ce ChbXpaHABaT BB Gpuzep npu -50°C no -15°C.

OT Bcekn MHOT'01030B (hJTakOH MOJKe Ja ce M3TeryaT et (5) no3u (mo 0,5 ml BcsAka) mim MakCuMyM
necet (10) no3u (mo 0,25 ml Besika).

’KenarenHo € BCEKHU IIBT Ja HpO6I/IBaTe 3ammyniajikaTta Ha pa3JIM4HO MCTO.

VYBepere ce, ue (IaKOHBT UMa CHHBO OTUYIIBAILO CE Karaye U UMETOo Ha npoaykra e Spikevax bivalent
Original/Omicron BA.4-5. Axo (akoHBT UMa CHHBO OTUYTIBAIIO CE Karaye U MIMETO Ha MPOAYKTa €
Spikevax 0,1 mg/ml mmmm Spikevax bivalent Original/Omicron BA.1, mois1, HaripaBeTe cripaBKa ¢
KpaTKara XapaKkTepUCTHKa Ha MPOAYKTa 33 TO3U ChCTAB.

Pa3mpasere Bceku MHOT0/1030B (DIaKOH Ipeau ynorpeda, KaTo cleaBare yKa3aHUsTa [10-10JIy
(Tabmuua 4). Korato ¢akoHBT € pa3MpaseH B XJIaAWITHHUK, OCTaBEeTEe TO Ha CTaifHa TemrepaTypa 3a

15 MuHYTH NIpeay MPUI0KEHHE.

Tabauna 4. Ykazanus 3a pasMpa3ssiBaHe Ha MHOT0/1030BH (JIaKOHM NpeaAH ynorpeda

YKa3zaHMs ¥ NPOABJKUTETHOCT HA pa3Mpa3siBaHe
Temnepartypa
Temnepa a | IIpoabyuxkur | Ha
patyp POA [poabikuTETHOC
OnakoBKa HA €JIHOCT Ha pasmpazsiBan | Ha
pa3mpa3ssiBaHe | pa3mpassiBa | e
N, pa3mMpa3ssiBaHe
(B XJIAANJIHUK) | He (npu craiina
TeMIepaTypa)
24acau
MHoro10308B QrakoH 2-8°C 15°C-25°C 1 yac
30 MuHyTH
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Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MEKpOrpaMa HHKEKITMOHHA

nucrepcud (eaH01030BU (hIIAKOHH)

BakcuHnara e roToBa 3a ynotpeba ciies pa3mpassiBaHe.

I[a HE CC pa3Kkiiallla Ui paspeixia. 3aB’BpTCTC JICKO (bﬂaKOHa CJICA pasMpasdaBaHC U NPEAU U3STCTIIAHE.

VBepere ce, ue (IaKOHBT HMa CHHBO OTUYYIBAIIO CE Karauye i HAMMCHOBAHUETO Ha MPOJIYKTa €
Spikevax bivalent Original/Omicron BA.4-5. Ako (akoHBT € ChC CHHBO OTYYIBAIIO CE Karayue u
HaMMEHOBaHHETO Ha mpoaykTa ¢ Spikevax bivalent Original/Omicron BA.1, moust, HanpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepHUCTHKa Ha MIPOIYKTa 3a GOPMyIHpOBKaTa.

[Ipean ynotpeba pazmpasere BCeKH eJHOA030B (PIIakoH, cleBaliKy yKa3zaHUATa Mo-10iy. Beeku
€IHOI030B (hJIAKOH M KapTOHEHATa OMaKoBKa, chabpkama 10 ¢urakoHa, Moke 1a ce pa3Mpasu Wil
B XJIAJWJTHUK, WU TIPU cTaliHa TeMieparypa (Tabmuna 5).

Tabauna 5. Ykazanus 3a pasMpa3ssiBaHe Ha eJHOJ030BU (DJIAKOHH U ONIAKOBKHU NpeAM YIoTpeda

Yka3aHus U NPOIbJKUTETHOCT HA pa3Mpa3siBaHe
Temmneparypa
Temmneparypa Hl; wp
OnakoBka Ha IpoabirkUTETHOCT IIpoabmxuTeHOCT
pa3Mpa3ssiBaHe
pa3Mpa3ssiBaHe Ha pa3Mpa3siBaHe N Ha pa3Mpa3ssiBaHe
(B XJIaAWJIHUK) (npu crajina
6 TeMIiepaTypa)
Ennonozos
q)iaK(I)[H 2°C mo 8°C 45 munyTH 15°C nmo 25°C 15 MunyTH
Kapronena
P 2°C no 8°C 1 gac u 45 MuHyTH 15°C nmo 25°C 45 MuHyTH
OTTaKOBKa

Ako ¢uakonute ce pazmpasssar npu 2°C no §°C, ocraBere Bceku (pakoH /1a IPecTOU Ha cTaifHa

temreparypa (15°C no 25°C) 3a npubnu3uTenHo 15 MUHYTH pen IPUIIOKEHNUE.
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Spikevax bivalent Original/Omicron BA.4-5 25 mukporpama /25 MEKpOrpaMa HHKEKITHOHHA

JIUCIIEPCHSL B IPEIBAPUTEIHO HAITbJIHEHA CIPUHIIOBKA

I[a HE C€ pa3Kjialla WJIn pa3pexia CbABPKAHUETO Ha MPECABAPUTCIIHO HAITbJIHEHATa CIIPUHIIOBKA.

Bcesika mpeiBapuTeIHO HAITBJIHEHA CIIPUHIIOBKA € CaMO 3a eJIHOKpaTHa yrnotpeba. BakcnHara e roToBa
3a ynotpe0ba cies] pa3MpassiBaHe.

Or BCsIKa IpeIBAPUTEITHO HAITBJIHEHA CIIPUHIIOBKA MOKe aa Obae npuiioxeHa exHa (1) gosa ot 0,5 ml.

Spikevax bivalent Original/Omicron BA.4-5 ce noctaBs B €1HOI030Ba, IPEABAPUTEIHO HAIIbIHEHA
cnpuHIIOBKa (0€3 uria), ceaspixkamnia 0,5 ml (25 mukporpama exazomepan u 25 MUKpoOrpaMa
nasesomepan) ”PHK u TpsiOBa j1a ce pasmMpasu npeau NpHiIoKeHHeE.

[lo Bpeme Ha chXpaHEeHHE HaMajeTe 10 MUHIMYM H3JaraHeTo Ha CTaifHO OCBETJICHNE U N30sATBaiiTe
M3JIaraHeTo Ha MpPsKa CIbHYEBA CBETIIMHA U YJITPABHOJIETOBA CBETIUHA.

Ipeau ynmotpeba pazmpaseTre BCAKA MPEIBAPUTEITHO HATBJIHEHA CIIPUHIIOBKA, CIICABANKH
WHCTPYKIMHUTE MO-A0Ty. CIIPUHIIOBKUTE MOXKE J]a C€ pa3MpassBaT B OJMCTEPHUTE OMAKOBKH (BCEKH
OJHCTEp ChABpPIKA 2 PEIBAPUTEITHO HAITBJIHEHH CIIPUHIIOBKH) MJIM B camara KapTOHEHa OMaKOBKa, B
XJIQJWJTHUK WK Ha cTaiiHa Temnepatypa (Tabumuia 6).

Tabauua 6. Ykazanus 3a pazMpa3siBaHe Ha MPeIBAPUTETHO HATbJIHEHH CIIPHUHIIOBKH H
KapToHeHH onakoBKH ¢ Spikevax bivalent Original/Omicron BA .4-5 npeau ynorpe6a

Yka3aHus U NPOIbJKUTETHOCT HA pa3Mpa3siBaHe
Temnepatypa Temnepartypa
Ha
OnaKoBKa Ha IIpoab/KUTETHOCT A3MDA3STBANE IIpoab/KUTETHOCT
pa3MpassiBaHe Ha pa3Mpa3siBaHe P ( lfCTaﬁHa Ha pa3Mpa3ssiBaHe
(B XJIAAMJTHUK) (MUHYTH) P (MUHYTH)
°C) TeMIepaTypa)
(W9
[IpenBapurenHo
HaI'bJIHEHa
ot 15°C no
CIPUHIIOBKA B ot 2°C mo 8°C 55 munyTH 2502 A 45 MuHyTH
OmcrepHa
OIIAKOBKA
Kapronena orma- ot 15°C no
20 o 1 14
<OBKA ot 2°C no 8°C 55 MUHYTH 2500 0 MuHyTH

VBepere ce, ue HANMEHOBAHHETO Ha MPOAYKTA B IIPEABAPUTEITHO HAIIBIIHEHATA CIPHHIIOBKA €
Spikevax bivalent Original/Omicron BA.4-5. Ako HauMeHOBaHHETO Ha poayKTa e Spikevax
50 mMukporpama, MoJisi, HallpaBeTe CIpaBKa ¢ KpaTkaTa XapakTepHCTHKa Ha MPOAYKTa 3a

(dbopMyIHpOBKaTa.

Hucmpyxyuu 3a paboma ¢ npedgapumenno HanviHeHume CHPUHYOBKU

. OcraBeTe BesKa NMPEABAPUTEITHO HAITBITHEHA CIIPUHITOBKA Ha cTaitHa Temmeparypa (15°C mo
25°C) B npoapokeHue Ha 15 MuHyTH npenayn TIPUIIOKEHHUE.

° [a He ce pasknama.

. [Ipenn npunoxxeHue MpeIBapUTEITHO HATBIHEHATa CIPUHIIOBKA TPSAOBA J1a ce OoTiieaa 3a
HaJIMYUE Ha YaCTUIU U IPOMSHA B [IBETA.

° Spikevax bivalent Original/Omicron BA.4-5 e Gsuta 1o nourtu 6sma qucnepcus. Moxe na

CHIIbprKa OeNM WM OTYIIPO3padyHy YacTHIIM, CBbP3aHU ¢ MpoaykTra. He mpumaraiite, ako
BAaKCHHATAa € C IPOMEHEH LBAT UIIU ChIbPKA JPYTU YaCTULIH.
. Wrnute He ca BKIIOYEHU B KAPTOHEHUTE OIIAKOBKY HA MPEABAPUTEIHO HAITBITHEHNUTE

CIIPUHLIOBKH.
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o Jla ce M3momn3Ba CTepHITHA UIJIa ¢ TIOJXO/ISAI pa3Mep 3a HHTpaMyCKyimHO MHkekTupane (21G wm
MO-THHKHU HUIJIH).

. OTcTpaHeTe KaraykaTa OT CIIPUHIIOBKAaTa 4ype3 3aBbpTaHe B MOCOKA 00paTHa Ha YaCOBHUKOBATa
CTperiKa.

° [TocTaBere urnara, Kato s 3aBbPTUTE IO IMOCOKA HA YaCOBHUKOBATA CTPEJIKA, IOKATO CE 3aKpEeIH
o0pe BBPXY CHPHUHIIOBKATA.

. OTcTpaHeTe KaraykaTa Ha UIjiaTa, KoraTo CT¢ TOTOBH 3a MPUIIOKCHHE.

° [Ipunoxere 1s1aTa 103a HHTPAMyCKYJTHO.

. Jla He ce 3amMpa3siBa MOBTOPHO CJIE]l pa3Mpa3siBaHe.

Usxpppiisne

Heusnom3panusar JICKApCTBCH MPOAYKT WIN OTHAABUYHUTC MATCPHUAJINA OT HCTO TpH6Ba Ja €€ U3XBbPJIAT
B CbOTBCTCTBHEC C MCCTHHUTC U3UCKBAHM.

JIo3UpOBKa U cXeMa Ha NPWIOKCHUE

Tadommua 7. Mpuinoxenue Ha Spikevax bivalent Original/Omicron BA .4-5

Bn3pacr

Jlo3a

JlobJIHUTEIHH PenopPbKH

Jlena Ha BB3pacT oT 6 Mecena
10 4 romuau, 0e3 mpeauIHa
BaKCHHAIIUS M C HEU3HECTHA
aHamMHe3a 3a HHPEKINS ChC
SARS-CoV-2

Ise no3u 0,25 ml Bcsika,
NPUIOKEHH HHTPAMYC-
KYJHO®

Broparta no3a na ce npuinoxu
28 mHU cllel] ppBaTa 103a.

AKo jieTe € oJIyquio eiHa mpe-
nuiHa g03a Spikevax, tpsosa na
ObJIe MPUIIO’KEHA eJTHA /1032
Spikevax bivalent Original/Omi-
cron BA.4-5, 3a na ce 3aBbpiu
JIBYI030BaTa CEPHI.

Jena Ha BB3pacT 6 Mecena a0
4 TOJIMHY C TIPENIITHA BAKCH-
Hanus UK U3BECTHA aHaMHE3a
Ha uHp ek cbe SARS-CoV-
2

Enna 0,25 ml go3a, mpuito-
JKeHa HHTPaMyCKYJIHO™

[ena Ha BB3pacT 5 TOJUHU 10
11 ropuau, che uaHM 6e3 mpe-
JIAIIIHA BaKCHHALIVS

Enna 0,25 ml no3a, npwuiio-
JKeHa HHTPaMyCKYJIHO™®

JIuna Ha BB3pact 12 u noseye
TOJIUHH, ChC WK O€3 mpe-
JIMIIHA BAaKCHHALHAS

Enna 0,5 ml no3a, npwusio-
»KeHa HHTPaMYCKYJIHO

Spikevax bivalent Original/Omi-
cron BA.4-5 tpsa6Ba na ce npu-
JIOKHM Hal-MaJIKo 3 Mecela Cliex
nociendara go3a COVID-19 Bak-
CHHa.

Jluma Ha BB3pacT 65 1 noBeue
TOJMHA

Enna 0,5 ml go3a, npwio-
JKEHA MHTPaMyCKYIIHO

Enna gonbiaHUTENIHA 10332 MOXKE
Ja ObJie MPUIIOKEHa Hall-MaJIKO
3 Mecena cie] IocIeaHara 103a
COVID-19 BakcuHa.

* Jla HE ce M3MO3BAT €HOI030BUs (MIAKOH WM MPEJBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA 32
npuioxkeHue Ha gactuueH obem 0,25 ml.
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Tadommua 8. Jo3uposka Ha Spikevax bivalent Original/Omicron BA.4-5 3a
HMYHOKOMIIPOMETHPAHH JIHIA

Bn3pacr Ho3a JONbJIHUTEIHH IPENOPbKHU
Nmynokomnpomerupanu nerna | Jse 0,25 ml no3u, npuito- [Ipu TEXKO UMYHOKOMITPOMETHU-
Ha BB3pacT 6 Mecera J0 JKEHU HHTPAMYCKYITHO™ paHu TpeTa J03a MOXKe Jia ce MpH-
4 ronuHM, 63 TMpeuITHa BaK- JI0KY Hall-Manko 28 OHU ciel
CHHAIIUA BTOpara J03a.

Nmyrnokomnpomerupanu nena | Exna 0,25 ml mo3a, mpuito-

Ha BB3pacT 6 Mecena 10 KEHa HHTPaMYCKYyJHO™
4 TOMHM C TIpeUIITHA BaKCHU-
— JombaauTeTHA(HA) TOIXO0-
sa(1In) 3a Bb3pacTTa 103a(3u
Hmynoxomnpomerupanu neua | Exgna 0,25 ml no3a, mpuo- Auna(iun) p 1033(31)
- MoOXe 1a 0b1e (0baaT) mpuio-
Ha BB3pacT 5 TOJMHH 10 ’K€Ha MHTPaMYyCKYJTHO

eHa(HH) Haii-manko 2 Mecela
caen nociennara g1o3a COVID-19
BaKCHHA, 110 TPEICHKA Ha MEJIH-
[IMHCKHS CIEIHAJINCT, KaTo CE
B3€MaT I0J{ BHIMaHHe KIIMHNY-
HHATE 00CTOSITEIICTBA HA JIUIETO.

11 roaunu, che uau Oe3 mpe-
JUIITHA BaKCHUHAIH

Nmynoxomnpometupanu suna | Exqna 0,5 ml no3a, npuso-
Ha BB3pacT 12 u mosede ro- ’K€Ha UHTPaMyCKYJIHO
JIUHH, ChC WK 0€3 TpeAnIHa
BaKCUHAITUS

* Jla He ce M3MOJI3BaT (PJIAKOH WJIU MPEABAPUTEITHO HAITBJIHEHA CIIPUHIIOBKA C €[Ha /1034 3a
npuioxkeHue Ha yactuueH obem 0,25 ml.

Kakro IIpr BCUYKH MHXCKIIMOHHNU BAKCHHHU, BUHAru Tpﬂ6Ba Jla UMa TOTOBHOCT 3a IMOAXOAI0
MCIHUIIMHCKO JICUCHUEC U Ha6J'IIOI[eHI/Ie B cnyqaﬁ Ha aHa(l)I/IJ'IaKTI/I‘-IHa peaknuu CJICA MPUIOKCHNUC Ha

Spikevax bivalent Original/Omicron BA.4-5.

JlumaTa TpsOBa ga 0BT HAOMIOAABAHU OT METUITMHCKU CIICIIUAINCT Hai-Manko 15 MunyTH cien
BaKCHHALIUATA.

Hsma mannu 3a orieHka Ha npuiokerneto Ha Spikevax bivalent Original/Omicron BA.4-5

eIHOBpEeMEeHHO ¢ pyru Bakcunu. Spikevax bivalent Original/Omicron BA .4-5 ue TpsiOBa na ce
CMecBa B €/IHA U ChII[a CIPUHIIOBKA C PYTH BAKCHHH HJIM JICKAPCTBEHU MPOIYKTH.

IIpunoxkeHue

Baxcunara TpsiOBa f1a ce mpuiiara MHTpaMyCKyJIHO. 3a IperoYiTaHe € JeNTOBHIHUAT MyCKYJI Ha
ropHara 4yact Ha pbkara. He npuinaraiite Ta3u BakCHHAa MHTPABEHO3HO WJIH MOJIKOXKHO.

215



Mmnoeodo3zo8u gaaxonu

Ilpeosapumenno HanvaHeHu cNPUHYOBKU

Ja ce n3Mmon3Ba cTEpUIIHA UIJIa C MTOIXOMASI] pa3Mep 3a HHTPaMyCKyJIHO uHxkektupaHe (21G nnm mo-
ThHKA). OTCTpaHeTe Kanaykara OT IpeJBapUTEIHO HallbJIHEHATa CIPUHIIOBKA Ype3 3aBbpTaHE B
nocoka oOpaTHa Ha YaCOBHHKOBaTa cTpenka. [locraBere uriara, Karo s 3aBbPTHUTE 110 TIOCOKA Ha
JaCOBHUKOBATa CTPEJIKA, IOKATO CE€ 3aKPEeNH J00pe BbpXy CIPUHLIOBKATa. MaxHeTe Kanadkara Ha
Uriara, Korato cTe TOTOBH 3a npuiioxenue. [Ipunoxere msuiata 103a HHTpaMycKyinHo. M3xBbpiere
CIIpHWHIIOBKATa ciief] ynotpeda. CaMo 3a eTHOKpaTHA yroTpeda.
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JlucTroBka: uHopManus 3a NOTPedOUTEA

Spikevax XBB.1.5 0,1 mg/m| un:keKuuOHHA TUCHEPCHSsT
Spikevax XBB.1.5 50 MukporpamMa HH;KEeKIMOHHA THCIIEPCUS
Spikevax XBB.1.5 50 MukporpamMa HH:KeKIHOHHA JUCIEPCHs B PEIBAPUTETHO HANIbJIHEHA
CNPHHIIOBKA
uPHK Bakcuna cpemry COVID-19
(COVID-19 mRNA Vaccine)
aHgy3zomepas (andusomeran)

VW Tosu JIEKapCTBEH NMPOAYKT NOAJIEKH Ha TONBIHUTETHO Habmoaenue. Tosa e mo3Bosu 66p30To

YCTaHOBSIBaHE Ha HOBa MH(OPMaLUsl OTHOCHO Oe3omacHocTTa. MoXere J1a 1aieTe CBOsI IPUHOC, KaTo
chOOIIUTE BCAKA HEXKEIaHa PEeaKIys, KOSTO CTe HOIy4YiId. 3a HauMHa Ha ChoOIIaBaHe HAa HEXKeIIaH!

peaKkuny BIXKTE Kpas Ha TOUKa 4.

IIpoyereTe BHUMATEIHO LSAIATa JIMCTOBKA, IPEIH 1A MOJYYHTE Ta3H BAKCHHA, Thil KATO TH

ChABbPKa BaskHa 3a Bac undopmanus.

- 3amaszere Ta3u JIMCTOBKA. MOXKe 1a ce HaJIOXKH Jia 51 IIPOUYETEeTe OTHOBO.

- AKO MMaTe HIKaKBHU JONBJIHUTEIHU BBIIPOCH, NonuTaiite Bamus nexap, dhapmaneBT uin
MEJUIUHCKA CECTPA.

- AKO mosryunTe HAKaKBHM HEXKEJIaHU peakuuu, yseromere Bamus siekap, papManeBT win
MEJUIUHCKA cecTpa. ToBa BKIIIOYBA BCUUKY Bb3MOXKHU HEOIIMCAHU B Ta3U JIMCTOBKA HEXKEIaHU
peaxiun. BixTe Touka 4.

Kakso CbhbAbpPiKa Tadu JIMCTOBKA

1. Kakso npencrasnssa Spikevax XBB.1.5 u 3a kakBo ce n3mnomn3sa

2. KaxBo Tps6Ba ma 3naere, npeau xa Bu 0p1e npmmokena Spikevax XBB.1.5
3. Kak ce mpunara Spikevax XBB.1.5

4. BB3M0OKHH HE)XellaHU peakuu

5. Kak na cpxpansBare Spikevax XBB.1.5

6.  CpappxaHue Ha ONIAKOBKATa M JIOMBIHUTEIIHA HHPOpMAIIUS

1. Kakso npexncrasassa Spikevax XBB.1.5 u 3a kakBo ce n3noJj3sa

Spikevax XBB.1.5 e BakcuHa, n3mnoji3Bana 3a npeanassande or COVID-19, npuunassan or SARS-
CoV-2. T4 ce npuiiara Ha Bb3pacTHH M Jelia Ha 6 Mecela U 1o-rojieMd. AKTHBHOTO BEIIECTBO B
Spikevax XBB.1.5 e unpopmarmonna PHK (uPHK), xoauparua 1. Hap. ,,lumnoB‘ nporenH Ha SARS-
CoV-2. uPHK e BkiroyeHa B imnuady HaHouyactuy SM-102.

Twit kato Spikevax XBB.1.5 He cbabpxa BUpYC, TS He Moke 1a Bu 3apazu ¢ COVID-19.

Kak neiictBa Bakcunara

Spikevax XBB.1.5 ctumyspa eCTECTBEHHUTE 3alMTH Ha OpraHu3Ma (MIMyHHaTa cucrema). BakcuHara
JeiicTBa, KaTo Kapa opraHu3Ma Jia mpou3BeXk/ia 3aluTa (aHTUTeNa) cpelly BUpyca, KOHTO IpUYHMHSABA
COVID-19. Spikevax XBB.1.5 u3non3Ba BemiecTBo, HapeueHo NHPpOpMAIMOHHA PHOOHYKIEHHOBA
kucenuna (MPHK), 3a na npenece nndopmarys, KosTo KJISTKUTE B OpraHn3Ma MOTaT Jla U3M0JI3BaT 3a
o0Opa3yBaHe Ha HIMTIOB IPOTEUH, KOWTO CHINO € U BbpXY BHpyca. Cle/ ToBa KIETKUTE H3paboTBar
aHTHUTEJIa CPEeLly IUIOBHUS MPOTEHH, KOUTO /1a IOMOTHAT 3a OTOIBCKBaHE Ha BUpyca. Tosa 1ie
moMoTHe 3a 3amurarta Bu cpemry COVID-19.

2. Kakso TpsioBa aa 3Haere, npeau 1a Bu 0bae npuioxena Spikevax XBB.1.5

BakcuHarta He TpﬂﬁBa Aa ce nmpuJjara, ako CT€ ajJJéeprudHu KbM aKTUBHOTO BEIIECTBO UJIN KbM
HAKOA OT OCTAHAJIUTEC CbCTABKU HA TOBA JICKAPCTBO (I/I36pOCHI/I B TOYKa 6)

217



IIpexynpesxxkaenusi 1 mpeANasHu MepPKH
I'oBopere ¢ Bamus nekap, apmarieBT win MeJAMIIMHCKA CecTpa, peau na Bu Ob1e npuiokeHa
Spikevax XBB.1.5, axo:

- Npe/In CTEe UMAIH TEKKa, JKUBOTO-3aCTpallaBalia ajepruyHa peakius cie/] HHKCKTUpaHe Ha
HsAKaKBa JIpyra BaKCWHA WK ako Bu e nmpunarana Spikevax (opuruHaigHa) B MHHAJIOTO.

- “MaTe MHOTO cilaba Wi KoMIpomeTrpaHna (oTcrabeHa) UMyHHA CHCTEMa

- HSKOTa CTE MPUIAIaIH ClIel HHKEKIHS C UTia

- uMare HapylleHHe Ha KpbBOChCHPBAHETO

- MUMare BHCOKa TEMIIepaTypa WiIH Te)KKa HH(EKINS; HO MOKe JIa ce BAKCHHUPATE, aKo UMare
JIEKO TIOBUIIIEHA TeMIIEpaTypa Wi HH(OEKIUS Ha TOPHUTE TUXaTelTHA IBTUIIA, 110100Ha Ha
TPOCTy/Ia.

- MMaTe HIKaKBO CEpPUO3HO 3a00IIsiBaHe

- H3IUTBATE TPEBOKHOCT, CBBP3aHa C MOCTABSIHE HA WH)KEKIUH.

ChlileCTBYBa ITOBUIIICH PUCK OT MHOKAPIUT (Bh3MAJICHUE HAa ChPJICUHUS MYCKYJ) U TICPUKAPIUT
(BB3ManeHNe HAa BHHITHATA OOBHBKA Ha CHPIIETO CHOOIICHHU e BaKCHHAIUA Che Spikevax (Bx.
ToUKa 4).

Te3u 3a001sIBaHUS MOKE J1a CE PA3BHAT JI0 HAKOJIKO JHH CJIC]] BAKCHHAIIMATA U TPSTUMHO B PAMKHUTE
Ha 14 nuu. Te ca HaOIIOAaBaHM MO-YECTO MPH MO-MIIAJAH MBXKE U T0-4eCTO CJIe] BTOpaTa 7034, B
CpaBHEHHE C ITEPBaTa J103a.

B noBeuero Clly4ad Ha MUOKapIUT U NIEPUKaPpAUT HACThIIBa Bb3CTAHOBSABAHC. B msxon Cliy4yau c€
HaJjiara noAAbp:KaHEe ¢ MHTCH3UBHU I'PUIKU U Ca Ha6J’II—0I[aBaHI/I U ClIy4dau CbC CMBPTCH U3XOM.

Cren BakcuHanus TpsiOBa 1a ObaeTe OAUTENHY 3a IPU3HAIIM HA MUOKAPAUT U TIEPUKAPANT, HATIPUMED
3a1yX, ceprieonene win 0oyika B TbpANTE, U TpsiOBa He3a0aBHO J1a MOTHPCHUTE JIEKAPCKa ITOMOIII, aKO
TE€ HACTBIIAT.

AKO HSIKOE OT M30pPOEHUTE TIO-TOpe ce OTHAcH 3a Bac (wim He cTte curypHu), ropopere ¢ Bamus nekap,
(hapMarieBT WK METUITHHCKA cecTpa, mpean na Bu 0nae mpmnoxena Spikevax XBB.1.5.

O0ocTpsiHe HA CHHAPOM HAa HAPYIIEHA KAMMJISPHA MPONMYCKIUBOCT

Cr0O0I1IeHN ca HAKOJIKO ciydasi Ha 000CTpsiHE Ha CHHIPOM Ha HapyllleHa KaluWisgpHa IIPOITy CKJIMBOCT
(CHKII) (mpuyuHsBAaI H3THYaHE Ha TEYHOCT OT MAJIKUTE KPHbBOHOCHH CHAOBE (KaMIAPH), KOETO
BOAM 710 OBP30 MOAyBaHe HA PBIETE U KpaKaTa, BHE3aITHO IMOBUIIIABAHE HA TETJIOTO U yCellaHe 3a
MpUMaJIsiBaHe, HUCKO KPBBHO HAJIATaHE) Clie]] BakCUHAIMS ¢he Spikevax (opuruHaiiHa). AKo B
muHajoTo cTe mManu enusonn Ha CHKII, rosopere ¢ mekap, npenu na Bu 6b1¢ npuioxkena Spikevax
XBB.1.5.

IIpoaABLLKUTETHOCT HA 3aUTATA
Kaxro npu Bcsika BakcHHA, JOMBIHUTENHATA 03a Ha Spikevax XBB.1.5 Moke 1a He 3aUTH HAITBIIHO
BCHUYKH, KOHUTO S MTOJTy4aBaT, U HE € U3BECTHO KOJIKO JIBJITO IlIe ObJeTe 3al[UTCHH.

Jdena
Spikevax XBB.1.5 He ce npenopbuBa Ipu Jena noj| 6-MecevHa Bb3pact.

Apyru nexkapcrBa u Spikevax XBB.1.5

Tps6Ba na kaxere Ha Bamus nexap uiu ¢apMarieBT, ako IpueMare, HaCKOpO CTe MPUEMANIH WIIH €
BB3MOJKHO J1a J1a IpueMaTte Apyru jJekapcTsa. Spikevax XBB.1.5 moxke aa noBiuse Ha HAYMHA HA
JeWCTBHE Ha JPYTHU JICKApCTBA, KAKTO U JIPYTHU JICKApCTBa MOTaT Ja OKa)kKaT BIMsSHUE HA HA4MHA, 110
kouTo nerictBa Spikevax XBB.1.5.
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HNmyHOKOMIIPOMETHPAHHU JIMIIA

Edwukacnocrra Ha Spikevax XBB.1.5 Moxe na e mo-HuCKa IpU IMYHOKOMITPOMETHPAHH Jinlia. B
TakuBa ciay4au Ou TpsOBaio Jia MpOABIDKUTE /1a cria3BaTe GU3NIEeCKU Ipeana3Hi MEpKH, 3a Ja
croMorHerte 3a npeaoTBparsaBaneTo Ha COVID-19. Oceen ToBa 6mm3kuTe Bu KOHTaKTHH NTUIa TpsiOBa
Ja ObJaT ChbOTBETHO BaKCHHUpaHU. OOCHAETE MOAXOIAIINTE HHANBHIYAIHH MPETOPBKH ¢ Barms
Jexap.

BpemenHocT U KbpMeHe

AKko cte OpeMeHHa WM cMsITaTe, 4Ye MOKe Jla cTe OpeMeHHa, TochBeTBalTe ce ¢ Bamms nekap,
MEIUIMHCKA cecTpa wiH (hapManeBT npeau Aa Bu ce moctaBu Ta3u BakcuHa. Bee olie murcBat TaHHA
3a ynorpebara Ha Spikevax XBB.1.5 mo Bpeme Ha OpemeHHOCT. ["onemusiT 06eM maHHU 0Oade,
MOJIyueHa OT Ha0JIIO/ICHUETO Ha OpeMEHHM JKeHH, BAKCUHUPAHU Che Spikevax (opuruHaiHa) 1o Bpeme
Ha BTOPUS U TPETHSI TPUMECTHP, HE MOKa3Ba BAKCHHALMATA []a UMa HEOIaronpuaTHu eheKTH BbPXY
OpeMeHHOCTTa W HOBOPOAECHOTO. Makap ye nHpopManuara OTHOCHO e(EeKTUTE BbPXY
OpEeMEHHOCTTa WM HOBOPOACHOTO CJIE BAKCHHALIMS 110 BpEME Ha IIbPBUS TPUMECTBD € OIPaHUYCHA,
He ce HaO0aBa MOBHUIIEH PUCK OT CIIOHTaHeH abopT. Tl KaTo pas3nuKara B JBaTa NPOIYKTa €
CBBbP3aHa caMO C UIMIIOBUS IPOTEUH BbB BAKCHHATA U HAMA KIIMHUYHO 3HAYUMHU pasziuky, Spikevax
XBB.1.5 Moxe 1a ce U3MoI3Ba Mo BpeMe Ha OPeMEHHOCT.

Bce omie nuncBar nanam 3a ynorpebara Ha Spikevax XBB.1.5 mo Bpeme Ha KbpMeHe.

He ca ogakBar o0aue ehekTH BEpXY KbpMEHH HOBOPOJICHH/KbpMaueTa. JlaHHUTE OT KEeHH, KOUTO ca
KbPMIJIK CIIe]l BakCcHHAIMS cbe Spikevax (opuruHaiHa), He TOKa3BaT PUCK OT HEXKEJIaH! peaKIuu
IIpU KbPMEHH HOBOpPOIeHU/KbpMadeTa. Spikevax XBB.1.5 Moe aa ce mpuiara B meproaa Ha
KbpPMeEHe.

lodupane u padora ¢ MAIIMHU

He mogupaiite u He paboTeTe ¢ MalllMHK, aKO HE Ce YyBCTBATE J00pPE Clie/] BAKCHHAIIMATA.
NzuakaiiTe, nokaro BcskakBu e(heKTH OT BaKCHHATA OTIIYMSIT, IPEIH Jia moQupaTe Wik paboTuTe ¢
MallluHH.

Spikevax XBB.1.5 cbabp:ka HaTpwmii
ToBa nexapcTBO ChABPka Mo-Manko oT 1 mmol Hatpuit (23 mg) Ha 7034, T.e. MOXKE JIa CE Kaxe, de
MPAKTUKTHYECKU HE ChABPIKA HATPUIL.

3. Kak ce npuiiara Spikevax XBB.1.5

Tadommua 1. Jo3uposka Ha Spikevax XBB.1.5

Bn3pacr Ho3a JlONbJHUTETHH PENOPBbKU
Jena Ha BB3pact ot 6 meceria | JIBe mo3u 0,25 ml Besika, Bropara no3a ga ce npuinoxu
10 4 ronuau, 63 IpeuiHa MIPUIIOKEHH HHTPaMYyC- 28 nHU cien mbpBaTta 103a.
BaKCHHALMA U C HEU3BECTHA KYJHO™

aHaMHe3a 32 HHPEKIUS ChC AKO JIeTe € MOJIy4HsIo eIHa TIpe-
SARS-CoV-2 JIMIIHA T03a0T KOSTO U Ja €

Spikevax BakcuHa, TpsiOBa 1a
ObJIe MPUIIO’KEHA e/THA /1032
Spikevax XBB.1.5, 3a na ce 3a-
BBPILH JBYI030BaTa CEPUsL.

Jena Ha BB3pact 6 mecena o | Enna 0,25 ml no3a, npuio-
4 TOJVMHY C TIPENIITHA BAKCH- | JK€HAa HHTPAMYyCKYIHO™ Spikevax XBB.1.5 tpsi0Ba aa ce
HallUsl WM U3BECTHA aHAMHE3a MPUIIOKH Hal-MaJIko 3 Mecera

3a ungekiusa ¢ SARS-CoV-2
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Bw3pacr

Ho3za

JlonmbJIHUTEIHH MPenopbKH

[ena Ha BB3pacT 5 TOIUHU 10
11 ropunu, che uau Oe3 mpe-
JIAIIIHA BAKCUHALIS

Enna 0,25 ml go3a, mpuio-
»KeHa UHTPaMYCKYJIHO™

Jluna Ha BB3pact 12 u noseye
TOJIUHH, ChC WK O€3 mpe-
JIMIITHA BaKCHHAIHAS

Enna 0,5 ml no3a, npuno-
JKEHA MHTPaMyCKYITHO

caen nmociienHara goza COVID-19
BaKCHHA.

Jluna Ha BB3pacTt 65 u noeeye
TOJIUHH

Enna 0,5 ml no3a, mpuio-
JKE€Ha HHTPaMyCKYJTHO

EnHa MOMBIHUTETHA 1032 MOXKE
Jia ObJie IPUIIOKEHA Hall-MaJIKo
3 Mecernia cie MocieIHaTa 103a
COVID-19 BakcuHa.

* Jla He ce M3MO0JI3BaT €IHOI030BHs (DJIAKOH MIIM IPEIBAPUTEIHO HAITbIHEHA CIPUHIIOBKA 3a
NpUIoKeHHe Ha yactuueH ooem 0,25 ml.

Ta6auna 2. lo3uposka Ha Spikevax XBB.1.5 3a ”MyHOKOMIIPOMETHPAHH JIHIA

Bn3pacr

Jlo3a

I[OHLJ'[H]/[TQJI]—[I/I NnpenopbKu

HMIMyHOKOMIOIPOMETHPAHU Jeia
Ha BB3pacT 6 Mecera J0

4 ronuHM, 63 MpeuITHA BaK-
CHHALIUA

e 0,25 ml go3u, npwuo-
KEHH UHTPaMyCKYJTHO™

[Ipu Te:XK0 UMYHOKOMIIPOMETHU-
paHu TpeTa 703a MOXKE Ja Ce MPH-
JIOKM Hal-MaJIKo 28 IHHU cliel
BTOpAaTa J03a.

VIMyHOKOMIIPOMETHPAHH JIeI1a
Ha BB3pacT 6 Mecera J0

4 TOIMHM C TIPETUIITHA BaKCH-
HaIus

Enna 0,25 ml go3a, npuio-
’K€HA HHTPaMyCKYJTHO™

HNmMmyHOKOMIIpOMETHpaAHU Aena
Ha BB3pacT 5 TOJUHU 10

11 roaunu, che uau Oe3 mpe-
TUIITHA BaKCHHAIHASA

Enna 0,25 ml go3a, mpuio-
JKE€HA HMHTPAMYCKYITHO™

HNmyHOKOMITpOMETHPAHH JTUIIA
Ha BB3pacT 12 u moseye ro-
JIUHH, ChC WK 0€3 TpeanIHa
BaKCHUHaIIUA

Enna 0,5 ml no3a, npwuo-
JKEHa MHTPaMyCKYIIHO

JonbnHuTEHA(HHI) TIOIXO-
Isma(1r) 3a Be3pacTra™ mo3a(3n)
MOXe Ja ObJie (0baT) MprIo-
JkeHa(HH) Hal-MaJiko 2 Mecela
cien nociiequara noza COVID-19
BaKCHHA, 110 MpEICHKa Ha MEJIH-
[UHCKUS CIICIHAIINCT, KaTo ce
B3€MaT I10]] BHUMaHUE KIIMHNY-
HHUTE 00CTOSITENICTBA HA JTUIIETO.

* Jla He ce M3MO0JI3BaT €IHO1030BHs (DJIAKOH MM NIPEIBAPUTEIHO HAMTbIHEHA CIPUHIIOBKA 3a
npuiokeHre Ha yactuueH ooem 0,25 ml.

BammsT nexap, ¢papmaneBT WM MEIUIIMHCKA CECTPA 1€ MHKEKTUPAT BAKCHHATA B MYCKYJI
(MHTpaMyCKyJIHa MHXKEKIIMS) B TOpHATa 4acT Ha pbKaTa Bu.

Ciren Bcsika MHXKEKIUS HA BakcHHATa BammsT nexap, GpapManeBT Win MeIUIIMHCKA cecTpa e Bu
HaOII01aBaT 3a Hal-MajKo 15 MMHYTH 3a IpU3HAUU Ha aJepruyHa peakuus.

AKO UMaTe HIKaKBH JOI'BJIHUTEIIHU BBIIPOCH, CBBP3aHU C yHOTpeGaTa Ha Ta3u BaKCHHa, IO TAUTE
Bammus JICKap, (bapMaueBT WJIin MEAUIUHCKA CeCTpa.

4, Bb3MOKHH HeKeJIaHU pPeakumun

KakTto Bcmuku JICKapCTBA, Ta3 BaKCMHA MOXKEC a NPCAU3BUKA HCKCIIAaHU PCAaKIINU, BBIIPECKU Y€ HE

BCCKH I'l [10JTy4aBa.
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HOT’cheTe cnemHa MEIUIUHCKA IMOMOII, aKO IMOJIYYUTE HSIKOM OT CJICAHUTEC NPU3HALI U CUMIITOMHA
Ha aJICpruuHa peaxkuusi:

ycelllaHe Ha IPUJIOIIaBaHe UIIH 3aMasiHOCT;
IIPOMEHU B CHPJICYHUS PUTHM;

3a1yX;

XPHITOBE;

MOJIyBaHE HA YCTHUTE, JIUIETO WIH I'bPIOTO;
YPTUKAPUS WK OOpUB;

raicHC NJIn HOBp’[)HIaHe;

cTOMalIHa 0oJka.

I'oBopere ¢ Bammms nekap, ako HOTydUTe HIKAKBH JPYTH HEXXEJAHHW Peakiu.. Te Moke 1a BKIIOYBAT:

MHoro yectu (Moxe 1a 3acerHat nmoseue oT 1 Ha 10 aymm):

Mo/IyBaHe/00JIe3HEHOCT B 001aCTTa HA MOIMUIITHHUIIATA

HamalleH arneTuT (HaboJaBaHo MpH Jena oT 6 Mecena JI0 5 TOAUHU)
pa3apa3HuTeNHOCT/iay (Ha0JIF01aBaHo MPH Jielia OT 6 Mecena J0 S5 TOJAUHH)
riaBoOoHe

Oe3chbHUE (HA0JII0IaBaHO TIPH Jiela OT 6 Mecena JI0 5 TOUHH)

rajicHe

MOBpBIIaHE

MYCKyJTHa 00JIKa, OOJIKYM B CTABUTE U CKOBAHOCT

00JIKa WU MOyBaHEe Ha MSACTOTO HAa MH)KEKTUPAHE

3adyepBsiBaHEe Ha MACTOTO Ha MIDKEKTHPaHe (KOETO TMOHIKOTa MOKE J1a C€ TOSBH MPUOIU3UTETHO
9 o 11 nHU ciie MHKEKTHPAHETO)

yCelllaHe Ha CHJIHA YMOpa

BTPHCaHE

MOBHIIIEHA TEMIIeparypa

Yectu (Moxe aa 3acersar a0 1 Ha 10 mymm):

uapus

o0puB,

00pUB WM YPTHKApHUS Ha MACTOTO HAa MH)KEKTUPaHe (HSIKOW OT KOUTO MOJXKE Ja CE TOSBAT
npuOIM3uTeHO 9 110 11 AHM Ciies] HHKEKTHPAHETO)

Heuectn (Moxe na 3acernar go 1 #a 100 mymm):

ChpOEK Ha MACTOTO Ha WHKEKTHPaHE

3aMasHOCT

60JKa B KOpema

HaJUTHAT, ChPOSI OOpHUB (YpTHKapHs) (KOUTO MOXKE Jla C€ MOSBU OT MOMEHTA Ha HH)KCKTHPaHe
W JIO OKOJIO JIBE CEIMHIIN CIIe]T HHKEKTHPAHETO)

Peaxu (Moxe na 3acernar g0 1 va 1 000 mxym)

BPEMEHHO YBHICBaHE Ha €THATa CTpaHa Ha JINIeTo (mapantm3a Ha bex)

[0yBaHe Ha JULETO (TOXyBaHE HA JIMIETO MOJXKE J1a CE TOSBH IIPH JIMIA, KOUTO Ca UMaln
KO3METHYHH MHXEKIHNHU B JIULETO.)

HaMaJIeHO yCellaHe 3a JOIUP WIH CETHBHOCT

HEOOMYalHO ycelllaHe M0 K0KaTa, KaTo U3TPhIIBaHE WM MpaBy4yKaHe (IapecTe3us)

Mmuoro peaku (Morart aa 3acersat 10 1 Ha 10 000 mymn):

Br3manenue Ha ChpIeYHHUS MYCKYJT (MHOKapIUT) WK Bh3MAICHNE Ha BHHIIIHATA OOBUBKA Ha
CHPIIETO (MIEPUKAPIUT), KOSTO MOKE Ja TOBEAEC 10 3a7yX, ChpIicOneHe nim 60JKa B TbpIUTE.

C Hen3BECTHA Y€CTOTA

TEXKH aJIEPTUYHH PEAKLIMU ChC 3aTPyAHEHO AuIIaHe (aHaduIaKkcus)
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- peaxius Ha UMyHHAaTa CHCTEMa — MOBHIIIEHA YYBCTBUTEITHOCT WIIM HEMOHOCHMOCT
(CBpBXUYBCTBUTEITHOCT)

- KO’KHa peakius, moJ ¢opMara Ha YepBEHH [IETHA HJIK OOpPUB MO KOXaTa, KOHTO MOXe J1a
M3TJIeXAA KaTo ,,MUIIeHa" WX ,,0MBOJICKO OKO®* C ThMHO Y€PBEH IIEHTBP, OKOJIO KOHTO MMa T10-
CBETJIM YEPBEHU KPBroBe (epuremMa MyiaTugopme)

- OTOK Ha BaKCUHUPAHUs KpalHUK, KOWTO 00XBalla roJjsima IIoll.

- TEXKO MEHCTPYaIHO KbPBEHE (IOBEUETO CIIydau M3IIICK]IA HE Ca CEpUO3HU H Ca C BPEMEHEH
XapakTep)

- 00puB, IpeIn3BUKaH OT BHHILIECH CTUMYJI KaTO CUJIHO MOTJIAXKJaHe, YeCaHe MM HATHCK BBPXY
KoXaTa (MeXaHW4YHa yPTUKApHsI)

Cho0maBaHe Ha HesKeJaHH peaKInu

Axo nory4ynTe HIKaKBH HEeXEJTaHU peakiuy, yBegomere Bamms nekap, papManeBT WM MEIUIIMHCKA
cectpa. ToBa BKITIOUBAa BCHYKH Bb3MO)KHU HEOTIMCAHU B Ta3M JIMCTOBKA HEXXEJIaHU peakuu. Moxere
CBIILO J1a CHOOIINTE HEKEJIAaHN PEaKIUK AUPEKTHO Ype3 HallMOHAIHATA CHCTEMa 32 ChOoOIIaBaHe,
nocoueHa B [Ipunoskenue V. Karo crobmaBarte HexeIaHu peakiiu, MOXKETe Ja 1aieTe CBOS IIPHHOC
3a 1oJIy4aBaHe Ha MoBedye HH(OpMaIsI OTHOCHO 0€30IacHOCTTa Ha Ta3W BaKCHHA.

5. Kak na cexpansiBate Spikevax XBB.1.5

I[a CC CbXpaHsABaA HAa MSACTO, HCAOCTBIIHO 34 ACHaA.

He m3non3BaiiTe Ta3u BakcHHA Cliel] CPOKa Ha TOJHOCT, OTOENsI3aH BEPXY €THUKeTa cliex ,,I oneH mo™.
CpOKBT Ha TOAHOCT OTTOBAPS HA MMOCICTHUS ACH OT TOCOYCHUS MECETI.

Wndopmanmsita 3a cbXxpaHeHHe, CPOK HA TOIHOCT U yroTpeda u paboTa e onrcaHa B paszena,
IpEeHA3HAYEH 3a MEAUIMHCKY CIIELUAIUCTH B Kpasi Ha JINCTOBKATA.

He PI3XB'prI$II>’ITe JICKapCTBaTa B KaHA/IM3aluATa NN B KOHTef/‘IHepa 3a JOMAaIllHH OTIIaaAbIIH.
[Nonwuraiite Bamus papManeBT kak fa U3XBBPISATE JEKapCcTBaTa, KOUTO Beue He u3nosspare. Te3u
MEpKH III€ CIIOMOTHAT 3a OTa3BaHe Ha OKOJHATa Cpefa.

6. CbabpkaHue HA ONIAKOBKATA M A0N'bJHUTETHA HHopMaIua

KakBo chabpika Spikevax XBB.1.5

Tabauna 3. CheTaB ciope BUIAa HA ONIAKOBKATA

KosanuyecTBO Ha AKTUBHOTO OnakoBka Ho3a(u) CbcraB
BelIeCTBO B /1030Ba eIHHHUIIA
Spikevax XBB.1.5 0,1 mg/ml MHoron0308 5 no3u Enna nosza (0,5 ml)
HHKEKIMOHHA TUCIepCcust ¢makon 2,5 ml mo 0,5 ml ChIBPXKA
BCSKA WITH 50 mukporpama
MaKCUMYM anmy3omepas , ”PHK
10 mo3m mo BaKCHHA CpEILy
0,25 ml Besixa | COVID-19
(HyKI1€03UTHO
MoIU(pHUIUpaHa)
(BximovyeHna B SM-102
B1VZ000791 0301
HAaHOYACTHIIH).
Enna mo3a (0,25 ml)
CBIBpKa
25 MuKporpama
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KoanyecTBo Ha AKTHUBHOTO
BEIIECTBO B /1030BA eHHUIIA

OnakoBKa

Jo3za(un)

CbcraB

anny3omepad, ”PHK
BaKCHHA CpEILy
COVID-19
(HyKJICO3UTHO
Moauupana)
(Bxirouena B SM-102
JUTHATHA
HAaHOYACTHIIH).

Spikevax XBB.1.5 50 mukporpama
WHIKEKIIHOHHA U CIIepCHsI

Ennonozos
¢naxon 0,5 ml

1 nosa o
0,5ml

Camo 3a
€IHOKpaTHA
ynorpe0a.

Enna nosza (0,5 ml)
ChIBpKa

50 mukporpama
anny3omepas , ”PHK
BaKCHHA CpeILy
COVID-19
(HyKII€03HTHO
MoaudHUIupaHa)
(Bximovena B SM-102
JUMATHA
HAaHOYACTHIIN).

Spikevax XBB.1.5 50 mukporpama
MHIKEKI[HOHHA TUCIIEPCHs B
NpeIBAPUTETHO HAITbJIHEHA
CNPHHIIOBKA

IIpensapurenno
HaIlbIIHEHA
CIPUHIIOBKA

1 no3a o
0,5 ml

Camo 3a
€IHOKpaTHa
ynorpe0a.

Enna nosza (0,5 ml)
ChIbpXKA

50 mukporpama
anny3omepas , ”PHK
BaKCHHA CpeIILy
COVID-19
(HyKJICO3HTHO
MOIUHUITIPAHA)
(Bximrouena B SM-102
JUTHATHA
HAHOYACTHIIN).

AHmy30MepaH € eqHoBeprkHa 5’-kenmupana nHpopmammonna PHK (nPHK), mpoussenena ¢
M3MO3BaHETO Ha Oe3kieThuHa iN Vitro Tpanckpumiust oT choTBeTHUTE JJHK-MarTpunu, koauparm
BupycHus mumnoB (S) mpotend Ha SARS-CoV-2 (Omicron XBB.1.5).

Jpyrute cberaBku ca SM-102 (xenrragexan-9-un 8-{(2-xunpoxcuerwi)[6-0kco-6-
(YHAECIMIOKCH)XEKCHII |aAMHUHO } OKTAHOAT ), XOJIECTepOJI, 1,2-aucTeapont-SN-rinko-3-(hocdoXoIiH
(DSPC), 1,2-gumupucrouni-rac-rauuepo-3-metokcunonueruwienriankon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETAMOJIOB XUAPOXJIOPHI, OLIETHA KHCEIIMHA, HATPHUEB alleTaT TPUXUIPAT, 3aXapo3a,

BOJa 3a HHXKCKIIUHU.

Kak m3rune:xxga Spikevax XBB.1.5 1 kakBo cbABp:Ka ONIAKOBKATA

Spikevax XBB.1.5 0,1 mg/ml usxexknmonsa nucnepcus

Spikevax XBB.1.5 e 0su1a 10 04YTH 0si1a IUCTIEPCHS, KOSITO C€ IOCTaBsl B CTHKJIEH MHOT'0/I030B
(h1aKkoH ¢ KaydyKoBa 3allylllajKa U CHHbO OTUYIIBAILO CE Kallaue C alyMUHUEBA OOKATKa.

Omnaxkoska: 10 MmHOTO1030BH (iiakoHa. Beeku duakon cbabpxa 2,5 ml.
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Spikevax XBB.1.5 50 MukporpaMa HHXEKIIMOHHA TUCIIEPCUS

Spikevax XBB.1.5 e 6s1a 10 mouTH Osii1a JUCTIEPCHS, KOSITO CE JTIOCTABS B CTHKIIEH €HOI030B (DIIakoH
C Kay4yKOBa 3allylajKa i CHHbO OTYYIIBAIIIO Ce Karaye ¢ alyMUHHEeBa 00KaTKa.

Bunose onakoBku:

1 enHON030B QuiakoH

10 enHom030BH (hitakoHa
Bceeku ¢uakon cpabpika 0,5 ml.

He Bcuuku BUOBE OMAKOBKHW MOTaT Ja ObJIaT MyCHATH Ha masapa.

Spikevax XBB.1.5 50 MukporpamMa HHXEKIIMOHHA TUCIIEPCHS B MPEABAPUTEIHO HATBIHEHA
COPHHIIOBKA

Spikevax XBB.1.5 e 6s1a 10 mouTH Osiiia JUCTIEPCHUS, KOSTO CE JOCTaBs B MPEIBAPUTEIHO HAIThTHEHA
CIPUHIOBKA (IIUKINYEH 0Je(pHHOB MOJIMMEp) C TJIaBa Ha OyTajo U Kamadka Ha Bbpxa (0e3 uria).

[IpenBapurenHo HarbJIHEHATA CIIPUHIIOBKA € OTIaKoBaHa B 1 mpo3padeH OmrcTep, ChabpIKaIl
1 npeaBapuTEIIHO HAITBJIHEHA CIIPUHIIOBKA HJIH 5 Mpo3payHu OJcTepa, BCEKH OT KOUTO ChIBPIKA I10
2 peJIBAPUTEITHO HAITBIIHEHH CPUHIIOBKH.

BuoBe ommakoBKH:
1 mpenBapUTENHO HAIThJIHEHA CTIPUHIIOBKA
10 npeaBapUTEIIHO HAIBIHEHHU CIIPUHIIOBKU

He Bcuuku BUOBE ONAKOBKHW MOTrar Jia ObJIaT IyCHATH Ha rasapa.

IIpuTte:xxaTes Ha pa3pelieHHeTo 3a ynoTpeda
MODERNA BIOTECH SPAIN, S.L.
Calle del Principe de Vergara 132 PIt 12

Madrid 28002
Ucnanus

IIpousBoauTean

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

28703. San Sebastian de los Reyes
Madrid

Ucnanus

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus

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

28037 Madrid

HUcmanns

Patheon Italia S.p.a.
Viale G.B. Stucchi, 110
20900 Monza

Uranus
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Patheon Italia S.p.A.

2 Trav. SX Via Morolense 5

03013 Ferentino (FR)
Hramus

3a mombIHUTENHA HHPOPMAIHSI OTHOCHO TOBA JIEKApCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS
MPEJICTABUTEN HAa IPUTEKATEIA HAa Pa3pelIeHUETO 3a ynorpeoda.

Belgié/Belgique/Belgien

Tél/Tel: 0800 81 460

Boarapus
Ten: 0800 115 4477

Ceska republika
Tel: 800 050 719

Danmark
TIf: 80 81 06 53

Deutschland
Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

EALGda
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
Kvmpog

TnA: 80091080

Latvija
Tel: 80 005 898

Lietuva
Tel: 88 003 1114

Luxembourg/Luxemburg
Tel/Tel: 800 85 499

Magyarorszag
Tel: 06 809 87488

Malta
Tel: 8006 5066

Nederland
Tel: 0800 409 0001

Norge
TIf: 800 31 401

Osterreich
Tel: 0800 909636

Polska
Tel: 800 702 406

Portugal
Tel: 800 210 256

Romaénia
Tel: 0800 400 625

Slovenija
Tel: 080 083082

Slovenska republika
Tel: 0800 191 647

Suomi/Finland
Puh/Tel: 0800 774198
Sverige

Tel: 020 1092 13

United Kingdom (Northern Ireland)
Tel: 0800 085 7562

I[aTa Ha MOCJICAHO NMpepasriec:kKaane Ha JIMCTOBKaTa

CKaHHpaﬁTe Koza C MOOHUITHO yc’[’pOfICTBO, 3a J1a NOJIYy4YHUTEC JIMCTOBKATAa HAa pa3JIMdHU C3ULIU.



W nocerere URL https://www.ModernaCovid19Global.com

IMoapoOHa nHpopMalus 3a Ta3u BaKCHHA € TIPEIOCTaBeHa Ha yeOcalita Ha EBporeiickara areHius mo
JIeKapcTBaTa: http://www.ema.europa.eu.

Ta3u nucToBKa e HannyHa Ha Bcuuku e3uim Ha EC/EUII Ha yeOcaiitTa Ha EBporeiickaTa areHus mno
JIEKapCcTBarTa.

ITocoyenara mo-aoJay l/lH(l)OpMaIll/lﬂ € NMpeaAHasHavYeHa caMo 3a MEAUIIUHCKU CIICHHUAJIUCTH:

IIpocaeaumoct

3a 51a ce no00pH MPOCICIUMOCTTa Ha OMOJIOTMYHUTE MEAUIIMHCKY POAYKTH, HIMETO U MAPTUIHUST
HOMEp Ha MpHJIaraHus IPOAYKT TPsIOBa 1a ObAAT SICHO 3allMCaHH.

Spikevax XBB.1.5 0,1 mg/m| nmxeximmonna aucnepens (MHOTo030BH (DIIAKOHU ChC CHHBO
OTYYIIBAIIIO CE Kamaue)

Spikevax XBB.1.5 tpsi0Ba na ce npuiiara oT 00y4eH MEIUIMHCKH CTICIIHAIIUCT.
Bakcunara e roToBa 3a ynotpeba cien pazMpassiBaHe.
Jla He ce pa3Kkialla Win pa3pexna.

[Ipean npunoxeHre BakCMHATa TpsIOBa BU3YaJIHO Ja ce MperJieAa 3a HaJudue Ha BUANMH YaCTULH U
IIPOMsIHA B LIBETA.

Spikevax XBB.1.5 e 0sina 10 noutu Osi1a aucrepcus. Moxke aa chabpika Oelii Win MoJynpo3pavyHu
YaCTUIIM, CBBP3aHU ¢ IPOAYyKTa. J[a He ce mpuiara, ako BaKCHMHATa € C IPOMEHEH LBST WIM ChIbpiKa
JpYTH Ha BUJ BUAVMH YaCTHUIIH.

dnakoHHTE Aa ce ChXpaHABaT BB Gppuzep npu -50°C no -15°C.

OT Bcekn MHOT'01030B (hJTaKOH MOJKe Ja ce M3TeryiT et (5) go3u (mo 0,5 ml BcsAka) mim MakCuMyM
necet (10) no3u (o 0,25 ml Besika).

’KenarenaHo € BCEKH IIBT Ja Hp06I/IBaTe 3ammyniajiKkaTa Ha pa3JIn4HO MSCTO.

YBepere ce, ye (pIaKoOHBT MMa CHHBO OTYYIBAIIO CE Kalade ¥ UIMETO Ha MpoayKTa e Spikevax
XBB.1.5. Ako (iakoHBT UMa CHHBO OTUYIIBAILIO CE Kalade U UMETO Ha mpoAyKTa ¢ Spikevax
0,1 mg/ml, Spikevax bivalent Original/Omicron BA.1 wmu Spikevax bivalent Original/Omicron
BA.4-5, mo:s1, HaripaBeTe CIpaBKa C KpaTKaTa XapaKTepUCTHUKA HAa TIPOAYKTA 3a TO3U ChCTaB.

Pa3mpasere Bcekn MHOT0/1030B (hIIAKOH Ipeau ynoTpeba, KaTo caeaBaTe yKa3aHUsATa M0-10Ty

(Tabmuma 4). Koraro ¢1akoHBT € pa3MpaseH B XJIAMWIHHUK, OCTaBETE TO HAa CTaiHa TeMIiepaTypa 3a
15 MuHYTH TIpeay MPUIOKEHHE.
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Tadauua 4. Yka3aHus 3a pa3Mpa3siBaHe Ha MHOT'0/1030BH (pJIakoHH Npeau ynorpeda

Yka3aHusi M NPOAbJKHTETHOCT HA pa3MpassiBaHe

TemnepaTtypa
Temneparypa | IIpoabikur | Ha
patyp pox Ipoab/ukuTEIHOC
OnakoBka HA €JIHOCT HA pa3mMpa3ssiBaH T Ha
pa3mpa3ssiBaHe | pa3mpassiBa | e
. pa3Mpa3ssiBaHe
(B XJIAAWJIHMK) | He (npu crajina
TeMIepaTypa)
2 yacau
MHoro10308B QuiakoH 2-8°C 15°C=-25°C 1 yac
30 MmuHyTH

Spikevax XBB.1.5 50 mukporpama nHXEKIIMOHHA aucnepcus (€qHOL030BU (DIIAKOHH)

Bakcunara e roToBa 3a ynotpeba ciiell pazMpassiBaHe.

Jla He ce pas3KIialla Win pa3pexiaa. 3aBbpTeTe JIeKO (iakoHa Clie]] pa3MpassiBaHe U MPEAn U3TETJIsHE.

VYBepere ce, 4e (IIaKOHBT UM CHHBO OTUYIBAIIO CE Karaye i HAHMEHOBAaHHETO Ha MPOJYKTa €
Spikevax XBB.1.5. Ako ¢akOHBT € ChC CHHBO OTYYIBAIIO CE Karnaye i HAMMEHOBAHHUETO Ha
npoaykta e Spikevax bivalent Original/Omicron BA.1 umu Spikevax bivalent Original/Omicron
BA.4-5, mons, HanpaBeTe cripaBKa ¢ KpaTKara XapaKkTepUCTHKa Ha IPOAYKTa 3a (OpMyIIMpOBKaTa.

[Ipenn ymotpeba pazmMpaszeTe BCEKH €THOI030B (hIaKOH, CISABANKH yKa3aHHITA IM0-10Ty. Beeku
€/THO/1030B (hJTaKOH WM KapTOHEHATa OMAKOBKa, Chabpxkama 10 ¢akoHa, MOKe a ce pa3Mpasu Wiu
B XJIAIWJTHUK, WIH MIPH CTaiiHa TemmepaTypa (Tabmuma 5).
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Tabauua 5. Yka3zanus 3a pazMpa3ssiBaHe Ha €IHOJ030BH (MJIAKOHHU U ONMIAKOBKH Tpeau ynoTpeda

YKa3aHus U NPOABJKUTETHOCT HA pa3Mpa3siBaHe
Temmnepartypa
Temneparypa nl; wp
OnakoBka Ha IIpoab/EKHTETHOCT ITpoabiKUTETHOCT
pa3Mpa3ssiBaHe
pa3mpa3ssiBaHe Ha pa3Mpa3ssiBaHe (npu craiina Ha pa3Mpa3siBaHe
(B XJQUTHHUK) P
TeMIiepaTypa)
Ennonozos
(biaKf)[H 2°C no 8°C 45 munHyTH 15°C no 25°C 15 MunHyTH
Kapronena
OHEKOBKa 2°C no 8°C 1 gyac u 45 muHyTH 15°C no 25°C 45 MuHyTH

Axko ¢uakonute ce pazmpasssar npu 2°C no 8°C, ocraBeTe Bceku (prakoH /1a MPecTOM Ha CTaifHa

temnepatypa (15°C go 25°C) 3a npubnm3utenHo 15 MUHYTH ITpeu IPUIIOKEHHE.

Spikevax XBB.1.5 50 MukporpamMa HHXEKIIMOHHA JJUCIIEPCHS B MIPEABAPUTEIHO HAITBIHEHA

CIIPUHIIOBKA

I[a HE C€ pa3Kjiallla WJIn pa3pexia CbABPKAHUETO Ha MPECABAPUTCIIHO HAITbJIHEHATaA CIIPUHIIOBKA.

Bcesika peiBapuTeIHO HAITBJIHEHA CIIPUHIIOBKA € CaMO 3a €JIHOKpaTHa yrnotpeba. BakcnHara e roToBa
3a ynotpe0da ciel] pa3MpassiBaHe.

OT Besika MPeIBApUTEITHO HAMMBIIHEHA CIIPUHIIOBKA MOXe 12 Obje npuitoxkena enna (1) mosza ot 0,5 ml.

Spikevax XBB.1.5 ce nocraBs B €1HO030Ba, IPEIBAPUTEIIHO HATbIIHEHA CIIPUHIIOBKa (O3 uriia),
ceappikamma 0,5 ml (50 mukporpama anayzomepan) nPHK u TpsibBa ma ce pasMmpasu npean

MIPHIIOKEHHE.

Ilo Bpeme Ha chXpaHEeHHE HaMajeTe 10 MUHIMYM H3JaraHeToO Ha CTaifHO OCBETIIEHNE U N30sTBaiiTe
M3JIaraHeTo Ha MpsKa CIbHYEBA CBETJIMHA U YJITPABHOJIETOBA CBETIUHA.

[Ipean ynorpeba pazmpasere BCska NpeIBapUTEHO HAITBJIHEHA CIPUHILIOBKA, CIECABANKU
WHCTPYKIMHTE NO-A0Ty. CIIPUHIIOBKUTE MOXKE J]a C€ pa3MpassBaT B OJUCTEPHUTE OMAKOBKH (BCEKH
OmucTep chabpika 1 WK 2 npeaBapUTETHO HAITBJIHEHN CIPUHLIOBKH B 3aMHUCHMOCT OT OIIaKOBKAaTa)
WM B camara KapTOHEHa OTaKOBKa, B XJIAJIWIHUK WU Ha cTaitHa Temmnepatypa (Tabnuma 6).

Taﬁ.lmua 6. Yka3auus 3a pasMpa3siBaHe¢ Ha NPEeABAPUTE/IHO HAIITBJHCHU CIPUHIOBKHA H

KapToHeHH onakoBKH ¢ Spikevax BBX.1.5 npenu ynotpeoa

Yka3zanus u NPOAB/IKUTCTHOCT HA pasMpa3siBaHEe

Temmepatypa Temnepartypa
Ha IIpoabiEKUTETHOCT Ha IIpoabxkuTEHOCT
Onaxoska pa3Mpa3ssiBaHe Ha pa3Mpa3siBaHe PASMPANBANE | -\ g pa3MpassiBaHe
(B XJIQIWJTHUK) (MUHYTH) (npu craiina (MUHYTH)
(f,lc) y TeMIepaTypa) y
O
[IpenBapurenHo
HaIbJIHEHa or 15°C 110
CIPUHIIOBKA B ot 2°C mo 8°C 55 munyTH 250 A 45 MuHyTH
OmucrepHa
OIIAKOBKA
Kapronena orma- o o ot 15°C no
KOBKa ot 2°C no 8°C 155 munyTH 250C 140 munyTH
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VBepere ce, ue HAUMEHOBAHKETO HA MPOYKTa B MPEABAPUTEIIHO HAITBIIHCHATA CIIPHHIIOBKA €
Spikevax XBB.1.5. Ako HanMeHOBaHHETO Ha mpoaykTa € Spikevax 50 mukporpama, Spikevax
bivalent Original/Omicron BA.1 umu Spikevax bivalent Original/Omicron BA.4-5, Mo, HanpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepHUCTHKa Ha IPOIYKTa 3a GOPMyIHPOBKATa.

Hucmpykyuu 3a paboma ¢ nped8apumenno HanviHeHume CHPUHYOBKU

OcraBeTe BcsAKa MPEABAPUTEITHO HATBLTHEHA CIIPUHITOBKA Ha cTaitHa Temneparypa (15°C no
25°C) B mpoabKEHHE Ha 15 MUHYTH IIpeiu [IPUIIOKEHUE.

[Ha He ce pa3knaia.

[Ipenu npunokeHue MpeIBapUTETHO HATBJIHEHATa CIPUHIIOBKA TPSAOBa [1a ce OoTiieaa 3a
HaJIMYUE Ha YaCTUIU U IPOMSHA B [IBETA.

Spikevax XBB.1.5 e 6su1a 10 moutu Gsuta aucriepcust. Moke 1a Chabpika Oenn win
NOTYTNPO3pauyHy YacTHIIM, CBbP3aHH ¢ poAykTa. He mpunaraiite, ako BakcHHaTa € ¢ MpOMEHEH
[BST WM CHIBPKA IPYTH YACTHIIH.

Wrnute He ca BKIIIOYECHH B KAPTOHEHUTE OMAKOBKH Ha MPEABAPUTEIHO HAITBIHCHUTE
CHPUHIIOBKH.

Jla ce u3mon3Ba CTepHITHA UTJIa C TTOIXOISAI pa3Mep 3a HHTPaMyCKyITHO HHkekTtrupane (216G wim
MO-THHKU UIJIN).

OTcTpaHeTe KaraykaTa OT CIIPUHIIOBKATa Ype3 3aBbpTaHe B MMOCOKA 0OpaTHa Ha YaCOBHUKOBATa
CTpeJKa.

[TocraBete urnara, Karo s 3aBHPTUTE 1O TIOCOKA HA YACOBHUKOBATAa CTPEJNKA, I0KATO CE 3aKpernu
oOpe BBPXY CIPHHIIOBKATA.

. OTtcTpaHeTe KaradkaTa Ha UIJiaTa, KoraTo CTe€ TOTOBH 32 MPHIIOKEHHE.
. [Ipunoxere 1sata J103a HHTPaMyCKYJIHO.
o [a He ce 3ampassiBa OBTOPHO cjell pa3Mpa3sBaHe.

UsxBbprasHe

Heusnom3panusar JICKApCTBCH MPOAYKT WIHN OTHAABYHUTEC MATCPHUAJINA OT HECTO TpH6Ba Ja C€ U3XBbPJIAT
B CbOTBCTCTBHEC C MCCTHUTC U3UCKBAHM.

JIo3UpOBKa U cXeMa Ha NPWIOKCHUE

Tadomamua 7. lpunoxenue Ha Spikevax XBB.1.5

Bn3pacr

Jlo3a

JlobJIHUTEJIHH IPenopPbKH

Jlena Ha BB3pacT OT 6 Mecena
1o 4 ronuHU, 63 TpeauITHa
BaKCHHAIIMS M C HEU3HECTHA
aHamMHe3a 32 HHPEKINS ChC
SARS-CoV-2

Ise no3u 0,25 ml Besika,
NPUIOKEHH UHTPAMYC-
KyJIHO™

Bropara no3a na ce mpusioxu
28 mHU creq mbpBaTa J03a.

AKoO ZieTe € NOoIy4yuio eaHa mnpe-
nuiHa g03a Spikevax, tpsosa na
ObJIe IPIITIO’KEHA eIHA 1032
Spikevax XBB.1.5, 3a na ce 3a-
BBPIIH JIBY030BaTa CEPHsL.

Jena Ha BB3pacT 6 Mecena a0
4 TOIMHY ¢ TIPEIUIIHA BAKCH-
HaLlWs WIK U3BECTHA aHAMHE3a
Ha uHpekims csec SARS-CoV-
2

Enna 0,25 ml no3a, mpuso-
’K€Ha MHTPAMYCKYITHO™

Jena Ha BB3pacT 5 ToauHA 10
11 rogunn, che wim 6e3 mpe-
JIVIITHA BAKCHHAIHS

Enna 0,25 ml no3a, npuio-
’K€Ha MHTPAMYCKYITHO™

Spikevax XBB.1.5 tpsi6Ba aa ce
MPUJIOKN Hal-Majko 3 Mecena
caen nocieanara go3a COVID-19
BAKCHHA.
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Bw3pacr

Ho3za

JlonmbJIHUTEIHH MPenopbKH

Jluma Ha BB3pacT 12 u moBeye
TOJIMHH, ChC WK 0e3 Tpe-
JUIITHA BAaKCUHAIHASA

Enna 0,5 ml go3a, npwio-
»KeHa HHTPaMYCKYJIHO

Jluma Ha BB3pacT 65 1 moBeue
TOJIMHU

Enna 0,5 ml no3a, npwuno-
JKEHA MHTPaMyCKYITHO

Enna monslIHUTENHA 1034 MOXKE
na ObJie MPUIIoKEHA Ha-MaTKko
3 Mecela ciel mocjeaHara 103a
COVID-19 BakcuHa.

* Jla He ce M3MOJI3BAT eHOA030B s (DJIAKOH WM TPEIBAPUTEITHO HAMTBJIHEHA CIIPUHIIOBKA 3a
pHIoKeHre Ha yactuueH ooem 0,25 ml.

Tadoauua 8. Jozuposka Ha Spikevax XBB.1.5 3a HMyHOKOMIIPOMETHPAHM JIMIIA

Bw3pacr

Ho3a

JlobJIHUTEHH IPENOPBKH

HNmMmyHOKOMIIpOMETHpaHU Aena
Ha BB3pacT 6 Mecera J0

4 ronuuu, 63 NpeuiliHa BakK-
CHHAIHAA

e 0,25 ml go3u, mpwuiio-
YKCHU UHTPAMYCKYITHO®

[Tpu TEKKO UMYHOKOMIIPOMETH-
paHu TpeTa J103a MOXKE Jia Ce MPH-
JIOKH Hal-MaJIKO 28 JIHU Clex
BTOpAaTa J03a.

HNmMmyHOKOMIIpOMETHpaAHU Aena
Ha BB3pacT 6 Mecera 70

4 TOMHM C MPEANIIHA BaKCH-
HaIus

Enna 0,25 ml no3a, npwio-
’KE€Ha HHTPaMyCKYJIHO™

NmyHOKOMTIpOMETHpaHH AeTia
Ha BB3paCT S FOJAUHU 10

11 ropuHu, che uau Oe3 mpe-
JIHIIIHA BAKCHHALIU

Enna 0,25 ml no3a, npuo-
JK€Ha HHTPAMYCKYJITHO™

HmyHOKOMIpOMETHpaHU JIUIa
Ha Bb3pacT 12 u nmoseye ro-
IVHU, ChC WK 0€3 IpeAnIIHa
BaKCHHALUA

Enna 0,5 ml mo3a, mpwuiio-
’KeHa UHTPaMyCKYJIHO

JlompmauTeTHA(HN) TTOIXO0-
nsima(1m) 3a Bb3pacTTa 103a(31)
MOe Ja ObJie (0baT) MpPHJIo-
»keHa(HH ) Hal-MaJIKo 2 Mecela
cien nocneaHara go3a COVID-19
BaKCHHa, 10 TPEIICHKa Ha MEU-
LIUHCKUS CICIUAIMCT, KaTo Ce
B3EeMaT 0]l BHUMaHHe KJIMHUY-
HUTE 00CTOSITEIICTBA Ha JIUIETO.

* Jla He ce M3MOoJ3BaT (hJIAKOH WK MPEABAPUTEIIHO HAITBJIHCHA CIIPUHIIOBKA C €/IHA 71032 3a
nMpuiIoKeHne Ha yactuueH ooem 0,25 ml.

KakTo npu BCHYKH MHXECKIIMOHHU BaKCHHH, BUHATH TPSOBA J1a ©UMa TOTOBHOCT 3a MOIXOISII0
MEINIIMHCKO JIeYeHNEe 1 HaOIIo/IeHNe B Cy4ail Ha aHa(hUIIaKTHYHA PEeaKIys Ciie]] IPUIIOKEeHE Ha

Spikevax XBB.1.5.

Jlunara TpssOBa na ObaaT HAOMIOJABAHK OT MEIUIIMHCKY CIISITUATUCT Hal-Manko 15 MunyTH cnex

BaKCHHaIusATa.

Hsma nanuu 3a oneHKa Ha npuiokeHueTo Ha Spikevax XBB.1.5 eaHOBpeMEHHO ¢ APYTy BaKCHHH.
Spikevax XBB.1.5 He TpsiOBa 1a ce cMecBa B €/IHA U ChIIlA CIIPUHIIOBKA C APYTH BAKCHHH HITH

JIEKAPCTBEHU NPOYKTH.

IIpunoxxeHue

Bakcunara Tps6Ba 1a ce npuiiara UHTpaMycKyJIHO. 3a MPeAnoYnTaHe € ASITOBUIHUAT MYCKYJI Ha
ropHara 4acT Ha pbkara. He npunaraiite Ta3u BakCHHA HHTPAaBEHO3HO MM MOJIKOXKHO.
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Mmnoeodo3zo8u gaaxonu

Ilpeosapumenno HanvaHeHu cNPUHYOBKU

Ja ce n3Mmon3Ba cTEpUIIHA UIJIa C MTOIXOMASI] pa3Mep 3a HHTPaMyCKyJIHO uHxektupaHe (21G nnm mo-
ThHKA). OTCTpaHeTe Kanaykara OT IpeJBapUTEIHO HallbJIHEHATa CIPUHIIOBKA Ype3 3aBbpTaHE B
nocoka oOpaTHa Ha YaCOBHHKOBaTa cTpenka. [locraBere uriara, Karo s 3aBbPTHUTE 110 TIOCOKA Ha
JaCOBHUKOBATa CTPEJIKA, IOKATO CE€ 3aKPEeNH J00pe BbpXy CIPUHLIOBKATa. MaxHeTe Kanadkara Ha
Uriara, Korato cTe TOTOBH 3a npuiioxenue. [Ipunoxere msuiata 103a HHTpaMycKyinHo. M3xBbpiere
CIIpHWHIIOBKATa ciief] ynotpeda. CaMo 3a eTHOKpaTHA yroTpeda.
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