HNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA



vTosn JIEKapCTBEH MPOJYKT MOJJICKHU Ha JIOMBIHUTETHO HaOtoieHne. ToBa 11e mo3Boiu 0bp30To
yCTaHOBsIBaHE HA HOBA WH(POPMAIUS OTHOCHO Oe3omacHocTTa. OT MEAUIIMHCKUTE CIICIIMAIUCTH Ce
W3UCKBA JIa ChOOIABAT BCAKA MOI03UPaHa HEXKENaHA PeaKilns. 3a HauMHa Ha ChoOIaBaHe Ha
HEXXeNlaHU peaKIluu BUXKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Spikevax HHXKEKIMOHHA JTUCIICPCHUS

nPHK Bakcuna cpenry COVID-19 (aykneo3umHo Moauduiiupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOTO030B (hi1aKkoH, KoiTo chabpxa 10 no3u mo 0,5 ml Besika mmu makcumym 20 1034 IO
0,25 ml Bcska.

Enna no3a (0,5 ml) ceaspixa 100 Mmukporpama enazomepan (elasomeran), uPHK Bakcuna cperiry
COVID-19 (Bxmrouena B SM-102 nunuaHA HAHOYACTHIIN).

Enna no3a (0,25 ml) ceabpxa 50 mukporpama enazomepan, ”PHK Bakcuna cpenry COVID-19
(BxmroueHa B SM-102 nmunuaHN HAHOYACTUIIH).

Enazomepan e eqHoBepmkHa, 5’-kenupana nHpopmannonna PHK (uPHK), npoussenena c
M3M0J3BaHeTO Ha Oe3KJIeThUHA i1 Vitro TpaHcKpuIus ot cboTBeTHUTEe JJHK-Matpuu, koaupara

BupycHUs munoB (S) nporend aHa SARS-CoV-2.

3a IIBJIHASA CIIMCHK HA ITOMOIIHUATE BEIECTBA BIHKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
NHxeknuoHHa nucnepeus

Bsna no nouru 6suta qucniepeus (pH: 7,0 — 8,0)

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS

Spikevax e nmpeaHazHaueHa 3a akTHBHA UMyHH3auus 3a npeseHuust Ha COVID-19, npuunHeH oT
SARS-CoV-2, npu nuna Ha 6 ¥ HoBeue roJuHU.

VYnorpebara Ha Ta3u BaKCUHA TPsOBA Aa ObJe B CHOTBETCTBHE C OQHUIMAITHUTE TPETOPHKH.
4.2 Jlo3MpOBKA U HAYUH HA MPUJIOKEHHE

EO3I/I[20BK3

ITvpsuuna cepua na eaxcunayus
Jluya na 12 u noseve 200unu
Spikevax ce mpuiara kato kypc ot 2 (nBe) no3u o 100 mukporpama Beska (0,5 ml Bcsika).



Heya na év3pacm om 6 0o 11 2o0unu
Spikevax ce mpumnara kato kypc ot 2 (1aBe) no3u mo 50 mukporpama Bcsika (0,25 ml Besika, cbappxkania
50 mukporpama nPHK, koeTo e monoBuHaTa OT MbpBUYHATA 1032 3a JTUIA Ha 12 ¥ MOBeYe TOAMHM).

[IpemopruBa ce BTopaTa /103a J1a ce MPHIIOKHU 28 THU clie/ TbpBara j03a (BX. Touku 4.4 u 5.1).

Teoicko umyHoKoMnpomMemupanu auya Ha 6 u noseye 200UHU

Tpeta 1032 MOXKeE Ja ce NPUIIOKHU Hal-Mallko 28 IHU clie]l BTopaTa Ji03a Ha JJulla Ha 12 1 nmoBeue
roqunau (0,5 ml, 100 muxporpama) u Ha fera Ha Bs3pact ot 6 1o 11 roguau (0,25 ml,

50 MuKporpama), KOUTO ca TEKKO MMYHOKOMIIPOMETHPaHH, (BXk. Touka 4.4).

bycmep 0o3a

Jluya na 18 u nogeue 2oounu

Bycrep no3a Spikevax (0,25 ml, ceappxamnia 50 mukporpama nPHK - mojoBuHara oT mbpBUYHATA
J103a) TpsiOBa 1@ ce MPUIIOKH MHTPAMYCKYJIHO Ha Bb3PAaCTHU Hail-Masiko 3 Mecelia cje/] 3aBbpIlBaHe
Ha ITbPBUYHATA CEPUs HA BAKCHHALIHS.

Spikevax mMoske Ja ce U3Mo3Ba 3a OycTep /103a NpH Bb3PACTHH, KOUTO Ca MMOJIYYWIN IbPBUYHA CEPHs
Ha BaKCHHAIUs che Spikevax WM MbpBUYHA CEpUsl HAa BaKCHHAIIMS, CheTosmA ce oT Apyra uPHK
BaKCHHA WJIM aJICHOBUPYCHA BEKTOPHA BaKCHHA.

Ileouampuuna nonynayus

besomacHocTTa M ehukacHocTTa Ha Spikevax mpH Jena Ha BB3pacT 1Mo 6 TOAWHH BCe OIle He ca
ycraHoBeHH. JIurcBar gaHHU.

Ilonynayusa é cmapuecka év3pacm
He ce usnckBa kopekius Ha Jo3aTa MpH JIULA B cTapuecka Bb3pacT =605 ToOAUHH.

Haunn Ha npuitoxxeHue

Baxcunara Tps0Ba 1a ce mpuiiara HHTPaMyCKyJTHO. 3a IPEAIOYNTaHE € B EITONTHUS MYCKYII B
ropHaTa 4acT Ha pbKara.

He npunaraiite Ta3n BakcrHa HHTPaBacKyJIapHO, ITOJKOXHO MIIM HHTPAJAEPMAITHO.

Bakcunara He Tpﬂ6Ba Ja C€ CMECBa C IPYTHU BAaKCHUHU WJIN JICKAPCTBCHU NPOAYKTHU B ChIIlaTa
CIIPUHIIOBKA.

3a mpenna3Hu MEpKH, KOUTO TPsIOBA Jla Ce B3eMaT IPEe/IU MpUIaraHe Ha BAKCUHATA, BIXKTE TOYKa 4.4,
3a yka3aHusl OTHOCHO pa3Mpa3sBaHeTo, padoTaTa ChC M U3XBBPIISTHETO HA BAKCHHATA BUKTE TOUKa 6.6.
4.3 IIpoTuBomOKa3aHUA

CBp’BX‘IyBCTBI/ITeHHOCT KBbM aKTUBHOTO BCIICCTBO UJIN KbM HAKOC OT IOMOIIHUTC BEIICCTBA,
n30poeHu B Touka 6.1.

4.4 CroeuuajaHu npeaymnpesxaeHus U NpeAna3Hu MepKH NpU ynoTpeda

IIpocnenumoct

3a 1a ce mogo0pH MPOCIETUMOCTTa Ha OMONOTUYHHUTE JIEKapCTBEHH MPOIYKTH, UMETO U MapTUIHUIT
HOMEDp Ha MPUIOKEHUs IPOAYKT TPsiOBa SICHO Ja Ce 3ammcBar

CBPBXYYBCTBUTEIHOCT U aHAQMIIAKCHUSA

Nwma cpobmiennst 3a aHadwIakcus py auia, nomyuwn Spikevax. Bunaru tpsaosa qa numa Ha
PAa3MoJI0KEHHE TTOIXO A0 MEIUIIHCKO JICYeHHE W HaOJII0IeHHE B CITydail Ha aHaQHIaKTHIHA
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peaxius clies] MPUIoKEHUE Ha BakcuHaTa. [IpenopruBa ce BHUMATEITHO HAOIIOJICHHUE B IPOABIKEHUE
Ha Hali-Manko 15 MUHYTH ciel BakcHHaIusITa. BropaTa m103a Ha BakcHHaTa HE TPsIOBa J1a Ce IMOCTAaBs
Ha OHE3W, KOUTO ca MOJy4HiIn aHaduiIakcus Ipy rbpBaTa 103a Ha Spikevax.

MHuUOKapIuT U DEPUKAPIUT

CrlnecTByBa MOBHILEH PUCK OT MHOKAPWT M MIEPUKAPIUT CIIe] BaKCHHALUS chC Spikevax.

Te3u 3a00sIBAHHUS MOTAT J1a CE Pa3BUAT JI0 HSIKOJIKO JTHU CJIE/I BAKCHHAIUATA U HACTHIIBAT MPEAUMHO
B pamkute Ha 14 nam. Te ca HaOIIOMaBaHU MTO-YECTO CIIEA BTOpaTa J103a U I0-4ECTO MPH FOHOIIN 1 T10-
MJIa i MBXKe (BXK. Touka 4.8). .

Hanwunute naHHm mokaspar, , 4e MPOTHYAHETO HA MHOKAPAUT ¥ MIEPUKAPIUT CJIe]l BAKCHHAIIMITA HE
Ce pasnrdaBa OT TOBA MTPH MUOKAPIUT WJIH MIEPUKAPIUT KATO IISITO.

MeaunrHCKUTE CIIENMATUCTH TPsOBa 1a ObJaT OAUTENHN 3a TPU3HALUTE H CHMITOMUTE Ha
MHOKapAWT U TIEPUKapANT. BakcuHupanuTe auma TpsAaoBa ga ObAaT HHCTPYKTHPAHH 1@ TIOTHPCST
He3a0aBHO MEIUITMHCKA TTOMOIIT, aKO Pa3BHUAT CUMIITOMH, TIOKA3aTEITHU 32 MUOKAPIUT WU
MIEPUKAPINT, KaTo (OCTpa U MPOABIDKUTENHA) 0OJIKA B THPIUTE, 3aIyX W HAIUTAIIUN CIIC]
BaKCHHAIUATA.

MC,E[I/ILII/IHCKI/ITC CricnuaJiuCTu TpH6Ba Ja HarpasAT CIIpaBKa C pPbKOBOACTBATA W/Win CIICIUAJINCTUTE
3a JUArHOCTULIUPAHEC U JICUCHUC HAa TOBA 3a00IIIBaHE.

PuckbT oT Muokapaut cien tpeta go3a (0,5 ml, 100 mukporpama) wnu cien Oycrep mo3a (0,25 ml,
50 mukporpama) Spikevax Bce ollie He € 0XapaKTepU3HPaH.

Peakiinu, cBbp3aHH ¢ TPEBOKHOCT

PeaKI_II/II/I, CBBP3aHU C TPCBOXKXHOCT, BKIIFOUUTCIIHO Ba30BaraJIHu peaknunu (CI/IHKOH), XUIICPBCHTHUIIALIUA
WJIM TaKuBa, CBbP3aHn CHC CTPEC, MOTAT Jia CC MOABAT BbB BPb3Ka C BAKCUHALMATA KaTO IMICUXOI'CHCH
OTTOBOP KbM MHIKCKTHUPAHCTO C UIJia. Baxwno e ma ce Bzemar nmpeaArnasHu MEpKu, 3a aa ce n30erae
HapaHABAHC IIPH MMPUJIOIIAaBaHC.

CoeObTCTBAIIO 3a00/I9BaHEe

BakcuHanusaTa TpsOBa 1a ce OTIIOKH MPH JIUIA, CTPATAITH OT OCTPO TEKKO (heOpHITHO 3200 IIBaHe
wim octpa undekuus. Hannyrero Ha eka nHGEKIMS W/WIK JICKO MOBUILIEHA TEMIIEpaTypa He TpsiOBa
Jia 3a0aBsi BAKCHHAIIUATA.

TpoMOOLIMTOIIEHUS U HAPYIICHUS HA KPhbBOCHCHPBAHETO

Kakro mpu apyru HHTpaMyCKyJIHH MHXXEKLINH, BAKCHHATa TPsiOBa Ja ce mpuiiara BHUMATEeIHO MIPU
JMLA Ha aHTUKOAryJaHTHA Tepalus WK TaKUBa C TPOMOOLUTOIICHUS WM HAKAKBO HapyIlleHHE Ha
KPBBOCHCHUPBaHETO (Hampumep xeMopmins), Thil KaTo IMpHu Te3H JUIa MOXKE Ja Ce TIOSBU KbPBEHE MIIH
oOpa3yBaHe Ha CHHHHH cJie]l HHTPaMYCKYJIHOTO MPUIIOKEHHE.

IMyHOKOMIIpOMETHUPAHHU JIHUIIA

EdukacHocTTa 1 6€30MacHOCTTa Ha BAKCHHATA HE ¢a OLCHEHU MPY HMYHOKOMIIPOMETHPAHU JIUIIA,
BKJTFOUHMTEITHO TAKMBa, KOMTO TOJIyIaBaT HMyHOCYIIpecuBHa Tepanwms. EdukacHocTTa Ha Spikevax
MOXK€E Ja 6’5}16 IMO-HUCKa NP UMYHOKOMIIPOMETHPAHU JIMIIA.

IIpenoprkara qa ce 0OMUCIH PIIIOKEHUE Ha TpeTa mo3a (0,5 ml 3a mura Ha 12 ¥ moBede ToauHMY;
0,25 ml 3a nena Ha BB3pacT OT 6 110 11 roguHN) MpH TEKKO UMYHOKOMIIPOMETHPAHH JIAIA (BXK. TOUKA
4.2) ce ocHOBaBa Ha OTPaHUYCHU CEPOJIOTUYHH JaHHU MPH MALMEHTH, KOUTO ca
UMYHOKOMITIPOMETHPAHU CJIe]] TPAHCIUIAHTAIIMS Ha COJUJCH OpTraH.



IIpoaBIKMTEIHOCT Ha 3allluTaTa

HpOI[’[)JDKI/ITeIIHOCTTa Ha ocurype€Hara OT BaKCHHAaTa 3allyuTa € HCU3BCCTHaA, TBI KaTo TS BCE omIe ce
YCTaHOBSABA OT TCKYIIH KIMHUYHU U3TIMUTBAHUA.

Orpannyenns Ha eEKTUBHOCTTA HA BAKCHHATA

Jlumara Moxe a He OBJIAT HAITBIHO 3AIUTEHU 10 14-Us JIeH Clie/] TOCTaBsiHE HAa BTOpara j03a. Kakro
MIPY BCUYKH BaKCHHH, BaKCHHAIMATA ChC Spikevax MOke a He OCHUTYPH 3aIliTa Ha BCHYKH
PELUITEeHTH HA BAKCHHATA.

TlomomnrHu BCIICCTBA C U3BECTHO ,Z[eﬁCTBPIC

Hampuui
Ta3u BakcuHa chABPKa Mo-Manko ot 1 mmol Harpwii (23 mg) Ha 0,5 ml mo3a, T.€. MOKeE Aa ce Kaxe,
Ye Ha MPaKTHKa HEe ChIbPKa HATPHA.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKapCTBEHH MPOAYKTH M APYTrH (JOPMH Ha B3auMojeiicTBHe
He ca npoBexxnanu npoy4yBaHus 32 B3aUMOJEHCTBUATA.
He e npoy4BaHO CBIIBTCTBAIIOTO NPHUIIOKEHUE HA Spikevax ¢ Apyru BaKCHHH.

4.6 DepTUaAUTET, OPEMEHHOCT U KbpPMeHe

Bpemennoct

lNonemust o6eM OT TaHHU, MOJIYYCHU OT HAOIFOJCHUETO HAa OPEMEHHH JKEHU, BAKCHHUPAHH ChC
Spikevax mo BpeMe Ha BTOPHS U TPETHS TPUMECTBP, HE MOKa3Ba YBEINYCHUE HA CIyYanuTe Ha
OpEMEHHOCT ¢ HEeXKeJlaH U3X0J] OT OpeMeHHOoCTTa. Makap 4e JaHHUTE 32 U3X0J] OT OPEMEHHOCTTA CIIe]]
BaKCHHAIW, POBEJICHA 10 BpEMe Ha IIbPBUS TPUMECTBP MOHACTOSIIEM Ca OTPAaHUYCHH, HE C
HaOJF0/1aBa MOBUIIICH PUCK OT CIIOHTaHEeH abopT. [IpoydyBaHus MpH KUBOTHU HE MOKA3BAT MPEKU HITH
HEIPEeKH BpeaHH e(PEeKTH, CBbP3aHN ¢ OPEeMEHHOCTTa, EMOPHOHAITHOTO/(PETATHOTO Pa3BUTHE,
PaXIaHETO WM TIOCTHATAJTHOTO pa3BuTHE (BXK. Touka 5.3). Spikevax Moxke J1a ce mpuiiara rmo Bpeme
Ha OPEMEHHOCT.

Kspmene
He ca ouakBat ehekTr mpu HOBOPOJCHH/KbpMaUeTa, Thil KaTO CHCTEMHaTa eKCIo3uius Ha Spikevax
P KbpMeEIaTa )KeHa ¢ He3HaunTeNHa. JlJaHHN OT HaOIIOICHUS TIPH JKCHH, KOUTO KBPMSIT CIIe

BaKCHHAaIMs, HC IOKAa3BaT PUCK OT HEKCIaHU C(I)CKTI/I npu HOBOpOI[eHI/I/K’BpMa‘{CTa. Spikevax MOXKE ga
CC MpuJjiara B Nepruoia Ha KbpMCHC.

DepTUauTer

[TpoyuBaHus npu )KUBOTHU HE TTOKA3BAT MPEKU MM HENIPEKH BPEIHU €(heKTH, CBBP3aHH C
PenpoAyKTUBHA TOKCUYHOCT (BXK. TOUKa 5.3).

4.7 EdexTu BbpXy cioco0HOCTTa 32 moupaHe U padoTa ¢ MAIIMHH

Spikevax He MOBJIUABA WM TOBJIUSIBA IPEHEOPESIKUMO CIIOCOOHOCTTA 3a modupaHe U padora ¢
Mmamuad. Hsikou oT eexTTe, mocoueHu B ToUka 4.8, MoraT Bce Mak BPEMEHHO J1a MOBIHUSAT HA
CITIOCOOHOCTTA 3a MmodupaHe WK padoTa ¢ MaITHHH.

4.8 Hexenanu JeKapcTBEeHH peaKINu

O06001menue Ha npoduiia Ha 6€30IMaCHOCT




Yuacmuuyu na ev3pacm 18 u noseye eoounu

BezonacHoctTa Ha Spikevaxe olieHeHa B TEKYIO PaHAOMH3HPAHO, IIale00-KOHTPOIUPAHO,
3acIieneHo 3a HaOroaaTens KIMHUYHO npoy4uBane @aza 3, mposexaamo ce B CALLL, BkirouBao

30 351 ygacTHUIM Ha BB3pacT 18 u moBede roAuHM, KOUTO ca MONTYUIIH ITOHE eIHa 103a OT Spikevax
(n=15 185) nnmu rane6o (n=15 166) (NCT04470427). Ilo Bpeme Ha BaKCHHAIMATA CpeaHATA BB3pacT
Ha momyJnanuara e 52 rogunu (guanason ot 18 no 95); 22 831 (75,2%) ot yyacTHULIUTE ca Ha BB3pacT
ot 18 1o 64 romuam u 7 520 (24,8%) OT ydacTHUIMTE ca HA BB3pacT 65 U moBede TOANHU.

Haii-yecto cpo0iaBaHuTe HeXKEIaHU Peakuuy ca 00JIka Ha MACTOTO Ha HHXKeKTHpane (92%), ymopa
(70%), rmaBobonue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTprcaHe

(45,4%), ranene/noBpoimane (23%), akcunapHo moayBane/6one3nenoct (19,8%), tpecka (15,5%,),
NoJyBaHe Ha MACTOTO Ha Hxektupane (14,7%) u 3auepssaBane (10%). Hexenannte peakunu
OOMKHOBEHO Ca JIEKH WJIM YMEPEHH [0 UHTEH3UTET U OTUIYMSBAT 32 HAKOJIKO JAHU cJiell BAKCHHALUATA.
Maiiko 1mo-HUCKa 4ecTOTa Ha ChOUTHS Ha PeaKTOI€HHOCT CE CBhP3Ba € I0-ToJIsIMa Bb3PacT.

Karo 1510 HsiKOM HEXXENNaHU PeaKlUy ce CPeIaT Mo0-4eCTo B MO-MJIaJUuTe Bb3PACTOBH TPYIIH:
94eCcTOTaTa Ha aKCHJIAPHO MOyBaHe/00JIe3HEHOCT, YMOpa,IJIaBO00IINe, MUAIITHS, apTPaITHs, BTPUCAHE,
raJicHe/TIOBpbILIaHE U MOBHILIEHA TEMIIEpaTypa € I0-BUCOKa IPU Xopa Ha Bh3pacT oT 18 10 < 65
TOJMHHU OTKOJIKOTO MPHU TE3H Ha BB3pacT 65 roauHu u noseue. [lo-decto ce choO1maBar JOKaJIH! U
CHCTEMHH HEXeJIaH! PEeaKIMH CIIe]] 103a 2 OTKOJIKOTO clies 103a 1.

FOnowu na év3pacm om 12 0o 17 coounu

Jlamau 3a 6e3omacHoOCT Ha Spikevax mpwy IOHOIIH ca CHOPaHU B TEKYIO paHAOMHU3UPAHO, IUIAIe00-
KOHTPOJIMPAHO, 3aCJICTICHO 3a HA0JII01aTelIsd KIMHUYHO MpoyuBaHe ¢asza 2/3, nposexaamio ce B CAIII,
BKJIIOYBAIIO 3 726 y4acTHHUIM HA BB3pacT oT 12 10 17 roguHu, KOUTO ca MOMYYMIIN MOHE eHa 1032
Spikevax (n=2 486) niu rane6o (n=1 240) (NCT04649151). [lemorpadcknure XapakTEpUCTHKH ca
CXOHHA MEX]Iy YYaCTHHUIIMTE, KOUTO ca mojyumnu Spikevax, u Te3u, KOUTO ca MOIydrIu mianeoo.

Haii-gecTute HexxenaHu peakIiy IIPH FOHOIIN Ha BB3pacT oT 12 1o 17 roawnau ca 00ika Ha MICTOTO
Ha nrkekTupane (97%), rmaBodomue (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
akcuiapHo noayBaHe/0one3neHoct (35%), aprpanrus (35% ), ranene/mospsoinane (29%), nomysaHe
Ha MSICTOTO Ha MHXeKTHpaHe (28%), epuTeM Ha MACTOTO Ha MHXKEKTUpaHe (26%) U MOBUIIICHA
temneparypa (14%).

Heya na év3pacm om 6 0o 11 eo0unu

Jlamau 3a 6e3omacHoOCT Ha Spikevax mpu aema ca ChOpaHU B TEKYIIO PaHIOMU3HPAHO, 3aCIICTICHO 32
HaOIoaTeNs, KIMHUYHO H3nuTBaHe (da3a 2/3 B nBe yactu, nposexaimio ce B CAIll u Kanana
(NCT04796896). YUacT 1 e oTkpuTa ¢a3a Ha U3MUTBAHETO 3a OE30IMIACHOCT, H300p Ha /1032 U
MMYHOT'€HHOCT, ¥ € BKJItouBaja 380 ydacTHUIM Ha Bb3pacT oT 6 10 11 roguHu, KOUTO ca MOITyUnIIn
noHe 1 no3a (0,25 ml) Spikevax. Yacr 2 e ruanebo-koHTponupanaTa (a3a 3a 6€30MacHOCT U €
BiurouBana 4 016 ygacTHULIM Ha BB3pacT oT 6 10 11 roauHu, KOUTO ca MOIYYWIH ITOHE eIHA 1032
(0,25 ml) Spikevax (n=3 012) nnu ruranie6o (n=1 004). Yuyactaumnu ot Yact 1 He ca ydacTBanu B
UYacr 2. JlemorpadckuTe XapaKTePUCTUKH Ca CXOIHU MPH YYACTHUITUTE, KOUTO Ca MOy UMM
Spikevax, 1 Te3u, KOUTO ca MOYYHIH IIare0o.

Hait-uectute HexenaHu peakiMy MpU YYACTHUIIM Ha Bh3pacT OT 6 10 11 roauHu cien npuiaokeHue Ha
IbPBUYHATA CEPUs Ha BAaKCHHAIUSA ca 00JIKa Ha MICTOTO Ha uHxekTupane (98,4%), ymopa (73,1%),
rimaBo6onme (62,1%), muanrus (35,3%), Brpucane (34,6%), ragene/mospoiiane (29,3%), akcumapHo
noryBane/0onezneHoct (27,0%), moBumeHa remmeparypa (25,7%), epureMm Ha MACTOTO Ha
umxektupane (24,0%), mogyBaHe Ha MICTOTO Ha uHXKektupane (22,3%) u aprpanrus (21,3%).

TaOaMueH CIIMCHK Ha HEeXKEJIaHUTE PEaKLIMKU OT KIMHUYHU POYYBAHUS U OT HOCTMAPKETUHTOBUSL OIIUT
[IPH JIMIIA Ha 6 U [TIOBeYE T'OAUHU




[IpodunsT Ha Ge30macHOCT, MPEACTaBEH MO-0Y, C€ OCHOBaBa HA TaHHWUTE, TeHEPUPaHU

B TUTaIe00-KOHTPOIUPAHO KIMHUYHO npoyuBane nipu 30 351 Bp3pacTtHU > 18 rogunu, Apyro miaredo-
KOHTPOJIMPAHO KIMHUYHO Mpoy4BaHe ¢ 3 726 y4acTHUIM Ha BB3pacT oT 12 o 17 roguau, Apyro
KJIMHUYHO MpoyuBaHe ¢ 4 002 yyacTHUIIM Ha BB3pacT oT 6 1o 11 roguHu 1 o Bpeme Ha
MNOCTMAPKETUHTOBUSI OIIHT.

Cpo01IeHnTe HEXEIIaHU PEaKIIny ca M30POSHHU CIIOpeE]] ClIeTHATa KOHBEHITUS 33 YECTOTA:

Mtuoro gectu (>1/10)

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

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

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

Mpmuoro penku (<1/10 000)

C HeusBecTHa yecToTa (OT HATMYHHUTE JAHHHU HE MOXKe Jia Ob/ic HalpaBeHa OIECHKA)

B paMkuTe Ha BCSIKO TPyIHpaHEe MO YeCTOTa HEXEIAHUTE PEaKIMK ca MPEJCTABEHH B HU3XOIAII e/l
0 OTHOIIICHKE Ha cepuo3HocTTa (Tabmmma 1).



Ta6anna 1: Hexxennann peaknuy oT KJIMHUYHU M3NUTBaHUs HA Spikevax u ot

MOCTMAPKETUHIOBUS ONIUT NPH JJUIA HA 6 1 oBeYe roANHU

CucremMo-opraHeH Kjiac 1o
MedDRA

YecToTa

He:xenana(u) peakuusi(u)

MOJAKOKHATA TBbKAaH

Hapymenuss Ha kppBTa 1 |MHOTrO0 UecTu UInmpaneHonaTus*
nmuMdHaTa cucremMa
Hapymenusi Ha umynHaTta |C HEM3BECTHA YECTOTa AHadmITaKCHS
cucTemMa CBpBX4YyBCTBUTEITHOCT
Hapymienusi Ha HepBHaTa  [MHOTO YecTn ['maBoOomme
cucremMa
Heduectu BamasHOCT
Penxu Octpa nepudepHa aunesa
mapamu3a**
Xumnoecre3us
[Tapecte3us
ChbpaeyHyn HapylIeHHusI IMHOTO penku Muokapaut
[lepukapaut
CToMaNIHO-YPEBHHU IMHOTO YecTH ["ameHe/OBpBHINaHEe
HApYLIEHUS
Yectu Tuapus
Heuectn bonka B kopema™***
Hapymenus Ha koskatam  [Uectn O6puB

C Hen3BecTHA yecToTa

Eputema myntudopme

Hapymenus Ha
MYCKYJIHO-CKeJICTHATA
CHCTEeMa U ChbeJUHHTEIHATA
ThKaH

IMHOro uectu

Muainrus
IApTpanrus

OO0y HapymeHusi U egexTH
HA MSICTOTO HA MPHJIOKEHHE

IMHOro uectu

boska Ha MACTOTO HA UHKEKTUPAHE
'YMopa

BTpucane

[Mupexcus

[MomyBaHe Ha MACTOTO Ha
MHKEKTHpaHe

Epurem Ha MACTOTO Ha
MH)KEKTHpaHe

Uectn

YpTukapus Ha MICTOTO Ha
MH)KCKTHpaHe

(O6pMB Ha MACTOTO HAa MHXEKTHpaHe
Peakius Ha MACTOTO Ha
MHKEKTHpaHe OT 3a0aBeH Thrr™ ***

Heuectu

[TpypuTyc Ha MACTOTO Ha
MHKEKTUPaHE

IPenxu

[MomyBaHe Ha MUIIETO™ ****

*JlumbaneHonaTus ¢ OKiIa yCTAHOBCHA KAaTO aKCHIIapHa JTUM(aIeHONATHs OT ChIllaTa CTPaHa Ha MSICTOTO HA WHXKEKTHPAHE.
B HsiKoM cilyuau ca 3acerHaTd U Apyry JIUMGHU Bb31U (HAIp. MHAHHY, HAJKIIOYHYHN).

**B paMKHTe Ha IIepUOJa Ha Mpocie/sBaHe Ha 0€30IacHOCTTa ce choOIIaBa 3a octpa nepudepHa JuIeBa napaiusa npu
TpHMa y4acTHUIIM B TpynaTa Ha Spikevax ¥ Ipu €AWH IALMEHT B rpynara Ha miane6o. ITosiBaTa py MalMeHTUTE B TpynaTa

Ha BaKCHMHATa HACTBIIBA cien 22, 28 u 32 qHu ciie[ BAKCHHAIMATA C 1034 2 .

*** bonka B KOpeMa e Ha0JIIo/[aBaHa B IelHaTpuYHaTa nomyanys (Ha Be3pact oT 5 go 11 roxunn): 0,2% B rpynaTa Ha

Spikevax u 0% B rpymnaTa Ha mane6o.




****MenuaHnara Ha BpEMETO JI0 HOsiBa € 9 JHU cliell bpBaTta HHKeknust ¥ 11 1Hu ciaen Bropara HHXekuus. Meananara Ha
HPOJIBIDKUTEIHOCTTA € 4 THU CJIe]] IbpBaTa MHXKEKIMS U 4 THU CJIe]] BTOpaTa HH)KSKIIHSI.

**%**Ima 1Be CCPHO3HU HEXKEIaHU ChbOUTHS Ha IMOLyBaHE Ha JIMLETO IPH PELMINEHTH Ha BaKCHHATA C aHAMHe3a 3a
UHKEKTHpaHe Ha aepManHu Guiabpu. [losiBata Ha moxyBaneTo e cbolimeHa cboTBeTHO B Jlen | u [len 3 ot nens Ha
BaKCHHAIIUATA.

PeakrorennocrTa u npodwirsT Ha 6e3onacHoCT npu 343 ywyacTHHIM, oiy4yaBanm Spikevax, KOUTO ca
owu ceporo3utuBHY 32 SARS-CoV-2 Ha U3X0IHO HUBO, € CHIIOCTABUMA C Ta3U HA YYACTHUIIH,
ceponeratuBHU 3a SARS-CoV-2 Ha U3X0IHO HUBO.

Yuacmuuyu na év3pacm 18 u noseue coounu (bycmep 0oza)

be3omacHoCTTa, peakTOreHHOCTTa 1 MMYHOTCHHOCTTA Ha OycTep mo3a Spikevax ca orieHeHH B €THO
TeKymo ¢asza 2, paHIOMHU3UPAHO, 3aCIICTICHO 32 HAOI0AATEs, M1ane00-KOHTPOIUPAHO, TPOYUYBAHE 32
NOTBBbpKIaBaHEe Ha A03aTa MPU y4acTHULHM Ha Bb3pacT 18 ronunu u moBeue (NCT04405076). B ToBa
npoyuBaHe 198 yaactaumm ca moryumy ase po3u (0,5 ml, 100 mukporpama npe3 1 mecerr) ot
IbpBUYHATA CepHsl HA BakcHHaIMs cbe Spikevax. B oTkpura ¢a3za Ha ToBa mpoyuBane 167 oT Te3n
YUYaCTHHUIH ca MOTy4YriIu equHn4Ha Oycrep go3a (0,25 ml, 50 MmukporpaMa) Haif-manko 6 Mecena clies
noJTydaBaHe Ha BTOpaTa 1032 OT IbPBUYHATA CEPHS HA BaKCHHAIMS. THPCEHHUST MPO(UIT HA HEXKETaHU
peaknmu 3a Oyctep no3ata (0,25 ml, 50 Mukporpama) e Oun moo0eH Ha TO3M CIIE]] BTOpaTa J103a B
I'bPBUYHATA CEPHs HA BAKCHHALIUS.

Onrcanve Ha N30paHU HeKEITAHN PEAKIINH

Muokapoum

[ToBUIIIEHUAT PUCK OT MUOKAPINT CJIe]] BAaKCUHAIIMS ChC Spikevax e Hali-BUCOK MPH FOHOIIM U T10-
MJIaau MBXKe (BK. Touka 4.4).

JIBe TonemMu hapMaKoeTHIEMHOIOTHIHY IMPOYYBAHUs, IPOBEIeHN B EBpoIa o1ieHsIBaT 10-BHUCOKHS
PHUCK OT MUOKApWT IIPH IOHOIIHN U IMO-MJIaJ MBXKe clie]] BTopara jo3a Spikevax. EqHo npoy4BaHe
MoKa3Ba, ue 3a IepuoJl OT 7 JHH ciie] BTopara qo3a uMa okoio 1,316 (95% CI 1,299 — 1,333)
JIOIIBITHUTENHU ciiydas Ha MuokapauT Ha 10 000 npu 12 10 29-roauiiiHu IOHOIIN U MBXKE, B
CpaBHEHHE ¢ xopa 0e3 excro3ulius. B apyro npoyusane 3a nepuo ot 28 JHU ClIe]] BTOpaTa J103a ca
HabmonaBanu 1,88 (95% CI 0,956 — 2,804) nombaauTenHu ciy4as Ha Muokapaut Ha 10 000 mpu 16
I10 24-TOAWIITHY FOHOIIN U MBXeE, B CPaBHEHHE C Xopa 0e3 eKCITO3UIIHSL.

C’bO6H.[aBaHC Ha 11003 paHu HCXCJIaHU PCAKIINN

Cpo01aBaHeTo Ha TIOI03WPaHH HEKETIaH! PEaKI|y CIIe paspelrnaBaHe 3a ynmorpeda Ha JIeKapCTBEHHS
MPOAYKT € BakHO. ToBa M03BOJIsABA Ja MPOIBIKH HAOIIOCHUETO Ha ChOTHOIIICHUETO 0JI3a/PUCK 32
JIeKapCTBEHUS NPOAYKT. OT MEIUIIMHCKUTE CIIEITUAMCTH CE U3UCKBA Ja ChOOIIAaBaT BCAKA
MOI03MpaHa HeKellaHa PEakITys Ipe3 HallMOHAIHA CHCTEMa 3a ChOOIIaBaHe, TOCoUYeHa B
Ilpunoxenue V 1 a BKIIOYAT NApTUIEH HOMEp, aKO € HaJIMYEH.

4.9 Ilpeno3upane

He ca cho0mieHu citydan Ha npeo3upaHe.

B ciry4aii Ha ipeo3upane ce mpenopbrUIBa IpocieasBaHe Ha )KU3HCHUTE (PYHKITMH W BH3MOXKHO
CUMIITOMATHYHO JICUECHHE.

5. ®APMAKOJIOT'MYHU CBOMCTBA

5.1 ®apmakoaMHAMHYHHU CBOMCTBA

dapMakoTepaneBTHYHA Ipyma: BaKCUHH, pyry BupycHH Bakcuau, ATC xox: JO7BX03



MexaHu3sM Ha JEUCTBHE

Spikevax (emazomepan) cpabpka nPHK, Bximtouena B munuaan Hanouactuiy. UPHK koaupa
IBIIHOBEPHKEH MUIOB NipoTerH Ha SARS-CoV-2, Monuduiupa ¢ 2 IpoJIMHOBY 3aMECTBaHUS B
obyacTTa Ha XenTaaHOTO moBTOpeHue 1 (S-2P), 3a cTabunmusupane Ha MIATTOBUS MTPOTEHH B
npedy3nonna koHpopmanus. Ciiel THTpaMyCKYJTHA HHXEKIHS KJISTKATE Ha MACTOTO Ha
MH)KEKTHPaHE U IpeHUpaInTe TUMGHHI BB3JIH IOEMaT JIUIUAHUTE HAHOYACTHLIU, KaTO €(heKTHBHO
noctaeiaT ”PHK cekBeHnMsTa B KIIETKUTE 3a TpaHCIAIMs BB BUpyceH nporeud. JJoctaBenata uPHK
HE HaBIU3a B KJIETHYHOTO AAPO U HE B3aUMOJIEHCTBA C TEHOMA, HE c€ PEIUIMKHUPA U ce eKCIIpecupa
BpPEMEHHO OCHOBHO B IEHIPHUTHH KJIETKH U Makpodaru B cyOkarncyiaapHure cunycu. Excipecupanusr,
CBBp3aH ¢ MeMOpanara mumoB npotenH Ha SARS-CoV-2 ce pa3no3HaBa ciei ToBa OT UMyHHHTE
KJIETKU KaTo Yy>KI aHTUT'eH. ToBa mpeau3BUKBa KakTo T-KiIeThUeH, Taka 1 B-kieThueH oTroBop ¢
oOpasyBaHe Ha HEYTpaIU3HUPALIA AHTHUTEINA, KOETO MOJKE J1a IOTIPHHECE 32 3aIIUTaTa Cpelry
COVID-19.

Kitnanuna ehuKacHOCT OpU Bb3pacTHU

IIpoyuBaHeTo mpH BB3PACTHH € PaHIOMHU3UPAHO, TUTAIIE00-KOHTPOIMPAHO, 3aCIIETIEHO 3a
HaOJI0aTe s KIIMHUYHO TpoyuBaHe (aza 3 (NCT04470427), koeTo U3KIIOYBa
UMYHOKOMIIPOMETUPAHHU JIUIIA UK TAaKUBa, OIy4aBaIl UMYHOCYIIPECOPU B PAMKUTE HA MOCICAHUTE
6 Mecera, KakTo ¥ OpeMEHHU WM TaKMBa ¢ M3BECTHA aHaMHe3a 3a nHbpeknus cbec SARS-CoV-2.
Yuactaumm cbe cradmmao HIV-3abonsaBane He ca u3kitoueHU. [IpOTHBOTPUITHA BaKCHHH € MOXENO Ja
ce mpwarat 14 gau npeay wid 14 THU ciae KosSTo U 1a € 103a oT Spikevax. OT y4acTHUIIMTE ChIIO
TaKa ce € M3UCKBAJIO J]a IMa Haii-MaJIKo MHTEpBaJ OT 3 Mecela OT pujlaraHe Ha KPhbBHU
MPOTYKTH/TIIa3Ma WIM HMYHOTIIOOYIIMHHM IO BKIIOYBAHETO B IIPOYYBAHETO, 3a J1a MOJIyYar Iianeoo
unmu Spikevax.

[Ipocnenenu ca o6mio 30 351 yyactHuim ¢ Menuana 92 nau (nuana3oH: 1-122) 3a pa3BuTHeTo Ha
oosectra COVID-19.

ITomymanusTa 3a MspBUYCH aHATN3 Ha ehUKacHOCTTa (HapUJyaHa ,,JIOMyJIAKs 0 TPOTOKO * WITH
»PPS%), BxirrouBa 28 207 yyacTHHIIM, KOUTO ca oinyumn win Spikevax (n=14 134), unu miamne6o
(n=14 073) u umar otpunareieH craryc 3a Hanmuune Ha SARS-CoV-2 Ha u3zxoano HuBo. PPS
MOITYJTIAIKSATa Ha IPOYYBAaHETO BKItOUBa 47,4% xenu, 52,6% mbxe, 79,5% 6enu, 9,7%
adpoamepukaniy, 4,6% azuatiy u 6,2% apyru. 19,7% OT y4acTHUIIUTE ca C UCTIAHCKHU WU
JTATUHOAMEPUKAHCKHU MPOU3X01. Meananara Ha Bb3pacTTa Ha YYaCTHUIUTE € 53 TOIUHU

(mmamazon 18-94). Jlommycka ce Iuamma3oH Ha Mpriaraie Ha BTopaTa 103a (Tutanupana 3a e 29) ot
— 7 no +14 guu 3a BxmouBane B PPS. 98% ot penunueHTUTe Ha BAaKCMHATA, MOIYYWIN BTOpaTa 103a
25 no 35 muu cnex no3a 1 (ot -3 mo +7 mHU OT WHTEpBaya OT 28 ITHM).

Cayuante Ha COVID-19 ca noTBbpAEHH upe3 NOJIMMEpa3Ha BepHKHA peakius ¢ odpaTHa

tparckpunTaza (RT PCR) u ot knmuanyHa apbuTpakHa komucus. EukacHOCTTa Ha BakcHHATa 00IIO0
1 TI0 OCHOBHH BB3PACTOBH I'PYIH € TIpeicTaBeHa B Tadnmma 2.

10



Ta6anna 2: AHau3 Ha eUKACHOCTTA HA BaKcHHATa: noTBbpaen COVID-19% nesaBucumo ot
TexKeCTTa, ¢ HAaYaJa0 14 1Hu ciaen 2P*™ no3a — nomyJaanus Mo NPOTOKOJI

Spikevax I[Inanedo
Bn3pacroBa
YecroTa YecroTa o
E
(r:)[;);:::l) 'Yuactaunu | Ciayyan Ha | Ha COVID-19 | Yyacraunu | Cayyanm Ha | Ha COVID-19 {: a B(l::gi;z?
N COVID-19 Ha 1000 N COVID-19 Ha 1000 o «
(95% AN)
n YOBEKOTIOUHH n Y0BEKOIOIMHI
O6mo 14 134 11 3,328 14 073 185 56,510 94,1
(18) (89,3, 96,8)**
18 1o <65 10 551 7 2,875 10 521 156 64,625 95,6
(90,6, 97,9)
365 3583 4 4,595 3552 29 33,728 86,4
(61,4, 95,2)
2953 4 5,586 2 864 22 31,744 82,4%
*65100<75 (48,9, 93,9)
75 630 0 0 688 7 41,968 100%
(NE, 100)

#COVID-19: cumnromarmaer COVID-19, n3uckpam mosoxuresieH pesynTar or RT-PCR u

Haii-Manko 2 cucteMHH cuMmnToma min 1 pecriuparoper cumnrom. Ciaydau, 3amousamu 14 nau cnex 2P no3a.
*EdukacHocT Ha BakcuHaTa 1 95% nosepurtenen untepsai ([JW) ot crpatuduupanus monen va Cox 3a
MPOMOPIIMOHAIHOCT HAa PUCKA

**]1M He e KOpUTrHpaH 3a MHOXKECTBEHOCT. KopUrupaHnu 3a MHOXKECTBEHOCT CTATHCTHYECKU aHAJIM3H Ca ITPABEHH
B MEXJIMHEH aHaln3 Ha rno-maiko ciiydan Ha COVID-19, xouTo He ca cboOIIeHH TYK.

Cpen Bcuuky yuactHUIM B PPS He ca crobmmenn ciydan Ha Tekbk COVID-19 B rpynaTa Ha BakcuHa
B cpaBHeHue ¢ 30 ot 185 (16%) ciydyast, choOIIeHU B rpymnaTa Ha iaie6o. Ot 30-Te yuyacTHHIIU C
TEXKO 3a00IsBaHe, 9 ca XOCMUTAIU3UPAHHU, 2-Ma OT TAX Ca MPUETU B UHTEH3UBHO oTAencHue. [1o-
rOJISIMATa YacT OT OCTAHAITUTE TEXKKHU CIyYau ca U3MBIHIIN CAMO KPUTEPHUS KHCIOPOIHA CATYPAIUs
(Sp02) 3a Texxo 3abomsBane (< 93% npu cTaifHa TemMmepaTypa).

EdukacHocrra Ha Spikevax ma npeanassa or COVID-19, He3aBucHUMO 0T ipeuinHa HHPEKIHs ChC
SARS-CoV-2 (ycTaHOBeHa CEpOIOTHIHO HA U3XOIHO HUBO M M3CIICBAaHE Ha HazodapuHreaaHa mpobda
¢ TamrioH) ot 14 nuu cnen J{o3za 2 e 93,6% (95% nosepurenen nunrtepsai, 88,6; 96,5%).

B nonmpnHeHue, aHaIM3M Ha MOATPYIIUTE HAa IbPBUYHATA KpaliHa TOUKa 32 €()UKACHOCT MOKa3BaT
CXOJIHA OIIeHKa 3a e(h)MKACHOCT MO TMOJI, ETHUYECKH IPYIH U YYACTHULIU ChC CHITBTCTBAILN
3a00JsIBaHuUS, CBBP3aHU C BUCOK PUCK OT Texxbk COVID-19.

KimangHa ehUKacHOCT IpH FOHOIITK Ha BB3pacT oT 12 10 17 ronuau

[Ipoy4BaHeTO MpY FOHOIIU € TEKYIIO PaHIOMU3HUPAHO, ILIAle00-KOHTPOIUPAHO, 3aCICIICHO 3a
HaOJroMaTeNst KITMHUIHO mpoyuBaHe ¢aza 2/3 (NCT04649151) 3a ornenka Ha 6€30MacHOCTTA,
peakTOreHHOCTTa U euKacHOCTTa Ha Spikevax mpu roHOIIM Ha Bh3pacT oT 12 1o 17 rogunu.
YyacTHUIIUTE ¢ U3BECTHA aHaMHe3a 3a HHPeKIus cb¢ SARS-CoV-2 ca u3KIItoueH OT MPOYYBAHETO.
00610 3 732 yyacTHHUIM ca paHIOMH3MPAHU B ChOTHOIIEHUE 2:1 fma momy4var 2 no3u Spikevax wim
miarne6o0, GU3NOIOTHICH Pa3TBOP, C HHTEPBAT MEXKIY M03UTEe 1 Mecerr.

W3BBbpiIeH e BTOpuyeH aHanu3 Ha epukacHoCcTTa ipy 3 181 y4acTHUIIH, KOUTO Ca MOTyYriIH 2 103U
Spikevax (n=2 139) wm mnane6o (n=1 042) u ca *MaIu OTPHUIATEIICH U3XO0ICH CTAaTyC 110 OTHOIICHHE
Ha SARS-CoV-2, B nmomynanusTa 1o npoTokoyl. Mexay y4aCTHUIIUTE, KOUTO ca Mony4mian Spikevax,
Y T€31, KOUTO ca MOIYyYMIH Iane6o, HiMa 3a0eneXKuMHU pa3iivuKy B AeMOrpadCKUTE JaHHH WIIN
MIPEIIIeCTBAIINTE 3a00ISIBAaHHS.
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COVID-19 e nepunupano karo cumnromatnyHo COVID-19, u3uckBanio monoxxuTeaeH pe3ynraT oT
RT PCR u Haii Manko 2 CHCTEMHHU CUMIITOMA UK | peCIUpaTopeH CUMIITOM; CIIy4yau, 3all0YBaIU
14 nau cnen BTOpaTa 103a.

Nwma nyna cumnromatnanu cirydas Ha COVID 19 B rpymnara va Spikevax u 4 CHMIITOMAaTHYHH CITyYast
Ha COVID-19 B rpymara Ha muiame6o.

IMyHOTE€HHOCT IIPU IOHOIIM Ha BB3pacT oT 12 xo 17 roguuu

AHanu3 3a He o-Mayika e(pUKacHOCT, olleHsBail TuTpute Ha 50% HeyTpaTu3upaIiuTe aHTuTeIa
cpemy SARS-CoV-2 u nporieHTa Ha CepoIOTHYEH OTTOBOp 28 JHU clie]] 103a 2, € IPOBE/ICH B
MOJITPYTHTE 32 UMYHOTEHHOCT Ha IOITYJIANKATA 110 TIPOTOKOJ MPH FOHOIIN Ha BB3pacT oT 12 mo

17 romuan (n=340) B Tpoy9IBaHETO MPH FOHOIIHN, KAKTO U IPH YIACTHHUIINTE Ha BB3pacT oT 18 1o

25 roguau (n=296) B MPOyYBAaHETO MPH BH3PACTHU. YYACTHHUIIUTE HE Ca MMATH HMYHOJIOTHYHU HITU
BHPYCOJIOTUYHU J0Ka3aTelCcTBa 3a mpeaxonana nHpeknus cbe SARS-CoV-2 Ha U3X0/HO HUBO.
Cpemnoto reoMeTpudHo choTHOMeHHE (GMR) Ha THTpUTE HA HEYTPATH3UPANTUATE AaHTUTEIA TIPH
FOHOIIIM Ha BB3pacT oT 12 10 17 ronuHu B cpaBHEHHE ¢ yyacTHULUTE OT 18 10 25 roaunu e 1,08 (95%
AU: 0,94; 1,24). Paznukara B mpolieHTa Ha ceposiorudeH otroBop ¢ 0,2% (95% AU: -1,8; 2.4).
KpurepunTe 3a He mo-manka edukacHoct (monHa rpanumna Ha 95% JIU 3a GMR > 0,67 u nonHa
rpanuia Ha 95% JIU 3a pasznukara B MPOIIEHTA HA CEPOJIOTHICH OTToBOP > -10%) ca u3mbIHEHH.

Kimmanuna edpukacHoCT pu gena Ha Bb3pact oT 6 1o 11 ronuau

[TenuaTpuuHOTO MpPOYYBaHE € TEKyIIO, (ha3a 2/3, paHIOMH3UPAHO, MIale00-KOHTPOJIUPAHO,
3aciIerneHo 3a HabIoAaTeNsl, KIIMHUYHO U3IKUTBAHE 32 OLCHKA Ha 0€3011aCHOCTTa, PEaKTOTeHHOCTTa U
edexTuBHOCTTA Ha Spikevax mpu gera Ha Bb3pact oT 6 10 11 roguau B CAILl m Kanaga
(NCT04796896). YuacTHuIM ¢ U3BECTHA aHaMHe3a 3a uHpekius cb¢c SARS-CoV-2 ca Ounu
M3KJIFOUEHH OT npoyuBaHeTo. O0mo 4 011 yyacTHHIHM ca OMIM paHAOMHU3MPaHH B ChOTHOLICHHUE 3:1
na moy4dar 2 no3u Spikevax wim 1utane6o (pusuonornueH pa3tBop) npe3 1 mecerr.

Bropuuen ananu3 Ha euKacHOCTTa, oLeHsBall MOTBbpAcHH cirydan Ha COVID-19, cvbpanu 1o
JlaTaTa Ha 3aKiatoyBaHe Ha naHHuTe — 10 HoemBpu 2021 r. e u3BbpiueH npu 3 497 y4acTHULIH, KOUTO
ca momryamiu aBe mo3u (0,25 ml B mecert 0 u mecerr 1) nmu Spikevax (n=2 644), wn mnane6o (n=853),
U ca uManu orpuraresiex cratyc 3a SARS-CoV-2 Ha U3X0IHO HUBO B MOMYyJalUATa IO IPOTOKOI
(PPS). Mexny yyacTHUIIMTE, KOUTO ca MOIydrin Spikevax, u OHe3H, KOUTO ca MOMy4HIH [1aneo, He
€ UMAaJIO SIBHU Pa3JIMKU B AeMOorpa)CKUTE AaHHH.

COVID-19 e onpenenen karo cumnroMaruieH COVID-19, nzuckpai noioxuTeaHy pe3yaTaT oT
RT-PCR u Hali-Manko 2 CUCTEMHU CUMITOMA UM | pECIUpaTOPEH CUMIITOM; CIIy4aH, 3all0YBaIlU

14 nHu cnen BTOpaTa J03a.

Wmano e tpu ciyudas sa COVID-19 (0,1%) B rpynata Ha Spikevax u uetupu ciaydas Ha COVID-19
(0,5%) B rpymara Ha mameo.

IMyHOTEHHOCT IIpH Jena Ha BB3pacT oT 6 1o 11 roguun

Amnanus, oniersaBan Tutpute Ha 50% HeyTpanmsupamure antutena cpemy SARS-CoV-2 u nporienTa
Ha CEepOJIOTHYEH OTroBOp 28 IHU clief 103a 2, € MPOBEEH B MOArpyIa Jela Ha Bb3pacT oT 6 10

11 roguaun (n=319) B neAMaTpHUYHOTO MPOYYBAHE U NPU YIACTHUIU HA BB3pacT oT 18 10 25 ronuHu
(n=295) B mpoy4IBaHETO MPH BH3PACTHHU. Y YJACTHHUITUTE HE Ca UM HMYHOJIOTHYHA WITH
BHPYCOJIOTHYHH J0Ka3aTecTBa 3a mpeaxoana nHpekuus cbe SARS-CoV-2 Ha U3X01HO HUBO.
CBOTHOIIEHHETO Ha cpenHuTe reoMeTpuuHu TuTpu (GMR) Ha HeyTpanu3upamTe aHTUTENA IPU AeLa
Ha Bb3pacT oT 6 10 11 roauHu, B cpaBHEHKE € TOBA MPU y4acTHUIIUTE OT 18- 10 25-roauiiiHa Bb3pacT,
e 1,239 (95% AU: 1,072, 1,432). Paznukata B mporieHTa Ha ceposoruueH otroop € 0,1% (95% HAU: -
1,9, 2,1). Kputepuurte 3a He mo-Manka epukacHocT (qoiHa rpanuna Ha 95% AU 3a GMR > 0,67 u
JoiHa rpanuna Ha 95% JIU 3a pa3nukarta B MPOLIEHTa HA CEPOJIOTHYEH O0TroBop > -10%) ca
U3ITBJIHEHHU.
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HmyHOreHHOCT Ip yuacTHULM Ha 18 1 moBeye roamau — caen oyerep gosa (0,25 ml,
50 Mukporpama)

BezonacHocTTa, peakTOreHHOCTTa M MIMYHOTCHHOCTTa Ha efHa OycTep no3a Spikevax ca oueHeHU B
TEKYII0 PaHIOMU3HUPAHO, 3aCJIEIIEHO 3a HaOIronaTess, 1ane00-KOHTPOIMPaHo IpoydBaHe ¢asa 2 3a
MOTBBP’KJaBaHe Ha J103aTa NMpHu ydacTHUIM Ha 18 1 moBede roguau (NCT04405076). B ToBa
npoyuBane 198 yyactaunm ca nomyunnu ase go3u (0,5 ml, 100 mukporpama mnpes WHTEpBaa OT

1 mecem) oT BakcrHaTa Spikevax kaTo mespBUYHA cepus. B oTkputara daza 149 ot Te3u ydyacTHUITH
(Habop 1o mpoToKoI1) ca mony4uiau equHuaHa oycrep no3a (0,25 ml, 50 Mukporpama) Hali-MaJiko

6 Mecela ciell MPUJIOKEHNETO Ha BTOpAaTa J103a OT IbpBUYHaTa cepus. [lokazaHo e, 4e eAnHNYHA
oycrep no3a (0,25 ml, 50 Mukporpama) BoI1 0 CPEAHO TE€OMETPUYHO KPAaTHO yBeITMYeHHe (geometric
mean fold rise, GMFR) 12,99 et (95% [AU: 11,04; 15,29) Ha HeyTpaIu3upaIiuTe aHTUTENa OT
npean NpUIoKEHHETo Ha OycTep no3a 1o 28 nuum ciex Oycrep nozara. GMFR Ha HeyTpanusupamute
anrutena e 1,53 (95% JAU: 1,32; 1,77) npu cpaBHeHHE Ha TUTHpa 28 AHU ciel 103a 2 (IbpBUYHA
cepust) cripssmMo 28 aHM ciaen OycTep go3arta.

HMmMyHoreHsoct Ha Oycrep Ji03a ciie] IbpBUYHA BAKCHHAIM C APYyra paspelleHa 3a ynorpeda BakcuHa
cperry COVID-19, npu Bb3pacTHr Ha 18 1 moBeYe TOIMHA

Be3omnacHocTTa 1 UMYHOT@HHOCTTA Ha XeTepoJIokeH Oycrep che Spikevax ca mpoy4yBaHH B €THO
WHUIMUPAHO OT M3CICIOBATENS U3MUTBAHE Che 154 yyacTHUIM. MUHUMATHUAT BPEMEBU HHTEPBA
MEXIy IbPBUYHATA CepHs Ha BakcuHaIus ¢ BekTopHa i PHK Bakcuna cpemry COVID-19 u 6ycrep
no3a Spikevax, e 6w 12 cenmuiu (quanazon: 12 cenmuru 1o 20,9 ceamunn). [lo3ara, u3nosn3paHa 3a
Oyctep B ToBa mpoyuBane, ¢ 6una 100 Mukporpama. TUTpUTE HA HEYTPATH3UPALIUTE AHTUTENIA,
U3MEpEHH Ype3 TECT 3a NCeBIOHEY Tpan3anus, ca O oneHeHu B JIeH 1, mpenu NpuiioxeHne U B
Hen 15 u Jlen 29 cnen 6ycrep no3ara. OTroBop Ha OycTep J03aTa € OMII IeMOHCTPUPAH HE3aBUCHUMO
OT IIbPBUYHATA BAKCUHAIUSI.

Hannunu ca camo JaHHHU 3a KPpaTKOCPOYHAa MMYHOTCHHOCT, ABJIrOCpOYHATA 3allluTa 1
HUMYHOJIOTUYHATa NaMe€T HE Ca U3BCCTHU B MOMCHTA.

BesomacHocT 1 IMYHOreHHOCT Ha ceneM Bakcuuu cpemy COVID-19 karo tpera mo3a (6ycrep) B
O0eaNHEHOTO KPAJICTBO

COV-BOOST e MHOTOIIEHTPOBO, paHIOMHI3UPAHO, HHUITUUPAHO OT U3CIIC0OBATEII N3MUTBAHE (aza 2
Ha TpeTa fo3a Oycrep BakcuHarus cpemry COVID-19 ¢ noarpyna 3a moapoOHO H3CiIeIBaHe Ha
MMYHOJIOTHATA. YUaCTHUIUTE ca OniM Bb3pacTHU Ha 30 1 moBeve ToAnHH, B 100p0 HU3HUYECKO 3apaBe
(Jleku 10 ymMepeHH, 100pe KOHTPOJIMPAHH KOMOPOUTHOCTH ca OWJIH pa3pelieHu ), KOUTO ca MOIyJUIIn
nee no3u win Pfizer—BioNTech, mm Oxford—AstraZeneca (mrbpBara go3a mnpe3 nekemepu 2020 r.,
stayapu 2021 r. unm ¢peBpyapu 2021 r.), u ca n3MuHaNM Haii-Manko 84 QHU ciies BTOpata 103a 10
MOMEHTA Ha BKJII0OUBaHe. Spikevax e ycuimia oTTOBOPUTE IO OTHOIICHNE Ha aHTUTENA |
HEeyTpaiu3amus, u e Oria 1o0pe MmoHeceHa, He3aBUCHMO OT ITbPBUYHUTE CEPHH HA BAKCHHAIIHS.
Jo3ata, m3noi3Bana 3a Oycrep B TOBa IpoyuBane, ¢ 6una 100 muxkporpama. Tutpure Ha
HEYTPaTU3UPAIUTE aHTUTEIA, U3MEPEHU Upe3 TECT 3a ICEBIOHCY TPAIU3AIINs, Ca OWIIN OLICHEHH B
Jen 28 cnen Oycrep no3arta.

Heyrpanusupamnm agturena cpenry B.1.617.2 (Jlenra) BapuaHT Opeau U ciell 0Oycrep pu Bb3PACTHU

Pesynratute ot Tecta 3a nceBnoneyrpanuzanus (PsVNA) cpenty Bapuanrta B.1.617.2 ([enra),
ornpezaeneHu mpenu oycrep no3ata u B Jlen 29 crnex Oycrep no3ata, HOKas3BaT, de MPHIIOKEHUETO Ha
Oycrep no3a Spikevax (0,25 ml, 50 Mukporpama) npu Bp3pacTHH HHIYIUPA 1 7-KpaTHO MOBUIIICHHE HA
HEyTpaIu3upalin Teja cpenty BapuanTa Jlenra B cpaBHEHHE ¢ HUBaTa npean 0ycrep go3ara (GMFR =
17,28; 95% IAU: 14,38, 20,77; n=295).
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Heyrpanusupamnm aaturena cpenry Bapuanrta B.1.617.2 (Jlenra) npu ena Ha Bp3pact ot 6 10
11 roguHN

CepyMHHE TIPOOH OT MOITyJIAKATA 38 UMYHOT€HHOCT 110 MPOTOKOJI (n=134) Ha TEKyIOTO NeAUATPUIHO
Npoy4BaHe, B3€TH Ha U3X0AHO HUBO U B JleH 57, ca uscineasanu upe3 PsVNA, Ha Ga3ara Ha BapuaHTa
B.1.617.2 (Henrta).

IIpu nema Ha BB3pact ot 6 10 11 roquau GMFR ot u3xoauo HuBo g0 Hden 57 e 81,77 (95% JAU:
70,38, 95,00) 3a Bapuanra Delta (u3mepeno upe3 PsVNA). Ocsen ToBa 99,3% ot nemara ca
OTrOBapsjIM Ha ONPEIEIECHUETO 33 CEPOJOrHUCH OTIOBOP.

Ilonymanus B cTapyecka Bb3pacT

Spikevax e nzcimenBana mpu JUIa Ha BH3pacT 12 u rmoBede TOAWHM, BKITFOUUTEITHO 3 768 yJacTHUITN HA
BB3pacT Ha 65 u noseue roauHu. EdukacHocTTa Ha Spikevax mpu yd4acTHUIIMTE B HAalpeaHAIA
BB3pacT (>65 ronuHu) CHOTBETCTBA HA Ta3M MPH MO-MIIAJANTE Bh3pacTHU ydacTHUIM (18-64 ronuHm).

IleqnaTpuuHa momyJiamnus

EBpomneiickara areHuus 1o JeKapcTBaTa oTiara 3abDKCHUETO 3a IPEeIOCTaBsIHE Ha Pe3yITaTUTE OT
Npoy4BaHUATA CbC Spikevax B eJHa WK ITOBeYe MOATPYNH HA TIeIUaTpUYHAaTa IOIyJIalus 3a
npeseHuus Ha COVID-19 (Bxk. Touka 4.2 3a HHPOpMaIHs OTHOCHO yoTpeda B MeAnaTpusITa).

PaspemaBane moa yciioBue

To3u ekapcTBEH MPOAYKT € pa3pelleH 3a ynorpeda Mo T. Hap. CXeMa ,,pa3peliaBaHe Mol YCIOBHE .
ToBa 03HauaBa, ye 3a TO3HU JIEKAPCTBEH MIPOAYKT C€ OYAKBAT AOIBIHUTECIHU JaHHHU.

EBporelickara areHnus o JiekapcTBara Iiie H3BbPILBA MperJie]] Ha HoBaTta HH(opMaIus 3a TO31
JIEKapCTBEH MPOAYKT MOHE BeAHBXK roauiHo 1 Hacrosmara KXII cboTBeTHO 11 ce akTyanusupa.

5.2 @®@apmMakoKHHETHMYHH CBOIiCTBA
Henpunoxumo.
5.3 IlpeakJMHUYHU JAHHHU 32 0€30MACHOCT

HexnuHudHUTE ZaHHU HE MOKa3BaT 0cOOEH PHCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHATHUTE
IIPOYYBaHUSA 32 TOKCHYHOCT IIPU MHOTOKPATHO IPHUJIAraHe, PENpOAYKTUBHA TOKCUYHOCT U TOKCHUHOCT
3a pa3BUTUETO.

001112 TOKCUYHOCT

[IpoBenenu ca npoydyBaHHs 32 00Ia TOKCHYHOCT MPH TIIHXOBE (Ha KOUTO ca MPUII0KEHU
WHTPaMYCKYJTHO 110 4 103H, HaJBUIIIABAIIH J103aTa IIPH X0pa, BEAHHK Ha BCEKH 2 CEIAMUIIH).
HaGmronaBanu ca npexoHu 1 00paTUMU OTOK ¥ €PUTEM Ha MSICTOTO Ha UHXKCKTHUPAHE, KAKTO U
NPEXOJHU U 0OPATHMHU TPOMEHH B JTAOOPATOPHUTE MOKA3aTENH (BKJIFOYUTEITHO MOBUIIIABAHE HA
€03MHODWINTE, AKTHBUPAHOTO MAPITHAITHO TPOMOOILIACTHHOBO BpeMe U (pubpuHOTeHa). Pesynrarure
MpeJIoaraT, 4e MOTCHIIMATBT 38 TOKCUYHOCT IPU XOpa € HUCHK.

['eHOTOKCHYHOCT/KaHIIEPOI€HHOCT

IIpoBenenw ca in vitro M in vivo TIPOyYBaHUS 32 TEHOTOKCUIHOCT C HOBHS JIUTTHUACH KOMIIOHEHT SM-
102 nHa BakcuHata. PesynraTure npejamnoarar, 4e NOTeHIIMATbT 32 FEHOTOKCUYHOCT MPU XOpa € MHOTO
HUCBHK. He ca mpoBexaaHu npoyyBaHUs 3a KAHUEPOTE€HHOCT.

PernponykTrBHa TOKCHYHOCT

B enHO poyuBaHe 3a TOKCHYHOCT Ha pa3ButHeTo 0,2 ml OT BakKCHHA ChC CHCTaB, ChIABPIKAII CHITOTO
konmmaectBo MPHK (100 mcg) u apyru cheTaBKy, BKIIOYEHH B ¢AMHUYHA J103a Ha Spikevax 3a xopa, e
MIPUJIOKEHA Ha )KCHCKH TUThXOBE UHTPAMYCKYITHO B 4 citydast: 28 u 14 qHu npenu undTocBaHe U Ha
rectaroneH nieH 1 u 13. Aatutsuio-otroBopu cpenry SARS-CoV-2 ce HaOI01aBaT IpH KEHCKHATE
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IUTBXOBE OTIIPeaH Y(PTOCBAHETO 10 Kpas Ha MPOYUYBaHETO Ha 2 1-BHA JTaKTallMOHEH JEH, KAKTO U IPU
(erycute 1 NOKOJICHUETO. B mpoyuBaHeTo HIMa CBbpP3aHM C BAKCHHATA HEXEJIAHH €PEKTH BbPXY
(epTuUTETa MPH KEHCKUTE, OPEMEHHOCTTa, eMOPHO(DETATHOTO pa3BUTHE, PA3BUTHETO HA
MOKOJICHHETO WIJIM TIOCTHATATHOTO pa3BuTHe. JIuTicBaT naHHM Aajiu BakcuHaTta Spikevax mpeMuHaBa
npe3 IUIaIeHTaTa Wik ce eKCKPEeTHpa B MILIKOTO.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Chnucbk Ha NIOMOIIHHUTE BelIECTBA

Jlummu SM -102 (xenrragexan-9-un 8- {(2-xuapokcueTw)[ 6-okco-6-
(YHIEIIMIIOKCH )X EKCHJI |aMHHO } OKTAHOAT)

Xonecrepo

1,2-nmucreapoun-sn-rautepo-3-pochoxonus (DSPC)
1,2-AMMHPHUCTOMII-rac-TIUIEPO-3-MeTokcutonue TiieHTnko-2000 (PEG2000 DMG)
Tpomeramonn

TpomeTramoI XuapoXJIOpUa

OrneTHa KHCEIMHA

Harpues anerar tpuxuapar

3axaposa

Bona 3a nrxexiun

6.2 HecbBMECTHMOCTH

To3u nexapcTBeH NPOAYKT HE TPSIOBa Ja ce CMECBa C APYTH JIEKAPCTBEHU MPOAYKTH HITH J1a Ce
paspexna.

6.3 Cpox Ha roaHocT

HeotBopen ¢unakon
9 mecena npu Temneparypa ot -25°C o -15°C.

HeoTtBopenusT (iakoH ¢ BAKCHHA MOXE J1a C€ ChXpaHABa B XJIAIUITHUK P Temreparypa oT 2°C
1o 8°C, 3alIUTeH OT CBETJIMHA, MaKCUMyM 3a 30 nHu.

B paMkuTe Ha TO3U NEpUo, 3a TpaHCIIOPTUPaHe MOraT Jia ce U3Moa3BaT 1o 12 Jaca.

ChI110 € ToKa3aHa XUMHUYHA U (pU3MYHA CTA0MIIHOCT HA HEOTBOPEHH (DIIAKOHM C BAKCHHA B
MpoIBIDKEHNE Ha 12 Mecerna, KoraTo ce ChXpaHsaBat Mmpu Temneparypa ot -25°C mo -15°C, npu
yCJI0BHe 4Ye OM KATO BeHbK 0bJe pa3Mpa3eH H OCTaBeH Ha CbXpaHeHue NPH TeMIlepaTypa ot
2°C no 8°C, u e 3a1IUTEH OT CBETIMHA, HEOTBOPEHUAT (MIAKOH 1Ie 1A ce U3M0JI3Ba B PAMKHUTE HA
He nmoBeye oT 14 quu (BMecto 30 IHM, KaKTO KOTAaTO Ce ChXpaHsABa MpH Temreparypa ot -25°C 1o -
15°C 3a 9 mecena).

BGHH’L)K pa3Mpa3cHa, BAKCUHATa HC TpH6Ba Ja c€ 3aMpa3ssaBa IIOBTOPHO.

HeotBopeHara BakcuHa MOXe Jja ce CbXpaHsaBa Ipu Temnepatypa ot 8°C o 25°C no 24 yaca cien
M3BAXKIaHE OT XJIaJUITHHK.

Ilynkrupan dhaakoH

JlokazaHa e XuMrU4YHa U HU3NIHA CTAOMITHOCT MpH yroTpeda B MpoabKeHue Ha 19 daca cnen
IBPBOHAYATHOTO MyHKTHpaHe mpu 2°C 1o 25°C (B paMKuTe Ha IepHO/Ia, TT03BOJICH 3a YIIoTpeoa,
koo € 30 muu pu Temrieparypa ot 2°C no 8°C u 24 gaca npu remneparypa ot 8°C go 25°C). Ot
MUKPOOHOJIOTHYHA IJIeIHA TOYKA MPOIYKTHT TPsOBa J1a Ce U3MOI3Ba He3a0aBHO. AKO BAKCHHATA HE CE
W3II0NI3Ba BEJ[HATA, TIEPUOIBT HA M3MOI3BaHe U YCIIOBUATA HA ChXpaHEHHUE MPen yroTpeda ca
OTTOBOPHOCT Ha MOTPEOUTEIS.
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6.4 CrneuuaJjHu ycJI0BHUSI HA CbXPaHEHHUe

[a ce cpxpansiBa BbB (hpusep mpu Temiiepatypa mexay -25°C u -15°C.

Ja ce cpxpaHsiBa B OpUTrMHAIHATA OMAKOBKa, 3a J1a C€ IPEAIa3u OT CBETJIMHA.

[a e ce cpxpansBa nox -50°C.

3a ycrnoBHsTa Ha ChbXpaHEHHe ciell pa3MpassBaHe U ITbPBO OTBAPSHE HA JEKapCTBEHUS MPOIYKT
BIKTE TOUKa 6.3.

TpancnopTupane Ha pa3MpaseHd (UIaKOHH B TEYHO CHCTOSTHHE IPH Temreparypa oT 2°Cro 8°C

Axo TpaHcnopTupaneto npu temieparypa ot -50°C 1o -15°C He € Bb3MOKHO, HATUYHU Cca JJaHHWU,
CIope/ KOUTO € Bb3MOXHO TPaHCIOPTHPAHETO HA EWH WK MTOBeUe pa3Mpa3eHH (IIakoHa B TEYHO
CBCTOSTHHE 3a Tiepron o 12 gaca mpu temrieparypa ot 2°C mo 8°C (B pamkute Ha 30-ITHEBHHS CPOK
Ha rozgHocT npu temnepatypa 2°C no 8°C). Bennbx pa3Mpa3eHH U TPAaHCIIOPTHPAHU B TEUHO
cheTosiHUe 1pu TeMneparypa ot 2°C no 8°C, dnakonute He TpsiOBa Aa ce 3aMpassBaT MOBTOPHO, a 1a
ce chxpaHsaBar mpu temrepatypa ot 2°C mo 8°C 1o TAXHOTO U3IOI3BaHE.

6.5 Bwuau cbabpkaHue HA ONMAKOBKAaTAa

5 ml aucnepcust BB QIIakoH (CTHKIIO THIT | WM €KBUBAJICHT) ChC 3aITyIIallKa (XJIOPOOYTHIIOB KaydyK)
1 0oOKaTKa (aJJyMHHHUH) ¢ OTYYMBAIIO € TJIaCTMACOBO Karaue.

Bceeku dmakon cpappika 5 ml.
CopapprkaHue Ha ornakoBkata: 10 MHOTO030BH (iiakoHa
6.6 CrnenuajaHu npeana3Hu MepKH NP U3XBbPJIsiHE U padoTa

Baxkxcunara TpH6Ba Ja C€ MPUTOTBA U MMOCTAaBA OT 06yquH MCIUIUHCKHU CIICHUATINCTH IIPU CIIa3BAHC
Ha aCCIITUYHU TCXHHKU, 3a J1a CC€ rapaHTUpa CTCPUIIHOCT HA JUCIICPCHUATA.

Bakcunara e roroBa 3a yHOTpe6a CJIe pa3Mpa3ssaBaHe.

Ja He ce pa3kiialia Win pa3pex/aa. 3aBbpTeTe JIeKo (akoHa cliell pa3MpassiBaHe U MPEIH BCSKO
U3TETJISHE.

dnakonuTe ¢he Spikevax ca MHOTO030BH.

Ot Bceku QuakoH mMorar aa ce u3tersst aecet (10) gosu (o 0,5 ml Bcsika) WM MaKCHMYyM JIBaJieCceT
(20) mo3m (1m0 0,25 ml Bcska).

[IpenopbunTeNHO € 1a MPOOOXKIATE 3aMyIaaKaTa Ha Pa3IiuHO MSCTO BCeKU MbT. He myHKTHpaliTe
(hmaxona nosede oT 20 MBTH.

BBB Becekn (hrakoH ce Chbprka U3IUIIEK, 32 J]a MOXKE JIa Ce rapaHTupa JocTaBsiHeTo Ha 10 no3u mo
0,5 ml Bcska mmm makcumym 20 go3u o 0,25 ml.

C pasMpa3cHu q)HaKOHI/I " IIBJIHU CIIPUHIJOBKU MOJXKE 1a CC pa6OTI/I IIpu yCJIOBUSA Ha CTaltHO
OCBCTJICHHUC.
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7.

CbxpaHeHue BbB ppusep

[la ce cbxpaHABa 3ampaseHa
npu TeMmnepartypa ot
-25°C po -15°C.

[la He ce CbxpaHaga nog -50°C.

Jla ce ch¥paHABa B OPUTMHANHATA ONAKOBKA,
33 fia ce npegnazu o1 CeeTnnHa.

Mpean ynotpeba Bcekn ¢pnakoH ga ce pasmpasfBa
WsobpameHnaTa Ha hNakoHW ca CamMo © MNICTPaTMEHa Uen

2 yaca v 30 MUHYTH B XNaguaHuK J;—
oT 2° no 8°C | I’U/// i \|
(B pamknTe Ha B
30-AHEeBHNA CPOK !
Ha rogHOCT NpK

TemnepaTypa | | Vo=
ot 2°C o 8°C) Nrpg——————

Ocrasere ¢naxkoHa Ha cTaiiHa TemnepaTypa 3a 15 MUHYTH,
NpeAW Aa ro NPRACKNTE

—

1 4ac np#m cTailHa Temneparypa

oT 15" go 25°C

YKazaHna cnepg pasMpassBaHe

AS CTARHA TEMNepaTypa

—{ Cnep 3TernsAHe Ha NbpBaTa fo3a ]—

XnagunHuK wan craiua

Temneparypa

(DnakoHsT TpAGEa ga ce ChXpaHAl

Ha TeMnepaTypa Mexgy 2°n 25°C.
[laTata u YACET Ha UIXBBPNAHE O3 8
3aNWLLET Ha ETUKETA Ha dnaKoHa.

W3xEbpnete nyHkTMpaHnA dnaked cnep, 19 yaca

Warernaiite BcAKa A032a BaKCUHA OT hNiakoHa € MOMOLLTa Ha HOBa CTEPWIHA UITa W CNPWHLOBKE 3a BCAKA MHXeKLWA,
3a fla NPeAoTE paTkTe NPeAABAHETO Ha MHGEKLIMOIHMW areHTH OT eAHO NIMLIE Ha ApYTO.
Dozara B cnpuHUoBKaTa TpabBa aa ce nsnonsea HezabasHo.

Cniep KaTo GNAKOHBT ce NYHKTMPa 3a U3TernsHe Ha MbpBaTa 033, BAKCWHaTa TpAGEa
jAa ce nanonzea HezabaBHO 1 fa ce N3XBLPAK cnieg 19 yaca.

BcAka Hen3anon3saHa BakcuHa MW oTNagbueH Matepuan TpAGBa Aa ce M3XBbpNA B ChOTBETCTBUE C MECTHUTE M3NCKBAHMS.

[ HUKOTA ne 3ampa3aBaiiTe NOBTOPHO pasmMpa3eHaTa BaKcUHa ]

MpunaraHe

3aBbpTaiiTe neko GpnakoHa cnen pazMpasfAsaHe W Mpeau BCAKO U3TernaHe
BakcwvHaTa e rotoBa 3a NpunOXKeHWe cnef pa3mpasfABaHe. He pasknawaiiTe 1 He paspexpaiite

-

Mpegn nHXeKTUpaHe NpoBepABaiiTe BCAKA 4033, 3a Ja:

MOTBbPAWTE, Ue TEeUHOCTTa & GAna o noutn
6ana, KakTo BB GNakoHa, Taka U B CNPYHLIOBKaTa

‘ ce yBepuTe B 06emMa Ha CpUHLOBKaTa

|

BakcvHaTa Moxke 1a ChAbpxka
6enu U1 NonynpospauHn YacTULM,
CBbP2aHW C NPOAYKTa.

AKO [103aTa @ HeTOUHa UN UMa
NPOMAHA B LIBETA 1 IPYTA BUAWMU UACTALIM,
He NpuUnaraiTe BaKCMHaTa.

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

Calle del Principe de Vergara 132 PIt 12

Madrid 28002

Ucnanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/20/1507/001

9. JATA HA ITbPBO PA3PEINIABAHE/IIOJJHOBSIBAHE HA PAZPEIIEHUETO 3A
YIIOTPEBA

Jarta Ha mbpBO pa3peiaBane: 6 ssuyapu 2021 r.

[ara Ha nocnenHo nogHoBsBaHe: 4 okromBpu 2021 .

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IMoxpoOHa uHbopManKs 3a TO3M JEKAPCTBEH MPOAYKT € MpeJ0CcTaBeHa Ha yebcaiita Ha EBpomneiickara
areHIus 10 JieKapcTBaTa http:/www.ema.europa.eu.
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HNPUJIOKEHHUE I1

MMPOU3BOJUTEJN HA BUOJIOTMYHO AKTUBHOTO
BEIIECTBO U IPOU3BOJUTEJIN, OTTOBOPHMU 3A
OCBOBOK/JIABAHE HA APTUIN

YCJIOBUSA NJIK OTPAHUYEHUS 3A IOCTABKA 1
YIHOTPEBA

APYI' YCJIOBUS U UBUCKBAHUSA HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBHSI WJIM OTPAHUYEHUS 3A BE3OIIACHA U
E®EKTUBHA YIIOTPEBA HA JJEKAPCTBEHMSI
MPOAYKT

KOHKPETHO 3ABJI’KEHUE 3A U3IIbJIHEHUE HA

MEPKU CJIEJ PASPEIIIABAHE 3A YIIOTPEBA 11O/
YCJIOBHUE
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A. TIPOU3BOJUTEJIN HA BUOJOTI'MYHO AKTUBHOTO BEIIECTBO U
IMPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXJIABAHE HA ITAPTUIAN

HwMe u aapec Ha IPOU3BOAUTCIUTE HA OMOJIOTUYHO AaKTUBHOTO BCIICCTBO

LONZA AG
Lonzastrasse
3930 Visp

[IBetinapust

ModernaTX, Inc.
One ModernaWay
Norwood, MA 02062
CAIIL

Lonza Biologics, Inc.
101 International Drive Portsmouth, NH 03801
CAII

Hme m afpec HA MPOU3BOJIMTEINTE, OTTOBOPHHU 338 OCBOOOKIaBaHE HA MAPTHIUTE

Rovi Pharma Industrial Services, S.A.
Paseo de Europa, 50
28703. San Sebastian de los Reyes

Madrid,
Ucnanns

Recipharm Monts
18 Rue de Montbazon
Monts, ®@panrnus 37260

Moderna Biotech Spain S.L.

Calle del Principe de Vergara 132 Plt 12
Madrid 28002

Hcnanus

ITeuaTHaTa IMCTOBKA HA JIEKAPCTBEHUS MPOIYKT TPSOBA Ja ChIBbpPKa UMETO U ajpeca Ha
MIPOU3BOAMUTEISI, OTTOBOPEH 32 OCBOOOXK/IaBaHETO HA CHOTBETHATA MAPTHU/IA.

C orzen Ha ekapupaHaTa CIIeITHOCT, CBhp3aHa ¢ OOIMIECTBEHOTO 3/IpaBe OT MEKIYHAPOIHO
3Ha4YEHHE, U 3a J]a C€ OCUTYPH paHHa JOCTaBKa, TO3U JIEKAPCTBEH MPOAYKT € IpeAMET Ha OTPAaHUICHO
BBB BPEMETO M3KIIFOUEHUE, KOETO JaBa Bb3MOXKHOCT JIa Ce MIPHeMaT KOHTPOJIHUTE aHAIIM3H Ha
MapTHANTE, IPOBEICHN B peTUCTpUpaH(1) NeHTHP(0BE), KOUTO ce HAMUpAT B TpeTa cTpaHa. ToBa
U3KITIOYCHHE MpecTaBa Aa 0bAe BauaHo Ha 31 romu 2022 1. V3nbJIHEHHETO Ha YCIOBHITA 3a Oa3upaH
B EC KOHTpOIJI Ha MapTUANTE, BKIIOUYUTETHO HEOOXOAUMHUTE IPOMEHH B YCIIOBUSATA Ha Pa3pelIeHUETO
3a ynorpeba, TpsOBa 1a ObaaT 3aBbpiIeHH Hal-KbCHO Ha 31 1omu 2022 T. B ChOTBETCTBHE ChC
CBIJIaCYBaHUsI IUTaH 32 TOBA MPEXBHPIISTHE HA aHAITN3A.

b. YCJOBHUSA WU OI'PAHUYEHUSA 3A JTOCTABKA U YIIOTPEBA
JlekapCTBEHUST MPOAYKT CE OTITyCKa MO JIEKaPCKO MPeANUCaHHe.
OdunuanHo ocBodokIaBaHe HA MAPTHIN

CerinacHo uin. 114 ot {upextura 2001/83/EO odunnaiHoTO 0CBOOOKAaBaHE HA MAPTHIIUTE CE
U3BBPIIBA OT IbP’KaBHA Ta00paTOpHs WIH Ja00paTOpus, ONpeAeiieHa 3a Ta3H L.
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B. JAPYI'U YCJIOBUS U UBNCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. Ilepuoguynu aKkTyaau3npanm aokiaaau 3a oezonacuoct (IIA/IB)

M3uckpanmsTa 3a nogaBane Ha [TAJIb 3a To31 TeKapCTBEH MPOAYKT ca MMOCOUYEHHU B CITUCHKA C
pedepentaute natu Ha Epponetickus c¢bio3 (EURD cnuchk), npeasuzaeH B wi. 1078, an. 7 ot
Jupextusa 2001/83/EO, 1 BbB BCHUUKH CIIEIBAIIH aKTyallU3alliH, TyOTNKyBaHH Ha
eBpoIeiicKus yedmopTa 3a IeKapcTBa.

[purexatensaT Ha paspemienuero 3a ynorpeba ([1PY) tpsabdsa na nogane nmepsus [IAB 3a To3n
HPOLYKT B CPOK OT 6 Mecela e/l pa3peraBaHeTo 3a yrnorpeoa.

I'.  YCJI0OBUA UWJIN OTPAHUYEHUS 3A BE3OITIACHA 1 E@EKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA NPOAYKT

IInan 3a ynpasiaenue Ha pucka (ITYP)

[Ipurexarensat Ha paspeuiernero 3a ynorpeda (IIPY) tps6sa na usBbpIBa U3UCKBAaHUTE
JIEHHOCTH U ACHCTBHSA, CBHP3aHU C MPOCIesIBaHe Ha JIEKapCTBEHATa 0e30MaCHOCT, IIOCOUYEHH B
onobpenuns [1YP, mpencraBen B Moayn 1.8.2 Ha pa3penieHneTo 3a yrnoTpeda, KakTo U MpH
BCUYKH CJIEJ[BAIllM ChIVIaCyBaHU akTyanu3anuu Ha [TYP.

Axrtyanusupat I[1YP Tpsa6Ba na ce moxaBa:

o 10 TIOMCKBaHe 0T EBporeiickara areHuus 1o jJeKapcTBara;

o BUHArd, KOraTo ce U3MEHs CHCTEMaTa 3a yIpaBJIeHHE Ha PHCKa, OCOOEHO B pe3ynraT Ha
[OJIy4YaBaHe HAa HOBA MH(pOpPMaLus, KOSTO MOXKE /1a 10BeJIe 10 3HAYUMU IPOMEHHU B
CBOTHOIIEHHUETO MOJI3a/PHUCK, MM CIIe]] JOCTUIaHe Ha Ba)KeH eTall (BbB BPb3Ka C IIPOCIIe/IIBaHe
Ha JIeKapCTBEeHaTa 0€30MacHOCT WM CBEXIaHE Ha PHCKA O MUHUMYM).

A.  KOHKPETHO 3AABJKEHME 3A U3IIBJIHEHUE HA MEPKHU CJIE]]
PA3PEIITABAHE 3A YIIOTPEBA I10J YCJIOBHUE

ToBa e pasperieHue 3a yrnorpeda moj| ycioBue u chriacHo 4wi. 14-a ot Perimament (EO) Ne 726/2004 B
onpeneneHus cpok [TPY TpsOBa 1a U3MBIHU CIIETHUTE MEPKU:

Onucanne Cpox

3a ma ce moTBBPIAT eUKaCHOCTTA U Oe3omacHoCTTa Ha Spikevax, [1PY 30 rorm 2023 .
TpsOBa Ja MPpeICTaBU OKOHYATETHHS JOKIIA] OT KIMHUYHOTO IPOYyYBaHE 3a
PaHIOMHU3UPAHOTO, TAe00-KOHTPOIUPAHO, 3aCICTIEHO 3a HAOI0AaTeIs
npoyuBaHe mRNA-1273-P301.

3a ma ce MOTBBPAAT epuKacHOCTTa U Oe3omacHocTTa Ha Spikevax, [TPY 31 romm 2024 1.
TpsiOBa J1a IPECTaBU OKOHYATEIHHUS NOKIA] OT KIMHUYHOTO NIPOYyYBaHe 3a
PaHIOMHU3UPAHOTO, TAe00-KOHTPOIUPAHO, 3aCICTICHO 3a HAOI0AaTeIs
npoyuBaHe mRNA-1273-P203, BKIIOYUTETHO IBIHUS TOKIA] OT
Ouoananusa.

3a na ce moTBBpaM epukacHocTTa Ha Spikevax, [IPY Tps6Ba na mpeacrasu | 31 mapt 2024 r.
OKOHYATEJHHS JOKJIaJ OT KIMHUYHOTO IPOYYBaHE 32 paHJAOMH3UPAHOTO,
1ane00-KOHTPOIMPAHO, 3acJICHeHO 3a HabmronaTens npoyuBane mRNA-
1273-P204.
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IMPUJIOKEHUME 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA

23



JAHHHU, KOUTO TPABBA 1A CbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

Spikevax HHXKEKIITMOHHA JTUCIICPCHUS
nPHK Bakcuna cpenry COVID-19 (myxieo3unHo MoaudHUIHpaHa)
enazoMepaH

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEINECTBO(A)

Bceku MHOT01030B (hJ1akOH ChIbprxka 5 ml.

‘ 3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

ITomomnruum BemectBa: aunug SM-102, xonectepod, 1,2-aucTeapomsi-sn-riaunepo-3-GpochoxoyimH
(DSPC), 1,2-numupucrounin-rac-raumepo-3-Merokcunonueruier raukon-2000 (PEG2000 DMG),
TPOMETaMOJ, TPOMETaMOJI XUAPOXJIOPH I, OLIETHA KUCEJINHA, HATPHUEB alleTaT TPUXUAPAT, 3aXapo3a,
BOJIA 32 NH)KEKLIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MaxexnroHHa TUCTIEPCHS
10 MHOT0/1030BH (hi1aKOHA

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

MHTpaMyCKyJIHO NPUIIOKEHUE.
[Ipenu ynorpeba nmpovereTe NMCTOBKATA.

OO0

a

-

[=]

Ckanupaiite TyK 3a TUCTOBKaTa WM nocetere www.modernacovidl9global.com.

6. CIIEHUAJIHO NIPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIEITA

I[a C€ ChXpaHsiBa Ha MACTO, HEAOCTHIIHO 3a JCIIA.

‘ 7. APYI'U CHEHUAJIHU MPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT
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T'ogen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa 3ampaszeH npu -25°C go -15°C.

[Ipouerere mucToBKaTa 32 CpOKa Ha TOAHOCT CJIE/ ITBPBOTO OTBApSHE H 32 JIONBIHUTEIHA
MH(OPMAIISI OTHOCHO ChXPAHEHUETO.

CoxpansBaiiTe (iakoHa B KapTOHEHATa OMAaKOBKa, 3a Ja ce Mpeanasy OT CBETINHA.

10. CHEIWMAJIHU ITPEAIIASHU MEPKH IIPU U3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

I/ISXB’BpJ'IeTe B CbOTBCTCTBHUEC C MCCTHHUTC N3HMCKBAHHA.

11. HME U AJPEC HA ITIPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

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

Ucnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/001

13. HNAPTUIEH HOMEP

ITapTuna:

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHUS 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[Tpuero e ocHOBaHME J1a HE ce BKIIIOYM MH(pOopManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH HWIEHTUH®UKATOP — IBYU3MEPEH BAPKO/J

JByn3mepeH 0apKoa ¢ BKIIIOYECH YHUKAJICH UICHTU(PHUKATOP.
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‘ 18. YHUKAJIEH NWIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMHUNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA ®JIAKOHA

1. HNME HA JIEKAPCTBEHUS NTPOAYKT U IIBT(MIIA) HA BBBEXJIAHE

Spikevax WH)KEKIIFIOHHA JUCTICPCHS
uPHK Bakcuna cpenry COVID-19
ena3oMepaH

Lm.

2. HAYUH HA ITPUJIOKEHUE

HHTpamycKyIHO IPHIIOKEHNE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. IHHAPTUJAEH HOMEP

ITapTuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHULIN

MHuoro030B (prakoH
(5 ml)

| 6. JIPYTO

CkanupaiiTe TyK 3a JIMCTOBKaTa WM nocerere www.modernacovidl9global.com.
JlaTta/gac 3a U3XBBPIISHE:
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HNPUJIOKEHUE 111

b. IUCTOBKA
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JIncroBka: nHpopManus 3a NOTpedUTEIs

Spikevax uH:KeKIMOHHA JUCTIEpCHSs
uPHK Bakcuna cpemry COVID-19 (nykieo3uano Moguduumupana)
(COVID-19 mRNA Vaccine (nucleoside modified)
emazoMmepan (elasomeran)

W Tosu nexapeTBeH MPOLYKT MOIEKH Ha JOMBIHATEIHO HaGmoaeHue. ToBa 1ie O3B0 GBP30TO

YyCTaHOBsIBaHE HA HOBA MH(POPMAITUsSI OTHOCHO Oe3omacHocTTa. Moxkere Jia lajieTe CBOsI MPUHOC, KaTo
CHOOIIUTE BCSKA HEXKENaHa PEaKilys, KOSITO CTe MOy, 3a HAauMHA Ha ChOOIIIaBaHe Ha HEeXeTaHH

peaKIuu BIKTE Kpast Ha TOuKa 4.

IIpouyerere BHUMATEIHO LsJIATA JTUCTOBKA, IIPEIH A MOJYYUTe Ta3H BAKCHHA, Thil KaTO TH

CbAbP3Ka BaskHa 3a Bac undopmanus.

- 3amasere Ta3u JIUCTOBKA. Moke 1a ce HaJO0XkH J1a sl IPOUYETETE OTHOBO.

- AX0 nmare HJIKaKBH JOIIBJIHUTEIHU BBIIPOCH, IONHUTalTe Bammus nexap, papmManeBT uin
MEIMLMHCKA CECTpa.

- AKO MoNyyHTe HIKaKBH HEXXEIaHU peaklnu, yBenoMmere Bammus nekap, papMaleBT wim
MeAMLMHCKa cecTpa. ToBa BKIIFOUBa BCHYKY Bb3MOXHH HEOIMHCAHU B Ta3H JHCTOBKA HEXKETaHH
peaxiun. Bukre Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

1 Kakgo npencraensaBa Spikevax u 3a KakBO ce U3I0J3Ba

2 Kakgso TpsiOBa na 3naere, npenu na Bu 0b1e moctaBena Spikevax
3 Kax ce npumnara Spikevax

4, BBb3MOXHH HEXKETTaHH PeaKIHK

5 Kak na cexpansBare Spikevax

6. ChbabpaHWe HA ONAKOBKATA U JAOMBIHUATEIHA HHPOPMAITUS

1. KakBo npeacrasiasiBa Spikevax u 3a kKakBoO ce U3M0/13Ba

Spikevax e BakcuHa, u3Moi3BaHa 3a npeanaspane or COVID-19, npuuunssan ot SARS-CoV-2. Ts ce
Tpujiara Ha Bb3pacTHH U Jiella Ha 6 U moBeue TOAUHU. AKTHBHOTO BellecTBO B Spikevax e
uadopmarmonaa PHK (uPHK), xomupama 1. Hap. ,,mumnos* mpotend Ha SARS-CoV-2. uPHK e
BrpajicHa B TUNUAHN HaHOYacTuI SM-102.

Twii kato Spikevax He chIaBpKa BUPYC, T4 He MOxe 1a Bu 3apasu ¢ COVID-19.

Kak neiictBa BakcnHaTa

Spikevax cTumynipa ecTeCTBEHHTE 3alllUTH Ha OpraHn3Ma (MMyHHaTa cucteMa). BakcuHara neiicTaa,
KaTo Kapa OpraHu3Ma Jia MPOM3BerK/1a 3alIuTa (aHTHTENa) CPElly BUpyca, KOMTO IPHIHHSABA
COVID-19. Spikevax u3nosn3sa BelIEeCTBO, HapedeHa HHOOPMAIIMOHHA pUOOHYKIIEHHOBA KUCETHHA (1
PHK), 3a na npenece nH(popMaIys, KOSTO KJISTKUTE B OpraHM3Ma MOTart Jia M3M0J3BaT 3a 00pazyBaHe
HAIIMIIOB POTENH, KOWTO CHIIO € U Ha BUpyca. Ciel ToBa KIETKUTE U3pab0oTBAT aHTUTENA CPELLY
IIUITOBHS TIPOTEHH, KOUTO JIa IOMOTHAT 33 OTOIBCKBAaHE Ha BUpyca. ToBa Iie TOMOTHE 3a 3aluTara
Bu cpeury COVID-19.

2. KakBo TpsioBa na 3Haete, npeau Aa Bu 6bae nocraBena Spikevax

BakcuHarta He TpsiGBa 1a ce MpUJiara, ako cTe aJiepru4HM KbM aKTHBHOTO BEIIECTBO WM KbM
HSIKOS OT OCTaHAINTE ChCTABKH HA TOBA JICKAPCTBO (M30pPOCHM B TOUKA 6).
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IpenynpesxneHus 1 NpeINa3HA MEPKH
T'oBopere ¢ Bammst nekap, hapmareBT Wik MeMIMHCKA cecTpa, npeau 1a Bu Obae mocraBeHa
Spikevax, ako:

- Ipeau CTe UMaJi TEXKKa, )KUBOTO-3aCTpallaBalia aJlepru4Ha peakiys ciie]] MH)KEKTUPaHe Ha
HSKaKBa J[pyra BakCHHA WK ako Bu e mocraBsHa Spikevax B MUHANOTO.

- uMaTe MHOro ciaba MM KOMIIpoMeTupana (0TciabeHa) UMyHHa CHCTEMa

- HSIKOTa CTE MPUIIAJIaIH ClIe] MHXKEKIUS C Uria

- WMaTe HapylIeHHEe Ha KPbBOCHCUPBAHETO

- MMaTe BHCOKa TeMIIEpaTypa WK TeXKa HHPEKIHS;, HO MOXeE Jia c€ BAKCHHHpATe, aKO UMaTe JIEKO
TIOBHIIIEHA TEMIIEpaTypa WIIH HH(EKIHS Ha TOPHUTE TUXaTeTHA IHTHIIA, 1T0100HA Ha TPOCTY/Ia.

- WMaTe HAKaKBO CEPHO3HO 3a00IABaHe

- HM3OUTBATE TPEBOXKHOCT, CBHP3aHa C IOCTABSIHE HA UHKEKIIHH.

ChlriecTBYBa TOBUIICH PUCK OT MHOKAPAUT (BB3MAJICHUE HA ChPACYHMS MYCKYJ1) U TICPUKAPIAUT
(BB3naJIeHUE HA BHHINHATA OOBMBKA Ha CHPIIETO ChOOIICHUCIIE] BaKCUHAIIMS ChC Spikevax (Bxk. TOUKa
4)..

Te3u 3ab0nsBaHMs MOTaT Ja C€ pa3BUAT A0 HAKOJIKO JHU CJICA BAKCHHAIUATA U IPCAUMHO B PAMKHUTC
Ha 14 nau. Te ca Ha6J'IIOI[aBaHI/I IMMO-4eCTO CJIe BTOpAaTa 103a U IMO-YCCTO IPH FOHOIIH U TTO-MJIan
MBKE.

Cren BakcHHANMS TPsOBa Aa ObAeTEe OAUTEITHN 32 MPU3HAIIA HA MHOKAPIUT U TIEPUKAPINT, HATIPUMEP
3a7yX, ChplieOMeHe UK OONKa B I'bPUTE, U TPAOBA He3a0ABHO J1a TIOTHPCUTE JICKAPCKa MOMOII, aKO
TE€ HACTBIIAT.

AKO HAKOE OT H30pOEHUTE TIO-TOpe ce OTHACs 3a Bac (Wi He cTe CUTYpHH), TOBOpeTe ¢ Bammms jrekap,
(hapmareBT WM MEIUIIMHCKA cecTpa, peau na Bu Obje nmocraBena Spikevax.

O6ocTpsiHe HA CHHAPOM HA HapyllleHa KanusipHa nmponyckausoct (CLS)

CpoO11eHH ca HIKOJIKO cIy4asi Ha 000CTpsiHE Ha CHHAPOM Ha HapylleHa KalnIspHa IPOITyCKINBOCT
(mpuuMHSBALI U3THYAHE HA TEYHOCT OT MAJIKUTE KPHbBOHOCHHU CHAOBE (KalMIISIPH ), KOETO BOJAU JI0
OBp30 MOJyBaHe HA PHLETE M KpaKkaTa, BHE3AITHO MOBHUIIABAHE HA TETJIOTO M yCEIlaHe 3a
npuMalsBaHe, HUICKO KPbBHO HaJSTaHe) ciie]l BAaKCHHAIMS ¢be Spikevax. AKO B MUHAJIOTO CTE€ UMalIH
enmzoau Ha CLS, roBopete c nekap, npeau na Bu 6bae noctaBena Spikevax.

IpoabKMTETHOCT HA 3aIUTATA
KakTo npu Bcsika BakcHHa, MbpBUYHATA 2-1030Ba BAKCHHAIMOHHA cXeMa Mpu Spikevax Moxke aa He
3aIUTH HAIIBJIHO BCUYKHU, KOUTO S MOJy4aBaT, U HE € U3BECTHO KOJIKO JBJITO IIe ObACTE 3alllUTCHU.

Jena
Spikevax He ce mpenopbyBa MpH Jela Mo 6-roIUIIHa Bh3pacT.

Jpyru nexapcerBa u Spikevax

Tps6Ba na kaxxere Ha Baius nexap wid GpapMarieBT, ako mpueMare, HACKOPO CTe MPHEMANTH HITH €

BB3MOXKHO J1a 3aMOYHETE J1a TIPUEMaTe JPYTH JieKkapcTa. Spikevax Mojke Jia MOBJIMsAE HA HAYMHA HA
JICHCTBUE HA JIPYTH JICKAPCTBA, KAKTO U JIPYTH JICKAPCTBA MOTAT Ja OKaXKaT BIMSHUE HA HAYMHA, 110
KOHTO aeticTBa Spikevax.

HmyHOKOMIIpOMETHPAHY JIHLA

AKO CTe IMYHOKOMIIPOMETHPAHU, MOXKeE JIa TIoIy4duTe Tpeta no3a Spikevax. EdukacHocTTa Ha
Spikevax, qopu ciiefl TpeTa 1033, MOXKE J1a € MO-HICKa P KMYyHOKOMITPOMETHPAaHH juiia. B TakuBa
ciydau O TpOBAIO Jia MPOIBIKHTE JIa cria3BaTe (PU3NUECKHU MPEINa3Hi MEPKH, 3a J1a CIOMOTHETE 3a
npenotepatsaBaneTo Ha COVID-19. OcBen ToBa Oym3kuTe Bu KOHTaKTHH JuTia TpssOBa ma ObaaT
CHOTBETHO BakCHUHHUpaHu. OOCHIETE MOAXOAAIINTE HHANBUAYATHU IPEIOPBKU ¢ Bammst mekap.
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BbpeMeHHOCT U KbpPMeHe

AKo cTe OpeMeHHa MM CMSITaTe, 4e MOXKe Jja CTe OpeMeHHa, oCchBeTBaiTe ce ¢ Bamus nekap,
MEIUIMHCKA cecTpa wiH (hapManeBT npean aa Bu ce mocraBu Ta3u BakcuHa. Spikevax Moxe na ce
npuiiara no BpeMe Ha 6peMeHHocT. ['onemMust o6eM oT nHpopManus, MoJyyeHa OT HaOMIOACHUETO Ha
OpeMeHHH XEeHH, BAKCHHUPAHH cbc Spikevax 1o BpeMe Ha BTOPHS U TPETHS TPUMECTBP, HE MOKa3Ba
BAaKCHHALMATA A3 UMa HeOIaronpusaTHU e(PeKTH BbpXy OpeMEHHOCTTa WM HOBOPOJEHOTO. Makap ue
UHQOPMAIHITA OTHOCHO e(peKTUTE BhpXY OPEeMEHHOCTTA MM HOBOPOJIEHOTO CIIe/l BAKCUHALIUS 110
BpeMe Ha IbPBUSI TPUMECTBP € OrpaHuueHa, He ca HaOI0AaBa MPOMsIHA 10 OTHOIIEHKE Ha PUCKA OT
CITIOHTAHEH a0opT.

Spikevax mMoke ia ce mpuiiara B Ieproja Ha KbpMEHeE.

IModupane u padora ¢ MAIIUHU

He mogupatiite u He paboTeTe ¢ MaIllMHU, aKO HE CE UyBCTBATE JOOPE Clie]l BAKCHHAIIHSTA.
W3uakaiite, mokaTo BCSKakBH e(heKTH OT BAKCHHATA OTIIYMSIT, IPEH Ja modupaTe Uik paboTute ¢
MaIIHHU.

Spikevax cbabp:xa HaTpHii
Spikevax cpapprka mo-manko ot 1 mmol (23 mg) HaTpuii Ha 103a , T.. MOXKE Ja ce Kake, 4e Ha
IIPaKTUKA ,,HE ChABPKA HATPUL ™.

3. Kak ce npuiara Spikevax

Jluya na evspacm 12 u nogeue 200unu
Spikevax me Bu 0b1€ mocTaBeHa nos oopMarta Ha ABe HHKeKIuu 1o 0,5 ml Beska.

Heya na év3pacm om 6 0o 11 eo0unu
Spikevax me Bu Obae mocraBena moz popmara Ha qBe nHkeknuu 1o 0,25 ml Beska.

HpenoquBa CC BTOpaTa A03a OT ChIllaTa BaKCHUHA a CC MPUIOKHU 28 AHU CJICO ITbpBaTa 1034, 3a a CC
3aBbpIIU KYPCHT Ha BAKCUHALIUA.

AKO NponycHeTe NJIAHUPAHO MoceleHne 3a 2P*™ no3a 0T MbPBUYHATA BAKCHHALIMOHHA CXeMa

cbe Spikevax

- AKo mpoIycHeTe INTaHUPAHO MOCEIIEHUE, HacpodeTe Apyra BU3UTa NpH Bamms sekap,
(apmareBT WIM MEAUIIUHCKA CECTPa B3MOXKHO Hal-CKOPO.

- AKO IpomycHeTe IUIaHHpaHa WHXKEKIMS, MOXKE J1a HE CT€ HAITBJIHO 3aIUTEHH Cpely
COVID-19.

Bycrep no3a (0,25 ml) Spikevax Moxke fa ce mpuiIoxu Hal-Maliko 6 Mecela clie]] Bropara J103a Ha
JUIIa Ha BB3pacT 18 u moBeye roavuHU.

AKO cTe IMYHOKOMIIpOMETHpaHH, Tpeta go3a Spikevax (0,5 ml, 100 mukporpama 3a Jiuia Ha Bb3pacT
12 u moBeue rogunwm; 0,25 ml, 50 Mukporpama 3a jena Ha Bb3pacT oT 6 10 11 roguan) Moxe n1a

MNOJIy4YuTe Haii-Malko 1 Mecen cJIe BTopaTta a03a.

Bammsr nekap, GpapmManeBT WiM MEIUIIMHCKA CECTPa 1€ HHXEKTUPAT BAKCHHATA B MYCKYJ
(MHTpaMyCKyJIHa HH)KEKLMS) B TOpHATa 4acT Ha pbKata Bu.

Cuaen Besika MHKEKIIUS Ha BaKCHHATa Bamwmar jiekap, papManeBT uiir MeIMIIMHCKA cecTpa e Bu
HaOMro1aBat 3a Hali-Mainko 15 MHHYTH 32 IpU3HALM HA aJleprHyHa peakuusl.

AXO nMaTe HIKaKBU OOII'BJIHUTCIIHU BBIIPOCH, CBBP3aHU C yHOTpe6aTa Ha Ta3u BaKCHUHA, IonuTanTe
Bamus JICKap, (l)apMa]_[eBT WM MEAUIIMHCKA CECTpa.
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4. Bb3MoKHEN HeKeTaHU PeaKIun

Kakrto Bcmuku JICKapCTBa, Ta3W BAKCHHA MOKEC Ja NPCAN3BUKA HCXKCIIAHU PCAKIINHN, BBIIPEKU Y€ HE
BCCKMU I'M I1OJTyYaBa.

IToThpcere cHeMIHA MEIUIIMHCKA TIOMOIII, aKO MOJYYUTE HAKOH OT CICIHUTE MPU3HAIM K CHMITOMHU
Ha aJIcpTUYHA PEAKIIUS:

- ycelllaHe Ha MPUJIOIIaBaHe WiIH 3aMastHOCT;

- MPOMEHHU B ChPACYHUS PUTHM;

- 3a1yXx;

- XPHIIOBE;

- TMOJyBaHE HA YCTHHUTE, JIUIETO UK I'bPIIOTO;

- YpTHKapHs WIH 00pUB;

- TaJICHE WIU NOBPbBINAHE;

- cToMaIlHa 0oJKa.

FOBOpeTe ¢ Bammus JICKap, aKO MOJYUYUTC HAKAKBU JPYTrU HEXKCIIaAHU PCAKIUHU.. Te morar Jla BKJIFOYBAarT:

MHoro yecTu (MOXe 11a 3acerHat nosede ot 1 Ha 10 mymm):
- moayBaHe/00JIE3HEHOCT B 00J1aCTTa HA MTOJAMUIITHUALIATA
- raBobomue
- rajieHe
- TIOBpBIIaHEe
- MycCKyJiHa 00JiKa, OOJIKH B CTABUTE M CKOBAHOCT
- OoIka WM TIOTyBaHE Ha MCTOTO Ha HHKEKTHPAHE
- 3auepBsBaHE Ha MSACTOTO HA MHXKEKTHPaHE (KOETO IMOHIKOTa MOXE JIa CE MOSIBH MPUOIHU3IUTEITHO

9 no 11 nHM cnex HHKEKTHPAHETO)
- ycelllaHe Ha CWJIHA yMOpa
- BTpHUCaHe
- TOBHIIIEHA TEMIIepaTypa

Yectu (Moxe aa 3acerrar o 1 Ha 10 mymm):
- auapus
- o0pus,
- 0oOpHB MM YPTUKAPHUSI Ha MACTOTO Ha MHXKEKTUPAHE (HIKOM OT KOUTO MOXKE J1a CE MOSBAT
puOIIM3UTEHO 9 710 11 MTHU clle; MHKEKTUPAHETO)

Heuectu (Moxe na 3acerHat no 1 va 100 gymm):
- ChpOEX HA MACTOTO HA MHIKEKTUPAHE
- 3aMasgHOCT
- Oonka B Kopema

Penxm (Moxe na 3acernar o 1 Ha 1000 mymn)
- BpPEMEHHO YBHCBaHE Ha e/IHAaTa CTpaHa Ha nuIeTo (mapanusa Ha bem)
- TomayBaHe Ha JUIETO (IOIyBaHe Ha JIMIIETO MOJKE Jia CE MOSBH ITPH MAIMCHTH, KOUTO ca NMAaJTH
KO3METHYHU WHXEKIIUH B JTUIETO. )
- HaMalleHO yCell[aHe 3a JIOTHP U CETUBHOCT
- HeoOHMYalHO yCellaHe [0 KoXKaTa, KaTo U3TPhIIBAHE WIM MPaByYKaHe (ITapecTe3us)

Muoro peaku (morat aa 3acerHar g0 1 #a 10 000 gymm):
- Bwb3nancHue Ha ChpICUHUS MYCKYN (MHOKApMT) WK Bh3MAJICHUE HAa BHHIITHATA OOBUBKA HA
CchpreTo (epruKapIuT), KOSTO MOXKE Ja TOBEAC 10 3aayX, ChpIieOreHe WiTH 00IKa B T'bPIUTE.

C Hen3BeCTHA 4eCTOTA
- TEXKH aJIepTUIHH PEaKIMK ChC 3aTPYIHEHO nuIaHe (aHa(rtakcus)
- p€aKkuusd Ha UMYHHaTa CUCTEMA — IMMOBUILICHA YYBCTBUTCIHOCT UJIM HCIIOHOCUMOCT
(CBpBXYYBCTBHTEITHOCT)
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- KOXKHa peakuus, moj GopMaTa Ha YepBEHH METHA MK OOPUB MO KOKaTa, KOUTO MOXe Aa
U3IJIeXKIa KaTo ,,MUIIeHA  WIH ,,0MBOJICKO OKO* ¢ TBMHO Y€PBEH LIEHTHP, OKOJIO KOWTO MMa I10-
CBETIIM YepBEHH KPBroBe (epuremMa MynTudopme).

Cpo0aBaHe HA HeKeJIAHU peaKIuu

AKO HOJIy‘II/ITe HAKAKBH HCXKCIIaHU peaKum/I, YBeI[OMeTe BaIHI/IH neKap, q)apMaHCBT NN MCIUITUHCKA
cectpa.ToBa BKIIIOUBAa BCUUKH BH3MOXKHH HEOIMCAHU B Ta3W JIMCTOBKA HEXKENIAHU peakiuu. MoxeTte
CBINO Ja ChOOINTE HEXKEIIAH! PEaKITny JUPEKTHO Upe3 HAIlMOHATHATAa CHCTEMa 3a ChOOIIaBaHe,
nmocoueHa B [Ipunokenne V. Kato cro01aBaTe HeXxXeIaHU PEaKITNU, MOXETE J1a JaJeTe CBOS IPUHOC
3a MoJTy4aBaHe Ha MoBeue MHPOpMAIUsS OTHOCHO 0€30MaCHOCTTA HA Ta3W BaKCHHA.

5. Kak na cexpansiBate Spikevax
Ja ce cpxpaHsiBa Ha MsCTO, HEIOCTBITHO 32 JeLa.

He u3non3Baiite Ta3u BaKCHHA CJIe]] CPOKa HA TOAHOCT, OTOEIsI3aH BEPXY €TUKeTa ciel ,,[ ojeH no™.
CpOKBT Ha TOTHOCT OTTOBaps Ha MOCICTHUS JCH OT TOCOUYCHHS MECETl.

Wndopmanusra 3a cbxpaHeHue, CpOK Ha TOTHOCT U ynoTpeba u paboTta e onucaHa B paszena,
NpeAHa3HauYeH 3a MEAWIUHCKY CIEHUATUCTU B Kpasi Ha JINCTOBKATA.

He H3XB’I)pJI$II>'ITe JICKapCTBaTa B KaHAJIM3aluATa WU B KOHTeﬁHepa 3a JOMAalIHH OTIIaAbIH.
Ilonuraiite Bamus (I)apMaI_ICBT KaK [1a U3XBBPJIATC JICKAPCTBATA, KOUTO BCYUC HC U3IIOJI3BATC. Tes3n
MEPKH III€ CIIOMOT'HAT 3a OITa3BaHC Ha OKOJIHATa Cpeaa

6. ChabpxaHue HA ONIAKOBKATA U JOI'bJIHUTEIHA HHPOpMaLUsi

Kakso cpabp:xa Spikevax

- ToBa e MHOT0O1030B (hi1aKOH, KoiTO chabpika 10 mo3u o 0,5 ml Besika wim makcumym 20 1031 IO
0,25 ml Bcska.

- Enna noza (0,5 ml) ceabpxa 100 mukporpama napopmanuonna PHK (uPHK) (Bnoxkena B
JUMUIHA HaHodacTHI SM-102)

- Emna noza (0,25 ml) ceappixa 50 mukporpama napopmarmonna PHK (nPHK) (Bioxena B
TUnUAHA HaHodacTuim SM-102)

- EnnoBepmxHa 5’-kenupana napopmanuonHa PHK (uPHK), npousBenena ¢ usmnon3BaneTo Ha
Oe3kJeThYHA in Vitro(MH BUTPO)TpaHCKpHUNIHA OT choTBeTHUTE JIHK-MaTpumm, koaupamu
BupycHHs mumoB (S) mporenn Ha SARS-CoV-2.

- Jlpyrute chctaBku ca nunuiaeH SM-102 (xenragaekan-9-un 8- {(2-xuapokcueTi)| 6-0kco-6-
(YHIEUHMIIOKCH )XEKCHII |aMIHO } OKTaHOAT), XoJecTepot, 1,2-mucTeaponi-sn-Tiauko-3-(ochoxomuH
(DSPC), 1,2-auMUpHCTOMI-rac-TIUIEPO-3-MeToKcuonue TiieHTnkoa-2000 (PEG2000 DMG),
TPOMETaMOJ, TPOMETAMOJ XHIPOXJIOPHU/, OLIETHA KUCENHA, HATPUEB alleTaT TPUXHUIpar,
3axapo3a, BOJIa 32 MH)KEKLIUH.

Kak H3rJjiexaa Spikevax 1N KaKBO CbAbpPiKa OIlaKOBKaTa
Spikevax e Osa J0 IIOYTH Osa AUCTICpCUs, JOCTaBsIHA B CTHKJICH (1)J'13.KOH C Kay4yKOBa 3aIryniajika u
AITyYMHUHHUCBA oOKaTKa.

Bun omakoBka: 10 MHOT0/1030BH (hj1aKoHA

Ilpurtexaren Ha pa3penieHUETO 32 ynoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle del Principe de Vergara 132 PIt 12
Madrid 28002

Hcnanus
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IIpouszBogure:

Rovi Pharma Industrial Services, S.A.

Paseo de Europa, 50

28703. San Sebastian de los Reyes

Madrid
Hcnanus

Recipharm Monts
18 Rue de Montbazon
Monts, ®paunnus 37260

Moderna Biotech Spain S.L.
Calle del Principe de Vergara 132 PIt 12

Madrid 28002
Ucnanns

3a JOIIBJIHUTCIIHA I/IH(I)OpMaLII/IH OTHOCHO TOBa JICKapCTBO, MOJId, CBBPKETEC CC C JIOKATTHUSA

NpeICTaBUTEN Ha MPUTEXKATENS Ha pa3pelIeHueTo 3a YIoTpeoa.

Belgié/Belgique/Belgien

Tél/Tel: 0800 81 460

Boarapus
Teu: 00800 115 4477

Ceska republika
Tel: 800 050 719

Danmark
TIf: 80 81 06 53

Deutschland
Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

EArada
Tni: 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

34

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

Romaénia
Tel: 0800 400 625

Slovenija
Tel: 080 083082

Slovenska republika
Tel: 0800 191 647

Suomi/Finland



Tel: 800 928 007 Puh/Tel: 0800 774198

Kvnpog Sverige

Tni: 80091080 Tel: 020 10 92 13

Latvija United Kingdom (Northern Ireland)
Tel: 80 005 898 Tel: 0800 085 7562

JaTa Ha mocaeaHo nmpepasriexaade Ha guctoBkata {DDmonthYYYY}.

Ta3u BakcuHa € pa3pelieHa 3a ynorpeda 1o 1. Hap. cxema ,,pa3pemanane noj yciaosue . Tosa
03Ha4aBa, 4e 3a Ta3U BAKCHHA CE€ OYAaKBaT JOIbIHUTEIIHU JaHHHU.

EBpOHCﬁCKaTa arcHuu: I10 JICKapCTBaTa 1€ U3BbPIIBA MIPCTIJIC Ha HOBATa I/IH(l)OpMaLIPISI 3a BaKCHHATa
IMOHE€ BEAHBX 'OAWIIHO U Ta3HW JIMCTOBKA CHbOTBETHO III€ CC aKTyaJIU3upa.

CKaHI/IpaI‘/'ITC Koza C MOOHUIHO YCTpOﬁCTBO, 3a Jia NOJIyYHUTEC JIMCTOBKATAa HA Pa3/InMYHU €3UIU.

(=] e =]

L

[=]

Wnu nmocerere URL https://www.ModernaCovid19Global.com

ITonpo6Ha wHGOpMAITHS 32 Ta3W BAaKCHHA € TIPe0CTaBeHa Ha yeOcaiita Ha EBpomeiickaTa areHIus mo
JeKapcTBaTa: http:/www.ema.europa.eu.

Ta3u mucToBKa e Hanm4yHa Ha Bcuuku e3nny Ha EC/EUII Ha yebcaiita Ha EBponeiickara areHnus o
JIeKapcTBaTa.

IMocouyenara mo-a0J1y I/IH(l)OpMallPlﬂ € MpeaHasHayeHa camMo 3a MEAUIIUHCKHU CIICHMUATUCTH:

IIpocnenumoct
3a 1a ce mogo0pH MPOCIETUMOCTTa Ha OMONIOTMYHUTE MEAUIIMHCKY TPOAYKTH, UMETO U ApTUAHUAT

HOMEp Ha MpUJIAraHus IPOAYKT TPsAOBa J1a OBAAT SCHO 3aIMCaHMU.
Spikevax TpsiOBa ma ce mpwtara ot 00y4YeH METUITMHCKH CIICIIHAIHCT.
BakcuHarta e rotoBa 3a ynotpebda ciiesi pa3mMpassiBaHe.

Ja He ce pa3kJiama Win pazMpassisa.

dnakonuTe che Spikevax ca MHOrom030BH. OT BCEKH MHOTOZI030B (DIIAaKOH MOTAT Jla Ce U3TErIIAT
necet (10) mo3u (mo 0,5 ml Bcska) mmm makcumyMm nBaneceT (20) mos3w (o 0,25 ml Besika).

[IpenopbunTeNHO € 1a MPOOOXKIATE 3aMyIaaKaTa Ha Pa3IiuHO MSCTO BCeKU MbT. He myHKTHpaliTe
(hmaxona nosede oT 20 MHTH.

BBB Bceku (hriakoH € BKIIOYCHO JOMBIHUTEIHO KOJIMYECTBO, 3a J]a CE TapaHTHpa, Y€ MOrar aa ObaaT
nmoctaBeHu 10 mo3m 1o 0,5 ml umu makcumyM 20 go3u mo 0,25 ml.
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C pa3mMpaseHu GakoHU U IBJIHHU CIIPUHLIOBKU MOJKE J1a c€ paOOTH NPHU YCJIOBHS Ha CTaiHO
OCBETJICHHE.

Ipu mepBuuHata cepust Spikevax TpsOBa fa ce npuiara karo ase qo3u 1o 0,5 ml Besika
(100 mukporpama BcsiKa) 3a JIMIa Ha Bb3pacT 12 u mosede roguau. Spikevax TpsOBa ma ce mpuiiara
karo nBse ao3u 1o 0,25 ml Besika (50 Mukporpama Besika) 3a Jielia Ha Bb3pact ot 6 10 11 roaunu.

IIpenopbunTeHO € BTOpaTa /103a Jia ce MPUJIoXKH 28 AHU Clie/l bpBaTa /103a.

Ha nmuua Ha Bp3pact 12 u noseue rogunu (0,5 ml, 100 Mukporpama) u nemna Ha Bb3pacT OT 6 110
11 roguan (0,25 ml, 50 Mukporpama), KOUTO ca TEIKKO HIMYHOKOMITPOMETHPAHH, MOKE J1a Ce
MPUIIOKH TPeTa J103a Hail-maiko 1 mecelr ciej BToparta 103a.

Bycrep noza (0,25 ml, 50 mukporpama) Spikevax moxe 1a ce IpUIOKHM HalH-MalIKo 3 Mecema ey
IbPBUYHA CEpUsl Ha JIMIIa Ha Bh3pacT 18 1 moBeye ToJMHU.

KakTo mpu BCHUKH WHXEKIIMOHHU BAKCWHHU, BUHATH TPSOBA J1a IMa TOTOBHOCT 33 MOJXOIAIIIO
MEIUIIMHCKO JIeYeHHEe U HAOII0IeH e B CiTyyail Ha aHa()UIAKTUIHA PEAKIHs ClIe]T IPHIaraHe Ha
Spikevax.

Jlumara Tpsi6Ba na ObaaT HAOMOJaBAaHHU OT METUIIMHCKY CIIEIUATMCT Hall-Mallko 15 MUHYTH ciief
BaKCHHAIIUATA.

Hsima nanHu 3a olieHKa Ha IPUIOXKEHHETO Ha Spikevax eZHOBPEMEHHO ¢ Ipyru BakCHHU. Spikevax He

TpsiOBa Ja ce cMecBa ¢ APYTH BaKCHHU WJIHM JIEKAPCTBEHU MPOAYKTH B ChIaTa CHPHUHIIOBKA.

Spikevax Tps0Ba na ce mpuiiara UHTPaMycKyJIHO. 3a IPEANIOYUTaHE € ASATOBUIHUIT MYCKyJl Ha
ropHaTa 4acT Ha pbKaTa. He npunaraiite Ta3u BakCHHA HHTPABEHO3HO WIIU ITOAKOXKHO.

NHdpopmanusi 0THOCHO CbXpaHeHHe U padoTa

CbxpaHeHue BbB ppusep

Il,a Ce CbXpPaHABA 3aMpa3eHa
npu TeMmneparypa ot
-25°C po -15°C.
[la He ce CbxpaHaga nog -50°C. -

[la ce Cb¥paHABa B OPUIMHANHATA OMaKoBKa,
33 fia e npennazu ot CBETNWHA.

Mpeau ynotpe6a Bcekn GpnakoH ga ce pasmpasfsa

WsobpamxetnaTta Ha ¢nakoHW ca CaMo © MNKCTPaTWBHa Len

—l 1 yac npu cTaiiHa Temneparypa I=

2 yaca v 30 MUHYTH B XNaguiHuK

oT 2° fo 8°C |({~(‘ Wiy .
(B pamKnTE Ha il W L
30-fHeBHNA CPOK S L
Ha FrogHOCT NpK
Temnepatypa oT 15° go 25°C
ot 2°C go 8°C)

Ocrapere ¢gnaKoHa Ha cTaliHa TeMNePaTypa 3a 15 MUHYTH,
Npeau fa ro NpUACKATE
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YKazaHna cnepg pasMpassBaHe

—{ Cnep 3TernsAHe Ha NbpBaTa fo3a ]—
T

HenyHkTupaH ¢nakoH [

Makawmanuo Bpeme

XnagunHuK wan craiua

Xmaguauuk

oT2* po B

Temneparypa

(DnakoHsT TpAGEa ga ce ChXpaHABa
Ha TeMnepaTypa Mexgy 2°n 25°C.
[laTata u YACET Ha UIXBBPNAHE O3 8
3ANWLLAET Ha ETUKETA Ha dnaKoHa.

Ha ce cHXPAHABA HA CTYHEHO
A0 CTAlHA TEMNepaTypa

W3xEbpnete nyHkTMpaHnA dnaked cnep, 19 yaca

Warernaiite BcAKa A032a BaKCUHA OT hNiakoHa € MOMOLLTa Ha HOBa CTEPWIHA UITa W CNPWHLOBKE 3a BCAKA MHXeKLWA,
3a fla NPeAoTE paTkTe NPeAABAHETO Ha MHGEKLIMOIHMW areHTH OT eAHO NIMLIE Ha ApYTO.
Dozara B cnpuHUoBKaTa TpabBa aa ce nsnonsea HezabasHo.

Cniep KaTo GNAKOHBT ce NYHKTMPa 3a U3TernsHe Ha MbpBaTa 033, BAKCWHaTa TpAGEa
jAa ce nanonzea HezabaBHO 1 fa ce N3XBLPAK cnieg 19 yaca.

BcAka Hen3anon3saHa BakcuHa MW oTNagbueH Matepuan TpAGBa Aa ce M3XBbpNA B ChOTBETCTBUE C MECTHUTE M3NCKBAHMS.

[ HUKOTA ne 3ampa3aBaiiTe NOBTOPHO pasmMpa3eHaTa BaKcUHa ]

MpunaraHe

3aBbpTaiiTe neko GpnakoHa cnen pazMpasfAsaHe W Mpeau BCAKO U3TernaHe
BakcwvHaTa e rotoBa 3a NpunOXKeHWe cnef pa3mpasfABaHe. He pasknawaiiTe 1 He paspexpaiite

( ¥

Mpegn nHKeKTUpaHe NpoBepABaiiTe BCAKA 4033, 3a Ja:

MOTBbPAWTE, Ue TeUHOCTTa e GAna go noutn
6ANa, KaKTo BbB HNakoHa, Taka U B CNIPVHLOBKaTa

‘ ce yBepuTe B 06ema Ha CNpUHLIOBKaTa

BakcuHaTa MoXe [1a Cbabpxa
6enu U1 NoNyNPo3pauHn YacTHUW,
CEBP3aHu C NPOAYKTa.

AKO [03aTa e HeTOUHa UNK MMa
NPOMAHa B LIBETa W APYTW BUAMMMW YacTLM,
He npunaraiite BakcMHaTa.
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