NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



' To3u nexapcTBeH NPOAYKT MOJICKH Ha JOMBIIHUTEIIHO HAOM0eHre. ToBa 11e mo3Boau OBp30TO
YCTaHOBSIBaHE Ha HOBa MH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKHUTE CIICIIHATTUCTH Ce
M3KCKBA J]a ChOOIIABAT BCSIKA MTOA03MpPaHa HeKeJlaHa peaknys. 3a HaunHa Ha ChOoOIaBaHe Ha
HE)KEJIaHU PEaKIuK BIKTE Touka 4.8.

1. HUME HA JTEKAPCTBEHMUS ITPOAYKT

Bakcuna cpenry COVID-19 (nnaktuBupaHa, ¢ aatoBanT) Valneva nHKeKIMOHHA CYCIICH3US

Bakcuna cpeury COVID-19 (unakTuBHpaHa, ¢ aAl0BaHT, aAcopOupaHa)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT01030B (J1aKOH, KOHTO chabpxa 10 mo3u mo 0,5 ml.

Enna nosa (0,5 ml) ceaspxa 33 aHTUTCHHU €AMHHUIIA HHAKTHBUPAH BHPYC SARS-CoV-2123,

T1lam Wuhan hCoV-19/Italy/INMI1-isl/2020
[IpousBencH BbB VEr0 KIeTKH (KJIETKU OT aQpUKaHCKa 3eJIcHa MaiiMyHa)
$Ancop6upan BbpXy almyMuHHEB xuapokcus (o6mmo 0,5 mg Al**), ¢ amrosant o6mmo 1 mg

CpG 1018 (1muro3un dochoryaHuH).
[COVID-19 vaccine (inactivated, adjuvanted, adsorbed)]

3a IBJIHUA CHUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TO4YKa 6.1,

3. JIEKAPCTBEHA ®OPMA
WmxekmonHa cycrneH3ust (MHKEKIHs)

Bsia no mouru 6sma cycnensus (pH 7,5 + 0,5)

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHM MOKA3AHMSA

Bakcuna cpenry COVID-19 (unaktuBupana, ¢ agroant) Valneva e mokasana 3a akTHBHA HMYHH3AIHS
c uen npesenuus Ha COVID-19, npuunneno ot Bupyca SARS-CoV-2, npu nuna Ha Bb3pacT oT 18
10 50 roguHu.

VYrnorpebara Ha Ta3u BaKCHHA TPsIOBA Ja € B CHOTBETCTBHE C OQUIMATHUTE MPETOPHKH.

4.2 Jlo3upoBKa M HAYMH HA MPHJIOKEHHE

AOBI/I[ZOBKa

Jluya na évzpacm om 18 0o 50 2oounu

Bakcuna cpenry COVID-19 (unaktusmpana, ¢ agroant) Valneva ce npuiara HHTpaMycCKyIHO KaTo
Kypc ot 2 mo3u 1o 0,5 ml Bcsika. BropaTa mo3a TpsOBa a ce IpriIoku 28 THU CIIe]T TbpBaTa

no3a (Bx. Touku 4.4 u 5.1).

Jluniceat nanHM 3a B3auMo3aMeHsieMocTTa Ha Bakcuna cperry COVID-19 (uHakTuBUpaHa, C
amroBanT) Valneva ¢ apyru Bakcuau cperry COVID-19 3a 3apbpiuBaHe Ha Kypca Ha BaKCHHAITHSL.
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Jluiia, KOUTO ca MOJIy4r/Id TbpBata f03a oT Bakcuna cperry COVID-19 (unHakTHBHpaHa, ¢
amroBanT) Valneva, Tps6sa ma momydar Bropara ao3a ot Bakcunara cpenry COVID-
19 (unakTHBHpaHa, ¢ agroBaHT) Valneva, 3a 1a 3apbpiiaT Kypca Ha BaKCHHALUSL.

Tleduampuuna nonynayus

BesomacHoctTa 1 iMyHOreHHOcTTa Ha Bakcuna cpemry COVID-19 (nnakTuBUpaHa, ¢
amroBaHT) Valneva mnpwu Jiera v 1oHOIIM Ha Bb3pact noJ 18 roanHu Bee OIlie He ca yCTaHOBEHH.
JIuncBar maHHM.

Tonynayus 6 cmapuecka 6v3pacm

besonacnoctra n umyHoreHHoctra Ha Bakcuna cpemry COVID-19 Valneva npu sinna Ha Bb3pact
> 65 roxuHHU Bee oIe He ca ycTaHOBeHH. [loHacTosmeM MMa MHOTO MaJKO JaHHH 3a JIMLATa Ha
BB3pact Hag 50 roauHu. Bukre chino Touka 4.8.

HauuH Ha npuiioxeHue

Bakcuna cpenry COVID-19 (nnaktuBupaHa, ¢ aatoBant) Valneva tpsoBa ia ce npuiara
MHTPAaMYCKYJIHO. [IpearmounTaHoTo MACTO € JeNTOBHIHUAT MYCKYJI Ha TOpHATa 4acT Ha pbKaTa (3a
IpeANOYNTaHe HAa HEIOMUHMPAIIATa PBbKa).

He PIH)KCKTHpaﬁTC BaKCHMHAaTa MHTPABACKYJIApHO, IIOJKOXXHO WJIW UHTPAACPMAIHO.

Bakcunara He TpsOBa Jja ce cMecBa B €/1Ha U ChIIa COPUHIIOBKA C APYTH BaKCUHH WK JIEKAPCTBEHH
MPOAYKTH.

3a nmpeanasHuTe MEPKH, KOUTO TPsIOBA Jla OBbJAT B3€TH NMPEAH MPHIOKEHUE HAa BAKCHHATA, BUKTE
Touka 4.4.

3a yKa3aHHs OTHOCHO pa0oTaTa ¢ BaKCHHATA U U3XBBPIISIHETO M BUKTE TOuKa 6.6.
4.3 IIporuBOMOKA3aHUS

CBpPBXYIYBCTBUTEIIHOCT KbM aKTUBHOTO BEIIIECTBO WJIM KbM HIKOE OT TOMOIITHUTE BEIIECTBA,
n30poeHu B Touka 6.1, unu octarsuyam Bemiectsa (1.e. JJHK ot nqpoxnn, aHTUTEHN OT APOKIN U
MaHo3wiupaH rHA) oT npou3BoICTBEHHUS MPOIIEC HA PeKOMOMHAHTHUS YoBewKH anoymuH (rHA).

4.4 CpoeuuajHu npeaynpe:kIeHUs! U NpedNa3Hu MepPKH IPH ynoTpeda

IIpocnennmoct
3a fa ce mooOpu MPOCIETUMOCTTa Ha OHOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHTHUAT

HOMCP Ha MPUIIOKCHUA ITPOAYKT Tp$16Ba SICHO Ja C€ 3aIlrMcCBar.

CBpPBXYYBCTBUTEIHOCT U aHA(QHUIAKCUS

[Ipu Bakcunute cpeury COVID-19 ce chobmaBa 3a ciiyyan Ha aHadunakcus. Bunaru TpsOBa na uma
Ha Pa3oI0KEHNE MTOIXO/SII0 MEIUIIMHCKO JIeYeHHE W HAOII0IeHHE B CiTydail Ha aHaQMIaKTHIHA
peaKIys clies MPUI0KEHUETO Ha BAKCHHATA.

[IpenopbuBa ce BHUMATETHO HAOIIOJCHNE B IPOABIDKCHUE HA HalH-MaJKo 15 MUHYTH cien
BakcuHanuATa. He Tpa6Ba na ce mpuiara BTopa J03a OT BAKCHHATa Ha JINIA, KOUTO Ca MOy YN
aHaduakcusa KbM ITbpBaTa A03a oT Bakcuna cpeury COVID-19 (unaktuBupaHna, ¢

amroanT) Valneva.

Peakinu, cCBbp3aHU C TPEBOKHOCT



BbB Bpb3Ka ¢ BakCHHAIMSTA, KATO TICHXOTEHEH OTTOBOP Ha MHKEKTHUPAHETO C WIJIa, MOTaT Ja
BB3HUKHAT PEaKIiH, CBbP3aHU C TPEBOXKHOCT, BKIIFOUUTEITHO Ba30BarajlHi peakiiuy (CHHKOM),
XUTMIEPBEHTUIIALIMS UM PEAKIUH, CBBP3aHU ChC CTpec. BaxkHO € N1a ce B3eMar Mpeana3Hu MEpKH, 3a Ja
ce IMpeIoTBpaTH HapaHsIBaHE OT MaJaHe.

ChIrpTCTBaIIO 32005 BaHE

Bakcunanusra TpsiOBa 1a ce OTJIOKH NPH JIUIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHE
i octpa nHpeknus. Bakcunanusata He TpsOBa qa ce 3a0aBs mopaau HATMIHE Ha JIeKa HHOEKITHS
W/WITK JIEKO TIOBUIIICHA TEMIIepaTypa.

TpoMOoLMTONCHNS ¥ HAPYIICHNS Ha KPbBOCHCUPBAHETO

Kakro npu apyru HHTpamMyCKyJIHU HHKEKIMH, BAKCUHATA TPsAOBa Jja ce Mpujiara ¢ IOBUIIEHO
BHUMAaHHE Ha JIMIa Ha aHTUKOATyJIAaHTHA TepaIus WK Ha JIIa ¢ TPOMOOLUTONICHHS MK C HapyIleHNE
Ha KPbBOCHCUPBAHETO (KaTO XeMO(HINA), ThH KaTO ClieJ MHTPAMYCKYJIHO MIPUIIOKEHUE TIPH TE3H
JMLa MOXeE 13 Bb3HUKHE KbPBEHE WM Aa ce 00pa3yBaT CUHUHHU.

HmyHOKOMOpOMETHpaHH ML

EdukacnoctTa, 6€30macHOCTTa M IMyHOTEHHOCTTAa Ha BAKCHHATA HE Ca OLCHEHH TIPH
MMYHOKOMIIPOMETHPAHH JIMIA, BKIIOUYUTEIHO TIPH JIMIA HA IMYyHOCYTIPECHBHA TEPaTHs.
Edukacnocrra Ha Bakcuna cpemry COVID-19 (unaktuBupana, ¢ amosant) Valneva moxe na e mo-
HHCKa [IPU UMYHOCYIIPECUpaHH JIHLA.

HDOI[’LJ'DKI/ITCJ'IHOCT Ha 3aluTara
HpOI[’LJ'DKI/ITeJ'IHOCTTa Ha 3aluTraTta, OCUrypcHa OT BaKCHUHAaTa, HEC € U3BCCTHA, TBH KaTo TS BCE omIe ce
Oorpeacisd B Xo04a Ha TCKYIIUTE KIIMHUYHU IIPOYYBaHUA.

OrpannyeHus Ha e(heKTUBHOCTTA HA BaKCHHATA

Jlunara MoJKe Ja He ca HaITBbJIHO 3aIlUTEeHH 10 14-Ms IeH Clie/l TIOCTaBsIHETO Ha BTopara 1o3a. Kakto
IIPY BCUYKH BaKCHHH, BakcuHalusaTa ¢ Bakcuna cperry COVID-19 (uHakTHBHpaHa, ¢

amroBaHT) Valneva moxke 1a He OCHTYpH 3allluTa Ha BCHYKH BaKCHHUpaHU (BX. Touka 5.1).

ITomontHm BemecTBa

Kanuii
Ta3u BakcHHa ChIbpKa Kanuii, mo-Maiako ot 1 mmol (39 mg) una mo3a ot 0,5 ml, T.e. MpaKTHYECKH HE
ChIbPKa KaauH.

Hampuu

Ta3u BakcHHA ChIbPKa MO-Majako oT 1 mmol Hatpuii (23 mQ) Ha mo3a ot 0,5 ml, T.e. MOXe 1a ce
Ka)ke, 4e MPAKTUYECKH HE ChIbPKa HATPHUIA.

4.5 B3auMmoaeiicTBHe C APYIrH JEKAPCTBEHH MPOAYKTH H APYrH (JOPMH HA B3aMMoelicTBHE

He ca MMPOBCKAAHU TPOYUYBAHUA 34 BSaHMOﬂGﬁCTBHHTa.

EnnoBpemenHoTo npusioxenue Ha Bakcuna cpeury COVID-19 (unaktiBupana, ¢ aatoBadTt) Valneva c
JOpPYyTY BaKCHHU HE € MPOYUEHO.

4.6 @epTHauTeT, GPEMEHHOCT H KbPMEHE

Bbpemennoct

Jlurica onwt ot yrmorpebara Ha Bakcunara cpernry COVID-19 (nnaktrBupana, ¢ agroant) Valneva
npu OpeMeHHM keHu. [IpoyduBaHusATa IPU )KUBOTHU HE TIOKA3BAT NMPEKH WM HETIPEKH BPETHH SPEKTH,
CBBP3aHU ¢ OPEMEHHOCTTa, EMOPHOHAITHOTO/(DETATHOTO Pa3BUTHE, PAXKIAHETO MM MIOCTHATAITHOTO
pasButHe (BK. Touka 5.3).



IIpunarane Ha Bakcuna cpery COVID-19 (unakTuBmpana, ¢ amroant) Valneva mo Bpeme Ha
OpeMeHHOCT TpsIOBa J1a ce OOMHMCIISI CAMO KOTaTo MOTCHIMATHUTE MOJI3H HAJXBBPIIAT BCIKAKBU
MOTEHIIMATHN PUCKOBE 3a MaifikaTa U MyIofa.

Kopmene

He e m3BectHO nanu Bakcuna cpenry COVID-19 (unakTuBHpaHa, ¢ aaroBaHT, ancopoupana) Valneva
Ce eKCKpeTHpa B KbpMarTa.

DepTUnuTeT

[MpoyuBaHusTa IPH )KUBOTHU HE TIOKA3BAT MPEKH WIIH HETIPEKH BPEIHH €PEKTH, CBhP3aHH C
PENpOYyKTHBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTu BBpPXY cioco0HOCTTA 32 opupaHe U padoTa ¢ MALIUHA

Bakcuna cpenry COVID-19 (unaktuBHpaHa, ¢ aaroBadT) Valneva He noBiusBa Wi MOBIHSBA
npeHeOpexUMo criocoOHOCTTa 32 modupane u padoTta ¢ MamnHU. Bee mak HAKOM OT eeKTHTe,
MIOCOYCHHU B TOYKa 4.8, MOraT BpEMEHHO J1a IIOBJIUSAT CIIOCOOHOCTTA 3a modupaHe Wik padoTa ¢
MalIfHH.

4.8 Hexenanu JiekapcTBeHH peaKuu

O060061eHMEe Ha podia Ha OE30IIaCHOCT

Besomacuocrra Ha Bakcuna cpernry COVID-19 (nnakTuBupana, ¢ agroant) Valneva (VLA2001) e
OLIEHEHA OT MEXAMHEH aHaJi3 Ha TeKyIIo poyyBane B O0eIMHEHOTO KPAJIICTBO IPH Bb3PacTHU
3[[paBU y4acTHHUIH (WM CbC CTaOMIHO 3a00MsBaHe) Ha BB3pacT 18 u moBede roanHM.

2 972 yyacTHHIIM ca paHAOMHM3MpaHu aa monyuasaT win VLA2001 (n = 1977), win cpaBHUTEIHUSA
npoxykT AZD1222 (n = 995) o 3acnened HaunH, a 1 040 yuactauny Ha Be3pacT 18-30 roauuu ca
nosydaBanu oTkputo VLA2001. Cpegnara Bb3pacT Ha y9acTHULUTE € 33 rOJMHH, KaTo MO-MaJIKO OT
1% ca nazg 50 roguHM.

Haii-gecTo cho0IIaBaHNUTE HEXKEIIAHU PEAKIIUU B OCHOBHUTE MPOYYBAHUSI Ca YYBCTBUTEIHOCT HA
MSICTOTO Ha HHXeKTupane (76,4%), ymopa (57,3%), 6oika Ha MsicToTO Ha uHkekTupane (52,9%),
riaBooonue (40,6%), muanrus (44,0%) u rageHe/mospsoiane (14,8%). [To-ronsmara yact oT
HE)KEJIAHUTE PEaKIMK ca OWJIM JICKU M Ca OT3BYYald B pAMKUTE Ha 2 THHU CJIe]l BAKCUHAIUATA.
YecroTarta U TeXKeCTTa Ha HEXXEIAHUTE PEAKII|H Ca CXOJIHU CIIe/ ITbpBaTa U CJie/l BTopaTa J103a.
HabmromaBa ce TeHIeHIIUS Ha HAMAISBAHETO UM C BB3PacTTa.

Baxkcuna cperry COVID-19 Valneva usriex/ia e no-Majiko peakToreHHa OT Vaxzevria mpu
y4YacTHHIM Ha Bb3pacT 30 ¥ moBeye rouHHU.

CruchbK Ha HEXKCIIAHUTE PCaKII B TaOJInYEH BU

Cpo0NICHATE HEeXKETAHN PEaKINK ca H30POCHHU IO CHCTEMO-OpraHHu KiracoBe criopen MedDRA u
CHIJIACHO CIIEHUTE KATETOPHH 110 YEeCTOTA:

Mmuoro gectu (> 1/10)

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

Heuectu (> 1/1000 no < 1/100)

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

Mmuoro peaxu (< 1/10 000)

C HeusBecTHA 4eCTOTa (OT HAJIMYHHUTE JTAHHU HE MOXe J1a ObJIc HapaBeHa OIICHKA)



Taoauna 1. Hexxenanu P€aKIIMHA OT OCHOBHOTO KIIMHUYHO IIPOYyYBaHE

cCucrema

CucreMo-0OpraHHu KJIacoBe YecToTa Hexenann peakunu
cnopen MedDRA

Hapyuienns Ha kpbBTa U Heuectu Jlumbanenonarus
muMpHara cucrema Penku TpomOoruTOnICHIUS
Hapyuienns Ha HepBHaTa MHoro yectu I'maBoGonue

MCINACTUHAJIHU HAPYIICHUA

Heuectn 3aMasHOCT, MapecTe3nsl, TUCTey3Hsl, CHHKOIL,
XHUIECTE3Hs, MUTPEHA
Hapyiienus Ha ounrte Penku dorododus
Cp10BH HapylIEHUSA Penxu Tpombodnedut
Pecniuparophuu, rppaau n Yectn Opodapunreanna 6onka

CroMaIHo-4peBHN HApYyLICHUS

MpHoro uectu

Fa):[eHe, MOBPBIIAHC

CKCJICTHATa CUCTEMA U
ChbCAMHUTCIIHATA ThbKaH

Heuectn Huapus, kopemHa 0oJka
Hapymienust Ha koxaTa u Heuectu Xunepxuaposa, 00puB
MOJIKOXHATa ThKaH Peaxi Vprukapus
Hapymenns Ha MmyckysHo- MHoro yectu Mpuanrus

Heuectn

Boiika B kpailHUIIMTE, MyCKYJIHU CIIa3MH,
apTpairus

OO0y HapymieHUs 1 e)EeKTH Ha
MSICTOTO Ha PUIIOKEHHUE

MpHoro uectu

YMopa, 9yBCTBHTEITHOCT Ha MSICTOTO Ha
WHXXCKTUpaHe, 00JIKa Ha MACTOTO Ha
WHXEKTHUpPaHE

Yectu

[Ipypuryc Ha MACTOTO Ha MH)KEKTHPAHE,
WHAypanus Ha MSICTOTO HA MHXEKTUPAHE,
MOAYBaHE Ha MACTOTO HA MHXXEKTUPAHE,
epuTeMa Ha MACTOTO Ha MH)KEKTHPaHe,
NUpEKCUs

W3cnenBanus

Heuectn

[NoBuIIeHa CKOPOCT Ha yTasBaHE Ha
YepPBEHHUTE KPHBHH KIIETKU

CT:O6I]_IaBaHG Ha IOJ03MpPaHH HCXKCIaHU PCAKIINH

Cp0o011aBaHETO HA MOI03UPAHN HE)KEIAHN PEaKIIMU CIIE] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHHUS
MPOAYKT € BakKHO. ToBa MMO3BOJIsIBA Ja PO IBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO I0JI33/PUCK 32
JIeKapCTBEHUS MPOIYyKT. OT METUIIMHCKUTE CIICIIMAJINCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
[0I03UPaHa HeXKEIaHa Peakiys Ype3 HAIMOHAIHA CUCTeMa 3a ChOOIIaBaHe, IOCOYCHA B
[punoxkenue V, u 1a BKITIOYAT NAPTUIHUS HOMEP, aKO € HAJTUYCH.

4.9 Ilpeno3upane

B knuHnuHmuTE Mpoy4BaHUA HC Ca C”bO6IlIaBaHI/I CJIydau Ha Mpeao3upaHe.

B ciy4aii Ha ipeo3upane ce mpernopbuBa MpociieIsiBaHe Ha )KU3HEHUTE (PYHKIIMH U €BEHTYAITHO

JICYCHUEC HAa CUMIITOMUTEC.



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

5. ®APMAKOJIOTUYHU CBOMCTBA
51 d@apmakoaMHAMMYHHU CBOIiCTBA
®dapmakoTepareBTHIHa Tpyna: Bupycan Bakcunu, npyru Bupycan Bakcuau, ATC xoxa: JO7BX03

MexaHn3bM Ha JIEUCTBUE

Bakcuna cpenry COVID-19 (unaktuBupana, ¢ aatoBant) Valneva (VLA2001) e npeuncrena,
WHaKTHBHpaHa BakcuHa oT 11 Bupyc SARS-CoV-2 (mam Yxan hCoV-19/Uramus/INMI1-isl/2020), ¢
aJIIOBAHT, IPOU3BEIcHa BbB VEr0 KIeTKH.

[IponiechT Ha MPOM3BOCTBO HA BAaKCHHATA MPAaBHU BUPYyca HecliocoOeH Ja ce peITuuypa U 10CTaBs
WHTAKTHY IIUTIOBY IPOTEVHHU Ha MMOBBPXHOCTTA Ha Bupyca. JlobaBeHu ca afoBaHTH, 32 J1a Ce TIOBUIIN
CTETIeHTa Ha MEJUHPAHUS OT BAKCHHATa UMYHEH OTTOBOP.

Crnen npunarage VLA2001 uamyupa o0pa3yBaHeTo Ha HEYTpaIu3upamu antutena cpenry SARS-
CoV-2, kakTo ¥ KierbueH uMyHeH otroBop (Thl), HacodeH cpenly MUMOBUS MPOTEHH (S-IPOTEHH) U
Cpelly Ipyru MOBBPXHOCTHH MPOTEUHH, KOETO MOKE Jia JoIpruHece 3a 3amuTara cperry COVID-19.
CrenoBatesHO pu ynoTpedarta Ha Ta3d BaKCHHA KJIETHUYHUSAT UMYHEH OTTOBOP HE C€ OrpaHnyvaBa
camo JIo S-TIpOTenHa, a € HACOYCH U Cpelly JAPYr'd NOBbPXHOCTHHU aHTHreHn Ha SARS-CoV-2.
JlurcBaT JaHHM 32 HHAYLHMPAaHE Ha XyMOPaJeH UMyHEH OTIOBOP, HACOUEH cpelly aHTureHu Ha SARS-
CoV-2, pa3nuuHu OT S-TIpOTEHHA, TIPH XOpa.

dapmakogHHAMHYHH €PEKTH

HUmyHorennoct
Edukacuocrra Ha Bakcuna cpemry COVID-19 (mnaktusupana, ¢ amosant) Valneva (VLA2001) e

yCTaHOBEHAa 4pe3 ,,AMYyHOJIOTHYEH OpHUKMHT HAa MMYHHHTE OTIOBOPH CHPSMO paspelleHara 3a
ynorpeba BekropHa BakcuHa cpenty COVID-19 ChAdOX1-S (pexkoMOMHAaHTHA), 32 KOSITO € YCTAHOBEHA
e(huKacHOCTTa HAa BAaKCHHATA.

Ocnosno npoyusarne VLA2001-301

Nmynorennoctra Ha Bakcuna cpenry COVID-19 Valneva ce orieHsiBa B €1HO MTPOBEKIAIIO CE B
MOMEHTa OCHOBHO, PaHJOMH3MPAHO, 3aCJIETIEHO 32 HaOI01aTellsl, AKTHBHO KOHTPOJIMPAHO NPOYYBaHe
3a peBB3X0ACTBO ¢aza 3 B OOeJMHEHOTO KPaJICTBO, 32 Ja C€ MIPOYYH UMYHOT'€HHOCTTA U
6e3onacnoctta Ha VLA2001 cpemry COVID-19 B cpaBHeHue ¢ BakcuHa cperry COVID-

19 (ChAdOx1-S [pexombunanTtHa]) (pa3peieHa 3a ynorpeba BekropHa BakcuHa cperry COVID-19)
IIPU BB3PACTHHU 3[PaBH YUYACTHULHM (MM YIaCTHULM ChC CTAOMIIHO 3a00JIIBaHe) OT /IBaTa Iojia Ha
BB3pact 18 u noseue roguan. O6mo 4 181 yyacTHUIM ca MMOJUIOKEHH HAa CKDUHUHT, KaTO

2 975 yuactaunm (> 30 roguHN) ca paHAOMH3HPaHU (B ChOTHOIIEHHE 2:1) 1a momyyaT 1o 2-1030Ba
cxema 3a umyHm3aius wid VLA2001 (n = 1978), win Bakcuna cpeiry COVID-19 (ChAdOx1-S
[pexomOuHanTHA]) (n = 997) ¢ uaTepBan ot 28 nau. OcBen ToBa 1 042 yyacTHUIM Ha BB3pacT 18—
29 rouHM ca BKIIOYEHU B HEpaHIOMHU3HMpaHa rpyna 3a jiedenue naa nmomydar VLA2001 kato oTKpUTO
nedenue. IMyHoreHHOCTTa ¥ 0€30MacHOCTTa 1ie Ob1aT OlEHIBaHH 10 12-Us Mecell clie]] MbpBaTa
BaKCHHALUS.

Hemozpagcku xapakmepucmuKu u XapakmepucmuKu Ha U3XOOHO HUEO

IMonynanusra 3a umyHoreHHoct (IMM) e onpenenieHo a BKITIOYBA BCHYKH PaHIOMHU3HPAHH U
BAaKCMHHMPAaH{ YYaCTHHULM OT moArpymnata 3a IMM 3a olieHKa Ha MbpBUYHATA KpaiiHa TOYKa, KOUTO ca
cepootpuiarentu 32 SARS-CoV-2 u umar noHe eJHO OIICHUMO U3MepBaHe HA TUTHPa Ha aHTHUTENAaTa
Clie]l U3XOAHOTO HUBO U CIIC/T BAKCHHALIUATA.

3a aHaNM3 Ha UMYHOTEHHOCTTA Ca aHATM3UPaHH TPoow oT 990 yJacTHUIM B paHIOMHI3UpPaHATA YaCT
Ha npoyuBareto (N =492 ¢ VLA2001 u n = 498 ¢ Bakcuna cpenry COVID-19 (ChAdOx1-S
[pexomMOMHAHTHA])), KOMTO ca CEPOOTPHIIATEIIHYA Ha M3XOAHOTO HUBO. CpenHaTa Bb3pacT B
nomynnanuara 3a IMM e 36,1 roguan B rpynara Ha VLA2001 u 35,8 ronuau B rpynata Ha ChAdOx1-



S [pexomOunanTHa]. 1 B ABETE Irpyny MMa IMOBEYE YYACTHULM OT MBKKHU, OTKOJIKOTO OT KEHCKH
non (55,3% crpsimo 44,3% B rpynara vHa VLA, 58,8% cnpsimo 41,2% B rpynata Ha ChAdOx1-S
[pexomOunanTtHal). [IpeobnagaBamusT Opoi y4acTHHULIM U B IBETE TPYNH 3a JICUEHHE ca OT OsiaTa
paca (95,1% B rpynara Ha VLA, 93,6% B rpynata Ha ChAdOx1-S [pexomMOuHaHTHA)).

ITomrymanusra mo npoTtokoi (PP) ce chcToM OT BCHYKM yYacTHUIIN OT Tomyanusara 3a IMM 6e3
CEpUO3HU HApYIIEHHUs HA IPOTOKOJIA, KOUTO /1a Ca MOBJIMSAIN HA UMYHHUS

otroBop (n = 489 yuactauim ¢ VLA2001 u n = 498 yuactaunu ¢ BakcuHa cpenry COVID-

19 (ChAdOx1-S [pekomMOUHAHTHA]) OTTOBAPSAT HA KPUTCPHUTE).

Cvemecmuu nbp8UYHU KPAUHU MOYKY

ChBMECTHUTE TBPBUYHH KPaliHU TOYKHU 32 IMYHOTEHHOCT ca Je(HHUPAHU KaTO TPEBH3XOJICTBO 110
oTHoLIeHHe Ha cpennuTe reometpuunn Tutpu (GMT) B nomynanusara 3a IMM, kakTo 1 KaTo
HeHMH()EPHOPHOCT HA CTEIICHTa Ha CEPOKOHBEpCcHs (IeHHUpaHa KaTo 4-KpaTHO MMOBULICHUE CIIPSIMO
n3x0HOTO HUBO) Ha SARS-CoV-2-crieniuduyHnTe HEYTpaIu3UpaIy aHTUTENIa IBE CEAMUIIU CIIET
BTOpara BakcuHaIws (T.e. B Jlen 43) mpu Be3pactau Ha 30 u moBeue rogaunu (momyiamms PP).

GMT na neympanusupawume anmumena na /len 43

B Tabnuna 1 e npencraseds GMT Ha HeyTpanu3upammre antutena Ha Jlen 43 B momynanmsra 3a
HMYHOTEHHOCT. BCHUKM y4acTHHIM, BKIIIOUEHH B TO3U aHAJIH3, Ca MMAJIM U3XOJIHH CTOMHOCTH Ha
NDS50 nox rpanuniata Ha OTKpUBaHeE.

Taomuua 1: Heyrpanusupamu antutena cpeiry SARS-CoV-2 (ND50) ua Jlen 1 u len 43;
aHAJIM3 HA CBBMECTHUTE ITbPBUYHHU KPaiiHnu ToYKH (monyJiamusi 3a IMM)

I'pyna Ha VLA2001 BakcuHa Oo6mo
JiedeHune (n=492) cpemry COVID-19 (n=990)
(ChAdOx1-S
[pexomOuHaHTHA])
(n = 498)
n 492 493 985
GMT 803,5 576,6 680,6
(95% J1N) (748,48; 862,59) (543,59; 611,66) (649,40; 713,22)
CHOTHOIIICHUE 1,39
Jen 43 Ha GMT (1,25; 1,56)
(95% 1)
Menuana 867,0 553,0 659,0
MuH., MaKc. 31,12 800 66, 12 800 31, 12 800
p-croiinoct * < 0,0001

GMT: cpenen reomerpuueH TUTHP, choTHOIICHHEe HA GMT: GMT na VLA2001/GMT Ha BakcuHaTa
cpemry COVID-19 (ChAdOx1-S [pexomOunanTHa]), IW: moBepuTeaeH HHTEpBaI

p-croiinoct u JIU, u34uCIeHy Ype3 ABYCTPAHEH t-TECT, IPUIIOKEH KbM JaHHH, KOUTO ca
npeobpasysanu upe3 10910

Yecmoma Ha cepoxongepcus Ha [len 43
B Tabnuia 2 e npencTaBeHa yectotara Ha cepokoHBepcus Ha JleH 43 B momyJanusta mo mpoToKoJl.



Ta6auna 2: /{a1 Ha yYACTHUIMTE ChC CEPOKOHBEPCHUS MO OTHOIIIEHHE HA HeYTPAJIM3UPAIIUTe
antuteaa Ha Jen 43 (momyaauus PP)

I'pyna na jseuenne VLA2001 Bakcuna Oomo
(N =492) cpemy COV (N =990)
ID-19
(ChAdOx1-
S
[pexomOuHa
HTHa))
(N =498)
Bpoit maiueHTH ¢ olieHUMa rpobda mpu 456 449 905
MOCEIICHUE
VYuacTHHIM che cepokoHBepcus Ha [en 43
n (%) 444 (97,4) 444 (98,9) 888 (98,1)
5% J1A! (0,954; 0,986) (0,974, (0,970; 0,989)
0,996)
p-cTOHHOCT? 0,0911
95% JIU 3a pasnukara’ (-0,033;
0,002)

3abenexka: CepokoHBepcuaTa ce AeUHMpa KaTo > 4-KpaTHO MOBHINEHHE Ha TUTHpa Ha SARS-CoV-
2-crierpUIHNTE HeYTpaIu3upaliy antutena Mexay Jlen 1 u BpeMeBHUTE TOUKM Ha B3eMaHE Ha MPOOHU
cien BakcHHaIusATa (3a mbpBus MexauHeH aHanus: [len 1 u Jlen 43). Ilokazanu ca caMo CTOWHOCTHTE
Ha Jlen 43 (Bcuuku croitHocTu B en 1 ca ,,0).

AU: noBeputeneH HHTEPBAI

Touen 95% noBeputeseH MHTEPBAJ 3a ChOTHOIIEHUETO, M34KMCIIEH 110 MeToza Ha Clopper-Pearson.
2P-croiiHOCTTa WK ABycTpaHHuAT J{U ce oTHacs 3a pasnukara B chotHomeHuaTa (VLA2001/Bakcuna
capsvo COVID-19 (ChAdOX1-S [pekombuHaHTHA])) Ha YYACTHUIIMTE CHC CEPOKOHBEPCHS MPH BCAKO
KOHKPETHO MOCEUICHHUE.

Korato ce omnensBa karo BropuyHa KpaitHa Touka, GMT-KpaTHOTO MOBHIIIEHUE HA HEYTPATH3UPAIITATE
anturena Ha [len 43 B cpaBHEHHUE ¢ H3XOAHOTO HUBO € 25,9 (95% [AU: 24,14; 27,83) B rpynaTa Ha
VLA2001 u 18,6 (95% JIU1: 17,54; 19,73) B rpynara Ha Bakcunata cpeury COVID-19 (ChAdOx1-S
[pexomOunantHa)]) (p < 0,0001) (momynarmwms 3a IMM, cxoaHu pe3ynTatu B nomynamusta PP).

Bmopuunu kpavinu mouxu

ITonoOHO Ha HEyTpanIM3upaniuTe anturena, Ha Jlen 43 B rpynara vHa VLA2001 ce HabGrogasa 1mo-
Brucok GMT Ha cebp3Bamute S-tiporeud anturena (IgG ELISA) (GMT 2361,7 (95% JU: 2171,08;
2569,11) B cpaBHeHue ¢ rpynaTa Ha BakcuHara cpeiry COVID-19 (ChAdOx1-S
[pexomOunanThal) (GMT 2126,4 (95% IU: 1992,42; 2269,45)) (momynarws 3a IMM, cxomau
pesyiratu B momynanusta PP). Ha Jlen 43 cepokoHBepcHsaTa IT0 OTHOIIEHNE Ha CBhP3BAIIUTE S-
npoteuH IgG antutena e 98,0% (95% JU: 0,963; 0,990) 3a VLA2001 u 98,8% (95% JI1: 0,974;
0,996) 3a Bakcunata cpeiry COVID-19 (ChAdOx1-S [pexomOunanTtHa]) (momynarnus 3a IMM,
CXOJIHU pe3yiartatH B nomynanusita PP). Bposr na yuactaunuTe ¢ > 2-kpatHo, > 10-kpatHo u

> 20-kpaTHO MMOBHIIICHNE HA TUTHhPA HA CBBP3BAIUTE S-NIPOTeHH aHTuTeNa Ha Jlen 43 e cxoJieH B
JBeTe rpymnu 3a nevyenue ¢ mouru 100% 3a > 2-kpaTHoTo nosumeHue u 90% wim noseue 3a > 10-
KpaTHOTO U > 20-KpaTHOTO MOBUIIICHHE.

IIpu VLA2001 e nemMoHCTpHpaHO HaJIM4KE Ha KIEThYEH UMYHEH OTIOBOp, KaTO BaKCHHATa HHAYLIUPA
LIMPOKA TaMa OT T-KJIEThYHU OTTOBOPH C aHTUreH-ceunpuIHN eheKTopHH T-KIeTKH, Tpoayupan
rama-uHTepdepoH (HedhuHIpaHN KaTO HOPMAIM3UPaHU CroT-00pa3ysany eauauny > 6 B ELISpot
TECT 3a Mpoayuupaiy rama-unrepdepon T-KineTkn), cpelly MbJIHOBEPKHHUS IIUIIOB IPOTEUH MIPU
74,3% OT y4acTHULIUTE, CpEIly HyKICOKACHIHMS NPOTenH NpH 45,9% OT y4aCTHULIUTE U CPELLy
memOpanHust potenH npu 20,3% ot ydacTHuiuTe, oteneHo B PBMC noarpymnara Ha momynanusra
3a IMM Hna Jlen 43 (pe3ynrarure npu nomynanusta PP ca cxonam).



AHTHTAIIO-OTTOBOPUTE, N3MEPEHH Ciie] eqHoKpaTHa BakcuHalms ¢ VLA2001, ca mo-HUCKH B
cpaBHeHUE ¢ oTroBopuTte cien ape BakcuHanuu ¢ VLA2001. ToBa mokasBa, 4e BTopaTta BAKCHHAITUS C
VLA2001 e HeoOxonuma 3a MHAyLMpaHe HAa CTAOMIHM HUBA HAa aHTUTENIATa IPU YYaCTHULIUTE, KOUTO

ca CepOHETaTHBHH Ha M3XOHOTO HUBO, U 110 TO3W HAYMH 38 OCUT'YPSIBAHE HA 3aIUTa CPEILy
COVID-19, npuunneno ot Bupyca SARS-CoV-2.

[Ipu cpeano Bpeme Ha HaOmronenue 151 nuu npu yyactHuM Ha Be3pact 18-29 roaunu, KouTo ca
noxyunia 2 nosu mo VLA2001, ca pp3uuknanu 87 (8,4%) ciyuast nra COVID-19 (excmiopatopHa
KpaiiHa TOYKa), a P y4aCTHHUIIX Ha Bb3pacT > 30 roguau, KouTo ca nonyumin 2 no3u VLA2001 —
139 (7%). Ilpu y4acTHUIIM, KOUTO ca oy4rin 2 103u ot Bakcuna cpenry COVID-19 (ChAdOx1-S
[pexomOuHanTHa]), ca Bp3HKMKHANMN 60 (6%) ciayuas. Benuku ciaygan va COVID-19 ca orienenu ot
H3CIIe0BaTeNs KaTo JICKH WK YMEPEHH, KaTo HUTO eAnH oT ciaydyaute Ha COVID-19 He e Ouit TexBbK.

[lenuarpuyna nonyJanus

EBpomneiickaTta areHIus 1o JieKapcTBaTa oTiara 3aIbJDKEHUETO 33 IPEAOCTaBsSIHE HA Pe3yaTaTuTe OT
npoyusanusaTa ¢ Bakcuna cpenry COVID-19 (unaktuBupana, ¢ afgroBant) Valneva B enna nim mosede
MOJArPYIH Ha HeadaTpuyHaTa nomyJanus npu npeserius Ha COVID-19 (k. Touka 4.2 3a
MH(OpPMAIs OTHOCHO ynoTpeda B eAUaTpHUsITa).

5.2 dapmakoKHHeTHYHH CBOWCTBA

He e npunoxxumo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexnuHnuHuTe JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
NPOYYBaHUS 32 TOKCHYHOCT NP MHOTOKPATHO MPHJIaraHe U penpoyKTUBHA TOKCHYHOCT

TOKCUYHOCT 34 pa3BUTHUCTO.

TOKCHYHOCT IpH MHOTOKPATHO IIpHJIaraHe

WnTpamycKyTHOTO IpHIIOKEHHE Ha BaKCHHATA 1o popMaTa Ha TPH 03U Ipe3 ABYCEIMUYHH
untepsanu (Iuu 1, 15 u 29) ce monacst no6pe npu mwrbxose. [Ipu npoyuBaneTo ca Habm0 aBaHN
MHKPOCKOIICKM HAaXO/IKHM B MECTaTa Ha MPUIIOXKEHHUE U B Jajlaka, KOUTO ca OWIK BCE OLLE BUJUMHU CIIEN
3-ceMU4eH nepuo Oe3 JIeueHne, HO ca OWIn ¢ HaMaJieHa YecToTa B CPaBHEHHE € TIEpHo/a pen
nepuoja 0e3 JeueHne, KOeTo I0Ka3Ba YaCTHYHO Bb3cTaHOBsBaHe. HaOmronenusra e ce cuuTar 3a
(U3HOIOTHYHN ¥ UMYHOJIOTHYHHU OTTOBOPH KBbM BaKCHHATA.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

He ca nmpoBexxganu mpoy4yBaHUs 32 TeHOTOKCUYHOCT WK KaHIeporeHHocT. He ce ouaksa
KOMIIOHCHTUTE Ha BAaKCHHATA Ja UMAT FT€HOTOKCUYEH OTEHLIKAT.

PenponykTuBHA TOKCHYHOCT

[pu u3nuTBaHe 3a penpoaykTuBHaTa TokcuuHOCT Ha VLA2001 mpum sxeHcku mrpxoBe Han Wistar e
mokasaHo, 4¢ VLA2001 He 3acsira penpoIyKTUBHATE TTapaMeTPH, PAKIAHETO U PA3BUTHETO HA INIOMA.
JluricBaT naHHU 3a IPEeMUHABAHE HAa BAKCHHATA IIpe3 IUIaLeHTaTa WK 3a eKCKpeLusaTa 1 B KbpMarTa.

6. DOAPMALIEBTUYHU JAHHU

6.1 Cnucbk HAa NIOMOIIHHUTE BELIECTBA

Harpues xnopun
JHunarpues xugporendocdar, 6e3pozaeH (E339)
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Kanues muxumporendocdar, 6e3sonen (E340)
Kanues xmopuz (E508)
Boja 3a uHXeKIuu

PexomOunanTes yosemku anoymul (rHA), npousseneH B npoxau (Saccharomyces cerevisiag)

3a aJroBaHTa BUKTE TOUKA 2.
6.2 HecnbBMecTHMOCTH

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

6.3 Cpok Ha rogHocT

HeoTBopeH MHOrog030B (hiIaKOH

1 romuHa, Korato ce chXpansBa B xmagmiHuk (2—8 C)

CJ'ICI[ OBPBOTO OTBAPAHE

6 waca
a ue ce 3ampassna.

XumuuHa ¥ (M3WYHA CTAOMITHOCT Ha BaKCHHATA B TIEPHOJIa Ha yImoTpeda € moka3aHa 3a 6 gaca, KOraTo
ce ChXpaHsBa BbB (urakoHa npu temieparypa noj 25°C. Creln H3THYaHETO Ha TO3U CPOK (IIaKOHBT
TpsI0Ba J1a ce U3XBBPIIH.

Bakcuna cpenry COVID-19 (unaktuBupana, ¢ aaroBant) Valneva He cbbpika KOHCEpBaHTH. 3a
U3TETJISTHE Ha I03UTEe OT MHOT01030BUs (D1akoH TpsiOBa Jja ce U3IOJI3BA aceNTHIHA TeXHUKa. OT
MHUKPOOHONIOrMYHA TIeIHa TOYKa clie]l TbPBOTO OTBapsiHe (ITbPBOTO MpoOuBaHe Ha (hIaKoHA C UIJIa)
BaKkcMHaTa TpsOBa /1a ce W3M0iI3Ba He3a0aBHO. AKO HE ce M3II0JI3Ba He3a0aBHO, BpEMETO U YCIIOBHSTA
Ha ChbXpaHEHHE B MIEpHo/ia Ha ynoTpeda ca OTTOBOPHOCT Ha MOTPEOUTEIA.

6.4 CnenuaJHM ycJI0BHUS HA ChbXpaHeHUe

HeorBopeH MHOrog030B (hilIaKOH

Ja ce cpxpansiBa B xiamwiHuK (2—8°C).

[a He ce 3ampa3siBa.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMaKOBKa, 3a JIa c€ IPEAIa3u OT CBETINHA.

Koraro ¢makonsT Ha Bakcuna cpemy COVID-19 (nnaktuBupana, ¢ agroBanr) Valneva me e oteaps,
T € ctabmitHa 3a 00mmo 6 yaca npu 25°C. ToBa He € IPenoPBHUNTENTHO YCIOBHE 33 ChbXPaHEHUE WIIH
TPaHCIIOPTUPaHe, HO MOKE 1a HACOUH pEIICHHATA 3a YoTpeda B ciaydaidl Ha BpeMEHHU TeMIlepaTypHU
OTKJIOHEHHS 10 BpeMe Ha chXxpaHeHuero mnpu 2—8°C.

3a ycloBuUATa Ha ChbXpaHEHHE Cliel TbPBOHAYAIHO OTBApsSHE Ha BAKCHMHATA BIKTE TOUKa 6.3.

6.5 Bwuawu chabpKaHue HA ONIAKOBKATA

5 ml MHKEKIIMOHHA CYCIIeH3Usl B MHOT'0/1030B (biiakoH (cTBKIIO Tl 1) cbe 3amymanka (0poMoOyTHi ¢
MOKpUTHE OT QIIypOTEK) U alyMUHHEBa 00KaTKa ¢ TIACTMACOBO OTUYIIBAIIO CE Karaye.

Bceku ¢uakon cpappka 10 gos3u no 0,5 ml Besika.
Bun omakoBka: 10 MHOT0/1030BH (hjIaKOHA
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6.6

CrneunuajaHu Mpeana3Hu MePKHU NPU U3XBbPJsHe U padoTa

Bakcunara TpsiOBa 1a Oblie IPUTOTBEHA U IPHUIIOKEHA OT 00YUEH MEIUIIMHCKH CICIIHAIIACT, KaTo Ce
M3II0JI3Ba aceNTUYHA TEXHUKA, 32 JIa CE TapaHTHUpPa CTEPIIIHOCTTA Ha BCSIKA J103a.

C’LXDaHeHI/Ie n pa60Ta C IIPOAYKTA

BakcuHaTta ce JocTaBsi rOTOBa 32 yHoTpeoa.

HeoTtBopeHmsT MHOT01030B (hj1aKkOH TPpsIOBa Ja ce chxpaHspa mpu 2 10 8°C; chXpaHsIBanlTe
¢makoHa B KapTOHEHATa OMAKOBKa, 3a Jla C€ IpeANa3u OT CBETIUHA.

B nepuoaa Ha ynoTpeda BakCHMHATa MOXe Jia ¢ce chxpaHssa mpu 2 10 25°C.

W3non3eaiite B pamkuTe Ha 6 4aca ciieji TbpBOTO poOuBaHe Ha (hakoHa. 3amuiiere gartara u
Yyaca Ha IbPBOTO NPOOMBaHE BbPXY €THUKETa Ha (h1akoHa.

W3xBbpIieTe Ta3u BaKCHHA, aKO HE € U3M0JI3BaHa B paMKHUTE Ha 6 yaca ciiel IbPBOTO NpoOMBaHe
Ha (rakoHa.

IToaroroBka

[Ipenn ynotpeba oObpHETE HAKOJIKO ITBTH, 32 [ Ce MOyYd eJHOpoaHa cycreH3us. He
paskiamnanre.

[Ipenn npunoxeHne BakCHHATA TPSOBA J1a ce MPOBEPH BU3YAJTHO 3a HAJIMYKME HA BUIMMHU
YacTHUIIM U 3a IPOMsIHA Ha [BeTa. M3XBBbpieTe, ako € C MPOMEHEH LBST WIN ChABPKa BUIUMU
YaCTHUIIH.

Bakcuna cpenry COVID-19 (nnaktuBupaHa, ¢ aaroBant) Valneva He tpsiOBa i1a ce cMecBa B
ChIl[aTa CIPUHIIOBKA C IPYTH JIEKAPCTBEHH MPOIYKTH WITH JIa CE Pa3pek/a.

IIpunoxenue

Karo m3non3Bate acenTUYHA TEXHUKA, IOYUCTETE 3aITylIagkaTa Ha ()I1akoHa C TAMITIOH 3a
€IHOKpaTHA ynoTpeda, HAITOCH C AaHTHCETITHK.

3a BCSKO JIMIIE U3IOJI3BANTE OTCIIHA CTEPIUTHA UIJIA U CIIPUHIIOBKA 32 MPIJIOKEHUE.
Wznon3Baiite KOMOMHAIMS OT CHPUHIIOBKA W/WITU MIJIa C MATBK MBPTHB 00€M, TIPU KOSTO
KOMOMHHPAHUAT MBPTHB 00eM € < 30 MUKpOJINTpa MIPHU BCUYKH JTO3H, 32 ]a MOXKE Ja
m3rernmte 10 mo3u. CripuHIOBKaTa TpsiOBa /1a € chBMecTHMa ¢ uria 21 G wim ¢ mo-mManpk
pasMep 3a UHTPAMYCKYJTHO MTPHIIOKEHUE.

AKO ce M3M03BaT CTaHAAPTHH CIIPUHIIOBKY U UM, IPU KOUTO KOMOWHUPAHUSAT MBPTHB
o0eM ¢ Hag 30 MUKpOJIUTpa, MOKE Jla HIMa JOCTaThYeH 00eM 3a U3TEIJITHE Ha JieceTaTa 103a
OT enuH (prakoH.

Hzternere 0,5 ml oT BakcHHAaTa.

IIpeanounTaHoTO MSCTO 32 HHXKEKTUPAHE € MyCKYJIBT Ha TOPHATA YacT Ha pPhKaTa.
Baxkcunara He TpsiOBa Ja ce mpujiara HHTPaBacKyJIapHO, MOJKOXKHO WM HHTPAJACPMAITHO.
AKO KOJINYECTBOTO BaKCHHA, KOETO OCTaBa BbB ()JIaKOHA, HE MOJKE JIa OCUI'YPH IThJIHA 71032 OT
0,5 ml, u3xpbpIere ¢rakoHa U OCTaHAIHS 00eM.

He cr0upaiiTe ocTaHAIOTO KOJMYECTBO BAKCHHA OT HAKOJKO (hJIaKoHa.

H3xBBpasiHe

Hewnznon3BanusT nexkapcTBEH NPOAYKT WM OTHAABYHATE MaTepHAlI OT HETro TPsiOBa Ja ce M3XBbPIIAT
B CHOTBETCTBHE C MECTHUTE M3MUCKBAHUSI.

7.

HHPUTEXKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Valneva Austria GmbH
Campus Vienna Biocenter 3
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1030 Vienna
ABctpus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/21/1624/001

9. JATA HA TbPBO PA3ZPEIIABAHE/IIOJJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[Hara na mppBo paspemasane: 24 oun 2022 r.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[TonpoOHa uHdopmaius 3a TO3M JCKapCTBEH MPOAYKT € MPeI0CcTaBeHa Ha yeOcaiita Ha EBponeiickara
areHmus 1o Jiekapceraata http://www.ema.europa.eu.
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NNPAJIIOKEHHUE |1

MMPON3BOIUTEJ () HA BHOJOTHYHO
AKTUBHOTO(MTE) BELIECTBO(A) M1
MMPOU3BOUTEJ (M), OTTOBOPEH(HU) 3A
OCBOBOKJABAHE HA ITAPTUIU

YCJI0OBUSA UK OT'PAHUYEHNUSA 3A JOCTABKA N
YIIOTPEBA

APYI'U YCJIOBUSA N UBUCKBAHUSA HA
PA3SPEHIEHUETO 3A YIIOTPEBA

YCJIOBUA NJIN OT'PAHUYEHUS 3A BE3OITACHA U

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUMA
HHPOAYKT
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A. NPOU3BOIUTEJI(M) HA BUOJOI'MYHO AKTUBHOTOMTE) BEIECTBO(A) U
MNPOU3BOJUTEJI(H), OTTOBOPEH(HH) 3A OCBOBOKJIABAHE HA ITAPTHUIU

Hme u aapec Ha npousBouTensg(uTe) Ha OMOJIOTMYHO aKTUBHOTO(HUTE) BemecTBo(a)

Valneva Scotland Limited
Oakbank Park Road

Livingston EH53 OTG
[loTnanaaus, O6eAMHEHO KPaJICTBO

Hme n agpecC Ha HDOI/IBBOI[I/ITCJ'IH(I/ITC), OTFOBODCH(HI/I) 3a 0CB060)K)_'[aBaHe Ha MapTHuauTe

Valneva Sweden AB

Gunnar Asplunds Allé 16

171 69 Solna

IBerns

WIn

Valneva Austria GmbH

Campus Vienna Biocenter 3

1030 Vienna

ABcTpus

[lewaTHaTa TMCTOBKA Ha JIEKAPCTBEHHUS MPOLYKT TPAOBA Jja ChAbPKa UMETO U ajipeca Ha
IPOU3BOJUTEINS, OTTOBOPEH 3a OCBOOOXK/1aBaHETO HA ChOTBETHATA MApTHIA.

b. YCJOBUsA WJIN OI'PAHUYEHUA 3A TJOCTABKA U YIIOTPEBA
JlexapcTBEHUAT NPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEUCAHHE.

o O¢punuanHo ocBo0oKIaBaHE HA MAPTUHAHN

Coraacno ui. 114 ot Aupexrusa 2001/83/EO oduumanHoTO 0cBOOOKAaBaHE HA MAPTUANTE CE
M3BBPILIBA OT AbPKaBHA JTa00PAaTOPHsI WK JIAOOPATOPHs, ONpeAesIicHa 3a Ta3u LIe.

B. JAPYI'M YCJIOBUA U UBUCKBAHUSA HA PASPEIIIEHUETO 3A YIIOTPEBA
. Ilepuoguynm akTyaJau3upanm 1okjaagu 3a oezonacuoct (ITAIB)

WznckBanmsra 3a nogasane Ha [IA/Ib 3a To3u ekapcTBEH MPOAYKT A IIOCOYEHH B CIIMCHKA C
pedepentHute natu Ha EBponerickus cpio3 (EURD cnucek), npensuaeH B wi. 1078, an. 7 ot
Hupektusa 2001/83/EO, 1 BbB BCUUKH CJICIBAIIM aKTyaJIM3allMH, TyOJUKyBaHHU Ha
eBpOIEHCKHUs yeOImopTa 3a JeKapcTBa.

[Mputexatenst Ha pa3penieHrero 3a ynorpeda (ITPY) tpsosa na nogane nvpsus [TAJIB 3a To3u

HPOJYKT B CPOK OT 6 Mecela Ciie/l pa3pelaBaHeTo 3a ynorpeoa.

I'.  YCJIOBUsS NI OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA ITPOJAYKT

. Ilnan 3a ynpasJienue Ha pucka (ITYP)
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IIputexatenar Ha pa3pemnieHreTo 3a ymorpeda (ITPY) tps6Ba na n3BbpIBa H3NCKBAHUTE
JIEeHMHOCTH U AEHCTBUS, CBBP3aHHU C NIPOCIIEAsIBAHE Ha JIEKapcTBEHAaTa 0€3011acHOCT, IIOCOYEHHU B
onobpenus [IYP, npeacraen B Moayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U BbB
BCUYKH CJIEAABALIM 000peHH akTyanu3anuu Ha [TYP.

Axtyanmusupan [1YP Tpsa6Ba na ce momaBa:

e 110 MUCKaHe Ha EBporeiickara areHius mno JieKkapcTpara;

e BHHArW, KOTaTO CE M3MEHS CHCTEMAaTa 3a yIpaBlIeHUEe Ha prUcKa, 0COOCHO B pe3yiTaT Ha
MoJTyYaBaHe Ha HOBA MH(OPMAITHS, KOATO MOXKE Ja TOBEJIE 10 3HAYMMU IIPOMEHU B
CHOTHOIIICHUETO IOJI3a/PUCK, HITH CJIE] TOCTUTaHEe Ha Ba)KEH eTall (BbB BPh3Ka C MPOCIICAsIBaHe
Ha JIEKapCTBeHATa 0€30MaCHOCT WJIH CBEXKIaHE HA PUCKA 0 MUHUMYM).
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NPAJIOXKEHHUE IlI

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUAA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Bakcuna cpenry COVID-19 (uHakTuBHpaHa, ¢ agoBanT) Valneva umKkeKIHoHHa CYyCIEH3Hs
Bakcuna cpemry COVID-19 (nHakTUBUpaHa, ¢ ai0BaHT, afcopOupaHa)

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceeku ¢uakon cpappika 10 qo3u o 0,5 ml
Enna nosa (0,5 ml) ceappxka 33 anturennn equnnny nHaktuBupan SARS-CoV-2, ancopOupan BEpXy
amymunues xuapokcua (0,5 mg AlP*), ¢ amrosant CpG 1018 (1 mg).

3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

[TomonrHm BelecTBa: HATPUEB XJIOPHUJ; TUHATPUEB XuAporeHpocdar, Oe3BO/IECH; KaJIUEB
nuxuaporendocdar, 6e3BoAcH; KaTHeB XJIOPUI, BOIA 32 HHXKEKITMH I PEKOMOMHAHTECH YOBEIITKH
ANOYMHUH.

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

HMmxekimoHHa CyCreH3Us
10 MHOT0/1030BH (pI1akOHA

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXKJAHE

WHTpaMyCKyIIHO IPUIIOKEHUE

[Ipenu ynoTtpeda npoyereTe JIMCTOBKATA.

3a moBeve nHPOPMAIHs CKaHUpaiTe KoJa ¢ MOOMIHO YCTPOMCTBO MM IoceTeTe WWW.Covid19-
vaccine-valneva.com.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

‘ 7. APYI'U CHEHUAJIHM ITPEAYIIPEXXKJEHN A, AKO E HEOBXOJUMO

OOBpHETE HAKOJKO IBTU MPEan YIoTpeda, 3a J1a ce TOJIyYd eJHOPOAHA CYyCIICH3HSL.
He pasknamaiite.
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.

Ha ue ce 3ampa3ssna.

CoxpaHsBaiiTe prakoHa B KApTOHEHATa OMAKOBKA, 3a J]a CE Mpe a3y OT CBETIHHA.
M3non3BaiiTe BakcHHATa B paMKHATE Ha 6 4aca clie]] TbpBOTO MpoOrBaHe Ha (hakoHa.

10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBHPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME 1 AJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEGA

Valneva Austria GmbH
Campus Vienna Biocenter 3
1030 Vienna

ABctpus

12. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/21/1624/001

13. TMAPTHUJAEH HOMEP

ITapt. Neo

‘ 14, HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMALIMSI HA BPANJIOBA A3BYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JBym3mepeH 6apKoJI ¢ BKIFOYCH YHUKANICH HACHTH()HUKATOD.

‘ 18. YHUKAJIEH TAEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

PC
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

MHOI'0OJ1030B ®JIAKOH

1. NME HA JIJEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Bakcuna cpenry COVID-19 (uHakTuBHpaHa, ¢ agroBanT) Valneva umkexIst
Bakcuna cpeury COVID-19 (unakTuBHpana, ¢ aaloBaHT, aacopOupana)

2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

10 go3u mo 0,5 ml

| 6. JIPYIO

Jara:
Yac:
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Bb. IHUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Bakcuna cpeury COVID-19 (unakTuBupana, ¢ agoBanT)Valneva
HHKEKIMOHHA CyCIeH3Ms

BakcuHa cperly COVID-19 (unakTuBHpaHa, ¢ aJlOBaHT, aIcopOUpaHa)
[COVID-19 vaccine (inactivated, adjuvanted, adsorbed)]

vTosn JICKApCTBEH MPOIYKT MOJICKH Ha JOMBIHUTEIHO HabmoeHre. ToBa 11ie mo3BoJH 6bP30TO

yCTaHOBSIBaHE HA HOBA MH(POPMAIIUS OTHOCHO Oe3omacHocTTa. MoxeTe Jia 1aieTe CBOsI MPUHOC, KaTo
CHOOIIUTE BCSKA HEXETaHa Peakiiys, KOSATO CTe MOJTYyYMIH. 3a HAYMHA Ha ChOOIIIaBaHE HA HEXKEITaHH

peaxIy BUXKTE Kpasi Ha Touka 4.

- IIpouereTe BHUMATE/JIHO LSVIATA JIMCTOBKA, NIpeau Aa Bu 0ble mocTaBeHa Ta3u BAKCHHA,
TBhH KaTo TS ChAbPKa BaxkHa 32 Bac nudopmanus.

- 3amazere Ta3u JIMCTOBKA. MOJKe /1a ce HaJIOXH JIa sl POYETETE OTHOBO.

- AKO MMaTe HAKaKBH JIOTTBIIHUTETHN BBIIPOCH, TTONMTaiiTe Barmms tekap, hapMareBT wim
MEAMIHMHCKA CECTpa.

- AKO TIOITyYuTe HAKaKBU HEXXEJIaHU peakiyy, yBegomere Bamus nekap, hapmanest win
MCIOUIMHCKA CECTpa. ToBa BKIII0UBa M BCUYKU BH3MOKHU HEXKEJIaHU pC€aKknrun, HEOIMMCaHU B
Ta3u JMCTOBKA. BikTe Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

1. Kakso npencrasisBa Bakcuna cpenty COVID-19 (nHaktuBupana, ¢ aatoBant) Valneva u 3a
KaKBO CE M3II0JI3Ba

Kakgo Tpsi0Ba na 3Haere, npeau 1a Bu O0bae nocraBena Bakcuna cpenry COVID-

19 (unakTHBHpaHa, ¢ aaoBanT) Valneva

Kak ce nocrass Bakcuna cpenry COVID-19 (unaktuBupana, ¢ aaroBant) Valneva
BBb3M0OKHM HEXEIaHU pEeaKLUU

Kak na ce chxpansBa Bakcuna cpenry COVID-19 (nHaktuBHpaHa, ¢ agroant) Valneva
ChIpprkaHre Ha OTIAKOBKATA U TOIBIHUTEIHA HHPOPMANUs

N

oMW

1. Kakso npeacrasasisa Bakcuna cpemy COVID-19 (unakTuBupasa, ¢ axioBanrt) Valneva u
3a KaKBO ce M3M0JI3Ba

Bakcuna cpenry COVID-19 (nnaktuBupana, ¢ aaoBadTt) Valneva e BakcuHa, KOsTO ce U3I0JI3Ba 3a
npenoTBpaTsaBane Ha 3a0onsBaneTro COVID-19, npuunneno ot Bupyca SARS-CoV-2.

Bakcuna cpenry COVID-19 (unaktuBupana, ¢ aaoBant) Valneva ce mocrtasst Ha Bb3pacTHH Ha
BB3pacT oT 18 1o 50 romunw.

Bakcunara cTuMmynupa UMyHHaTa CUCTeMa (€CTECTBEHATA 3all[UTa HA OPraHu3Ma) Jla IMPOU3BEXK I
aHTHUTENA U KPHBHU KIIETKH, KOUTO JISHCTBAT CPEIIy BUPyCa M Taka OCUTYPSIBAT 3aIUTa CPEILy
COVID-19.

Huto enHa oT chcTaBKUTE Ha Ta3u BakcuHa He Moxe na npuunau COVID-19.

2. Kaxkso TpsidoBa 1a 3naerte, npeau Aa Bu 6b1e noctaBena Bakcuna cpemy COVID-

19 (unakTHBHpaHA, ¢ agoBanT) Valneva

Bakcuna cpeury COVID-19 (unakTuBupana, ¢ agioBanT) Valneva ne tpsioBa 1a 0b/1e moctaBsiHa

- aKo CT€ aJIePTUYHH KbM aKTUBHOTO BEIECTBO, KbM IPOXKAN WA KOMIIOHEHTH, TTOIYYSHH OT
JPOYXKITH, WK KbM HSKOS OT OCTAHAJINTE ChCTABKU Ha Ta3W BakcHHA (M30pOCHU B TOUKa ).
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IIpenynpeskaeHust ¥ NpeaNna3Hu MepKH
T'oBopere ¢ Bamus nekap, papMaiieBT Wik MEIUIIMHCKA CeCTpa, peau Aa Bu Oble noctaBeHa
Bakcuna cpenry COVID-19 (unaktuBupana, ¢ aatoBant) Valneva, ako:

B MUHAJIOTO CTE€ UMAJIH TEKKA WM KUBOTO3ACTpaIlIaBaiia aiepruvHa PEeaKIus CIe]]
HMH)KEKTHpaHe Ha JApyra BakCHHA WM cjiel noctaBsiHe Ha Bakcuna cperry COVID-

19 (unaxTuBHpaHa, ¢ agoBanT) Valneva

HSIKOTa CTe MPUIMAJIAH CJIE]] ITOCTaBsHE Ha HAKOTa CTE MPUIIAANIN Clie] YOOXKIaHE C UTIIa TIPU
IMOCTAaBsAHEC HAa MHKCKIUA UIIN aKO U3MUTBATE TPEBOXHOCT, CBbp3aHa C MHXCKIIUNUTE

uMare TeXKO 3a00JsIBaHe MIH MHQEKIIHS C BUCOKA TeMIiepaTypa. MoxkeTe Jja ce BAKCHHUPATE,
aKO MMarte JIEKO TIOBUIIIEHA TEMIIepaTypa Wil MH()EKIHUS Ha TOPHUTE TUXATETHU TBTUIIA,
HANpUMep HACTHHKA

umare npoOJieM, CBbp3aH ¢ KbPBEHE, JIeCHO Bu ce momyuaBaT CHHHHU HITH aKO HU3ITOJI3BATE
JIEKapCTBO 3a MPEAOTBPATABaHE Ha 00pa3yBaHETO HA KPHBHU ChCUPEIU

Bamara nmyHHa cuctema He QyHKIMOHHpPA 100pe (MMYHOAe(DHUIINT) WK TIpHeMaTe JIeKapCcTBa,
KOHMTO OTCIIa0BaT MMyHHATa cHUCTeMa (KaTo BUCOKH J03U KOPTUKOCTEPOUIN, UMYHOCYTIPECOPH
WM TPOTHUBOPAKOBH JIEKAPCTBA).

Kakro npwu Bcsika BakcuHa, 2-71030BHUAT Kypc Ha BakcuHaIus ¢ Bakcuna cpemry COVID-
19 (uHakTHBHpaHa, ¢ aaroBaHT) Valneva Moske Ja He 3allUTH HAITBJIHO BCEKH, KOMTO € OH
BaKCHHUPAaH, H HE € N3BECTHO KOJIKO JIBJITO IIe OBJeTe 3alIUTeHU.

Jlena n roHOIIN

Bakcuna cpenry COVID-19 (unaktuBupana, ¢ aaoBant) Valneva e ce nmpenopbuBa Mpu JIera u
IOHOIIN Ha Bb3pacT oA 18 roguau. [ToHacrosmeM HAMa J0CTaThYHO HH(POPMAIHS OTHOCHO
yrnoTpebara Ha Bakcuna cpenty COVID-19 (unakTtuBupana, ¢ afaroBant) Valneva npu jera 1 FoHOIIN
noj 18-roxuirHa BB3pacT.

Jpyru jgekapersa u Bakcuna cpemry COVID-19 (unakTuBupana, ¢ agioBant) Valneva
Tps6Ba na kaxxere Ha Bamms nexap wim GapmaieBT, ako IpueMare, HaCKOpO CTe MPUEMAalIH WK €
BB3MOJKHO J1a ITpUeMaTe APYTHU JIEKapcTBa WM IPYTH BAKCHHHU.

BbpeMeHHOCT 1 KbpMeHe
AKko cTe OpeMeHHa WM KbPMHUTE, CMSTaTe, Y€ MOXKe Jia CTe OpeMeHHa, WK TUIaHupaTe OpeMeHHOCT,
nochBeTBalTe ce ¢ Bamms nekap i dapmarieBT, npenn Aa Bu 0b1e mocTaBeHa Ta3n BaKCHHA.

lodupane u padora ¢ MalIMHK

Hsxou ot Hexxenanute peakunu Ha Bakcuna cperry COVID-19 (nnaktuBupana, ¢ amosant) Valneva,
n30pOCHH B TOUKA 4, MOTaT BPEMEHHO Ja MOBIUSAT Ha criocoOHocTTa B 3a modupane u padora ¢
MaIIMHU. AKO CJIe]l BAKCHHUPAHETO HE Ce YyBCTBaTe o0pe, He modupaiite u He paboTeTe ¢ MaITuHHU.
[penu na modupare wim 1a paboTHTE ¢ MAITHHY, H3YaKaiTe 1a OTIIYMST BCHYKU e(DEKTH OT
BaKCUHATA.

Bakcuna cpeury COVID-19 (unakTuBupana, ¢ agoBanT) Valneva cbabpika Kajauid U HaTpuid
Ta3u BakCcHHa ChIbpKa Kanuii — mo-mManko ot 1 mmol (39 mg) na mosa ot 0,5 ml, T.e. MoXxe ma ce
Kaxke, 4e MPaKTHIECKU HEe ChIbpiKa KaJuil.

Tasu BakcuHa ChaBpxKa MO-Manko ot 1 mmol Hatpuit (23 mQ) Ha no3a ot 0,5 ml, T.e. MOXe n1a ce
Kaxe, 4ye MPaKTHIECKH HEe ChIbprka HATPHI.

3.

Kak ce mocraBs Bakcuna cpemry COVID-19 (mnakTuBupana, ¢ agioBanT) Valneva

Bakcuna cpenry COVID-19 (unaktuBupana, ¢ aaroBanT) Valneva ce npuiara Kato ce HHXEKTUpa
0,5 ml ot Hest B MyCKyJI B rOpHaTa yacT Ha pbkara Bu.

e Bu 6b1aT mocTaBeHN 2 MHXKEKITUH OT €HA M ChI[a BAKCHHA C MHTEPBAJ OT 28 THH, 3a J1a
3aBBPILIMTE Kypca Ha BAKCUHALIMS.
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Cren BCsAKO MHKEKTHPAHE Ha BaKCHHATa Bamusar nekap, papMareBT Wiin MEIUIIMHCKA cecTpa 1e Bu
HaOJroMaBa B IPOABIDKEHUE Ha OKOJIO 15 MUHYTH, 3a 1a CJICAH 3a MPU3HAIN Ha aJIepTrUIHA PEaKIIHs.

AKO UMaTe HIKaKBH JIOMTBIHUTEITHA BBIIPOCH, CBBP3aHH C YIIOTpeOaTa Ha Ta3y BaKCHUHA, TOTTUTANTE
Bamms nekap, ¢papManeBT WM MEUIIMHCKA CECTpa.

B cay4aii ye nmpomycHeTe yroBOpeHHs Yac 3a MOCTaBsAHe HA BamaTa BTOpa 103a 0T BakcHHATA

cpeury COVID-19 Valneva (unakTuBMpaHa, ¢ aTI0BaHT)

- AKo mpomycHeTe yroBopeHHs 9ac, Bb3MOXKHO Hal-CKOPO YyTOBOpETe APYTro nocemenue ¢ Bamms
nexap, (papmMaLeBT WIM METUIIMHCKA CECTPa.

- AKo npornycHeTe IUIaHupaHa HHKEKIHsI, HsIMa Ja CTe HalrbJIHO 3amuTeHu cpeiy COVID-19.

4, BBb3MOKHHI HekeJIaHU peaKknuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAMN3BHUKA HEXKCIIaHNU p€aKIIUH, BBIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.

ITpu mocrapsiHeTo Ha BakcuHa cperry COVID-19 Valneva (uHaktuBupaHa, ¢ aJfOBaHT) MOTaT J1a
BB3HUKHAT CIICIHUTE HEXKEJIaHN PEaKIINU:

[ToTbpceTe cnemHa MEANIIMHCKA TIOMOIIL, aKO MOJyYNUTE HAKOW OT CIETHUTE MPU3HALN U CHMIITOMH
Ha aJepru4Ha peaxiys:

OTIIaIHAJIOCT WJIU 3aMasiHOCT

IPOMEHU B ChPAECUYHUS PUTHM

3a0yX

XpUIIOBE

MolyBaHe Ha YCTHUTE, JIIIETO WA I'bPIIOTO

YPTUKapus WiIu 00pYB

rajieHe WU MOBphIIaHe

cToMalrHa 0oJka

AKO moJTyyuTe HAKaKBU HEXKEJNaH! peakllv, yBeJoMeTe Bamus nekap mim MenuiuHcKa cectpa. Te
MOTaT J1a BKIIFOYBAT

MHOro 4ecTH HeKeJIaHH peaknuu (Mozke Aa 3acerHat nosede ot 1 Ha 10 gymm)
rJ1aBoOoIIHe

razieHe

MOBpBIAHE

00JIKa B MYCKYJIUTE

yMopa

MSICTO Ha UHXKEKTHPaHe: YyYBCTBUTEITHOCT, OOIKa

YecTu HexeIaHU peakuuu (Moske 1a 3acerHat 10 1 na 10 xymm)

. 00JIKa B T'BPIOTO
o MSCTO Ha MHXKCKTHUPAHEC! C'bp6e)K, BTBbpASABAHC, IOAYBAHE, 3a4CPBABAHC
o BHCOKa TeMIIeparypa

HeuecTn He:xkesanu peaknuu (Mo:ke 1a 3acernar 10 1 Ha 100 qymm)
YTOJIEMEHH JIUM(DHU BH3TH

3aMasHOCT

HeOOMYaMHO yCelane 1Mo Koykara (HanpuMep OOIKaHe)
HaApYIICHUS Ha BKyca

MpHIagaHe

HaMaJIeHa 9yBCTBUTEITHOCT

MUTpEHA
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Japust
0onka B Kopema

HPEKOMEPHO M3IOTSIBAHE

o0puB

0oKa B Kpak WM pbKa

ctaBHa 00JIKa

MYCKYJIHU KpaMIIH

MOBUIIICHA CKOPOCT Ha yTasiBaHE HA YCPBCHUTE KPHBHU KIICTKU

Penxu Hexeanu peakunu (Moske aa 3acertar a0 1 na 1000 qymm)

. HamaleH Opoll Ha TPOMOOIIUTUTE B KPBBTA
. YYBCTBUTEIIHOCT KbM CBETJIMHA
. BB3MAJICHNE Ha BEHUTE, CBBP3aHO C KPHBEH ChCUPEK

Cno01aBaHe Ha HeXKEJIAHH PeaAKINA

AKO TIONTyYuTe HAKAKBU HEXKEJIAaHU Peakiluy, yBeJoMeTe Bamms nekap, papManeBT Wik MeIUIIHCKA
cectpa. ToBa BKIIIOYBAa U BCHYKH BH3MOKHH HEXXCITAHH PEAKIIMH, HEOTIICAHH B Ta3H JINCTOBKA.
MosxeTe ChIO a ChOOIIUTE HEeXKETaHN PEAKINK TUPEKTHO Ype3 HAIMOHATTHATA CHCTEMA 3a
choOIIaBane, mocouyeHa B [Ipuiokenue V, U 1a BKIIOYHTE TAPTUAHUS HOMEP, aKo ¢ HanudeH. Kato
CHOOIIIaBaTE HEXKEIAHN PEAKIIUU, MOXKETE Jla TAJIETE CBOS IMIPUHOC 3a MOJIy4aBaHEe Ha IMOBEYC
nHGOpMAIUS OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKapPCTBO.

5. Kak 1a chxpansBarte Bakceuna cpemry COVID-19 (mnakTuBupana, ¢ agioanr) Valneva
Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIela.

ToBa JICKapCTBO HE Tpﬂ6Ba Ja C€ U3M0JI3Ba CJIC CpOKa Ha r'OJHOCT, oTOeIA3aH BBHpPXY KapTOHCHATa
OIIaKOBKAa U €TUKCTA Ha (bHaKOHa CJICea ,,FOZ[GH ,Z[OZ“. CpOK’BT Ha TOAHOCT OTroBaps Ha MOCJICAHUA ICH
OT IMOCOYCHU MECCEII. Bammsar MCIUIUHCKU CTICHUATIUCT € OTTOBOPCH 3a MPOABbJKUTCIHOCTTA HA
CBXPAaHCHUETO M 3a YCJIOBUATA HAa CbXPAaHCHUE HA Ta3W BaKCHUHA.

I/IH(l)OpMaI_[I/IHTa 3a CbXpPaHCHUCTO, CPOKAa HA TOAHOCT, yrIOTpe6aTa n pa60TaTa C IIPOAYKTA € OITMCaHa B
pas3aciia 3a MCAUIUHCKHU CIICHUAJIMCTH B Kpasd Ha JIMCTOBKATaA.

6. Cun,pma}me Ha OnMaKOBKaTa M JOIIbJHUTEC/IHA I/IHQ)OpMalII/IH

KakBo cbabp:xa Bakcuna cpemy COVID-19 (mnakTuBupana, ¢ agioBanr) Valneva

Enna no3a (0,5 ml) chappka 33 aHTUTEHHM €IMHULM MHAKTHBUPaH BUpyc SARS-CoV-2123,

1lam Wuhan hCoV-19/Italy/INMI1-isl/2020

’[TpousBesieH BbB VEro KieTku (KIeTKH OT ad)puKaHCKa 3eIeHa MaiiMyHa)

$Ancopbupan BbpXy anmyMuHueB xuapokcus (o6mmo 0,5 mg AlRY), ¢ agrosanT 06mo 1 mg
CpG 1018 (1mmuro3un dochoryaHuH).

Enna MHOT01030B (hitakoH chabpika 10 go3u mo 0,5 ml.

JIpyrute ChbCTaBKH ca: HATPUEB XJIOPH; AMHATPUEB Xuaporendochar, 6e3poaen (E339); kammes
muxuaporendocdar, 6e3sonen (E340); xamuer xmopun (E508); Boxa 3a MHKEKIMK H pEKOMOMHAHTEH
qoBemkH anoymuH (rHA).

Bakcuna cpenry COVID-19 (unaktusupana, ¢ agroBant) Valneva ceabpika Kaaui 1 HaTpuil (BHKTE
TOYKa 2).
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Kak m3riae:xaa Baxkcuna cpemry COVID-19 (mnakTuBHpana, ¢ agoBanT) Valneva u kakso
ChIbpKa ONMAKOBKATA

Bsta no noutH Osi1a MHXXEKIIMOHHA CyCIIeH3Us (MHKEKINS) B CTHKICH MHOTO/I030B (DJIaKOH, 3aTBOPEH
C TYMEHa 3aIlyliajiKka 1 aTyMUHUEeBa O0KaTKa C IIaCTMAacOBO OTUYIIBAIIO CE Karaye.

Bun onmakoBka: 10 MHOTO1030BH (pi1akoHa

IIpuTe:kaTesn Ha pa3pellleHUETO 3a ynoTpeda
Valneva Austria GmbH

Campus Vienna Biocenter 3

1030 Vienna

ABcTpus

IMpousBoauTean
Valneva Sweden AB
Gunnar Asplunds Allé 16
171 69 Solna

Benns
TN

Valneva Austria GmbH
Campus Vienna Biocenter 3
1030 Vienna

ABcTpus

3a 1oMbJIHATEIHA HHPOPMAIIH OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C MPUTEKATEISI Ha
paspeleHneTo 3a yroTpebda Ha crieaHus uMeitn aapec: covid19@valneva.com

I[aTa Ha IOCJCIHO NMpepasrjaekaaHne Ha JIUCTOBKaTa

JApyru n3rouyHuny Ha nHGopmanus

3a IIOBCYC I/IH(l)OpMaLII/ISI CKaHHpaﬁTe QR KoJa C MO6I/IJ‘IHO yCTpOf/iCTBO, 3a aa HOJ'Iy‘lI/ITe Ta3u JIJUCTOBKA
Ha pa3J'II/I‘IHI/I €311, UIHN ITIOCCTCTE:
www.covid19-vaccine-valneva.com

IMonpoOHa nHpOpMaInHs 3a TOBA JIEKAPCTBO € MpeocTaBeHa Ha yeOcaiiTa Ha EBporelickara areHIus
10 JiekapcTBata http://www.ema.europa.eu.

Ta3u nucToBKa ¢ HanMuyHa Ha Bcuuku e3unn Ha EC/ENII Ha yeOcaiita Ha EBporelickata areHIus 1o
JIeKapCcTBaTa.

ITocouenara no-J0J1y I/IH(l)OpMaLII/IH € MMpcAHa3Ha4YCHa CaMO 3a MCAUIIMHCKHU CIICHIUATINCTH:

Ipocaenumoct
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3a fma ce moo0pu MPOCIEAUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U MTAPTHIHUAT
HOMEp Ha MPIJIOKEHHUS MPOIYKT TPSOBA SICHO J1a CE 3aIMCBaT.

YcioBust Ha CbXpaHeHHe

[a ce chxpansiBa B xyaguiiHuk mpu 2—8 C.

[a He ce 3ampassipa.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a JIa ce TPEJINa3u OT CBETIINHA.

Cpok Ha roaHOCT

HeotBopen duakon

1 roauHa, KOraTo ce chXpaHsBa B XiaamwiHUK (2-8°C).

Koraro ¢makonsT Ha Bakcuna cpemy COVID-19 (nnaktuBupana, ¢ agroBant) Valneva me e otsaps,
T € ctabmitHa 3a 00mmo 6 yaca npu 25°C. ToBa He € MPENOPHUNTETHO YCIOBHE Ha ChbXPAaHEHUE HITH
YCIIOBHE 32 TPAHCIIOPTUPAHE.

CJ'ICI[ OBPBOTO OTBAPAHE

6 yaca
Ha ue ce 3ampa3ssna.

XumudHa ¥ (M3WYHA CTAOMITHOCT Ha BaKCHHATA B TIEPHOJIa Ha yrmoTpeda € moka3aHa 3a 6 gaca, KOraTo
ce ChXpaHsBa BB (uiakoHa rnpu temrieparypa noj 25°C. Cien u3THYaHETO HA TO3U CPOK (hIIAKOHBT
TpsiOBa J]a ce U3XBBPIIH.

Bakcuna cpenry COVID-19 (unaktuBupana, ¢ aatoBant) Valneva He cbbppika KOHCEpBaHTH. 3a
W3TETJISIHE Ha JI03UTE OT MHOTOJI030BHUs (DIIAKOH TPsIOBA Ja ce U3I03Ba acenTHYHA TexHuKa. OT
MHUKPOOHOJIOTHYHA TJICJHA TOYKA CJIE TbPBOTO OTBapsiHe (I'bPBOTO MPOOMBAaHE Ha (hIaKOHA C UIJIa)
BaKkcHHaTa TpsOBa Jia ce U3M0iI3Ba He3a0aBHO. AKO HE ce M3I0JI3Ba He3a0aBHO, BPEMETO U YCIIOBHSTA
Ha ChbXpaHEHHE B MIEpHO/a Ha yrnoTpeda ca OTTOBOPHOCT Ha MOTPEOUTEIA.

Pagora ¢ mpoaykTa U NpuJio:KeHue

Baxkcunara TpH6Ba Ja 6’5,[[6 MMPUTOTBCHA U MPUIIOKECHA OT O6yLICH MCIMIMHCKH CIICOHUAJINCT, KaTO CC
H3IO0JI3Ba ACCIITUYHA TCXHUKA, 3a [1da C€ rapaHTUpa CTCPUIIHOCTTA HAa CYCIICH3UATA.

[Ipunaraiire Bakcuna cperry COVID-19 Valneva nHTpaMyCKyJIHO KaTo Kypc OT 2 103U (BCsIKa 110
0,5 ml). IlpenopruBa ce Bropara /103a Jja ce NPUIOKH 28 THU cJe] TbpBaTa.

Kakro IIpy BCUYKH MHKXCKIIMOHHU BaKCUHU, BUHAru Tp516Ba Jla Ma Ha pasloJIOKCHUE ITOAXOAAII0
MCIUIIMHCKO JICYHCHUE U Ha6J'IIO,I[eHHe B Cﬂy‘laﬁ Ha aHa(I)I/IJ'IaKTH‘IHa peaKknuA CJc NPpUI0KCHUCTO HA
BaKCHHAaTa.

e BaxcuHara ce JOCTaBsl rOTOBaA 3a yroTrpeoa.
e HeoTBopeHusT MHOT0/1030B (priakoH TpsiOBa ja ce chxpaHsBa mpu 2 10 8°C; chbxpaHsBaiiTe
(h1akoHa B KapTOHEHATa OIIAKOBKa, 32 /1a CE MPEANasu OT CBETIINHA.
B nepuosa Ha ynotpebaTta BakcnHaTa MOXe J1a ce chxpaHsBa mpu 2 g0 25°C.
M3non3Baiite B pamkute Ha 6 yaca cie IbPBOTO NPoOUBaHe Ha (pirakoHa. 3anuiiere qaraTa u
yaca Ha IbPBOTO NIPOOMBaHE BbPXY €TUKETA Ha (prakoHa.
e lI3xBBpieTe Ta3u BaKCHMHA, aKO HE € M3II0JI3BaHA B paMKHUTE Ha 6 yaca cjell IbPBOTO NMPOOHBaHe
Ha (prakoHa.
o [Ipenu ynotpeba oObpHETE (irakoHa HSIKOJKO ITHTH, 32 J]a C€ TIOTYYH €THOPOIHA CYCTICH3HSL.
He pa3zkianiaiire.
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o [Ipenu npunoxeHne BakcuHaTa TPSAOBA a ce MPOBEPU BU3YAITHO 32 HAJIMYUE HA BUIUMH
YaCTHUITK M 3a TIPOMSHA Ha I[BeTa. M3xBBHpIieTe, ako € ¢ MPOMEHEH LBST WX ChIbP)Ka BUIUMH
YaCTHITH.

o Baxkcuna cperry COVID-19 (nnakTuBupana, ¢ amroanT) Valneva ne tpsoBa aa ce cMecBa B
ChINlaTa CIPUHIIOBKA C APYTH JIEKAPCTBEHH MPOAYKTHU WIIK J1a CE Pa3peKia.

o Karo u3nos3Bate acenTUYHA TEXHUKA, IOYMCTETE 3aMyliajkaTa Ha (pJlakoHa ¢ TAMITOH 3a
€HOKpaTHA ynoTpeba, HAllOeH C AaHTUCETTHK.

e 3a BCSIKO JIMIIE U3IOJI3BANTE OT/IEITHA CTEPUIIHA UTJIa U CIPUHIIOBKA 32 MPUIIOKEHUE.

e l3mon3BaiiTe KOMOWHAIUS OT CIIPUHIIOBKA W/WJIH UTJIA C MATbK MBPTHB 00€M, TIPU KOSATO
KOMOMHHUPAHHUAT MBPTHB 00eM € < 30 MUKpOJIUTpaA IIPU BCUYKH JI03H, 32 J]a MOXKE Ja
nzrernute 10 no3u. CripuHIIOBKaTa TpsAOBa /1a € chBMecTHMAa ¢ uria 21G wim ¢ mo-mMambK
pasMep 3a UHTPaMyCKYJTHO TIPUIIOKEHHE.

e AKO Ce M3MOI3BAT CTAHAAPTHH CIIPUHIIOBKU U UIJIH, IPU KOUTO KOMOWHUPAHUST MBPTHB 00eM
e Hax 30 MUKPOJIMTPA, MOJKE J1a HsIMa JI0CTaThueH 00eM 3a u3teryisHe Ha 10 1031 OT efuH
(h1akoH.

Usreraere 0,5 ml ot BakcuHaTa.

[IpenmnouynTaHOTO MACTO 32 HHXKEKTHPAHE € MYCKYJIbT Ha FOpHATa 4acT Ha phKaTa.

He npunaraiitTe BakcMHaTa HHTPaBacKyJIapHO, TOJKOXKHO HIIM UHTPaJACPMAITHO.

AKO KOJIMYECTBOTO BaKCHHA, KOETO OCTaBa BbB (DJIAKOHA, HE MOXKE J]a OCUTYPH IThJIHA J103a OT
0,5 ml, u3xBBpere ¢grakoHa U OCTaHAIHS 00eM.

e He cr0upaiiTe 0cTaHAIOTO KOJUYECTBO BAKCHHA OT HAKOJKO (hJIaKoHa.

N3xBBpIsiHe
Hewusnon3BaHusAT JeKapcTBEH NPOAYKT WM OTIaIbYHATE MAaTepHali OT HETO TPAOBa Jja C€ U3XBBPJIAT
B CHOTBETCTBHE C MECTHUTE U3UCKBAHUS.
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