HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



vTO3I/I JIEKapCTBEH MPOAYKT TOJUICKU Ha JOMIBIHUTEIHO HaOoieHre. ToBa 111e mo3Boiu Obp30To
YCTaHOBsIBaHE Ha HOBa HH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CICIIHATTUCTH CE
M3WCKBa J1a ChOOIIaBaT BCAKA MMO03MPaHa HeXKeJlaHa peakifys. 3a HaurHa Ha choOIIaBaHe Ha
HEXEJTaHHW PEaKIMH BIDKTE TOUKa 4.8.

1. HUME HA JIEKAPCTBEHUSA MPOAYKT

Nuvaxovid HHXEKIIHOHHA JUCTIePCUs

Baxkcuna cpeury COVID-19 (pekomOnHaHTHA, alI0OBaHTHA)

(COVID-19 Vaccine (recombinant, adjuvanted))

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa ca MHOT0/1030BH (UIaKOHH, KOUTO ChABpKaT 5 no3u wiu 10 nosu no 0,5 ml Ha daakoH (Bx.
TouKa 6.5).

Enna no3a (0,5 ml) ceappxka 5 Mukporpama munoB nporena™ Ha SARS-CoV-2 ¢ nobaBeH karo
aaroBaHT Matrix-M.

AmoBaHT Matrix-M, koiito Ha go3a 0,5 ml ceabpxa: ppaknus A (42,5 mukporpama) u dpaxiusi-C
(7,5 mukporpama) exctpakt ot Quillaia Saponaria Molina.

*nmpousBeskaa ce mo pekombuHanTHa JIHK TeXHOTOTHS ¢ eKCIIPECHOHHA CHCTeMa Ha 0aKyJIOBHPYC B
KJICThYHA JIUHUS OT HacCEKOMH, rosryueHa oT Sf9 kinetku Ha Buna Spodoptera frugiperda.

3a IIBJIHMSA CIIUCHK Ha IIOMOIIHUTE BEIECTBA BIDKTE ToUuKa 6.1.

3. JIEKAPCTBEHA ®OPMA
WrxexuonHa qucnepcust (MHKEKITH)

Hucnepcusita e 6e31BeTHA JI0 JIEKO XBJITa, OUCTpa 10 Jieko omaiecueHTHa (pH 7,2)

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKA3AHUS

Nuvaxovid e npenHazHaueHa 3a akTHBHA UMyHH3aLus 3a npeanassane or COVID-19, mpuunneH ot
SARS-CoV-2, npu nuria Ha Bb3pact 12 u moBede roAuHU.

M3non3BaneTo HA Ta3W BaKCHHA TpSI6Ba Ja 6’LI[€ B CbOTBETCTBHCE C O(I)I/II_II/IaJ'IHI/ITe OpCNIOPHKHU.

4.2 Jlosnpomca W HAYUMH HA MPUITOKEHUE

gOBH[)OBKa

H‘prMLlHCl cepusl Ha 6aKCcunHayus

Jluua na ev3pacm 12 u noseue 200unu

Nuvaxovid ce npusara HHTpaMycKyJIHO Kato Kypc ot 2 go3u o 0,5 ml Besika. [Ipenopbusa ce
BTOpATa /103a JIa ce MPIIOKH 3 CEAMUITH CIIe]] TbpBaTta jg03a (BX. Touka 5.1).




Bzaumosamensemocm

Hsma Hanu9HM TaHHY 110 OTHOLICHUE Ha B3auMo3aMeHseMocTTa Ha Nuvaxovid ¢ Jpyru BakCHHH
cpeury COVID-19 3a 3aBbpiiBaHe Ha MbPBUYHUSA KypcC Ha BakCHHaLUs. JInnara, Hody4uin IbpBa
no3a Nuvaxovid, TpsiOBa Ja nosyuat Bropata 103a Nuvaxovid, 3a 1a 3aBbpIuaT Kypca Ha BAaKCHHALUSL.

bycmep 0oza

bycmep 0o3a npu auya na evspacm 18 u nogeye eoounu

Byctep moza Nuvaxovid (0,5 ml) moxe 51a ce mprito’Ku HHTPaAMyCKYITHO PUOTU3UTENTHO 6 Mecera
cJIeNl TbpBUYHATA Cepus IpH Tnla Ha 18 1 moBede roauan (XOMOJI0XKHa OycTep 103a).

Nuvaxovid Moe J1a ce TOCTaBu u KaTo OycTep J103a IpH JIMIa Ha BB3pacT 18 u moBeue roguHu clien
MPUKITIOYBAHE HA IIbPBUYHA cepusl, cheTosIma ce oT PHK BakcuHa ninu aneHOBUpYyCHA BEKTOPHA
BaKCHHa (XeTepoiiokHa Oycrep no3a). lHTepBaabT Ha MpUIaraHe Ha XeTepoJioJkHaTa OycTep 103a e
CBINUSAT, KATO MHTEPBATBT, 0JI00pEH 3a OycTep /103a BaKCHHA MPH ITbPBUYHA BaKCHHAIUS (BXK. TOYKA
5.D).

Ileouampuuna nonynayus
bezonacHocTTa 1 eukacHocTTa Ha Nuvaxovid npu jienia Ha Bb3pacT 1moj 12 rojauHu Bee OlIe He ca
ycraHoBeHH. JIUICBAT qaHHU.

Bwspacmuna nonynayus
He ce nanara xopekius Ha j03aTa Ipy NAIeHTH B HaNlpeaHaja Bb3pacT =65 roAuHu.

Hauwnn »Ha npuioxeHue

Nuvaxovid e camo 32 HHTPaMyCKYJIHO HH)XXEKTUPAHE, 3a MIPEIINOYUTAHE B ACATOMIHUS MYCKYJI B
ropHaTa 4acT Ha pbKaTa.

He umxextupaiiTe BakcuHaTa BbTPECHI0BO, ITOJKOKHO HIIM HHTPAAEPMAIIHO.

Bakcunara He TpH6Ba Ja C€ CMECBa C IPYI' BAKCUHU WIHN JICKAPCTBCHU IMPOAYKTU B €1HA U Cbhllla
CIIpUHIIOBKA.

3a npeanasHu MEpKH, KOUTO TPsAOBaA Jla Ce B3eMar MPe/Iu MpUiiaraHe Ha BaKkCUHATa, BUKTE Touka 4.4,
3a yka3aHHs OTHOCHO paboTaTa ChC M U3XBBPISHETO Ha BAKCHHATA BIDKTE TOYKa 6.6.
4.3 IIpoTuBOMOKA3aAHUA

CBpPBXYYBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MJIM KbM HAKOE OT IIOMOIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

4.4 CroenuajaHu npeaynpesxaeHust U NpeANna3sHi MepKH PU ynorpeda

IIpocneaumoct

3a 1a ce moI00py MPOCIIEAUMOCTTA HAa OUOJIOTHYHUTE JICKAPCTBEHHU MPOJIYKTH, UMETO U TTAPTUIHUSAT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPSOBA SCHO J1a CE 3aMMCBarT.

CBD’LXHVBCTBI/ITGHHOCT )41 aHa(b HNJIIAKCHA

[Ipu Nuvaxovid ce cpo0miaBa 3a ciay4an Ha aHaduinakcusi. Bunaru TpsOBa 1a uMa Ha pa3moyIoKeHHE
MOJXOIAIIO0 MEAULIMHCKO JICYeHUE U HAOIOJCHUE B CITydail Ha aHa(MIIAKTUUHA PEaKIUs CIIe]
MPUJIO’KEHUE Ha BAaKCHHATA.

[IpenopbuBa ce BHUMATEITHO HAOIIOIEHUE 32 Hali-Mallko 15 MUHYTH ciie]l BakcuHarusTa. Ha
nosydniinTe aHadriiakcus ciiesl mbpparta jgo3a Nuvaxovid He TpsiOBa 1a ce mocTaBs BTOpa J103a OT
BaKCHHATa.



MmuokapauT ¥ nepuKapauT

ChllecTBYBa OBHUIICH PUCK OT MHOKAPIUT U MEPUKAPIUT ciel BakcuHalus ¢ Nuvaxovid. Teszu
3a00JSIBAHUST MOXKE JIa CE PA3BHAT CAMO JI0 HSIKOJKO JHH CIIe/T BAKCHHAIUATA U Bh3HUKBAT MPETUMHO
B pamMKkuTe Ha 14 nau (BX. Touka 4.8).

HanuunuTe nanHu npenmnosarar, 4e XoabT Ha MUOKApIUT U TICPUKAPANT CIIC]] BAKCUHAIIUATA HE Ce
pa3nvaBa OT TO3U HA MHOKAPJIUT WU MIEPUKAPIUT MO TIPUHIIHII.

MeuIMHCKATE CIICIIHATMCTH TPAOBA J]a CIEAT 3a MPU3HAIIUTE U CUMIITOMUTE Ha MUOKAPJIUT U
nepukapauT. BakcuHupanuTe auna (BKIFOYUTEITHO POAUTEIIN WIH MOJIaraily TPYKY JIMIA) TpsOBa 1a
O0bJIaT MHCTPYKTUPAHU HE3a0ABHO JIa IOTHPCAT MEIUIMHCKA TIOMOIII, aKO Pa3BUSAT CUMIITOMH,
MOKA3aTEeTHU 32 MUOKAPIUT W TIEPUKAPINT, KaTo (0CTpa Wi MepcucTupania) 6oiaka B TbpIUTe,
3a]lyX WM ChpIlcOMEHE Clie/l BAKCHHAIUSATA.

MenuIrHCKHUTE CIICIIHATUCTH TPSOBa Ja HAPaBsIT CIIpaBKa ¢ PhKOBOJICTBATA W/HITH J1a Ce
KOHCYJTHPAT ChC CIICHUAIKCTY 32 TUATHOCTHUIIMPAHE U JICUCHHUE HA TE3H 3a00JIsIBaHUsI.

Peakiun, cBbp3aHu ¢ TPEBOKHOCT

Peakuuu, cBbp3aHu C TPEBOKHOCT, BKJIFOUNTENIHO Ba30BarajlHi peakluu (CHHKOIT), XUIIEPBEHTHUIAN
WM CBBP3aHU ChC CTPEC PEAKIIMM MOTaT J1a Bb3HUKHAT BB BPb3Ka C BAKCHHALIUATA KATO NICUXOT€HEH
OTrOBOp Ha MHXKEKTHPAHETO ¢ uriia. BaxxHo e aa ce B3eMaT npeana3Hyu MepKH, 3a 1a ce u30erHe
HapaHsABaHEe IIPU MPUJIOLIaBaHE.

CrrpreTBario 3a001saBane

BakcunanusTa TpsiOBa J1a ce OTJIOKU MPH JIMIA, CTPAJIAIINA OT OCTPO TEKKO (heOpHITHO 3a00IIIBaHe
i octpa uHpekmws. Jlekara nHGEKIUS 1/IK JIEKO TIOBUIIIEHAaTa TeMIIepaTrypa He TpsOBa 1a 3a0aBst
BaKCHHAIIMATA.

TDOM6OHI/ITOH€HI/I$[ 1 HApYIICHUA Ha KPbBOCHCHPBAHETO

Kakro mpu Apyru HHTpaMycKyJTHA HHXXECKIIMY BaKCHHATA TPAOBa Ja ce Mpuiiara BAHUMATEIHO MPH
JMIIa Ha aHTUKOAryJaHTHA TepaIus WK TAKUBa C TPOMOOIUTONICHHS, HITH C HAPYIICHUS Ha
KPBbBOCHCUPBAHETO (KaTO XeMO(nins), Thii KaTO Cliel HHTPaMYCKYJIHO MPUIOKEHHE IPU TE€3H JIMLA
MOJe J1a Bb3HUKHE KbPBEHE HJIH J]a c€ 00pa3yBaT CUHUHU.

MMYHOKOMIIpOMETHUPAHHU JIHIIA

EdukacHocTTa, 6€30MacHOCTTa U IMYHOTEHHOCTTA Ha BAKCHHATA Ca OIICHEHH MPU OrpaHHyeH Opoi
UMyHOKOMIpoMeTHpanu mia. E¢ukacHocrra Ha Nuvaxovid Moxke 1a € mo-HUCKa MpH
MMYHOCYTIPECHPAHU JTUIIA.

IIpoaBIKUTEIHOCT Ha 3all[UTaTa

HpO,I[’LJ'DKI/ITCJ'IHOCTTa Ha 3aluTara, OCurypsiBaHa OT BakCruHaTa, HE € U3BCCTHA, TBH KaTO TS BCE omie
CC OIIp€aAciid B X04a Ha TCKYIIUTC KIIMHUYHN U3IIUTBAHUA.

OI‘DaHI/I‘ICHI/IH Ha e(beKTI/IBHOCTTa Ha BAKCHHATa

JInmiaTa Moske J1a He ca HAI'bJIHO 3allUTEHU A0 7-Us JICH CIIe] IIOCTaBIHETO Ha BTOpaTa UM 103a.
Kakro IIpy BCUYKH BAKCHHH, BAKCUHAIUATA C Nuvaxovid moxe Ja HC 3al1uTaBa BCUYKH
BAaKCUHHUPAHU.



ITomonTHM BemecTBa
Hampuii

Ta3u BakcHHa ChIBPKa MO-Mayko oT 1 mmol Harpwuii (23 mg) Ha 1034, T.€. MOXKE Ja Ce Kaxe, 4e
MPaKTUYCCKU HE ChIbPKa HATPHUH.

Kanuii

Ta3u BakcHHA ChIOBPKA Kauii, mo-Manko ot 1 mmol (39 mg) Ha 103a, T.e. MOXe /1a ce Kaxke, Je
MPaKTUYECKU HE ChIbPiKa KaITUH.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NMPOAYKTH M APYTrH (opMH Ha B3auMoJjelicTBHe
EnnoBpemenHoTo npuiokeHre Ha Nuvaxovid ¢ ”HaKTHBUPaHU POTUBOTPUITHY BAaKCHHU € OLIEHEHO
NpY OrpaHryeH Opol YYaCTHHIM B U3CIIEOBATENICKO MOANPOYYBaHE HA KIMHUYHOTO U3MHUTBAHE,
BIKTe Touka 4.8 u Touka 5.1.

OTroBopsT Ha cBbp3BamUTe antuTena kbM SARS-CoV-2 e mo-ciad, korato Nuvaxovid e npunaran
€THOBPEMCHHO C MHAKTUBHPAHA MPOTHBOTPUITHA BakcHHA. KIIMHMYHATA 3HAYUMOCT Ha TO3U (HakT e
HEHM3BECTHA.

ChIIBTCTBALIOTO NMPHIIOKEHUE Ha Nuvaxovid ¢ Ipyru BAKCUHU HE € TIPOYYCHO.

4.6 @epTHANTET, OPEMEHHOCT H KbpMeHe

BpemenHoct

Wma orpanndeHu JanHu OT ynoTpedarta Ha Nuvaxovid npu 6pemennu xenu. [IpoyuBanusita npu
JKUBOTHH HE MOKa3BaT MPEKH WM HENPEKH BpeaHU e(DEeKTH, CBbp3aHU ¢ OpPEeMEHHOCTTA,
eMOpPHOHATTHOTO/PETaTHOTO Pa3BUTHE, PAXKAAHETO WM ITOCTHATATHOTO pa3BUTHE (BXK. TOUKa 5.3).

[Mpunoxenuero Ha Nuvaxovid o BpeMe Ha OpeMEHHOCT TpsIOBa Jja ce OOMHUCIIH, CaMO KOTaTo
HOTEHIMAJHUTE MOJI3U MMPEBUIIABAT BCIKAKBHU MMOTCHIMATHNA PUCKOBE 3a MaiikaTa u Qeryca.

KespMmene
He e u3BecTHO manu Nuvaxovid ce eKkckpeTrpa B KbpMara.

He ce ouakBar edekTy Ipy KbpPMEHU HOBOPOJICHU/KbPMaUeTa, Thil KATO CUCTEMHATA €KCIIO3UIIMS ITPH
KbpMaukata Ha Nuvaxovid e He3HauuTeIHa.

OuakBa ce aHTHTeNaTa cpeury mumnoBus nporenH Ha SARS-CoV-2 na ce ekckpeTupar riraBHO Tpe3
I'bPBUTE JHU HA JIAKTAIHS.

Deprunurer

[IpoyuBaHusTa IpH )KMUBOTHU HE TIOKA3BAT MPEKH WX HEIIPEKH BPEIHH €(PEeKTH, CBBP3aHU C
PENPOAYKTUBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTn BbpXy crioco0HOCTTA 32 WorpaHe u padoTa ¢ MAIINHA
Nuvaxovid He MOBJIMSBA WK NOBJIHSIBAa HE3HAYMTEIHO CIIOCOOHOCTTA 32 modupaHe u padoTa ¢

MmaiuHu. Hsikoun ot edexture, criomeHaTH B Touka 4.8, MOrat BpeMEHHO Ja MTOBIUSST Ha
CHocoOHOCTTA 3a mopupaHe WiK padoTa ¢ MaLIUHU.



4.8 Hexenanu jeKkapcTBeHH peakuu

PesromMe Ha mpoduiia Ha 6€30MACHOCT ClIe IEPBUYHA CEPUSI OT ABE JIO3H

Yuacmuuyu na evspacm 18 u noseue coounu

besomacHocTTa Ha Nuvaxovid e orieHeHa ¢ MeXAMHEH aHaJN3 Ha COOPHU NaHHU OT 5 TeKYIIIH
KIIMHUYHU U3MUTBaHUS, IpoBeicHN B ABcTpanusi, FOxHa Adpuka, OOeAMHEHOTO KPaJICTBO,
Crenqnnaennte mati 1 Mekcuko. KbM MoMeHTa Ha aHanmza o010 49 950 yuacTHuny Ha Bb3pacT 18 u
MOBeYe TOAMHY Ca MOYYIH TTOHE eHAa J03a OT MbpBUYHA ceps oT nBe Ao3u Nuvaxovid (n=30 058)
i mane6o (n=19 892). KeM MoMeHTa Ha BakCHHMpaHEe MeIUaHaTa Ha Bb3pacTTa e Ouna 48 roguHu
(mnanazon ot 18 10 95 ronunn). MeanaHata Ha IPOIBIDKUTEHOCT Ha mpociesBaneTo ¢ 70 AHu cnen
Ho3za 2, xato 32 993 (66%) yyacTHHIIM ca MPEeMHUHAJH IIpOociensaBane oT Hax 2 Mecena cien Jloza 2.

OTHOCHO COOPHUTE JaHHU 33 PEAKTOTCHHOCT, KOMTO BKJIFOUBAT YYACTHHIIM Ha BB3pacT 18 u moBeue
TOJTMHY, BKIIIOYEHH B JIBETE MPpOy4BaHus (aza 3 1 moimy4rin Besika go3a Nuvaxovid (n=20 055) wnn
wrane6o (n=10 561), Hail-dyecTUTE HEXKENAHN PEAKIIUN Ca YYBCTBUTEIHOCT HA MICTOTO Ha
umkekTupane (75%), 6oiika Ha MICTOTO Ha HHXeKTHpaHe (62%), ymopa (53%), muanrus (51%),
rimaBobonme (50%), Hepazmonoxenne (41%), aprpanrus (24%) u ranene uinu noBpwinane (15%).
HesxenanuTe peakiin OOMKHOBEHO C€a JICKH JI0 YMEPEHH IO TEXKECT ChC CPeHA MPOABILKAUTETHOCT 2
WM IIO-MaJIKO JHU 3a JIOKAaJIHU crouTHs U 1 JCH WJIH I10-MaJIKO 3a CUCTCMHHU CHLOUTHS CJIE]
BaKCHUHaLyuATaA.

Karo 10 nma no-Bucoka 4ecToTa Ha He)KeIaHUTE peakilui B O-MJIaJANTE Bb3PACTOBH IPYIIH:
4geCTOTaTa Ha MosABa Ha YYBCTBUTCIHOCT HAa MACTOTO HAa MHKCKTHUPAHE, 0O0JIKa Ha MSICTOTO Ha
WH)KEKTUPaHe, yMOpa, MHAJITUs, [J1IaBOOOJIHE, HEPA3IOIOKEHHE, apTPalTrys U raJicHe WK IOBPbILAHE
€ II0-BHCOKA MPU BB3paCTHU HA Bb3pacT OT 18 10 nox 65 roguHu, OTKOJIKOTO MPHU TE€3U HA Bb3PacT Ha
1 Hag 65 roguHU.

JlokaJiHU ¥ CUCTEeMHHM HEXXEJIaHH PeaKIliy ca ChoOIaBaHu 1mo-yecTo ciiel J{o3a 2, 0TKOJIKOTO ciiel
Joza 1.

Ha ywacTHuuTe ca nmpuiaokeH! eJHOBPEMEHHO pa3pelIeHH 3a ynoTpeda HHAKTUBUPAHU CE30HHH
MPOTHBOTPHUITHN BaKCHHHU B JieHs Ha pwiarane Ha J{o3a 1 Ha Nuvaxovid (n=217) unu miane6o
(n=214) B nentouneH MyCKyJI Ha pyraTa pbKa rp# 431 y4acTHUIM, BKIIFOUYEHH B U3CIIET0BATEIICKO
nognpoyusane $aza 3 (2019nCoV-302). UecroraTa Ha JOKATHUTE U CHCTEMHUTE HEXKEJIAHU PEaKLINU
B TMOMyJIALIMATA HA MOAMPOYYBAHETO 32 TPHUI € M0-BHCOKA, OTKOJIKOTO B OCHOBHATA MOIyJIAUs 1O
MPOYYBAaHETO Clie/ 1032 | mpu penunuenTH kakto Ha Nuvaxovid, Taka 1 Ha maneoo.

FOnowu na év3pacm om 12 0o 17 2o0unu

be3zonacHoctTa Ha Nuvaxovid npu IOHOIIM € OlleHeHa B MEXXIMHECH aHaJIu3 Ha YacTTa ¢ TeTUaTpHIHO
pasIupeHne Ha TeKyIOTO MHOTOLIEHTPOBO, PaHIOMU3UPAHO, 3aCJIETICHO 3a HaOIro1aTess,
iane0o-koHTponupano npoyusane ¢asa 3 (Ilpoyusane 2019nCoV-301). [lanauTe 3a 6e30macHOCT ca
chOpanu rpu 2 232 yyaCTHHUIIM Ha Bb3pacT oT 12 no 17 roaunu, cbe U 0e3 JaHHU 3a TPEIUIIHA
nHdeknusa cbc SARS CoV-2, B CheinHEHNTE IaTH, KOUTO ca IOJyYHIIH MTOHe eHa J1o3a Nuvaxovid
(n=1 487) nnu mnauedo (n=745). Jemorpadckure XapaKTepUCTUKU Ca CXOIHU MEXY yYaCTHHUIINTE,
nonyunii Nuvaxovid ¥ Te3u, Ioay4uiIn mianeoo.

Haii-gecTute HexenaHu peakiui ca YyBCTBUTEIHOCT Ha MACTOTO Ha nHkekTupaHe (71%), Oonka Ha
MSICTOTO Ha WHXXeKkTupaHe (67%), rimaBodomnue (63%), muanrus (57%), ymopa (54%),
Hepasmnonoxenue (43%), ragene u mospomane (23%), aprpanrus (19%) n mupexcust (17%).
IToBunieHa Temmeparypa ce HaOJIro1aBa Mo-4eCTO MPHU FOHOMIH Ha Bb3pacT oT 12 1o 17 roguHu
OTKOJIKOTO IIPH BB3PACTHHU, C UECTOTA ,,MHOI'O YECTH ’, CIIe] BTOpaTa J103a IpH roHowu. Hexxenanure
peakuy OOMKHOBEHO Ca JICKH J0 YMEPEHH I10 TEKECT C MEIMaHa Ha MPOIBIDKATETHOCTTA 2 WITH
MTO-MAaJIKO JTHU TPH JIOKATHU PEaKuy U | WiIu TO-MaJjKo JTHU MPH CHCTEMHH PEAKIIUU CIE]
BaKCHHAIH.



Pesrome Ha npoduia Ha 6€30I1aCHOCT cielr OycTep J103a

Yuacmuuyu na évzpacm 18 u nogeue 200unu

Be3zonacHocTTa M MMyHOTeHHOCTTa Ha Oyctep go3a Nuvaxovid e oueHena B Tekymo daza 2
PaHIOMU3UPAHO, IJIae00-KOHTPOIUPAHO, 3aCIEIIEHO 3a HAOMI0AaTelNsl KITMHUYHO IPOYy4BaHe
(ITpoyusane 2019nCoV-101, Yacr 2), mpoBeeHo Mpu yY9aCTHHUIXA HAa BB3PAcT OT 18 1o 84 roauHm.
006110 254 yyactHHLM ca oxyumin aAse 7031 Nuvaxovid (0,5 ml mpe3 untepsan ot 3 ceaAMuUIN) KaTo
bpBUYHA cepusl Ha BakcuHatws. [loarpyna ot 105 ygactHum (rpyna 3a aHann3 Ha 6€3011acHOCTTA)
ca paHAOMHU3HpPAHHU Ja rmoiydaT Oycrep mo3a Nuvaxovid mpubiam3uTenHo 6 Mecena cien 103a 2 OT
II'bPBUYHATA CEPUA U ca MOTyYMIM MoHe 1 103a oT u3nureaHata BakcuHa: 104 ot 105-Te yyacTHuKa ca
nonyunnan Nuvaxovid (usiiata ananusupana rpyna). Menuanata Ha HHTEpBaia MEXAy BTopaTa u
Tperara i03a € 165 nHu.

AKTHBHO THPCCHHUTE HEIKEJIAHU PEaKIUU Bh3HUKBAT C MO-TOJIIMAa Y€CTOTa U C MO-TOJIsIMa CTETICH Ha
TeXecT cies OycTep 103a OTKOJIKOTO CJe]l TbPBUYHATA CepHs OT JBe A03W. JInmaTta, KOWTO ca IMajl
TEXKHU Peakliy CIIe/] BTOpaTa J103a, € T0-BEPOATHO J]a UMaT TeKKH PEaKIINH Cie]l TpeTara qo3a. Haii-
YCCTUTC aKTUBHO TbPCCHU HEKECIIaHU PCAKIU Ca YYyBCTBUTCIIHOCT Ha MACTOTO Ha MHKCKTUPAHE
(81%), ymopa (63%), 6onka Ha MACTOTO Ha WHXKekTupane (55%), MmyckynHa 6omka (51%),
otmagHanoct (47%) u rmaBobonue (46%), 6onka B ctaBute (29%) u nmosumieHa Temneparypa (17%) c
MeJraHa Ha IPOABILKUTEIHOCTTA OT 1 10 3 AHM clie BAKCHHAIIMATA.

B nezasucumo npoyusane (CoV-BOOST study, EudraCT 2021-002175-19), ouensiBamio ymorpebara
Ha Oycrep no3a Nuvaxovid npu JuIia, KOUTO ca MPUKIIOYWINA TbPBUYHATA BAKCHHALHS C 0Z00peHa
uPHK Bakcuna cperry COVID-19 unu anenoBupycHa BekTopHa BakcuHa cpenty COVID-19, ue ca
YCTaHOBEHHU HOBH OTACCHUs BbB BPB3Ka C O€30ITaCHOCTTA.

TabauyeH CIUCHK HA HEXEITAHUTE PCaAKIIH

Hesxenanute peakinu, HaOMIOJaBaHU B X0J1a HA KIIMHWUYHY NIPOYYBAHUS, ca H30POCHHU TI0-10Ty B
CJICJTHUTE KaTEerOpuH 10 YeCTOoTa:

Msoro yectu (> 1/10),

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

Heuectu (>1/1000 go <1/100),

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

Mmoro penku (<1/10 000),

C Heu3BecTHA YecToTa (OT HATMYHUTE JTAHHHU HE MOXKE Jia ObJie HAlpaBeHa OICHKA).

[Ipu BcsIKO TpymUpaHe MO YeCTOTa HeXKETaHUTE PEaKIINK ca MPEACTaBeHH B HU3X OIS Pel 10
OTHOIIICHUE Ha TAXHATA CEPUO3HOCT.

Ta6auna 1: HeskeJlaHu peakuuy oT KIMHAYHU U3NUTBaHuA Ha Nuvaxovid u onuTa ciien
pa3peniaBaHe 3a ynorpeda npu Jiina Ha Bb3pact 12 u noBeye roanHu

Cucremo-opranen MHoro 4yectn Yectn HeuvecTn C HensBecTHA
KJac no MedDRA >1/10 (=1/100 no (=1/1000 xo yecToTa (0T
<1/10) <1/100) HAJIMYHHUTE
JaHHU He
MoOKe 1a 0bae
HalpaBeHa
OIIEHKA)
Hapymenust Ha JIumpanenona
KpBBTa H THS
muMmdHaTa cCUcTeEMa
Hapymrenns na Anadunakcus
MMYHHATa CHCTeMa
Hapymienus na ['maBoGonue [Tapecresus
HEpBHATA CUCTEMA Xunoecre3us




Cepreunu Mpuoxkapaut
HapylieHus Ilepukapaut
CopoBu XurmepToHus"
HapylIeHHs
CromamHo-upeBHU | ['anene nnm
HapyLICHUs HOBpbIIAHE?
Hapymienus na OO6puB
KO)KaTa u Eputem
MIOJIKOKHATA ThKaH [Ipyputyc
Yprukapus
Hapyuienus Ha Muanrus®
MYCKYJIHO- Aptpanrus®
CKeJIeTHaTa
cucrema u
ChEIUHUTEIIHATA
ThKaH
OOuwm Hapymenus: | UyBCTBUTETHOCT 3auepssBane | [Ipypuryc Ha
u epekTu Ha Ha MSCTOTO Ha Ha MSICTOTO | MSCTOTO Ha
MSICTOTO Ha WHXXEKTHpaHe * Ha WH)KEKTHpaHe
MPUIIOKEHHUE Bonka Ha MACTOTO | MHXKEKTHpaH
HA MH)KEKTHpaHe® | e *°
Ymopa? Ortok Ha
Hepasnonoxenue?® | MsacToro Ha
5 WHXEKTHUpPaH
ea
[Mupexcus™
Brpucane
bonka B
KpalHUIIUTE

a [To-rosieMu 4ecTOTH Ha T€3U CHOUTHS ca Ha6J’lIO)IaBaHI/I CJIen BTopara ao3a.

0 To3u TepMHH BKIIIOYBA U CHOUTHS, CHOOIIEHH KaTO TPUNIONOA00HO 3a00IIsIBaHe.

B To3u TEPMHH BKJIIFOYBA KaKTO 3a4€pPBABAHEC HAa MACTOTO Ha HHXXCKTHUPAHE, TaKa U EPUTEM HA MACTOTO Ha MHXKCKTHUPAHE

(uectm).

r Hama CT)O6H1€HHH 3a XUIICPTOHHUS ITPU FOHOIIHN HAa BB3pacT OT 12 J0 17 ronvHU B KIIMHHYHOTO npoy4dBaHE.

pis HI/IpeKCHH ce Ha6n}0;[aBa NO-4€CTO IMPU IOHOIIHN HAa BB3PacT OT 12 mo 17 TOAUHHU OTKOJIKOTO IIPU BB3PACTHHU, C YECTOTA

“MHOT0 YeCTH", CJIel BTopara 7103a P OHOIIIH.

Onucanue Ha I/136DaHI/I HEXCJIaHU pCaKnu

B xo/1a Ha KITUHUYHUTE U3NUTBAHUS B IBPBUTE 3 JHU CIIE]] BAKCUHAIIUATA [P TO-BH3PACTHH JIMIIA Ce
HaOITI0/]aBa YBeIMUaBaHe Ha CIIyYauTe Ha XUIEPTOHUS clief] BakcuHanus ¢ Nuvaxovid (n=46, 1,0%) B
cpaBHeHue ¢ miarebo (n=22, 0,6%).

C'BO6I]_IaBaHe Ha 10J03MpPaHy HEXCJIaHU PCAKIINH

CpoO11aBaHeTo Ha T0I03UPAaHH HEKEIAH! PEaKIIUK CJIe]] pa3peliaBate 3a yrnorpeda Ha JeKapCTBEHUsI
HPOIYKT € BayKHO. ToBa M03BOJIsIBA J1a MPOABIDKHA HAOIIOICHUETO HA ChOTHOIICHHETO T0JI13a/PUCK 32
JICKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIUATHCTH CE U3UCKBA J]a ChOOIIABAT BCSIKA
MOJI03MPaHa HeXellaHa Peakius Ype3 HallMOHAIHATa CUCTEMa 3a ChoOIIaBaHe, MOCOYeHa B
H[!I/IHO)KCHI/IC Vn Jla BKIIFOUBAaT HOMEpaA Ha napTrugara, ako UMa TaKbB.

4.9 IIpeno3upane

He ca cpo0maBanu ciiyvan Ha npeo3upane. B ciydaii Ha npeo3upase ce NpenopbuBa
npocieisBaHe Ha )KU3HEHNUTE (DYHKIIMU M €BEHTYaHO JICYEHHE HAa CUMIITOMHUTE.


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

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®apmakoguHAMWYHH CBONCTBA
®dapmakoTepaneBTHYHA Tpyma: Bakcunu, npyru BupycHu Bakcuau, ATC kox: JO7BX03

MexaHn3bM Ha IEWCTBUE

Nuvaxovid ce cbcTOM OT peuncTeH pekoMOnHanTeH mumnoB (S) nporend Ha SARS-CoV-2 ¢ mbiHa
IBIDKUHA, KOWTO € cTabmmu3upad B npedy3nonna koHpopmarus. JlodaBsHeTo Ha aAfoBaHTa Ha
OCHOBAaTa Ha caroHWHU, Matrix-M, ylecHsBa akTHBUPAHETO Ha KIETKUTE HA BPOJCHUS HMYHHUTET,
KOETO MOBHIINABA CHICHU(GUYHISI UMYHEH OTTOBOP KbM S MpoTeHHA. /[BaTa KOMIIOHEHTa Ha BaKCHHATA
npeau3BUKBar B- u T-kIeThuHU UMYHHHU OTTOBOPU KBbM S-TIPOTEHHA, BKIIFOYUTEIHO HEYTPaTU3UPALIH
aHTUTeNa, KOUTO MOTaT Ja JompuHecarT 3a 3amurata cpeury COVID-19.

Knnnnuna edukacHocT

Kiunnunata edukacHocT, 6€30MmMacHOCT M IMYyHOT€HHOCT Ha Nuvaxovid ce olieHsiBa B JIB€ OCHOBHH,
iane0o0-KoHTpoaupanu npoy4sanus dasa 3: [Ipoyusane 1 (2019nCoV-301), npoBeneno B CeBepHa
Awmepuka, u [Ipoyusane 2 (2019nCoV-302), mpoBenero B OOeIMHEHOTO KpalcTBO, U [IpoyuBane
¢aza 2a/06, [Ipoyusane 3, mpoBeaeno B IOxna Adpuka.

Ilpoyusane 1 (2019nCoV-301) — nvpsuuna cepusi om 0ge 003u

IIpoyuBane 1 e TEKy110 MHOTOLIEHTPOBO, PAHIOMHU3UPAHO, 3aCIEIIEHO 3a HabIoaaTes, miaunedo-
KOHTPOJIMPAHO Mpoy4BaHe ¢aza 3 ¢ 0OCHOBHO MPOYYBaHE MPH Bb3PACTHH, TPOBEJCHO MPH YYACTHHUIIH
Ha Bb3pacT 18 u noseue ronuHu B CheIMHEHUTE IIATH 1 MEKCHKO U eJUaTPpUIHO paslINpeHue,
MPOBENCHO IIPHU YYACTHULIM HA BB3pacT oT 12 1o 17 ronunu B CbeIUHEHNUTE LIATH. .

Yuacmuuyu na 18 u noseue 2oounu

[Ipu BKIIFOUBaHE B OCHOBHOTO NIPOYYBAHE MPHU BB3PACTHH YIACTHUIIUTE Ca CTPATU(UIIUPAHHU TIO
BB3pacT (0T 18 1o 64 roguHn 1 >65 TOAWHN) U ca pa3lpele]eHn B ChOTHOIIeHne 2:1 1a momy4yaBaT
Nuvaxovid uiu miame6o. [IpoyuyBaHeTO U3KITIOYBA YUACTHHUIIM, KOUTO Ca 3HAYUTEITHO
UMYHOKOMIIPOMETHPAHH MOPaJId HMYHOAC()UIIUTHO 3a00JIBaHE; UMAT aKTUBEH paK Ha
XUMHOTEPAITNS; TIOTy4YaBaT XpOHHYHA HIMYHOCYTIPECUBHA TEPAITHS WK Ca TIOTYYIH HMYHOTJIOOYIIHH
WM KPBBHU NMPOIYKTH Ipe3 u3MuHanuTe 90 aHu; ca OpeMEHHU WIKM KbPMSIT WIIM UMAT aHaMHe3a 3a
noTBbpeHa NabopaTopHo Auarnoza COVID-19. Bximtoyenu ca y4aCcTHUIM € KIMHAYHO CTAOHMITHH
OCHOBHHU 3a00JIsIBaHHS, KAKTO M YYaCTHUIH ¢ 100pe KoHTponupana HIV uadexrms.

BkirouBaHeTo Ha BB3PacTHU YYaCTHHIM NMPUKITIOYBA npe3 ¢peBpyapu 2021 r. Yyactauiure me Obaat
MIPOCIIeIIBaHU 3a TIEPUO/T 10 24 Mecela ciiell BTropaTa J103a 3a OlleHKa Ha 0e3011acHOCTTa ’
eukacHoctTa cperry COVID-19. Crnen ce0upane Ha JOCTaTHYHO JaHHH 332 O€30MACHOCT B TOJKPETia
Ha 3asABJICHUETO 3a Pa3pelIcHKE 3a CIICIIHA YIIOTpeOa, YYaCTHUIIUTE, KOUTO ITBPBOHAYAIIHO Ca
MOJTYYHIIH TUTa1e0o0 ca MOKaHEHH Jia TIoIy4ar JABe urxekimy Nuvaxovid ipes 21 qHu, a y4aCTHUITUTE,
KOUTO IIbPBOHAYAIHO ca nmoiryumii Nuvaxovid — fa moirydaT iBe WHXKEKIMH uiane0o mpe3 21 qHu
(,,3acmenieHo KpbcTocBaHe ‘). Ha Bcmuku y9acTHHIM € TIPeIio’KeHa Bh3MOXKHOCTTA J1a IPOABIIKAT J1a
OBaaT MpocieAsIBaHN B IPOYIBAHETO.

ITonynanwusra 3a mbpBUYEH aHAIN3 32 e(hUKACHOCT (Hapu4aH no-Aoiy ['pyma 3a ananus 3a
edpukacHoct 1o nporokoin (Per-Protocol Efficacy [PP-EFF] analysis set) Bkirousa 25 452 yyactHuimy,
KouTO ca moryura wiu Nuvaxovid (n=17 312) niu miane6o (n=8140), kouto ca moxyywiv ABe 03U
(Hdoza 1 B nen 0; [lo3a 2 B nen 21, meauana 21 naum [IQR 21-23], auanazon 14-60), He ca uManu
OTKJIOHEHHE OT MPOTOKOJIA, KOETO Hajlara U3KIIF0YBaHE, U HE ca UMAIIM JIAHHH 32 MHOEKIUS ChC
SARS-CoV-2 npe3 mppBUTE 7 AHM CIIE] TIOTy9YaBaHe HA BTOparTa J03a.

Jemorpadckure xapakTepUCTUKN B XapaKTEPUCTUKUTE Ha U3XOIHO HUBO ca OalaHCUPaHU MEXKITY
YYaCTHUIUTE, KOUTO ca nony4aBanu Nuvaxovid, u Te3u, KOWTo ca noidy4aBanu marebo. B rpynara 3a



ananu3 PP-EFF npu yuactaumuTe, konto ca noimydaBainu Nuvaxovid, cpeaHara Bb3pact ¢ 47 TOTuHA
(mmnamazon: ot 18 1o 95 rogunn); 88% (n=15 264) ca Ha BB3pact ot 18 no 64 rogunawm, a 12% (n=2048)
ca Ha BB3pacT 65 u noseue rogunu; 48% ca xxeun; 94% ca ot Crequnenute matu U 6% ot MeKkcuko,
76% ca ot Osnara paca, 11% ca yepHOKOX)U 1 adypoaMepukaHiiy; 6% ca aMepUKaHCKU UHIUAHIN

(xopeHHO HaceleHHe Ha AMepHKa) WM KOPEHHO HaceneHne Ha Auscka, a 4% ca asmaruu; 22% ca oT
WCTIAaHCKH WJTU JJATHHOAMepUKaHCKH Tpou3xo. 16 493 (95%) ot yyacTHUIHTE ca ¢ TIOHE €IHO
NPEAUIIHO CHITBTCTBALIO 3a00JIIBaHE WM XapaKTEPUCTHKA Ha HAUWHA HA KUBOT, CBBpP3aHa C
yBenn4ueH pUcK oT Texkko nporrdade Ha COVID-19. Cpen cppTcTBamuTe 3a00IBaHUS ca!
3aTIbCTABaHeE (MHAEKC Ha TeaecHa Maca (MTM) >30 kg/m?); XxpoHr4HO Genoapo6HO 3a00IBaHE;
3axapeH AuadeT THII 2, ChpACYHOCHI0BO 3a00sIBaHe; XpOHMYHO OBOpeuHO 3a00IIIBaHE WIIM YOBEIIKU
umyHonepuuuter Bupyc (HIV). Ipyru BUCOKOPHUCKOBHU XapaKTEpPUCTHKH BKIIOUBAT Bh3pacT

>65 roguHM (CHC WK 0€3 CHITBTCTBAIIN 3a00JISIBAHMS) HIIH BB3pacT <65 TONWHH ChC CHITBTCTBAIIN
3a00JIsIBAHUS M/ YCIOBUS HA )KUBOT WU TPY/, BKJIIOUBAILIN M3BECTHA YecTa ekcro3uuus Ha SARS-
CoV-2 unu cTpynBaHe Ha MHOTO XOpa.

Crydgaute Ha COVID-19 ca moTBbpaeHn upe3 monumepasna BeprkHa peaknus (PCR), m3Bbpiena B
neHTpanHa gaboparopus. E¢ukacHocTTa Ha BakCHHATA € TipeicTaBeHa B Tabmuia 2.

Ta6auna 2: E¢puxacHoct Ha BakcuHaTa cpemy notesspaen ¢ PCR COVID-19 ¢ navano 7 iuu

caeq Broparta Bakcunauus ! - PP-EFF rpyna 3a anaaus; Ipoyusane 2019nCoV-301

Nuvaxovid Iliane6o
Yecrora YecroTa Ha
Yuyactuu | Cayuan Ha Yuactau | Cayyam 3a0oJieBae % Ha
oM Ha 3a0o0s1eBae 1 Ha MOCT epuKacHoCT
Hoarpyna N COVID- MOCT N COVID- | roauiuHo Ha Ha
19 TOJMIIHO 19n 1000 mymmma® BaKCHHATA
n (%)? Ha 1000 (%)? (95% AN)
Ay’
OcHoOBHA KpaiiHa TOYKA 32 e(PUKACHOCT
Bewnukn 17312 14 (0,1) 3,26 8140 63 (0,8) 34,01 90,4%
yYIACTHHIN (82,9, 94,6)34

! EQuxacnoct Ha Bakcunata (vaccine efficacy, VE) mpu ydacTHuIM Ge3 FO1€MM OTKJIOHEHHS OT MPOTOKOJIA, KOUTO Ca

ceporeratiBHH (32 SARS-CoV-2) Ha M3X0HO HUBO M HSMAaT MOTBBpACHA B MOMeHTa HHpekiwms cbe SARS-CoV-2 ¢

Ha4aJ0 Ha CUMIITOMHUTE 10 6 JHMU CJICT BTOpaTa 103a, 1 KOUTO Ca MOJIYYHWJIA IIbJIHATA MIPEANCaHa CXEMa Ha BAKCUHATa 110

HU3MUTBAHETO.

2 Cpenna uectota Ha 3a6oseBaeMocT roaumuo Ha 1000 xymy.

3 Bb3 ocHOBa Ha JIOTApUTMHUYCH JIMHECH MO/ Ha YyecTtoTaTa Ha moTBbpaeHu ¢ PCR undekimu ¢ COVID-19, kato ce

M3M0I3Ba perpecust Ha Poisson ¢bc cTpaT rpymna Ha JIedeHHE U Bb3pacT KaTo Gpukcupanu eekTr 1 MOCTOSHHA BapHamust

Ha rpemikara, kpaeto VE = 100 X (1 - otHOcHuTeneH puck) (Zou 2004).

# OTroBaps Ha KpUTepHs Ha OCHOBHA KpaifHa TOUKa 32 €(MKACHOCT 3a yCTIEX C JIOJTHA TPAHHIA HA TOBEPUTENIEH HHTEPBAI

(lower bound confidence interval, LBCI) >30% npu ninanupanus TbpBUYCH HOTBBPANTENICH aHAIN3

Edukacnocrra Ha BakcuHaTa Nuvaxovid 3a npenorBparsBane Ha nosisata Ha COVID-19 cenem nHu
cien [loza 2 e 90,4% (95% AU 82,9; 94,6). He ca noxnaaBanu cirydan Ha Texbpk COVID-19 mpu

17 312 yuyactauuu Ha Nuvaxovid B cpaBHeHHe ¢ 4 ciaydas Ha TexxbKk COVID-19, crobmenu mpu 8 140
peLMIUEeHTH Ha anebo B rpynara 3a aHanu3 PP-EFF.

AHanu3u Ha OATPYNHTE 3a OCHOBHATA KpaifHa TOYKa 3a e)UKaCHOCT IOKa3BaT CXOIHU TOUYKOBH
OLIEHKH 32 e()MKACHOCT 33 YYaCTHULIUTE OT MBKKH M )KEHCKH T10J1 K PACOBHUTE IPYIH, KAKTO H 32
BCUYKH YYACTHHIIA ChC COMATUYHU CHITBTCTBAIIM 3a00JISIBAHUS, CBHP3aHU C BUCOK PUCK OT TEXKBK
COVID-19. Hsama 3HaunMu pa3iivky B 00mara e(uKacHOCT Ha BAKCHHATA MIPU YYACTHHITU, U3JI0KEHU
Ha MOBHIIEH pUCK OT TexkbK COVID-19, BrinrounTenHo Te3u ¢ 1 uin noBeye ChbIbTCTBALLN
3a00JIsIBaHMs, KOMTO YBENIU4aBaT pucka oT Texbk COVID-19 (manp. U'TM >30 kg/m?, xpoHH4HO
0eropoOHO 3a00JsBaHe, 3aXapeH AMa0CT TUII 2, ChPACYHOCHI0BO 3a00JIABaHE U XPOHUUHO OBOPEUHO

320015 BaHe).
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Pesynrarure 3a euKkacHOCT OTpa3sBaT BKJIIOYBAHE BHB BPEMEBUS IIEPHOJI, KOTaTo MAMOBE,
KJIaCU(HUIMPAHH KaTo BapUaHTH, MOPAXKIAIIH OE3MOKONCTBO MIIH MTPETN3BUKBAIINA HHTEPEC, Ca
HUPKyJIUpanu ocHOBHO B aBeTe ctpanu (CALLl m Mekcuko), B KOUTO Ce MPOBEXkKAa POYIBaHETO.
JaHHu OT cexBeHHpaHe ca HAIW4HU 3a 61 oT 77-Te ciydau Ha KpaiiHa Touka (79%). Ot Ts1x 48 ot 61
(79%) ca mpeHTHUIPAHN KAaTO BAPUAHTH, MOPAXK AN OE3MOKOWCTBO WM MTPEIN3BUKBAIIN
uHTepec. Haif-uecTo naeHTHGUITMPAHUTE BapUaHTH, IOpakaamy 0e3mokoicTBo ca Aida c 31/61
ciydast (51%), bera (2/61, 4%) u I'ama (2/61, 4%), nokaTo Hall-pa3pPOCTPaHESHUTE MPETU3BUKBAIIN
uHTepec BapuanTH ca Mota ¢ 8/61 ciyuas (13%) u Encunon (3/61, 5%).

Eduxacnocm npu ronowu na év3pacm om 12 0o 17 200unu

Onenkara Ha eUKaCHOCTTa M1 UMYHOTEHHOCTTa Ha Nuvaxovid mpu y4acTHHUIIY B FOHOILIECKA Bh3pacT
ot 12 o 17 ronuau e n3pbpireHa B CheIMHEHUTE MIATH B TEKYIaTa 9acT Ha MeTUATPUIHOTO
pasiupeHre 0T MHOTOILICHTPOBOTO, paHIOMHU3UPAHO, 3aCIICTICHO 3a HaOmro1aTes,
1ane0o0-KoHTpoaupano npoyusane ¢aza 3 2019nCoV-301. O6mo 1 799 yyactHuIiy, pasnpe/ieicHd B
crotHOmeHue 2:1 ga momydat nBe go3u Nuvaxovid (n=1 205) unu mnamedo (n=594) c
WHTPaMyCKyJTHa HHKEKITUS TPe3 UHTEePBaI OT 21 JHH, IPeCTaBIIABAT MOITyIAINiITa 32 e(hUKacCHOCT
M0 IPOTOKOJI. YUACTHUIM C MMOTBBPAeHA WHPEKIMs Wi npeauiHa napexnus cb¢c SARSCoV-2 no
BpeMe Ha PaHIOMHU3AIMATA HE Ca BKIFOYECHU B ITBPBUYHUS aHAIIN3 33 e(hUKACHOCT.

Bri1rouBaHETO Ha FOHOIIM € IPUKITIOYMIO rpe3 toHu 2021 1. YyacTHUIUTE 1ie ObIaT MPOCIIeAsIBaHU 32
nepuoj 1o 24 Mecela cliel BTopara J103a 3a olleHKa Ha 0e301macHOCTTa, epUKacHOCTTa 1
umyHorenHoctTta cperry COVID-19. Crnen ce0upane Ha nanau ot 60-1HEBEH epro 3a
npociensBaHe Ha 0€30MacHOCTTa IOHOIINTE, KOUTO MBPBOHAYAIHO ca MOJIyYrIId 1ianeo, ca
MOKaHEHH Jia ToyJaT JBe HHxeKknyu Nuvaxovid npes3 natepBai ot 21 1HHU, a yYaCTHUIIUTE, KOUTO
I'BPBOHAYAIHO ca noyrydmin Nuvaxovid — fa monyyar ABe HHXKEKIUH u1ane0o mpe3 UHTEPBaj OT

21 nuu (,,3acieneHo KpbcTocBaHe ). Ha BCHYKM ydacTHUITH € TIpeIoKeHa Bh3MOXKHOCTTA J1a
MPOABIDKAT Aa ObJAT MPOCIEIBaHN B IPOYYBAHETO.

COVID-19 e nedunnpan karo mepBu enm3o Ha oTBspaeH ¢ PCR COVID-19 B neka, ymepeHo
TCXKKa UJIN TCXKKa (i)OpMa C IOHE €IMH WJIX ITOBEYC OT NMPEABAPUTCIHO ILG(I)I/IHI/IpaHI/ITe CHUMIITOMH BHB
BCsika KaTeropus 1o Texect. Jlekara popma Ha COVID-19 e nedmHupana kaTo moBHIleHa
TeMIIepaTypa, HOBOIOSBIIIA CE KAIIMLIA WJIH [TOHE 2 WM [T0BEeY€e JOIIBJIHUTEIHN CUMIITOMA Ha
COVID-19.

Nma 20 cnyyast Ha notBepaeH ¢ PCR cumntomarnuen COVID-19 B neka ¢popma (Nuvaxovid, n=6
[0,5%]; nmane6o, n=14 [2,4%]), KoeTo MpeaCTaBIIsIBa Pe3yATaT OT TOYKOBaTa OIEHKA 3a e(pUKacHOCT
79,5% (95% CI: 46,8%, 92,1%).

ITo BpemeTo Ha To3u aHanu3 BapuaHThT Jlenta (B.1.617.2 u AY nmonBapuaHTy), mopaxmaarg
Oe3mokoiicTo (variant of concern, VOC), e mpeobnanaBamust BapuanT, nupkyaupail B CAILl n
3acedeH MPH BCUYKH CITy4dad, OT KOUTO UMa HAJIMYHU JaHHU OT cekBeHupane (11/20, 55%).

Hmynocennocm npu ronowu Ha év3pacm om 12 0o 17 2oounu

[IpoBenen e aHaIu3 HA OTTOBOpA Ha HeyTpam3upamute anturena cpeury SARS-CoV-2 14 num cnen
Jo3a 2 ([en 35) npu yyaCTHHUIM B FOHOIIIECKA BB3PACT, CEpoHEraTuBHY 32 aHTU-SARS-CoV-2
Hykieonporeu (NP) u ¢ orpunarenen pesynrat or PCR-tect Ha n3xonno HuBo. OTroBopHTe Ha
HEYTpaJIM3UpalIUTEe aHTUTENA Ca CPABHEHH ¢ HAaOIII0]aBaHuUs OTTOBOP NPH CEPOHETAaTHBHU/C
oTpuniareneH pesyarar oT PCR-tect Bp3pacTHr yaacTHUALM Ha 18 10 25 TOMWHN OT OCHOBHOTO
NpoyYBaHe MPH Bh3pacTHH (Tpyla 3a aHaIu3 Ha UIMyHOreHHOCT 1o ipotokoi (Per Protocol
Immunogenicity, PP-IMM)), kakTo e nmocoueHo B Tabnuma 3. He nmo-mankara epuKacHOCT U3UCKBA Ja
ca U3ITBITHEHU CIICTHUTE TPU KPUTEPHS: TOTHA TpaHuIa Ha neycTpanaus 95% CI 3a chOTHOIIEHHETO
Ha CpeIHHUTE TeOMETPUYHH TUTPH (geometric mean titers, GMT) (GMT 12 no 17 ronuan/GMT 18 no
25 rogunn) > 0,67; TOYKOBA OIIEHKA Ha choTHOMEeHneTo Ha GMT > 0,82; u monmHa rpaHuIa Ha
neycrpanaus 95% CI 3a paznukarta B CTEIIEHUTE Ha cepoKoHBepcHs (seroconversion rates, SCR) (SCR
12 1o 17 roquau munyc SCR 18 mo 25 rogunu) > -10%. Te3u kpurepun 3a He MO-Majika ehUKaCHOCT
Ca U3IBJIHEHM..
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Ta6auua 3: KopurupaHo cpeHo reoMeTpHYHO CHOTHOLIIEHHE HA TUTPUTE HA
HeyTpaJu3upamuTe anturesaa cpeury a1uB Tun SARS-CoV-2 S Bupyc, onpenejieHu ¢ aHAIU3 HA
MHKPOHEAY TPAIM3AIMATA B JeH 35 - 00110 ¥ 10 Bb3pacToBu rpynu (rpyna 3a PP-IMM ananu3s)!

HexnaTpuyHo OcHOBHO IpoyuYBaHe
pasumupenue [pH BB3PACTHU 12 o 17 ropunn
AHAIM BpemeBa (12 po 17 roaunm) (18 1o 25 rogunn) CnpsiMo
TOYKA N=390 N=416 18 10 25 roqunu
GMT GMT GMR
95% CI? 95% CI? 95% CI?
Muxkponeyrpanuzanus|  Jlen 35 3859,6 2633,6 1,46
(1/pa3pexnane) (14 nau (3422,8;4352,1) (2388,6; 2903,6) (1,25;1,71)}
cren
Hoza 2)

Cokpamenus: ANCOVA = ananus Ha koBapuanusara; Cl = nosepurenen unrepsai; GMR = ceotHOmeHue Ha GMT, xoero
ce nedpuHupa Kato choTHomeHnero Ha 2 GMT npu cpaBHeHue Ha 2 Bb3pacToBu koxoptu; GMT = cpenen reomerprieH
tuThp; LLOQ = nonHa rpaHnna Ha KoJaudecTBeHo onpenensHe; MN = MukporeyTpanuzanus; N = Opoil y4acTHHIH B
KOHKpeTHa rpyna 3a PP-IMM ananu3 BbB BCsKa 4acT Ha MPOYYBAHETO C HEJIMIICBAILl OTTOBOP IIPU BCsiKa BU3uTa; PP-
IMM = UmyHOTreHHOCT chritacHO npoTokona; SARS-CoV-2 = TexXbK OCThp peCHHpaTopeH CHHAPOM KOPOHABHPYC2.

! Tabnuuara BKIIOYBA YUACTHHUIM CAMO B IPYIIaTa C AKTUBHA BAKCHHA.

2 3a onenka Ha GMR e nposenen ANCOVA ¢ Bb3pacTHa KOXOPTa KaTo OCHOBEH e()eKT U HEYTPAIM3UPALIY aHTHTENA Ha
H3XOJIHO HUBO, onpenenieHr ¢ MN anHanu3, kato koBapuati. CTOHHOCTH Ha HHIMBUAYaITHUS OTTOBOP, PETUCTPUPAHU
karo croitHoctu moa LLOQ, ca 3ananenu Ha nojopuHata ot LLOQ.

3 MIpeacrasnssa (nl, n2) nonyanuu, 1epUHUPAHH KaTo:
nl == Opoii y4aCTHHIM B OCHOBHOTO MPOY4YBaHe MpH Bb3pacTHH (18 10 25 roguHm) ¢ pe3ymaraT 3a HeIUICBAIIN
HEeYTpalIU3Upalll aHTUTEIa
n2 = Opoi yJaCTHHUIM B IIEANATPUIHOTO pasumuperre (12 no 17 roguHm) ¢ pe3ynTaT 3a HEJUICBAIIN HEYTPATH3HPaIln

aHTUTECIa

Ipoyusane 2 (2019nCoV-302) — nvpsuuna cepusi om 08e 003u

IIpoyuBane 2 € TEKyL0 MHOTOLIEHTPOBO, PaHIOMHU3UPAHO, 3acjIeNeHo 3a HabmoaaTes, mianedo-
KOHTPOJIMPAHO MpoyuBaHe ¢a3a 3 nmpu yyacTHUIM Ha Bb3pacT oT 18 1o 84 roaunu B O6eAMHEHOTO
KpaJsicTBO. [Ipy BKITTOUBaHe yUYaCTHUIMTE ca CTpaTu(UIMPaHy 1o Bb3pact (oT 18 1o 64 roauny; ot 65
1o 84 roquan) na nomyyasar Nuvaxovid uin ruiane6o. [IpoyuBaHeTo H3KITIOUYBA yYaCTHHUIIA, KOUTO Ca
3HAYUTEIIHO UMYHOKOMIIPOMETHPAHU OPaAH UMYHOAePHULIMTHO 3a00JsIBaHE; C HACTOSILA THarHo3a
WY JIeYeHUE Ha PaKoBO 3a00JIsIBaHe; C aBTOMMYHHO 3a00JI1BaHe/ChCTOSTHHE; TTOTyYaBaId Cca
XPOHHYHA UIMYHOCYIIPECHBHA Te€panusl Ui UMYyHOTTIOOYJINH, UM KPBBHU MPOIYKTH MPe3 MOCIETHUTE
90 1HU; UMaT HapyLIEHHE B KPHBOCHCUPBAHETO WIIH MIPOABIDKUTEIHA YIOTpeOa Ha aHTHUKOAryJIaHTH;
UMaT aHaMHe3a 3a aJIepPruuHy Peakury 1/nin aHaduiakcus; OpeMEeHHHM ca WM UMaT aHaMHe3a 3a
MOTBBPIeH JaboparopHo Auarnoctuimpan COVID-19. Bxatouenu ca y9aCTHHUI ¢ KIMHAYHO
cTaOmiiHO 3a0ossABaHe, AeUHUPAHO KaTo 3a00JsIBaHe, KOETO HE U3UCKBA 3HAYMTENIHA IPOMSIHA B
TepanusTa WM XOCIUTAIN3ALM [TOpaId BIOIIABaHE HAa 3a00JIBaHETO 110 BpeMe Ha 4-Te ceaqMULIU
MpeId BKJIFOYBAHETO. Y YaCTHHIIM C U3BecTHa ctabuiHa nndekuus ¢ HIV, Bupyca Ha xenatur C
(HCV) unm Bupyca Ha xenatut B (HBV) He ca u3kiroduenu ot yyacTue.

BxirouBaHeTo Ha y4aCTHUIM NMPUKIIOUBA rpe3 HoeMBpu 2020 r. YyacTHUIMTE ce IPOCIeAsBaT 3a
nepuon A0 12 Meceria ciienr MbpBUYHATA CEPHsI HA BAKCHHAITUS 32 OIICHKA Ha 0€30IMacHOCTTa U
edpukacHocrra cpeury COVID-19.

OcHoBHara rpyna 3a ananu3 3a epukacaoct (PP-EFF) Bkirousa 14 039 yuacTHUIM, KOUTO ca
nonyunu wii Nuvaxovid (n=7020), wiu miane6o (n=7019), monyuunu ca ase mo3u (lo3a 1 B aen 0;
Ho3za 2 cpenno cnex 21 aam (IQR 21-23), muanazon 16-45, He ca UManu OTKIOHEHHE OT IIPOTOKOJIA,
KOETO HaJlara M3KJII0YBaHe, ¥ He ca MMany AaHHU 3a HHQpekus cbc SARS-CoV-2 npes mbpBuTe 7 AHA
CJIe] TIOTyYaBaHe Ha BTOpara J03a.
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JemorpadcknTe XapaKTepUCTHKN B XapaKTEPUCTHKHUTE Ha U3XOTHO HUBO ca OaJaHCHUPaHU Cpe]
YYaCTHHIIUTE, KOUTO ca HosrydaBany Nuvaxovid, ¥ ygacTHHIITE, KOUTO ca MOJTy4aBany mianebo. B
rpymara 3a aHanu3 3a epukacuoct PP-EFF 3a yuactauim, kouto ca nomyuaBanu Nuvaxovid,
cpeanara Be3pact e 56,0 ronunu (nuanaszoH: ot 18 no 84 ronunn); 72% (n=5067) ca Ha BB3pacT OT
18 no 64 ronunu, a 28% (n=1953) ca Ha BB3pacT ot 65 no 84 roguam; 49% ca xxenun; 94% ca ot
Osutata paca; 3% ca asmarnu; 1% ca gepHOKOXH Win adypoamepurannm; <1% ca ¢ UCTTaHCKH WK
JaTHHOAMEPUKAHCKH Pou3xo[; a 45% uMaT MoHe eTHO ChIIBTCTBAIO 3a00IsABaHe.

Tadoauua 4: Anaiaus 3a epukacHocT Ha BakcuHaTa npu norespaen ¢ PCR COVID-19 ¢ nmosiBa

Hall-MaJko 7 1HM cien BTopaTta Bakcunauus — (momysianusi PP-EFF): IlpoyuBane 2

(2019nCoV-302)

Nuvaxovid Inauedo
YecroTa Ha YecroTa Ha
Yuactau | Cayyau 3a0oneBae | YuactHu | Coayyau 3aboJieBae % Ha
oM Ha MOCT uu Ha MOCT epukacHoCT
Ioarpyna N COVID- TOUIITHO N COVID- | rogumiHo Ha Ha
19 Ha 1000 19 1000 gymu' BAKCHHATA
n (%) aymu! n (%) (95% JIN)
OcHoOBHA KpaiiHa TOYKA 32 e(PUKACHOCT
Beunuku 89,7% (80,2,
y9ACTHHI 7020 10 (0,1) 6,53 7019 96 (1,4) 63,43 94,623
AHaJIM3U 10 NOATPYIIM HA OCHOBHATA KPaiiHAa TOYKA 32 epuKacHOCT
Bb3pacT
or 18 1o 89,8%
64 5067 9(0,2) 12,30 5062 87(1,7) 120,22 (79,7, 94,9
TOAVHA
Bb3pacT
88,9%
oT 65 K0 1953 |1 (0,10 1957 | 9(0.97 -
84 (20,2,99,7)
TOAVHA

! Cpenna 3a6oneBaemoct rogumuo Ha 1000 xymm.

2 B3 0CHOBA Ha JIOTAPHTMUYEH JIMHEEH MOJIEN Ha TOSIBA MPH M3MOJI3BaHe Ha MOAM(UIMpana perpecus Ha Poisson ¢
JIOTapUTMHUYHA CBBp3Balla QYHKIHS, TePAaNleBTUYHA IPyTIa U CTpaTH (Bb3pacToBa Ipyma H cOOpeH PernoH) KaTto
(uKcupanu eeKTH 1 MOCTOSIHHA BapHalys Ha rpemkara [Zou 2004].

4 OTroBaps Ha KpUTEPHsI 32 OCHOBHA KpaiiHa TOUKa 3a e(UKACHOCT 32 YCIIEX C JI0JHA MPAHMIA HA JOBEPHUTEIIEH HHTEPBA
(LBCI) >30%, kato erkacHOCTTa € MOTBBP/CHA B X0/1a Ha MEX/IMHHUS aHAIN3

4 Bw3 ocHoBa Ha Moziena Ha Clopper-Pearson (opa/iu HATMYHETO HA MAIKO ChOUTHS), 95% JIV, H39MCIIEH C TOMOTITA Ha

TouHUsI OmHOMUHAJNeH Meto Ha Clopper-Pearson, kopurupas 3a 00IIoTo BpeMe 3a HaOJroIeHue.

Te3u pe3ynratu oTpas3sBaT BKIIOYBAHE, H3BBPIICHO Mpe3 Neproa, korato BapuanTsT B.1.1.7 (Anda)
mupkyinpa B O0eIMHEHOTO KpalcTBo. MneHTudunmpaneTo Ha Bapuanta Asnda ce OCHOBaBa Ha
HEYCIIENTHOTO yCTaHOBsIBaHe Ha TapreTHus S reH upe3 PCR. Jlannute ca Hanmyam 3a 95 ot 106-Te
ciydau Ha kpaitHa Todka (90%). Ot Tsx 66 ot 95 (69%) ca unentudunmpanu kato Anda BapuaHT, a
JPYTUTE CIIydau ca KIacCU(PUIUpaHH KaTo pa3uuHu oT Anda.

He ca noxnagsanu ciyyan Ha Texxbk COVID-19 npu 7 020 yyactHunm Ha Nuvaxovid B cpaBHEHHE C
4 cnyuas Ha TexxbKk COVID-19, crobmenn mpu 7019 penunuenTu Ha mianedo, B TpynaTa 3a aHalInu3
PP-EFF.

Tloonpoyusane npu cv8MecmHoO NPULOJCEHUE HA pA3peUenl 3a Ynompeoba Ce30HHU 8AKCUHU Cpeuyy
epun

O06m10 431 yyacTHULIM ca BAKCUHUPAHU M C MHAKTUBUPAHU CE30HHU T'PUITHU BaKCUHU; 217 ydyacTHUIH
B IIOANPOYyYBaHeTo moiy4asaT Nuvaxovid, a 214 — miane6o. emorpadckute XapakKTepUCTHKH U
XapaKTePUCTUKHUTE Ha U3XOIHO HUBO ca OalaHCHpPaHU MEXAY YYaCTHUIIUTE, KOUTO Ca MOy IHIH
Nuvaxovid, 1 ygyacTHHIIHTE, KOUTO ca TOJIyYHiIn Ianedo. B rpynara 3a aHanmu3 3a IMyHOT€HHOCT TI0
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mpoToko (per protocol immunogenicity, PP-IMM) 3a yuacTHHUIMTE, KOUTO ca moiayumin Nuvaxovid
(n=191), cpennata Bb3pact e 40 ronunu (quamnazoHn: ot 22 no 70 roxuan); 93% (n=178) ca Ha BB3pacT
ot 18 10 64 ronuny, a 7% (n=13) — Ha BB3pact ot 65 1o 84 rogunu; 43% ca sxkenu; 75% ca ot Osutara
paca; 23% ca cbC cMeceH MPOU3XO/] WIHM OT ETHUUECKUTE MAIIIMHCTBA U 27% C TIOHE €THO
CBITBTCTBAIIO 3200 sIBane. EAHOBpEMEHHOTO MPHUIIOKEHUE HE BOJM JI0 MPOMSHA B IMYHHHUTE
OTrOBOPY Ha BaKCHHATA CPEILy TPUI, U3MEPEHH Ype3 aHaJIM3 Ha HHXUOUPAHETO HA XeMarly THHAIUATA
(HAI). Ot6ensizano e nHamanenue ot 30% Ha aHTHTSUIIO OTTOBOpUTE KbM Nuvaxovid, OlleHeHH! upes
anti-spike IgG ananus chC cTeneH Ha CEpPOKOHBEPCHS, TOT00HA HA Ta3W MPH YIACTHHIIN, KOUTO HE ca
MOJTyYMIJIA CHITHTCTBAIIA BAKCHHA CpPENTy rpuil (Bk. Touka 4.5 u Touka 4.8).

Ipoyusane 3 (2019nCoV-501) — nvpsuuna cepusi om dse 003u

[TpoyuBane 3 e TEeKy110, MHOTOLIEHTPOBO, PaHAOMHU3HPAHO, 3aCIICNICHO 3a HabroaaTeNsl, mianebo-
KOHTpOJIMpaHo npoy4Bane (aza 2a/b npu orpumarennan 3a HIV ygactHumm Ha BB3pacT ot 18 1o

84 ropunm n xopa, xuBeemu ¢ HIV (people living with HIV, PLWH) na BB3pact ot 18 1o 64 ronnan
B lOxna Adpuka. PLWH ca knuanuHO cTaduinHu (0e3 ONOpTIOHUCTHYHE WH(EKIMH ), TIOITy4aBalin
BHUCOKOAKTHBHA M yCTAaHOBEHA aHTHPETPOBUPYCHA Tepamus U ¢ BUpyceH ToBap Ha HIV-1

<1000 xorms/ml.

BxurouBaHeTo Ha y4acTHUIM MPHUKII0OYBA rpe3 HoeMBpu 2020 T.

OcHoBHara Tpyrma 3a aHanu3 Ha epukacaoctra (PP-EFF) BrimtouBa 2 770 ygacTHHIIN, KOUTO ca
nonyunin wi Nuvaxovid (n=1408), niu mianebo (n=1362), kourto ca noiayuyuiu ase no3u (lo3a 1 B
neH 0; Jloza 2 B gen 21), He ca UMany OTKJIIOHEHHE OT TIPOTOKOJIA, KOETO Hallara W3KIIF0YBaHe, U He ca
uManu Jaran 3a nHpekus cbe SARS-CoV-2 npe3 mbpBuTE 7 AHH Cie] TIOTydYaBaHe Ha BTOpaTa J03a.

Hdemorpadckure xapakTepUCTUKN B XapaKTEPUCTUKUTE Ha U3XOIHO HUBO ca OalaHCUpaHU cpej
YYaCTHULUTE, KOUTO ca nonydmwin Nuvaxovid, 1 ydacTHULUTE, KOUTO ca MOMy4win miane6o. B
rpynarta 3a ananu3 PP-EFF 3a ygactaunu, kouto ca nomyunnu Nuvaxovid, MeanaHara Ha Bb3pacTTa
e 28 rogunu (auanaszoH: ot 18 xo 84 rogunn); 40% ca sxenu; 91% ca yepHOKOXKH/adpoaMepUKaHIIN;
2% ca 6emu, 3% ca cbc cMmeceH npousxon, 1% ca azuatom, a 2% ca maTHHOAMepuKaHIu. 5,5% ca
XM B-103UTHUBHHU.

Cu0panu ca qaHHH 3a 0010 147 cHMITOMAaTHYHY JIEKH, YMEPEHH WK TeXKH ciaydas Ha COVID-19
CpeJl BCHYKH Bb3pacTHH y4acTHHIIH, cepoHeraTuBHH (KbM SARS-CoV-2) Ha U3X0AHO HUBO, 32
eITHKA aHanu3 (rpyna 3a aHanu3 PP-EFF) Ha ocHoBHara kpaiiHa Touka 3a e(pUKacCHOCT, KaTo

51 (3,62%) ca ciyuau 3a Nuvaxovid cripsimo 96 (7,05%) ciyuas 3a miamne6o. YcraHoBeHaTa
eukacHocT Ha BakcuHaTa Nuvaxovid e 48,6% (95% CI: 28,4, 63,1).

Te3u pesynraru oTpassiBaT BKIKOYBaHE, H3BBPIICHO Mpe3 Nepruoa, korato BapuanTsT B.1.351 (beta)
nupkyaupa B FOxua Adpuka.

Hmynoeennocm npu yuacmuuyu Ha 8v3pacm 18 u noseye coounu — cied 6ycmep 003a
Be3onacHocTTa M UMyHOT€HHOCTTA Ha OycTep f03ara Nuvaxovid e orieHeHa B Tekyio daza 2
PpaHIOMHU3UPAHO, 3aCTIETICHO 32 HaOII01aTeNs, TU1ale060-KOHTPOIMPAHO KIMHIUYHO MTPOYYBaHE,
npuiarasa kato equandaa oycrep gosa (Ilpoyusane 2019nCoV-101, Yact 2) npu 3apaBu y4aCTHULH
Ha BB3pact ot 18 1o 84 rogunu, ceponeratuBam 32 SARS-CoV-2 Ha u3xoanoTo HUBO. 06110 254
y4acTHHUIM (IsJ1aTa aHaJIM3upana rpymna) ca nojaydwiu ase 1034 Nuvaxovid (0,5 ml, 5 mukporpama
npe3 UHTEpBaJ OT 3 ceAMHUIM) KaTo IbpBUYHA cepusl Ha BakcuHaud. [loarpyna ot 104 yuyactarka
noiy4asa Oycrep no3a Nuvaxovid npubnu3nuTtenHo 6 Mecena cief 103a 2 OT IbpBUYHATA CEPHsL.
Enunnynara 0yctep no3a Nuvaxovid uHaynupa NpruOIM3UTEIHO 96-KpaTHO YBEIMUCHHE Ha
HeyTpanuzupauure antutena or GMT 63 npeau O6ycrepa (neH 189) no GMT 6023 cnen Gycrep no3a
(men 217) u npubnusutenHo 4,1-kpaTHO yBenuueHe oT MakcuManHara ctoiiHocT Ha GMT (14 nHu
cien mpo3a 2) ot 1470.

B mpoyusane 3, texymo ®aza 2a/b pannoMusupaHo, 3acieneHo 3a Hadmoaares, miane6o-
KOHTPOJIMPAHO MPOyYBaHe, 0€30MacHOCTTa 1 UMYHOT'€HHOCTTA Ha OycTep Jlo3ara € OlleHeHa Mpu
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3apaBu, HIV-oTpunartenan yqacTHAIM Ha BB3pacT oT 18 mo 84 ronuHn 1 MEIUKaMEHTO3HO
crabmmupann gura ¢ HIV (PLWH) Ha BB3pact ot 18 10 64 roaunam, KOUTO ca CEPOHETAaTUBHU 32
SARS-CoV-2 na uzxonnoro HuBo. O61mo 1173 yuactauka (PP-IMM rpyna 3a ananus) nomxydaBaT
Oyctep no3a Nuvaxovid mpubnusurenHo 6 Mecena ciell IPUKII0YBaHe Ha MbPBUYHATA CEPHS
Nuvaxovid (zen 201). HabxrogaBa ce mpruOIU3UTENHO 52-KpaTHO yBENWYeHNE Ha HEYTPATH3HPAIINATE
aaturena ot GMT 69 npenu 6yctep mo3ara (neH 201) no GMT 3600 cnen 6ycrep no3ata (nen 236) u
MPHOTM3UTEITHO 5,2-KpaTHO yBEeIMYCHUE Ha UKoBaTa cToMHOCT Ha GMT (14 mHu cnex no3a 2) KosTo
e 694.

BbezonacHocT 1 uMyHOTeHHOCT Ha BakcuHUTE cpenry COVID-19, nmocraBenu kato Tpera jo3a (0ycrep)
clieNl IPUKITIOYBAHE HA ITbPBUYHATA CEPHUS HA BaKCHHAIUS ¢ apyra ono0peHa BakcuHa cpenty COVID-
19 B O6emunenoro Kpanctso

He3zaBucumMo, MHOTOLICHTPOBO, PaHIOMU3UPAHO, KOHTPOJIUPAHO, HHUIIMAPAHO OT M3CIEA0BATENH,
¢aza 2 menurBane (CoV-BOOST, EudraCT 2021-002175-19) e npoy4mio IMyHOT€HHOCTTa Ha TpeTa
no3a (0ycrep) mpu snia Ha Be3pact 30 u moBede roguHn 6e3 1abopaTopHO MOTBHhPACHA aHAMHE3A 3a
unpeknus cb¢c SARS-CoV-2. Nuvaxovid e npunaran nose 70 1Y ciiea NPUKIIIOYBAHE HA
mepBryHarta cepus Ha BakcuHanusa ¢ ChAdOx1 nCov-19 (Oxford—AstraZeneca) wnu ione 84 nHA
clIeNl IpYKITIOYBaHe Ha TbpBUYHATA cepusi Ha BakcuHaIusa ¢ BNT162b2 (Pfizer—BioNtech).
W3mepeHnTe TUTPU Ha HEYTPAIU3UPALIA aHTUTENA, YPE3 METO]I 32 ONPE/ICIISIHE Ha IUB THII, Ca
orieHeHu 28 nHU cien Oycrep no3ara. B rpymnara, pasnpenenena aa noiayyu Nuvaxovid, 115
YYaCTHUIM ca TOXy4rIn TbpBuUdHA cepus ot aBe M03u ¢ ChAdOx1 nCov-19 u 114 ygactHumm ca
MOJTYYHIIH TIbPBHYHA cepust OT JBe 103U ¢ BNT162b2, npenu aa nonydyaT equHuduHa Oycrep no3a (0,5
ml) Nuvaxovid. AntoBantHata BakcuHa Novavax cperry COVID-19 e nonecena 106pe u
JIEMOHCTPHpPA 3aCUJICH OTTOBOP, HE3aBUCHUMO OT BHJIa Ha M3MOJI3BaHATA BAKCHHA 32 MbPBUYHA
BaKCHHAIIHS.

Ilonynanus B cTapyecka Bb3pacT

Nuvaxovid e olieHeH mpu Jiuia Ha Bh3pact 18 u nmoseue roauau. EdukacHocTTa Ha Nuvaxovid e
KOHCHUCTEHTHA IIPH XOpa B cTapuecka Bb3pacT (=65 roguHu) u npy mo-miaau juna (ot 18 1o
64 ToauHN).

IlegnaTpyuHa monyJiarus

EBponeiickaTta areHuus o JieKapcTBara oTJiara 3aJbJDKEHUETO 3a MPEJOCTABIHE HA PE3YATATUTE OT
npoyuBanusTa ¢ Nuvaxovid B elHa WU [TOBeYE MOJrPyIH Ha MEeHaTPUIHATA MOITyIalus 3a
npesennus Ha COVID-19 (Bxk. Touka 4.2 3a uHpOpMaIKs OTHOCHO yIoTpeda B eANATPUITA).

5.2 ®apmakoKMHETUYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJMHUYHU AAHHH 32 0€30MACHOCT

HeknmmHu4HNTE NaHHU HE TIOKa3BaT OCOOEH PUCK 32 XOpa Bbh3 OCHOBA Ha KOHBEHIIMOHATHUTE
MPOYYIBaHUS HA TOKCUIHOCT P MHOTOKPATHO MpHjIaraHe, JIOKaTHa TOHOCUMOCT B PENPOTyKTUBHA

TOKCHUYHOCT U TOKCUYHOCT 3a pa3BUTHUCTO.

'€ HOTOKCHYHOCT M KaHIIEPOICHHOCT

[IpoBenenu ca in vitro npoy4BaHusl 3a TEHOTOKCHYHOCT ¢ afoBaHTa Matrix-M. beie ycranoBeHo, ue
aJI0BAaHTHT HE € TeHOTOKCcHYeH. He ca mpoBexnaHu npoydBaHus 3a KaHIeporeHHocT. He ce odyakBa
MosiBaTa Ha KaHI[EPOTEHHOCT.

PenpoaykTrBHA TOKCUYHOCT
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IIpoBeneHo e mpoy4BaHe 3a TOKCHYHOCT 33 Pa3sBUTHETO U PETPOYKTHBHATA TOKCHIHOCT IPH JKEHCKH
TUTHXOBE, HA KOUTO Ca MPUIIOKEHH YETHPU HHTPAMYCKYITHH J03H (JBe Mpeau Y ToCBaHeTOo; JIBE 10
BpeMe Ha recTannoHHus nepuon) 5 mukporpama SARS-CoV-2 1S nporenn (npubauzurento 200-
KpaTHO MpEeBUIIaBaHE Ha J103aTa 3a XOpa 0T 5 MUKporpaMa Ha OCHOBaTa Ha KOPUTHpaHe Ha TerjIoTo) ¢
10 Mmukporpama amroBanT Matrix-M (mpubmusnutenHo 40-KpaTHO IpEBHIIaBaHE HA J03aTa 3a Xopa OT
50 MukporpamMa Ha OCHOBaTa Ha KOpHTHpaHe Ha TeryioTo). He ca HaOmroqaBaHu CBbP3aHu C BaKCHHATA
HEe)XenaHu e()eKTH BBPXY PepTHinTeTa, OpEMEHHOCTTA/JaKTalKbPMEHETO I Pa3BUTHETO HA
eMOpPHOHA/TII01a ¥ TTIOTOMCTBOTO 10 2 1-BH JIEH ClIeN paskIaHEeTo.

6. DODAPMAIIEBTUYHHU JAHHU
6.1 CHouchbk Ha IOMOILIHHUTE BelIeCTBA

JunatpueB xumporeHpochaT Xernraxuapat
Harpues quxunporendochat MOHOXHAPAT
Hatpues xmopun

[omucopbar 80

Hatpues xunpokcun (3a kopexius Ha pH)
XiopoBoAOpoIHA KHCeTHHA (3a Kopekius Ha pH)
Bopna 3a unxkekuun

AjroBant (Matrix-M)

Xonectepon

®DocharnammxonuH (BKIFOUNTENHO all-rac-a-Tokodepor)
Kamues nuxunporendocdar

Kanues xnopun

Junatpues xuaporenpochaT qTuxuapar

Harpues xnopun

Bopa 3a unxeknuu

OTHOCHO aJF0OBAaHTa BUKTE CHIO TOYKA 2.
6.2 HecbBMEeCTUMOCTH

To3u ekapcTBEH MPOAYKT He TPsiOBa /1a ce CMecBa C APYTH JIEKApCTBEHHU MPOAYKTH WM Aa Ce
paspexna.

6.3 Cpox Ha rogHOCT

HeorBopeH duiakoH

12 meceuna nipu 2°C go 8°C, 3aliuTeHa OT CBETJIMHA.

JlokasaHo e, ye HeoTBOpeH ¢urakoH oT BakcuHata Nuvaxovid e cradbuien io 12 vaca mpu 25°C.
YcnoBusTa Ha ChbXpaHEeHUE U TpaHcnopTupane rnpu 25°C He ca NpenopbUnTeTHH, HO MOXKE /12
CIIOMOTHAT TPH B3eMaHe Ha pelleHHe 3a ynoTpeda B ciiydail Ha BpeMEHHH TeMIIEpaTypPHH OTKIIOHEHHUS
Mo BpeMme Ha 12-meceunoto cpxpanenue npu 2°C mo 8°C.

IIpobOur durakon

JlokazaHa e XUMU4YHA B (HU3MYHA CTAOWITHOCT B MEpro/ia Ha yrorpeda B poIbJKeHUe Ha 12 vaca npu
temmneparypa ot 2°C no 8°C win Ha 6 yaca Ha ctaiiHa Temrneparypa (MakcumyMm 25°C) oT MOMEHTa Ha
IBPBOTO MPOOMBaHe Ha (hJIaKOHA C UIJIA O MOMEHTA Ha MPHUIIOKEHHE.

Ot MI/IKp06I/IOHOI‘I/I‘{Ha TjIeiHa TO4YKa, CJICA IbPBOHAYAJIHO OTBAPAHE (H’BpBO Hp06I/IBaH€ C I/IFJ'Ia),
BaKCHHATa TpSI6Ba Ja CC€ U3II0JI3Ba He3a0aBHO. AKO HE Ce U3IO0J3Ba BE€AHara, CpoKbpT Ha rOJHOCT U
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YCIIOBHSATA HA ChXPaHEHHUE B TIEPHO/Ia Ha YIIOTpeda ca OTTOBOPHOCT Ha MOTPeOUTENS U He TPsAOBA Ja
Hagsumasat 12 gaca mpu Temmeparypa oT 2°C go 8°C uimu 6 yaca Ha cTaifHa TeMIeparypa
(makcumym 25°C).

6.4 Crhneuuajanu ycaoBHs HA CbXpaHeHUe

[a ce cpxpanssa B xnaguinauk (2°C — 8°C).
Jla He ce 3ampassiBa.

CBXpaHHBaﬁTe q)HaKOHI/ITC B KapTOHCHA OINaKOBKa, 3a 1a CC MpCAIassaT OT CBCTJIMHA.

3a YyCi0oBUATa HA CbXPAaHCHUE CIIC ITbPBOHAYAIHO OTBAPAHE Ha JICKAPCTBCHUS IPOAYKT, BHIKTEC TOUKA
6.3.

6.5 Bwuawu chabp:kaHue HA OMMAKOBKATAa

MHuoro10308 hJIaKkoH

@nakoH ¢ 5 0o3u

2,5 ml qucnepcust BB (iakoH (CTHKIIO Tl 1) che 3amymanka (OpoMoOyTHIIOBA TyMa) U allyMHHHCBA
o0KaTKa ChC CHHBO IJIACTMACOBO OTUYIIBAIIO CE Karaue.

Bceku diakon chaspka 5 qo3u mo 0,5 ml.

Bun omakoBka: 2 MHOT01030BH (uiakoHa w10 MHOT01030BH (prrakoHa

@naxou ¢ 10 0o3u

5 ml gucniepcust BBB ¢uakoH (cTbkio Tvl ) cbe 3anmymranka (OpoMoOyTHIIOBA TyMa) M allyMHHUEBA
o0KaTKa ChC CHHBO IJIACTMACOBO OTUYIIBAIIO CE Karade.

Bceku dnakon chabspika 10 mo3u mo 0,5 ml.

Bun Ha onmakoBka: 2 MHOTO/1030BH (prrakoHa mwim 10 MHOT0/1030BH (hiIaKoHa

He Bcuuku BUIOBE OMAaKOBKW MOTar Ja ObJaT IMyCHATH Ha Ta3apa.

6.6 CrnenuajaHu npeanasHu MepKHU NP U3XBHPJIsiHEe H padoTa

HMucTpykimu 3a padoTa ¥ IPWIOKEHNE

C Ta3u BakcuHa Tpi[6Ba Ja pa60T1/1 MCAUIMWHCKHU CIICHUAIINCT, KaTO IMpujiara aCCriTniHa TCXHUKa, 3a 1a
CC rapaHTHpa CTCPUIIHOCTTA HA BCAKA A034a.

Iloozomosxka 3a ynompeba
e BakcuHaTta ce npejyiara rotoBa 3a yrnorpeoa.

e HeorBopeHaTa BakcuHa TpsiOBa aa ce chxpansasa npu 2°C no 8°C u Ja ce chbXpaHsBa B
KapTOHEHAa OIMAaKOBKa, 3a J1a C€ Mperas3u OT CBETINHA.

L HeHOCpe,Z[CTBeHO npeau yHOTpe6a Hn3BaJICTC (bJ'IaKOHa C BaAKCHMHAaTa OT KapTOHCHATA OITaKOBKa
B XJIaJJUJTHHUKA.

e 3ammiiere jaraTa M 4aca Ha U3XBBPIIAHE BBPXY €THKeTa Ha ¢uiakoHa. [la ce u3mon3sa B
pamkuTe Ha 12 yaca cies IbpBOTO poOuBaHe Ha (hIakoHa.

IIposepeme ¢hnarxona
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e BuumarenHo 3aBBPTCTC MHOI'OJ030BUA (l)J'IaKOH npeau U MCXKAY BCAKO U3TCTJIAHC HA 1034a. He

paskiananTe.

e Bcexn MHOTO030B (hITaKOH ChABPKA OE3IBETHA JI0 JIEKO XKBJITA, OMCTpa 0 JIEKO
OTAJICCIICHTHA JIUCTICPCHUS, KOSITO HE ChJIbPKa BUIAUMHU YACTHUIIH.

e [Ipenu npuiiokeHUe OTNICAANTE ChIbPKAHUETO HA ()TAKOHA 33 BUAMMU YaCTHUIU W/WITH
mpoMsiHa Ha 1iBeTa. He mpmaraiite BakcHATa MPU HAJTMYWE HAa TAaKHUBA.

Ipunosceme saxcunama
e BnB Bceku (UIaKOH Ce ChABPIKA U3JHIINBK, 3a J1a CE TapaHTHPa, Y€ MOXKE JIa CE U3TETIIN
MaKCUMATHHAT Opoit 5 mo3u (¢aakod 2,5 ml) wmm 10 go3u (durakon 5 ml) mo 0,5 ml.

e Bcska no3a 0,5 ml ce u3Teris che cTepuiIHA UIJIa U CTEPHITHA CIIPUHIIOBKA U CE MpHIIara KaTto
HWHTPaMyCKYJHA UHXXEKIIUs, 33 MPEANOYUTAHE B ISATOUTHUS MYCKYJI B TOPHATA YacT Ha

pbKaTa.

e Bakcunata He TpsOBa J1a ce cMecCBa C APYI'M BAKCHHM WIIU JICKAPCTBEHU NPOLYKTHU B
€/lHa U Chlla CIIPUHIIOBKA.

e He cpOupaiite BakcHHa OT HAKOJKO (prlakoHa, aKo € OCTaHaNa TaKapa.

Cuvxpanenue cied nbpgomo npobusawne ¢ u2ia
e (Cnwxpanspaiite oTBopeHHs (hrakoH mpu Temnepartypa mexay 2°C u 8°C no 12 vaca mium Ha
cTaiiHa Temneparypa (Makcumym 25°C) 1o 6 yaca ciies mMbpBOTO IpoOuBaHe Ha (prakoHa,
BIDKTE TOYKa 6.3.

Hsxevprane

e Tazu BakcuHa TpsOBa 1a ce U3XBBPIIM, aKO HE Ce M3I0JI3Ba B paMKHUTe Ha 12 yaca, Koraro e
chXpaHsBaHa pu TemnepaTtypa Mexay 2°C u §°C, unu B paMKuTe Ha 6 Jaca, Korato €
ChXpaHsABaHa Ha CTaiiHa TeMIleparypa ciell IbpPBOTO NpoOHBaHe Ha (IaKoHa, BIXKTE TOUKA

6.3.

Hszxevprsane

L4 Hewnsnon3panusr JICKAPCTBCH MNPOAYKT WIN OTHAABYHUTC MAaTCPUAJIN OT HETO TpHGBa Ja Cce
H3XBBPJIAT B CbOTBETCTBUE C MCCTHUTC U3MCKBAHUA.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Novavax CZ a.s.

Bohumil 138, Jevany, 28163, Uexus

8. HOMEP(A) HA PASPEHLIEHUETO 3A YIIOTPEBA)

EU/1/21/1618/001
EU/1/21/1618/002
EU/1/21/1618/003
EU/1/21/1618/004

10 muOTO/1030BM (priakoHa (10 m1o3u Ha (rakon)
10 mHOTO1030BH (hrakoHa (5 1031 Ha (PIIAKOH)
2 mHOroz030BH (hiakoHa (10 no3u Ha daakoH)
2 MHOT071030BH (h1akoHa (5 1031 Ha GIIAKOH)

9. JATA HA ITbPBO PAZPEINABAHE/IIOJTHOBABAHE HA PASPEIHIEHUETO 3A

YIIOTPEBA

[ara Ha mepBO paspemasane: 20 gexkemspu 2021 1.
Hata Ha nocneano noaHossiBane: 03 okromBpu 2022 r.
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10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

ITonpo6Ha mH(pOpManKs 3a TO3H JeKapCTBEH MPOAYKT € MpelocTaBeHa Ha yebcaiiTa Ha EBpomneiickara
areHITUs 110 JIeKapcTBaTa http://www.ema.europa.eu.
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INPUJIOKEHHUE IT

IMPON3BOJUTEJIN HA BUOJIOI'NMYHO AKTUBHOTO
BEIHIECTBO U ITPOU3BOJAUTEJI, OTTOBOPEH 3A
OCBOBOXKJIABAHE HA ITAPTUAN

YCJIOBUA NJIN OTPAHUYEHMUA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUA N UBUCKBAHUA HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJOBUA NJIN OTPAHUYEHUS 3A BE3OITACHA "

EDOEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA
MHHPOAYKT
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A. TIPOU3BOIUTEJIN HA BUOJOTUYHO AKTUBHOTO BEIHHIECTBO U
IMPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOXIABAHE HA ITAPTUIN

HMe u aipec Ha IPOU3BOAUTEINTE Ha OMOJIOTUYHO AKTUBHOTO BCIICCTBO

Serum Institute of India Pvt. Ltd.
212/2, Off Soli Poonawalla Road, Hadapsar, Pune - 411028, Maharashtra, Maaus

Serum Institute of India Pvt. Ltd.
S. No. 105-110, Manjari BK, Tal -Haveli, Pune-412307, Maharashtra, Uanus

SK Bioscience Co., Ltd., 150, Saneopdanji-gil,
Pungsan-eup, 36618, Penyoinka Kopes

Novavax CZ a.s.
Bohumil 138, Jevany, 28163, Uexus

HMe u agpec Ha IPOU3BOJIUTEIS, OTTOBOPEH 3a OCB060)KIlaBaHC Ha NapTHUAUTC

Novavax CZ a.s.
Bohumil 138, Jevany, 28163, Uexus

C ornen Ha 00siBeHATa U3BBHPEIHA CUTYALMS OT MEKAYHAPOJHO 3HAYCHUE, CBBpP3aHa C
00IIECTBEHOTO 3/IpaBe, U 3a 1a CE OCUTYPU paHHA AOCTABKa, TO3H JIEKAPCTBEH MPOIYKT 332 OrpaHUYCH
CpOK € 00eKT Ha U3KITIOUCHHE, TaBaIl0 Bh3MOKHOCT 3a MPHEMaHe Ha M3MUTBAHUATA 38 KOHTPOJ Ha
MapTUAUTE, U3BBPIIECHH B PETUCTPUPAHOTO(UTE) MACTO(MECTa) Ha TPOU3BOICTBO, JOKATU3UPAHO(H) B
Tpera cTpaHa. ToBa M3KIIFOUCHUE MpecTaBa aa Obae BanuaHo Ha 31 mapT 2022 1. BeBexaaneTo Ha
Mepku 3a 0azupan B EC KoHTpoJ1 Ha mapTUIUTE, BKIIOYUTEIHO HEOOXOAUMHUTE IPOMEHH B YCIOBUSTA
Ha pa3pelIeHneTo 3a yrnoTpeda, TpsaoBa 1a Obe 3aBbpIIeHO Hali-KbCHO A0 31 mapT 2022 T.

b. YCJIOBUS NJIIA OTPAHUYEHNA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUST MPOAYKT CE OTITYCKa MO JISKAPCKO MPEANUCaHue.

o O¢punuanHo ocBodokIaBaHe HA MAPTUAU

CworitacHo wi. 114 ot Iupextura 2001/83/EO oduimaiHoTo 0CBOOOKIaBaHE Ha MAPTHINUTE CE

W3BBPIIBA OT AbPXKABHA JTA00PATOPHSI WIIH JIAOOPATOPHS, ONpeieTicHa 3a Ta3u IIedl.

B. JAPYI'U YCJIOBUSI U UBUCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJau3npanm aokjaanau 3a 6ezonacuoct (IIAIB)

M3uckpanusaTa 3a nomaBane Ha [TAJlb 3a To3u JeKapcTBEH MPOAYKT ca MMOCOUYCHH B WieH 9 Ha
Pernament (EC) No 507/2006. B chOTBETCTBHE C TAX, MPUTEKATEIAT HAa Pa3pemIeHUETO 3a
ynotpeba (IIPY) Tps6Ba na mogasa ITA/Ib Ha Bceku 6 mecera.

M3uckpanusaTa 3a nonaBane Ha [IAJlb 3a To3u JeKapCTBEH MPOAYKT ca MIOCOUYEHH B CITUCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD crucek), npensuaes B wi. 1078, an. 7 ot
Hupexktusa 2001/83/EO, 1 BbB BCHUKH CJI€IBAIIM aKTyalln3alliy, yOJUKyBaHH Ha
eBpOTICHCKHs yeOIopTal 3a JeKapCTBa.
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. YCJIoBUus HJinn OrPAHUYEHUS 3A BE3OITACHA 1 E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TPOAYKT

. IInan 3a ynpaBaenue Ha pucka (IITYP)

[MputexatensaT Ha pa3penieaueto 3a ynorpeda ([IPY) tpsodea na u3BbpIlBa H3UCKBAHUTE
JICHHOCTH ¥ ICHCTBUS, CBBP3aHU C MPOCICIIBaHEe Ha JICKapCTBeHATa 0€30MaCHOCT, TIOCOYCHHU B
onoopenus [TYP, npeacrasen B Moayn 1.8.2 Ha paspelnieHneTo 3a ynoTpeda, KakTo 1 BbB
BCUYKH CIIBAIU O00peHH akTyanu3aiuu Ha [IYP,

Axryanusupan [IYP tps6Ba na ce moaasa:

e 110 ucKaHe Ha EBpornelickaTta areHuus 1o JIEKapCTBaTa;

e BMHArW, KOraTo ce U3MEHs CUCTeMara 3a YIpaBJICHUE Ha PUCKA, OCOOCHO B pe3ynTar Ha
NoJy4yaBaHe Ha HOBa HH(POPMaLUSs, KOSTO MOXKE /1a I0BeJle 10 3HAYHMH MPOMEHH B
CHOTHOILIEHHETO MOJI3a/PUCK, WK CIIeN IOCTUTaHEe Ha BajKeH eTal (BbB BPb3Ka ¢
npociesBaHe Ha JIeKapCTBEHATa 0e30MaCHOCT MM CBEXKIaHE Ha PHCKA 0 MUHUMYM).
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INPUJIOKEHHUE I1I

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JTAHHMU BBHPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITAKOBKA

ETUKET HA KAPTOHEHATA OITAKOBKA

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Nuvaxovid nHXEeKIIHOHHA JUCTIePCUs
Baxkcuna cpeury COVID-19 (pekomOnHaHTHA, alIOBaHTHA)

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika no3a cpappika S Mukporpama pekomOrnHanTeH mumnoB npotenH Ha SARS-CoV-2 ¢ nobasen
KaTo aaroBaHT Matrix-M

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

AmoBanT Matrix-M: ®paxkiusa-A u @pakuus-C Ha ekctpakt ot Quillaria saponaria Molina

ITomoniHM BelecTBa: TUHATPUEB XUAPoreHpochaT XenTaxuapaT, HaTpueB quxuaporeHpocdar
MOHOXHM/JIPAT, IUHATPUEB XUaporeHdochaT TUXuapaT, HATPUEB XJIOpHU, ojucopdat 80, xoaecTepo,
dochaTuauxonuH (BKIOUMTETHO all-rac-a-Tokodepon), kanueB auxuaporerdocdar, kamen
XJIOPU/I ¥ BOJIA 32 MHKEKIIMK. BIKTe IMCTOBKATA 32 JOIBIHUTEIHA HH)OpMALIHSL.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxekimoHHa Aucnepcus

10 mHOTO/T030BH (hIaKoHA

2 MHOT0/I030BH (hIakoHa

Bceku dmakon ceabpka 5 mo3u mo 0,5 ml
2,5ml

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

HHTpaMyCcKyJIHO NPHIIOKEHNE

IIpeau ynorpeba npovereTe JIMCTOBKATA.

3a moBeue uHbOpMAIHs, CKAHUPANUTE WUITH TIOCETETE
www.NovavaxCovidVaccine.com

6. CHELOUAJIHO HPEAYHPEXIEHHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
A CE CbXPAHSBA HA MSICTO JAJIEYE OT IHOTJIEJA U TIOCET'A HA JIEITA

ﬂa CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 3a [ICIIA.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYIPEXIEHUSA, AKO E HEOBXOIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA I'OJIHOCT

T'onen no:

‘ 9. CIIEIIMAJIHHU YCJIOBUS HA CbXPAHEHUE

[a ce chxpaHsiBa B XJIQJMITHUK.

[a He ce 3ampassBa.

Crnen mbpBOTO IPOOHMBAHE J1a Ce ChXpaHsaBa npu Temreparypa ot 2°C g0 8°C, na ce u3noi3sa B
pamkuTe Ha 12 Jaca wiu B paMKUTE Ha 6 yaca Ha cTaliHa TeMernparypa (Makcumym 25°C).

I[a CC CbXpaHsBa B OpUTMHAIHATa OIIAKOBKaA, 3a Aa CC MpeArasu OT CBCTIMHA.

10. CHEHOUAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTITAABYHHN MATEPHUAJIA OT
TAX, AKO CE U3NCKBAT TAKNBA

11. HME U AJAPEC HA ITPUTEKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Novavax CZ a.s.
Bohumil 138, Jevany, 28163, Uexus

12. HOMEP(A) HA PASPEIHIEHHUETO 3A YIIOTPEBA

EU/1/21/1618/002
EU/1/21/1618/004

13. MAPTHUJIEH HOMEP

[Taptuna:

| 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPAIJIOBA A3BYKA

[Ipueto e ocHOBaHME 12 HE ce BKIOUM HH(opManus Ha bpaiinoBa a30yka.

‘ 17. YHUKAJIEH WAEHTH®UKATOP — JIBYU3MEPEH BAPKO/J

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIEH HACHTU(DHUKATOD
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‘ 18. YHUKAJIEH WIAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EIJUHUYHU
I'bBPBUYHHU OITAKOBKH

ETUKET HA ®JTAKOHA

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT U II'BT(MIIA) HA BBBEKJIAHE

Nuvaxovid nHXEKIIHOHHA JUCTIePCUs
Baxcuna cpeury COVID-19 (pekomOnHaHTHA, alIOBaHTHA)

2. HAYMH HA ITPUJIOKEHUE

1.m.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHULIN

5 no3u mo 0,5 ml
2,5ml

| 6. JIPYTO

Jara:
Yac:
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JAHHH, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITAKOBKA

ETUKET HA KAPTOHEHATA OITAKOBKA

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Nuvaxovid HHXEKIIHOHHA JUCTIePCUs
Baxcuna cpeury COVID-19 (pexomOnHaHTHA, alfOBAHTHA)

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika no3a cpappika S Mukporpama pekomOrnHanTeH mumnos npotenH Ha SARS-CoV-2 ¢ nobasen
KaTo aaroBaHT Matrix-M

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

AmoBanT Matrix-M: ®paxkiusa-A u @pakuus-C Ha ekctpakt ot Quillaria saponaria Molina

ITomoniHM BelecTBa: TUHATPUEB XUApPOoreHpochaT XenTaxuapaT, HaTpueB quxuaporeHpocdar
MOHOXUJIpAT, TUHATpHUEB XuAporendocdar muxuapar, HaTpueB XJiaopua, noiaucopdat 80, xonecrepou,
¢dochaTuauxonuH (BKIOUMTENHO all-rac-a-Tokodepon), kanueB auxuaporerdocdar, kaniesn
XJIOPU/I ¥ BOJIA 32 MHKEKIIMK. BIKTe TMCTOBKATA 32 JOIBIHUTEIHA HHOpMALIHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKquoHHa JUCTepCHst

10 mHOTO/T030BH (hIaKoHA

2 MHOT0/I030BH (hIakoHa

Bcexku ¢makon ceappka 10 mo3u mo 0,5 ml
5ml

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

HHTpaMyCKyJIHO NPHIIOKEHNE

IIpeau ynorpeba npovereTe JIMCTOBKATA.

3a moBede nHpOpMaIHsl, CKAHUPANUTE WU IIOCETETE
www.NovavaxCovidVaccine.com

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, UYE JTEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

ﬂa CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 3a [ICIIA.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHNPEXIEHUSA, AKO E HEOBXOIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA I'OJIHOCT

T'onen no:

‘ 9. CIIEIIMAJIHHU YCJIOBUS HA CbXPAHEHUE

[a ce chxpaHsiBa B XJIQJMITHUK.

[a He ce 3ampassBa.

Crnen mbpBOTO IPOOHMBAHE J1a Ce ChXpaHsaBa npu Temmeparypa ot 2°C go 8°C, na ce u3non3ea B
pamkuTe Ha 12 Jaca wiu B paMKUTE Ha 6 yaca Ha cTaliHa TeMernparypa (Makcumym 25°C).

I[a CC CbXpaHsBa B OpUTMHAJIHATa OIIAKOBKaA, 3a Aa CC MpeArasu OT CBCTIMHA.

10. CHEHOUAJIHU NPEAITA3HUA MEPKU ITPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3NCKBAT TAKNBA

11. HME U AJAPEC HA ITPUTEKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Novavax CZ a.s.
Bohumil 138, Jevany, 28163, Uexus

12. HOMEP(A) HA PASPEIHIEHHUETO 3A YIIOTPEBA

EU/1/21/1618/001
EU/1/21/1618/003

13. MAPTHUJIEH HOMEP

[Taptuna:

| 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPAIJIOBA A3BYKA

[Ipueto e ocHOBaHME 12 HE ce BKIOUM HH(opManus Ha bpaiinoBa a30yka.

‘ 17. YHUKAJIEH WAEHTH®UKATOP — JIBYU3MEPEH BAPKO/J

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIEH HACHTU(DHUKATOD
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‘ 18. YHUKAJIEH WIEHTUOPUKATOP — JIAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHHU OITAKOBKH

ETUKET HA ®JIAKOHA

1. HNME HA JIEKAPCTBEHUA INPOAYKT U IbT(MIA) HA BBBEXK/IAHE

Nuvaxovid HHKEKITHOHHA JUCTIEPCHSI
Baxkcuna cpemry COVID-19 (pekoMOuHaHTHA, aJlFOBaHTHA)

2. HAYUH HA ITPUJIOKEHUE

1.m.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

10 go3u mo 0,5 ml
5 ml

6. JIPYTO

Mara:
Yac:
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b. JUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

Nuvaxovid HH:KeKIIHOHHA JUCTepcus
Baxcuna cpeury COVID-19 (pexomOnHaHTHA, alfOBAHTHA)
(COVID-19 Vaccine (recombinant, adjuvanted)))

vTosn JIEKapCTBEH MPOAYKT MOJIEKH Ha JOMIBIHATENHO HaOmoaeHne. ToBa 1ie mo3Boiau Obp30To
YCTaHOBsIBaHE Ha HOBa MH(OpMAaIMs OTHOCHO Oe30macHOCTTa. MoXkeTe Ja JajieTe CBOs IPUHOC, KaTo
CHOOIINTE BCSKA HEXKETaHa PeaKIHs, KOSITO CTe MOMyYMIA. 32 HaurWHA Ha ChOOIIaBaHe Ha HEXXeJIaH!
peakIuy BIDKTE Kpas Ha TOUYKa 4.

IIpoyeTeTe BHUMAaTEIHO LSJIATa JUCTOBKA, IPeIH 1A ce BAKCMHUPATe, Thil KaTO TS ChIbPKa
BakHa 3a Bac undopmanmus.
e 3amaszere Ta3u JUCTOBKA. MOXKe Ja ce HAJIOXKU J1a 5 IPOYETETE OTHOBO.
e AKO MMaTe HSKaKBH JOMBJIHUTEIHN BBIIPOCH, IoNUTaiTe Bammms nexap, papmaneBT uin
MEIHNIIMHCKA CECTpa.
e AKO MOIyYnTe HAKAKBY HEXKEIaHU peaklny, yBeqoMeTe Bamms nekap, GpapmareBT nin
MCIUIMHCKA CeCTpa. ToBa BKJII0UBa BCUYKH Bb3MOKHHM HEOITMCAHU B Ta3H JIMCTOBKA HEKEJIaHU
peakuuu. Bikre Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kakso mpencrasnsBa Nuvaxovid u 3a KakBO ce HU3ITIOJI3BA

Kakso Tps0Ba na 3Haere, npeau na Bu Obae nocraBena BakcuHara Nuvaxovid
Kak ce mocrasst Nuvaxovid

BB3MOKHN HEXENTaHN PEaKIuH

Kak nma cexpansBare Nuvaxovid

ChabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

AN S e

1. Kaxkso npeacraBassa Nuvaxovid 1 3a KakBo ce U3M0J13Ba

Nuvaxovid e BakcHHa, KOSTO ce U3M0J3Ba 3a pefoTepaTsisane Ha COVID-19, npuunHeH ot Bupyca
SARS-CoV-2.

Nuvaxovid ce mocrass Ha Jiiia Ha 12 U moBeye roauHH.

Bakcunarta cTuMynupa UMyHHATa CUCTeMa (€CTECTBEHUTE 3alUTHU CHJIM Ha OpTraHu3Ma) Ja
MIPOU3BEXKa aHTUTENIA U CIICIIMATIU3UPAHU OCTM KPhBHU KJIETKH 32 00p0a cpelly Bupyca, ¢ el
3amura cpemy COVID-19. Huto enHa 0T ChCTaBKUTE HA Ta3U BAKCMHA HE MOXKE Ja MPUUMHU
COVID-19.

2. Kakso TpsdBa na 3Haete, npeau na Bu 0bae nocraBena BakcuHata Nuvaxovid

Nuvaxovid He Tpsi0OBa 1a ce mocTaBs
®  aKO CTe aJlepTUYHU KbM aKTHBHOTO BEIIECTBO WJIM KBM HSKOS OT OCTAHAINTE ChCTABKU Ha
TOBA JIEKapCcTBO (M30POEHU B TOUKA 6).

IMpeaynpesxaeHus U NpeanasHu MePKU
T'oBopete ¢ Bamius nekap, hapMarieBT WM MEJWIIMHCKA cecTpa, Tipeau 1a Bu 6b1e mocrtaBeHa
BakcuHaTta Nuvaxovid, ako:
e B MHHAJIOTO CT€ UMAaJIM TEKKA WIIH XUBOTO3aCTPAIlIaBallla aJleprHYHa PEAKIHs CIIe] TOCTaBsIHE
Ha Jpyra BaKCHHA WK HHKeKius ¢ Nuvaxovid,
e CTC MPUIAJATH CJIE/ TOCTABSIHE HA UHIKEKIHS C UIJIa,
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e uMaTte BuCOKa Temneparypa (Han 38°C) umum Texxka nHpeknus. HezaBucumo ot ToBa Bue Mmoxkere
Jla Ce BAKCHHUPATE, aKO UMATe JICKO MMOBUIIICHA TEMIIEPaTypa WK MPOCTya 1moja hopMaTa Ha
WH(EKIYS HAa TOPHUTE JUXATCIHU TBTHUIIIA,

e puMare pobIeMH ¢ KPbBOCKCHPBAHETO, IO TSIIOTO BH NlecHO ce 00pa3yBaT CHHUHH WIN
U3II0JI3BATE JICKAPCTBO 3a MPEI0TBpaTABaHE Ha 00pa3yBaHETO HA KPbBHU ChCHPEIIH,

e Bamrara umyHHa cuctemMa He GyHKIIMOHUPA J00pe (MMYyHOAC(UIIUT) HITH PUEMaTe JICKapCTBa,
KOHUTO OTCcIabBaT MMyHHATa CHCTeMa (KaTo BUCOKH JI03W KOPTHKOCTEPOUIN, HMYHOCYTIPECOPH
WM TIPOTUBOPAKOBH JICKAPCTBA).

CrplrecTByBa HOBHUIICH PUCK OT MHOKAPANT (Bb3MaJICHHE HA ChPACYHUSI MYCKYJI) U TIEPUKAPIUT
(BB3MasIeHre Ha BHHIIIHATa OOBUBKA HA CHPIIETO) clie BakcHHAnus ¢ Nuvaxovid (BIKTe Touka 4).
Tesu 3a005s1BaHUST MOXKE /14 CE€ PA3BHAT CaMo JI0 HIKOJKO JHU CJie]] BAKCHHAIMATA U B3HUKBAT
MPEIUMHO B paMKHUTE Ha 14 qHMU.

Crne BakcHHAINS TPSOBa J1a CIIEANTE 32 MIPU3HANA HA MUOKAPAUT ¥ TIEPUKAPINT, KaTo 3aIyX,
cbpueOrene 1 00JKa B TbpAUTE, U He3a0aBHO /1a OTHPCUTE MEAMLIMHCKA MTOMOILI, KO T€ HACTHIIAT.

AKo HSIKOE OT H30pPOEHUTE MO-Tope ce OTHAcA 3a Bac (uim He cTe curypHu), roBopete ¢ Bamms jgexap,
(hapManeBT MM MEIUIIMHCKA cecTpa, ipeau na Bu Ob1e mocraBeHa BakcuHata Nuvaxovid.

KakTo npu Bcsika BakcHHA, IBYIO30BUAT KypC Ha BakcHHAIWs ¢ Nuvaxovid Moxe J1a He 3aluTH
HAI'hJTHO BCUYKU BAaKCHHUPAHU M HE € U3BECTHO 32 KaKbB IMEPHO/ 1Ie ObIeTe 3alllUTEeHH.

Hena

Nuvaxovid He ce mpemopbrYBa J1a ce MOCTaBs Ha Jielia Ha Bh3pacT mox 12 roguan. Kem MoMmeHTa HsiMa
HanvHa nHpopMmanus 3a ynotpedara Ha Nuvaxovid rmpu genia Ha Bb3pact 1oJ 12 roanHHu.

Apyru aexkapcrea u Nuvaxovid

Tps0OBa na kaxxere Ha Bamms sexap, papmaneBT min MEAUIMHCKA CECTPa, aKO IpHeMare, HaCKOpo CTe
IpreMalTi WiIH € Bb3MOXKHO /1a IpUeMeTe IpYrH JIEKapcTBa WK BaKCHHH.

BpemMenHoCcT M KbpPMeEHe

AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, Y€ MOKe JIa CTe OpeMeHHa WK TUTaHupaTe OpeMEeHHOCT,
MOoChBETBalTE ce ¢ Baius ekap, GpapMaieBT Wi MeIUIIMHCKA CECTpa IIPE/IU MOCTaBSIHETO Ha Ta3u
BaKCHHA.

Ilodupane u padoTa ¢ MAIIMHU

Hsxou ot Hexxenanute peaknuu Ha Nuvaxovid, n30poenu B Touka 4 (Bbp3M0KHU HEeXelaH! peakilnum),
MOTaT BPEMEHHO Jla HaMaJIAT criocoOHocTTa Bu 3a modupane u paboTa ¢ MaiuHu (HalpuMep MOXe
Jla c€ TyBCTBATE OTMAHAIN WIIM 3aMasHU WK J]a CE UyBCTBATE MHOTO YMOPEHH).

He mo¢upaiite u He paboTeTe ¢ MaIlIMHU, aKO HE CE YyBCTBaTe 00pe ciell BAKCHHAIHSTA.
W3uakaiite, 10KaTo €(peKTHT OT BAKCHMHATA HE OTIIYMH, IIPEH Jia modupaTte Uil padoTHTe C
MaITuHH.

Nuvaxovid cbabpska HATPpUH M KaJaui

Ta3u BakcuHa ChIbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.e. MOXKE Aa ce Kaxe, 4e
MIPAKTUYECKU HE ChABPIKA HATPHII.

ToBa JilekapcTBO ChIbpIKa MO-Manko oT 1 mmol kanuii (39 Munurpama) Ha 103a, T.€. MOXKE /1a Ce KaxKe,
4e MPaKTUYECKHU HE ChbpKa KaJlnH.
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3. Kak ce moctraBs Nuvaxovid

Jluya na evspacm 12 u nogewe 200unu
Nuvaxovid 1ie Bu 0b1€ mocTaBeHa KaTo aBe OTASIHHA HHKeKImH 1o 0,5 ml.

Bamust nekap, apmarieBT nim MEAUIIMHCKA CECTPA I MHKEKTUPA BAKCHHATA B MYCKYJI,
0OWKHOBEHO B TOpPHATA YacT Ha pbkara Bu.

I[IpenopbuBa ce fa nomyuyute Bropara 103a Nuvaxovid 3 cenmuim cien mppBara 703a, 3a aa
3aBBPIINTE ITBJIHUS KypC C Ta3M BAaKCHHA.

Byctep no3a Nuvaxovid Moke Ja ce mocTaBu NPUOU3UTEIIHO 6 Mecelia Clie]] BTOparta J03a P JIMIa
Ha BB3pacT 18 u moBeue roguHu.

ITo Bpeme Ha U clief] BCsika MHXKEKITUS ¢ BAKCHHATa Bammsr jiekap, GpapManeBT Wik MeIUITMHCKA
cectpa e Bu HabmoaaBa 3a okono 15 MUHYTH 32 IPU3HAIM HA aJlepTUYHa PEaKIusl.

AKo TIpomycHeTe yroBopeHus yac 3a Bamara Bropa nmkekmus ¢ Nuvaxovid, ropopere ¢ Bamms
JIeKap WK MEJUIIMHCKA cecTpa. AKO MPOIMyCHEeTe IIaHUpaHa HHKEKIUs, MOXKEe Ja He CTe€ HAIIbJIHO
3amurenu cpemy COVID-19.

4. Bb3MOKHH HeKeJTaHH pPe€aKkuumn

KakTo BcuukM eKapcTBa, Ta3u BAKCHHA MOJKE J1a IPEIU3BUKA HEXXEJIaH! PEaKI1H, BBIIPEKH Y€ He
BCEKHM T'Ml 1osryyaBa. [loBeyeTo HekenaHu peakluy U34e3BaT J0 HAKOJKO JHH CJe]l osBaTa UM. AKO
CHUMIITOMUTE HE OTMHMHABAT, CBbpiKETe ce ¢ Bamus nekap, GpapmaneBT Wik MEIULMHCKA CECTPA.

Kakro u npu apyru BakcHHH, MOXe Jia TOYyBCTBaTe 00JIKa I JUCKOM(OPT Ha MSACTOTO Ha
WHXKEKTHUpPaHE WK TOBa MSCTO MOXKE JIa Ce 3a4epBH U nojaye. Te3u peakunu odaue 0OMKHOBEHO
OTITyMSIBAaT B PAMKHUTE Ha HAKOJKO JTHU.

[MoTbpceTe cnemHa MeIUIIMHCKA TIOMOII, aKO TIOIYYUTE HAKOW OT CIEJHUTE MPU3HAIM U CHMIITOMH
Ha QJIEPrUYHA PEaKIUs:
®  OTMAJHAJIOCT WJIX 3aMastHOCT
HPOMEHHU B ChP/ICUYHUSI PUTHM
3aayX
XPHIIOBE
MOJJyBaHe Ha YCTHUTE, JIULIETO WM I'bPIIOTO
YpTHKapUs UK 00pUB
rajJieHe WU MOBpPbILaHEe
cTomarHa 6oika

AKO TIOJTyYnTe HAKAaKBH IPYTH HEXeJaHU peakiuy, yBepomeTe Bamms nekap. Te Morar aa BKIIIOYBAT:

MHoro yecTH (Moxe J1a 3acernat noseue ot 1 Ha 10 gymm)
e riaBoOosue
e  TaJieHe WK NOBPBIIaHe
e  MyCKyJHa OoJKa
e 0QojKa B CTaBUTE
e  UYBCTBUTEIHOCT WX OOJIKA HAa MSICTOTO Ha MHKEKTHPAHE
e ycelllaHe Ha MHOTO CHJIHA yMopa (U3TOIICHHE)
e  00IIO0 HEPA3ITOJIIOKEHUE

Yectu (Morar jga 3acersar jo 1 Ha 10 qymmm)
e  3a4epBsBaHE Ha MSCTOTO, KBJIETO € MOCTABEHA WHIKEKIHSITA
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e [IOJyBaHE Ha MSCTOTO, KBJETO € MIOCTABEHA WHXKEKITUSITA

e TOBHIICHA TeMmepatypa (>38°C)

e  BTpHCaHE

e OoJyka wiv AUCKOMGOPT B TOpHATA YacT Ha phKaTa, JoJHATA YacT Ha pbKaTa, Kpaka H/WiIn
CTBIANOTO (00JIKA B KpalHULIUTE)

Heuectu (Morar na 3acernar go 1 mva 100 mymm)
e  yBEIWYCHU TUM(HU BH3ITU
e  BHCOKO KPBBHO HaJIATaHE
e CHpOEX MO KOXKaTa, OOpUB WA yPTHKAPHS
e 3auepBsBaHE Ha KOXATa
e CBpOEK MO KOXKAaTa HA MACTOTO Ha TIOCTABSHE HA MHIKCKIIHSITA

C Hen3BecTHA YecTOTA (OT HATMIHHUTE JAHHU HE MOXE Ja ObJIe HallpaBeHa OICHKA):

e TEXKa ajepruvHa peaxmus

e HeoOM4alHO ycellaHe Mo KoXKaTa, H3TPBIIBaHE WIH MpaBy4KaHe (TTapecTe3usi)

e HaMaJICHO yCEIlaHe 3a JONUp WIK HaMajleHa YyBCTBUTEIHOCT, OCOOCHO Ha KOXKaTa
(xumoecTe3ns)

e  BB3MAJCHHUE HA CHPJCYHHS MYCKYJI (MUOKApANT) WM Bb3MAaJCHUE HA BHHIIHATA OOBUBKA
Ha CHPIIETO (TIEPUKAPIINT), KOETO MOXKE J]a TIOBEIE 0 3a1yX, ChplieOneHe mim 0oyka B
rbpAUTE

Cho0maBaHe HA HesKeJIAHH PeaKINu

AXO ToTyunTe HAKAaKBU HEXKEIIAaHN Peakluy, yBenoMere Bamms nexap, apManeBT Wik MeTUINHCKA
cectpa. ToBa BKII0OYBa BCHUYKH BH3MOKHH HEOIIMCAHU B T3 JIMCTOBKA HEXKEJIaHH peakiuu. Moxere
CBIIO Ja ChOOIINTE HEKETaHU PeaKkliy AUPEKTHO Ype3 HAllMOHATHATA CHCTEMa 33 ChOOIIaBaHe,
nocoueHa B [Ipunokenne V u 1a BKIIOYHTE MTApTHIHUS HOMEp, ako UMa TakbB. Kato cpolmmaBare
HE)KeIIaH! PeakH MOXKETe J1a Ia/IeTe CBOsI IPUHOC 32 MOJIy4aBaHe Ha MoBeye HH(OPMAIUS OTHOCHO
0e30macHOCTTa Ha Ta3H BaKCHHA.

5. Kak n1a cbxpansiBate Nuvaxovid

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

Bammst nexap, ¢papmaneBT Wiin MEIUIIMHCKA CECTPa ca OTTOBOPHH 33 ChXPAaHEHUETO Ha Ta3W BaKCHHA
Y TIPaBUJIHOTO M3XBBPJISIHE HA BCEKH HEU3IOI3BAH MPOLYKT.

Nudopmarusita OTHOCHO CbXPaHEHUETO, CPOKA Ha FOAHOCT, yIoTpedaTa 1 paboTaTa € OnucaHa B
paszena, npeHa3HaueH 32 MEIUIIMHCKU CIIELMaIMCTHU B Kpasl Ha JIMCTOBKATA.

6. Cobabp:kaHue HA OMAKOBKATA U AONBJIHUTETHA HHPOPMAINSA
Kakso cpabp:xka Nuvaxovid

e Enna nosa (0,5 ml) Nuvaxovid chabpxa 5 Mukporpama munoB npotenn™ Ha SARS-CoV-2ne c
nobOaseH aaroBanT Matrix-M.

*mpom3Bexaa ce upe3 pekomOnHanTHa JIHK TexHOIOTHS ¢ eKCITpecoHHa CUCTEMA Ha
0axyJOBHpYC B KJIEThYHA JIMHKSI OT HACEKOMH, MolTydeHa oT kietku SO Ha Buna Spodoptera
frugiperda.

e Matrix-M e BKIITOYEH B Ta3d BAKCHHA KAaTO aJF0BAHT. AJIFOBAHTUTE Ca BEIIECTBA, BKIIOUCHH B
HSIKOM BaKCHHM 32 YCHJIBaHE, TOAOOPsBaHE M/WIH yIbJKaBaHe Ha 3aIIUTHUS eeKT Ha
BakcuMHaTa. AAoBaHTHT Matrix-M cbabpxa @pakuus-A (42,5 mukporpama) u @pakuusa-C (7,5
MUKpOTpamMa) ekcTpakT ot Quillaia saponaria Molina Ha no3a ot 0,5 ml.
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e Jlpyrure chcTaBKu (IIOMOIIIHH BEIIECTBA), BKIFOUeHH B Nuvaxovid, ca:
Junarpuer xuaporeHdpocdar xenraxuapat

Hatpues nuxunporenpocdar MOHOXHIPAT

JunatpueB xumporeHpochaT TUXAAPAT

Harpues xnopun

[Momucopbar 80

Xonectepou

dochaTuamIxoauH (BKIIOIUTEIHO all-rac-a-Toxodepor)
Kanues nuxugporendocdar

Kanues xnopun

Harpues xuapoxcun (3a kopekius Ha pH)
XnopoBoaopoHa KucenuHa (3a kKopeknus Ha pH)

¢ Bopa 3a nnxkekuuu

Kaxk u3riexxaa Nuvaxovid u cbabpkanmne Ha ONaKOBKAaTa
o Jlucnepcusta € O€3I[BETHA JI0 JICKO KbJITa, OMCTpa 10 Jieko omajnecuentHa (pH 7,2).

®Dnaxon ¢ 5 003u

- 2,5 ml MHXEKIIMOHHA TUCTIEPCHs BBB (DJIaKOH ¢ TYMEHA 3alyIlaika i CHHBO OTYYIBAIIO CE
Karave.

- Bun onakoBka: 2 MHOT0/1030BH (piiakoHa w10 MHOT01030BH (piiakoHa. Beeku ¢iakon
chabpka 5 gosu mo 0,5 ml

Dnaxon ¢ 10 0o3u

- 5 ml nHKEeKIMOHHA AUCTIEPCHsI BBB ()JIAKOH C TYMEHa 3allyllaika i CHHbO OTUYYIIBAILO Ce
Karaue.

- Bun omakoBka: 2 MHOT0030BH (utakoHa wiu 10 MHOT01030BH (uiakoHa. Beekn dhmakon
cpabpka 10 mo3um no 0,5 ml.

He Bcuuku BUIOBE OMaKOBKW MOTar Ja ObIaT IMyCHATH Ha Ta3apa.

IIpuTexkaTes HA pa3pelIeHUETO 32 YIOTpeda

Novavax CZ a.s.

Bohumil 138, Jevany, 28163, Uexus

IIpousBoauren

Novavax CZ a.s.

Bohumil 138, Jevany, 28163, Uexus

JaTa Ha mocj1eHO MpepasriexaaHe HAa JUCTOBKATA .

CkanwupaiiTe Koja ¢ MOOWIIHO YCTPOMCTBO, 32 JIa TIOJIYYHTE JINCTOBKATA HA PA3IIMYHU €3UITH.

W nocerere URL anpeca: https://www.NovavaxCovidVaccine.com

JApyru u3ToYHUIIM HA HH(OpPMAIUA
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IToapoOHa uHOpMaILIKs 3a TOBa JICKAPCTBO € IIpeJoCTaBeHa Ha yeOcaiita Ha EBporeiickata areHIust
1o JieKapcTBaTa http://www.ema.europa.eu

Ta3u nmucToBka € HannyHa Ha Bcnuky e3unn Ha EC/ENII Ha ye6caiita Ha EBporneiickaTta areHIus mo
JeKapcTBara.

ITocouenara mo-10.Ja1y I/IH(l)OpMaIII/IH € NMpeJIHa3HaYeHa caMoO 3a MEIUIIHHCKHA CIICHIHAJTUCTH:

[Ipunaraiire Nuvaxovid HHTpaMyCKyJIHO, 32 IPEANIOYUTAHE B JEATOBUAHNSA MYCKYJl HAa TOpHATa 4acT
Ha pbKaTa, KaTo ABE JO3HU Ipe3 3 CeAMUIN.

Byctep no3za Nuvaxovid Moxke a ce mocTaBu IpUOTU3UTENHO 6 Mecema ciie]] BToparta J03a Py JINIa
Ha BB3pacT 18 u moBeue roguHm.

[Ipocaeaumoct

3a na ce mo00pH MPOCIEAUMOCTTA HAa OMOJIOTMYHUTE JICKAPCTBEHU MPOJAYKTH, UMETO U TAPTUIHUSAT
HOMEp Ha MPUJIOKEHUS MPOAYKT TPsiOBa SICHO J1a Cce 3alncBaT.

HucTpyKuuy 3a padoTa ¥ IPWIOKEHNE

He uznon3Baiite Ta3u BakCHHA CJIe]l CPOKa Ha TOJHOCT, OTOENA3aH BhPXY €THKETa U KapTOHeHAaTa
omnakoBKa ciefp ,,I'onHa 10, CpoKbT Ha TONHOCT OTIOBaps Ha MOCJIECAHUS ACH OT IOCOYECHHS MECELL.

C Ta3u BakcHHA TPsAOBa J1a pabOTH METUIIMHCKH CIICIIUAIINCT, KaTo MpUiara acenTHYHa TEXHIKA, 32 Ja
Ce TapaHTHpa CTEPUITHOCTTA Ha BCSIKA /103a.

Iloozomosxka 3a ynompeba

e BaxkcuHara ce npejiara rotoBa 3a ynorpeoa.

e HeotBopenara BakcuHa TpsiOBa ja ce cbxpaHsBa B xnaawiHuK (2°C — 8°C) u 1a ce chxpaHsiBa
BbB BBHIIIHATAa KAPTOHEHA OIAKOBKA, 3a Jja C€ Mpeana3y OT CBETIIHHA.

e Henocpencrseno npeau ynorpeda u3Bajere GiakoHa C BAKCHHATA OT KApTOHEHATa OIaKOBKa
B XJIQJINITHUKA.

e 3anmuiere JaTara M 4aca Ha U3XBBPJSIHE BBPXY €THKeTa Ha (iakoHa. Jla ce u3non3sa B
pamkute Ha 12 gaca npu Temmneparypa ot 2°C o 8°C win B paMkuTe Ha 6 Jyaca Ha cTaiiHa
Temrneparypa (Makcumym 25°C) cien mppBOTO IpoOuBaHe Ha (hIakoHa.

IIposepeme ¢hnarxona
e BuuMmaTenaHO 3aBBpPTETE MHOTO030BHS (DIAKOH MPEIN M MEKIY BCIKO M3TEMIAHE Ha 103a. He
paskiamanre.
e Bceku MHOT0/1030B (DJIaKOH ChAbPKa OE3IBETHA JI0 JIEKO XKbJITa, OUCTpA J0 JIEKO
OMaJIeCIEHTHA TUCTICPCHUS.
e Ilpenu npuioxeHue orieaaiTe ChAbPKAHUETO Ha (IakoHA 32 BUAUMH YACTHIIM U/HITH
IIpoOMsAHA Ha ILBETA. He HpHHaFaﬁTe BaKCHHATa IIpru HAJIMYKWEC Ha TaKUBa.

Hpuﬂogfceme e6AdKcuHama.

e BbB Bceku (prakoH ce ChbpIKa H3NHUIIBK, 32 J]a CE FapaHTHPa, Y€ MOXKE J1a Ce U3TeTIN
MaKCUMAJHUAT Opoii oT 5 1031 (daakon 2,5 ml) wiu 10 no3u (daakon 5 ml) mo 0,5 ml.

e Bcska no3a ot 0,5 ml ce u3Tersist ChC CTEpPHIIHA UTJIA U CTEPUIIHA CIIPHHIIOBKA U CE TIpUJIara
KaTO MHTpaMyCKYyJIHa MHXXCKIIUA, 3a IIPEANNOYUTAHEC B ACJITOBUAHUA MYCKYJI B rOpHaTa 4aCT Ha
pbKara.

e BakcuHata He TpsiOBa Jia ce cMecBa ¢ APYT'M BAKCHHH WIIH JIEKAPCTBEHH NIPOYKTH B
€/IHa ¥ ChIla CITPUHIOBKA.
e He crOupaiite BakcHHA OT HAKOJKO (DIakoHa, aKO € OCTaHANIA TaKaBa.
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Covxpanenue cied nopeomo npodusare ¢ ueia
e Cwxpanspaiite oTBopeHHs (hrakoH rpu temmepatypa ot 2°C mo 8°C mo 12 vaca wim Ha
cTaifHa Temnepatypa (Makcumym 25°C ) no 6 gaca cien IbpBOTO IpoOHBaHe.

Hsxevprane
e Ta3u BakcuHa TpsiOBa 1a ce U3XBBHPIIM, aKO HE C€ M3I0JI3Ba B paMKuUTe Ha 12 yaca, korarto e
chXpaHsBaHa Ipu TemnepaTtypa mexay 2°C u 8°C, unu B paMkuTe Ha 6 yaca Ha cTaiiHa
TeMIIepaTypa ciiel TbPBOTO MpoOuBaHe Ha (IIaKOHA, BUXKTE TOYKa 6.3.

HUsxevprane

e Hewusnona3BaHUSIT JICKApPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp}l6Ba Ja ce
HU3XBBPJIAT B CbOTBETCTBUE C MECTHUTE N3 CKBAHUS.
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