INPHUJIOKEHHUE 1

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTO3I/I JICKAPCTBEH MPOAYKT MOJICKH Ha JOIBIHUTEITHO HabmoaeHue. ToBa 111e mo3Boiu 0bp30TO
YCTaHOBSIBaHE HAa HOBa HH(OpMAIMs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIHATTUCTH C&
M3MCKBa J1a ChOOIIaBaT BCAKA MOI03MPaHa HeXKeJlaHa peakifys. 3a HaurHa Ha choOIIaBaHe Ha
HEXEJTaHHW PEaKINK BIDKTE TOUKa 4.8.

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Nuvaxovid HHXEKIIHOHHA JUCTIePCUs

Baxcuna cpeury COVID-19 (pexkoMOnHaHTHA, alfOBAHTHA)

(COVID-19 Vaccine (recombinant, adjuvanted))

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa ¢ MHOTO1030B (h1aKoH, KOHTO chabspxa 10 go3u mo 0,5 ml.

Enna no3za (0,5 ml) ceappka 5 Mmukporpama mumnos npoteud* Ha SARS-CoV-2 ¢ no6aBeH kato
amroBaHT Matrix-M.

AmroBant Matrix-M, koiito Ha mo3a 0,5 ml ceabpika: dhpakiust A (42,5 mukporpama) u dppakiusi-C
(7,5 mukporpama) excrpakt ot Quillaia Saponaria Molina.

* mpomsBexa ce 1o pekomounantHa JJHK TexHomorus ¢ ekcrnpecronHa cucreMa Ha 0aKyJIoBHPYC B
KJIeThYHA JIMHUS OT HACCKOMH, mosydeHa ot Sf9 knerku Ha Buma Spodoptera frugiperda.

3a IBJIHUA CIIUCHK HA IIOMOIIHUTE BEIlECTBA BIDKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA
WmxexnmonHa mucnepcust (MHXKEKITHS)

Jucniepcusita € 6e31BETHA 0 JICKO JKbJITa, OMCTpa 10 Jieko onanecientaa (pH 7,2)

4. KJIMHNUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS

Nuvaxovid e npenHa3zHaueHa 3a akTHBHA UMyHM3aLus 3a npeanassane or COVID-19, npuuuneH ot
SARS-CoV-2, nipu nmiia Ha Be3pacTt 12 u moBeve roiHH.

Uznon3BaHeTo Ha Ta3u BaKCHHA TPsIOBA Ja ObJIe B CHOTBETCTBHE C OQHUIIMATHUTE MPETIOPHKH.
4.2 Jlo3upoBKa M HAYMH HAa MPUJIOKEHHE

Jo3upoBka

ITvpeuuna cepus Ha 6aKcUHAYUsL

Jluya na evs3pacm 12 u nogeue 200unu

Nuvaxovid ce npuiara HHTPaMycCKyJIHO KaTto Kypc ot 2 go3u 1o 0,5 ml Besika. [penopbusa ce
BTOpATa /1032 JIa ce MPIIOKH 3 CEAMUITH CJIe]] ITbpBaTta jg03a (BX. Touka 5.1).



B3zaumosamensemocm

Hsima Hanu9HM TaHHY 110 OTHOLICHHE Ha B3auMo3aMeHseMocTTa Ha Nuvaxovid ¢ Ipyru BAKCHHU
cpeury COVID-19 3a 3aBbpiiBaHe Ha MbPBUYHUSA KypC Ha BaKCHHaLUs. JIunara, Hody4uiau mbpBa
no3a Nuvaxovid, Tps6Ba Ja nosydar Bropara 1o3a Nuvaxovid, 3a 1a 3aBbpIIaT Kypca Ha BAKCHHALUSL.

bycmep 0oza

bycmep 0o3a npu nuya na ev3pacm 18 u noseye co0unu

Byctep no3a Nuvaxovid (0,5 ml) moxe a ce mpuitoKu HHTPAMYCKYITHO PUOIU3UTEIHO 6 Mecera
cliell MbPBUYHATA CepUs TIpH Jinia Ha 18 u moBeve roauam (XoMoJioxkHa OycTep 103a).

Nuvaxovid moxe /1a ce moctaBu 1 KaTo OycTep J03a MpH JIMIa Ha B3pacT 18 1 moBeye roIuHHU CIIe]
MPUKITIOYBaHe Ha MEPBUYHA cepusl, cheTosmnia ce oT MPHK BakcrHa Wy aieHOBHPYCHA BEKTOPHA
BaKCcHHa (XeTepoJioxkHa OycTep 103a). IHTepBa bT Ha mpuilaraHe Ha XeTepoJIoyKHATa OycTep /103a €
CBITHSIT, KATO MHTEPBATBT, 0JJOOpEH 3a OycTep /1032 BaKCHHA TIPH TbPBUYHA BAaKCHHAITHS (BXK. TOUKA
5.1).

Ileouampuuna nonynayus
besomacHocTTa M edmkacHocTTa Ha Nuvaxovid npu geria Ha Bb3pacT 1moj 12 ToanHu Bee olle He ca

YCTaHOBCHU. JlumcBar gaHHM.

Bwspacmuna nonynayus
He ce Hanara kopekuys Ha Ao3aTa py NAUUEHTH B HapeaHalda Bb3pacT >65 roauHu.

HauwuH Ha npuitoxxkeHue

Nuvaxovid e camo 32 UHTPaMyCKYJIHO WH)KEKTUPaHe, 32 MPEeINOYNTaHe B ACATOUIHIS MyCKYII B
ropHaTa 4yacT Ha pbKaTa.

He I/IH)KCKTI/IpaI‘/'ITe BaKCHMHaTa BbTPECHA0OBO, MOAKOXHO WX MHTPAACPMAIIHO.

Bakcunara He TpSI6Ba Ja c€ CMECBa C IPYI' BAKCUHU WIH JICKAPCTBCHU IIPOAYKTHU B €1HA U ChbIlla
CIIpUHIIOBKA.

3a mpezmna3Hu MEpKH, KOUTO TPOBa Ja ce B3eMarT Mpeu MpuiiaraHe Ha BAKCHHATA, BIDKTE Touka 4.4.
3a yka3zaHUS OTHOCHO paboTaTa ChC U U3XBBPJISIHETO HAa BAKCHHATA BIDKTE TOUKa 6.6.
4.3 TIlpoTuBOmOKAa3aHUS

CBpBX4YYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO UJIM KbM HAKOE OT IIOMOIITHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

4.4 Chnenuananu nmpeaynpeskieHus: U NpeAna3sHyl MepKH NpU ynoTpeda

IIpocnenumoct

3a 1a ce moI00py MPOCIIEAUMOCTTA HA OUOJIOTMYHUTE JICKAPCTBEHU MPOJYKTH, UMETO U TIAPTHIHUSAT
HOMEDp Ha MPHUIIOKEHUS MPOAYKT TPsiOBa SICHO Jia Cce 3alucBart.

CBD’EX‘IVBCTBI/ITCHHOCT n aHad) HNIIaKCHUA

ITpu Nuvaxovid ce cpoOmmaBa 3a ciaydan Ha aHadwiakcus. Bunaru TpsiOBa 1a nMa Ha pa3noIoKeHNe
MOJIXOJISIIIO MEJMIIMHCKO JISYeHUE U HAOII0ICHUE B CITydail Ha aHaWIAKTHYHA PEaKIns CIIe]T
MPUJIO’KEHUE Ha BaKCHHATA.



IIpemopruBa ce BHUMATETHO HAOIOICHHE 3a Hail-Mako 15 MUHYTH cie BakcuHaIusATa. Ha
noJy4ninTe anaduiIakcus cieq mppBata qo3a Nuvaxovid He TpsiOBa ja ce mocTassi BTopa J103a oOT
BaKCHHATAa.

Peakiun, cBbp3aHu ¢ TPEBOKHOCT

Peaxiuu, CBbpP3aHH C TPEBOKHOCT, BKIIFOYMTEIHO BA30BATAIHU PEAKIIUU (CHHKOI ), XUTICPBEHTUIAITUS
WY CBBP3aHH ChC CTPEC PEAKIIUK MOTAT Jia Bh3HUKHAT BB BPh3Ka C BAKCHHAIIMATA KATO IICUXOTEHEH
OTrOBOp HAa WHXKEKTHPAHETO C HIiia. BaxHO € Ja ce B3eMaT Mpe/a3Hu MepKH, 3a J1a ce u30erHe
HapaHsIBaHEe TP MPUIIOIIABAHE.

CrerpreTBario 3a001saBaHe

Bakcunanusra TpsOBa 1a ce OTJIOKHU NPH JIMIA, CTPAJAIIHN OT OCTPO TEXKO (HeOpUITHO 3200 IsIBaHE
i octpa uHpexmws. Jlekara nHGEKINS 1/ITH JIEKO TIOBUIIIEHAaTa TeMIIeparypa He TpsioBa fa 3a0aBsT
BaKCHHAIIUATA.

TpoMOOLMTONIEHNS ¥ HAPYIIEHNS] HA KPbBOCHCUPBAHETO

Kakro mpu Apyru MHTpaMycKYJIHH HHXCKIIMM BaKCHHATA TPSIOBA J]a ce MpHiiara BHUMATEIHO MPH
TMIa Ha aHTUKOAryJaHTHA TepaIus WK TAKUBa C TPOMOOIUTONICHHS, HITH C HAPYIICHUS Ha
KPBBOCHCUPBAHETO (KaTO XeMO(MIns), Thii KaTO Ciel HHTPaMyCKYJIHO IPUIIOXKEHHE IIPU TE3U JIMLA
MOJKe J]a Bb3HUKHE KbPBEHE HJIH J]a ce 00pa3yBaT CHHHUHHU.

MMYHOKOMIIpOMETHPAHH JIHIIA

EdukacHoctTa, 6€301MacHOCTTa U UMYHOTEHHOCTTA Ha BAKCHHATA Ca OLICHEHH MPU OrpaHuyeH Opoi
UMyHOKoMIpoMeTHupanu mia. E¢ukacHocTTa Ha Nuvaxovid Moxke aa e mo-HUCKa MpH
MMYHOCYIIpECUPaHH JINLA.

HDOI[’LJ'DKI/ITGJIHOCT Ha 3am1muraTra

HpO,I[’LJ'DKI/ITeJ'IHOCTTa Ha 3a1uTara, OCurypsBaHa OT BaKCMHAaTa, HC € U3BCCTHA, TBU KaTO TS BCE onre
CC OmpeaAciid B X04a Ha TCKYIIUTEC KIIMHUYHN U3IIUTBAHUA.

OI‘DaHH‘ICHI/IH Ha 6(1)6KTI/IBHOCTTa Ha BAKCHMHATa

JInnara Moske 1a He ca HAIIbJIHO 3alllUTEHU 10 7-Hsl IeH CIIE] IOCTaBIHETO Ha BTOPATa UM J103a.
KakTo mpu BcMukn BakCHHH, BakcuHauusATa ¢ Nuvaxovid Moe Jja He 3aliTaBa BCHUKU
BAKCUHUPAHH.

[Tomontxu BCIICCTBA

Hampuii
Ta3u BakcHHA ChIBbPKA O-MaaKo oT 1 mmol warpuii (23 MQ) Ha 7032, T.e. MOXKeE Ja ce Kaxe, ue
MPaKTUYECKU HE ChABPXKA HATPUHL.

Kanuu
Tasu BakcHHA ChIbPKA Kanuid, mo-Manko ot 1 mmol (39 mg) Ha mo3a, T.e. MOXeE J1a ce Kaxe, ue
MPAKTHUYECKU HE ChAbPIKA KaJTHH.

4.5 BzaumopaeiicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru opMu Ha B3auMoJelicTBUE
E)IHOBpeMeHHOTO IMPUIIOKECHUEC Ha Nuvaxovid ¢ WHaKTUBUPAHU MMPOTUBOTPUITHNU BAKCHUHHU € OLICHCHO

[IpH OTpaHrYeH OPOH YYaCTHHUIM B U3CJISAOBATEIICKO MOANPOYYBAHE HA KJIMHUYHOTO U3IHUTBAHE,
BIDKTe Touka 4.8 v Touka 5.1.



OTroBopsT Ha CBbp3BalIuTe antuTena KbM SARS-C0oV-2 e no-ciab, koraro Nuvaxovid e npuiarad
€THOBPEMECHHO C HHAKTUBHPaHA POTUBOTPUITHA BakcUHA. KIIMHMYHATA 3HAYUMOCT Ha TO3H (akT e
HEHM3BECTHA.

ChITbTCTBANIOTO MpHIIOKeHUE Ha Nuvaxovid ¢ Ipyru BakCHHU HE € TIPOYIEHO.

4.6 @epTHINTET, OPEMEHHOCT H KbpMeHe

BpemenHoct

Mma orpannueHu 1aHHU oT ynotpebara Ha Nuvaxovid nmpu OpemenHu xeHu. [IpoyuBanusTa npu
JKMBOTHH HE NOKa3BaT MPEKH MM HEMPEKU BPeAHH eeKTH, CBbP3aHH ¢ OPEeMEHHOCTTa,
eMOpHOHATHOTO/(PETaTHOTO pa3BUTHE, PAXKIAHETO MIIH MOCTHATATHOTO pa3BUTHE (BXK. Touka 5.3).

IIpunoxennero Ha Nuvaxovid 1o BpeMe Ha OpeMEHHOCT TPpsIOBa J1a ce OOMHCIIH, CaMO KOTaTo
MOTCHIIMATHUTE TIOJ3U MPEBHUIIIABAT BCIKAKBH MOTSHIIMAIHU PUCKOBE 3a MaiikaTa U deryca.

Kbpmene

He e u3BectHo ganu Nuvaxovid ce ekckpeTupa B KbpMara.

He ce ovakBat e(peKTH NpH KbPMEHN HOBOPOJICHN/KbPMAUeTa, Thil KATO CHCTEMHATA CKCIIO3HIIHS TIPH
KbpMaukata Ha Nuvaxovid e He3HaYHuTeHA.

OuakBa ce aHTUTeNaTa cpenry mumoBus nporerH Ha SARS-CoV-2 na ce ekckpeTupar riraBHO Tpe3
O'bPBHUTE JTHU HA JIAKTAIHS.

DepTunurer

[MpoyuBaHusTa IPH )KUBOTHH HE MMOKA3BaT MPEKH WIIM HEMIPEKH BPEHU €EeKTH, CBbP3aHH C
PENpPOAYKTUBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTn BbpXy cnocodHOCTTa 32 modupaHe u padora ¢ MAIIUHA

Nuvaxovid He MOB/IHsABA WK MTOBJIHMSIBA HE3HAYMTEIIHO CITIOCOOHOCTTA 3a modupane u pabora ¢
maruui. Hsikou ot edexTrte, CrioMeHaT B TouKa 4.8, MOraT BpeMEHHO J1a TIOBIIHUSISAT Ha
CIIOCOOHOCTTA 32 MIo(pUpPaHe WK PaboTa C MALTUHH.

4.8 Hexenanu JeKapcTBeHH peaKIUU
Pestome Ha poduiia Ha Ge30macHOCT clie/l MbPBUYHA CEPUs OT JIBE JI03H

Yuacmuuyu na evspacm 18 u noseye coounu

be3zonacHoctTa Ha Nuvaxovid e olleHeHa ¢ MeXIMHEH aHai3 Ha COOPHH JJAHHH OT 5 TEKYIIH
KJIMHAYHU M3MHUTBaHMA, TpoBeaeHn B ABctpanus, IOxna Adpuka, OOeanHEHOTO KPaiCTBO,
Crenunenure mati u Mexcuko. KbM MoMeHTa Ha aHanm3a o0mio 49 950 yuacTHuIM Ha BB3pacT 18 u
OBeYe TOAMHY Ca TIOIYYHIIA TIOHE €/IHA 103a OT ITbpBUYHaA cepus oT aBe xo3u Nuvaxovid (n=30 058)
i ane6o (n=19 892). KbM MoMeHTa Ha BakCHHHpaHE MeMaHaTa Ha Bh3pacTTa € Ouna 48 rojuHn
(mnanazon ot 18 10 95 ronunn). MennaHata Ha IPOIBIDKUTEHOCT Ha npocineasBaneTo e 70 aHu cnen
Jo3a 2, kato 32 993 (66%) yqacTHHIIH ca IPEMUHAIH MPOCIIesIBane OT Hax 2 Mecena ciexn Jlo3a 2.

OTHOCHO COOpPHHTE JaHHU 328 PEAKTOT€HHOCT, KOUTO BKJIIOUBAT YUACTHUIM Ha Bb3pacT 18 u noseue
TOJIMHH, BKJIIOYEHH B JIBeTe NpoyuBaHus (pasa 3 u moyunnu Beska go3za Nuvaxovid (n=20 055) unu
miare6o (n=10 561), Haii-uecTuTe HEXKEIIAHA PEAKITAN Ca TyBCTBUTEITHOCT HA MSCTOTO Ha
umxkektupane (75%), 6onka Ha MICTOTO Ha HHXKeKTUpaHe (62%), ymopa (53%), muanrust (51%),
rimaBooonue (50%), nepaznonoxenue (41%), aprpanrus (24%) u ranene wiu nospbmane (15%).
HesxenannTe peakuy 0OMKHOBEHO ca JIEKU JI0 YMEPEHH T10 TEKECT ChC CPeAHa MPOABIDKUTEITHOCT 2



WM TI0-MaJIKO JHH 34 JIOKaIHU ChOUTHA U | I€H WX IO-MaJIKO 3a CUCTEMHM CHOUTHUSI CIIE
BaKCHHALMATA.

Karo 1151710 MMa 1mo-BHCOKa YeCTOTa Ha HEXKEITAHUTE PEaKIUU B MO-MJIaJUTES Bb3PAaCTOBH IPYIIN:
YEeCTOTAaTa Ha M0sABa Ha YyBCTBUTEIIHOCT HAa MACTOTO Ha MHXKEKTUPaHe, 00JIKa Ha MIACTOTO Ha
HHKEKTHpaHe, yMOpa, MUAJITHsI, TJIaBO0OIIHE, HEPA3II0I0KEHHE, apTPAITHs U I'aIcHe WK ITOBPBIIaHE
€ TI0-BUCOKa ITPY B3PACTHH HA BB3PACT OT 18 110 moja 65 ToAMHM, OTKOJIKOTO MPY TE3U Ha Bb3PACT Ha
U Hax 65 roguHU.

JlokayiHu ¥ CUCTEMHH HEXEJIaHH PEeaKIliy ca ChoOIaBaHu mo-yecto cies J{o3a 2, 0TKOIKOTO ciiel
Joza 1.

Ha y4acTHuIIuTE Ca MPHUII0KEHN €THOBPEMEHHO pa3pelleHu 3a ynoTpeda HHAKTUBUPAHH CE30HHH
MPOTHBOTPHUITHN BaKCHHM B IeHs Ha npuiarane Ha J{o3a 1 Ha Nuvaxovid (n=217) wnu miane6o
(n=214) B nenaToueH MyCKyJI Ha Ipyrata pbka mpu 431 ydyacTHHIM, BKITIOYCHHU B H3CIIEI0BATEIICKO
nonmnpoyuBane ¢asza 3 (2019nCoV-302). YecToraTta Ha JTIOKaTHUTE U CHCTEMHHUTE HEXXETIAHH PEAKITIH
B TIOMYJIALIMATA HA MTOJIIPOYYBAHETO 3a IPUII € TI0-BHCOKA, OTKOJIKOTO B OCHOBHATA ITOMYJAIHS 110
MPOYYBAHETO CJIe] 1032 | mpy penunueHTn KakTo Ha Nuvaxovid, Taka 1 Ha mianedo.

FOnowu na evspacm om 12 0o 17 200unu

besonacuoctra Ha Nuvaxovid mpu roHOIIH € OlieHeHa B MeXKIMHEH aHaJIM3 Ha 4acTTa C MeAUaTPUIHO
pa3IIMpeHne Ha TEKYIOTO MHOTOIICHTPOBO, PaHIOMHU3HPAHO, 3aCIIEICHO 32 HAOII01aTens,
anebo-koHTpoaupano npoyusane dasa 3 (IIlpoyusane 2019nCoV-301). /lanHuTe 3a O€30MacHOCT ca
chOpanu rpu 2 232 y4acTHHUIIM Ha Bb3pacT oT 12 no 17 roaunu, cbe U 0€3 JaHHU 3a MPEIUIIHA
uadexiws cbe SARS CoV-2, B CheIMHEHHTE IIIaTH, KOUTO ca MOJTy4YrIId moHe eaHa go03a Nuvaxovid
(n=1 487) wu wianedo (N=745). JlemorpadckuTe XapaKTePHUCTHKH Ca CXOHU MEX/Y YUaCTHHIIUTE,
oy Nuvaxovid v Te3u, moaydrin mianeoo.

Haii-yecTuTe HEXEMaHU PEaKIUK ca YyBCTBUTEIHOCT Ha MSICTOTO Ha MHKeKkTupane (71%), Gonka Ha
MSCTOTO Ha HHKekTHpane (67%), rmaBobomwve (63%), muanrus (57%), ymopa (54%),
Hepasnonoxenue (43%), ranene u nospbiane (23%), aprpanrus (19%) u nupekcust (17%).
[ToBumena reMriepatypa ce HaOItO/1aBa MO-9€CTO MPH IOHOIIX Ha BB3pacT oT 12 mo 17 roauan
OTKOJIKOTO TIPY BB3PACTHH, C YECTOTA ,,MHOT'O YECTH , CJIe/l BTOpaTa J103a MpH roHomm. Hexxenanure
peaxiuy 0OMKHOBEHO €a JIEKH JI0 YMEPEHH T10 TeXECT C MeJlMaHa Ha IPOABIDKUTENIHOCTTA 2 WIIH
MO-MAaJIKO JTHH IPH JIOKAJTHU PEAKLUMH U | WIN 1T0-MaJIKO THH [IPU CUCTEMHHU PEaKLUH CJIe]
BaKCHHALU.

Pestome Ha npoduiia Ha Ge30macHOCT ciiel OycTep 103a

Yyacmuuyu na év3pacm 18 u noseue coounu

be3omacHocTTa 1 IMyHOTEHHOCTTa Ha OycTep mo03a Nuvaxovid e omeHena B Tekymio ®a3za 2
PaHIOMHU3UPAHO, IJIae00-KOHTPOIUPAHO, 3aCIEIIEHO 3a HaOI0AaTelsl KIMHUYHO IPOYYBaHe
(ITpoyusane 2019nCoV-101, Yacr 2), nmpoBeeHO MU YYaCTHULM Ha BB3pacT ot 18 1o 84 roauHm.
06110 254 yyactaunu ca monxyunnu ase go3u Nuvaxovid (0,5 ml npes unrepsan ot 3 ceamuim) KaTo
nbpBUYHA cepusi Ha BakcuHaiwms. [loarpyna ot 105 yyactHunm (rpyna 3a aHanu3 Ha 0€3011acHOCTTA)
ca paHJIOMHU3MpaHy J1a nojiyyar oycrep no3a Nuvaxovid npubnusurenHo 6 Mecena cies j1o3a 2 ot
IbPBUYHATA CEPUA U Ca MOydniH MoHe 1 1o3a oT m3nuTBanarta BakcuHa: 104 ot 105-Te ygacTHHKa ca
noyuarar Nuvaxovid (msutata ananusupana rpymna). MeananaTa Ha HHTepBajia MEX1y BTOpaTa u
TpeTaTa no3a € 165 nHu.

AKTHBHO ThPCEHHUTE HE)KEJIAHU PEAKI[MK Bb3HUKBAT C [O-TOJISIMA YECTOTA U C TIO-TOJIsIMa CTETICH Ha
TEXKECT cie]] OycTep /103a OTKOJIKOTO CJIe]] IMbPBHYHATA CEPHs OT JIBE 103H. JIuiara, KOUTo ca UMalu
TEKKHU PEaKIMH CIIe]] BTopara J103a, € MO-BEepOSTHO J]a UMAT TEXKKU PEakLUH Clie]l TpeTara 1o3a. Haii-
YEeCTHTE aKTHBHO ThPCEHH HEXETaHH PEaKIMU ca YyBCTBUTEIHOCT Ha MSCTOTO HA HH)KEKTHPAHE
(81%), ymopa (63%), 6onka Ha MsicToTo Ha HHKekTHpaHe (55%), myckynHa 6onka (51%),



ormaananoct (47%) u rmaBobonue (46%), 6onka B craBute (29%) u nmouimena remmeparypa (17%) ¢
Me/IaHa Ha MPOIBIDKATEHOCTTA OT | 10 3 THM Ciie/l BAKCHHAIIUSATA.

B nesasucumo mpoyusane (CoV-BOOST study, EudraCT 2021-002175-19), ouensBaiio ynorpedbata
Ha Oycrep mo3a Nuvaxovid mpu Jiniia, KOUTO ca MPUKIIIOYMIN TbPBUYHATA BAKCHHALIMS C 0JJ0OpeHa
uPHK Bakcuna cpenry COVID-19 win aneHoBUpYycHA BeKTOpHA BakcuHa cpenry COVID-19, He ca
YCTaHOBEHH HOBH OIACCHHUS BbB BPb3Ka ¢ 0€30MacHOCTTA.

TabauyeH CIKUCHK HA HEXKEITAHUTE PCAKIINN

Hesxenanute peakunu, HaONIOIaBaHH B X0J1a HA KIIMHUYHY MPOYYBAHUS, ca M30POSHH MO-/I0JTy B
CJIETHUTE KaTeTOPHH IO YeCTOTa:

Mtoro vectu (> 1/10),

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

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

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

Msoro peaku (<1/10 000),

C Hem3BecTHa YecTOTa (OT HATMYHUTE JaHHHU HE MOXe Ja Ob/Ie HalpaBeHa OIleHKa).

[Ipu BCcsiKO TpymUpaHe Mo 4ecTOTa HeXKETaHUTE PEaKII|K ca MPEJACTaBeHH B HU3XOSII Pel 110
OTHOIIICHHE Ha TAXHATA CEPHO3HOCT.

Ta6anuna 1: Hexxenanu peaknum oT KJIMHUYHHM M3NUTBaHUSA Ha Nuvaxovid npu Janna Ha
Bb3pacT 12 u noBeye roIMHA

Cucremo-opranen MHoro yecTH Yectn Heuvectn C Hen3BecTHa
Kjaac no MedDRA >1/10 (=1/100 o | (=1/1000 xo yecToTa (0T
< 1/10) < 1/100) HAJIMYHHTE
JaHHM He
MO3Ke 1a 0bae
HalnpaBeHa
OLIEHKA)
Hapymenus na Jlumdanenomna
KpPBBTa U TUS
nuMdHaTa cucrema
Hapymenus na Anadunakcus
MMYHHATa CHCTEMa
Hapyuienus Ha I'maBoGonme ITapecresns
HEpBHATa CUCTEMA Xunoecre3us
CpaoBHu XuneproHus"
HapyLIeHus
CromamHo-upeBHM | "ajene wim
HapylEeHUs HOBpbLIaHe?
Hapymienns Ha O6pus
Ko)KaTa u Epurem
MOJIKO’KHATA ThKaH [pyputyc
Yprukapus
Hapymienns Ha Muanrus®
MYCKYJIHO- Aptpanrus®
CKeJIeTHaTa
CHUCTEMA U
CheIMHUTEHATA
ThKaH
OO6wmwu HapymeHust | YyBCTBUTETHOCT 3auepssBane | [Ipypuryc Ha
u e(heKTH Ha Ha MSCTOTO Ha Ha MSICTOTO | MACTOTO Ha
UHXKEKTupaHe * Ha UH)XEKTUpaHe




MACTOTO Ha Bonka Ha MACTOTO | MHXKEKTUpPaH
MPUIIOKEHUE Ha UHXeKTupaHe® | e *°

Ymopa? OTtok Ha
Hepaznonoxenue® | MscToro Ha
-6 HHXEKTHPaH
ea
ITupexcus”
Brpucane
bonka B
KpaWHUIIUTE

a [To-rosemu 4eCcTOTH Ha Te3U CHOUTHS ca HaOMIOIaBaHH Clie]] BTOpara 103a.

6 To3u TepMUH BKJIIOYBA U CHOUTHS, CHOOIIEHH KaTO TPHIIONOX00HO 3a00IIsIBaHE.

B To31 TepMUH BKIIFOYBA KaKTO 3a4epBsBaHE HA MSICTOTO HA HIDKEKTHPAHE, Taka U ePUTEM Ha MSCTOTO HAa HH)KEKTHPaHe
(gecTn).

r HaMa cho0mienns 3a XUIepTOHUS MIPH FOHOIIX Ha BB3pactT oT 12 10 17 roanHu B KTHHUYHOTO IPOYyYBaHe.

1 [Tupekcus ce HabMIOAaBa MO-YECTO MPHU FOHOIIH HA BB3pacT oT 12 1o 17 roguHu OTKONKOTO NPH BB3PACTHHU, C YECTOTA

“MHOTO YecTH", clie]l BTopaTa 1032 IIPH IOHOIIH.

Onucanue Ha U30paHu HeXKEJIaHU PEaKIIMU

B X0/1a Ha KIMHUYHUTE U3MUTBAHKA B IIBPBUTE 3 JHU ClIe]] BAKCHHAIIMATA TIPH TI0-Bb3PACTHH JIMIIA CE
HaOJII0/1aBa YBEIMYaBaHe HA CAYJYanTe HA XUIEePTOHMs ciief BakcuHanusa ¢ Nuvaxovid (n=46, 1,0%) B
cpaBHenue ¢ mrarnedo (N=22, 0,6%).

C’I)O6H13B3HC Ha I1OJ03UpPaHu HECXKCJIaHU PCaKIINH

Cpo0I1maBaHeTo Ha MOO3MPaHU HEKeJIaHU PEaKLUH CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JIEKapCTBEHUS
IPOAYKT € BaykHO. ToBa M03BOIISABA A3 NPOIBIDKH HAOIIOACHUETO Ha ChOTHOLICHUETO T0JI3a/PHUCK 3a
JeKapcTBeHUS MpoAyKT. OT MEAULIMHCKUTE CIIEMUAIMCTH CE€ U3MCKBA Ja ChOOIIaBaT BCAKa
N0J03MpaHa HeXellaHa Peakiys Ype3 HallMOHAIHATa CUCTeMa 3a ChoOLIaBaHe, IOCOYEHA B
[Tpunoxxenue V u Aa BKIIOYBAT HOMEpA Ha MMapTHAaTa, ako UMa TaKbB.

4.9 IIpeno3upane

He ca cro0maBanu ciryuan Ha npeo3upane. B cinydaii Ha npeao3upaHe ce mpernopbyuBa
IMPOCJICAABAHEC HA )KU3HCHUTC (I)YHKHI/II/I " CBCHTYAJIHO JICYHCHUC Ha CUMIITOMMUTE.

5.  ®APMAKOJIOI'MYHU CBOMCTBA

51 ®apmakoguHAMUYHH CBOMiCTBA

®apmakoTepaneBTHYHA Tpyna: Bakcunu, npyru Bupycuu Bakcuau, ATC koxa: JO7BX03

MexaHu3bM Ha JIENCTBUE

Nuvaxovid ce cbcToM OT npeuncTen pekoMOnHanTeH munoBs (S) nporend Ha SARS-CoV-2 ¢ mbnHa
JBIDKHHA, KOWTO € cTa0MIM3upaH B pedy3nonHa koHpopmanus. Jlo6aBsHETO Ha alfoBaHTa Ha
OCHOBAaTa Ha carnioHWHU, Matrix-M, yJecHsiBa aKTUBUPAHETO Ha KJIIETKUTE HAa BPOJICHUS UMYHUTET,
KOETO MOBHINABA CIICNU(PUIHISI HUMYHEH OTTIOBOP KbM S MpOTeHHA. /[BaTa KOMIIOHEHTa Ha BaKCHHATA
npeau3BUKBar B- n T-kIeTh4HU UMYHHH OTTOBOPHU KbM S-TIPOTEHHA, BKIIFOYUTEIHO HEYTPAIU3UPALIH
aHTHTEJNa, KOUTO MOTaT Ja JonprHecar 3a 3amurata cpemry COVID-19.

Kinanuna edpukacHocT

Knuangnara edukacHocT, 6€30MacHOCT M IMYHOTEHHOCT Ha Nuvaxovid ce oIeHsiBa B IBE OCHOBHHU,
ianebo-KoHTporpanu npoyusanus ¢asa 3: [Ipoyusane 1 (2019nCoV-301), mpoBeneno B CeBepHa
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Awmepuka, u ITpoyusane 2 (2019nCoV-302), mposenero B O6e TMHEHOTO KpalCTBO, 1 IIpoyuBane
¢aza 2a/0, [Ipoyusane 3, nposezaeHo B IOxua Adpuka.

Ipoyusane 1 (2019nCoV-301) — nwpeuuna cepus om 06e 003u

IIpoyuBane 1 e TeKymo MHOTOLIEHTPOBO, PAHIOMH3HPAHO, 3aCJIETIEHO 3a HaboaaTes, miamneoo-
KOHTPOJIMPAHO Mpoy4BaHe (aza 3 ¢ OCHOBHO MPOYYBAHE MPH Bh3PACTHH, IPOBEJCHO MPH YYaCTHHUIIN
Ha BB3pacT 18 u nmoeue roauuu B CheIMHEHUTE MIATH 1 MEKCHUKO U MEeIUaTPUYHO paslINpeHuE,
MPOBEICHO TPY YYACTHUIM HA BB3pacT OoT 12 1o 17 ronuau B CheIMHEHUTE IATH. .

Yuacmnuyu na 18 u noseue 2coounu

[Ipu BKIIFOUBaHE B OCHOBHOTO NIPOYYBAHE MPH BB3PACTHH YUYACTHUIIUTE Ca CTPATU(UITUPAHU TIO
BB3pacT (or 18 mo 64 roguam 1 >65 TOAWHN) U ca pa3lpeleleHn B ChoTHOIIeHne 2:1 1a momy4yaBaT
Nuvaxovid niu miane6o. [lpoyuBaHeTo U3KITIOYBA YIACTHUIIM, KOUTO Ca 3HAYUTEITHO
UMYHOKOMIIPOMETHPAHH MOPaJIH UMYHOAC()HUIIUTHO 3a00JIIBaHE; MMAT aKTUBEH paK Ha
XUMHUOTEPAITUS; TOJTyYaBaT XpPOHHYHA UMYHOCYTIPECUBHA TEPAITUS WM Ca MOTYIHIH HMYHOTIIOOYITHH
WM KPBBHU MPOAYKTH Npe3 u3MuHanute 90 JHU; ca OpeMEHHU W KbPMST WM UMAT aHaMHe3a 3a
MOTBBP/IeHa JlabopaTtopHo nuarunoza COVID-19. BxiatodeHu ca y4acTHUIM ¢ KIIMHHYHO CTAOMITHU
OCHOBHHU 3a00JIsIBaHHS, KAKTO M YUYACTHHUIN ¢ 100pe KoHTponupana HIV urdexmms.

BkiiouBaHeTo Ha BB3PacTHU YUaCTHUIM MPHUKITIOYBA npe3 ¢peBpyapu 2021 r. YyacTHuute me 6baat
HpoCieAsBaHU 3a EPUOA A0 24 Mecela ciell BTopaTa 103a 3a OLieHKa Ha 0e30I1acHOCTTa U
e¢ukacHoctTa cperry COVID-19. Cnen ch0upane Ha JOCTATHYHO JaHHU 3a O€30MACHOCT B MOAKpPETa
Ha 3asIBJICHUETO 32 pa3pelleHHe 3a CIEeIIHa ynoTpeda, yyacTHUIUTE, KOUTO ITbPBOHAYAIIHO Ca
MOJTYYMJIH TUTae0o ca MOKaHeHH! Jia moyyar Ase nHxeknuu Nuvaxovid npe3 21 qHH, a yYaCTHUIIMTE,
KOHMTO II'bPBOHAYAIHO ca nomydmnn Nuvaxovid — 1a moiryyaT JBe HHXXEKUuH mianedo npes 21 aau
(,,3acneneHo KkpbcTocBaHe ). Ha Bcnuku yyacTHHUIM € MpeIoskeHa Bb3MOKHOCTTA J1a MPOABIIKAT Ja
ObJaT NpocieIsIBaHH B TIPOYYBAHETO.

[MomynanusTa 3a MbpBUYEH aHAIN3 32 ehUKacHOCT (HapuuaH no-foiy ['pyna 3a aHanus 3a
edukacuoct no nporokoin (Per-Protocol Efficacy [PP-EFF] analysis set) Bxkarousa 25 452 ygacTHUIIH,
KouTO ca nosyunian ik Nuvaxovid (n=17 312) uiu miamne6o (n=8140), kouTo ca MoJy4duiv JBE 1031
(Ho3a 1 B aen 0; o3a 2 B aen 21, mennana 21 gau [IQR 21-23], nmamazon 14-60), He ca nManu
OTKJIOHEHHE OT MPOTOKOJIA, KOSTO Hajlara U3KJIF0YBAHE, U HE Ca MMAJT TAaHHH 32 HH(EKIUS ChC
SARS-CoV-2 npe3 mepBuTe 7 IHU cie]| MOJTydyaBaHe Ha BTopara Jio3a.

Jemorpadckure XapakTepUCTHKH M XapaKTEPUCTUKUATE HAa U3XO0THO HUBO ca OalaHCUPaHH MEXKITY
YYaCTHHUIMTE, KOUTO ca monydaBany Nuvaxovid, u Te3H, KOUTO ca noiy4aBaiu rianebo. B rpynara 3a
ananu3 PP-EFF npu yuacTHuumTe, KOUTO ca nmony4asaiu Nuvaxovid, cpeaHara Bb3pact € 47 roauHu
(mmamnazon: ot 18 mo 95 rogunn); 88% (n=15 264) ca Ha BB3pacT ot 18 no 64 roguawm, a 12% (n=2048)
ca Ha BB3pacT 65 u moBeue roguau; 48% ca sxxenn; 94% ca ot Crequnenute matu U 6% oT MeKcHKo,
76% ca ot Osata paca, 11% ca yepHOKOXH 1 adypoaMepuKaHiiy; 6% ca aMePUKAHCKU UHIHAHITH
(xopeHHO HaceJieHHe Ha AMEpHKa) MM KOPEHHO HaceleHne Ha Ausicka, a 4% ca asuaTtun; 22% ca oT
WCIIaHCKHU WJIM JJaTHHOAMEPHKAHCKU Npon3xo. 16 493 (95%) ot yyacTHULIMTE ca ¢ IOHE €JHO
MIPEIUIITHO CHITHTCTBAIIO 3a00JIIBaHE MITM XapaKTepUCTHKA HAa HAYMHA Ha )KUBOT, CBhp3aHa C
YBEJIMYEH PUCK OT Texkko nporryanHe Ha COVID-19. Cpen cprbTcTBammuTe 3a00IBaHUs Ca:
3aTIbCTABaHeE (MHAEKC Ha TeaecHa Maca (MTM) >30 kg/m?); xporndHo Genoapo6HO 3a00IIsBaHE;
3axapeH JUadeT THII 2, ChPJeYHOCHI0BO 3a00IIBaHE; XPOHUYHO OBOPEYHO 3a00IIIBaHE UM YOBEIIKH
nmyHoaepunutes supyc (HIV). [Ipyru BHCOKOPHCKOBH XapaKTEPUCTUKH BKIIIOYBAT Bb3PacT

>65 ronuHu (chC WK 0€3 CHITBTCTBAIIM 3a00JIIBaHU) MM Bb3pacT <65 rOJUHU ChC ChIIBTCTBALIH
3a00JIsIBaHUS ¥I/MIIH YCIIOBUS Ha )KUBOT WK TPY/I, BKJIFOUBAIIY M3BECTHA YecTa ekcrio3unms Ha SARS-
CoV-2 wnu cTpynBaHe Ha MHOTO XOpa.

Cayuante Ha COVID-19 ca noTBbpAeHH upe3 nojauMepasHa BeprwxkHa peakuus (PCR), usBbpiueHa B
neHTpaiHa aboparopus. E¢ukacHocTTa Ha BakcHMHATA € mpeacTaBeHa B Tabnuma 2.



Tadauua 2: E¢pukacHocT Ha BakcuHaTa cpenry notebpaeH ¢ PCR COVID-19 ¢ nayano 7 nau

caeq BropaTta Bakcunanus © - PP-EFF rpyna 3a ananus; Ipoyusane 2019nCoV-301

Nuvaxovid ITnanedo
Yecrora Yecrora Ha
Yyactau | Cay4yan Ha Yuactun | Cayyau 3a0oJieBae % Ha
iyl Ha 3a00J1eBae (] Ha MoCT epukacHoct
Hoarpyma N COVID- MOCT N COVID- | roaumHo Ha Ha
19 TO/IMILHO 19n 1000 mymu® BAKCHHATA
n (%)? Ha 1000 (%0)? 95% aAN)
Ay’
OcHoBHA KpaiiHa TOYKAa 32 e(PUKACHOCT
Benuku 17 312 14 (0,1) 3,26 8140 63 (0,8) 34,01 90,4%
Y4aCTHHIIU (82,9, 94,6)%4

! EduxacHocT Ha Bakcunara (vaccine efficacy, VE) npu y4acTHUIM 6€3 TOJIEMH OTKIOHEHHS OT MPOTOKOJIA, KOMTO Ca
cepoHeratuBHH (32 SARS-C0V-2) Ha H3X0JHO HUBO U HAMAT MOTBBpJeHa B MoMeHTa HHpekus cbe SARS-CoV-2 ¢
Ha4aJlo Ha CUMIITOMHTE 110 6 JTHU Clie]] BTOpaTa 1033, U KOUTO Ca MOJIy4MIIH ITbJIHATA [IPEIICaHa CXeMa Ha BAKCHHATA T10
W3IHUTBAHETO.

2 Cpenna yecToTa Ha 3a601€BaEMOCT rOAUIIHO Ha 1000 aymm.

3 Bb3 0cHOBA Ha JJOrapuTMUYEH JIMHECH MOJIE] Ha YecToTaTa Ha noTBbpaeHu ¢ PCR undexuuu ¢ COVID-19, karo ce
U3I10J13Ba perpecus Ha Poisson ¢bc CTpaTH rpyna Ha JIe4eHHE ¥ Bb3pacT KaTo GUKCHPaHU eeKTH U OCTOSHHA BapUalus
Ha rpemikata, kbaero VE = 100 x (1 - otHocureneH puck) (Zou 2004).

4 Otrosaps Ha KpUTEpHs Ha OCHOBHA KpaiiHa TOUKa 3a e()MKACHOCT 32 YCIIEX C I0JIHA TPAHUIIA HA JIOBEPUTENEH HHTEPBAI

(lower bound confidence interval, LBCI) >30% npu nnanupanust IbpBUYCH HOTBBPANTENICH aHAIN3

Edwukacnocrra Ha BakcuHaTa Nuvaxovid 3a nmpenotBparsBane Ha nosieata Ha COVID-19 cenem mau
caen [oza 2 e 90,4% (95% AU 82,9; 94,6). He ca noxnaaBanu ciydan Ha Texbpk COVID-19 mpu

17 312 yyactaunum Ha Nuvaxovid B cpaBaenue ¢ 4 cinyyast Ha Texxbk COVID-19, cpobmenu npu § 140
pEIUIIeHTH Ha Tu1anedo B rpymara 3a ananu3 PP-EFF.

AHanmu3u Ha TOATPYIHTE 32 OCHOBHATA KpaifHa TOYKa 3a €)UKACHOCT IMOKa3BaT CXOJHU TOUYKOBH
OLICHKH 3a €()MKACHOCT 33 YYaCTHULIUTE OT MBXKKH M )KEHCKH I10J1 ¥ PACOBHUTE IPYIH, KAKTO H 32
BCHUYKH YYaCTHHUIIU ChC COMATUYHU CHITBTCTBALIN 3a00JIIBaHUs, CBBP3aHH C BUCOK PUCK OT TEXBK
COVID-19. HsiMa 3HauuM#u pa3iuku B o01iara e(UKacHOCT Ha BAKCHHATA NIPH YYaCTHHUIH, U3I0KEHU
Ha TIOBHUIIIEH pUCK OT TeXBK COVID-19, BrmrounTenHo Te3u ¢ 1 Wiin moBeye ChIIbTCTBAIIN
3a00J1ABaHus, KOUTO yBeudaBar pucka ot Texxbk COVID-19 (manp. U'TM >30 kg/m?, xporuuno
OenopoOHO 3a0oMNsBaHe, 3aXapeH AUa0eT TUTI 2, ChPACYHOCHI0BO 3a00IIIBaHEe M XPOHUYHO OHOPEdHO
3a00JIBaHE).

Pesynrarute 3a edukacHOCT OTpa3sBaT BKJIIOYBAHE BbB BPEMEBUS MIEPHUOJI, KOTaTo LIaAMOBE,
KIacu(UIMPaHN KaTO BAPUAHTH, MOPAXKAANIH OE3MOKOWCTBO WITH MTPEIU3BUKBAIIN HHTEPEC, Ca
HUPKYJIHpanu ocHOBHO B aBeTe cTpanu (CAILL 1 Mekcrko), B KOUTO ce MPOBekKIa MPOyUBaHETO.
JaHHu OT cekBeHMpaHe ca HAIMYHU 3a 61 oT 77-Te ciydau Ha KpaiiHa Touka (79%). Ot Tsx 48 ot 61
(79%) ca upeHTUGUIIMPAHU KATO BApUAHTH, MOPAXKIAIIHN OS3MOKONCTBO MITH MTPEIN3BUKBAIIN
uHTepec. Hali-uecto naeHTrnduupaniTe BapuanTy, Mopaxxaany oe3mokoicTBo ca Anda c 31/61
ciyuas (51%), bera (2/61, 4%) u I'ama (2/61, 4%), nokaTo Hali-pa3poCTpaHEHUTE NPEAU3BUKBALIH
uHTepec BapuanTH ca Mora ¢ 8/61 ciyuas (13%) u Encunon (3/61, 5%).

Edhuxacnocm npu ronowu na evspacm om 12 0o 17 2o0unu

Onenkara Ha eUKaCHOCTTa 1 UMYHOTE€HHOCTTa Ha Nuvaxovid npy y4acTHHUILIM B FOHOILIECKA Bh3PacT
ot 12 1o 17 roguam € n3BbpiieHa B CheIUHEHUTE MATH B TEKYIIATa YacT Ha MeTHATPHIHOTO
pasiMpeHue 0T MHOTOIICHTPOBOTO, PaHIOMU3UPAHO, 3aCIIETICHO 3a Ha0mroqaTers,
iane0o-koHTponupano mnpoyusane ¢gaza 3 2019nCoV-301. O6mo 1 799 yuacTHuM, pasnpeaecHu B
chotHomeHue 2:1 aa nmonydat aBe A03u Nuvaxovid (n=1 205) uinu miarebo (n=594) ¢
WHTPaMYCKYJTHA MHXEKIHsI IPe3 UHTEpBal oT 21 JHU, IpeCTaBIsIBAT MOMyJalusiTa 3a eprukacHOCT
10 IPOTOKOJI. YYAaCTHUIM C MOTBbpAEHa HHeKIMs Wik npeauinHa napexnus cbe SARSCoV-2 no
BpeMe Ha paHAOMH3aLUATa HE ca BKIIOUCHH B ITbPBUYHHS aHAIHN3 32 €()UKACHOCT.

10



BxirouBaHeTO Ha FOHOIH € MPUKITFOUMIIO Tpe3 1oHu 2021 r. YdacTHHIIUTE ITIe OBAAT MPOCIEAIBaHN 32
mepuon 10 24 Mecelia ciielr BTopara J03a 3a OIeHKa Ha 0e301MacHOCTTa, epuKacHOCTTa U
umyHorenHoctTa cperry COVID-19. Cnen cp0upane Ha JanHu OT 60-IHEBEH MEpuo/ 3a
npociensBaHe Ha 0€30MacHOCTTa IOHOIINTE, KOUTO MBPBOHAYAIHO ca MOy 1m1anebo, ca
MOKAaHEHH JIa TIONy4YarT JBe uHxeKimy Nuvaxovid npe3 natepBai ot 21 J1HHU, a yYaCTHUIIUTE, KOUTO
IBPBOHAYAIHO ca Moydrsii Nuvaxovid — a monydJar JBe WHKEKIUH TuIanebo mpe3 UHTEepBal OT

21 muau (,,3acneneHo KpbcTocBaHe ). Ha BCHUKM yuacTHUIIM € TIPeIoKeHa Bb3MOKHOCTTA J1a
NPOABIDKAT Jia O'BJIAT MPOCIE/SBAHN B IPOYYBAHETO.

COVID-19 e nedunupan kato mbpeu enu3oi Ha notespaeH ¢ PCR COVID-19 B neka, ymepeHo
TeKKa WM TeXKa (opMa ¢ IOHE eJMH WK TTOBeYe OT MPEABAPUTEIHO JepUHUPAHUTE CUMIITOMHU BHB
BCsIKa KaTeropus 1o texecT. Jlekara popma Ha COVID-19 e nedunHmpana kaTo MOBHIIICHA
TeMIIeparypa, HOBOTIOSIBIJIA c€ KAIIULIA WU [TOHE 2 WU [TOBeYe JOMBIHUTEIHA CUMITOMA Ha
COVID-19.

Nwma 20 cnyqas va noreepaeH ¢ PCR cumnromarmaer COVID-19 B neka dhopma (Nuvaxovid, n=6
[0,5%]; mane6o, n=14 [2,4%]), KOETO PEJCTABIIABA PE3YJITAT OT TOYKOBATA OICHKA 32 ¢(UKACHOCT
79,5% (95% ClI: 46,8%, 92,1%).

ITo BpemeTo Ha TO3M aHanu3 BapuauTsT Jenta (B.1.617.2 u AY nonBapuanTy), mopakaarg
6e3mokoiicTBo (variant of concern, VOC), e mpeobnanaBamust BapuanT, Hupkyaupail B CAIL u
3ace4eH NP BCUYKH CIIyYaH, OT KOUTO UMa HAJIMYHU JaHHU oT cekBeHupane (11/20, 55%).

Hmynozennocm npu ronowu Ha 6v3pacm om 12 0o 17 2oounu [lpoBeneH e aHanu3 Ha OTTOBOpa Ha
HeyTpanusupamuTe antutena cperry SARS-CoV-2 14 muu cnex Hoza 2 (en 35) npu y4acTHUIIH B
IOHOIIIECKa Bh3pacT, cepoHeraTuBHH 3a aHTH-SARS-C0oV-2 nykneonporens (NP) u ¢ otpumiatenex
pesynrat o PCR-Tect Ha n3xoano HUBo. OTrOBOpUTE Ha HEYTPAIM3UPAIIUTE aHTUTENA Ca CPABHEHH C
HaOJro1aBaHKs OTTOBOP MPH CEPOHEraTUBHH/C oTpuliareneH pesynrtatr ot PCR-tect Bp3pacTHr
y4acTHUIM Ha 18 10 25 ToAMHU OT OCHOBHOTO MPOYYBaHE MIPU BB3PACTHU (IpyIla 3a aHAJIU3 Ha
UMYHOTEHHOCT 110 1poTokoJ (Per Protocol Immunogenicity, PP-IMM)), kakTo € oco4eHo B
Tabmuna 3. He mo-mankara eukacHOCT M3MCKBA JIa ca U3ITBIHECHH CICTHUTE TPH KPUTEPHUS: I0JTHA
rpanuna Ha ApyctpaHHus 95% CI 3a CbOTHOIIEHHETO Ha CPETHUTE T€OMETPUYHH TUTPH (geometric
mean titers, GMT) (GMT 12 no 17 roguan/GMT 18 no 25 rogusamn) > 0,67; ToukoBa OIlCHKA Ha
crotHomeHneto Ha GMT > 0,82; u nonna rpanuna Ha nByctpanaus 95% CI 3a pasnukara B
CTETIeHUTE Ha cepoKoHBepcus (seroconversion rates, SCR) (SCR 12 mo 17 roguau munyc SCR 18 no
25 roqunn) > -10%. Te3u KpuTepHH 3a HE MO-MaJika e(UKACHOCT Ca H3IBIHEHH.

Ta6auna 3: Kopurupano cpeqHo reoMeTpu4Ho ChOTHOLIEHHE HA TUTPUTE HA
HeyTpaJIu3upammuTe aHTuTena cpemy qus Tun SARS-CoV-2 S Bupyc, onpeneneHu ¢ aHAJIN3 Ha
MHKPOHeayTPAIM3ANUATA B ieH 35 - 00110 U 110 Bb3pacToBH rpymnu (rpyna 3a PP-IMM ananus)?

Hexnarpuuno OCHOBHO Ipoy4YBaHe
pasiupeHue NpPH Bb3PaCTHH 12 nto 17 romunn
AHAIN3 Bpemena (12 no 17 ropuum) (18 o 25 roaunn) tnpsmo
TOYKA N=390 N=416 18 no 25 ropunu
GMT GMT GMR
95% CI? 95% CI? 95% CI?
MuKpoHeyTpaaIu3anus Hen 35 3859,6 2633,6 1,46
(1/pa3pexnane) (14 man (3422,8; 4352,1) (2388,6; 2903,6) (1,25;1,71)®
cien
Moza 2)

Coxpamiennss: ANCOVA = ananms Ha koBapuanusta; CI = nosepurenen uatepsair; GMR = crotHOmenune Ha GMT, kxoeto
ce nedpuHupa Karo choTHOomennero Ha 2 GMT mpu cpaBHeHue Ha 2 Bb3pacToBu koxoptu; GMT = cpenen reomerprieH
tuthp; LLOQ = nosHa rpanuiia Ha KOJIUdecTBeHO onpexnensHe; MN = MukporeyTpanm3anusi; N = Opoil yq4acTHUIH B
KOHKpeTHa rpyna 3a PP-IMM ananu3 BbB BCsIKa 4acT HA MPOYUBAHETO C HEJMIICBALL OTTOBOP MpH BCsiKa BU3UTa; PP-

IMM = MmynorenHocT cbriacHo npotokoia; SARS-CoV-2 = TeibK OCTbp pecUpaToOpeH CHHAPOM KOPOHABHPYC2.

! Tabnniara BKIIIOYBA YYACTHHIIM CAMO B IPYIATa C aKTHBHA BAKCHHA.
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2 3a ouenka Ha GMR e nposenen ANCOVA ¢ Bb3pacTHa KOXOPTa KaTO OCHOBEH e(EKT U HEYTPAIM3UPAILY aHTUTENA HA
H3XOJIHO HUBO, ompenenieHr ¢ MN ananms3, kato koBapuati. CTOHHOCTH HA HHIMBHAYAIHUSI OTTOBOD, PETHCTPUPAHH
kato croitHoctr og LLOQ, ca 3aganenn Ha mosioBuHata o LLOQ.

3 TIpencrasnsea (nl, n2) monysanuu, feGUHAPAHA KaTo:
nl == Gpoii yyacTHUIIX B OCHOBHOTO IIPOy4YBaHe NpH Bb3pacTHU (18 10 25 roguHu) ¢ pe3ynTar 3a HelUIICBAIH
HEYTpalIu3Upaliy aHTUTeIa
n2 = Opoif y4acTHHULY B EAUATPUYHOTO pasimuperue (12 1o 17 ronuHn) ¢ pe3yaTar 3a HEJUICBAIIN HEYTPaTH3HPALi

AHTHUTCIIA

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

IIpoyuBane 2 e TeKyo MHOTOLIEHTPOBO, PAHOMH3HPAHO, 3aCJIETIEHO 3a HaboaaTes, miarnedo-
KOHTPOJIMPAHO Mpoy4BaHe ¢aza 3 mpu yyacTHUIM Ha BB3pacT oT 18 1o 84 roaunu B O6eAMHEHOTO
KpasicTBo. [Ipu BKIIIOUBaHe yYaCTHUIIMTE ca CTpaTU(UIMPaHu 1o Bb3pacT (oT 18 1o 64 roauny; ot 65
1o 84 roguan) na momy4yaBaT Nuvaxovid mimm mrane6o. [IpoyduBaneTo H3KII0UBa YIaCTHHUIIH, KOUTO Ca
3HAYUTEJIHO UMYHOKOMIIPOMETHPAHU HOPaal UMYHOAEPULIUTHO 3a00JsIBaHE; C HACTOSIILA TUarHo3a
WY JIeYeHUE Ha PaKoBO 3a00JsIBaHe; C aBTOMMYHHO 3a00JIs1BaHe/ChCTOSHHE; TTOTyYaBali ca
XPOHWYHA UIMYHOCYIIPECHBHA TepaNus WM UMYHOITIOOYIUH, WK KPBBHH IPOAYKTH IPe3 NOCICIHNUTE
90 nHU; UMaT HapyLIEHUE B KPHBOCHCUPBAHETO WJIH MIPOABIDKUTENHA YIOTpeOa Ha aHTUKOAryJaHTy;
uMaTr aHaMHe3a 3a aepruuHy Peakiny 1/ min aHaduiakcus; OpeMEHHH ca WM UMaT aHaMHe3a 3a
MOTBBP/ICH J1abopaTopHo nuarnoctunupad COVID-19. BriroueHu ca y4acTHHIM C KIIMHUYHO
cTabuiHO 3a0oMsaBaHe, JeUHUPAHO KaTo 3a00IIsABaHe, KOETO HE M3UCKBA 3HAYUTETHA ITPOMSIHA B
TepanusTa WM XOCIUTAIU3aIMs TOpaIy BIOIMIaBaHE Ha 3a00JIIBaHETO 10 BpeMe Ha 4-Te CeAMUIH
MpeIy BKIIOYBAHETO. Y YaCTHUIIM C U3BecTHa ctabmiHa nndekuus ¢ HIV, Bupyca Ha xenatut C
(HCV) mnm Bupyca Ha xenatut B (HBV) He ca u3kirodeHu oT ydacTue.

BxurouBaHeTo Ha y4acTHUIM NMPHUKIIOUBa Mpe3 HoemMBpy 2020 1. YyacTHULIUTE ce POCIeasaBaT 3a
nepuon 10 12 Mecena ciesl MbpBUYHATA CEpUsl HA BAKCHHAIIKS 33 OLIEHKA Ha 0€30M1aCHOCTTA U
eukacHoctTa cpenry COVID-19.

OcnoBHara rpyna 3a aHanus 3a epukacaoct (PP-EFF) Bkmtousa 14 039 yuacTHUIIM, KOUTO ca
nonyumii wim Nuvaxovid (n=7020), unu miame6o (n=7019), nonyunnu ca ase no3u (loza 1 B nen O;
Ho3za 2 cpenno cnex 21 aam (IQR 21-23), nuanazon 16-45, He ca UManH OTKIOHEHHE OT IIPOTOKOIIA,
KOETO Hayara U3KJIIuBaHe, U He ca UMaju JaHHu 3a nHpeknus cbe SARS-CoV-2 npe3 mepBute 7 1HUA
cJie TIoyYaBaHe Ha BTOpara J03a.

Jemorpadckure xapakTepUCTUKH B XapaKTEPUCTUKUTE Ha N3XOHO HUBO ca OaJlaHCUPaHU cpell
YYaCTHHUIMTE, KOUTO ca nony4daBany Nuvaxovid, ¥ yJacTHHIIUTE, KOUTO ca Moiy4aBain rianebo. B
rpynara 3a aHanms 3a epukacHoct PP-EFF 3a yyactHuim, kouto ca noixy4asanu Nuvaxovid,
cpenHaTa Bb3pact e 56,0 rogunu (nuamna3os: oT 18 1o 84 roaunn); 72% (n=5067) ca Ha BB3pacT OT
18 no 64 ronunu, a 28% (n=1953) ca Ha BB3pact ot 65 10 84 roaunn; 49% ca xxenu; 94% ca ot
Ostmata paca; 3% ca asuaruy; 1% ca yepHokoXxH win adpoamepukanuy; <1% ca ¢ UCIAHCKH WK
JaTHHOAMEPUKAHCKH Pou3xo[; a 45% “MaT MoHe eTHO ChITBTCTBAILO 3a00IsIBaHe.
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Tadoauua 4: Ananaus 3a epukacHocT Ha BakcuHaTta npu norespaen ¢ PCR COVID-19 ¢ nosiBa

Haili-MaJjko 7 1Hu cjeq BTropara Bakcunauus — (momyJauusi PP-EFF): [IpoyuBane 2

(2019nCoV-302)

Nuvaxovid ITnane6o
Yecrora Ha Yecrora Ha
Yuactau | Cayyanu 3aboseBae | Yuactuu | Ciaydam 3a6o/1eBae % Ha
(] Ha MoCT (] Ha MOCT epukacHoct
Hoarpyna N COVID- TOIUIITHO N COVID- | roaumuo Ha Ha
19 Ha 1000 19 1000 pymu' | BakcuHaTa
n (%) aymn’ n (%) (95% JIN)
OcHoBHA KpaiiHa TOYKa 32 e(PUKACHOCT
Beuuxu 89,7% (80,2,
yascrmu | 7020 | 10(01) 6,53 7019 | 96(14) 6343 04,623
AHaJIM3U 110 NOATPYIIM HA OCHOBHATA KPaiiHAa TOYKa 3a epukacHoCT
BB3pacT
ot 18 o 89,8%
64 5067 9(0,2) 12,30 5062 87(1,7) 120,22 (79,7, 94,97
TOOVUHU
BB3pacT
oT 65 110 2 ) 88,9%
1953 1 (0,10 --- 1957 9(0.9 ---
84 ( ) ©9) (20,2, 99,7)*
TOOVHU

! Cpenna 3a6onesaemoct roaumso Ha 1000 xymu.

2 B3 0CHOBA Ha JIOTapUTMHUUEH JIHHEeH MOJIeN Ha MOsBA MPH U3MON3BaHe Ha MoaudUIMpaHa perpecus Ha Poisson ¢

JIOTapUTMHUYHA CBBp3Balia (YHKIHUS, TePaeBTHYHA IPyIa ¥ CTpaTy (Bb3pacToBa Ipyla U cOOpeH PEernoH) Kato

(uKcupanu eeKTH 1 MOCTOSIHHA BapHalys Ha rpemkara [Zou 2004].

4 OTroBaps Ha KpUTepHs 32 OCHOBHA KpaiiHa TOUKa 3a e()UKACHOCT 3a YCIIEX C JOJIHA TPAHHUIA HA JTOBEPHUTEIEH HHTEPBAT

(LBCI) >30%, xato edrkacHOCTTa € MOTBBP/ACHA B X0/[a HA MEKANHHUS aHAIN3

4 Bw3 ocHoBa Ha Mojiena Ha Clopper-Pearson (mopajm HaTMYHETO Ha MANKO chOUTHS), 95% JIV, H34HCIIEH ¢ TOMOIITA Ha

TouHus GuHOMUHANEH MeTox Ha Clopper-Pearson, kopurupas 3a oGII0TO BpeMe 3a HaOII0ICHHE.

Te3u pe3ynraTu oTpa3sBaT BKIFOYBaHE, H3BBPIICHO Mpe3 Neproaa, korato BapuanTsT B.1.1.7 (Anda)
mupkynupa B O0e1nHeHOTO KpascTBo. Maentudunupanero Ha Bapuanta Anga ce OCHOBaBa Ha
HEYCIIENIHOTO yCcTaHOBsIBaHe Ha TapreTHus S reH upe3 PCR. Jlannute ca Hannyam 3a 95 ot 106-Te
ciydau Ha kpaiiHa Touka (90%). Ot Ts1x 66 ot 95 (69%) ca upenTHduIMpanu kato Anda Bapuar, a
JpYyTUTE Cilyyau ca Kiacu(puIupaHu KaTo pa3auyHu oT Anda.

He ca noxnaasanu cinydan Ha Texxbk COVID-19 mpu 7 020 yuactauim Ha Nuvaxovid B cpaBHeHHE C
4 ciydas Ha Texxpk COVID-19, cpobmenn npu 7019 penunuenty Ha ruiane0o, B rpynara 3a aHaJIu3

PP-EFF.

Iloonpoyusane npu cv8MecmHO NPULONCEHUe HA pa3peueHu 3a ynompeda ce30HHU 8aKCUHU CPeuLy

epun

0610 431 yyacTHHIM ca BAKCHHUPAHU M C MHAKTUBUPAHN CE30HHM T'PUITHHU BaKCHHU; 217 ydacTHUIH
B TIOANPOYyYBaHeTo noiy4aBat Nuvaxovid, a 214 — mnane6o. JlemMorpadckute XapakKTepUCTHKH 1
XapaKTepUCTUKUTE Ha U3XOJHO HHUBO ca OaJlaHCHUPaHU MEXAY YUYAaCTHUIUTE, KOUTO ca HOITYy4HIN

Nuvaxovid, 1 ygacTHUIIMTE, KOUTO ca TIOJXYy4MiIH Tiane6o. B rpynara 3a aHanmm3 3a IMyHOTEHHOCT TIO
npotokod (per protocol immunogenicity, PP-IMM) 3a y4acTauiure, kouto ca noiayumwin Nuvaxovid
(n=191), cpennata BB3pact e 40 ronunu (quanas3oH: ot 22 no 70 roxuan); 93% (n=178) ca Ha BB3pacT
ot 18 mo 64 roaunu, a 7% (n=13) — Ha BB3pact ot 65 10 84 roaunu; 43% ca xenu; 75% ca oT OsTaTa
paca; 23% ca cbC CMECEeH MPOU3XO] WIIH OT ETHHYSCKHUTE MATITUHCTBA U 27% C TIOHE €7THO
CBHITBTCTBAIIO 3a00ssiBaHe. EMHOBPEMEHHOTO MPUIIOKEHUE HE BOJIH J0 IPOMSHA B UMYHHUTE
OTTOBOPH Ha BaKCHHATA CPEIIy I'PUIl, K3MEPEHU Upe3 aHaIN3 Ha MHXHUOWPAHETO HA XeMariy THHAIUSTA
(HAI). Or6enszano e Hamanenue ot 30% Ha aHTHTsLIO OTTOBOpHTE KbM Nuvaxovid, olleHeHu upe3
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anti-spike IgG aHanu3 chbC CTEMEH HAa CEPOKOHBEPCHS, IOI00HA HA Ta3H IPH YIaCTHUIH, KOMTO HE Ca
MTOJIYYHJTH CHITHTCTBAIIA BAKCHHA CpeNTy TpHl (BXK. Touka 4.5 u Touka 4.8).

IIpoyusane 3 (2019nCoV-501) — ITepsuuna cepus om 06e 003u

[TpoyuBaHe 3 € TEKyI10, MHOTOLIEHTPOBO, PaHAOMH3HPAHO, 3aCJICNICHO 3a HabIroaaTeNs, mianedo-
KOHTpOJIMpaHo npoy4usane (aza 2a/b npu orpumarennan 3a HIV ygactanmm Ha BB3pact ot 18 1o

84 romunu u xopa, xkuseeny ¢ HIV (people living with HIV, PLWH) Ha BB3pact ot 18 1o 64 roauau
B lOxHa Adpuka. PLWH ca kiaunnyHO ctabuimHu (63 OMOPTIOHUCTUYHH HHPEKIIMH ), TTOTyYaBaIly
BUCOKOAKTHBHA U YCTAaHOBCHA aHTHPETPOBUPYCHA Teparus U ¢ BUpyceH ToBap Ha HIV-1

<1000 komwusi/ml.

BxrouBaneTo Ha y4acTHUIM MPUKIIOYBaA 1pe3 HoeMBpH 2020 T.

OcHoBHara Tpy1ma 3a aHanu3 Ha epukacaoctta (PP-EFF) BximtouBa 2 770 ygacTHHIIN, KOUTO ca
nonyunian win Nuvaxovid (n=1408), wiun mnane6o (n=1362), kouto ca momyumiu nse 1034 (osza 1 B
nen 0; Jlo3a 2 B nen 21), He ca UManu OTKJIIOHEHUE OT IIPOTOKOJIA, KOSTO Hajlara M3KJII0UBaHe, U HE ca
uManu Jaran 3a nHpekus cbe SARS-CoV-2 npes mppBuTEe 7 AHH CiIel IOTydaBaHe Ha BTOpaTa J03a.

Hdemorpadckure xapakTepUCTUKN B XapaKTEPUCTUKUTE Ha U3XOAHO HUBO ca OalaHCUpaHU cpej
YYaCTHHULMTE, KOUTO ca noinydmny Nuvaxovid, n yqacTHULIUTE, KOUTO ca MOJy4uiu miaunebo. B
rpynara 3a ananu3 PP-EFF 3a ygactauim, kouto ca noxyuninu Nuvaxovid, MeanaHaTa Ha Bb3pacTra
e 28 rogunu (auanaszoH: ot 18 1o 84 rogunn); 40% ca sxenu; 91% ca yepHOKOXKH/adhpoaMepUKaAHIIN;
2% ca 6emu, 3% ca cbc cMmeceH npousxon, 1% ca azuatom, a 2% ca maTuHOAMepuKaHIu. 5,5% ca
XV B-103UTHBHU.

Cw0panu ca ganuu 3a 00110 147 cuMITOMaTHYHY JICKH, YMEPEHH WK TexKu ciaydas Ha COVID-19
Cpell BCUUKH Bb3PAaCTHH y4acTHHIHM, cepoHeraTuBHU (KbM SARS-C0V-2) Ha U3X0HO HUBO, 32
eITHKUA aHanu3 (rpymna 3a aHanu3 PP-EFF) na ocHoBHarta kpaiiHa Touka 3a eUKacHOCT, KaTo

51 (3,62%) ca cirygan 3a Nuvaxovid cripsmo 96 (7,05%) cnydas 3a roame6o. Y craHOBeHATa
eukacHocT Ha BakcuHaTa Nuvaxovid e 48,6% (95% CI: 28,4, 63,1).

Tesu pe3ynraTu oTpassiBaT BKIKOYBaHE, H3BBPIICHO Mpe3 epruoa, korato BapuanTsT B.1.351 (beta)
nupkysupa B FOxuaa Adpuka.

Hmynoeennocm npu yuacmuuyu Ha ev3pacm 18 u noseue 200unu — cieo oycmep 0o3a
be3omacHocTTa 1 IMyHOTEHHOCTTA Ha OycTep mo3ara Nuvaxovid e onienena B Tekyio ®aza 2
pPaHIOMU3UPAHO, 3aciieTieHo 3a Ha0moaaTesl, Iane00-KOHTPOIMPaHO KIMHUYHO MTPOYYBaHe,
npuiarasa karo exuHudHa oycrep no3za (IIpoyusane 2019nCoV-101, Yacr 2) npwu 31paBu y4aCTHHIIA
Ha BB3pacT ot 18 no 84 rogunu, ceporeratuBHu 32 SARS-C0OV-2 Ha m3xomaHOTO HUBO. 0010 254
yuactHuI (1s1aTa aHaIM3upaHa rpyna) ca noayumiu ase 1034 Nuvaxovid (0,5 ml, 5 mukporpama
pe3 UHTEePBA OT 3 CEJIMHUIIN) KaTo IIbPBUYHA ceprsi Ha BakcuHaiws. [loarpyna ot 104 yyactHuka
nony4aBa Oycrep go3a Nuvaxovid npubnusurento 6 Mecena ciien 103a 2 OT IbPBUYHATA CEPUSL.
Emunanynara 6ycrep no3za Nuvaxovid uaayimpa npubnnsutenno 96-kpaTtHo yBeIHMYeHHE HA
HeyTpanusupamure anturena or GMT 63 npeau 6ycrepa (men 189) no GMT 6023 ciiex 6ycrep mo3a
(men 217) w npubmmsuTenHo 4,1-kpaTHO yBennueHHe OT MakcuMaiHata ctoitHocT Ha GMT (14 nau
cien qo3a 2) ot 1470.

B npoyuBane 3, Texymo ®aza 2a/b pangomMuznpaHo, 3aciieneHo 3a HalmoaaTens, miamnedo-
KOHTPOJIMPAHO MPOyYBaHe, 0€30MacHOCTTa 1 UMYHOT'€HHOCTTa Ha OycTep /103aTa € OlleHeHa pu
3apaBu, HIV-otpunarenan yaacTHALN Ha BB3pacT oT 18 mo 84 ronwHn 1 MeTMKaMEHTO3HO
crabmwmsupanu smia ¢ HIV (PLWH) na Bw3pact ot 18 1o 64 roguHu, KOUTO ca CEpOHETATUBHU 32
SARS-CoV-2 na n3zxonHoto HuBO. O6mo 1173 yuacthuka (PP-IMM rpymna 3a ananus) momy4yaBat
Oycrep mo3a Nuvaxovid npubnusutenHo 6 Mecela ciie/l IPUKIFYBaHe Ha ITbPBUYHATA CEPHUS
Nuvaxovid (meu 201). HabmromaBa ce mpHOIM3UTETHO 52-KPaTHO YBEJIHUEHWE Ha HEYTPATH3UPAIIUTE
anrurena ot GMT 69 npeau Oycrep nosata (nen 201) no GMT 3600 ciien 6ycrep nosara (nen 236) u
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MPHOIM3UTETHO 5,2-KpaTHO yBEJIUYCHUE Ha MMMKoBaTa cToiHOCT Ha GMT (14 mHu cien no03a 2) KosATo
e 694.

be3omnacHocT 1 uMyHOTeHHOCT Ha BakcuHuTe cperry COVID-19, mocraBenu kato Tpeta 103a (6ycrep)
cJIe]] MPUKITIOYBaHE Ha ITbPBUYHATA CepHs Ha BaKCHHAIMSA ¢ Jpyra ojo0peHa BakcuHa cpenry COVID-
19 B O6eaunenoro Kpasicreo

He3aBucHMO, MHOTOIICHTPOBO, PAaHIOMH3UPAHO, KOHTPOJIUPAHO, HHUIIMUPAHO OT U3CJICTI0BATEIIH,
¢aza 2 uanutBane (CoV-BOOST, EudraCT 2021-002175-19) e poy4rsio MMyHOT€HHOCTTa Ha TPETa
no3a (0ycrep) mpu Jna Ha Bb3pact 30 1 moBeye roauHu 0e3 1ab0paTOpHO MOTBBpPACHA aHAMHE3a 32
uadekims cbe SARS-CoV-2. Nuvaxovid e npunaran none 70 aHU ¢l NPUKITIOYBAHE HA
mppBUYHaTa cepus Ha BakcuHamms ¢ ChAdOx1 nCov-19 (Oxford—AstraZeneca) i none 84 muu
clie/l IPUKIIIOYBaHE Ha ITbpBUYHATA cepus Ha BakcuHaims ¢ BNT162b2 (Pfizer—BioNtech).
M3mepeHuTe TUTPH Ha HEYTPAIM3UPAIIN aHTHTENA, Ype3 METO]] 3 ONpE/Ie/ITHE Ha JAUB THII, Ca
oueHenu 28 nuu cien Oycrep go3ara. B rpymara, pasnpenenena aa moayun Nuvaxovid, 115
YUYaCTHHITH Ca MOJTYYUIIH MbpBHYHA cepust oT aBe 103k ¢ ChAdOx1 nCov-19 u 114 yyactauim ca
MOJTYYHJIM ITBPBUYHA cepHus OT aBe 103U ¢ BNT162b2, npenun na monyuar eaunudna 6ycrep mo3a (0,5
ml) Nuvaxovid. AmxroBantHara BakcuHa Novavax cpenry COVID-19 e nonecena 1o6pe u
JIEMOHCTPHpPA 3aCHJIEH OTTOBOP, HE3aBUCHMO OT BHIa Ha M3IIOJ3BaHATa BAKCHHA 3a ITbPBUYHA
BaKCHHAIIHS.

[Nomynalus B cTapyecka Bb3pacT

Nuvaxovid e olieHeH mpu Jiniia Ha Bb3pacT 18 u mosede rogunu. EpukacHoctTa Ha Nuvaxovid e
KOHCHCTEHTHA IIPH XOpa B CTapyecKa Bb3pacT (=65 roauHu) u npy mo-muaanu auua (ot 18 go
64 roauHmn).

IlegpnaTpyyHa monyJiamus

EBpornelickaTa areHius 110 JieKkapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPEI0CTaBsIHe Ha Pe3yITaTUTe OT
npoyuBanusaTa ¢ Nuvaxovid B e/lHa WM [TOBeYe MOJrPyNH Ha MeAUaTPUIHATA MOITyJIaNus 32
npeseHma Ha COVID-19 (Bx. Touka 4.2 3a nHQOpMAaIs OTHOCHO yroTpeOa B eAnaTpusiTa).

PaspemaBane 3a ynorpe0a 1moj ycJioBHe

To3u nekapcTBEH MPOAYKT € pa3pelleH 3a ynorpeda o T.Hap. CXeMa ,,pa3pelaBaHe Moj ycaoBue .
ToBa o3HauaBa, 4e 3a TO3M JIEKAPCTBEH MPOAYKT C€ OUaKBaT JAOMBJIHUTENHHU NaHHU. EBponeiickaTa
areHIysl Mo JIeKapcTBaTa Iie U3BbPIIIBA Mperiie]] Ha HoBaTa WHPOPMAITUS 33 TO3U JIEKAPCTBEH MPOAYKT
MOHE BeHBK roanHo U Ta3u KXII cboTBETHO 1Ie ce akTyanusupa.

5.2 dapmakoKHHeTHYHH CBOWCTBA

Henpunoxunmo.

5.3 IlpeakIMHUYHHU JaHHU 32 0€30MACHOCT

HexknuHndHMTE TaHHU HE TIOKa3BaT OCOOEH PUCK 32 XOpa B3 OCHOBA Ha KOHBEHIIMOHATHUTE
MPOYYBaHUS HA TOKCUYHOCT IIPU MHOTOKPATHO TpHJIaraHe, JJIOKaJiHa IOHOCHUMOCT U PeNpOAyKTHBHA

TOKCUYHOCT U TOKCUYHOCT 3a pa3BUTHUCTO.

'€ HOTOKCHYHOCT M KaHIIEPOICHHOCT

[IpoBenenwu ca in Vitro nmpoy4Banust 32 TCHOTOKCHYHOCT ¢ aroBaHTa Matrix-M. beme ycranoBeHo, ye
aJIFOBaHTHT HE € TeHOTOKcH4eH. He ca mpoBexmaHu Mpoy4yBaHHA 3a KaHIIEPOreHHOCT. He ce odakBa
MosIBaTa Ha KaHI[EPOTE€HHOCT.
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PenponykTuBHA TOKCHYHOCT

[TpoBeneHoO € mpoy4BaHe 3a TOKCHYHOCT 32 Pa3BUTHETO U PENPOTYKTHBHATA TOKCUYHOCT MPH KEHCKU
TUTBXOBE, Ha KOUTO Ca MPUJIOKEHN YeTUPH HHTPAMYCKYJIHH 03U (IBe Mpeau Yu(TOCBAHETO; JBE 10
BpeMe Ha recTaloHHus nepuoa) 5 mukporpama SARS-CoV-2 1S nporeun (npudiusureano 200-
KpaTHO TIPEBHIIIABAHE HA J103aTa 3a Xopa OT 5 MHKporpamMa Ha OCHOBaTa Ha KOPUTHPAHE Ha TETIIOTO) C
10 mukporpama agroBanT Matrix-M (mpubnmzutenHo 40-KkpaTHO NpeBUIIaBaHE HA 03aTa 3a XOpa OT
50 MukporpamMa Ha OCHOBaTa Ha KOpHTHpaHe Ha TeryioTo). He ca HaOmroqaBaHu CBhP3aHU C BAaKCHHATA
He)XenaHu eheKTH BhpXy (hepTunnrera, OpeMEeHHOCTTa/TAKTAIKbPMEHETO HITH PAa3BUTHUETO Ha
eMOpHOHa/TJI0Aa ¥ TIOTOMCTBOTO 710 21-BU JIeH ciiell paXkJaHEeTo.

6. DAPMAIIEBTUYHU JAHHHU
6.1 CnuchbK Ha IOMOIIHMTE BELIECTBA

JunatpueB xuaporeHgpochar xenraxuapar
Harpues muxunporendocdar MOHOXHIPAT
Harpues xnopun

IMomucopoar 80

Hatpues xunpoxcup (3a kopekius Ha pH)
XmopoBoAopoaHa KrcenuHa (3a Kopeknus Ha pH)
Bopa 3a unxexnuu

AnroBant (Matrix-M)

Xonectepon

docharnamxonud (BrarounTeaHo all-rac-a-tokodepon)
Kanues nuxunporendocdar

Kanues xnopun

JunatpueB xuaporenpochaT qTuxuapar

Hatpues xmopun

Bona 3a nmxexkuun

OTHOCHO aJF0OBAHTA BUKTE CHIO TOYKA 2.
6.2 HecbBMeCTHMOCTH

To3u nexapcTBeH NPOAYKT He TpsiOBa Jja ce cCMecBa C APYTH JIEKAPCTBEHU MPOAYKTH HIIH J1a Ce
paspexna.

6.3 Cpok Ha rogHocT

HeortBopeH duiakoH

9 mecena npu 2°C o 8°C, 3amureHa oT CBETINHA.

JoxkazaHo e, ye HeoTBOpeH (akoH oT BakcuHata Nuvaxovid e crabuien no 12 vaca mpu 25°C.
YcnoBusATa Ha ChXpaHeHHe U TpaHcnopTupane npu 25°C He ca MpenopbUNUTEeNTHH, HO MOXE Ja
CIIOMOTHAT TIPH B3eMaHe Ha pelleHre 3a ynoTpeda B cilydail Ha BpeMEHHH TeMIIepaTypHU OTKIOHEHHUS
o BpeMme Ha 9-meceuHoTo chxpanenue mpu 2°C go §°C.

IIpobur dirakon

JlokazaHa e XuUMU4YHA B (U3MYHA CTAOWITHOCT B MEpUoJia Ha yroTpeda B IpoIbJKeHUE Ha 6 Jaca mpu
temmeparypa ot 2°C g0 25°C oT MOMEHTa Ha ITbPBOTO MTPOOMBaHE Ha (hJIaKOHA C UIJIa JIO MOMEHTA Ha
MPUIIOKEHUE.
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OT MUKpPOOHOJIOTHYHA TJICIHA TOYKA, CJIE ITEPBOTO OTBapsiHE (IIEPBO MPOOHWBAHE C WTJIA), BAKCHHATA
TpsiOBa Jla ce M3MO0I3Ba He3a0aBHO. AKO HE ce M3I0JI3Ba BeJlHAra, CPOKHT Ha TOJJHOCT U YCIOBHATA Ha
ChXpaHEHHE B MEPHOJIa Ha yroTpeda ca OTTOBOPHOCT HAa MOTPEOHTEIS.

6.4 CnenmuajJHM yCJI0BHUS HA ChbXpaHeHHUe

Ja ce cpxpansiBa B xiagmwinHuk (2°C — 8°C).
Jla He ce 3ampassiBa.

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

3a YyCJI0BUATA HA CbXPAHCHUE CIIC IIbPBOHAYAIHO OTBAPSAHE Ha JICKAPCTBECHUSA IPOAYKT, BUKTEC TOUKA
6.3.

6.5 Bwuau chabpkaHue HA ONAKOBKATAa

5 ml gucniepcus BbB ¢uakoH (cThKiI0 THI [) che 3amymanka (OpoMoOyTHIIOBa TyMa) U aTyMHUHHEBA
o0KaTKa ChC CHHBO IIACTMACOBO OTYYIIBAILO CE Karaye.

Bceku dumakon chabpika 10 go03u mo 0,5 ml.
Bun Ha onmakoBkara: 10 MHOT01030BH (priakoHa
6.6 ChenmnaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

HMucTpykimu 3a padoTa ¥ MPUIOKEHNE

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

Iloozomoska 3a ynompeba:
e BakcuHara ce mpejyiara roroBa 3a ynorpeoa.

e HeotBopeHnara BakcuHa TpsiOBa aa ce cbxpansaBa rnpu 2°C no 8°C u aa ce cbXpaHsBa B
KapTOHEHa OIIaKOBKa, 3a J]a Ce MpeIna3y OT CBETJINHA.

L4 HeHOCpeHCTBeHO npeaun yHOTpe6a HN3BaJICTC (I)J'IaKOHa C BAKCHMHATa OT KapTOHCHATAa OITaKOBKa
B XJIaJAWJITHHUKA.

e 3anmuiere JaTara M 4aca Ha U3XBBPJSIHE BBPXY €THKeTa Ha (akoHa. Jla ce u3nonssa B
paMKHTe Ha 6 yaca cje[ IbPBOTO NMPOOHUBaHe Ha (IaKOHA.

IIposepeme gpraxona
e BuumaTenHO 3aBBbpPTETE MHOTOJ030BU (PIaKOH Mpeny U MEKAY BCSIKO M3TErIIsiHE Ha 1o3a. He
pa3KiaanTe.

e Bceku MHOT0/1030B (p1aKOH ChABbPIKa OE3MBETHA JI0 JIEKO XKbJITa, OUCTpA 10 JIEKO
OTIAJIECIICHTHA JUCTIEPCHSI, KOATO HE ChIBbPKa BUIUMHU YACTHIIH.

L Hpe):m MMPUIIOKCHUC OFHCHaﬁTC CbABPIKAHUCTO HA (bHaKOHa 3a BUIMMHU YaCTUIIH H/UIH
IMpoMAHa Ha [IBCTA. He annaraﬁTe BaKCHHATa IpHU HAJIMYKUEC HA TaKUBA.

Hpuﬂoofceme saKcuHama.

e BnbB BcekH (UIaKOH Ce ChABPIKA U3JHIIBK, 32 JIa CE TapaHTHPa, Y€ MOXKE JIa Ce U3TErIIN
MakCUMaTHUAT Opoit ot aeceT (10) m03u mo 0,5 ml.
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e Bcska no3a 0,5 ml ce u3Teris cbe CTepHIIHA UIJ1a U CTEPHIIHA CIIPUHIIOBKA M CE MpHJIara KaTto
WHTPaMyCKYJTHAa WHXEKITUS, 3a PEeIOYNTaHe B JeITOUTHIS MyCKYyJ B TOPHATa YacT Ha
pbBKaTa.

e Bakcunara He TpH6Ba Ja Cc€ CMECBa C APYI' BAKCUHU WIH JICKAPCTBCHU IIPOAYKTHU B
€lHa 1 Chllla CIIPUHIIOBKA.

e He crOmpaiiTe BakCHHA OT HIKOJIKO (hIaKOHA, aKO € OCTaHaja TaKaBa.
Cowxpanenue cied nopsomo npobusane ¢ ueia:
e Nuvaxovid He chaBpKa KOHCEepBaHT. ChXpaHsaBaiiTe OTBOpeHH (DJIaKOH MPH TEMIIEpaTypa
mexay 2°C u 25°C mo 6 gaca cnes mbpBOTO TpoOwBaHe Ha (IIakoHa, BIKTE TOUKa 6.3.
Hsxevprane:
e Ta3u BakcuHa TpsOBa Ja ce M3XBBPIIH, aKO HE Ce M3IIONI3BAa B pAMKUTE HA 6 4aca ciell IbPBOTO
mpoOuBaHe Ha (IIaKOHA, BIKTE TOYKa 6.3.
Hsxevprane
e  Heus3non3BaHUAT JIEKAPCTBEH MPOAYKT WM OTIAIbUHUTE MAaTEPUAIH OT HErO TPsOBa Jia ce
U3XBBPJIAT B ChOTBETCTBUE C MECTHUTE U3MCKBAHUS.
7. MNPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA
Novavax CZ a.s.
Bohumil 138, Jevany, 28163, Uexus
8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA)
EU/1/21/1618/001
9. JATA HA I'bPBO PA3ZPEIIABAHE/IIO/ITHOBABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

JaTa Ha epBO paspemarane: 20 gexemepu 2021 T.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[onpobna nHpopmanus 3a TO3M JEKapCTBEH NPOIAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomnelickara
areHIus 1o Jiekapceraata http://www.ema.europa.eu.
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INPUJIOKEHHUE I1

IMPON3BOJUTEJIN HA BUOJIOI'NMYHO AKTUBHOTO
BEINECTBO U ITPOU3BOJAUTEJI, OTTOBOPEH 3A
OCBOBOXKIABAHE HA ITAPTUIN

YCJIOBUA NJIN OTPAHUYEHUA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUA N UBUCKBAHUA HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJOBUA NJIN OTPAHNYEHUS 3A BE3OITACHA "
EDPEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA
MHPOAYKT

KOHKPETHO 3AABJI’KEHUE 3A UBITBJIHEHUE HA

MEPKHU CJIEJ] PASPEIIIABAHE 3A YIIOTPEBA IO/
YCJIOBHUE
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A.  NPOU3BOIAUTEJIN HA BUOJIOT'NYHO AKTUBHOTO BELHIECTBO N
IMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXJIABAHE 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, Muus

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

SK Bioscience Co., Ltd., 150, Saneopdanji-gil,
Pungsan-eup, 36618, Peny6nuka Kopes

HwMe u afipec Ha TPOU3BOJIUTENS, OTTOBOPEH 3a OCBOOOKIABAHE HA NAPTHINTE

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

C ornen Ha 00siBeHATa U3BBHPEIHA CUTYALMs OT MEKAYHAPOIHO 3HAYCHUE, CBBP3aHa C
00IIECTBEHOTO 3/IpaBe, 1 3a 1a CE OCUT'YPU paHHA AOCTABKa, TO3H JIEKAPCTBEH MPOIYKT 32 OrpaHUYCH
CPOK € 00eKT Ha U3KITIOUCHHE, JaBaIl0 Bb3MOKHOCT 3a MMpHEMaHe Ha M3MUTBAHMATA 32 KOHTPOJ Ha
MapTUAUTE, U3BBPIICHH B PETUCTPUPAHOTO(UTE) MACTO(MECTa) Ha MIPOU3BOACTBO, JOKATU3UPAHO(H) B
Tpera cTpaHa. ToBa M3KIIFOUCHHUE MpecTaBa Jaa 0bae BanuaHo Ha 31 mapT 2022 r. BeBexkaanero Ha
Mepku 3a 0azupad B EC KOHTpoJ Ha mapTUAUTE, BKIIOYUTEIHO HEOOXOIUMHUTE IPOMEHH B YCIIOBHSTA
Ha pa3pelIeHneTo 3a yrnoTpeda, TpsaoBa 1a Obe 3aBbPIICeHO Hal-KbCHO A0 31 mapT 2022 T.

b. YCJOBUSA UJIU OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

JlexkapcTBEHUAT MPOYKT C€ OTITyCKa I10 JIEKAPCKO MpeHUCaHHE.

O¢unuanno ocBodoKIaBaHe HA MAPTUAU

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

W3BBPIIBA OT AbPXKABHA JTA00PATOPHSI MIIH JIAOOPATOPHS, ONpeieTicHa 3a Ta3H IIedl.

B. JAPYI'U YCJIOBUSI U UBUCKBAHUSA HA PASPEILIEHUETO 3A YIIOTPEBA

IlepuoguyHu aKTyaJu3npaHu aokjaaau 3a 6esonacuoct (ITA/1B)

WzuckBanwmsra 3a mogaBane Ha [1AJIb 3a T0O3u JIeKapCTBEH MPOAYKT Ca MTOCOYCHH B CIIHCHKA C

pedepentauTe natu Ha EBponetickus cpio3 (EURD cruchk), npensuaeH B wi. 1078, an. 7 oT

Hupextusa 2001/83/EO, 1 BbB BCUUKH CJI€IBAIIM aKTyalu3alliy, TyOIMKyBaHHA Ha

eBpOTICHCKHs yeOImopTan 3a JeKapCcTBa.

IIpurexatensat Ha pa3peuieanero 3a ynorpeda (IIPY) tpsdsa na momane mepsus ITA/Ib 3a To3m

MIPOIYKT B CPOK OT 6 Mecema ciel pa3perraBaHeTo 3a ynorpeoa.

.  YCJI0BUSA UJIU OTPAHUYEHNS 3A BE3OITIACHA U E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TPOAYKT

ILnan 3a ynpasJjienue Ha pucka (ITYP)

[IputexarensaT Ha pa3perienneTo 3a ynotpeda ([IPY) tpsOBa na n3BbpIIBa H3NCKBAHUTE

JIEHHOCTH U JEHCTBHA, CBBP3aHH C MPOCTeIIBaHe Ha JIeKapcTBeHaTa 0€30MacHOCT, TIOCOYEHHU B

onobpenwms [TYP, npeacrasen B Moy 1.8.2 Ha pa3penieHreTo 3a ynorpeda, KakTo U BbB
BCHYKH CIICABAIIM 0A00peHH akTyanu3anuu Ha [TYP.
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Axrtyammsupan [IYP Tps6Ba na ce mopasa:

e 110 UCKaHe Ha EBporelickaTta areHIus 1o JeKapcTBara;

e BHHArW, KOraTo ce U3MEHs CUCTeMara 3a YIpaBJICHUE Ha PUCKA, OCOOEHO B pe3ynTar Ha
NoJy4aBaHe Ha HOBa HH(OPMaLHSs, KOSTO MOXKE /1a I0BeJe 10 3HAYHMH MPOMEHH B
CBHOTHOILIEHHETO MOJI3a/PUCK, WK CIIEN IOCTUTaHEe Ha BaskeH eTarl (BbB Bpb3Ka C
npocieisBaHe Ha JIeKapCTBEHATa 0e30MaCHOCT MITM CBEXIaHE Ha PUCKA IO MUHUMYM).

A. KOHKPETHO 3AABJKEHUE 3A U3II'BJIHEHUE HA MEPKU CJIE]]
PASPEIIABAHE 3A YIIOTPEBA 1101 YCJIOBUE

Toga e pa3pernieHue 3a ynorpeda moj| ycinosue u cbriacHo wi. 14-a ot Pernament (EO) Ne 726/2004 B
onpezaencHus cpok [IPY TpsaOBa 1a U3MIBIHU CIICTHUTE MEPKH:

Onucanue Cpox

3a 1a OCHTI'YpH KQuecTBO Ha NPOAYKTa Oe3 MpoMsiHa 10 BpeMe Ha CpoKa Ha 31 sayapu
roanoct, [IPY tpsabBa na npenocraBu qombaHUTENHA HHGOopManus 3a crabunHoct | 2023 r.
Ha KpalHUs IPOAYKT.

3a ma ocurypu KadecTBo 0e3 MpOoMsIHA Tpe3 LENHs )KU3HEH MUKBI Ha TPOAYKTa, 31 ronu
IIPY Tps6Ba na mpeaocTaBy IOCTATHYHO CPABHUTEITHH JaHHU 33 MIPUPABHSIBAHE 2022 .
KbM peepeHTHUTE CTAaHAAPTU U Jja HApaBH Mperiie ]l Ha IpaHULUTE Ha

MMYHOT'CHHOCT Ha KpalHUsI IPOAYKT IIPU HAJIMUUE HA JONBJIHUTEIHH JaHHH.
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INPUJIOKEHHE I1I

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. TAHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

ETUKET HA KAPTOHEHATA OITAKOBKA

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Nuvaxovid HHXEKIIMOHHA JUCIIEPCHUsT
Baxcuna cpeury COVID-19 (pexkoMOnHaHTHA, alfOBAHTHA)

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika no3a ceabppxka 5 MUKporpama pekoMOuHaHTeH mmioB npotenH Ha SARS-CoV-2 ¢ no6asen
Karto agroBadHT Matrix-M.

3. CIIMCBK HA TIOMOIIHUTE BEIIECTBA

AmroBant Matrix-M: @paxkuus-A u ®pakuus-C va exkcrpakt ot Quillaria saponaria Molina

ITomoniHM BelecTBa: TUHATPUEB XUAporeHpochaT XxenTaxuapaT, HaTpueB quxuaporeHpocdar
MOHOXHM/JIPAT, IUHATPUEB XUaporeHdochaT TuXuapaT, HATPUEB XJIOpHU/, ojucopdat 80, xoaecTepo,
docharuaunxonun (BrarounTearo all-rac-a-tokodepon), kanues auxuaporendocdar, Kaarues
XJIOPHJI ¥ BOJIA 38 MHIKEKIIHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MuxekuoHHa Jucnepcust
10 mHOTO/T030BH (hI1aKoHA
Bceeku (utakon cuabpxa 10 go3u mo 0,5 ml.

‘ 5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BHBEKJTAHE

HHTpaMyCKyITHO NPUIIOKEHNE

IIpeau ynorpeba npovereTe JIMCTOBKATA.

3a noBeve HHPpOPMALHSL, CKAHUPAWTE WM NIOCETETE
www.NovavaxCovidVaccine.com

6. CHELOUAJIHO HPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TIOCEI'A HA IELTA

ﬂa CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 34 [CIIA.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYIPEXIEHUS, AKO E HEOBXOJINUMO

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

T'onen no:

‘ 9. CIIEIIMAJIHHU YCJIOBUS HA CbXPAHEHUE

[a ce cpxpansBa B XJIaJHITHHK.

[a He ce 3ampassBa.

Crnen mbpBOTO IPOOHMBAHE Ja Ce ChXpaHsBa npu Temreparypa ot 2°C no 25°C, na ce u3noisea B
pamKuTe Ha 6 yaca.

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

10. CHENHUAJIHU IIPEAIIASHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NN OTITAABYHHN MATEPHAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

12. HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/1/21/1618/001

13. TAPTHUJAEH HOMEP

[Taptuna:

| 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPANJIOBA A3BYKA

[Ipuero e ocHOBaHuUE /1a He ce BKJIOYM nHpopMalus Ha bpaiiosa a30yka.

‘ 17. YHUKAJIEH WAEHTH®UKATOP — JIBYU3ZMEPEH BAPKO/{

JByn3mepeH 6apKoJI ¢ BKIIOYCH YHUKAICH HICHTU(DHUKATOD
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‘ 18. YHUKAJIEH HAEHTUH®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHH, KOUTO TPABBA JJA CBABPKAT MAJIKUTE EJUHNYHA
I'bBPBUYHU OITAKOBKH

ETUKET HA ®JTAKOHA

1. HUME HA JEKAPCTBEHUSI NPOJYKT U MbT(MILA) HA BbBEXKJAHE

Nuvaxovid HHKXEKITHOHHA JUCTIEPCHS
Bakcuna cpenry COVID-19 (pexoMOnHaHTHA, aJi0BaHTHA)

2. HAYUH HA ITPUJIIOKEHUE

HHTpaMyCKyIHO MPUIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. ITAPTUJAEH HOMEP

[MapTuna:

5. CBAbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

10 mo3u mo 0,5 mi

| 6. JIPYTO

Ja ce cbxpaHsBa B XJIaIMJIHUK.
Crnen mbpBOTO IPOOKMBAHE Ja Ce ChXpaHsaBa npu Temrepatypa ot 2°C no 25°C, na ce u3noiizea B
pamKuTe Ha 6 yaca.

Mara:
Yac:
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b. JUCTOBKA
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JlncroBka: undopmanusi 3a NoTpeduTeNA

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

vTo:sH JIEKapCTBEH MPOAYKT IMOJICKH Ha JOIBIIHUTETHO Habmoaerne. Tosa mie mo3Boau 0bp30TO
YCTaHOBSIBaHE Ha HOBa MH(OpMaIMs 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 TOUuka 4.

IIpoyeTeTe BHUMAaTEIHO LSJIATa TUCTOBKA, PEIM 1A ce BAKCMHHUPATe, Thil KaTO THA ChIbpPKa
BakHa 3a Bac undopmaunmus.
e 3amaszere Ta3u JUCTOBKA. MoXKe Ja ce HAJIOKU J1a 5 POYETETE OTHOBO.
e AKO UMaTe HAKAaKBU JOIBIHUTEIHHU BBIIPOCH, IonuTtakite Bamus siekap, GpapmarieBt niu
MEIHNIIMHCKA CECTpa.
e AKO TONyYuTe HAKAKBU HEXKEIaHU PeaKlny, yBeroMeTe Bamms nekap, GpapmareBT nin
MCIUIMHCKA CeCTpa. ToBa Bk/IIOUBa BCUUKHM BH3MOKHH HEOMMCAHU B Ta3U JIMCTOBKA HEXKEJIaHU
peakuuu. Bikre Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kakso mpencrasmsBa Nuvaxovid 1 3a KakBO ce HU3IIOJI3Ba

Kakgo Tpsi0Ba na 3Haere, npeau 1a Bu 6bae nocraBena BakcuHara Nuvaxovid
Kak ce mocrasst Nuvaxovid

BB3MOXHU HEXETaHU peaKuu

Kak nma cexpansBare Nuvaxovid

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

AN .

1. Kaxkso npeacraBiassa Nuvaxovid u 3a KakBo ce U3M0J13Ba

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

Nuvaxovid ce mocrass Ha Jiiia Ha 12 U moBeye rOAMHH.

Bakcunarta cTuMynupa UMyHHATa CUCTeMa (€CTECTBEHUTE 3allUTHU CHJIH Ha OpTraHu3Ma) Ja
MIPOU3BEXKa aHTUTENIA U CIICIIMAJIU3UPaHU OCJTM KPhBHU KJIETKH 32 Oop0a cpelry Bupyca, ¢ el
3amura cpemy COVID-19. Huto enHa OT ChCTaBKUTE HA Ta3U BAKCMHA HE MOXKE Ja IPUUUHU
COVID-19.

2. Kakso Tps0Ba 1a 3Haete, npeau na Bu 0bae nocraBena BakcuHaTta Nuvaxovid

Nuvaxovid He TpsiOBa J1a ce mocTaBs
®  2aKO CTe aJePrUYHU KbM aKTHMBHOTO BEIIECTBO WJIM KBbM HSKOS OT OCTAHAINUTE ChCTABKU Ha
TOBA JIEKapCcTBO (M30POEHU B TOUKA 6).

IMpeaynpesxkaenus U NpeAnasHu MePKU
T'oBopete ¢ Bamius nekap, hapMarieBT WM MEUIIMHCKA cecTpa, Tipeau 1a Bu 6b1e moctaBeHa
BakcuHaTta Nuvaxovid, ako:
e B MHHAJIOTO CT€ UMAaJIM TEKKA WIIH XKUBOTO3aCTpAIlIaBallla aJleprHIHa PEAKIHs CIIe] TOCTaBsIHE
Ha Jpyra BakCHHA WK HHkekius ¢ Nuvaxovid,
e CTC MPUIAJATH CIIE/ MOCTABSIHE HA WHIKEKITHS C WIJIa,
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e uMaTte BHCOKa Temneparypa (Han 38°C) umum Texxka nHpeknus. HezaBucumo ot ToBa Bue Mmoxere
Jla Ce BAKCHHUPATE, aKO UMATe JICKO MMOBUIIICHA TEMIIEpPaTypa WK NPOCTyAa 1moja hopMaTa Ha
WH(EKIYS HAa TOPHUTE JUXATCIHU ITBTUIIA,

e wuMarte npobIIeMH ¢ KPhBOCKCHPBAHETO, IO TSIIOTO BH NlecHO ce 00pa3yBaT CHHUHH WIN
M3II0JI3BATE JICKAPCTBO 3a MPEI0TBpaTABaHE Ha 00pa3yBaHETO HA KPbBHU ChCHPEIIH,

e Bamrara umyHHa cuctemMa He QyHKIIMOHHUPA J00pe (MMyHOAC(DUIIUT) HITH PUEMATe JICKapCTBa,
KOHUTO OTCIabBaT MMyHHATa CHCTeMa (KaTo BUCOKH JI03W KOPTHKOCTEPOUIN, HIMYHOCYIIPECOPU
WY TIPOTUBOPAKOBH JICKAPCTBA).

AKo HSIKOE OT M30pOeHHUTE MO-Tope ce OTHAcA 3a Bac (uim He cTe curypHm), roBopete ¢ Bamms jgexap,
(dhapmarieBT WM METUIIMHCKA cecTpa, mpeau na Bu 0bae moctaBeHa BakcuHara Nuvaxovid.

KakTo nipu Bcsika BakCHHA, JIBYIO30BHAT Kypc Ha BakcuHarwst ¢ Nuvaxovid Moxe Jja He 3aluTH
HAI'BJIHO BCUYKU BAaKCHHUPAHU M HE € U3BECTHO 32 KaKbB IMEPHO/ IIe ObAETEe 3allUTEHH.

Hena

Nuvaxovid He ce mpemopbrYBa J1a ce MOCTaBs Ha Jiella Ha Bh3pacT mox 12 roguan. KM MomeHTa HsiMa
HannvHa nHpopManus 3a ynotpedbara Ha Nuvaxovid mpu genia Ha Bb3pact 1o 12 roanHu.

JApyru nexkapcrBa u Nuvaxovid

Tps0Ba na kaxxere Ha Bamms nexap, papmaneBT Wi MeAUIMHCKA CECTPA, aKO IIpHeMarte, HaCKOpo CTe
IpreMaiTy WK € Bb3MOXKHO /12 IPUeMeTe IPYrH JIEKapCTBa WM BAaKCHUHH.

BpemenHnocT n KbpMeHe

AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, Y€ MOJKE /1a CTe OpeMeHHa WK TUTaHupaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap, papmManeBT Wil METUIIMHCKA CECTpa Mpein MOCTABIHETO HA Ta3H
BaKCHHA.

Ilodupane u padoTa ¢ MAIIUHU

Hsxou ot Hexxenanute peaknuu Ha Nuvaxovid, n30poenu B Touka 4 (Bbp3M0KHU HEeXellaH! peakilnum),
MOTaT BPEMEHHO Jia HaMaysT criocoOHocTTa By 3a modupane u paboTa ¢ MammHu (HampuMep MOXe
Jla ce YyBCTBATE OTIAJHAIN WJIM 3aMasHU WIIX JIa CE YyBCTBATE MHOTO YMOPEHH).

He mo¢upaiite 1 He paboTeTe ¢ MalllMHU, aKO HE CE YyBCTBaTe JO0Ope ciel BAKCHHAIHSITA.
N3uakaiite, 1okato ePeKTHT OT BaKCHHATA HE OTIIYMH, NPEaX Aa modupare uimu paboTute ¢
MAIluHH.

Nuvaxovid cbabp:ka HATPUH M Kaaui

Ta3u BakcHHA ChIBbPKA O-MaaKo oT 1 mmol warpuii (23 MQ) Ha 7032, T.e. MOXKeE Ja ce Kaxe, ue
MPaKTUYECKU HE ChABPIKA HATPUHL.

ToBa jieKapcTBO ChABPIKA MO-MaNKO 0T 1 mmol kanuii (39 Munurpama) Ha /103a, T.€. MOXE J1a C€ Kaxe,
4e MPAKTUIECKH HE ChIIbpKa KaIIUH.
3. Kak ce nocraBs Nuvaxovid

Jluya na év3pacm 12 u noseue 2oounu
Nuvaxovid me Bu 0b1€e mocraBena kaTo IBe oTaeaHy umkekuuy o 0,5 ml.

Bammwsr siekap, GpapmarieBT Wik MEIUITUHCKA CecTpa Il HHKECKTHPA BAKCHHATA B MYCKYII,
0OVMKHOBEHO B TOpHATa YacT Ha pbkara Bu.
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I[IpenopbuBa ce fa nomy4yute Bropara no3a Nuvaxovid 3 cenmuim cien mppBara 703a, 3a Aa
3aBBPILUTE IIBJIHHUS KYPC C Ta3H BaKCHHA.

Bbycrep n03a Nuvaxovid Moske 1a ce ToCTaBy IPUOIM3UTEHO 6 Mecela Clie/l BTopara /103a IpH JIuia
Ha BB3pacT 18 u moBeue roguHu.

ITo Bpeme Ha u cie BCSKa MHKEKIIHMS ¢ BAKCHHATa BammsaT jrekap, hapMaIrieBT WK MEIAITMHCKA
cectpa e By HaOr01aBa 32 0KOJI0 15 MUHYTH 3a MPU3HAIM HA AJePTUYHA PEAKITHSL.

AKoO TIpomycHeTe yroBopeHus yac 3a BamaTa Bropa nmkexmus ¢ Nuvaxovid, ropopere ¢ Bamms
JIieKap WIK MEJIMIMHCKA cecTpa. AKO MPOMYyCHETE TUTAHUPAHA HHXKEKIUS, MOXKE J1a HE CTE HAITBJIHO
3amutenu cpenty COVID-19.

4, B1b3MOKHH HeKeJTaHU pPe€aKkumumn

KakTo BcuukH jeKapcTBa, Ta3U BAKCHHA MOJXKE /1A IIPEIU3BUKA HEXEJaHU PEAKLUH, BBIIPEKH e He
BCEKHU T'Ml 1TosTyyaBa. [loBedeTo HeKeNnaHu peakluy U34e3BaT 0 HAKOJIKO JHH cjell mosBaTa uM. AKo
CHUMIITOMHUTE HE OTMHMHABAT, CBbPiKETe ce ¢ Bamus nekap, GpapmManeBT WM MEIULMHCKA CECTPA.

Kakro u npu qpyru BakcHHH, MOXKe Jia TOYYBCTBaTe 00JKa MU JUCKOM(pOPT Ha MSCTOTO Ha
WHXKEKTHUpaHE WK TOBa MSACTO MOXKE J1a ce 3a4epBH U noaye. Te3u peakuuu odaue 0OMKHOBEHO
OTITYMSABAT B PAMKHTE Ha HAKOJKO JTHU.

[MoTkpcere cmemHa MEIUIMHCKA TIOMOIII, aKO TIOJYYUTE HAKOHN OT CJICAHUTE MPU3HAIA U CUMITOMHU
Ha aJIepruvHa PeaKIus:
e  OTIAAHAIOCT WX 3aMassHOCT
MPOMEHH B ChPJCYHHS PUTHM
3a1yX
XPHUIIOBE
MOJ{yBaHE HA YCTHHUTE, JIUIETO WK IbPIIOTO
YpTHKApUs Ui 00pUB
raJicHe WX TOBPBIlaHe
cToMalHa 0ojka

AKO TIOJTyYHTe HAKAKBH JIPYTH HEXXeJIaHU peakiuu, yenomere Bamms nekap. Te Morar ga BKIIOYBAT:

MmHoro 4yectu (Moxe 11a 3acerHaT nmoBeve ot 1 Ha 10 mgymmn)
e T1iaBoOOJIHE
e  TaJicHE WM MOBPBIIAHE
e MyCKyJHa OoJika
e 0OJIKa B CTaBUTE
e  YYBCTBUTEJIHOCT MJIM OOJIKA Ha MSACTOTO HAa HH)KEKTHPAHE
e ycellaHe Ha MHOTO CHJTHA yMopa (M3TOIIEHUE)
e  00IIO0 HEPa3IOJIIOKEHUE

Yectu (Morar ma 3acersar a0 1 Ha 10 gymmm)
e  3auepBsABaHE HA MSICTOTO, KbJETO € TOCTAaBeHA MHXKEKIUATA
o ImoayBaHE Ha MACTOTO, KbACTO € MOCTaBEHA MHKCKIIUATA
e moBuIieHa Temneparypa (>38°C)
e BTpHCaHE
e 0oJika WM AMCKOMQOPT B TOpHATA YaCT HA PhKaTa, IOJIHATA YacT Ha pbKara, Kpaka H/uim
CTHIANOTO (00JIKA B KpaHHHUIIUTE)
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Heuectu (Morat ma 3acersat go 1 ga 100 gymm)
*  YBEIWYCHU JIUM(HU BB3IH
e  BHCOKO KPHBHO HaJITaHE
e CHpOEX MO KOoXKaTa, OOpUB W YPTHKAPHUS
e 3auepBsBaHE Ha KOXara
e CBpOEK MO KOXKATa Ha MACTOTO HA TIOCTABSHE HA WHIKCKITHSITA

C Hen3BecTHA YecTOTA (OT HATUYHHUTE JAHHU HE MOXKE 1a ObJIe HallpaBeHa OICHKA):
e TEXKa ajepruvHa peaxmus
e HeoOMYAiHO ycelane 1Mo Ko)Kara, H3TPhIIBaHe MK MpaByukaHe (mapecte3usi)
e HaMaJICHO yCelllaHe 3a JIOTUP WK HaMaleHa YyBCTBUTEITHOCT, 0COOCHO Ha KoXKaTa
(xumoecte3ust)

Cpo0maBaHe HA He;KeJIAHU pPeaKIun

AKO TIOJTyuuTe HAKAKBU HEXKEJIAaHU peakinuy, yBegaoMeTe Baius iekap, papMarieBT niu MeIUIIMHCKA
cectpa. ToBa BKJIFOUBAa BCUYKH Bb3MOYKHU HEOTIMCAHHU B Ta3W JUCTOBKA HEXKEJIaHH peakiuu. Moxere
CBHINO JIa ChOOIIUTE HEXKETIAHH PEAKINH TUPEKTHO Ype3 HallMOHATHATA CUCTEMa 32 ChOOIaBaHe,
nmocoueHa B [Ipunoxenne V U 1a BKIFOYATE TApTUAHNS HOMEp, aKo MMa TakbB. KaTto cpobmaBare
HE)KEJTaHU PeaKIMy MOXKETe Jia JaJieTe CBOS MPUHOC 3a MoJy4daBaHe Ha ToBeve HH(opMaIis OTHOCHO
0e30MacHOCTTa HA Ta3W BAaKCHHA.

5. Kak na cbxpansiBate Nuvaxovid
Jla ce cpxpaHsiBa Ha MSCTO, HETOCTHITHO 32 JIeIa.

Bamusr nekap, ¢papmManeBT Ui MEAULUHCKA CECTPa Ca OTTOBOPHH 332 CbXPAaHEHUETO HA Ta3HM BaKCHHA
Y TIPaBUJIHOTO U3XBBHPJISIHE HA BCEKU HEU3ION3BAH MPOAYKT.

Nudopmarusita OTHOCHO CbXPaHEHUETO, CPOKA Ha TOAHOCT, yHoTpebaTa 1 paboTaTa € OnucaHa B
paszena, npenHa3HaueH 32 MEIULMHCKH CIICLHAINCTH B Kpasi Ha JINCTOBKATA.

6. Chabp:xaHue HA ONIAKOBKATA M JOINBJIHUTEIHA HHpopManus
KakBo cbabp:axa Nuvaxovid

e Enna no3a (0,5 ml) Nuvaxovid chabpxa 5 Mukporpama mumnoB nporens* vHa SARS-CoV-2 ne ¢
no6aBeH ajtoBaHT Matrix-M.

*npousBexa ce upe3 pekomOuHanTHa JJTHK TeXHOMOTHS ¢ eKCIIpecnoHHa cucTeMa Ha
0aKyJOBUPYC B KJICThUHA JIMHUS OT HACEKOMH, TIOJTy4deHa oT kietku ST9 na Buma Spodoptera
frugiperda.

e Matrix-M e BKJIIOYEH B Ta3M BaKCHHA KaTO aIOBAaHT. AJIFOBAHTHTE Ca BEIIECTBA, BKIIOYCHH B
HSIKOM BaKCHHM 32 YCHJIBaHE, TOAOOPsIBaHE W/WIHN yIbJKaBaHe Ha 3aIUTHUS eeKT Ha
BakcWHaTa. AqioBaHTHT Matrix-M chabspka @paknusa-A (42,5 mukporpama) u Opaknusa-C (7,5
MuKporpama) ekctpakt oT Quillaia saponaria Molina na ro3a ot 0,5 ml.

e Jlpyrure chcTaBKH (TIOMOIIHHM BelllecTBa), BKIroueHH B Nuvaxovid, ca:
e JlunarpueB xuaporendocdar xenraxuapar

Harpues nuxunporendocdar MOHOXHIPAT

o JlunatpueB xunporerdocdar ruxuapat

Hatpues xsopug

ITonucop6at 80

XonecTepon
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o docharuamixonu (BrmountenHo all-rac-o-roxodepor)
o Kanues nuxuaporendocdar

o Kanues xnopug

e Harpues xunpoxcun (3a kopeknwust Ha pH)

e XJI0pOBOJIOPO/IHA KUCENIMHA (32 KOopekius Ha pH)

¢ Bopa 3a nnxxekuuu

Kak m3riexxaa Nuvaxovid u chabp:kaHue Ha OaKOBKATAa

o JlucmepcusTa € Ge3IBETHA 10 JIEKO JKBIITa, OMCTpa 110 Jieko omanecuenTHa (pH 7,2).
e 5 ml gucniepcust BB (prakoH ¢ TyMeHa 3aIymiaika i CHHBO OTUYIIBAIIO CE Karade.
o Bceku ¢makon coappika 10 qosm mo 0,5 ml.

e Bun omakoBka: 10 MHOT0/1030BH (IaKoHa.

IIpuTeskaTes Ha pa3peLieHUETO 32 ynorpeda
Novavax CZ a.s.

Bohumil 138, Jevany, 28163, Uexus
IIpousBoauren

Novavax CZ a.s.

Bohumil 138, Jevany, 28163, Uexus

JaTa Ha mocienHo npepasriexaade Ha gucroskara {1/l mecen I'TTT?}.

Ta3u BakcHHa € pa3peleHa 3a yrnoTpeda 1o T. Hap. cxema ,,pa3pemniaBase moj yciosue™. Tosa
03HayaBa, Y€ 3a Ta3W BaKCHHA CE€ OYaKBaT JOIbJIHUTEIHN JaHHU.

EBpOHCﬁCKaTa arcHuuys 110 JICKapCTBaTa 1Ii¢ U3BbPIIBA NPCTJIC Ha HOBATa I/IH(bOpMaLII/ISI 3a BaKCHMHaTa
IMOHC BEAHBIK I'OAUIIHO U Ta3U JIMCTOBKA CbOTBCTHO IIIC CC aKTyaJIu3upa.

CkanmupaiiTe Kojja ¢ MOOMIJIHO YCTPOMCTBO, 3a J1a TIOJTYYHTE JINCTOBKATA HA PA3IMYHU €3UITH.

0

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

Apyru u3rouHuuu Ha uHpopmMauus

ITonpoOHa uHoOpMaIKs 3a TOBa JIEKApCTBO € IpeJocTaBeHa Ha yeOcaiita Ha EBporietickata areHIus
o JiekapcTBata http://www.ema.europa.eu

Ta3u nucroBka e HajuyHa Ha Bcuuku e3ui Ha EC/EUIT Ha yeGcaiita Ha EBporieiickara areHIus mo
JIEKapCTBaTA.

ITocouenara mo-a0Jy I/IH(l)OpMaIII/IH € NMpeJIHasHaYeHa caMo0 3a MEIUIIUHCKHA CIICIIUATUCTH:

[punaraiire Nuvaxovid HHTpaMyCKYJIHO, 3a TIPEANOYUTAHE B IS TOBUIHUS MYCKYJl HA TOpHATA YacT
Ha pbKaTa, KaTo JBE 03U Ipe3 3 CeaMULU.
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Bycrep no3za Nuvaxovid moske fa ce ocTaBy IpUOIM3UTENHO 6 Mecela Cliel BTopara [10o3a Py JIuIa
Ha BB3pacT 18 u moBeue roguHm.

IIpocnenumoct

3a fa ce moio0pu MPOCISTUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO M MAPTHIHUAT
HOMEp Ha MPITOKEHUS MPOTYKT TPsOBa SCHO J1a CE 3aIrCBarT.

HHCcTpyKIIUM 3a pa60Ta " IIPHUIJIOKCHHUC

He uzmon3Baiite Ta3u BakCHHA CJIe]l CPOKa Ha TOJHOCT, OTOENsI3aH BBPXY €TUKETa Ciex ,,l oHa 10,
CpOKBT Ha TOAHOCT OTTOBAPSI HA MOCJIEIHUS JICH OT MOCOYCHUS MECEII.

C Ta3m BakcHHA TPsAOBa 1a pabOTH MEAWIIMHCKN CIICITHAINCT, KaTo IpHjIara acenTiIHa TeXHUKa, 3a 11a
Ce rapaHTHpa CTepUIIHOCTTA Ha BCSAKA J103a.

ITloozomoska 3a ynompeba:

e Baxkcunara ce mpeuiara rotoBa 3a ynorpeoa.

e HeotBopenara BakcuHa TpsiOBa J1a ce chxpansBa B xnanuiHuk (2°C — 8°C) u 1a ce chxpaHsiBa
BBB BBHHIIIHATA KapTOHEHA ONAKOBKa, 3a J1a Ce MPEIa3u OT CBETINHA.

e Henocpezacteeno npenu ynorpeba usBajere (GpaakoHa ¢ BAKCHHATa OT KAPTOHEHATa OMaKOBKa
B XJIaAWJIHUKA.

e 3ammmiere JaraTa M 4aca Ha U3XBBPIIHE BbPXY €THKETa Ha (uakoHa. Jla ce n3momnssa B
paMKuTe Ha 6 4aca ciie]] TbPBOTO MPoOMBaHe Ha (IaKoHa.

IIposepeme ¢hnaxona:
e BHUMaTEIHO 3aBbPTETE MHOT'0JI030BHS (DJIAKOH MIPEIU M MEXK/TY BCSIKO M3TETIIsIHE HA no03a. He
pa3kiamanre.
e Bceku MHOT0/1030B (pI1akoH ChABPrKa OE3IBETHA JI0 JIEKO JIEKO JKBJITa, OUCTpa JI0 JIEKO
OTIAJIECIICHTHA JIUCTIEPCHUSL.
e [Ipenu npunoxeHue orjieaanTe ChAbPKAHUETO Ha (IaKOHA 32 BUAUMH YaCTUIIH H/HITH
mpoMsiHa Ha nBeta. He mpuiaraiite BakCHMHaTa IIpU HAJIMYKE HA TaKUBA.

Ipunosxceme eaxcunama:

e BbB Bceku (prakoH ce Chbpika UIJNHUIILH, 32 JIa Ce TAPAHTHPA, Y€ MOXKE J]a Ce M3TETITU
MakcumaiHus 6poii ot aecet (10) go3u mo 0,5 ml.

e Bcska no3a ot 0,5 ml ce u3Teris ¢he CTepUIIHA UIJIa U CTEPUIIHA CIIPUHIIOBKA M CE MpHUJIara
KaTO MHTPAMYCKYJIHA MHXKEKIIUS, 3a MPESANOYUTAHE B JICITOBUIHUS MYCKYJI B TOpHATa 4acT Ha
pbKara.

e BakcuHaTa He TpsiOBa Jla ce CMeCBa ¢ APYTM BAKCUHH WITH JICKAPCTBEHU MPOYKTH B
€/IHa ¥ ChIlla CITPUHIOBKA.
e He crOupaiite BakcHHA OT HAKOJIKO (pIlakoHa, aKo € OCTaHaNa TaKapa.

Covxpanernue cied nvpeomo npobusaue ¢ ueia:
e Nuvaxovid He chabpKa KOHCepBaHT. ChXpaHaBaiiTe OTBOPeHUS (DJIAKOH MIPH TEMIIEpaTypa OT
2°C no 25°C mo 6 yaca cnen mbpBOTO MPOOUBAHE.

Hsxevprane:
e Ta3u BakcuHa TpsAOBa Ja ce U3XBBPJIM, aKO HE CE U3IIOJI3BA B pAMKHUTE HA 6 Yaca ciell TbPBOTO
poOMBaHe Ha (JIaKOHA, BIXKTE TOYKA 6.3.

Hsxevprane

e Hewusnomspanusr JICKAPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HETO Tpﬂ6Ba Ja Cce
U3XBBPJIAT B CbOTBETCTBUEC C MCCTHUTC U3UCKBAHUS.
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