KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

vTO3I/I JIEKapCTBEH MPOAYKT TOJICKH Ha JOMBIHUTEIIHO HAOM0eHre. ToBa 11e mo3Boau 0bp30To
yCTaHOBsIBaHE Ha HOBa MH(OpPMAaIIKsA OTHOCHO Oe3omacHOCTTa. OT MEIUIIMHCKUTE CICILIMATUCTH Ce
M3KCKBA J]a ChOOIIABAT BCSIKA MTOA03MpPaHa HeKeJlaHa peaknys. 3a HaunHa Ha ChoOIaBaHe Ha
HEXKeJIaHW PEaKIuK BIDKTE Touka 4.8.

1. HUME HA JTEKAPCTBEHMUS ITPOAYKT

Comirnaty Omicron XBB.1.5 10 Mmukporpama/n03a KOHIICHTPAT 3a HHXKEKIIMOHHA TUCTIEPCHS

uPHK Bakcuna cpeury COVID-19 (aykineo3unHo Moguduunupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIUYECTBEH CBbCTAB

ToBa e MHOT0/1030B (DJIAKOH C OpAaHKEBO Kallaue U ChAbP)KaHUETO My TpsIOBa Jla ce pa3peau mpean
ynorpe0a.

Enwun ¢naxon (1,3 ml) ceabpxa 10 no3u no 0,2 ml ciien paspexaane, BIKTe TOUKd 4.2 1 6.6.

Enna no3a (0,2 ml) ceaspxa 10 mukporpama pakcrosunamepan (raxtozinameran), uPHK Bakcuna
cpemry COVID-19 (BkitoueHa B JTUMHIHA HAHOYACTHIIN).

Pakcro3nHamepaH e emHOBepIKHA, 5’ -kenpaHa nHGopmarmonHa PHK (nPHK), mpousBenena ¢
U3M0JI3BaHe Ha Oe3kieThuHa iN Vitro TpaHckpumiws ot choTBeTHHTe JIHK-MaTpHIg, Koxupanu

BupycHus S (spike) mporenn Ha SARS-CoV-2 (Omicron XBB.1.5).

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIECTBA BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

KoH1eHTpaT 32 MHKEKIIMOHHA JUCTIEPCUs (CTEPUIICH KOHIICHTPAT)

Bakcunara nipejicraBisaBa 0s1a 10 moutH Osuta 3ampasena aucuepcus (pH: 6,9 — 7,9).

4, KJIMHUYHU JAHHHU

4.1 TepanmeBTHYHM MOKA3AHMSA

Comirnaty Omicron XBB.1.5 10 mukporpama/no3a KOHIIEHTPAT 338 HHXKEKIIMOHHA IUCIIEPCHS €
[OKa3aHa 3a aKTUBHA MMYHH3AIHs 32 TpeBeHIms Ha 3abosiBanero COVID-19, npuunHeHOo oT
SARS-CoV-2, na nera Ha Bb3pact 5 a0 11 rogunmu.

VYnorpebara Ha Ta3u BaKCHHA TPsIOBA Ja € B ChOTBETCTBHE C OQUIHATHUTE MPETOPHKH.

4.2 Jlo3upoBKa M HAYUH HA MPHIIOKEHHE

Jlo3upoBka

Heya na eév3pacm 5 0o 11 200unu (m.e. Ha 6v3pacm 5 00 noo 12 2o0unu)

Comirnaty Omicron XBB.1.5 10 mukporpama/no3a ce npuiara HHTPaMyCKYJIHO CIIE]] pa3perkaaHe

KaTo enuHUYHA 7032 oT 0,2 ml Ha neua Ha BB3pacT 5 70 11 roguHu, HE3aBUCUMO OT NPEAULITHUS
BakcuHanuoHeH cratyc 3a COVID-19 (Bx. Touku 4.4 u 5.1).

1
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Ha muria, koo nipean ToBa ca O BakCHHHMpaHu ¢ BakcuHa cperry COVID-19, Comirnaty Omicron

XBB.1.5 Tps6Ba na ce nmpuiiara Hali-Maliko 3 Mecela ciie]| mocieaHara qo3a Bakcuna cpenry COVID-
19.

Teacko UMYHOKOMNPOMEMUPAHU TUUA HA 8b3PACH 5 U noseye 200UHU

Ha nura, KouTo ca TeXKO HIMyHOKOMITPOMETUPAHH, JOITBIHUTEIHH JJO3U MOXKe J1a Ce Mpujiarat
CBIIIACHO HALMOHAIHUTE TPEIOPBKHY (BXK. Touka 4.4).

Comirnaty Omicron XBB.1.5 10 mukporpama/no3a Tps0Ba a ce nmpuiara camo InpH Jiena Ha Bb3pacT
5 no 11 roauuu.

Heduamputma nonyaayus

[pexnarar ce meanaTpUYHMU JIEKApCTBEHN (POPMH 3a KbpPMadeTa U Jiella Ha Bh3pacT 6 Mecena 10
4 roguau. 3a noxpobHa uHpOpMAaLKs, MOJIS, BUXKTE KpaTKaTa XapakTePUCTHKA Ha MPOIYKTa 3a
CBHOTBETHUTE ChCTaBH.

bezonacHocTTa C(l)I/IKaCHOCTTa Ha BaKCHUHATA IIpU KbpMa4d€Ta Ha Bb3pacCT 11O 6 MEcC€1a BCC OIS HE
Ca YCTAaHOBCHHU.

Hauun Ha OPHUITOKCHUC

Comirnaty Omicron XBB.1.5 10 mukporpama/no3a KOHIIEHTPAT 33 MHXKEKIIMOHHA TUCIIEPCHS TPAOBa
Jla ce TpHIara MHTPaMyCKyIIHO Cliell paspeskaane (Bxk. Todka 6.6).

Cren paspexnaane paakonure Comirnaty Omicron XBB.1.5 ceaspikat 10 1o3u BakcunHa mo 0,2 ml. 3a
na ce u3teraar 10 103u OT eauH (UIakoH, TPSOBA Ja ce U3I0JI3BaT CIPUHIIOBKU M/MJIU MIJIH C MalIbK
(Hewsnon3BaeM) MBPTHEB 00eM. KoMOMHAIMATA OT CIIPUHIIOBKA U UTJIa ¢ MATEK MBPTHB 00eM TpsiOBa
Jla IMa MBPTHB 00€M HE TIO-TOJISIM OT 35 MUKPOIUTPA. AKO C€ M3MOI3BAT CTAHAAPTHH CITPUHIIOBKU U
UIJIK, MOXKE Jla HAMa J0CTaThb4yeH 00eM 3a u3TerisHe Ha 10 1o3u oT enuH ¢uiakoH. HesaBucumo ot
BHJIa Ha CIIPUHI[OBKATA U UrjIaTa:

. Bceska no3a tpsabBa na ceabpika 0,2 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJIaKOHA BaKCHHA HE MOXeE Ja JOCTAaBU €lHA LsIa 1032
ot 0,2 ml, u3xpwpuere ¢GiakoHa U U3TUITHUS 00EM.

o He cpOupaiite M3nuIIbIKTE BAKCHHA OT HAKOJKO (hIaKoHa.

[IpeanounTaHoTo MSICTO € NENTOUIHUAT MYCKYJl B TOpHATa 4acT Ha phbKara.
He nmxekTupaiite BakCHHaTa HHTPABACKYJIApHO, TIOJKOKHO MM MHTPAIEPMAaJTHO.

Bakcunata He Tps0Ba Jja ce cMecBa B €/1Ha U ChIla CIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBEHH
POy KTH.

3a mpenrnasHUTe MEPKH, KOUTO TPsOBa Jja OBIaT B3E€TH MPEAH MPIIIOKEHHE HAa BAKCHHATA, BUKTE
Touka 4.4.

3a yka3aHus OTHOCHO pa3MpassBaHeTo, paboTaTa U U3XBBPIISIHETO Ha BAKCHHATA BUKTE TOYKA 6.6.
4.3 TIIpoTuBOMOKA3aAHHUS

CBpPBXYIyBCTBUTEIIHOCT KbM aKTHBHOTO BEIIECTBO MJIA KbM HIKOE OT IIOMOIIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.
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4.4  Chneuuaj Hu mpexynpeskaeHus U NMpeana3Hu MeEPKU NPH ynoTpeda

IIpocnenumoct

3a fma ce moIo0pH MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U MAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSIOBA SICHO J1a CE 3arMCBarT.

OO011 TPENOPHLKHU

CGD'b)C‘lVGCWlGquEJZHOCWl u ClHCld)MJZaKC‘u}Z

Mma cpobimeHus 3a chOUTHS Ha aHadwIakcus. BuHaru Tps0Ba ga uMa Ha pa3oIoKeHUE TIOIXO A0
MEMIIMHCKO JICYCHHUE U HAOJII0ICHUE B CyYail Ha aHa(DUIaKTUYHA PeaKIys CIIe]] MPUIOKECHUE Ha
BaKCHHATa.

[IpenopbuBa ce BHUMATEIIHO HAOJIIOICHUE B ITPOAB/DKCHUE HAa Hall-MaJko 15 MUHYTH clie[
BakcuHanusATa. He TpsOBa /1a ce mpuiiara ciieBaiia 03a OT BAKCHHATA Ha JIIIA, TIOTY YN

aHaduIakcus cien npeauimaa go3a Comirnaty.

Muoxapoum u nepuxapoum

ChIiecTBYBa MOBHIIEH PUCK OT MHUOKAP/UT U MEPUKAPAUT ciey BakcuHarms ¢ Comirnaty. Te3u
3a00JIIBaHUSI MOTAT JIa CE Pa3BUAT JI0 HAKOJIKO JTHU CJIC/l BAKCUHAIUATA U HACTHITBAT MPEAUMHO B
pamkute Ha 14 qau. Te ca HaOIrOAaBaHU MO-YECTO CJIEN BTOpaTa BAKCHHAIUS U ITO-YECTO TPHU TI0-
MJIaau MBXkKe (BK. Touka 4.8). HanudaanTe JaHHN MOKa3BarT, 9€ B IOBEYETO CIIyYad HACTHIIBA
BB3CTAHOBsIBaHE. B HKOM CiTydau ce Hajara MmoJyibp)KaHe ¢ HHTCH3UBHU TPKH U UMa HaOII01aBaHu
CITyYad C JIETaJICH U3XO7.

MeauIMHCKHUTE CIeUAINCTH TPsOBa 1a ObaaT OAMTEHY 33 IPU3HALIUTE ¥ CHMITOMUTE Ha
MUOKapIUT U IEpUKApANT. BakcnHupaHuTe muia (BKIOYUTEITHO POAUTEINTE WA OOTPHIKBAIIIUTE
TuIa) TpsaOBa 1a ObJaT MHCTPYKTUPAHH J1a IOTHPCAT He3a0aBHO METUITMHCKA ITOMOII], aKO Pa3BHSIT
CHMITTOMH, TTOKA3aTETHH 32 MHOKAPIUT W TEPUKAPANT, KaTo (0CTpa U MPOIBIDKUTETHA) 00JIKa B
T'bPANUTE, 33]IyX WIN NAJINUTALMHU CJIe]] BAaKCUHALIAATA.

MeaUIMHCKHUTE CICUAINCTH TPSOBa 1a HAPaBAT CIpaBKa ¢ PhKOBOJICTBATA W/HUJIM CIICIIUAIMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

Peakuuu, C68bP3AHU C NMPEBOHCHOCI

B®B BpB3Ka ChC caMust MPOIIEC HA BAKCHHAIIMS MOTAT J1a Bb3HUKHAT PEaKIIUi, CBhP3aHu C
TPEBOXKHOCT, BKIFOUUTEITHO BA30BAraTHN PEAKIINHU (CHHKOI ), XUTICPBCHTHIIAIUS WA PEAKIHH,
CBBP3aHU ChC CTpeca (HaIp. 3aMastHOCT, MAJIUTAIINN, YCKOPEeHa ChpJieuHa YeCcToTa, TPOMEHHU B
KPBBHOTO HaJATaHE, MapecTe3ns, XUIecTe3us M U3NoTsABaHe). Peakiunre, CBbp3aHu ChC CTpeca, ca
NPEXOJHU M OT3BYYaBaT OT caMo cebe cu. Xoparta TpsiOBa 1a ObAaT MOChBETBAHMU 12 HH)OPMUpAT 3a
TE3W CUMIITOMH BaKCHHHPAIINS TH 32 OI[CHKa. BayKHO € J]a ce B3eMart Mperna3Hi MEpKH, 3a Ja ce
NpPEeIOTBPATH HAPaHsIBAHE OT MPHUITaJIaHe.

Cbnbmcmeawo sabonssamne

Bakcunanusara TpsiOBa J1a ce OTJIOKH MPH JHLA, CTPAAALIN OT OCTPO TEXKKO (pedpriiHo 3abonsiBane
win octpa uHpekuus. Hanmuuuero Ha yieka nH(EKIUs 1/Wii HEBUCOKa TeMIlepaTypa He Tps0OBa 1a
CTaBa IPUYMHA 3a OTJaraHe Ha BaKCHHALIUATA.
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Tp0M60uum0neHu;z U HApYuerHuAa Ha Kpveocvcupearnemo

KakTo nipu qpyry M”HTpaMyCKYJITHH WH)KEKIMH BaKCHHATA TPSOBA J1a Ce MpHiiara BHUMATEITHO MPH
JIUIIA, TIOyYaBalld aHTUKOATyJIaHTHA TePAIUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapyIlIeHHEe Ha KPhbBOCKCHUPBAHETO (KaTo XeMO(QWIHNs), Thi KAaTO MPH TE3H JIUIIA MOTAT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJIHO TIPHIOKEHUE.

Hmynoxomnpomemupanu auya

EdukacHoctTa 1 6€30MacHOCTTa Ha BAKCMHATA HE Ca OLEHEHH MPU UMyHOKOMITPOMETHPAHH JIHIIA,
BKJTIOUHTEITHO TE3H, MOTyYaBallyd UMyHocynpecuBHa Tepanus. Edukacroctra Ha Comirnaty Omicron
XBB.1.5 moxe na € mo-HucKa Py IMYHOKOMITPOMETHPaHH JINTIA.

HDO()'b]ZJfCMme]ZHOCm Ha 3awumama

HpOI['bJDKI/ITCHHOCTTa Ha 3aimuraTra, IpeaocTtaBsiHa OT BAaKCHMHAaTa, HE € U3BCCTHA, ThHi KaTO TS BCE OIIE
CC OMMpPEACiid B TCKYIIH KIIMHUYHHA IMTPOYyYBAHUS.

OZDCZHL[’!@HL!}Z Ha ed)ekmueyocmma HA eaKkcunama

Kakro npu Bcsika BakcuHa, BakcuHanuaTa ¢ Comirnaty Omicron XBB.1.5 moske 1a He 3aIllUTH BCUYKH
BaKCHHUpPaHH. BakCHHUPaHNUTE MOXKE J1a HE Ca HAIThJIHO 3aIlUTEHH 10 7-MUs JCH ClIe]] BAKCHHAIIMATA.

45 B3aumoaeiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (OpMHU Ha B3auMoJelcTBHE
He ca npoBexianu mpoy4YBaHus 32 B3aUMOJICHCTBUSTA.
CorbreTBanioTo npuiokenne Ha Comirnaty Omicron XBB.1.5 ¢ apyru BakcuHM HE € IPOYUCHO.

4.6 @epruiauTeT, )PEMEHHOCT H KbPMEHe

BpemenHocT

Bce omre nuncat nanHu oTHOCHO ynorpedara Ha Comirnaty Omicron XBB.1.5 no Bpeme Ha
OpeMEHHOCT.

Bce nak roisim 06emM JaHHU, OTYYEHH OT HAOIIOACHHETO HAa OpeMEHHH JKEHH, BAKCUHUPAHU C
I'BPBOHAYATIHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty npe3 BTOpUS M TPETHsI TPUMECTHD, HE
MOKa3BaT yBeJIMYaBaHE HA ClydyanTe Ha OPEMEHHOCT ¢ He)ellaH u3xoJl. Makap ue TJaHHUTE 33 U3XO]1
0T OPEMEHHOCTTa CJie/l BAKCHHALIUS, TPOBEIeHa [0 BpeMe Ha IbPBHS TPUMECTBP, IOHACTOSIIEM Ca
OrpaHUuEHH, HEe ce HAaOJI01aBa MOBHUILEH PUCK OT CIIOHTaHeH abopT. [IpoyuBaHusTa mpu )KMBOTHHU HE
MOKa3BaT MPEKH MM HEMPEKU BpEIHU e(DeKTH, CBbp3aHH ¢ OPEeMEHHOCTTA,
eMOPHOHATHOTO/(hETATHOTO pa3BUTHE, PAKJAHETO MITH MMOCTHATATHOTO pa3BuTHe (BK. Touka 5.3). Bb3
OCHOBa Ha HAJIMYHUTE JAHHU MPU JPYTH BapuaHTH Ha BakcuHata, Comirnaty Omicron XBB.1.5 moxe
Jia ce Tpuiiara 1o BpeMe Ha OpeMEeHHOCT.

Kopmene

Bce orrie numicBar gqaHau OTHOCHO yrioTpebaTta Ha Comirnaty Omicron XBB.1.5 B meproaa Ha
KbpPMCHE.

Bce nak He ce oyakBat e(peKTH P KbPMEHU HOBOPOJICHW/KbpMaydeTa, Thil KATO CHCTEMHATa
eKCITO3UITHs Ha BaKCHHATA ITPH KbpMadKaTa € He3HaunTelHa. JJaHauTe oT HaOII0ACHUETO Ha JKEHH,
KOUTO Ca KbPMEJIH CJIe]] BAKCUHAIIMS C ITbPBOHAYAITHO pa3pelieHara 3a ynotpeda Bakcuaa Comirnaty,
HE MMOKa3BaT PUCK OT HEeXellaHu eeKTH MPU KbPMEHU HOBOPOIcHH/KbpMadeTa. Comirnaty Omicron
XBB.1.5 moxe na ce mpuiara B epuojia Ha KbpMeHe.
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DepTunurer

[IpoyuBanusTa MpH )KUBOTHU HE TIOKA3BAT MPEKH WIH HETIPEKH €EeKTH, CBbP3aHU C PEPOAYKTUBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 EdexTn BbpXY CIOCOOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHU

Comirnaty Omicron XBB.1.5 He moB/vsiBa UK TOBJIKSABA TPEHEOPEIKUMO CIIOCOOHOCTTA 32
modupane U paboTta ¢ MaliMHU. Bee mak HIKou oT eeKTUTE, MOCOUYEHHU B TOUKa 4.8, MOraT BpEMEHHO
Jla TIOBJHSAT CIIOCOOHOCTTA 3a Mmodupane win paboTa ¢ MaluHU.

4.8 Hexenanm JiekapcTBeHH peaKluu

Pesrome Ha mpodumia Ha Oe30macHOCT

W3BoauTe 1Mo oTHOIIeHKE Ha O6e3omacHoctTa Ha Comirnaty Omicron XBB.1.5 ce ocHoBaBar Ha
JTAHHWUTE 3a OE30IMaCHOCT Ha MpeauIIHuTe BakcuHU Comirnaty.

Comirnaty

Heya na eév3pacm 5 0o 11 200unu (m.e. Ha 6v3pacm 5 00 nod 12 2o0unu) — cieo 2 0o3u

B Ilpoyusane 3 o6mio 3 109 nera Ha Bp3pacT 5 10 11 roauHu ca MoNy4YHaId Hal-MaikoTo 1 1o3a oT
ITBPBOHAYAJIHO pas3pelreHara 3a ynorpeda sakcuaa Comirnaty 10 pg u o6mo 1 538 mena ma Bp3pact 5
1o 11 rogunu ca monyumin miarne6o. KeM MoMeHTa Ha aHann3a Ha dasa 2/3 Ha [IpoyuBane 3, ¢
JIaHHHM JI0 ]aTaTa Ha 3aKiouBaHe Ha ganHute 20 mait 2022 1., 2 206 (1 481, nomyuwmnu Comirnaty

10 ug, u 725, nonyuniu miamebo) Aema ca mpociaeasBaHu B IPOIbDKEHUE HA > 4 Mecela ciief
BTOpATa J103a B MIAc00-KOHTPOIIMPAHUS 3aCiCIeH Mepuo Ha mpociensBade. OleHKaTa Ha JTaHHUTE
3a 6e3omacHocT B [IpoyduBane 3 mpoapirkasa.

OO6uwmsar npodun Ha GezonacHocT Ha Comirnaty mpu y4acTHHIM Ha Bb3pacT 5 1o 11 rogunu e
noo0eH Ha HaOIroAaBaHKs IPU YYaCTHHULIM Ha BB3pacT 16 u noBeye rogunu. Hail-uecture Hexenanu
pEeaKIK IpH Aela Ha Bb3pacT 5 10 11 roanHu, KOUTO ca MOTyduiIn 2 103H, ca O0JIKa Ha MACTOTO Ha
umkekTupane (> 80%), ymopa (> 50%), rmaBo6onue (> 30%), 3auepBsBaHe U IMOAYBaHE HA MSCTOTO
Ha uHKektupane (> 20%), muanrus, Brpucane u auapus (> 10 %).

leya na ev3pacm om 5 0o 11 2oounu (m.e. om 5 00 noo 12 2oounu) — cied 6ycmep 003a

B nmoarpyna na [IpoyuBane 3 00mo 401 nema Ha BB3pacT oT 5 10 11 rogunu nomyuuxa Oycrep g03a
Comirnaty 10 ng Haii-manko 5 Mecena (nuamna3oH ot 5 10 9 Mecena) ciell 3aBbpIlBaHe Ha TbPBUYHATA
cepusi. AHaNMU3bT Ha moArpynara ¢asa 2/3 Ha [Ipoyusane 3 ce ocHOBaBa Ha JaHHU [0 AaraTa

22 mapt 2022 r. (MearaHa Ha BPEMETO 3a Mpocieaspane ot 1,3 mecera).

OO6uwmsT npoduin Ha Oe3omacHOCT 3a OycTep Jo3ata € Tog00eH Ha HaOmoJaBanHs Clie/l MbPBUYHUS
Kypc. Hail-uecTuTe He)xenmaHu peakIuy IpH Aeria Ha Bb3pacT oT 5 10 11 rogunu ca 601Ka Ha MSICTOTO
Ha umkektupane (> 70%), ymopa (> 40%), rnaBobonue (> 30%), Muairus, BTpUcane, 3a4epBsBaHe U
HO/yBaHe Ha MSCTOTO Ha WHXKekTupane (> 10%).

IOnowu na év3pacm 12 0o 15 200unu — cred 2 0osu

[Ipu ananu3 Ha JaHHKUTE OT ABIATOCPOYHOTO MpociesBane 3a OezonacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcunupanu ¢ Comirnaty u 1 129, noxyunnu mare6o) ca Ha Bb3pact 12 10
15 roguuu. Ot 11X 1 559 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, moay4yuiy mianedo) ca
HpOCIeAsBaHM B IPOABIDKEHNE HA > 4 Mecena cie]] Bropara fo3a. OneHkara Ha JaHHUTE 3a
6e3onacHoct B [IpoyuBane 2 npoabkasa.

OO0t npodui Ha 6e3omacHocT Ha Comirnaty nMpu FOHOIIM HA Bb3pacT 12 1o 15 roguHu e nogo0eH

Ha Ha6J'IIO,Z[aBaHI/I$I IIpU y49aCTHHUIHW HA Bb3pacT 16 u moBeue T'OOWHH. Haii-uecture Hexxenanu peakuun
IIPpU FOHOIIU Ha BB3PaCT 12 a0 15 TOAWHU, MMOJTYYUIIA 2 034, ca 0oJlKa HA MACTOTO Ha HWHKXCKTHPAHC
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(> 90%), ymopa u rmaBodosue (> 70%), muairus u Brpucane (> 40%), apTpairus U MHPEKCHs
(> 20%).

Yyacmuuyu na ev3pacm 16 u noseue 200unu — cieod 2 003u

B Ilpoyusane 2 06110 22 026 ydacTHHUIM HA Bb3pacT 16 WK MOBeY€e FOJUHM Ca TOTYYHIN Hal-
mankoTo 1 no3a Comirnaty 30 pg u o6mio 22 021 yyacTHUIM Ha BB3pacT 16 Win noBeye roguHu ca
noyTydrud 1iare6o (Brmrountenno 138 u 145 ronomm Ha 16- u 17-Trogunmaa Bb3pacT ChOTBETHO B
rpymara ¢ BakCMHaTa 1 rpynara c miane6o). O6mo 20 519 yyactHunm Ha Bb3pacT 16 unm moseye
rouHu ca noixyuwiu 2 o3 Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBaHe 2 ¢ naTa Ha 3akiato4yBaHe Ha naHHUTe 13 mapt 2021 r. 3a
1ane00-KOHTPOIMPAHUS 3acyielieH IEPHo Ha pociesiBaHe 0 JaTUTE Ha pa3ciensBaHe Ha
yuacTHHIHTE, 00110 25 651 (58,2%) yuactaunu (13 031, momyuwmmu Comirnaty, u 12 620, momyduiu
miare60) Ha Bb3pacT 16 u moBede rOAMHHM ca MPOCIeAsIBaHN B IPOIBDKEHUE Ha > 4 Mecena cien
BTOpaTa no3a. Tosa Brmousa 06mio 15 111 (7 704, nomyuyniu Comirnaty, u 7 407, mony4yuiu
anedo0) y4acTHUIHM OT 16- 10 55-roaumina Be3pact u o6mmo 10 540 (5 327, monyunnu Comirnaty, u
5 213, nmonyuniu miamnedo) y4aCTHUIIM Ha Bb3pacT 56 U MOBeYe FOJUHHU.

Haii-uecture HexenaHu peakMy MPH YYaCTHUIMTE Ha BB3pacT 16 U oBeve roMHH, 0Ty HIIH

2 103w, ca 00JIKa Ha MSICTOTO Ha MHXekTupane (> 80%), ymopa (> 60%), rmaBodomue (> 50%),
muanrus (> 40%), srpucane (> 30%), aptpanrus (> 20%), TUpEeKCHUs U MOyBaHE Ha MICTOTO Ha
umkekTupane (> 10%) 1 0OMKHOBEHO ca JICKH WM YMEPEHH 110 MHTEH3UTET U OT3BydYaBaT B PAMKUTE
Ha HKOJIKO THU CJIe]] BAKCHHAIMATA. MaJIKO MO-MaJjika 4ecToTa Ha ChOUTHSATA Ha PEaKTOTCHHOCT Ce
CBBP3Ba C MMO-TOJISIMA Bb3PaCT.

[Ipodunpt Ha Ge30macHOCT npu 545 yyacTHUIM HA BB3pacT 16 U moBede roANHHA, BAKCHHUPAHU C
Comirnaty, kouTo ca 6unu ceporo3uTuBHHU 32 SARS-C0V-2 Ha W3X0AHO HUBO, € MOJI0OCH Ha
HaOJIroaBaHKs pY 00ILIaTa HOMyJIanus.

Yuacmuuyu na évspacm 16 u nogeyve 200unu — cied 6ycmep 003a

Enna moxarpymna yyactauiy BsB ¢asa 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pacT 18 1o

55 roauHM, 3aBBPIIMIN TBPBOHAYATHHSA 2-71030B Kypc ¢ Comirnaty, ca moixy4miu OycTep go3a
Comirnaty npubnusutenHo 6 mecena (auanasoH 4,8 1o 8,0 mecera) cien Jlosza 2. Karo 11510, mpu
YYACTHUIUTE, KOUTO ca MOIYyYWIH OycTep 03a, MeJraHaTa Ha BPEMETO Ha MpociieisiBaHe €

8,3 mecena (muanazon 1,1 mo 8,5 mecena), a 301 yvacTHHIN ca pOCTeASIBaHA B IPOABIKEHUE HA
>6 Mecena cires] Oyctep /1o3ara 70 AaTara Ha 3aKifouBaHe Ha qaHanuTe (22 HoemBpu 2021 r.).

OO0musAT mpodu Ha 6€30MacHOCT 3a OycTep Jo03ara ¢ MoA00eH Ha HaOIroAaBanus cief 2 po3u. Haii-
YECTHTE HEXKEITAHU PEAKIMY NIPY YYACTHHUIIUTE HA Bh3pacT 18 10 55 roxuHu ca 6oika Ha MACTOTO Ha
umkekTupane (> 80%), ymopa (> 60%), rmaBobomnme (> 40%), muanrus (> 30%), BTprcane u
aprpanrus (> 20%).

B IIpoyuBane 4, mnane60-KOHTPOIUPAHO MPOyUYBAHE C MPHIOKEHNE HAa OycTep 1032, YIaCTHULM Ha
BB3pacT 16 1 moBede roauuu, Habpanu ot [Ipoyusane 2, ca momyuniau 6ycrep mo3a Comirnaty

(5 081 yyactauum) nim mwiane6o (5 044 yyacTHUIIN) Hal-Manko 6 Mecela ciie/l BTopaTa 103a
Comirnaty. Kato usio, mpu yyacTHULIKTE, KOUTO ca MOMY4YHiId OycTep 1032, MeInaHaTa Ha BpEMETO
Ha mpocieasBaHe cien OycTep 03aTa B 3aC/IENCHIU [U1ae00-KOHTPOIMPaH IEePHO/] Ha IIPOCiIe/sIBaHe
JI0 JaTaTa Ha 3aKiouBaHe Ha naHHuTe (8 deBpyapu 2022 1.) e 2,8 Mecena (quamnaszon 0,3 10

7,5 mecena). Ot Tsx 1 281 yuactauum (895, Bakcuaupanu ¢ Comirnaty u 386, nonyunnu miane6o) ca
MPOCIIeIiBaHu B MPOIbIDKEHHE Ha > 4 Mecena ciiesl Oycrep no3ara Comirnaty. He ca ycraHoBeHH
HOBH HE)XeJlaHU peakuuu Ha Comirnaty.

bycmep 0o3a cred nvpsuyna eaxcunayus ¢ opyea paspeuiena 3a ynompeba eaxcuna cpewsy COVID-19
B 5 me3zaBucumu npoydBaHms 3a yroTpedara Ha 6yctep mo3a Comirnaty mpu JuIa, 3aBbPITAIN
I'bPBUYHA BaKCHHAIIMS C Apyra pa3pelieHa 3a ynotpebda Bakcuna cpemy COVID-19 (xereponoxna
OycTep 103a), HE ca YCTAHOBCHU HOBH JIJAaHHHM, CBBP3aHU ¢ Oe3omacHocTTa (BXK. Touka 5.1).
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Aoanmupana Comirnaty cpewy Omicron

Heya na év3pacm 5 0o 11 200unu (m.e. Ha 8v3pacm 5 00 noo 12 2o0unu) — cred bycmepa (vemevpma
dosza)

B moarpyma ot Ipoyusane 6 (®Pasza 3) 113 yuactauny Ha BE3pacT 5 10 11 rogunm, 3aBbpIIdim
BakcuHalus ¢ 3 no3u Comirnaty, ca moxy4uin Oycrep (deTBbpTa q03a) Comirnaty Original/Omicron
BA.4-5 (5/5 pg) 2,6 no 8,5 mecena cnen [loza 3. YuacTHHIIMTE, NOTYyYHIN OycTep (YETBBPTA 1032)
Comirnaty Original/Omicron BA.4-5, ca uManu Tiepro 1 Ha IpociieAsBate ¢ MeIHaHa Hal-MajIKo

1,6 mecena.

OO6uwmsaT npoduin Ha OezomacHOCT 3a Oycrepa (ueTBbpTa Ho3a) Comirnaty Original/Omicron BA.4-5 e
noJJ00eH Ha TO3H, HaOMoJaBaH ciiest 3 103u. Hali-uectute HeskellaH! peakiuy MPH YYaCTHUIIH Ha
BB3pact 5 110 11 roauHu ca 0oiKa Ha MSICTOTO Ha MHXKeKTUpaHe (> 60%), ymopa (> 40%), rmaBobomue
(> 20%) u 6onka B Mmyckymute (> 10%).

Yuacmuuyu na év3pacm 12 u noseue 2oounu — cied o6ycmep ooza Comirnaty Original/Omicron
BA.4-5 (uemsvpma 0o3a)

B noarpyna ot [IpoyuBane 5 (Pa3za 2/3) 107 yuactHuim Ha Bb3pact 12 1o 17 rogunan, 313 ydacTHUIM
Ha BB3pacT 18 1o 55 rogunu u 306 yyacTHUIM HA BB3pacT 56 U IoBeUe TOIUHH, 3aBPIIIN
BakcuHauus ¢ 3 no3u Comirnaty, ca mosmyumiu Oycrep (ueTBbpra n1o3a) Comirnaty Original/Omicron
BA.4-5 (15/15 pg) 5,4 no 16,9 mecena ciex Jlo3a 3. YuactHUIMTE, MOTyUIH OycTep (Y€TBBPTA 1032)
Comirnaty Original/Omicron BA.4-5, ca uManu rnepuo Ha npocIieissBaHe ¢ MeIiaHa Hai-MaiKko

1,5 mecena.

OO0wmuaAT npoduit Ha Ge30macHOCT 3a Oycrepa (deTBbpraTa q03a) Comirnaty Original/Omicron BA.4-5
e mojo0eH Ha To3u, HabronaBaH cieq 3 no3u. Hali-uecTuTe HexXeIaH! peakiuy pH YIacTHUIY Ha
Bb3pacT 12 u moBeue roguHu ca 00JKa Ha MCTOTO Ha HHXKEKTHpaHe (> 60%), ymopa (> 50%),
rnaBoboiue (> 40%), 6osika B myckysute (> 20%), Brpucane (> 10%) u 6onka B ctaBute (> 10%).

CrrchbK Ha HEe)XEJIaHU PeaKklMy OT KIMHUYHY u3nuTtBanusg Ha Comirnaty u Comirnaty
Original/Omicron BA.4-5 u ot noctMapkeTuHrosus onut ¢ Comirnaty, Opy JIMIA HA BB3PACT 5 U
[IOBeYE FOJAMHM, B TAOJIMYEH BUL

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-goJy,
CBIVIACHO CJIICIHUTE KaTCTOPHHU 110 YECTOTA:

Msuoro uectu (> 1/10),

Yecrtu (> 1/100 no < 1/10),

Heuectn (> 1/1 000 1o < 1/100),

Penxu (> 1/10 000 go < 1/1 000),

MHoro peaxu (< 1/10 000),

C Heu3BecTHA 4eCTOTa (0T HAIMYHUTE JJAHHU HE MOXe Jia Ob/Iec HAlpaBeHa OICHKA).

Tabauna 1.  Hexenanu peakuuu oT KJIMHUYHHUTe npoyuBaHusi Ha Comirnaty u Comirnaty
Original/Omicron BA.4-5 u ot noctMapkeTtnHrousi onut ¢ Comirnaty npu
JIMIIA HA BB3PACT 5 U MoBeYe roJAMHI
Cucremo- Mmnoro Yectn Heuvectn Penxn MHoro C HeusBecTHA
OpraHeH qecTH (>1/100 no |(=>1/1 000 xo| (> 1/10 000 penkn yecToTa (0T
KJIac (= 1/10) < 1/10) < 1/100) 10 (<1/10000) | waauuHHTE
< 1/1 000) JAHHU He
MoOxke 1a 0bae
HalpaBeHa
OI[€HKA)
Hapymenus Jlumdane-
Ha KPbBTa U HOnaTus®
numbHaTa
cucTeMa
7
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Cucremo- MHoro YecTn Heuectn Peaxn MHuoro C Hen3BecTHa
opraHeH YyecTH (=>1/100 70 |(=1/1 000 xo| (> 1/10 000 peaKu yecToTa (0T
KJIac (= 1/10) < 1/10) < 1/100) hi (1 (<1/10000) | waauuHHTE
< 1/1 000) JaHHHU He
MoOxKe 1a 0bae
HalpaBeHa
OIleHKA)
Hapymenuns Peaxmun Anadunakcus
Ha UIMyHHaTa Ha CBPBX-
cucTema YyBCTBH-
TETHOCT
(mamp.
00puB,
LIpYpUTYC,
ypTHKapus’,
aHTHOEEM®
Hapymenust Hamanen
Ha aTneTHT
MeTaboa3mMa
1 XpaHeHEeTO
[Meuxuuau bescrHue
HapyIICHHS
Hapymenus I'maBoGonme 3amaiiane"; | Octpa ITapecresus’;
Ha HEpBHaTa Jleraprus nepudepH Xunecre3us"
cucTema a JIMIeBa
napanusa’
Coepacanu Muokapaut';
HapylIeHUs Tlepukapaut”
CrtoMartHo- Huapust” I'anene;
YpeBHU IToBpbiane”
HapyHICHHS
Hapymenust Xunep- Epurema
Ha KOXKara u XU/IPO3a; MyaTugopme”
MOJIKOXHATa Homan
THKaH M3IIOTSIBA-
HUS
Hapymenns | Aptpanrus; bonxka B
Ha MyCKyJnHO- | Muanrus KpalHUK"
CKeJIeTHaTa
cUcTeMa u
ChEeIUHUTEII-
HaTa ThKaH
Hapymenust Texxo
Ha MEHCTPYyaJTHO
BB3IPOU3BO- KbpBeHE"
IUTeTHATa
cUCTeMa U
rbpAaTa
8
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Cucremo- MHoro YecTn Heuectn Peaxn MHuoro C Hen3BecTHa
opraHeH YecTH (>1/100 no |(=1/1 000 no| (= 1/10000 peaKu yecToTa (0T
KJIac (= 1/10) < 1/10) < 1/100) hi (1 (<1/10000) | waauuHHTE
< 1/1 000) HAHHU He
MoOxKe 1a 0bae
HalpaBeHa
OIleHKA)
OO6mm Bonka Ha 3auepBsiBaHE | ACTEHUS; Obmmpen
HapyIIeHud U | MACTOTO Ha | Ha Mactoro | Hepasmo- OTOK Ha
eeKTH Ha WHXEKTH- Ha WH)KEKTHU- | JIOKEHHUE; BaKCHHHPaHUSA
MSICTOTO Ha paHe; pane® [Ipypuryc KpaiHUK';
MpUIoXKeHUue | YMopa; Ha MSCTOTO OTok Ha
Brpucasne; Ha UHXKEK- JIALETO™
[upexcuss; THpaHe
OTtok Ha
MSCTOTO Ha
WHKCKTH-
paHe

a. Ilpum yyacTHHIM Ha BB3pacT 5 W MOBEYE TOJAWHU CE CHOOIIAaBa 3a MO-TOJISIMA YECTOTa Ha JTUM(aJCHOIATHS
cient Oycrep (< 2,8%) no3a, 0TKoIKOTO ciiest mbpBoHavaiHu (< 0,9%) no3u oT BakcHHaTa.

6. Kareropusra no uecrora 3a ypTUKapusi 1 aHTHOEJIEM € “penku’”.

B. [lIpe3 nepuosa Ha mpociesIBaHeTo 32 OE30MACHOCT Ha KIMHUYHOTO MpoyuBaHe, 10 14 noemspu 2020 T,

ocTpa neprdepHa JIUIeBa Mapajin3a € CboOIIeHa OT YeTHpuMa yJacTHHIN B rpynara ¢ n”PHK Bakcunarta

cperry COVID-19. [osiBata Ha nurieBa mapanusa e Ha [len 37 cnex Hoza 1 ([{o3a 2 He e nmpuioxeHa Ha

yaactauka) u Jam 3, 9 u 48 cnen [lo3a 2. Hama croOmmeHus 3a cirydan Ha ocTpa nepudepHa JTUIeBa

napanmsa B TpyIaTa ¢ miamnebo.

Hexenana peakius, yCTaHOBEHa CIIe/l pa3pelIaBaHe 3a yrnorpeoa.

OTHacs ce 3a ppKaTra, Ha KOATO € TIOCTaBeHA BaKCHHATA.

[To-rosnsiMa yecToTa Ha MUPEKCHs € HAaOJIIolaBaHa cje]] BTopara J103a B CpaBHEHHUE C ITbpBaTa 103a.

CpoO1iaBa ce 3a OTOK Ha JIMLETO IIPH PELUITMEHTH Ha BAKCUHATA, Ha KOUTO € OMJI MHXKEKTHPaH JepMajieH

($uTBp Mpe3 NOCTMapKETHHIOBUSI IEPHOI.

3. 3auepBsBaHE Ha MICTOTO HAa HHXKEKTHUPAHE Bb3HUKBA C MO-TOJSIMA YECTOTa (MHOTO YECTH) IIPU Aelia Ha
BB3pacT 5 1o 11 roguxn.

u IloBedero ciydau U3rJIexkaa He ca CEPHO3HU U ca C BPEMEHEH XapakTep.

¥ o=

Onucanue Ha I/I36DaHI/I HCXCJTaHU pCaKIInu

Muokapoum u nepuxapoum

[ToBuIIEHUAT PUCK OT MUOKAPIUT ciel BakcuHaius ¢ Comirnaty ¢ Hali-BUCOK IPH FOHOIIIH U TI0-
MJIaau MBXKe (BK. Touka 4.4).

[Be rojeMu GapmMakoenuaeMUOIOTHYHH IPOYYBaHNUs, IPOBeAeHH B EBpomna oLeHsBaT Mo-BUCOKHS
PHUCK OT MHOKapAWT IIPH IOHOIIHN ¥ ITO-MJIaJN MBKe ciief] Bropara go3a Comirnaty. EqaHo npoyuBane
MOKa3Ba, ue 3a MepHoJ OT 7 IHH cjel BTopaTa 103a uMa okoio 0,265 (95% IU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roguuiay 10HOMIN U MBKE, B CPaBHEHHE C
xopa 0e3 excriozunus. B npyro mpoyuBane 3a mepuost ot 28 qHU ciien Bropara go3a uMa 0,56 (95%
AWN: 0,37 - 0,74) moreiauTeHE cirydas Ha Muokapaut Ha 10 000 ipu 16 10 24-roIUTITHY IOHOIIA U
MBJKE, B CpPAaBHEHHUE C X0pa 0e3 eKCIIO3ULIHAL.

OrpaHuYeHH JaHHU TI0Ka3BaT, Y€ PUCKBT OT MUOKAPIUT U IIEPUKAPAUT clie BakcuHaiusa ¢ Comirnaty

TIpH JIeTla Ha BB3pacT oT 5 70 11 roauHu u3riex/ia mo-HuChK, OTKOJIKOTO TP T€3H Ha BH3PacT OT 12
1o 17 ronuHu.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEITAHN PEaKIUU CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BaykHO. TOBa 1M03BOJIsABA Ja MPOIB/KH HAOIIOICHUETO Ha ChOTHOIICHUETO I0JI3a/PUCK 32
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JeKapcTBeHUs MpoaAyKT. OT MEAUIIMHCKUTE CTIEUAINCTH C€ M3MCKBA J]a ChoOIIaBaT BCAKA
MoJI03MpaHa HeXellaHa peakius upe3 M3nbaHuTeIHa areHIus 1o jJeKkapeTnara, yi. ,,Jlaman I'pyes®
Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaiiT: www.bda.bg, 1 1a BKItouaT napTuiHUS HOMED,
aKoO ¢ HAJIMYCH.

4.9 Ilpeno3upane

Nma nanmyan JaHHU 3a IPEAO3UpPaHE IIPpU 52-ma Y4aCTHUIM, BKIIFOYCHU B KIIMHUYHOTO U3IMUTBAHE,
KOHTO IOpaJIv TPeliKa B pa3pexaneTo ca noiayumwin 58 mukporpama Comirnaty. Bakcunupanure He
CHOOIIABAT 3a IOBHIIIEHA PEAKTOTCHHOCT MJIH HEXEJIaHU PEaKInu.

B cnyuait Ha ipego3upaHe ce mpernopbyuBa MPOCIeIiBaHe Ha KU3HECHUTE QYHKIIMH U Bh3MOXKHO
CUMITOMATHYHO JICUCHUE.

5. ®APMAKOJIOTTYHU CBOMCTBA

51 @apmakoguHAMUYHH CBOMiCTBA

dapmakoTepaneBTH4Ha rpyna: Bakcuau, BupycHH Bakcuau, ATC kox: JO7BNO1

MexaHu3bM Ha JIEUCTBUE

Hyxneosunno mogudunmpanara nnpopmaunonsa PHK B Comirnaty e mog ¢opmara Ha aunuaHu
HAaHOYAaCTHLIN, KOETO MO3BOJIABA JOCTaBsHETO Ha Heperunupama ce PHK B kinerkure
FOCTONPUEMHHIIH, 32 J1a HaCOYM MpeXoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KO/AMpa MeMOPaHHO 3aKOTBEH, MbJIHOBEpIKeH S (spike) mpoTerH ¢ ABE TOYKOBU MyTalLluH B
LEHTpaJHaTa YyacT Ha crupanaTa. MyTanusaTa Ha Te3d JBE aMUHOKUCEIUHH A0 MPOJIMH CTa0MIH3Hpa
S (spike) nmpoTerHa B aHTHI'CHHO MPEIIOYNTAaHA IPpey3UOHHA CTPYKTYpa. BakcuHaTa npeu3BrKBa
KaKTO IIPOM3BOJCTBO HA HEYTPAIM3UPAIIN aHTUTENIA, TaKa U KJIETbYeH UMYHEH OTIoBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKE J1a IoTpHrHece 3a 3amura cpeury COVID-19.

EdukacHoct

Aoanmupana Comirnaty cpewy Omicron

Hmynocennocm npu deya na évspacm 5 0o 11 200unu (m.e. Ha 5 00 nood 12 eo0unu) — cred bycmepa
(vemevpma 003a)

ITpu ananu3 Ha noarpymna ot Ilpoyusane 6, 103 yyactHunm Ha Bb3pacT 5 10 11 roguxu, moryyuin
npeay TOBa MbPBUYHA cepusi oT 2 no3u U Oycrep mo3a ¢ Comirnaty, ca momyuwin Oycrep (4eTBbpTa
no3a) Comirnaty Original/Omicron BA.4-5. PegynTatute BKIIOUBAT JaHHU 32 UMYHOTEHHOCT OT
MOJrpyTa 3a CpaBHEHHWE OT YYaCTHHUIIM Ha Bb3pacT 5 mo 11 rogunu B [IpoyuBane 3, momyuwmnu 3 go3u
Comirnaty. [Ipu y4acTHUIIMTE HAa BB3pacT 5 1o 11 roauau, momyuuny yeTBbpra go3a Comirnaty
Original/Omicron BA.4-5, u yuactHHIUTE Ha BB3pacT 5 10 11 roJuHu, NOIyYHIn TpeTa 1032
Comirnaty, cboTBeTHO 57,3% 1 58,4% ca 6min no3utuBHu 3a SARS-C0V-2 Ha H3X0HO HUBO.

WUmynnust otroBop 1 mecen ciexn Oycrep no3a (ueTBbpra go3a) Comirnaty Original/Omicron BA.4-5
NpeAU3BUKBA KAaTO ISUI0 MOJOOHH TUTPH Ha crieu(pUIHN HeyTpalu3upaliy antuTena cpenry Omicron
BA.4/BA.5 B cpaBHEHHE ¢ TUTPHTE B IpyIaTa 3a CpaBHEHHE OT YYaCTHHIIU, TOTYUHIH 3 103U
Comirnaty. Comirnaty Original/Omicron BA.4-5 npeau3BUKBa ChIIO U MOJOOHU TUTPH Ha
creun(pUUHU aHTHUTENa Cpelly ped)epeHTeH 11aM B CpaBHEHHE C TUTPUTE B TpyIaTa 3a CPaBHEHUE.

Pe3ynratute 3a IMyHOIeHHOCT Ha BaKCHHATa CJie] OyCTep [03a MPH yYaCTHHIIA Ha BB3PacT 5 10
11 ronuuu ca npenctaBenn B Tabmuia 2.

10
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Ta6auna 2. TlpoyuBane 6 — cpelHO reOMeTPUYHO CHOTHOIIIEHHE U CPETHO TeOMETPUYHH TUTPH
— YYACTHHUIH CbhC U 0€3 TaHHU 32 HH(peKnus — Bb3pacT 5 10 11 rogunu —
NONMyJIAIUS, OIEHUMA 32 UMYHOT€HHOCT

I'pyna crniopes BIa Ha BAKCHHATA (KaKTO e onpe/eseHa/paHIOMHU3HPaHA)
IIpoyuBane 6
Comirnaty
(Original/Omicron Mpoyusane 3 IMpoyusane 6
BA.4/BA.5) Comirnaty Comirnaty
10 g 10 g (Original/Omicron

Bpemesa Jo3zadn Jdo3za3u BA.4/BA.5)/Comirnaty
Tect 3a HeyT- | Touka 3a 1 mecen caen [o3a 4 1 mecen caen [lo3a 3 10 yg
paau3anus Ha| B3eMaHe GMT® GMT® GMRrT
SARS-CoV-2 |na mpo6a® | n® (95% AW n® (95% AN*) (95% JAN")

[Ipenu

Omicron BAaKCUHA- 488,3 248,3 -
BA.4-5- NT50( nwmsAra 102 (361,9; 658,8) 112 (187,2; 329,5)
(TUTBP )" 21899 1393,6 1,12

1mecen | 102 | (1742,8;2751,7) 113 (1175,8;1651,7) (0,92;1,37)

IIpenu

Pedepenren BaKCHHa- 2904,0 13231 -
am - NT50 UATA 102 | (2 372,6; 3554,5) 113 (1 055,7; 1 658,2)
(TUTBHp ) 82459 72351

1mecen | 102 | (7108,9; 9564,9) 113 (6 331,5; 8 267,8) i

Cokpamenus: JIU = noBeputenen uatepsan; GMR = cpeaHo reomerpudHo choTHOeHne; GMT = cpeaHo
reomerpuueH TuThp; LLOQ = nosHa rpaHniia Ha KOJUYECTBEHO onpeneisine; LS = least square (Haii-mankute
kBaapatH); N-cBbp3BaHe = cBbp3BaHe ¢ HyKieonporenHa Ha SARS-CoV-2; NT50 = TuTbp Ha HEyTpaIU3HPALIUTE
aHTUTeNa, HamausiBall BUpycHaTa akTuBHOCT ¢ 50%; SARS-C0OV-2 = TexbK OCTHP PeCHHPATOPEH CHHAPOM
KOpOHaBHpYC 2.

a. OmpezeneHo 1Mo MPOTOKOJ BpeMe 3a B3eMaHe Ha KPbBHU MPOOH.

6. N =0poi yuaCTHHULIM C BaJIMHH U SICHH PE3YJTATH OT TECTA 3a [IOCOUCHHMS aHAJIN3 B JjaJIcHaTa BpeMeBa TOYKa 3a
B3eMaHe Ha mpooda.

B. GMT u 2-ctpannure 95% AU ca u34ucneHu upe3 CTENEeHyBaHe HAa CPEeJHATA JIOTAPUTMHYHA CTOMHOCT Ha
TuTpuTe U choTBeTHUTE /U (Ha Ga3aTa Ha t-pasnpenenennero Ha Student). Pesynrarure ot ananmza mog LLOQ
ca 3agagenu kato 0,5 X LLOQ.

r. GMR u 2-ctpannaute 95% IV ca m3unciieHN Ype3 CTCIICHYBaHE Ha Pa3InKaTa B CPEJHUTE CTOMHOCTH 3a
aHaJM3a, U3YMCIICHH IO MEeTOo/a Ha Hai-Manmkute kBaapatu (LS), u ceoTBeTHUTE /IU Ha 6a3ara Ha aHaIM3 Ha
JIOTAPUTMUYHO TIPeoOpa3yBaHM PE3yNITaTH OT TECTa C M3IOJI3BAHE Ha MOJIEI Ha JTMHEHHA perpecus ¢
JIOTAPUTMUYHO TPeoOpa3yBaHN THTPH HA HEYTPATU3UPAIINTE aHTUTEIA HA H3XOIHO HUBO, HH(PEKIHO3eH
CTaTyC cJeJ] U3XO0HO HUBO U TPYyIIa CIIOpel BU/Ja Ha BAKCHHATA KaTO KOBapUaTH.

. SARS-CoV-2 NT50 e onpezeseH ¢ U3MoJI3BaHe Ha Banuanpana matdopma 3a ananus ¢ 384-s1MKoBa Iiaka
(opurnnanen mam [USA-WA1/2020, nzonupan npe3 sinyapu 2020 r.] u noasapuant BA.4/BA.S na Omicron
B.1.1.529).

HUmynocennocm npu yuacmuuyu va ev3pacm 12 u nogeue 200unu — cied Oycmepa (wemsvpma 003a)
[Ipu ananu3 va noarpymna ot [Ipoyusane 5, 105 yqactauum na Bb3pact 12 1o 17 ronunu,

297 ydacTHHUIM Ha Bb3pacT 18 10 55 rogunau u 286 y4acTHHIIM Ha BB3PACT 56 U IOBEYE rOIUHH,
MTOJTYYFUIH TIPEIN TOBA IIbPBHYHA CEpHs OT 2 103U U OycTep mo3a ¢ Comirnaty, ca moyrydeia 0ycrep
(uetBBpTa HO03a) Comirnaty Original/Omicron BA.4-5. [Ipu yyactHunmte Ha Bb3pact 12 10

17 ronuawn, 18 10 55 roauum u 56 u moBeye ToaAUHA CHOTBETHO 75,2%; 71,7% u 61,5% ca mo3uTHBHA
3a SARS-CoV-2 Ha U3X0JIHO HUBO.

AHanu3uTe Ha TUTPUTE Ha HEyTpanu3upauure anturena cpemy Omicron BA.4-5 u cpemry
pedepeHTeH 1mam, HaMangBaly BUpycHata akTuBHOCT ¢ 50% (NT50), cpen ygacTHUIM Ha BB3pacT 56
¥ TIOBeYe rOJUHM, Oydmsu Oycrep (ueTBbpTa no3a) Comirnaty Original/Omicron BA.4-5 B
[IpoyuBane 5 B cpaBHeHHUE ¢ TOATpyna yyactHUIH OT [IpoyuBane 4, nonxyunnu Oycrep (4eTBbpTa
no3a) Comirnaty, moka3sar npeBb3xocTBo Ha Comirnaty Original/Omicron BA.4-5 cripsmo
Comirnaty Ha 6a3ara Ha cpesiHO reoMeTpruuHOTO choTHOMmeHne (GMR) u He o-Maika epuKkacHOCT Ha
0a3ara Ha pa3MKaTa B 4ECTOTaTa HA CEPOJIOTUYEH OTTOBOP MO OTHOLICHUE HA OTTOBOPA CPELLy
Omicron BA.4-5, kakTo 1 He To-MaJika e(hUKACHOCT Ha UMYHHHSI OTTOBOP Cpelly peepeHTHHUS aM
Ha 6a3ata Ha GMR (Ta6nuia 3).
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Ananmsure Ha NT50 cpenry Omicron BA.4/BA.5 cpen yuacTHuIiTe Ha Bb3pacT 18 10 55 roaunu B
CpaBHEHHE C YUYACTHUIUTE HA BB3PACT 56 U MoBeye roAWHY, NOTYIHiIH OycTep (4eTBBbpTa 1032)
Comirnaty Original/Omicron BA.4-5 B IIpoyuBane 5, moka3Bar He IO-MaJika e(h)UKaCHOCT Ha OTTOBOpA
cpemry Omicron BA.4-5 cpen ygacTHUITUTE Ha BB3pacT 18 10 55 roauHu B cpaBHEHUE C YUACTHUITATE
Ha BB3pacT 56 M MoBeUe TOAWHY 110 OTHOIIeHUE KakTo Ha GMR, Taka 1 Ha pa3nukara B 4eCToTaTa Ha
cepostornueH orroop (Tadmuna 3).

B npoyuanero e oneneno u HuBoTo Ha NT50 cpenry Omicron BA.4-5 SARS-CoV-2 u pedepentaute
[IaMOBE Tpei BAKCHHALIMATA U | Mecel] clie/l BAKCHHAIUATA IPH YYACTHUIIH, MOIYYHIA OyCTep
(uetBBpTa M03a) (Tabnuia 4).

Taoauna 3. SARS-CoV-2 GMT (NT50) u pazjinka B IpoLeHTAa YYaCTHULM € OTTOBOP Ha 1-Bus
Mecell cJ1el BakcuHauumoHHus Kype — Comirnaty Original/Omicron BA.4-5 ot
IpoyuBane 5 u Comirnaty ot nmoarpyna ot IlpoyuBane 4 — yqacTHUIU cbC HJIH 0e3
nannu 3a ungexknus cb¢c SARS-CoV-2 — nonynanusi, 0eHMMa 32 MMYHOTE€HHOCT

SARS-CoV-2 GMT (NT50) na 1-Bust Mecenl cjiel BAKCHHAIIMOHHHS KYpPC

CpaBHeHue CpaBHeHue
IIpoyuBane 5 IMoarpymna ot MexKIy MeKIy rpynuTe
Comirnaty IIpoyuBane 4 Bb3pPaCTOBHTE | CIOpE] BHJA HA
Original/Omicron BA.4-5 Comirnaty TpynH BAaKCHHATA
Comirnaty Bw3pact
Original/ > 56 rognnu
Omicron BA.4-5 Comirnaty
Bw3pacr 18 1o Original/
Bu3pacr 18 1o Bb3pact 56 n Bb3pact 56 u 55 rogunu/>56 | Omicron BA.4-5
Tecr 3a 55 rogunn noBeye roAMHH | NMoBeYe FOAUHHA TOONHH /Comirnaty
HeyTpaIu3anus GMT® GMT?® GMT?® GMR® GMR®
nHa SARS-CoV-2 | n* [ (95% JAM®)| n* | (95% AU | n? | (95% JAU°) (95% ") (95% ")
. 4 455,9 4158,1 938,9
g?s'gr?pﬂfg)‘l 5-1297| (38517; | 284 | (35548 |282| (802.3: o 82391816)11 " 45{931 sy
5 154,8) 4 863,8) 1 098,8) T T
16 250,1 10 415,5
Pedepenten mam | - - 286 | (14 499.2; | 289| (9366.7; : 1,38
— NT50 (Tutsp) 18 212.4) 11 581.8) (1,22; 1,56)

Pa3znuka B MNPOIECHTA YYJaCTHUIIHA CbC

CE€pPOJIOTUYECH OTIrOBOP HaA 1-Bus Meceny
CJ€A BAKCMHAIIUOHHUA KYpC

Bepcus 42/31.08.2023

CpaBHeHue
Com Moarpyna ot CpaBHeHnue MeEKIy FPynuTe
omirnaty MeXKAY crnopea BHAA Ha
L - [poyusane 4
Original/Omicron BA.4-5 . BB3PACTOBHTE BAKCHHATA
Comirnaty
rpynu Bw3pact
> 56 roannun
Comirnaty
Original/Omicro Comirnaty
Bw3pacr 18 10 Bb3pacT 56 u Bb3pacT 56 u n BA.4-5 Original/
55 rogunn noBevYe roAuHu | MmoBe4Ye roauHu Bw3pacr 18 1o  |Omicron BA.4-5/
55 rogunu/ Comirnaty
> 56 roguHu
Tect 3a
5 n" (%) 5 n" (%) 5 n" (%) Pazauka® Pazauka®
T OARS. CoV.2 N" 1 05% | N | ©95% | N | 95% iy | (95% am) (95% ")
Omicron BA.4-5 - 294 180 (61,2) 982 188 (66,7) 273 127 (46,5) -3,03 26,77
NT50 (tutbp)® (55,4; 66,8) (60,8; 72,1) (40,5; 52,6) (-9,68; 3,63) (19,59; 33,95)"
12




Crekpamenus: /11 = nosepurenex untepsai; GMR = cpeano reomerpudno crotHomenne; GMT = cpenHo reoMeTpuyueH TUTHD;
LLOQ = nosnHa rpanuia Ha KosruecTBeHO onpeneisine; LS = least square (Haii-mankure kBagpatn); NT50 = TuTsp Ha
HeyTpaJIM3UpalINTe aHTHTENA, HAMAJIABAIL BUpYCHAaTa akTUBHOCT ¢ 50%); SARS-COV-2 = TebK OCTBp peCIIUPaTOPEH CUHIAPOM
KOpPOHABHUPYC 2.

3abenexka: CepoJOrHYHUAT OTTOBOP ce JeUHUpa KaTo IOCTUTaHe Ha > 4 IbTH NOBHUIIEHHE OT U3XO0JHO HUBO. AKO CTOHHOCTTa

TIpU U3MEPBAHETO Ha U3XOAHOTO HUBO € mox LLOQ, pe3ynrar oT aHanu3 ciex BakcuHanusara > 4 X LLOQ ce cuura 3a

CEPOJIOTHYEH OTTOBOP.

a. n=0poil yJacTHUIN C BaJUAHU U SCHH PE3YJITaTH OT TECTa 3a IIOCOYCHUS aHAJIN3 B JajieHaTa BpeMeBa TOUYKa 3a B3eMaHe Ha
npooa.

6. GMT u 2-ctpannure 95% JIM ca n34ucienu 4pes CTENeHyBaHe Ha CPeAHaTa JOrapuTMHYHA CTOHHOCT HA TUTPUTE U
cpoTtBeTHHTE [IU (Ha 6a3ata Ha t-pasnmpenenenuero Ha Student). Pesyntarute ot ananuza mox LLOQ ca 3aganenu xato
0,5x LLOQ.

B. GMR u 2-crpannure 95% JIW ca u3ducieHu 4ype3 CTENEHYBaHE Ha pa3/luKaTa B CPEJHUTE CTOMHOCTH, M3UUCICHU 110 METOJa
Ha Hal-Mankute kBagpaty (LS), u ceorBetHHTe [IM Ha 6a3aTa Ha aHAIM3 HA JIOTAPUTMUYHO NIpeoOpa3yBaHu THTPU HA
HEYyTpaIM3UpAIUTE aHTUTENA C U3II0I3BaHe Ha MOJIEI Ha JIMHEHHA PEerpecys ¢ TEPMUHH ,,HeyTPATN3UPAIIH aHTHTENa Ha
n3xoxHo HUBO (log ckana) u ,,rpymna cropex BUAa Ha BAKCHHATA* WIIH ,,Bb3PACTOBA TpyTa‘’.

r. SARS-CoV-2 NT50 e ompezeseH ¢ U3M0I3BaHe Ha BATMANpPaHa iaThopMa 3a aHanus ¢ 384-1MKoBa Miiaka (OpUrHHaICH
mam [USA-WA1/2020, uzonupan npe3 sayapu 2020 r.] u nogsapuant BA.4/BA.5 na Omicron B.1.1.529).

n.  He mo-manka edukacHOCT e qekiIapupaHa, ako JoJHaTa rpaHuia Ha 2-ctpanuust 95% JIU 3a GMR e no-rosisma ot 0,67.

e. IIpeBB3X0ACTBO € AeKIapHPaHO, aKo AOJHATA TpaHuIa Ha 2-cTpaHHus 95% 1M 3a GMR e nmo-romsama ot 1.

x. He mo-manka edukacHOCT e nekIapupaHa, ako JoJHATa TpaHuIa Ha 2-ctpanuus 95% JIU 3a GMR e no-romsma ot 0,67 n
ToukoBara oreHka 3a GMR e > 0,8.

3. N =0poil y4acTHUIM ¢ BAIUAHY U ICHU PE3YJITaTH OT TECTA 3a IIOCOYCHHS aHAIIM3 KaKTO BbB BpeMeBaTa TOUKa IIPeIr

BaKCHHAIWATA, Taka U B JajJeHaTa BpeMeBa 3a TOUKa 3a B3eMaHe Ha 1poba. Ta3u CTOMHOCT e 3HaMEeHATeIs 3a MPOLEHTHOTO

H3YHCIICHUE.

n = Opoil yJaCTHHUIIU ChC CEPOJIOTUUEH OTTOBOP 3a JaJICHHUs aHAIU3 B JjaficHaTa BpeMeBa TOUKa 3a B3eMaHe Ha poba.

Touen 2-ctpanen JIU, 6asupan Ha metona Ha Clopper u Pearson.

Pa3nuka B CbOTHOIIEHHATA, U3pa3eHa KaTO MPOIIEHT.

2-ctpanen /11, 6a3upan Ha Metozaa Ha Miettinen u Nurminen, crpaTuHLIUpaH 10 KaTeropust Ha TUTHpPa Ha

HEyTpaJIM3UpAIUTEe aHTUTENA Ha U3XOJHO HUBO (< MeJMaHaTa, > MeJMaHaTa), 3a pa3ifKaTa B CbOTHOIICHUATa. Menuanarta

Ha TUTPUTE Ha HEYTPAIM3HUPAIIUTE aHTUTENA Ha H3X0IHO HUBO € M34HCIICHA Ha Oa3aTa Ha COOpHUTE JaHHU B 2 TPYIH 3a

CpaBHEHHE.

M. He no-manka edukacHOCT € IeKkIapupana, ako JoJIHaTa rpaHuna Ha 2-crpaHaus 95% JIU 3a pasnukara B IponeHTa
YYaCTHHUIM ChC CEPOJIOTHYCH OTroBOD € > -10%.

H. He no-manka edukacHocT e nexiiapupaHa, ako foJHaTa rpaHuua Ha 2-ctpanaus 95% JIU 3a pasnukaTa B IPOLIEHTA
YUYaCTHHIM CbC CEPOJIOTHYECH OTrOBOP > -5%.

oo

Ta6auna 4. CpeaHo reoMeTpHYHM TUTPHU — NOATPYNH YYACTHUIHU, BakcuHupaHu ¢ Comirnaty
Original/Omicron BA.4-5, ot IIpoyuBane 5 —npeau u 1 mecen caex 6ycrep
(4eTBBPTa 103a) — Y4ACTHUIHU HA Bb3pacT 12 1 noBeye roqMHN — cbC WM 0e3
AAHHU 32 HH(eKUUs - MONYJIALHUS, OLEHUMA 32 HMYHOT€HHOCT

Comirnaty
Original/Omicron BA.4-5
Bpemena Bn3pacr 12 g0 Bn3pacr 18 no Bn3pact 56 1 noBeue
Tect 3a TOYKA 32 17 ropuan 55 roaunn TOAUHH
HeyTpaJIM3alusl | B3eMaHe Ha GMT® GMT® GMT®
Ha SARS-CoV-2 npoda* n® (95% A n® (95% An*®) n® (95% An*®)
IMpenn 1105,8 569,6 458,2
Omicron BA 4-5 - | BaKCHHaLusTa 104| (835,1;1464,3) | 294| (471,4,688,2) | 284 (365,2; 574,8)
NT50 (tutsp)” 82128
(6 807,3; 4 4559 4158,1
1 meceny 105 9908,7) 297 (3851,7,5154,8) | 284 | (3554,8; 4 863,8)
6 863,3
IMpenn (5587,8; 4017,3 3690,6
Pedepenren mam | Bakcunauusita| 105 8430,1) 296 (3430,7;4704,1)| 284 | (3082,2;4419,0)
— NT50 (tursp)’ 23 641,3 16 323,3
(20 473,1; (14 686,5; 16 250,1
1 mecen 105 27 299,8) 296 18 142,6) 286 | (14 499,2; 18 212,4)
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Crokpamenus: /11 = nosepurenex untepsain; GMT = cpenHo reometpuueH tTuthp; LLOQ = nonna rpanuna Ha
Kos4yecTBeHo onpenensane; NT50 = TuTep Ha HeyTpanu3MpaIlUTe aHTUTENA, HAMAJISIBaIll BUPYCHATa aKTUBHOCT ¢ 50%;
SARS-C0V-2 = TeXbK OCTBP PECIHPATOPEH CHHAPOM KOPOHABUPYC 2.

a. OmnpeneneHo Mo NPOTOKOJI BpeMe 3a B3eMaHe Ha KPbBHU IPOOH.

6. n=0poil yJaCTHUIN C BAJIMAHH U ICHU PE3YJITaTH OT TECTa 3a IIOCOUYCHHS aHAIIN3 B 1a/ICHAaTa BpeMeBa TOUKa 3a
B3eMaHe Ha Ipooa.

B. GMT u 2-ctpannute 95% JIU ca u3uncieHu upe3 CTENCHyBaHE HA CpeHATA JIOTAPUTMUYHA CTOMHOCT HA TUTPUTE U
cpotBeTHHTe IV (Ha Oa3ara Ha t-pasnpenenenuero Ha Student). Pesynrature ot anammsa mog LLOQ ca 3amanenu kato
0,5x LLOQ.

r. SARS-CoV-2 NT50 e onpezenet ¢ u3noi3BaHe Ha BaIUAMpaHa mathopma 3a aHaimus ¢ 384-sMKoBa riaka
(opurunaines mam [USA-WA1/2020, uzonupan mpe3 sayapu 2020 r.] u moasapuant BA.4-5 va Omicron B.1.1.529).

Comirnaty

IIpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHAIIMOHAIHO, PAHAOMHU3NUPAHO, IJ1ale00-KOHTPOIHNPAHO,
3acienceHo 3a HaOmroaarens npoy4uBane ¢daza 1/2/3 3a ycraHOBsIBaHE Ha J103aTa, CEICKIUS Ha
KaHIUaTH 32 BaKCHHA U e()UKACHOCT IIPH yYAaCTHHUIIM Ha Bb3pacT 12 1 moBeye roguHM.
PanmoMuzanmsiTa € crpaTuduImpana 1mo Bp3pact: 12- 1o 15-roaumraa Bs3pacTt, 16- 1o 55-ronumniaa
BB3pAacCT, WIH Ha Bb3pacT 56 u noBeue roguHu, ¢ MUHUMYM 40% OT yyacTHUIIUTE B TpynHaTa

> 56 roguan. OT MPOy4YBaHETO ca U3KIIOYCHU YYaCTHHIU, KOUTO Ca UMYHOKOMIIPOMETUPAHU, H
YYaCTHHUIM C TIPEIUINHA KIMHUYHA WM MUKpoOnosorudHa auarsosa 3a COVID-19. Bxutouenn ca
YYaCTHHUIM C BeUe ChIIECTBYBAILO CTaOMIIHO 3a00JIsABaHe, ONpeesIeHO KaTo 3a00sBaHe, KOETO He
Hayiara 3HauuMa MPOMsIHA B TepaNUATa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
npe3 6-Te CeJIMUIM MTPEH BKIIOUYBAHETO, KATO YYACTHHIIM C U3BECTHA CTAOMITHA HH(EKITHUS C YOBEIIKH
umyHoneunuteH Bupyc (HIV), Bupyca na xenarur C (HCV) wim Bupyca na xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na év3pacm 16 u noseue 200unu — cied 2 003u

B gacrra (aza 2/3 na [IpoyuBane 2, Ha 6a3ara Ha Harpynanu nanau 10 14 Hoemspu 2020 .,
npubnuzutenso 44 000 yyacTHHLIM ca paHAOMHU3UPAHH IOPABHO U TPsOBa Aa MOIydaT 2 103H OT
I'bPBOHAYAIHO pa3perueHara 3a ynotpeda uPHK Bakcuna cpeury COVID-19 unu mnane60. AHanU3bT
3a e(PMKACHOCT BKJIFOUBA YYACTHHIM, HA KOUTO BTOpaTa BAKCHHAIIMS € HAlpaBeHa B paMKuTe Ha 19 1o
42 mau cnen mbpBata BakcuHaiws. [ToBedero (93,1%) BakcHHHpaHU ca MOJTYyYHIIH BTOopata 103a 19 1o
23 nuu cnen Jlo3a 1. [lnanupano e yuacTHHIIUTE 1a OBJAT MpociensaBanu 1o 24 mecera cien Jloza 2
3a oIleHKa Ha Oe3omacHocTTa U eprukacHoctTa cpenty COVID-19. B KJIMHUYHOTO MPOy4YBaHEe OT
YYaCTHHIINTE CE € U3UCKBAJIO Jia ChOII0aBaT HHTEPBAJI OT MUHUMYM 14 THU TIpequ U clie]
MIPUJIOKEHUETO Ha MMPOTUBOTPHITHA BAKCHHA, 32 Ja ToIydaT iy manedo, nmu nPHK Bakcuna cpemnry
COVID-19. B xmTMHAYHOTO MPOYYBaHE OT YUYACTHHUIIUTE CE€ € U3UCKBAJIO Ja CHOI0AaBaT HHTEPBAI OT
MUHUMYM 60 THU TIPEIH WK CIIe] KaTO ca UM OMIIH NMPUI0KEHH KPHBHH NPOILyKTH/TIPOAYKTH OT
KpBBHA IJ1a3Ma WM IMYHOTJIOOYJIMHY B PAMKHUTE Ha BPEMETO JI0 3aBbpIIBaHe Ha IPOYYBAHETO, 32 J1a
norydaT vy mane6o, mimm nPHK Bakcuna cperry COVID-19.

[Nomynanusra 3a aHanu3 Ha TbPBUYHATA TOYKA 33 ePUKACHOCT BKJItOYBa 36 621 ydyacTHUIM Ha
BB3pacT 12 u noBede rogunau (18 242 B rpynara ¢ n"PHK Bakcunara cperry COVID-19 u 18 379 B
rpymara ¢ miane6o), 6e3 nannau 3a npenumHa nHpexaus cbe SARS-CoV-2 no 7 aau ciex BToparta
no3a. lombaHuTtenHo uMa 134 yyacTHUIM Ha Bb3pacT Mexay 16 u 17 rogunau (66 B rpynara ¢ uPHK
BakcuHaTa cpemy COVID-19 u 68 B rpynara c miane6o) u 1 616 ygacTHuny - Ha Bp3pact 75 u
noseue roannu (804 B rpynata ¢ u”PHK Bakcunata cpemry COVID-19 u 812 B rpymara ¢ mrare6o).

KbM MOMeHTa Ha TEPBUYHHS aHAN3 32 PUKACHOCT YYACTHUIIUTE Ca MPOCIIC/SIBAHN 32 CHMIITOMH Ha
COVID-19 B npoabimkenue Ha 06110 2 214 goBekoroaunu B rpynata ¢ uPHK Bakcunara cpernry
COVID-19 u 06110 2 222 40BEKOTOAMHHU B TpyIara C miameoo.

Hsima KIMHMYHO 3HAYMMHM Pa3IuKH B o0IaTa e()MKaCHOCT Ha BaKCHHATA IPH YYACTHUIM C PUCK OT
texka ¢popma Ha COVID-19, BkITtounTETHO TE3U ¢ | MM MOBeYe ChITHTCTRAINY 3200 IIBaHUSI, KOUTO
yBenu4aBaT prcka oT Texka Gopma Ha COVID-19 (namp. actma, nHnekc Ha TenecHata Maca (MTM)
> 30 kg/m?, xponnuno 6en0apo6HO 3a00NABaHe, 3aXapeH UA0ET, XUIIEPTOHHUS).

HNudopmanusara OTHOCHO epUKaCHOCTTa Ha BaKCHHATA € MpeacTaBeHa B Tabmura 5.
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Taoauna 5.

EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust AeH cJien

Jo03a 2, mo Bb3pacToBH NOATPYNH — YYACTHULHM §e3 JaHHH 32 HHGeKIUs mpeau
7-mus faeH cien Jlo3a 2 — nomyianus, oneHnMa 3a epukactoct (7 1Hu)

II'spBa nosia Ha COVID-19 ot 7-mus nen cien Jloza 2 npu yyacTHUI U 0e3 TaHHU 32
npeaumHa nadexknus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Mnamedo
N2 =18 198 N2 =18 325
Cayuaun Cayuaun
n1® n1® E¢ukacnocr Ha
Ilepnox Ha Ilepnox Ha BaKcHHATa, %
Ioarpyna Haomoaenne”® (N2") Hadmoaenne” (N2") (95% AN)"
Benuku ygacTHUIM 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 o 64 roguHu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha BB3pacT 65 u 1 19 94,7
oBeYe TOIMHH 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 ronuHKu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
oBeYe TOIMHH 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [ToTBbpAEHHTE CiTydan ca ONpEeNIeHN Ype3 TIOJIMMEpa3Ha BEPHKHA peaknus ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cumnrom,

cpotBercTBall Ha COVID-19 [*Omnpenenenue 3a city4aii: (moHe 1 oT) moBHIlIeHa TeMIIepaTypa, HOBOIIOSIBUIA

Ce WJIM 3acuiieHa KalllIHIa, HOBOIIOSIBUII CE MITU 3aCHJICH 33/1yX, BTPHUCAHE, HOBOIIOSIBIIIA CE WJIM yBEJIHMYEeHA

0oJIka B MyCKYJIMTE, HOBOIIOSIBUJIA Ce 3ary0a Ha BKYC WJIM MUPHUC, B3IAJIEHO I'bpJI0, IUAPUS HITH

MOBPBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHULM O€3 CepOJIOTHYHH WM BUPYCOJIOTUYHM JaHHU (TIPEey 7-MHUsl JICH Clie]l
mocjeIHaTa 103a) 3a MuHaia nHdeknus ¢cb¢ SARS-COV-2 (T.e. oTpHIaTe Hu 3a aHTHTENa ¢ N-CBbP3BaHE
[cepym] Ha Busuta | n Heotkpur SARS-CoV-2 ¢ Tect 3a ammmndukaris Ha HyKIeHHOBA KHCEIHHA
(nucleic acid amplification tests, NAAT) [Ha3anHa HaTpuBKa] Ha Busutu 1 u 2) u ¢ oTpumnareneH pe3yarart
ot NAAT (Ha3aiHa HaTpUBKA) IIPY BCSIKA HETUIAHWPAHA BU3WTA Mpeau 7-Mus JeH ciex Jlo3a 2.

a. N = bpoii yuacTHUIIM B TOCOYEHATA TPyTIa.

nl = Bbpoii yyaCTHHIIM, OTTOBapsIIIK Ha OTIPEACIICHUETO 3a KpaifHaTa TOUKa.

B. OO neprox Ha Habmoaenne B xwrsian (1 000) yoBekoroauHu 3a JajieHaTa KpaifHa TOYKa IPH BCHYKH
YUYacCTHHIM BbB BCSIKA TPyIa B PUCK 10 OTHOILIEHUE Ha KpalfHaTa Touka. BpeMeBHsAT nepros 3a HaTpynBaHe
Ha cinyvyan Ha COVID-19 e ot 7-mus nen cien Jlo3a 2 1o kpast Ha neprojia Ha HaOJroICHHE.

r. n2=0poii Ha y4aCTHHILIMTE B PUCK 10 OTHOILIEHUE Ha KpalHaTa TOYKa.

1. JBycrpannust noBeputesneH uarepsain (J{1) 3a epukacHOCT Ha BakcHHATA € MTOJIyYeH Ha 06a3zaTa Ha MeTo/a
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HabmoaeHue. JIV He e Kopurupas 3a MHOXKECTBEHH
aHaJM3H.

o

Eduxacnocrra nHa n”PHK Bakcunara cpeury COVID-19 npu npeBeHuusITa Ha IbpBa MOsIBa HA
COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHEHHE ¢ 1m1ane6o, ¢ 94,6% (95% noBeputelieH HHTepBal
ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 1 TTOBEeYe TOJUHY ChC WU 0€3 J0Ka3aTeICcTBa 3a
npenuiraa nHpekus cbe SARS-CoV-2.

JIOIBITHUTEITHO €IMH TOATPYIIOB aHAIN3 Ha MbPBUYHATA KpaiHa TOYKa MIOKa3Ba CXOJ[HH OIIEHKU Ha
TOYKaTa 32 €PUKACHOCT B TPYNHUTE IO MOJI, ETHUYECKA IPUHAICKHOCT U YUACTHULN ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHM C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

W3BbpiIeHn ca aKTyalu3upaHu aHAINM3H] 32 €(PUKAaCHOCT P HAJTMYMETO Ha TOIBIHUTEIIHH,
notBbpaeHu ciyyan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acleneHOTO I1ale00-KOHTPOIUPAHO

npocieasBaHe, 00XBalaio nepronaa 10 6 mecena ciex Jlosa 2 B momynanusaTa 3a ehUKacHOCT.

AxTyanusupaHnara nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuua 6.
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Tadauua 6.

EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust AeH cJien

Jlo3a 2, 1o Bb3pacToBU NOATPYNH — YYACTHHIM 0e3 AaHHM 3a NpeJHIIHa
undexuus cs¢ SARS-CoV-2* npenu 7-mus aeH cien Jo3a 2 — nonysaanus,
oleHHMa 3a epukacHocT (7 AHM), IO BpeMe Ha IJIane00-KOHTPOJTUPAHUS IePHOT
Ha npocJielsiBaHe

nPHK Bakcuna

cpeury COVID-19 namedo
N?2=20 998 N2=21 096
Cayuaun Cayuaun
n1® n1® E¢ukacroct Ha
Ilepnoa Ha Ilepnox Ha BaKcHHaTa, %
Ioarpyna Haomoaenne”® (N2") Hadmoaenune” (N2") (95% JAN*)
Benuku yyacTHUIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronuHn 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha BB3pacT 65 u 7 124 94,5
oBeYe TOIMHH 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 ropuHn 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
oBeYe TOIMHH 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [loTBbpEeHHUTE CiTydau ca ONpeeICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cvotBercTBal] Ha COVID-19 (cumMnTomMuTe BKJIIOUBAT: MOBUIIIEHA TEMIIEPATYPa; HOBOIMOSBUJIA CE UJIH 3acCHIIMIa
ce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHIINII CE 33/1yX; BTPHCAHE; HOBOIOSBUIIA CE MJIM YBEJIMYMIIA ce OOJIKa B
Mycxynme HOBOIIOSIBUJIA c€ 3ary0a Ha BKYC WJIM MHUPHC; BB3IAJICHO I'bPJIO; ANAPUs; MOBPBIIAHE).
B ananu3a ca BKIIFOUEHHM y4acTHUIM 0e3 JaHHU 3a MuHana uHpekms cbc SARS-CoV-2 (1.e. oTpruaTenHu 3a
anTuTena ¢ N-cBpp3BaHe [cepyM] Ha Bmsura 1 u HeotkpuT SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Busuru 1 u 2) u ¢ otpunarener pesynrat or NAAT (Ha3amHa HaTpUBKA) TIPH BCSIKA HETIAaHUpaHa BH3HUTA
npemn 7-must AeH ciex J{o3a 2.
a. N = bpoii yyacTHHIIM B TOCOYEHATA TpyTIa.

o

nl = Bbpoif yqacTHUIIA, OTTOBAPSIIIM HA ONPEIETICHUETO 3a KpaiflHaTa TO4YKa.

B. OO0m mepuox Ha HabmoneHne B Xxuisian (1 000) oBekoroMHY 3a TajieHaTa KpaiHa TOYKa MPU BCUUKH
YYACTHHUIM BHB BCSKA TPYIa B PUCK MO OTHOIICHHUE HAa KpaifHaTa TOUKa. BpeMeBUsT epHol 3a HATPpYIIBaHE
Ha ciayvau Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 Kpast Ha epuojia Ha HaOJroIcHHE.

r. n2 = 0poil Ha yYaCTHUIIUTE B PHCK IO OTHOIICHUE HA KpaifHaTa TOYKa.

n. JByctpannust 95%-eH nosepureneH uarepsai (1) 3a epukacHocT Ha BakCHHATa € TIOJTy4YeH Ha Oa3ara Ha
merona Ha Clopper u Pearson, kopurupan cripssMo BpeMeTo Ha HaOJIIOICHUE.

€. BximouBa noTBBpAECHU Cilydan IpU yYaCTHULM Ha Bb3pacT 12 1o 15 roaunu: 0 B rpynarta ¢ uPHK Bakcunara
cperry COVID-19; 16 B rpynara ¢ muare6o.

B akryanusupannTe aHanu3u 3a epukacHocT, epukacHocTTa Ha UPHK Bakcunata cpemry COVID-19
npu npesennysaTa Ha mosisa Ha COVID-19 ot 7-mus ciien Jlo3a 2 B cpaBHenue ¢ mianebo e 91,1%
(95% U ot 88,8% mo 93,0%) npe3 nepuoja, koraro Bapuanture Wuhan/nmus tun u Anda ca
JOMHUHHPAIIUTE TUPKYJIUPAIIH [IAMOBE MPH YYACTHUIIMTE B MOIMyJIAKATa, OLIEHNMAa 32 e(UKacHOCT,
chC Wi 0e3 AaHHU 3a npeauiiHa uHpekus cbe SARS-CoV-2.

I[OH’LJ'IHI/ITGJ'IHO AKTYyaJIM3UPAHUTC aHAJIM3U 34 e(i)I/IKaCHOCT 110 MOATPYIIN MOKAa3BaAT CXOJHU TOYKOBU
OIICHKHU 3a e(l)I/IKaCHOCT B I'PYIUATE 110 ITOJI, CTHUYCCKA NPHUHAJICIKHOCT, reorpacpcxo IMMOJIOXXCHUC U IIpU
Y4aCTHUIUTE CbC ChIIbTCTBALIIA 3a00JI9BaHus U 3aTIIBCTABAHC, CBbP3aHN C BUCOK PUCK OT TEXKKa

¢opma va COVID-19.

Eduxacnocm cpewy meowcka gpopma na COVID-19

AKTyanu3upaH aHaJli3 Ha BTOPUYHUTE KpailHN TOYKH 32 euKacHOCT mojakpers non3ara ot uPHK
BakcuHara cpemty COVID-19. Bakcunara npenorsparsiBa Texka gopma Ha COVID-19.

Ot 13 mapt 2021 1. edukacHOCTTa Ha BaKCHHATA cpelny Texka ¢popma Ha COVID-19 e npencraBena
caMo 3a yYacTHHIIN Che WiH 0e3 npeaumrHa nHpeknust cb¢c SARS-CoV-2 (Tabnuna 7), Thil KaTo
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oposT Ha cirydaute Ha COVID-19 nipu yuactHunm 6e3 npeauinina uadeknus cbe SARS-CoV-2 e
CBIIUAT KATO TO3M MPH YUACTHHUIM ChC WK Oe3 mpeauinHa uHpekius cb¢ SARS-CoV-2 u B aBeTe
rpynu — Ha uPHK Bakcunara cpemy COVID-19 u na nane6o.

Tabdauua 7.  EduxacHocT Ha BakCHHATa — IbPBAa MosiBa Ha Te:kka ¢popma Ha COVID-19 npu
YYACTHMIIU ChC WM 0e3 npeauinHa uHpekus cbe SARS-CoV-2 Ha 6a3ara Ha
onpeieJIeHNETO HA ATeHIIMATA 32 KOHTPOJI Ha XpaHuTe U Jekapcrsara (Food
and Drug Administration, FDA)* ciex lo3a 1 wiau ot 7-mus aen ciaen o3a 2 B
Mepuoa HA MpocJeasiBaHe HA IUIAe00-KOHTPOJIHPAHOTO MPOYiBaHe

uPHK Bakcuna
cpeury COVID-19 Mnamedo
Cayuaun Cayuaun
nl? nl? EduxacHoct Ha
Ilepnox Ha Ilepnox Ha BaKcHHATa, %
nadmonenne (N2°) Habumonenne (N2°) (95% An®)
1 30 96,7
Cnen Hoza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nuu cnen Joza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [loTBBbpEeHHTE CiTydau ca ONpeesICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: OBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ FITH 3aCHIIHIIA

ce KaluINIa; HOBOIIOSIBIJI CE MIIM 3aCHIIHII Ce 3ayX; BTPHCAaHEe; HOBOIIOSBIIIA CE WIIM YBEIMUYMIA ce 0OJKa B

MYCKYJINTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC HIIM MUPHC; BH3NAJICHO T'bPII0; AUAPHS; TOBPHIIAHE).

* Texxka popma Ha COVID-19, xakto e onpenenero ot FDA, e motespaer COVID-19 u mHanmune Ha Hali-MaIko

1 ot caenuute:

e  KinHMYHM NpHU3HAIM B TIOKOM, TOKA3aTETHH 32 TEKKO CUCTEMHO 3a00JIsIBaHe (JIXaTeIHa YeCToTa
> 30 BauIIBaHUS B MUHYTA, ChpJIcUHA yecToTa > 125 ynapa B MuHyTa, KUCIOpOAHA caTypaius <93%
Ha CTacH BH31yX Ha MOPCKOTO paBHUIIC WX CbOTHOMICHUEC HA apTCPUATHOTO IMapUruaIHO HAJIATaHEC Ha
KHCIIOpO/a KbM (pakimsaTa Baumiad kucaopon < 300 mm Hg);

e JluxaTenaHa HEJOCTATHYHOCT [OIIpEeeIeHa KaTo HyX/a OT I10JIaBaHe Ha KHCJIOPOJl C BUCOK MOTOK,
HCUHBA3WBHA BEHTWIAUA, MCXaHNYHA BEHTWIAIUA UKW CKCTPpaKopIopaiHa MeM6paHHa OKCHUI'CHaLluA
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a IOKOBO CHCTOSTHHE (CHCTOMMYHO KPBBHO HasisraHe < 90 mm Hg, nuacTonmyHO KPBEBHO
Hamsrare < 60 mm Hg nnm HyXzIa oT Ba3ompecopn);

e 3Haumma ocTpa ObOpedHa, YepHOAPOOHA MITM HEBPOJIOTHIHA THC(YHKITHS,

e [IpmemaHe B OTICNeHIE 32 MHTCH3UBHU TPHXK;

e  CwmppT.

a. nl = Bbpoit ygyacTHHIIH, OTTOBapSAIIM Ha ONPEAEICHUETO 3a KpaHaTa TOUKa.
n2 = bpoii Ha yYaCTHUIUTE B PUCK 10 OTHOIIIEHHE Ha KpaifHaTa ToYKa.

B. /JIByctpanHusT nosepurenen untepsai (1) 3a epukacHocTTa Ha BAKCMHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HaOJII0/ICHUE.

r. EdukacHocT, onienena Ha 6a3ara Ha suiata HarMuHa (Moaqudunupana intent-to-treat) momysarus ot
YYacTHUIM, oTydriy J{o3a 1, 3a orjeHKa Ha e(pUKACHOCTTA, KOATO BKITFOUBA BCHUKH PAaHIOMHU3UPAHH
YYACTHHUIH, TIOJTyYMIIA Hal-MalIKoOTO | 1032 OT M3MUTBAHATA MHTCPBCHIIHS.

n. OO0 neprox Ha HaOroneHue B xwsian (1 000) 9oBeKOroAWHY 3a JaJicHaTa KpaifHa TOYKa IIPH BCUYKH
YYACTHHUIM BBB BCAKA TPyIIa B PUCK IO OTHOIIICHHE Ha KpaiHaTa TOYKa. BpeMeBUST Iepro 3a HaTpyIIBaHe
Ha ciyvyan Ha COVID-19 e ot o3a 1 1o kpast Ha repruo/ia Ha HaOIIOCHUE.

e EduxacHocr, onieHeHa Ha 6a3aTta Ha IMOMYJIAIMSTA, OIICHUMA 32 epUKacHOCT (Ha 7-MHus ACH), KOSATO BKITFOUBa
BCHUYKH OAXOAANIN paHIOMU3UPAHU YUaCTHUIIN, ITOJTYYHUJIN BCUYKH 03U OT U3IIUTBAHATA MHTCPBCHIINA,
KaKTO Ca paHJOMH3UPaHH B IIPEABAPUTETHO OPEICIICHHUs TPO30pel], Oe3 IPyrH ChIIECTBEHH OTKIOHEHHUS OT
MIPOTOKOJIA, KAKTO € OTPEEIICHO OT KIMHHUIIUCTA.

k. OOm nepuon Ha HaOmoaeHune B Xwisaau (1 000) voBekoroAwHY 3a AajieHaTa KpailHa TOYKa pY BCUYKH
YYaCTHHUIM BBB BCAKA TPyIla B PUCK IO OTHOIIICHHE Ha KpaiHaTa TouKa. BpeMeBHAT mepros 3a HaTpyTBaHe
Ha cirydan Ha COVID-19 e ot 7-mus aen cien Jlo3a 2 10 kpas Ha TieproJia Ha HaOJI0IeHHE.

Edurxacnocm u umynocennocm npu ronowu Ha v3pacm 12 0o 15 o0unu — cied 2 0o3u

ITpu nmbppBOHAvaneH ananu3 Ha [IpoyuBane 2 mpu FOHOIIK HA BB3pacT 12 10 15 romunu (¢ MeanaHa Ha
MPOAB/KUTEIIHOCTTA Ha MpocieasBane > 2 Mecena cien Jlo3a 2) 0e3 JaHHH 3a MPeauIIHa HHPEKI,
Hama ciydad npu 1 005 ydacTHuIM, TOIYYHIM BaKkCHHATa, U uMa 16 ciydas npu 978 ydacTHUIIH,
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nonyumin tiane6o. ToukoBara oneHka 3a epukacHoct e 100% (95% mosepurenen natepsain 75,3;
100,0). [Ipu yuacTHUIM ChC WK O3 JaHHU 3a npeauinHa nHdeknus uma 0 cirydas npu

1 119 yyacTHuum, MOMy4YHIH BakcuHata, v 18 ciaydas npu 1 110 yuacTHUIM, TOTyYnIn miamneoo.
ToBa chI110 MOKa3Ba, Ye TOUKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen unrepsan 78,1;
100,0).

AKTyanu3upaHy aHAIH3M 32 e(PUKACHOCT ca HAalpaBeHU MIPH JIOMBIHATEITHA TOTBHPICHU CITydau Ha
COVID-19, Bb3HuKHAIH 110 BpEME Ha 3aCJICNICHO I11a1e00-KOHTPOJIMPAHO MPOCIeIsIBaHe, KOETO
npejIcTaBIsBa JIo 6 Mecela cliesl 7103a 2 B MOoMyJialusTa 3a eQukacHoCT.

B aktyanusupanus ananus 3a epukacHoct Ha [Ipoyusane 2 npu roHOIM Ha Bb3pacT 12 no 15 rogusmy,
0e3 TaHHU 3a MpeuIHa HHPeKIHs, HaMa cirydan pu 1 057 yyacTHHIM, MOMYYHIN BaKCUHATA, U UMa
28 cnyyas npu 1 030 ygactauny, nomyuninn miane6o. ToukoBaTa ouenka 3a epukacuoct € 100%
(95% nosepurenen nunatepnain 86,8; 100,0) npe3 nepuona, Korato BapuaHTsT Asda € JTOMUHUPALTUST
nupKynupani mam. [Ipu ygacTHHIM che WM Oe3 TaHHU 3a MpeauinHa nHpekims uma 0 cirydas npu

1 119 yvactaunm, nony4yunu BakcuHata, u 30 ciaydas npu 1 109 yuactHum, nomyany mianeoo.
ToBa chIIO MOKa3Ba, 4Ye TOYKOBaTa oleHKa 3a eduracHocT € 100% (95% noBepurenen natepsan 87,5;
100,0).

B IlpoyuBane 2 e npoBesieH aHAIN3 HA TATPUTE Ha HEYTPAIN3UPALIUTE AaHTUTENA CPELLy
SARS-CoV-2 1 mecen cnen Jlo3a 2 npu n30pana Ha ciiydaeH MPUHIIMII TIOJIrPyTia yYaCTHHLN Oe3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHY JaHHU 32 MuHana nHdeknus cbc SARS-CoV-2 no 1 mecen cnen
Jo3a 2, cpaBHsBAII OTTOBOpPA MPH FOHOIIX Ha BB3pacT 12 no 15 roguau (n = 190) ¢ To3u mpu
yYaCTHHITH Ha B3pacT 16 g0 25 rogunu (n = 170).

CBHOTHOIIEHUETO HA CPETHO TEOMETPUIHUTE TUTPH (geometric mean titres, GMT) npu Bb3pacroBara
rpyna 12 no 15 rogunu crpsiMo Be3pacroBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnemoBaTenHO € TOCTHTHAT KPUTEPHUST 32 HE TI0-MasiKa e()UKaCHOCT, KOUTO €
choTHomIeHue 1,5 , Thil KaTo osHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpegHO TeoMeTpuIHOTO
choTHOIIEeHHe (geometric mean ratio, GMR) e > 0,67.

E¢urxacnocm u umynozennocm npu deya Ha v3pacm 5 0o 11 2odunu (m.e. na 6v3pacm 5 00 noo

12 200unu) — caeo 2 0oszu

[IpoyuBane 3 e npoyuBane ¢a3za 1/2/3, BkrouBaIio yact, KOSTO € OTKpUTO IpoyuBaHe (dasa 1) 3a
oIIpeieIIsIHe Ha 103aTa Ha BaKCHHATa M 4acT ((asza 2/3), KOSTO € MHOTOIIEHTPOBO, MHOTOHAITHOHAITHO,
PaHIOMU3UPAHO, KOHTPOJIMPAHO C (PU3HOIOTHYCH PA3TBOP KaTo IIaedo, 3aciieneHo 3a
M3CIeZ0BaTeNs IPOyYBaHe, B KOETO ca BKJIIOUEHH yYaCTHUIM Ha Bb3pacT 5 1o 11 ronunu. IloBedero
(94,4%) ot panmOMH3UpaHUTE BAKCHHUPAHU YYaCTHHULIM ca MOJIY4HId BTOpa A03a 19 1o 23 nuum crnex
Joza 1.

[TbpBOHAYATHUTE AECKPUIITUBHHU PE3YJITATH 32 SPUKACHOCTTA HA BAKCHHATA IIPH JIel[a Ha Bb3pacT

5 mo 11 roaunu 06e3 naHHu 3a npeauiinHa napexnus cbe SARS-CoV-2 ca npencrasenu B Tabnuia 8.
He ca nabmonaBanu ciydan Ha COVID-19 HuTO B rpynara ¢ BAKCHMHATa, HUTO B IpyIara ¢ miamneoo
NpY YYaCTHULIM C JaHHU 3a npeaunina ndekuus cbc SARS-CoV-2.
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Taoauna 8.  EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus aeH cien
Jlo3a 2: yuacTHHIM 0e3 JaHHM 3a HHPeKIUs npeau 7-mus aeH ciaex Joza 2 —
¢aza 2/3 —nonynanusi, oueHnMa 3a e(pUKaACHOCT, CHCTOSINA Ce OT Jela Ha
BBb3pacT S 10 11 ropnnm

IInpBa nosia Ha COVID-19 ot 7-mus aen cien Jloza 2 npu aena Ha Bb3pact 5 10 11 ronuHu
0e3 naHHHU 32 npeaninHa uHdexuusa cec SARS-CoV-2*
uPHK Bakcuna cpemy
COVID-19
10 pg/no3a IInauedo
N*=1 305 N*=663
Ciyvan Cayyan
n1% n1® E¢ukacroct Ha
Ilepuon na Ilepuon Ha BaKcuHaTa %
Ha0onenue” (N2") Ha0onenue” (N2") (95% JAN)
Hena Ha BB3pact 5 10 3 16 90,7
11 roguan 0,322 (1273) 0,159 (637) (67,7, 98,3)

3abenexka: [ToTBbpAeHHUTE CiTydau ca oNpeesieHn Ype3 IoJInMepa3Ha BeprKHa peakiys ¢ o0paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cumnrom,

crotBercTBan] Ha COVID-19 (cuMnToMuTE BKIIOYBAT: MIOBUIIICHA TEMIIEPATYPa; HOBOIIOSBUJIA CE UITH

3aCHIIIIIA Ce KalUIHIIA; HOBOIIOSIBIUI CE€ MIIM 3aCHUIMII Ce 3ayX; BTPHUCAaHEe; HOBOTIOSBIIIA CE€ MIIM YBEIMUMIIA CE

60m<a B MYCKYJINTE; HOBOIIOSIBHJIA C€ 3ary0a Ha BKYC I MUPHC; BH3NAJICHO T'hPJI0; AUAPHS; TOBPBIIAHE).
B aHanmu3a ca BKIIIOYCHH YIAaCTHUIM Oe3 TaHHHU 3a MuHaaa nHeknns cb¢ SARS-CoV-2 (1.e. oTpunaTeHun
3a anTuTena ¢ N-cBbp3Bane [cepyM] Ha Busura 1 u HeoTkpur SARS-COV-2 ¢ NAAT [HazaiHa HaTpUBKa]
Ha Bmswutn 1 u 2), u ¢ orpumatenen pesynratr ot NAAT (Ha3anHa HATpHUBKA) IPH BCsAKA HETUTAHMpaHA
BU3HWTA Ipeu 7-Musl JeH cien Jlo3a 2.

a. N =Dbpoil yuacTHUIIM B IOCOYEHATA IpyTMa.

nl = Bpoii yyacTHUIIM, OTTOBapsILIM HAa ONPE/ICJICHUETO 3a KpaiHaTa To4Ka.

B. OO nepuox Ha Habmoaenne B xwrsian (1 000) yoBekoroMHM 3a JajieHaTa KpaifHa TO4Ka IPH BCHYKH
YYACTHHUIIM BbB BCSKA TPyIa B PUCK IO OTHOIIICHHE HA KpaiHAaTa TOYKa. BpeMeBHAT epro/1 3a HaTpyBaHe
Ha cinydan Ha COVID-19 e ot 7-mus nen cien Jlo3a 2 10 kpast Ha meprojia Ha HaOJIOICHHE.

r. n2 = bpoii Ha yYaCTHHIIUTE B PUCK 10 OTHOIIIEHUE HA KpaiHaTa TOYKa.

o

Hampasen e ananu3 3a eukacHOCT Ha 0a3a MpeABAPUTEITHO ONPEICIICHU XUTIOTE3! TIPU
JIOTBJIHATETHN MOTBEpACHA caydan Ha COVID-19, Br3HUKHAIH 110 BpeMe Ha 3aCJICTICHO
m1are60-KOHTPOIMPAHO TPOCIIeIIBaHe, KOSTO MpeCTaBisIBa 10 6 Mecena ciex J{o3a 2 B
TMIOITYJTANKATA 32 €PUKACHOCT.

B ananuza 3a eduxacHocT Ha [IpoyuBane 3 mnpu aena Ha Bb3pacT 5 10 11 rogunu, 63 1aHHH 3a
npenuiiHa nHpekus, ca HabmogaBanu 10 cirydas npu 2 703 y4acTHUIIM, TONYyYWIH BaKCHHATA, U
42 cnyyvast ipu 1 348 yuactHUIM, TOTydrin oiamne6o. ToukoBara oneHka 3a eukacHocT € 88,2%
(95% momepurenen uaTepBan 76,2; 94,7) mpe3 neproaa, KOraTo BApUaHTHT JlenTa € JOMUHUPAITUSIT
nupkynupani mam. [Ipu yqactHuIm che wiu 0e3 JaHHW 3a IPpeUITHa HHPEKIusS nMa 12 cirydas npu
3 018 yyacTHUIM, TOIyYMIIM BakcHHATa, 1 42 cinydas npu 1 511 yyacTHuIM, NOTyYHiIH 1uianeoo.
ToukoBaTa o1ieHKa 3a eukacHoct ¢ 85,7% (95% moeeputeneH uatepsan 72,4; 93,2).

B IlpoyuBane 3 npu aHain3 Ha TUTPUTE HAa HEyTpaiusupamure anturena cpemy SARS-CoV-2,
HaMaJIsBanM BupycHara aktuBHOCT ¢ 50% (NT50), 1 mecerr cien Jlo3a 2 nmpu n3bpaHa Ha CayJ4acH
MIPHUHILIMI MOATPYIIa YYACTHHUIU € JEMOHCTpHUpaHa e()eKTUBHOCT C TIOMOIITA Ha ,,AMYHOJIOTHYCH
OpWKUHT HAa UMYHHHM OTTOBOPH 32 CpaBHEHHE Ha Jiella Ha Bb3pacT 5 1o 11 rojauau (T.€. Ha BB3pacT
5 mo mox 12 ronuHm) B yactTa ¢aza 2/3 Ha [IpoyuBane 3 ¢ yuacTHHIIM Ha BB3pacT 16 10 25 roauHu B
yactTa (aza 2/3 Ha [IpoyuBane 2, kouTo ca 6e3 CepoJIOTUYHYU WM BUPYCOJOTUYHH JIAHHH 332 MUHAJIA
undpeknus cbec SARS-CoV-2 1o 1 mecernr cien Jlo3a 2 1 KOUTO OTrOBapsIT Ha MPEABAPUTEIIHO
OTIpeIeTICHUTE KPUTEPHUH 32 ,,IMyHOJIOTHYEH OPHHKIHT* KaKTO IO OTHOIICHHE Ha CPETHO
FEOMETPUYHOTO ChOTHOIIEHHE (geometric mean ratio, GMR), Taka ¥ 1o OTHOIIICHHUE Ha pa3jvKaTa B
CEpOJIOTUYHHS OTTOBOP, ONPEACNICH KaTo MOCTUTaHe Ha Hail-MajiKko 4 mbTH nopuieHrne Ha SARS-
CoV-2 NT50 ot uzxoxno uuso (npeau J{o3a 1).
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GMR na SARS-CoV-2 NT50 1 mecen cien Jlo3a 2 mpu aera Ha Bb3pact 5 70 11 roguuu (T.€. Ha
BB3pacT 5 110 oy 12 ToauHM) CIIpsSMO TOBA IPH MITAIH BB3paCcTHHU Ha Bb3pacT 16 mo 25 roaunu ¢ 1,04
(2-ctpanen 95% JAU: 0,93; 1,18). Cpen yyactHuITe O€3 MPEANIIHYN JaHHM 32 nH}eKuus cbc SARS-
CoV-2 o 1 mecen cien [lo3a 2, 99,2% ot nenara Ha Bb3pact 5 10 11 rogusau u 99,2% ot
YYaCTHHUIIMTE Ha BB3PacT 16 10 25 roArHM UMaT CEpOJIOrHyYeH OTroBop Ha 1-Bus Mecen| cien Jlo3a 2.
Pa3znukara B ChOTHOIIEHWETO HA YYACTHUIIUTE CHC CEPOJOTHUEH OTTOBOP MEXTY 2-T€ Bh3PacTOBU
rpynu (aena — muaau Be3pacTau) e 0,0% (2-ctpanen 95% JAU: -2,0%; 2,2%). Tazu nadopmanms e
npezcraBeHa B Tadmuia 9.

Tabiauna 9. OO0oO1eHne HA CPeIHO reOMEeTPUYHOTO CHOTHOLLIEHHE HA THTPUTE HA
HeyTpAIN3HpalluTe AHTHTEJIA, HAMAJSABAIM BUPYCHATAa AKTHBHOCT ¢ 50%, n
Pa3IMKaTA B MPONEHTUTE HA YYACTHUIN ChC CEPOJIOTHYEH OTTOBOP — CPABHEHHE
Me:kay Aena Ha Bb3pacT S 10 11 roqunn (Ilpoyusane 3) ¥ y4acTHHIM HA Bb3pacT
16 xo 25 roqunn (IlpoyuBane 2) — yyacTHHIM 0e3 faHHU 32 nHGeknus 10 1 mecen
caen Jloza 2 — moarpyna 3a ,,AMyHOJIOTHYeH OpUIKMHT® — (pa3a 2/3 —monmyJianus,
OIIEHMMA 32 HMYHOTE€HHOCT
uPHK Bakcuna cpemny COVID-19
10 pg/no3a 30 pg/no3a
5 no 11 roqunu 16 mo 25 ronunun 5 no 11 rogunum/
N?=264 N?=253 16 10 25 rogunn
ITocTurnara neJ
npH ,,AMYHO-
Bpemesa GMT® GMT® GMR? OpuKIHT ™"
To4yKa® (95% JIN®) (95% JIN®) (95% ") (A/H)
Cpenno
reoMeTpu4eH
THTBP HA
HeyTpaJu3u-
pauure
aHTHTeJa,
HaMaJIsiBal|
BHPYCHATA
akTuBHOCT ¢ |1 Mecen
50%° cies 1197,6 1146,5 1,04
(GMT®) Jo3a 2 (1106,1;1296,6) | (1045,5;1257,2) | (0,93;1,18) pl|
IMocTurnara nena
npH ,,AMYHO-
Bpemena n* (%) n* (%) Paznuka %"| OpumpKHHT®
To4yKa® (95% JIN®) (95% JIN®) (95% ") (A/H)
CreneH Ha
cepoJIornyeH
otrosop (%)
NP THTBP
Ha
HeyTpaJu3u-
pammuTe
aHTHTeJa,
HaMaJIsIBal]
BupycHata |1 mecen
AKTHUBHOCT € |ClIe] 262 (99,2) 251 (99,2) 0,0
50%° Hoza 2 (97,3, 99,9 (97,2, 99,9 (-2,0; 2,2) A

Cokpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno csoTHowmenue; GMT = cpenno
reomerpuyeH TUThp; LLOQ = nosina rpanuna Ha konmuectBeHo onpenensne; NAAT = tecr 3a ammndukanms
Ha HykJenHoBH kucenuHu; NTS50 = TUThp Ha HeyTpanu3npalinTe aHTUTENa, HaMaJIsIBalll BUPYCHATA aKTUBHOCT
¢ 50%; SARS-CoV-2 = TexbK 0CThp pecpaTopeH CHHAPOM KOPOHaBUPYC 2.
3abenexka: B ananuza ca BKIIIOYEHHW YIaCTHUIIN 0€3 CEpOIOTHIHY UITH BUPYCOJIOTUYHH JaHHU (TP B3eMaHe
Ha KpbB 110 1 Mecenn cien Jlo3a 2) 3a munana nadekus cbe SARS-CoV-2 (T.e. oTpHLIATEIHH 3a aHTUTENA ¢ N-
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cBBbp3BaHe [cepyM] Ha Busura 3a Jlo3a 1 u 1 mecers cien Jo3a 2, neotkputr SARS-CoV-2 ¢ NAAT [HazanHa

HatpuBka] Ha Busnrure 3a Jlo3a 1 u Jlo3a 2 u c orpunarenen pesyirar ot NAAT (Ha3zaiHa HaTpUBKa) MpH

B3eMaHe Ha KPbB Ha BCSKA HEIUIAaHWpPaHa BU3UTA JI0 eanH Mecel cieq [lo3a 2), kakTo 1 0e3 aHaMHe3a 3a

COVID-19.

3abenexka: CepoJOrHYHUAT OTTOBOP ce JeuHUpa KaTo MOCTUraHe Ha > 4 IIbTH NMOBHIIIEHUE OT U3XOHO HUBO

(mpemnu [o3a 1). Ako cToMHOCTTa MPU U3MEPBAHETO Ha U3XOAHOTO HUBO € nmoa LLOQ, pe3ynrat oT aHaJIU3 ciej

BakcuHanuATa > 4 X LLOQ ce cuuTa 3a cepoIOTHICH OTTOBOP.

a. N =Dbpoii yyacTHHIIK C BaJMIHH U SICHH PE3yJITaTH OT TeCTa Npear BakcuHanmsta u 1 mecer ciexn Jlo3a 2.
Te3u cTOMHOCTH CHINO TaKka ca 3HAMEHATEIIH, N3MI0JI3BaHH ITPH MIPOIICHTHUTE N3YHCIICHNS 3a CTEIICHTa Ha
CEPOJIOTHYEH OTTOBOP.

6. OmnpeneneHo Mo MPOTOKOJ BpeMe 3a B3eMaHe Ha KPHBHU MPOOH.

B. GMT u 2-ctpannure 95% JI1 ca n3unciaeH 4pe3 CTETIEHYBaHE HAa CpeHATa JIOTAPUTMUYHA CTOMHOCT Ha
tutpute U crotBeTHUTE JIU (Ha 6a3aTa Ha t-pasmpenenenuero Ha Student). Pesynrarute ot ananusa moj
LLOQ ca3amagenu karo 0,5 X LLOQ.

r. GMR u 2-ctpannutre 95% /I ca n3dnciaeHn upes cTeNeHyBaHe Ha CpelHaTa Pa3jiuKa B JIOTApUTMUYHHUTE
CTOMHOCTH Ha TUTpHUTE (BB3pacT 5 1o 11 rogunu munyc BB3pact 16 1o 25 roaunn) u ceorBetHud AU (Ha
Oazara Ha t-pasnpenenenuero Ha Student).

. ,,AmyHonorouen OpumkuHr' Ha 6a3ata Ha GMT e nexnapupan, ako JoJHATa rpaHula Ha 2-ctpanHus 95%
JI1 3a GMR e no-roasima ot 0,67 u ToukoBara onieaka Ha GMR > 0,8.

e. SARS-CoV-2 NT50 e onpezeneH ¢ MOMOIITa Ha TeCT 3a MUKpoHeyTpanm3anus Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHanmza ce U3mon3Ba (IyopeceHTeH PernopTep BUPYC, TMOIYyIEH OT ImamMa
USA_WA1/2020, u BupycHaTa HeyTpaIu3aIys ce OTINTa BB Vero KIeTbuHr MoHOcToeBe. NT50 Ha
poOUTE ce OTpeeIts KaTo PEIUIPOYHOTO CEPYMHO paspekaane, mpu koeto 50% ot Bupyca ce
HEYTpaJIu3upa.

k. n = bpoil yuacTHHIHM CbC ceposiornyeH otroBop Ha 6azata Ha NT50 1 mecen cnen J{o3a 2.

Touen 2-ctpanen JIW, 6a3upan Ha metoaa Ha Clopper u Pearson.

u. Pasnuka B ChOTHOIIEHUSITA, U3PAa3eHH KaTO MPOIEeHT (Bh3pacT 5 10 11 roaunu muHyc BB3pacT 16 10
25 ronunn).

i. 2-crpanen /IU, 6a3upan Ha MeTtona Ha Miettinen u Nurminen 3a pa3jinkaTta B ChOTHOIICHHUATA, U3PA3CHA
KaTo MpPOIICHT.

K. ,,JIMyHOMormueH OpumKuHT", 6a3upaH Ha CTETIICHTa Ha CEPOJIOTHYEH OTTOBOP, € YCTAHOBEH, aKO JAOJIHATA
rpanuiia Ha 2-crpannus 95% JIU 3a pa3nukara B CEpOJOTHYHUS OTTOBOP € mo-rossiMa ot -10,0%.

w

Hmynoepennocm npu deya na ev3pacm om 5 0o 11 ecoounu (m.e. 5 0o noo 12-eoouwina svspacm) —
cneo bycmep 003a

Byctep no3a Comirnaty e nanena Ha 401 mpousBoaHo n3dpanu yuactauu B [Ipoyusane 3.
EdexruBaocTTa Ha Oyctep A03a pH BB3pacT oT 5 1o 11 rogunm ce onpenens 0T IMyHOT€HHOCTTA.
Ta3u umyHoreHHocT O¢ oneHeHa upe3 NT50 cipsimo pedepentHus mam Ha SARS-CoV-2
(USA_WA1/2020). Ananuzu Ha NT50 1 mecen ciien Oyctep 103a B CpaBHEHHE € IIpeu OycTep 103a
JEeMOHCTpHpAT chliecTBeHO yBennuenue Ha GMTs npu nmnua ot 5 1o 11-rogumna Bb3pacT 6e3
CEPOJIOrMYHH MJIM BUPYCOJIOIMYHM JaHHY 3a MuHaia SARS-CoV-2 undexius 1o 1 Mecerr ciien 1o3a 2
u Oyctep no3a. To3u aHanu3s e 00001eH B Taduia 10.

Ta6auna 10. O6o6menne Ha cpeaHo reomerpuyHuTe TUTPH — NT50 — yuacTHuu Ge3
AoKa3aTe/cTBa 3a HHpeKuMs — pa3a 2/3 — Ha6op MMYHOTEHHOCT — OT 5 /10
11-roguumiHa Bb3pacT —MONYJIALHs OLIEHHMA 32 HMYHOI'€HHOCT

BpemeBa Touka 3a B3eMaHe Ha mpo0a®
1 mecen cex Oycrep
1 mecen caea 6ycrep | 1 mecen cjiex g03a 2 no3a/
no3a (n%=67) (n%=96) 1 mecen cJrex g03a 2
GMT® GMT® GMR"
AHanu3 (95% CI®) (95% CI®) (95% CI"
Tect 3a
HEyTpau3anus Ha
SARS-CoV-2 - NT50 2720,9 12539 2,17
(TUTBD) (2280,1; 3247,0) (1116,0; 1 408,9) (1,76; 2,68)

Cokpamenus: JIU = noBeputenen uatepsan; GMR = cpeaHo reomerpudHo choTHOIeHHe; GMT = cpenHo
reoMmerpudeH TUTHP; LLOQ = nonHa rpanuia Ha koyimdecTBeHo onpeaenstne; NAAT = tecr 3a
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aMIUTH(UKAIKS HAa HYKJIeHHOBH KucenuHu; NTS50 = TUTBp Ha HEYTpaIH3UpaIlUTe aHTHTEIA, HAMaJISIBAII]

BUpycHaTa akTUBHOCT ¢ 50%; SARS-C0OV-2 = TexXbK 0CTBp peCIUPATOPEH CHHIPOM KOPOHABHUPYC 2.

a. OmpeneneHo 1o NPOTOKOJI BpeMe 32 B3eMaHe Ha KPbBHH IPOOH.

6. n = Bpoii yyaCTHHUIM C BAJIUJHU U ICHU PE3yJTATU OT TECTA 3a MMOCOYCHUS aHAIM3 MIPH JaJICHaTa J103a/B
JlaJicHaTa BpeMeBa TOYKa 3a B3eMaHe Ha mpooa.

B. GMT u 2-ctpannaute 95% /I ca u3uuclieH Ype3 CTEIEHYBAaHE HA CPEHATA JIOTAPUTMHYHA CTOWHOCT Ha
tutpute U chorBeTHUTE [ (Ha 6a3ara Ha t-pasmpeneneHuero Ha Student). PesynratuTe oT aHanm3a mox
LLOQ ca 3amanenu karo 0,5 x LLOQ.

r. GMR u 2-ctpannute 95% /11 ca n3umcneHn upe3 CTENCHyBaHEe HA CPeIHATA PA3/IMKa B JIOTAPUTMHIHHUTE
cToifHOCTH Ha THTpHTe (1-Meceuna mocT-0ycrepa 103a MUHYC 1-Meceuna cien 103a 2) u cbotBeTHus [T
(ma 6a3ara Ha t-pasnpenenenuero Ha Student).

IlenuaTpuyHa momyJamnus

EBpomneiickaTta areHIus 10 JIeKapcTBaTa 0Tiara 3aJbJDKEHHETO 3a IPEIOCTaBIHE Ha PE3YATATUTE OT
npoyuBanusaTa ¢ Comirnaty B rieadaTpu4HaTa momyiaius npu npeserius Ha COVID-19 (k.

Touka 4.2 3a uH(pOpPMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

5.2 @apmakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexnuHnuHuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
NIPOYYBaHUA 38 TOKCUYHOCT IIPU MHOTOKPATHO IIpUJIaraHe, peIpoayKTUBHA TOKCHYHOCT U TOKCHUYHOCT

3a pa3BUTHETO.

O0111a TOKCUYHOCT

ITrpxoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMycCKyJTHO (TIOJTy4aBaliy 3 MbJIHU JI03U 32 X0pa
BEAHBK CEIMUYHO, TeHEPUpAIL OTHOCUTEIHO BUCOKH HHUBA TPH ITHXOBE MOPAAH Pa3IHUusiITa B
TEJIECHOTO TETJIO), MMOKa3BaT MAIBK OTOK U €PUTEM Ha MSCTOTO HA MHKEKTHPAHE U YBEIHYaBaHE Ha
0enuTe KPbBHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIN), CbOTBETCTBAIIM Ha Bh3MNAIUTEIICH
OTrOBOp, KAKTO U BaKyOJIM3aLMsI HA MOPTATHUTE XENaTOUUTH 0e3 TaHHM 32 YepHOAPOOHO yBpEKAaHE.
Benuku edextu ca Ounu odpatumu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

He ca mpoBexxmanu IpoydBaHMsI HUTO 32 TCHOTOKCHYHOCT, HUTO 3a KaHIleporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHOTOKCHYEH TTOTCHITHAT.

PenponykTuBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 Pa3BUTHUETO Ca U3CJICBAHU MPH ILTHXOBE B
KOMOWHHPAHO NPOyYBaHe HA (EPTUIIMTETA M TOKCHYHOCTTA 32 Pa3BUTUETO, pH KoeTo Comirnaty e
MpuUjIaral HHTPaAMYCKYITHO Ha KEHCKH ITbXOBE Mpean Yn(TOCBaHEe U TI0 BpeMe Ha recTarus
(monyyaBammy 4 HJIHYU JI03U 32 XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKY HUBA MPH ILTHXOBE MOPaIH
pasnuuusATa B TEIECHOTO TETJI0, B IEpHoa MEXAY AcH 21 mpeau YyudTOCBaHETO U reCTallMOHCH

neH 20). OtroBopu ¢ mosiBa Ha HeyTpaausupaiiy anturena cpeiry SARS-CoV-2 uMa npu sKMBOTHUTE
MalKy OT Neproia npeau YUPpTOCBAHETO A0 Kpasi Ha MPOYYBAHETO B IOCTHATAJICH JeH 21, KaKkTo u
npu (heTycute U mokosieHuero. Hama cBbp3anu ¢ BakcMHATa e)eKTH BBPXY PEpTUIINTETA,
OpeMeHHOCTTa WM eMOPHO(ETATHOTO Pa3BUTHE WITH PA3BUTHETO Ha TIOKOJIEHHUETO. JIMTICBAT TaHHM 32
Comirnaty OTHOCHO IIPEMHUHABAHETO HAa BAKCHHATA MPe3 TUIAlCHTaTa WIN SKCKPEIHUATA B MIIIKOTO.
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6. OAPMAIIEBTUYHU JAHHU
6.1 Cnucbk Ha MIOMOIIHHUTE BELIECTBA

((4-xuopoxcubyTun)azaneaunn)ouc(xexcan-6,1-mumn)ouc(2-xexkcmnaekanoar) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-nurerpanenmnamneramu (ALC-0159)
1,2-nucreapoun-sn-rauuepo-3-dpochoxonmun (DSPC)

Xonecrepon

Tpomeramon

TpomMeTaMOoII0B XUIPOXIOPHT

3axapo3a

Bona 3a umxeknuun

6.2 HecbBMecTHMOCTH

To3u slekapcTBEH POAYKT He TpsiOBa /1a ce CMecBa C JpYyTry JIEKapCTBEHU NPOJYKTH, C U3K/IIOUCHHE Ha
MMOCOYEHHUTE B TOUKa 6.6.

6.3 Cpok Ha rogHocT

HeortBopeHn ¢uakoH

3ampasen aakon

18 meceria, korato ce cbxpansasa pu -90°C go -60°C.

Bakcunata ce momyvasa 3ampaseHa mnpu -90°C no -60°C. Cnen nonydaBaHe 3aMpa3eHaTa BAKCHHA
MOJKe a ce cbxpaHsaBa win npu -90°C go -60°C, unu npu 2°C no 8°C.

Koraro ce cpxpansiBaT 3ampaszenu npu -90°C no -60°C, onakoBkure ¢ 10 prnakoHa BakcuHa MOTaT ga
ce pasmpasat npu 2°C 1o 8°C 3a 4 yaca, a eTMHUYHHU (QJIAKOHU MOTaT J1a C€ pa3MpassT IpH cTaiiHa

temrepatypa (1o 30°C) 3a 30 MuUHyTH.

Pa3MDa3€H d)ﬂaKOH

10 ceamuiu cbxpanenue u Tparcnoprupane npu 2°C 1o 8°C B pamkuTe Ha 18-MeceuHus CpoK Ha
TOJHOCT.

. Crnen mpemecTBaHe Ha BakCHHaTa 3a cbxpaHenue rnpu 2°C 1o 8°C BbpXy KapTOHEHaTa
OIIaKoOBKa TPsi0Ba /1a ce 3alMIle HOBUAT CPOK Ha 'OJHOCT U BaKCHHATa TPsAOBa Jia ce U3I10JI13Ba
WIN J1a C€ U3XBBPIHU ChOOPa3HO TO3U CPOK. [IbpBOHAYAIHUAT CPOK Ha TOIHOCT TpsiOBa 11a ce
3azpacka.

. Axko BakcuHaTa e nonyyena npu 2°C go 8°C, 11 TpsaOBa 1a ce cpxpansasa npu 2°C go 8°C.
CpoKbT Ha FOJHOCT BbPXY KapTOHEHATa OIlaKOBKa TpsA0Ba Jja € O1JI KOpUTHpPaH, 3a Ja OTpa3siBa
CpOKa Ha TOIHOCT MIPU ChbXpaHEHHE B XJIaIUITHUK, U TbPBOHAYAIHUAT CPOK Ha TOAHOCT TPsiOBa
Ja e 0wl 3aapacKkaH.

[Mpeau ynorpeba HeOTBOpEHHUTE (PIIAKOHM MOTAT JIa c€ ChXpaHsBar 0 12 vaca npu TemIieparypa
Mmexny 8°C n 30°C.

C pa3mpasenuTe GpaKoHH MOXKeE Jia ce pabOTH B YCIIOBUS Ha CTaiiHA CBETJIMHA.
Cunen pa3mpassiBaHe BAKCHHATA He TpsidBa /1a ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypru OmkKJIOHEeHUS NOo e6peme Ha CbXPAHEHUe 6 XAAOUTHUK

L I[EIHHI/ITC 3a CTAaOMITHOCT IMOKa3BaT, 4Y€ HCOTBOPCHUAT (bHaKOH ¢ cTabuieH a0 10 CCOAMMIIN,
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KOTaTo ce ChXpaHsaBa MpH Temreparypa oT -2°C mo 2°C, u B pamkute Ha 10-cemMuIHIS TIEpHO.
Ha chxpaHenue mexmay 2°C u 8°C.

. JlanHuTe 3a CTAaOMITHOCT MOKa3Bart, e (PIrakoHBT MOXKE Ja Ce ChXpaHsBa 0 24 Jaca Impu
temneparypa 8°C no 30°C, BkmrountenHo g0 12 yaca ciex mbpBOTO NPOOUBaHE Ha

3amymaigkara Ha ¢iaKoHa.

Tasmu I/IH(l)OpMaI_[I/Iﬂ € Mp€Ha3Ha4YCHa Ja YIO'bTU MCAUIHUHCKUTEC CIICHUAINCTH CaMO B cnyqaﬁ Ha
BPEMCHHO TEMIIEPATYPHO OTKIIOHCHUC.

P a3pCACH JCKAPCTBCH NPOAYKT

JlokazaHa e XuMH4Ha U GU3NYHA CTAOMIHOCT 110 BpeMe Ha ynorpeba 3a 12 gaca npu 2°C 1o 30°C,
cien paspexnane ¢ HatpueB xjopua 9 mg/ml (0,9%) MHKEKIIMOHEH Pa3TBOP, KOSTO BKIIIOUBA JIO

6 yaca Bpeme 3a TpaHcmoptupane. OT MUKPOOHOJIOTHYHA TJIeTHA TOYKA, OCBEH aKO METOABT Ha
paspexaHe U3KII0YBa PUCK OT MUKPOOHA KOHTAMHHAIINS, MMPOAYKTHT TPSOBA J]a Ce U3IO3Ba
BeiHara. AKO He ce M3I0JI3Ba BeJlHAra, BpeMETO U YCIIOBHATA Ha ChXpaHEeHHUE 10 BpeMe Ha yrnoTpeda
ca OTTOBOPHOCT Ha MOTpeOUTENs.

6.4 ChnenuaJHu ycJI0BUS HA ChbXpaHeHHe

[a ce cpxpanssa BbB hpuzep npu -90°C no -60°C.

Jla ce cbxpaHsiBa B OpUTMHAJIHATa ONAKOBKA, 3a J1a C€ MPEANa3u OT CBETIINHA.

[lo Bpeme Ha cbXpaHEeHHE CBEJETE 10 MUHIMYM H3JIaraHeTo Ha CTaiiHa CBETJIMHA U U30ArBaiTe

H3JIaraHe Ha MpsKa CJIbHYCBA CBCTIIMHA U YJITPABUOJICTOBA CBCTJIMHA.

3a ycnoBHATa Ha ChXPAaHECHUE CIIEM pa3MpassiBaHEe M pa3pexkaaHe Ha JCKAPCTBEHUS IPOIYKT BIKTE
TOouKa 6.3.

6.5 Bwuau chabp:kaHue HA ONAKOBKAaTa

1,3 ml KOHIIEHTpPAT 32 JUCTIEPCHs B MPO3pavyeH MHOr01030B (hirakoH (cTbkio tui 1) 2 ml cbe
3amynrajka (CHHTeTHYHA OpOMOOYTHIIOBA I'yMa), ¢ alyMHHHEBa 00KAaTKa U OTYYIIBAIIIO CE OPAHKECBO
IIaCTMACOBO Kamaue. Beeku ¢utakon cbabpxka 10 103u, BUkTE Touka 6.6.

Bun omakoBka: 10 dakona

6.6 CrhenuajaHu nMpeana3Hu MEPKHU NMPH U3XBHPJIsiHEe U padoTa

VYkazanus 3a pabora

Comirnaty Omicron XBB.1.5 Tpsi0Ba i1a ce IpUroTBH OT MEITUIMHCKH CIICIHAINCT, KATO CE U3I0JI3BA
acenTHYHA TeXHHKA, 3a Ja Ce TapaHTUpa CTEPHIIHOCTTAa Ha IPUTOTBEHATA AUCTIEPCHSL.
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MMPOBEPKA HA ®JTAKOHA COMIRNATY OMICRON XBB.1.5 10 MUKPOTPAMA/IO3A
KOHIIEHTPAT 3A WH)KEKIIMOHHA JIMCIIEPCHS (JIEIA HA 5 JIO 11 TOJWHHN)

OpaH?KeBO Kamaie

Comirnaty
Omicron
XBB.1.5

Caen
pa3pexaane

10 ug

IIpoBepete nam (PJIAKOHBT € ¢
OpaH:KeBO MJIACTMACOBO Kamaye
M 12714 UMETO Ha MPOAYKTA e
Comirnaty Omicron XBB.1.5
10 muxkporpama/nosa
KOHIEHTPAT 32 HH:KEKIIHOHHA
aucnepcus.

AKO UMETO Ha MPOJIyKTa BEPXY
eTHKeTa Ha (JIAKOHA € JIPYTO,
MOJIsI, HaTlpaBeTe CIpaBKa ¢
KpaTKaTa XapaKTepUCTHKa Ha
MPOIYKTA 33 TO3H CHCTAB.

IMPEJIN YIIOTPEBA HA COMIRNATY OMICRON XBB.1.5 10 MUKPOI'PAMA/IO3A
KOHIEHTPAT 3A HTH’KEKIIMOHHA JUCHEPCHUSA (JAEIIA HA 5 10 11 TOAUHN)

Ja ce cbxpansiBa
10 10 cexmunm
npu 2°C o 8°C.

AXO MHOTOJIO30BHSIT ()JTAKOH Ce
ChXpaHsBa 3aMpa3eH, TOH TpsOBa
Jla ce pa3Mpasu Npen yrnorpeoda.
3ampazenute (prakoHu TpsOBa ga
ce TpeHecar B cpelia C
temneparypa 2°C no 8°C, 3a na
ce pa3MpasaT; pa3MpassBaHeTo Ha
enHa omakoBka ¢ 10 ¢urakoHa
MOJXe Ja oTHeMe 4 yaca. YBepere
ce, ue UIaKOHUTE Ca HAIThJIHO
pa3MpaseHH Mpeau yrnorpeoa.
Cren npemecTBaHe Ha (hIakoOHHUTE
3a cexpanenue npu 2°C no 8°C,
KOpUTHpaWTe CpoKa Ha TOJHOCT
BBPXY KapTOHEHATa OMAaKOBKA.
HeotBopenure ¢urakoHu Morar
Ja ce cbxpansaBat a0 10 ceamuiu
mipu 2°C no 8°C, 6e3 na ce
MPEBHUIIIaBa OTICUATAHUSIT CPOK
Ha rogunoct ("ogen go:).
Bb3MokeH € Chlllo Apyr BapUaHT,
P KOWTO €AMHUYHH 3aMpa3eHU
(h1aKoHU MOXKeE J1a Ce pa3MpazsaT
3a 30 MUHYTH TIpH TeMIiepaTypa
10 30°C.

[penu ynotpeda HEOTBOPEHHSAT
(hmakoH MOKe J1a Ce ChXpaHsIBa
no 12 gaca mpu TemriepaTtypa a0
30°C. C pa3mpazenure G1akoHH
MOJeE Jia ce pabOTH B YCJIOBHUS Ha
cTaliHa CBETJIMHA.
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CMECBAHE IIPE/IM PA3PEXXJIAHE HA COMIRNATY OMICRON XBB.1.5
10 MUKPOTPAMA/IO3A KOHIEHTPAT 3A UH)KEKIIMOHHA JUCIIEPCHUSA (AELNA

HA 5 JIO 11 TOJUHM)

,

Buumarenno 10 nbTH

OcraBeTe pa3MpaseHHAT QIAKOH
Jla TOCTUTHE CTaiHa TeMIeparypa
Y BHIMATEITHO T'0 0OBbpHETE

10 meTH npeau paspexaane. He
pasKIamanTe.

[penu pazpexaane pazMpaseHaTa
JUCTIEPCUST MOXKE JIa ChIbPiKa
Oenu 0 Mot Oenn
HEMPO3pavyHu aMOPGHH YACTHIIH.

PA3PEKIAHE HA COMIRNATY OMICRON XBB.1.5 10 MUKPOT PAMA/JO3A
KOHIIEHTPAT 3A WH)KEKIIMOHHA IMCITEPCHS (JELA HA 5 JIO 11 TOJIUHN)

o

1,3 ml narpues xaopux 9 mg/ml (0,9%0)
HHIKEKIIMOHEH Pa3TBOpP

Pasmpasenara BakcuHa TpsiOBa ga
ce paspenu B HEHHHUS OpUTHUHAIEH
(aaxon ¢ 1,3 ml HaTpueB xJI0pu
9 mg/ml (0,9%) uHXeKIMOHECH
pa3TBOp, KaTO Ce M3MOJI3Ba Uria
21 G, wiu 1o-ThHKA, M aCENTHYHA
TEXHHKA.
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H3rersere 6yranoro xo 1,3 ml, 3a na
OTCTPAHHWTE Bb3/AyXa OT (MIaKoHA.

W3paBHeTe  HamAraHETO  BBB
(dmakoHa Tpeau A U3BAAWTE
WrjiaTa OT HEro, KaTto M3TErJIuTe
1,3ml BB3AYX B Wu3Npa3HEHATa
CIIPUHIIOBKA HA Pa3peIUTEIIS.

/
|

Buumarteano 10 nTH

Buumarenno o0bpHETE
paspeneHnata aucnepcust 10 nbTH.
He pazxiamaiite.

Paspenenara BakcuHa TpsiOBa 1a
npejcTaBisiBa Osiia 10 OYTH
Osna gucriepcus 0e3 BUIUMU
yactuiy. He usnomnspaiite
paspeneHaTa BaKCHHA MPH
HaJIMYUe Ha YaCTUIU WU
MPOMSIHA B IIBETA.
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(—

Yac 3a
HU3XBBPJIsSHE

O
3anuinere CLOTBETHHUTE 1aTa U Yac.
Ja ce u3noa3Ba B pamkute Ha 12 yaca cieq pa3pexaaHe.

\

Ha paspeaenure ¢urakonu TpsioBa
na Opaar oToesI3aHu
CBHOTBETHUTE JaTa U 4ac.

Cren pa3pexnaHe, cbxpaHsBaiiTe
nipu 2°C no 30°C u uznosnspaiite
B paMKuTe Ha 12 yaca.

He 3ampassBaiite ninmn
paskIiamaiite pazpeeHaTa
nuctiepcusi. Ako e omra
MOCTaBeHA B XJIaJUIIHUK,
OCTaBeTe pa3peieHaTa AUCIepcus
Jla TOCTHUTHE CTaiiHa TeMIeparypa
npenu ymnorpeoba.
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HA 5 JIO 11 TOJUHM)

MNPUT'OTBSHE HA UHAUBU Y AJIHU 1034 0,2 ml COMIRNATY OMICRON XBB.1.5
10 MUKPOTPAMA/IO3A KOHIEHTPAT 3A UH)KEKIIMOHHA JUCIIEPCHUSA (AELNA

0,2 ml paspenena Bakcuna

Crnen paspexaane GJIaKOHBT
CchABpKa 2,6 ml, OT KOUTO MOTaT
na ce usreryar 10 gosu mo 0,2 ml.
Kato n3non3pare acentuyna
TEXHUKA, TOYUCTETE 3aITyIIaaKaTa
Ha (IaKoHA C TAMIIOH 32
eHOKpaTHA yrnoTpeba, HAaloeH C
AHTUCETITUICH Pa3TBOP.
Usrernere 0,2 ml Comirnaty
Omicron XBB.1.5 3a gena Ha
BB3pact 5 10 11 rogunu.

TpsOBa na ce usmon3Bar
CHPUHIIOBKY /WM UIJIH C MATBK
MBPTHB (HEU3IOI3BaeM) o0eM, 3a
na ce nzreraar 10 1o3u OT enuH
¢naxkon. KomOunanusira ot
CHPUHIIOBKA U UTJIa C MaJTbK
MBPTHB 00eM TpsIOBa a uMa
MBPTHB 00€M HE MMO-TOJISIM OT

35 MUKponuTpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHIIOBKH M HUIJIH, MOXE Ja
HsMa J0CTaThueH 00eM 3a
HM3TEIJISTHE HA JISCET JO3U OT COUH
(hnakoH.

Bcesika no3a TpsiOBa 1a chappika
0,2 ml BakcuHa

AXO KOJIMYECTBOTO Ha OCTaHajaTa
BBB (hJ1aKOHA BAaKCHHA HE MOXKE J1a
JIOCTaBH €Ha Is171a 103a OT

0,2 ml, usxpbpiere ¢iakoHa u
M3IUIIHAS 00eM

N3xBBHprieTe HEW3MOI3BaHATA
BaKCHHA B paMKuTe Ha 12 yaca
cJeI pa3pekIane.

UsxBbpasiHe

Hewnsnon3BaHusT NeKapcTBEH MPOIYKT WIX OTHAIbUYHATE MATEPUAIIH OT HETO TPsIOBa Jla ce U3XBBPIIST

B CHbOTBCTCTBUC C MCCTHUTC U3MCKBAHM.

7. HHPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

thakc: +49 6131 9084-2121
service@biontech.de
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1528/021

9. JATA HA IbPBO PASPELHIABAHE/IIOJHOBSIBAHE HA PASPEIIEHUETO 3A
YHOTPEBA

[Hara na mppBo paspewmasane: 21 nexkemspu 2020 r.

[Jara Ha nocnenno nmoxHossiBaHe: 10 oktomBpu 2022 T.

10. [OATA HA AKTYAJIM3BUPAHE HA TEKCTA

31/08/2023

IMoapo6ua uHbOpMAIHs 3a TO3U JICKAPCTBEH MPOYKT € MpeJocTaBeHa Ha yeOcaiita Ha EBporneiickara
areHIus 1o Jiekapcreata http://www.ema.europa.eu.
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