NPUJIOXEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBsIBAaHE HA HOBa MH(POPMAaLUS OTHOCHO Oe30macHoCTTa. OT MEAULIMHCKUTE CTICLUATIICTH Ce
M3UCKBA J1a ChOOIIABAT BCSAKA MOA03MPaHa HeXelaHa peakys. 3a HaunHa Ha ChoOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty 30 mukporpaMa/o3a KOHIEHTPAT 32 WHKEKIIMOHHA AUCTIEPCHUS

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (pJIAKOH C JIMJIABO Kamaye U ChIbpIKaHUETO My TpsiOBa Jla ce pa3peu npenn
yrotpeoa.

Enun dnaxon (0,45 ml) ceappixa 6 mo3u no 0,3 ml cnex pa3pexnane, BuxTe TOYKH 4.2 1 6.6.

Enna no3a (0,3 ml) ceaspxa 30 mukporpama to3uHamepat (tozinameran), uPHK Bakcuna cpemry
COVID-19 (BkiroveHa B JTUIMHIHA HAHOYACTHIIN).

To3uHnamepaH e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), nponsseznena c
U3M0JI3BaHe Ha Oe3kiIeThuHa iN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komupau

BupycHus S (spike) mpotenn Ha SARS-CoV-2.

3a IBJIHUA CHUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

KoHueHTpaT 3a HH)XEKIMOHHA AUCIIEpCHsl (CTEPUIICH KOHLIEHTPAT)

Bakcunata nipejictaBisBa 0s1a 10 mouTtH Osuta 3ampasena aucrnepcus (pH: 6,9 — 7,9).

4. K/IMHUYHU JAHHHA

4.1 TepaneBTUYHHU MOKA3AHUS

Comirnaty 30 mukporpama/mo3a KOHICHTPAT 32 MH)KEKIIMOHHA JIUCIICPCHs € TIOKa3aHa 3a aKTHBHA
MMYHHU3alMs 3a npeBeHuus Ha 3adonsaBanero COVID-19, mpuunneno ot SARS-CoV-2, Ha nuua Ha
BB3pacT 12 u moBede roAWHU.

VYnorpebara Ha Ta3u BakCHHA TPsIOBA Ja € B CbOTBETCTBHE C OQUIMATHUTE MPETOPHKH.

4.2 J103MpOBKA M HAYMH HA MPUJIO’KEHHE

AOBI/IQOBKa

Jluya na év3pacm 12 u nogeue 200unu

Comirnaty ce mpuiara HHTPaMyCKYJIHO cJie]l pa3pexaaHe Kato eanHuaHa 1o3a ot 0,3 ml Ha nuna Ha
BB3pacT 12 u moBeue roJMHU, HE3aBUCHMO OT MPEAMIIHNS BakCHHAIMOHEH cTatyc 3a COVID-19 (Bxk.
touku 4.4 u 5.1).



Ha numia, konto nipenu ToBa ca Omiin BakcuHHpaHu ¢ BakcuHa cpemry COVID-19, Comirnaty TpsioBa
Jla ce Impujiara Haii-mMajko 3 Mecelia ciiel rmocjeanara 103a Bakcuna cpemry COVID-19.

Teorcko UMYHOKOMNpOMeEMUparnu iuya Ha 8v3pacni 12 u nogeue 200unu

Ha nmria, KonTo ca TeXKO HMyHOKOMIIPOMETHUPAHH, TOBIHUTEIHHU T03U MOJKE J[a Ce puiIarat
CBIJIACHO HAIIMOHAIHUTE TPETIOPBKH (BXK. Touka 4.4).

Heduampulma nonyiaauus

[Ipennarat ce meauaTpuyHU JIeKapcTBeHU (HOPMU 32 KbpMadeTa Ha Bb3pacT 6 Mecella U Mo-ToJIEMU |
Jieria Ha Bh3pacT mox 12 rogunu. 3a noapodHa HHPOpMAITUS, MOJIS, BUKTE KpaTKaTa XapaKTePHCTHKA
Ha IIPOJYKTA 32 CbOTBETHUTE ChCTABH.

be3onacHocTTa M e(hrKkacHOCTTa Ha BAaKCHMHATA MPH KbpMadeTa Ha Bb3pacT Mo 6 Mecena Bee olle He
ca yCTaHOBEHH.

Honynayus 6 cmapuecka 8vb3pacm

He ce nanara KOpUTrupaHe Ha A03aTa IIpU JIMlda B CTapUCCKa Bb3pPacT > 65 TOOWHH.

Hauue Ha npuiioxxkeHue

Comirnaty 30 Mukporpama/mo3a KOHIICHTpAT 32 MH)KEKIIMOHHA JMCIIepCHs TpSIOBa J1a ce Ipuiiara
HHTPAMYCKYJIHO CJIe] pa3pexaaHe (BxK. Touka 6.6).

Crnen paspexnane dnakonnte Comirnaty chabpkat 6 go3u BakcuHa 1o 0,3 ml. 3a na ce uzrerysr

6 no3u oT equH (prakoH, TPIOBa Ja Ce M3MOIA3BAT CIPUHIIOBKY W/MJIH UTIIU C MATBbK (HEU3ITOJI3BACM)
MBPTHEB 00eM. KoMOMHAIMSTA OT CIIPUHIIOBKA U WIJIA C MATBK MBPTHB 00€M TpsiOBa J1a UMa MBPTHB
00eM He Mo-roJisiM OT 35 MUKpOIUTPa. AKO € MU3IMOJ3BAT CTAHJAPTHU CIIPUHIIOBKY U UTIH, MOXKE Ja
HSIMA JIOCTaThYCH 00eM 3a M3TETJISIHE Ha IIECT JI03H OT eauH ¢uakoH. HezaBucumo oT Buja Ha
CIIPUHITOBKATA U UTJIaTa;

. Bceska noza tpsabBa aa ceappka 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO Ha OCTaHaJIaTa BbB (pJIaKOHA BaKCHHA HE MOXeE Ja JOCTAaBU e€/lHa LsIa 1032
ot 0,3 ml, u3xBbpiere GiakoHa U U3TUIIHUS 00EM.

. He cwnOupaiiTe M3munrbuTe BaKCHHA OT HAKOJIKO ()IaKoHa.

HpeIIHOLII/ITaHOTO MACTO € OCITOUIHUAT MYCKYJI B TOpHaTa 4aCT Ha pbKaTa.
He HH)KGKTHpaﬁTe BaKCHMHATa MHTPABACKYJIApHO, IIOJKOXXHO WJIW UHTPAACPMATIHO.

Bakcunata He TpsOBa Ja ce cMecBa B €/1HA U ChIla CIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBEHH
MPOAYKTH.

3a npeanasHuTe MEPKH, KOUTO TPsIOBa Ja ObJAT B3€TH NMPEAH MPHIOKEHUE HAa BAKCHHATA, BUXKTE
Touka 4.4.

3a ykaszaHusi OTHOCHO pa3Mpa3siBaHETO, paboTaTa U U3XBBPJISIHETO Ha BAKCHHATA BHXKTE TO4Ka 6.6.
4.3 TIlpoTruBONMOKA3aHUS

CBpBX4yBCTBUTEITHOCT KbM aKTHMBHOTO BELIECTBO HJIM KBM HIKOE OT IIOMOIIIHUTE BEILECTBA,
n30poeHu B Touka 6.1.



4.4 ChneuuajTHu mpexynpeskaeHus U Npeana3Hl MePKHU MPH ynoTpeda

IIpocnenumoct

3a f1a ce moo0pH MPOCIEAUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa ACHO J1a CE 3amMCBarT.

OO0111 TPENOPHKHU

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

Nma cpobimeHus 3a crOuTHS Ha aHadwIakcus. BuHaru TpsoBa ga iMa Ha pa3oIoKeHHE TIOIXO IO
MEMIIMHCKO JICYCHHUE U HAaOJIIOICHUE B CyYail Ha aHA(DUIaKTUYHA PeaKIys CIIe]] MPUIOKECHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEIIHO HAOJIIOICHUE B ITPOAB/DKCHUE HAa HAall-MaaKo 15 MUHYTH clief
BakcuHanusATa. He TpsiOBa ;1a ce mpruiara ciieBaiia 03a OT BAKCHHATA Ha JIVIIA, TIOJTYYHIH

aHaduIakcHs ciies npeauinaa go3a Comirnaty.

Muoxapoum u nepuxapoum

ChIiecTByBA IMOBHIIICH PUCK OT MUOKAP/IUT U MEPUKAPAUT cie) BakcuHarms ¢ Comirnaty. Te3u
3a00JIIBaHUS MOTAT JIa CE€ Pa3BUAT JI0 HAKOJIKO JTHH CJIC/I BAKCUHAIUATA U HACTHIIBAT MPEAUMHO B
pamkute Ha 14 qau. Te ca HaOIrOAaBaHU MO-YECTO CJIe] BTOpaTa BAKCHHAIUS U IT0-YECTO TIPH TI0-
MJIaau MBXKe (BK. Touka 4.8). HanudaanuTe JaHHN MIOKa3BarT, 9€ B IOBEUYETO CIydad HACTHIIBA
BBH3CTAHOBsIBaHE. B HsKOM CiTyuau ce Hajara MmoJiibp)KaHe ¢ HHTCH3UBHU TPKH U UMa HaOII01aBaHu
CITy4aH C JIETaJICH U3XO/.

MeauIMHCKHUTE CIeUAINCTH TPsOBa 1a ObJaT OAMTEHY 33 IPU3HALIUTE ¥ CHMITOMUTE Ha
MUOKapIUT U IEpUKApANT. BakcnHupaHuTe muia (BKIFOYUTEITHO POAUTEINTE WA OOTPHIKBAIIIATE
TuIa) TpsaOBa 1a ObJaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO METUITMHCKA ITOMOII], aKO Pa3BHSIT
CHMITTOMH, TTIOKAQ3aTETHH 32 MHOKAPIUT WA IEPUKAPANT, KaTo (0CTpa U MPOIbIDKUTETHA) 00JIKa B
T'bPAUTE, 33]IyX WIH NAJINUTALMHU CJIe]] BaKCUHALIAATA.

MeaUIMHCKHUTE CICHUAINCTH TPSOBa /1a HAIPABAT CIpaBKa ¢ PhKOBOJICTBATA W/HJIM CIICITUAIMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

Peakuuu, C68bP3AHU C NMPEBOHCHOCI

B®B BpB3Ka ChC caMust MPOIIEC HA BAKCHHAIIMS MOTAT J1a Bb3HUKHAT PEaKIlii, CBhP3aHu C
TPEBOXKHOCT, BKIFOUUTEITHO BA30BAraIHH PEAKIINHU (CHHKOI ), XUTICPBCHTHIIAIUS WU PEAKIHH,
CBBP3aHU ChC CTpeca (HaIp. 3aMastHOCT, MAJIUTAIINN, YCKOPEeHa ChpJieuHa YeCcToTa, TPOMEHHU B
KPBBHOTO HaJATaHE, MapecTe3ns, XUIIeCTe3us M U3NoTsABaHe). Peakiunre, CBbp3aHu ChC CTpeca, ca
NPEXOJHU M OT3BYyYaBaT OT caMo cebe cu. Xopara TpsiOBa J1a ObAaT MOChBETBAHMU Ja HH)OpMUpAT 3a
TE3W CUMIITOMH BaKCHHHPAIINS TH 32 OI[CHKa. BayKHO € J]a ce B3eMart Mperna3Hi MEpKH, 3a Ja ce
NpPEeIOTBPATH HAPAHIBAHE OT MPHITaJaHe.

Cbnbmcmeawo sabonssamne

Bakcunanmsara TpsiOBa J1a ce OTJIOKH MPH JIMLA, CTPAAAIIH OT OCTPO TEXKKO (pedpriiHo 3abonsiBane
win octpa uHpekuus. Hanmnuuero Ha yieka nH(EKIUs 1/Wii HEBUCOKa TeMIlepaTypa He Tps0OBa na
CTaBa IPUYMHA 3a OTJaraHe Ha BaKCHUHALIUATA.



Tp0M60uum0neHu;z U HApYuwerHuAa Ha Kpvbeocvcupeanemo

KakTo mipu qpyry M”HTpaMyCKYJTHH WHKEKIMH BaKCHHATA TPSOBA J1a Ce Mpriiara BHUMATEITHO MPH
JIUIIA, TIOyYaBaIld aHTUKOATYJIaHTHA TePAITUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapyleHne Ha KPhbBOCKCHUPBAHETO (KaTo XeMO(QWIHNs), Thi KaTO MPH TE3H JIHIIA MOTAT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJTHO MPHJIOKEHHE.

Hmynoxomnpomemupanu auya

EdukacHocTTa 1 6€30MacHOCTTa Ha BAKCMHATA HE Ca OLEHEHH MPU UIMyHOKOMIIPOMETHPAHH JIHIIA,
BKITFOUUTEITHO TE3H, MOTyYaBalld UIMyHOCyTpecuBHa Tepanus. EpukacHocTTa Ha Comirnaty Moxe na
€ TI0-HHUCKa MPH UIMYHOKOMIIPOMETHPAHH JIUIIA.

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

HpOI['bJDKI/ITCHHOCTTa Ha 3aimuraTra, IpeaocTaBsiHa OT BAaKCHMHAaTa, HE € U3BCCTHA, THi1 KaTO TS BCE OIIE
CC OMMpEACiid B TCKYIIU KIIMHUYHHA MTPOYyYBAHUS.

OZDCZHH’{QHH}Z Ha ed)ekmueyocmma HA eaKkcunama

KakTo npu Bcsika BakcuHa, BakcuHanmaTa ¢ Comirnaty MOke Jia HE 3alllATH BCUYKH BaKCHHUPAHH.
BakcuanpanuTe MOXKe Ja HE ca HAITBJIHO 3alTUTEHU 10 7-MUS JCH CJIe]l BAKCHHAIIMTA.

TTomonruu BCHOICCTBA

Tasm BakcHHA ChABPIKA IMO-MaJIKO OT 1 mmol kamuit (39 mg) Ha m03a, T.e. MOXKE Ja ce Kaxke, ue
MIPAKTHYECKU HE ChABPIKA KaJTHIA.

Ta3u BakcHHA ChIABPIKA MO-MaNKo 0T 1 mmol Hatpuit (23 mg) Ha 1034, T.€. MOXKE Ja ce Kaxe, 4e
MPAKTHYECKU HE ChABPIKA HATPHI.

4.5 BzaumopeiicTBHe ¢ IPYrH JIeKAPCTBeHN MPOAYKTH U APYru (popMH HA B3auMoaelicTBHe
He ca npoBexxnanu mpoy4yBaHus 3a B3aUMOJICHCTBUATA.
CrpTeTBanioTo NpHIiokeHre Ha Comirnaty ¢ Ipyryd BAKCHHU HE € IPOYYEHO.

4.6 @epTHaNTET, )PEMEHHOCT H KbPMEHe

Bbpemennoct

TonemusT 06eM OT JaHHU, TOTYYCHU OT HAOIOCHUETO HA OPEeMEHHHN )KEHH, BAKCHHUPAHU C
Comirnaty npe3 BTOpus U TPETHUSI TPUMECTHP, HE TOKA3BaT yBEJIMYaBaHe HA CIIydanTe Ha OPEMEHHOCT
C HEeXKeNaH u3xoJ. Makap ue JJaHHUTE 32 U3XO0Jl OT OPEMEHHOCTTA CJIe]l BAKCHHAIMS, TPOBE/ICHA I10
BpeMe Ha ITbPBUsI TPUMECTB], IIOHACTOSIIEM Ca OTPaHUUCHH, HEe ce HAaOIr0/1aBa TIOBUILIEH PHCK OT
crioHTaHeH abopt. [IpoyuBaHHsATa MPH KUBOTHU HE MOKA3BAT NMPEKU MM HEMPEKU BpeIHU e(heKTH,
CBBbp3aHH ¢ OPEMEHHOCTTa, eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAXKIAHETO WM TTOCTHATAITHOTO
pasButue (Bxk. Touka 5.3). Comirnaty Moke fja ce puiiara 1o BpeMe Ha OpeMeHHOCT.

Kopmene

He ce ouakBat edexTy Mpu KbpMEHN HOBOPOJICHN/KbPMadeTa, Thii KATO CUCTEMHATA EKCIIO3UITHSI Ha
Comirnaty mpu KbpMadkarta € He3HaunuTeHa. JlaHHUTE OT HAOIFOIEHUETO Ha KEHH, KOUTO ca
KbPMEITH CIIe/] BAKCHHAIIWS, HE TTOKa3BaT PUCK OT HEXellaHU e(PEeKTH MpH KbPMECHH
HOBOpOJeHU/KbpMadeTa. Comirnaty MoXke Jia ce puiiara B Iepuojia Ha KbpMEHE.



DepTunuTer

[IpoyuBanusiTa Npu >KUBOTHU HE TIOKA3BAT MPEKH WIH HETIPEKH €(EeKTH, CBbP3aHU C PEPOAYKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 EdexTn BBpXy CHOCOOHOCTTA 3a modupaHe U padoTa ¢ MaIIUHU

Comirnaty He TIOBIIASIBA WY TIOBJIHSIBA TIPEHEOPESIKIMO CITIOCOOHOCTTA 3a modupane 1 padboTa ¢
MaiuHe. Bee mak HIKou oT eeKTHTe, MOCOYeHH B TOUKa 4.8, Morat BpeMEHHO Jia TOBITUSISIT
CHOCOOHOCTTA 32 mopupaHe WiK padoTa ¢ MALIHHU.

4.8 Hexenanm JiekapcTBeHH peaKuH

Pesrome Ha mpodumia Ha Oe30macHOCT

Yuacmuuyu na evzpacm 16 u noseue 200unu — cieo 2 003u

B Ilpoyusane 2 06110 22 026 yuacTHHIIM Ha Bb3pacT 16 WK MOBeY€e FOJUHM Ca TOTYIHIN Hal-
Mmankoro 1 mo3a Comirnaty u 00110 22 021 yyacTHHMIIM Ha Bb3pacT 16 WM MOBeUe TOAUHU ca
MOTyYmIH Tutane6o (BrrounTenHo 138 u 145 ronomm Ha 16- 1 17-rouIHA BB3pacT ChOTBETHO B
rpymara ¢ BakCMHaTa 1 rpynara c miane6o). O6mo 20 519 yyactaunu Ha Bb3pacT 16 unu moseye
roauHu ca oy 2 mo3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBaHe 2 ¢ naTa Ha 3akiato4yBaHe Ha naHHuTe 13 mapt 2021 1. 3a
I1a11e00-KOHTPOIMPAHUS 3aciIeleH IEpUOl Ha IIpociesiBaHe [0 JaTUTE Ha pa3cielnsiBaHe Ha
ydactHUIHTE, 00110 25 651 (58,2%) yuactanmu (13 031, momyunnu Comirnaty, u 12 620, momyannm
rwiane0o0) Ha Bb3pacT 16 U moBeye roJMHU ca IpocieIIBaHy B MPOABIDKEHHE Ha > 4 Mecela cieq
BTOpaTa jo3a. Tosa BrimouBa 06mo 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4unu
mwiane6o) yqacTHuIm ot 16- 10 55-roauinna Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nonyunnu nnane6o) y4acTHUIM Ha Bb3pacT 56 U oBeve TOANHH.

Haii-yectute HexxellaHM peakiMy NP yYaCTHUIIMTE HA BB3pacT 16 v moBeve roAWHU, TOTYIHIN

2 no3u, ca 60IIKa Ha MACTOTO Ha MIKekTHpaHe (> 80%), ymopa (> 60%), rmaBo6ore (> 50%),
muanrus (> 40%), Brpucane (> 30%), aptpanrus (> 20%), nupekcus ¥ HoAyBaHe Ha MSCTOTO Ha
umkektupane (> 10%) 1 0OMKHOBEHO ca JIGKU WK YMEPEHHU 110 MHTECH3UTET U OT3BYy4YaBaT B PAMKHUTE
Ha HSKOJIKO JTHU CJIe]] BAKCHHANUATA. MaJKo Mo-MajKa 4ecToTa Ha ChbOMTHATA HA PEaKTOTeHHOCT ce
CBBP3Ba C M0-TOJIIMA Bb3pacT.

[IpodunbT Ha Ge3omacHOCT NpH 545 ydacTHUIM Ha Bb3pacT 16 v oBede TONWHH, BAKCHHUPAHU C
Comirnaty, kouTto ca 6mnu ceporo3ntTuBHE 32 SARS-C0V-2 Ha U3X0AHO HHBO, € MOI00EH Ha

HaOII0JaBaHYs TP 001IaTa MOMYJIAIHS.

FOnowu na evspacm 12 0o 15 2oounu — cied 2 0osu

ITpn ananu3 Ha JaHHHUTE OT ABJITOCPOYHOTO MpOCiesBane 3a 6e3omacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcurupanu ¢ Comirnaty u 1 129, momyumin miare6o) ca Ha Bs3pact 12 10
15 rogunu. Ot Tsx 1 559 1onomm (786, Bakcunupanu ¢ Comirnaty u 773, nonyuniu mianebo) ca
HpoCieAsBaHy B IPOIBIDKEHHE Ha > 4 Mecena cies Bropara qo3a Comirnaty. OneHkara Ha JaHHUTE
3a 6e3omacHoCT B IIpoyduBane 2 mpoapirkaBa.

OO6mwmsT npoduin Ha OezonacHocT Ha Comirnaty mpu I0HOLIM Ha Bh3pacT 12 10 15 rogunu € nogobex
Ha HaOJI01aBaHMsl ITPH YYaCTHHIIN HA BB3pacT 16 u moBede rogauHu. Hail-uecTure HexeNnaHu peakiiuu
NP FOHOIIX Ha BB3pacT 12 1o 15 roxuau, monydniu 2 1034, ca 00Ka Ha MSICTOTO Ha HHKEKTHPaHe
(> 90%), ymopa u rmaBoboiue (> 70%), Mmuairus u Brpucane (> 40%), apTpairus U MHPEKCHs

(> 20%).



Yuacmuuyu na evzpacm 12 u noseue 200unu — cied bycmep 003a

W3BoauTe 1o oTHOIICHHE Ha Oe30macHOCTTa Ha Oyctep mo3a Comirnaty mpu y9acTHUIM Ha Bb3pacT 12
Y TIOBEYE TOJIMHYU C€ OCHOBABAaT Ha JaHHUTE 3a 0€30IACHOCT OT MPOYYBaHUsS Ha OycTep /103a
Comirnaty mpu y9aCTHHIIM Ha BB3pacT 16 1 TToBede roIuHH.

Enna moarpyna ysactaunu BbB ¢aza 2/3 na [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pacT 18 1o

55 ronuHu, 3aBBpIIIIIA IBPBOHAYATHIS 2-1030B Kypc ¢ Comirnaty, ca moJryqauiii OycTep 103a
Comirnaty npubiusuteado 6 mecena (auamnasos 4,8 1o 8,0 mecena) cien Jlosza 2. Karto 11510, nmpu
YYaCTHUIIMTE, KOWTO Ca MOIYyYMIIA OyCTep 71033, MeInaHaTa Ha BPEMETO Ha IPOCIIeAsIBaHe €

8,3 mecena (muanaszon 1,1 mo 8,5 mecena), a 301 ydacTHUIM ca IPOCIEASIBAHA B IPOIBIKCHUE HA
>6 Meceria cien Oycrep mo3ara 70 JaTaTa Ha 3aKiIouBaHe Ha manaute (22 HoemBpu 2021 1.).

OO0muAT mpodu Ha 6€30MacHOCT 3a OycTep Jo3ara e moA00eH Ha HaOroaBanus cief 2 po3u. Haii-
YeCTUTE HEXKENaHHU PEaKIIMK MPH YYaCTHUIIUTE Ha BB3pacT 18 1o 55 romuHu ca 6oika Ha MICTOTO Ha
umkektupane (> 80%), ymopa (> 60%), rmaBo6osue (> 40%), muanrus (> 30%), BTpucane u
aptpanrus (> 20%).

B IlpoyuBane 4, mnane60-KOHTPOJIUPaAHO MPOYyIBAHE C MPUIIOKEHNE HA OyCcTep 1032, YIaCTHHUITH Ha
BB3pacT 16 u noBeue rofaunu, Habpanu ot [IpoyuBane 2, ca nmomyuniu Oyctep no3a Comirnaty

(5 081 ygyactauim) nim mwiane6o (5 044 yyacTHUIIN) Hal-MaKko 6 Mecela ciie/l BTopaTa 103a
Comirnaty. Karto msu10, mpu y4acTHUITUTE, KOUTO Ca MOyYHIIN OyCcTep 103a, MeAruaHaTa Ha BpeMeTO
Ha MpocJieAsBaHe ciel OycTep go3aTa B 3aciieNeHus Iane00-KOHTPOIUpaH epro Ha IpociesiBaHe
JI0 AaTaTa Ha 3akitouBaHe Ha naHHuTe (8 deBpyapu 2022 r.) e 2,8 mecena (auanasoH 0,3 10

7,5 mecena). Ot 1x 1 281 yuactaunu (895, Bakcunupanu ¢ Comirnaty u 386, nonyuniu miaie0o) ca
MIpoCIeIIBaHU B MTPOIBIDKEHUE Ha > 4 Meceria cien 0ycrep mozara Comirnaty. He ca yctaHoBeHH
HOBM HEKellaHu peakuuu Ha Comirnaty.

Yuacmuuyu na evzpacm 12 u noseue 200unu — cieo nociedsauia bycmep 003a

W3BoauTe 1o oTHOIICHHE Ha Oe30macHOCTTa Ha Oyctep mo3a Comirnaty mpu y9acTHUIM Ha Bb3pacT 12
W TOBeUe FOJIMHH CE OCHOBABAT HAa JaHHUTE 32 0€30MacCHOCT OT POY4YBaHUsI Ha OycTep J103a
Comirnaty mpu y9aCTHHIIM Ha BB3pacT 18 1 moBede roIuHu.

IToarpyma ot 325 Bb3pacTHH Ha BB3pacT 18 1o < 55 roguHu, 3aBbpIIIIIN BaKCHHAIMS C 3 103U
Comirnaty, ca nmonyuuinu 0yctep (deTBbpra 103a) Comirnaty 90 no 180 auum cien Jo3za 3.
YyactHuuTe, noiyumim oyctep (4eTBbpTa 103a) Comirnaty, ca UManu MEpPHUOJ Ha POCIEASIBAHE C
Meanana 1,4 Mecena 1o matara Ha 3aKirouBane Ha nanHute 11 maprt 2022 r. Haii-uectuTe HexelaHU
pEeaKIiK TPH Te3H YUIACTHUIIM ca 00JIKa Ha MSICTOTO Ha HHXekTupane (> 70%), ymopa (> 60%),
rnaBobomnue (> 40%), muanrus u Brpucane (> 20%), u aptpanrus (> 10%).

B moarpyma ot Ipoyusane 4 (®Pasza 3) 305 Bp3pacTHH Ha BB3pacT > 55 roquHu, 3aBbPIIHIN
BakcuHalus ¢ 3 no3u Comirnaty, ca moay4uin Oycrep (ueTBbpTa m03a) Comirnaty 5 1o 12 mecera
cien Joza 3. YyactHuuuTe, noxydunu oycrep (4eTBbpTa 103a) Comirnaty, ca Maiy epruoJi Ha
npoclieisBaHe ¢ MeIuana Hali-Manko 1,7 Mecena JIo JjaraTa Ha 3aKJIF0YBaHe Ha JaHHUTE

16 maii 2022 r. OO0t mpoduia Ha Oe30macHOCT 3a Oycrepa (4eTBbpTara 103a) Comirnaty e moao0eH
Ha TO3M, HaOmoaaBaH cien Oycrepa (Tperara no3a) Comirnaty. Haii-uecTure HexellaHU peakuy Mpu
YYaCTHHIM Ha Bb3pacT > 55 roqunu ca 00ika Ha MACTOTO Ha HHXKeKTHpaHe (> 60%), ymopa (> 40%),
rnaBobosue (> 20%), muanrus u Brpucane (> 10%).

Bycmep 003a cned nvpsuuna eaxcunayus ¢ opyea paspewena 3a ynompeba eaxcura cpewy COVID-19

B 5 me3zaBucumu npoyduBaHus 3a yrmoTpedarta Ha 6yctep nmo3a Comirnaty mpy JIia, 3aBbPITHIH
I'bPBUYHA BaKCHHAILIMS C Apyra pa3pelieHa 3a ynorpebda Bakcuna cpemy COVID-19 (xereponoxna
OycTep 103a), He ca YCTAHOBCHU HOBH JIJaHHHM, CBBP3aHHU ¢ Oe30macHoCTTa (BXK. Touka 5.1).



CHuchK Ha HEXKEJIAHU PEaKIIUU OT KIMHUYHK U3MHUTBAHUS M OT MOCTMAPKETHHIOBHSI OIIUT, IIPU JIMIIA
Ha Bb3pacT 12 ¥ MOBeYE TOJUHU, B TAOJUYCH BUI

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I nmo-aoJy,
CBIVIACHO CJIICIHUTE KaTCTOPHHU 10 YECTOTA:

Msuoro uectu (> 1/10),

Yectu (> 1/100 o < 1/10),
Heuectu (> 1/1 000 1o < 1/100),
Penaxu (> 1/10 000 mo < 1/1 000),
MHoro peaxu (< 1/10 000),
C Hem3BecTHa YecToTa (OT HATMYHHUTE JaHHU HE MOKE J1a Ob/Ie HalpaBeHa OIEHKA).

Tabaunma 1.  HexesiaHu peakuuu oT KJIMHUYHMTe NpoyuyBaHus Ha Comirnaty u ot
NMOCTMAPKETHHIOBHSI OMUT MPH JIMIA HA BB3pacT 12 U noBeye roinHu
Cucremo- MHoro YecTn Heuectu Penxn MHoro C Heu3BecTHa
opraHeH qecTH (>1/100 o | (=1/1000 o | (>1/10000 peaku yecToTa (0T
KJI1ac (= 1/10) < 1/10) <1/100) |mo <1/1000)| (< 1/10000) HAJIMYHUTE
JaHHM He
MoO3ke 1a 0bae
HANIpaBeHA
OleHKa)
Hapymenus Jlumdanme-
Ha KPHBTa U HomaTus"
muMQHara
cucTemMa
Hapymenus Peakruu Ha Amnadumakcus
Ha CBpPBX-
MMyHHaTa YyBCTBU-
cucTemMa TEITHOCT
(namp. oOpwus,
HIpYpUTYC,
ypTHKapus’,
aHruoeem®
Hapymenns Hamanen
Ha amneTHuT
MeTabonn3mM
au
XpaHEHETO
Ilcuxuynmn bescpHue
HapyIIeHUs
Hapymenus | ['maBoGomme 3amaiiBane”; | Octpa [Tapecresns”;
Ha HEpBHATA Jletaprus nepugepHa Xunecre3us”
cucTemMa TUIeBa
napanusa’
Copaeunu Muokapaut';
HapyIIeHus Tlepukapaut”
Cromammao- | Jwmapus” T'anene;
YPEBHH [oBpbuiane”
HAPYIICHUS
Hapymenns Xunep- Epurema
Ha KOXKaTa u XHUIPO3a; MynTudopme”
MTOJIKOKHATa Homnau
ThKaH U3IOTABA-

HUA




Hapymenus | Aptpanrus; Bonxka B
Ha Muanrus KpaitHuK"
MYCKYJIHO-
CKeJIeTHaTa
cucrema u
ChEIUHUTEN
HaTa ThKaH
Hapymenns Texxo
Ha MEHCTPYaJIHO
BB3IPOU3BO KbpBEHE’
JUTeNHaTa
cucrema u
rbpjaTa
OO0 bonka na 3auepBsBaHe| ACTEHHUS; OObumpen
HapylIeHus | MsICTOTO Ha | Ha msictoTo | Hepasmo- OTOK Ha
U epekTu Ha | MHXKEKTU- Ha UH)XEKTU-| JIOXKEHHE; BaKCUHHUPaHUS
MSICTOTO Ha | paHe; paHe IIpyputyc KpailHuK';
MIPUIIOKEHUE | YMOpa; Ha MSCTOTO OtoK Ha
Brpucase; Ha UHXKEK- JIULETO™
TIupexcus®; TUpaHE
OTtoK Ha
MSCTOTO Ha
UH)KEKTU-
paHe

a. Ilpum yyacTHHIM Ha BB3pacT 5 W MOBEYE TOJAMHU CE CHOOIIAaBa 3a MO-TOJIIMA YECTOTa Ha JTUM(aCHOIATHS
cien Oycrep (£ 2,8%) m03a, OTKONKOTO ciies mbpBoHavyanHu (< 0,9%) 103U OT BakCHHATA.

6. Kareropusra no uecrora 3a ypTUKapus 1 aHTHOEJIEM € “peaku’”.

B. [IIpe3 meproma Ha MpOCIENIBAHETO 32 0E€30TACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,

ocTpa neprdepHa JIUIeBa Mapajin3a € CboOIIeHa OT YeTHpuMa yJacTHHIH B rpynata ¢ nPHK Bakcunarta

cperry COVID-19. ITosBara Ha nurieBa nmapanmsa e Ha [len 37 cnex o3a 1 ([lo3a 2 He e npuioxeHa Ha

yuactHuka) u 1au 3, 9 u 48 cnen [lo3a 2. Hama cro0mmeHns 3a cirydan Ha ocTpa nepudepHa JUIeBa

rmapajmsa B TpymaTa ¢ mamneoo.

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

OrtHacs ce 3a pbKara, Ha KOSITO € IIOCTaBeHa BaKCHHATA.

[o-ronsiMa yectoTa Ha MUpEKCHUs € HaOJIIo1aBaHa clie]l BTopaTa /103a B CpaBHEHHE C TbpBaTa J103a.

CpoO1iaBa ce 3a OTOK Ha JIMLETO IIPH PELMITMEHTH Ha BAKCUHATA, HA KOUTO € OMJI MHXKEKTHUPaH JepMajieH

(Gurbp Mpe3 NOCTMapKETHHTOBUSI IEPHOI.

3 IloBeyero ciryyan u3riex/ja He ca CEPUO3HH U Ca C BpEMEHEH XapakTep.

¥ o R

Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

Muoxapoum u nepuxapoum

[ToBUILIEHUAT PUCK OT MUOKAPIUT cjiel BakcuHalus ¢ Comirnaty € Hali-BUCOK IPH FOHOIIM U T10-
MIIaid MBXkKe (BXK. Touka 4.4).

JlBe roneMu (hapMaKoenHIEMHOIOTHYHN IPOYYBAHNS, TIPOBEICHH B EBpoma omeHsBaT mo-BUCOKHS
PHUCK OT MUOKapAUT MPH IOHOLIM U TO-MJIaJH MBKe ciiell BToparta qo3a Comirnaty. Eano npoyuBane
MOKa3Ba, ue 3a MepHoJI OT 7 IHU cJie]] BTopaTa 03a uMma okoo 0,265 (95% JIU: 0,255 - 0,275)
JOTIBITHUTENHHU ciiydast Ha MuokapauT Ha 10 000 npu 12-29-roauiiay 10HOIIN ¥ MBbKE, B CPaBHEHHE C
xopa 0e3 excrio3uus. B apyro npoyuBane 3a nepuog ot 28 nHu ciel Bropara go3a uMa 0,56 (95%
JU: 0,37 - 0,74) nonbmauTenHN cinydas Ha Muokapaut Ha 10 000 npu 16 10 24-roAMIITHY FOHOIIH U
MBKe, B CpPaBHEHHUE C XOpa 0e3 eKCIO3HIIHA.

OrpaHu4eHH TaHHU TI0Ka3BaT, 4Y€ PUCKBT OT MUOKAPIUT U TIEpUKApAUT cliel] BakcuHanus ¢ Comirnaty
MIPH JIe11a Ha BB3pacT oT 5 10 11 roawHu U3riexaa mo-HuChbK, OTKOJIKOTO TP Te3W Ha B3pacT OT 12
1o 17 ronuau.




Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH

Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIUU CIIe]] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
NPOIYKT € BaykHO. ToBa M03BOJIABA A2 POIBIDKH HAOMIOICHUETO Ha ChOTHOILIEHUETO TOI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIIUATIICTH CE U3MCKBA J]a ChOOIIABAT BCIKA
MOJI03MPaHa HeXellaHa Peakius uype3 HaMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HATMYCH.

4.9 Ilpeno3upane

WMa HamyHM JaHHM 32 TIPeI03UpaHe MPU 52-Ma YYaCTHUIIU, BKJIIFOYCHU B KIIMHUYHOTO U3IIUTBAHE,
KOWTO TIOPaJIH TPEIKa B pa3pekaaHEeTO ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
CHOOIIABAT 3a OBUIIICHA PEAKTOTCHHOCT MJIH HEXEIIaHU PEaKInu.

B ciyuaii Ha mpeo3upane ce mpernopbyuBa MpociieAsBaHe Ha )KU3HEHUTE QYHKIMH U BE3MOXKHO
CHUMIITTOMATHYHO JICYCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA

51 dapmakoaMHAMHMYHHU CBOIiCTBa

dapmakoTepaneBTH4Ha rpyna: Bakcuau, BupycHu Bakcuan, ATC kox: JO7BNO1

MexaHu3bM Ha JIEUCTBUE

Hyxneosugno mogudunupanara nnpopmaunonsa PHK B Comirnaty e mog ¢popmara Ha TunuaHu
HAaHOYACTHILIM, KOETO MO3BOJIABA JOCTaBsAHETO Ha Hepemnuiupama ce PHK B kietrkure
TFOCTONPUEMHHIIH, 3a J1a HACOYM MpeXxoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOAMpa MEMOPaHHO 3aKOTBEH, IbJIHOBEPIKEH S (spike) MpoTenH ¢ ABEe TOYKOBU MYyTallUH B
LEHTpaJHaTa 4acT Ha cliupanaTta. MyTauusaTa Ha Te3u 1Be aMUHOKHCEIMHH 0 TIPOJIMH CTa0MIN3Upa
S (spike) mpoTerHa B aHTHI'CHHO MPEIIOYNTaHa IpeQy3nOHHA CTPYKTYypa. BakcrHaTa nmpean3BrKBa
KaKTO IPOM3BOJICTBO HA HEYTPAIU3UPAIIM aHTUTEIIA, TaKa U KJICThYSH HMYHEH OTroBOp KbM S (spike)
AaHTUTEHA, KOETO MOJXKE J1a IoTpHrHece 3a 3amuTa cpeury COVID-19.

EdukacHocT

[IpoyuBane 2 ¢ MHOTOLIEHTPOBO, MHOT'OHALIMOHAIHO, PAHAOMH3HPAHO, IIAle00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaaTess npoyuBane ¢asa 1/2/3 3a ycTaHOBsIBaHE Ha J03aTa, CEJCKIUA Ha
KaHAMJATHU 32 BaKCHHA U €UKACHOCT MPH YYaCTHHUIM Ha Bb3pacT 12 u moBeye roJuHu.
Panpomusanusita e crparuduuupana mo pe3pact: 12- 1o 15-rogumHa Be3pact, 16- 1o 55-roaunina
BB3pAcCT, WK Ha BB3PACT 56 1 moBeye ronuHu, ¢ MUHIMYM 40% OT yJacTHUITUTE B Ipymara

> 56 roguan. OT IPOYYBAHETO Ca M3KIIOYSHH YIACTHHIIN, KOUTO ca UMYHOKOMIIPOMETUPAHH, U
YUYaCTHHUILM C MPEAUIIHA KIMHIYHA WK MUKpoOuoinornyHa auaruosa 3a COVID-19. Bkirouenu ca
YYacCTHHIIM C BE€Y€ CHINECTBYBAIO CTAOMITHO 3a00sIBaHe, ONPeAeTIeHO KaTo 3a00JsIBaHe, KOETO HE
HaJslara 3HauuMa MpoMsiHa B TEPaITUsTa WK XOCITUTAIH3ALUS TTOPaJIH BIIOIIABaHe Ha 3200 SIBAHETO
npe3 6-Te CeAMUIM NPEAH BKIIOUYBAHETO, KATO yYACTHHUIIM C U3BECTHA CTAOMIHA HHPEKIHS C YOBELIKH
umyHozaeduuuter supyc (HIV), Bupyca na xenarur C (HCV) win Bupyca na xenatut B (HBV).

Edurxacnocm npu yuacmuuyu na evspacm 16 u noseue 200unu — cied 2 003u

B yactra (aza 2/3 na [IpoyuBane 2, Ha Oa3ata Ha HaTpymaHu AaHHU 10 14 HoemBpu 2020 1.,
npubm3utenHo 44 000 yyacTHHIIM ca paHIOMHU3UPAHU TIOPaBHO U TPsAOBa 1a mony4var 2 no3u uPHK
BakcuHa cperry COVID-19 unu mnane6o. AHanu3bT 3a €pUKaCHOCT BKIIIOYBA YYACTHHUIIM, HA KOUTO
BTOpaTa BaKCHHALIMS € HalpaBeHa B paMkuTe Ha 19 o 42 nHu ciexn mbpBara BakcuHanus. [loBedero
(93,1%) BakcMHMpPAHU ca MOIYYHIN BTopaTa fno3a 19 no 23 num cirex Joza 1. Ilnanupano e
ydacTHUIMTE 1a ObAaT npocieasBanu 1o 24 mecena ciex Jlo3a 2 3a oneHka Ha Oe30macHOCTTa U
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euracuoctTa cperry COVID-19. B KTHHHYHOTO MPOYYBaHE OT YIACTHHUITUTE CE€ € U3UCKBAJIO Ja
cbONI0IaBaT UHTEPBAT OT MUHUMYM 14 THU Ipeau U ciell IPUIOKEHUETO Ha IPOTUBOIPUIIHA
BaKCHHa, 3a Ja mosryyat wim miane6o, win nPHK Bakcuna cpeury COVID-19. B kiiuHHYHOTO
NpOyYBaHE OT YUACTHULUTE CE € M3UCKBAJIO 1a ChOI0aBaT MHTEPBal OT MUHUMYM 60 THH npeau
W CJIeZ KaTO ca UM OMJIM IPHIIOKEHU KPbBHH NPOIYKTH/TIPOAYKTH OT KPhBHA IIa3Ma HIIH
MMYHOTJIOOYJIMHH B paMKHTE Ha BPEMETO JI0 3aBbPIIBAaHE HAa IPOYYBAHETO, 32 J1a MOITydaT WIH
riane6o, win nPHK Bakcuna cpemy COVID-19.

[Momynanwusra 3a aHAM3 Ha TBPBUYHATA TOYKA 3a eUKACHOCT BKJItOUYBA 36 621 ydacTHHIM Ha
BB3pacT 12 u noseue rogunu (18 242 B rpynata ¢ uPHK Bakcunara cpemry COVID-19 u 18 379 B
rpymnara ¢ miane6o), 6e3 nanHuu 3a npenuinHa nHpexausa cbe SARS-CoV-2 no 7 auu ciexn Bropara
no3a. JlombaauTenHo uMa 134 yyacTHHIIM Ha Bb3pacT Mexay 16 u 17 rogunu (66 B rpynara ¢ uPHK
BakcuHara cperry COVID-19 u 68 B rpynara c miane6o) u 1 616 ygacTauu - Ha Bb3pacT 75 1
noseve rogunu (804 B rpynara ¢ uPHK Bakcunata cpemry COVID-19 u 812 B rpynara ¢ mane6o).

KbM MOMeHTa Ha TbPBUYHHMS aHAJIH3 338 PUKACHOCT YYACTHHUIIUTE Ca MPOCIIESIBAHN 32 CHMIITOMH Ha
COVID-19 B npoabmkenue Ha o6mio 2 214 yosekoroaunu B rpynata ¢ ”PHK Bakcunara cpeury
COVID-19 u 06110 2 222 40BEeKOrOAMHHU B TpyIaTa ¢ miamnedo.

Hsima kTMHUYHO 3HAYMMHM Pa3IuKH B o0IaTa e(pUKaCHOCT Ha BaKCHHATA IPH YYACTHULM C PUCK OT
Texkka popma Ha COVID-19, BkimounTenHo Te3u ¢ 1 Wi noBeye ChbIIbTCTBAIIM 3a00JIBaHUs, KOUTO
yBeIMuaBaT pucka ot Texka gopma Ha COVID-19 (namp. actMa, nHIekc Ha TenecHaTa Maca (MUTM)
> 30 kg/m?, xpornuHo Genoapo6HO 3a00NABaHe, 3aXapeH UA0ET, XUIIEPTOHHS).

HHupopmarusaTa 0THOCHO e(h)MKaCHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Tabmuna 2.

Ta6auna 2.  EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus aeH cien
Jo3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIus npeau

7-mus neH cien [lo3a 2 — nonmysianus, oneHnma 3a edpuxacaoct (7 1au)

[IspBa nosisa Ha COVID-19 ot 7-mus neH ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 32
npeaumna nadexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemry COVID-19 Inamedo
N =18 198 N2 =18 325
Ciayvan Ciyvan
n1% n1® E¢ukacrocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
Hoarpyna Hadoaenune” (N2") Haomoaenne”® (N2") (95% AN)"
Bceuuku yyactHunum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronquuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
NOBeYEe TOUHU 0,508 (3 848) 0,511 (3 880) (66,7;99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
MOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)
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3abenexka: [IoTBBbpAEHHTE CiTyyan ca ONpEeICH! Ype3 IIoJIMMEpa3Ha BEPHKHA peakiys ¢ o0paTHa

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

crotBercTBan] Ha COVID-19 [*Onpenenenue 3a caydaii: (moHe 1 0T) MoBHIIEHA TeMIIepaTypa, HOBOTIOSIBHJIIA

CE WJIN 3aCHJICHA KallUTHIIA, HOBOMOSBIII C€ WJIM 3aCHJICH 3a/lyX, BTPHCAHE, HOBOIIOSBIIIA CE MIIM yBEIHICHA

6oJika B MyCKyJINTE, HOBOTIOSIBHIIA CE 3ary0a Ha BKYC MJIM MHPHC, BB3IAJICHO I'bPII0, JUAPHS HIIH

MOBpBINAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHIHM O€3 CEPOIOTHYHHM MM BUPYCOJIOTHYHHI JaHHU (TIpeau 7-Mus JeH cle]
nocJieiHara 703a) 3a MuHana nadekius cbc SARS-CoV-2 (1.e. otpunartensu 3a auturena ¢ N-CBbp3BaHe
[cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ TecT 3a ammmudukanys Ha HyKJIenHOBa KUCEINHA
(nucleic acid amplification tests, NAAT) [Ha3zanHa HaTpuBka] Ha BusuTu 1 1 2) 1 ¢ oTpHIaTeIeH Pe3ynTaT
or NAAT (Ha3aiHa HaTpHUBKa) PH BCsIKa HEIUIaHUpaHa BU3UTA MpeAn 7-Must 1eH ciex Jlo3a 2.

a. N = bpoii yqacTHHLIU B TOCOUEHATA IPyTIA.

nl = Bbpoii yuacTHUIHN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO0m meprox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHIIM BBB BCSIKA TPYIMa B PUCK 110 OTHOIICHNE HAa KpalHaTa TOYKa. BpeMeBHAT MepHo 3a HATPyNBaHE
Ha cirydan Ha COVID-19 e ot 7-Mus aeH cien Jlo3a 2 1o kpast Ha meprojia Ha HabJroaeHue.

r. n2 =0poii Ha yYaCTHUIIMTE B PUCK IO OTHOIIICHUE HA KpaiiHaTa TOYKa.

. JIBycTpaHHUST nmoBeputesieH uHTepBal (JJN) 3a eprkacHOCT HAa BakCUHATA € MOy4eH Ha 0azaTa Ha MeToa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. [IM He € KopurupaH 3a MHO>KECTBECHN
aHaJIM3H.

o

Eduxacnocrra nHa n”PHK Bakcunara cperry COVID-19 npu npeBeHuunsITa Ha IbpBa MOsIBa HA
COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ m1ane6o, ¢ 94,6% (95% noBeputelieH HHTepBal
ot 89,6% 1o 97, 6%) npu yuacTHHIIM Ha 16 ¥ TIOBEYE TOJIMHY ChC WK 0e3 JoKa3aTeNCTBa 3a
npenuirHa nHpekus cbe SARS-CoV-2.

JIOT'BITHUTEIHO €/IMH TOATPYTIOB aHAIN3 Ha MIbPBUYHATA KpaiHa TOYKa TTOKa3Ba CXOJIHH OIIEHKH Ha
TOYKaTa 32 €PUKACHOCT B TPYNUTE IO MOJI, ETHUYECKA IPUHAICKHOCT U YIACTHULN ChC
CBITHTCTBAIIY 3a00JIIBaHMS, CBHP3aHH C BUCOK PHCK OT Texkka ¢popma Ha COVID-109.

W3BBpiIeHr ca aKTyaln3upaHu aHAIN3U 32 €(PUKaCHOCT P HATMYMETO Ha JOIBIHUTEIIHH,
notBbpaeHu ciydan Ha COVID-19, narpynanu ce no Bpeme Ha 3aceNeHOTO I1ale00-KOHTPOIUPAHO

npocesBaHe, 00XBaIaio nepronaa 10 6 mecena ciex Jlosa 2 B momynanusaTa 3a ehUKacHOCT.

AxTyanu3upanarta nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuna 3.

Ta0auna 3. Eduxacnoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMus aeH ciien
Ho3a 2, o Bp3pacToOBU NOATPYNH — YYACTHULU (€3 JaHHM 32 NpeAUlIHA
undexuus cb¢ SARS-CoV-2* npeau 7-mus aeH cien Jlo3a 2 — nonysanmus,
oleHHMa 3a epukacHocT (7 AHM), MO BpeMe Ha MJIane00-KOHTPOJIUPAHUSA MePHOT
Ha MpociesiBaHe

nPHK Bakcnna
cpemy COVID-19 Ilnanedo
N2=20 998 N2=21 096
Ciyuan Ciyyan
n1% n1® E¢ukacrocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% An™)
Bceuuku yyactaunu® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronquuu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
MOBEYE TOINHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
MOBEYE TOINHA 0,239 (842) 0,237 (847) (76,9; 99,9)
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3abenexka: [loTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peakus ¢ o0OpaTHa

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

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

e KalllJINI[a; HOBOTIOSIBUII C€ MJIM 3aCHIJINII CE 3ayX; BTPHCAHE; HOBOMOSBIIIA CE MJIM YBEINYMIIA ce OOJIKa B

MyCKmeTe HOBOIIOSIBUJIA CE 3ary0a Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPIIO; AUAPHST; MOBPBINAHE).

B ananm3a ca BKIIOYCHH YYaCTHHIN Oe3 TaHHM 3a MuHana nHpekmsa cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a

anrurena ¢ N-cepp3BaHe [cepyMm] Ha Busura 1 n nHeotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha

Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKA) MPU BCKA HETJIAaHUpPaHa BU3UTA

npesu 7-must faeH cien J{o3a 2.

N = Bbpoii yqacTHULIM B IOCOYEHATA IpyHa.

nl = Bbpoii yuacTHUIIN, OTrOBapsILIM HAa ONPE/ICJICHNETO 32 KpalHaTa TOYKa.

B. OO nepuox Ha HaOmoxenue B xwisyin (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka IpU BCUYKH
YJaCTHHIIM BBB BCSIKA TPYIa B PUCK 110 OTHOIICHNE Ha KpalHaTa TOYKa. BpeMeBHAT MepHo/ 3a HATPYyNIBaHE
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o Kpast Ha ieproja Ha HaOJIroieHue.

r. n2 = 0poil Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

I. JByctpaHHUAT 95%-eH noBepurencH uaTepnan (1) 3a epukacHoCT Ha BakCHHATA € TIOJTy4YeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMeTo Ha HaOJIOICHIE.

e. BxirouBa noTBBbpAECHHU Cilydan IpU y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata ¢ uPHK Bakcunata
cpeury COVID-19; 16 B rpynara c mare6o.

IS

B aktyanmsupanuTe aHanu3u 3a epukacHocT, epuxkacHoctTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHnuATa Ha osiea Ha COVID-19 ot 7-must cien Jlo3a 2 B cpaBHeHHe ¢ mwiane6o e 91,1%
(95% AU ot 88,8% 1o 93,0%) npe3 nepuoxa, korato Bapuantute Wuhan/mus T u Anda ca
JOMUHHPAIIUTE TUPKYIUPAILIH AMOBE MPH yYaCTHULIXTE B MOMyJauusiTa, OLleHUMa 3a e(pUKacHOCT,
chC WM 0e3 JaHHU 3a npeauiiHa uHpekus cbe SARS-CoV-2.

I[OH’BJ'IHI/ITCJ'IHO AKTYaJIM3UPAHUTC aHAJIM3U 34 e(l)I/IKaCHOCT 10 MOATPYIIN MOKa3BaT CXOJHU TOYKOBU
OIICHKH 3a e(i)I/IKaCHOCT B I'pyHIUTE 110 I10JI, ETHUYCCKA NPHUHAJICKHOCT, reorpa(i)cxo IMOJIOXKCHHUE U IIpU
Y4aCTHUIUTE CHC CHIIBbTCTBALIIA 3a00JIABaHUA U 3aTIIBCTABAHC, CBbP3aHN C BUCOK PUCK OT TCXKKa

¢opma va COVID-19.

Eduracnocm cpewyy mescka popma na COVID-19

AKTyajM3upaH aHaJU3 Ha BTOPUYHUTE KpailHU TOYKH 32 eUKacHOCT moakpens non3ara ot uPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorspatsiBa Texka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. edpukacHOCTTa Ha BakCHHATA cpelty Texka hopma Ha COVID-19 e npencraBena
caMo 3a yYacCTHHIM Che Win 0e3 npenumHa nHpekws cbe SARS-CoV-2 (Tabnumna 4), Teil KaTo
Oposr Ha ciyuante Ha COVID-19 nipu yuactaunm 6e3 npeauniaa uadeknus cec SARS-CoV-2 e
CBIIUAT KAaTO TO3U NPH YYaCTHULM ChC MM Oe3 npeaniiHa nHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha ”PHK Bakcunara cpemy COVID-19 u na nnane6o.

Taéauna 4. EduxacHocT Ha BaKCMHATa — TbpPBa NosiBa Ha Te:kka popma Ha COVID-19 npu
YYaCTHHIM cbc MM 0e3 npeaumHa uHdexuus cb¢c SARS-CoV-2 na 6azara Ha
onpeieJieHUETO HA ATEHIIMATA 32 KOHTPOJI Ha XpaHuTe U JekapcrBaTa (Food
and Drug Administration, FDA)* caen Jo3a 1 uiam ot 7-mus el ciaen Joza 2 B
Nepuoia Ha IMpocjelsiBaHe Ha Iane00-KOHTPOJMPAHOTO NPOYYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Cayuan Cayuyau
nl* n1? Ed¢uxacHocT Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
nabaogenne (N2°%) nabroaenne (N2° (95% ")
1 30 96,7
Caen [loza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nuu caen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [IoTBbpACHATE CIyYan ca OMpe/eIeHH Ype3 MoJuMepa3Ha BepIKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
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crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE UJTH 3aCHIIHIIA

Ce KaIUTHIa; HOBOIIOSIBIJI C€ MJIM 3aCHUIIII Ce 3ayX; BTPHCAaHEe; HOBOIIOSBIIIA CE WIIM yBEIMUMIIA ce OOJKa B

MYCKYJINTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC MIIM MUPHC; BB3NAJIEHO T'bPII0; AUAPHS; TOBPHIIAHE).

* Texxka popma Ha COVID-19, kakro e onpeneneno ot FDA, e motspnen COVID-19 u Hannune Ha Hai-MaJKo

1 ot caenHure:

e  KiuHMYHM MpU3HALHN B TIOKOMH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IABaHe (IrXaTellHa YecToTa
> 30 BaumBaHMs B MMHYTa, ChpJieuHa 4ecToTa > 125 ynapa B MUHYTa, KUCIIOpoHa caTypanus <93%
Ha CTaeH BB3AyX Ha MOPCKOTO PAaBHUIIE WIIM CHOTHOILICHUE Ha apTEPUATHOTO MapIHaIHO HAJISTaHe Ha
KHCIIOpO/a KbM (pakimsaTa Baumiad kucaopon < 300 mm Hg);

e JluxaTtemHa HEJOCTATBYHOCT [ONpeesieHa KaTo HyK/a OT I0/IaBaHe Ha KUCIIOPOJI C BUCOK TOTOK,
HCWHBA3WBHA BEHTWIAlUA, MCXaHNYHA BEHTWIAIUA WX CKCTpaKopIropaiHa MeM6paHHa OKCHUI'CHaLluA
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a IOKOBO CHCTOSTHHE (CHCTONMYHO KPBBHO Hassrane < 90 mm Hg, anacTonmyHO KPpBEBHO
Hamsrase < 60 mm Hg wim HyXIa oT Ba30mpecopn);

e 3naumMa octpa ObOpeyHa, YepHOAPOOHA WIIH HEBPOJIOTHYHA TUCYHKIIHUS;

e [IpuemaHe B OTIEJIEHUE 32 WHTCH3UBHU TPIDKY;

e  CwMmbpT.

nl = Bbpoii yuacTHMIIH, OTTOBAPSILHN HA ONIPE/ICIICHUETO 3a KpaliHaTa TO4Ka.

n2 = bpoii Ha yyaCTHUIUTE B PUCK 10 OTHOIIIEHHE Ha KpaifHaTa TOYKa.

B. JIByctpanHusaT nosepurenen untepsai (1) 3a epukacHocTTa Ha BaKCHHATA € MOJTy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurapas crpsiMo BpeMeTo Ha HaOJII0/ICHUE.

r. EdukacHocT, onienena Ha 6a3ara Ha 1sata HamMuHa (Moaqudunupana intent-to-treat) momysarus ot
yyactHAIH, nosryunnu Jlo3a 1, 3a olieHKa Ha epUKAaCHOCTTa, KOSITO BKJIIOYBA BCUYKH PaHIOMHU3UPAHU
YYaCTHUIIH, TIOJTYYMIIA Hali-MalKoTO | 1032 OT N3MUTBaHATA MHTEPBEHIIHS.

n.  O6m nepuox Ha HaOroneHue B xusian (1 000) 9oBeKOroAWHY 3a JaJicHaTa KpaifHa TOYKa IIPH BCUYKH
YYACTHUIIM BB BCAKA TPYIa B PHUCK 10 OTHOIIICHHE Ha KpaiHaTa TOUKa. BpeMeBUST eproa 3a HaTpyIBaHe
Ha cimydyan Ha COVID-19 e ot lo3a 1 1o kpast Ha repro/ia Ha HaOIIOACHUE.

e EduxacHocr, onieHeHa Ha 6a3aTta Ha IMOMyNAIHATA, OIICHIMATA 33 e(PUKACHOCT (Ha 7-MUS [ICH), KOSTO
BKJIIOYBA BCUYKH IMOAXOOAIIN paHAOMU3UPAHU YUaCTHUIU, ITOJTYYHUJIN BCUYKU 03U OT U3IIUTBaHATa
HMHTEPBEHIIU, KaKTO Ca PaHIOMHU3UPAHU B IIPEBAPUTEITHO ONPEeeIeH s IPo30opeL, 0e3 APYrH ChIIeCTBEHH
OTKJIOHEHHsI OT MPOTOKOJIA, KAKTO € ONPEEICHO OT KJIMHHIUCTA.

k. OO6m nepuon Ha HabmoaeHue B Xxuwisian (1 000) HoBekoroAwHM 3a AajieHaTa KpailHa TOUKa pY BCUYKH
YYaCTHHUIIM BbB BCSKA I'PyINa B PUCK 10 OTHOLIEHHUE Ha KpaliHaTa TOuka. BpeMeBUAT epuos 3a HaTpyIBaHe
Ha cirydan Ha COVID-19 e ot 7-mus aen cnen Jlo3a 2 10 Kpas Ha TieproJia Ha HaOI0IeHHE.

IS

Ecduxacrocm u umynozennocm npu ronowiu Ha 8v3pacm 12 0o 15 2oounu — cned 2 0oszu

[Ipu nmppBOHauaneH ananus Ha [IpoyuBane 2 npu roHOIIK Ha BB3pacT 12 g0 15 ronunu (c MeanaHa Ha
POAB/KUTEITHOCTTA Ha MpocieasBane > 2 Mecena cien Jlo3a 2) 0e3 maHHH 3a MPeIuIIHa HHPEKIN,
Hsama ciydad npu 1 005 yuacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 ciiydas npu 978 ydacTHHIIH,
nosryani 1oiane6o. ToukoBara oneHka 3a eukacHoct e 100% (95% mosepurenen unrepsan 75,3;
100,0). IIpu yyacTHuIM cbc MU 0€3 NaHHM 32 NpeauinHa nHpekuus uma 0 ciaydas npu

1 119 yvacTHHIM, MOMYYHIN BakcuHata, v 18 ciydas npu 1 110 yuacTHUIM, TOTYyYWIH TI1a11e00.
ToBa chII0 MOKa3Ba, Ye TOUKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen naTepBan 78,1;
100,0).

AKTyaJlu3upaHy aHAIHM3H 32 €(PUKACHOCT ca HalpaBeHH MPH JOMbIHUTEIIHA IOTBHPICHU CIyyal Ha
COVID-19, Bp3HuKHANH IO BpEMEe Ha 3aCIJIETICHO I11ae00-KOHTPOIUPAHO MPOCTeIsIBaHe, KOETO
IpeacTaBisgBa 10 6 Mecela ciie] [o3a 2 B MOMyJaIusITa 3a e()uKacHOCT.

B aktyanuszupanus ananus 3a epukacHoct Ha [Ipoyusane 2 npu roHOIM Ha Bb3pacT 12 no 15 roauswy,
0e3 JaHHU 3a MpeauiliHa HHPeKIus, HaMa ciydan npu 1 057 ydacTHULM, NOTYYHIN BaKCHHATA, U UMa
28 ciydast ipu 1 030 yuactauim, noayunu miane6o. ToukoBara oreHka 3a epukacHocT € 100%
(95% nomepurenen untepsan 86,8; 100,0) npe3 neproa, KoraTo BapuaHThT Aji(a € JOMUHUPAIIHST
mupKynupa mam. [Ipu ygactHrnM cbe uian 6e3 1aHHU 3a npeauiHa nHpekuus uma 0 cirydas npu

1 119 yvacTauiym, nonyuniau BakcuHarta, u 30 ciydas npu 1 109 yuactHum, nomyumim mianeoo.
ToBa chIIIO MOKA3Ba, Y€ TOUKOBaATA OleHKa 3a eduracHocT € 100% (95% noBepureneH unteppai 87,5;
100,0).
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B IlpoyuBane 2 € mpoBeIE€H aHaIN3 HAa TUTPUTE Ha HEYTPAIN3UPALIUTE AaHTUTENA CPELLy
SARS-CoV-2 1 mecen cien [o3a 2 npu u30paHa Ha CllydacH MPUHIIMII MOATPYIa y4aCTHHIINA O0e3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHajna nHdexnus cbc SARS-CoV-2 no 1 mecen cnen
Ho3a 2, cpaBHsIBal1 0TTOBOpa MPH IOHOLIN Ha Bb3pacT 12 1o 15 rogunu (n = 190) ¢ To3u npu
YYaCTHHUIM Ha Bb3pacT 16 qo0 25 rogunu (n = 170).

CHOTHOIIEHHETO HA CPETHO TEOMETPUIHUTE TUTPH (geometric mean titres, GMT) npu Bb3pacToBara
rpyna 12 no 15 roaunu cripsiMo Be3pacrosara rpyma 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnenoBateHo € JOCTUTHAT KPUTEPHUSAT 3a HE M0-MaJika e(h)UKACHOCT, KOMTO €
cboTHOWEHME 1,5 , Thil KaTo fosHaTa rpaHua Ha 2-ctpaHHus 95% JIU 3a cpeqHO reoMeTpUYHOTO
ChOTHOILEHHE (geometric mean ratio, GMR) e > 0,67.

HMVHOZ@HHOCW[ npu y4acmruyu Ha evb3pacm 18 u noseue 200unu — cieo 6VCW£€D 003a

EdexruBHOCTTa Ha eqHa Oycrep mo3a Comirnaty ce 0a3upa Ha OLICHKA HAa TUTPUTE Ha
HeyTpanusupanure anturena cpenry SARS-CoV-2, HamansBaniu BUpycHaTa akTUBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B [IpoyuBane 2. B ToBa npoyuBane Oyctep Jo3arta € IpuIoKeHa 5 10

8 mecera (Meauana 7 Mecelia) cieq Bropara g03a. B IIpoyusane 2, ananusure Ha NT50 1 mecery cien
OycTep mo3ara, CpaBHSABAHH C Te3W | Mecell clie/] MbpBUYHATa Cepus, TIPH JIKIa Ha BB3pacT 18 mo

55 ronunu 6€3 cepoNOrHYHH WIIM BUPYCOJIOTHYHH JaHHU 3a MUHaia nHpexkus cbc SARS-CoV-2 no
1 mecen cien OycTep BakCHMHALMS MTOKa3BaT He MO-MaJika e(pUKacHOCT 10 OTHOILLIEHUE KaKTO Ha
cpemrHo reoMeTpuaHOTO choTHOMeHNEe (GMR), Taka u Ha pa3iuKaTa B CTEIIEHTa Ha CEPOIOTHUEH
o1roBop. CeponornyHusAT OTTOBOP NPH €IUH YYACTHHUK CE ONPEnesis KaTo MOCTUTaHe Ha > 4 IbTH
nosuirenue Ha NT50 oT n3xoaHo HUBO (TIpeu MbpBUYHATA cepus). Te3u aHanmu3u ca 0000IeHH B
Tabmuna 5.

Ta6auua 5. Tecr 3a neyrpaausanus Ha SARS-CoV-2 - NT50 (tutbp)' (SARS-CoV-2
USA_WA1/2020) — cpaBaenune Ha GMR u ceposioruunusi oTroBop 1 Mecen cien
Oycrep n03a cipsimo 1 Mecell cjiel TbPBUYHA CepUsl — YYAaCTHULM HA Bb3pacT 18 1o
55 ronunau 0e3 1aHHu 32 HHPeknus A0 1 Mecelr ciex dycrep 03a* —momyJauus,
OLlEHMMA 32 MMYHOT€HHOCT Ha OycTep j103a*

1 mecen ciaen
oycrep mo3a - | IlocrurHara
1 mecen ciaen | 1 mecen ciiem | 1eJI 3a He IO-
1 mecerr ciien IbPBUYHA IbPBUYHA MaJIKa
oycrep a03a cepusi cepusi epukacHocT
AHajan3 N (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpeano
reoMeTpuYeH TUTHP
Ha
HeyTpaJu3upammre
aHTHTEJIA,
HAMAJISABAL
BHpYCHATA
akTuBHOCT ¢ 50% 2 466,00 755,7° 3,26°
(GMT?) 212 | (2202,6; 2 760,8) | (663,1; 861,2) (2,76; 3,86) Jr
CreneH Ha
CepoJIOTHYeH
otrosop (%) npu
TUTHP HA
HeyTpaJu3upammre
aHTHTEJA,
HAMAJIABAL 199¢ 190¢
BHpYCHaTa 99,5% 95,0% 4 50%p%
aKTHBHOCT ¢ 50%' 200" (97,2%; 100,0%) |(91,0%; 97,6%)| (1,0%; 7,9%") J"

Cokpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno csoTHowmenue; GMT = cpenno
reomerpudeH TUTHP; LLOQ = nosHa rpaHMIia Ha KOJIMYECTBEHO OnpeesiHe; N-CBbp3Balll = CBbP3BAalll
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HykieonporenHa Ha SARS-CoV-2; NAAT = tect 3a amrummgukanus Ha HykjaenHoBH kucenuHu; NTS50 = tursp
Ha HeyTpalM3UpalIUTe aHTHUTENa, HaMalsBall BUpycHaTa akTHBHOCT ¢ 50%; SARS-C0OV-2 = Texbk 0cThp
pecnpaTopeH CHHIApoM KopoHasupyc 2; JI/H = na/ne.

T SARS-CoV-2 NT50 e onpenernen ¢ mOMOIITa Ha TECT 32 MUKpoHeyTpanu3amus Ha SARS-CoV-2

mNeonGreen Bupyc. [Ipu anannza ce u3non3Ba GpayopecleHTeH PEnopTep BUPYC, MOTyYeH OT Iama

USA _WA1/2020, u BUpycHaTa HEyTpalu3alys Ce OTYNTA BBB Vero KieThuHu MoHocoeBe. NT50 Ha

poOuTe ce onpeaes KaTo peluIpoOYHOTO CEPYMHO paspexaane, npu koeto 50% ot Bupyca ce

HEeyTpaJlu3upa.

B ananmza ca BKIIOYEHU ydacTHUIHU O€3 CEpOJIOTHYHM WIIM BUPYCOJIOTHYHH JaHHU (10 1 Mecen cien OycTep

noza Comirnaty) 3a MmuHana nHpekuus cb¢ SARS-CoV-2 (1.e. orpunarennu 3a N-CBbp3Balld aHTUTENA

[cepym] u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anna HaTpuBKa]) u ¢ oTpuuareneH pesynrar ot NAAT

(Ha3aymHa HATPWBKA) MPH BCSAKA HEIUIAaHWPaHa BU3UTA 10 | Mecern cirex OycTep mo3a.

Benukn mopxoasmuy y9acTHUIHM, OMyqYnin 2 1o3u Comirnaty, KakTo ca paHIOMHU3UPaHN ITbPBOHAYAIIHO, C

npuioxena J[o3a 2 B paMKUTE Ha MPEIBAPUTEIHO ONPeIeIeHUs po3opetl (B pamkute Ha 19 1o 42 mau cien

Hoza 1), momyunmm 6ycrep no3a Comirnaty, ¢ moHe | BalnuaeH W ONpPEAENIeH pe3ynTar 32 IMyHOTEHHOCT

ciien Oycrep 103a IpH B3eMaHe Ha KPbB B PAMKUTE Ha MOAXOSII MPO30pel (B paMKHTe Ha 28 10 42 1HH

ciient Oycrep no3ara) ¥ 6e3 JpYrH ChLIECTBEHH OTKJIOHEHHUS OT MPOTOKOJIA, KAKTO € ONPEIENICHO OT

KIIMHUITUCTA.

a. n = Opoi y4aCTHHUIIM C BIW/IHU U SICHU PE3YNITATH OT TECTa U B IBETE BPEMEBU TOUKH 33 B3eMaHe Ha 1poda
B PaMKHTE Ha OIIPEENICHI ITPO30PeL

6. GMT u 2-ctpannute 95% JIU ca n3umncneHn upe3 cTeNeHyBaHe HA CpeIHATa JOTApUTMUYHA CTOHHOCT Ha
tuTpute U choTBeTHUTE [IU (Ha Gazata Ha t-pasnpenenenuero Ha Student). Pesynrarure ot aHanuza moja
LLOQ ca 3amanenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% AU ca n3umcaeHy 4pe3 CTENEHYBaHE HA CPEHATA PA3JIMKa B JIOTAPUTMHUUHUTE
CTOMHOCTH OT aHanm3a u ckoTBeTHUTE JIU (Ha Ga3ara Ha t-pasznpeneneHueTo Ha Student).

r. He no-manka edukacHocCT € AekIapupana, ako A0JIHaTa rpaHuna Ha 2-ctpannaus 97,5% I 3a GMR e
> (0,67 u ToukoBaTta orenka 3a GMR e > 0,80.

J. N = O0poi y4aCTHHLM C BAJIMAHU U SICHU PE3YyJITaTH OT TECTa 3a MOCOYEHHS aHAIM3 HA U3XO/HO HUBO, | Mecer
ciex Jo3a 2 u | mecen cien Oyctep go3aTa B paMKHUTE Ha ONIpeesieHns Ipo3opell. Te3u cToiHoCTH ca
3HaMEHATENN TPH MIPOIICHTHUTE N3YNCIICHNUS.

e. Opoif yJaCTHHUIN CHC CEPOIIOTHYEH OTTOBOP 32 Ja/ICHUS aHAIN3 IIPH JaJeHaTa 103a/BpeMeBa TOUKa 3a
B3eMaHe Ha npoba. Touen 2-ctpaneH JIW, 6a3upan Ha metona Ha Clopper u Pearson.

k. Pasiuka B ChOTHOIIEHHSATA, U3pa3eHu Kato mnporeHT (1 Mecerr cien Oycrep mo3a — 1 mecen ciex J{o3a 2).

Kopurupan 2-crpanen /I na Wald 3a pasnikara B CbOTHOLIEHHSITA, U3pa3eHa KaTo IPOLICHT.

He mo-manka edukacHoCT € Aexiapupana, ako JoHATa TpaHuNa Ha 2-ctpaHHus 97,5% [ 3a npomneHTHaTa

pasnuka e > -10%.

I+

= w

Omuocumenna epukacHocm Ha 6aKCUHAMA NPU YYACmHUYY Ha 6b3pacm 16 u noseye 200uHu — cieo
bycmep 003a

B enun MexauHeH aHann3 3a epukacHOCT oT [IpoyuBane 4, Turaie00-KOHTPOIUPAHO MPOYIBAHE C
MpujIoKeHue Ha Oycrep m03a, mpoBeneHo npu npudnusutento 10 000 yuactHunm Ha Bb3pacT 16 u
moBeye roJuHu, Habpauu ot [IpoyuBane 2, ca oueHeHH AaHHH 332 NOTBbpAEHH ciaydan Ha COVID-19,
HaTpylaHU Hali-paHo OT /-MHUs JA€H ciiell OycTep BaKCHHALMATA A0 JaTaTa Ha 3aK/II0UBaHe Ha JaHHUTE
5 oktomBpu 2021 T., TOBa Cce SBSBA MEPUOJT HA TIPOCIIEASIBAHE Clies OycTep /103a ¢ MeanaHa

2,5 mecena. byctep no3ara e npunoxkena 5 no 13 mecena (Mmequana 11 mecena) ciex Bropara 103a.
OrneHeHa e ehMKaCHOCTTA Ha BaKCHHATA B TpynaTa ¢ Oycrep mo3a Comirnaty ciex mspBUIHATA CEPUS
B CpaBHEHHE C IpylaTta ¢ 1anedo BMecTo Oycrep 103a, oJydusia caMo IIbpBUYHATA CEPUS.

HudopmanusaTa 3a OTHOCHTENHATA e(UKACHOCT Ha BAKCHHATA TPH YYACTHHUIIM HA BH3pacT 16 u moBeue
roauHu 0e3 AaHHU 3a npeauiHa uHdekius cbc SARS-CoV-2 e npencrasena B Tabmuia 6.
OTtHocHTeHATa e(UKACHOCT HAa BAKCHHATA MTPU YYACTHHIIU ChC M 0€3 JaHHU 3a MPEIUIITHA HHPEKIIHS
cbC SARS-CoV-2 e 94,6% (95% noseputenen uarepsai 88,5% no 97,9%), mogoOHO Ha Tasw,
HaOJIro/1aBaHa MPY YYaCTHHUIM Oe3 JaHHM 3a TpeInIIHa HHPEKIUs. BposT Ha MEPBUYHKTE CITy4an Ha
COVID-19, na6monaBanu oT 7-Mus JieH ciiej| OycTep BakCHHAIMTA, € 7 B Tpynara ¢ Comirnaty u
124 B rpynata ¢ nnane6o.
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Ta6auna 6. EdukacHocT Ha BakcuHaTa — mbpea nosisa Ha COVID-19 ot 7-Mus JeH cjien
O0ycTep BAaKCHHALMA — YYACTHUIM HA Bbh3pacT 16 U noBeye roaunu 0e3 JaHHU 3a
HH(peKIUs — MONyJIalus, ONeHnMa 32 epUKACHOCT

II'spBa nosia Ha COVID-19 ot 7-Mus neH cijieq 6ycrep 1032 IPU yYACTHUIM 0e3 JaHHHU 32
npeaumna nudexkuus cbe SARS-CoV-2*

Comirnaty Inane6o
N2=4 695 N2=4 671
Ciayvan Cayyan OTtHocHuTeTHA
n1% n1® eduracHocT Ha
Bpeme Ha Haononenune® | Bpeme Ha HaOmoneHue® BakcuHata" %0
(n27) (n2") (95% JAU°)
ITbpBa nosiBa Ha
COVID-19 ot 7-mus
JIeH cien Oycrep 6 123 95,3
BaKCHHAIHS 0,823 (4 659) 0,792 (4 614) (89,5; 98,3)

3abenexka: [IoTBBpIeHNTE CiTydaH ca ONpeaesieH: Ype3 MoIMMepa3Ha BepIKHa peakys ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE I 3aCHIIHIA

Ce KaIlUTHIa; HOBOIIOSIBIJI CE MJIM 3aCHUIIIII Ce 3ayX; BTPHCAaHEe; HOBOIIOSBIIIA CE WIJIM yBEIMUMIA ce 0OJKa B

MyCKmeTe HOBOTIOSIBHJIA ce 3ary0a Ha BKYC MJIF MUPWC; BB3MAJICHO I'bPJI0; AUAPHS; IOBPHIIAHE).
B ananu3a ca BKIFOUCHH YYaCTHHIU 0€3 CEPOJIOTMYHH MM BUPYCOJIOTUYHU TAHHU (TIPEH 7-MUsl JICH CIIe]T
Oyctep BakcHHaNuUATa) 3a MuHana uHpekiwms cb¢ SARS-CoV-2 (T.e. oTpHLATETHH 32 aHTHTENA C
N-cBbp3BaHe [cepym] Ha Busura 1 u neotkpur SARS-CoV-2 ¢ NAAT [Ha3anHa HatpuBka] Ha Buznta 1 uc
orpunatencH pesynratr or NAAT [Ha3anHa HaTpHUBKa] MPH BCsAKA HETUTAHHUpPAHA BU3UTA TIPEIU 7-MHUS JICH
cies OycTep BaKCHHAIUATA).

a. N = bpoii yuacTHULIM B IOCOYEHATA IPyMa.

nl = Bpoii yyacTHULIM, OTrOBapsILK Ha ONPEAEIICHUETO 3a KpaliHaTa TOUKa.

B. OO0m neprox Ha HabmroneHne B xwsian (1 000) woBekoroaWHY 3a JaeHaTa KpaifHa TOUKa IIPH BCHYKH
YYaCTHHUIM BBB BCAKA TPyIa B PUCK 10 OTHOIIEHHE Ha KpaifHaTa TOUKa. BpeMeBHAT eproa 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-mus neH ciiex OycTep BaKCHHAIIUATA 0 Kpasi Ha IIEpHOo/Ia Ha HAOMIOJCHHE.

r. n2 = 0poif Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

. OtHocuTeNHa eUKACHOCT HA BAaKCHHATA B Tpymata ¢ Oycrep jo3a Comirnaty B cpaBHeHue ¢ miarebo
rpynara (6e3 Oycrep 103a).

e. JlByctpanuusT noseputenicH uatepsai (1) 3a oTHOcUTEIHA €PUKACHOCT HA BAKCHHATA € MOJYYCH Ha Oazara
Ha Metoza Ha Clopper u Pearson, kKopurupas 3a BpeMeTo Ha HaOJIr0IcHHE.

o

HUmynozennocm na 6ycmep 003a cied nbpeuyHa 6aKCUHAyUs ¢ 0py2a paspeuiend 3a ynompeba
sakcuna cpewy COVID-19

U3BoauTe 1o oTHOLIEHNE Ha epeKTUBHOCTTA Ha OycTep no3a Comirnaty (30 pg) npu nuna,
3aBBPIIMIM IbPBHYHA BAKCHHAIIMS C Apyra pa3pelleHa 3a ynorpebda BakcuHa cpemry COVID-19
(xereponokHa OycTep A03a), ce€ OCHOBABAT HA JAHHUTE 32 IMYHOT€HHOCT, MTOJTy4YeHH OT HE3aBUCHMO
OTKPHUTO KJIMHUYHO npoyuBane paza 1/2 na Hanmonanuure 3apasau unctutytr (National Institutes of
Health, NIH) (NCT04889209), mpoBezero B CheIUHEHHUTE IATH. B TOBa Mpoy4YBaHe BH3PaCTHH
(nunamna3on 19 no 80 roanHu), KOUTO Ca 3aBBPIIMIN IbPBUYHA BAKCUHALMS ChC CEPHUS OT 2 A03U
Moderna 100 pg (N = 51, cpenna Bp3pact 54+17), equnnuna go3a Janssen (N = 53, cpeana Bp3pact
48+14) unu cepus ot 2 no3u Comirnaty 30 pug (N = 50, cpenna Be3pact 50+18) Haii-manko

12 cepMuIy nipeid BKIFOYBAHETO UM B MMPOYYBAHETO U B aHAMHE3aTa Ha KOUTO HE ce ChOoOIIaBa 3a
uHpeknus cbc SARS-CoV-2, ca momyumnu Oyctep no3a Comirnaty (30 pg). Byctep BakcunarusTa ¢
Comirnaty naaynupa yBenndasane Ha GMR Ha TuTpute Ha HeyTpanuzupamre anturena 36, 12 u 20
IIBTU CHOTBETHO CJIe] TbpBUYHUTE 103u Janssen, Moderna, u Comirnaty.

Xeteponoxna Oycrep BakcuHaus ¢ Comirnaty e oneHeHa cblio U B mpoyuBaneto CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHAOMH3MPAHO, KOHTPOJIMPAHO MPOyUYBaHe (asa 2 Ha
Oyctep BakcuHAUs ¢ TpeTa no3a cpemry COVID-19, B koeto 107 B3pacTHH yUaCTHUIH (C MEIHaHa
Ha Bb3pacTTa 71 roaIuHM, HHTEPKBAPTUICH Anana3oH 54 10 77 ToArHN) ca paHAOMHU3HPaHH
Haii-mManko 70 quu caen 2 no3u BakcuHa cpenty COVID-19 na AstraZeneca. Cnen mbpBUYHATA CEpUs
¢ BakcuHa cperry COVID-19 na AstraZeneca, nicesaoBupyc (aus tui), npomsiHatra B GMR #a NT50-
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THTPHUTE HA HEYTPATU3MPAIIUTE aHTUTEIIA ce yBeardaBa 21,6 IbTH ¢ TIPUIIAraHETO Ha XETEPOJIOKHA
Oycrep mo3a Comirnaty (n = 95).

HUmynoeennocm npu yuacmuuyu va 8vb3pacm> 55 200unu — cred bycmep 003a (vemsvpma 003a)

Comirnaty (30 pg)

[Ipu mexxauneH ananu3 Ha noArpyna ot [Ipoyusane 4 (Ilonnpoyusane E) 305 yyactHum Ha BB3pact
> 55 rogunu, 3aBepIy cepust oT 3 1o3u Comirnaty, ca monyurman Comirnaty (30 pg) kato 6ycrep
no3a (qeTBbpTa 103a) 5 mo 12 mecema ciex Jlo3a 3. 3a maHHWTE OT MOATPYIIATa 32 UMYHOTEHHOCT
BokTe Tabnuna 7.

Umynozennocm npu yuacmuuyu na evzpacm 18 0o <55 coounu — cneo 6ycmep 0oza (vemsvpma
0o3a) Comirnaty (30 uq)

B Ioanpoyusane D [moarpyma ot Ilpoyusane 2 (Pa3a 3) u IlpoyuBane 4 (Paza 3)] 325 yuacTHuIm
Ha BB3pacT 18 1o < 55 rogunu, 3aBspmmin cepus oT 3 go3u Comirnaty, ca moryamiii Comirnaty

(30 png) xato Oycrep a03a (deTBbpTa 103a) 90 10 180 muu cneq Jo3a 3. 3a maHHHUTE OT MOATPyHAaTa 3a
UMYHOTEHHOCT BIDKTE Tabimra 7.

Tabauna 7. O0001meHn JaHHU 32 UMYHOTeHHOCT oT yuacTHuuu B [loanpoyuBane D na
npoyusane C4591031 (mpjiHa pa3mmupeHa rpyna Ha koxopra 2) u [loanpoyusane E
(moAarpymna 3a HMYHOT€HHOCT HAa pa3lIMpeHaTa KoXopTa), moayduan Comirnaty
30 pg xato Oycrep (4eTBBLPTA 4032) — YHACTHUIU 0e3 AaHHH 32 HHeKuus 10
1 mecerr cJien OycTep 1032 — MOMYJIALMS, OLIEHHMA 32 HMYHOI'€HHOCT

Jo3za/ IMoanpoyuBane D HoanpoyuBane E
BpeMeBa TOYKA (BB3pact 18 1o (BB3pacT > 55 roaunn)
3a B3eMaHe Ha <55 rogunn)
npooa* Comirnaty 30 pg Comirnaty 30 ug
GMT GMT
GMT N® (95% OH") NS (95% OH")
Tecrt 3a 1/mpenn 315,0 67,5
HEyTpaTu3aius Ha BaKCHHAIUATA 226 (269,0; 368,9) 167 (52,9; 86,3)
SARS-CoV-2-
Omicron BA.1 - NT50 1063,2 455,8
(TUTBD) 1/1 mecenn 228 (935,8; 1 207,9) 163 (365,9; 567,6)
Tecrt 3a 1/mpenn 3999,0 1389,1
HEyTpalInu3aliis Ha BakcuHanmsiTa | 226 (3529,5; 4531,0) 179 | (1142,1;1 689,5)
SARS-CoV-2 -
pedepenTteH mam — 12 009,9 5998,1
NT50 (Tutsp) 1/1 mecent 227 | (10744,3;13424,6) | 182 | (5223,6; 6 887,4)
CreneH Ha
CEpPOoJIOTHYEH 0TTOBOP
Ha 1-Bus Mecel cJieq n* (%) n* (%)
Ho3za 4 N® (95% JOH°) N® (95% OH°)
Tecr 3a
HEeYyTpaNu3aIs Ha
SARS-CoV-2 -
Omicron BA.1 - NT50 91 (40,3%) 85 (57,0%)
(TUTBD) 1/1 mecent 226 (33,8; 47,0) 149 (48,7, 65,1)
Tecr 3a
HEeyTpanu3aius Ha
SARS-CoV-2 -
pedepenTeH mam — 76 (33,8%) 88 (49,2%)
NT50 (Tutsp) 1/1 mecent 225 (27,6; 40,4) 179 (41,6; 56,7)
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Cokpamenust: I = nosepurenen unrepsai; GMT = cpenno reomerpuues Tuthp; LLOQ = nonHa rpanuma Ha

KOJIMYECTBEHO omnpezensiHe; N-cBbp3BaHe = cBbp3BaHe ¢ HykieonporenHa Ha SARS-CoV-2; NAAT = tecr 3a

aMIUTH(UKaIUsA Ha HyKIenHoBH KucenuHu; NT50 = TuThp Ha HeyTpalu3upaIluTe aHTUTENa, HAMaJIBAIll BUPYCHATa

akTUBHOCT ¢ 50%; SARS-COV-2 = TeXbK OCTBp PECIUPATOPEH CHHAPOM KOPOHABUPYC 2.

3abenexxka: Menuanata Ha BpemeTo ot J{o3a 3 o Jlo3za 4 na Comirnaty 30 pg e 4,0 mecera B Koxopra 2 Ha

Ioampoyusane D u 6,3 mecena B pasmupenara koxopra Ha [Toanpoyusane E.

3abenexka: [TpaHa pasmmpena rpyna B [loxnpoyusane D = KoxopTa 2 ¢ u3kiIoueHre Ha KOHTposHaTa rpyma; [loarpyma 3a

nmyHorenHocT B [Toanpoyusane E = npon3Boina n3Bagka ot 230 y4acTHHIM OT TPYIIUTE BAKCHHUPAHU, N30paHN OT

paslMpeHara KOXopTa.

3abenexka: B ananu3a ca BKIIOYEHH y4aCTHHIM 0€3 CEPOIOTMYHHU WITH BUPYCOJIOTHYHU JaHHHU (TIPEN B3EMAHETO HAa KPhBHA

npo6a Ha 1-Bus Mecel] Clie]] BAKCHHALIMSTA B IPOYYBaHEeTO) 32 MuHaa nHpekuus cb¢c SARS-CoV-2 (1.e. oTpunaTenHu 3a

aHTHUTena ¢ N-cBbp3BaHe [cepyM] Ha BU3UTHUTE 3a BAKCHHAIMSA B IPOYYBAHETO U 1 Mecell clie] BAKCHHALUITA B IPOYYBAHETO,

c orpunareneH pesynrar oT NAAT (Ha3anHa HaTpUBKa) HAa BU3UTATa 32 BaKCHHALMS B IPOYYBAHETO M Ha BCSKA

HeIUTaHWpaHa BU3HTA IIpeJM B3¢MaHEeTO Ha KpbBHA IIpo0a Ha 1-BHs Mecell clie]] BAKCHHALUATA B IPOYYBAHETO), KaKTO U Oe3

a"amHe3a 3a COVID-19.

3abenexka: CepoJOrHYHUAT OTTOBOP ce JieuHUpa KaTo IOCTUraHe > 4 IbTH MOBUIIEHHE OT W3XO0JHO HUBO (TIpeau

BaKCHHAIMATA B IPOYYBAHETO). AKO CTOMHOCTTA MIPY M3MEPBAHETO HA U3XOTHOTO HUBO € mox LLOQ, croitHocTH

>4 x LLOQ cnen BakCHHAIMATA C€ CYUTAT 33 CEPOJOTHUEH OTTOBOP.

a. OmnperneneHo Mo MPOTOKOJI BpeMe 3a B3eMaHe Ha KPBBHU MPOOH.

6. N = 0poif yyacTHUIIN C BaJMIHU U SICHH PE3yJITaTH OT TECTa 3a IIOCOUCHHUSI aHAIU3 B JaieHaTa BpeMeBa TOUKa 3a
B3eMaHe Ha Mmpooa.

B. N = 0poii yuacTHUIIM C BaJIMIHU U SICHH PE3YJITaTH OT TECTA 3a IIOCOYCHUSI aHAIN3 KaKTO BEB BpeMeBaTa TOUKa Ipean
BaKCHHAIWATA, Taka U B JajJieHaTa BpeMeBa TOYKa 3a B3eMaHe Ha IIpoda.

r. GMT u 2-ctpannute 95% JIU ca u3uncieHu upe3 CTENCHyBaHEe Ha CpeiHATa JIOTApUTMUYHA CTOMHOCT HA TUTPUTE U
cpotBeTHHTE JIV] (Ha Oa3ara Ha t-pasnpenenenuero Ha Student). Pesynratute ot ananmmza nmog LLOQ ca 3amaneHu kaTo
0,5 x LLOQ.

I. 1= 0poi yYaCTHUIIM ChC CEPOJIOTHIEH OTTOBOP 3a JaACHHS aHAIW3 IIPH JaJeHaTa BpeMeBa TOUKa 3a B3eMaHe Ha poba.

e. Touen 2-crpanen JIU, 6a3upan Ha metoaa Ha Clopper u Pearson.

[lenuarpuyna nonyianus

EBpomneiickaTta areHIus 1o JiekapcTBaTa o1jara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuuHara nomymnauus npu npesernus Ha COVID-19 (Bx.

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

5.2 @apmMakoKHHETHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexknuuanaHuTe TaHHN HE TIOKa3BaT OCOOEH PUCK 3a XOopa Ha 0a3zaTa Ha KOHBEHI[MOHATHNUTE
NPOYYBaHUS 38 TOKCHYHOCT IPU MHOTOKPATHO MpHJIaraHe, penpoyKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priaraHa HHTPaMyCKYJIHO (TIOJydaBaiiy 3 ITBIHH TO31 33 X0pa
BEJIHBK CEIIMUYHO, TEHEPHPAIIN OTHOCUTEIIHO BUCOKH HHUBA TIPH ILTHX0BE TIOPAIH Pa3IHUIHUITA B
TEJIECHOTO TETJI0), MOKa3BaT MaJI’bK OTOK M €PUTEM Ha MSCTOTO HAa WHKEKTHPAHE U yBEIIMYaBaHE Ha
OennuTe KPbBHHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIN), ChOTBETCTBAIIM Ha Bh3MNAIUTEIICH
OTrOBOp, KAKTO M BaKyOJIM3aIMsl HA MOPTATHUTE XENaTONUTH Oe3 TaHHH 32 YepHOPOOHO YBpEKIaHE.
Benuku edextu ca Ounu odpaTumu.

I'enorokcuuHOCT/ KaHIICPOrCHHOCT

He ca mpoBexxanu npoy4BaHMsI HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHOTOKCHYEH TTOTCHITHAT.
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PenponykTuBHA TOKCHYHOCT

PenponykTuBHATa TOKCHYHOCT M TOKCHYHOCTTA 32 Pa3BUTHUETO Ca W3CIEABAHU MPH ILTHXOBE B
KOMOMHHpaHO MpOoy4YBaHe Ha (PEepTUIINTETa U TOKCUYHOCTTA 33 Pa3BUTUETO, TpU KoeTo Comirnaty e
HpUIarad HHTPAMYCKYJIHO Ha )KEHCKHM IUTbXOBE Mpeau Yu(TOCBaHE U IO BpeMe Ha recTanus
(momy4aBaiy 4 HIHU 103U 3a XOpa, TeHEPHPAIM OTHOCUTEIHO BUCOKH HUBA IPH IUIBXOBE ITOPaIH
pasnu4uATa B TEJIECHOTO TETJIo, B IepHoaa Mexay AeH 21 npenn undTocBaHETO U recTallHOHEH

nen 20). OTroBopH ¢ nosiBa Ha HeyTpanuaupany antutena cpemy SARS-CoV-2 uma npu KUBOTHHTE
MaiKH OT nepuojia npean Y TOCBAHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo u
npu gerycute 1 okoneHneTo. Hiama cebp3anu ¢ BakcuHata eeKkTy BbpXy hepTuiinTera,
OpeMeHHOCTTa WK eMOpruo(eTaIHOTO Pa3BUTHE WM PA3BUTHETO HA MOKOJIEHUETO. JIMIcBaT JaHHY 3a
Comirnaty 0THOCHO IPEMHHABAaHETO HA BAKCHHATA MPe3 TUIAIICHTATa WIIH eKCKPEIHATa B MIISIKOTO.

6. DOAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NIOMOIIHHUTE BELIECTBA

((4-xumpoxcubyTuin)azaneaumn )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmiaekanoat) (ALC-0315)
2-[(momuerunenrnukon)-2000]-N,N-gurerpanermianeramu (ALC-0159)
1,2-nucreapou-sn-riuunepo-3-pocdoxonuu (DSPC)

Xogecrepon

Kanues xnopug

Kamues nuxunporendocdar

Hatpues xnopun

HunatpueB gocdar guxuapat

3axapo3za

Bona 3a nmxekuuu

Hatpues xuapoxcuy (3a kopekius Ha pH)

XnopoBoAopoaHa KricennHa (3a Kopeknus Ha pH)

6.2 HecbBMecTHMOCTH

To3u JlekapcTBEH MPOAYKT He TPsIOBa Jia ce cMecBa C PYTH JICKAPCTBEHU MPOJYKTH, C U3KITIOUCHUE HA
IOCOYEHUTE B TOYKa 6.6.

6.3 Cpok Ha rogHocT

HeotBopen duakon

3ampasen aakon

2 TOJMHHM, KoraTo ce cbxpansasa npu -90°C mo -60°C.

B paMkuTe Ha 2-TOUITHUS CPOK HA TOAHOCT HEOTBOPEHHUTE (hIIAKOHH MOXKE J1a CE ChXPaHABAT U
Tpancnoptupart mpu -25°C no -15°C 3a emHOKpaTeH IEPHUO 10 2 CSAMUITH, CIIe]] KOSTO MOXKE JIa Ce
BBPHAT 00PaTHO 3a chXpaHeHue npu Temmeparypa -90°C mo -60°C.

Koraro ce cpxpansBat 3ampazenu mpu -90°C no -60°C, onakoBkute cbe 195 akoHa BakcHHa MOTat
na ce pasmpassr mpu 2°C 1o 8°C 3a 3 yaca, a eITMHUYHU (JIAKOHU MOT'aT Ja Ce pa3MpassT P CTaliHa

temneparypa (1o 30°C) 3a 30 MUHYTH.

Pasmpazen praxon

1 mecen pu 2°C o §°C B paMKHUTE Ha 2-TOAUIIHUS CPOK Ha TOAHOCT.

B pamkute Ha 1-MecedHus Cpok Ha FOJJHOCT IpH yCIoBUATa Ha cbXxpaHeHue ot 2°C no 8°C, 3a
TpaHCIIOPTHUPAHE MOXKE JIa C€ MU3IOI3BaT 10 48 Jaca.

[Ipenun ynotpeda HEOTBOpEHHAT IIAKOH MOXKeE Jja c€ ChXpaHsBa 10 2 yaca Ipu Temneparypa 1o 30°C.
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C pasMpazenute (hIakoHH MOXKE Jia ce pabOTH B YCIIOBHS Ha CTaifHa CBETJIMHA.
Cuaen pa3mpassiBaHe BAKCMHATA He TPAOBA Jia ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypHu OmkKJIOHEeHUA ced u3Baxncoane om d)pu3epa

JlanHuTE 3a CTAOWMITHOCT MTOKA3BaT, Y€ HEOTBOPSHUAT (DJIAKOH € CTa0WIICH J0:

. 24 gaca, KOraTo ce ChbxpassBpa IpH temieparypa ot -3°C go 2°C

. 001110 4 gaca, koraTo ce chxpaHsaBa mpu temrneparypa ot 8°C mo 30°C; ToBa BKIIIOUBa 2-Ta Jaca
pu Temreparypa 10 30°C, onricaHu 1mo-rope

Tazu I/IH(l)OpMaI_II/I}I € MpcAHa3Ha4YCHa Ja YIO'bTU MCAUIHUHCKUTC CIICHUAINCTH CaMO B cnyqaﬁ Ha
BPEMCHHO TCMIICPATYPHO OTKIIOHCHHUC.

Tpancgep na 3ampazenu aakonu, coxpansasany npu cepvxuucka memnepamypa (< -60°C)

. [InuTkuTe KYyTHH ¢ QIaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpikamu 195 ¢urakona,
M3BaZIEHH OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHE MIPU CBPBXHICKA TemrrepaTypa (< -60°C),
MOTarT Jla OCTaHaT Ha Temmeparypa 1o 25°C He moBeYe OT 5 MUHYTH.

o [nutkuTe KyTHH ¢ IAKOHU, HA KOUTO KalalluTe ca OTBOPEHU, WIIH TE3U, KOUTO ChABPIKAT
mo-Manko ot 195 ¢uakona, cien KaTo ca U3BaJACHHU OT ChXPAHCHUE B 3aMPa3eHO ChCTOSHUE TIPU
CBpBXHHCKA Temmeparypa (< -60°C), Morart 1a ocranat Ha Temmeparypa 1o 25°C He 1moBede oT
3 MHUHYTH.

o Cnen kaTto KyTUuTe ¢ (JIaKOHU C€ BbPHAT 00OPAaTHO 32 ChXPaHCHHE B 3aMPa3eHO ChCTOSHUE CIIE]T
SKCITO3UIIMsI Ha Temreparypa 10 25°C, Te TpsOBa Jla OCTaHaT Ha ChbXPaHEHHUE B 3aMPa3eHO
CHhCTOSTHUE B MPOJBIDKCHUE Ha HAl-MaJIKko 2 Yaca, MPEIX Ja MOTaT Ja ObJaT U3BaJICHU OTHOBO.

Tpanceep na sampaszenu paaxonu, cvxparasanu npu -25°C 0o -15°C

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpikamu 195 ¢urakona,
M3BaJICHU OT ChbXPaHEHHUE B 3aMpa3eHo cheTostHue (-25°C no -15°C), morar jga ocTaHaT Ha
TeMmreparypa a0 25°C He nmoBeue OT 3 MUHYTH.

o [nutkuTe KyTHH ¢ hIAKOHU, HA KOUTO KalalluTe ca OTBOPEHU, WIIH TE3U, KOUTO ChABPIKAT
mo-Mayko ot 195 ¢uakona, cien KaTo ca W3BaJICHU OT ChbXPAaHEHUE B 3aMPa3CHO ChCTOSHUE
(-25°C mo -15°C), morat ga ocraHat Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Crient KaTo BeJJHBK J1a/icH (DJIaKOH € U3BAJICH OT IUTMTKATa KyTHs ¢ (JIaKOHU, TOH TpsiOBa 11a ce
pasmpasu 3a ynotpeoa.

P a3pCACH JCKAPCTBCH NPOAYKT

JlokazaHa e XuMHYHA 1 pU3UYHA CTAOMIHOCT 110 BpeMe Ha yrnoTpeda, BKIFOUUTEIHO 110 BpeMe Ha
TpaHcHopTupane, 3a 6 gaca mpu 2°C mo 30°C ciex paspeskaane B Hatpres xiopua 9 mg/ml (0,9%)
MHXXEKIHOHEH pa3TBOp. OT MHUKPOOHOIOrHYHA TJIe/IHA TOUKA, OCBEH aKO METOIbT Ha Pa3pekiaHe
U3KJTI0YBA PUCK OT MHUKPOOHA KOHTaMHHAIIWS, IPOJAYKTHT TPIOBa J1a ce M3M0J3Ba BeHara. AKo He ce
U3I0J13Ba BEJJHAra, BPEMETO U YCIOBHUSTA Ha ChXPaHCHHUE 10 BpeMe Ha yroTpeda ca OTTOBOPHOCT Ha
NOTPEOUTEINS.

6.4 Cneuua.mm yYdioBusl Ha CbXpaHEHUE

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

Jla ce cbxpaHsiBa B OpUTMHAJIHATa ONAKOBKA, 3a J1a C€ MPEea3u OT CBETIINHA.

[To BpeMe Ha chXpaHEHHE CBEJIETE IO MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30srBaiTe
M3JaraHe Ha Ipsika CITbHYEBA CBETJIMHA U YJITPABHOJIETOBA CBETIIHHA.

3a ycIoBHATa HA ChXPAaHECHUE CIIE/ pa3MpassiBaHe M pa3pexkaaHe Ha JEKAPCTBEHUS IPOIYKT BIKTE
TOouKa 6.3.
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6.5 Bwuau chbabp:kaHue HA ONMAKOBKAaTa

0,45 ml xKoHIIEHTpAT B Mpo3paueH MHOTO0/1030B (iiakoH (cThkio Tut ) 2 ml ¢be 3amymanka
(cuHTeTHYHA OPOMOOYTHIIOBA TYMa), C aTyMUHHEBa 00KATKa U OTYYIIBAIIO CE JIHIABO IJIaCTMACOBO
kamade. Beeku (hiiakoH chabpika 6 103H, BUXKTE Touka 6.6.

Bun onmakoBka: 195 ¢irakona

6.6 CneuuajHu npeanas’Hu MepPKH NPHU U3XBbPJsiHe U padoTa

VYkazanus 3a pabora

Comirnaty TpsiOBa Ja ce MPUTOTBU OT METUITMHCKH CIICIIHAIUCT, KATO CE U3I0JI3Ba aCENTHYHA
TEXHHKa, 33 J]a Ce TapaHTHpa CTEPUITHOCTTA HA IPUTOTBEHATA JUCIIEPCHSL.

IIPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOI'PAMA/IO3A KOHHEHTPAT 3A
NHXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M HIOBEYE I'OJIMHMN)

e IlIposepere naau GIaKoOHBT € €
Jnnaago kanaye JINJIABO IJIACTMACOBO Kama4de M 1aJIi
nMeTo Ha npoaykra e Comirnaty

30 Mmukporpama/no3a KOHIEHTPAT 3a
HHKeKIMOHHA TUCTIEPCHS.

e AKO UMETO Ha IIPOAYKTa BbPXY €TUKETa
Ha ()J1aKoHA € IPYTo, MOJIS, HallpaBeTe
CIIpaBKa C KpaTKaTa XapaKTepHCTHKa Ha

Ciaen pa3pexaane MMpoAyKTa 3a TO31U CbCTaB.

30 pg
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PABMPA3ABAHE IIPEJIU PA3SPEXK/IAHE HA COMIRNATY 30 MUKPOI'PAMA/JIO3A
KOHIEHTPAT 3A THXKEKIIMOHHA JMCIIEPCUS (JIMIIA HA 12 1 ITOBEYE

T'OJINHN)

He noBeue ot
2 yaca npH cTaiiHa
TeMmeparypa
(mo 30°C)

\

MHOTr071030BHAT ()ITAKOH CE ChXpaHsBa
3aMpa3eH U TpsiOBa Jia ce pa3Mpasu
npeau pa3pexaane. 3aMpa3eHUTe
(hnakoHu TpsIOBa Ja ce MpeHecar B
cpema ¢ Temmeparypa 2°C go 8°C, 3a
Jla ce pa3Mpasir; pa3Mpa3siBaHETO Ha
€/lHa OTaKoBKa chC 195 (akoHa Moxke
Ja oTHeMe 3 yaca. Bp3MoxkeH e chIo
JpyT BapHaHT, IPH KOMTO 3aMpa3eHUTe
(hakoHM Ja ce pa3Mpasar 3a

30 munyTH 1ipu Temrieparypa 10 30°C
3a He3abaBHa yrmoTpeoa.
HeotBopenust ¢uakon Moxe aa ce
ChXpaHsBa 3a nepuoj 1o 1 Mecen npu
2°C no 8°C, 0e3 na ce npeBHUIlIaBa
OTIIeYaTaHUAT cpok Ha rogHoct (['oxgen
110:). B paMkute Ha 1-MeceqHUs CpOK
Ha rogHoct mpu 2°C go 8°C, 3a
TPaHCIIOPTUPaHE MOXKE Jia ce
n3noia3Bat go 48 Jaca.

OcraBete pa3Mpa3eHUAT (QIaKoH aa
JNOCTHUTHE CTaiiHa Temneparypa. [Ipequ
yrnoTpeda HEOTBOPEHUSAT (DIaKOH MOXKE
Jla ce ChXpaHsBa 710 2 yaca Mpu
temneparypa go 30°C. C
pasMpaseHuTe GIaKOHU MOXKeE Ja ce
paboTu B yCIIOBHS Ha CTaifHa CBETJIHHA.
Buumarenno oospHeTe rrakoHa

10 mpTH npenu paspexnane. He
pa3KiaanTe.

[Ipenu paspexnane pazMpaseHaTa
JMCTIEpCUsl MOXKE J1a ChIbprka Oesn 10
o4ty O6eIu Hempo3pauyHu aMopPHU
YaCTHUIIH.
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PA3PEXKJIAHE HA COMIRNATY 30 MUKPOI'PAMA//I0O3A KOHIHHEHTPAT 3A
NHXEKIIMOHHA JTMCHEPCUS (JIMIIA HA 12 M HIOBEYE I'OJIMHN)

e PasmpaseHara BakcuHa TpsOBa 1a ce
paspenu B HelHHs OpUTHHATICH (QIIaKOH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) MHXEKIIMOHEH Pa3TBOP, KaTO ce
n3moa3Ba uria 21 G, wim no-TeHKa, 1
acenTUYHA TEXHHKA.

1,8 ml narpues xaopun 9 mg/ml (0,9%)
MHKEKI[HOHEH Pa3TBOP

e l3paBHeTe HANATAHETO BHB (PrrakoHa
TIPEJIU J1a U3BaUTE UTJIaTa OT HETO,
karo u3rerure 1,8 ml Bb3ayX B
W3Ipa3HeHaTa CIPHUHIIOBKA Ha
paspenurens.

H3reraere 6yTajioro a0 1,8 ml, 3a na
OTCTPaHHTE Bb31yXa OT (p1aKkoHa.
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7

Buumarenano 10 nbTn

Buumarenno o0bpHeTe paspeneHara
qucnepcus 10 meTu. He paskiamaiire.
Pa3penenara Bakcuna TpsiOBa na
IPE/ICTaBIISABA OYTH OsiIa TUCTICPCHS
0e3 Buaumu yactuiy. He m3nonzpaiite
paspeneHaTa BaKCHHA IIPU HAJIMYHUE Ha
YacTULM WIN IIPOMSIHA B L[BETA.

Yac 3a
U3XBbpPJIHE

O
3anuiere CbOTBETHUTE JaTa 1 4yac.

Ja ce n3mosI3Ba B paMKHTe Ha 6 4aca cJie
pa3pe:xaane.

Ha paspenennte pnaxonu tpsodBa na
ObIaT 0TOENA3aHU CHOTBETHUTE JlaTa U
Jac.

Crnen pa3pexaane, CbXpaHsIBalTe Mpu
2°C no 30°C u u3non3BaiTe B paMKUTE
Ha 6 4yaca, BKJIFOUUTEITHO BPEMETO 32
TPaHCIIOPTUPAHE.

He 3ampazsiBaiiTe win paskiamante
paspeneHaTa nucriepcus. Axo e Onia
MOCTaBEHA B XJIAINITHHUK, OCTABETE
paspezicHaTa JUCIepCHs 1a TOCTUTHE
cTaifHa TeMIieparypa npeau ymnorpeoa.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
30 MUKPOI'PAMA/JO3A KOHIEHTPAT 3A UH KEKLIHMOHHA JUCIIEPCHUSA (IMLA
HA 12 1 ITIOBEYE I'OJAMHHN)

o Ciren paspexnane GIakOHBT ChAbPIKa
2,25 ml, ot xouToO Morar ga ce
m3TerT 6 posu mo 0,3 ml.

e Karo n3non3Bare acenTHYHA TEXHHUKA,

~ MOYUCTETE 3aIlylajgKaTa Ha (hJIakoHa C

TaMITOH 3a €THOKpaTHA yroTpeda,

HAIIOCH C aHTUCENTHYEH Pa3TBOP.

e Isrermere 0,3 ml Comirnaty
Tps0OBa na ce N3M0I3BAT CIPUHIIOBKH
W/WITM UTJIN C MAJIBK MBPTHB
(Hew3non3BaeM) obem, 3a ja ce
M3TETJISIT WECT 03U OT eAUH (IIaKoH.
KomOunHanusaTa OT CIpUHIIOBKA U UTJIa
C MaJTbK MBPTBB 00eM TpsIOBa 1a UMa
MBPTHB 00€M HE MO-TOJISM OT
35 MuKponuTpa.

0,3 ml pa3penena Bakcuna AKO ce M3M0JI3BaT CTaHIAPTHH
CIIPUHIIOBKY M MTJIA, MOXE JIa HsIMa
JocTaThueH 00eM 3a M3TETJIsHE Ha
MIECT IO3U OT €IUH (hIaKOH.

e Bcska no3a TpsoBa aa ceappka 0,3 ml
BaKCHHA

e AKO KOJHMYECTBOTO Ha OCTaHaaTa BbB
(hnaxoHa BakCHHA HE MOXKE J1a JOCTABU
eaHa 1s1a 1o3a ot 0,3 ml, u3xBbpiere
(h1akoHa U M3MUILHUSA 00eM

e lI3xBBpreTe HEU3IOI3BAHATA BAKCUHA
B PaMKHUTE Ha 6 4aca ciie]] pa3pexaaHe.

UsxBbpasiHe

Hewnsnon3BanusT NeKapCcTBEH MPOIYKT WIX OTHAIbUYHATE MATEPUAIIU OT HETO TPsIOBa Jla ce U3XBBHPIISIT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.

7. HNPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

Ten.: +49 6131 9084-0

dakc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001
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9. JATA HA II'bPBO PAZPEHIABAHE/IIOJJHOBSABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

JlaTa Ha mppBO paspemanane: 21 gexemepu 2020 .
Jata na nocnexno noxHoBsiBane: 10 okromBpu 2022 T.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Honpobna nHpopmanys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yebcaiita Ha EBponeiickaTta
areHIws 1o Jiekapcraata http://www.ema.europa.eu.
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vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBSIBAaHE HA HOBa MH(POPMAaLIUS OTHOCHO Oe30macHoCcTTa. OT MEAUIWHCKUTE CTICIUATIICTH Ce
M3UCKBA J1a ChOOIIABAT BCSAKA MOA03MPaHa HeXelaHa peakys. 3a HaunHa Ha ChoOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty 30 Mukporpama/io3a MHXEKIIMOHHA TUCTICPCHS

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e eqHOI030B WJIM MHOT01030B ()JIAKOH ChC CHBO Kamade. Jla He ce pa3pexaa nmpeau ynorpeoa.
Enun enHono30B ¢uiakoH chabprxka 1 go3a ot 0,3 ml, Brokre ToUkHu 4.2 U 6.6.

Enua MHOTOMI030B (himakoH (2,25 ml) ceabpxa 6 mo3u no 0,3 ml, BrwkTe Touku 4.2 u 6.6.

Enna no3a (0,3 ml) ceaspxa 30 mukporpama tosuHamepan (tozinameran), uPHK Bakcuna cperry
COVID-19 (BkirroveHa B JTUIMHIHA HAHOYACTHIIN).

To3uHnamepaH e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), npoussenena c
U3I0J13BaHe Ha Oe3KiIeThuHa iN VIitro tpanckpumniws ot chotBetHuTe JJHK-Marpuim, koauparin

BupycHus S (spike) mpotenn Ha SARS-CoV-2.

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIECTBA BUKTE Touka 6.1.

3. JIJEKAPCTBEHA ®OPMA

HNuxexknonHa aucnepcus

Bakcunara nipejictaBisaBa 0sma 10 mouTtH Osuta 3ampasena aucnepcus (pH: 6,9 — 7,9).

4, KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKA3AHUS

Comirnaty 30 Mukporpama/zi03a HHXKEKIIMOHHA TUCTIEPCHS € MTOKa3aHa 3a akTHBHA MMYHHU3AIH 32
npeBeHIys Ha 3abonsiBaneto COVID-19, npuunneno ot SARS-CoV-2, Ha nunia Ha Bb3pact 12 u
II0BCYE€ I'OJUHH.

Ynorpebara Ha Ta3u BakCHHA TPsIOBA [1a € B CHOTBETCTBHE C OPHUIIMATHATE TPETOPHKH.

4.2 Jlo3upoBKa U HAYMH HA NPUJIOKEHHE

AOBI/I[ZOBKa

Jluya na év3pacm 12 u nogeue 200unu

Comirnaty ce mpujara HHTpPaMyCKYJIHO KaTo equHu4Ha 103a oT 0,3 ml Ha nuna Ha BB3pact 12 u
MOBEYE TOAMHHU, HE3aBUCHMO OT MPEAMIIHMS BaKCHHALMOHEH cTaryc 3a COVID-19
(Bk. Touku 4.4 u 5.1).
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Ha numia, kouto nipenu ToBa ca Omin BakcuHApaHu ¢ BakcrHa cperry COVID-19, Comirnaty TpsioBa
Jla ce Impujiara Haii-mMajko 3 Mecelia ciiel rmocjeanara 103a Bakcuna cpemry COVID-19.

Teorcko UMYHOKOMNpOMeEMUparnu iuya Ha 8v3pacni 12 u nogeue 200unu

Ha nmria, KonTo ca TeXKO HMyHOKOMIIPOMETHUPAHH, TOBIHUTEIHHU T03U MOJKE J]a Ce puiIarat
CBIJIACHO HAIIMOHAIHUTE TPETIOPBKH (BXK. Touka 4.4).

Heduampulma nonyiaauus

[Ipennarat ce meauaTpuyHU JIeKapcTBeHU (HOPMU 32 KbpMadeTa Ha Bb3pacT 6 Mecella U Mo-ToJIEMU |
Jieria Ha Bp3pacT mox 12 rogunu. 3a nmoapodHa HHPOpMAITUs, MOJIS, BUKTE KpaTKaTa XapaKTePHCTHKA
Ha IIPOJYKTA 32 CbOTBETHUTE ChCTABH.

be3onacHocTTa M e(hrKkacHOCTTa Ha BAaKCHMHATA MPH KbpMadeTa Ha Bb3pacT Mo 6 Mecena Bee olle He
ca yCTaHOBEHH.

Honynayus 6 cmapuecka 8vb3pacm

He ce nanara KOpUrupaHe Ha J03aTa IMpu Jinla B CTapuCCKa Bb3pacT > 65 T'OOWHH.

Hauue Ha npuiioxxkeHue

Comirnaty 30 Mukporpama/no3a HHXEKIIMOHHA TUCTIEpCHs TPsOBa [a ce Mpuiara HHTPaMyCKyJTHO
(Bx. Touka 6.6). [la He ce paszpexna npeau ynorpeoa.

[IpennodnTaHOTO MACTO € AEATOUIHUAT MYCKYJ B TOpHaTa 4acT Ha pbKaTa.
He umxektupaiite BakcrHaTa HHTPaBAaCKYIapHO, TIOJKOKHO MITH HHTPAIEPMaTHO.

Bakcunara He TpsOBa Jja ce cMecBa B €/1Ha U ChIla CIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBEHH
MIPOYKTH.

3a mpenrnasHuTe MEPKH, KOUTO TPSAOBa Jja OBIAT B3ETH MPEAH MPIIIOKEHUE HA BAKCHHATA, BUKTE
Touka 4.4.

3a YKa3aHusl OTHOCHO pasMpa3siBaHCTO, pa60TaTa " U3XBBPJIAHCTO Ha BAKCUHATA BUIKTC TOYKaA 6.6.

Eonooo3z06u paakonu

EnnonozoBute uakonn Comirnaty cbaspxar 1 mo3a Bakcuna ot 0,3 ml.

e Usrernere equnanuna go3a Comirnaty ot 0,3 ml.
o 1I3xBBpieTe GrakoHa W H3IUAITHUS 00eM.
e He chOupaiiTe 3MMITBIUTE BAKCUHA OT HIKOJIKO (JIaKOHA.

Mnoz000306u ¢raxonu

Mtuorono3oeute (axkonu Comirnaty cbabppxar 6 103u Bakcuna mo 0,3 ml. 3a fa ce u3TerasaT 6 103u
oT enuH (rakoH, TpsiOBa J1a ce U3MOI3BAT CIPUHIIOBKHU U/WJIM UIJIH C MATBK (HEU30I3BacM) MbPThB
o0em. KomOuHamusTa oT CIpHHLOBKA U UIJIa C MATBK MBPTHB 00eM TpsiOBa 1a ©Ma MBPTHB 00eM He
HO-TOJIAM OT 35 MHUKpPOJIUTpPA. AKO Ce U3MOJI3BAT CTAHAAPTHH CIIPHHIIOBKY U MIJIH, MOXKE J1a HIMa
JOCTaThbueH 00eM 3a M3TerJIsIHE Ha LIECT 03H OT enuH (iaakoH. HezaBucumo ot Buaa Ha
CIPUHIIOBKATA U UIJIATa:

o Bcesika no3a tpsioBa na chabpika 0,3 ml BakcuHa.
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o AKO KOJIMYECTBOTO HA OCTaHAJIaTa BHB ()JIAKOHA BAKCHHA HE MOXeE Jla JOCTABU €JlHA IIs1a 1032
ot 0,3 ml, u3xBBpIeTe hIaKoHa ¥ U3IHITHAS 00eM.
. He cw0upaiite M3MunIpIUTe BAKCHHA OT HAKOJKO (hIaKoHa.

4.3 IIporuBOomoKa3aHus

CBp’bX‘IYBCTBI/ITeHHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

4.4 ChneumajHM npeaynpe:kaeHUus U NMpeIna3zHu MepKH Npu ynorpeda

IIpocnenumoct

3a 1a ce moo0pH MPOCIETUMOCTTa Ha OHONIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U TAPTHIHUAT
HOMEp Ha MPIIIOKEHUS MPOIYKT TPSAOBA SCHO JIa CE 3aIMCBaT.

OO011 TPENOPHKHU

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

Mma cpobieHns 3a crOUTHS Ha aHadmwIakcus. BuHaru TpsoBa ga iMa Ha pa3oIoKeHUE TOIXO A0
MEAMIIMHCKO JICYCHHUE U HAOJIIOICHUE B CIyYai Ha aHa(DUIaKTUYHA peaKIys CIIe]] MPUIOKECHUE Ha
BaKCHHATA.

HpenoquBa CC BHUMATCIIHO Ha6J'IIO,Z[eHI/Ie B IPOABJIDKCHUC HA Hai-manko 15 MUHYTH CJICA
BaKCHHaNuATa. He TpH6Ba Ja C€ mpujiara cjaceaBallla 103a OT BAKCUHATA Ha JIMa, [MOJTYy4YUIn

aHaduIakcus cies npeauimaa go3a Comirnaty.

Muoxapoum u nepuxapoum

ChImiecTByBa IMOBHIICH PUCK OT MUOKAP/UT U MEPUKAPAUT cie) BakcuHarms ¢ Comirnaty. Te3u
3a00JIIBaHUSI MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO JTHH CJIC/I BAKCUHAIUATA U HACTHITBAT MPEAUMHO B
pamkure Ha 14 qau. Te ca HaOIrOAaBaHU MO-YECTO CJIE]l BTOpaTa BAKCUHAIUS U IT0-YECTO TPH TI0-
MJIaau MbXKe (BK. Touka 4.8). HanudaanuTe 7aHHN TIOKa3BaT, 4€ B IOBEYETO CIIydad HACTHIIBA
BBH3CTAHOBsIBaHE. B HsKOM CiTyuau ce Hajara moJiibp)KaHe ¢ HHTCH3UBHU TPKH U NIMa Ha0II01aBaHu
CIIy4aH C JIETAJICH U3XO7.

MeaUIMHCKHUTE CICHUAINCTH TPsOBa 1a ObaaT OAMTEHY 3a IPU3HALIUTE ¥ CUMITOMUTE Ha
MUOKapIUT U IEpUKapANT. BakcnHupaHuTe muia (BKIFOYUTEITHO POAUTEINTE WA OOTPHIKBAIIINTE
nuIa) TpsaOBa 1a ObJaT UHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEIUITMHCKA ITOMOII], aKO Pa3BHSIT
CHMITTOMH, TIOKQ3aTETHH 32 MHOKApIUT I TEPUKAPANT, KaTo (0CTpa U MPOIBIDKATETHA) 00JIKa B
T'bPIAUTE, 330yX WIH NaJIUTAIUN CJIe] BAKCUHALIUATA.

MeaUIMHCKHUTE CICHUAINCTH TPSOBa 1a HAIPABAT CIpaBKa ¢ PhKOBOJCTBATA W/UJIM CIICIIUAIMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

Peakuyuu, cevpzanu ¢ mpesooicrnocm

B®B BpB3Ka ChC caMust MPOIIEC HA BAKCHHAIIMS MOTAT J1a Bb3HUKHAT PEaKIlUi, CBhP3aHu C
TPEBOXKHOCT, BKITFOUUTEITHO BA30BAraTHN PEAKIINHU (CHHKOI ), XUTICPBCHTHIIAIUS WA PEAKIHH,
CBBP3aHU ChC cTpeca (HaIp. 3aMastHOCT, MAJIUTAINN, YCKOPEeHa ChpJieuHa YeCcToTa, TPOMEHHU B
KPBBHOTO HAJISITaHEe, MTapecTe3us, XUIeCTe3us M U3N0TABaHe). Peakuuure, CBbp3aHu ChC cTpeca, ca
NPEXOJHU M OT3BYYaBaT OT caMo ceOe cu. Xopara TpsOBa aa ObaT HOCHBETBAaHH Ja HHPOPMHUPAT 32
TE3W CUMIITOMH BaKCHHHPAIIUS T'H 32 OlleHKa. BaxKHO e j1a ce B3eMaT Mpeja3Hu MepKH, 3a J1a ce
NPEZI0TBPATH HapaHsIBaHE OT MPHIAaHe.
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Convmemeawio 3abo0.56aie

Bakcunanmsara TpsiOBa J1a ce OTJIOKH MPH JIHMLA, CTPAAALIHN OT OCTPO TEXKKO (pedpriiHo 3abonsiBane
win octpa uHpekuus. Hanmnuuero Ha yieka nH(EKIUs 1/Wii HEBUCOKa TeMIIepaTypa He TpsiOBa 1a
CTaBa IPUYMHA 3a OTJaraHe Ha BaKCUHALIUATA.

TDOM6OMMW[0}’!€HZ/L}Z U HAPpYWEeHUA HAd KPbBOCbCcUpearnemo

KaxTo mpu apyru H”HTpaMyCKYITHH WH)KEKITH BaKCHHATa TPSOBa J1a ce Mpuijiara BHUMATEITHO MPH
JIUIa, TIOyYaBaIld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(MMiIvsl), Thi KaTO MIPH TE3H JIUIA MOTaT Jia Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJTHO MPHJIOKEHUE.

HMVHOKOMI’IDOM@W[MDCIHU auya

EdukacHoctTa 1 6€3011acHOCTTa Ha BaKCHHATA HE ca OIICHEHH NP MMyHOKOMITPOMETUPAHH JIHIIA,
BKITFOUUTEITHO TE3H, MOTyYaBalld UIMyHOCyTpecuBHa Tepanus. EpukacHocTTa Ha Comirnaty Moxe na
€ TI0-HHUCKa MPH UIMYHOKOMIIPOMETHPAHH JIUIIA.

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

HpOI['bJDKI/ITCHHOCTTa Ha 3aimuraTra, npeaocTaBsiHa OT BAaKCHMHAaTa, HE € U3BCCTHA, ThHI KaTO TS BCE OIIE
CC OMMpPEACiid B TCKYIIIU KIIMHUYHHA MTPOYyYBAHUS.

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

Kakro IIpU BCAKa BaKCHMHA, BAKCUHANUATaA C Comirnaty MOZKC Ja HC 3alllUTU BCUYKN BAKCUHUPAHU.
BaKCI/IHI/IpaHI/ITC MOXKE€ Ja HE Ca HAITbJIHO 3alllUTCHU 10 7-mus JCH CJICA BaKCHHaIuATA.

4.5 B3aumopeiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYr4 (popmMu Ha B3auMoelcTBHE
He ca nmpoBex1aHu npoy4BaHUs 3a B3aUMOJEHCTBUATA.
CoopreTBaioTo NpriioskeHne Ha Comirnaty ¢ Ipyru BAKCHHHU HE € IPOYUEHO.

4.6 @epTuanTeT, GPEMEHHOCT U KbPMEHe

Bbpemennoct

lonemusT 00eM OT JaHHU, MOTYYECHU OT HAOIIOACHUETO HA OpeMEHHHU KEHH, BAKCHHUPAHU C
Comirnaty nipe3 BTOpHS ¥ TPETHUS TPUMECTHP, HE MOKA3BaT YBEINYaBaHE HA CydyanTe Ha OPEMEHHOCT
C HeXXeJIaH u3xo/1. Makap 4e TaHHUTE 3a U3XOJ OT OPEMEHHOCTTA ClIe/l BAKCHHALIHS, IIPOBEICHA TI0
BpeMe Ha IIbPBUS TPUMECTHP, OHACTOSIIEM Ca OTPAaHUYCHH, HE c€ HAaOJII01aBa MOBHIIEH PUCK OT
crioHTaHeH abopt. [IpoyuBaHusaTa pH KUBOTHU HE MOKA3BAT NPEKU MM HENPEKH BpeIHU e(heKTH,
CBBbp3aHU ¢ OPEeMEHHOCTTa, EMOPHUOHAITHOTO/(DETATHOTO pa3BUTHE, PAXKIAHETO WIIM MIOCTHATAITHOTO
pasButHe (BXK. Touka 5.3). Comirnaty MoKe J1a ce mpuiiara 1o BpeMe Ha OpeMeHHOCT.

Kopmene
He ce ouakBat eexTr mpu KbpPMEHU HOBOPOICHH/KbpMadeTa, Thil KaTO CUCTEMHATa SKCIIO3UITUS Ha
Comirnaty mpu KbpMadkaTa ¢ He3HaunuTeaHa. JJaHHUTE OT HAOJIIOACHHETO HA KEHH, KOUTO ca

KbPMEJH CIIe/T BAKCHHAITUS, HE MTOKAa3BaT PUCK OT HeXeJlaHH e(PeKTH NPU KbPMEHU
HOBOpoJieHW/KbpMadeta. Comirnaty Moe Jja ce mpuiiara B epruoJia Ha KbpMeHe.

DepTUIuTeT

Hpoy‘-IBaHI/IHTa IIPpU JXKUBOTHU HC IMMOKA3BAT IMPCKU WJIN HCIIPCKU e(l)eKTI/I, CBBbpP3aHU C pCOPOAYKTUBHA
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TOKCHYHOCT (BK. Touka 5.3).

4.7 EdexTu BbpXy cnioco0HoCTTA 32 mogupaHe u padora ¢ MAIIUHA

Comirnaty He TIOBIIASIBA FJIY TIOBJIHSIBA TIPEHEOPESKMMO CITIOCOOHOCTTA 3a modupane 1 padboTa ¢
MaiuHe. Bee mak HIKou oT eeKTHTe, MOCOYeHH B ToUKa 4.8, Morat BpeMeHHO J1a TOBITUSISIT
CHocoOHOCTTA 3a mopupaHe WiK padoTa ¢ MALIHHU.

4.8 Hexkenanm JiekapcTBeHH peaKuu

Pesrome Ha mpodumiia Ha Oe30macHOCT

Yuacmuuyu na évspacm 16 u noseue 200unu — cied 2 003u

B Ilpoyusane 2 06110 22 026 yyacTHHIIM Ha Bb3pacT 16 WK MOBeY€e FOJUHM Ca TOTYIHIN Hal-
Mmaskoto 1 mo3a Comirnaty u 00110 22 021 yyacTHHMIIM Ha Bb3pacT 16 WM MoBeUe TOAMHU ca
MoJTyYmIH Tutane6o (BrarounTenHo 138 u 145 ronomm Ha 16- 1 17-rouIHA BB3pacT ChOTBETHO B
rpymara ¢ BakKCHHATa 1 rpymara ¢ miame6o). Oomro 20 519 ygactauim Ha Bb3pacT 16 win moBede
roauHu ca moiryamiu 2 mo3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ naTa Ha 3akiatouBaHe Ha naHHUTe 13 mapt 2021 1. 3a
IU1a11e00-KOHTPOIMPAHUS 3aciIelleH IIEpHO Ha IIPOCIIeIsBaHe O AaTUTE Ha pa3cielnsBaHe Ha
yuacTHULHTE, 0010 25 651 (58,2%) yyactauuu (13 031, momyuyunu Comirnaty, u 12 620, momyunnu
rwiane0o0) Ha Bb3pacT 16 U moBeye roJMHU ca MpocieIsIBaHN B IPOIBIDKEHUE Ha > 4 Mecela cieq
BTOpara go3a. Tosa Bxmousa 06mio 15 111 (7 704, monyunau Comirnaty, u 7 407, monydannu
wianedo) yqacTHUIm ot 16- 10 55-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, 1
5 213, nonyunnu nnane6o) y4acTHULM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-yectute HexxellaHM peakiuy MPH yYaCTHUIIMTE HA BB3pacT 16 u moBeve TroAWHU, TIOTYIHIN

2 103w, ca 060JKa Ha MSCTOTO Ha HHKekTupane (> 80%), ymopa (> 60%), rmaBobomnue (> 50%),
muanrus (> 40%), Brpucane (> 30%), aptpanrus (> 20%), nupekcus ¥ IoAyBaHe Ha MSCTOTO Ha
umkektupane (> 10%) 1 0OMKHOBEHO ca JIGKH WM YMEPEHHU 110 HHTEH3UTET U OT3BYy4YaBaT B PAMKHUTE
Ha HSKOJIKO JTHU CJIe]] BAKCHHANUATA. MaJKo Mo-MajKa 4ecToTa Ha ChbOMTHATA HA PEaKTOTeHHOCT ce
CBBP3Ba C MO-TOJIIMA Bb3pacT.

[IpodunbT Ha Ge3omacHOCT NpH 545 ydacTHUIM Ha Bb3pacT 16 1 oBede TONWHH, BAKCHHUPAHU C
Comirnaty, kouto ca 6mu ceporo3ntTuBHE 32 SARS-C0V-2 Ha U3X0AHO HHBO, € MOI00EH Ha

HaOJII0/IaBaHUs TIPU 00IIAaTa IMOIYIaIHs.

FOnowu na évspacm 12 0o 15 200unu — cned 2 0osu

[Ipu ananu3 Ha JaHHHUTE OT JBITOCPOUHOTO MPOCIIEsiBane 3a Oe3onacHocT B [IpoyuBaHe 2,

2 260 ronommm (1 131, Bakcuaupanu ¢ Comirnaty u 1 129, momyumin miaie60) ca Ha Bs3pact 12 10
15 romuuau. Ot T3x 1 559 ronommm (786, Bakcunupanu ¢ Comirnaty u 773, momay4wnu mianebo) ca
MpOCIIeIBaHU B MTPOIBIDKEHHE Ha > 4 Mecelia cien Bropara go3a Comirnaty. OneHkaTa Ha JaHHUATE
3a 6e3omacHoCT B [IpoyuBane 2 mpoapirkaBa.

OO6mwmsaT npodun Ha OezonacHocT Ha Comirnaty mpu I0HOLIM Ha Bh3pacT 12 10 15 rogunu € nogobex
Ha HaOJI01aBaHMsl ITPH YYACTHHIIM HA BB3pacT 16 u moBede rojauHu. Hail-uecTure HexeNnaHu peakiiuu
IpU IOHOIIX Ha BB3pacT 12 1o 15 roauHu, nonydnnu 2 1034, ca 00JKa Ha MSICTOTO Ha MHXXEKTUPaHE
(> 90%), ymopa u rnaBoboiue (> 70%), muairus u Brpucane (> 40%), apTpairus U MHPEKCHs

(> 20%).
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Yuacmuuyu na evzpacm 12 u noseue 200unu — cied bycmep 003a

W3BoauTe 1o oTHOIICHHE Ha Oe30macHOCTTa Ha Oyctep mo3a Comirnaty mpu y9acTHUIM Ha Bb3pacT 12
Y TIOBEYE TOJIMHYU C€ OCHOBABAaT Ha JaHHUTE 3a 0€30IACHOCT OT MPOYYBaHUsS Ha OycTep /103a
Comirnaty mpu y9aCTHHIIM Ha BB3pacT 16 1 TToBede roIuHH.

Enna moarpyna ysactaunu BbB ¢aza 2/3 na [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pacT 18 1o

55 ronuHu, 3aBBpIIIIIA IBPBOHAYATHIS 2-1030B Kypc ¢ Comirnaty, ca moJryqauiii OycTep 103a
Comirnaty npubiusuteado 6 mecena (auamnasos 4,8 1o 8,0 mecena) cien Jlosza 2. Karto 11510, nmpu
YYaCTHUIIMTE, KOWTO Ca MOIYyYMIIA OyCTep 71033, MeInaHaTa Ha BPEMETO Ha IPOCIIeAsIBaHe €

8,3 mecena (muanaszon 1,1 mo 8,5 mecena), a 301 ydacTHUIM ca IPOCIEASIBAHA B IPOIBIKCHUE HA
>6 Meceria cien Oycrep mo3ara 70 JaTaTa Ha 3aKiIouBaHe Ha manaute (22 HoemBpu 2021 1.).

OO0muAT mpodu Ha 6€30MacHOCT 3a OycTep Jo3ara e moA00eH Ha HaOroaBanus cief 2 po3u. Haii-
YeCTUTE HEXKENaHHU PEaKIIMK MPH YYaCTHUIIUTE Ha BB3pacT 18 1o 55 romuHu ca 6oika Ha MICTOTO Ha
umkekTapane (> 80%), ymopa (> 60%), rmaBobomnue (> 40%), muanrus (> 30%), BTprcane u
aptpanrus (> 20%).

B IlpoyuBane 4, mnane60-KOHTPOJIUPaAHO MPOYyIBAHE C MPUIIOKEHNE HA OyCcTep 1032, YIaCTHHUITH Ha
BB3pacT 16 u noBeue rofaunu, Habpanu ot [IpoyuBane 2, ca nmomyuniu Oyctep no3a Comirnaty

(5 081 yuactauim) nim mwiane6o (5 044 yyacTHUIIN) Hai-Mako 6 Mecela ciie/l BTopaTa 103a
Comirnaty. Karto msu1o, mpu y4acTHHITUTE, KOUTO Ca TOMYyYMIN OycTep 103a, MEIaHaTa Ha BPEMETO
Ha MpocJieAsiBaHe ciell OycTep Jo3aTa B 3aclieNeHus I1ane00-KOHTPOIUpaH epro Ha IpocieIsiBaHe
JI0 AaTaTa Ha 3akitouBaHe Ha naHHuTe (8 deBpyapu 2022 r.) e 2,8 mecena (auanasoH 0,3 1o

7,5 mecenia). Ot 1x 1 281 yuactaunu (895, Bakcunupanu ¢ Comirnaty u 386, nonyuniu miaie0o) ca
MpoCIeIBaHU B IPOIBIDKEHNE Ha > 4 Meceria cien Oycrep mozara Comirnaty. He ca yctaHoBeHH
HOBM HEKellaHu peakuuu Ha Comirnaty.

Yuacmuuyu na evzpacm 12 u noseue 200unu — cieo nociedsauia bycmep 003a

W3BoauTe 1o oTHOIICHHE Ha Oe30macHOCTTa Ha Oyctep mo3a Comirnaty mpu y9acTHUIM Ha Bb3pacT 12
W TOBeUe FOJIMHH CE OCHOBABAT Ha JJAHHUTE 32 0€30MacHOCT OT IPOY4YBaHUsI Ha OycTep J103a
Comirnaty mpu y9aCTHHIIM Ha BB3pacT 18 1 moBede roIuHu.

IToarpyma ot 325 Bb3pacTHH Ha BB3pacT 18 1o < 55 roguHu, 3aBbpIIIIIN BaKCHHAIMS C 3 103U
Comirnaty, ca monyuunu 0yctep (ueTBbpra m03a) Comirnaty 90 no 180 auwm cien Jo3za 3.
YyactHuuTe, noiyumim oyctep (4eTBbpTa n103a) Comirnaty, ca UManu MEpPHUOJI Ha MPOCIEASIBAHE C
Meanana 1,4 Mecena 1o matara Ha 3aKirouBane Ha nanHute 11 maprt 2022 r. Haii-uectuTe HexelaHU
pEeaKIiK TPH Te3H YUIACTHUIIM ca 00JIKa Ha MSICTOTO Ha HHXekTupane (> 70%), ymopa (> 60%),
rnaBooomnue (> 40%), muanrus u Brpucane (> 20%), u aprpanrus (> 10%).

B moarpyma ot Ipoyusane 4 (®Pasza 3) 305 Bp3pacTHH Ha BB3pacT > 55 roquHu, 3aBbPIIHIN
BakcuHaIms ¢ 3 go3u Comirnaty, ca moryamiiu 0ycrep (ueTBbpTa 103a) Comirnaty 5 mo 12 mecerna
cien Joza 3. YyactHuuuTe, noxydunu oycrep (4eTBbpTa 103a) Comirnaty, ca Maiy epruoJi Ha
npoclieisBaHe ¢ Meuana Hali-Manko 1,7 Mecena JIo JjaraTa Ha 3aKJIF0YBaHe Ha JaHHUTE

16 maii 2022 r. OOt mpoduia Ha Oe30macHOCT 3a Oycrepa (4eTBbpTara 103a) Comirnaty e momo0eH
Ha TO3M, HaOmoaaBaH cien Oycrepa (Tperara no3a) Comirnaty. Haii-uecTure HexellaHU peakuy Mpu
YYaCTHHIM Ha Bb3pacT > 55 rounu ca 00ika Ha MACTOTO Ha HHXKeKTHpaHe (> 60%), ymopa (> 40%),
rnaBobosue (> 20%), muanrus u Brpucane (> 10%).

Bycmep 003a cned nvpsuuna eaxcunayus ¢ opyea paspewena 3a ynompeba eaxcura cpewy COVID-19

B 5 me3zaBucumu npoyduBaHus 3a yrmoTpedarta Ha 6yctep nmo3a Comirnaty mpy JIMia, 3aBbPITHIH
I'bPBUYHA BaKCHHAIIMS C Apyra pa3pelieHa 3a ynotpebda Bakcuna cpemy COVID-19 (xereponoxna
OycTep 103a), HE ca YCTAHOBCHU HOBH JIJaHHH, CBbP3aHU ¢ Oe30macHocTTa (BXK. Touka 5.1).
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CHuchK Ha HEXKEJIAHU PEaKIIUU OT KIMHUYHK U3MHUTBAHUS M OT MOCTMAPKETHHIOBHSI OIIUT, IIPU JIMIIA
Ha BB3pacT 12 ¥ moBeye roauHu, B TAOIWICH BUT

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,
CBIVIACHO CJIICIHUTE KaTCTOPHHU 10 YECTOTA:

Msuoro uectu (> 1/10),

Yectu (> 1/100 o < 1/10),
Heuectu (> 1/1 000 1o < 1/100),
Penaxu (> 1/10 000 mo < 1/1 000),
MHoro peaxu (< 1/10 000),
C Heu3BecTHA YeCcTOTa (OT HAIMYHUTE JAHHU HE MOXe J1a Ob/ic HApaBeHa OIICHKA).

Tabiaunma 1.  HexeslaHu peakuuu oT KJIMHUYHMTe NpoyuyBaHus Ha Comirnaty u ot
MOCTMAPKETHHIOBHSI ONMT NMPH JIMIA HA Bb3pacT 12 U moBeye roguHu
Cucremo- MHoro YecTn Heuectu Penxn MHoro C HeusBecTHA
opraHeH YecTH (=1/100 g0 |(=1/1 000 0| (=1/10000 penkn gecToTa (0T
KJI1ac (= 1/10) < 1/10) <1/100) |mo <1/1000)| (< 1/10000) HAJTUYHHUTE
JaHHH He
MoOxke 1a 0bae
HAT[paBeHAa
OI[€HKA)
Hapymenus Jlumdanme-
Ha KPHBTa U HomaTus"
muMQHara
cucTemMa
Hapymienust Peakiuun Anaduaakcust
Ha UMyHHATa Ha CBPBX-
cucTemMa YyBCTBHU-
TETHOCT
(narmp.
o0puB,
[IpypUTyC,
ypTuKapus®,
aHruoenem®
Hapymienust Hamanen
Ha amneTuT
MeTabonn3mMa
U XpaHEHETO
Ilcuxuynmn bescvHue
HapyIIeHUs
Hapymenns I'maBoGonue 3amaiiBane”; | Octpa [Tapecresust';
Ha HEpBHATA Jletaprus nepudepHa Xumnecte3us"
cucTemMa JUIIeBa
napaumsa’
Copaeunu Muoxkapaut';
HapyIIeHus ITepuxapaut”
CromarmrHo- Huapwust” T'anene;
YPEBHH IToBpbiiane'|
HAPYIICHUS
Hapymenns Xurnep- Epurema
Ha KOXKaTa u XU/IPO3a; myatadopme”
MTOJIKOKHATa Houau
ThKaH U3IIOTSIBA-
HUS
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Cucremo- MHuoro YecTn Heuectu Penxn MHoro C Hen3BecTHa
opraHeH YecTH (>1/100 50 |(=1/1 000 no| (> 1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) <1/100) |mo <1/1000)| (< 1/10000) HAJTUYHHUTE
JaHHHU He
MoKe 1a 0bae
HalpaBeHa
OIleHKA)
Hapymenns Aptpanrus; bonxka B
Ha MYCKYyJIHO- | Muanrus KpaitHuK"
CKeJIeTHaTa
cucTeMa u
CheIMHUTEIHA
Ta THhKaH
Hapymenns Texxko
Ha MEHCTPYaJTHO
BB3MPOU3BOIN KbPBEHE®
TeTHaTa
cucTeMa u
rbpAaTa
OO0 bonka Ha 3adepBsBaHe| ACTCHHS, O6mmpeH
HApyIICHUS U | MICTOTO Ha | Ha MsctoTo | Hepasmo- OTOK Ha
edexTn Ha WHKCKTH- HA WHXKEKTHU-| JIOKEHUE; BaKCHHUPAHUS
MSICTOTO Ha pase; paHe IIpyputyc KpailHUK';
MpUIoKeHue | YMopa; Ha MSCTOTO OTok Ha
Brpucase; Ha WHKEK- JUIETO™
ITupexcus®; TUpaHE
Otok Ha
MSICTOTO Ha
WHKCKTH-
paHe

a. Ilpw ydacTHMIM Ha BB3pacT 5 ¥ MOBEYE TOJUHNU C€ ChOOIIaBa 3a IMO-ToJIIMa 4YeCTOTa Ha TnMQa eHONATHS
cien Oycrep (£ 2,8%) m03a, OTKONKOTO ciie mbpBoHavyanHu (< 0,9%) 103U OT BakCHHATA.

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

B. [lpe3 nepuona Ha mpociensiBaHeTo 3a 6€30MaCHOCT Ha KIMHUYHOTO MpoyuBaHe, 10 14 noemspu 2020 T,
ocTpa nepudepHa JnIeBa napajiusa e cboOIIeHa 0T YeTHpuMa ydacTHULH B rpynaTa ¢ uPHK Bakcunara
cpemty COVID-19. [osiBata Ha nunesa napaiuza e Ha Jlen 37 cnen J{o3za 1 (Jlo3a 2 He e npuiioxeHa Ha
yuactHuka) u J{au 3, 9 u 48 cien o3a 2. Hama choO1eHns 3a cirydan Ha ocTpa nepudepHa Jiniesa
rmapajmsa B TpymaTa ¢ miameoo.

X ok

(GuTBp Mpe3 NOCTMapKETHHTOBUSI IEPHOI.
3 IloBe4ero ciaydan U3TIIEK/A HE Ca CEPUO3HU U €A C BpDEMEHEH XapaKTep.

Onucanue Ha I/I36DaHI/I HCXCTaHU pCaKIInu

Muoxapoum u nepuxapoum

Hesxenana peakmms, ycTaHOBEHA CIIe]] pa3pelaBaHe 3a ynorpeoa.
OrtHacsl ce 3a pbKaTta, Ha KOSITO € TIOCTaBCHA BAKCHHATA.
ITo-ronsiMa "ecToTa Ha MUPEKCHs € HaOI01aBaHa Clie]l BTOpaTa /103a B CpaBHEHHE C ITbpBaTa J03a.

CpoOmiaBa ce 3a OTOK Ha JIMLETO IIPH PELUITUEHTH Ha BAKCHHATA, HA KOUTO € OMJI MHXKEKTUPaH JepMaJicH

[ToBUIIEHUAT PUCK OT MUOKAPIUT cien BakcuHaius ¢ Comirnaty € Haii-BUCOK IIPH FOHOIIH U TI0-

MJIaau MBXKe (BXK. Touka 4.4).

JBe rojeMu GapMakoeuIeMUOIOTHYHY TPOYYBaHUS, IPOBEICHH B EBporia olleHsBaT M0-BUCOKHS
PHCK OT MUOKAP/IUT MPY FOHOIIX M MO-MIIQJIM Mbxke cief] BropaTa go3a Comirnaty. Enxno npoyuBane
MOKa3Ba, ue 3a MepHoJI OT 7 IHU cJie]] BTopaTa j103a uMma okoo 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOIIN U MBKE, B CPAaBHEHHE C
xopa 0e3 excriozunus. B npyro npoyuane 3a mepuojt ot 28 qHU ciienl Broparta go3a uMa 0,56 (95%
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AN: 0,37 - 0,74) nonbiauTenHu cirydast Ha MUOKapauT Ha 10 000 mpu 16 10 24-roAuIlHU IOHOIIH U
MBKe, B CpPaBHEHHUE C XOpa 03 CKCIO3HIIUA.

OrpaHu4eHHn TaHHU TI0Ka3BaT, Y€ PACKHT OT MUOKAPIUT U TIEpUKapANT ciief] BakcuHanus ¢ Comirnaty

TIPH JIeT1a Ha BB3pacT oT 5 1o 11 roawHm u3riexkaa mo-HuChbK, OTKOJIKOTO TP Te3H Ha BB3pacT OT 12
1o 17 ronuHu.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cpo0ImaBaHeTo Ha MOIO3MPaHN HEKEJIAaHU PEaKLUH CiIe]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBEHHS
HPOIYKT € BaykHO. ToBa MO3BOJISIBA /1a IPOABIDKN HAOIIOICHUETO Ha CHOTHOLIEHHETO TT0JI13a/PUCK 32
JIeKapCTBEHUs NPOAYKT. OT MEIULIMHCKUTE CIIEHUAINCTH CE€ U3UCKBA J]a ChOOIIaBaT BCsIKa
NOJ03MpaHa HeXellaHa Peakiysl Ype3 HAlMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOUYCHA B
[punoxenue V U fa BKIOYAT NapTUIHUS HOMED, aKO € HaJIM4ueH.

4.9 Ilpepo3upane

Vima Hanu4HY NaHHY 32 IPeo3UpaHe MIPU 52-Ma yUYaCTHUIM, BKIFOUEHHU B KIIMHUYHOTO U3IIUTBAHE,
KOMTO [OpaJiy Tpelika B pa3pekaaneTo ca noixyumwntn 58 mukporpama Comirnaty. Bakcunupanure He
ChOOLIABAT 32 MOBHUILIEHA PEAKTOTCHHOCT MJIM HEXKENaH! PEaKIIHH.

B ciyuaii Ha mpeio3upane ce pernopbyBa MPocIIesiBaHe Ha )KU3HEHUTE QYHKIMH U Bh3MOXKHO
CUMITOMAaTHYHO JIEUYEHHE.

5. D®APMAKOJIOI'NYHU CBOUCTBA

51 @apmakoguHAMUYHM CBOMiCTBA

dapmakoTepaneBTH4Ha rpyna: BakcuHu, BupycHu Bakcuan, ATC kox: JO7BNO1

MexaHu3bM Ha JIEUCTBUE

Hyxneosugno mogudunmpanara nnpopmaunonsa PHK B Comirnaty e nog ¢opmara Ha aunuaHu
HAaHOYAaCTHLIN, KOETO MO3BOJIABA JOCTaBsHETO Ha Hepemunupama ce PHK B kinerkure
TOCTONIPUEMHHLIY, 32 1a HACOUYH MpexoHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2. n”PHK
KOAMpa MEMOPaHHO 3aKOTBEH, IbJIHOBEPIKEH S (spike) MpoTenH ¢ ABE TOYKOBU MYyTallUH B
LIEHTpaJIHATa YyacT Ha ciupanaTa. MyTanusra Ha Te3U JBE aMUHOKUCEIMHU J0 MPOJIMH CTaOUIM3upa
S (spike) mpoTerHa B aHTHTCHHO MPEIIOYNTaHa TIPpeQy3UOHHA CTPYKTYypa. BakcuHaTa nmpeau3BrKBa
KaKTO IIPOM3BOJCTBO Ha HEYTPAJU3UPALIU aHTUTENIa, TaKa U KJIETbYeH UMYHEH OTroBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKe Jia JIoTprHece 3a 3ammura cpenry COVID-19.

EdwukacHoct

IIpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHAITMOHATHO, PAHAOMHU3NPAHO, IJ1aie00-KOHTPOINPAHO,
3acjeneHo 3a HaOmoaaTens npoyusade (asa 1/2/3 3a ycraHoBsBaHe Ha 103aTa, CEIEKIUS Ha
KaHJU/IaTH 32 BaKCUHA U e()UKACHOCT IIPU YYACTHHIIM Ha BB3pacT 12 1 moBeye rouHHU.
PanmoMuzanmsiTa € crpaTuduIupana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pacTt, 16- 10 55-roaumiHa
BB3pACT, WK Ha BB3PACT 56 1 moBeye ronuHu, ¢ MUHIMYM 40% OT yJacTHUITUTE B Ipymara

> 56 roguan. OT IPOYYBAHETO Ca U3KIIOYEHH YYACTHHUIIM, KOUTO Ca UMYHOKOMIIPOMETHPAHH, U
YYaCTHHIM C TPEIUIIHA KIMHUYHA WIH MUKpoOnosorndHa auarsosa 3a COVID-19. Bxitouenn ca
YYacTHHIIM C BE€Ye CHIIECTBYBAIO CTAOMITHO 3200 BaHe, ONpeAeNIeHO KaTo 3a00JIsBaHe, KOETO He
HaJiara 3HauuMa MPOMsIHA B TepaNUATa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
npe3 6-Te CeAMUILM MPEAH BKIIOUYBAHETO, KATO yYACTHHUIIX C U3BECTHA CTaOMIHA HH(PEKIHS C YOBELIKH
umyHoaeduuurer supyc (HIV), Bupyca na xenatur C (HCV) wim Bupyca na xenatut B (HBV).
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Ecduxacrocm npu yuacmuuyu na évzpacm 16 u nogeue 200unu — cieo 2 0o3u

B gacrra aza 2/3 na [IpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau 10 14 noemspu 2020 .,
npubnuzutenso 44 000 yyacTHHLIN ca paHAOMHU3MpaHH IOPABHO U TpsOBa aa momydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mnane6o. AHaIu3bT 3a €PUKACHOCT BKIIIOUBA YYACTHULIM, HA KOUTO
BTOpATa BaKCHHAITKS € HalpaBeHa B paMKuTe Ha 19 mo 42 muu cien mhpBaTa BakcuHanys. [loedyero
(93,1%) BakcuHHMpaHU ca MOTYy4UIIU BTopata f03a 19 no 23 nuu cien dosa 1. [lnanupano e
ydacTHUIHTE Aa ObaaT npocneasBanu 10 24 mecena cien [{o3a 2 3a onieHka Ha 6€30mMacHOCTTa 1
e¢pukacHoctTa cperry COVID-19. B kMMHUYHOTO MTpOydYBaHe OT YYaCTHHUIIUTE C€ € M3UCKBAJIO /a
cbOM01aBaT UHTEPBAJ OT MUHUMYM 14 THU Npeau U ciell IPUIOKEHUETO Ha MPOTUBOTPUITHA
BaKCHHa, 3a Jia nmoyryyat wim mianebo, win nPHK Bakcuna cpeury COVID-19. B kiiuHUYHOTO
MPOyYBaHE OT YYACTHHUIIUTE C€ € M3UCKBAJIO J1a ChOII0AaBaT HHTEpBai OT MUHUMYM 60 JHU TIpeau
WIN CJIE/l KaTO ca UM OMJTH MIPUJIOKECHU KPbBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WIN
MMYHOTTIOOYJIMHU B PAaMKHTE Ha BPEMETO 10 3aBbPLIBAHE Ha MPOYYBAHETO, 3a Aa MOIydaT WK
iane6o, umn nPHK Bakcuna cpemry COVID-19.

[lomynanusara 3a aHanM3 Ha TbPBUYHATA TOYKA 33 €PUKACHOCT BKItOYBa 36 621 yyacTHHIM Ha
BB3pacT 12 u noseye roguau (18 242 B rpynata ¢ uPHK Bakcunara cpemy COVID-19 u 18 379 B
rpymara ¢ miane6o), 6e3 nanHau 3a npenuinHa nHpexms cbe SARS-CoV-2 no 7 aHu ciies BTopara
no3a. JlomsianTeHO MMa 134 yyacTHHIN Ha Bb3pacT Mexay 16 u 17 roguaum (66 B rpynara ¢ uPHK
BakcuHara cperry COVID-19 u 68 B rpynara c miane6o) u 1 616 yqacTaum - Ha Bb3pacT 75 1
noeeue roaunu (804 B rpynata ¢ uPHK Bakcunata cperry COVID-19 u 812 B rpynara ¢ miane6o).

KbM MOMeHTa Ha TbPBUYHHS aHATN3 32 e(PUKACHOCT YYACTHHUIIUTE Ca MPOCIC/SBAHU 32 CHMIITOMH Ha
COVID-19 B npoabmkenue Ha 001110 2 214 yoBekoroauuu B rpynara ¢ MPHK BakcuHaTa cperiy
COVID-19 u o610 2 222 40BEKOTOAWHHU B TpyIaTa ¢ Iiamneoo.

Hsima KITMHMYHO 3HAYMMHM Pa3IuKH B o0IaTa e(h)UKaCHOCT Ha BaKCHHATA IPH YYACTHULM C PUCK OT
texka ¢popma Ha COVID-19, BKITIOYUTETHO Te3U ¢ | WM MOBEYe ChITHTCTRAINU 3200 ISIBaHUSI, KOUTO
yBenn4aBaT pucka ot Texxka ¢opma Ha COVID-19 (manp. actma, uHnekc Ha tenecHara maca (MUTM)
> 30 kg/m?, xpornuHo Genoapo6HO 3a00NABaHe, 3aXapeH UA0ET, XUIIEPTOHHUS).

HHupopmarusaTa 0THOCHO e(hMKACHOCTTA HA BaKCHHATA € IpeacTaBeHa B TaOuia 2.

Ta6auna 2.  EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus 1eH cien
Jlo3a 2, 1o Bb3pacTOBU NOATPYNH — YYACTHHLHM 0e3 JaHHH 3a HH(eKuus npeiu

7-mus 1eH cien Joza 2 — nonyyanus, oneHuMa 3a epuxacHoct (7 1HH)

bpBa nosisa Ha COVID-19 ot 7-mus aen cien Jo3a 2 npu yyacTHUIU 6e3 JaHHU 32
npenuinHa nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inanedo
N2 =18 198 N2 =18 325
Cayvan Ciayvan
n1° n1° Eduxacnocr Ha
Ilepnoa Ha Ilepnoa Ha BaKcHHaTa, %
Moarpyna Habmogenne” (N2") Ha0mogenne” (N2") (95% JAN)"
Bewuku yyacTHUIH 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuHn 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
MOBEYE TOINHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 roguHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
TOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)
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3abenexka: [IoTBBpICHHUTE ClTyYau ca OMpPECIICHH Ype3 MoJMMepa3Ha BeprKHA PeaKIus ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,
crotBercTBan] Ha COVID-19 [*Onpenenenue 3a caydaii: (moHe 1 0T) MoBHIIEHA TeMIIepaTypa, HOBOTIOSIBHJIIA
Ce WJIM 3aCUIIeHa KallUIMIa, HOBOIOSBUII C€ MJIH 3aCHJICH 3a/lyX, BTPUCaHe, HOBOIOSIBUIIA CE MIIH yBEIHYeHa
00Jika B MyCKYJIUTE, HOBOTIOSIBUJIA CE 3ary0a Ha BKYC HJIM MHPHC, Bb3IAJICHO I'bPJI0, JHAPHS HITH

MOBpBIIAHE. |
*

B ananm3sa ca BKIIFOUCHU yJacTHHUIM 0€3 CEPOJIOTHYHHU WM BUPYCOJOTHYHH JaHHHU (TIPEAn 7-MUsl IEH CIex
nocJieiHara 703a) 3a MuHana nadekius cbc SARS-CoV-2 (1.e. otpunartensu 3a aururena ¢ N-CBbp3BaHe
[cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ TecT 3a ammmudukanys Ha HyKJIenHOBa KUCEINHA
(nucleic acid amplification tests, NAAT) [na3anna HaTpuBka] Ha Busurtu 1 u 2) u ¢ oTpuiatenex pe3ynrar
ot NAAT (Ha3aiHa HaTpHUBKa) PH BCsKa HEIUIAHUpaHa BU3UTA MpeAn 7-Must 1eH ciex Jlo3a 2.
a. N = bpoii yqacTHHLIU B TOCOUEHATA IPyTIA.

o

nl = Bpoii yyacTHHLIM, OTTOBAPSIIIY HA OIPEAEIECHUETO 3a KpalfHaTa TOUKa.

B. OO0m meprox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
Y4YaCTHHIM BB BCSIKA IPYIa B PUCK 110 OTHOIIICHUE HA KpaliHaTa TO4Ka. BpeMeBHSAT MepHo/1 32 HATpyIBaHe
Ha cirydan Ha COVID-19 e ot 7-Mus aeH cien Jlo3a 2 1o kpast Ha neprojia Ha HabJroeHue.
r. n2 =0poii Ha yYaCTHUIIMTE B PUCK IO OTHOIIICHUE HA KpaiiHaTa TOYKa.

. JIBycTpaHHUST nmoBeputesieH uHTepBal (JJN) 3a eprkacHOCT HAa BakCUHATA € MOy4eH Ha 0azaTa Ha MeToa

Ha Clopper u Pearson, kopurupas crpsiMo BpemeTo Ha HabOioenue. I He e KopurupaH 3a MHOKECTBEHU

aHaJIn3H.

Eduxacnocrra nHa n”PHK Bakcunara cperry COVID-19 npu npeBeHuunsITa Ha IbpBa MOsIBa HA

COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ m1ane6o, ¢ 94,6% (95% noBeputelieH HHTepBal

ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ TIOBEeYE TOUHY ChC WU Oe3 J0Ka3aTeICTBa 3a
npenuirHa nHpekus cbe SARS-CoV-2.

JIOT'BITHUTEITHO €/IMH TOATPYTIOB aHAIN3 Ha MIbPBUYHATA KpaiHa TOYKa TIOKa3Ba CXOJIHHM OIIEHKH Ha
TOYKaTa 32 €PUKACHOCT B TPYNUTE IO MOJI, ETHUYECKA IPUHAICKHOCT U YIACTHULN ChC
CBITFTCTBAIIN 3a00JIIBaHMS, CBHP3aHU C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

I/I3B’LpH.I€HI/I Ca aKTyaJIu3upaHu aHAJIU3H 3a e(l)I/IKaCHOCT OpU HAJTNMYIUCTO HA JOIIBJIHUTCIIHU,

notBbpaeHu ciydan Ha COVID-19, narpynanu ce no Bpeme Ha 3aceNeHOTO I1ale00-KOHTPOIUPAHO

npoceasBaHe, 00XBalaIo neproaa 10 6 mecena ciex Jlosa 2 B momynanusaTa 3a ehUKacHOCT.

AxTyanu3upanarta nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuma 3.

Taoauna 3. EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMus aeH cien
Jo3a 2, o Bp3pacToBH NOATPYNH — YYACTHULU €3 JaHHM 32 NpPeJUlIHA
undexuus cb¢ SARS-CoV-2* npenu 7-mus aeH cien Jlo3a 2 — nonysanus,
oleHHMa 3a epukacHocT (7 AHM), MO BpeMe Ha MJIane00-KOHTPOJIUPAHUSA MePHOIT
Ha MpocieasiBaHe

nPHK Bakcnna
cpemy COVID-19 Ilnanedo
N2=20 998 N2=21 096
Ciyuan Ciyyan
n1% n1® E¢ukacrocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% An™)
Bceuuku yyactaunu® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronquuu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
MOBEYE TOINHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
MOBEYE TOINHA 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpACHHTE Cilyyan ca ONpe/Ie]IeH! Ype3 ToJIMMepa3Ha BepIKHa peakius ¢ o0paTHa
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tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE UITH 3aCHIIHIIA

e KalllINI[a; HOBOTIOSIBUII C€ MJIM 3aCHIJINII CE 33yX; BTPHCAHE; HOBOMOSBIIIA CE MJIM yBEIWYMIIA ce OOJIKa B

MyCKmeTe HOBOIIOSIBUJIA CE 3ary0a Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPHST; MOBPBINAHE).

B ananm3a ca BKIIIOYCHH YYaCTHHITN Oe3 TaHHM 3a MuHana nHpekms cbe SARS-CoV-2 (1.e. oTprmaTenHu 3a

anTuTena ¢ N-cBpp3Bane [cepyM] Ha Bmsura 1 u HeotkpuT SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha

Busuru 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKa) MPU BCSKA HETJIAaHUpPaHa BU3NUTA

npenau 7-must aeH cien J{oza 2.

N = Bbpoii yqacTHULIM B TIOCOYEHATA IpyHa.

nl = Bbpoii yyacTHUIIN, OTrOBapsIIIM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO0 nepuox Ha HaOmonenue B Xy (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka IpH BCHYKH
Y4YacTHHIM BBB BCsIKa IPyIa B PUCK 10 OTHOIIICHNE Ha KpaliHaTa TO4Ka. BpeMeBHsT Iepro/ 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen J{o3a 2 1o Kpast Ha ieproja Ha HaOJIroieHue.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIICHNE Ha KpaifHaTa TOYKa.

I. JByctpaHHUAT 95%-eH noBepurencH uaTepBan (1) 3a epukacHOCT Ha BakCHHATA € TIOJTydeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMeTo Ha HaOJIOICHIE.

e. BxirouBa noTBBbpAEHU Cilydau IpU y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata ¢ uPHK Bakcunara
cpemry COVID-19; 16 B rpynara ¢ muare6o.

o

B akryanusupanute aHanusu 3a epukacHocT, epukacHoctTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHnuATa Ha rosiea Ha COVID-19 ot 7-must cien J{o3a 2 B cpaBHeHHe ¢ miane6o e 91,1%
(95% U ot 88,8% mo 93,0%) npe3 nepuoja, koraro Bapuanture Wuhan/nmus tun u Anda ca
JOMUHHPAIIUTE TUPKYIUPAILIH AMOBE MPH yYaCTHULIMTE B MOMyJIanusiTa, OLeHUMa 3a e(pUKacHOCT,
chC W Oe3 JaHHU 3a npeauiiHa uHpekus cbec SARS-CoV-2.

I[OH’BJ'IHI/ITGJ'IHO AKTYaJIM3UPAHUTEC aHAJIM3U 34 e(l)I/IKaCHOCT 10 MOATPYIIN MOKa3BaT CXOJHU TOYKOBU
OIICHKHU 3a e(i)I/IKaCHOCT B I'pynMTE 110 I1O0JI, ETHUYCCKA NPHUHAJICIKHOCT, reorpacpcxo MOJIOKCHHUC U IIPU
Y4aCTHUIUTE CHC CHIIBbTCTBAIIIA 3a00JIABaHUs U 3aTIIBCTABAHC, CBbP3aHU C BUCOK PUCK OT TEKKa

¢opma Ha COVID-19.

Eduracnocm cpewyy meocka popma na COVID-19

AKTyajM3upaH aHaJTU3 Ha BTOPUYHUTE KpailHU TOYKH 32 eUKacHOCT moakpens non3ara ot uPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorspatsiBa Texxka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. edpukacHOCTTa Ha BaKCHHATA cpelty Texka hopma Ha COVID-19 e npencraBena
caMo 3a yYacCTHHIM Che Win 0e3 npenumHa nHpekys cbec SARS-CoV-2 (Tabnumna 4), Teid KaTo
oposT Ha ciydaute Ha COVID-19 npu yuactHunm 6e3 npeauinina uadeknus cbe SARS-CoV-2 e
CBIIUAT KATO TO3M IPH YUACTHHUIIM ChC WK Oe3 mpeauinHa nHpekius cb¢ SARS-CoV-2 u B aBeTe
rpynu — Ha ”PHK Bakcunara cpemy COVID-19 u na nmane6o.

Ta6anna 4.  EduxacHocT Ha BaKCMHATa — TbPBa NosiBa Ha Te:kka popma Ha COVID-19 npu
YYacTHHIM cbc HiH 0e3 npeaumHa uHgexuus cb¢c SARS-CoV-2 na 6a3ara Ha
onpeieJIeHNETO HA ATEHIIMSATA 32 KOHTPOJI Ha XpaHuTe U Jekapcrsara (Food
and Drug Administration, FDA)* ciex o3a 1 uiu ot 7-mus aeH caen Jo3a 2 B
NEepPUOoJa HA MPoc/iesiBaHe HA IUIALe00-KOHTPOJIHPAHOTO NPOYYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Cayuan Cayuyau
nl* n1? Ed¢uxacHocT Ha
Ilepnoa Ha Ilepnoa Ha BaKCcHHaTa, %
nabaogenne (N2°%) naomonenne (N2°) (95% aM*)
1 30 96,7
Caen [loza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [ToTBBpIEHUTE CITydan ca ONpeeIeH Ype3 MoIMMepa3Ha BepHKHA PeakIus ¢ oOpaTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cvotBercTBal] Ha COVID-19 (cuMnTomMuTe BKJIIOUBAT: MOBUIIIEHA TEMIIEPATYpa; HOBOIMOSBUIIA CE UIIH 3acHIIniIa
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Ce KaIlUTHIa; HOBOIIOSIBIJI C€ MJIM 3aCHUIIII CE 3ayX; BTPHCAaHE; HOBOIIOSIBIIIA CE MIIM YBEIHYIMIA ce OOJKa B

MYCKYJINTE; HOBOITIOSIBIJIA C€ 3ary0a Ha BKYC MIIM MUPHC; BB3NAJICHO T'bPJI0; AUAPHS; TOBPHIIAHE).

* Texxka ¢popma Ha COVID-19, kakto e onpeneneno ot FDA, e motespnen COVID-19 u Hann4une Ha Hai-MaJKo

1 ot caenuuTe:

e  KiauHWYHM MpU3HALHN B IOKOMH, TIOKA3aTEITHHU 3a TEKKO CHCTEMHO 3a00IABaHe (quXaTellHa YecToTa
> 30 BaumBaHUS B MHHYTA, ChpJIeUHa 4ecToTa > 125 ynapa B MuHyTa, KHCIOpOAHA caTypanust <93%
Ha CTaeH BB3AyX Ha MOPCKOTO PAaBHUIIE WIIM CHOTHOILLICHUE Ha apTEPUATHOTO MapIUaIHO HAJISTaHe Ha
KUCIIOpO/a KbM (pakimsaTa Baumiad kucaopon < 300 mm Hg);

e JluxaTenaHa HEAOCTATHYHOCT [OIpeeIeHa KaTo HyK/a OT I10/IaBaHe Ha KHCIOPOJI C BUCOK IOTOK,
HEWHBa3MBHA BEHTHJIALMS, MEXaHWYHA BEHTWIALMS WM EKCTPaKOPIIopaiHa MEMOpaHHa OKCUT€HAIINS
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a LIOKOBO CHhCTOSIHHE (CUCTONMYHO KpbBHO Haysirane < 90 mm Hg, nuacTonn4Ho KpbBHO
Hamsrase < 60 mm Hg wim HyXIa oT Ba30mpecopn);

e 3naumMa octpa ObOpeyHa, YepHOAPOOHA WIIH HEBPOJIOTHYHA TUCYHKIIUS;

e [IpuemaHe B OTIEJIEHUE 32 HHTCH3UBHU TPIDKH;

e  CwMmbpT.

a. nl = bpoif yqacTHHIIH, OTTOBapSIIH Ha OTPEICIICHUETO 3a KpaiHaTa TOUKa.
n2 = bpoii Ha y4yaCTHHUIIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa TOYKa.

B. /JIByctpanHusaT nosepurenen untepsai (1) 3a epukacHocTTa Ha BAKCUHATA € MOJTy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTO Ha HaOJII0/ICHUE.

r. EdukacHoct, orienena Ha 6a3ara Ha Islata HaMuHa (Moaudunupana intent-to-treat) momysarus ot
y4yactHAIHM, nosryunnu Jlo3a 1, 3a onieHKa Ha epUKAaCHOCTTa, KOSITO BKJIIOYBA BCUYKH PaHIOMHU3UPAHU
YYaCTHHUIIM, TOJY4HIIM Haii-MaJIKoTo 1 03a OT M3NMTBaHATA MHTEPBEHIIUSL.

n.  O6m neprox Ha HaOroneHue B xwsian (1 000) 9oBekoroanHY 3a JaJieHaTa KpaifHa TOYKa IIPH BCUYKH
YYaCTHUIIM BB BCAKA TPYIa B PUCK IO OTHOIIICHHE Ha KpaiHaTa TOUKa. BpeMeBUST Iepro 3a HaTpyIBaHe
Ha ciyyan Ha COVID-19 e ot lo3a 1 1o kpast Ha repro/ia Ha HaOIIOACHUE.

e EduxacHoct, onieHeHa Ha 6a3aTta Ha IMOMyNAIMATA, OIICHIMA 3a e(pUKacHOCT (Ha 7-Mus ACH), KOSATO BKITFOUBa
BCHYKH TIOJXOISIIN PAaHIOMU3ZUPAaHH YIACTHUIIH, TIOTyYHITH BCHIKH JJO3W OT H3IUTBAHATA HHTCPBCHITHS,
KaKTO Ca paHJOMH3UPaHH B IIPEABAPUTETHO OPEICIICHHs TPO30pel], 0e3 IPYrH ChIIECTBEHH OTKIOHEHHUS OT
MIPOTOKOJIA, KAKTO € OIPEEIICHO OT KIMHHUIIUCTA.

K. OO6m nepuon Ha HabmoaeHue B Xxuwisian (1 000) HoBekoroAWHM 3a AajieHaTa KpailHa TOYKa pU BCUYKH
Yy4YaCTHUIHM BBB BCSIKA IPyIa B PUCK 110 OTHOILIEHHE HAa KpaliHaTa TOuKa. BpeMeBHsT epHo/ 3a HAaTpyrBaHe
Ha ciydan Ha COVID-19 e ot 7-mus aen cnen Jlo3a 2 10 kpas Ha TieproJia Ha HaOJIIoICHHE.

Ecduxacrocm u umynozennocm npu ronowiu Ha 8v3pacm 12 0o 15 2oounu — cned 2 0ozu

[Ipu mppBOHauaneH ananu3 Ha [IpoyuBane 2 npu roHOIIK Ha BB3pacT 12 g0 15 ronunu (c MeanaHa Ha
NPOIBIDKUTEIHOCTTA Ha MpociieasBane > 2 Mecena cien Jlo3a 2) 6e3 jaHHu 3a npeauiHa nH}exnus,
HsaMma ciydad npu 1 005 yyacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 ciiydas npu 978 ydacTHHIIH,
nosryani 1oiane6o. ToukoBara oneHka 3a epukacHoct e 100% (95% mosepurenen unrepsan 75,3;
100,0). IIpu yuactHUIM cbc MU O€3 NaHHM 32 IpenuinHa nHpekus uma 0 ciaydas npu

1 119 yvacTHHIM, MOMYYHIN BakcuHata, v 18 ciydas npu 1 110 yuacTHUIM, TOITYYWIH THIA11e00.
ToBa chII0 MOKa3Ba, Ye TOYKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen naTepBan 78,1;
100,0).

AKTyaJlu3upaHy aHAIH3H 32 €PUKACHOCT ca HalpaBEHH MPH JOMBIHUTEIIHA IOTBHPICHU ClIyyau Ha
COVID-19, Bp3HuKHAIH IO BpEMe Ha 3aCIIETICHO I11ane00-KOHTPOIUPAHO MPOCTeIsIBaHe, KOETO
IpecTaBisgBa 10 6 Mecela ciie] [o3a 2 B MOMyJaIusITa 3a e(h)uKacHOCT.

B akryanmsupanus ananus 3a epukacHoct Ha [IpoyuBane 2 npu oHOImH Ha BB3pacT 12 no 15 roauHwy,
0e3 JaHHU 3a MpeJuIiHa HHPeKIus, HaMa ciydan npu 1 057 ydacTHULM, NOTYYHIN BaKCHHATA, U UMa
28 cinydast npu 1 030 yuactauim, nonyumu miane6o. ToukoBara oreHka 3a epukacHocT € 100%
(95% nomepurenen untepsan 86,8; 100,0) npe3 neproa, KoraTo BapuaHThT Aji(a € JOMUHUPAIIHST
nupkynupan mam. [Ipu ygactaum cbe unu 0e3 JaHHW 3a peauirHa nHdekips nMa O crydas mpu

1 119 yvactHum, nomyuyniv BakcuHata, u 30 ciyqas mpu 1 109 yuacTHunm, noxy4niu miaredo.
ToBa chIIO MOKA3Ba, Y€ TOUKOBaTA OleHKa 3a eduracHocT € 100% (95% noBepuresneH unteppai 87,5;
100,0).

B IpoyuBane 2 ¢ MpoBe/IcH aHAIN3 Ha TUTPUTE Ha HEYTPATU3UPAIIMTE aHTHTENA CPEILy
SARS-CoV-2 1 mecen cnen Jlo3a 2 npu u3dpaHa Ha ClydacH MPUHIIMIT IOJTPYIa yYaCTHHIIN 0e3
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CEPOJIOTMYHH WJIM BUPYCOJIOTHYHM JaHHM 32 MuHaia uHdekius cb¢ SARS-CoV-2 no 1 mecer cien
Jlo3a 2, cpaBHsBAI OTTOBOPA IIPH FOHOIIH Ha BB3pacT 12 mo 15 roguan (n = 190) ¢ To3u npu
YYaCTHHIM Ha Bb3pact 16 mo 25 rogunu (n = 170).

CBHOTHOIIICHHETO HAa CPEAHO TEOMETPUIHHTE TUTPH (geometric mean titres, GMT) npu BB3pacTroBaTta
rpyna 12 no 15 roauau cripsiMo Be3pacrosara rpymna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AN
1,47 no 2,10. CnegoBaTenaHO € JOCTUTHAT KPUTEPHST 32 HE MO-MajKa e(hUKacHOCT, KOWTO €
chOTHOMIEHHUE 1,5 , Thil KaTo JoJTHATA TpaHula Ha 2-ctparams 95% JIU 3a cpetHo reOMETPUIHOTO
choTHOIIeHHE (geometric mean ratio, GMR) e > 0,67.

HMVHOZ@HHOCW[ npu y4acmruyu Ha evb3pacm 18 u noseue 200unu — cieo 6VCW[€D 003a

EdextuBaoctTa Ha eqHa Oyctep no3a Comirnaty ce 6a3upa Ha OLICHKA Ha TUTPUTE Ha
HeyTpanusupauure anturena cpemy SARS-CoV-2, namansaBamum BUpycHaTa akTUBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B [IpoyuBane 2. B ToBa npoyuBane Oyctep mo3aTa € IpujioxKeHa 5 10

8 mecera (Meauana 7 Mecelia) cies Bropara g03a. B IIpoyusane 2, ananusute Ha NT50 1 mecery cien
Oyctep no3ara, CpaBHSABAHM C Te3U | Mecel] ciell MbpBUYHATA CepHs, IPH JIMLA Ha Bb3pacT 18 1o

55 roaunu 06€3 CepoIOrMuHU WM BUPYCOJIOTMYHHU TaHHH 3a MuHaia nadeknus cbec SARS-CoV-2 no
1 mecerr cien OycTep BaKCHHAIIMS [TOKA3BaT HE MMO-Majika eUKACHOCT 110 OTHOIICHHE KaKTO Ha
cpeano reomeTpruuHOTO choTHOWEHHE (GMR), Taka 1 Ha pa3nHKara B CTENIEHTa HA CEPOIOTHYEH
o1roBop. CepoNornyHusAT OTTOBOP IPH €IUH YYACTHHUK CE OIpeesis KaTo MOCTUTaHe Ha > 4 IbTH
nosuieHre Ha NT50 oT u3xonHo HUBO (IIpeny MbpBUYHATA cepus). Te3u aHaau3u ca 0000IIeHH B

Tabnuma 5.

Ta6auna 5. Tecr 3a neyrpaanzanust Ha SARS-CoV-2 - NT50 (tutbp)' (SARS-CoV-2
USA WA1/2020) — cpaBuenne na GMR u ceposiornynust otroBop 1 Mecelr ciien
OycTep mo3a cupsiMo 1 Mecen cjie] MbPBUYHA cepHs — YYACTHHIM Ha Bb3pacT 18 1o
55 ronunau 6e3 naHHu 32 nHQexkuus A0 1 mecely ciea dycrep 103a* — momyJaanusi,
OLleHMMa 32 MMYHOT€HHOCT Ha OycTep n03a*

1 mecer ciaen

Oycrtep no3a - | Ilocturuara
1 mecen ciien | 1 mecen cien | meJi 3a He TO-
1 mecen ciien MbPBHYHA MbPBUYHA MaJjKa
Oycrep 103a cepust cepust epuxacHoct
Ananus n (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenno
reoMeTpu4eH TUTHP
HA
HeyTpaJu3nupammre
aHTHTE]Aa,
HAMAJISIBAIIL
BHpYCHATA
aKTHBHOCT ¢ 50% 2 466,0° 755,7° 3,26®
(GMTYH) 212 | (2202,6; 2 760,8) | (663,1;861,2) | (2,76; 3,86) I
CreneH Ha
cepoJIoTnYeH
otrosop (%) npu
THTBP HA
HeyTpaJu3upammre
aHTHTeNAa,
HaAMAJISIBAII] 199¢ 190¢
BHpPYyCHATa 99,5% 95,0% 4 500
aKTHBHOCT ¢ 50%' 200" | (97,2%; 100,0%) |(91,0%; 97,6%) | (1,0%; 7,9%") -

Cokpamenuns: JIU = noseputenen uarepsait, GMR = cpenHo reomerpuyuno chotHomenne; GMT = cpeaHo
reomerpudeH TUTHP; LLOQ = nosHa rpaHMIia Ha KOJIMYECTBEHO OnpenensiHe; N-CBbp3Balll = CBbP3BAalll
nykieonporenHa Ha SARS-CoV-2; NAAT = rect 3a amminukanus Ha HyKJIeMHOBH kucenunu; NT50 = tutsp
Ha HeyTpallM3upalluTe aHTHTeNa, HaMallsiBall BUpycHaTa akTHBHOCT ¢ 50%; SARS-C0OV-2 = Texbk ocThp
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pecniupaTopeH cHHApPOM KopoHaBupyc 2; JI/H = na/me.

T

I+

= @»

SARS-CoV-2 NT50 e onpeeneH ¢ IOMOIITa HA TECT 38 MUKpOHeyTpaiu3anus Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu anannza ce u3mnon3Ba GpryopecleHTeH PEnopTep BUPYC, MOTyUeH OT Iama

USA WA1/2020, n BupycHaTa HEyTpaJH3alys C€ OTYNTA BBB Vero KieThIHr MoHOcimoeBe. NT50 Ha
MpoOuTe ce Ompeaens KaTo PEIUIIPOIHOTO CEPYMHO pa3pexaane, mpu koeto 50% ot Bupyca ce
HEeyTpaJlu3upa.

B ananmza ca BKIIOYEHU y4acTHUIHU O€3 CEpOJIOTHYHHM MIIM BUPYCOJIOTHYHH JaHHU (10 1 Mecen cien OycTep
no3a Comirnaty) 3a MmuHana nHpekuus cb¢ SARS-CoV-2 (1.e. orpunarennu 3a N-CBbp3Balli aHTUTENA
[cepym] u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anHa HaTpuBKa]) u ¢ oTpuuareneH pesynrar ot NAAT
(HazanHa HaTpPHWBKA) MPH BCsIKa HETJIaHUpaHa BU3KTa 10 1 mMecel ciien Oycrep 1o3a.

Benuku nmoxxonsmy y4acTHUIM, noiyynin 2 1o3u Comirnaty, KakTo ca paHIOMHU3UPaHU ITbPBOHAYAIIHO, C
npuioxerna J[o3a 2 B paMKUTE Ha MPEIBAPHUTEIHO OTPeAeIeHUs po3opell (B pamkute Ha 19 10 42 mau cien
Hoza 1), momyunnu 6yctep no3a Comirnaty, ¢ moHe | BalnuaeH U ONPEAEIIEH Pe3yiTaT 32 IMyHOTCHHOCT
cyient Oycrep 103a IpH B3eMaHe Ha KPBB B PAMKUTE Ha MOAXOISI MPO30pel (B paMKHTE Ha 28 10 42 1HA
ciient Oycrep no3ara) u 03 JPYTH ChIIECTBEHH OTKIOHEHHUS OT MPOTOKOJIA, KAKTO € OTPEENICHO OT
KIIMHUIHACTA.

n = Opoil yUaCTHHLIM C BAJIUIHK U CHH PE3YJITATH OT TECTa U B BETE BPEMEBH TOYKH 32 B3eMaHe Ha poba
B PaMKHTE Ha OIIPEJCHUS MPO30per]

GMT u 2-ctpanute 95% JIU ca u3unciaeHun upe3 CTENEHyBaHE HA CPeIHATA JIOTAPUTMHUYHA CTOMHOCT Ha
tuTpuTe U choTBeTHUTE [IU (Ha Gazata Ha t-pasnpenenenuero Ha Student). Pesynrarure ot aHanuza moj
LLOQ ca 3amagenu karo 0,5 x LLOQ.

GMR u 2-ctpannure 97,5% /I ca u3zuncieHn upes3 cTEICHyBaHe Ha CpeIHATa PAa3IUKa B IOTAPUTMUIHHUTE
CTOMHOCTH OT aHanm3a u ckoTBeTHUTE I (Ha Oasara Ha t-pasnpexneneHuero Ha Student).

He mo-manxka epuxacHOCT € JexiiapupaHa, ako JoJIHaTa rpaHuna Ha 2-crpanuus 97,5% 1M 3a GMR e

> (0,67 1 ToukoBaTa orieHka 3a GMR e > 0,80.

N = Opoi yYaCTHHIM C BIMAHY U SICHHU PE3YyJITaTh OT TECTA 3a MOCOYEHHS aHAIN3 HA M3XO/HO HUBO, | Mecer]
cient Joza 2 u 1 mecen cien Oycrep 103aTa B paMKUTE Ha OIpeJIeHus Ipo3opell. Te3u CToHHOCTH ca
3HAMEHATeJH MIPU MTPOLIEHTHUTE N34NCIICHUSI.

Opoii yJaCTHHUIN CHC CEPOIIOTHYEH OTTOBOP 3a JIaJCHUS aHAIN3 IIPH JaJeHaTa 103a/BpeMeBa TOUKa 3a
B3eMaHe Ha npoba. Touen 2-ctpanen JIW, 6a3upan Ha metona Ha Clopper u Pearson.

Passrka B ChOTHOLIEHUATA, M3pa3eHu KaTo npoueHT (1 Mecerr ciexn Gycrep no3a — 1 mecen cien Jlo3a 2).
Kopurupan 2-crpanen /I na Wald 3a paznnkara B CbOTHOIIEHUATA, U3pa3eHa KaTo MPOIICHT.

He no-manka epukacHOCT € IeKapupaHa, ako JIoJHaTa rpanula Ha 2-crpanuus 97,5% JIU 3a npoueHTHara
pasnuka e > -10%.

Omuocumenna ed)umcnocm HA eaKcurama npu ydacmruyu Ha 6v3pacm 16 u noseue 200unu — cied

bycmep 003a

B enun MexauHeH aHanm3 3a edukacHOCT oT [IpoyuBane 4, Turae00-KOHTPOIUPaHO MPOYIBAHE C
MIPIIIOKEHUE Ha OycTep 1034, mpoBeacHo mpu npuomm3uTerHo 10 000 ygacTHUIM HA BB3pacT 16 u
noBeve roauHu, Habpanu ot [IpoyuBane 2, ca oLleHeHN TaHHHM 32 TOTBBpAeHH ciydan Ha COVID-19,
HATpyNaHU Hali-paHo OT 7-MHs A€H cien OycTep BaKCHHALMATA 0 JaTaTa Ha 3aKII0YBaHE HA JaHHUTE
5 oktomBpu 2021 ., TOBa ce SABSBA IEPHOJI HA TIPOCTIEASIBAHE CIIeN OyCcTep 103a ¢ MearuaHa

2,5 mecena. byctep no3ara e npunoxkena 5 no 13 mecena (menuana 11 mecena) ciex Bropara 103a.
OneneHa e euKacHOCTTa Ha BakCHHATa B rpymata ¢ Oycrep no3za Comirnaty cies mbpBUYHATA CEpHUs
B CpaBHEHHE C IpylaTta ¢ 1ianedo BMecTo Oycrep 103a, oJydusia caMo IIbpBUYHATA CEPUS.

HudopmanusaTa 3a OTHOCUTENHATA e(UKACHOCT Ha BAKCHHATA TPH YYACTHHUIIM HA BH3pacT 16 u moBeue
roauHu 0e3 AaHHU 3a npeauiiHa uHdekius cbc SARS-CoV-2 e npencrasena B Tabmuia 6.
OtHocuTenHaTa eUKACHOCT HA BAKCHHATA MPH YYACTHHUIIM ChC U O€3 TaHHU 3a MPEIUIITHA HHPCKIINSI
cbc SARS-CoV-2 e 94,6% (95% noseputenen unrepsai 88,5% no 97,9%), nogoOHO Ha Ta3w,
HaOJIr0/IaBaHa MPU YYACTHUIM Oe3 TaHHM 3a TpeanIiHa HHPEKIUs. BposaT Ha MLPBUYHUTE CyYan Ha
COVID-19, nabmonaBanu oT 7-Mus JieH ciej; OycTep BakCHHAIMTA, € 7 B Tpynara ¢ Comirnaty u

124 B rpynara c miaue6o.
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Ta6auna 6. EdukacHocT Ha BakcuHaTa — mbpea nosisa Ha COVID-19 ot 7-Mus JeH cjien
O0ycTep BAaKCHHALMA — YYACTHUIM HA Bbh3pacT 16 U noBeye roaunu 0e3 JaHHU 3a
HH(peKIUs — MONyJIalus, ONeHnMa 32 epUKACHOCT

II'spBa nosia Ha COVID-19 ot 7-Mus neH cijieq 6ycrep 1032 IPU yYACTHUIM 0e3 JaHHHU 32
npeaumna nudexkuus cbe SARS-CoV-2*

Comirnaty Inane6o
N2=4 695 N2=4 671
Ciayvan Cayyan OTtHocHuTeTHA
n1% n1® eduracHocT Ha
Bpeme Ha Haononenune® | Bpeme Ha HaOmoneHue® BakcuHata" %0
(n27) (n2") (95% JAU°)
ITbpBa nosiBa Ha
COVID-19 ot 7-mus
JIeH cien Oycrep 6 123 95,3
BaKCHHAIHS 0,823 (4 659) 0,792 (4 614) (89,5; 98,3)

3abenexka: [IoTBBpIeHNTE CiTydaH ca ONpeaesieH: Ype3 MoIMMepa3Ha BepIKHa peakys ¢ oOpaTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

cpotBeTcTBall Ha COVID-19 (cumnToMuTe BKJIFOYBAT: TIOBHUILICHA TEMIIEPATYpPa; HOBOMOSBUIIA CE MJIHM 3aCHIIHIA

Ce KaIlUTHIa; HOBOIIOSIBIJI CE MJIM 3aCHUIIIII Ce 3ayX; BTPHCAaHEe; HOBOIIOSBIIIA CE WIJIM yBEIMUMIA ce 0OJKa B

MyCKmeTe HOBOTIOSIBHJIA C€ 3ary0a Ha BKYC WMJIH MUPHC; BB3MAIEHO I'bpIIO; UAPHS; TIOBPBINAHE).
B ananu3a ca BKIFOUCHH YYaCTHHIU 0€3 CEPOJIOTMYHH MM BUPYCOJIOTUYHU TAHHU (TIPEH 7-MUsl JICH CIIe]T
Oyctep BakcHHaNuUATa) 3a MuHana uHpekiwms cb¢ SARS-CoV-2 (T.e. oTpHLATETHH 32 aHTHTENA C
N-cBbp3BaHe [cepym] Ha Busura 1 u nHeotkpur SARS-CoV-2 ¢ NAAT [HazanHa HatpuBka] Ha Buznta 1 uc
orpunatencH pesynratr or NAAT [Ha3anHa HaTpHUBKa] MPH BCsAKA HETUTAHHUpPAHA BU3UTA TIPEIU 7-MHUS JICH
cies OycTep BaKCHHAIUATA).

a. N = bpoii yuacTHULIM B IOCOYEHATA IPyMa.

nl = Bpoii yyacTHULIM, OTrOBapsILK Ha ONPEAEIICHUETO 3a KpaliHaTa TOUKa.

B. OO0m neprox Ha HabmroneHne B xwsian (1 000) woBekoroaWHY 3a JaeHaTa KpaifHa TOUKa IIPH BCHYKH
YYaCTHHUIM BBB BCAKA TPyIa B PUCK 10 OTHOIIEHHE Ha KpaifHaTa TOUKa. BpeMeBHAT eproa 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-mus neH ciiex OycTep BaKCHHAIIUATA 0 Kpasi Ha IIEpHOo/Ia Ha HAOMIOJCHHE.

r. n2 = 0poif Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

. OtHocuTeNHa eUKACHOCT HA BAaKCHHATA B Tpymata ¢ Oycrep jo3a Comirnaty B cpaBHeHue ¢ miarebo
rpynara (6e3 Oycrep 103a).

e. JlByctpanHusT noseputenicH uatepsai (1) 3a oTHOocUTEIHA €PUKACHOCT HA BAKCHHATA € MOJYYCH Ha Oaszara
Ha Metoza Ha Clopper u Pearson, kKopurupas 3a BpeMeTo Ha HaOJIr0IcHHE.

o

HUmynozennocm na 6ycmep 003a cied nbpeuyHa 6aKCUHAyUs ¢ 0py2a paspeuiend 3a ynompeba
sakcuna cpewy COVID-19

U3BoauTe 1o oTHOLIEHNE Ha epeKTUBHOCTTA Ha OycTep no3a Comirnaty (30 pg) npu nuna,
3aBBPIIMIM IbPBHYHA BAKCHHAIIMS C Apyra pa3pelleHa 3a ynorpebda BakcuHa cpemry COVID-19
(xereponokHa OycTep A03a), ce€ OCHOBABAT HA JAHHUTE 32 IMYHOT€HHOCT, MTOJTy4YeHH OT HE3aBUCHMO
OTKPHUTO KJIMHUYHO npoyuBane (paza 1/2 na Hanmonanuure 3apasau unctutytr (National Institutes of
Health, NIH) (NCT04889209), mpoBezero B CheIUHEHHUTE IATH. B TOBa Mpoy4YBaHe BH3PaCTHH
(nunamna3on 19 no 80 roanHu), KOUTO Ca 3aBBPIIMIN IbPBUYHA BAKCUHALMS ChC CEPHUS OT 2 A03U
Moderna 100 pg (N = 51, cpenna Bp3pact 54+17), equnnuna go3a Janssen (N = 53, cpeana Bp3pact
48+14) unu cepus ot 2 no3u Comirnaty 30 pug (N = 50, cpenna Be3pact 50+18) Haii-manko

12 cepMuIy nipeid BKIFOYBAHETO UM B MMPOYYBAHETO U B aHAMHE3aTa Ha KOUTO HE ce ChOoOIIaBa 3a
uHpeknus cbc SARS-CoV-2, ca momyumnu Oyctep no3a Comirnaty (30 pg). Byctep BakcunarusTa ¢
Comirnaty naaynupa yBenndasane Ha GMR Ha TuTpute Ha HeyTpanuzupamre anturena 36, 12 u 20
IIBTU CHOTBETHO CJIe] TbpBUYHUTE 103u Janssen, Moderna, u Comirnaty.

Xeteponoxna Oycrep BakcuHaus ¢ Comirnaty e oneHeHa cblio U B mpoyuBaneto CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHAOMH3MPAHO, KOHTPOJIMPAHO MPOyUYBaHe (asa 2 Ha
Oyctep BakcuHAUs ¢ TpeTa no3a cpemry COVID-19, B koeto 107 B3pacTHH yUaCTHUIH (C MEIHaHa
Ha Bb3pacTTa 71 roaIuHM, HHTEPKBAPTUICH Anana3oH 54 10 77 ToArHN) ca paHAOMHU3HPaHH
Haii-mManko 70 quu caen 2 no3u BakcuHa cpenty COVID-19 na AstraZeneca. Cnen mbpBUYHATA CEpUs
¢ BakcuHa cperry COVID-19 na AstraZeneca, nicesaoBupyc (aus tui), npomsiHatra B GMR #a NT50-
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THTPHUTE HA HEYTPATU3MPAIIUTE aHTUTEIIA ce yBeardaBa 21,6 IbTH ¢ TIPUIIAraHETO Ha XETEPOJIOKHA
Oycrep mo3a Comirnaty (n = 95).

HUmynoeennocm npu yuacmuuyu va 8vb3pacm> 55 200unu — cred bycmep 003a (vemsvpma 003a)

Comirnaty (30 pg)

[Ipu mexxauneH ananu3 Ha noArpyna ot [Ipoyusane 4 (Ilonnpoyusane E) 305 yyactHum Ha BB3pact
> 55 rogunu, 3aBepIy cepust oT 3 1o3u Comirnaty, ca monyurman Comirnaty (30 pg) kato 6ycrep
no3a (qeTBbpTa 103a) 5 mo 12 mecema ciex Jlo3a 3. 3a maHHWTE OT MOATPYIIATa 32 UMYHOTEHHOCT

BokTe Tabnuna 7.

Umynozennocm npu yuacmuuyu na evzpacm 18 0o <55 coounu — cneo 6ycmep 0oza (vemsvpma

0o3a) Comirnaty (30 uq)

B Ioanpoyusane D [moarpyma ot Ilpoyusane 2 (Pa3a 3) u IlpoyuBane 4 (Paza 3)] 325 yuacTHuIm
Ha BB3pacT 18 1o < 55 rogunu, 3aBspmmiy cepus oT 3 g1o3u Comirnaty, ca moryamiid Comirnaty

(30 pug) xato Oycrep a03a (deTBbpTa 103a) 90 10 180 muu cneq Jo3a 3. 3a maHHKUTE OT MOATPyNarTa 3a
UMYHOTEHHOCT BIDKTE Tabima 7.

Tabauna 7. O0001meHn JaHHU 32 UMYHOTeHHOCT oT yuacTHuuu B [loanpoyuBane D na
npoyusane C4591031 (mpjiHa pa3mmupeHna rpyna Ha koxopra 2) u [loanpoyusane E
(moarpymna 3a HMYHOT€HHOCT HAa pa3lIMpeHaTa KoXopTa), moayduan Comirnaty
30 pg xato Oycrep (4eTBBPTA 1032) — YHACTHUIU 0e3 AaHHH 32 HHeKIus 10
1 mecerr e OycTep 103a — MOMYJIAlMs, OLIeHHMA 32 HMYHOI'€HHOCT

Jo3za/
BpeMeBa TOYKA
3a B3eMaHe Ha

HoanpoyuBane D
(BB3pacT 18 1o
< 55 rogunn)

HoanpoyuBane E
(BB3pacT > 55 roaunn)

npooa* Comirnaty 30 ug Comirnaty 30 ug

GMT GMT
GMT NS (95% A" NS (95% OH")
Tecrt 3a 1/mpenn 315,0 67,5
HEyTpaTu3aius Ha BaKCHUHAIUATA 226 (269,0; 368,9) 167 (52,9; 86,3)
SARS-CoV-2 -
Omicron BA.1 - NT50 1063,2 455,8
(TUTBD) 1/1 mecent 228 (935,8; 1 207,9) 163 (365,9; 567,6)
Tecrt 3a 1/mpenn 3999,0 1389,1
HEyTpalInu3aliis Ha BaKCHHAIIATA 226 (3529,5; 4531,0) 179 | (1142,1;1 689,5)
SARS-CoV-2 -
pedepenTteH mam — 12 009,9 5998,1
NT50 (Tutsp) 1/1 mecent 227 | (10744,3;13424,6) | 182 | (5223,6; 6 887,4)
CreneH Ha
CepoJIOru4eH OTroBOP
Ha 1-Bus Mecel cJieq n* (%) n* (%)
Ho3za 4 N® (95% OH°) N® (95% OH°)
Tecr 3a
HEyTpaNu3aIus Ha
SARS-CoV-2 -
Omicron BA.1 - NT50 91 (40,3%) 85 (57,0%)
(TUTBD) 1/1 mecent 226 (33,8; 47,0 149 (48,7, 65,1)
Tecr 3a
HEeyTpanu3aius Ha
SARS-CoV-2 -
pedepenTeH mam — 76 (33,8%) 88 (49,2%)
NT50 (Tutsp) 1/1 mecent 225 (27,6; 40,4) 179 (41,6; 56,7)
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Cokpamenust: I = nosepurenen unrepsai; GMT = cpenno reomerpuues Tuthp; LLOQ = nonHa rpanuma Ha
KOJIMYECTBEHO omnpezensiHe; N-cBbp3BaHe = cBbp3BaHe ¢ HykieonporenHa Ha SARS-CoV-2; NAAT = tecr 3a
aMIUTH(UKaIUsA Ha HyKIenHoBH KucenuHu; NT50 = TuThp Ha HeyTpalu3upaIluTe aHTUTENa, HAMaJIsBalll BUPYCHATA
akTUBHOCT ¢ 50%; SARS-COV-2 = TeXbK OCTBp PECIUPATOPEH CHHAPOM KOPOHABUPYC 2.

3abenexxka: Menuanata Ha BpemeTo ot J{o3a 3 o Jlo3za 4 na Comirnaty 30 pg e 4,0 mecera B Koxopra 2 Ha

Ioampoyusane D u 6,3 mecena B pasmupenara koxopra Ha [Toanpoyusane E.

3abenexka: [IpaHa pasmmpena rpyna B [loxnpoyusane D = KoxopTa 2 ¢ u3kiItoueHne Ha KOHTposHAaTa rpyma; [loarpyma 3a

nmyHoreHHocT B [Toanpoyusane E = npon3Boina n3Bagka ot 230 y4acTHHIM OT TPYIUTE BAKCHHUPAHU, N30paHN OT

paslMpeHara KoXopTa.

3abenexka: B ananu3a ca BKIIOYEHH yJaCTHHIM O€3 CEPOIOTHMYHHU WITH BUPYCONIOTHYHU JaHHHU (IIPEAN B3EMAHETO HAa KPhBHA

npo6a Ha 1-Bus Mecel] Clie]] BAKCHHAIIMSTA B IPOYYBaHeTO) 32 MuHaj a nHpekuus cbc SARS-CoV-2 (1.e. oTpunaTenHu 3a

a"THUTena ¢ N-cBbp3BaHe [cepyM] Ha BU3UTHUTE 3a BAKCHHAIMSA B IPOYUYBAHETO U 1 Mecell clie]] BAKCHHALUATA B IPOYYBAHETO,

c orpunareneH pesynrar oT NAAT (Ha3anHa HaTpUBKa) HAa BU3UTATa 32 BAKCHHALMS B IIPOYYBAHETO M Ha BCSKa

HeIUTaHWpaHa BU3UTA TIPE/IM B3eMaHETO Ha KPbBHA Ipo0a Ha 1-BUs Mecell ciiell BAKCHHALMATA B IIPOYYBAHETO), KaKkTo U 0e3

anamHue3a 3a COVID-19.

3abenexka: CepoJOrn4HUAT OTTOBOP ce JeuHUpa KaTo IMOCTUraHe > 4 IbTU MOBUIIEHHE OT W3XOHO HUBO (TIpeau

BAaKCHHAIMATA B IPOYYBAHETO). AKO CTOMHOCTTA MIPY M3MEPBAHETO Ha U3XOTHOTO HUBO € mox LLOQ, croitHocTH

>4 x LLOQ cnen BakCHHAIMATA CE CYUTAT 33 CEPOJIOTHYEH OTTOBOP.

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

6. N = 0poif yyacTHUIIN C BaJMIHU U SICHH PE3yJITaTH OT TECTa 3a IIOCOUCHHUSI aHAIU3 B aJieHaTa BpeMeBa TOUKa 3a
B3eMaHe Ha mpooa.

B. N = Opoilf yyacTHUIIM C BaJIMIHU U SICHH PE3YyJITaTH OT TECTa 3a IIOCOYCHUSI aHAIN3 KaKTO BEB BpeMeBaTa TOUKa Ipean
BaKCHHAIMATA, Taka U B JajJieHaTa BpeMeBa TOYKa 3a B3eMaHe Ha IIpooa.

r. GMT u 2-ctpannute 95% JIU ca u3uncieHu upe3 CTENCHyBaHE Ha CpeiHATa JIOTApUTMUYHA CTOMHOCT HA TUTPUTE U
cootBeTHHTE /U (Ha Oa3ara Ha t-pasnpenenenuero Ha Student). Pesynratute ot ananmza nmog LLOQ ca 3amaneHu kato
0,5x LLOQ.

. 1= 0poi yJaCTHUIIM ChC CEPOJIOTHIEH OTTOBOP 3a JaACHHS aHAIM3 IIPH JaJeHaTa BpeMeBa TOUKa 3a B3eMaHe Ha poba.

e. Touen 2-crpanen JIU, 6a3upan Ha metoaa Ha Clopper u Pearson.

[lenuarpuyna nonyianus

EBpomneiickaTta areHIus 1o JiekapcTBaTa o1jara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuuHara nomymnanus npu npeserunus Ha COVID-19 (Bx.

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

5.2 @apmMakoKHHETHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexnmHUYHUTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3ara Ha KOHBEHI[MOHATHHUTE
NPOYYBaHUS 38 TOKCHYHOCT IPU MHOTOKPATHO MpHJIaraHe, penpolyKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priaraHa HHTPaMyCKYJIHO (TIOJydaBaiiy 3 ITBIHH TO31 33 X0pa
BEJIHBXK CEIIMUYHO, TEHEPHPAIIN OTHOCUTEIIHO BUCOKH HHUBA TIPH ILTHXO0BE TIOPAIH PA3IHUHUITA B
TEJIECHOTO TETJI0), MOKa3BaT MaJI’bK OTOK M €PUTEM Ha MSCTOTO HAa WHKEKTHPAHE U yBEIIMYaBaHE Ha
OennuTe KPbBHHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIN), ChOTBETCTBAIIM Ha Bh3MNAIUTEIICH
OTrOBOp, KAKTO M BaKyOJIN3aI¥sl HA MOPTATHUTE XENaTONUTH 0e3 TaHHH 32 YepHOIPOOHO YBpEKIaHE.
Benuku edextu ca Ounu odpaTumu.

I'enorokcuuHOCT/ KaHIICPOrCHHOCT

He ca mpoBexxanu npoy4BaHMsI HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jimmuay 1 nPHK) na mMat reHOTOKCHYEH TTOTCHITHAT.
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PenponykTuBHA TOKCHYHOCT

PenponykTuBHATa TOKCHYHOCT M TOKCHYHOCTTA 32 Pa3BUTHUETO Ca W3CIEABAHU MPH ILTHXOBE B
KOMOMHHpaHO MpOoy4YBaHe Ha (PEepTUIINTETa U TOKCUYHOCTTA 33 Pa3BUTUETO, TpU KoeTo Comirnaty e
HpUIarad HHTPAMYCKYJIHO Ha )KEHCKHM IUTbXOBE Ipeau Yu(TOCBaHE U 10 BpeMe Ha recTanus
(momy4aBaiy 4 IHIHU 1031 32 XOpa, TeHEPHPAI OTHOCUTEIHO BUCOKH HUBA IPH IUIBXOBE ITOPaIH
pasnu4uATa B TEJIECHOTO TETJIO, B IepHoaa Mexay AeH 21 npenn undToCBaHETO U reCTallHOHEH

nen 20). OTroBopH ¢ nosiBa Ha HeyTpanusupany antutena cpenry SARS-CoV-2 uma npu KUBOTHHTE
MaiKH OT nepuojia npean YuhTOCBaHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo u
npu erycute 1 okosneHneTo. Hiama cebp3anu ¢ BakcuHata eeKkTu BbpXy hepTuiinTera,
OpeMeHHOCTTa Wi eMOpruo(eTaIHOTO Pa3BUTHE WM PA3BUTHETO HA MOKOJICHUETO. JIMICBaT JaHHU 3a
Comirnaty 0THOCHO IPEMHHABAaHETO HA BAKCHHATA MPe3 TUIAIICHTATa WIIH eKCKPEIHATa B MIISIKOTO.

6. DODAPMAIIEBTUYHHU JAHHU

6.1 Chnucbk HAa IOMOIIHHUTE BelleCTBA

((4-xumpoxcubyTrn)azaneaumn )ouc(xekcan-6,1-nuwmn)ouc(2-xekcunaekanoat) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
1,2-nucreapom-sn-riuunepo-3-pocdoxonuu (DSPC)

Xogecrepon

Tpomeramon

TpomMeTamMoIIOB XHUAPOXIIOPHT

3axaposa

Bopa 3a nexexuun

6.2 HecbBMecTHMOCTH

To3u JekapCcTBEH MPOAYKT He TPsOBa Jla Ce CMeCBa C IPYrH JIEKaPCTBEHHU MPOILYKTH.

6.3 Cpok Ha rogHOCT

HeortBopeHn ¢uakoH

Sampazen haakou

2 TouHM, Korato ce cbxpanssa npu -90°C no -60°C.

Baxkcunara ce nosnydaa 3aMpaszena npu -90°C go -60°C. Cnen nosyuyaBaHe 3aMpa3eHaTa BaKCUHA
MOXe Ja ce chxpansaBa uiu mnpu -90°C o -60°C, nnu npu 2°C go 8°C.

Eonooozoeu graxonu

Koraro ce cpxpansiBat 3ampasenu npu -90°C no -60°C, onakoBkure ¢ 10 eqHO1030BH (1akoHa
BaKcHHA Morart Ja ce pasmpasar npu 2°C mgo 8°C 3a 2 yaca, a eTUHIYHHU (IIAKOHU MOTAT /1a Ce
pasMpassT npu ctaitHa Temmepatypa (10 30°C) 3a 30 MUHYTH.

MHnoe000306u praxonu

Koraro ce chxpansBat 3ampasenu npu -90°C no -60°C, onakoBkute ¢ 10 MHOr0/1030BH (hjIaKoHA
BaKkcHHa Morar aa ce pa3mpasst npu 2°C no 8°C 3a 6 yaca, a eAMHUYHH (PIAKOHU MOTaT Ja ce
pasMpassT npu ctaiina temneparypa (1o 30°C) 3a 30 MUHyTH.

Paszmpazen praxon

10 cenmunu cpxpaHenue u Tpancnoptupane npu 2°C no 8°C B paMKuTe Ha 2-TOJUIITHUS CPOK Ha
TOJIHOCT.
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. Cren mpeMecTBaHe Ha BakcHHATa 3a chxpanenue npu 2°C mo 8°C BepXy KapTOHEHATa
OIIaKoOBKa Tpsi0Ba /1a ce 3alMIle HOBUAT CPOK Ha 'OJHOCT U BaKCHHATa TpAOBa Jla ce U3I10JI13Ba
WIN J1a € U3XBBPJIU ChOOPa3HO TO3U CPOK. IIbpBOHAUAIIHUAT CPOK Ha TOIHOCT TPsiOBa J1a ce
3azpacka.

. Axko BakcuHaTa e nonydena npu 2°C go 8°C, 11 TpsaOBa na ce cpxpansasa npu 2°C go 8°C.
CpoKBT Ha TOTHOCT BHPXY KapTOHEHATa OMaKOBKa TPsIOBa Jja € OWil KOpUTHPaH, 3a Ja 0Tpa3siBa
CpOKa Ha TOTHOCT MIPH ChbXPAaHEHNE B XJIAIMITHUK U TBPBOHAYAHUAT CPOK Ha TOJHOCT TPSOBa
Jla e OwIT 3a/IpacKaH.

[Mpeau ynotpeba HeOTBOpEeHHUTE (PIIAKOHM MOTAT Jla c€ ChXpaHsBar JI0 12 vaca rnpu TemIieparypa
Mexay 8°C u 30°C.

C pa3Mpa3CHUTC (I)J'IaKOHI/I MOXKE Oa CC paGOTI/I B YCJIOBU: Ha cTaiiHa CBETIIMHA.
Caen padMpassiBaHe¢ BAKCUHATa HE TpﬂﬁBa Aa ce 3aMpa3siBa OTHOBO.

Paboma npu memnepamypHu OmxKJIOHEeHUA NpU CbXpaHeHue 6 XAAOUTHUK

o JanHuTe 3a CTAOMITHOCT MOKAa3BaT, Y€ HEOTBOPEHUAT (IIakoH € ctabuieH 10 10 ceqmuiy,
KOraTo ce CbXpaHsBa Ipu temnepatypa ot -2°C go 2°C, B pamkure Ha 10-ceIMUYHHA IEPHOA
Ha chxpanenue mexmay 2°C u 8°C.

. JlanHauTe 3a CTAaOMITHOCT TOKa3Bart, e (pI1akoHBT MOXKE Ja Ce ChXpaHsBa 10 24 Jaca Mpu
temriepatypa 8°C mo 30°C, BximrounTesHo 10 12 gaca ciaex mspBOTO IPOOMBaHe Ha
3aIymankara Ha (JIakoHa.

Tasu napopmarus e npeaHasHadeHa ga YIIbTH MEIUIIMHCKUTE CTIICIIHAIMCTH CaMo B clydail Ha
BPEMEHHO TEMIIEPATyPHO OTKJIOHEHUE.

OtBOpeH Q1akoH

Joka3ana e xumMu4Ha 1 pU3MYHA CTAaOMITHOCT 10 BpeMe Ha ynoTpeba 3a 12 waca npu 2°C mo 30°C,
KOETO BKJIIOUBA JI0 6 "aca BpeMe 3a TpaHcrnopTupane. OT MEKpOOHOJIOTYHA TJIeTHA TOYKA, OCBEH aKO
HAaYMHBT HAa OTBApsIHE M3KIIFOYBA PHCKOBE OT MUKPOOHA KOHTAMHHAIIMS, TPOIYKTHT TPsiOBa 1a ce
M3M0J13Ba BegHara. AKO He ce M3I0JI3Ba BeHAra, BpEMETO U YCIOBHUITA Ha ChbXpaHEHUE 110 BpeMe Ha
ynoTpeba ca OTTOBOPHOCT Ha MOTPEOUTESL.

6.4 CnenmnaJHM ycJI0BUS HA CbXpaHeHUe

Ja ce cbxpansiBa BbB (hpusep mpu -90°C go -60°C.

Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 Ja CE MPE/Ia3Hh OT CBETIHHA.

[lo Bpeme Ha cbXpaHEeHHE CBEJETE 10 MUHIUMYM M3JIaraHeTo Ha CTaiiHa CBETJIMHA U H30ATrBaiTe
M3J1araHe Ha NpsKa CIIbHYEBA CBETIMHA U YJITPaBUOJIETOBA CBETIMHA.

3a ycrnoBusTa Ha ChXpaHEHUE CIIE/l pa3Mpa3siBaHe M ITbPBOHAYAIHO OTBAPSIHE BIKTE TOYKa 6.3.
6.5 Buau chabpkaHue HA ONAKOBKAaTa

Comirnaty aucnepcus ce I0cTaBsi B mpo3pavueH ¢uakoH (cTekiio tut |) 2 ml cbe 3amyianka
(cunaTeTHYHA OPOMOOYTHIIOBA TYMa), C aTyMUHHEBA OOKaTKa U OTYYIBAIIO CE€ CHBO IJIACTMACOBO

Kamayde.

Enne eqrOon030B dutakon ceabpxa 1 mo3a ot 0,3 ml, ke Touku 4.2 1 6.6.
Ennn MHOTO030B riakoH (2,25 ml) ceabpika 6 no3u no 0,3 ml, BikTe Touku 4.2 1 6.6.

Bun omakoBka ¢ enHom0308H Quakonu: 10 drakona.

Bunore onakoBku ¢ MHOT0/1030BH (uiakoHu: 10 dnakona wim 195 pnakona
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He Bcuuku BHIOBE ONAKOBKK MOTaT fa ObJAT MyCHATH Ha Ma3apa.

6.6 CrhenuaJHu NpeanasHu MEPKH NP U3XBBPJIsiHE U padoTa

VYkazanus 3a pabora

Comirnaty TpsiOBa 1a ce MPUTrOTBH OT MEIUIIMHCKH CIICI[HAIUCT, KaTO CE U3I0JI3Ba aCeNTHYHA
TEXHUKA, 33 J]a CC TapaHTHpa CTEPIITHOCTTA Ha MIPUTOTBEHATA TUCIICPCHSL.

YKA3AHMUSA, ITPUJIIOKUMU KAKTO ITPU EAHOJO30BUTE, TAKA U IIPU

MHOI'OJJO30BUTE ®JIAKOHU

IIPOBEPKA HA ®JIAKOHA COMIRNATY 30 MUKPOI'PAMA/I03A HH)KEKIIMOHHA
JAUCIIEPCHUA (JIMIA HA 12 1 ITOBEYE 'OAMHMN)

CuBo kanaue

Ja He ce
pa3peiknaa

30 ug

ITpoBepete naau QGIaKOHBT € ChC
CHBO IJIACTMACOBO Kanayve U J1aJu
uMeTo Ha npoaykra e Comirnaty

30 MukporpamMa/no3a HHKeKIHOHHA
aucnepcus.

[IpoBepete nanu GIakoHBT € €AHOTO030B
WJIM MHOTOJ/I030B H CJI€/IBaliTe
MIPIWIOKUMUTE YKa3aHuUs 3a paboTa 1o-
JIOTTy.

AKO UMETO Ha MPOAYKTa BBPXY ETHKETA
Ha (IaKoHa e APYro, MOJIs, HAalpaBeTe
CIpaBKa ¢ KpaTKaTa XapaKTepHCTHKa Ha
MTPOJYKTa 33 TO3H ChCTaB.

48




HPEJU YIIOTPEBA HA COMIRNATY 30 MUKPOT'PAMA/1O3A HHXKEKIITMOHHA
JAUCIIEPCHA (JIMIA HA 12 1 ITOBEYE T'OAMHMN)

>

Ja ce cbxpansiBa 10
10 cexmumu npu
2°C no 8°C,
KOpHUrupaiite cpoka
HA FOAHOCT BbPXY
KapTOHEHATA
ONAKOBKA.

AKO €IHO/I030BUSAT U MHOTOZ030BHUSAT
(akoH ce chXpaHsBa 3aMpaseH, TOH
TpsiOBa Ja ce pa3mMpasu mpeau
ynotpeba. 3ampazeHute GIakoHU
TpsiOBa Ja ce mpeHecaT B cpena ¢
temrrepatypa 2°C mo 8°C, 3a ma ce
pasMpasst. YBepeTe ce, ue QIIakoHUTe
Ca HAITBJIHO pa3Mpa3eHH Mpean
yrotpeoa.

0 EnHomo30BU QuakoHu:
Pa3mpassBaneTo Ha eHA OMTaKOBKA
¢ 10 eqHOMO30BY (h1akoHA MOXKE Ja
oTHeMe 2 Jaca.

0 MHoro/1030BH (hIaKOHH:
Pa3mpazsBaneTo Ha eHa OMMaKOBKa
¢ 10 MmHOTOIO30BH (Pr1aKOHA MOXKE
Jla oTHeMe 6 Jaca.

Crnen nmpemecTBaHe Ha (DIaKOHUTE 3a

cpxpanenue npu 2°C no 8°C,

KOpHUTHpalTe CpoKa Ha TOAHOCT BBPXY

KapTOHEHaTa OTIaKOBKa.

HeotBopenure durakoHu mMorar 1a ce

chxpaunsBar 10 10 cenmunu npu 2°C 1o

8°C, 0e3 na ce mpeBHIIaBa

OTIIEYaTaHUAT CPOK Ha rogHocT (['oxen

J0:).

Bb3MoxeH e Apyr BapUaHT, IPU KOWUTO

eIMHUYHY 3aMpa3eHu (IIAKOHU MOXKeE Ja

ce pa3mpasar 3a 30 MUHYTH IIpH
temriepatypa g0 30°C.

[peau ynorpeba HEOTBOPEHHAT (PIIAKOH

MOXKeE J1a ce ChXpaHsaBa 1o 12 gaca npu

temneparypa a0 30°C. C pa3mpaszeHute

(rakoHH MOXe Ja ce paboTH B YCIIOBHS

Ha cTaliHa CBETJIMHA.

g

Buumarenno 10 nbTH

Buumarenno pa3zmecere, KaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pazmecBane pa3mpaseHaTa
JIUCTIEPCHUST MOXKE JIa ChIbpKa Oenun 10
MOYTH O€JIM HEMPO3pauHu aMOp(HH
YaCTHULIH,

Crnen pa3mecBaHe BaKCHHATA TPsAOBa J1a
TpeJICTaBIIsIBa Osta 10 MouTH Osta
nqucrepcus 0e3 BuauMu yactunu. He
W3IOJI3BATEe BaKCHHATA TIPY HATHYNC
HA YaCTHIIY WM MPOMSHA B IIBETA.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,3 ml COMIRNATY
30 MUKPOI'PAMA/IO3A UHXKEKLHMOHHA JUCIHIIEPCHUS (JIMLA HA 12 1 TIOBEYE

T'OJINHN)

0,3 ml BakcuHa

Ennono3o0Bu dhiaakoHu

Wsrernere eqMHUYHA 1034 BAKCHHA OT
0,3 ml.

U3xBbpriete GaakoHa W UIJTHIITHUSL
obeMm.

MHoro10308u (hrakoHu

Bcekn MHOT01030B ()J1aKOH ChIBpKa
6 go3u mo 0,3 ml.

Kato m3non3Bare acentuyHa TEXHUKA,
HOYNCTETE 3alyIIaikaTa Ha (JIaKoHa ¢
TaMIIOH 3a €IHOKpaTHa ynoTpeoa,
HAIIOCH C aHTUCETITHYEH Pa3TBOP.
Uzrernere 0,3 ml Comirnaty

TpsiOBa 1a ce M3MOI3BAT CIPHUHIIOBKH
W/WJIH UTIIN C MalTbK MBPTHB
(Hew3non3BaeM) obem, 3a ja ce
U3TETIIAT 6 J03M OT eAVH (DIaKOH.
KoMOuHamnusTa OT CIpUHIIOBKA U UTJia ¢
MaJbK MBPTHB 00eM TpsiOBa Ja UMa
MBPTHB 00EM HE MO-TOJISIM OT

35 MUKponUTpa.

AKO ce M3M0I3BaT CTaHAApTHH
CHPUHIIOBKY M UTJIH, MOXeE /1a HsIMa
JIOCTaTh4eH 00eM 3a M3TETJIsIHE Ha [IeCT
JIO3H OT eIuH (HIIaKoH.

Bcesika no3a tpsioBa 1a ceaspxa 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHAJIaTa BbB
(h1akoHa BakCHMHA HE MOKE J]a TOCTaBH
eaHa 1s1a qo3a ot 0,3 ml, u3xBbprere
(hakoHa U M3MUILHUSL 00eM

3amnuineTe CbOTBETHUTE AaTa/dyac BPXY
(nakoHa. M3xBBppiere Hen3moa3BaHaTa
BakcuHa 12 waca ciex mppBOTO
npoOuBaHe Ha 3aIylanKkara Ha
(hnaxona.

UsxBbpasiHe

Hewnznon3BanusT nexkapcTBEH NPOAYKT WU OTHAABYHATE MaTepHAII OT HEro TPsiOBa Ja ce M3XBBPIIAT

B CBOTBCTCTBUEC C MCCTHUTC N3UCKBAaHH.




7. HNPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Ennonososu uiakonn

EU/1/20/1528/013

MHoro103084 (hilaKOHH

EU/1/20/1528/002
EU/1/20/1528/003

9. JATA HA TbPBO PA3ZPEINABAHE/TIOJHOBSIBAHE HA PASPEIHLIEHUETO 3A
YIHHOTPEBA

[Hara na mppBo paspemasane: 21 nexkemspu 2020 .
Hata Ha nocneano nonHoBsiBane: 10 okromBpu 2022 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[TonpoOHa uHOpMaIKs 3a TO3M JICKApPCTBEH MPOAYKT € IMPeI0CTaBeHa Ha yeOcalita Ha EBponeiickara
areHmus o Jiekapcersara http://www.ema.europa.eu.
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vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOMBIHUTENHO HaOmoaenre. ToBa e mo3Boiau 0bp30To
yCTAaHOBsIBAaHE HA HOBa MH(OPMAaLUs OTHOCHO Oe3omacHoCTTa. OT MEIULIWHCKUTE CTICIUAIIICTH Ce
M3UCKBA J1a ChOOIIABAT BCSAKA MOA03MPaHa HeXXelaHa peakiys. 3a HaunHa Ha ChoOIIaBaHe Ha
HE)KeJIaH! PEeaKINH BIDKTE Touka 4.8.

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty 10 mukporpama/io3a KOHIEHTpAT 32 WHKSKIIMOHHA AUCTIEPCHUS

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB

ToBa e MHOT0/1030B (PJIAKOH C OpaHKEBO Karadye U ChIbPIKAaHUETO My TpsIOBa 1a ce pa3peu mpenu
yrotpeoa.

Enun dnaxon (1,3 ml) ceaspxka 10 mo3u no 0,2 ml cnex pa3pexnane, BuxTe TOUKU 4.2 1 6.6.

Enna no3a (0,2 ml) ceabspxa 10 mukporpama to3unamepa (tozinameran), uPHK Bakcuna cpemry
COVID-19 (BkirrodeHa B JTUIHIHA HAHOYACTHIIN).

To3uHnamepaH € eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), nponssenena c
U3M0JI3BaHe Ha Oe3kieThuHa IN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komuparu

BupycHus S (spike) mpotenn Ha SARS-CoV-2.

3a IBJIHUA CHUCHK Ha MIOMOIIHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

KoHmeHTpaT 3a HHXEKIIMOHHA JUCIIepCcHs (CTepHIeH KOHIIEHTPAT)

Bakcunata nipejicTaBiisaBa 0sta 10 mouTH Osta 3ampasena aucrnepcus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHHU

4.1 TepaneBTUYHHU MOKA3AHUS

Comirnaty 10 mukporpama/o3a KOHICHTPAT 32 MH)KEKIIMOHHA JJUCIIEPCHs € TIOKa3aHa 3a akTHBHA
MMyHHU3aus 3a npeBeHuus Ha 3adonsaBanero COVID-19, npuunneno ot SARS-CoV-2, na ageua na
Bb3pacT 5 1o 11 rogunm.

VYnotpebara Ha Ta3u BakCHHA TPsIOBA Ja € B CbOTBETCTBHE C OQHUIMATHUTE MPETOPHKH.

4.2 J103MpOBKA M HAYHMH HA MPUHJIOKEHUE

AOBI/I[ZOBKa

JHeua na evzpacm 5 0o 11 200unu (m.e. Ha ev3pacm 5 00 noo 12 2o0unu)

Comirnaty 10 mukporpama/mosa ce npuiara HHTpPaMyCKYJTHO CJIE/l pa3pekIaHe KaTo eHHNYHA 103a
ot 0,2 ml Ha nena Ha BB3pacT 5 10 11 roauHu, HE3aBUCUMO OT MPEAUIIHKS BAKCHHAIIMOHEH CTATyC 3a
COVID-19 (Bx. Toukn 4.4 u 5.1).
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Ha mura, koo nipean ToBa ca 0K BakCHHHMpaHu ¢ BakcuHa cperry COVID-19, Comirnaty tpsosa
Jla ce Impujiara Haii-mMajko 3 Mecelia ciiell Imocjeanara 103a Bakcuna cpemry COVID-19.

Teorcko UMYHOKOMNpOMeEMUparnu iuya Ha 8v3pacni 5 u noseue 200unu

Ha nmria, KonTo ca TeXKO HMyHOKOMIIPOMETHUPAHH, TOBIHUTEIHHU T03U MOJKE J[a Ce puiIarat
CBIJIACHO HAIIMOHAIHUTE TPETIOPBKH (BXK. Touka 4.4).

Comirnaty 10 mukporpama/mosa Tps0Ba a ce Ipuiara camo IpH fena Ha Bb3pacT 5 10 11 rogunm.

Heduamputma nonyaayus

[Ipennarar ce nequaTpuyHy JIeKapcTBeHH (JOpMH 3a KbpMadeTa U ela Ha Bb3pacT 6 Mecena 10
4 roguau. 3a noxpobHa uHpOpMAaLKs, MOJIS, BUXKTE KpaTKaTa XapakTepPUCTUKA Ha MIPOIYKTa 3a
CBHOTBETHUTE ChCTaBH.

BesonacHocTTa M ehUKACHOCTTA HA BAKCHHATA TIPU KbpPMadeTa Ha Bb3PAcCT Moj] 6 Mecella BCe OIle He
ca yCTaHOBEHH.

Hauun Ha OPHUITOKCHUC

Comirnaty 10 Mmukporpama/mo3a KOHIIEHTPAT 3a MHKEKIIMOHHA TUCIIEPCHS TPSAOBa /1a ce mpuara
MHTPAaMYCKYJIHO Clie]l pa3pekaaHe (BkK. Touka 6.6).

Crnen paspexaane ¢iakonnte Comirnaty chappikar 10 mo3u Bakcuna 1o 0,2 ml. 3a 1a ce u3rerisaT
10 mo3u oT enuH (uiakoH, TPSOBA Ja ce U3IOJ3BAT CIPUHIIOBKH M/MJIH UIJIH C MaJIbK (HEU3IIOI3BACM)
MBpPTHB 00eM. KoMOUMHaIMATa OT CIIPUHIIOBKA U UTJIa ¢ MATEK MBPTHB 00eM TpsiOBa J]a ©Ma MBPTHB
00eM He Mo-roJisiM OT 35 MUKpOIUTPa. AKO € U3IMOJI3BAT CTAHJAPTHU CIPUHIIOBKY U UTIH, MOXKE Ja
HsIMa JOCTaThueH 00eM 3a m3rerisiHe Ha 10 mo3u ot equH ¢uiakoH. HezaBucuMo oT Bua Ha
CIIPUHIIOBKATA U UTJIATa:

. Bcesika mo3a TpsioBa nma ceaspika 0,2 ml BakcuHA.

o AKO KOIMYeCTBOTO Ha OCTaHajlaTa BbB (pJlakOHA BaKCHHA HE MOJXKE J]a JOCTABH €/IHa I[s1a 1032
ot 0,2 ml, m3xBbprere ¢akoHa ¥ U3TUIIHAS 00EM.

. He cp0upaiiTe m3nmunrpinTe BAKCHHA OT HAKOJKO (hIaKoHa.

IIpennodnTaHoTO MACTO € AENTOUTHUAT MYCKYJ B TOpHAaTa 4acT Ha pbKaTa.
He nmxektupaiite BakcuHaTa HHTPABACKYIApHO, TIOJKOKHO MM MHTPAIePMAaJTHO.

Bakcunata He Tps0Ba a ce cMecBa B €1HA U ChIla CIPUHIIOBKA C JPYTH BAKCUHU WX JIEKAPCTBECHH
MIPOYKTH.

3a npenra3HUTe MEPKH, KOUTO TPsAOBa J1a OBIAT B3ETH MPEAH MPIIIOKEHNE Ha BAKCHHATA, BUKTE
Touka 4.4.

3a yKkaszaHHs OTHOCHO pa3Mpa3siBaHETO, padoTaTa U N3XBHPIISTHETO Ha BAKCHHATA BIDKTE TOYKa 6.0.
4.3 TIIpoTuBOMOKA3aAHHUS

CBpPBXYYBCTBUTEIHOCT KbM AKTHBHOTO BEIIECTBO MJIM KbM HIKOE OT IIOMOIIHUTE BEIICCTRA,
n30poeHu B Touka 6.1.

53



4.4 ChneuuajTHu mpexynpeskaeHus U Npeana3Hl MePKHU MPH ynoTpeda

IIpocnenumoct

3a f1a ce moo0pH MPOCIEAUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOYKTH, UMETO U MTAPTHIHUAIT
HOMeEp Ha MPIIIOKEHUS MPOTYKT TPsIOBa SCHO J1a CE 3arMcBarT.

OO0111 TPENOPHKHU

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

Nma cpobimeHus 3a chOuTHS Ha aHadwIakcus. BuHaru TpsoBa ga iMa Ha pa3IoIoKeHUE TOIXO A0
MEIMIIMHCKO JICYCHHE U HAaOJII0IECHUE B CIyYail Ha aHA(DUIaKTUYHA PeaKIys CIIe]] MPUIOKECHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEIIHO HAOJIIOICHUE B ITPOAB/DKCHUE HAa HAall-MaaKo 15 MUHYTH clief
BakcuHanusATa. He TpsOBa ;1a ce mpruiara ciiesaiia 03a OT BAKCHHATA Ha JIUIIA, TIOTYYHIN

aHaduIaKcHs ciies npeauimaa go3a Comirnaty.

Muoxapoum u nepuxapoum

ChIiecTByBA IMOBHIIICH PUCK OT MUOKAP/IUT U MEPUKAPAUT cie) BakcuHarms ¢ Comirnaty. Te3u
3a00JIIBaHUSI MOTAT JIa CE Pa3BUSAT JI0 HAKOJIKO JTHH CJIC/I BAKCUHAIUATA U HACTHITBAT MPEJAUMHO B
pamkute Ha 14 qau. Te ca HaOIrOAaBaHM MO-YECTO CJIeN BTOpaTa BAKCHHAIUS U IT0-YECTO TPH TI0-
MJIaau MBXKe (BK. Touka 4.8). HanudaanuTe JaHHN MOKa3BaT, 9€ B IOBEYETO CIIydad HACTHIIBA
BB3CTAHOBsIBaHE. B HSKOM CiTyuau ce Hajara MmoJyibpKaHe ¢ MHTCH3UBHU TPKH U UMa HAOII01aBaHu
CIIy4au C JIETAJICH U3XO7.

MenuIMHCKAUTE CIICUATUCTH TPsIOBa Ja ObaaT OIUTETHA 32 MPU3HAIINTE U CUMITTOMHUTE HA
MUOKapIUT U IEpUKApANT. BakcuHupaHnuTe muia (BKIFOYUTEITHO POAUTEINTE WA OOTPHIKBAIIINTE
TUIa) TpsaOBa 1a ObJaT UHCTPYKTHUPAHU J1a IOTHPCAT He3a0aBHO MEUITMHCKA ITOMOII], aKO Pa3BHST
CHUMITTOMH, TTIOKA3aTETHH 32 MHOKAPIUT WA TEPUKAPANT, KaTo (0CTpa U MPOIBIDKUTETHA) 00JIKa B
T'BPAUTE, 33]IyX WIN NAIMNUTALMY CJIe]] BAKCUHALIAATA.

MeaUIMHCKHUTE CICUAINCTH TPSOBa 1a HAIPABAT CIpaBKa ¢ PhKOBOJICTBATA W/UJIM CIICIIUAIMCTUTE 32
JMMarHOCTHUIIMPAHE M JICUYCHUE HAa TOBA 3a00JIsIBaHE.

Peakuuu, C68bP3AHU C NMPEBOHCHOCI

BBB Bph3Ka ChC caMus IPOIIEC HA BAKCHHAIIHMS MOTAT J1a Bh3HUKHAT PEaKIluu, CBhP3aHH C
TPEBOXKHOCT, BKJIFOUUTEITHO Ba30BAraIHU PEAKIIMU (CHHKOI ), XUIICPBESHTHIIAIIMS MM PEaKIUH,
CBBP3aHH ChC cTpeca (Hamp. 3aMastHOCT, ANMUTAINH, YCKOPEHa ChbpAeYHa YeCTOTa, IPOMEHH B
KPBBHOTO HaJISITaHE, MapecTe3ns, XUIMEeCTe3us U U3NOTsABaHe). Peakiunre, CBbp3aHu ChC CTpeca, ca
MIPEXOJIHU M OT3BYUYaBaT OT caMo ceOe cu. XopaTa TpsiOBa ja ObJaT MOCHBETBaHU J1a HHGOPMUPAT 3a
TE3W CUMIITOMH BaKCHHHPAIIU T'M 32 OlleHKa. BaxkHO € j1a ce B3eMaT Mpe/Ia3Hu MEepKH, 3a Jia ce
NPEZI0TBPATH HapaHsIBaHE OT MPHIAIaHe.

Cbnbmcmeawo sabonssamne

Bakcunanusara TpsiOBa J1a ce OTJIOKH MPH JIMLA, CTPAAAIIN OT OCTPO TEXKKO (pedpriiHo 3abonsiBane
win octpa uHpekuus. Hanmuuuero Ha jieka nH(EKIUs 1/ Wi HEBUCOKa TeMIlepaTypa He Tps0OBa na
CTaBa IPUYMHA 3a OTJaraHe Ha BaKCHHALUATA.
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Tp0M60uum0neHu;z U HApYuwerHuAa Ha Kpvbeocvcupeanemo

KakTo mipu qpyrv M”HTpaMyCKYJTHH WHKEKIMHM BaKCHHATA TPSOBA J1a Ce Mpriiara BHUMATEITHO MPH
JIUIA, TIOyYaBalld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapylIeHne Ha KPhbBOCKCHUPBAHETO (KaTo XeMO(QWINs), Thi KaTo MPH TE3H JHIIA MOTAT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJHO MPHIOKEHHUE.

Hmynoxomnpomemupanu auya

EdukacHocTTa 1 6€30MacHOCTTa Ha BAKCMHATA HE Ca OLEHEHH MPU UIMyHOKOMIIPOMETHPAHH JIHIIA,
BKITFOUUTEITHO TE3H, MOTyYaBalld UIMyHOCynpecuBHa Tepanus. EpukacHocTTa Ha Comirnaty Moxe na
€ TI0-HHUCKa MPH UIMYHOKOMIIPOMETHPAHH JIUIIA.

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

HpOI['bJDKI/ITCHHOCTTa Ha 3aimuraTra, IpeaocTaBsiHa OT BAaKCHMHAaTa, HE € U3BCCTHA, THi1 KaTO TS BCE OIIE
CC OMMpEACiid B TCKYIIIU KIIMHUYHHA IMTPOYyYBAHUS.

OZDCZHH’{QHH}Z Ha ed)ekmueyocmma HA eaKkcunama

KakTo npu Bcsika BakcuHa, BakcuHanmaTa ¢ Comirnaty MOke Jia HE 3alllATH BCUYKH BaKCHHUPAHH.
BakcuaupanuTe MOXKe Ja HE ca HAITBJIHO 3alTUTEHU 10 7-MUS JCH CJIe]l BAKCHHAIIMITA.

4.5 B3aumopaeiicTBHe ¢ APYI'H JIEKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoJelcTBHE
He ca npoBexxaanu npoy4yBaHusl 32 B3aUMOJICHCTBUSATA.
CpopreTBanoTo Npriiokenne Ha Comirnaty ¢ Ipyru BAKCHHU HE € IPOYUEHO.

4.6 @eprHanTeT, )PEMEHHOCT H KbPMEHe

BpemenHocT

TonemusaT 00eM OT JaHHHU, TIOJYYSHH OT HAOIIOICHUETO Ha OPEMEHHH JKCHU, BAKCHHUPAHH C
Comirnaty ipe3 BTOpHUS U TPETHsI TPUMECTH, HE TTOKA3BaT yBEIMYABaHE HA CIIydanTe Ha OpeMeHHOCT
C HeXellaH U3Xo1. Makap 4e JJaHHUTE 3a U3XO0Jl OT OpeMEHHOCTTA clie]] BAKCHHAIHS, TIPOBEJICHA TI0
BpEME Ha IbPBUS TPUMECTBP, IOHACTOSILEM Ca OTPAaHUYCHH, HE ce HAa0JII01aBa TIOBHIICH PUCK OT
crioHTaHeH abopT. [IpoyyBaHusTa IPH )KUBOTHU HE TIOKA3BAT MPEKH MM HETIPEKU BPEIHU e(DEKTH,
CBBbp3aHH ¢ OPEeMEHHOCTTa, EMOPHOHAITHOTO/(DETATHOTO Pa3BUTHE, PAXKIAHETO WM MTOCTHATATHOTO
pasButHe (Bk. Touka 5.3). Comirnaty Moske Jja ce mpuiiara 1o BpeMe Ha OpeMEHHOCT.

Kspmene
He ce ouakBat eexTr mpu KbPMEHU HOBOPOICHH/KbpMadeTa, Thi KATO CUCTEMHATa SKCIIO3UITUS Ha
Comirnaty mpu KbpMadkarta € He3HaunuTeIHa. JlaHHUTE OT HAOIFOICHUETO Ha KEHH, KOUTO ca

KbPMEJH CIIe/T BAKCHHAITUS, HE MTOKAa3BaT PUCK OT HeXeJlaHH e(eKTH NPU KbPMEHU
HOBOpOJeHU/KbpMadeTa. Comirnaty Moke Jia ce Ipuiiara B mepuojia Ha KbpMEHE.

DepTunurer

IIpoyuBaHUATA TIPH KUBOTHH HE TIOKA3BAT PEKH WITH HEMPEKH e(DEKTH, CBbP3aHH C PEMPOLYKTHBHA
TOKCHYHOCT (BK. Touka 5.3).

4.7 EdexTu BbpXy cnioco0HocTTa 32 ogupaHe u padora ¢ MAIIUMHA

Comirnaty He MOBJIHMSIBA WK MTOBJIHSBA MPEHEOPEKUMO CIIOCOOHOCTTA 3a ImodupaHe u padoTa ¢
MaIlMHU. Bce mak HAKou OT epeKTUTE, TOCOYCHHU B TOYKa 4.8, MOraT BpEMEHHO J1a TIOBITUSAT
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CImocoOHOCTTa 3a modupaHe Wik paboTa ¢ MaIIUHU.
4.8 Hexenanm JiekapcTBeHH peaKIuH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

Jleya na evspacm 5 0o 11 2o0unu (m.e. na ev3pacm 5 00 noo 12 2o0unu) — cned 2 0o3u

B Ilpoyusane 3 o6mro 3 109 nena Ha Bb3pacT 5 10 11 roguHu ca moIydYrHId Hai-MaJlkoTo 1 m1o3a
Comirnaty 10 pg u o6mo 1 538 nema Ha Be3pacT 5 1o 11 rogunm ca moayumin miane6o. Kem
MOMEHTA Ha aHaimu3a Ha (asa 2/3 ua [IpoyuBane 3, ¢ JaHHM 70 JaTaTa HA 3aKIIOYBAHE HA TAHHUTE
20 mait 2022 1., 2 206 (1 481, momyuran Comirnaty 10 ug, u 725, monyuniu miamne6o) mera ca
NpOCIeIIBaHH B MPOIBIKCHUE HAa > 4 Mecela clie/l BTopaTa /1032 B IIae00-KOHTPOTUPAHHS
3acjerneH nepuo Ha npocienssade. OmeHkaTa Ha JaHHUTE 3a 6e3omacHocT B [IpoyuBane 3
IPO/IbIDKABA.

OO6uwmsat npodun Ha GezonacHocT Ha Comirnaty mpy y4acTHHIM Ha BB3pacT 5 1o 11 rogunu e
mo00¢eH Ha HaOII0JaBaHUs IIPH YIACTHHIIN HA Bb3pacT 16 1 moBede ronuau. Hali-uectuTe HEXeTaHU
peaKIy TpH Jeria Ha Bb3pacT 5 1o 11 roguHn, KOUTO ca MoTyqrin 2 103H, ca 00JIKka Ha MSCTOTO Ha
umkekTupane (> 80%), ymopa (> 50%), rmaBo6onue (> 30%), 3auepBsBaHe U MMOAyBaHE HA MSICTOTO
Ha uKektupane (> 20%), muanrus, Brpucane u auapus (> 10 %).

Jleya na evspacm om 5 00 11 2oounu (m.e. om 5 00 nod 12 2oounu) — cred bycmep 0o3a

B noarpyna Ha IIpoyuBane 3 o6mmo 401 mema Ha BB3pacT ot 5 o 11 roawam momyduxa Oycrep mo3a
Comirnaty 10 pg maii-manko 5 Mecelia (auamasoH oT 5 10 9 Mecena) cje/ 3aBbpIIBaHe Ha TbPBUYHATA
cepus. AHaM3BT Ha noarpymnara ¢asa 2/3 ua I[IpoyuBane 3 ce 0OCHOBaBa Ha JJaHHH JI0 JaTaTa

22 mapt 2022 r. (MeauaHa Ha BpeMeTO 3a mpocienssade ot 1,3 mecena).

O6mmaT mpod i Ha 6e30macHOCT 3a OycTep J03aTa € MoAo0eH Ha HaOII0[aBanHs Ce ] ITbPBUIHIS
Kypc. Haii-uecTute HexxenaHu peakuuy MpH Aela Ha Bb3pacT oT 5 10 11 roannu ca 0oika Ha MICTOTO
Ha umkektupane (> 70%), ymopa (> 40%), rmaBodonue (> 30%), Muairus, BTpHcaHe, 3a4epBsiBaHe U
OJyBaHe Ha MSICTOTO Ha nHKektupane (> 10%).

FOnowu na évzpacm 12 0o 15 200unu — cned 2 0osu

ITpn ananu3 Ha JaHHHUTE OT ABJITOCPOYHOTO MpOCiesBane 3a 6e3omacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcunupanu ¢ Comirnaty u 1 129, noxyuwnnu ruiare6o) ca Ha Bb3pact 12 10
15 rogunu. Ot Tsx 1 559 ronomm (786, Bakcunupanu ¢ Comirnaty u 773, nonyuniu mianebo) ca
HpoCIeAsBaHy B IPOABIDKEHNE HA > 4 Mecena ciel] Bropara fo3a. OneHkara Ha JaHHHUTE 3a
6e3onacHoct B [IpoyuBane 2 npoabkasa.

OO0t npodui Ha 6e3omacHocT Ha Comirnaty Mpu FOHOIIM HA Bb3pacT 12 1o 15 rogunu e noago0eH
Ha HaOJIF01aBaHUs IPU YYaCTHUIIM Ha Bb3pacT 16 u noBede roauuu. Hal-uecTure HeXXeIaHH Peakiiu
TIPH IOHOIIX Ha BB3pacT 12 1o 15 roauHu, mony4unu 2 1034, ca 00JIKa Ha MSCTOTO Ha MHIKEKTUPaHEe
(> 90%), ymopa u rnaBo6oiue (> 70%), muairus u Brpucane (> 40%), apTpairus ¥ MHPEKCHs

(> 20%).

Yuacmuuyu na évspacm 16 u noseue 200unu — cied 2 003u

B Ilpoyusane 2 06110 22 026 yyacTHHIIM Ha Bb3pacT 16 WK MOBeY€e FOJUHM Ca HOTYIHIN Hal-
Mmankoto 1 mo3a Comirnaty 30 pug u o610 22 021 yyactHuIM Ha Bb3pacT 16 Win 1oBede roIuHu ca
MoJTy4mITd Tutane6o (BrarountenHo 138 u 145 ronomm Ha 16- 1 17-rouIHa BB3pacT ChOTBETHO B
rpymnara ¢ BakCMHaTa 1 rpynara c miane6o). O6mo 20 519 yyactHuiu Ha Bb3pacT 16 unu moseye
roauHu ca moiryamiu 2 m1o3u Comirnaty.
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KbMm MoMenTa Ha ananm3a Ha [IpoyuBane 2 ¢ maTa Ha 3akiTtouBaHe Ha ganauTe 13 Mapt 2021 1. 3a
T1ane60-KOHTPOTMPAHKS 3aCiIeTIeH TIepHoT Ha TIPOCie/iBaHe 10 NaTUTE Ha pasclernsBaHe Ha
yuacTHULHTE, 00110 25 651 (58,2%) yyactauuu (13 031, momyuyunu Comirnaty, u 12 620, momyuunu
1ane6o0) Ha Bp3pacT 16 u moBeue roauHM ca MPOcieAsBaHu B IPOIBbJDKEHUE HA > 4 Mecena clief
BTOpara go3a. Tosa Bxmousa 06mio 15 111 (7 704, monyumnau Comirnaty, u 7 407, monydannu
mare00) ygactHunu oT 16- 10 55-rogumiaa Be3pact u 0610 10 540 (5 327, nonyunnu Comirnaty, u
5 213, nomyunnu nnane6o) y4acTHUIM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-yectute HexxelaHM peakiuy NP yYaCTHUIIMTE HA BB3pacT 16 u moBeve TroAWHH, TIOTYIHIN

2 no3u, ca 0oiKa Ha MACTOTO Ha MHXKekTupane (> 80%), ymopa (> 60%), rmaBodomnue (> 50%),
muanrus (> 40%), srpucane (> 30%), aprpanrus (> 20%), nupekcus 1 MogyBaHe Ha MACTOTO Ha
umkektupane (> 10%) 1 0OMKHOBEHO ca JIEKH WK YMEPEHH 110 MHTEH3UTET W OT3BYyYaBaT B PAMKHUTE
Ha HAKOJIKO IHH cJe] BaKCHHAIMATa. MaJjlko 1mo-Majka 4ecToTa Ha ChOUTHATA Ha PEaKTOTCHHOCT ce
CBBP3Ba C MO-TOJIIMA Bb3pacT.

[IpodunbT Ha Ge3omacHOCT pH 545 ydacTHUIM HA Bb3pacT 16 1 oBeYe TONWHH, BAKCHHUPAHU C
Comirnaty, kouTo ca omu ceporo3uTuBHE 32 SARS-C0OV-2 Ha U3X0AHO HHBO, € MOI00CH Ha

Ha0JI0JaBaHus IIPH 001IaTa MOMyIalKs.

Yuacmuuyu na evspacm 16 u noseye 200unu — cied 6ycmep 003a

Enna moarpyna yuactHuiu BB ¢asa 2/3 Ha [IpoyuBane 2 - 306 Bb3pacTHH Ha Bb3pacT 18 10

55 ronunu, 3aBBPIIMIN TBPBOHAYATHUS 2-1030B Kypce ¢ Comirnaty, ca moiay4yuiu OycTep 103a
Comirnaty npubnusurenso 6 mecerna (auanasoH 4,8 1o 8,0 mecena) cien Jloza 2. Kato 1isu1o, mpu
YUYACTHUIIMTE, KOUTO ca OIYYMI OycTep J103a, MeJliiaHaTa Ha BpEMETO Ha IPOcIie/isIBaHe €

8,3 mecena (muana3on 1,1 1o 8,5 mecemna), a 301 ygacTHHIIM ca MPOCISASIBAHNA B IPOAB/DKEHUE HA
>6 Mmecena ciies Oycrep /1o3ara Jo Aarara Ha 3aKirouBaHe Ha qaHauTe (22 HoemBpu 2021 r.).

O6mmaT mpodunia Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabomaBanus ciex 2 go3u. Haii-
YECTHTE HEXKEITAHU PEAKIMY NIPU YYaCTHUILIUTE HA Bh3pacT 18 10 55 roxuHu ca 6oiaka Ha MCTOTO Ha
umkekTupane (> 80%), ymopa (> 60%), rimaBodonue (> 40%), muanrus (> 30%), BTpricane u
aprpanrus (> 20%).

B IlpoyuBane 4, miane60-KOHTPOIUPaHO MPOYYBaHE C IPUIIOKECHUE Ha OycTep 103a, yYaCTHHIM Ha
BB3pacT 16 1 moBede roaunu, Habpanu ot [Ipoyusane 2, ca momyunmu 6ycrtep mo3a Comirnaty

(5 081 yuacTauim) unn miane6o (5 044 yuacTHuim) Haii-MaJko 6 Mecelia cjej] BTopaTa 103a
Comirnaty. Karo 1151710, mpy yuacTHHIIUTE, KOMTO ca MOIYYHIH OycTep /1033, MeAHaHaTa Ha BPEMETO
Ha npocIieAsBaHe cien OycTep J03aTa B 3aCIICHCHUs MU1ae00-KOHTPOIMPaH IepPHUo/] Ha MPOCie/sIBaHe
JI0 JaTaTa Ha 3aKirouBaHe Ha naHHuTe (8 deBpyapu 2022 1.) e 2,8 Mecena (auanaszon 0,3 10

7,5 mecena). Ot Tsx 1 281 yuactaunm (895, Bakcuaupanu ¢ Comirnaty u 386, nonyunnu minanebo) ca
npocieAsiBaHy B IPOABbIDKEHHE Ha > 4 Mecena cien Oycrep go3ara Comirnaty. He ca ycranoBeHH
HOBH HEe)KellaHu peakiuu Ha Comirnaty.

Bycmep 0o03a cned nvpsuuna eaxcunayus ¢ opyea paspewena 3a ynompeba eaxcura cpewy COVID-19

B 5 me3zaBucumu npoydBaHms 3a yrmoTpedarta Ha 6yctep mo3a Comirnaty mpy JIMia, 3aBbPITHIH
I'bPBUYHA BaKCHHAILIMS C Apyra pa3pelieHa 3a ynotpebda Bakcuna cpemy COVID-19 (xereponoxna
OycTep 103a), HE ca YCTAHOBCHU HOBH JTAaHHHM, CBbP3aHU ¢ Oe30macHocTTa (BXK. Touka 5.1).

Cruchbk Ha HEXKEJIaHU PCAKNMHU OT KIMHWYHHW U3MMUTBAHUA W OT IOCTMAPKETHHI'OBUA OIUT, ITPH JIUIIA
Ha BB3pacT 5 ¥ moBeYe TOAMHU, B TA0IUYCH BU

Hexenanute peakiuy, HabII0aBaHM 110 BpeMe Ha KIIMHUYHUTE MIPOYYBaHUs, ca W30POSHH MO-10ITy,
CBIJIACHO CIICTHUTE KATETOPUH MO YECTOTA!

Msoro uectu (> 1/10),
Yectu (> 1/100 no < 1/10),
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Heuectu (> 1/1 000 mo < 1/100),
Penxu (> 1/10 000 mo < 1/1 000),
Msuoro pexaku (< 1/10 000),
C Heu3BecTHA YeCTOTa (OT HAIMYHUTE JJAHHU HE MOXe J1a ObJic HalpaBeHa OLCHKA).

Ta6auna l.  Hexenanu peakuuu oT KJIMHUYHUTE NpoyuBaHus Ha Comirnaty u ot
MOCTMAPKETHHIOBHS ONUT MPH JIMIA HA BB3PACT 5 M moBeY€e TOAHHHI
Cucremo- MHuoro Yectu Heuectn Penxn MHoro C Hen3BecTHa
opraHeH YecTH (>1/100 xo |((=1/1000 no| (= 1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) <1/100) |mo <1/1000) (< 1/10000) HAJTUYHHUTE
JaHHHU He
Moxke 1a 0bae
HalpaBeHa
OIleHKA)
Hapymenns Jlumdane-
Ha KPBbBTa U HOmaTus®
muMQHara
cUCTEMa
Hapymienust Peakiuu Anaduaakcust
Ha IMyHHAaTa Ha CBPBX-
cucTemMa YyBCTBU-
TEITHOCT
(mamp.
00puB,
HpYpHUTYC,
ypTHKapus’,
aHruoeemM®
Hapymenns Hamanen
Ha aTneTHT
MeTabonmn3ma
Y XPaHECHETO
Tlcuxuaau bescrHue
HapyIIeHUs
Hapymenus I'maBoGonme 3amaiiBane"; | Octpa ITapecresus’;
Ha HEpBHATA Jletaprus nepudepHa Xurmecte3us"
cucTema JUIIeBa
rnapanmsa’
Copaeunn Muoxkapaut';
HApYIICHUS [epuxapaut”
CroMariHo- Huapust” I'anene;
YpEBHU IToBpbiane”
HapyIIeHUs
Hapymienust Xunep- Epurema
Ha KOXKaTa XHUIPO3a; MynTudopme”
MTOJIKOKHATa Homnau
ThKaH W3MOTSBA-
HUS
Hapymenns Aptpanrus; Bonxka B
Ha MYCKyJIHO- | Muanrus KpaitHuK"
CKeJIeTHaTa
cuUcTeMa U
CheIMHUTEIHA
Ta ThKaH
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Cucremo- MHuoro Yectu Heuectn Penxn MHoro C Hen3BecTHa
opraHeH YecTH (>1/100 xo |((=1/1000 no| (= 1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) <1/100) |me <1/1000) (< 1/10000) HAJTUYHHUTE
JaHHHU He
Moxke 1a 0bae
HalpaBeHa
OIleHKA)
Hapymenns Texxko
Ha MEHCTPYyaJTHO
BB3MPOU3BOIN KbpBEHE"
TEeHAaTa
cuUcTeMa u
rppAaTa
OO0 Bonka Ha 3auepBsiBaHe| ACTEHUS; Obummpen
HApyIICHUS U | MICTOTO Ha | Ha MsicToTo | Hepasmo- OTOK Ha
edexTn Ha WHKEKTH- Ha WH)XEKTH-| JIOKEHHE,; BaKCHHHPaHUSA
MSICTOTO Ha pase; pane® IIpyputyc KpailHUK';
MPUJIOKEHHE | YMOpa; Ha MSCTOTO OTok Ha
Brpucasne; Ha UHXXEK- JIALETO™
ITupexcus®; TUpaHE
OTtok Ha
MSICTOTO Ha
WHKEKTH-
paHe

a. Ilpum yyacTHHIM Ha BB3pacT 5 W MOBEYE TOJAMHU CE CHOOIIAaBa 3a MO-TOJIIMA YECTOTa Ha TUM(aACHOIATHS
cien Oycrep (£ 2,8%) mo3a, OTKONKOTO ciien mbpBoHavyanau (< 0,9%) 103U OT BakCHHATA.

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

B. IIpe3 meproma Ha MPOCIENIBAHETO 32 O€30TACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,

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

cperry COVID-19. ITosBara Ha nutieBa mapanmsa e Ha [en 37 cnex Hoza 1 ([{o3a 2 He e npuioxeHa Ha

yuactauka) u am 3, 9 u 48 cnen [lo3a 2. Hama cho01mmeHns 3a cirydan Ha ocTpa nepudepHa JTHIeBa

napanmsa B TpymnaTa ¢ miamnebo.

Hexenana peakius, yCTaHOBEHA CIIe/l pa3pelIaBaHe 3a yrnoTpeoa.

OrtHacs ce 3a pbKara, Ha KOSTO € IIOCTaBeHa BaKCHHATA.

[To-ronsiMa yectoTa Ha MUpEKCHUs € HaOJIIo1aBaHa ciie]l BTopara /103a B CpaBHEHHE C TbpBaTa J03a.

CpoO1iaBa ce 3a OTOK Ha JIMLETO IIPU PELUITMEHTH Ha BAKCUHATA, Ha KOUTO € OMJI MHXKEKTHUPaH JepMajieH

(Gurbp Mpe3 NoCTMapKETHHIOBUSI IEPHO.

3. 3auepBsBaHE Ha MICTOTO HAa MHXKEKTHUPAHE Bb3HUKBA C MO-TOJSIMA YeCTOTa (MHOTO YECTH) IIPU Aela Ha
BB3pacT 5 10 11 roguxn.

u [loBedero ciryuam M3TiIekaa HE ca CEPHO3HHU U Ca C BpEMEHEH XapakTep.

¥ o R

Onrcanve Ha N30paHN HEKETAHU PEaAKITHH

Muokapoum u nepuxapoum

[ToBumICHUAT PUCK OT MUOKAPIUT ciel BakcuHaIus ¢ Comirnaty € Hali-BUCOK IIPH FOHOIIIH U TI0-
MJIaid MBxkKe (BXK. Touka 4.4).

[Be rojzeMu gapmMakoenuaeMHUOIOTHYHH IPOYUBaHUS, IPOBeACHHU B EBpomna oLeHsBaT M0-BUCOKHS
PHUCK OT MUOKapAUT MPH IOHOLIM U TO-MJIaJH MBKe cliell BToparta qo3a Comirnaty. Eano npoyuBane
MOKa3Ba, ue 3a MepHoJ OT 7 IHU CjIe] BTopaTa 103a uMa okoso 0,265 (95% JIU: 0,255 - 0,275)
JIOTIBITHUTENHHU ciiydas Ha MuokapauT Ha 10 000 npu 12-29-roauiiHy 10HOIIN ¥ MBbKE, B CPABHEHHE C
xopa 0e3 excrio3uus. B apyro npoyusane 3a nepuog ot 28 nHu ciel Bropara go3a uMa 0,56 (95%
JU: 0,37 - 0,74) nonbiauutensu ciaydas Ha Muokapaut Ha 10 000 npu 16 10 24-roAMIIHU FOHOIIH U
MBKe, B CpPaBHEHHUE € XOpa 0e3 eKCIO3HIIHA.
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OrpaHrYeHH TaHHH TIOKa3BaT, 4Ye PUCKBT OT MUOKAPIUT U MEPUKApAUT ciel BakcuHaims ¢ Comirnaty
TIPH JIeT1a Ha BB3pacT oT 5 10 11 roawHm U3riiexkaa Mmo-HuChbK, OTKOJIKOTO TP Te3H Ha BB3pacT OT 12
1o 17 ronuuu.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH

Cpo0ImaBaHeTo Ha MOIO3MPaHN HEKEJIAaHU PEaKLUH ClIe]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBEHHS
NPOJYKT € BaxkHO. TOBa MO3BOJISIBA JIa TIPOIBIKH HAOIO/ICHUETO Ha ChOTHOIIIEHUETO TI0JI3a/PUCK 32
JeKapcTBeHUs MpoayKT. OT MEAUIIMHCKUTE CTICIUAMCTH CE U3MCKBA Jja ChOOIIaBaT BCAKA
NOJ03MpaHa HeXellaHa Peakiysl Ype3 HAlMOHAIHA CHCTEMa 3a ChOOIaBaHe, IOCOYEHA B
[punoxenue V 1 na BKIIOYAT MapTUAHKAS HOMED, aKO € HaJu4ueH.

4.9 Ilpepo3upane

WMa HanmmyHM JaHHA 32 IPEeJo3UpaHe MPU 52-Ma YIaCTHUIIH, BKIIFOYEHH B KIIMHUYHOTO M3ITMTBAHE,
KOWTO TIOPaJIH TPEIIKa B pa3pekaaHeTO ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
ChOOLIABAT 32 MOBHILEHA PEAKTOTCHHOCT MJIM HEXKEIaHU PEaKLUH.

B cnyuyait Ha npego3upaHe ce npernopbyuBa MPOCIe/IABaHe Ha KU3HEHUTE QYHKIIMHM U Bh3MOXKHO
CHUMIITOMaTHYHO JICYECHHE.

5. DPAPMAKOJIOT'NYHU CBOUCTBA

51 @apmakoguHAMUYHH CBOMiCTBA

dapmakoTepaneBTU4Ha rpyna: Bakcuau, BupycHu Bakcuau, ATC kox: JO7BNO1

MexaHu3bM Ha JIEHCTBUE

Hyxneosugno mogudunupanara nanpopmaunonsa PHK B Comirnaty e noa ¢opmara Ha aunuaHu
HAaHOYAaCTHLN, KOETO MO3BOJIABA JOCTaBsIHETO Ha Hepemunupama ce PHK B kinerkure
FOCTONPUEMHHIIH, 3a J1a HACOYM MpeXoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOAMpa MEMOPaHHO 3aKOTBEH, IbJIHOBEPIKEH S (spike) MpoTenH ¢ ABE TOYKOBU MYyTallUH B
LIEHTpaJIHATa YyacT Ha ciupanaTa. MyTtanusra Ha Te34 JBE aMUHOKUCEIMHU 10 MPOJIMH CTaOUIM3upa
S (spike) mpoTenHa B aHTUT€HHO MpeAnoYnTaHa npedy3noHHa CTPYKTypa. BakcuHaTa MpeTM3BHKBA
KaKTO IIPOM3BOJCTBO HA HEYTPAJU3UPAIIU aHTUTENIa, TaKa U KJIETbYeH UMYHEH OTroBOp KbM S (spike)
AaHTUTEHA, KOETO MOJXKE J1a IoTIprHece 3a 3amuTa cpeury COVID-19.

EdwukacHoct

IIpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHAITMOHATHO, PAHAOMHU3NUPAHO, IJIae00-KOHTPOINPAHO,
3acieneHo 3a HaOroaares s npoyuBane ¢asa 1/2/3 3a ycTraHOBsBaHE HA J03aTa, CEICKIUA Ha
KaHAMJATHU 32 BaKCHHA U €UKACHOCT MPH YYaCTHUIIM Ha Bb3pacT 12 u moBeye roJuHu.
PanmoMuzanmsita € crpatuduIiupana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pact, 16- o 55-roaumiHa
BB3pACT, WK Ha BB3PACT 56 1 moBeye ronuHu, ¢ MUHIMYM 40% OT y4acTHUIIUTE B Ipymara

> 56 roguan. OT IPOYUYBAHETO Ca U3KIIOYEHH YYACTHHULIM, KOUTO Ca UMYHOKOMIIPOMETHUPAHH, U
YYaCTHHUILHM C MPEeAUIIHA KIMHIYHA WIK MUKpoOuoinornyHa auaruosa 3a COVID-19. Bkirouenu ca
YYacTHHIIM C BE€Y€ CHINECTBYBAIO CTAOMITHO 3200 BaHe, ONpeAeTIeHO KaTo 3a00JIsBaHe, KOETO HE
Hajara 3Ha4uMa IpOMsHA B TEPaIMATa WU XOCIIUTAIM3ANNS TOPAIH BIOIIaBaHe Ha 3200 IsIBAHETO
mpe3 6-Te CeAMULH MPEaH BKIIOYBAHETO, KATO YYACTHHUIIM C U3BECTHA CTAOMIIHA HH(PEKIHS C YOBELIKH
umyHoaeduuurer Bupyc (HIV), Bupyca na xenarur C (HCV) wim Bupyca na xenatut B (HBV).

Edurxacnocm npu yuacmuuyu na evspacm 16 u noseue 200unu — cied 2 003u

B yactra (hasa 2/3 Ha [IpoyuBane 2, Ha Oa3ata Ha HaTpymaHu AaHHU 10 14 HoemBpu 2020 1.,
npubnuzutenso 44 000 yyacTHULIN ca paHAOMHU3MPaHH IOPABHO U TpsOBa aa nomydat 2 no3u nPHK

60


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

BakcuHa cperry COVID-19 unu mnane6o. AHaIU3bT 3a €PUKACHOCT BKIIIOUBA YYACTHUIIM, HA KOUTO
BTOpATa BaKCHHAITKS € HalpaBeHa B paMKuTe Ha 19 mo 42 mHu cien mbpBaTa BakcuHanuys. [loedyero
(93,1%) BakcuHHpaHU ca MOJTy4MIIU BTopata j03a 19 no 23 nuu cien dosa 1. [Inanupano e
yuacTHULMTE 1a ObAaT npocieasBanu 1o 24 mecena ciex Jo3a 2 3a onjeHka Ha Oe30macHOCTTa U
euracuoctta cpemry COVID-19. B KTHHUIHOTO MPOYYBaHE OT YIACTHHUITUTE CE€ € U3UCKBAJIO Ja
CHOITI01aBaT MHTEPBAJ OT MUHIUMYM 14 THU Npeau H Clie/l NPHI0KEHUETO Ha IIPOTHBOTPUITHA
BaKCHHa, 3a J1a nmosryyat wim mianebo, win nPHK Bakcuna cpeury COVID-19. B kimuHHYHOTO
MPOyYBaHE OT YYACTHHUIIUTE CE € M3UCKBAJIO /1a ChOII01aBaT MHTEPBAI OT MUHUMYM 60 THU Tipean
WIN CIIeJT KaTO ca UM OMITU MPHUIIOKESHU KPBBHH MPOIYKTH/TIPOAYKTH OT KPBBHA IJ1a3Ma WIIH
MMYHOTTIOOYJIMHU B PaMKHTE Ha BPEMETO 10 3aBbPLIBAHE Ha IPOYYBAHETO, 33 Aa MOIydaT WK
iane6o, win nPHK Bakcuna cpemy COVID-19.

[omynanusara 3a aHanu3 Ha TbPBUYHATA TOYKA 33 €PUKACHOCT BKItOYBa 36 621 yyacTHUIIM Ha
BB3pacT 12 u noseue rogunu (18 242 B rpynarta ¢ uPHK Bakcunara cpemry COVID-19 u 18 379 B
rpymara ¢ miane6o), 6e3 nanau 3a npenuinHa napexms cbe SARS-CoV-2 no 7 nau ciex BTopara
no3a. JlombaauTtenno uMa 134 yyacTHUIM Ha Bb3pacT Mexkay 16 u 17 rogunau (66 B rpynara ¢ uPHK
BakcuHara cperry COVID-19 u 68 B rpynara c miaune6o) u 1 616 yqacTauu - Ha Bb3pacT 75 1
noeeue roaunu (804 B rpynata ¢ uPHK Bakcunara cperry COVID-19 u 812 B rpynara ¢ miane6o).

KbM MOMeHTa Ha MBPBUYHUS aHATIH3 32 €(PUKACHOCT YYaCTHHUIIUTE ca IPOCIEIIBaHY 32 CHMIITOMHU Ha
COVID-19 B mpogpmxkenue Ha 06110 2 214 yoBexoronuuu B rpynara ¢ ”PHK BakcnHaTa cperry
COVID-19 u 06110 2 222 40BEKOTOAMHHU B TpyIaTa ¢ Imiamneoo.

Hsima kITMHUYHO 3HAYUMHM Pa3IUKH B o0IaTa e(pUKaCHOCT Ha BaKCHHATA IPH YYACTHHULM C PUCK OT
texka ¢popma Ha COVID-19, BKITIOYUTETHO Te3U ¢ 1 MM MOBEYE ChITHTCTRAINY 3200 IIBaHUS, KOUTO
yBeIMuaBaT pucka ot Texka Gopma Ha COVID-19 (namp. actma, nHnekc Ha TenecHata Maca (MUTM)
> 30 kg/m?, xpornuHo Genoapo6HO 3a00NABaHe, 3aXapeH UA0ET, XUIIEPTOHHS).

HHupopmarusaTa 0THOCHO e(h)MKaCHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Tabmuia 2.

Taoauna 2.

EduxacHoct Ha BakcuHaTa — nbpBa nosisa Ha COVID-19 ot 7-Mus aeH cien

Ho3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIus npeau
7-mus jaeH cien Joza 2 — nonmyianus, oneHuma 3a epuxacHoct (7 1HH)

[IspBa nosiea Ha COVID-19 ot 7-mus neH ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 3a
npenuimHaa nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemry COVID-19 Inanedo
N =18 198 N? =18 325
Ciyuan Ciayvan
n1° n1° Eduxacnocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% AN)"
Bceuuku yyactHunum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronquuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
MOBEYE TOINHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
MOBEYE TOANHA 0,102 (774) 0,106 (785) (-13,1; 100,0)
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3abenexka: [IoTBbpEHHTE CiTyyau ca ONpeIeICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ 00paTHa

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

cpotBercTBaig Ha COVID-19 [*Onpenencuue 3a ciaydaii: (oHe 1 OT) MOBHIIICHA TEMITEPATypa, HOBOIOABUIIA

CE WJIN 3aCHJICHa KallUTHIIA, HOBOMOSBIII C€ WJIM 3aCHJICH 3a/lyX, BTPHCAHE, HOBOIIOSBIIIA CE MIIM yBEIHICHA

6oJika B MyCKyJINTE, HOBOTIOSIBHIIA CE 3ary0a Ha BKYC MJIM MHPHC, BB3IAJICHO I'bPII0, JHAPHS HIIH

MOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHIHM O€3 CEPOIOTHYHHM MM BUPYCOJIOTHYHHI JaHHU (TIpeau 7-Mus JeH cle]
nocJieiHara 703a) 3a MuHana nadekius cbc SARS-CoV-2 (1.e. otpunartensu 3a auturena ¢ N-CBbp3BaHe
[cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ TecT 3a ammmudukanys Ha HyKJIenHOBa KUCEINHA
(nucleic acid amplification tests, NAAT) [Ha3zanHa HaTpuBka] Ha BusuTu 1 1 2) 1 ¢ oTpHIaTeIeH Pe3ynTaT
or NAAT (Ha3aiHa HaTpHUBKa) PH BCsIKa HEIUIaHUpaHa BU3UTA MpeAn 7-Must 1eH ciex Jlo3a 2.

a. N = bpoii yqacTHHLIU B TOCOUEHATA IPyTIA.

nl = Bbpoii yuacTHUIHN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO0m meprox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHIIM BBB BCSIKA TPYIMa B PUCK 110 OTHOIICHNE HAa KpalHaTa TOYKa. BpeMeBHAT MepHo 3a HATPyNBaHE
Ha cirydan Ha COVID-19 e ot 7-Mus aeH cien Jlo3a 2 1o kpast Ha meprojia Ha HabJroaeHue.

r. n2 =0poii Ha yYaCTHUIIMTE B PUCK IO OTHOIIICHUE HA KpaiiHaTa TOYKa.

. JIBycTpaHHUST nmoBeputesieH uHTepBal (JJN) 3a eprkacHOCT HAa BakCUHATA € MOy4eH Ha 0azaTa Ha MeToa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. [IM He € KopurupaH 3a MHO>KECTBECHN
aHaJIM3H.

o

Eduxacnocrra nHa n”PHK Bakcunara cperry COVID-19 npu npeBeHuunsITa Ha IbpBa MOsIBa HA
COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ m1ane6o, ¢ 94,6% (95% noBeputelieH HHTepBal
ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ TIOBEeYE TOJIMHY ChC WK 0e3 JJoKa3aTeNCTBa 3a
npenuirHa nHpekus cbe SARS-CoV-2.

JIOT'BITHUTEITHO €/IMH TOATPYTIOB aHAIN3 Ha MIbPBUYHATA KpaiHa TOYKa TIOKa3Ba CXOJIHHM OIIEHKH Ha
TOYKaTa 32 €PUKACHOCT B TPYNUTE IO MOJI, ETHUYECKA IPUHAICKHOCT U YIACTHULN ChC
CBITHTCTBAIIY 3a00JIIBaHMS, CBHP3aHH C BUCOK PHCK OT Texkka ¢popma Ha COVID-109.

W3BBpiIeHr ca aKTyaln3upaHu aHAIN3U 32 €(PUKaCHOCT P HATMYMETO Ha JOIBIHUTEIIHH,
notBbpaeHu ciydan Ha COVID-19, narpynanu ce no Bpeme Ha 3aceNeHOTO I1ale00-KOHTPOIUPAHO

npocesBaHe, 00XBaIaIo neproaa 10 6 mecena ciex Jlosa 2 B momynanusaTa 3a ehUKacHOCT.

AxTyanu3upanarta nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuma 3.

Taoauna 3. EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMus aeH cien
Jo3a 2, o Bp3pacToBH NOATPYNH — YYACTHULU €3 JaHHM 32 NpPeJUlIHA
undexuus cb¢ SARS-CoV-2* npenu 7-mus aeH cien Jlo3a 2 — nonysanus,
oleHHMa 3a epukacHocT (7 AHM), MO BpeMe Ha MJIane00-KOHTPOJIUPAHUSA MePHOIT
Ha MpocieasiBaHe

nPHK Bakcnna
cpemy COVID-19 Ilnanedo
N2=20 998 N2=21 096
Ciyuan Ciyyan
n1% n1® E¢ukacrocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmogenne” (N2") (95% An™)
Bceuuku yyactaunu® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronquuu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
MOBEYE TOINHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
MOBEYE TOINHA 0,239 (842) 0,237 (847) (76,9; 99,9)
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3abenexka: [IoTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peakus ¢ o0OpaTHa

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

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

e KalllJINI[a; HOBOTIOSIBUII C€ MJIM 3aCHIINII CE 3a1yX; BTPHCAHE; HOBOMOSBIIIA CE MJIM yBEIWYMIIA ce OOJIKa B

MyCKmeTe HOBOIIOSIBUJIA CE 3ary0a Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPHS; MOBPBINAHE).

B ananm3a ca BKIIOYCHH YYaCTHHIN Oe3 TaHHM 3a MuHana nHpekms cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a

anrurena ¢ N-cepp3BaHe [cepyMm] Ha Busura 1 n neotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha

Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKa) MPU BCSKA HETJIAaHUpPaHa BU3UTA

npesu 7-must faeH cien J{o3a 2.

N = Bbpoii yqacTHULIM B IOCOYEHATA IpyHa.

nl = Bbpoii yuacTHUIIN, OTrOBapsILIM HAa ONPE/ICJICHUETO 32 KpalHaTa TO4Ka.

B. OO nepuox Ha HaOmoxenue B xwisyin (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka IpU BCUYKH
YJaCTHHIIM BBB BCSIKA TPYIa B PUCK 110 OTHOIICHNE HA KpalHaTa TOYKa. BpeMeBHAT MepHo/ 3a HATPyNBaHE
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o Kpast Ha ieproja Ha HaOJIroieHue.

r. n2 = 0poil Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

I. JByctpaHHUAT 95%-eH noBepurencH uaTepBan (1) 3a epukacHOCT Ha BakCHHATA € TIOJTydeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMeTo Ha HaOJIOICHIE.

e. BxirouBa noTBBbpAECHHU Cilydan IpU y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata ¢ uPHK Bakcunata
cpeury COVID-19; 16 B rpynara c maine6o.

o

B akryanusupanuTe aHanusu 3a epukacHocT, epukacHoctTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHnuATa Ha nosiea Ha COVID-19 ot 7-must cien Jo3a 2 B cpaBHeHHe ¢ mianebo e 91,1%
(95% AU ot 88,8% 1o 93,0%) npe3 nepuoxa, korato Bapuantute Wuhan/mus tum u Anda ca
JOMHUHHPAIIUTE TUPKYIUPAIIH AMOBE MPH yYaCTHULXTE B MOMyJIanusiTa, OLleHUMa 3a e(pUKacHOCT,
chC WM 0e3 JaHHU 3a npeauiiHa uHpekus cbe SARS-CoV-2.

I[OH’BJ'IHI/ITCJ'IHO AKTYaJIM3UPAHUTC aHAJIM3U 34 e(l)I/IKaCHOCT 10 MOATPYII MOKa3BaT CXOJHU TOYKOBU
OIICHKH 3a e(i)I/IKaCHOCT B I'pynrTE 110 I10JI, ETHUYCCKA NPHUHAJICKHOCT, FGOFpa(i)CKO IMOJIOXKCHHUE U IIPpU
Y4aCTHUIUTE CHC CHIIBbTCTBALIIA 3a00JIABaHUs U 3aTIIBCTABAHC, CBbP3aHN C BUCOK PUCK OT TCKKa

¢opma Ha COVID-19.

Eduracnocm cpewyy mescka popma na COVID-19

AKTyaju3upaH aHaJTU3 Ha BTOPUYHUTE KpailHU TOUKH 32 eUKacHOCT moakpens non3ara ot uPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorspatsiBa Texka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. edpukacHOCTTa Ha BakCHHATA cpelty Texka hopma Ha COVID-19 e npencraBena
caMo 32 yYaCTHHIIM Che Win 0e3 npenumHa nHpekust cbec SARS-CoV-2 (Tabnumna 4), Tei KaTo
Oposr Ha ciyuante Ha COVID-19 nipu yuactaunm 6e3 npeauniaa uadeknus cec SARS-CoV-2 e
CBIIUAT KAaTO TO3U NPH YYaCTHULM ChC MM Oe3 npeaniiHa nHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha ”PHK Bakcunara cpemy COVID-19 u na nnane6o.

Taéauna 4. EduxacHocT Ha BaKCMHATa — TbpPBa NosiBa Ha Te:kka popma Ha COVID-19 npu
YYaCTHHIU cbc MM 0e3 npeaumHa uHgexuus cb¢c SARS-CoV-2 na 6a3ara Ha
onpejeeHNETO HA ATeHIMSITA 32 KOHTPOJ Ha XpaHuTe u jJekapcrBara (Food
and Drug Administration, FDA)* ciex o3a 1 uiu ot 7-mus aeH caen Joza 2 B
NEepPUOoJa HA MPoc/iesiBaHe HA IUIALe00-KOHTPOJIHPAHOTO NPOYYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Cayuan Cayuyau
nl* n1? Ed¢uxacHocT Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
nabaogenne (N2°%) naomonenne (N2°) (95% aH*)
1 30 96,7
Caen [loza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nuu caen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: HOTBLpI{eHI/ITe CJIy4dau ca OMpcCaAC/ICHU Ype3 NOJIMMEpa3Ha BEpUIKHA pCaKus € 06paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
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crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE UJTH 3aCHIIHIIA

Ce KaIlUTHIa; HOBOIIOSIBIJI C€ MJIM 3aCHUIIII Ce 3ayX; BTPHCAaHE; HOBOIIOSIBIIIA CE WIIM yYBEIHYIMIA ce OOJKa B

MYCKYJINTE; HOBOIIOSIBIJIA C€ 3ary0a Ha BKYC MIIM MUPHC; BB3NAJIEHO T'bPI0; AUAPHS; TOBPHIIAHE).

* Texxka ¢popma Ha COVID-19, kakro e onpeneneno ot FDA, e motespnen COVID-19 u Hannune Ha Hai-MaJKo

1 ot caenuuTe:

e  KiuuHMYHM MpHU3HALHN B IOKOMH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IABaHe (IrXaTellHa YecToTa
> 30 BaumBaHMs B MMHYTa, ChpJieuHa 4ecToTa > 125 ynapa B MUHYTa, KUCIIOpoHa caTypanus <93%
Ha CTaeH BB3AyX Ha MOPCKOTO PAaBHHIIE WIIM CHOTHOILLICHUE HA apTEPUATHOTO MapIHaIHO HAJIraHe Ha
KUCIIOpO/a KbM (pakimsaTa Baumiad kucaopon < 300 mm Hg);

e JluxaTenaHa HEAOCTATHYHOCT [OIpeeIeHa KaTo HyK/a OT I0JIaBaHe Ha KHCJIOPOJI C BUCOK MOTOK,
HCWHBA3WBHA BEHTWIAlUA, MCXaHNYHAa BEHTUWIAIUA UKW CKCTPpaKopIopaiHa MeM6paHHa OKCHUI'CHaLluA
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a MIOKOBO CHCTOSTHHE (CHCTOMMYHO KPBBHO Hassrane < 90 mm Hg, arnacTonmyHO KPBHBHO
Hamsrase < 60 mm Hg wim HyXIa oT Ba30mpecopn);

e 3naumMa octpa ObOpeyHa, YepHOAPOOHA WIIH HEBPOJIOTHYHA TUCYHKIIHUS;

e [IpuemaHe B OTIEJIEHUE 32 WHTCH3UBHU TPIDKY;

e  CwMmbpT.

a. nl = bpoit yqacTHHIIH, OTTOBapAIIM Ha ONPEAEICHUETO 3a KpaHaTa TO4Ka.
n2 = bpoii Ha yyaCTHUIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa TOYKa.

B. /JIByctpanHusT nosepurenen unrepsai (1) 3a epukacHocTTa Ha BaKCHHATA € MOJTy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTO Ha HaOJII0/ICHUE.

r. EdukacHoct, onienena Ha 6a3ara Ha [siata HamMuHa (Moaudunupana intent-to-treat) momymarus ot
y4yactHuAIM, nosryunnu Jlo3a 1, 3a onieHKa Ha epUKaCHOCTTa, KOSITO BKJIIOYBA BCUYKH PaHIOMU3UPAHU
YYaCTHUIIH, TIOTYYMIIA Hali-MalIKoTO | 032 OT N3MTUTBaHATA MHTEPBEHIIHS.

n.  O6m neprox Ha HaOroneHue B xwsian (1 000) 9oBeKOroAWHY 3a JaJicHaTa KpaifHa TOUKa IIPH BCUYKH
YYaCTHUIIM BB BCAKA TPYIIa B PHUCK I10 OTHOIIICHHE Ha KpaiHaTa TOUKa. BpeMeBUST epro 3a HaTpyIBaHe
Ha ciyvyan Ha COVID-19 e ot lo3a 1 1o kpast Ha repro/ia Ha HaOIIOCHUE.

¢ EduxacHocr, onieHeHa Ha 6a3aTta Ha IMOMyNAIMATA, OIICHIMA 3a e(pUKacHOCT (Ha 7-Mus ACH), KOSATO BKITIOUBa
BCHUYKU OAXOANIN paHIOMU3UPAHU YUYaCTHUIIU, TOJTYUYUIIU BCUUYKH 03U OT U3IIUTBAHATA MHTCPBCHIINA,
KaKTO Ca paHJOMH3UPaHH B IIPEABAPUTEIHO ONPEICIICHHUs TPO30peL], 0€3 IPYrH ChIIECTBEHH OTKIOHEHHUS OT
MIPOTOKOJIA, KAKTO € OTPE/ICTIEHO OT KIMHHUIINCTA.

k. OO6m nepuon Ha HaOmoaeHue B Xuwisian (1 000) woBekoroAwHM 3a AajieHaTa KpailHa TOYKa pU BCUYKH
Y4aCTHHUILIM BbB BCSKA I'PYyNa B PUCK 10 OTHOLIEHHUE HAa KpaliHaTa TOuka. BpeMeBUAT epuos 3a HaTpyIBaHe
Ha ciydan Ha COVID-19 e ot 7-mus aen cien Jlo3a 2 10 Kpas Ha TieproJia Ha HaOJI0IeHHE.

Ecduxacrocm u umynozennocm npu ronowiu Ha 8v3pacm 12 0o 15 2oounu — cned 2 0oszu

[Ipu nmppBOHauaneH ananus Ha [IpoyuBane 2 npu roHOIIK Ha BB3pacT 12 g0 15 ronunu (c MeanaHa Ha
POAB/KUTEITHOCTTA Ha MpocieasBane > 2 Mecena cien Jlo3a 2) 0e3 maHHH 3a MPeIuIIHa HHPEKIN,
Hsama ciydad npu 1 005 yuacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 ciiydas npu 978 ydacTHHIIH,
nosryani 1oiane6o. ToukoBara oneHka 3a eukacHoct e 100% (95% mosepurenen unrepsan 75,3;
100,0). IIpu yuacTHuIM cbc WU O€3 NaHHM 3a NpenuinHa nHpeknus uma 0 ciaydas npu

1 119 yvacTHHIM, MOMYYHIN BakcuHata, v 18 ciydas npu 1 110 yuacTHUIM, TOTYYWIH TIa11e00.
ToBa chII0 MOKa3Ba, Ye TOUKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen naTepBan 78,1;
100,0).

AKTyaJlu3upaH¥ aHAIHM3H 32 €PUKACHOCT ca HalpaBEHH MPH JOMBIHUTEIIHA TOTBBPICHU ClIyyal Ha
COVID-19, Bp3HuKHANH IO BpEMEe Ha 3aCIJIETICHO I11ae00-KOHTPOIUPAHO MPOCTeIsIBaHe, KOETO
IpeacTaBisgBa 10 6 Mecela ciie] [o3a 2 B MOMyJaIusITa 3a e()uKacHOCT.

B aktyanusupanus ananus 3a epukacHocT Ha [Ipoyusane 2 npu roHOmM Ha Bb3pacT 12 1o 15 roauswy,
0e3 JaHHU 3a MpeJuIlHa HHPeKIus, HaMa ciydan npu 1 057 ydacTHULM, NOTYYHIN BaKCHHATA, U UMa
28 cinydast nipu 1 030 yuactauim, nonyumu iane6o. ToukoBara oreHka 3a epukacHocT € 100%
(95% nomepurenen untepsan 86,8; 100,0) npe3 neproa, KoraTo BapuaHThT Aji(a € JOMUHUPAIIHST
uupKynupan maM. [Ipu yuactHum cbe wim 0e3 1aHHM 32 npeauiiHa uHpeknust uma 0 ciaydas npu

1 119 yyactaunu, nomy4yuau Bakcunata, u 30 cinydas npu 1 109 yuacTauim, nomyqmin miane6o.
ToBa ChIIO MOKA3Ba, Y€ TOUKOBaTA OleHKa 3a eduracHocT € 100% (95% noBepuresnen unreppai 87,5;
100,0).
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B IlpoyuBane 2 € mpoBeEH aHAIN3 HAa TUTPUTE Ha HEYTPAIN3UPALIUTE AaHTUTENA CPELLy
SARS-CoV-2 1 mecen cien [o3a 2 npu u30paHa Ha CllydacH MPUHIIMII MOATPYIa y4aCTHHIINA O0e3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHajna nHdexnus cbc SARS-CoV-2 no 1 mecen cnen
Ho3a 2, cpaBHsIBall OTTOBOpa MPH IOHOILIHN Ha Bb3pacT 12 1o 15 rogunu (n = 190) ¢ To3u npu
YYaCTHHUIM Ha Bb3pacT 16 qo0 25 rogunu (n = 170).

CHOTHOIIEHHETO HA CPETHO TEOMETPUIHUTE TUTPH (geometric mean titres, GMT) npu Bb3pacTroBara
rpyna 12 no 15 roauau cripsiMo Be3pacrosara rpyma 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AN
1,47 no 2,10. CnenoBateHo € JOCTUTHAT KPUTEPHUSAT 3a HE M0-MaJika e(h)UKaCHOCT, KOMTO €
cpoTHOWEHME 1,5 , Thil KaTo fosHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeqHO reoMeTpUYHOTO
ChOTHOILEHHE (geometric mean ratio, GMR) e > 0,67.

Edurxacnocm u umynozennocm npu deya na evspacm 5 0o 11 2oounu (m.e. na 6v3pacm 5 00 noo
12 200unu) — creo 2 dosu

IIpoyuBane 3 e npoyuBaHe (aza 1/2/3, BKIFOYBAIIO YaCT, KOSITO € OTKPHUTO npoyuBane (dasa 1) 3a
oTIpeJieIsHe Ha J103aTa Ha BakCHMHATa U 4acT (¢a3za 2/3), KosSTO € MHOTOLCHTPOBO, MHOTOHAIIOHAITHO,
PaHIOMU3UPAHO, KOHTPOJIMPAHO C (PU3HOJIOTHYCH PA3TBOP KaTo IIaedo, 3aciieneHo 3a
U3CJIeZI0BaTeNsl IPOYYBAaHE, B KOETO ca BKJIFOUEHH yJacTHHUIIM Ha Bb3pacT 5 1o 11 roxunu. Ilosedero
(94,4%) ot paHIOMH3UPAHUTE BAKCHHUPAHU YYaCTHHULIM ca MOJIY4WIH BTOpa A03a 19 1o 23 nuu criex
Hoza 1.

[IbpBOHAYATTHUTE TECKPUNITUBHHU PE3YyITATH 32 e(UKACHOCTTA HA BAKCHHATA MPH JICIa HA Bh3pacT

5 mo 11 rogunu 6e3 nanuu 3a npeauiHa nHpeknus cbe SARS-CoV-2 ca npencraBenu B Tadmuna 5.
He ca nabmonaBanu ciydan Ha COVID-19 HuTO B rpynara ¢ BAKCHMHATa, HUTO B IpyIara ¢ miamneoo
IIPH YYACTHHMIIM C IaHHU 3a npeauiinHa napeknus cb¢c SARS-CoV-2.

Tab6auna 5.  EduxacHoct Ha BakcuHaTta — mbpBa nosisa Ha COVID-19 ot 7-mus eH caen
Jlo3a 2: yuacTHMIY 0e3 TaHHHU 3a HHeKIUs npeau 7-mus aeH ciaex Joza 2 —
¢aza 2/3 —monynanusi, oueHnMa 3a e(PUKACHOCT, CHCTOSILA Ce OT Jela Ha
Bb3pacT 5 10 11 ronnnm

I[IspBa nosiea Ha COVID-19 ot 7-mus aen cien Jo3a 2 npu nena Ha Bs3pact 5 10 11 roqunu 6e3
JAHHM 32 npegumHa nHpexkuus cbec SARS-CoV-2*

uPHK Bakcuna cpemy
COVID-19
10 pg/no3a IInanedo
N*=1 305 N*=663
Cayyan Ciyuan
n1® n1® E¢ukacroct Ha
IMepuon na Ilepuoa Ha BaKkcuHaTa %
Habonenne® (n24) Habonenne® (n2") (95% JAN)
Heua Ha BB3pact 5 10 3 16 90,7
11 roguan 0,322 (1 273) 0,159 (637) (67,7; 98,3)

3abenexka: [IoTBBpIeHNTE CiTydan ca ONpeaesieHH Ype3 MoIMMepa3Ha BepIKHa Peakus ¢ oOpaTHa

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

crotBercTBan] Ha COVID-19 (cuMnToMuTe BKIIOYBAT: MIOBUIIICHA TEMIIEPATYpa; HOBOIIOSBHIIA CE I 3aCHIIHIA

ce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHJINII CE 33/1yX; BTPHCAHEe; HOBOIOSBUIIA CE MJIM YBEJIMYMIIA ce OO0JIKa B

MyCKy'J'H/ITe HOBOIIOSIBUJIA ce 3ary0a Ha BKYC WJIM MHUPHC; BB3IAJICHO I'bPJIO; ANApUs; MOBPBIIAHE).
B ananm3a ca BKIIFOUeHM yyacTHHIM Oe3 AaHHU 3a MuHana uHpekms cbec SARS-CoV-2 (1.e. oTpruaTenHy 3a
anrurena ¢ N-cebp3BaHe [cepyMm] Ha Busura 1 n nHeotkpur SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Buzutu 1 1 2), u ¢ orpunarenex pezynratr or NAAT (HazanHa HaTpHUBKa) IPH BCSIKA HETUIAaHWpPaHa BU3HUTA
npeu 7-must el cien Jlo3a 2.

a. N = Bpoii ygqacTHHIIM B TOCOYEHATA TPYTIA.

nl = Bbpoif yuacTHUIIA, OTTOBAPSIIIM HA ONPEICTICHUETO 3a KpaifHaTa TOYKa.

B. OO0m meprox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIM BBB BCSKa TPyIa B PUCK 10 OTHOIIEHHE Ha KpaifHaTa TOUKa. BpeMeBHT eproa 3a HaTpymBaHe
Ha cirydan Ha COVID-19 e ot 7-Mus aeH cien Jlo3a 2 1o kpas Ha meproja Ha HabroaeHue.

o
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r. n2 = bpoil Ha yyaCTHULIUTE B PUCK IO OTHOILIEHUE HA KpailHaTa TOYKa.

Hampapen e ananmu3 3a eukacHOCT Ha 0a3a MPEBAPUTEITHO ONPEICIICHU XUTIOTE3U IPU
JOIBJIHUTEIHYN NOTBBpAcHU ciaydan Ha COVID-19, Bb3HUKHANM 110 BpEME Ha 3aCJICTICHO
m1are60-KOHTPOIMPAHO TPOCIIEeIIBaHe, KOSTO MpeCTaBisIBa 10 6 Mecena cien J{o3a 2 B
MOy IaIusATa 3a e(hUKaCHOCT.

B ananuza 3a euxacHocT Ha [IpoyuBane 3 npu aena Ha Bb3pacT 5 10 11 rogunu, 63 1aHHH 3a
npeaunTHa nHdeknus, ca Hadmoaasanu 10 ciryyas npu 2 703 yyacTHUIIH, TOJyYHITH BAKCHHATA, 1
42 ciyyast ipu 1 348 ygactaHunm, nomy4yuin miane6o. ToukoBaTa oneHka 3a edukacHocT € 88,2%
(95% noBeputenen unaTepsan 76,2; 94,7) npes nepruoja, KOraTo BapuaHThT JledTa € JOMUHUPALIUST
nupKynupani mam. [Ipu ygacTHUIM cbe WU Oe3 TaHHM 3a MpeauinHa nHpeKus uma 12 ciydast npu
3 018 yyacTHUIM, TOTyYHIIM BakcHHaTa, U 42 cinydas npu 1 511 yyacTHum, nomy4min miane0o.
ToukoBaTa oreHka 3a edpukacHoct e 85,7% (95% moseputenen uatepsan 72,4; 93,2).

B IpoyuBane 3 npu aHaIM3 Ha TUTPUTE HA HEyTpaiusupamure anturena cpemy SARS-CoV-2,
HaMassiBaly BupycHata aktuHOCT ¢ 50% (NT50), 1 mecen cnen {o3a 2 npu u3dpaHa Ha ciaydacH
MPUHLMI HOATPYIa YYACTHUIM € IEMOHCTPHpaHa e(peKTUBHOCT C OMOILITA Ha ,,AMYHOJIOTUYEH
OpWIKMHT HAa IMYHHHU OTTOBOPH 32 CpaBHEHHE Ha Jienia Ha Bh3pacT 5 1o 11 rogunu (T.e. Ha Bh3pacT
5 mo mox 12 ronuHm) B yactTa ¢aza 2/3 Ha [IpoyuBane 3 ¢ ydacTHUIM Ha BB3pacT 16 10 25 roauHu B
yactTa (haza 2/3 nHa [IpoyuBane 2, kouTo ca 6e3 CepoJIOrMUYHHU WM BUPYCOJIOTUYHH JJAHHU 32 MUHAJIA
unpekuus cbec SARS-CoV-2 no 1 mecen cien J[o3a 2 1 KOUTO OTrOBapsIT Ha MPEABAPUTEIIHO
OTIpE/ICIICHUTE KPUTEPHUH 32 ,,AMYHOJIOTHYEH OPUKUHT KAKTO 10 OTHOIICHHUE HA CPEITHO
reOMETPUYHOTO ChOTHOLIEHUE (geometric mean ratio, GMR), Taka u o oTHOILICHNE HA pa3UKaTa B
CEpOJIOTUYHHS OTTOBOP, OINPEAENICH KaTo MOCTUraHe Ha Hall-MaiKko 4 bTH noBuieHne Ha SARS-
CoV-2 NT50 ot uzxonno uuso (npemau JJo3a 1).

GMR na SARS-CoV-2 NT50 1 mecen cien Jlo3a 2 mpu gena Ha Bb3pacT 5 g0 11 rogunm (T.€. Ha
BB3pacT 5 10 moj 12 roAnHM) cpsiMO TOBa MPHU MIIaJ Bb3PacTHH Ha Bb3pacT 16 g0 25 roaunu e 1,04
(2-ctpanen 95% JIU: 0,93; 1,18). Cpex yuacTHHIMTE O3 MPEAUIIHN JaHHHU 33 HHeKus cbc SARS-
CoV-2 no 1 mecer cien Jlo3a 2, 99,2% ot nenarta Ha Bb3pact 5 g0 11 rogunu u 99,2% ot
YYaCTHHUIIMTE Ha BB3pacT 16 10 25 ToAMHN UMAT cepoJIOTHYeH OTroBop Ha 1-Bust Mecer ciexn Joza 2.
Paznukara B CbOTHOIIIEHHETO Ha Y4aCTHUIUTE CHC CEPOJIOTUYEH OTTOBOP MCKIAY 2'Te BB3paCTOBU
rpynu (zena — miaau Be3pactar) e 0,0% (2-ctpanen 95% JIU: -2,0%; 2,2%). Tazn undopmarms e
npencraBeHa B Tabnuma 6.
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Tadauua 6.

O0001IeHe HA CPETHO TeOMETPUYHOTO CHOTHOIIIEHHE HA TUTPUTE HA
HeyTpaau3upaluTe aHTUTEIa, HAMAJISIBAIlllM BUPYCHATa akTUBHOCT ¢ 50%, u
Pa3IMKATA B MPOLEHTUTE HA YYACTHUIN ChC CEPOJIOTHYEH OTTOBOP — CPABHEHHE
Mekay Aena Ha Bb3pacT 5 10 11 roquan (IlpoyuBane 3) U y4acTHHIM HA Bb3pacT
16 mo 25 ronunu (IIpoyuBane 2) — yyacTHUIU 0e3 1aHHU 3a nHdekuus 10 1 meceny
ciaen J{o3a 2 — moArpyna 3a ,,HMyHOJIOTHY€eH OPUIKUHT® — (pa3a 2/3 —momyaanusi,
OLIEHHMMA 32 HMYHOT€HHOCT

uPHK Bakcuna cpemry COVID-19
10 pg/no3a 30 ug/mo3a
5 no 11 roqunu 16 mo 25 ronuHu 5 no 11 rogunu/
N2=264 N2=253 16 10 25 ronuHu
IMocTurnara ues
npH ,,AMYHO-
Bpemera GMT* GMT* GMR" OpuIKHT ™"
To4yKa® (95% JIN"®) (95% JIN"®) (95% JIN") (A/H)
Cpeano
reoMeTpuveH
THTBHP HA
HeyTpaJu3u-
pauure
aHTHTE]Aa,
HaMaJIsIBaI]
BHpYCHATA
akTHBHOCT ¢ |1 Mecenn
50%° cies 1197,6 1146,5 1,04
(GMT®) Jloza 2 (1106,1;1296,6) | (1045,5;1257,2) | (0,93;1,18) I
IMocTurnara ueJs
npH ,,AMYHO-
Bpemena n* (%) n* (%) Paziuka %"| OpumxuHr®
To4Ka® (95% JII®) (95% JII®) (95% ") (JI/H)
CreneH Ha
cepoJIoTnYeH
otrosop (%)
NpH THTHP
Ha
HeyTpaJu3u-
pauure
aHTHTE]Aa,
HaMaJIsIBaI]
BupycHara |1 mecer
AKTHUBHOCT € [CIE] 262 (99,2) 251 (99,2) 0,0
50%* JHoza 2 (97,3; 99,9) (97,2; 99,9) (-2,0; 2,2) I

Cokpamenuns: JIU = noseputenen uarepsain, GMR = cpenno reomerpuuno chotHOmeHne; GMT = cpeaHo
reometpudeH TUTHP; LLOQ = mosHa rpaHuIia Ha KomdecTBeHO onpenessine; NAAT = Tect 3a aMImTUpUKaIAs
Ha HyKJenHoBU kucesuHy; NTS50 = TUTBp Ha HEYTpaIM3UpAIIUTE aHTUTEINA, HaMallsIBalll BUPyCHAaTa aKTUBHOCT C
50%; SARS-CoV-2 = TexBbK OCTBpP PECIIMPATOPEH CHHIIPOM KOPOHABHPYC 2.
3abenexka: B ananuza ca BKiIIOYeHU yyacTHHLM 03 CEPOJIOTMYHU MIIM BUPYCOJIOTMYHH JITaHHU (IIPU B3eMaHe Ha
KpbB 10 1 Mecen cnen Jo3a 2) 3a munana uapexuus cb¢ SARS-CoV-2 (T.e. oTpuiaTesHu 3a anTuTena ¢ N-
cBbp3BaHe [cepyM] Ha Busura 3a Jlo3a 1 u 1 mecerr cien Jo3a 2, neotkputr SARS-CoV-2 ¢ NAAT [HazanHa
HaTpuBKa] Ha Busutnre 3a [{o3a 1 u [lo3a 2 u ¢ orpunateneH pe3ynarar oT NAAT (Ha3zanHa HaTpUBKA) IpH
B3E€MaHE Ha KPBB Ha BCSIKa HEIUTAHMpPAHa BU3UTA 10 eAnH Mecel caer [lo3a 2), kakTo 1 0e3 aHaMHe3a 3a
COVID-19.
3abenexxka: CepoJOrHIHHUAT OTTOBOP ce AepHUHMpa KaTO IOCTHTaHe Ha > 4 T MOBHIIICHHE OT U3XOIHO HIUBO
(mpenn Jlo3a 1). Axo cToHOCTTa TP U3MEPBAHETO HAa M3XOOHOTO HUBO ¢ o LLOQ, pesynraT oT aHanmm3 ciex
BakcmHanmaATa > 4 X LLOQ ce cunra 3a cepoJIOruIeH OTTOBOP.
a. N = bpoii yyacTHHIM ¢ BaJMIHU U SICHH PE3yJITaTH OT TECTa IpeIy BakcuHanusATa u 1 mecen ciexn Jloza 2.
Te3u cToHOCTH CBIIO TaKa ca 3HAMEHATEIIH, U3II0JI3BaHH IIPH IIPOLIEHTHUTE U3YUCIICHUS 3a CTEIICHTa Ha
CEepOJIOrUYEH OTIOBOP.
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6. OmnpeneneHo 1o MPOTOKOJ BpeMe 32 B3eMaHe Ha KPbBHH IPOOH.

B. GMT u 2-ctpannute 95% JIU ca n3uncieHn ape3 cTENeHyBaHe Ha CpeHATA JJOTAPUTMUYHA CTOIHOCT Ha
tuTpuTe U choTBeTHUTE [ (Ha Ga3aTa Ha t-pasnpenenennero Ha Student). Pesynrarure ot aHanm3a mop
LLOQ ca 3amanenu kato 0,5 x LLOQ.

r. GMR u 2-crpannute 95% /I ca n3unciaeHn upe3 cTeneHyBaHe Ha cpeHaTa pa3iinka B JIOTApUTMHIHHUTE
CTOHHOCTH Ha TUTpHTE (BB3pacT 5 1o 11 roguman MuHyC BB3pact 16 no 25 roauan) u crorBeTHns AU (Ha
Oazara Ha t-pasnpeneneHuero Ha Student).

I. . myHomoroueH OpumxuHr Ha 6a3ata Ha GMT e neknapupan, ako JoJiHaTa rpaHuIa Ha 2-cTpaHHust 95%
JIN 3a GMR e no-rossima ot 0,67 u ToukoBaTa oreHka Ha GMR > 0,8.

e. SARS-CoV-2 NT50 e onpezelieH ¢ moMorra Ha TeCT 32 MUKpoHeyTpainu3zanus Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHanu3a ce u3nonspa ¢uryopeclieHTeH pernopTep BUPYC, MOJIy4eH OT ama
USA WA1/2020, u BupycHaTa HEyTpajli3auus ce OTYUTa BbB Vero KieTbyHu MoHocioeBe. NTS50 Ha
npoOuTe ce onpesieNs KaTo PelUIPpOYHOTO CEPYMHO paspexaane, npu koeto 50% oT Bupyca ce
HeyTpalusmpa.

K. n = Bbpoil yaacTHHIIN CBC cepooTHICH OTroBOp Ha Oa3ara Ha NTS50 1 mecer cien J{o3a 2.

Touen 2-ctpanen 11, 6a3upan Ha metona Ha Clopper u Pearson.

u. Pa3nmka B CHOTHOIICHUSTA, H3Pa3eHH KaTo MPOLEHT (BB3pacT 5 1o 11 roanan MuHyc BB3pacT 16 no
25 roaunm).

i. 2-ctpanen /111, Ga3upan Ha MeToja Ha Miettinen n Nurminen 3a paznukarta B CbOTHOIICHHSTA, U3pa3eHa
KaTo MPOIICHT.

K. ,JIMyHOnoruueH OpumKuHr", 6a3upaH Ha CTENEHTA Ha CEPOJIOTHYEH OTrOBOP, € YCTAaHOBEH, aKo JI0JIHATa
rpanuia Ha 2-ctpanHus 95% JIU 3a pa3nukara B CEpOJIOTHYHUS OTTOBOP € mno-rosisiva ot -10,0%.

w

Umynozepennocm npu deya na evspacm om 5 0o 11 2oounu (m.e. 5 0o nod 12-200uwina ev3pacm) —
cned bycmep 003a

Byctep no3za Comirnaty e nagena Ha 401 mpou3BoJiHO U30panu yyactHuiM B [IpoyuBane 3.
EdekruBHOCTTA Ha OycTep 103a MPH BB3PacT OT 5 10 11 roguHu ce onpeness OT IMyHOICHHOCTTA.
Ta3u umynorennoct 6e ouenena upe3 NT50 cnpsimo pedepentrnus mam nHa SARS-CoV-2
(USA_WA1/2020). Anannzu va NT50 1 mecen cnen Oycrep 03a B cpaBHEHHUE ¢ peau Oycrep 103a
JIEMOHCTPHpAT ChIllecTBEHO yBenndenrne Ha GMTs npu nuna ot 5 1o 11-roauiiHa Be3pacT 0e3
CEPOJIOTMYHY MJIM BHPYCOJIOTHYHY JaHHH 32 MuHaa SARS-CoV-2 undexmus mo 1 mecern ciien mo3a 2
u Oyctep no3a. To3n aHanmu3 € 00001IeH B Tadmna 7.

Ta6auna 7. O0o00menne Ha cpeaHo reoMeTpuaHuTe TUTPU — NT50 — yyacTHHIM 0€3
AoKa3aTecTBa 3a mHpeKuus — ¢pa3a 2/3 — Habop NMYHOTEHHOCT — OT 5 /10
11l-roguiHa Bb3pacT —MOMYJIAMs OLeHUMA 32 HMYHOT€HHOCT

BpemeBa Touka 3a B3eMaHe Ha mpoda”

1 mecen ciiex 6ycrep

1 mecen cex Oycrep

1 mecen cirex mo3a 2

no3a/

no3a (n°=67) (n%=96) 1 mecerr ciaex g03a 2
GMT® GMT® GMR"
AHaau3 (95% CI®) (95% CI*) (95% CI")
Tect 3a HEYyTpanU3aUs
Ha SARS-CoV-2 - 27209 1253,9 2,17
NT50 (TuTsp) (2 280,1; 3 247,0) (1116,0; 1 408,9) (1,76; 2,68)

Cokpamenus: I = noseputenen uatepsair; GMR = cpenno reomerpuuno csoTHowmenue; GMT = cpenno
reomerpuyeH TuThp; LLOQ = nosina rpanuna Ha konmuectBeHo onpenensne; NAAT = tecr 3a ammndukanys
Ha HyKJIenHOBU kucenuan; NT50 = THTBp Ha HEYTpaIM3UPAIIUTE AHTHTENA, HAMAIABaIll BUPYCHATa aKTUBHOCT C
50%; SARS-C0OV-2 = TexBK OCTBp peciupaTopeH CHHIPOM KOPOHABUPYC 2.
a. OmpeneneHo 1Mo MPOTOKOJ BpeMe 3a B3eMaHe Ha KPhbBHH MPOOH.
6. n=Dbpoil ydacTHUIIM C BaIWAHU U SICHU PE3YNTATH OT TECTA 3a MOCOYCHUS aHAIHN3 NIPH JaJICHaTa 103a/B
JlaJIcHaTa BPEMEBA TOYKA 3a B3eMaHe Ha Ipoda.
B. GMT u 2-crpannute 95% JIM ca u3uucineHu 4pe3 CTeNEeHyBaHEe HA CpeAHATa JOTApUTMHUYHA CTOMHOCT Ha
tutpure U crotBeTHUTE JIU (Ha 6a3aTa Ha t-pasnpenenenuero Ha Student). Pesynrarute ot ananusa nox
LLOQ ca 3amanenu karo 0,5 x LLOQ.
r. GMR u 2-ctpannute 95% JIU ca n3uncieHu upe3 CTENEHYBaHE HA CPEHATA PA3JIMKa B JIOTAPUTMUYHHUTE
croiiHocTH Ha TuTpHTe (1-MecedHa mocT-Oycrepa n03a MuHyC 1-MecedHa cren n103a 2) u cbotBeTHus AU
(na 0Oa3zara Ha t-pasnpezeneHuero Ha Student).




IlenuaTpuyHa momyJsamus

EBporietickarta areHmus 1o JeKkapcTBara oTiiara 3abDKEHUETO 3a MPEAOCTaBsIHE Ha PE3YNITaTUTE OT
npoyuBanusaTa ¢ Comirnaty B rieIdaTpuyHaTa momyaius npy npeserius Ha COVID-19 (k.

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

5.2 dapMaKkoKHHETHYHH CBOHCTBA

Henpunoxunmo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HeknuHandHUTE NaHHU HE TIOKa3BaT OCOOSH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHATHUTE
NPOYYBAaHUSA 34 TOKCUYHOCT IIPU MHOTOKPATHO IIpUJIaraHe, perIpoAyKTHUBHA TOKCHYHOCT U TOKCHUYHOCT

3a pa3BUTHETO.

OO0111a TOKCHUYHOCT

ITrexoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMycCKyJTHO (TIOTy4aBaliy 3 MbJIHU JT03U 32 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAIIN OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INYMSITA B
TEJIECHOTO TEIJI0), MOKa3BaT MaJlbK OTOK M €PUTEM Ha MSICTOTO Ha MHXKEKTHpPAHE U YBEJIHUYaBaHE Ha
OenuTe KPBBHU KIETKH (BKIIOYUTETHO 02300 U €03MHO(DWIIH), ChOTBETCTBAIIH HA BH3MAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIMs Ha MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YSPHOPOOHO YBPEKIaHE.
Bewnuku edextu ca Omm obpaTuMu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

He ca nmpoBexxganu mpoy4yBaHUs HUTO 32 TEHOTOKCHYHOCT, HUTO 3a KaHIeporeHHocT. He ce ogakBa
KOMIIOHEHTHUTE Ha BakcuHara (yiunuau 1 ”PHK) na uMat reHoTOKCHYEeH MMOTEHITUAI.

PenponykTuBHA TOKCHYHOCT

PenponykTrBHATa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 Pa3BUTHUETO Ca MU3CJICIBAHU MPH ILTHXOBE B
KOMOWHHUpPAHO MpOoyYBaHe Ha PEpTUINTETa K TOKCHYHOCTTA 33 Pa3BUTHETO, pu koeTo Comirnaty e
NpUJIarad UHTPAMYCKYJIHO Ha JKEHCKH TUThbXOBE Mpean Yi(TOCBAHE U 110 BPEME Ha IeCTaIHs
(momyvaBamy 4 HJIHU JI03U 32 XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKH HUBA MPH ILTHXOBE MOPaIH
pasnuuusATa B TEIECHOTO TETJI0, B IEpHoa MEXAY AcH 21 mpeau YyudTOCBaHETO U reCTallMOHCH

neH 20). OtroBopu ¢ nosiBa Ha HeyTpaau3upaiiy anturena cpeiry SARS-CoV-2 uMa npu sKMBOTHUTE
MalKy OT Iiepro/ia peu YUPTOCBaHETO A0 Kpas Ha MPOYYBAHETO B MOCTHATAJCH JeH 21, KakTo u
npu (heTycute U MmoKoseHuero. HaMa cBbp3anu ¢ BakcMHATa e)eKTH BBPXY PEpTUIINTETA,
OpeMeHHOCTTa WM eMOPHO(ETATHOTO Pa3BUTHE WITH PA3BUTHETO Ha TIOKOJIEHHUETO. JIMTICBAT TaHHM 32
Comirnaty OTHOCHO IPEMHHABAaHETO HA BAKCHHATA MPe3 TUIAIICHTATa WIIH eKCKPEIHATA B MIISIKOTO.

6. DOAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NIOMOIIHKUTE BELIECTBA

((4-xumpoxcubyTrin)azane i )ouc(xekcan-6,1-nuwmn)ouc(2-xekcunaekanoar) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
1,2-nucreaponn-sn-riaumepo-3-hochoxonun (DSPC)

Xonecrepou

TpomeTamon

TpomMeTamMoJIOB XHUAPOXIOPHUT

3axapo3sa

Boga 3a uHKeKIuu
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6.2 HecnbBMecTHMOCTH

To3u ekapcTBEH MPOAYKT HE TPsIOBA 1a Ce CMECBa C PYTH JICKAPCTBEHU MPOYKTH, C H3KITIOUCHHE Ha
[IOCOYEHHUTE B TOUYKA 6.6.

6.3 Cpok Ha rogHoCT

HeotBopen duakon

3ampasen aakon

2 TouHHM, Korato ce cbxpansasa npu -90°C no -60°C.

Bakcunara ce mony4dasa 3ampasena rnpu -90°C no -60°C. Cnex mosrydaBaHe 3aMpa3eHaTa BaKCHHA
MOJXe 1a ce cbxpansaBa win npu -90°C mo -60°C, nau npu 2°C mo 8°C.

Korato ce cpxpanssat 3ampazenu npu -90°C mo -60°C, omakoskute ¢ 10 ¢rakoHa BakCHHA MOTAaT Aa
ce pasmpasar npu 2°C mo 8°C 3a 4 gaca, a eqMHUYHY (PIAKOHM MOTAT /1a CE pa3MpassT MPHU CTalHa

temneparypa (1o 30°C) 3a 30 MUHYTH.

Paszmpazen praxon

10 cenmunu cpxpaHenue u Tpancnoptupane npu 2°C go 8°C B paMKuTe Ha 2-TOJUIITHUS CPOK Ha
TOJIHOCT.

. Crnen mpemecTBaHe Ha BakCHHaTa 3a cbxpaHeHue npu 2°C 1o 8°C BbpxXy KapTOHEHaTa
OTaKkoBKa Tps0Ba /1a ce 3amuile HOBUAT CPOK Ha TOJHOCT U BaKCHHATA TPAOBa Jla ce M3I10JI3Ba
WIN J1a C€ U3XBBPJIU ChOOPa3HO TO3U CPOK. IIbpBOHAUAIIHUAT CPOK Ha TOIHOCT TPsiOBa z1a ce
3a1packa.

. Axko BakcuHaTa e nonydena npu 2°C go 8°C, 11 TpsaOBa 1a ce cpxpansasa npu 2°C go 8°C.
CpoKBT HAa TOTHOCT BHPXY KapTOHEHATa OMaKoBKa TPsiOBa Jja € OWJI KOpUTHPaH, 3a a 0Tpa3siBa
CpOKa Ha TOTHOCT MPH ChbXpAaHEHUE B XJIAAWIHUK, H MbPBOHAYAIHUAT CPOK Ha TOAHOCT TPsiOBa
Jla e OwT 3a/IpacKaH.

[Ipenu ynorpeba HeoTBOpeHUTE (prIakOHM MOTaT Jia Ce ChXpaHsaBaT /10 12 yaca mpu TemmepaTrypa
Mexay 8°C u 30°C.

C pa3Mpa3CcHUTE (I)J'IaKOHI/I MOXKE Oa CC pa6OTI/I B YCJIOBHUA Ha CTaiiHa CBETIIMHA.
C.Tlell pasMpa3siBaH¢ BaKCUHaTa HE TpﬂﬁBa aa ce 3aMpa3siBa OTHOBO.

Paboma npu memnepamypru OmkKJIOHEeHUA NO 6peMe HA CbXPAHEHUE 6 XAAOUTHUK

. JlanHuTe 3a CTAOMIIHOCT ITOKA3BaT, Y€ HEOTBOPEHUAT (pi1akoH e ctabuieH 1o 10 ceamuiy,
KOTaToO ce ChXpaHsiBa Mpu Temreparypa ot -2°C mo 2°C, u B pamkute Ha 10-cemMuaHIS TIepHO
Ha cbxpaHeHue mexay 2°C u 8°C.

. JanauTe 3a CTAOMITHOCT MMOKa3BaT, ue (hIIakOHBT MOXKE Ja C€ ChbXpaHsABa 10 24 Jaca nmpu
temriepatypa 8°C mo 30°C, BxmrounTenHo 10 12 gaca ciaex mspBOTO IPOOUBaHEe Ha

3aIymaikara Ha (JIakoHa.

Tazu uaopmanus e npeaHa3HaueHa J1a YI'bTH MEAUIIMHCKUATE CIIEIUAINCTH CaMo B ciTy4ail Ha
BPEMEHHO TEMIIEPATyPHO OTKJIIOHEHUE.
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Paspenen jekapcTBEH MPOAYKT

Jokasana e xumMu4Ha 1 pU3MYHA CTAaOMITHOCT TI0 BpeMe Ha ynoTpeba 3a 12 waca npu 2°C mo 30°C,
cieq] paspexxaane ¢ Hatpue xyopua 9 mg/ml (0,9%) nHXeKIHOHEH Pa3TBOP, KOETO BKIIOYBA JI0

6 gaca Bpeme 3a TpaHcropTupane. OT MUKPOOHOJIOTHYHA TJI€AHA TOYKA, OCBEH aKO METOABT Ha
paspekiaHe U3KJI0YBA PUCK OT MUKpOOHAa KOHTAMUHAIHS, IPOAYKTHT TPSAOBa J1a ce N3IMO0I3BA
BeaHara. AKoO He ce M3M0JI3Ba BelHara, BpeMETO U YCIIOBHATA HA ChbXpaHEHHUE 10 BpeMe Ha yrnoTpeda
ca OTTOBOPHOCT Ha MOTPEOUTES.

6.4 ChenmuaJHM ycJI0BHUS HA CbXpaHeHUe

[a ce cbxpansiBa BbB (hpusep mpu -90°C no -60°C.

Jla ce cpxpaHsBa B OpUTHHAJIHATA OMAKOBKA, 33 JIa Ce MPEIa3u OT CBETIINHA.

ITo Bpeme Ha ChXpaHEHUE CBEETE 10 MUHUMYM M3JIaraHeTo Ha CTaifHa CBETIMHA U U30srBaiiTe

H3J1araHe Ha IIpsgKa CJIbHYCBA CBETIIMHA U YJITPAaBUOJICTOBA CBCTJIMHA.

3a ycIoBHATA HA ChXPaHEHHUE CIIeN Pa3MpassiBaHe U pa3pekIaHe Ha JIEKAPCTBEHUS MTPOIYKT BHKTE
TO4YkKa 6.3.

6.5 Buawu cpabpikaHue Ha OMAKOBKATA

1,3 ml KoHIIEHTpAT 3a AUCTIEPCHS B IPO3pavyeH MHOTro1030B (hirakoH (cTbkio tun 1) 2 ml cbe
3amyIanka (CHHTeTHYHa OpOMOOYTIIIOBA TyMa), C AlyMHHHEBA O0KaTKa M OTUYIBAIIO CE OPAHKEBO
IUIaCTMAcOBO Karaue. Beekn ¢uakon chabpika 10 1o3u, BikTe Touka 6.6.

Bunose onakosku: 10 guakona i 195 drakona

He Bcuuky BHoBe OMakoBKU MOTar ja ObJaT IyCHATH Ha Iasapa.

6.6 CrhenuajaHu NpeIna3Hu MePKHU NMPH U3XBHPJIsiHE U padoTa

VYkazanus 3a pabora

Comirnaty TpsiOBa ia c€ MPUTOTBH OT METUITMHCKH CIICIIHAUCT, KaTO CE U3IOJI3Ba aCENTHYHA
TEXHHKa, 33 J]a C€ TapaHTHpa CTEPUITHOCTTA Ha IPUTOTBEHATA JUCIIEPCHSL.

MIPOBEPKA HA ®JIAKOHA COMIRNATY 10 MUKPOTPAMA/IO3A KOHLIEHTPAT 3A
WHKEKIIMOHHA JJMCIIEPCHSI (IEIIA HA 5 IO 11 TOJIMHM)

e TlpoBeperte a1 (PJIAKOHBT € C
OpPaH:KeBO MJIACTMACOBO Kamaye
U 1aJIM MMETO HA MPOAYKTAa e
Comirnaty 10 mukporpama/no3a
KOHIEHTPAT 32 HHKEKIIHOHHA
aucnepcus.

e AKO MMETO Ha MPOAYKTA BbPXY
eTUKeTa Ha ()JIaKOHA € JIPYTO,
MOJIsI, HalIpaBeTe CIIPaBKa ¢
KpaTKaTa XapaKTepUCTHKa Ha
MPOIYKTa 3a TO3H ChCTAaB.

Opan:keBo Kanmave

Caen pa3pexaane

10 ug
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MPEJU YIIOTPEGA HA COMIRNATY 10 MUKPOTPAMA/JTIO3A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (JIEIA HA 5 IO 11 TOJAWHM)

Ja ce cbxpansiBa
xo0 10 cexmunm
npu 2°C no 8°C.

AKO MHOTOZI030BUST (hIIaKOH ce
ChXpaHsABa 3aMpaseH, Toi TpsOBa
Jla ce pa3Mpasu npeau ynorpeoda.
3ampaszenute GIaKoHH TPSOBA Aa
ce IpeHecar B cpefia C
temneparypa 2°C no 8°C, 3a na ce
pa3Mpasar; pa3mMpassiBaHETO Ha
eaHa omakoBka ¢ 10 ¢urakona
MOJKe J1a oTHeMe 4 yaca. YBepere
ce, e (pIakoHHTE ca HAITbITHO
pa3MpaseHu mpeau ynorpeoa.
Crnen npemecTBaHe Ha (IIaKOHUTE
3a cexpanenne npu 2°C mo 8°C,
KOpUTHpaiTe CpoKa Ha TOTHOCT
BbpXY KapTOHCHATa OMaKOBKa.
HeoTBopenuTe ¢uiakoHu Morar a
ce cpxpansBart 1o 10 ceamuiy npu
2°C no 8°C, 6e3 na ce mpeBuIaBa
OTIEYATaHUSAT CPOK Ha TOIHOCT
(Tomen mo:).

BB3MOKeH € ChIIo APYT BapHaHT,
IPU KOMTO €IMHUYHU 3aMpPa3eHU
(b1aKoHN MOXKeE J1a ce pa3Mpassr 3a
30 MUHYTH IIpH TEMIIEpaTypa A0
30°C.

[penu ynotpeda HEOTBOPEHHSAT
(h1akoH MOKe J1a ce ChXpaHsBa JIo
12 yaca npu Temmieparypa o
30°C. C pasmpazenure G1akoHH
MOXe Jia ce paboTH B YCIIOBHS Ha
CTaliHa CBETJIMHA.
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CMECBAHE ITPEJIU PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/IO3A
KOHIEHTPAT 3A WHPKEKIIMOHHA JIMCIIEPCHS (JEIIA HA 5 JIO 11 TOJIWHN)

e QOcraBere pa3Mpa3eHUAT QIaKoH
Jla TOCTHUTHE CTaliHa TeMIeparypa
¥ BHUMATEJTHO TO 00BbpHETE
10 meTH npeau paspexaane. He
pa3KJialanre.

o Tlpenu paspexaaHe pa3mpaseHara
JUCTIEPCHS MOXKE J1a ChIBPIKA
0emu 10 oUTH OeNn HeMPO3payHU
aMop(HU YaCTHIIH.

J

Buumarenano 10 nbTn

PA3PEKIAHE HA COMIRNATY 10 MUKPOTPAMA/103A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (IELIA HA 5 IO 11 TOJAWHHN)

e Pa3mpasenara BakcuHa TpsiOBa Ja
ce paspear B HEHHUS OpUTHHAJICH
(aaxoH ¢ 1,3 ml HaTpueB XJIOpU
9 mg/ml (0,9%) nHxeknoHeH
pasTBOP, KATO CE U3IMOJ3BA UIJIa
21 G, uu no-ThHKA, M aCENTUYHA
TEXHUKA.

| /

1,3 ml narpues xaopux 9 mg/ml (0,9%0)
WHIKEKIHOHEH Pa3TBOP
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H3reraere 6ytajioro a0 1,3 ml, 3a na
OTCTPaHHUTE Bb3IyXa OT (pIaKoHA.

WzpaBHeTe  HamsraHeTo  BBB
¢makoHa Tpeou a U3BagUTE
uriata OT HEro, KaTo H3TErJnTe
1,3ml BB3IYyXx B WH3Npa3HEHaTa
CIPUHIIOBKA Ha pa3peanuTeIs.

=

Buumarenano 10 noTn

BuauMatenHo o0bpHETE
paspeneHata gucnepcus 10 mbTH.
He paskmnamaiire.

Pa3penenara BakcuHa TpsiOBa 1a
MpeacTaBiIsiBa Osu1a 0 IoYTH Osita
aucriepcus 0e3 BUIMMH YaCTHIIN.
He n3non3zpaiite pa3penenara
BaKCHHa [IPU HAJIMYUE HAa YacTULU
WM IPOMSIHA B LIBETA.
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N 4

Yac 3a
U3XBbpPJIHE

O
3anuiuere CbOTBETHUTE 1ATA U 4YAac.
Ja ce u3nmos3Ba B pamkute Ha 12 yaca ciex pa3pesxaaHe.

Ha pa3penenunte dakoHu TpssOBa
na ObaaT oTOeNsI3aHN CHOTBETHUTE
Jata ¥ Jac.

Cren paspexnaHe, CbXxpaHsIBanTe
nipu 2°C no 30°C u uznosnssaiite B
pamkuTe Ha 12 4Jaca.

He 3ampaszsipaiite win
paskJialaiite pazpeaeHaTa
muctiepcusi. AKo € Omra mocraBeHa
B XJIQIUJTHUK, OCTAaBETE
paspeneHaTa qucrepcus 1a
JIOCTUTHE CTallHa TeMrepaTypa
npeau ynorpeoa.

NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY
10 MUKPOTPAMA/IO3A KOHIEHTPAT 3A UH)KEKIHIMOHHA JUCIIEPCHUSA (AELIA HA

5 JTO 11 TOJAWHM)

0,2 ml pa3penena Bakcuna

Crnen pa3pexaane GJIaKOHBT
CchABpKa 2,6 ml, OT KOUTO MOTaT
na ce uzreraar 10 mo3u mo 0,2 ml.
Karo n3non3eare acentnyna
TEXHHKA, TOYNCTETE 3aITylIanKaTa
Ha (hJ1aKoHA C TAMIIOH 32
eHOKpaTHA yrnoTpeba, HAlloeH C
AHTHCETITUYEH Pa3TBOpP.
Usrernere 0,2 ml Comirnaty 3a
Jeria Ha B3pacT S g0 11 roguHu.

TpsbBa na ce u3nonspar
CTIPUHIIOBKH W/WMJIM UTJIH C MaTbK
MBPTHB (HEH3MoI3BaeM) obem, 3a
na ce uzteraar 10 mo3m oT eauH
¢nakon. KomOunanusira ot
CIIPUHIIOBKA M UTJIa C MAlIbK
MBPTHB 00€M TpsIOBa J]a UMa
MBPTHB 00€M HE MO-TOJSIM OT

35 MUKponHTpa.

AKO ce U3MnoJ3BaT CTaHIapTHU
CTIIPUHIIOBKHM M UTJIH, MOXE J1a HsIMa
JIOCTaThueH 00EM 3a U3TETIITHE Ha
JICCET JO3H OT eIuH (PIIaKOH.
Besika 103a TpsiOBa 1a ChabpKa
0,2 ml Bakcuna

AKO KOJIMYECTBOTO Ha OCTaHajaTa
BBB (pJ1aKOHA BAKCHHA HE MOXKE J1a
JIOCTaBU e1Ha Lgia go3a ot 0,2 ml,
U3XBBpIIETe (IIaKOHA U M3ITHITHUS
obem

N3xBBHprieTe HEW3MOI3BaHATA
BaKCHHA B paMKHUTe Ha 12 daca
CJIe]] pa3pexkiaHe.
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H3xBBpasiHe

Hewnsnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HETO Tp}16Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHH.

7. HNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/004

EU/1/20/1528/005

9. JATA HA IbPBO PASPEIIABAHE/IIOJHOBSIBAHE HA PASPELLIEHUETO 3A
YIHOTPEBA

Jara Ha epBO paspemasane: 21 gexemBpu 2020 .

[ara Ha nocnenHo nonHoBsiBaHe: 10 oktomBpu 2022 T.

10. [JATA HA AKTYAJIM3UPAHE HA TEKCTA

IMoxpo6Ha uH(pOpMaIHs 3a TO3M JIEKAPCTBEH MPOYKT € IpeaocTaBeHa Ha yebcaiita Ha EBporeiickara
areHIus 1o Jiekapcraata http://www.ema.europa.eu.
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vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBSIBAaHE HA HOBa MH(POPMAaLIU OTHOCHO Oe30macHoCcTTa. OT MEAUIMHCKUTE CTICHUAIICTH Ce
M3UCKBA J1a ChOOIIABaT BCSAKA MOA03MPaHa HeXXelaHa peakiys. 3a HaunHa Ha ChoOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty 3 Mukporpama/no3a KOHIIEHTPAT 38 HHKEKIIMOHHA TUCTICPCHS

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

Toa e MHOT0/1030B (h11aKoH ¢ Ka(hsiBO-YEPBEHUKABO Kaladye U ChIIbPKAHUETO My TPSOBa J1a ce
paspenu npeau yrnoTrpeoa.

Enun dnaxon (0,4 ml) ceaspxka 10 mo3u no 0,2 ml cnex pa3pexaane, BuxTe TOUKU 4.2 1 6.6.

Enna no3a (0,2 ml) ceaspxa 3 mukporpama tozuHamepas (tozinameran), uPHK Bakcuna cperiry
COVID-19 (BkiroveHa B TUIHIHA HAHOYACTHIIN).

To3uHamepaH e eqHOBEpHKHA, 5’ -kenupana uadopmarmonna PHK (uPHK), nponssenena c
U3IM0JI3BaHe Ha Oe3KiIeThuHa IN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komupaniu

BupycHus S (spike) mpotenn Ha SARS-CoV-2.

3a IBJIHUA CHUCHK Ha IOMOIIHUTE BEILIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

KoHueHTpaT 3a HH)XEKIHOHHA AUCIIEpCHsl (CTEPUIICH KOHLIEHTPAT)

BakcunaTa npejictaBisBa 0s1a 10 mouTH Osuta 3ampasena aucnepcus (pH: 6,9 — 7,9).

4. K/IMHUYHU JAHHHU

4.1 TepaneBTUYHHU MOKAZAHUS

Comirnaty 3 MmukporpamMa/io3a KOHIIGHTPAT 32 WHKSKIIMOHHA AUCTIEPCHs € TM0Ka3aHa 3a aKTHBHA
MMYHU3alMsA 32 npeBeHnus Ha 3abonaBanetro COVID-19, npuunnaeno ot SARS-CoV-2, Ha kppmadera
U JieTa Ha Bb3pacT 6 Mecerna 10 4 TOIUHH.

VYnorpebara Ha Ta3u BakCHHA TPsIOBA Ja € B CbOTBETCTBHE C OQUIMATHUTE MPETOPHKH.

4.2 J103MpOBKA M HAYHMH HA MPUJIOKEeHHE

AOBI/I[ZOBKa

Kvpmauema u 0eya na evspacm 6 meceya 00 4 200unu 6e3 anamuesa 3a 3a6vbpuiel KypC Ha NbPeUuyHd
saxcunayus cpewy COVID-19 unu npeouwna ungexyus cve SARS-CoV-2

Comirnaty 3 Mukporpama/mo3a ce npuiara HHTpaMyCcKyJTHO CIIE/ Paspekaane KaTo MbPBUYCH KypC OT
3 mo3u (o 0,2 ml Besika). [IpenopbuBa ce BTOparta 103a Aa e MPUIIOKH 3 CSIMHUIIM CIIe]] IIbpBaTa
J103a, MOCIICABAHO OT TPETa /1032, IPIIIOKEHA Hali-MaJIKO 8 CeJIMUIIN CIie]] BTOpaTa /1032 (BX.

touku 4.4 u 5.1).
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Axo exHO neTe HaBbpIIN 5 ronuHU B HHTEPBajla MCXKAY IMPUIIOKECHUCTO Ha JO3UTEC OT IbPBUYHUA
KypcC, TOBa ACTC TpH6Ba Ja 3aBbpIIU ITbPBUYHUA KYPC Ha ChIIOTO JO30BO HUBO OT 3 MHKpOrpama.

Kvpmauema u oeya na ev3pacm 6 meceya 00 4 200unu ¢ aHAMHE3d 34 3A68bPUIEH KYDC HA NbDEUYHA
saxcunayus cpewy COVID-19 unu npeouwna undexuus cve SARS-CoV-2

Comirnaty 3 Mukporpama/mosa ce mpriara HHTpaMyCKyJIHO CIIE[ pa3pekaaHe KaTo eQHHUYIHA 1032 OT
0,2 ml Ha KbpMaUeTa U Jielia Ha Bh3pacT 6 Mecena 10 4 roIuHU.

Ha nuna, xouTo npeau ToBa ca 0w BakcHHHpaHU ¢ BakcuHa cpenty COVID-19, Comirnaty tpsioa
Jla ce Impujiara Haii-mMajko 3 Mecelia ciiel mocjeanara 103a Bakcuna cpemry COVID-19.

Teoicko UMYHOKOMNpOMEMUparnu iuyad Ha 8v3pacni 6meceua 00 4 200unu

Ha nuria, KonTo ca TeXKO HMyHOKOMIIPOMETHUPAHH, TOBIHUTEIHHU T031 MOJKE J[a Ce puiIarat
CBIJIACHO HAIIMOHAIHUTE TPETIOPBKY (BXK. Touka 4.4).

Bzaumoszamensemocm

[TepBUYHUAT Kypc MOXKe J1a ce cheton win ot Comirnaty, Comirnaty Original/Omicron BA.4-5, wnu
ot Comirnaty Omicron XBB.1.5 (wu or koMOWHaIMs), HO HE TpsiOBa J1a Ce HaIBHINIaBa 00mIns Opoi
JI031, U3UCKBAaHH KaTO MMbPBUYCH Kypc. [IbpBUUHHAT Kypc TpsIOBa Ja ce Impuiiara caMo BEIHbBK.

B3anmozamensemoctta Ha Comirnaty ¢ Bakcuau cperry COVID-19 ot npyru mpou3BOIUTENH HE €
yCTaHOBEHA.

Heduamputma nonyaayus

[Ipennarar ce nequaTpuyHy JekapcTBeHH GOpMH 3a Aena Ha Bb3pacT 5 10 11 rogunu. 3a nogpoOHa
UHQOpMAIHs, MOJIsI, BJKTE KpaTKaTa XapaKTepUCTHKA Ha MPOAYKTA 32 CbOTBETHUTE ChCTABH.

be3onacHocTTa M e(huKkacHOCTTa Ha BAKCUHATA MPH KbpMaveTa Ha Bb3pacT Mo 6 Mecena Bce olle He
ca yCTaHOBEHHU.

HauuH Ha npuiioxxeHue

Comirnaty 3 mukporpamMa/o3a KOHIICHTPAT 38 HHXXEKITHOHHA JUCIIEpCHs TPsiOBa J1a ce mpuiiara
HHTPAMYCKYJIHO CJIe] pa3pexaaHe (BxK. Touka 6.6).

Crnen pa3pexnane ¢akonnte Comirnaty chabpkatr 10 mo3u Bakcuna 1o 0,2 ml. 3a 1a ce usrernsaT
10 mo3u oT enuH (uiakoH, TPSOBA Ja ce U3I0JA3BAT CIPUHIIOBKH M/MJIU UIJIH C MaJIbK (HEU3IOI3BACM)
MBPTEB 00eM. KoMOMHAIMSTA OT CIIPUHIIOBKA U WIJIA C MATBK MBPTHB 00€M TpsiOBa J1a UMa MBPTHB
00eM He Mo-roJisM OT 35 MUKpOIUTpa. AKO € MU3IMOJI3BAT CTAHJAPTHU CIPUHIIOBKY U UTIH, MOXKE Ja
HsIMa JI0cTaThueH oOeM 3a uarerisine Ha 10 1o3u ot enuH ¢uakoH. HezaBucumo ot Buaa Ha
CIIPUHITIOBKATA U UTJIaTa:

. Bceska noza tpsosa aa ceabpika 0,2 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJIaKOHA BAaKCHHA HE MOXeE Ja JOCTAaBU eJlHa LisIa 1032
ot 0,2 ml, u3xBBpieTe GrakoHa U U3TUIIHUS 00EM.

. He cnOupaiite m3numrpnuTe BaKCHHA OT HAKOJKO (prrakoHa.

HpI(I KbpMauc€Ta Ha Bb3PacCT OT 6 J0 ITO-MaJIKO OT 12 Mecena, nNpeArnOIruTaHoToO MACTO Ha
HWHXCKTHUPAHC € IPCAHO-CTPAaHNUYHATA YaCT Ha 66,I[p0TO. HpI(I JIMlia Ha Bb3pacT 1 1 moBeue TOAWMHHU
MMPEMOPBUYNUTCIIHOTO MACTO Ha MHIKCKTHUPAHE € IIPEAHO-CTpaHNYHATa 4aCT Ha GerOTO N
ACITOUIHUAT MYCKYIJI.
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He umxektupaiite BakcrHaTa HHTPaBaCKyJIapHO, TIOJKOKHO MITH HHTPAIEPMAaTHO.

Bakcunata He TpsOBa Ja ce cMecBa B €/IHA U ChIla COPUHIIOBKA C JPYTH BAKCUHH WU JIEKAPCTBECHH
MPOAYKTH.

3a npeanasHuTe MEPKH, KOUTO TPsiOBa Ja ObJaT B3€TH MPEAH MPHIOKEHUE HAa BAKCHHATA, BUXKTE
Touka 4.4.

3a yka3zaHus OTHOCHO pa3Mpas3siBaHETO, paboTaTa U U3XBBPIISIHETO Ha BAKCHHATA BHXKTE TO4Ka 6.6.
4.3 IIpoTuBOMOKA3aHUS

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIJIH KBM HIKOE OT MIOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.

4.4 ChneuuajHM mpeaynpe;kaeHUs U MpeANa3sHu MepPKH NPU ynoTpeda

IIpocnenumoct

3a Ja ce HOI[O6pI/I MmpocCJICAMMOCTTA Ha OHOJIOTUYHUTE JICKApCTBCHU MMPOAYKTU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUS TPOAYKT TpSI6Ba SICHO Ja C€ 3aIlricCBar.

OO0 OpenopbKu

Cepbxwecmeumeﬂnocm u aHad)uJZCZKCM}Z

HNma C’I)06H_ICHI/I$I 3a CHOUTHS HA aHa(I)I/I.]'IaKCI/IH. Bunaru TpSI6Ba Ja UMa Ha pa3lO0JOKCHUC TOAXOAAIIO0
MCIUIIMHCKO JICYCHUE U Ha6J'IIOI[€HI/Ie B cnyqaﬁ Ha aHa(l)I/IJ'IaKTI/I‘-IHa peaKknuA CJac NPpUIOXKCHUC Ha
BaKCHHarTa.

HpenoquBa CC BHUMATCIIHO Ha6J'IIO,Z[eHI/Ie B IPOABJIDKCHUC HA Hai-manako 15 MUHYTH CJICA
BakcuHarusTa. He Tpﬂ6Ba Jla C€ pujiara cji€aBaila n03a OT BaKCHMHATa Ha JInla, IMOJIy4YnJIn

aHaduIakcus ciies npeauimaa go3a Comirnaty.

Muokapoum u nepuxapoum

ChlniecTByBa OBUIICH PUCK OT MUOKAPIHT U MEPUKAPIUT clie BakcuHalus ¢ Comirnaty. Te3u
3a00JIIBaHUSI MOTAT JIa CE€ Pa3BUSAT JI0 HAKOJIKO JTHH CJIC/I BAKCUHAIUATA U HACTHITBAT MPEAUMHO B
pamkurte Ha 14 qau. Te ca HaOIFOIaBaHM IMO-9ECTO CJICT BTOpaTa BaKCHHAITUS M TI0-9€CTO TIPH T10-
MIIaid MBxkKe (BK. Touka 4.8). HanuuHuTe naHHM MMOKa3BaT, Ye B MIOBEYETO CIydyal HACTHIIBA
BBH3CTAaHOBsIBaHE. B HAKOM ciydan ce Hallara moJIbp >KaHe ¢ HHTEH3WBHU TPHKY U MMa HaOJI0JaBaHu
CJIy4aw C JIeTalleH U3XO0J.

MenunHCKUTE CIeHATUCTH TPsIOBa Ja ObaaT OMUTENHU 32 IPU3HALUTE U CHMITOMHTE Ha
MHUOKapJIUT U TiepuKapanuT. Bakcnaupanure nuna (BKIIOYATETHO POAUTEINTE WM OOTPHKBAIIUTE
nvna) TpsioBa Jia ObJIaT MHCTPYKTHPAHH Jia MOTHPCAT He3a0aBHO METUITMHCKA TIOMOII, aKO Pa3BUAT
CHUMIITOMH, ITOKA3aTEIHU 32 MUOKAPANUT WM NEPUKAPINT, KaTo (OCTpa U MPOABIDKUTENHA) O0IKa B
IbPAUTE, 330yX WIH NaIIUTALUN CJIe] BAKCUHALAATA.

MC,Z[I/ILII/IHCKI/ITQ CrICoaInCTHu Tpﬂ6Ba Ja HarlpaBAT CIIpaBKa C pPbKOBOACTBATA W/ WIIH CIICIUAJIMCTUTE 3a
AUArHOCTULIUPAHC U JICHCHUC HA TOBA 3a00IsBaHe.

Peakuyuu, cevpszanu ¢ mpesooicrnocm

BBB Bph3Kka ChC caMus TIPOIIEC HA BAKCHHAIIMS MOTAT J1a Bh3HUKHAT PEaKIluu, CBhP3aHU C
TPEBOXKHOCT, BKITFOUUTEITHO Ba30BAaralHN PEaKIUU (CHHKOI), XUIIEPBEHTHIIAIIMS W PEaKIiH,
CBBP3aHH ChC cTpeca (Harp. 3aMastHOCT, MANMUTAINH, YCKOPEHA ChpJICUHA YeCTOTa, IPOMCHU B
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KPBBHOTO HAaJATaHE, MapecTe3ns, XUTIeCTe3Us M U3NOTsABaHe). Peakiuure, CBbp3aHU ChC CTpeca, ca
MIPEXOIHU M OT3BY4aBaT OT caMo cebe cr. Xopara TpsOBa fa ObaT HOCHBETBAHY J1a MH(OPMHEpPAT 32
TE3W CUMIITOMU BaKCUHUPAIIHS TH 32 OIlcHKa. BayKHO € /1a ce B3eMaT Mpea3Hu MEpKH, 3a J1a e
MPEIOTBPATH HApaHIBaHE OT MPHITaHE.

Convmemeawio 3abo.56aue

Bakcunanmsra TpsOBa 1a ce OTIIOXKH IIPH JIUIIA, CTPAIAIIHN OT OCTPO TEXKKO (heOpriTHO 3200 IBaHe
wim octpa ek, Hamnauero Ha Jieka nHQEKIUS W/WIH HEBHCOKA TEMITepaTypa He Tps0Ba ia
CTaBa MPUYHHA 32 OTJaraHe Ha BAKCUHAIUATA.

Tp0M60uum0neHu;z U HApYUuerHuAa Ha Kpveocvcupearnemo

KakTo mipu qpyru M”HTpaMyCKYJTHH WHKEKIMH BaKCHHATA TPSOBA J1a Ce MpHiiara BHUMATEITHO MPH
JIUIA, TTOyYaBaIld aHTHUKOATyJIaHTHA TePaIHs WU JIUIA C TPOMOOIIUTONICHHSI UM HAKAKBO
HapylIeHne Ha KPhbBOCKCUPBAHETO (KaTo XeMO(QWIHNs), Thi KaTO MPH TE3H JIUIIA MOTAT J1a Bb3HUKHAT
KbPBEHE WM 00pa3yBaHe HA CHHHHU CJI]] HHTPAMYCKYJTHO MPIJIOKCHUE.

Hmynoxomnpomemupanu auya

EdwukacHoctTa 1 6€30MacHOCTTa Ha BAKCMHATA HE Ca OLICHEHH MMPH UIMYHOKOMIIPOMETHPAHH JIHIIA,
BKJTFOUUTEITHO TE3H, MOTyYaBally IMyHOCcynpecuBHa Tepanus. EdukacHocTTa Ha Comirnaty Moxe fa
€ MO-HUCKAa MPU UMYHOKOMIIPOMETUPAHU JIUIIA.

HDO@'b]lDfCUWlQ]lHOCI’n Ha 3awumama

HpOI[’LJ'DKI/ITeJ'IHOCTTa Ha 3aluTaTta, NpeaocCTaBsiHa OT BAKCUHATAa, HC € U3BCCTHA, TBU KaTo TS BCE omIe
CC OMMpPEACiid B TCKYIIU KIIMHUYHHA MTPOYYBAHUS.

OZD(IHM‘[@HZ/L}Z Ha edJeKmueﬂocmma HA eaKcunama

KaxTo npu Besika BakcuHa, BakcuHarusATa ¢ Comirnaty MOXe 1a He 3allATH BCHIKA BaKCUHUPAHH.
BakcuaupanuTe MOXKe Ja HE ca HAITBJIHO 3alTUTEHU JI0 7-MUS JCH CJIe]l BAKCHHAIIHITA.

4.5 B3aumojaeiicTBHe ¢ APy JieKapCTBeHH NMPOAYKTH U APy (JOpMH HA B3auMo/ieiicTBHe
He ca npoBexaanu nmpoy4BaHus 3a B3aUMOJICHCTBUSATA.

CrpreTBanioTo NprItokeHre Ha Comirnaty ¢ Ipyryd BAKCHHU HE € IPOYYEHO.

4.6 @epTHINTET, )PEMEHHOCT H KbPMEHe

Comirnaty 3 Mukporpama/03a KOHIIEHTPAT 32 HHXKEKIIMOHHA JIUCTIEPCHsI HE € MpeHa3HaAYCHA 3a JIUIa
Ha BB3pacT HaJ 5 TOJUHH.

3a moapoOHa uH(OpPMAIIKsA OTHOCHO yroTpeOaTa MpH JIKIla Ha Bh3pacT Haj 5 TOJUHH, MOJIS, BIXKTE
KpaTKaTa XapaKTepUCTHKA Ha MPOIYKTa 32 ChOTBETHUTE CHCTABH.

4.7 EdexTu BbpXy ciocodHOCTTA 32 mo¢upaHe U padoTa ¢ MAIIUHU
Comirnaty He OBIHsIBA WX TIOBJIHSABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a mOo(pupaHe, KapaHe Ha

BeJiocHIiea U paboTa ¢ MammHu. Bee mak HIKou OT epeKTUTe, IOCOYeHH B TouKa 4.8, MOTaT BpeMEHHO
Jla TIOBJIHMSIST CIIOCOOHOCTTA 3a Io(upaHe, KapaHe Ha BEJIOCUIIE WM padoTa ¢ MallliHU.
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4.8 Hexenanm JiekapcTBeHH peaKuu

Pesrome Ha mpodumiia Ha Oe30macHOCT

Kvpmauema na évszpacm 6 0o 23 meceya — cied 3 003u

B ananus na I[poyusane 3 (haza 2/3), 1 776 kepmauera (1 178, monyumnu Comirnaty 3 ug u 598,
MOJIYYHIIH TUTane00) ca Ha Bb3pacT 6 10 23 Mecena. Ha 6a3aTa Ha JaHHU OT IepHO/Ia HA 3aCJICIICHO,
1a1e00-KOHTPOJUPAHO MPOCIIEIsBaHE 10 JaTaTa Ha 3aK/ro4BaHe Ha nanuaute 29 anpun 2022 1.,
570 xkppMaueTa Ha Bb3pacT 6 10 23 Mecena, Moay4uu MbpBUYCH Kypc oT 3 1o3u (386, momydnin
Comirnaty 3 pg u 184, noxyuwnnu riane6o) ca npocieeH: 3a Mepuo ¢ Meanana 1,3 Mecena cien
Tperara /103a.

Haii-yectute HexxenaHN peakuuu MpH KbpMadeTa Ha Bb3pacT 6 10 23 Mecela, NOTy4WIH KOSTO U 13 €
71032 OT IBPBUYHUSI KYPC, ca paszapasHuTeaHoct (> 60%), cbHiuBocT (> 40%), MOHMKEH arneTHT

(> 30%), 4yBCTBUTEIHOCT Ha MSCTOTO Ha UHXKeKTUpaHe (> 20%), 3auepBsBaHe Ha MICTOTO Ha
MHKCKTUPaHEe ¥ NoBUILeHa Temrepatypa (> 10%).

Jleya na ev3pacm 2 00 4 200unu — crned 3 0o3u

B ananus na IIpoyusane 3 (daza 2/3) 2 750 nena (1 835, momyunnu Comirnaty 3 pg u 915, nomyuwnu
miare6o0) ca Ha BB3pacT 2 1o 4 roguuu. Ha 0a3aTta Ha JaHHM OT TIEpHO/a Ha 3aCIICTICHO,
1ane00-KOHTPOIMPAHO MpOCciesBaHe [0 AaTaTa Ha 3aKkirouBaHe Ha naHaute 29 anpun 2022 r.,

886 nema Ha BB3pacT 2 70 4 TOAMHH, TOJYYIWIN TbPBUYCH Kypc oT 3 no3u (606, momyumnu Comirnaty
3 pg u 280, monmyumnu mianebo) ca MpociIeaeHn 3a epruo ¢ Meanana 1,4 Mecena cie Tperara J103a.

Haii-uecTute HexxenaHu peakiiuy MpH Jiela Ha Bb3pacT 2 10 4 roAMHH, MOJyYUIIH KOSTO U J1a € 1032
OT IBPBUYHHUS KypC, BKIIIOUBAT O0JIKa Ha MSICTOTO Ha MHXKEKTHpaHe 1 ymopa (> 40%), 3auepBsiBaHe Ha

MSICTOTO Ha MHKEKTHPAHE ¥ MOBHIIIeHA TeMmeparypa (> 10%).

Jleya na evspacm 5 0o 11 2o0unu (m.e. na ev3pacm 5 00 noo 12 200unu) — cned 2 0o3u

B Ilpoyusane 3 o6muro 3 109 nena Ha Bb3pacT 5 10 11 roguHu ca moIydrId Hai-MaJlkoTo 1 mo3a
Comirnaty 10 pg u o6mo 1 538 nema Ha Be3pacT 5 1o 11 rogunm ca moayumin miane6o. Kem
MOMEHTA Ha aHanmu3a Ha (asa 2/3 ua [IpoyuBane 3, ¢ JaHHM 70 JaTaTa HA 3aKIIOYBAHE HA JAHHUTE
20 mait 2022 1., 2 206 (1 481, momyuwan Comirnaty 10 ug, u 725, monyuniu miamne6o) mera ca
NpOCIeIIBaHH B MPOIBIKCHUE HA > 4 Mecela clie/l BTopaTa /1032 B IIae00-KOHTPOTUPAHHS
3aclierieH mepuo/ Ha npocieassane. OneHkara Ha JaHHUTe 3a Oe3omacHocT B [Ipoy4Bane 3
IPO/IbJDKABA.

OO6uwmsaT npoduin Ha GezomacHocT Ha Comirnaty mpy y4acTHULM Ha Bb3pacT 5 1o 11 rogunu e
moo0¢H Ha HaOII0JaBaHUs IIPH YIACTHHIIN HA Bb3pacT 16 1 moBede ronuHu. Hali-uectuTte HEXemaHU
peaxkuy Ipu aena Ha Bb3pacT 5 10 11 roquan, KouTo ca noiay4min 2 1034, ca 00JIKa Ha MSCTOTO Ha
umkekTupane (> 80%), ymopa (> 50%), rmaBo6onue (> 30%), 3auepBsBaHe U MMOAyBaHE HA MSICTOTO
Ha ukektupane (> 20%), muanrus, Brpucane u auapus (> 10%).

Jleya na evspacm om 5 00 11 2oounu (m.e. om 5 00 nood 12 2coounu) — cred bycmep 0o3a

B noarpyna Ha IIpoyuBane 3 o6mmo 401 mema Ha BB3pacT oT 5 1o 11 roawam momydnxa Oycrep mo03a
Comirnaty 10 pg mHaii-mManko 5 Mecelia (auamasoH oT 5 10 9 Mecena) cje/ 3aBbpIlBaHe Ha TbPBUYHATA
cepus. AHaM3bT Ha moarpymnara ¢asa 2/3 ua I[IpoyuBane 3 ce 0OCHOBaBa Ha JJaHHH 10 JaTara

22 mapt 2022 r. (MeauaHa Ha BpeMeTO 3a mpocienssade ot 1,3 mecena).

O6mmaT mpod i Ha 6e30macHOCT 3a OycTep J03aTa € MoA00eH Ha HaOII0JaBanHs Ce ITbPBUIHIS
Kypc. Hali-uectute HexxenaHu peakuuy MpH Aela Ha Bb3pacT oT 5 10 11 roannu ca 0oika Ha MICTOTO
Ha umkektupane (> 70%), ymopa (> 40%), rnaBobonue (> 30%), Muanrusi, BTpucaHe, 3a4epBsBaHe U
OlyBaHe Ha MSICTOTO Ha nHKektupane (> 10%).
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FOnowu na evspacm 12 0o 15 2oounu — cred 2 0osu

[Ipu aHanw3 Ha JaHHHUTE OT ABITOCPOYHOTO MPOCIeasBaHe 3a Oe3omacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcurupanu ¢ Comirnaty u 1 129, momyumim miaie60) ca Ha Bs3pact 12 10
15 roguuu. Ot 11X 1 559 ronoru (786, Bakcunupanu ¢ Comirnaty u 773, moay4uiy mianedo) ca
MPOCIIeIIBaHU B MPOIBIDKCHHE Ha > 4 Mecelia ciies] Bropara jo3a. OleHKaTa Ha JaHHHUTE 32
6e3omacHoct B [IpoyuBane 2 nmpoabkasa.

OO6mwmsaT npodun Ha OezonacHocT Ha Comirnaty mpu I0HOLIM Ha Bh3pacT 12 10 15 rogunu € nogobex
Ha HaOJI01aBaHus [IPU YYaCTHHULIM Ha BB3pacT 16 u noBeve rogunu. Hail-uecTure HexenaHu peakuu
NpY FOHOIIX Ha BB3pacT 12 1o 15 roxuHu, monydmiu 2 1034, ca 60Ka Ha MSICTOTO Ha HHKEKTHPaHE
(> 90%), ymopa u rmaBo6oiue (> 70%), muairus u Brpucane (> 40%), apTpairus U MHPEKCHs

(> 20%).

Yuacmuuyu na evzpacm 16 u noseue 200unu — cieo 2 003u

B Ilpoyusane 2 06110 22 026 yuacTHHIIM Ha Bb3pacT 16 WK MOBeY€e FOJUHM Ca TOTYIHIN Hal-
mankoTo 1 no3a Comirnaty 30 pug u o6mio 22 021 yyacTHUIM Ha BB3pacT 16 win noBeye roguHu ca
noryuriiy Totare6o (Brmrountenno 138 u 145 ronomm Ha 16- 1 17-roauiiHa Bb3pacT ChOTBETHO B
rpymnara ¢ BakCHHATa 1 rpymnara ¢ miare6o). Oomro 20 519 ygactauim Ha Bp3pacT 16 win moBede
roJuHU ca noxydnnu 2 go3u Comirnaty.

KbMm MomenTa Ha ananmsa Ha [IpoyuBane 2 ¢ maTa Ha 3akiTtouBaHe Ha ganauTe 13 Mapt 2021 1. 32
1ane00-KOHTPOIMPAHUS 3aciielieH IepHol Ha IpociesiBaHe 0 JaTUTE Ha pa3ciensBaHe Ha
yuacTHULHTE, 0010 25 651 (58,2%) yyactauuu (13 031, monyuywnnu Comirnaty, u 12 620, momyunnu
miare60) Ha Bb3pacT 16 u moBede roAWHHM ca MPOCIeAsIBaHN B IPOIBDKEHUE Ha > 4 Mecena ciex
BTOpaTa jo3a. Tosa BrimouBa 06mo 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4mnu
anedo0) y4acTHUIM OT 16- 10 S5-roaumina Be3pact u o6mo 10 540 (5 327, monyunnu Comirnaty, u
5 213, nonyuniu miamnedo) y4acTHUIIM Ha Bb3pacT 56 U MOBeYe MOUHHU.

Haii-uectute HexenaHu peakiuy P YYaCTHUIIMTE Ha Bb3pacT 16 ¥ moBede roAWHH, TTOTYIHIN

2 1o3u, ca 0oJKa Ha MACTOTO Ha UHXKekTupane (> 80%), ymopa (> 60%), rmaBodomue (> 50%),
muanrus (> 40%), srpucane (> 30%), aptpanrus (> 20%), IUpeKCcHs U MOyBaHe Ha MSICTOTO Ha
nmwkekTupane (> 10%) 1 0OMKHOBEHO ca JISKH WJIM YMEPEHH N0 HHTSH3UTET U OT3BYYaBaT B PAMKUTE
Ha HSAKOJIKO JTHH CJIe]l BAKCHHAIMATA. MaJKo 1Mo-MajKa 4eCTOTa Ha ChbOUTHATA Ha PEaKTOreHHOCT Ce
CBBP3Ba C MMO-TOJISIMA Bb3PACT.

[Ipodunet Ha Ge30macHOCT pu 545 ydacTHUIM HA BB3pacT 16 U moBede roANHHA, BAKCHHUPAHU C
Comirnaty, kouTo ca 6unu ceporo3utuBHHU 32 SARS-C0V-2 Ha W3X0HO HUBO, € MOJI00CH Ha

Ha0JI01aBaHus IIPH 0011aTa MOMyIalus.

Yuacmuuyu na evspacm 16 u noseye 200unu — cied 6ycmep 003a

Enna moarpyna ysactaunu BbB ¢aza 2/3 na [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pacT 18 1o

55 roauHu, 3aBBPITHIIM TBPBOHAYATHUS 2-1030B Kypc ¢ Comirnaty, ca moixyduiu Oycrep 103a
Comirnaty npubiusuteado 6 mecena (auamnasos 4,8 1o 8,0 mecena) cien Jlosza 2. Karto 1510, mpu
YUYACTHHUIIMTE, KOUTO ca MOIY4MIN OycTep 7103a, Me/IriaHaTa Ha BpEMETO Ha IPOcCIie/IsIBaHe €

8,3 mecena (muanaszon 1,1 mo 8,5 mecena), a 301 ydacTHUIM ca IPOCIEASIBAHA B IPOIBIKCHUE HA
>6 Meceria cien Oycrep mo3ara 70 JaTaTa Ha 3aKiIrouBaHe Ha manaute (22 HoemBpu 2021 1.).

OO0muAT mpodu Ha 6€30MacHOCT 3a OycTep Jo03ara ¢ moAo0eH Ha HaOroAaBanus cief 2 po3u. Haii-
YECTHTE HEXKEITAHU PEAKIIMY NIPU YYaCTHUIIUTE Ha Bh3pacT 18 10 55 roxuHu ca 6oika Ha MACTOTO Ha
umkekTapane (> 80%), ymopa (> 60%), rmaBobomnme (> 40%), muanrus (> 30%), BTprcane u
aprpanrus (> 20%).
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B IlpoyuBane 4, mnane60-KOHTPOIUPaAHO MPOYyIBAHE C MPUJIOKEHNE HA OyCcTep /1032, YIaCTHHUITH Ha
BB3pacT 16 1 moBede roaunu, Habpanu ot [Ipoyusane 2, ca momyuniau 6ycrtep mo3a Comirnaty

(5 081 ygyactauim) nim mwiane6o (5 044 yyacTHUIIN) Hai-Mako 6 Mecela ciie/l BTopaTa 103a
Comirnaty. Karo usiio, npu ydacTHHULIMTE, KOUTO ca MOMYyYHId OycTep 1032, MeAUaHaTa Ha BPEMETO
Ha MpocJIeisiBane ciell OycTep J03aTa B 3aclieNieHus Tane00-KOHTPOIUpaH MEPUo/] Ha TIPOCie/iBaHe
JI0 JaTaTa Ha 3aKirouBaHe Ha naHHuTe (8 deBpyapu 2022 1.) e 2,8 Mecena (quamnazon 0,3 10

7,5 mecena). Ot Tsx 1 281 yuactaunm (895, Bakcuaupanu ¢ Comirnaty u 386, nonyunnu minanebo) ca
MpoCIeIBaHN B IPOIBIDKEHUE Ha > 4 Mecena cien Oycrep mozara Comirnaty. He ca yctanoBeHH
HOBH HEeKellaHu peakiuu Ha Comirnaty.

Bycmep 003a cned nvpsuuna eaxkcunayus ¢ opyea paspewena 3a ynompeba eaxcura cpewy COVID-19

B 5 HezaBucuMu npoyuBaHus 3a ynorpebara Ha Oyctep no3a Comirnaty npu Juna, 3aBbpIIINd
I'bPBUYHA BAKCHHAIIMS C Apyra pa3pelieHa 3a ynotpebda Bakcuna cpemry COVID-19 (xereponoxna
Oycrep 103a), HE Ca YCTAHOBEHN HOBH JAaHHM, CBhP3aHU ¢ Oe30macHocTTa (BXK. Touka 5.1).

Cruchbk Ha HEXKEIIaHU PCAKIMHU OT KIMHUYHHW U3MMUTBAHUA W OT IOCTMAPKETHHIOBUA OIUT, ITPH JIUIIA

Ha BB3pacT 6 Mecella U II0-roJIeMH, B TaOJIMYEH BHJT

Hexemanure pcaKkuuu, Ha6J'IIOI[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,
CBhIVIACHO CJICAHUTC KAaTCTOPHUHU 10 YECTOTA:

Msuoro gectu (> 1/10),

Yectu (> 1/100 mo < 1/10),
Heuectu (> 1/1 000 1o < 1/100),
Peaxu (> 1/10 000 mo < 1/1 000),
MHoro peaxu (< 1/10 000),
C HeusBecTHA YecToTa (OT HATMUHHUTE TaHHHU HE MOXE Jla ObJie HAMTpaBeHa OICHKA).

Tabauna 1.  HexesiaHu peakuuu oT KJIMHUYHMTe NpoyuyBaHus Ha Comirnaty u ot
MOCTMAPKETHHIOBHS ONUT MPH JIMIA HA BB3PACT 6 Mecela H Mo-roJieMu
Cucremo- MHoro YecTn Heuectn Penxn MHoro C HeusBecTHA
opraHeH yecTH (>1/100 ({(>1/1000 go| (= 1/10 000 peaku yecroTa (0T
KJIac (= 1/10) ao <1/100) |mo <1/1000)| (< 1/10 000 HAJTUYHHUTE
< 1/10) ) JAaHHH He MOXKe
na obae
HAN[paBeHa
OIIeHKA)
Hapyienus UTumdane-
Ha KPBbBTa U HOTIATHA"
muMQHarTa
cUCTeMa
Hapymenus Peaxrnun Anadumakcus
Ha IMyHHAaTa Ha CBPBX-
cucTemMa YyBCTBU-
TETHOCT
(mamp.
o0OpuB,
IIpPYpHTYC,
ypTUKapHs,
aHruoenem®
Hapymenns Hamanen
Ha ameTur”
MeTabonmn3ma
Y XPaHEHETO
[lcnxuunu Pa3npasznu- bescpaue
HAPYILICHUS TETHOCT"
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Cucremo- MHoro Yectn Heuvectn Penkn MHoro C HeusBecTHA
opraHeH yecTH (>1/100 ({(>1/1000 go| (= 1/10 000 peaku yecroTa (0T
KJIac (= 1/10) ao <1/100) |mo <1/1000)| (< 1/10 000 HAJTUYHHUTE
< 1/10) ) JAaHHH He MOXKe
na obae
HalpaBeHa
OIleHKA)
Hapymenus | I'maBobonue; 3amaiiBane”; | OcTpa [Tapecresns”;
Ha HepBHaTa | ChHIMBOCT® Jleraprus nepudepHa Xunecre3us"
cucTemMa TUIeBa
napanusa’
Copaeunn Mmuoxkap-
HApPYILICHUS OuT",
[lepuxap-
ouT"
CromarnrHo- Huapwust” T'anene;
YpEBHU TloBpbia-
HapyLIeHus He'
Hapymenns Xunep- Epurema
Ha KOXKaTa XHUIPO3a; myntudopme”
MTOJIKOKHATa Houaun
ThKaH U3MOTSIBa-
HUS
Hapymiennss | Aptpanrus; bonka B
Ha Muanrust KpaitHuK"
MYCKYJTHO-
CKeJeTHaTa
cucTeMa u
ChEIUHUTEI-
HaTa ThKaH
Hapymienust Texko
Ha MEHCTpPYyaJTHO
BB3IPOU3BOJ KbpBeHE”
UTEITHATA
cuUcCTeMa 1
rbpjara
O06um Bonka Ha 3auepBs- | AcTeHus; OO6mmpen oTok
HapyIIeHWs U | MACTOTO Ha | BaHe Ha | Hepasmo- Ha
edexTn Ha WHKEKTH- MSICTOTO | JIOXKECHHE; BaKCHHHUPAHHS
MSICTOTO Ha pase; Ha [Ipypuryc KpaiHUK',
npunoxenue | UyBcTBu- WHXXEKTH- | Ha MSCTOTO Otok Ha
TETHOCT HA | paHe® HA UHXEK- JIUIETO™
MSICTOTO Ha TUpaHe
WHKCKTH-
pane’;
Ymopa;
Brpucase;
ITupexcus®;
OTok Ha
MSICTOTO Ha
WHKCKTH-
paHe
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a. Ilpwm ygacTHHIM Ha BB3pacT 5 W MOBEYE TOAWHU Cc€ ChOOIIaBa 3a MO-TOJIsIMa YeCTOTa Ha TUM(a eHOIaTH
cien Oycrep (< 2,8%) m03a, OTKONIKOTO ciiesx mbpBoHayanHu (< 0,9%) 1031 OT BakcHHATA.

6. Kareropusra rmo yectora 3a aHTHOEIEM € “pEaKu’.

B. IIpe3 meproma Ha MpOCIENIBAHETO 32 O€30TACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,

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

cperry COVID-19. ITosBara Ha nuiieBa nmapanmsa e Ha [en 37 cnex oza 1 ([lo3a 2 He e npuioxeHa Ha

yuactauka) u Iau 3, 9 u 48 cinen [o3a 2. Hama choOleHus 3a ciiyuau Ha 0cTpa nepudepHa JUieBa

napaiusa B rpymnaTa ¢ miameoo.

Hexenana peakiusi, yCTaHOBEHA CIie/l pa3peliaBaHe 3a yrnoTpeoa.

OrHacs ce 3a pbKaTa, Ha KOSITO € MOCTaBeHa BaKCHUHATA.

ITo-romnsiMa yecToTa Ha MUPEKCHUs € HAOJIIOIaBaHa CJell BTOpara J03a B CPaBHEHUE C ITbpPBATa J03a.

Cro0I1aBa ce 3a OTOK Ha JIMLETO MPHU PEIMIUCHTH HA BAKCHHATA, HA KOUTO ¢ OWJI MHIKCKTUPAH JICPMaJICH

(rTEp Tpe3 MOCTMApKETHHTOBHS TIEPUO]T.

3auepBsaBaHe Ha MACTOTO Ha MH)KEKTUPaHEe BH3HUKBA C IIO-TOJISIMA YecTOTa (MHOTO YeCTH) TPH YIaCTHUITH

Ha Bb3pact 6 mecena a0 11 rogunu.

Kareropusra mo gectora 3a 00OpHB € ,,4eCTH " IPH YUYACTHUIN Ha BB3pacT 6 1o 23 mMecena.

Kareropusita no uectoTa 3a MOHMKEH ANETUT € ,,MHOI'O YECTH‘ IPU YYAaCTHHULIM Ha Bb3pacT 6 10 23 meceua.

,»Pa3pasHUTENHOCT®, ,,4yBCTBUTEIHOCT Ha MACTOTO Ha MHXKEKTHUpaHe U ,,CbHJIMBOCT  C€ OTHACAT 3a

YYacTHMIIM Ha BB3pacT 6 10 23 Mmecena.

n  IloBedeTo ciydau U3IIIEkKIa HE Ca CEPUO3HU M Ca C BPEMEHEH XapakTep.

@ ¥ o R

= osE

Onrcanve Ha N30paHN HEXKETAHU PEaAKITHH

Muoxapoum u nepuxapoum

[ToBuILIEHUAT PUCK OT MUOKAPIUT cjiel BakcuHalusa ¢ Comirnaty € Hali-BUCOK IPH FOHOIIM U T10-
MIIaid MBXkKe (BXK. Touka 4.4).

JBe rojeMu GapMakoeuIeMIOIOTHYHY TPOYIBaHUS, IPOBEICHH B EBporia olleHsBaT MO-BUCOKHS
PHCK OT MHOKAPJIUT MPHY FOHOIIX M MO-MIIQJIM Mbxe ciej] BropaTa go3a Comirnaty. Enno npoyuBane
MOKa3Ba, ue 3a MepHoJI OT 7 IHU cJie]] BTopaTa 103a uMma okoo 0,265 (95% JIU: 0,255 - 0,275)
JIOTIBITHUTEIHHU ciiydas Ha MuokapauT Ha 10 000 npu 12-29-roauiiay 10HOIIH U MBbKE, B CPaBHEHHE C
xopa 0e3 excriozunus. B npyro npoyuane 3a mepuos ot 28 qHU ciien Bropara go3a uMa 0,56 (95%
JU: 0,37 - 0,74) nonbauTenHN cinydas Ha Muokapaut Ha 10 000 npu 16 10 24-ToAMIITHY FOHOIIH U
MBKe, B CpaBHEHHUE C XOpa 0€3 eKCIO3HIINA.

OrpaHuYeHH JaHHHU TI0Ka3BaT, Y€ PUCKBT OT MUOKAPUT U IIEPUKAPAUT cliel BakcuHaiusa ¢ Comirnaty
IpH JIelia Ha BB3pacT OT 5 10 11 roauHu U3riaexaa no-HUChbK, OTKOJIKOTO MPH T€3U HA Bb3pacT OT 12

1o 17 ronuau.

C’B06H_IaBaHe Ha 1OJ03MpPaHy HECXKCJIaHU PCAKITNH

Cro0ImaBaHeTo Ha IMOIO3MPAHN HEKEJIAaHHU PEaKIIMU ciie]] pa3pelaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
NPOAYKT € BaxkHO. TOBA MO3BOJISABA a TIPOIBIKH HAOIOICHUETO Ha ChOTHOIICHUETO T0I3a/PUCK 3a
JICKapCTBEHUS MPOAYKT. OT MEIUIMHCKUTE CIICIUATUCTH CE U3UCKBA J]a ChOOIIaBaT BCSIKa
MOJI03UPaHa HeXellaHa Peakiusl Yype3 HallMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOYCHA B
[punoxenne V U 1a BKIIOYAT MAPTUIHAS HOMED, aKO € HaJTUUeH.

4.9 Ilpeno3upane
Wma HanW4YHY TaHHY 33 IPEI03UpaHe MPU 52-Ma YUYACTHHUIH, BKIFOUYCHH B KITIHHUYHOTO U3MUTBAHE,
KOHTO MMOPaJiy TPelika B pa3pekaaneTo ca noiayumnu 58 mukporpama Comirnaty. BakcuHupaHuTe He

C'bO6H_IaBaT 3a MMOBHUIIICHA PCAKTOICHHOCT WUJIW HEXKCIIaH!U PCAKIINU.

B cnyqaﬁ Ha OpCA03UpaHe CC NPCTIOPBHUBA IMPOCICAABAHC HA ) KU3HCHUTC (bYHKLII/II/I 1 BB3MOXKHO
CHUMIITOMATHUYHO JICUCHUC.
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5. ®APMAKOJIOTUYHU CBOMCTBA
51 d@apmakoaMHAMHMYHHU CBOIiCTBA
dapmMakoTepanieBTHUHA TpyIia: BakCUHU, BUpycHU Bakcuuu, ATC kox: JO7TBNO1

MexaHU3bM Ha IEWCTBUE

Hyxkneosunno momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTHITAIHH
HAHOYACTHILIM, KOETO MO3BOJISIBA JOCTaBsiHETO Ha Hepermiupama ce PHK B kinetkure
TOCTONPHUEMHHLIY, 32 1a HACOUYH MpexoHaTta ekcipecus Ha S anturena Ha SARS-CoV-2. n”PHK
KOAMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C JABE TOUKOBU MyTallMH B
LEHTpaJHaTa YyacT Ha crupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEMHH A0 MPOJIMH CTa0MIU3Hpa
S (spike) mpoTenHa B aHTUTEHHO MpPEANOYMTaHa Ipey3uOHHA CTPYKTypa. BakcuHaTa mpegu3BUKBa
KaKTO ITPOM3BOJICTBO HA HEYTPAIU3UPAIIN aHTUTENIa, TaKa U KJIEThYEH UMYHEH OTrOBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKe JIa ToniprHece 3a 3amura cpenry COVID-19.

EdukacHocT

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOT'OHALIMOHAIHO, PAHAOMH3HPAHO, IIale00-KOHTPOIUPAHO,
3acjeneHo 3a HaOmoaaTens npoyuBade (asa 1/2/3 3a ycraHoBsBaHe Ha 103aTa, CEIEKIUS Ha
KaHAMJATHU 3a BaKCHHA U €(UKACHOCT IIPHM YYaCTHULIM Ha Bb3pacT 12 u noseue roJuHu.
Panpomusanusita e crparuduuupana mno e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-rogunina
BB3pacT, WIH Ha Bb3pacT 56 1 noseue ronuHu, ¢ MUHUMYM 40% OT y4acTHUIIUTE B Ipynara

> 56 roguan. OT IPOYYBAHETO Ca M3KIIOYCHH YYaCTHHIIN, KOUTO ca UMYHOKOMIIPOMETUPAHH, U
YYaCTHHIM C TPEUIHA KIMHUYHA WIH MUKpoOnosorndHa auarsosa 3a COVID-19. Bxitouenn ca
YUYaCTHHUIM C Beue ChIIECTBYBAILO CTAOMIIHO 3a00IsIBaHe, ONpPeIesIeHO KaTo 3a00siBaHe, KOETO He
HaJjlara 3HauuMa MpoMsiHa B TEPaIUsTa WK XOCIUTAIU3aLus TOPaax BIOIIABaHE Ha 3a00JsIBAHETO
npe3 6-Te CeJAMMIIN IPEIU BKIFOUBAHETO, KATO YUYACTHHIIM C M3BECTHA CTAOMIHA HH(PEKIINS C YOBCIIKH
umyHozaeduuuter supyc (HIV), Bupyca na xenarut C (HCV) win Bupyca na xenatut B (HBV).

Ecduxacrocm npu yuacmuuyu na évzpacm 16 u nogeue 200unu — cieo 2 0o3u

B gacrra aza 2/3 na I[IpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau 10 14 noemspu 2020 r.,
npubm3utenHo 44 000 yyacTHHIIM ca paHIOMHU3UPaHU TIOPABHO U TPsOBa 1a mony4dar 2 qo3u uPHK
BakcuHa cpeiry COVID-19 unu mnane6o. AHaIU3bT 3a €PUKACHOCT BKIIIOUBA YYACTHULIM, HA KOUTO
BTOpAaTa BaKCHHAILMS € HallpaBeHa B paMKkuTe Ha 19 1o 42 auu cnen mbpBarta BakcuHanus. [loBedeTo
(93,1%) BakcuHHMpaHU ca MOTYy4UIIU BTopata f03a 19 no 23 nuu cien dosa 1. [lnanupano e
yYacTHUIHTE Aa ObaaT npocneasBanu 10 24 mecena cien [{o3a 2 3a onieHka Ha 6e30MacHOCTTa 1
e¢pukacaocrta cpeury COVID-19. B kmMuHHYHOTO pOyUYBaHe OT yYACTHUIIHUTE CE € M3UCKBAJIO J1a
cbOMI01aBaT UHTEPBAJ OT MUHUMYM 14 THH NIpeau U ciell IPUIOKEHUETO Ha NPOTUBOTPUITHA
BaKCHHa, 3a J1a nony4art win riane6o, i nPHK Bakcuna cperry COVID-19. B xnmnan4HOTO
MPOyYBaHE OT YYACTHHUIIUTE CE € M3UCKBAJIO J1a ChOII0AaBaT HHTEPBaJI OT MUHUMYM 60 JHU TIpeau
WIN CJIE/l KaTO ca UM OMITH MPUIIOKECHU KPbBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WK
UMYHOTTIOOYJIMHU B paMKHUTE Ha BPEMETO JI0 3aBhPIIBaHE Ha MPOYYBAHETO, 32 J]a MOTyJaT HITH
iane6o, un nPHK Bakcuna cpemy COVID-19.

[lomynanusara 3a aHanM3 Ha TbPBUYHATA TOYKA 33 ePUKACHOCT BKJItOYBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noseue roguau (18 242 B rpynara ¢ n”PHK Bakcunara cpemy COVID-19 u 18 379 B
rpynara c miane6o), 6e3 nanuu 3a npeauntHa napeknus cbc SARS-CoV-2 no 7 aau cien BTOpara
no3a. JlomenanTennHO nMa 134 yyacTHHIM Ha BB3pacT Mexay 16 u 17 roguam (66 B rpynara ¢ uPHK
BakcuHata cpemy COVID-19 u 68 B rpynara c miare6o) u 1 616 ygactHUIM - Ha Bb3pacT 75 u
noseue roaunu (804 B rpynata ¢ uPHK Bakcunata cperry COVID-19 u 812 B rpynara ¢ miane6o).

K®sMm moMenTa Ha IIbPBUYHUA aHAJIU3 34 6(1)I/IKaCHOCT YH4aCTHULUTE Ca NPOCJICAABAHU 3a CUMIITOMU Ha

COVID-19 B npoabmkenue Ha 001110 2 214 yoBekoroauuu B rpynara ¢ MPHK BakcuHaTa cpery
COVID-19 u o6mio 2 222 40BEeKOTOAWHHU B TPyIIaTa C 1iamnedo.
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Hsima KITMHAYHO 3HAYUMH Pa3iHKH B 00IaTa e()uKacCHOCT Ha BaKCHHATA TIPH YYACTHHUIIHA C PUCK OT
Texka popma Ha COVID-19, BKITIOYNTETHO Te3U ¢ | Wi MoBeYe ChITHTCTBAIIY 3200 IIBaHS, KOUTO
yBennuaBaT pucka ot Texka Gopma Ha COVID-19 (namp. actMa, nanekc Ha TenecHata maca (MTM)
> 30 kg/m?, xporn4HO GenoapoOHO 3a00IBaHE, 3aXapeH AUA0ET, XMIEPTOHHUS).

WNndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTtaBeHa B Tabnuna 2.

Ta6auna 2.  EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus aeH cien
Jo03a 2, mo Bb3pacToBH NOATPYNH — YYACTHULM §e3 JaHHH 32 HHGEeKI U npeau

7-mus neH cien Jlo3a 2 — nomysianus, oneHnMa 3a epukacaoct (7 1Hu)

bpBa nosia Ha COVID-19 ot 7-mus nen cien Jo3a 2 npu yyacTHUIU 6e3 JaHHU 32
npeaumna nudexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemry COVID-19 Inamedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Ilepnoa Ha BaKCcHHaTa, %
Hoarpyna Hadmoaenne” (N2") Haomoaenune” (N2") (95% AN)"
Bewuky yyacTHUIM 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronuun 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
1OBeYEe TOUHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 roguHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
1oBeYEe TOJUHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [IoTBBbpCHHTE CiTyyau ca ONpEeICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakius ¢ o0paTHa

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

crotBercTBan] Ha COVID-19 [*Omnpenenenue 3a caydaii: (moHe 1 0T) MoBHUIIEHA TeMIIepaTypa, HOBOTIOSIBHJIA

Ce WJIM 3acHJIeHa KalllIHIa, HOBOIIOSIBHJI C€ FUTM 3aCHJICH 3ayX, BTpHCaHe, HOBOIIOSBIIIA CE€ MM yBEeITMUEHA

00JKa B MyCKYJHTE, HOBOMIOSBHJIA ce 3ary0a Ha BKYC MJIF MHUPHC, BB3MAJICHO I'bPIIO, THAPHS WITH

MOBpBIIAHE. |

* B ananmsa ca BKIIIOYCHH YYACTHUIH O€3 CEpOJIOTHYHH WX BUPYCOJIOTHYHH JaHHU (TIpean 7-MHuS A€H cIex
mocjieaHara 103a) 3a MuHaaa uadeknus cb¢ SARS-CoV-2 (T.e. oTpuiateany 3a anTurena ¢ N-cCBbp3BaHe
[cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ TecT 3a ammmudukanys Ha HyKJIenHOBa KUCEINHA
(nucleic acid amplification tests, NAAT) [na3zanHa HaTpuBka] Ha Busutu 1 1 2) 1 ¢ oTpHIaTesIeH pe3ynTaT
ot NAAT (Ha3aiHa HaTpHUBKa) PH BCsIKa HEIUIaHUpaHa BU3UTA MpeAn 7-Must 1eH ciex Jlo3a 2.

a. N = bpoii ygacTHHLIU B TOCOUEHATA IPyTIA.

nl = Bbpoii yuacTHUIN, OTrOBapsILIHM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO0m1 mepuox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIM BBB BCSKa TPyIa B PUCK 10 OTHOIIEHHE Ha KpaifHaTa TO4Ka. BpeMeBHAT eproa 3a HaTpylBaHe
Ha cirydan Ha COVID-19 e ot 7-Mus aeH cien J{o3a 2 1o kpast Ha nmeprojia Ha HabmroaeHure.

r. n2 =0poi Ha yYaCTHUIIMTE B PUCK IO OTHOIIICHUE HA KpaiiHaTa TOYKa.

. JIBycTpaHHUAT nmoBeputesieH uHTepBal (JJN) 3a ehrkacHOCT Ha BakCUHATA € MOTy4eH Ha 0azaTa Ha MeToa
Ha Clopper u Pearson, kopurupan cpsiMo BpeMeTo Ha HabmoaeHue. {1V He e KopurupaH 3a MHOKECTBEHHI
aHaJIM3H.

o

Eduxacnocrra nHa n”PHK Bakcunara cpeury COVID-19 npu npeBeHuusITa Ha IbpBa MOsBa Ha
COVID-19 or 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ m1ane6o, ¢ 94,6% (95% noBeputelieH HHTepBa
ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ TIOBEYE TOJIMHY ChC WK 0€3 JoKa3aTeNCTBa 3a
npenunaa nHpekus cbe SARS-CoV-2.
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JIOITBITHUTEIIHO €MH MOATPYIIOB aHAIN3 HA MbPBUYHATA KpaliHa TOYKA TIOKa3Ba CXOJHU OILICHKU Ha
TOYKAaTa 32 e(UKACHOCT B TPYIHTE IO TI0JI, ETHUYECKA MPUHAIISKHOCT M YIACTHULIH ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHM C BUCOK PHCK OT Texkka ¢popma Ha COVID-109.

W3BbpIenn ca akTyanu3upaHu aHAIH3H 32 €(pUKaCHOCT MPH HATHMYUETO Ha JOMBIHATEHH,

notBbpaeHu ciydan Ha COVID-19, naTpynainu ce 1o BpeMe Ha 3aCIeIeHOTO IIaled0-KOHTPOIHPAHO

npocJjieAaBaHeC, 06XBaH.[aI]_IO nepuoga a0 6 MEcCfCla CiIcq ,Z[osa 2B nomyJjiagudaTa 3a e(bI/IKaCHOCT.

Axryanu3upanara nHpopManus 3a ehUKacHOCTTa Ha BAKCHHATA € Tpe/icTaBeHa B Tabmuma 3.

Tao6iauna 3.  EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus jeH caen
Jo3a 2, mo Bb3pacToBU NOATPYNH — YYACTHHIH (€3 IaHHM 32 MPeIUIIHA
undexuus c¢ SARS-CoV-2* npeau 7-mus aeH cien Jlo3a 2 — nonysanus,
oneHHMa 3a epukacHocT (7 AHM), IO BpeMe Ha IJIane00-KOHTPOJIUPAHUS IePHOT
Ha npocJjeasiBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
N#=20 998 N#=21 096
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepnoa Ha Ilepnoa Ha BaKCcHHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenne”® (N2") (95% an™)
Beuuku ygacTHHIH® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 mo 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
1OBeYEe TOTUHU 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 roguHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha Bb3pacT 75 u 1 26 96,2
1oBeYEe TOTUHU 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpEHHTE CiTyyau ca ONpeeICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ o0paTHa

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

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

e KalllINI[a; HOBOTIOSIBUII C€ MJIM 3aCHIJINII CE 3ayX; BTPHCAHE; HOBOMOSBIIIA CE MJIM YBEINYMIIA ce OOJKa B

MyCKmeTe HOBOIIOSIBHJIA CE 3ary0a Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPHS; MOBPBINAHE).

B ananm3a ca BKIIOYCHH YYaCTHHIN Oe3 TaHHM 3a MuHana nHpekusa cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a

anTuTena ¢ N-cBpp3BaHe [cepyM] Ha Bmsura 1 u Heotkput SARS-CoV-2 ¢ NAAT [nHazanHa HaTpuBKa] Ha

Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKa) MPU BCSKA HETJIAaHUpPaHa BU3UTA

npesu 7-must JaeH cien J{o3a 2.

N = Bbpoii yqacTHHLIM B IOCOYEHATA IpyHa.

nl = Bbpoii yuacTHUIIN, OTrOBapsILIM HAa ONPE/ICJICHNETO 32 KpalHaTa TOYKa.

B. OO nepuox Ha HaOmoxenue B xwisyin (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka IIpu BCUYKH
Y4YacTHHIM BBB BCSIKa IPyIa B PUCK 10 OTHOIIICHUE Ha KpaliHaTa TO4Ka. BpeMeBUsAT nepro/ 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen J{o3a 2 1o Kpast Ha ieproja Ha HaOJIroieHue.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

I. JByctpaHHUAT 95%-eH noBepurencH uaTepBan (1) 3a epukacHOCT Ha BakCHHATA € TIOJTy4YeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMETO Ha HAOJIOICHIE.

€. BxirouBa noTBBbpAECHU Cilydau IpU y4aCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata ¢ uPHK Bakcunara
cpemry COVID-19; 16 B rpynara ¢ mare6o.

IS

B akryanusupanute aHanusu 3a epukacHocT, epukacHocTTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHnuATa Ha osiea Ha COVID-19 ot 7-must cien J{o3a 2 B cpaBHeHHe ¢ miane6o e 91,1%
(95% U ot 88,8% mo 93,0%) npe3 nepuoza, koraro Bapuanture Wuhan/nmus tun u Anda ca
JOMUHHPAIIUTE TUPKYIUPAIIH [IAMOBE MPH yYaCTHULIMTE B MOIMyJauusiTa, OLleHUMa 3a e(puKacHOCT,
chC Wi Oe3 JaHHU 3a npeauiiHa uHpekus cbe SARS-CoV-2.
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JIOITBJTHUTEIIHO aKTyaTH3UPaHUTE aHAIHM3H 32 (UKACHOCT IO MOJATPYIH ITOKa3BaT CXOAHU TOUYKOBU
OLICHKH 3a e(pMKACHOCT B IPYIUTE T10 M0JI, ETHHYECKa IPUHAUICKHOCT, Teorpadcko MOIoKeHNE U IPH
YUYaCTHHUIUTE ChC CHIIBTCTBAIIM 3a00JsIBAHUS U 3aTIILCTABAHE, CBbP3aHHU C BUCOK PUCK OT TEXKKa
¢opma na COVID-19.

Eduracnocm cpewyy mescka popma na COVID-19

AKTyaJlu3upaH aHaju3 Ha BTOPUYHUTE KPaHU TOYKH 3a €(PUKACHOCT MOAKpers moia3ata ot uPHK
BakcuHata cpeiry COVID-19. Bakcunara npenorpatsiBa Texka ¢popma Ha COVID-19.

Ot 13 mapt 2021 r. edpukacHOCTTa Ha BakCcHHATA cpelty Texka hopma Ha COVID-19 e npencraBena
caMo 3a yYaCTHHIIM ChC WK 0e3 npeauiiHa uHpekiust cb¢c SARS-CoV-2 (Tabmauna 4), Thid KaTo
Oposar na ciyyaute Ha COVID-19 npu yyactaunm 0e3 npeanmna nadekuus cec SARS-CoV-2 e
CBIIUAT KAaTO TO3W NPH YYaCTHUIHM Che MM Oe3 npeaniiHa uHpekuus cb¢c SARS-CoV-2 u B aBete
rpynu — Ha UPHK Bakcunara cpenry COVID-19 u Ha mutane6o.

Taoauna 4. EduxacHocT Ha BAKCHHATA — TbPBA N0siBa Ha Te:kka ¢opma Ha COVID-19 npu
YYaCTHHIHU cbc WK 0e3 mpeaumHaa uHgexnus cb¢c SARS-CoV-2 na 6azata na
onpeieJIeHUETO HA ATEHIIMATA 32 KOHTPOJI Ha XpaHuTe U JekapcrBaTa (Food
and Drug Administration, FDA)* caen Jlo3a 1 uiam ot 7-mus nex ciaea Joza 2 B
Nepuoa HAa MpocieasiBaHe Ha IIane00-KOHTPOJMPAHOTO POYYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Ciayvan Ciyuan
ni? ni? Eduxacnoct Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
naduonenne (N2°) nadsonenne (N2°) (95% ")
1 30 96,7
Crnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2¢ 6,522™ (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [IoTBbpEHHTE CiTyyau ca ONpEeICH! 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€ HITH 3aCHIIHIIA
e KalllJINI[a; HOBOTIOSIBUII C€ MJIM 3aCHIINII CE 3ayX; BTPHCAHE; HOBOMOSBIIIA CE MJIM yBEIWYMIIA ce OOJIKa B
MYCKYJINTE; HOBOIIOSIBHJIA CE 3ary0a Ha BKYC MJIM MHPHC; BB3IIAJICHO I'bPJIO; ANAPHS; MOBPBINAHE).
* Texxka popma Ha COVID-19, xakro e onpeznenero ot FDA, e motespaer COVID-19 u nHanmumne Ha Hali-MaJko
1 ot caenuure:
e  KimHWYHM IpHU3HAIM B TIOKOH, TOKA3aTEITHH 32 TE)KKO CHCTEMHO 3a00JIsBaHe (MXaTeTHa YeCTOTa
> 30 BauIIBaHUS B MUHYTA, ChpJIcUHa yecToTa > 125 ynapa B MuHyTa, KUCIOpOHA caTypaius <93%
Ha CTacH BH3AyX Ha MOPCKOTO paBHUIIC WX CbOTHOMICHUE HA apTCPUATHOTO IMapuruaIHO HAJATaHEC Ha
KHCIIOpO/a KbM (pakimsaTa Baumiad kuciaopon < 300 mm Hg);
e JluxaTteqHa HEJOCTATBYHOCT [ONpeelieHa KaTo HyXk/ia OT 10/1aBaHe Ha KUCIIOPO/I C BUCOK TOTOK,
HCWHBA3WBHA BEHTWIAIUA, MCXaHNYHA BEHTWIAIUA UKW CKCTpaKopIropaiHa MeM6paHHa OKCUIrcHanus
(extracorporeal membrane oxygenation, ECMO)];
e JlaHHU 3a IIOKOBO CHCTOSHHE (CHCTOIMYHO KpBbBHO Hanmsrane < 90 mm Hg, nuacTonndHo KpbBHO
Hamsrase < 60 mm Hg wim Hy)Ia oT Ba3ompecopn);
e  3HaunMa ocTpa ObOpedHa, YepHOAPOOHA MM HEBPOJIOTUYHA TUC(HYHKIHS;
e [IpuemaHe B OT/eNeHNE 32 HHTEH3UBHU TPHXKH;
e  CwMmbpT.
nl = bpoit yuacTHHIIH, OTTOBAPSILIN HA ONIPEICICHHUETO 3a KpalfHaTa TO4Ka.
n2 = bpoii Ha yyaCTHUIMTE B PUCK 10 OTHOIIIEHHE Ha KpaifHaTa TOYKa.
B. JIByctpanuusT nosepurenen unrepsai (JJ1) 3a epukacHocTTa Ha BAKCHHATA € MOJIy4YeH Ha 0a3aTa Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HaOJII0/ICHUE.

r. EdukacHocT, onienena Ha 6a3ara Ha 1sata HaMuHa (Moqudunupana intent-to-treat) momysarus ot
y4JacTHHIM, osyunnu Jlo3a 1, 3a oneHKa Ha epUKaCHOCTTa, KOSITO BKIIIOYBA BCHYKH PaHIOMHU3UPAHU
YYaCTHHIIH, TTOJYYMIN Hali-MaIKoTo | 03a OT M3NUTBAaHATa HHTCPBEHIIMSL.

IS
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n.  O6m nepuon Ha HaOmoaeHue B Xwisian (1 000) 4oBekoroauHM 3a AajieHaTa KpaifHa TOYKa PHU BCUYKH
YYaCTHHUIM BBB BCSKa TPyIa B PUCK 10 OTHOIIEHHE Ha KpaiHaTa TOUYKa. BpeMeBHT eproa 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot lo3a 1 1o kpast Ha reproia Ha HaOIOACHHUE.

e EdwuxacHocr, onenena Ha 6a3arta Ha MOMyJIAIIATA, OIIEHUMA 3a €(pUKacHOCT (Ha 7-MHs IEH), KOSTO BKITIOYBA
BCHYKH TIOAXO SN PAaHIOMU3UPAHH YIaCTHHUIIH, TTIOTyYIITH BCHYKH JJO3W OT M3MIMTBAHATA MHTECPBCHITHS,
KaKTO ca PaHIOMHU3UPAHH B IPEIBAPUTEITHO OIIPEICICHHUS IIPO30PeIT, O3 APyTH CHIECTBEHH OTKIOHEHHS OT
MPOTOKOJIA, KAKTO € OTPEIEIICHO OT KIMHHUIIUCTA.

k. OO neproa Ha HaOroaeHue B xusian (1 000) 4oBeKOTOMHY 3a Ja/icHaTa KpaifHa TOUKa IPU BCUYKH
YUYACTHHUIIM BbB BCSKA IPyIa B PUCK MO OTHOIICHHE HAa KpaiHATa TOUKa. BpeMeBUsIT epro/1 3a HATPYIIBaHE
Ha ciaydaun Ha COVID-19 e ot 7-must aeH cien Jo3a 2 10 Kpast Ha niepuo/ia Ha HaOJIroIcHHE.

Eduracnocm u umynozennocm npu ronowiu Ha evspacm 12 0o 15 200unu — cied 2 003u

[Ipu nmppBOHauaneH ananus Ha [IpoyuBane 2 npu roHOIIK Ha BB3pacT 12 g0 15 ronunu (c MeanaHa Ha
NPOIBIDKUTEIHOCTTA Ha MpociieAsBane > 2 Mecena cien Jlo3a 2) 6e3 jaHHu 3a npeauiHa nH}exnus,
Hsama ciydad npu 1 005 yyacTHuIM, TOIYYHIN BaKCHHATa, U MMa 16 citydas npu 978 ydacTHHIIH,
noiyumin tiane6o. ToukoBara oneHka 3a epukacuoct € 100% (95% nosepurenen natepsain 75,3;
100,0). IIpu yuacTHuIM cbc MU O€3 NaHHM 32 NpeauinHa nHpekuus uma 0 ciaydas npu

1 119 yvacTHHIM, MOMYYHIN BakcuHata, v 18 ciydas npu 1 110 yuacTHUIM, TOTYyYWIH TI1a11e00.
ToBa chI0 MOKa3Ba, Ye TOYKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen naTepBan 78,1;
100,0).

AKTyalM3upaHy aHaJH3| 332 ePUKACHOCT ca HAIPAaBEHU MPH JOIBIHUTEIHHU MOTBBPJCHU CITy4an Ha
COVID-19, Bp3HMKHAIM 1O BpeMe Ha 3aciIeNeHo M1ane00-KOHTPOIMPaHo NpociesiBaHe, KOETO
MpeacTaBisiBa 40 6 Mecena ciieq 103a 2 B HOoMyJlauusiTa 3a e(UKacHOCT.

B akryanmsupanus ananus 3a epukacHoct Ha [IpoyuBane 2 npu oHOIM Ha Bb3pacT 12 no 15 roauHy,
0e3 JaHHU 3a MpeJuiliHa nHPeKus, HaMa ciydan npu 1 057 ydacTHULM, NOTYYHIN BaKCUHATA, U UMa
28 cinyvas npu 1 030 yuactanny, nomyuniu miane6o. ToukoBaTa oueHka 3a epukacaoct € 100%
(95% nomepurenen untepsan 86,8; 100,0) npe3 neproa, KoraTo BapuaHThT Ajida € JOMUHUPAIIHST
mupKynupa mam. [Ipu ygactHunm cbe uam 6e3 JaHHU 3a npeauiHa nHpekuus uma 0 cirydasi npu

1 119 yuacTHunm, noxy4riu BakcuHata, U 30 ciaydast mpu 1 109 yyactHuIm, momydnin miamne6o.
ToBa chIIO MOKA3Ba, Y€ TOUKOBATA OleHKa 3a eduracHocT € 100% (95% noBepuresneH unteppan 87,5;
100,0).

B IIpoyuBane 2 e mpoBeieH aHAJIW3 HA TUTPUTE HA HEYTPAIU3UPAIINUTE aHTUTENA CPELTY
SARS-CoV-2 1 mecen cnen Jlo3a 2 npu u3dpaHa Ha ClydacH MPUHIIMIT IOJTPYIa yYaCTHHIIN O0e3
CEPOJIOTHYHY WJIM BUPYCOJIOTUYHH JaHHH 32 MuHaa ek cbc SARS-CoV-2 no 1 mecer cien
Jo3a 2, cpaBHsBaII OTTOBOpPA MPH FOHOIIX Ha BB3pacT 12 no 15 roguau (n = 190) ¢ To3u mpu
y4YacTHHIM Ha Bb3pacT 16 g0 25 rogunu (n = 170).

CBHOTHONIEHHETO Ha CPETHO TEOMETPUYHHTE TUTPH (geometric mean titres, GMT) nipu BB3pacToBaTa
rpyna 12 no 15 rogunu cripsiMo Be3pactoBara rpymna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnenoBaTenHo € TOCTHIHAT KPUTEPUSAT 3a HE MO-MaJika e(hUKACHOCT, KOUTO €
cboTHOIIEHHE 1,5 , Tl KaTo mosHaTa rpaHuLa Ha 2-ctpanHust 95% JIU 3a cpeqHO reoMeTpudHOTO
chOTHOIIEHHE (geometric mean ratio, GMR) e > 0,67.

Edurxacnocm u umynozennocm npu deya na evspacm 5 0o 11 2oounu (m.e. na 6b3pacm 5 00 noo
12 200unu) — creo 2 oosu

[IpoyuBane 3 e npoyuBane ¢a3za 1/2/3, BkIrouBaIo yact, KOSTO € OTKpUTO IpoyuBaHe (dasa 1) 3a
oTIpeJieIsIHE Ha J103aTa Ha BakCHMHATa 1 4acT (¢a3za 2/3), KosSTO € MHOTOLICHTPOBO, MHOTOHAIIIOHAITHO,
PaHIOMU3UPAHO, KOHTPOJIMPAHO C (PU3HOJIOTHYCH PA3TBOP KaTo IUIaredo, 3aciieneHo 3a
U3CJIeZI0BaTeNs IPOYYBaHE, B KOETO ca BKJIFOUEHH yJacTHHUIIM Ha Bb3pacT 5 1o 11 ronunu. Ilosedero
(94,4%) ot paHIOMH3UpaHUTE BAKCHHUPAHU YYaCTHHLIM ca MOJIY4WIH BTOpa A03a 19 1o 23 nuum crnex
Hoza 1.
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[TepBOHAYATHNTE AECKPUNITUBHU PE3YNITATH 3a €(UKACHOCTTA HA BAKCHHATA IIPH JIela Ha Bb3pacT

5 mo 11 roaunu 6e3 naHuu 3a npeauiinHa napexnus cbe SARS-CoV-2 ca npencrasenu B Tabnuia 5.
He ca nabmonaBanu ciyyan Ha COVID-19 HuTO B rpymara ¢ BAKCHHATa, HUTO B IpymaTa ¢ mianebo
NpY YYaCTHHLM C JaHHU 3a npeaunina ndekuus cbc SARS-CoV-2.

Tabdauua 5.  EduxacHoct Ha BakcuHaTa — bpBa mosiea Ha COVID-19 ot 7-mus neH cien
Jo3a 2: yuacTHuuu 0e3 fannu 3a undexuus npeau 7-mus aeH cien Jdoza 2 —
¢haza 2/3 —monynanus, oneHUMa 3a e(pUKaACHOCT, CHCTOAIIA ce OT Jela HAa
BBb3pacT 5 10 11 rogunm

[IspBa nosisa Ha COVID-19 ot 7-mus aen ciaen Jdo3a 2 npu neua Ha Bs3pact S 10 11 roqunu 6e3
JAHHH 32 npeauinHa nHpekuus cb¢c SARS-CoV-2*

uPHK Bakcuna cpemy
COVID-19
10 ug/no3a Mnauedo
N*=1 305 N?*=663
Cayuaun Cayuyau
n1® n1% E¢ukacnoct Ha
Ilepnoa Ha Ilepnox Ha BaKkcuHaTa %
Ha0aoaenne® (n24) Haomoaenne” (N2") (95% AN)
Jlena Ha BB3pact S5 10 3 16 90,7
11 ropuHu 0,322 (1 273) 0,159 (637) (67,7; 98,3)

3abenexka: [IoTBBpICHHUTE ClTyyau ca OMpPECeIICHH Ype3 MoJMMepa3Ha BeprKHA PeaKIus ¢ 00paTHa

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

cvotBercTBal] Ha COVID-19 (cumMnTomMuTe BKJIIOUBAT: MOBUIIIEHA TEMIIEPATYpPa; HOBOIMOSBUIIA CE UJIH 3acHIIMIa

Ce KallUTHIa; HOBOIIOSIBIII CE WJIM 3aCHIIUII CE 3alyX; BTPUCAHE; HOBOIOSBUIIA CE WM YBEIHUYWIIA ce OOJIKA B

MyCKmeTe HOBOTIOSIBHJIA ce 3ary0a Ha BKYC MJIF MHUPWC; BB3MAJICHO T'bPJI0; AUAPHS; IOBPHIIAHE).
B anaiu3a ca BKIIFOYCHH YIaCTHHIM O3 HaHHM 3a MuHaia nHpekms cbc SARS-CoV-2 (T.e. oTpruaTe ity 3a
anrurena ¢ N-cebp3BaHe [cepyMm]| Ha Busura 1 u neotkpur SARS-CoV-2 ¢ NAAT [Ha3anHa HaTpuBKa] Ha
Bmswutu 1 u 2), u ¢ orpunatenex pesynrtat oT NAAT (Ha3anHa HaTpHUBKA) MPH BCSAKA HEIUTAHHPaHA BU3UTA
npenu 7-mus neH cuen Jlosa 2.

a. N = bpoil yuacTHUIM B TOCOUEHATA IPyIIa.

nl = bpoii yyacTHHIIM, OTTOBapsILK Ha ONPEICIICHUETO 3a KpaliHaTa TOUKa.

B. OO nepuox Ha HaOmoxenue B xwisyan (1 000) yoBekoroanHy 3a JajeHara KpaiHa To4Ka Ipu BCHYKH
YUYACTHHUIIM BBB BCSKA TPYIa B PUCK 1O OTHOIIICHHE HAa KpaifHaTa TOUKa. BpeMeBUsIT epro 1 3a HATpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 kKpast Ha iepuojia Ha HaOJroIcHHE.

r. n2 =bpoil Ha yyaCTHULIUTE B PUCK IO OTHOILIEHUE HA KpailHaTa TOYKa.

o

HampaBen e ananu3 3a epukacHOCT Ha 0a3a MPEIBAPUTEITHO OMPEACIICHH XUTIOTE3H ITPH
JIOIBJIHUTEIHN NOTBBpAcHU ciaydan Ha COVID-19, Bb3HUKHANM 110 BpEME Ha 3aCJICTICHO
TTane00-KOHTPOJIUPAHO MPOCIEIIBaHe, KOSTO MpeIcTaBisaBa 10 6 mecena cuen Jo3za 2 B
MOMyJIaIusITa 3a e(hUKacHOCT.

B ananusa 3a epukacaoct Ha [Ipoyusane 3 npu nena Ha Bp3pact 5 1o 11 ronunu, 6e3 gaHHH 3a
npeauniHa nHdeknus, ca Hadmoaasanu 10 ciryyas npu 2 703 yyacTHUIIH, TOJTyYHITA BAKCHHATA, U
42 ciryqast ipu 1 348 yyactaunm, momy4niu riane6o. ToukoBata oreHka 3a edukacHocT e 88,2%
(95% noBepurenen uaTepBain 76,2; 94,7) npes nepruoja, KOraTo BapuaHThT JledTa € JOMUHUPALUST
nupKynupani mam. [Ipu ygacTHUIM cbe WU O3 TaHHM 3a MpeauInHa nHpeKus umMa 12 ciydast npu
3 018 yuacTHUIHM, TOTYYUIIM BakcHHATa, ¥ 42 ciydas ipu 1 511 ywyacTHuIM, nmomy4min mianedo.
ToukoBaTa oreHka 3a eduxacHoct e 85,7% (95% moseputeneH uatepsan 72,4; 93,2).

B IpoyuBane 3 npu aHaIM3 Ha TUTPUTE HA HEyTpalIu3upamure anturena cpemy SARS-CoV-2,
HaMajIsBan BupycHara aktuBHOCT ¢ 50% (NT50), 1 mecerr cien Jlo3a 2 npu n3bpaHa Ha ciayJ4acH
MIPUHIIATI TIOTrPYIIa YYaCTHUIN € IEMOHCTpHpaHa e(heKTUBHOCT ¢ TIOMOIITA HA ,,AMYHOJIOTHYCH
OpMIKMHT HA IMYHHHU OTTOBOPH 32 CpaBHEHHE Ha Jiena Ha Bh3pacT 5 1o 11 rogunu (T.€. Ha BB3pacT
5 no mox 12 romuum) B yactra ¢asa 2/3 na [Ipoyusane 3 ¢ yuacTHUIM Ha Bh3pacT 16 10 25 roiuHu B
yactTa ¢aza 2/3 Ha [IpoyuBane 2, KouTO ca 63 CEpOIOTUYHHU WIIM BUPYCOJIOTHYHH JTaHHU 32 MHHAJA
nHpekmus cbec SARS-CoV-2 no 1 mecery cnex Jlo3a 2 1 KOUTO OTTOBApSAT HA TIPEIBAPUTEITHO
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OTIpeICTICHUTE KPUTECPUH 32 ,,AMyHOJIOTHICH OPUIKUHAT KAaKTO IO OTHOIIICHNE Ha CPETHO
TEOMETPUYHOTO ChOTHOIICHHE (geometric mean ratio, GMR), Taka 1 110 OTHOIIICHUE HA pa3inKaTa B
CEpOJIOTUYHUS OTTOBOP, ONPEACNICH KaTO MOCTUraHEe Ha Hal-MajKko 4 mbTU noBuiieHue Ha SARS-
CoV-2 NT50 ot u3xonHo HuBo (mipeaun [Jo3za 1).

GMR na SARS-CoV-2 NT50 1 mecenr cien Jlo3a 2 mpu Aena Ha Bb3pact 5 70 11 roguuu (T.€. Ha
BB3pacT 5 10 nof 12 ronuHM) cipsiMO TOBa NP MIIaAH Bb3PAaCTHU Ha Bb3pacT 16 10 25 roaunu e 1,04
(2-ctpanen 95% JAN: 0,93; 1,18). Cpexn yuactHuimre 63 npeAnIiHu JaHHA 3a nH}ekus cbe SARS-
CoV-2 no 1 mecen cien Jlo3a 2, 99,2% ot neunara Ha Bb3pacT 5 1o 11 rogunu u 99,2% ot
YYaCTHHULMTE Ha BB3PacT 16 10 25 ronnHu nMat cepojorudeH oTroBop Ha 1-Bus mecen ciex lo3za 2.
Paznukara B ChOTHOLIEHHETO HA YYaCTHULIUTE ChC CEPOJIOTMYEH OTTOBOP MEXKIY 2-T€ Bb3pacTOBU
rpynu (nena — muaau Be3pactan) e 0,0% (2-crpanen 95% JAU: -2,0%; 2,2%). Tazu uadopmarms e

npencraBeHa B Tabnuia 6.

Ta6auma 6. O6o01IeHNEe HA CPETHO T€OMETPUYHOTO CHOTHOIIIEHHE HA TUTPUTE HA
HeyTpaJu3upalluTe AaHTUTEIA, HAMAJISIBAIM BHPYCHATA aKTUBHOCT ¢ 50%, 1
pa3jinKaTa B MPOLEHTHTE HA YYACTHUIH ChC CEPOJTOTHYeH OTTOBOP — CPABHEHHE
Mexay aeta Ha Bb3pacT S 10 11 roqunu (IlpoyuBane 3) u yyacTHUIIM HA Bb3pacT 16
1o 25 ronunu (IIpoyuBane 2) — yuacTHunu 0e3 1aHnHu 3a uHgexnus 10 1 mecenr cien
Jo3a 2 — moarpyna 3a ,,HMYHOJIOrHY€eH OPUIKAHT® — (paza 2/3 —momynanus,
OIl€HHMA 32 HMYHOTE€HHOCT

nPHK Bakcuna ¢

ey COVID-19

10 pg/no3a 30 ug/mo3a
5 no 11 rogunu 16 mo 25 ronuHu 5 no 11 rogunu/
N2=264 N2=253 16 10 25 ronuHu
ITocTurnara e
npH ,,UMyHO-
Bpemena GMT* GMT* GMR" OpuIKHT ™"
TOuKAa® (95% JIN®) (95% JIN®) (95% JIN") (JI/H)
Cpeano
reoMeTpuveH
TUTHP HA
HeyTpaJu3u-
pauure
aHTHUTEIA,
HaMaJIsIBaII[
BHpYCHATA
akTHBHOCT ¢ |1 mecerg
509%c¢ cien 1197,6 1146,5 1,04
(GMT®) Jloza 2 (1106,1;1296,6) | (1045,5;1257,2) | (0,93;1,18) I
ITocTurnara e
npH ,,UMyHO-
Bpemena n* (%) n* (%) Paziuka %"| OpumKuHr"
TOuKa® (95% JII®) (95% JII®) (95% ") (JI/H)
CreneH Ha
cepoJsioruveH
otrosop (%)
NpH THTHP
Ha
HeyTpaJu3u-
pauure
aHTHUTEIA,
HaMaJIsIBalI|
BupycHara |1 mecer
AKTHBHOCT ¢ [CJIE] 262 (99,2) 251 (99,2) 0,0
50%* Jloza 2 (97,3; 99,9) (97,2; 99,9) (-2,0; 2,2) I

Cokpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno croTHowmenue; GMT = cpenno
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reomerpuyeH TUThP; LLOQ = noxna rpanuna Ha konmuectBeHo onpenensne; NAAT = tecr 3a ammndukanys

Ha HyKJIenHOBU kucenuan; NT50 = THTBp Ha HEYTpaIN3UpAIIUTE AHTUTENA, HAMAaIABalll BUPYCHATa aKTUBHOCT C

50%; SARS-C0OV-2 = TexbK OCThP PECIIUPATOPSH CHHIPOM KOPOHABUPYC 2.

3abenexka: B ananmza ca BKITIOYEHH YIaCTHUALIN 0€3 CEPOIOTHYIHH WM BUPYCOJOTUIHH JTAaHHU (TIPH B3eMaHe Ha

KpbB 110 1 Mecen cien Jlosa 2) 3a muHaia uadexus cbc SARS-CoV-2 (T.e. orpuiiarennu 3a anturena ¢ N-

cBBp3BaHe [cepym] Ha Busura 3a Jlo3a 1 u 1 mecers cinen [{o3a 2, Heotkputr SARS-CoV-2 ¢ NAAT [HazanHa

HaTpuBKa] Ha Busuture 3a [{o3a 1 u [lo3a 2 u ¢ orpunateneH pe3ynarar oT NAAT (Ha3zanHa HaTpUBKA) IpH

B3E€MaHe Ha KPbB Ha BCSKA HEIUIAaHWpPaHa BU3UTA JI0 eAnH Mecel cien [lo3a 2), kakTo 1 0e3 aHaMHe3a 3a

COVID-19.

3abenexka: CepoJOrHYHUAT OTTOBOP ce NeuHUpa KaTo MOCTUraHe Ha > 4 IIbTH MOBHIIIEHUE OT U3XOHO HUBO

(npenu Jlo3a 1). Axo cTofHOCTTa ITPU U3MEPBAHETO HA M3XOAHOTO HUBO € o LLOQ, pesynrtat oT aHanus3 ciex

BakcuHanuaTa > 4 X LLOQ ce cuuta 3a cepoIOTHYEH OTTOBOP.

a. N = bpoii yyacTHHIM ¢ BaJMJHU U SICHU Pe3yJITaTH OT TeCTa Ipeay BakcuHanusaTa u 1 mecen ciexn Jlo3a 2.
Tesu cTofHOCTH CBIO TaKa ca 3HAMEHATEIH, U3II0JI3BaHH IPH MIPOLEHTHUTE U3UUCIICHUS 3a CTEIICHTa Ha
CEpOJIOTUYEH OTTOBOP.

OmnpernieneHo Mo MpOTOKOJI BpeMe 3a B3eMaHe Ha KPbBHU MPOOH.

B. GMT u 2-ctpannute 95% JIU ca n3unciaeHn 4pes CTENEHyBaHE HA CPEHATA JJOrapUTMUYHA CTOIHOCT Ha
tutpute u crorBeTHUTE JIU (Ha 6a3aTa Ha t-pasnpenenennero Ha Student). Pesynratute ot ananusa moz
LLOQ ca 3amanenu karo 0,5 x LLOQ.

r. GMR u 2-ctpannure 95% /IU ca u3uncnenu upe3 CTENEHyBaHEe Ha CpeHATA Pa3JIMKa B IOTAPUTMUYHUTE
CTOHHOCTH Ha TUTpHUTE (BB3pacT 5 1o 11 rogunau MuHyc BB3pact 16 1o 25 roaunn) u crorBetHHd AU (Ha
Oasara Ha t-pasnpeneneHuero Ha Student).

n. ,,AmyHonoroueH OpumkuHr' Ha 6a3ata Ha GMT e neknapupan, ako J0JHATa IpaHuIa Ha 2-cTpaHHust 95%
JIN 3a GMR e no-rossima ot 0,67 u ToukoBaTa oreaka Ha GMR > 0,8.

e. SARS-CoV-2 NT50 e onpezerneH ¢ moMomITa Ha TeCT 32 MUKpoHeyTpanu3anus Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu anannza ce n3non3Ba (GiryopecleHTeH penopTep BUPYC, MOIyUYeH OT IaMa
USA WA1/2020, 1 BupycHaTa HEyTpanu3alys ce OTINTa BbB Vero KiIeTbuHH MoHocsoeBe. NT50 Ha
poOuTe ce onpesiess KaTo pelUIpoYHOTO CEPYMHO paspexaane, npu koero 50% ot Bupyca ce
HeyTpaJu3upa.

XK. n=bpoil yqacTHHIM ChC ceposiornyeH oTroBop Ha 6azata Ha NT50 1 mecen cnent J{o3a 2.

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

u. Pasnuka B ChOTHOIIEHUSTA, H3PA3eHH KaToO MPOIEHT (BB3pacT 5 10 11 roauman MuHyc Bh3pacT 16 10
25 ronunm).

i. 2-crpanen J{M, 6asupan Ha MeToaa Ha Miettinen u Nurminen 3a pa3jnkara B CbOTHOIICHHSATA, H3Pa3cHA
KaTO IPOIICHT.

K. ,JIMyHOnoruueH OpumKkuHr", 6a3upaH Ha CTENEHTA Ha CEPOJIOTHYEH OTrOBOP, € YCTAaHOBEH, aKo JI0JIHaTa
rpanuiia Ha 2-ctpannus 95% JIU 3a pa3nukara B CepOJOTHYHUS OTTOBOP € mo-roysima ot -10,0%.

w

Umynozepennocm npu deya Ha evzpacm om 5 0o 11 2oounu (m.e. 5 0o nod 12-200uwina ev3pacm) —
creod bycmep 003a

Byctep no3za Comirnaty € nagena Ha 401 nmpou3BosiHO U30panu yyactHuiM B [IpoyuBane 3.
EdextuBaocTTa Ha Oyctep A03a pH BB3pacT oT 5 1o 11 rogunum ce onpenens OT IMyHOT€HHOCTTA.
Ta3u umyHorennoct 6e ouenena upe3 NT50 cnpsimo pedepentaus mam nHa SARS-CoV-2
(USA_WA1/2020). Ananu3u Ha NT50 1 mecen ciien Oycrep /103a B CpaBHEHHE € IIpeu OycTep 103a
JeMOHCTpHpAT chliecTBeHO yBesnueHue Ha GMTs npu imuua ot 5 1o 11-rogumnaa Bb3pacT 6e3
CEPOJIOTMYHY UJIM BHPYCOJIOTUYHY JaHHH 32 MuHaa SARS-CoV-2 undexmus no 1 mecen ciien mo3a 2
u Oyctep no3a. To3u aHanu3 ¢ 00001IeH B Tabnua 7.

Tabauna 7. O6o6menune Ha cpenHo reomerpuyHuTe TUTPH — NT50 — yyacTHuu Ge3
AoKa3aTe/icTBa 3a HHpeKuMs — pa3a 2/3 — Habop MMYHOTEHHOCT — OT 5 /10
11l-roguimna Bb3pacT —MONMYJIAIHMs OLeHHMA 32 HMYHOT€HHOCT

BpemeBa Touka 3a B3eMaHe Ha mpo0a®
1 mecen ciiex dycTep
1 mecen ciien 0ycrep 1 Mecen cjiex 103a 2 no3a/
no3a (n°=67) (n%=96) 1 mecerr ciaex g03a 2
GMT® GMT® GMRT
Ananus (95% CI™) (95% CI®) (95% CI")
Tect 3a HEyTpaIU3aLus 2720,9 1253,9 2,17
Ha SARS-CoV-2 - (2 280,1; 3 247,0) (1116,0; 1 408,9) (1,76; 2,68)
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| NT50 (tutsp) |

Crokpamenuns: JIU = noseputenen uarepsain, GMR = cpenno reomerpuyuno chotHomeHue; GMT = cpenHo
reomerpudeH TUTHP; LLOQ = mosHa rpaHuia Ha KoimdecTBeHO onpenessine; NAAT = Tect 3a aMIITUpUKaIAs
Ha HyKJIenHOBH KucenuHu; NT50 = TUThp Ha HEyTpaM3upaNIuTe aHTUTENa, HaMaJIsBalll BUPyCHATa aKTHBHOCT C
50%; SARS-C0oV-2 = TexbK OCTBp peciupaTopeH CHHIPOM KOPOHABUPYC 2.

a. OmpeneneHo 1Mo MPOTOKOJ BpeMe 3a B3eMaHe Ha KPBbBHH MPOOH.

6. n = Bpoii yyaCTHUIM C BAJIUIHU U SCHU PE3YJTATH OT TECTA 32 MOCOYCHUS aHAJIM3 [P JIaJIcHaTa J103a/B
JlaJicHaTa BpeMeBa TOYKa 332 B3eMaHe Ha 1mpooa.

B. GMT u 2-ctpannute 95% JIW ca u3uucieHu ype3 CTEIEHYBAaHE HA CPEIHATA JIOTAPUTMHUIHA CTOHHOCT Ha
tutpuTe U choTBeTHUTE JIU (Ha Oa3ara Ha t-pasnpenencHuero Ha Student). Pesynratute ot aHamu3a noa
LLOQ ca 3amanenu karo 0,5 x LLOQ.

r. GMR u 2-ctpanrute 95% JIU ca n3uncienn ape3 CTENeHyBaHEe Ha CpeIHATA Pa3sIMKa B JIOTApUTMHIHHUTE
croiiHoct Ha TuTpHTe (1-MeceuHa mocT-0ycrepa 103a MUHYC 1-MecedHa cien 103a 2) u choTBeTHus TN
(ma 6asara Ha t-pasmpeneneHueTo Ha Student).

Eduxacnocm u umynozennocm na nopeuyer Kypc om 3 003u npu KbpMaiemad u 0eya Ha 6b3paAchl
6 meceya 0o 4 200unu

Anamu3bT 3a eukacHocT npu [Ipoyusane 3 € U3BBPIICH B KOMOMHUPAHATA TIOMYJIANHUS OT YYACTHUIH
Ha BB3pacT 6 Mecena 70 4 ToArHN Ha 0azaTa Ha MOTBBPACHU CITydan cpela 873 yJacTHHUIH B TpyTarTa ¢
nPHK Bakcuna cpenry COVID-19 u 381 yuacTHunu B rpymnaTta ¢ mianedo (CbOTHOIIEHHE Py
pargomm3aruaTa 2:1), moaydmm BCHUKUTE 3 03U OT HHTSPBEHIIHATA 110 TIPOYIBAHETO IO BPEMETO
Ha TIepHo/ia Ha 3aCJICTICHO MpocieasBane, korato BapuanThT Omicron Ha SARS-CoV-2 (BA.2) e
JOMUHHpAI IUPKYJIUPAI BApHAHT (aTa Ha 3aKiIouBaHe Ha qaHHuTe 17 rorm 2022 1.).

Pesynrarute 3a epukacHocTTa Ha BakcuHaTa ciefl Jlo3a 3 Tpu y9acTHHIM Ha Bb3pacTt 6 Mecera Jio
4 ronuHu ca npeactaBeHu B Ta0Omuia 8.

Ta6auna 8.  EduxacHocT Ha BakcuHaTa —ibpBa nosisa Ha COVID-19 ot 7-Mus aeH ciien
Jo3a 3 — mepuo/ Ha 3acjieneHo NMPOocJieisiBaHe — YYACTHUIU ChC U 0€3 JaHHU 32
uHpexnus npeau 7-mus aen ciaen Jo3a 3 — ¢pa3za 2/3 — na Bp3pact 6 mecena 10
4 ropuHM — nomyJauus, oueHnMa 3a epukactHoct (ciaen 3 103m)

IInpBa nosia Ha COVID-19 ot 7-mus aen cien Jloza 3 npu ygacTHUIM 0€3 TaHHHU 3a NMPeIUIITHA
uHpexkmusa cb¢c SARS-CoV-2*

uPHK Bakcuna cpemy
COVID-19 3 pg/no3a IInanedo
N2=873 N2=381
Ciayyan Ciyvan
n1P n1® EdukacHoct Ha
Ilepuon na Ilepuon Ha BaKkcuHaTa %
Hoarpyna Haomoaenne” (N2") Haomoaenune” (N2") (95% an™)
6 Mecela 10 13 21 73,2
4 rogunu® 0,124 (794) 0,054 (351) (43,8; 87,6)
9 13 71,8
2 110 4 TroMHU 0,081 (498) 0,033 (204) (28,6; 89,4)
6 Mecema 10 4 8 75,8
23 Meceria 0,042 (296) 0,020 (147) (9,7;94,7)
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Corpamenns: NAAT = Tect 3a aMIuTU(UKaNUs Ha HYKICHHOBU KUCEIHHU; N-CBbP3BaHE = CBHP3BaHE C

HykiaeonporenHa Ha SARS-CoV-2; SARS-CoV-2 = TeXbK OCTBD PECIHPATOPCH CHHAPOM KOPOHABUPYC 2;

VE = edukacHOCT Ha BaKCHHATA.

* B ananmsa ca BKIIIOYCHH YYACTHUIH O€3 CEpOJIOTHYHH WX BUPYCOJIOTHYHH JaHHU (TIpean 7-MHS ACH cIex

Jo3a 3) 3a munana nadeknus cb¢ SARS-CoV-2 (1.e. oTpuiateHy 3a anTuTena ¢ N-cBbp3BaHe [cepyM] Ha

Busurure 3a Jlo3a 1, 1 mecer cien Jlo3a 2 (ako ca mHanuanu) u 3a Jlo3a 3 (ako ca HamugHU), HEOTKpUT SARS-

CoV-2 ¢ NAAT [Ha3anmHa HaTpHWBKa| Ha BUSUTHTE 110 Tpoy4uBaHeTo 3a Jlo3a 1, oza 2 u loza 3 u ¢

otpunatencH pesynratr or NAAT [Ha3amHa HAaTpUBKa| Ha BCsIKA HEIUIAHMPAaHA BU3UTA MPEIU 7-MUS ICH CIE]T

Jo3a 3), kakto u 0e3 anamue3a 3a COVID-19.

N = Opoii yyacTHHIM B IIOCOYEHATA IpyTIa.

Nl = Bpoii yuacTHHUIM, OTrOBAPSIIY Ha OMPEICICHUETO 3a KpaifHaTa TOYKA.

B. OO nepuon Ha HabmoaeHue B xwsiau (1 000) yoBekoroanHu 3a AajieHaTa KpaiHa TOYKa IPH BCUYKU
YYACTHHUIIM BbB BCSKA IPyIa B PUCK M0 OTHOIICHHE HA KpaiHATa TOUKa. BpeMeBUsIT epro/1 3a HATPYIIBaHE
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen J{o3a 3 1o kpast Ha ieproza Ha HaOJIroIeHHe.

r. n2=Dbpoll Ha yYaCTHULXTE B PUCK IO OTHOILIEHUE HA KpailHaTa TOYKa.

n.  Jsyctpanauar 95%-en nosepurencu unrepsai (J{1) 3a VE e momyuen Ha 6a3ara Ha metona Ha Clopper u
Pearson, kopurupas 3a BpeMeTo Ha HaOIroIeH e,

o

EduxacHoctra Ha BakCHHATa PU YYaCTHHULM ChC U O0e3 npeanmna nHdekuus cbc SARS-CoV-2 e
noo0Ha Ha Ta3u MpH yyacTHULHM Oe3 npeaunHa nadekuus csc SARS-CoV-2.

Kpurepunre 3a Texxka popma Ha COVID-19 (kakTo ca onrcanu B IpoTOKOIa Ha Oa3ara Ha
onpenenenHrero Ha FDA u moguduuupanu 3a geua) ca M3mbJIHeHH pu 12 cirydast (8 mpu HOTyduInTe
nPHK Bakcuna cperry COVID-19 u 4 npu nonmyuniuTe mianedo) cpex YIaCTHHIUTE Ha BB3PacT

6 Mecera 10 4 ronuan. Cpesl yYaCTHHIIMTE Ha Bb3pacT 6 Mecena 10 23 Mecella KPUTEPUUTE 3a TEKKa
¢opma Ha COVID-19 ca uznbanenu npu 3 ciyyas (2 npu nonyannute nPHK Bakcuna cperry
COVID-19 u 1 npu noayuunure miareoo).

AHaNM3bT 32 UMYHOT'€HHOCT € IIPOBEJICH B OATPYyINaTa 3a ,,AMyHOJIOTUYEeH OPUIKUHT OT

82 yuactauuu B [Ipoyusane 3 Ha Bp3pacT 6 1o 23 mecena u 143 yuactauu B [IpoyuBane 3 Ha
BB3pacT 2 1o 4 rogunu 6e3 nanHu 3a nHdeknus no 1-Bus mecer cien [loza 3 kbM Jararta Ha
3aK/I0O4BaHe Ha JaHHUTE 29 anpui 2022 T.

CpaBHABAT C€ TUTPUTE HA HEYyTpalu3upamuTe antutena cpemry SARS-CoV-2, namanssamm
BUpycHaTa akTuBHOCT ¢ 50% (NT50), Mexay moarpyra 3a olleHKka Ha IMyHOT€HHOCTTa OT yYaCTHULIN
BB Daza 2/3 Ha BB3pacT 6 10 23 Mecena u Ha Bh3pacT 2 110 4 ronuau ot [IpoyuBane 3 Ha 1-Bus
Mecell clie/l MBPBUYHUS Kype OT 3 J103H, ¥ n30paHa Ha cIy4aeH MPHUHIUI MOJrpyIa OT YYaCTHUIIH B
[IpoyuBane 2 ¢a3za 2/3 Ha BB3pacT 16 10 25 roaunu 1 Mecer ciefi MbpBUYEH Kypce OT 2 J03H.
Wznon3BaH e TecT 3a MUKpOHEeyTpanu3anus cipsamo pedepenter mam (USA WA1/2020).

IIpu mbpBUYHUS aHATIH3 32 ,,MMYHOJIOTHYEH OPUIKUHI ca CpaBHEHH CPETHO T€OMETPUUHUTE TUTPH
(c n3mon3BaHe Ha CpeTHO TeOMETPUIHOTO choTHomeHne [GMR]) u yectorara Ha ceponorniuex
OTTOBOP (OTpeAeieH KaTo MOCTUraHe Ha Haii-Mainko 4 meTH nmoBumienne Ha SARS-CoV-2 NT50 ot
M3XO0JHO HUBO Mpenu Jo3a 1) B momymnamnusTa, olieHuMa 3a UMyHOT'€HHOCT, BKJIFOYBAIA YYaCTHUILIN
0e3 maHHu 3a npeauniHa uHpeknus cbe SARS-CoV-2 no 1-Bus mecen cien Jlo3a 3 nmpu yyacTHHIIM Ha
BB3pacT 6 10 23 mecena v Ha Bb3pacT 2 10 4 roauHu, Kakto u 10 1 mecen cien Jo3a 2 mpu
Y4YaCTHHULIM Ha Bb3pacT 16 10 25 ronuuu. IIpenBapuTenHo onpeaeneHuTe KpUTEpUH 3a
,»AMYHOJIOTUYEH OpHDKUHT ca mocTUrHatu KakTo 3a GMR, Taka ¥ 3a cepoJIOrHYHHUsI OTTOBOP U IPU
nBete Bp3pactou rpynu (Tabmuma 9).
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Tadauna 9. SARS-CoV-2 GMTs (NT50) u pa3iuka B NPpOIeHTHTE HA YYACTHHIU ChC
cepoJIoTYeH OTroBOp Ha 1-Busi Mecell cjie]] BAKCHHAIIMOHHUS Kypc — MOArpyna 3a
»AMYHOJIOTHYEH OPHIZKMHT® - yYaCTHHIM Ha Bb3pacT 6 Mecena 10 4 roxMHH
(ITpoyuBane 3) 1 mecen ciaex /[o3a 3 u yyacTHHIM HAa BB3pacT 16 10 25 roxunn
(ITpoyusane 2) 1 mecen cien Jo3a 2 — 6e3 ganuu 3a uHpexknus cb¢ SARS-CoV-2 -

nomyJjanus, OouncHuMa 3a MMYHOI€HHOCT

SARS-CoV-2 GMTs (NT50) Ha 1-Bus Mecenl cj1el BAKCHHAIIMOHHAS KYPC

Tect 3a Heyrpanmzanus Ha SARS-CoV-2 - NT50 (tutsp)®

GMT?® GMT?®
(95% JIN°®) (95% JIN°®)
(1 mecem caen (1 mecent GMR®r
Bu3pact | N? Jo3a 2) Bu3pact | N? |caex do3a 2)| Be3pact (95% JIN)
2 1o
1180,0 4 rogunan/
2 1o 1535,2 16 o (1 066,6; 16 no 1,30
4 ropuHA 143 |(1 388,2; 1 697,8) | 25 roguuu | 170 1305,4) 25 ronuHn (1,13; 1,50)
6 10
1180,0 23 mecena/
6 1o 1406,5 16 o (1 066,6; 16 no 1,19
23 mecema | 82 |(1211,3;1633,1) |25 roguum | 170 1 305,4) 25 ronuHn (1,00; 1,42)

Pa3nuka B NpoleHTHTE HA YYACTHHUIU ChC CEPOJIOTHYEH OTTOBOP Ha 1-Busl Mecelr cJief
BAKCHHAIIMOHHUS KYPC

Tecr 3a Heyrpanuzauus Ha SARS-CoV-2- NT50 (tutsp)*

n¢ (%) n¢ (%) Pazinka B
(95% JI*) (95% JI*) CepoIOrHIHUS
(1 mecen caen (1 mecent otrosop %"° (95%
Bw3pacr N? Ho3a 3) Bu3pact | N* |caex do3a2)| Bu3pact Jm#
2 o
4 ronuun/
2 1o 141(100,0) 16 1o 168 (98,8) 16 1o 1,2
4 roguHA 141 (97,4;100,0) |25 romuun 170 | (95,8; 99,9) |25 rogunm (1,5,4,2)
6 1o
23 mecena/
6 1o 80 (100,0) 16 1o 168 (98,8) 16 1o 1,2
23 mecena 80 (95,5; 100,0) |25 rommun| 170 | (95,8; 99,9) |25 rogunm (3.4; 4,2)

Cokpamenuns: JIU = nosepurenen uarepsain, GMR = cpenno reomerpuyno chotHomenne; GMT = cpenHo

reomerpuyeH TuThp; LLOQ = nosina rpanuna Ha konmuectBeHo omnpenensne; NAAT = tecr 3a ammndukanys

Ha HYKJIEMHOBH KHcenuHH; N-cBbp3BaHe = cBbp3BaHe ¢ HykieonporenHa Ha SARS-CoV-2; NT50 = tursp Ha

HEeyTpaJIM3UpaliTe aHTHTella, HaMalsiBalll BUpycHaTa akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK ocTbp

pecrpaTopeH CHHAPOM KOPOHABUPYC 2.

3abenexka: B anannza ca BKIIIOYEHH y4acTHHLM O€3 CEPOJIOTMYHU MIIM BUPYCOJIOTUYHH JaHHU [(TIpH B3€MaHETO

Ha KpbBHa npoba 1o 1 mecen cnen J{o3za 2 (ITpoyusane 2) wiu 1 mecen ciexn osza 3 (Ilpoyusane 3)] 3a MuHana

nHeknus cbe SARS-CoV-2 [(1.e. oTpunarensu 3a anTutena ¢ N-cBbp3BaHe [cepyM]| Ha BUIUTHTE 110

npoyuBaneto 3a Jlo3a 1, Jlo3a 3 (Ilpoyusane 3) ul mecer; cnen o3a 2 (ITpoyuane 2) mimm 1 mecen ciexn [o3a 3

(ITpoyusane 3), neotkput SARS-CoV-2 ¢ NAAT [Ha3anHa HaTpHUBKa| HA BUSUTHUTE MO TpoyuBaneTo 3a Jlo3a 1,

Jo3za 2 u lo3a 3 (IlpoyuBane 3) u ¢ orpunatencH pe3ynrat oT NAAT [Ha3zanHa HaTpUBKA| Ipu B3EMaHETO Ha

KpbBHa IIpo0a Ha BCsAKa HeTDIaHupaHa Bu3uTa A0 1 mecen ciex Joza 2 (Ilpoyusane 2) mwim 1 mecert cien Jo3a 3

(ITpoyusane 3)], kakto u 6e3 anamuesa 3a COVID-19.

3abenexka: CepoJoruyHHUsT OTTOBOP Ce JAePUHUpPA KATO IMOCTUraHe Ha > 4 MbTH MOBUIIICHUAE OT MU3XOHO HUBO

(npenu Jlo3a 1). Axo cTofHOCTTa TP U3MEPBAHETO HA U3XOAHOTO HUBO € o LLOQ, pesynrtat oT aHanus3 ciex

BakcuHanuaTa > 4 X LLOQ ce cuuta 3a ceposIoTH4eH OTTOBOP.

a. N = bpoii yyacTHUIM C BAJUIHU U ICHU PE3yJITATH OT TECTA 3a MOCOUCHUSI aHAIM3 [IPHU JIaJIcHaTa J103a/B
JlaJileHaTa BpeMeBa TouKa 3a B3eMaHe Ha po6a 3a GMT u Opoii y4acTHUIIM C BAIUAHU U SICHU PE3YNITATU OT
TecTa 3a OCOYEHHS aHaJIN3 KaKTO Ha M3XOJHO HUBO, Taka M IIPH JaJcHaTa 103a/B JaJeHaTa BpeMeBa TOUKa
3a B3eMaHe Ha Ipoda 3a OLEHKa Ha CEPOJIOTUYHUS OTTOBOD.

6. GMT u 2-crpannure 95% /1Y ca n34ucieHn 4pe3 CTeeHyBaHe HA CpeIHATa JOTapUTMUYHA CTOHHOCT Ha
tutpute u crotBeTHUTE JIU (Ha 6a3aTa Ha t-pasnpenenenuero Ha Student). Pesynratute ot ananusa moz
LLOQ ca 3amganenu xato 0,5 x LLOQ.

B. GMR u 2-ctpannante 95% A ca u3uucieHn 4pe3 CTETIEHyBaHEe Ha CpeAHATA Pa3IiKa B JIOTAPUTMUYHHUTE

96



CTOMHOCTH Ha TUTpHTE (TpyINa C o-MajKa Bb3pacT Ha y4acTHULUTE MUHYC Bb3pacT 16 1o 25 roaunu) u
crotBeTHUs JIW (Ha 6a3ara Ha t-pasmnpeaeneHueTo Ha Student).

r. 3aBcsKa rpyna ¢ mo-Maika Bh3pacT Ha ygacTHUIUTE (2 10 4 roaunH, 6 10 23 Mecena) ,,AMyHOJIOTHICH
Oopmmkuar, 6asupan Ha GMR, e ycTaHOBeH, ako JoIHATa rpaHUIla Ha 2-cTpanuus 95% U 3a
crotHOIeHneTo HAa GMR e mo-roysima ot 0,67 u onteHkata Ha GMR 3a BpemeBara Touka ¢ > 0,8.

n. SARS-CoV-2 NT50 e onpenerieH ¢ OMOIITa Ha TeCT 3a MUKpoHeyTpaimm3anus Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHanm3a ce n3monsBa (GIyopeceHTeH PernopTep BUPYC, MOITYIEH OT mama
USA_WAT1/2020, u BupycHaTa HECyTpalInu3alus ce OTYNTA BBB Vero KiIeThuHU MOHOcHoeBe. NT50 Ha
npoOuTe ce ompeielisi KaTo PeUIPOYHOTO CEPYMHO pa3pexaaHe, pu koeto 50% ot Bupyca ce
HeyTpalIu3upa.

e. n = bpoil yuacTHHIM CbC CEPOIOTUYEH OTTOBOP 33 OCOUYEHHS aHAJIM3 32 JlaJIeHaTa J03a/BpeMeBa TOUKa 3a
B3eMaHe Ha mpooda.

x. Touen 2-ctpanen JIW, 6a3upan Ha MeToj1a Ha Clopper u Pearson

3. Pasmika B chOTHOIIEHNUSTA, U3pa3eHa KaTO MPOIEHT (TpyIia C IT0-MaJlka Bb3pacT Ha YUYaCTHUIIUTE MIHYC
BB3pact 16 1o 25 ronuHm).

u. 2-ctpanes I, 6a3upan Ha MeTona Ha Miettinen m Nurminen 3a pa3fiKaTa B CbOTHOIICHHUATA, H3pa3eHa
KaTo MPOIICHT.

H. 3a BcsKa rpyna ¢ mo-Maika Bh3pacT Ha ygacTHUIUTe (2 10 4 roaunw, 6 1o 23 Mecena) ,,AMyHOJIOTHICH
OpwmKUHT, 0a3UpaH HA CTEIIEHTa Ha CEPOIOTHIEH OTIOBOP, € yCTAaHOBEH, aKo JI0JTHATA TPAHMIIA Ha
2-ctpannus 95% JIU 3a paznukara B ChOTHOIICHHATA € Mo-TossiMa oT -10,0%, npu ycioBue 4e ca
MOCTUTHATH KPUTEPUUTE 32 ,,AMyHOJIOTHYEH OpnkuHr™ Ha 6azata Ha GMR.

IlenuaTpuyHa momysamus

EBpomneiickaTta areHIus 10 JIeKapcTBaTa 0Tiara 3aJbJDKEHHETO 3a IPEIOCTaBIHE Ha PE3YATaTUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuyHara nomymnanus npu npesernus Ha COVID-19 (Bx.

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

5.2 @apmMakoKHHETHYHH CBOWCTBA

Henpuioxumo.

5.3 IpeaxkIMHMYHHU JaHHH 32 6€30MACHOCT

HexnuHnuHuTE 1aHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
NPOYYBaHUS 38 TOKCHYHOCT IPU MHOTOKPATHO MpHJIaraHe, penpoyKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a pa3BUTHETO.

O0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e priIaraHa HHTPaMyCKYJIHO (TIOy4YaBaiiy 3 ITBIHH TO3U 33 X0pa
BEJIHBK CEIIMUYHO, TEHEPUPAIIH OTHOCUTEITHO BUCOKH HUBA MIPH TUTHXOBE MOPAIH PA3INUMSITA B
TEJIECHOTO TETJI0), MOKa3BaT MAJI'bK OTOK M €PUTEM Ha MSCTOTO Ha MHKCKTHPAHE U yBEIIMYaBaHE Ha
OenuTe KPbBHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIN), ChOTBETCTBAIIM Ha Bh3MAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIlHs HA MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YSPHOPOOHO YBPEKIaHE.
Benuku eextu ca Ounn obpaTumu.

FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca mpoBexxmanu Ipoy4YBaHMsI HUTO 32 TCHOTOKCHYHOCT, HUTO 3a KaHIleporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHoTOKCHYEH TTOTCHITHAT.

PenpoaykThBHA TOKCHYHOCT

PenpoaykTuBHaTa TOKCUYHOCT U TOKCUYHOCTTA 32 PA3BUTHETO Ca U3CJCIBAHU MPHU TUTHXOBE B
KOMOWHHPAHO NPOYYBaHe HA ()ePTUIIMTETA M TOKCHYHOCTTA 32 Pa3BUTUETO, pH KoeTo Comirnaty e
MpuUjIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE Mpean Yn(TOCBaHE U TI0 BpeMe Ha recTarus
(momygaBamu 4 HJIHU 103U 32 XOpa, TeHEPUPAIN OTHOCUTEITHO BICOKH HUBA MPH ILTHXOBE MOPAIH
pasnuuusATa B TEIECHOTO TETJI0, B IEpHoa MEXAY AcH 21 mpeau YyudTOCBaHETO U reCTallMOHCH
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neH 20). OTroBopu ¢ mosiBa Ha HeyTpaiau3upaly anturena cpeiry SARS-CoV-2 uMa npu sKMBOTHHUTE
MaiKH OT Tiepuoia mpeau Y TOCBAHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JieH 21, KakTo U
nipu (heTycute U mokosieHueTo. Hama cBbp3anu ¢ BakcMHATa e)eKTH BBPXY (PEpTUIINTETA,
OpeMeHHOCTTa WM eMOPHO(ETATHOTO PA3BUTUE WITU PA3BUTUETO HA MOKOJICHUETO. JIuncBaT naHHu 3a
Comirnaty OTHOCHO IIPEMHHABAaHETO HA BAKCHHATA MPe3 TUIAIICHTATa WK eKCKPEIHATa B MIISIKOTO.

6. OAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa MOMOIIHHUTE BELIECTBA

((4-xumpoxcubyTmin)azaneaumn )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmnaekanoat) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-gurerpanermianeramu (ALC-0159)
1,2-nucreapou-sn-riunepo-3-pocdoxonuu (DSPC)

Xodgectepon

Tpomeramon

TpoMeTaMOI0B XUIPOXIOPHT

3axapo3sa

Bopa 3a nexexnun

6.2 HecbBMecTHMOCTH

To3u JiekapcTBEH MPOAYKT He TPsiOBa J1a ce CMecBa C PYTH JICKAPCTBEHU MPOYKTH, C U3KITIOUCHHE HA
IIOCOYEHHUTE B TOYKA 6.6.

6.3 Cpok Ha rogHOCT

HeortBopeHn ¢uakoH

3ampasen aakon

2 TOJUHHM, KoraTo ce cbxpansasa mpu -90°C mo -60°C.

Bakcunata ce momyuaa 3ampaseHa mpu -90°C o -60°C. Cnen nonyuaBaHe 3aMpa3eHaTa BAKCHHA
MOXe 1a ce cbxpansaBa win npu -90°C mo -60°C, nmu npu 2°C mo 8°C.

Koraro ce cpxpansiBar 3ampazenu mpu -90°C o -60°C, onakoBkute ¢ 10 ¢rakoHa BakCHHa MOTAT Jia
ce pasmpasat npu 2°C 1o 8°C 3a 2 yaca, a eJMHUYHHU (JIAKOHU MOTaT J1a c€ pa3MpassT IpH cTaiiHa

temrepatypa (1o 30°C) 3a 30 MUHYyTH.

Pa3MDa3€H d)ﬂaKOH

10 cenmuiu chxpanenue u Tpancnoprupane npu 2°C go 8°C B paMKUTe Ha 2-TOIUIIHUSA CPOK Ha
TOJHOCT.

. Cren mpeMecTBaHe Ha BakcuHATa 3a chxpanenue npu 2°C mo 8°C BepXy KapTOHEHATa
OIakoBKa Tps0Ba Jia ce 3aluilie HOBUAT CPOK Ha FOJTHOCT U BaKCHHATA TPSOBA Jla ce M3I10JI3Ba
WM J]a C€ U3XBBPIH ChOOPa3HO TO3U CPOK. [ IbpBOHAYATHUAT CPOK HA TOAHOCT TPSAOBA Ja ce
3aJipacka.

. Axo BakcuHata ¢ nonydeHa npu 2°C mo 8°C, T TpsoOBa na ce cexpansasa npu 2°C mo 8°C.
CpoKbT Ha TOJTHOCT BHPXY KapTOHEHATa OMaKOBKa TPsIOBa Jja € OWIJI KOPUTHPAH, 3a Jia 0Tpa3siBa
CpOKa Ha TOJTHOCT MIPH ChXPaHECHUE B XJIAIMITHHUK, U ITbPBOHAYAITHUAT CPOK HA TOAHOCT TPsiOBa
Jla e OWII 3apacKaH.

[Mpeau ynotpeba HEOTBOpEHHUTE (PIIAKOHM MOTAT JIa c€ ChXpaHsBarT 0 12 vaca npu TemIiepaTtypa
Mmexny 8°C n 30°C.
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C pasMpazenute (hIakoHH MOXKE Jia ce pabOTH B YCIIOBHS Ha CTaifHa CBETJIMHA.
Cuaen pa3mpassiBaHe BAKCMHATA He TPAOBA Jia ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypHu OmkKJIOHEeHUS NOo e6peme Had CbXPAHEHUe 6 XAAOUTHUK

o JanHuTe 3a CTAOMIHOCT MOKAa3BaT, Y€ HEOTBOPEHUSAT (pyiakoH e ctabuieH 1o 10 ceamuimy,
KOraTo ce cbXpaHsBa Ipu temnepatypa ot -2°C g0 2°C, u B pamkuTe Ha 10-ceqMUYHUSA TIEPUOJT
Ha chxpaHenue Mexmay 2°C u 8°C.

o JlanHuTe 3a CTAOMITHOCT MOKA3BaT, ue (JIAKOHBT MOXKE Ja C€ ChbXpaHsBa 10 24 Jaca npu
temneparypa 8°C no 30°C, BxmtountenHo 10 12 yaca ciex mbpBOTO POOUBaHE Ha

3aImymankara Ha (JIakoHa.

Tazu I/IH(l)OpMaLII/I}I € MpcAHa3Ha4YCHa Ja YIbTU MCAUIHUHCKUTC CIICHUAIUCTH CaMO B cnyqai/’l Ha
BPEMCHHO TCMIICPATYPHO OTKIIOHCHHUC.

Paspenen jekapcTBEH MPOAYKT

JlokazaHa e XuMH4Ha U GU3MYHA CTAOMIHOCT 110 BpeMe Ha ynorpeba 3a 12 gaca npu 2°C 1o 30°C,
cies| paspexkane ¢ Hatpues xyopua 9 mg/ml (0,9%) WHXEKIIMOHEH Pa3TBOP, KOSTO BKJIFOYBA JIO

6 uaca Bpeme 3a TpaHcmopTupane. OT MUKPOOHOJIOTHYHA IIICIHA TOYKA, OCBEH aKO METOIbT Ha
paspexaHe U3KIYBA PUCK OT MUKPOOHA KOHTAMHHAIHS, TIPOIYKTHT TPIOBa /1a Ce M3IMOJI3Ba
BejiHara. AKO He ce M3I0JI3Ba BeJlHAra, BpeMeTO U YCIIOBHATA HA ChXpaHEHHUE 0 BpeMe Ha yrorpeda
ca OTFOBOPHOCT Ha TOTPEOUTES.

6.4 CnenuaJHM ycJI0BUS HA ChbXpaHeHHUe

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

Jla ce cbxpaHsiBa B OpUTMHAJIHATa ONAKOBKA, 3a J1a C€ MPEea3u OT CBETJINHA.

[To BpeMe Ha chXpaHEHHE CBEJIETE 10 MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTrBaiTe

H3JIaraHe Ha IpsAKa CIIbHYCBA CBCTIIMHA U YJITPABUOJICTOBA CBCTIIMHA.

3a yCIIOBHUSATA HA ChbXPAaHEHHUE CJICH Pa3MpassiBaHe U pa3perkIaHe Ha JICKAPCTBEHUS MPOIYKT BHIKTE
TOo4uka 6.3.

6.5 Bwuau chabp:kaHue HA OMAKOBKAaTa

0,4 ml KOHIIEHTpAT 3a AUCIIEPCHUs B IPO3pPaYCH MHOT01030B (iakoH (cThkito Tril 1) 2 ml cbe
3amymranka (CHHTeTHIHa OpOMOOYTHIIOBa TyMa), C alyMIHHEBa 00KaTKa W OTYYIIBAIIO Ce
ka(sIBO-4epPBEHNKABO IJIacTMAacoBO kanaue. Beeku duakon ceabpka 10 go3u, BikTe Touka 6.6.
Bun omakoBka: 10 dmakona

6.6 CrhenuaJnu npeanasHu MEPKH NP U3XBBPJIsiHE U padoTa

Ykazanus 3a pabora

Cornirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIIUHCKHU CIICHHUAIINCT, KaTO CC U3IIOJI3Ba ACCITUYHA
TCXHHUKA, 3a J1a CC rapaHTUpa CTCPUIHOCTTA Ha NPUTOTBCHATa AUCIICPCUS.
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MPOBEPKA HA ®JTAKOHA COMIRNATY 3 MUKPOTPAMA/IO3A KOHLIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (KbPMAYETA W JEIA HA 6 MECEIIA J10 4 TOJWHM)

Kadgsaso-
YepPBEHUKABO
Kanaue

Caen pa3pexnane

3 19

IIpoBepete nanu GuIaKOHBT € ¢
Ka(sABO-4ePBEHNKABO
IUIACTMACOBO Kanave u JaJu
uMeTOo Ha npoaykTa e Comirnaty
3 MHKpOrpaMa/no3a KOHIEHTPAT
32 MHKEKIMOHHA ANCIePCHSI.
AKO UMETO Ha POJIyKTa BEPXY
eTUKeTa Ha (pJIaKOHA € JPYro, MO,
HaIlpaBeTe CIpaBKa ¢ KpaTkaTa
XapakTeprCTUKa Ha IPOIYKTa 3a
TO3H CHCTaB.

MPEJN YIIOTPEGA HA COMIRNATY 3 MUKPOTPAMA/JIO3A KOHIIEHTPAT 3A
WHXEKIIMOHHA JUCHEPCHS (KbPMAYETA W JEIA HA 6 MECEIIA 10 4 TOJWHM)

[a ce cbxpansiBa
10 10 cexmunm
npu 2°C no 8°C.

\

AKO MHOTOJI030BUST (DJIaKOH ce
ChXpaHsBa 3aMpa3eH, Tol TpaOBa
Jla ce pa3Mpasu npeau ynorpeoa.
3ampazenute (prakoHu TpsOBa ga
ce MpeHecar B cpefia C
temneparypa 2°C no 8°C, 3a na ce
pasMpassT; pa3MpassBaHeTo Ha
eaHa omakoBka ¢ 10 ¢urakona
MOJKe J1a OTHEeMe 2 yaca. YBepere
ce, 4e (hJIaKOHHUTE Ca HAITBJIHO
pasMpaseHu mpeau yrnorpeoda.
Cren npemecTBaHe Ha (hIakOHHUTE
3a cexpanenue npu 2°C no 8°C,
KOpUTHpaiTe CpoKa Ha TOAHOCT
BBPXY KapTOHEHATa OMAaKOBKA.
HeorBopenure pnakonu Morat na
ce cpxpansaBar 10 10 ceaqmuIy npu
2°C no 8°C, 6e3 na ce mpeBHIaBa
OTIEYATAHUAT CPOK HA TOJTHOCT
(Tomen mo:).

Bb3MokeH € Chlllo Apyr BapUaHT,
MPU KOWTO €IMHUYHU 3aMpa3eHn
(h1akoHH MOXe J]a ce pa3MpassiT 3a
30 MUHYTH [IPH TEMIIEPATYPa JI0
30°C.

[Ipenn ynotpeda HEOTBOPEHHUAT
(h1akoH MOKe J1a ce ChXpaHsBa J0
12 gaca npu Temmieparypa o
30°C. C pa3mpazenure G1akoHH
MOKe J1a ce paboTH B YCJIOBHS Ha
CTaiiHa CBETJIMHA.
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CMECBAHE IIPE/IM PASPEXJIAHE HA COMIRNATY 3 MUKPOT'PAMA/IO3A
KOHIEHTPAT 3A MTH)KEKIITUOHHA JUCIHHEPCUSA (KbPMAYETA U IEIIA HA

6 MECELIA JIO 4 TOJIMTHU)

J

Buumarenno 10 nbTn

OcraBete pa3MpaseHHAT QIaKOH
1a IOCTUTHE CTaifHa TeMIiepaTypa
¥ BHIMATEITHO T'0 0OBbpHETE

10 meTH npeau paspexaane. He
pasKIaanre.

[Ipenu paspexxgane pazMpaseHaTa
JMCTIIEPCHSI MOXKE J1a ChIAbPXKa
0eJy 10 MoYTH OEJIu HeMpO3pavyHu
aMOp(HH YaCTHIIH.

PA3SPEKJAHE HA COMIRNATY 3 MUKPOT'PAMA/O3A KOHHEHTPAT 3A
NHXEKINMOHHA JTUCHEPCHUS (KbPMAYETA U JIEHHA HA 6 MECELIA 10 4 T'OAWHH)

W]
%]

=
%1

AN A s )

2,2 ml narpues xjaopua 9 mg/ml (0,9%) nH:KeKIHOHEH

pa3TBop

Pa3mpasenata BakcuHa TpsiOBa 1a
ce pa3pe/lld B HEMHUS OpUTUHAJICH
¢akoH ¢ 2,2 ml HaTpHUeB XJIOpHUL
9 mg/ml (0,9%) nHxekunoHeH
pas3TBOp, KAaTO Ce€ U3IIOJI3BA UIJIA
21 G, uu Mo-ThHKA, M aCENTUYHA
TEXHUKA.
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H3reraere 6yranoro 10 2,2 ml, 3a 7a oTcTpaHUTE BH3AyXa
oT (piakoHa.

WzpaBHeTe  HamsraHeTo  BBB
¢makoHa Tpeou a U3BagUTE
uriata OT HEro, KaTo H3TErJnTe
2,2ml BB3AYX B H3Npa3HEHATa
CIPUHIIOBKA Ha pa3peanuTeIs.

Baumartenno 10 neTH

Braumatenno o0bpHETE
paspenenata aucriepcust 10 IbTH.
He pazkmnamaiire.

Paspenenara BakcuHa TpsiOBa 11a
MpeICTaBIIsIBa OsuT1a 10 OYTH Osiia
mucriepcusi 0e3 BUIUME YaCTHUIIH.
He uznon3zaiite pazpeneHara
BaKCHHA MTPHU HATMYUE HA YaCTUIH
WJIM TIPOMSIHA B IIBETA.
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Yac 3a
U3XBbpPJIHE

| —_—

3anuiere ChbOTBETHUTE JaTa 1 4yac.

Ja ce u3nmos3Ba B pamkute Ha 12 yaca ciex pa3pesxaaHe.

Ha pa3penenunte dakoHu TpssOBa
na ObIaT 0TOeNsA3aHN CHOTBETHUTE
JlaTa u 4ac.

Cren paspexnaHe, CbXpaHsIBanTe
nipu 2°C no 30°C u uznosnssaiite B
pamkuTe Ha 12 4Jaca.

He 3ampaszsipaiite win
paskJialaiite pazpeaeHaTa
muctiepcusi. AKo € Omra mocraBeHa
B XJIQIUJTHUK, OCTAaBETE
paspeneHaTa qucrepcus 1a
JIOCTUTHE CTallHa TeMrepaTypa
npeau ynorpeoa.
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NPUTOTBAHE HA UHAUBUJAYAJIHU 103U 0,2 ml COMIRNATY 3 MUKPOT'PAMA/JIO3A
KOHIEHTPAT 3A MTH)KEKIITUOHHA JUCIHHEPCUSA (KbPMAYETA U IEIIA HA

6 MECELIA JIO 4 TOJIMTHU)

0,2 ml pa3penena BakcuHa

Crnen pa3pexaane GJIaKOHBT
CchABpKa 2,6 ml, OT KOUTO MOTaT
na ce uareraat 10 go3u mo 0,2 ml.
Karo n3nonseare acentnyna
TEXHHKA, TOYNCTETE 3aITylIanKaTa
Ha (IaKoHa C TAMIIOH 32
eHOKpaTHA yrmoTpeba, HAloeH C
AHTHCETITUIEH Pa3TBOpP.
Usreraere 0,2 ml Comirnaty 3a
KbpMaueTa U Jielia Ha Bb3pacT

6 Mecena /10 4 ronuHU.

TpsiOBa 1a ce U3MOI3BaT
CTIPUHIIOBKH H/WJIH UTJTH C MATbK
MBPTHB (HEU3IOI3BaeM) o0eM, 3a
na ce nzreraar 10 1o3u oT enuH
(hnaxon. KomOuHarusra ot
CTIIPUHIIOBKA ¥ UTJIa C MATTBK
MBPTHB 00eM TpsIOBa a nMa
MBPTHB 00€M HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHITOBKHY ¥ UTJIH, MOXKE J1a HAMa
JocTaThuyeH 00eM 3a M3TErJIIHE Ha
JeceT 103 OT e€ANH (PIIaKoH.
Bcsika mo3a TpsiOBa 1a chabpika
0,2 ml Bakcuna

AKXO KOJIMYECTBOTO Ha OCTaHajaTa
BBB (pi1akOHa BaKCHMHA HE MOXKE J1a
IocTaBH eaHa 1su1a go3a ot 0,2 ml,
U3XBBpIETE (DIIAaKOHA U U3JTUITHUS
obeMm

W3xBBpIreTe HEU3MoI3BaHaTa
BaKCHHA B paMKuTe Ha 12 yaca
cJe/l pa3pexiaHe.

H3xBBpasiHe

Hewnsnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HETO Tp$16Ba Aa CC U3XBBPJIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHU.

7. HNPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

EU/1/20/1528/010

9. JATA HA TbPBO PA3PEINABAHE/TIOJHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

[ara na mppBo paspemasane: 21 nexkemBpu 2020 r.
Hata Ha nocnenno nonHoBsiBane: 10 okromBpu 2022 r.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[MonpoGHa uHoOpMalKs 3a TO3M JEKapCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHuus 1o Jiekapcraata http://www.ema.europa.eu.
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vTosn JICKapPCTBEH MPOAYKT TOJICKH Ha JOMIBJIHUTEIHO HAOM0qeHre. ToBa 11e mo3Boau 0bp30To
YCTaHOBSIBAaHE HAa HOBa MH(OpMAaIMs OTHOCHO Oe30nmacHOCTTa. OT METUITMHCKHUTE CIICIIHATTUCTH Ce
M3KCKBA J]a ChOOIIABAT BCSIKA MTOI03MpaHa HeKeJIaHa peakiys. 3a HaunHa Ha ChOOIaBaHe Ha
HE)KEJIaHU PEaKIuK BIDKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHUSA IMPOAYKT

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/mno3a HHXEKINOHHA AUCTICPCHST

nPHK Bakcuna cperry COVID-19 (mykneo3unno moauduimpana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (pI1aKOH Che CHBO Kamade. [la He ce pa3pexa mpeau ynorpeoa.

Enun ¢nakon (2,25 ml) ceappka 6 no3u mo 0,3 ml, Bukre Touku 4.2 u 6.6.

Enna no3a (0,3 ml) ceaspxa 15 mukporpama to3uHamepat (tozinameran) u 15 mukporpama
punrozunamepat (riltozinameran), uPHK Bakcuna cpeuty COVID-19 (BkitoueHa B TUMUAHH
HAaHOYACTHIIH).

To3uHnamepaH e eqHOBEpHKHA, 5’ -kennpana uadopmarmonna PHK (uPHK), nponssesena c
U3I0J13BaHe Ha Oe3KkiIeThuHa iN Vitro tpanckpumnis ot chotBetHuTe JJHK-Marpuim, koguparin
BupycHus S (spike) nporenn Ha SARS-CoV-2 (opurunanna). Puiro3unamepan € eTHOBEPHIKHA,
5’-kenmpana unpopmannonsa PHK (uPHK), npoussenena ¢ usnon3paHe Ha Oe3kieTbyHa in Vitro
TpaHcKpumws ot chotBeTHHTEe JIHK-MaTprm, komupantu BupycHus S (spike) mporenH Ha

SARS-CoV-2 (Omicron BA.1).

3a IBJIHUA CHUCHK Ha IOMOILHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

WmKeKnoHHa AUCTIepCust

Bakcunara npejcTaBisaBa 0sma 10 moutH Osuta 3ampasena aucrnepcus (pH: 6,9 — 7,9).

4. KJIMHNUYHU JAHHU

4.1 TepaneBTUYHHU MOKA3AHUS

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/no3a HHKXSKIIMOHHA AUCIIEPCHUs € TIoKa3aHa 3a
aKTHBHA UMYHH3aIIUs 32 peBeHIus Ha 3abonsBanero COVID-19, npuunneno or SARS-CoV-2, Ha
JMIa HA BB3pacT 12 u moBede TOIMHN, MOTYYIIH IPEIN TOBAa HalH-MaJIKOTO Kypc Ha ITbPBUYHA

BakcuHanus cpery COVID-19 (Bxk. Touku 4.2 1 5.1).

Ynorpebara Ha Ta3u BakCHHA TPsIOBaA [1a € B CHOTBETCTBHE C OPHUIIMATHATE TPETOPHKH.
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4.2  Jlo3uUpoBKAa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Jluya na év3pacm 12 u nogeue 200unu

Comirnaty Original/Omicron BA.1 ce npunara uHTpaMycKyJIHO KaTo eArHIYHA 703a oT 0,3 ml Ha
JMIa Ha BB3pacT 12 U moBeye roJuHU, HOITYYHIH IPeIi TOBA HAai-MaJIKOTO KypcC Ha ITbPBUYHA
BakcuHarms cpemry COVID-19 (Bx. Touku 4.4 u 5.1).

Ha nuna, xouTo npeau ToBa ca Omwim BakcuHUpaHu ¢ BakcuHa cpenry COVID-19, Comirnaty
Original/Omicron BA.1 tpsibBa na ce npuiiara Haif-Majko 3 Mecena cjiej MocjieHaTa 103a BaKCuHa
cpemry COVID-19.

Teoicko UMYHOKOMAPOMEMUPAHU TUYUA HA 6'[731%16‘7’)’!]2 U noseve 200uHU

Ha nuna, xouTto ca TeXKO UMyHOKOMITPOMETUPAHH, TOMMBIHUTEIHH JJO3M MOXKE Ja Ce TpuiaraT
CBIIIACHO HAIMOHAHUTE TPENOPBKHY (BXK. Touka 4.4).

Heduamputma nonyaayus

[pemarar ce nequaTpuyHu JIeKapcTBeHU (GOpMU 3a KbpMadeTa Ha Bb3pacT 6 Mecella | O-TOJIEMH U
Jiera Ha Bh3pact noj 12 roquau. 3a moapoOHa nH(OpMAITUs, MOJISI, BUKTE KpaTKaTa XapaKTePUCTHKA
Ha IIPOJYKTA 32 CbOTBETHUTE ChCTABH.

beszonacHoctTa n e(i)I/IKaCHOCTTa Ha BaKCHHAaTa IpH A€1a Ha Bb3pacT 110/ 6 MECCIa BCC OIIC HE Ca
YCTAaHOBCHH.

Honynayus 6 cmapuecka 8vb3pacm

He ce nanara KOpUTrupaHe Ha A03aTa IIpU JIula B CTapUCCKa Bb3pacT > 65 T'OOWHH.

HauuH Ha npuiioxxeHue

Comirnaty Original/Omicron BA.1 (15/15 mukporpama)/mo3a HHKEKIIHOHHA JUCIIEPCHs TPsIOBa 1a ce
TprIara MHTPaMycKyiIHO (BX. Touka 6.6). [la He ce pa3pekaa mpeau ymorpeoa.

®nakonute Comirnaty Original/Omicron BA.1 ceabpikat 6 no3u Bakcuna o 0,3 ml. 3a ga ce
U3TErIIAT 6 703K OT eAMH (DJIaKOH, TPSOBA J1a Ce M3MOI3BAT CIPUHIIOBKH H/WUIIH UIJIH C MaTbK
(Hew3non3BaeM) MBPTHB 00eM. KoMOMHAIMATA OT CIPUHIIOBKA U UTJIa ¢ MATEK MBPTHB 00eM TpsiOBa
Jla IMa MBPTHB 00€M HE TIO-TOJISIM OT 35 MUKPOJUTPA. AKO CE M3MOI3BAT CTAHAAPTHH CIIPUHIIOBKU U
UIJIM, MOXKE Jla HAMa J0CTaThYeH 00eM 3a U3TEIJITHE Ha IIeCT 103U OT eauH ¢uiakoH. HesaBucumo ot
BHJIa Ha CIIPUHI[OBKATA U UIjIaTa:

. Bcesika mo3a TpsioBa nma ceaspika 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHAJIaTa BbB ()JIAKOHA BAKCHHA HE MOXeE Jla JOCTABU €]lHA IIs1a 71032
ot 0,3 ml, u3xBBpieTe hIaKoHa ¥ H3IHITHAT 00eM.

. He cw0upaiite M3MunIpIUTe BAKCHHA OT HAKOJKO (hjIaKoHa.

IIpennodnTaHoTO MACTO € AEATOUTHUAT MYCKYJ B TOpHAaTa 4acT Ha pbKaTa.
He nmxekTupaiiTe BakcHHATa HHTPABACKYIAPHO, TIOJKOKHO M HHTPAIEPMAaITHO.

Bakcunata He Tps0Ba Jja ce cMecBa B €/1HA U ChIla CIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBEHH
MIPOJYKTH.
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3a npenanasHuTe MEPKH, KOUTO TPsIOBa Ja ObJaT B3€TH MPEAH MPHIOKEHUE HA BAKCHHATA, BUXKTE
Touka 4.4,

3a yka3aHus OTHOCHO pa3MpassBaHeTo, paboTaTa U U3XBBPIISHETO HA BAKCHHATA BUKTE TOUKA 6.6.
4.3 IIpoTuBomoka3aHus

CBpPBX4yBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MJIA KbM HIKOE OT IIOMOIIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.

4.4  CpoeuuajHu npeaynpe:RIeHUs! U NpeINa3Hu MePKH NPH ynoTpeda

IIpocnenumoct

3a f1a ce moIo0pH MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MTAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa SCHO J1a CE 3am1cBarT.

OO01111 TPENOPHKHU

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

Mma cpobimeHus 3a chOuTHS Ha aHadmwIakcus. Bunaru TpsoBa ga iMa Ha pasoIoKeHUE TIOIXO A0
MEMIMHCKO JICYCHHUE U HAaOJIIOIECHUE B CIyYail Ha aHa(DUIaKTUYHA PeaKIys CIIe]] MPUIOKECHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEIIHO HAOJIIOICHUE B ITPOAB/DKCHUE HAa HAall-MaaKo 15 MUHYTH clief
BakcuHanusATa. He TpsiOBa ;1a ce mpruiara ciiesaiia 03a OT BAKCHHATA Ha JIUIIA, TIOTYYHIN

aHa(uakcus ciel npeauiiHa go3a Comirnaty.

Muoxapoum u nepuxapoum

ChIiecTBYBA IMOBHIIICH PUCK OT MUOKAPIUT U MEPUKApAUT ciey BakcuHarms ¢ Comirnaty. Te3u
3a00JISIBAHUST MOTAT JIa C€ PA3BUSAT JIO HAKOIKO JTHH CJIE/I BAKCUHAIIUATA U HACTHIIBAT MPEJHUMHO B
pamkute Ha 14 qau. Te ca HaOIrOAaBaHM MO-YECTO CJIeN BTOpaTa BAKCHHAIUS U IT0-YECTO TIPH TI0-
MJIaau MBXKe (BK. Touka 4.8). HanudaanuTe JaHHN MOKa3BarT, 9€ B IOBEYETO CIydad HACTHIIBA
BB3CTAHOBsIBaHE. B HSKOM CiTyuau ce Hajara MmoJyIbpKaHe ¢ MHTCH3UBHU IPKH U UMa HAOII01aBaHu
CIIy4aH C JIETaJICH U3XO7.

MenuIMHCKAUTE CIICUATUCTH TPsIOBa Ja ObaaT OIUTETHA 32 MPU3HAIINTE U CUMITTOMHUTE HA
MUOKapIUT U IEpUKApANT. BakcuHupaHnuTe muia (BKIOYUTEITHO POAUTEINTE WA OOTPHIKBAIIIUTE
TuIa) TpsaOBa 1a ObJaT UHCTPYKTHUPAHU J1a IOTHPCAT He3a0aBHO MEUITMHCKA ITOMOII], aKO Pa3BHSIT
CHUMITTOMH, TTIOKA3aTETHH 32 MHOKAPIUT WA TEPUKAPANT, KaTo (0CTpa U MPOIBIDKATETHA) 00JIKa B
T'BPANUTE, 338]IyX WIN NAMNUTALMYU CJIe]] BAKCUHALIAATA.

MeaUIMHCKHUTE CICHUAINCTH TPSOBa 1a HAIPABAT CIpaBKa ¢ PhKOBOJICTBATA W/UJIM CIICIIUAIMCTUTE 32
MNarHOCTHUIIMPAHE U JICUCHUE HAa TOBA 3a00JIsIBaHE.

Peakuuu, C68bP3AHU C NMPEBOHCHOCI

BBB Bph3Kka ChC caMus IPOIIEC HA BAKCHHAIIHMS MOTAT J1a Bh3HUKHAT PEaKIluu, CBhP3aHU C
TPEBOXKHOCT, BKJITFOUUTEITHO Ba30BATaIHU PEAKIIMU (CHHKOI ), XUIICPBESHTHIIAIIMS MM PEaKIUH,
CBBP3aHH ChC CcTpeca (Hamp. 3aMastHOCT, ANMUTAINH, YCKOPEHa ChpAeYHa YeCTOTa, IPOMEHH B
KPBHBHOTO HaJISITaHE, MapecTe3ns, XUIMEeCTe3usI U U3NOTABaHe). Peakiumnre, CBbp3aHu ChC CTpeca, ca
MIPEXOJIHU M OT3ByUYaBaT OT caMo ceOe cu. XopaTa TpsiOBa ja ObJIaT MOCHBETBAHU J1a HHGOPMUPAT 3a
TE3W CUMIITOMH BaKCUHUPAIIHS TH 32 OllcHKa. BayKHO € /1a ce B3eMarT mpea3Hu MepKH, 3a J1a e
NPEZI0TBPATH HapaHsIBaHE OT MPHIAaHe.
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Convmemeawio 3abo0.56aie

Bakcunanmsara TpsiOBa J1a ce OTJIOKH MPH JIHMLA, CTPAAALIHN OT OCTPO TEXKKO (pedpriiHo 3abonsiBane
win octpa uHpekuus. Hanmnuuero Ha yieka nH(EKIUs 1/Wii HEBUCOKa TeMIlepaTypa He Tps0OBa na
CTaBa IPUYMHA 3a OTJaraHe Ha BaKCHHALIUATA.

TDOM6OMMW[0}’!€HZ/L}Z U HAPpYWEeHUA HAd KPbBOCbCcUpearnemo

KaxTo mpu apyru H”HTpaMyCKYITHH WH)KEKITH BaKCHHATa TPSOBa J1a ce Mpuijiara BHUMATEITHO MPH
JIUIA, TIOyYaBalld aHTUKOATYJIaHTHA TEPAIUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapyIICHHE Ha KPHBOCHCUPBAHETO (KaTO XeMO(MWiIHsl), Thi KaTO MIPH TE3H JIUIA MOTaT Ja Bh3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJTHO MPHJIOKEHHE.

HMVHOKOMI’IDOM@W[MDCIHU auya

EdukacHocTTa 1 6€3011aCHOCTTA HA BAKCHHATA HE Ca OLICHEHH ITPU HMYHOKOMITPOMETHPAHH JIUIIA,
BKJTFOUMTEITHO TE3H, MOJTydaBallld MMyHoCcynpecuBHa Tepanus. EpukacHoctra Ha Comirnaty
Original/Omicron BA.1 moxe 1a € mo-HUCKa [TPH UMYHOKOMIIPOMETHPAHH JIUIIA.

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

HpOI['bJDKI/ITCHHOCTTa Ha 3aimuraTra, npeaocTaBsiHa OT BAaKCHMHAaTa, HE € U3BCCTHA, THi KaTO TS BCE OIIE
CC OMMpEACiid B TCKYIIU KIIMHUYHHA MTPOYYBAHUS.

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

Kakro npu Besika BakcuHa, BakcuHanusata ¢ Comirnaty Original/Omicron BA.1 mosxe na He 3amutu
BCHYKH BaKCHHUpaHU. BakCMHUpaHHUTE MOXKE J1a HE Ca HAITBJIHO 3AIUTEHH J0 7-MHS JICH CIIe]
BaKCHHAIMATA.

45 B3aumopneiicTBHe ¢ APYI'H JIEKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoelcTBHE
He ca npoBexxaanu npoy4yBaHusi 32 B3aUMOJICHCTBUSATA.

CwrpreTBamioTo npritokerne Ha Comirnaty Original/Omicron BA.L ¢ apyru BakCHHM HE €
POYUECHO.

4.6 @epTHaANTET, )PEMEHHOCT H KbPMEHe

Bbpemennoct

Bce oitie nuricBaT n1aHHU OTHOCHO yrioTpebaTta Ha Comirnaty Original/Omicron BA.1 mo Bpeme Ha
OpEeMEHHOCT.

Bce nak rosism o6eM JTaHHHM, MOJTYy4YeHH OT HaOJI0ICHHETO Ha OPEMEHHH JKCHH, BAKCHHUPAHHU C
I'bPBOHAYAIHO pa3pelieHara 3a ynorpebda Bakcuna Comirnaty rnpe3 BTOpUS U TPETHUsI TPUMECTB, HE
HIOKa3BaT yBeJIMYaBaHe Ha CIIy4auTe Ha OPEMEHHOCT C HeXellaH M3Xo. Makap ue JaHHUTE 33 U3XO0J
OT OpPEeMEHHOCTTA CJie]] BAKCHHAIIMS, IPOBEICHA [0 BpeMe Ha IIbPBHSI TPUMECTBP, TIOHACTOSILEM Ca
OrpaHMYEHH, HE ce HaOJF01aBa MOBHILCH PUCK OT CIIOHTaHeH a0opT. [IpoyuBaHusTa IPU )KUBOTHU HE
NIOKa3BaT NPEKH WIIM HEMPEKH BPEIHU e(PEKTH, CBbP3aHU ¢ OPEeMEHHOCTTA,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO MITH TIOCTHATATHOTO pa3BuTHE (BXK. Touka 5.3).
Twit KaTO pa3IMKUTE MEXIY MPOTYKTUTE Ca OTPAHUYCHH JI0 CEKBEHIIMATA HA MINTIOBHS IIPOTEHH U
HSIMa KIIMHWYHO 3HAYMMU Pa3iMKH B peakrorenHocTTa, Comirnaty Original/Omicron BA.1 moxe na
ce mpuiiara 1o BpeMe Ha OpeMEeHHOCT.
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Kspmene

Bce omre nuncBat qanHu 0THOCHO ynotpebara Ha Comirnaty Original/Omicron BA.1 B nepuoaa Ha
KbPMEHE.

Bce mak He ce odakBat e(heKTH IpU KbPMEHU HOBOPOACHU/KbpMadeTa, Thil KaTO CHCTEMHaTa
EKCIIO3HITUS Ha BAKCHHATA NIPU KbpMauKaTa € He3HauHuTelHa. JlaHHUTEe OT HAOI0CHUETO Ha JKEHH,
KOWTO ca KbpMEJIH CJIe]l BAKCHHAIMSI ¢ ITEPBOHAYATTHO pa3pelieHara 3a ynorpeda sakcuaa Comirhaty,
HE TIOKa3BaT PUCK OT HEXKENaHU e)eKTH MPU KbPMEHH HOBOPOIeHU/KbpMadeTa, Comirnaty
Original/Omicron BA.1 moxe ma ce mpujara B epruoja Ha KbpMEHE.

DepTUIuTeT

[TpoyuBaHuATa IPH ’KUBOTHH HE TIOKA3BAT MPEKH MIIM HETIPEKH e(heKTH, CBBP3aHH C PEIPOIYKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 EdexTn BBpXy CIOCOOHOCTTA 3a moupaHe U padoTa ¢ MAIIMHU

Comirnaty Original/Omicron BA.1 He moBnusBa WM MOBIUSIBA TPEHEOPEKUMO CITIOCOOHOCTTA 32
moupane 1 paboTta ¢ MaliMHU. Bee mak HAKou OT eheKTUTE, MOCOUYCHHU B TOUKa 4.8, MOraT BpEMEHHO
Jla TIOBJIMSISIT CIIOCOOHOCTTA 32 1modupaHe Wik padoTa ¢ MalluHH.

4.8 Hexenanm JiekapcTBeHH peaKUUH

Pesrome Ha mpodumia Ha Oe30macHOCT

Comirnaty Original/Omicron BA.1

Yyacmuuyu na ev3pacm > 55 200unu — crned 6ycmep doza Comirnaty Original/Omicron BA.1
(vemsvpma 003a)

B moarpyma ot Ilpoyusane 4 (®Pasza 3) 305 Bp3pacTHH Ha BB3pacT > 55 rouHu, 3aBbPIININ
BakcuHanus ¢ 3 no3u Comirnaty, ca moiaydmiu Oycrep (4eTBbpta go3a) Comirnaty

Original/Omicron BA.1 (15/15 ng) 4,7 no 11,5 mecena caen [o3a 3. YyacTHHIMTE, TOITYyYHIH OycTep
(ueTBBpTa M03a) Comirnaty Original/Omicron BA.1, ca uManu nepro Ha npociie/isBaHe ¢ MeTuana
Hai-maiko 1,7 mecena.

OO6muaAT npodui Ha 6e30macHOCT 3a Oycrepa (ueprBbpTara 103a) Comirnaty Original/Omicron BA.1
€ mo100¢H Ha TOo3HW, HabmomaBan ciex OycTtepa (Tperarta mo3za) Comirnaty. Haii-uecture HeXxxenmaHu
peaxIy Mpy YIaCTHUIY Ha Bb3pacT HaJ 55 roauHu ca 00Jika Ha MSICTOTO Ha HHXekTHpane (> 50%),
ymopa (> 40%), rmaBobonue (> 30%), muanrust (> 20%), Brpucane u aptpanrus (> 10%). He ca
YCTaHOBCHH HOBH HeKeyaHu peakiuu Ha Comirnaty Original/Omicron BA. 1.

Yyacmuuyu na ev3pacm 18 00 <55 200unu — cied bycmep 0o3a monoganenmua Omicron BA. 1
(vemsvpma 003a)

Bbe3omacHoctTa Ha OycTep mo3a Comirnaty Original/Omicron BA.1 npu nuiia Ha Bb3pacT

18 1o <55 roguHu e eKcTpamnonupaHa oT JaHHUTE 3a 0€30MacHOCT OT moArpyna ot 315 Bp3pacTHH Ha
BB3pacT 18 1o <55 roaunu, nonyunnu Oycrep (ueTBbpTa H03a) Omicron BA.1 30 g (MOHOBaJIEeHTHA)
clie]] 3aBbpIIBaHe Ha BakcMHauuATa ¢ 3 1031 Comirnaty. Hali-uecTuTe He)XeTaHU peakyy IpH Te3U
YYaCTHHIM Ha Bb3pacT 18 10 <55 roauHu ca 6osika Ha MACTOTO Ha WHXKeKTupaHe (> 70%),

ymopa (> 60%), rimaBodosue (> 40%), muanrust (> 30%), Brpucane (> 30%) u aprpanrus (> 20%).

Comirnaty 30 ug

Yyacmuuyu na év3pacm 16 u noseue 200unu — cieod 2 003u

B IIpoyusane 2 o6mo 22 026 yyacTHHIIM HA BB3pacT 16 uiu nmoBeye roAMHU ca MOIyYHIId Hai-
Mmankoto 1 mo3a Comirnaty u 00110 22 021 yyacTHHMIIM Ha Bb3pacT 16 WM MoBeue TOAUHU ca
MOJYYHIIH TuTane6o (BKarounTeHo 138 u 145 roHomu Ha 16- 1 17-roauIiHa Bb3pacT CbOTBETHO B
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rpymara ¢ BakCHHATa 1 rpynara ¢ miame6o). Oomo 20 519 ygactauiy Ha Bp3pacT 16 win moBede
roauHM ca moiryamiu 2 mo3u Comirnaty.

KbM MomeHTa Ha aHanu3a Ha [IpoyuBane 2 ¢ naTa Ha 3akiatouBaHe Ha naHHUTe 13 mapt 2021 r. 3a
I1a11e00-KOHTPOIMPAHUS 3aciIeleH IepUOo Ha IIpocieisiBaHe [0 NaTUTE Ha pa3cielsiBaHe Ha
ydacTHUIHTE, 001110 25 651 (58,2%) yuactanmu (13 031, momyunnu Comirnaty, u 12 620, momyannm
iane0o0) Ha Bb3pacT 16 U moBeye roJMHU ca MpocieIsIBaH! B IPOIBIDKEHUE Ha > 4 Mecela cieq
BTOpaTa j03a. ToBa BriouBa 06110 15 111 (7 704, nonyunnu Comirnaty, u 7 407, mony4uinu
wianedo) ydacTHuIm ot 16- 10 55-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nonyunnu nnane6o) y4acTHULM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-yectute HexkellaHM peaklMy MMPH yYACTHUIIMTE HA BB3pacT 16 u moBeve ToAWHH, TIOTYIHIN

2 11031, ca 00JIKa Ha MACTOTO Ha UIKeKkThupane (> 80%), ymopa (> 60%), rmaBobdosue (> 50%),
muanrus (> 40%), Brpucane (> 30%), aprpanrus (> 20%), MUPEKCHs U TIOTyBaHEe Ha MSICTOTO Ha
umkektupane (> 10%) 1 0OMKHOBEHO ca JIGKH WM YMEPEHH 110 MHTECH3UTET U OT3BYy4YaBaT B PAMKHUTE
Ha HSKOJIKO JTHU CJIe]] BAKCHHANMATAa. MaJKo Mo-MajKa 4ecToTa Ha ChbOUTHATA HA PEaKTOr€HHOCT ce
CBBP3Ba C MO-TOJIIMA Bh3pacT.

[IpopunbT Ha Ge3omacHOCT NpH 545 yd4acTHUIM Ha Bb3pacT 16 u oBede TOAWHH, BAKCHHUPAHU C
Comirnaty, kouto ca omnu ceporro3ntTuBHY 32 SARS-C0V-2 Ha U3X0AHO HHBO, € MOI00EH Ha
HaOII0JaBaHYs TP 001IaTa MOMYJIAIHs.

FOnowu na év3pacm 12 0o 15 200unu — cned 2 0o3zu

[Tpu aHanu3 Ha JaHHKUTE OT JBJITOCPOUHOTO MPOCesBane 3a bezonacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcuaupanu ¢ Comirnaty u 1 129, momyumim miaie6o) ca Ha Bs3pact 12 10
15 roguuu. Ot 11X 1 559 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, moay4uin mianedo) ca
NpoCIeIIBaHu B MPOIBIKCHUE HA > 4 Mecena ciiesl BTopata qo3a Comirnaty. OtieHKaTa Ha JaHHUTE
3a 6e3onacHoct B [IpoyuBane 2 npoabinkasa.

OO6uwmsaT npodun Ha OezonacHocT Ha Comirnaty mpu I0HOLIM Ha Bh3pacT 12 10 15 rogunu € nogobex
Ha HaOJI01aBaHus [IPU YYaCTHHULIM Ha Bb3pacT 16 u nmoBeve rognnu. Hail-uecTure HexenaHu peakuu
NpY FOHOIIX Ha BB3pacT 12 1o 15 roxuHu, monydmiu 2 1034, ca 00JKa Ha MSICTOTO Ha HHKEKTHPaHe
(> 90%), ymopa u riaBodosue (> 70%), muairust u Brpucane (> 40%), apTpairusi U MUPEKCHst

(> 20%).

Yuacmuuyu na év3pacm 16 u noseue 200unu — cied dycmep 003a

Enna noarpyna ygactaunu BbB ¢aza 2/3 na [Ipoyusane 2 - 306 Bp3pacTHH Ha BB3pacT 18 1o

55 roauHwM, 3aBBPIININ TEPBOHAYATHUS 2-1030B Kypc ¢ Comirnaty, ca momydniu Oycrep 1o03a
Comirnaty npubiusurento 6 mecena (auamnasos 4,8 1o 8,0 mecera) cnen Jlosza 2. Kato 11510, mpu
YYACTHHUIIUTE, KOUTO Ca MONMYYMIN OycTep 71033, MeraHaTa Ha BpEMETO Ha MPOCIIe/IIBaHe ©

8,3 mecena (muanazon 1,1 mo 8,5 mecena), a 301 ydacTHUIH ca POCIEASIBAHA B IPOABIKEHUE HA
>6 Mecelna ciiel] Oycrep J103ata J0 AaTrara Ha 3akiirouBaHe Ha gaHaute (22 Hoemspu 2021 r.).

OO0musAT mpodu Ha 6€30MacHOCT 3a OycTep Jo3ara ¢ moAo0eH Ha HaOroAaBanus cief 2 po3u. Haii-
YeCTUTE HEXKENAaHU PEaKIIMK MPH YYaCTHUIIUTE Ha BB3pacT 18 1o 55 romunu ca 60ika Ha MSICTOTO Ha
umkekTapane (> 80%), ymopa (> 60%), rmaBobomnme (> 40%), muanrus (> 30%), BTprcane u
aptpanrus (> 20%).
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B IlpoyuBane 4, mnane60-KOHTPOIUPaAHO MPOYyIBAHE C MPUJIOKEHNE HA OyCcTep /1032, YIaCTHHUITH Ha
BB3pacT 16 1 moBede roaunu, Habpanu ot [Ipoyusane 2, ca momyunau 6ycrtep mo3a Comirnaty

(5 081 ygyactauim) nim mwiane6o (5 044 yyacTHUIIN) Hai-Mako 6 Mecela ciie/l BTopaTa 103a
Comirnaty. Karo usiio, npu ydacTHHULIMTE, KOUTO ca MOMYyYHId OycTep 1032, MeAUaHaTa Ha BPEMETO
Ha MpocJIeIsiBane ciell OycTep J03aTa B 3aclieNieHs Tane00-KOHTPOIUPaH MEPUo/] Ha TIPOCie/iBaHe
JI0 JaTaTa Ha 3aKirouBaHe Ha naHHuTe (8 deBpyapu 2022 1.) e 2,8 Mecena (quamnazon 0,3 10

7,5 mecena). Ot Tsx 1 281 yuactaunm (895, Bakcuaupanu ¢ Comirnaty u 386, nonyunnu minanebo) ca
MIpoCIeIBaHN B MIPOIBIDKEHUE Ha > 4 Mecena cien Oycrep mozara Comirnaty. He ca yctanoBeHH
HOBH HEeKellaHu peakiuu Ha Comirnaty.

Bycmep 003a cned nvpsuuna eaxkcunayus ¢ opyea paspewena 3a ynompeba eaxcura cpewy COVID-19

B 5 HezaBucuMu npoyuBaHus 3a ynorpebara Ha Oyctep no3a Comirnaty npu Juna, 3aBbpIIINd
I'bPBUYHA BaKCHHAIIMS C Apyra pa3pelieHa 3a ynorpebda Bakcuna cpemy COVID-19 (xereponoxna

Oycrep 103a), HE Ca YCTAHOBEHN HOBH JAaHHM, CBhP3aHU ¢ Oe30macHocTTa (BXK. Touka 5.1).

CHuchK Ha HEXKEJIAaHU pEeaKUU OT KIMHUYHY u3nuTBauns Ha Comirnaty u Comirnaty

Original/Omicron BA.1 u ot noctMapketunrosus onut ¢ Comirnaty, Ipu Jinma Ha Bb3pacrt 12 u

nOoBCYC I'OAWHH, B TabIuYeH BUL

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,
CBIVIACHO CJIICIHUTE KaTCTOPHHU 10 YECTOTA:

Msoro vectu (> 1/10),

Yectu (> 1/100 o < 1/10),
Heuectu (> 1/1 000 1o < 1/100),
Peaxu (> 1/10 000 mo < 1/1 000),
MHoro peaxu (< 1/10 000),
C Heu3BecTHA YecTOTa (OT HAIMYHUTE JJAHHU HE MOXeE Jia Ob/ic HAlpaBeHa OIICHKA).

Tab6aunma 1.  Hexesanu peakuuu oT KJIMHUYHHTE npoyuBaHusi Ha Comirnaty u Comirnaty
Original/Omicron BA.1 u ot noctmapkeTuHroBusi onut ¢ Comirnaty npu Junma
Ha Bb3pacT 12 u noBeye roAMHU
Cucremo- MHoro Yectn Heuectn Penkn Mmnoro C HeusBecTHA
opraHeH YecTH (=1/100 go |(=1/1 000 xo| (=1/10000 penkn gecToTa (0T
KJ1ac (= 1/10) < 1/10) < 1/100) 10 (< 1/10 000) HAJTHYHHUTE
< 1/1 000) JaHHU He
MoOxke 1a 0bae
HalpaBeHa
OI[€HKA)
Hapymenns JInmbane-
Ha KPBBTa U HomaTus®
nuMpHaTa
cucremMa
Hapymenns Peaxmun Anadunakcus
Ha UMyHHaTa Ha CBPbX-
cucremMa YyBCTBH-
TEJIHOCT
(narmp.
00puB,
pypuTyc,
ypTukapus®,
anruoeaem’
Hapymienust Hamanen
Ha amneTuT
MeTabonn3mMa

U XpaHEHETO
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Cucremo- MHuoro YecTn Heuectu Penxn MHoro C Hen3BecTHa
opraHeH YecTH (>1/100 no |(=1/1 000 no| (=1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) < 1/100) hi (1 (< 1/10 000) HAJTUYHHUTE
< 1/1 000) JaHHU He
MoKe 1a 0bae
HalpaBeHa
OIleHKA)
Tlcuxuaau bescrHue
HapyIIeHUs
Hapymenus I'maBoGonme 3amaiiBane"; | OcTpa ITapecresus’;
Ha HEpBHATA Jletaprus nepudepHa XurmecTe3us"
cucTemMa JUIeBa
napanmza®
Copaeunu Muoxkapaut';
HapYIICHUS [epuxapaut”
CromarmrHo- Huapwust” T'anene;
YpEBHU TloBpbiane’
HApYIICHUS
Hapymenns Xunep- Epurema
Ha KOXKaTa XU/IPO3a; MynTudopme”
MTOJIKOKHATa Houaun
ThKaH M3IIOTSIBA-
HUS
Hapymenus ApTpanrus; bonka B
Ha MYCKyJIHO- | Muanrus KpaitHuK"
CKeJIeTHATa
cUcCTeMa U
ChEeIMHUTEIHA
Ta ThKaH
Hapymenns Texxko
Ha MEHCTPYaJTHO
BB3MPOU3BOIN KbPBEHE®
TEeHAaTa
cUcCTeMa U
rbpAaTa
OO0 bonka Ha 3adepBsBaHe| ACTCHHS, O6mmpeH
HApyIICHUS U | MICTOTO Ha | Ha msctoTo | Hepasmo- OTOK Ha
edekTn Ha WHXCKTH- HA WHXKEKTHU-| JIOKEHUE; BaKCHHUPAHUS
MSICTOTO Ha pase; paHe IIpyputyc KpailHUK';
MpUJIOKEHHEe | YMopa; Ha MICTOTO OTok Ha
Brpucase; Ha WHKEK- JUIETO™
ITupexcus®; TUpaHe
OTok Ha
MSICTOTO Ha
WHKEKTH-
paHe

a. Ilpum yyacTHHIM Ha BB3pacT 5 W MOBEYE TOJAMHU CE CHOOIIaBa 3a MO-TOJIIMA YECTOTa Ha JTUM(a CHOIATHS
cien 6ycrep (£ 2,8%) mo3a, OTKONKOTO ciien mbpBoHavyanau (< 0,9%) 103U OT BakCHHATA.
6. Kareropusra no uecrora 3a ypTUKapusi 1 aHTHOEJIEM € “penku’”.
B. [lIpe3 nepuosa Ha mMpociesIBaHeTo 32 OE30MACHOCT Ha KIIMHUYHOTO Mpoy4BaHe, 10 14 noemspu 2020 T,
octpa nepudepHa JUIeBa Mapajin3a ¢ ChoOIIeHa OT YeTHpuMa yuacTHHIM B rpynara ¢ uPHK BakcuHara
cperry COVID-19. ITosBara Ha nutieBa mapanmsa e Ha [en 37 cnex oza 1 ([{o3a 2 He e npuioxeHa Ha
yaactauka) u am 3, 9 u 48 cnen [lo3a 2. Hama cro01mmeHns 3a cirydad Ha ocTpa nepudepHa JTUIeBa
napanmsa B TpymnaTa ¢ miamnebo.
r. Hexemana peakimus, ycTaHOBEHa cJIe]l pa3pemaBaHe 3a yrmoTpeoa.
n. OrtHacs ce 3a ppKaTa, Ha KOSATO € TIOCTaBeHA BaKCHHATA.
e. Ilo-romsima yecroTa Ha MUpEKCHs € HAOMIOAaBaHa CIie/ BTOpaTa 103a B CpaBHEHHUE C ITbpBATa J103a.
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K. CpoOmasa ce 3a OTOK Ha JIMIETO NPH PEIUINTNCHTH Ha BaKCHHATA, Ha KOUTO € OWMJI HHXXECKTHPAH AepMalieH
¢rrEp Tpe3 MOCTMapKETUHTOBHS TIEPUO/T.
3 IloBedero ciay4an M3TieKIa HE ca CEPUO3HM U ca C BpDEMEHEH XapaKTep.

Onucanue Ha I/I36DaHI/I HCXCTaHU pCaKIInu

Muokapoum u nepuxapoum

[ToBumIeHUAT PUCK OT MUOKAPIUT ciel BakcuHaIus ¢ Comirnaty € Hali-BUCOK IIPH FOHOIIIH U T10-
MJIaau MBXKe (BK. Touka 4.4).

[Be rojzeMu gapmMakoenuaeMUOIOTHYHH IPOYUBaHUS, IPOBeAeHH B EBpomna oLeHsBaT Mo-BUCOKHS
PHUCK OT MUOKapAUT MPH IOHOLIM U TO-MJIaJH MBKe ciiell BToparta qo3a Comirnaty. Eano npoyuBane
MOKa3Ba, ue 3a MepHoJ OT 7 IHU CjIe] BTopaTa 103a uMa okoo 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOIIN U MBKE, B CPAaBHEHHE C
xopa 0e3 excrio3uus. B apyro npoyusane 3a nepuog ot 28 nHu ciel BTopara go3a uMa 0,56 (95%
JAU: 0,37 - 0,74) moreauTeHY cirydas Ha Muokapaut Ha 10 000 pu 16 10 24-roUIITHE IOHOIIA U
MBKe, B CpaBHEHHUE € XOpa 0e3 eKCIO3HIINA.

OrpaHr4eHu TaHHH TIOKa3BaT, 4Ye PUCKBT OT MUOKAPIIUT U MEPUKApAUT ciel BakcuHanwms ¢ Comirnaty

MIPH JIe11a Ha BB3pacT oT 5 10 11 roauHu U3riexaa mo-HuChbK, OTKOJIKOTO TP T€3W Ha B3pacT OT 12
1o 17 ronuuan.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cpo0ImaBaHeTo Ha MOIO3MPaHN HEKEJIAaHU PEaKLUH CiIe]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBEHHS
NPOJYKT € BaxkHO. TOBa MO3BOJISIBA JIa TIPOIBIKH HAOIO/ICHUETO Ha ChOTHOIIIEHUETO TI0JI3a/PUCK 32
JeKapcTBeHUs MpoayKT. OT MEANIIMHCKUTE CTIEHHUAINCTH C€ N3MCKBA J]a ChOOIIaBaT BCAKa
N0J03MpaHa HeXellaHa Peakiysl Ype3 HAlMOHAIHA CHCTEMa 3a ChOOIaBaHe, IOCOUYEHA B
[punoxenue V 1 na BKIIOYAT MapTUAHKAS HOMED, aKO € HaJM4ueH.

4.9 Ilpepo3upane

WMa Hanmm9YHM JaHHA 32 TIPEeo3UpaHe MPU 52-Ma YIaCTHHUIIM, BKITFOYEHH B KIIMHUYHOTO M3IIMTBAHE,
KOWTO TIOPaJIH TPEIKa B pa3pekaaHeTo ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
ChOOLIABAT 32 MOBHUILIEHA PEAKTOTCHHOCT MJIM HEXKENaH! PEaKIHU.

B cnyuyait Ha npeno3upaHe ce npernopbyuBa MPOCIe/IABaHe Ha KU3HEHUTE QYHKIIMH U BH3MOXKHO
CHUMIITOMaTHYHO JICUCHHE.

5. DOAPMAKOJIOT'NYHHA CBOUCTBA

51 @apmakoguHAMUYHM CBOMiCTBA

dapmakoTepaneBTH4Ha rpyna: Bakcuuu, BupycHu Bakcuau, ATC kox: JO7BNO1

MexaHu3bM Ha JIEUCTBUE

Hyxkneosugno mogudunmpanara nnpopmaunonsa PHK B Comirnaty e noa ¢opmara Ha aunuaHu
HAaHOYAaCTHLIN, KOETO MO3BOJIABA JOCTaBsIHETO Ha Hepemmunupama 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) MpoTenH ¢ ABE TOYKOBU MYTallUH B
LIEHTpaJIHATa YyacT Ha ciupanaTa. MyTtanusra Ha Te34 JBE aMUHOKUCEIMHU J0 MPOJIMH CTaOUIM3upa
S (spike) mpoTerHa B aHTHTCHHO MPEIIOYNTAaHA IPpeQy3UOHHA CTPYKTYypa. BakcuHaTa nmpen3BrKBa
KaKTO IIPOM3BOJCTBO Ha HEYTPAJU3UPALIN aHTUTENIa, TaKa U KJIETbYeH UMYHEH OTroBOp KbM S (spike)
AaHTUTEHA, KOETO MOJXKE J1a IoTIpHrHece 3a 3amuTa cpeury COVID-19.
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EdukacHocT

Comirnaty Original/Omicron BA.1

OmHocumenna UMyHO2eHHOCM HA BAKCUHAMA NPU YYACMHUYU HA 8b3pacm > 55 coounu — cieo
bycmep oosa Comirnaty Original/Omicron BA.1 (vemsvpma doza)

IIpu mexauHeH aHanu3 Ha oarpyna ot [Ipoyusane 4 (Iloanmpoyusane E), 610 Bp3pacTHH Ha BB3pacT
HaJ 55 ToauHM, 3aBBPIIN cepus oT 3 go3u Comirnaty, kato 6ycTep mo3a (4eTBbpTa 103a) ca
noyurin 1 ot cnegaute: Comirnaty (30 pg) mmu Comirnaty Original/Omicron BA.1 (15/15 pg).
GMR wu creneHTa Ha CEpOJIOTHYECH OTTOBOP Ca OILIEHSBAHU Ha 1-BUs Mecel] e OycTep BAKCHHAITUS C
Comirnaty Original/Omicron BA.1 (15/15 pg) no narara Ha 3akarouBaHe Ha gaHHuTE 16 Maii 2022 T.,
TOBa ce ABsABa IIEPHOJ Ha MpociieAsBane ciel Oycrep go3a ¢ menuana 1,7 mecena. bycrep nozara
Comirnaty Original/Omicron BA.1 (15/15 pg) e npunarana 4,7 no 11,5 mecena (Meauana 6,3 meceria)
CJIeJ] TpeTaTa J103a.

[IppBHYHATA LIE)I HA aHATU3a € 1a Ce HAIPaBH OLIEHKA 3a MPEBB3X0ACTBO, TI0 OTHOLIEHHE HAa HUBOTO
Ha TUTHPA HAa HEYTPaJIM3HUPAIUTE aHTUTENA, U 32 He M0-MaJika e)MKaCHOCT, [0 OTHOIICHUE Ha
CTETIEHTa Ha CEPOJIOTHUEH OTIOBOP, Ha IMYHHHS OTTOBOp cpenry Omicron, HHIYIUPAH OT 1032
Comirnaty Original/Omicron BA.1 (15/15 ug), B cpaBHEHHE € OTTOBOpPa, MPEIU3BUKAH OT 103a
Comirnaty (30 pg), mpuaokeHa KaTo YeTBbPTa 1034, TPU YUACTHHIIN, KOMTO BeUe ca OHIH
BakcuHupanu ¢ Comirnaty, Ha Bb3pacT HaJa 55 TOAMHU.

IMocturnato e npeBb3xoacTBo Ha Comirnaty Original/Omicron BA.1 (15/15 pg) cipsimo Comirnaty
(30 ug), Twit kaTo gonHaTa rpanuna Ha 2-crpanuus 95% JIU 3a GMR e > 1 (Tabmuma 2).

CeponoTruYHUAT OTTOBOP ce NeHUpa KaTo IMOCTHTaHe > 4 THTH MMOBUIIIEHUE OT U3XOIHO HUBO
(Tpeny BakCHHANMATA B IIPOYYBAHETO). AKO CTOMHOCTTA IIPHU NU3MEPBAHETO HA N3XOHOTO HUBO € TTOJT
LLOQ, croitnocTt > 4 x LLOQ ciieqn BaKCHHAITUATA CE CUUTAT 3a CEPOJIOTUICH OTTOBOD.

Pasnukara B MpOLICHTUTE HA YYACTHHUIIM, TIOCTHTHAIHM CEPOJIOTHUYESH OTIOBOP KbM BapuaHTa Omicron,
Mmexy rpynara ¢ Comirnaty Original/Omicron BA.1 (71,6%) u rpynara ¢ Comirnaty (57%) e 14,6%
(2-ctpanen 95% JIU: 4,0%; 24,9%). CreoBaTeIHO € TIOCTUTHATA HE TT0-MaJjika e(hHKaCHOCT.

Ta6auna 2. llognpoyuBane E - Cpeano reoMeTpuyHO CHOTHOLIIEHNE PU CPABHEHUETO MEKIY
rpynuTe Ha BAKCHHUTE — yYacTHUIM 0e3 JanHu 3a undexuus 10 1 mecen cien
Jo3a 4 — pa3mmpeHa KOXopTa — NOArPyINa 3a UMYHOT€HHOCT — YYACTHHUIM Ha
Bb3pacT HajJ 55 roguHu — NonyJianusi, OeHUMa 32 UMYHOT€HHOCT

Bpemena
TOYKA 32
I'pyna Ha BakcuHa B3eMaHe
(kakKTo ca Ha GMT GMR
Anaans PaHAOMU3MPAHH) npoda® | N° (95% JIN®) (95% JIA")
Tect 3a Comirnaty 4558
HeyTpalu3anus Ha (30 pg) 1 mecen | 163 | (365,9; 567,6)
SARS-CoV-2 - Comirnaty
Omicron BA.1 - Original/Omicron BA.1 711,0 1,56
NT50 (TUTBD) (15/15 pg) 1 mecenr | 178 | (588,3;859.2) | (1,17; 2,08)
Tect 3a Comirnaty 5998,1
HeyTpaju3alus Ha (30 pg) 1 mecenr | 182 |(5223,6; 6 887,4)
SARS-CoV-2 - Comirnaty
pedepenTeH mam - Original/Omicron BA.1 5933,2 0,99
NT50 (Tutsp) (15/15 pg) 1 mecenr | 186 |(5188,2; 6 785,2)| (0,82; 1,20)
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Coxpamenus: I = noseputenen uatepsair; GMR = cpenno reomerpuuno csoTHowmenue; GMT = cpenno
reomerpudeH TUTHP; LLOQ = noiHa rpaHuna Ha KOIMYECTBEHO OMpeAensHe; N-CBbp3BaHE = CBBP3BAHE C
nykneonporenta Ha SARS-CoV-2; NAAT = tecr 3a amminukanms Ha HyKJIenHoBH kucennnu; NT50 = tutep
Ha HEyTpaJIM3UpaIINTe aHTHUTENa, HaMaJIsiBaIl BUpycHarta akTuBHOCT ¢ 50%; SARS-CoV-2 = TexxbK 0CcTBp
pecpaTopeH CHHAPOM KOPOHABUPYC 2.

3abenexka: [Toarpymna 3a UMyHOT€HHOCT = TPOM3BOJIHA W3BaAKa OT 230 yU4aCTHUIM OT TPYIIUTE BAKCHHUPAHH,

M30paHu OT pa3lIMpeHaTa KOX0opTa.

3abenexka: B ananuza ca BKIIOYEHH ydyacTHHIU O€3 CEPOJIOTMYHU WIIM BUPYCOJIOTMYHH JIaHHU (Ipein

B3EMaHETO Ha KpPbBHA NP0o0a Ha 1-BHsI Mecel] Clle/l BAKCHHAIMATA B IPOYYBAHETO) 32 MUHAJIa HHPEKIUS ChC

SARS-CoV-2 (1.e. oTpuniatensu 3a antutena ¢ N-cBbp3BaHe [cepyM| Ha BUSUTHTE 332 BAKCUHALIUS B

NpOy4YBaHETO M | Mecel] ciiel BAKCHHAIMATA B IPOYYBAHETO, ¢ oTpuliateneH pe3ynrat oT NAAT (nazanna

HaTpHBKa) Ha BU3UTATa 332 BAKCHHAIIMS B IPOYYBAHETO U HAa BCSKA HEIUIAHMPAaHa BU3NTA IPE/IN B3EMaHETO Ha

KpbBHa Ipo0a Ha 1-BUs Mecell clie]] BAKCHHALIUSTA B IPOYYBaHETO), KakTo U Oe3 aHamHe3a 3a COVID-19.

a. OmpeneneHo 1O MPOTOKOJ BpeMe 3a B3eMaHe Ha KPBBHHU IPoOH.

6. N =0poif y4acTHUIM C BaJIUIHM U SICHU PE3yJITAaTH OT TECTa 32 IOCOUCHNUS aHAIIU3 B J]aJICHATa BPEMEBa
TOYKa 32 B3€MaHe Ha 1pooa.

B. GMT u 2-crpannute 95% 1M ca U3uuCIeHH 4pe3 CTENEHYBAaHE HA CpeHATA JOTAPUTMHUYHA CTOMHOCT Ha
tutpute 1 crotBeTHUTE JIU (Ha 6a3aTa Ha t-pasnpenenennero Ha Student). Pesynratute ot ananusa moz
LLOQ ca 3amanenu kato 0,5 x LLOQ.

r. GMR u 2-ctpannute 95% JIU ca n3uncieHu upe3 CTENEHYBaHE HA CPEHATA PA3JIMKa B IOTAPUTMUYHUTE
CTOWHOCTH Ha TUTpHTE (TPyIa Ha BAKCHHATA HA ChOTBeTHUA pex - Comirnaty [30 Ug]) u cbotBeTHus U (Ha
0azara Ha t-pasnpenesneHreTo Ha Student).

Comirnaty 30 ug

[IpoyuBane 2 ¢ MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAaHAOMH3HPAHO, IIAle00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaare s mpoyuBane ¢asa 1/2/3 3a ycTaHOBsBaHE HA J03aTa, CEICKIIUA Ha
KaHIUJATH 32 BAKCHHA U €(pUKACHOCT IPU YYaCTHUIM Ha Bb3pacT 12 1 moBeve roIuHH.
Panpomusanusita e crparuduuupana mo e3pact: 12- 1o 15-rogumHa Be3pacTt, 16- 10 55-roaumina
BB3pacT, WIX Ha BB3PACT 56 1 moBeye ronauHu, ¢ MUHIMYM 40% OT yJacTHUIIUTE B Ipymara

> 56 roguan. OT IPOYYBAHETO Ca M3KIIOYCHH YIACTHHIIN, KOUTO Ca UMYHOKOMIIPOMETHUPAHH, U
YUYaCTHHUILM C MPEeIUIIHA KIMHIYHA WIK MUKpoOuonornyHa auarnosa 3a COVID-19. Bkirouenu ca
YYacTHHIIM C BE€Y€ CHINECTBYBAIO CTAOMITHO 3a00sBaHe, ONpPEeAETIeHO KaTo 3a00JIsBaHe, KOETO HE
HaJjlara 3HauuMa MpoMsiHa B TEPaITUsTa WK XOCITUTATH3ALUS TTOPaJIH BIIOIIAaBaHe Ha 3200 SIBAHETO
mpe3 6-Te CeAMULH MPEaH BKIIOYBAHETO, KATO YUYACTHHUIIM C U3BECTHA CTAOMIIHA MH(EKIHS C YOBELIKH
nmyHoneduuuter Bupyc (HIV), Bupyca Ha xenatur C (HCV) niu Bupyca Ha xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na sév3pacm 16 u noseue 200unu — cied 2 003u

B gacrra (aza 2/3 na IIpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau 1o 14 Hoemspu 2020 1.,
npubnusutenHo 44 000 ygacTHUIM ca paHAOMHU3MpaHH TIOPABHO U TpsiOBa jaa nomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mmane6o. AHanu3bT 32 €pUKacCHOCT BKITIOYBA YYACTHUIIM, HA KOUTO
BTOpAaTa BaKCHHALMS € HallpaBeHa B paMKuTe Ha 19 1o 42 nuu cnex mppBara BakcuHaus. I[loBeuero
(93,1%) BakcuHHpaHH ca MOJyYHIH Bropara f103a 19 mo 23 auu ciexn losa 1. [lnanupano e
y4acTHHUIIMTE Ja ObJaT npocneasBanu 10 24 mecena cnex [lo3a 2 3a oneHka Ha 6e30mMacHOCTTa U
edpuxacHocrra cpeury COVID-19. B kmuHUYHOTO pOyyYBaHE OT yYACTHULIUTE CE € M3UCKBAJIO J1a
cbOM01aBaT UHTEPBAJI OT MUHUMYM 14 THY peau U ciel NPIIOKEHUETO Ha NPOTUBOIPUITHA
BaKCHHa, 3a Jia mosryyat win miane6o, win uPHK Bakcuna cpenry COVID-19. B kiimHUYHOTO
MPOYYBaHE OT YYACTHHUIIUTE CE € M3UCKBAJIO Jia ChOJII0AaBaT HHTEPBaAI OT MUHUMYM 60 1HU nipeau
WIH CJIe KaTo ca UM OWJIM MPHUIIOKEHH KPBBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WIN
UMYHOTTIOOYJIMHHU B paMKHTE Ha BPEMETO JI0 3aBbPIIBaHE Ha MPOYYBAHETO, 3a Ja MOJTy4aT HiTH
iane6o, win nPHK Bakcuna cpemry COVID-19.

[lonymanusara 3a aHaTM3 Ha MFPBUYHATA TOYKA 3a e(hUKaCHOCT BKIItOUBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noBeve rogunau (18 242 B rpynata ¢ uPHK Bakcunara cpemy COVID-19 u 18 379 B
rpymnara ¢ miare6o), 6e3 naHuu 3a npeauinHa nadpexims cbe SARS-CoV-2 no 7 auu ciien BTopara
no3a. JlomsmanTenHO nMa 134 ygacTHHIN Ha Bb3pacT Mexay 16 u 17 roguaun (66 B rpynara ¢ uPHK
BakcuHara cperry COVID-19 u 68 B rpynara c miane6o) u 1 616 ygacTHUIM - HA BB3pacT 75 U
noeue roaunu (804 B rpynata ¢ uPHK Bakcunata cperry COVID-19 u 812 B rpynara ¢ miane6o).
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KbM MOMeHTa Ha TEPBUYHHS aHAN3 32 )UKACHOCT YYACTHUIIUTE Ca MPOCIIC/SIBAHU 32 CHMIITOMH Ha
COVID-19 B npoabsmkenue Ha 001110 2 214 yopekoroauuu B rpynara ¢ MPHK BakcuHaTa cperiy
COVID-19 u 060 2 222 40BEKOTOAMHHU B TpyIaTa C 1miamneoo.

Hsima KITMHAYHO 3HAYUMH Pa3iHKH B 00IIaTa e()uKacCHOCT Ha BaKCHHATA TIPH YYACTHHUIIA C PUCK OT
texka popma Ha COVID-19, BKIIOYMTETHO T€3H ¢ 1 WM MOBEYe ChITBTCTRAINY 3200 IsIBAaHMS, KOUTO
yBenuuaBaT pucka ot Texka Gopma Ha COVID-19 (namp. actma, nHnekc Ha TenecHata Maca (MTM)
> 30 kg/m?, xporn4HO GenoapPOOHO 3a00IBaHE, 3aXapeH AUA0ET, XMIEPTOHHUS).

Wndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTtaBeHa B Tabmuna 3.

Ta6auna 3.  EduxacHoct Ha BakcuHaTta — mbpBa nosisa Ha COVID-19 ot 7-mus j1eH cien
Jlo3a 2, 1o Bb3pacTOBU NOATPYNH — YYACTHHLHM 0e3 JaHHH 3a HH(eKuus npeiu

7-mus fneH cien Jlo3a 2 — nomyianus, oneHnMa 3a epukacaoct (7 1Hu)

bpBa nosisa Ha COVID-19 ot 7-mus aen cien Jo3a 2 npu yyacTHUIU €3 JaHHU 32
npeaumna nudexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemry COVID-19 Inamedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1° n1° Eduxacnocr Ha
Ilepnoa Ha Iepnoa Ha BaKcHHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenune”® (N2") (95% AN)"
Bewuky yyacTHUIM 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuHn 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
1oBeYe TOUHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 roguHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
1oBeYEe TOUHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [IoTBbpEHHUTE CiTyyau ca ONpEIeICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa

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

cpotBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciry4aid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA

CE WJIN 3aCHJICHa KallUTHIIA, HOBOMOSBIII C€ WJIM 3aCHJICH 3a/lyX, BTPHUCAHE, HOBOIIOSBIIIA CE MIIM yBEIHICHA

6oJika B MyCKyJIUTE, HOBOTIOSIBHJIA CE 3ary0a Ha BKYC MJIM MHPHC, BB3IAJICHO I'bPIIO0, JUAPHS HIIH

MOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHIH O€3 CEPOIIOTHYHHM MM BUPYCOJIOTHYHHU JaHHU (TIpeau 7-Musl JeH cleq
nmocjieaHara 103a) 3a MuHaiaa uadeknus cb¢ SARS-CoV-2 (T.e. oTpuiiareany 3a anTurena ¢ N-CBbp3BaHe
[cepym] Ha Busuta 1 u meotkpur SARS-CoV-2 ¢ TecT 3a ammndukaiis Ha HyKIEHHOBA KHCEIHHA
(nucleic acid amplification tests, NAAT) [Ha3anHa HaTpuBka] Ha Busutu 1 u 2) 1 ¢ oTpHIaTeIeH Pe3yaTaT
or NAAT (Ha3aiHa HaTpHUBKa) NPH BCsIKa HEIUIaHUpaHa BU3UTA MpeaAn 7-Must 1eH ciex Jlo3a 2.

a. N = bpoii yqacTHHLIU B TOCOUEHATA IPyTIA.

nl = Bbpoii yuacTHUIHN, OTrOBapsILIHM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO nepuox Ha HaOmoxeHue B xwisau (1 000) yoBekoroanHM 3a JaaeHara KpaiHa TO4Ka IpH BCUYKH
Y4YacTHHIM BbB BCSIKa IPyIa B PUCK 10 OTHOILICHUE Ha KpaliHaTa TO4Ka. BpeMeBHsAT Iepro/ 3a HaTpynBaHe
Ha cirydan Ha COVID-19 e ot 7-Mus aeH cien Jlo3a 2 1o kpast Ha nmeprojia Ha HabroAeHre.

r. n2 =0poi Ha yYaCTHUIIMTE B PUCK IO OTHOIIICHUE HA KpaifHaTa TOYKa.

. JIBycTpaHHUAT nmoBeputesieH uHTepBal (JJN) 3a ehrkacHOCT HAa BakCUHATA € MOyYeH Ha 0a3zaTa Ha MeToa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmonenue. [IM He € KopurupaH 3a MHOXKECTBECHN
aHaJIN3M.

o

Eduxacnocrra nHa n”PHK Bakcunara cperry COVID-19 npu npeBeHLuMsITa Ha IbpBa MOsBa HA
COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ 11ane6o, ¢ 94,6% (95% noBeputelieH HHTepBal
ot 89,6% 1o 97, 6%) npu yyacTHHAIIM Ha 16 1 TTOBEeYe TOJUHY ChC WU 0e3 J0Ka3aTeCcTBa 3a
npenuiraa nHpekus cbe SARS-CoV-2.
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JIOITBJTHUTEIIHO €MH MOATPYIIOB aHAIN3 HA MbPBUYHATA KpaliHa TOYKA IIOKa3Ba CXOJHU OILICHKU Ha
TOYKaTa 32 €PUKACHOCT B TPYNUTE MO MOJ, ETHUYECKA IPUHAUICKHOCT U YYACTHUIIH ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBBP3aHH C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

W3BbpIeHn ca akTyanu3upaHd aHAIH3H 32 €(PUKACHOCT MPH HAJTHMYUETO Ha JOMBIHUTEHH,

notebpAeHu ciaydan Ha COVID-19, natpynanu ce o BpemMe Ha 3aceneHOoTo M1ane00-KOHTPOIMPaHO

npoceasBaHe, 00XBalaIo neproaa 10 6 mecena ciex Jlosa 2 B momyanusaTa 3a ehUKacHOCT.

AxTyanu3upanarta nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabnuua 4.

Tao6auna 4. EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMus aeH cien
Jo3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIHM 0€3 JaHHU 32 NMPeJIUIIHA
undexuus cs¢ SARS-CoV-2* npeau 7-mus aeH cien Jlo3a 2 — nonysanus,
oleHHMA 3a epukacHocT (7 AHM), MO BpeMe Ha MJIae00-KOHTPOJIUPAHUS MePHOT
Ha npocJjeasiBaHe

nPHK Bakcnna
cpemy COVID-19 Inamedo
N2=20 998 N2=21 096
Ciayyan Ciayyan
n1% n1® E¢ukacrocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenune”® (N2") (95% an™)
Bceuuku yyactaunu® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronuun 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
1OBeYEe TOJUHU 1,233 (4192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha Bb3pacT 75 u 1 26 96,2
1OBeYEe TOJUHU 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IOTBbPAEHUTE Cllyuar ca ONpeNesIeHd Ype3 MOJUMEPa3Ha BEPUIKHA Peakids ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

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

Cce KaIllTHIa; HOBOIIOSIBIJI CE MJIM 3aCHIIIII Ce 3ayX; BTPHCAaHE; HOBOIIOSBIIIA CE WIIM yBEJMYMIIA ce OOJKa B

MYCKYJINTE; HOBOMOSBHIIA CE 3ary0a Ha BKYC HIIM MHUPHC; Bh3MAICHO I'bPIIO; JUAPHS, MOBPBINAHE).

* B aHanm3a ca BKIIIFOYCHHU YYaCTHHUIM Oe3 MaHHU 3a MuHaia uHekiwms cb¢ SARS-CoV-2 (1.e. oTpunaTentu 3a
antutena ¢ N-cBbp3Bane [cepyM] Ha Busura 1 u HeoTkpuT SARS-C0OV-2 ¢ NAAT [Ha3anHa HaTpUBKa] Ha
Busuru 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKa) IPU BCSKA HETJIAHUpPaHa BU3MUTA
npesu 7-must JaeH cien J{o3a 2.

a. N = bpoil yuacTHUIM B TOCOYEHATA IPpyIIa.
nl = bpoif yuacTHUIIA, OTTOBAPSIIIM HA ONPEIETICHUETO 3a KpaiiHaTa TOYKa.

B. OO0m mepuox Ha HabmoaeHne B Xxwiisian (1 000) oBekoroMHY 3a TajieHaTa KpaiiHa TOYKa MPU BCUUKH
YYaCTHHUIM BBB BCSKA TPyIa B PUCK 10 OTHOIIEHHE Ha KpaiHaTa TOUKa. BpeMeBHT eproa 3a HaTpylBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o Kpast Ha ieproja Ha HaOIroieHue.

r. n2 = 0poil Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

n. JByctpannusr 95%-eH nosepureneH uarepsai (1) 3a epukacHocT Ha BakCHHATa € TIOJTy4YeH Ha Oa3ara Ha
mertona Ha Clopper u Pearson, kopurupan cripssMo BpeMeTo Ha HaOJII0JCHUE.

e. BxiiouBa moTBBpACHU Cilydau MpU yYaCTHULM Ha Bb3pacT 12 1o 15 ronunu: 0 B rpynata ¢ uPHK Bakcunata
cpeury COVID-19; 16 B rpynara c miare6o.

B akryanusupanute aHaiusu 3a epukacHoct, epukacHoctTa Ha ”PHK BakcunaTa cpemry COVID-19
npu npeBeHnuATa Ha nosiea Ha COVID-19 ot 7-must cien J{o3a 2 B cpaBHeHHe ¢ mwiane6o e 91,1%
(95% AU ot 88,8% 1o 93,0%) npe3 nepuoxa, korato Bapuantute Wuhan/mus T u Anda ca
JOMUHHPAIIUTE IIUPKYIUPAIIY AMOBE MPH YYaCTHHUIIUTE B MOIMYJIANUATA, OLIEHNMA 3a e(pUKacHOCT,
chC W Oe3 JaHHU 3a npeauiiHa uHpekus cbec SARS-CoV-2.
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JIOITBJTHUTEIIHO aKTyaTH3UPaHUTE aHAIHM3H 32 (UKACHOCT IO MOJATPYIH ITOKa3BaT CXOAHU TOUYKOBU
OLICHKH 3a e(pMKACHOCT B IPYIUTE T10 M0JI, ETHHYECKa IPUHAUICKHOCT, Teorpadcko MOIoKeHNE U IPH
YYaCTHHUIUTE ChC CHIIBTCTBALIM 3a00JISIBAHUS U 3aTIICTABAHE, CBBP3aHH C BUCOK PUCK OT TEXKa
¢opma na COVID-19.

Ed¢uxacnocm cpewy meowcka ¢popma na COVID-19
AKTyanu3upaH aHaJli3 Ha BTOPUYHUTE KpailHU TOYKH 32 euKkacHOCT mojakperns nomn3ara ot ”PHK
BakcuHara cperry COVID-19. Bakcunara npenorsparsiBa Texka Gopma nHa COVID-19.

Ot 13 mapt 2021 r. epukacHOCTTa Ha BakCHHATa cpelty Texka opma Ha COVID-19 e npencraBena
caMo 3a yYacCTHHIIU Che WiH 0e3 npeaumHa nHpekus cb¢c SARS-CoV-2 (Tabnuna 5), Thi KaTo
oposr Ha ciryuante Ha COVID-19 npu yuactHunm 6e3 npeauniaa uadeknus csc SARS-CoV-2 e
CBINUAT KATO TO3M MPH YIACTHUIIM ChC WiH Oe3 mpeauinHa nHpekims cbc SARS-CoV-2 u B aBeTe
rpynu — Ha ”PHK Bakcunara cpemy COVID-19 u na nane6o.

Ta6mmua 5.  EduxacHocT Ha BakcMHATa — MbpPBa NosiBa Ha Teskka popma Ha COVID-19 npu
Y4YacCTHHIM cbc HiH 0e3 npeaumHa uHgexuus cb¢c SARS-CoV-2 na 6azara Ha
onpeieJIeHUETO HA ATeHIIMATA 32 KOHTPOJI Ha XpaHuTe U JekapcrBaTa (Food
and Drug Administration, FDA)* caen Jlo3a 1 uiam ot 7-mus el ciaen Joza 2 B
NepUoa HA Mpoc/esiBaHe HA IUIALe00-KOHTPOJIHPAHOTO NPOYyYBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
Cayuan Cayuyau
nl* n1? Ed¢uxacHocT Ha
IMepuon na Ilepuon Ha BaKcuHaTta, %
nabaogenne (N2°%) nabroaenne (N2° (95% ")
1 30 96,7
Caen [loza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nuu caen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [IoTBBpIEHHTE CiTyyau 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 TEMIIEPATYpPa; HOBOIMOSBUIIA CE UJIH 3acHIInIa

ce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHIINII CE 33/1yX; BTPHCAHEe; HOBOIOSBUIIA CE MJIM YBEJIMYMIIA ce OOJIKa B

MYCKYJIUTE; HOBOIOSIBIJIA C€ 3ary0a Ha BKYC HJIM MUPHC; BB3NAJICHO I'bPJI0; JUAPHS; TOBPBIIAHE).

* Texka ¢popma Ha COVID-19, xakTo e onpeaneneHo ot FDA, e norsspaes COVID-19 u Hanmuue Ha Hai-Maiko

1 ot caenuute:

e  KimHMYHM MpHU3HALHN B TIOKOMH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IABaHe (IrXaTellHa YecToTa
> 30 BaumBaHUs B MHHYTA, ChpJIeUHa YecToTa > 125 ynapa B MUHYTa, KHCIIOpOAHa caTyparust <93%
HA CTaeH BB3IyX Ha MOPCKOTO PABHHUIIE WIIM CHOTHOIICHIE Ha apTEPHATHOTO HMapIHaIHO HaJIsTaHe Ha
KHCIIOpoJa KbM (pakiusTta Bauman kuciaoposa < 300 mm Hg);

e JluxaTenHa HEAOCTATHUHOCT [ONpe/ieieHa KaTo HyXK/Ja OT [T0JlaBaHe Ha KHCIIOPO/J] C BUCOK MOTOK,
HEWHBa3MBHA BEHTHJIALIMS, MEXaHNYHA BEHTWIALMS WM EKCTPAKOPIIopaiHa MEMOpaHHa OKCHUT€HAIINS
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a HIOKOBO CHhCTOSIHHE (CUCTONMYHO KpBbBHO Hansirane < 90 mm Hg, nuacTonn4Ho KpbBHO
Hajsrane < 60 mm Hg wiu Hyka ot Ba3onpecopn);

e 3HauuMa ocTpa ObOpeYHa, YepHOAPOOHA UITH HEBPOJIOTHYHA TUCQYHKITU;

e [IpuemaHe B OTIENICHUE 32 WHTCH3UBHU TPIDKY;

e  CwMmbpT.

a. nl = bpoif yqacTHUIIH, OTTOBapSIIH Ha OTPEACICHAETO 3a KpaiHaTa TOYKa.
n2 = bpoii Ha y4aCTHUIIUTE B PUCK [0 OTHOLICHHUE Ha KpailHaTa TOUKa.

B. JIBycTpaHHmAT nmoBepureneH uaTepsai (1) 3a epukacHOCTTa Ha BAKCHHATA € TIOJy4eH Ha 0azaTa Ha METoIa
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HaOJII0/ICHUE.

r. EdukacHocT, onienena Ha 6a3ara Ha 1siata HarMuHa (Moaqudunupana intent-to-treat) momysmarus ot
y4acTHHUIM, Tomy4dmn J{o3a 1, 3a orjeHka Ha e(pHKaCHOCTTA, KOATO BKIIFOUBA BCHYKH PaHIOMHU3UPAHH
YYaCTHUIIM, TOTYYMIN Half-MalKoTO | 103a OT M3MUTBaHATa MHTCPBEHIIHS.

.  O6m nepuon Ha HaOmoaeHue B xuisian (1 000) voBekoroAwHY 3a AajieHaTa KpailHa TOuKa Py BCUYKH
YYaCTHHUIM BB BCAKA IPyIa B PUCK IO OTHOIIICHHE Ha KpaiHaTa Touka. BpeMeBHAT eproa 3a HaTpynBaHe
Ha ciyvyan Ha COVID-19 e ot lo3a 1 1o kpast Ha repruo/ia Ha HaOIFOICHUE.
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e EduxacHocT, onleHeHa Ha 6a3ara Ha MOMyJAKATa, OLeHUMa 32 e(PUKAcHOCT (Ha 7-MHUS ACH), KOSATO BKJIIOUBA
BCHYKH TOAXO SN PAaHIOMU3UPAHH YIACTHHUIIH, TIOTyYIIN BCHYKH JJO3M OT M3MIUTBAHATA HHTEPBEHITHS,
KaKTO ca PaHIOMHU3UPAHH B TIPEIBAPUTEITHO OIIPEACTICHUS IIPO30peIl, 03 APyTH CHIIECTBEHH OTKIOHEHHS OT
MIPOTOKOJIA, KAKTO € OTPEIEIEHO OT KINHHUIINCTA.

K. OO0 neprox Ha HabmromeHne B xwsian (1 000) woBexoroauHu 3a JaeHaTa KpaifHa TOUKa IIPH BCHYKH
YYaCTHHUIM BBB BCSKA TPyIa B PUCK 10 OTHOIIEHHE Ha KpaiHaTa TOUKa. BpeMeBHAT neproa 3a HaTpyIBaHe
Ha ciaydau Ha COVID-19 e ot 7-must aeH cnen Jo3a 2 10 kpast Ha iepuojia Ha HaOJroIcHHE.

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

[Ipu mppBOHauaneH ananu3 Ha [IpoyuBane 2 npu roHOIIK HA BB3pacT 12 g0 15 ronunu (c MeauaHa Ha
POABKUTEIIHOCTTA Ha MpocieasBane > 2 Mecena cien Jlo3a 2) 0e3 JaHHH 3a MPeauIIHa HHPEKI,
HsMa cirydad ripu 1 005 yyacTHUIM, OTyYHIIM BaKCHHATa, M uMa 16 ciyvast ipu 978 ydacTHHLH,
nosryuni 1oiane6o. ToukoBara orneHka 3a epukacHoct e 100% (95% moepurenen unrepsan 75,3;
100,0). IIpu yuacTHHIM ChC WK O€3 TaHHU 3a npeauinHa nHdeknus uma 0 cirydas npu

1 119 yvacTHHIM, MOMYYHIN BakcuHata, u 18 ciydas npu 1 110 yuacTHUIM, TOTYyYWIN T1a11e00.
ToBa chI110 MOKa3Ba, Ye TOUKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen unrepsan 78,1;
100,0).

AKTyalu3upaHy aHaJIU3H 33 ePUKACHOCT ca HalpaBeHH MPH JONBIHUTEIIHU MOTBBPACHHU CIIydan Ha
COVID-19, Bp3HUKHAIH IO BpeMe Ha 3acICNECHO M1ale00-KOHTPOIUPAHO MIPOCIIeABaHe, KOETO
IpesCTaBiIsABa 10 6 Mecena cieq 03a 2 B MOMyJIaIusaTa 3a e(UKacHOCT.

B akryanusupanus ananus 3a epukacHoct Ha [IpoyuBane 2 npu roHomu Ha Bb3pact 12 1o 15 roaunw,
0e3 JaHHU 3a MpeauiHa HHPeKIus, HaMa cirydan npu 1 057 yqacTHHIM, MOMYYHIN BaKCUHATA, U UMa
28 ciydast npu 1 030 yuactauim, noayumiu miane6o. ToukoBara oreHka 3a epukacHocT ¢ 100%
(95% noBepurenen uatepnan 86,8; 100,0) npe3 nepuona, Korato BapuaHThT Ada € JTOMUHUPALUST
nupKynupani mam. [Ipu yqactHHIM che wiau 6e3 TaHHM 3a npeauinHa nHpekms uma 0 ciryyas npu

1 119 yyactaunu, nomy4ynau BakcuHata, u 30 cioydas npu 1 109 ydacTauim, noayqminn miane6o.
ToBa chIIO MOKa3Ba, Y€ TOUKOBaTa oleHKa 3a eduxacHocT € 100% (95% nosepurenen narepsan 87,5;
100,0).

B IlpoyuBane 2 e mpoBe/ieH aHAIN3 Ha TUTPUTE HAa HEYTPAIN3UPAIINTE aHTHTEIA CPEIILy
SARS-CoV-2 1 mecen cnen Jlo3a 2 npu n30paHa Ha ciTydaeH MPUHIIMIT TTOTPYTIa y9acTHHIN Oe3
CEPOJIOTMYHH UJIM BUPYCOJIOTUYHM JaHHM 32 MuHalIa HHQekius cbe SARS-CoV-2 o 1 mecen cien
Ho3a 2, cpaBHsBaI OTTOBOpA MPH FOHOIIH Ha BB3pacT 12 1o 15 rogunu (n = 190) ¢ To3u npu
Y4YaCTHHIM Ha B3pact 16 10 25 rogunu (n = 170).

CBOTHOIIEHUETO HA CPETHO TEOMETPUUHUTE TUTPH (geometric mean titres, GMT) npu Bb3pacroBara
rpyna 12 no 15 roxunu cipsiMo Be3pacToBara rpyma 16 mo 25 roxunu e 1,76, ¢ 2-crpanen 95% AU
1,47 no 2,10. CnemoBaTeHO € TOCTHTHAT KPUTEPHUSAT 3a HE TO-Mallka e(hUKaCHOCT, KOMTO e
choTHouUIeHue 1,5 , Thil KaTo JonHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeHO TeoMEeTpUYIHOTO
ChOTHOILIEHHE (geometric mean ratio, GMR) e > 0,67.

Hmynozennocm npu yuacmuuyu Ha gv3pacm 18 u nogeve 200unu — cied 6ycmep 003a
EdextuBnocTTa Ha eqHa Oyctep no3a Comirnaty ce 6a3upa Ha OIleHKa Ha TUTPHUTE Ha
HeyTpanu3upamure antutena cpenty SARS-CoV-2, namanspaniy BupycHaTa akTHBHOCT ¢ 50%
(NT50) (USA_WA1/2020) B [IpoyuBane 2. B ToBa mpoyuBaHe Oycrep q03aTa € IprUiIokKeHa 5 10

8 Mecena (Meamnana 7 Mecera) cieq; Bropara jo3a. B [Ipoyusane 2, ananusure Ha NT50 1 mecery cnen
Oycrep mo3ara, CpaBHSABAHU C Te3W | Mecell ce MspBUYIHATA CepHs, TIPH JUIa Ha Bb3pacT 18 mo

55 roauHu 0€3 cepoIOrMYHU MM BUPYCOJIOIMYHH JaHHH 3a MuHAIa nHpeknus cbe SARS-CoV-2 1o
1 mecen cnen Oycrep BakCHHALMS [TOKAa3BaT HE MO-MaJlka ePUKACHOCT 110 OTHOILIEHHE KAKTO Ha
cpeaHo reomeTpuyHOTO choTHOmEeHHe (GMR), Taka 1 Ha pa3iMKara B CTETIEHTa Ha CEPOJIOTHYEH
otroBop. CepoJIOrHYHUAT OTTOBOP MPH €IWH YYACTHHK CE€ OTIPENEesl KaTo IOCTUTaHe Ha > 4 MbTH
nosuenne Ha NT50 oT u3xoqHo HUBO (TpeAr MbpBUYHATA ceprs). Te3u aHan3u ca 0000IIeHH B
Tabnuna 6.

120



Taoauna 6. Tect 3a Heyrpaausanus Ha SARS-CoV-2 - NT50 (tutsp)’ (SARS-CoV-2
USA WA1/2020) — cpaBuenne na GMR u ceposiornynust otroBop 1 Mecelr ciien
OycTep mo3a cupsiMo 1 Mecen cJjie] MbPBUYHA CepHs — YYACTHHIM Ha Bb3pacT 18 1o
55 ronunau 6e3 nanHu 32 nHpexkuns A0 1 mecely ciea dycrep 103a* — momyaanusi,
OLIEHHMA 32 MMYHOT€HHOCT Ha fycTep 103a*

1 Mecen ciien

Oycrtep no3a - | Ilocturuara
1 mecen ciien | 1 Mecen cJien | meJi 3a He TO-
1 mecen ciien IbPBHYHA MbPBUYHA MaJjKa
Oycrep 103a cepust cepust epuxacHoct
Ananus n (95% JIN) (95% JIN) (97,5% JIN) (JI/H)
Cpenno
reoMeTpu4eH TUTHP
HA
HeyTpaJu3nupammre
aHTHTE]Aa,
HAMaJISIBAIIL
BHpYCHATA
akTUBHOCT ¢ 50% 2 466,0° 755,7° 3,26®
(GMT?) 2122 | (2202,6;2760,8) | (663,1;861,2) | (2,76; 3,86) ar
CreneH Ha
cepoJIornveH
otrosop (%) npu
THTBP HA
HeyTpaJu3upalmre
aHTHTe]Aa,
HaMaJIsiBalI| 199¢ 190°
BHpPYyCHATa 99,5% 95,0% 4 500
aKTHBHOCT ¢ 50%' 200" | (97,2%; 100,0%) | (91,0%; 97,6) | (1,0%; 7,9%") -

Cokpamenuns: [ = noseputenen uarepsai, GMR = cpenno reomerpuyuno crotHomeHne; GMT = cpenHo
reomerpudeH TUTHP; LLOQ = nosnHa rpaHMIia Ha KOJIMYECTBEHO OnpeensiHe; N-CBbp3Balll = CBbP3BAalll
nykneonporenta Ha SARS-CoV-2; NAAT = recr 3a ammindukanus Ha HyKJIenHoBH kucennnu; NT50 = tutsp
Ha HeyTpaJIM3UpaliTe aHTUTeIIa, HaMalsBall BUpycHarta akTHBHOCT ¢ 50%; SARS-CoV-2 = TexbK 0CTBp
pecriupaTtopeH CHHApPOM KopoHaBupyc 2; JI/H = na/me.
t SARS-CoV-2 NT50 e onpejienieH ¢ MOMOIITa Ha TeCT 3a MUKpoHeyTpanusaius Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu anannza ce u3non3Ba (GuyopecleHTeH pernopTep BUPYC, MOJIyUeH OT Iama
USA WA1/2020, n BupycHaTa HEyTpaJH3alys C€ OTYNTA BBB Vero KieThIHn MoHOcToeBe. NT50 Ha
poOuTe ce ompeaens KaTo PeUUIPOIHOTO CEPYMHO pa3pexaane, mpu koeto 50% ot Bupyca ce

HEYyTpaJIu3upa.

B ananm3a ca BKIIOYEHN y9acTHUNHU 0€3 CEpPOJIOTHYHHM MIIM BUPYCOJIOTHYIHH JaHHU (10 1 Mecen cien OycTep

no3a Comirnaty) 3a muHaxa nHpeKIws cb¢ SARS-CoV-2 (T.e. orpunaTenau 3a N-cBbp3BaIly aHTUTENA
[cepym] u HeoTkpuT SARS-CoV-2 ¢ NAAT [Ha3anna HaTpuBKa]) u ¢ oTpuuareneH pesynrar ot NAAT
(Ha3anHa HATPUBKA) IIPU BCSAKA HEIUIAaHMpPaHa BU3UTa J10 1 Mecel] cient OycTep 103a.

I+

Beuuky moaxosiy y4acTHUIM, monyumin 2 qo3u Comirnaty, KakTo ca paHJIOMH3UPaHH TbPBOHAYAIHO, C

npuioxkeHa J[oza 2 B paMKuUTe Ha MpeABapUTETHO onpeaesieHus mpo3opetl (B pamkute Ha 19 1o 42 nuu crnen
Ho3a 1), monyuunu Oyctep no3a Comirnaty, ¢ moHe 1 BajuIeH U ONPE/IENICH PE3yaTaT 32 UMYHOTCHHOCT
cien 6ycTep J103a MPpU B3eMaHe Ha KPbB B paMKUTE Ha MOAXOASI po3opell (B paMkute Ha 28 1o 42 nHu
cien Oycrep mo3aTa) M 0€3 APYTH CHIIECTBEHU OTKIOHCHHS OT IPOTOKOJIA, KAKTO € OTIPEIEIICHO OT

KIIMHUIIUCTA.

a. 1n=0poif yYaCTHHUIIN C BAIUIHU U ACHU PE3yNTATH OT aHAJIH3a U B IBETE BPEMEBH TOUKH 32 B3eMaHE Ha
mpo6a B paMKUTE Ha OMPEICHUS TIPO30PeIl

6. GMT u 2-ctpannte 95% AU ca u3uncieHn upe3 CTENEeHyBaHe Ha CPEAHATA JIOTAPUTMUYHA CTOIHOCT Ha
tutpuTe U chorBeTHUTE J{U (Ha Ga3ara Ha t-pasnpeneneHuero Ha Student). Pesynratute ot aHamM3a moa
LLOQ ca 3amaxgenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% /I ca u3zuncieHn upes3 CTEICHyBaHe Ha CpeIHATa Pa3iIUKa B IOTAPUTMUIHHUTE
CTOMHOCTH OT aHanm3a u cboTBeTHUTE /I (Ha 6a3ata Ha t-pasnpenenenuero Ha Student).

r. He mo-manka eukacHOCT € JekIapupaHa, ako JA0JHaTa rpaHuna Ha 2-ctpanuus 97,5% JI1 3a GMR e
> 0,67 u ToukoBaTa oreHka 3a GMR e > 0,80.

J. N = Opoi y4aCTHHILM C BAJMAHU U SICHU PE3YJITAaTH OT TECTA 3a MOCOYEHUs aHAIN3 HA M3XO/HO HUBO, 1 Mecer
cien Jlo3a 2 u 1 mecer ciien Oycrep o3aTa B paMKHUTE Ha ONPEIeHHs Mpo3opelr. Te3u CTOMHOCTH ca
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3HAMEHATEIU MPH MPOICHTHATE U3YUCICHUS.

e. Opoil yyacTHHIM ChC CEPOJIOTHUEH OTTOBOP 32 Ja/ICHHs aHAIN3 TIPH Jla[IeHaTa 103a/BpeMeBa TOUKa 3a
B3eMaHe Ha npoba. Touen 2-ctpanen JIW, 6a3upan Ha metona Ha Clopper u Pearson.

k. Pasnmka B ChOTHOIICHUATA, M3pa3eHu Kato mporeHT (1 mecerr cien Gycrep mo3a — 1 mecerr cien J{o3a 2).

Kopurupan 2-ctpanen /I na Wald 3a pa3nnkara B ChOTHOIIEHHUATA, U3pa3eHa KaTo MPOIICHT.

He mo-manka edukacHOCT € Aexmapupana, ako JoHATa TpaHuna Ha 2-ctpaHHus 97,5% [ 3a npomeHTHaTa

pasnuka e > -10%.

w

Omunocumenta eqpuKacHOCm Ha AKCUHAMA NPU YHACIHUYU Ha 8b3pacm 16 u nogeue 200unu — cied
bycmep 003a

B enun MexauHeH aHanm3 3a edukacHOCT oT [IpoyuBane 4, Turae60-KOHTPOIUPAHO MPOYIBAHE C
NpUIIOKEeHUE Ha OycTep 103a, mpoBeaeHo npu npudausutenano 10 000 ygactHrnM Ha BB3pacT 16 u
MoBeue TOAMHU, HaOpaHu ot IIpoy4BaHe 2, ca OLIEHEHH JaHHH 3a MOTBbpAcHHU cirydan Ha COVID-19,
HaTpylaHU Hali-paHo OT /-MHUs JA€H ciell OycTep BaKCHHALMATA J0 JaTaTa Ha 3aK/II0UBaHE HA JaHHUTE
5 oxtomBpu 2021 1., TOBa ce ABSBa NEpUO Ha MPOCIEAsIBaHE cliell OycTep A03a C MeaAnaHa

2,5 mecena. byctep no3ara e npunoxkena 5 no 13 mecena (Mmenuana 11 mecena) ciex Bropara 103a.
OrieHena e eMKacHOCTTA Ha BaKCHHATA B rpymara ¢ 6ycrep mo3a Comirnaty cien mspBrYHaTa cepus
B CpaBHEHHE C IpylaTa ¢ 1ianedo BMecTo OycTep 103a, oJyduiia caMo IIbpBUYHATA CEPUS.

HNudopmanusiTa 3a OTHOCHTENHATA eUKACHOCT Ha BAKCUHATA MPH YYACTHUIIM HA BB3pacT 16 U moseue
roauHu 0e3 AaHHU 3a npeauiiHa uHdekius cbc SARS-CoV-2 e npencrasena B Tabmuia 7.
OtHocuTenHaTa ehUKaCHOCT Ha BAaKCHHATA IPH YYaCTHUIIM ChC U 0€3 TaHHU 3a MPEIUIIHA HHPEKINSI
cbc SARS-CoV-2 e 94,6% (95% noseputenen unrepsai 88,5% no 97,9%), mogoOHO Ha Ta3w,
Ha0JIf01aBaHa TP YYaCTHUIM 0€3 IaHHU 3a npeauinHa HHPEeKIHs. BposT Ha MbPBUYHUTE CIIyYau Ha
COVID-19, nabmogasanu oT 7-Mus JIeH cie OycTep BakCHHALMATA, € 7 B rpynara ¢ Comirnaty u

124 B rpynara c miaue6o.

Tabauua 7. EduxacHoct Ha BakcuHaTa — nbpBa nosisa Ha COVID-19 ot 7-must aeH cJien
O0ycTep BAKCHHAIMSA — YYACTHMIH Ha Bb3pacT 16 1 noBeve roanHu 0e3 JaHHU 3a
uH(peKnus — nonyaanus, oeHuMa 3a epuKacHoOCT

IInpBa nosia Ha COVID-19 ot 7-Mus aeH cjieq 0ycTep 1032 NP YYACTHUIIM 0€3 TaHHHU 32
npenuimHaa nHpexnus cb¢c SARS-CoV-2*

Comirnaty Mnauedo
N2=4 695 N=4 671
Cayuyau Cayuaun OTHocuTeIHA
n1% n1® eduxacHocT Ha
Bpeme Ha HaOmonenune® | Bpeme Ha HaG0neHne” BakcuHara" %
(n2") (n2") (95% JAU°)
ITbpBa nosiBa Ha
COVID-19 or 7-mus
JIeH cien Oycrep 6 123 95,3
BaKCUHALIWS 0,823 (4 659) 0,792 (4 614) (89,5; 98,3)

3abenexka: [IoTBBpICHHUTE ClTydau ca OMpEIeIICHH Ype3 MoJMMepa3Ha BeprKHA PeaKIus ¢ 00paTHa

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

cvotBercTBal] Ha COVID-19 (cumMnTomMuTe BKJIIOUBAT: MOBUIIIEHA TEMIIEPATYpa; HOBOIMOSBUIIA CE UJIH 3acHIIMIa

Ce KallUTHIA; HOBOIIOSIBIJI CE WJIM 3aCHIIUII CE 3a]lyX; BTPHUCAHE; HOBOIOSBUIIA CE WM YBEIHUYWIA ce OOJIKa B

MyCKy'J'H/ITe HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC HJIM MUPWC; BB3MAJICHO I'bPJI0; UAPHS; TOBPHIIAHE).

B ananu3a ca BKIFOUCHH YYaCTHHIU 0€3 CEPOJIOTMYHH MM BUPYCOJIOTUYHU AHHU (TIPEH 7-MUsl JICH CIIe]T

Oycrep BakcuHanusTa) 3a MuHana uadexus cb¢ SARS-COV-2 (T.e. OTpHLIATENHH 32 aHTHUTENA C

N-cBpp3Bane [cepym] Ha Busuta 1 u HeoTkpuT SARS-C0OV-2 ¢ NAAT [Ha3amna HaTpuBKa] Ha Busura 1 nc

orpumnatenex pesynrtatr or NAAT [Ha3anmHa HaTpHUBKa] IPH BCSAKA HETUTAHMpaHa BU3UTA TIpeIn 7-MHUS A€H

cien OycTep BaKCHHALIUATA).

N = Bpoil yyacTHUIIM B [TIOCOYEHATA rpyna.

nl = bpoii yuacTHHIIM, OTrOBapsILK Ha ONPE/ICIIEHUETO 3a KpaiiHaTa TOUKa.

B. OO nepuon Ha HabmoaeHue B xwisiau (1 000) oBekoroauHu 3a AajicHaTa KpaiHa TOYKa IPU BCUUKU
Y4aCTHUIIM BbB BCsIKA IPYyIa B PUCK M0 OTHOLICHHWE HAa KpalHAaTa TOUKa. BpeMeBHsT nepro/ 3a HaTpyTNBaHe
Ha ciaydaun Ha COVID-19 e ot 7-must ieH ciier OycTep BaKCHHAIUATA JI0 Kpasi Ha MIepHo/ia Ha HAOJII0ICHHUE.

r. n2=0poii Ha y4aCTHUIIUTE B PUCK 10 OTHOILICHUE HA KpaliHaTa TOYKa.

na.  OtHocutenHa eUKACHOCT HA BAaKCHHATA B Ipymata ¢ Oycrep jo3a Comirnaty B cpaBaeHue ¢ mianebo

o
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rpymarta (6e3 0ycrep 103a).
e. JIBycrpannusT noBeputenieH uateppai (/1) 3a oTHOcuTeHa e(hUKaCHOCT Ha BAKCHMHATA € IOJTydeH Ha OazaTta
Ha metoaa Ha Clopper u Pearson, kopurupas 3a BpeMeTo Ha HabOJroieHue.

Hmynoeennocm na 6ycmep 003a cied NvbpeUdHa 8AKCUHAYUA ¢ Opyea paspeulena 3a ynompeoa
saxcuna cpeuty COVID-19

U3BoauTe 1o oTHOLIEHNE Ha epeKTUBHOCTTA Ha OycTep no3a Comirnaty (30 pg) npu nuna,
3aBBPIIMIY MbPBUYHA BAKCHHAIIMS C Apyra pa3pelineHa 3a ynorpebda Bakcuna cpemry COVID-19
(xereponokHa OycTep 103a), ce OCHOBABaT Ha JAHHUTE 32 IMYHOT€HHOCT, MTOJTy4YeHH OT HE3aBUCHMO
OTKPHUTO KJIMHUYHO npoyuBane (paza 1/2 na Hanmonanuure 3apasau unctutytr (National Institutes of
Health, NIH) (NCT04889209), mpoBezero B CheUHEHHUTE ATH. B TOBa Mpoy4YBaHe BH3PaCTHH
(mmamazon 19 mo 80 rogwHM), KOUTO ca 3aBBPIIMIH ITEPBUYHA BAKCHHAIIASA ChC CEPUS OT 2 103U
Moderna 100 pg (N = 51, cpenna Bwp3pact 54+17), equnnuna go3a Janssen (N = 53, cpeana Bp3pact
48+14) unu cepus ot 2 no3u Comirnaty 30 ug (N = 50, cpeana B3pacT 50+18) Haiit-Manko

12 cepMuIm nipen BKIFOYBAHETO UM B MPOYYBAHETO U B aHAMHE3aTa Ha KOUTO HE ce ChOoOIIaBa 3a
uHpeknus cbec SARS-CoV-2, ca momyunnu Oyctep no3a Comirnaty (30 pg). Byctep BakcunarusTa ¢
Comirnaty naaynupa yBenndasane Ha GMR Ha TuTpute Ha HeyTpanuzupamre anturena 36, 12 u 20
IIBTH CHOTBETHO CJIC]] IbpBUUYHUTE A03H Janssen, Moderna, m Comirnaty.

Xeteponoxna Oycrep BakcuHanus ¢ Comirnaty e oneHeHa cblio U B mpoyuBaneTo CoV-BOOST
(EudraCT 2021-002175-19), MHOTOLIEHTPOBO, PAHIOMH3MPAHO, KOHTPOJIMPAHO MPOyUYBaHe (asa 2 Ha
Oycrtep BakcuHAus ¢ TpeTa no3a cpemry COVID-19, B koeto 107 B3pacTHH yUaCTHUIH (C MEIHAHA
Ha Bb3pacTTa 71 roaIuHM, HHTEPKBAPTUICH Anana3oH 54 10 77 ToArHN) ca paHAOMHU3HPaHH
Haii-mManko 70 quu caen 2 no3u BakcuHa cpenty COVID-19 na AstraZeneca. Cnen mbpBUYHATA CEpUs
¢ BakcuHa cperry COVID-19 na AstraZeneca, nicesaoBupyc (aus tui), npomsiHatra B GMR #a NT50-
TUTPHUTE Ha HEYTPAIM3UPALIUTE aHTUTENA ce yBenu4dana 21,6 MbTH ¢ MPUIIaraHeTo Ha XeTEPOJIOKHA
Oycrep no3a Comirnaty (n = 95).

IlenuaTpuyHa momysamus

EBporefickarta areHIust 1o JeKapcTBara oTiiara 3aIbDKEHHETO 3a MPEA0CTaBsIHE Ha PE3yNTaTUTe OT
npoyuBanusaTa ¢ Comirnaty B rieaMaTpuyHaTa momyaius npu npeserius Ha COVID-19 (k.

Touka 4.2 3a nHPOpPMaIKsI OTHOCHO YIOTpeda B IEAUATPHUATA).

5.2 dapMaKkoKHHETHYHH CBOHCTBA

Henpunoxunmo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexknuuanaHuTe TaHHN HE TIOKa3BaT OCOOEH PUCK 3a XOpa Ha 0a3zaTa Ha KOHBEHI[MOHATHUTE
MIPOYYBAHUS 32 TOKCUYHOCT IPU MHOTOKPATHO MPHJIaTaHe, PEPOAYKTHUBHA TOKCHYHOCT M TOKCHYHOCT

3a Pa3BUTUCTO.

OO0111a TOKCUYHOCT

ITrpxoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMycKyJTHO (TIOTy4aBaiiy 3 MbJIHYU JI03U 32 X0pa
BEJIHBK CEIMUYHO, FTEHEPUPAIIM OTHOCUTEIIHO BUCOKH HHUBA IIPH IUTHXOBE MOPAIH PA3INIMITA B
TEJIECHOTO TEIJI0), MOKa3BaT MaJlbK OTOK M €PUTEM Ha MSICTOTO Ha MHKEKTHpPAHE U YBEJIUYaBaHE Ha
OenuTe KPBBHU KICTKH (BKIIOYUTETHO 02300 U €03MHO(DWIIH), ChOTBETCTBAIIH HA Bh3NAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIlHs HA MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YSPHOPOOHO YBPEKIaHE.
Bewnuku edexty ca Omim oOpaTuMu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

He ca nmpoBexxganu mpoy4YBaHUs HUTO 32 TEHOTOKCHYHOCT, HUTO 3a KaHIeporeHHocT. He ce ogakBa
KOMIIOHEHTHUTE Ha BakcuHara (yiunuan 1 ”PHK) na uMat reHoTOKCHYEH MOTEHITUAI.
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PenponykTuBHA TOKCHYHOCT

PenponykTrBHATAa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 Pa3BUTHUETO Ca M3CJICBAHU MPH ILTHXOBE B
KOMOMHHPAHO IPOYyYBaHe Ha (EPTUIIMTETA M TOKCHYHOCTTA 3a Pa3BUTUETO, IIpu Koeto Comirnaty e
NpUIarad HHTPAMYCKYJIHO Ha JKEHCKH TUThbXOBE Mpean Yi(TOCBAHE U 110 BpEME Ha IeCTaIus
(monyyaBamy 4 HIIHU JI03U 32 XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKY HUBA MPH ILTHXOBE MOPaIH
pa3Iu4usATa B TEIIECHOTO TEIJIO0, B IEPHOJIA MKy JieH 21 npeau yndTocBaHETO U TeCTallMOHEH

nen 20). OTroBopH ¢ nosiBa Ha HeyTpanusupany antutena cpemy SARS-CoV-2 uma npu :KUBOTHHTE
MalKy OT epro/ia peu YUPTOCBaHETO A0 Kpas Ha MPOYYBAHETO B MOCTHATAJICH JieH 21, KaKkTo
nipu (heTycute U mokosieHueto. Hama cBbp3anu ¢ BakcMHATa e)eKTH BBPXY (PEpTUIINTETA,
OpemMeHHOCTTa WK eMOPHO(ETATHOTO Pa3BUTHEC WM PA3BUTHETO Ha TIOKOJIeHNETO. JIMTICBAT JaHHM 3a
Comirnaty OTHOCHO TIpEMHUHABaHETO HAa BAKCHHATA MPe3 TUIANEHTATa WM eKCKPEIHUATa B MIIIKOTO.

6. DAPMAIIEBTUYHHU JAHHU

6.1 Cnucbk HAa IOMOIIHHUTE BELIECTBA
((4-xumpoxcubyTrin)azane i )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmiaekanoat) (ALC-0315)
2-[(momuerunenrnukon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)
1,2-nucreapomnn-sn-riaumepo-3-hochoxonun (DSPC)

Xonectepon

Tpomeramon

TpoMeTamMoIIOB XHUAPOXIOPHL

3axapo3sa

Boga 3a uHXeKIuu

6.2 HechbBMeCcTHMOCTH

To3u jiekapcTBEH MPOAYKT He TPsOBa Jla ce CMeCBa C IPYTH JIEKapCTBEHHU MPOLYKTH.

6.3 Cpok Ha rogHOCT

HeotBopen duakon

3ampasen aaxon

2 TOJUHHM, KoraTo ce cbxpansasa mpu -90°C mo -60°C.

Baxkcunara ce nonydasa 3aMpaszeHna rnpu -90°C go -60°C. Cnen nosyuyaBaHe 3aMpa3eHaTa BaKCHHA
MO3Ke aa ce chxpansaBa win npu -90°C go -60°C, wu npu 2°C g0 8°C.

Koraro ce cpxpansiBar 3ampazenu npu -90°C o -60°C, onakoBkute ¢ 10 ¢rakoHa BakCHHa MOTAT Jia
ce pasmpasar mpu 2°C no 8°C 3a 6 gaca, a eqMHUIHA (PIIAKOHU MOTAT J]a Ce pa3MpassT MpHU CTaifHa

temrepatypa (1o 30°C) 3a 30 MUHyTH.

Pa3MDa3€H d)ﬂaKOH

10 cenmunu cpxpaHenue u TpaHcnoptupane npu 2°C no 8°C B paMKuTe Ha 2-TOJUIITHUS CPOK Ha
TOJHOCT.

. Cren mpeMecTBaHe Ha BakcHHATa 3a chxpanenue npu 2°C mo 8°C BepXy KapTOHEHATa
OlakoBKa Tps0Ba Jia ce 3aluilie HOBUAT CPOK Ha FOJTHOCT U BaKCHHATA TPSIOBA Jla ce M3I10JI3Ba
WM J]a C€ U3XBBPIH ChOOPa3HO TO3U CPOK. [ IbpBOHAYATHUAT CPOK HA TOAHOCT TPSAOBA Ja ce
3aJipacka.
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. Axo BakcuHata ¢ noinydeHa npu 2°C mo 8°C, Ts TpsoOBa na ce cexpansasa npu 2°C mo 8°C.
CpOoKBT Ha TOMHOCT BHPXY KaPTOHEHATA OITAKOBKA TPsiOBa /1a € OWIT KOpUTHpaH, 3a 1a 0Tpa3sBa
CpOKa Ha TOJTHOCT MPH ChbXPaHEHUE B XJIAJIWIHUK U TbPBOHAYAITHHUAT CPOK HA TOJTHOCT TPIOBa
Jla € OWII 3apacKaH.

[Ipenu ynoTpeba HEOTBOPEHUTE (JIAKOHU MOT'aT Ja Ce ChXPaHABAT 10 12 yaca mpu TeMIepaTypa
Mexay 8°C u 30°C.

C pa3mpasenuTe GaKoHH MOXeE Jia ce pabOTH B YCIIOBUS Ha CTaliHA CBETJIMHA.
Cuaen pa3mpassiBaHe BAKCHHATA He TPAOBA Jia ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypHu OmxKJIOHEeHUA NpU CbXpaHeHue 6 XAAOUTHUK

o JanHuTe 3a cCTaOMIHOCT MOKAa3BaT, Y€ HEOTBOPEHUAT (iakoH € ctabuieH 1o 10 ceqmuiy,
KOraTo ce CbXpaHsaBa Ipu Temnepatypa oT -2°C go 2°C, B pamkute Ha 10-ceIMUYHHA IEPHOA
Ha cbxpanenue mexay 2°C u 8°C.

. JlanHuTe 3a CTAaOMIIHOCT MOKa3BaT, 4e (PIIakoHBT MOXKE Ja Ce ChXpaHsBa 10 24 Jaca Mpu
temneparypa 8°C no 30°C, BkmtounTtenHo a0 12 gaca cien mbpBOTO IpoOHUBaHE Ha
3aImyIaikara Ha (JiakoHa.

Tazu uadopmanus e npeaHa3HadeHa /1a YI'bTH MEAUIIMHCKHATE CIIEIMAINCTH CaMo B ClTy4ail Ha
BPEMEHHO TEMIIEPATyPHO OTKJIIOHEHUE.

OtBOpeH G1akoH

Joka3zana e xuMu4Ha 1 pU3MYHA CTAaOMITHOCT IO BpeMe Ha ynoTpeba 3a 12 waca mpu 2°C mo 30°C,
KOETO BKJIIOUBA JI0 6 "aca BpeMe 3a TpaHcmopTupane. OT MEKpOOHOJIOTYHA TJIeTHA TOYKA, OCBEH aKO
HAYMHBT HAa OTBApsIHE M3KIFOYBA PHCKOBE OT MUKPOOHA KOHTAMHHALMS, TPOIYKTHT TPsiOBa 1a ce
M3M0J13Ba BegHara. AKO He ce M3MO0JI3Ba BEHAra, BpEMETO U YCIOBHUTA Ha ChbXpaHEHUE 110 BpeME Ha
yrnorpeba ca OTTOBOPHOCT Ha TOTPEOHUTEIS.

6.4 ChenuaJHM ycJI0BHUS HA CbXpaHeHUe

Ja ce cbxpansiBa BbB (hpusep mpu -90°C no -60°C.

Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 Ja CE MPE/Ia3u OT CBETIHHA.

[lo Bpeme Ha cbXpaHEHHE CBEJETE 10 MUHIUMYM M3JIaraHeTo Ha CTaiiHa CBETJIMHA U H30ATrBaiTe
W3JIaraHe Ha NpsiKa CIIbHYEBA CBETIMHA U YJITPaBUOJIETOBA CBETIIMHA.

3a ycrnoBusTa Ha ChXpaHEHUE CIIE/l pa3Mpa3sBaHe M ITbPBOHAYAIHO OTBAPSIHE BIDKTE TOYKa 6.3.

6.5 Buau chabpikaHue HA ONAKOBKAaTa

2,25 ml qucniepcus B mpo3paveH MHOT01030B ¢uiakoH (cTkio Tut |) 2 ml cbe 3amyianka
(cuaTeTHYHA OPOMOOYTHIIOBA TYMa), C ATyMUHHEBA OOKATKa U OTYYIBAIIO CE€ CHBO IJIACTMACOBO
karnade. Beeku ¢uiakoH cbibpika 6 1034, BUXKTE ToUKa 6.6.

Bunose onakosku: 10 guakona i 195 diakona

He Bcuuky BHOBE ONMAaKOBKM Morar jia ObJaT IyCHATH Ha 1asapa.

6.6 CrhnenmnajJnu npeanasHu MEPKH NMPH U3XBBPJIsIHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty Original/Omicron BA.1 tpsibBa 1a ce IpUTrOTBH OT MEAUIIMHCKH CIIEIUAIINCT, KaTO Ce
U3II0J13Ba aCENTHYHA TEXHUKA, 32 JIa C€ rapaHTHpa CTEPUIIHOCTTA HA MPUTOTBEHATA TUCIICPCHS.
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INPOBEPKA HA ®JIAKOHA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOT'PAMA)/103A UH)KEKIITUOHHA JUCHEPCUS (JIMLA HA 12 1

HNOBEYE I'OAMHMN)

CuBo kanaue

Comirnaty
Original/
Omicron BA.1

Jla He ce

paspe:xna

15/15 ug

IIpoBepete naau QGIaKOHBT € CbhC
CHBO IJIACTMACOBO Kanayve U J1aJu
uMeTo Ha npoaykra e Comirnaty
Original/Omicron BA.1

(15/15 muxporpama)/no3a
HH)KEeKIMOHHA NCIIePCHUsl.

AKO UMETO Ha MPOJYKTa BEPXY €TUKETA
Ha ()1aKOHA € IPYTo, MOJIsI, HAalpaBeTe
CIpaBKa ¢ KpaTKaTa XapaKTepPHCTHUKA Ha
MPOIYKTa 33 TO3H CHCTAB.

HPEU YIIOTPEBA HA COMIRNATY ORIGINAL/OMICRON BA.1
(15/15 MUKPOT'PAMA)/103A UH)KEKIITUOHHA JUCHEPCHUS (JIMLA HA 12 1

HNOBEYE I'OAMHMN)

2°C no 8°C,

OIIaKOBKa.

Ja ce cbxpansiBa 10
10 cexmumu npu

KOpUTHpaiiTe cpoka
HA TOIHOCT BBPXY
KapTOHeHATa

~

AKO MHOT'0JI030BHUSAT (hJTaKOH Ce
ChbXpaHsBa 3aMpas3eH, Toil TpA0Ba 1a ce
pasMpasu npeau ymorpeoa.
3ampazenute (IakoHH TPAOBa Ja ce
NpeHecar B cpefa ¢ Temneparypa 2°C
1o 8°C, 3a ga ce pa3Mpasst;
pa3MpassBaHEeTO Ha elHa OMaKOBKa C

10 ¢nakoHa Moxe 1a oTHeMe 6 Jaca.
VYBepere ce, ye (hIaKOHUTE Ca HAITBIIHO
pa3mpaseHu mpeau yrnorpeoda.

Cren npemecTBaHe Ha (DIakOHHUTE 32
cpxpanenue npu 2°C no 8°C,
KOpUTHpalTe CPOKa Ha TOIHOCT BBPXY
KapTOHEHaTa OIaKOBKa.

HeorBopenute ¢pnakonu mMorat na ce
chxpaunsBar 10 10 cenmunu npu 2°C 1o
8°C, 0e3 na ce mpeBHIIaBa
OTIIEYaTaHUAT CPOK Ha roguoct (['oxen
10:).

Bb3morkeH e npyr BapuaHT, OIpU KOHTO
eIMHUYHY 3aMpa3eHH (IIaKOHH MOXKeE J1a
ce pa3Mpasar 3a 30 MUHYTH IIpH
temneparypa ao 30°C.

[Tpenn ynmorpeba HEOTBOPEHUAT (IIAKOH
MOXeE J1a ce ChXpaHsaBa 1o 12 gaca npu
temneparypa a0 30°C. C pa3mpaszeHute
¢rakoHn MOXe Ja ce paboTH B yCIOBHUS
Ha cTaliHa CBETJIMHA.
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Buumareano 10 nbTH

Buumarenno pa3mecere, kaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pasmecBaHe pa3mMpaseHarTa
JHCTIEpCUs MOXKE J1a ChIbprka Oen 10
o4ty O6eau Hempo3pauyHu aMopPHU
YaCTUIIH.

Cren pa3MecBaHe BakCHMHATa TPSIOBa Aa
TpeacTaBIsiBa Osy1a 10 OYTH OsiTa
mucniepeus 0e3 Bunumu yactuuu. He
M3M0J3BaliTe BAaKCMHATA MIPU HAJIMYHUE
Ha YaCTUIM WIK IIPOMSIHA B L[BETA.

MPUT'OTBSAHE HA UHIAUBUAYAJIHHU 103M1 0,3 ml COMIRNATY
ORIGINAL/OMICRON BA.1 (15/15 MUKPOT'PAMA)/103A UH)KEKIITUOHHA

JAUCIIEPCHUA (JIMIA HA 12 1 ITOBEYE 'OAMHMN)

0,3 ml BakcuHa

Kato n3non3sare acernrruuna TCXHHKA,
MOYUCTETE 3aIlylajKaTa Ha (JIakoHa ¢
TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,
HAITOCH C aHTUCCIITUYCH Pa3TBOP.
Usrernere 0,3 ml Comirnaty
Original/Omicron BA.1.

TpsiOBa na ce U3MoN3BaT CIIPUHIOBKU
W/WIY UIJIN C MAJIBK MBPTHB
(memsmon3BaeM) obeM, 3a Ja ce
M3TETJISAT 6 J03U OT eUH (IIaKOH.
KomOuHnanusTa oT CipMHIIOBKA U UTJIa €
MaJIbK MBPTHB 00eM TpsiOBa J1a uMa
MBPTHB 00€M HE MO-TOJISIM OT

35 MuKponuTpa.

AKO ce M3M0I3BaT CTaHAAPTHU
CTIPUHIIOBKH M UTJIH, MOXeE J1a HsIMa
JIOCTaTh4eH 00eM 3a M3TETJIsIHE Ha [IEeCT
JI03M OT eIuH (hIIaKoH.

Besika 103a TpsioBa 1a ceabpika 0,3 ml
BaKCHHA

AKO KOTMYEeCTBOTO Ha OCTaHaJaTa BbB
(h1akoHa BakCHMHA HE MOJKE J]a IOCTaBH
eana 1s1a no3a ot 0,3 ml, u3xBepriere
(h1akoHa U M3MUILHUS 00eM

3amuineTe ChOTBETHUTE J1aTa/dac BPXY
(nakona. M3xBwprere HenM3Mmon3BaHaTa
BakcuHa 12 yaca cies mbpBOTO
npoOuBaHe Ha 3alylIankaTa Ha
(hnaxoHa.
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H3xBBpasiHe

Hewnsnon3panusar JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT
B CHbOTBCTCTBUC C MCCTHUTC U3UCKBaHM.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

thakc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1528/006

EU/1/20/1528/007

9. JATA HA ITbPBO PA3PEINABAHE/IIOJHOBSIBAHE HA PASPEIHLIEHUETO 3A
YIIOTPEBA

Jata Ha EpBO pazpemanane: 21 gexemBpu 2020 .
Hata Ha nocneano nonHoBsiBane: 10 okromBpu 2022 r.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[MonpoGHa uHOpMaIKs 3a TO3M JICKApPCTBEH MPOAYKT € MPeIocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHmus o Jiekapcraata http://www.ema.europa.eu.
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vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBSIBAaHE HA HOBa MH(POPMAaLIU OTHOCHO Oe30macHoCcTTa. OT MEAUIMHCKUTE CTICHUAIICTH Ce
M3UCKBA J1a ChOOINABAT BCsAKA MOA03MPaHa HeXXelaHa peakys. 3a HaYlHa Ha CboOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/o3a MHXEKIMOHHA TUCTICPCHS

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduumupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB

ToBa e egHO1030B WJIM MHOT01030B (hJIAKOH ChC CHBO Kamade. J{a He ce pa3pexaa nmpeau ynorpeoa.
Enun enHono30B ¢uiakon chabprxa 1 go3a ot 0,3 ml, Brokre ToUku 4.2 1 6.6.

Enua MHOTOM1030B (himakoH (2,25 ml) ceabpxa 6 mo3u no 0,3 ml, BmwkTe Touku 4.2 u 6.6.

Enna noza (0,3 ml) ceappka 15 mukporpama To3uHamepa (tozinameran) u 15 Mukporpama
¢amroszunamepan (famtozinameran), ”PHK Bakcuna cpemry COVID-19 (BkiroueHa B TUITUAHU
HAaHOYACTHUIIN).

TosuHamepan e eTHOBepKHA, 5’ -Kenmupana napopmannonaa PHK (uPHK), npoussenena c
U3I0J13BaHe Ha Oe3KiIeThuHa iN Vitro tpanckpumniws ot chotBetHuTe JJHK-Marpuim, koauparin
BupycHus S (spike) nporenn Ha SARS-CoV-2 (opurunanna). @amMro3nHaMepaH € eIHOBEPIKHA,
5’-kenmpana uapopmarnmonsa PHK (uPHK), mpoussenena ¢ usnon3pane Ha 6e3kieTbyHa in Vitro
Tparckpurius oT choTBeTHUTE JJHK-Matpury, kogupamm BupycHus S (spike) nmporenH Ha

SARS-CoV-2 (Omicron BA.4-5).

3a IBJIHUA CHUCHK Ha ITIOMOIIHUTE BEIECTBA BHKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

HmKeKInOHHA TUCTIEPCHS

Bakcnnara nipejictaBisaBa 0s1a 10 moutH Osuta 3ampasena aucrtepcus (pH: 6,9 — 7,9).

4, KIMHUYHU JAHHHA

41 TepaneBTHYHM MOKA3AHMSI

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/mo3a HHXEKIIMOHHA TUCTIEPCHS € ITOKa3aHa
3a aKTHBHA UMYHHU3allMs 3a IpeBeHIus Ha 3abomsaBaneTo COVID-19, npuunneno ot SARS-CoV-2, Ha

Jiniia Ha Bb3pPacT 12 u moBeue TOOWHH.

VYnotpebara Ha Ta3u BaKCHHA TPSIOBA 1a € B ChOTBETCTBHE C OQUIIHATHUTE MPETOPHKH.
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4.2  Jlo3uUpoBKAa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Jluya na év3pacm 12 u nogeue 200unu

Comirnaty Original/Omicron BA.4-5 ce npuiiara HHTpaMyCKyJIHO KaTo equHU4YHa 103a ot 0,3 ml Ha
JMIa Ha Bh3pacT 12 M moBeye roJuHU, HE3aBUCHMO OT IPEHIIHHS BAKCHHAIMOHEH CTaTyC 3a
COVID-19 (Bx. Touku 4.4 u 5.1).

Ha nuna, xouTo npeau ToBa ca Omwin BakcuHHpaHu ¢ BakcuHa cpenry COVID-19, Comirnaty
Original/Omicron BA.4-5 tpsi6Ba 1a ce mpuiiara Haii-Majko 3 Mecelia ciie/1 TocaeIHaTa /103a BaKCHHA

cpemry COVID-19.

Teacko UMYHOKOMNPOMEMUPAHU TUUA HA 8b3DACT 12 u noseue 200unu

Ha nuna, xouTto ca TeXKO UMyHOKOMITPOMETUPAHH, TOMMBIHUTEIHH JJO3M MOXKE Ja Ce TpuiaraT
CBIIIACHO HAIMOHAHUTE TPENOPBKHY (BXK. Touka 4.4).

Heduamputma nonyaayus

[pemarar ce nequaTpuyHu JIeKapcTBeHU (GOpMU 3a KbpMadeTa Ha Bb3pacT 6 Mecella | O-TOJIEMH U
Jiera Ha Bh3pact noj 12 roquau. 3a moapoOHa nH(OpMAITUs, MOJISI, BUXKTE KpaTKaTa XapaKTePUCTHKA
Ha IIPOJYKTA 32 CbOTBETHUTE ChCTABH.

be3onacHocTTa M ehrKkacHOCTTa Ha BAaKCHMHATA MPH KbpMadeTa Ha Bb3pacT Mo 6 Mecena Bce olle He
ca yCTaHOBEHH.

Honynayus 6 cmapuecka 8vb3pacm

He ce nanara KOpHUTpaHC Ha A03aTa IIpU JIMla B CTapUCCKa Bb3pacT > 65 T'OOWHH.

HauuH Ha npuiioxxeHue

Comirnaty Original/Omicron BA.4-5 (15/15 mukporpama)/mo3a HHKEKIIMOHHA UCTIEPCHS TPSAOBa 1a
ce MpuIara MHTpaMycKyiiHo (Bxk. Touka 6.6). Jla He ce pa3pexaa mpeau ymnorpeoa.

HpeZ[HO‘-II/ITaHOTO MACTO € ACIATOUIHUAT MYCKYJI B TOpHATa 4aCT HAa pbKaTa.
He PIH)KCKTHpaﬁTC BaKCHMHAaTa MHTPABACKYJIApHO, IIOJKOXHO WJIW UHTPAACPMAIHO.

Bakcunara He TpssOBa /1a ce cMecBa B €IHA U ChIIIa CIIPUHITOBKA C APYTH BAKCHHU WA JICKAPCTBEHU
MIPOTYKTH.

3a mpeanasHUTEe MEPKH, KOUTO TPSOBa 1a OBAAT B3ETH MPEIN MPUI0KCHAE HA BAKCHHATA, BIKTE
Touka 4.4,

3a YKa3aHusl OTHOCHO pa3Mpa3siBaHCTO, pa60TaTa " U3XBBPJIAHCTO HAa BAKCUHATA BUIKTC TOYKaA 6.6.

Eonooososu paaxonu

EnnomoszoBute (hakonu Comirnaty Original/Omicron BA.4-5 ceaspikar 1 qo3a Bakcuna ot 0,3 ml.

o Uzrernere equanyHa no3a Comirnaty Original/Omicron BA.4-5 ot 0,3 ml.
o UzxBbpriere haakoHa U U3TUILHUSL 00eM.
o He cpOupaiite M3MUIIbIKATE BAKCHHA OT HAKOJKO (hIaKoHa.
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MHnoz000306u dhraxonu

Mmuorono3osute ¢uakonun Comirnaty Original/Omicron BA.4-5 ceabpxat 6 1o3u Bakcuna o 0,3 ml.
3a n1a ce M3TerIAT 6 103U OT eUH (IIAKOH, TPSAOBa Jia Ce M3IOI3BAT CIIPUHIIOBKH W/HJIH UIJIU C MATBK
(Hew3mnoia3BaeM) MbPTHB 00eM. KoMOMHALIMATA OT CIIPHUHIIOBKA U UIJIa ¢ MAIBK MBPTHB 00eM TpsiOBa
Jla IMa MBPTHB 00€M He IO-TOJISIM OT 35 MUKPOJIUTPa. AKO Ce M3I0JI3BAT CTAaHAAPTHU CIPHHIIOBKH U
UM, MOXeE J1a HAMA JI0CTaTh4eH 00eM 3a M3TETIISIHE Ha IIeCT 1031 OT eauH (iakoH. HezaBucumo ot
BH/Ia Ha CIIPUHIIOBKATA U UIJIATa!

o Bceska noza tpsabBa aa ceappika 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHaJIaTa BbB (pJlaKOHA BaKCHHA HE MOXeE Ja JOCTAaBU €llHA LsIa 1032
ot 0,3 ml, u3xBBpiere GrakoHa U U3TUIIHUI 00EM.

o He cpOupaiite M3MUIIbIKTE BAKCHHA OT HAKOJKO (hIaKoHa.

4.3 IIporuBomoka3aHus

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HIIH KbM HSIKOE OT TIOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.

4.4  CpoeuuajHu npeaynpe:RIeHUsi U Npeana3Hu MePKH MPH ynoTpeda

IIpocnenumoct

3a fa ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHTHUAT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa SCHO J1a CE 3aIMcBarT.

OO0 OpenopbKu

Cepbxwecmeumeﬂnocm u aHad)uJZCZKCM}Z

Nma cpobimeHns 3a crOuTHS Ha aHadmwIakcus. BuHaru TpsoBa ga iMa Ha pasoIoKeHUE TIOIXO A0
MEIUIHCKO JIeUueHre U HAOIoIeHUE B CITy4yail Ha aHaQUIIaKTHYHA PEeaKIus clie]l MPIIIOKEHHUE Ha
BaKCHHATA.

[IpenopbuBa ce BHUMATEIIHO HAOJIIOICHUE B ITPOAB/KCHUE Ha HAal-MaaKo 15 MUHYTH ciief
BakcuHanusATa. He TpsOBa /1a ce mpmiara ciieBaiia 03a OT BaKCHHATA Ha JIUIIA, TIOTYIHIN

aHa(uakcus ciel npeauiiHa go3a Comirnaty.

Muokapoum u nepuxapoum

C’LH_ICCTBYBEI MOBUILICH PUCK OT MUOKAPAUT U NICPUKAPAUT CJICA BaAKCUHALIUA C Comirnaty. Tes3n
3a00JISIBAHUS MOTAT Ja C€ pa3BUAT 40 HAKOJIKO JHU CJICA BaKCMHAIUATA U HACTBIIBAT IPEAUMHO B
PAMKUTC Ha 14 JHH. Te ca Ha6J’IIO}_IaBaHI/I IMO-4C€CTO CJICA BTOpATa BaKCHUHAIMA U IMMO-4YCCTO IIPHU I10-
MJ1agu MBXEC (B)K. TOYKa 48) Hanuunure nanamn IMOKa3BaT, € B IOBCYCTO CIIydYau HACThIIBA
BB3CTaHOBsBaHE. B Hskon ClIydau C€ Haljlara noaabp>KaHC C MHTCH3UBHU I'PUXXU U UMa Ha6JIIO,Z[aBaHI/I
ClIydau C JICTAJICH U3XOM.

MeauIMHCKHUTE CIeUAINCTH TPsOBa 1a ObaaT OAMTEIHY 33 IPU3HALIUTE ¥ CHMITOMUTE Ha
MHUOKapIUT U NIEPUKApAUT. BakcuHupaHuTe jauia (BKIOYUTEIHO POAUTEIUTE WIK OOIPHIKBAIIINTE
TuIa) TpsaOBa 1a ObJaT MHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO MEUITMHCKA ITOMOII], aKO Pa3BHSIT
CUMITOMH, ITOKA3aTEITHA 32 MHOKAPUT WIH NIEPUKAPANT, KaTo (0CTpa U MPOIBIDKUTENTHA) OOIKa B
T'bPANUTE, 338]IyX WIH NAJIMUTALMHU CJIe]] BaKCUHALIAATA.

MeaunuHCKHTE CIeHAINCTH TPSOBa 1a HAIPABAT CIPaBKa ¢ PHKOBOJICTBATA W/HJIH CIISITUAIMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.
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Peakuyuu, cevpszanu ¢ mpesooicrnocm

B®B BpB3Ka ChC caMust MPOIIEC HA BAKCHHAIIMS MOTAT J1a Bb3HUKHAT PEaKIIUi, CBhP3aHu C
TPEBOXKHOCT, BKIFOUUTEITHO BA30BAraTHH PEAKIINHU (CHHKOI ), XUTICPBCHTHIIAINS WA PEAKIHH,
CBBP3aHU ChC cTpeca (HaIp. 3aMastHOCT, MAJIUTAIINN, YCKOPEeHa ChpJieuHa YeCcToTa, TPOMEHHU B
KPBBHOTO HaJATaHE, MapecTe3ns, XUIIeCTe3us M U3NoTsABaHe). Peakiunre, CBbp3aHu ChC CTpeca, ca
NPEXOJHU ¥ OT3BYyYaBaT OT caMo cebe cu. Xopara TpsOBa 1a ObAaT MOChBETBAHU 12 HH)OPMUpAT 3a
TE3W CUMIITOMH BAKCHHHUPAIINS TH 32 OI[CHKa. BayKHO € J]a ce B3eMart Mperna3Hi MEpKH, 3a Ja ce
NPEIOTBPATH HAPAHsIBAHE OT MPHUITaaHe.

Cbnbmcmeawo sabonssamne

Bakcunanusara TpsiOBa J1a ce OTJIOKH MPH JIMLA, CTPAAALIH OT OCTPO TEXKKO (pedpriiHo 3abonsiBane
win octpa uHpekuusa. Hanmuuuero Ha yieka nH(EKIUs 1/Win HEBUCOKa TeMIlepaTypa He Tps0OBa na
CTaBa IPUYMHA 3a OTJaraHe Ha BaKCUHALIUATA.

TDOM6OMMW[0}’!€HZ/L}Z U HAPYWEeHUA HAd KPbBOCbCcUpearnemo

KaxTo mpu apyru H”HTpaMyCKYITHH WH)KEKITMH BaKCHHATa TPSOBa J1a ce Mpuijiara BHUMATEITHO MPH
JIUIa, TIOyYaBaIld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(MMIHsl), Thil KaTO MIPH TE3H JIUIA MOTaT Ja Bh3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJHO MPHIIOKEHHE.

HMVHOKOMI’IDOM@W[MDCIHU auya

EdukacHocTTa 11 6€301acHOCTTa Ha BAaKCHHATA HE Ca OLICHEHU ITPU HMYHOKOMIIPOMETHPAHH JIULIA,
BKJTFOUHMTEITHO TE3H, TIOJTy4YaBallyd MMyHocynpecuBHa Tepanus. E¢ukacnoctra Ha Comirnaty
Original/Omicron BA.4-5 moxe 1a € mo-HucKa Npyu MIMyYHOKOMIIPOMETHUPAHH JIUIIA.

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

[IpoapKUTETHOCTTA Ha 3aIlIUTaTa, MPEIOCTaBsIHAa OT BAaKCHHATA, HE € M3BECTHA, Thil KaTO TS BCE OIIIE
ce OIpe/eNst B TEKYIIX KIMHUYIHH MTPOyIBaHUSI.

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

Kakro npu Besika BakcuHa, BakcuHanusta ¢ Comirnaty Original/Omicron BA.4-5 moxe 1a He 3ammTi
BCHYKH BaKCHHUpaHU. BakCHHUpaHHUTE MOXKE J1a HE ca HAITBJIHO 3AIIUTEHH J0 7-MHS JICH CIIe]
BaKCHHAIMATA.

45 B3aumopaeiicTBHe ¢ APYI'H JIEKAPCTBEHH MPOAYKTH M APYrd (opmMu Ha B3auMoeldcTBHE

He ca npoBexxaanu nmpoy4yBaHusi 32 B3aUMOJICHCTBUSATA.

CwrpreTBamioTo nprinokerne Ha Comirnaty Original/Omicron BA.4-5 ¢ apyru BakCHHE HE €
IPOYUEHO.

4.6 @epTHaANTET, )PEMEHHOCT H KbPMEHe

Bbpemennoct

Bce otiie aumncBat gaHHE OTHOCHO yrotpebara Ha Comirnaty Original/Omicron BA.4-5 mo Bpeme Ha
OpEeMEHHOCT.

Bce nak roisiMm 06eM JaHHU, TOTYYEeHH OT HAOIIOAEHHETO HAa OpeMEHHH JKEHH, BAKCUHUPAHU C
IBPBOHAYAIHO pa3pelieHara 3a ynorpeda Bakcuna Comirnaty npe3 BTOpUs U TPETHsI TPUMECTBD, HE
IIOKa3BaT yBEIMYaBaHE Ha CllyyauTe Ha OpEMEHHOCT ¢ HexKeJlaH U3XoJ. Makap ue JaHHUTE 3a U3X0J
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0T OPEMEHHOCTTA CJIe/l BAKCHHAIIUS, TIPOBEICHA 110 BPEME Ha ITbPBUSI TPUMECTH, MOHACTOSIIIEM Ca
OrpaHHUYEHH, HE ce HaOJIr01aBa MOBHIIICH PUCK OT CIIOHTaHeH abopT. [IpoyuBaHusTa MPU JKUBOTHU HE
MOKAa3BaT NPEKH WIIK HEMPEKH BPEIHHU e(eKTH, CBbP3aHU ¢ OPEMEHHOCTTA,
eMOpPHOHATHOTO/(DETATHOTO Pa3BUTHE, PAXKIAHETO MM MIOCTHATATHOTO pa3BUTHE (BXK. TOUKa 5.3). Bb3
OCHOBAa Ha HAJIMYHUTE JaHHU IIPH APYTH BapHaHTH Ha BakcuHata, Comirnaty Original/Omicron
BA.4-5 moe na ce mpuiara mo Bpeme Ha OpeMEHHOCT.

Kspmene

Bce orie numncBar qanau 0THOCHO yrorpedara Ha Comirnaty Original/Omicron BA.4-5 B nepuona na
KbpPMCHE.

Bce nak He ce oyakBat e(peKTH P KbPMEHN HOBOPOJICHH/KbpMaydeTa, Thil KATO CHCTEMHATa
EKCIIO3HITUS Ha BAKCHHATA NIPU KbpMauKaTa € He3HauHuTelHa. JlaHHUTEe OT HAOIOCHUETO Ha JKEHH,
KOUTO Ca KbPMEJIH CJIe]] BAKCUHAIIHS C ITBPBOHAYATHO pa3pelieHara 3a ynoTpeda Bakcuaa Comirnaty,
HE TIOKa3BaT PUCK OT HEXKENaHU ¢(eKTH MPU KbpMEHH HOBOpoAeHH/KbpMadeTa. Comirnaty
Original/Omicron BA.4-5 moxe ma ce mpujiara B eprojia Ha KbpMEHE.

DepTUIuTeT

[IpoyuBanusiTa Npu >KUBOTHU HE TIOKA3BAT MPEKH WIH HETIPEKH €(EeKTH, CBbP3aHU C PEPOAYKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 EdexTu BBpXy CIOCOOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHU

Comirnaty Original/Omicron BA.4-5 He moBiusBa WK TOBIUABA ITPEHEOPEIKUMO CIIOCOOHOCTTA 32
modupane 1 paboTta ¢ MalIMHU. Bce mak HAKoU OT eeKTUTE, TOCOUYCHHU B TOUKa 4.8, MOraT BpEMEHHO
Jla TIOBJHSIAT CITIOCOOHOCTTA 3a Mmodupane Wik paboTa ¢ MaluHU.

4.8 Hexenanm iekapcTBeHH peaKluu

Pesrome Ha mpodumia Ha Oe30macHOCT

H3BoauTte 1o oTHOIIeHHE Ha Oe3omacHocTTa Ha Comirnaty Original/Omicron BA.4-5 ce ocHOBaBaT Ha
JTAaHHWUTE 3a Oe30IMacHOCT Ha BakcuHuTe Comirnaty v afantTupaHuTe BaKCUHU cperry Omicron.

Comirnaty 30 g

Yuacmnuyu na evspacm 16 u noseue 200unu — cieo 2 0o3u

B Ilpoyusane 2 06110 22 026 yyacTHHIIM Ha Bb3pacT 16 WK MOBeY€e FOJUHM Ca MOTYIHIN Hal-
mankoTo 1 no3a Comirnaty u o6mio 22 021 yyacTHuIM Ha BB3pacT 16 win moBede roIuHy ca
noTyymIy Tutane6o (BrarountenHo 138 u 145 ronomm Ha 16- u 17-rouIHa B3pacT ChOTBETHO B
rpymnara ¢ BakKCHHATa 1 rpymnara ¢ miame6o). Oomo 20 519 ygactauim Ha Bb3pacT 16 win moBede
TroJMHU ca noxyunnu 2 go3u Comirnaty.

KbMm MomenTa Ha ananmsa Ha [IpoyuBane 2 ¢ maTa Ha 3akiTtouBaHe Ha ganauTe 13 mapt 2021 1. 3a
IU1a11e00-KOHTPOIMPAHUS 3acyIeleH IEpUOJ Ha IIpociesiBaHe [0 JaTUTE Ha pa3ciensiBaHe Ha
yuacTHULHTE, 00110 25 651 (58,2%) yyactauuu (13 031, monyuyunu Comirnaty, u 12 620, nomyunnu
miare60) Ha BB3pacT 16 u moBede rOANHHM ca MPOCIeAsIBaHN B IPOIBDKEHNE Ha > 4 Mecena ciex
BTOpara go3a. Tosa Bxmousa 0610 15 111 (7 704, monyurau Comirnaty, u 7 407, monydannu
anedo0) y4acTHUIM OT 16- 10 S5-roaumina Be3pact u o6mmo 10 540 (5 327, monyunnu Comirnaty, u
5 213, nonyunnu nnane6o) y4acTHULM Ha Bb3pacT 56 U oBeYe TOANHH.

Haii-uecTute HexxenaHu peakiuy MPH YYaCTHUIINTE HAa BB3PacT 16 U moBeue roAuHU, MOITYyIHITH

2 11031, ca 00JIKa Ha MACTOTO Ha UIKekThupane (> 80%), ymopa (> 60%), rmaBobosue (> 50%),
muanrus (> 40%), erpucane (> 30%), aprpanrus (> 20%), IUpeKcHs U Mo yBaHe Ha MICTOTO Ha
umkektupane (> 10%) 1 0OMKHOBEHO ca JIEKH WK YMEPEHH 110 MHTEH3UTET W OT3BYyYaBaT B PAMKHUTE
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Ha HSKOJIKO JTHU CJIe]] BAKCHHAIMATA. MaJKo Mo-MajKa 4ecToTa Ha ChbOUTHSATA Ha PEaKTOreHHOCT ce
CBBP3Ba C MO-TOJIIMA Bh3pacT.

[IpodunbT Ha Ge3omacHOCT npyu 545 ydacTHUIM HA Bb3pacT 16 u moBeve TOAWHH, BAKCHHUPAHU C
Comirnaty, KouTo ca omin ceporno3uTuBHH 3a SARS-COV-2 Ha U3X0AHO HHBO, € TOJI00CH Ha
HaOJIF0OTaBaHuUs TIPH 001IIaTa Oy ITaIHs.

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

ITpn ananu3 Ha JaHHHUTE OT ABJITOCPOYHOTO MpOCiesABane 3a 6e3omacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcunupanu ¢ Comirnaty u 1 129, noxyuwnnu riare6o) ca Ha Bb3pact 12 10
15 rogunu. Ot Tsx 1 559 ronomm (786, Bakcunupanu ¢ Comirnaty u 773, nomyuniu mianebo) ca
MpoCIeIBaHU B MTPOIBIDKEHHE Ha > 4 Mecelia cien Bropara go3a Comirnaty. OneHkaTa Ha JaHHUATE
3a 6e3onacHocT B [IpoyuBane 2 npoabinkasa.

OO0t npoduit Ha 6e3omacHocT Ha Comirnaty NMpu FOHOIIH HA Bb3pacT 12 1o 15 rogunu e nogo0eH
Ha HaOJIF01aBaHUs IPU YYaCTHUIIM Ha Bb3pacT 16 u noBede roguuu. Hali-uecTure HeXXeIaHH peakiiu
IpHU IOHOIIX Ha BB3pacT 12 10 15 roauHu, nonydnnu 2 1034, ca 00JKa Ha MSICTOTO Ha MHXKEKTUPaHE
(> 90%), ymopa u riaBobosue (> 70%), muairust u Brpucane (> 40%), apTpairusi 1 MUPEKCHst

(> 20%).

Yuacmuuyu na ev3pacm 16 u noseye eoounu — cied o6ycmep 0o3a

Enna moxrpyna ydactauiy BsB ¢asza 2/3 Ha [IpoyuBane 2 - 306 Bb3pacTHH Ha Bb3pacT 18 1o

55 roaunwn, 3aBBPUINIIM TEPBOHAYATHUS 2-1030B Kypc ¢ Comirnaty, ca momyduiu Oycrep 1o03a
Comirnaty npubnmsurenso 6 mecerna (auamnasoH 4,8 1o 8,0 mecena) cien Jlo3a 2. Kato 1510, mpu
YYaCTHUIIMTE, KOUTO Ca MOJYyYHIId OyCTep 1033, MeIMaHaTa Ha BPEMETO Ha IpOoCie/sBaHe ¢

8,3 mecena (muanaszon 1,1 1o 8,5 mecena), a 301 ygacTHUIM ca MPOCIISASIBAHUA B IPOIBDKEHUE HA
>6 Mecena cires; Oycrep /1o3ara 7o AaTrara Ha 3aKirouBaHe Ha qaHanTe (22 HoemBpu 2021 T.).

O6mmaT mpodunia Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabomaBanus ciex 2 go3u. Haii-
YECTHUTE HEXKEITAHU PEAKIMY NIPU YYaCTHULIUTE Ha Bh3pacT 18 10 55 ronuHu ca 6oika Ha MACTOTO Ha
umkekTupane (> 80%), ymopa (> 60%), rimaBodonue (> 40%), muanrus (> 30%), BTprcane u
aprpanrus (> 20%).

B IlpoyuBane 4, miane60-KOHTPOIUPaHO MPOYYBaHE C IPUIIOKECHUE Ha OycTep 1033, yYaCTHHUIM Ha
BB3pacT 16 1 moBede roaunu, Habpanu ot [Ipoyusane 2, ca momyunmu 6ycrtep mo3a Comirnaty

(5 081 yuacTauim) unn miane6o (5 044 yuacTHuim) Haii-MaJko 6 Mecelia cjej] BTopaTa 103a
Comirnaty. Karo 1151710, mpy yuacTHHIIUTE, KOMTO ca MOIYYIIH OycTep /1033, MeAHaHaTa Ha BPEMETO
Ha npocIieAsBaHe cien OycTep J03aTa B 3aCIICICHUs T1ae00-KOHTPOIMPaH IePHo/] Ha MPOCIe/sIBaHe
JI0 JaTaTa Ha 3aKimouBaHe Ha naHHuTe (8 deBpyapu 2022 1.) e 2,8 Mecena (quamnaszon 0,3 10

7,5 mecena). Ot Tax 1 281 yuyactaunm (895, Bakcuaupanu ¢ Comirnaty u 386, nonyunnu minane6o) ca
npocieAsiBaHy B IPOIBIDKEHNE Ha > 4 Mecena cien Oycrep go3ara Comirnaty. He ca ycranoBeHH
HOBH HEe)KellaHu peakiuu Ha Comirnaty.

bycmep 0o3a cred nvpeuuna saxcunayus ¢ opyea paspeuiena 3a ynompebda saxcuna cpewyy COVID-19
B 5 me3zaBucumu npoydBaHms 3a yrmoTpedarta Ha 6yctep mo3a Comirnaty mpu JIia, 3aBbPITHIH
I'bPBUYHA BaKCHHALIMS C Apyra pa3pelieHa 3a ynorpebda Bakcuna cpemy COVID-19 (xereponoxna

OycTep 103a), HE ca YCTAHOBCHU HOBH JTaHHH, CBhP3aHU ¢ Oe30macHocTTa (BXK. Touka 5.1).

Aoanmupana Comirnaty cpewyy Omicron

Yuacmuuyu na éwv3pacm 12 u noseue 2o0unu — cied o6ycmep doza Comirnaty Original/Omicron
BA.4-5 (uemevpma 0o3a)

B nmoarpyna ot [Ipoyusane 5 (®a3za 2/3) 107 yuactaunu Ha Bb3pact 12 go 17 rogunu, 313 yyactHumm

Ha BB3pacT 18 1o 55 roguau u 306 y9acTHANM HA BB3pacT 56 U TIOBEYE TOIWHH, 3aBEPIIIN
BakcuHanus ¢ 3 go3u Comirnaty, ca momyumnu Oycrep (ueTBbpra 1o3a) Comirnaty Original/Omicron
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BA.4-5 (15/15 mukporpama) 5,4 mo 16,9 mecerna cien [lo3a 3. YuacTHHINTE, TIOIYYHIN OyCTEP
(uetBbpTa M03a) Comirnaty Original/Omicron BA.4-5, ca uManu nepuoj Ha MpoCiIeasaBaHe ¢ MeIuaHa
Hal-majko 1,5 mecera.

OO6muaAT npodui Ha 6e30macHOCT 3a Oycrepa (deTBbpra H03a) Comirnaty Original/Omicron BA.4-5 ¢
nojj00eH Ha TO3H, HaOMoJaBaH ciies 3 103u. Hali-uecTute HeskelnaHu peakiuy P yYacTHUIIN Ha
BB3pacT 12 u moBeye roAuHu ca O0JIKa Ha MACTOTO Ha HHXKeKTHpaHe (> 60%), ymopa (> 50%),
rinaBobosue (> 40%), 6osika B myckymnute (> 20%), Brpucane (> 10%) u 6onka B ctaBute (> 10%).

CHuchK Ha HEXKEJIAaHU pEeaKUU OT KIMHUYHY u3nuTBauus Ha Comirnaty u Comirnaty

Original/Omicron BA.4-5 u ot noctMapketunrosus onut ¢ Comirnaty, pu JiMna Ha Bb3pacT 12 u

nOoBCYC I'OAWHH, B TabIUYeH BUT

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

Msuoro uectu (> 1/10),

Yectu (> 1/100 o < 1/10),
Heuectu (> 1/1 000 1o < 1/100),
Peaxu (> 1/10 000 mo < 1/1 000),
MHoro peaxu (< 1/10 000),
C Heu3BecTHA 4eCcTOTa (OT HAIMYHUTE JAHHU HE MOXe J1a Ob/ic HAlpaBeHa OIICHKA).

Tabaunma 1.  Hexesanu peakuuu oT KJIMHUYHHTE poyuBaHusi Ha Comirnaty u Comirnaty
Original/Omicron BA.4-5 u ot noctMapkeTtuHrousi onut ¢ Comirnaty npu
JIMIA Ha Bb3pacT 12 u noBeye roguHu
Cucremo- MHoro Yectn Heuectn Penxn Mmnoro C HeusBecTHA
opraHeH YecTH (=1/100 g0 |(=1/1 000 0| (=1/10000 penkn yecToTa (0T
KJ1ac (= 1/10) < 1/10) < 1/100) |mo <1/1000)| (< 1/10000) HAJTHYHHUTE
JaHHU He
MO:Ke 1a Obje
HalpaBeHa
OI[€HKA)
Hapymenns JInmbane-
Ha KPBBTa U HomaTus®
nuMpHaTa
cucremMa
Hapymenns Peaxmun Anadunakcus
Ha UMyHHaTa Ha CBPbX-
cucremMa YyBCTBH-
TEJIHOCT
(narmp.
00puB,
npypuryc,
ypTukapus®,
anruoeaem’
Hapymienust Hamanen
Ha amneTuT
MeTabonu3mMa
U XpaHEHETO
Ilcnxuann be3cbHME
HapylIeHUs
Hapymenns I'maBoGonue 3amaiiBane”; | Octpa [Tapecresust';
Ha HepBHaTa Jleraprus nepudepHa Xwunecre3us"
cucremMa JHLEeBa
napaumsa’
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Cucremo- MHoro Yectn Heuectn Penxn Mmnoro C Hen3BecTHa
opraHeH YecTH (>1/100 50 |(=1/1 000 no| (> 1/10000 peaKu yecToTa (0T
KJI1ac (= 1/10) < 1/10) <1/100) |mo <1/1000)| (< 1/10000) HAJTUYHHUTE
JaHHHU He
MoKe 1a 0bae
HalpaBeHa
OIleHKA)
Copaeunu Muoxkapaut';
HapyIIeHus ITepuxapaut”
CromarnrHo- Huapwust” T'anene;
YPEBHH [ToBpwiane”
HapyIIeHUs
Hapymenns Xwurnep- Epurema
Ha KOXKaTa u XU/IPO3a; myatadopme”
MOJIKOXKHATA Homan
ThKaH U3IIOTSIBA-
HUS
Hapymenus ApTpanrus; bonka B
Ha MYCKyJIHO- | Muanrus KpalHUK"
CKeJIeTHATa
cuUcCTeMa 1
ChCIMHUTEITHA
Ta ThKaH
Hapymienust Texxo
Ha MEHCTPYyaJTHO
BBH3NPOU3BOAH KbpBeHE®
TeHAaTa
cucTeMa u
rbpjara
OO0 Bonka Ha 3auepBsBaHe| ACTEHUS; Obmmpen
HapyIIeHUs U | MCTOTO Ha | Ha msictoTo | Hepasmo- OTOK Ha
edexTn Ha WHKEKTH- Ha WHXKEKTH-| JIOKEHHE; BaKCHHHPaHUSA
MSICTOTO Ha paHe; paHe [Ipypuryc KpaiHUK';
NpUJIOKEHHEe | YMopa; Ha MICTOTO OTok Ha
Brpucasne; Ha UHXKEK- JIALETO™
[upexcuss; THpaHe
OTtok Ha
MSCTOTO Ha
WHKEKTH-
paHe

a. Ilpum yyacTHHIM Ha BB3pacT 5 W MOBEYE TOJAMHU CE CHOOIIaBa 3a MO-TOJIIMA YECTOTa Ha JTUM(a CHOIATHS
cien Oycrep (< 2,8%) m03a, OTKOJIKOTO ciiesx rbpBoHayanHu (< 0,9%) 103U OT BakcHHATA.
KareropusTa mo gectora 3a ypTUKapHs U aHTHOEAEM € “penkn’”.

B. IIpe3 meproma Ha MpOCIENIBAHETO 32 OE€30MACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,
ocTpa neprdepHa IUIeBa Mapajin3a € CboOIIeHa OT YeTHpuMa yJacTHHIH B rpynata ¢ n”PHK BakcuHarta
cperry COVID-19. ITosBara Ha nurieBa nmapanmsa e Ha [len 37 cnex oza 1 ([{o3a 2 He e npuioxeHa Ha
yuactHuka) u 1au 3, 9 u 48 cnen [lo3a 2. Hama cho0mmenns 3a cirydan Ha ocTpa nepudepHa JUeBa
mapajmsa B rpymnata ¢ mianeoo.

¥ o R

(uTBp NMpe3 NOCTMapKETHHTOBUSI IEPHO.
3 IloBedero cirydan u3riexaa He ca CEPUO3HH U ca C BpEMEHEH XapakTep.
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Hexenana peakiusi, yCTaHOBEHA CIie/l pa3peliaBaHe 3a yrnoTpeoda.
OTHacs ce 3a pbKaTa, Ha KOSITO € MOCTaBeHa BaKCHUHATA.
[o-ronsiMa yectoTa Ha MUpEKCHUs € HaOJIIo1aBaHa clie]l BTopaTa /103a B CpaBHEHHE C TbpBaTa J103a.

Cro0I1aBa ce 3a OTOK Ha JIMLETO P PEIMIUCHTH HA BAKCHHATA, HA KOUTO ¢ OWJI MHXKCKTUPAH JICPMaJICH




Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

Muoxapoum u nepuxapoum

[oBHIIEHUAT PUCK OT MUOKAPIUT ciie]] BakcuHanus ¢ Comirnaty e Hali-BUCOK ITPH IOHOIIH U T10-
MJIaau MBXKe (BK. Touka 4.4).

JBe rojeMu GpapMakoeuIeMIOIOTHYHY TPOYYIBaHUS, IPOBEICHH B EBporia olleHsBaT MO-BUCOKHS
PHCK OT MUOKAP/IUT NP FOHOIIN M MO-MIIQJIM MbXke ciej] BropaTa go3a Comirnaty. Enxno npoyuBane
MOKa3Ba, ue 3a MepHoJI OT 7 IHU ciie]] BTopaTa 103a uma okoo 0,265 (95% JIU: 0,255 - 0,275)
JOITBJIHUTENHU ciydas Ha MuokapauT Ha 10 000 npu 12-29-roauiay 10HOIIN U MBKE, B CPAaBHEHHE C
xopa 0e3 excriozunus. B npyro npoy4aHe 3a mepuoj ot 28 qHU ciien Bropara go3a uMa 0,56 (95%
JU: 0,37 - 0,74) nonbauTenHN cinydas Ha Muokapaut Ha 10 000 npu 16 10 24-roAMIITHY FOHOIIH U
MBJKE, B CPAaBHEHHUE C X0pa 0e3 eKCIIO3ULIHA.

OrpaHn4eHu TJaHHH TIOKa3BaT, 4Y¢ PUCKBT OT MUOKAPIIUT U MEPUKApAUT ciel BakcuHaims ¢ Comirnaty
IIPH Jella Ha Bb3pacT oT 5 10 11 roanHu usraexa no-HUChK, OTKOJIKOTO MPH TE€3H Ha Bb3pacT oT 12

1o 17 roguuu.

C’B06H_IaBaHC Ha 1OJ03MPaHu HECXKCJIaHU PCAKIINH

CpoOmaBaHeTo Ha TOI03UPAHH HEXKEIIAaHN PEaKIUH CIIe]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
NPOIYKT € BaykHO. TOBa MO3BOJIABA A2 POIBIDKH HAOMIOICHUETO Ha ChOTHOILIEHUETO T0I3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIMHCKUTE CIICHUATIICTH C€ U3UCKBA J]a ChOOIaBaT BCSIKa
HOI03MpaHa HeKEJIaHa PeaKIys ype3 HallMOHaIHa CHCTeMa 3a ChoOIIaBaHe, MOCOYeHa B
[punoxkenue V v 1a BKIIOYAT HAPTUAHUS HOMED, aKO € HAJTMYCH.

4.9 Ilpepo3upane

Wwma Hanu4yHM JaHHM 32 IpeI03UpaHe MpH 52-Ma yYaCTHULM, BKIIOUEHH B KIMHUYHOTO U3MIUTBAHE,
KOHTO [OpaJiy TPpelika B pa3pekaaneTo ca noixyumwnn 58 Mmukporpama Comirnaty. Bakcunupanure He
chOOIIABAaT 3a MOBUIICHA PEAKTOTCHHOCT WJIN HEKEJIAaHN PEaKIni.

B ciyuaii Ha npeno3upaHe ce mpernopbyBa MpociieAsBaHe Ha )KU3HEHUTE QYHKIUH U BH3MOXKHO
CHMITOMAaTHYHO JICUCHHE.

5. DAPMAKOJIOT'NYHHA CBOUCTBA

5.1 ddapmakoaMHAMMYHU CBOIiCTBa

dapmMakoTepaneBTHYHA TPyIa: BaKCHHU, BUpycHHU BakcuHU, ATC kox: JO7BNO1

MexaHU3bM Ha IEWCTBUE

Hyxneosunno momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTHITAIHH
HAHOYACTHILIM, KOETO MO3BOJISIBA JOCTaBsiHETO Ha Hepemmiupama ce PHK B kinetkure
TOCTONIPUEMHHLIY, 32 1a HACOUYH MpexogHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2. n”PHK
KOZMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C ABE TOUKOBU MyTallMH B
LEHTpaJIHaTa YyacT Ha crupanaTa. MyTanusra Ha Te3d JBE aMUHOKHCEUHH A0 MPOJIMH CTAa0MIU3Hpa
S (spike) mpoTenHa B aHTUTEHHO MpPEANOYMTaHa Ipey3uOHHA CTPYKTypa. BakcuHaTa mpegu3BUKBa
KaKTO IIPOM3BOJICTBO HA HEYTPAIU3UPAIIN aHTUTENa, TaKa U KJIEThYeH UMYHEH OTroBOp KbM S (spike)
aHTUTEHA, KOETO MOJXKe JIa TonprHece 3a 3amura cpenry COVID-19.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

EdukacHocT

Aoanmupana Comirnaty cpewyy Omicron

Hmynoeennocm npu yuacmuuyu Ha evs3pacm 12 u noseye 200unu — cied bycmepa (vemsvpma 003a)
[Ipu ananu3 Ha noarpyna ot [Ipoyusane 5, 105 yuactHuiu Ha Bb3pacT 12 10 17 roauHu,

297 yyacTHUIH Ha BB3pacT 18 1o 55 roauan 1 286 y4yacTHHIIM Ha BB3PacT 56 U mOBeYe rO/IVHH,
MOJIYYHIIH TIPEIU TOBA IIbPBUYHA Cepus 0T 2 103U 1 OycTep mo3a ¢ Comirnaty, ca moxy4uan Oycrep
(ueTBBpTa Mo3a) Comirnaty Original/Omicron BA.4-5. TIpu yyacTHHIINTE HA Bb3pacTt 12 110

17 ronuan, 18 10 55 rogunu u 56 u noBeye TogUHKU CHOTBETHO 75,2%; 71,7% u 61,5% ca MO3UTHBHU
3a SARS-CoV-2 Ha u3X0/1HO HHBO.

AHanu3uTe Ha TUTPUTE Ha HEyTpanu3upalure antureia cpemy Omicron BA.4-5 u cpemy
pedepenTeH maM, HaMansBay BupycHaTa akTuBHOCT ¢ 50% (NT50), cpex yuacTHUIM Ha BB3pacT 56
U TIOBeue TOJIUHHM, TToNTyduiu Oycrep (dueTBbpra no3a) Comirnaty Original/Omicron BA.4-5 B
[IpoyuBane 5 B cpaBHEeHHE ¢ OATPYyNa yyacTHUIHU OT [IpoyuBane 4, monyuwin Oycrep (4eTBbpTa
no3a) Comirnaty, nokas3sar npeBb3xocTBo Ha Comirnaty Original/Omicron BA.4-5 copsimo
Comirnaty Ha 6a3ara Ha cpesiHO reoMeTpruHOTO choTHOMmeHne (GMR) 1 He o-Maika epuKacHOCT Ha
0a3ara Ha pa3aMKaTa B U€CTOTaTa Ha CEPOJIOTUYEH OTIOBOP IO OTHOLIEHUE HA OTTOBOPA CPELILy
Omicron BA.4-5, xakTo ¥ He To-MaJsika e()UKaCHOCT Ha HMYHHHSI OTTOBOP Cpeliy pedepeHTHHUS mam
Ha 6azata Ha GMR (Ta6unuia 2).

Ananmure Ha NT50 cpenry Omicron BA.4/BA.5 cpen yaactHUIMTE Ha BB3pacT 18 1o 55 roaunau B
CpaBHEHHE C YYaCTHUINTE Ha BH3PACT 56 U MoBeUe TOIWHU, MOIydin Oycrep (4eTBbpTa 103a)
Comirnaty Original/Omicron BA.4-5 B TIpoy4Bane 5, moka3Bar He Mo-Majika e(h)UKacCHOCT Ha OTTOBOpa
cpeury Omicron BA.4-5 cpen yuacTHHIIMTE Ha Bh3pacT 18 10 55 roquHu B CpaBHEHHE C YYACTHUITUTE
Ha BB3pacT 56 ¥ 1moBeve TOAWHU N0 OTHOIIeHHe KakTo Ha GMR, Taka u Ha pa3nukara B 4ectoTrara Ha
cepostoruueH orroop (Tabmumna 2).

B npoyuBaneto e oneneno u auBoTo Ha NT50 cpenry Omicron BA.4-5 SARS-CoV-2 u pedepentante
[IaMOBE MPEAN BaKCHHALUATA U 1 Mecel ciie]] BAKCHHAIMATA TIPU YYaCTHHIH, TIOTyYHIIH OycTep
(uetBBpTa M03a) (Tabmuma 3).

Ta6auma 2. SARS-CoV-2 GMT (NT50) u pazinka B NpoleHTa YYACTHULH € OTTOBOP Ha 1-Bus
Mecell cjiel BakcuHanuonnusi Kype — Comirnaty Original/Omicron BA.4-5 ot
IpoyuBane 5 u Comirnaty ot noarpyna ot IlpoyuBane 4 — yqacTHHIU cbC WM 0e3
nanau 3a uadekuus cbc SARS-CoV-2 — nonynanusi, 0leHHMa 32 HMYHOTE€HHOCT

SARS-CoV-2 GMT (NT50) na 1-Busi Mecel| cJiel BAKCHHAIIMOHHUS KYPC

CpaBHenne CpaBHenne
IIpoyuBane 5 IMoarpyma ot MeKIy MeKI1Yy IPyIHUTe
Comirnaty Mpoyusane 4 Bb3PAacTOBHTE | CIOpe] BHAA HA
Original/Omicron BA.4-5 Comirnaty rpynu BAKCHHATA
Comirnaty Bw3pact
Original/ > 56 roguHu
Omicron BA.4-5 Comirnaty
Bw3pacr 18 10 Original/
Bw3pacr 18 1o Bn3pacr 56 n Bn3pact 56 n 55 rogunu/> 56 | Omicron BA.4-5
TecT 3a 55 rogunn noBeye roAMHH noBeve roAMHH TOJXUHH /Comirnaty
HeyTpaIu3anus GMT® GMT?® GMT?® GMR® GMR®
Ha SARS-CoV-2 | n* | (95% JU®)| n* | (95% AM®)| n? | (95% JU®) (95% AN*) (95% AN*)
. 4 455,9 4158,1 938,9
Omicron BA.4-5 - ' ' ' 0,98 2,91
NT50 (tutbp)” 291 gffillg) 284 f’gggg 282 1(%%28%) (0,83; 1,16)" (2,45; 3,44)°
16 250,1 10 415,5
Pedepenren mam | - - 286 | (14499.2; | 289| (9366.7; - 1,38
— NT50 (Tutsp)” 18 212.,4) 11 581.8) (1,22; 1,56)*

138




Pa3znuka B mponeHTa yYaCTHHIM ChC CEPOJIOTMYeH 0TroBOp Ha 1-Bus Mecel]
cJiel BAKCHHAIIMOHHUSI Kype

CpaBHeHne
_ Hoarpyna or CpaBHenne MeKI1Yy IPyIHUTe
Comirnaty MEKIY cropej BUJa Ha
. - IpoyuBane 4
Original/Omicron BA.4-5 - Bb3PacTOBHTE BAKCHHATA
Comirnaty
rpynu Bn3pact
> 56 roguHu
Comirnaty
Original/Omicron Comirnaty
Bo3pact 18 10 | Bwb3pacr 56 u Bo3pacr 56 u BA.4-5 Original/
55 roaunmn noBeYe roAMHU | MOBeYe FOAUHHU Bw3pacr 18 1o  |[Omicron BA.4-5/
55 rogunn/ Comirnaty
> 56 rognnu
H (0 " (Q
Tecr 3a 5 n" (%) 5 n" (%) 5 n" (%) Pazauka® Pazauka®
HeyTpaIu3amus N (95% N (95% N 95% JTI" 95% JIH" 95% JTI"
HA SARS_CoV_2 I[I/Ik) HI/Ik) ( o H ) ( 0 H ) ( o H )
Omicron BA.4-5 - 294 180 (61,2) 282 188 (66,7) 273 127 (46,5) -3,03 26,77
NT50 (tutbp)® (55,4; (60,8; (40,5; 52,6) (-9,68; 3,63 (19,59; 33,95)"
66,8) 72,1)

Crekpamenus: /11 = nosepurenen untepsai; GMR = cpeano reomerpuuno crotHomenne; GMT = cpenHo reoMeTpuydeH TUTHD;
LLOQ = nonHa rpaHina Ha KOJIM4YecTBeHO onpexeisine; LS = least square (meros Ha Haii-masnkute kBagpatu); NT50 = turep Ha

HEeyTpaIn3UpalIuTe aHTHTeNa, HaMaJIIBal] BUpycHara akTHBHOCT ¢ 50%; SARS-COV-2 = TexbK OCTbp peCHUpaTOpeH CHHAPOM

KOpPOHABUPYC 2.

3abenexka: CepoJOrnYHUAT OTTOBOP ce JeuHMpa KaTo IOCTUraHe Ha > 4 IbTH NOBHUIIEHHE OT U3XO0HO HUBO. AKO CTOHHOCTTa

IIPU U3MEPBAHETO Ha U3XOAHOTO HUBO € moa LLOQ, pesynrar ot ananu3 ciel BakcuHauusaTa > 4 x LLOQ ce cuura 3a

CEPOJIOTHYEH OTTOBOP.

a. n=0poil yJaCTHHILU C BAIUAHH U ICHU PE3YNTATH OT TECTa 3a IIOCOYCHUS aHANIN3 B JajieHaTa BpeMeBa TOYKa 3a B3€MaHe Ha
npooa.

6. GMT u 2-crpannure 95% JIU ca n3uncieHy 4pe3 CTENEeHyBaHe Ha CpeAHaTa JOrapUTMUYHA CTOIHOCT Ha TUTPUTE U
cpotBetHHTe IV (Ha Oa3ara Ha t-pasnpenenenuero Ha Student). Pesynrature ot anammsa mog LLOQ ca 3amanenu kato
0,5 x LLOQ.

B. GMR u 2-crpannure 95% AU ca u3uucieHy 4pe3 CTCIEHYBAaHE HAa pa3jIuKaTa B CPEJHUTE CTOMHOCTH, M3UUCICHHU 110 METOAA
Ha Haif-mankure kBaapatu (LS), u cborBetHuTe /IU Ha 6a3ara Ha aHanu3a Ha JIOTAPUTMUYHO MIpeoOpa3yBaHe HA TUTPUTE Ha
HeyTpalu3UpaliuTe aHTUTENA C N3M0I3BaHe HAa MOJIET Ha IMHEIHA perpecus ¢ TEPMHUHH ,,HEyTPATM3UPAIlN aHTUTENA Ha
nsxoauo HuBO  (log ckana) u ,,rpymna crope/ Buja Ha BakCHHATa"™ WM ,,Bb3pacToBa rpyma‘.

r. SARS-CoV-2 NT50 e onpeznerneH ¢ u3moi3Bane Ha Bauaupana miardopma 3a ananus ¢ 384-smMkoBa 1iaka (OpUruHajiIeH mam
[USA-WA1/2020, nzonupan npes siwyapu 2020 r.] u nogsapuant BA.4/BA.5 va Omicron B.1.1.529).

1. He mo-manka edukacHOCT e nekiapupana, ako JOJHATa TpaHuIa Ha 2-crpanuaus 95% JIU 3a GMR e no-roxsama ot 0,67.

e. IIpeBB3X0IACTBO € ACKIApUPaHO, aKO JOJIHATA IpaHulia Ha 2-ctpanHus 95% JIU 3a GMR e no-ronsma ot 1.

x. He mo-manka edukacHOCT e nekIapupana, ako JOJHATa TpaHuIa Ha 2-ctpanuus 95% JIU 3a GMR e no-romsma ot 0,67 n
ToykoBara ouenka 3a GMR e > 0,8.

3. N =0poii ydaCTHHIM C BalUIHH U SICHU PE3YNTAaTH OT TECTA 3a IOCOYEHHS aHAIIM3 KaKTO BbB BpPEMeBaTa TOUKa MPean

BaKCHHAIMATA, Taka U B IaJ€HaTa BpeMeBa 3a TOUKa 3a B3eMaHe Ha mpoOa. Ta3u cTOMHOCT € 3HaMeHaTeNs 3a MPOLEHTHOTO

U34UCIICHHE.

n = Opoii y4aCTHHIN ChC CEPOTOTUUEH OTTOBOP 32 JaJICHHUS aHAIU3 B JjaficHaTa BpeMeBa TOUKa 3a B3eMaHe Ha Ipoba.

Touen 2-crpanen JIU, 6a3upan Ha MeToxa Ha Clopper u Pearson.

Pasnuka B CbOTHOLICHUATA, U3pa3eHA KATO MIPOLCHT.

2-ctpanen /11, 6a3upan Ha MeTona Ha Miettinen 1 Nurminen, cTpaTH(HIUpaH 110 KaTETOpUst Ha THTHPa HA

HEYTpaJIM3UpaIIUTe aHTUTENA Ha U3XOJHO HUBO (< MeJUaHaTa, > MeJHaHaTa), 3a pa3iuKaTa B CbOTHOIICHHUATa. Menuanarta

Ha TUTPUTE Ha HEYTPAIN3UPALIUTE aHTUTENA HA U3XOJHO HUBO € W34KCIieHa Ha 6a3aTa Ha COOpHMUTE NaHHU B 2 TPYIH 32

CpaBHEHHUE.

M. He no-manka edukacHocT € AeKiiapupaHa, ako JoJHaTa rpaHuia Ha 2-ctpanaus 95% JIU 3a pasnukaTa B IPOLIEHTA
YYaCTHHUIIM ChC CEPOJIOTHYCH OTTOBOD € > -10%.

H. He no-manka edukacHOCT € IeKIapupana, ako JoJIHaTa rpaHuna Ha 2-ctpaHaus 95% JIU 3a pasnukara B IponeHTa
YYaCTHHUIIM ChC CEPOJIOTHIEH OTTOBOD > -5%.

AR
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Tadnauua 3. CpeaHo reoMeTPUYHH TUTPH — HOATPYNH YYACTHUIH, BAKCHHUPaHu ¢ Comirnaty
Original/Omicron BA.4-5, ot IlpoyuBane 5 —npenu u 1 mecen ciiex 6ycrep
(4eTBBPTA 1032) — Y4aCTHHIM HA BB3pacT 12 1 noBeye roiMHMu — CbC WJIH Oe3
JAHHH 32 HH(EeKIUs - ONYJIALHUS, OLEHUMA 32 HMYHOT€HHOCT

BpemeBa
Tect 3a TOYKA 32
HeyTpaIu3anusi | B3eMaHe Ha Comirnaty
Ha SARS-CoV-2 npo6a* Original/Omicron BA.4-5
Bn3pacr 12 o Bmn3pacr 18 no Bn3pact 56 u moBeue
17 rogunu 55 rogunn TOJXUHH
GMT® GMT® GMT®
n® (95% JAN*) n® (95% AN*) n® (95% JAN*)
[pemun 1105,8 569,6 458,2
Omicron BA.4-5 | Bakcunarmsita| 104| (835,1; 1464,3) | 294 (471,4; 688,2) 284 (365,2; 574,8)
- NT50 (tutsep)” 8212,8 4 455,9 4158,1
1 mecent 105]| (6 807,3; 9908,7) | 297| (3851,7;5154,8) | 284 | (3 554,8; 4 863,8)
[pemu 6 863,3 4017,3 3690,6
Pedepenren Bakcunarmsra | 105| (5 587,8; 8 430,1) | 296 | (3430,7;4704,1) | 284 | (3082,2; 4 419,0)
mam — NT50 23641,3 16 323,3
(TuTBp) (20 473,1; (14 686,5; 16 250,1
1 mecenn 105 27 299,8) 296 18 142,6) 286 | (14 499,2; 18 212,4)

Corpamenus: JJU = nosepurenen untepsair; GMT = cpento reomerpuyet Tutsp; LLOQ = nonHa rpanuna Ha
Kos4yecTBeHo onpenenane; NT50 = TuTep Ha HeyTpanM3upallUTe aHTUTENA, HAMaJIsIBaIll BUPYCHATa akKTUBHOCT ¢ 50%;
SARS-COV-2 = TeXbK OCTBP PECIUPATOPEH CHHAPOM KOPOHABUPYC 2.

a. OmnperneneHo Mo MPOTOKOJI BpeMe 3a B3eMaHe Ha KPBBHHU NPOOH.

6. N =0poil yJaCTHUIN C BAUAHY U SICHH PE3YyNITATH OT TECTA 3a IIOCOYCHUS aHAIN3 B JajieHaTa BpeMeBa TOUKa 32 B3eMaHe
Ha 1pooa.

B. GMT u 2-ctpannute 95% JIU ca u3unciaeHu upe3 CTENCHYBaHE HA CpEIHATA JIOTAPUTMUYHA CTOMHOCT HA TUTPUTE U
cpoTtBeTHHTE [IU (Ha 6a3ata Ha t-pasnmpenenenuero Ha Student). Pesyntature ot ananuza mox LLOQ ca 3aganenu xato
0,5x LLOQ.

r. SARS-CoV-2 NT50 e onperneneH ¢ u3mnos3Bane Ha Baliupana miardopma 3a ananus ¢ 384-sMkoBa 1maka
(opurunanen mam [USA-WA1/2020, uzonupan mpe3 stuyapu 2020 r.] u mogsapuant BA.4-5 na Omicron B.1.1.529).

Comirnaty 30 pyg

IIpoyuBane 2 € MHOTOIICHTPOBO, MHOTOHAITHOHAIHO, PAaHAOMHU3UPAHO, TUIAIIe00-KOHTPOIUPAHO,
3acienceHo 3a Habmroaarens npoyuBane ¢aza 1/2/3 3a ycraHOBsIBaHE Ha J]03aTa, CENCKIUS Ha
KaHJU/IaTH 32 BaKCUHA U e()UKACHOCT IIPU YYACTHHIIM Ha BB3pacT 12 1 moBeye rouHMU.
PanmoMuzanmsita € crpaTuduIMpana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pacTt, 16- 1o 55-roaumiHa
BB3pAaCT, WIH Ha Bb3pacT 56 U noBeue roguHu, ¢ MUHUMYM 40% OT y4yacTHULIUTE B Tpynara

> 56 roguan. OT MpoydYBaHETO ca U3KIIOYCHU YYaCTHHIU, KOUTO Ca UMYHOKOMITIPOMETUPAHU, H
YYaCTHHIM € TPEUIIHA KIMHUYHA WIH MUKpoOnosornaHa auarsosa 3a COVID-19. Bxitouenn ca
YYaCTHHIIM C BeUe CHINECTBYBAIIO CTAOMITHO 3a00JIsIBaHE, OMpeIesieHO KaTo 3a00siBaHe, KOSTO HE
Hajara 3Ha4uMa IpOoMsHA B TEPaIMATa WU XOCIIUTAIU3AINS TOPA/IH BIOIIaBaHe Ha 3200 IIBaHETO
pe3 6-Te CeJAMMUIIN IPEIH BKIFOUBAHETO, KATO YUYACTHHIIY C M3BECTHA CTAOMIHA NH(PEKIINS C YOBCIIKH
umyHoaedunuren Bupyc (HIV), Bupyca na xenarur C (HCV) wim Bupyca na xenatut B (HBV).

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

B gacrra (aza 2/3 na I[IpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau a0 14 Hoemspu 2020 .,
npubnu3utenHo 44 000 yuacTHHIIM ca paHIOMH3UPAHHU TIOPABHO U TPsOBA J1a MOTy4ar 2 103U OT
II'bPBOHAYAIIHO pa3penreHaTa 3a ynorpeda uPHK Bakcuna cpenry COVID-19 win nnane6o. AHanu3bT
3a e(PMKACHOCT BKJIFOUBA YYACTHHIM, HA KOUTO BTOpaTa BAKCHHAIIMS € HAlpaBeHa B paMKuTe Ha 19 1o
42 nuu cnen mepBarta BakcuHamms. [Toseueto (93,1%) BakcuHHpaHu ca MMOJy4YHIH Bropara ao3a 19 1o
23 nuu cnen Jlo3za 1. [lnmanupano e yuacTHHIIUTE 1a OBAAT MpociensBanu 1o 24 mecera cien Jloza 2
3a oLeHKa Ha O6e3omacHocTTa U ehpukacHocTTa cpemry COVID-19. B kiMHUYHOTO MpoydBaHe OT
YYACTHUIIUTE C€ € U3UCKBAJIO Ja ChOII0aBaT HHTEPBAI OT MUHUMYM 14 THU Opeau U cliel
MIPUIIOKEHUETO HA IIPOTUBOTPUIIHA BAKCHHA, 3a [ja MoIy4aT uiH miane6o, nnn nPHK Bakcuna cpemry
COVID-19. B kMTHHIYHOTO POYYBaHE OT YYACTHUIINTE CE € M3UCKBAJIO J]a CHOJIIOIaBAT HHTEPBAI OT
MUHUMYM 60 THH TIPEIH WK CIIe] KaTO ca UM OMIIH MPUI0KEHH KPbBHH HPOITYKTH/TIPOAYKTH OT
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KpBBHA TJIa3Ma WK UMYHOTJIOOYJIMHU B PAMKHTE Ha BPEMETO JI0 3aBbpIIIBaHE HA MPOYYBAHETO, 32 JIa
nojiyyaT wiH miare6o, wim uPHK Bakcuna cperry COVID-19.

[omynanusra 3a aHanM3 Ha TbPBUYHATA TOYKA 33 €PUKACHOCT BKItOYBa 36 621 yyacTHUIIN Ha
BB3pacT 12 1 moede roxuuu (18 242 B rpymara ¢ uPHK Bakcunara cpemry COVID-19 u 18 379 B
rpynara c miaie0o), 6e3 naHHu 3a npeauiiHa napexuus cb¢ SARS-CoV-2 no 7 auu cien BTopara
no3a. Jlombnautenso uMa 134 ygacTHUIM Ha Bb3pacT Mexay 16 u 17 rogunu (66 B rpynata ¢ uPHK
BakcuHata cpemy COVID-19 u 68 B rpynara c mane6o) u 1 616 yuacTauny - Ha Bb3pact 75 u
noede roanan (804 B rpymara ¢ uPHK Bakcunara cpemry COVID-19 u 812 B rpymara ¢ miamne6o).

KbM MOMeHTa Ha MBPBUYHHMS aHAJIHU3 33 €PUKACHOCT YYACTHULIUTE Ca MPOCIEISBAHU 32 CHMIITOMH Ha
COVID-19 B npoabmkenue Ha 001110 2 214 yoBekoroauuu B rpynara ¢ MPHK BakcuHaTa cperiy
COVID-19 u 06110 2 222 40BeKOTOAMHY B IpymaTa ¢ miamneoo.

Hsima KITMHAYHO 3HAYUMH Pa3HKH B o0mIaTa e()uKacCHOCT Ha BaKCHHATA TIPH YYACTHHUIIA C PUCK OT
texka ¢popma Ha COVID-19, BKIIOYMTETHO Te3U ¢ 1 MIM MOBEYE ChITBTCTRAIIY 3200 IsIBaHUS, KOUTO
yBenuuaBaT pucka ot Texka Gopma Ha COVID-19 (mamp. actma, nHznekc Ha tenecHata Maca (MUTM)
> 30 kg/m?, xporn4HO GenoapPoOHO 3a00IBaHE, 3aXapeH AUA0ET, XMIEPTOHHUS).

Wndopmanusata 0THOCHO epUKACHOCTTa Ha BaKCHHATa € mpeacTtaBeHa B Tabmuma 4.

Tab6auna 4.  EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus j1eH cien
Jlo3a 2, 1o Bb3pacTOBU NOATPYNH — YYACTHHLHM 0e3 JaHHH 3a HH(eKuus npeiu

7-mus 1eH cien Joza 2 — nonyyianus, oneHuMa 3a epuxacHoct (7 1HH)

[InpBa nosiea Ha COVID-19 ot 7-must e ciex Jlo3a 2 npu y4acTHUIH 0€3 TaHHHU 32
npenuiHa nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inanedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1° n1° Eduxacnocr Ha
Ilepnoa Ha Ilepnoa Ha BaKcuHaTa, %0
Moarpyna Habmogenne” (N2") Haomogenne” (N2") (95% JAN)"
Bewuky yyacTHUIH 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 mo 64 ronuHn 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
1oBeYEe TOTUHU 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 no 74 roguHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
1oBeYEe TOTUHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [IoTBBbpCHHTE CiTyyau ca ONpeeICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnrom,
cpotBeTcTBall Ha COVID-19 [*Onpenenenue 3a ciry4aid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOIIOSIBUIIA
Ce WJIM 3aCUJICHA KallUIMIA, HOBOIOSIBUII C€ MJIM 3aCHUJICH 3ayX, BTpUCaHe, HOBOIOSBUIIA CE UM yBEJIUUEHa
6oJika B MyCKyJIUTE, HOBOTIOSIBHIIA CE 3ary0a Ha BKYC MJIM MHPHC, Bb3IAJICHO I'bPII0, JUAPHS HIIH

MOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHIHM O€3 CEPOIIOTHYHHM MM BUPYCOJIOTHYHHU JaHHU (TIpeau 7-Mus J€H cle]
mocjieaHara 103a) 3a MuHaaa uadeknus cb¢ SARS-CoV-2 (T.e. oTpuiiateany 3a anturena ¢ N-CBbp3BaHe
[cepym] Ha Busuta 1 u meotkpur SARS-CoV-2 ¢ TecT 3a ammmndukaiis Ha HyKJIEHHOBA KHCEIHHA
(nucleic acid amplification tests, NAAT) [Ha3zanHa HaTpuBka] Ha Busutu 1 u 2) 1 ¢ oTpHIaTesIeH pe3ynTaT
otr NAAT (Ha3aiHa HaTpHUBKa) PH BCsIKa HEIUIAHUpaHa BU3UTA MpeAn 7-Must 1eH ciex Jlo3a 2.

a. N = bpoii yqacTHHLIU B TOCOUEHATA IPyTIA.
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6. nl = Bpoii yuacTHHUIIM, OTTOBAPSIIN HAa ONPECIIEHUETO 3a KpaliHaTa TOYKa.
B. OO0m mepuox Ha Habmoaerne B xwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHIM BB BCSIKA IPYIa B PUCK 110 OTHOIIICHUE HA KpallHaTa TO4Ka. BpeMeBHST MepHo/1 32 HATPpyIBaHe
Ha cirydan Ha COVID-19 e ot 7-mus aeH cien Jlo3a 2 1o kpast Ha nmeprojia Ha HabmroaeHue.
r. n2 =0poii Ha yYaCTHUIIMTE B PUCK IO OTHOIIICHUE HA KpaifHaTa TOYKa.

. JIBycTpaHHUAT nmoBeputesieH uHTepBa (JJN) 3a ehrkacHOCT HA BakCMHATA € MOy4eH Ha Oa3zaTa Ha MeToa

Ha Clopper u Pearson, KOpUTUpaH CpsaMO BPpEMETO Ha Ha6moz{eﬂne. I[I/I HE € KOpUT'MpaH 3a MHOXKCCTBCHU

aHaJIu3H.

Eduxacnocrra nHa n”PHK Bakcunara cpeury COVID-19 npu npeBeHuusITa Ha IbpBa MOsBa Ha

COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ m1ane6o, ¢ 94,6% (95% noBeputelieH HHTepBal

ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ TOBEYE TOJIMHY ChC WK 0e3 JoKa3aTeNCTBa 3a
npenuiraa nHpekus cbc SARS-CoV-2.

JIOTIbIHUTEIHO €IMH MOATPYIIOB aHAIM3 Ha IbPBUYHATA KpaiiHa TOYKa MOKa3Ba CXOIHHU OLICHKU Ha
TOYKAaTa 3a e)UKACHOCT B TPYITUTE II0 MOJI, ETHUUYECKA MPUHAIIEKHOCT U YYACTHHUIU ChC
CHIIBTCTBAIIN 3a00JIsIBAaHUS, CBbP3aHH C BUCOK PUCK OT Texkka hopma Ha COVID-19.

I/I3B’LpH.I€HI/I Ca aKTyaJIu3upaHu aHAJIU3H 3a e(l)I/IKaCHOCT OpU HAJTNMYIUCTO HA JOIIBJIHUTCIIHU,

notBspaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acieNeHOTO I1ale00-KOHTPOIUPAHO

npocesBaHe, 00XBalaio neproaa 10 6 mecena ciexn Jlosa 2 B momynanusaTa 3a ehpUKacHOCT.

AxTyanu3upanarta nHpopmanus 3a e(UKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuna 5.

Taoauna 5. EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMus aeH cien
Ho3a 2, o Bp3pacTOBHU NOATPYNH — YYACTHULU €3 JaHHM 32 NpPeJUlIHA
uHpeknus cbe SARS-CoV-2* npenn 7-musi neH ciaen Jlosza 2 — monyaanus,
oneHHMa 3a epukacHocT (7 AHM), MO BpeMe Ha MJIane00-KOHTPOJUPAHUSA MePHOT
HA MpocJieasiBaHe

uPHK Bakcuna
cpemy COVID-19 Inanedo
N2=20 998 N#=21 096
Ciyuan Cayvan
n1° n1° Eduxacnocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
[oarpyna Hadmogenne” (N2") Hadmonenne” (N2") (95% An™)
Bceuuku yyactaunu® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronuuu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
MOBEYE TOINHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha Bb3pacT 75 u 1 26 96,2
MOBEYE TOINHA 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: IIOTBbPAEHUTE CllyUar ca ONpeNesIeHd Ype3 MOJTUMEPasHa BEPUIKHA PeaKids ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

cvotBercTBal] Ha COVID-19 (cumMnTomMuTe BKJIIOUBAT: MOBUIIIEHA TEMIIEPATYpa; HOBOIMOSBUJIA CE UJIH 3acCHIIMIa

Cce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHIINII CE 33/1yX; BTPHCAHE; HOBOIOSBUIIA CE MJIM YBEJIMYMIIA ce OOJIKa B

MyCKy'J'H/ITe HOBOIIOSIBUJIA ce 3ary0a Ha BKYC WJIM MHUPHC; Bb3IAJICHO I'bPJIO; ANAPUS; MOBPBIIAHE).
B ananu3a ca BKIIFOUEHHM yyacTHHUIM Oe3 JaHHU 3a MuHana uHpekms cbc SARS-CoV-2 (1.e. oTpruaTensu 3a
anrurena ¢ N-cepp3BaHe [cepyMm] Ha Busura 1 n neotkputr SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Busutu 1 u 2) u ¢ otpunarenen pesynrat oT NAAT (Ha3aiHa HaTpUBKA) MPU BCKA HETJIAaHUpPaHa BU3NUTA
npemu 7-mus aeH cien J{o3a 2.

a. N = bpoii yuacTHHIIM B TTOCOYEHATA TpyTIa.

6. nl = Bpoit yuacTHUIIH, OTTOBAPSIIN Ha ONPEICIIEHUETO 3a KpaiiHaTa TOYKa.
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B. OO0m1 mepuox Ha Habmoaerne B Xxwisian (1 000) oBekoroaMHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
Y4YaCTHHIM BB BCSIKA IPYIa B PUCK 110 OTHOIIICHUE HA KpallHaTa TOYKa. BpeMeBHST Mepro 1 32 HATpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o kpast Ha ieproja Ha HabJIroieHue.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

n. JByctpaHHUAT 95%-eH noBepureneH uarepnan (JJ1) 3a epukacHoCT Ha BaKCHHATA € MOTy4YeH Ha Oa3ara Ha
Mmetoxa Ha Clopper u Pearson, kopurupas cripsiMo BpeMeTo Ha HaOJIIO/ICHIE.

e. BxiouBa MoTBBPAEHH CIIydau MPU y4acTHHUIM Ha Bb3pacT 12 o 15 ronunu: 0 B rpynara c uPHK Bakcunara
cperry COVID-19; 16 B rpynara ¢ mare6o.

B akryanusupanute aHanu3su 3a epukacHocT, epukacHoctTa Ha UPHK Bakcunata cpemry COVID-19
npu npesennysaTa Ha nosia Ha COVID-19 ot 7-mus ciien Jlo3a 2 B cpaBHenue ¢ mianebo e 91,1%
(95% AU ot 88,8% no 93,0%) npe3 nepuoxa, korato Bapuantute Wuhan/mus tum u Anda ca
JOMHUHHPAIIUTE TUPKYIUPAIIH [AMOBE MPH yYaCTHULXTE B MOIMyJIanusiTa, OlleHIMa 3a e(puKacHOCT,
chC WM Oe3 JaHHU 3a npeauiiHa uHpekus cbe SARS-CoV-2.

I[OH’BJ'IHI/ITGJ'IHO AKTYaJIM3UPAHUTC aHAJIM3U 34 e(i)I/IKaCHOCT 10 MOATPYIIN MOKAa3BaAT CXOJHU TOYKOBU
OIICHKH 3a e(i)I/IKaCHOCT B I'pyHnUTE 110 11O0JI, ETHUYCCKA NPHUHAJICKHOCT, FeOFpa(i)CKO IMOJIOXKCHHUE U IIpU
Y4aCTHUIUTE CHC CHIIBbTCTBALIA 3a00JI9BaHus U 3aTIIBCTABAHC, CBbP3aHN C BUCOK PUCK OT TEKKa

¢opma Ha COVID-19.

Ed¢uxacnocm cpewy meoicka ¢popma na COVID-19
AKTyanu3upaH aHaJIM3 Ha BTOPUYHUTE KpailHU TOUKHM 3a eukacHOCT mojakperns nomszara oT u”PHK
BakcuHara cpemty COVID-19. Bakcunara npenorsparsiBa Texka Gpopma Ha COVID-19.

Ot 13 mapt 2021 1. edukacHOCTTa Ha BaKCHHATA cpely Texka ¢popma Ha COVID-19 e npeacraBena
caMo 3a yYaCTHHIIN Che WiH 0e3 npeaumrHa nHpeknust cbc SARS-CoV-2 (Tabnumna 6), Thit KaTo
oposT Ha ciydaute Ha COVID-19 npu yuactHunm 6e3 npeauiiHa uadekus cbe SARS-CoV-2 e
CBIUAT KAaTO TO3M MPH YYACTHUIIM Che WK Oe3 npeaniiHa uHpekus cbec SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cperry COVID-19 u Ha mumane6o.

Ta6auma 6. EdukxacHocT Ha BakcMHATa — MbPBa NMOsiBa Ha Te:kka ¢opma Ha COVID-19 npu
Y4acTHHIM cbc MM 0e3 npeaumHa uHgexuus cb¢c SARS-CoV-2 na 6azara Ha
omnpeJe/ieHHEeTO HAa ATeHIMATA 32 KOHTPOJ1 Ha XpaHuTe M jJekapcrara (Food
and Drug Administration, FDA)* caen Jlo3a 1 uiam ot 7-mus nex ciaea Joza 2 B
nepuoAa HAa mpocJieasiBaHe Ha MJIane00-KOHTPOJMPAHOTO NPOyYBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
Cayuan Cayuyau
nl* n1? Ed¢uxacHocT Ha
Ilepnoa Ha Ilepnoa Ha BaKcHHaTa, %
nabaogenne (N2°) nabroaenne (N2° (95% A"
1 30 96,7
Caen [loza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [IoTBBpIeHNTE CiTydaH ca ONpeaesieHH Ype3 MoIMMepa3Ha BeprKHa peakiys ¢ oOpaTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,
cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKIIOYBAT: IOBHIIIEHA TEMIIEPATypa; HOBOMOSIBHIIA C€ FITH 3aCHIIHIIA
ce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHIINII CE 33/1yX; BTPHCAHE; HOBOIOSBUIIA CE MJIM YBEJIMYMIIA ce OOJIKa B
MYCKYJIMTE; HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPJIO; AUAPUS; MOBPBIIAHE).
* Texka ¢popma Ha COVID-19, xakTo e onpeaneneHo ot FDA, e norsspaes COVID-19 u Hanmuu